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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHerus: 19.03.2020
(c u3m. n pgon., BCTyM....

12 anpens 2010 roga N 61-®3

POCCUNCKAS ®EOEPALIUSA
®EOEPANbHbINA 3AKOH
OB OBPALLUEHNU NEKAPCTBEHHbIX CPELCTB

MpuHaT
"ocynapcTtseHHoW [ymon
24 mapTta 2010 roga

OpobpeH
CoseTtom Peaepaumm
31 mapTta 2010 roga

Cnncok N3MEHSIIOLLNX JOKYMEHTOB
(B peq. ®PenepanbHbix 3akoHOB 0T 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-®3,
oT 25.06.2012 N 93-03, o1 25.12.2012 N 262-®3, o1 02.07.2013 N 185-93,
o1 25.11.2013 N 317-93, o1 12.03.2014 N 33-®3, 01 22.10.2014 N 313-93,

oT 22.12.2014 N 429-®3 (pen. 13.07.2015), ot 08.03.2015 N 34-03,
oT1 29.06.2015 N 160-93, ot 13.07.2015 N 233-03, o1 13.07.2015 N 241-®3,
oT 13.07.2015 N 262-®3, o1 14.12.2015 N 374-®3, o1 29.12.2015 N 389-03,
o1 02.06.2016 N 163-®3, ot 03.07.2016 N 261-®3, ot 03.07.2016 N 305-03,
oT1 03.07.2016 N 350-®3, o1 29.07.2017 N 242-®3, ot 29.07.2017 N 278-03,

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

oT 27.12.2019 N 475-93)

Mnasa 1. OBLWUE NMNONOXEHUA
Crtatbs 1. MpeameT perynupoBaHus HacTosiwero ®enepanbHOro 3akoHa

1. Hactoawmn ®egepanbHbll 3aKOH perynupyet OTHOLLEHMS, BO3HMKaloWwue B CBA3M C obpaleHvem -
pa3paboTkon,  OOKNMHWYECKUMW  WUCCRegOBaHWsAMM,  KIMHUYECKUMW  UCCRegoBaHWsMM,  9KCMepTU3OW,
rocyqapCTBEHHOW perucrpaumen, CcO CcTaHgapTM3auvMen W C  KOHTPONeM KayecTBa, MpPOU3BOLCTBOM,
N3roTOBMEHNEM, XPaHEHWeM, MepeBO3KOW, BBO3OM B Poccuiickyio Pepepaumio, BbiBO3OM U3 Poccumnckon
denepaumn, peknamon, OTMYCKOM, peanu3auuen, nepegadyen, NPUMEHEHUEM, YHUYTOXEHUEM JIeKapCTBEHHbIX
cpencTs.

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

2. Hactosawmn odepepanbHblii 3akoH ycTaHaBnMBaeT MPUOPUTET FOCYAApPCTBEHHOMO PerynupoBaHus
6e3onacHocTy, KayecTBa U 3pPEKTUBHOCTU NIEKAPCTBEHHbBIX CPEACTB MpU NX obpaLleHun.
(B pen. PegepanbHoro 3akoHa ot 25.06.2012 N 93-03)

CraTtbsa 2. Cchepa npumMmeHeHUA HacToswero PegepanbHOro 3akoHa

Hactoswun ®enepanbHbiil 3aKOH MNPUMEHSIETCS K OTHOLLEHWSIM, BO3HMKaKWuM npu  obpalieHum
NneKkapCcTBEHHbIX CPeacTB Ha Tepputopun Poccunckon ®egepaumn.

CratbAa 3. 3akoHoAaTenbLCTBO 06 OOpaLleHMU NeKapCTBEHHbIX CPeACTB
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHerus: 19.03.2020
(c u3m. n pgon., BCTyM....

1. BakoHopaTenbCcTBO 006 OOGpalleHMn NeKkapCTBEHHbIX CPEACTB COCTOUT M3 Hactosiwero depeparnbHoOro
3aKoHa, Apyrux deaepanbHbIX 3aKOHOB M MHbIX HOPMAaTMBHbIX MPaBoOBbIX akToB Poccuickon depepaumm.

1.1. 3akoHogaTenbCcTBO 00 OOpalleHUM NeKapCTBEHHbIX CPEeACTB B OTHOLUEHWUM OPUANYECKUX UL U
WHAMBUOYANbHBIX NpeanpuHUMAaTenen, OCYLECTBMASIOWMX AeATENbHOCTb Ha TEpPPUTOPUN MEXAYyHapoOHOro
MeOMLMHCKOrO Kractepa, NPUMEHSIETCS C Y4eTOM OCOGEHHOCTeW, ycTaHOoBreHHbIX deaeparnbHbiM 3akoHoM "O
MeXOyHapOAHOM MeOWLMHCKOM Knactepe W BHECEHUW W3MEHEHWUA B OTAENbHble 3akoHoAaTeNlbHble akThbl
Poccuiickon ®epepauun”.

(vyactb 1.1 BBegeHa degepanbHbiM 3akoHOM OT 29.06.2015 N 160-D3)

2. [enctBne Hactosiwero ®denepanbHOro 3akoHa pacnpoCcTpaHsieTcss Ha obpalleHne HapKOTU4EeCKnX
NEeKapCTBEHHbIX CPEACTB U MCUXOTPOMHbIX FEKApCTBEHHbIX CPEeACTB C YY4ETOM OCOOEHHOCTEMN, YCTaHOBMEHHbIX
3akoHodaTenbcTBoM Poccuiickoit ®efepaumm o HapKOTUYECKUX CpeacTBax, NMCUMXOTPOMHbIX BellecTBax M ob ux
npekypcopax.

3. [OeictBne  Hactosiwero  dPefepanbHOro  3akoOHa  pacnpocTpaHsieTcs  Ha  obpalieHue
paguodapmaLeBTUYECKNX JNeKapCTBEHHbIX cpencTs c y4eTom ocobeHHocTeN, YCTaHOBIIEHHbIX
3akoHogaTtenbcTBoM Poccuinckon ®egepaumm B obnactn obecneveHns pagnalmoHHON 6e30nacHoOCTL.

4. Ecnn mexgyHapoaHbiM gorosopom Poccunckon ®depepaumy yCTaHOBMEHbl MHbIE MpaBuia, 4Yem Te,
KOTOpble MpeaycMOTpeHbl HacTosawmM PedepanbHbIM  3aKOHOM, MPUMEHSAIOTCA NpaBunia  MeXAyHapoOHOro
Aorosopa.

5. B Poccuickon ®egepaummn B COOTBETCTBUM C MeXOyHAPOAHbIMU goroBopamu Poccunckon degepauun un
(vnn) Ha ocHoBe MpuHUMNAa B3aUMHOCTW MPU3HAIOTCA pe3ynbTaTbl KIMHUYECKUX UCCReOoBaHUi NneKapCTBEHHbIX
npenapaToB A1 MeANLMHCKOrO NPpUMEHEHWs, NPOBEeAeHHbIX 3a npedenamu Tepputopumn Poccuinckon ®epepaunn.

Ctatbs 4. OCHOBHbIE NOHATUA, UCNONb3yeMble B HacTosiem PeaepanbHOM 3aKOHe

[na uenen HacTosawwero dDeuepaanoro 3aKOHa MUCMNOJ1b3YKTCA crieyilwmne OCHOBHbIE NOHATUA

1) NleKapCTBeHHble cpeacTtBa - BewlecTtBa UM KX KOMOMHauuu, BCTynawuwine B KOHTAKT C OpraHn3Mom
YyerioBeka Ui XXMBOTHOIO, NpOHMKalwmne B opraHbl, TKaAHN OopraHM3mMa 4esrioBeka Ui XXMBOTHOro, NpuMeHAeMble
ana I'IpOCbVIﬂaKTVIKVI, ANarHoCTuKn (38 WCKIMIOYEHNEM BELLECTB UMW UX KOMOMWHAUWURA, He KOHTaKTupyrowmx ¢
opraHmsamMomMm 4emnoseka Wun )KVIBOTHOFO), neveHusi 3aboneBaHus, pea6Mn|/|TaL|,vw|, ana  CoOXpaHeHud,
npenoTepalleHna nnmn npepbiBaHnA 6epeMeHHOCTVI M NoJiy4eHHble U3 KpoBu, Mnia3mbl KPOBU, N3 OPraHoOB, TKaHewn
opraHunama 4eroBeka WJin XMBOTHOrO, paCTeHMI?II, MUHepanoB MeToaaMm CuHTEe3a WM C MNpuUuMeHeHUeEM
OGuonoruyecknx TexHomnorun. K NeKapCTBeHHbIM cCpeacTtBamM OTHOCATCA cbapmaueBqueCKMe Cy6CTaHLI,VIVI n
NeKapCTBEHHbIE NpenaparThbl;

2) dapmaueBTMyeckas cybCcTaHUMsi - JEeKapCTBEHHOE CpPeacTBO B BuAE OOHOrO WM HECKONbKUX
obnagarowmx apMakonorMyeckorn akTMBHOCTbIO [OENCTBYHOLUMX BELLECTB BHE 3aBUCMMOCTU OT MpuMpoabl
NPOUCXOXAEHUS, KOTOPOe nNpeaHa3Ha4YeHo AN NPOW3BOACTBA, W3rOTOBIEHUS JfleKapCTBEHHbLIX NpenapaTtoB U
onpeaenseT ux aeKTUBHOCTb;

(n. 2 B peq. ®enepansHoro 3akoHa oT 22.12.2014 N 429-93)

3) BcnomoraTternbHble BeLlecTBa - BelleCTBa HEOPraHWYecKoro WM OpraHU4YecKoro MNPOUCXOXAEHWS,
ucrnonb3yemble B Mpouecce MNpou3BOACTBA, M3rOTOBMEHUS FEKapCTBEHHbIX MpenapatoB And npuaaHus um
HeobXooMMbIX PU3NKO-XMMNYECKUX CBONCTB;

4) nekapcTBeHHble MpenapaTbl - NeKapCTBEHHbIE CPEACTBa B BuUAe NekapCTBEHHbIX hopM, NpUMeEHsSIEMble
ANa NpodunakTUKK, AUarHOCTUKKU, rnedeHns 3abornesaHus, peabunutauuu, AnNA COXpaHeHWus, npeaoTBpalleHns
UNu nNpepbiBaHna 6epeMeHHOCTH;

5) nekapcTBeHHasi copMa - COCTOSIHME JeKapCTBEHHOro npenapara, COOTBETCTBYHLlee crnocobam ero
BBELEHUSA N MPUMEHEHUs 1 obecneymBaroLee OCTMKEHME HeobxoamMmMoro rnedebHoro achdekTa;

5.1) 0o3npoBKa - copgepxaHue OAHOro unn HeCKOJbKNX ,El,eIZCTByI'OLLI,MX BeLlecTtB B KOJIN4eCTBEHHOM
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHerus: 19.03.2020
(c u3m. n pgon., BCTyM....

BblpaXXEHUN Ha eAuHMLY [A03bl, UMM eduHULy 06bema, Unu eauHULy MacCbl B COOTBETCTBMM C NEKapCTBEHHOM
dopmon nNnMbo Onst HEKOTOPbIX BUOOB FIEKAPCTBEHHbLIX (POPM KONMMYECTBO BbLICBODOXOAEMOrO M3 JIEKAapCTBEHHOM
¢opMbl JENCTBYIOLLIErO BELLECTBA 3a €4MHULY BPEMEHU;

(n. 5.1 BBegeH deaepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

6) nepeyeHb JKM3HEHHO HEOOXOOAMMBIX W BaXKHEWLIMX JIeKapCTBEHHbIX MpenapaTtoB - eXerogHo
yTBepxaaembin [MpaButenbctBoM Poccuiickon ®egepaumm nepeyeHb JeKapCcTBEHHLIX MpenapaTtoB  Ans
MEeLMLMHCKOro MNpUMeHeHus, obecnevmBalolWnX MNpUOPUTETHbBIE MNOTPEBGHOCTN 34paBOOXpPaHEHUA B Lensix
npodunakTukn M neyeHuss 3aboneBaHun, B TOM uucrie npeobnagawwimx B CTpykType 3aboneBaemoctu B
Poccunckon degepaumu;

6.1) opdaHHble nekapCTBEHHble Mpenapatbl - feKapCTBEHHble npenapaTbl, npeaHa3HaYeHHble
UCKMIOYUTENBHO OIS OMArHOCTUKM UMW MaTOreHEeTUYECKOro rfeyeHus (NeYeHus, HanpaBfieHHOro Ha MeXaHu3m
pa3BuTKA 3aboneBaHus) peakux (opcgaHHbix) 3abonesaHun;

(n. 6.1 BBegeH ®eaepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

6.2) BuonornyeckMe nekapcTBEHHbIE Mpenapatbl - NIeKapCTBEHHblE NpenapaThl, AEWUCTBYIOLLEE BELLECTBO
KOTOPbIX NPOM3BEAEHO MNX BblAENeHO U3 BMONOrMyeckoro UCToMHMKa M ONs onpeaerneHus CBOWCTB M KayecTBa
KOTOpbIX Heobxoamma KoMbuHaumst Guonormyecknx u  U3NKO-xMMudeckmx metogoB. K Guonorndeckum
NeKapcTBEHHbIM MpenapaTtaM OTHOCATCS MMMYHOOMOSOrMYeckne nekapCTBEHHblE MnpenapaThl, JleKapCTBEHHbIE
npenapaTbl, NOMYyYEHHbIE U3 KPOBM, Mias3Mbl KPOBWM YeroBeKa M KUBOTHbIX (3@ WCKIMHOYEHUEM LIENbHOW KPOBM),
BMOTEXHONOMMYECKME NeKapCTBEHHbIE NpenapaThl, reHoTepaneBTUYECKNE NEKAaPCTBEHHbIE NpenapaTbl;

(n. 6.2 BBegeH PeaepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

7) MMyHOBMOMOrMYecKkne NeKkapcTBEHHbIE NMpenapaTtbl - NeKapCTBEHHbIE NMpenaparbl, NpeaHa3HayYyeHHble
ans opMMPOBaHMS aKTUBHOMO WNM MACCUBHOIMO MMMYHMTETa NMOO OWArHOCTUKM Hannuus MMMyHUTEeTa WUnu
ONarHOCTUKN crneumdu4eckoro NnpnuobpeTeHHoOro N3MeHeHnss UMMYHOIOTMYECKOro OTBETa Ha anneprusmpyroLine
BewecTBa. K MMMyHOGMONOrMYeckMmM nekapcTBEHHbIM MpenapatamMm OTHOCATCHA BaKUWHbLI, aHATOKCWHbI, TOKCUHBI,
CbIBOPOTKU, UMMYHOIMOOYNMHbI U anneprexs;

(n. 7 B peq. ®enepansHoro 3akoHa oT 22.12.2014 N 429-93)

7.1) OuoTexHonormyeckMe nekapcTBeHHble npenapaTbl - feKapCTBeHHble npenapaTtbl, MPOU3BOACTBO
KOTOPbIX OCYLLECTBNAETCA C MWCMONb30BaHMEM OMOTEXHOMOMMYECKNX MNPoLeccoB M MeTodoB (B TOM uyucrne
OHK-pekomMbuHaHTHON TEXHONOMMM, TEXHONOMMM KOHTPONMPYEMOW 3KCNPECCUU FTeHOB, KOAMPYIOLWMX Buonormyecku
aKkTMBHble Genky B MpokapuoTax M dykapuoTax, BKMoYas M3MEHEHHble KNeTKn MreKkonutarowwmx), ruépnaoMmHOro
MeToAa 1 MeToAa MOHOKIMOHAarbHbIX aHTUTEN;

(n. 7.1 BBegeH deaeparnbHbIM 3akoHOM OT 22.12.2014 N 429-03)

7.2) reHoTepaneBTMYECKME NeKapCTBEHHbIE npenapaTthbl - NlekapCcTBeHHbIe npenaparbl, dapMaueBTnyeckas
cybCcTaHUuns KOTOpbIX ABMASETCA PEKOMOUHAHTHON HYKITEMHOBOW KUCIOTOW UMW BKNtoYaeT B cebs peKOMOMHaHTHYI0
HYKIMEMHOBYIO KMUCMOTY, MO3BOMSIOLLYI OCYLLECTBNATb perynuposaHue, penapauuio, 3ameHy, gobasneHue unm
yAaneHue reHeTn4eckon nocrneaoBaTernbHOCTY;

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

8) HapkoTMyeckme mekapCTBEHHbIE CpeacTBa - JIEKAPCTBEHHble npenapaTtbl M hapmaueBTUYeCKMe
cybcTaHuuM, cogepxallme HapKOTMYeckue cpeacTBa M BKMOYEHHble B [lepedeHb HapKOTUYECKUX CpPEACTB,
MCUXOTPOMHbIX BELLECTB U UX NPEKYPCOPOB, NOANEXaLLMX KOHTporno B Poccuickorn ®egepaumm, B COOTBETCTBUN C
3akoHogartenscTBoM Poccunckon depepaummn, mexagyHapogHeiMu gorosopamu Poccuiickon ®egepaunn, B TOM
yucne EgnHom koHBeHUMEN 0 HapKkoTudecknx cpeacteax 1961 roga;

9) NCUXOTPOMHbIE JEKapCTBEHHbIE CPEACTBa - JIEeKAPCTBEHHble nMpenapatbl U dapmaueBTMYeCKNe
cybcTaHuuM, coepxallne MCUXOTPOMHbIE BELLECTBA U BKIOYEHHble B [lepedeHb HapKOTUYECKUX CpencTs,
NMCUXOTPOMHbIX BELLECTB U UX NMPEKYPCOPOB, Noanexalymx koHTponto B Poccuiickon ®enepawmm, B COOTBETCTBUN C
3akoHogaTenbcTBoM Poccunckon ®epepauumun, mexayHapoaHeiMu gorosopamu Poccuiickon ®enepauun, B TOM
yncne KoHBeHUMen 0 NCuxoTponHbiX Bewectsax 1971 roaa;

10) pagnodapmaLeBTUYECKME NeKapCTBEHHbIE CPeACTBa - NeKapCTBEHHblE CPeAcTBa, KOTopble CoaepXarT B
rOTOBOM ANl WUCMOMb30BaHUA hopMe OAWH PaAVOHYKNUL WIM HECKONbKO PafgMOHYKNUAOB (paavoaKTUBHBLIX
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHerus: 19.03.2020
(c u3m. n pgon., BCTyM....

N30TOMoB);

10.1) opurnHanbeHbIA NEKaApCTBEHHbIWM MNpenapaT - NeKapCTBEHHbIN npenapaTr C HOBbIM AEWCTBYIOLLMM
BELLECTBOM, KOTOPbI/ NEPBbLIM 3apernctpupoBaH B Poccuiickon ®egepauum nnm B MHOCTPAHHbIX rocygapcTBax Ha
OCHOBaHUM pe3yrnbTaToB AOKITMHUYECKUX UCCINEeOOBaHUNA NeKkapCTBEHHbIX CPEeACTB U KIMMHUYECKUX UCCeqoBaHum
nekapCTBEHHbIX NpenapaToB, NOATBEPXKAALINX ero KayecTBo, apHeKTUBHOCTb M 6E30NaCHOCTb;

(n. 10.1 BBegeH PepeparnbHbIM 3akoHOM OT 27.12.2019 N 475-93)

11) pedbepeHTHbI MekapCTBEHHbIN NpenapaT - NeKapCTBEHHbIN Mpenapart, KOTOpbI MCNoMb3yeTcs Ang
OLEHKN OMO3KBMBANEHTHOCTM WMAN  TepaneBTUYECKON IKBUBANEHTHOCTW, KayecTBa, 9PAEKTUBHOCTN WU
Ge3onacHOCTM  BOCMPOM3BEAEHHOrO fEKapCTBEHHOrO npenapata wunuM  BuoaHanoroBoro  (6rMonogobHoro)
nekapcTBeHHOro npenapata (6uoaHanora). B kayectBe pedepeHTHOro rekapCTBEHHOrO npenapaTta Ans
MEeOMULMHCKOrO NPUMEHEHUS UCMONb3YETCA OPUrMHanNbHbBIN NEKapCTBEHHBIA NpenapaTt nMbo, ecnu opurMHanbHbIN
NeKapCTBEHHbIN NpenapaTt He 3aperucTpupoBaH unm He Haxogutca B obopoTte B Poccuiickon degepaumm n He
HaxoguTca B 00OpoTE B MHOCTPaHHbIX rOCydapcTBax, BOCMPOW3BEAEHHbIN JeKapCTBEHHbIA Mpenapat Wnm
GuoaHanorosblii (6MONOJOGHEIN) NeKkapCTBEHHLIV NpenapaT (buoaHanor), KOTOpbIA NePBbIM 3apPEerMcTpUpoBaH U3
yncna Haxogswmxca B obopote B Poccuiickon ®Pegepauun, OGMOSKBMBANEHTHOCTb WM TepaneBTu4eckast
9KBMBANEHTHOCTb, Ka4yecTBO, 9(PEeKTMBHOCTL M 0e30MacHOCTb KOTOPOro OLEHWBANMUCb MO OTHOLLUEHWUI K
OpUrMHanNbLHOMY feKkapCTBEHHOMY MpenapaTty, a Tawkke KayecTBo, 3deKTMBHOCTb M 6e30MacHOCTb KOTOpPOro
NOATBEPXKAATCA pesynbTaTtamn apmakoHags3opa W MNPOBEPOK COOTBETCTBMSA feKapCTBEHHbIX CpeacTs,
HaxoasLMXcs B rpakgaHCKOM 0BopoTe, yCTaHOBMNEHHbIM TpeboBaHUAM K UX KadecTBy. B kadectBe pedepeHTHOro
NEeKapCTBEHHOro npenaparta i BETEPUHAPHOro MNPUMEHEHUs MCMONb3yeTCs JeKapCTBEHHbIM npenapaTt Ans
BETEPMHAPHOIO MPUMEHEHWS, 3apermcTpMpoBaHHblin B Poccuickon ®Pepepaumm Ha OCHOBaHWM pe3ynbTaToB
OOKITUHUYECKMX WCCNEOOBaHWA NEKAPCTBEHHbIX CPeACTB M KIMHWYECKMX WCCNEOOBaHWA  NEKapCTBEHHbIX
npenapaToB, NOATBEPXAAIOLNX €ro Ka4ecTBo, 3PPEKTUBHOCTL U 6E30NaCHOCTb;

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

12) BocnpousBedeHHbIN NeKapCcTBEHHbIA npenapaT - fekapcTBEHHbIM npenapaTt Ans MeauuuHCKOro
NPUMEHEHUS, KOTOPbIN UMEET 3KBMBANEHTHLIN pedhepeHTHOMY NeKapCTBEHHOMY MpenapaTty Ka4eCTBEHHbI COCTaB
W  KOMWYECTBEHHLIN COCTaB [OENCTBYIOLUMX BELLECTB B IKBMBAINEHTHOW TEKapCTBEHHOM dopme, nunbo
nekapcTBeHHbIM npenapaT Ang BeTepUMHapHOro NpUMEHEHWsl, KOTOPbIN MMEET Takue Xe, YTo U pedepeHTHbIN
nekapcTBeHHbIM npenapaT, Ka4eCTBEHHbIA COCTaB M KONMYECTBEHHbIN COCTaB OENCTBYIOLLUX BELLECTB B TAKOM Xe
nekapcTBeHHon  dopMe, OMO3KBUBANEHTHOCTb  WNW  TepaneBTUYECKas  SKBMBANEHTHOCTb  KOTOPbIX
COOTBETCTBYIOLLEMY pedepeHTHOMY NeKkapCTBEHHOMY npenapaty noATBepXAeHa  COOTBETCTBYHOLLMMU
nccnegoBaHUaMU,;

(n. 12 B pen. ®enepanbHoro 3akoHa oT 27.12.2019 N 475-93)

12.1) TepaneBTUYecKass SKBMBANEHTHOCTb JIEKAPCTBEHHbIX MpenapaTtoB - [OOCTWKEHWE KIMHUYECKM
COMNOCTaBUMbIX TepaneBTU4eckoro adpdpekta n nokasarenen apekTMBHOCTN M 6e30NacHOCTM NpU NPUMEHEHUN
neKkapcTBeHHbIX  nNpenapaTtoB  ANf  MeOULMHCKOTO  MPUMEHEHUs,  UMeWUX OAHO  MeXAyHapoaHoe
HenaTeHToBaHHOE (MNN XMMMUYECKOE, UM rPYNMNUPOBOYHOE) HaUMEHOBAHWE, B 3KBMBANEHTHLIX [03MPOBKaXxX Mo
OOHVM M TEM Xe MOKa3aHUsIM K NMPUMEHEHMIO U NMPU OAMHAKOBOM cnocobe BBeAEHWs Y OQHOW M TOW e rpynnbl
BOnMbHbIX;

(n. 12.1 B pea. ®epepanbHoro 3akoHa ot 27.12.2019 N 475-03)

12.2) ©OwnoaHanoroBbin (OMONOOOOGHBIM) NEeKapCTBEHHbIM npenapaT (6uoaHanor) - ©Guonoruyeckui
nekapCTBEHHbIN Npenapar, CXOXUi No napaMeTpam KavecTBa, 3peKTMBHOCTU 1 6e3onacHoCTU ¢ pedepeHTHbIM
GuonorMyeckum rnekapCTBEHHbIM MNpPenapaTtoM B TaKOW e eKkapCTBEHHOW (hOpPME U UMEKLWMA MOEHTUYHBIN
cnocob BBeAEHUS;

(n. 12.2 BBegeH PefeparnbHbIM 3akoHOM OT 22.12.2014 N 429-93)

12.3) B3aMmo3aMeHsieMblll NEeKapCTBEHHbIN nNpenapaT - NekapCTBeHHbI Mpenapat C [JoKa3aHHOW
TepaneBTMYECKOW IKBMBAIIEHTHOCTBIO UMM BUMOSKBMBANEHTHOCTBIO B OTHOLUEHUN pedhepeHTHOro NieKapCTBEHHOMO
npenapata, MMeKLWUN 3KBUBANEHTHbIE €My KayeCTBEHHbI COCTaB U KOMUYECTBEHHbIN COCTaB AENCTBYHOLLNX
BELLECTB, COCTaB BCMOMOraTeibHbIX BELLECTB, NIEKAPCTBEHHYIO (POPMY U CNocob BBEAEHNS;

(n. 12.3 BBegeH PepeparnbHbiM 3akoHOM OT 22.12.2014 N 429-93)

12.4) OVO3KBUBANEHTHOCTb fEKApPCTBEHHbIX MNpenapaTtoB - [OOCTUXKEHWE COMOCTaBUMbIX MOKa3aTenemn
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHerus: 19.03.2020
(c u3m. n pgon., BCTyM....

CKOPOCTM BCaCbIBaHWUs, CTEMEHN NOCTYMNINEHMS K MECTY AeNCTBUS U CKOPOCTU BbIBEAEHWSI OLHOMO UINN HECKOSBbKMX
obnapatowmx apmMakonorMyeckon akTUBHOCTBIO AEWCTBYIOLLMX BELLECTB MpU NPUMEHEHUM NeKapCTBEHHbIX
npenapaToB Anst MeOUUMHCKOrO MPUMEHEHUS, WMEKLWNX OLHO MEXAyHapoAHOe HenaTeHTOBaHHOe (MK
XUMUYECKOE, UMK TPYNNMPOBOYHOE) HAMMEHOBaAHWE, B SKBMBANEHTHbLIX AO3MPOBKAaX M Mpu OAMHAKOBOM criocobe
BBEAEHUS;

(n. 12.4 BBegeH PepeparnbHbIM 3akoHOM OT 27.12.2019 N 475-93)

13) nekapcTBEHHOE pacTUTENbHOE CbIpbe - CBEXWE WU BbICYLUEHHbIE pacTeHust nnbo ux 4actu,
ncnonb3yemble Ansi Npon3BOACTBA JIEKAPCTBEHHLIX CPEACTB OpraHu3aumnsiMm - NPOVM3BOANTENSAMU NEKAaPCTBEHHbIX
CpeactB  WNW  U3FOTOBMEHUS  JIEKAPCTBEHHBLIX MpernapaToB  anTeyHbiMW  OpraHvM3auusiMM, BeTepUHapPHbIMU
anTeyHbIMWU  OpraHM3auusiMi,  MHOUBMAYaNbHbIMW  NpeanpuHUMaTENns MM,  UMEKWUMKU  JINLEH3NKD  Ha
hapmaLeBTUHECKYIO AEeATENbHOCTD;

14) nekapCTBEHHbIN pacTUTENbHbLIM MpenapaTt - NEeKapCTBEHHbIN npenapaTt, MNPOU3BEAEHHbIN UNnn
M3roTOBMEHHbIW M3 OQHOro BMAA NeKapCTBEHHOrO PacTUTENbHOMO CbiPpbSt UMW HECKOMNbKNX BUAOB TaKOro ChiPpbS U
peanusyembln B pacacoBaHHOM BMAE BO BTOPUYHON (NOTPeBbMTEeNbCKOM) ynakoBKe;

15) romeonaTtMyeckMn neKapCTBEHHbIW MpenapaT - NeKapCTBEHHbIM npenapaT, NPOM3BEAEHHbIN UMK
N3roTOBMEHHbIN U3 dapMaLeBTUYeCcKon cybcTaHuum wunu apmaueBTUYecknx CcybCcTaHuuin B COOTBETCTBUM C
TpeboBaHuAMN 0OLWMX apmMakonenHbIX CcTaTel K roMeonaTtu4eckMM fieKapCTBEHHbIM npenapartam wunuM B
COOTBETCTBUM C TpeboBaHMAMN hapMakoneun CTpaHbl MPOM3BOAUTENSA TAKOro fiekapCTBEHHOro NpenapaTa;

(n. 15 B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

16) MexagyHapogHoe HenaTeHTOBaHHOE HaWMEHOBAHME FEKApPCTBEHHOrO CpeAcTBa - HaWMeHoBaHWe
JencTBytoLlero BellecTBa papmaueBTU4ECKOM CcyOCTaHuMK, pekomeHgoBaHHOe BcemupHonm opraHusaumen
30paBOOXpPaHEHNS;

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

17) TOproBoe HaMMeHOBaHWE NEKapCTBEHHOrO0 CpeAcTBa - HauMeHOBaHME IeKapCTBEHHOro CpeacTsa,
NpUCBOEHHOE ero pas3paboTuvMkoM, [JepxaTenem WnuM BrafgenbLeM PerncTpaLMoHHOIO  YOOCTOBEPEHUS
nekapcTBEHHOro npenapara;

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

17.1) rpynnupoBOYHOE HaMMEHOBAaHWE feKapCTBEHHOrO npenapata - HauMeHOBaHWe NeKapCTBEHHOro
npenapaTa, He UMetoLLEero MexayHapogHOro HenaTeHTOBaHHOIO HaMeHOBaHUS, U KOMBUHaLUK NeKapCTBEHHbIX
npenapaToB, MCMonb3yemoe B Uensx obbeduHeHus UX B rpynny nog eauvHbIM HauMeHOBaHWeM Mcxogsd U3
OOWHAaKOBOro cocTaBa AeNCTBYIOLWUX BELLECTB;

(n. 17.1 BBegeH PeneparnbHbIM 3akOHOM OT 22.12.2014 N 429-93)

18) obLasa dhapmakonenHas ctaTbs - AOKYMEHT, YTBEPXKOEHHbIN YNONMHOMOYEHHbIM hefepanbHbIM OpraHoMm
WCNONHUTENBHON BNAcTU U COAEPXaLlMi nepeyvyeHb nokasatenen kayectsa v (Mnv) METOLOB KOHTPOMS KavecTBa
KOHKPETHOW J1eKapCTBEHHOMW (QOPMbI, JIEKAPCTBEHHOIO pPaCTUTENbHOrO CbhipbsA, OMUcaHus BGuonornveckux,
BUOXUMUNYECKNX, MUKPOBMONOrMYeckmX, (UNKO-XUMUYECKUX, (U3NYECKUX, XUMWUYECKMX W APYrMX MeTOAOB
aHanuMsa nekapCTBEHHOIo CpeacTBa, a Tawkke TpeboBaHWs K WUCMOMb3yeMbiM B LiENsX MNpOBEAEHUS LAHHOMO
aHanusa peakTvBam, TUTPOBaAHHLIM pacTBOpaMm, MHAMKATopaM;

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

19) dapmakonenHass ctatbd - [OOKYMEHT, YTBEPXAEHHbIA YNOMHOMOYEHHbIM heaepanbHbIM OpraHoMm
WCMONIHUTENBHON BNAacTU U COAEPXALUUIM MNepeyeHb MNoKasaTernen KayecTBa U METOOOB KOHTPONSA KayecTBa
NEeKapCTBEHHOro CPeacTBa;

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

19.1) ctaHOapTHble 06pasLbl - BellecTBa, NOCPEACTBOM CPpaBHEHWS C KOTOPbIMU OCYLLECTBNAETCS KOHTPOIb
KayecTBa MccrieqyeMblX MeKapCTBEHHbIX CPEACTB C MOMOLLbI0 (U3UKO-XUMUYECKUX U BUOMOrMYeckux MeToaoB B
Lensx MOATBEPXOEHU COOTBETCTBUS NEKapCTBEHHbIX CPedcTB TpeGoBaHUAM HOPMAaTUBHOW [AOKyMeHTauuu,
YCTaHOBMEHHbLIM MPY OCYLLECTBNEHNN FOCYAapCTBEHHOM PerucTpaLUnmn, U KoTopble NMPUMEHSIIOTCA NS KanvbpoBKu
CTaHAapTHbIX 06pas3LLoB NPOU3BOANTENS JIEKapPCTBEHHbIX CPEACTB, UCMNOMb3YeMbIX A1t KOHTPOSS KayecTBa U UHbIX
Lenei npy obpaLleHnm fiekapCTBEHHbIX CPeACTB;
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHerus: 19.03.2020
(c u3m. n pgon., BCTyM....

(n. 19.1 BBegeH PeneparnbHbiM 3akOHOM OT 22.12.2014 N 429-93)

19.2) chapmakoneriHbIn cTaHaapTHbIN 0bpasel, - cTaHAapTHbIN 0bpasel, Npon3BeaeHHbI B COOTBETCTBUN C
thapmakonemnHon ctaTben;
(n. 19.2 BBegeH PepeparnbHbIM 3akoHOM OT 22.12.2014 N 429-93)

20) HopmaTuBHas OOKYMEHTauusl - OOKYMEHT, coAepaluii nepeyeHb onpeaensieMblx no pesynbTatam
COOTBETCTBYIOLLMX IKCNEepPTU3 Nnokasarternen kayecTsa NekapcTBEHHOro cpeacTsa AN MeauLMHCKOro NpUMeHeHus,
METOZI0B KOHTPONS €ro Ka4ecTsa U YCTaHOBMEHHbIN ero Npou3BoanTeneM;

21) HOpMaTUBHbLIN AOKYMEHT - [OOKYMEHT, coAepXalliuMh nepedeHb onpefensemMblx Mo pesynbratam
COOTBETCTBYHOLUMX 3IKCMEPTU3 MokasaTenen kayectBa M (M) METOAOB KOHTPOMS KayecTBa JleKapCTBEHHOMN
dopMbl, onucaHuss Bronornyecknx, BMOXMMUYECKMNX, MUKPOOMONOTNYECKUX, (DUINKO-XUMUYECKNX, (PU3UYECKHUX,
XUMUYECKMX U APYTNX METOLOB aHanm3a nekapCcTBEHHbIX CPeaCTB AN BETEPMHAPHOro NpuMeHeHus, TpeboBaHus K
NCNoNb3yeMbIM B LeNsiX NpoBeAEeHUs LAHHOrO aHanm3a peakTMBam, TUTPOBAHHbIM pacTBOpaM, MHOUKATopam M
YCTaHOBMEHHbIN €ro NPON3BOANTENEM;

21.1) obWMIN TEXHUYECKUA OOKYMEHT - KOMMMNEKT AOKYMEHTOB U MaTepuarnoB, COCTOSALLUMA M3 HECKOSbKUX
pasdenoB - AOKYMEHTaUMM agMUHUCTPATUBHOIO XapakTepa, XMMU4Yeckor, bapMaueBTUYeCKOn 1 Bruonormyeckomn
OOKYMeHTauun, ¢apmMaKkosiormyeckon, TOKCUKONOIMYECKON [OOKYMEHTauuMW, KIUMHUYECKON OOKYMEeHTauum Wu
npeacTaBfsieMbli OQHOBPEMEHHO C 3asiBIIEHMEM O FOCyapCTBEHHOW permcTpauumn nekapCTBEHHOro npenapara
Ons MeauUMHCKOro npuMeHeHust B dopmaTte, YCTAHOBJIEHHOM YMONTHOMOYEHHbIM heaeparnbHbIM  OpraHom
WCMNONMHUTENbHOW BNacTy;

(n. 21.1 BBegeH dPepepanbHbIM 3aKoHOM OT 22.12.2014 N 429-93)

22) KayecTBO I€KapCTBEHHOIO CpeACcTBa - COOTBETCTBME JIEKAPCTBEHHOro cpeactBa TpeboBaHMAM
cdhapmakonenHon crtatbm nMbOO B criydyae ee OTCYTCTBUSE HOPMaTUBHOW OOKYMEHTauuu WM HOPMaTUBHOMO
OOKYMEHTa;

23) 6e3onacHOCTb NekapCTBEHHOro CPeACTBa - XapakTepuCTKa NekapCTBEHHOro CpeacTBa, OCHOBaHHas Ha
CpaBHUTENBHOM aHanuse ero 3pEKTUBHOCTU U pUCKa NPUYMHEHUST Bpeda 300PO0BbIO;

24) 3bdeKTUBHOCTL NEKAapCTBEHHOTO NpenapaTta - XapakTepuUcTMKa CTemneHu MNONOXUTENbHOIO BIUSIHUS
nekapCTBEHHOrO rnpenapata Ha TedeHWe, NPOAOIMKUTENbHOCTL 3abofieBaHUss WM ero npenoTBpalleHue,
peabunuTauunio, Ha coxpaHeHve, NpegoTBpaLLEHNE UNK NpepbiBaHNe GepeMeHHOCTH;

25) cepua nekapcTtBeHHOro cpenactBa - KOJIMYECTBO JiIEeKapCTBEHHOIo cpeacrtBa, Mnpon3BedeHHOE B
pesynbTate OAHOro TeXHOJTOrM4YeCckKoro uuKkna ero npon3soanTenem;

26) peructpaumoHHOe YOOCTOBEpPEHME NEKAPCTBEHHOrO npenaparta - OOKYMEHT, MOATBepXaawwmn dakt
rocyfapCTBEHHOM perncTpaumum NekapcTBEHHOrO Npenapara;

26.1) pepxaTtenb wnuM BRnageney PervcTpauMoHHOrO YLOOCTOBEPEHWS IeKapCTBEHHOrO mMpenapata -
pa3paboTunK NeKapCTBEHHOIO CPeACTBa, MPOM3BOAUTENb JIEKAPCTBEHHbIX CPEACTB UM MHOE HPUAMYECKOE NULO,
obnapatoliee npaBoM Briafe€HUs PErMcTPauMoHHbIM YOOCTOBEPEHUEM, KOTOpPble HECYT OTBETCTBEHHOCTb 3a
Ka4yecTBO, a¢ppeKkTUBHOCTL M BE30MacHOCTL NlekapCTBEHHOIO NpenaparTa;

(n. 26.1 BBegeH PefeparnbHbIM 3akOHOM OT 22.12.2014 N 429-93)

27) pernctpaunoHHbIi HOMep - KogoBoe 0bo3HaveHue, MPUCBOEHHOe NekapCTBEHHOMY npenapaTty npu ero
rocyfapCTBEeHHOW perucrpaumu;

28) obpalueHne nekapCTBEHHbIX CPeAcTB - pa3paboTka, AOKNMHMYECKME WCCregoBaHus, KIMHUYECKne
nccnegoBaHWs, 9KCNepTusa, rocydapCTBEHHas perucrpauus, CraHgapTMsaums W KOHTPOMb  KayecTBa,
NpOM3BOACTBO, U3roTOBMEHWe, XpaHeHue, nepeBo3ka, BBO3 B Poccuiickylo ®egepaunio, BbiBO3 U3 Poccuickom
®epepaumn, peknama, oTNyck, peanusauus, nepeaada, npUMeHeHne, YHUUTOXEHWEe NeKapCTBEHHbIX CPeaCTB;

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

29) cyGbekTbl obpalleHnsi NeKapCTBEHHbIX CPEACTB - (M3NYecKkMe nuua, B TOM YMCre MHAMBUAYalbHble
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHerus: 19.03.2020
(c u3m. n pgon., BCTyM....

npegnpuHnMmatenn, U opunagmdeckme nuua, ocyulecTendawwime OeATeslbHOCTb npu 06pau.|,eH|/|V| NeKapCTBEHHbIX
CpencTs;

30) paspaboTuMKk nekapCTBEHHOro CpeacTBa - oOpraHu3auus, obnapawowas npaBamMu Ha pesynbTaThbl
OOKIUHUYECKMX UCCReaoBaHUA NEeKapCTBEHHOrO CPEACTBa, KIMHUYECKUX WCCNEeAOBaHWUI  FeKapCTBEHHOro
npenapaTa u (Unn) Ha TEXHOMOIMIO MPON3BOACTBA NEKAPCTBEHHOIO CPeACTBa;

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

31) npon3BoACTBO JNeKapCTBEHHbIX CpeACTB - OeATeNlbHOCTb MO NpOou3BOACTBY JI€KAPCTBEHHbLIX CpeacTB
opraHunsaunamMmm - npon3BoanTeNAMU NeKapCTBeHHbIX CPeacTB Ha OAHOW CcTaguun, HECKONbKUX UM BCEX CTagusiX
TEXHOJIOTM4YEeCKOro npouecca, a Takke no XxpaHeHuo n peann3aunnm npomn3BeneHHbIX NeKapCTBEHHbIX CPeacTB;

31.1) npousBoACTBEHHas mrowagka - TepputopuanbHO 060COGMEHHbIM KOMMMEKC npov3BoanTeNns
nekapCTBEHHbIX CpeacTB, MpegHasHaYeHHbIN ANA BbINOMHEHWS BCEro npouecca Npou3BOACTBA fleKapCTBEHHbIX
CpeacTB WUIM ero onpeaeneHHon ctaguu;

(n. 31.1 BBegeH dPepepanbHbIM 3aKoHOM OT 22.12.2014 N 429-93)

32) npousBoauTENb JEKAapCTBEHHbIX CPEACTB - OpraHuMsauus, OCyLecTBAsoWas Mnpon3BOACTBO
rnieKkapCTBEHHbIX CPeCTB B COOTBETCTBUM C TpeboBaHMAMM HacToswero ®efeparnbHOro 3aKkoHa;

33) dapmaueBTUYecKas OeATENbHOCTb - [OEeATEeNbHOCTb, BKMYallwas B cebs OnToByl TOProsnio
neKapcTBEHHbIMU CPEACTBaMM, WX XpaHeHwWe, MNepeBO3Ky M (MnU) PO3HWYHYIO TOPFOBIKO NEKapCTBEHHbLIMU
npenapaTtamu, UxX OTMNYyCK, XpaHeHue, NepeBo3Ky, U3rOTOBIEHME NeKapCTBEHHbIX NPenaparos.;

34) opraHusaumsi ONTOBOM TOPrOBMM NEKApPCTBEHHbIMW CpeacTBamMuM - OpraHv3auusi, OcCyllecTBnAwLLas
ONTOBYID TOProBMKO NEKAPCTBEHHbIMW CPEACTBAMU, WX XPaHEHWe, NepeBO3Ky B COOTBETCTBMM C TpeboBaHMAMM
HacTosilero ®egepanbHOro 3aKoHa;

35) anTedHas opraHuMsauus - opraHu3auusl, CTPYKTYpHOe noppasferieHne MeguLMHCKON opraHv3auumu,
OCYLLECTBMSOLMNE PO3HUYHYIO TOPrOBMO NEKApPCTBEHHBIMU NpenapaTamu, XpaHeHue, NepeBo3Ky, U3roTOBMEHME U
OTMNYCK JEeKapCTBEHHbIX MNpenapaTtoB Ansi MeOUUUHCKOrO MpUMEHEHMS B COOTBETCTBMM C TpeboBaHMsSMU
HacToswero ®PenepanbHOro 3akoHa;

(B pea. PegepanbHoro 3akoHa ot 25.11.2013 N 317-03)

36) BeTepuHapHas anTeyHasi opraHusauusi - opraHusaumsi, CTPyKTypHoe noapasneneHne BeTepuHapHo
opraHu3aLmu, OCyLLeCTBASIOLLNE PO3HUYHYIO TOPTOBMIO NIEKapCTBEHHbIMU NpenapaTtamu, XpaHeHne, U3roToBrneHme
M OTNYCK IEeKapCTBEHHbIX NpenapaToB AN BETePUHAPHOro MpUMEHEHWsI B COOTBETCTBMU C TpeboBaHWsIMU
HacTosiero ®efepansHOro 3akoHa;

37) danbcudunuMpoBaHHOe rekapCTBEHHOE CpeacTBO - JeKapCTBEHHOEe CPeAcTBO, COMpPOBOXAaeMoe
NOXHOW MHdOopMaLMen o ero coctaee 1 (Mnu) NponssoauTerne;

38) HepobGpoKkayeCTBEHHOE NEKapCTBEHHOE CPEACTBO - NEKapCTBEHHOE CPeACTBO, HE COOTBETCTBYHLLEE
TpeboBaHuAM hapMakonenHon ctatby Nubo B criydae ee oTCyTCTBUS TpeboBaHMSM HOPMATUBHOW AOKYMEHTaLuu
UM HOPMAaTMBHOTO JOKYMEHTA;

39) KoHTpadhakTHOe IeKapCTBEHHOe CpedCcTBO - fekapCTBEeHHOe CpeacTBO, Haxopslleecs B oGopoTe C
HapyLLUeHWeM rpaxKaaHCcKoro 3akoHoAaTeNnbCTBa;

40) poOKNMHMYEeCKoe WCcCrefoBaHWE JeKapCTBEHHOro cpeacTBa - Guonormveckue, Mukpobuonorunyeckue,
MMMYHOIOrMYeckne,  TOKCUKONormyeckne, apmakonornyeckue, GuU3NYeckMe, XMMUYeckue U apyrue
nccnefoBaHWsl NeKapCTBEHHOrO CPeACTBa MyTEM MPUMEHEHWUS] HAyYHbIX METOAOB OLEHOK B LEMsX MONyyYeHus
[okasaTenbcTB 6e3onacHoOCTH, kavecTBa 1 IHDEKTUBHOCTU NEKAPCTBEHHOTO CPEACTBA;

41) KNMUHMYECKoe WccrnedoBaHWe NEeKapCTBEHHOrO npenaparta - M3y4YeHwe OMarHOCTUYECKUX, NeYebHbIX,
NpoUNaKTUYECKNX, (PapMaKOSIOrM4YeCcKMX CBOWCTB NEKapCTBEHHOrO npenapaTta B MpoLecce ero NpuMEHeHus y
YyernoBeka, XWBOTHOIO, B TOM YWCMe MPOLECCOB BCACbIBaHUS, pacrnpeneneHns, \BMEeHeHUs 1 BbiBEAEHWS, NyTem
MPUMEHEHNS Hay4YHbIX METOOOB OLEHOK B LEensx MOoMNyYyeHus [[oka3aTenbCTB 0e3onacHOCTM, KavecTBa WU
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHerus: 19.03.2020
(c u3m. n pgon., BCTyM....

Sq)d.)eKTI/IBHOCTVI NeKapCTBEHHOro npenaparta, AaHHbIX O HeXenaTeribHblX peakunax opraHn3ma 4ernoBeka,
XWBOTHOIO Ha MpPUMEHEHWE IeKapCTBEHHOro npenapata M o6 adpekte ero B3aMMOAEWNCTBUMA C OpYyrumu
NneKapCcTBeHHbIMU NpenapaTtamMn n (VIJ'II/I) nuuieBbiMK NpoaYyKTaMn, KopmMamu;,

42) MHOIoLeHTpOBOE KIMMHNYECKOE WuccrneaoBaHMe JneKkapCTBeHHOro npenapara Aana MeauunHCKOro
NnpuMEeHeHna - KIMHU4YeCKoe WcCcriegoBaHne JekapCTtBeHHOro npenaparta anda MeaunuunHCKOro npuMeHeHu4,
nposognmoe pa3p860T‘-IVIKOM JNIeKapCTBEHHOIo npenaparta B AOBYX W Oonee MeOMUMHCKNX opraHnsaumnax no
€OMHOMY NPOTOKONY KIMNMHNYECKOro nccrnegoBaHua nNekapCTtBeHHOro npenaparta,

43) MexayHapoOHOe MHOTOLEHTPOBOE KIMHMYECKoe WuccriefoBaHWe nekapcTBEHHOro npenaparta Aans
MEOULIMHCKOTO MPUMEHEHWs] - KIMHWYECKOe WCCredoBaHWe JeKapCTBEHHOro npenaparta Ans MeAMLMHCKOro
NpYMeHeHnsl, NMPOBOAUMOE pa3paboTUMKOM JIEKAPCTBEHHOrO MNpenapaTa B pPasfMyHbIX CTpaHax Mo edvHOMY
MPOTOKONY KIMMHWUYECKOro UCCreaoBaHus iekapCTBEHHOTO Nnpenapara;

44) nocTperucTpaumMoHHOE KIUHMYeCKoe WCCrefoBaHvWe NekapCTBEHHOro npenaparta ansg MeguuMHCKOro
MPUMEHEHUST - KIMHUYECKOe WCCneaoBaHWe MneKapCTBEHHOro npenapaTta And MeauuMHCKOro NpUMEHEHUS,
NpOBOAMMOE MPOU3BOAUTENEM FEKapCTBEHHOrO npenapara, rpaxgaHCKkun oBOopOT KOTOPOro OCYLLECTBSETCS
nocne rocyagapCTBEHHOW perncrtpauun, B Uensx AOMoNHUTEenbHOro cbopa AaHHblx O ero 6e3onacHoOCTU U
3(PPEKTUBHOCTA, paCLUMPEHUS MOKa3aHUN K MPUMEHEHMIO AaHHOro fneKapCTBEHHOro npenapaTta, a Takke
BbISIBNEHNSA HexXenaTerbHbIX peakuuii NaumMeHToB Ha ero AenNcTBue;

45) vnccnepoBaHve GUO3KBUBANEHTHOCTU NEKAPCTBEHHOrO Mpenapata - BUA KIIMHWYECKOTO MUCCneaoBaHus
NeKapCTBEHHOro npenapara, NpoBefeHne KOTOPOro OCYLLECTBNAETCA ANS onpenerieHns CKOpoCTM BCaChbIiBAHUSA U
BbIBEEHNSI OOHOrO WM HECKONbKMX obnagarowmx apmMakonormyeckon akTMBHOCTbIO OENCTBYIOLUMX BELLECTB,
KONmMyecTBa JieKapCTBEHHOro mnpenapaTa, AOCTUralolero CUCTEMHOrO KPOBOTOKA, M pe3ynbTaTbl KOTOPOro
Mo3BOMAKT caenatb BbIBOA O OMO3KBMBANEHTHOCTM BOCMPOM3BEOEHHOrO fEeKapCTBEHHOro npenapata B
onpenerneHHbIX NekapcTBeHHOW bopMe M LO3MPOBKE, COOTBETCTBYIOLLMX (bOpMe M OO3MPOBKE pPedepeHTHOro
neKkapcTBEHHOro npenapara;

(n. 45 B pen. ®egepanbHoro 3akoHa oT 22.12.2014 N 429-93)

46) vnccnegosaHve TepaneBTUYECKOW 3KBMBANEHTHOCTWU NEKapCTBEHHbLIX MPenapaToB - BUL KITMHUYECKOro
nccnefoBaHUA  NeKkapcTBEHHbIX npenapaToB, nNpoBedeHWEe KOTOPOro OCYLEeCTBNAeTCs [Ans  BbiABNEHUs
O[IMHaKOBbLIX CBOWCTB IEKapCTBEHHbIX MpenapaTtoB onpedeneHHon nekapcTBeHHOM OpMbl, a Takke Hanuuus
OAMHaKOBbIX MokasaTenen 6Ge3onacHOCTM U 3MAPEKTUBHOCTM NEKapCTBEHHbIX MNpenapaToB, OAWHAaKOBbIX
KNUHUYECKnX 3pdeKToB Npu UX NPUMEHEHUM;

47) npoOTOKON KIWHWMYECKOro WUCCNeAoBaHUsi NEeKapCTBEHHOro npenapata - [AOKYMEHT, B KOTOPOM
onpefensioTcs uUenu, OpPMbl OpraHusauMm Uu MeTOHONOrMs NPOBEAEHUS KIMHUYECKOrO MUccnedoBaHus,
cTaTucTnyeckne metodbl 06paboTkn pe3ynbTaToB TaKOro UCCNeLoBaHUs U Mepbl No obecneyeHnto 6e3onacHoOCTm
PU3NYECKMX NNLL, Y4aCTBYIOLUMX B KIIMHUYECKOM UCCINEAOBaHNM NEKAPCTBEHHOIO Npenapara;

48) 6Gpolutopa uccrnedoBaTens - CBOAHOE W3NIOXKeHWe pesynbTaToB [AOKMMHUYECKOro MccriefoBaHus
NeKkapcTBEHHOro cpeacTBa M KIMMHWMYECKOro WUCCrieoBaHUA NekapCTBEHHOro npenapaTta Ans MeauUUMHCKOro
NpUMeHeHUs;

49) VHMOPMAUUOHHBIA NUCTOK NauueHTa - AOKYMEHT, B KOTOPOM coAepxaTtcs B [OCTyrnHou copme
CBeOEeHUs, KacarLmecs NPOBOAMMOrO KMMHUYECKOrO UCCeL0oBaHNs NIEKAPCTBEHHOIO nNpenapara, U B MMCbMEHHOM
¢dopme [OGPOBOMBHOE cornacvMe nauueHTa Ha ydacTue B KIMHMYECKOM WUCCMeAOoBaHUM JIEeKapCTBEHHOO
npenapaTta Mocfne O3HAaKOMITEHUS C OCODEHHOCTSIMU KIMHUYECKOro UccrnenoBaHusl, UMEKLWUMK 3HaYeHue ans
BbIpa)X€HUS Takoro cornacus;

50) noboyHoe [OeilcTBUME - peakuus opraHMama, BO3HMKLLIAS B CBS3U C MPUMEHEHWEM JleKapCTBEHHOro
npenaparta B [o03ax, peKoMeHOYEMbIX B WHCTPYKUMW MO €ro npuMeHeHuto, Ons npodounakTvk1, AUarHoCTUKK,
neveHus 3abonesaHns Unu Ana peadbunurauuu;

50.1) HexenaTenbHas peakuusi - HenpegHamepeHHasd HebnaronpusTHas peakuusi opraHuama, KoTtopas
MOXeT BbITb CBSI3aHa C NPUMEHEHNEM NEKapCTBEHHOMO Npenapara;
(n. 50.1 BBegeH PeneparnbHbIM 3akOHOM OT 22.12.2014 N 429-93)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHerus: 19.03.2020
(c u3m. n pgon., BCTyM....

51) cepbe3Hasi HexxenaTternbHas peakuns - HexernaTenbHas peakums opraHnaMa, CBA3aHHas ¢ NpUMEHEHNEM
NneKkapcTBEHHOro npenapaTta, npuBedlas K CMepTu, BPOXAEHHbIM aHOManusiM uUnum nopokam passutus nmbo
npeactasnsowaa cobon yrposy XusHu, Tpedywlias rocnutanusauMM unuv npueBedllas K CTOMKOW yTparte
TPYAOCNOCOBGHOCTU M (UNK) NHBANUAHOCTMY;

52) HenpegBuaeHHas HexenaTernbHas peakuus - HexenaTenbHas peakuus opraHusma, Kotopas CBsi3aHa C
NPUMEHEHWeM neKapCTBEHHOro mnpenapata B [03aX, PeKOMeHAYyeMbIX B MPOTOKONE €ro KIAMHWYEeCKoro
nccrnegoBsaHus, Gpollope wuccnegosatens, WM C MPUMEHEHUEM FeKapCTBEHHOro npenapata B Ao3ax,
pekomMeHAyeMblX B UHCTPYKLUW MO ero NPUMEHEHN0 Ans NpounakTuki, AMarHOCTUKK, NeveHns 3abonesaHms nnu
MeOMUMHCKOW peabunurtaumMm naumeHTa, W CYLWHOCTb, TSXeCTb WM WUCXO4 KOTOPOW He COOTBETCTBYET
nHdopMaumMm O nekapCTBEHHOM MpenapaTte, CoAepXallencs B MPOTOKOMe €ero KMMHUYECKOro UccnegoBaHus,
BpoLutope nccnegosatens unv B MHCTPYKLMK NO MPUMEHEHMIO NEKapPCTBEHHOrO npenapara;

(n. 52 B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

52.1) dapmakoHag3op - BWA [OEATENBbHOCTU MO  MOHUTOPWHIY 3cdeKkTMBHOCTM UK Be3onacHoCTH
NneKapCTBEHHbIX MpenapaToB, HanpaBfieHHbIA Ha BbISIBNEHWE, OLEHKY W NpefoTBpalleHne HexenaTenbHbIX
nocneacTBUin NPUMEHEHMNS NEKAPCTBEHHbIX NpenapaTos;

(n. 52.1 BBegeH dPepepanbHbIM 3aKoHOM OT 22.12.2014 N 429-93)

52.2) nnaH ynpaBneHus puckamum - nogpobHoe onucaHMe MeponpusaTMA  No  hapmakoHag3opy,
HanpaBmfeHHbIX Ha BbISIBNIEHWE, OLEHKY W MNpefoTBpalleHNe WM MUHUMWU3ALMIO PUCKOB, CBSI3aHHbIX C
nekapcTBEHHbIMU NpenapaTamu, BKMoYas oueHKy 3 (eKTUBHOCTM SaHHbIX MEPONPUATUR;

(n. 52.2 BBegeH depepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

53) peuenT Ha nekapCTBEHHbIV Npenapar - MeOUUMHCKUIA OOKYMEHT yCTaHOBMEHHOW hOpMbl, coaepXaLiui
Ha3HayeHVe nekapcTBEHHOro npenaparta Anst MeAMUMHCKOro NPpUMEHEHMS, BblAAHHbI MEAULMHCKUM PaboTHUKOM
B LenaxX OoThnycka NekapCTBEHHOro mpenaparta UM ero U3roToBMEHUS M OTMycka Ha BymMakHOM HocuTene wunm ¢
cornacusi nauueHTa WM ero 3aKOHHOro npeacTaBuTeNns B (hopmMe 3MeKTPOHHOrO AOKYMEHTa, MOAMUCAHHOro C
NCMNOMb30BaHWEM YCUIEHHOW KBanUULMPOBAHHON 3MEKTPOHHON MOANUCU MeAWLUMHCKOro paboTHuKa, nmbo
OOKYMEHT YCTaHOBJIEHHON (hOpMbI, CoAepXallmMi Ha3HadeHue NeKapCTBEHHOro npenapara nfis BeTepMHapHOro
NPUMMEHEHWs, BblAaHHBIN cneuuannucTtoMm B obnactn BeTepuHapuy B LeNnsax OTMycKa fiekapCTBEHHOrO npenapaTta
UNn ero N3roToBMneHNs N OTNycka Ha ByMa)KHOM HOoCUTene;

(B pea. PepepanbHbix 3akoHOB OT 29.07.2017 N 242-03, ot 02.08.2019 N 297-03)

54) TpeboBaHMe MeAWLMHCKOW OpraHu3auun, BETEPUHapHOW OpraHu3aumm - OOKYMEHT YCTaHOBIIEHHON
OpMbl, KOTOPbIN BbIMMCaH MEAULMHCKAM PabOTHMKOM Unu cneumanucTom B obractn BeTepuHapuun, UMerowmnmm
Ha 3TO NpaBo, N COAEPXUT B MUCbMEHHOW PopMe yKka3aHue anTeyHon opraHm3aumm Unv BeTepMHapHON anTe4yHon
opraHusaumm o6 oTnycke fekapCcTBEHHOro npenapara WM O ero U3roToBreHun 1 o6 oTnycke Ans obecneyeHus
ne4yeBHOro npouecca B MEAWULMHCKOW OpraHv3aLmu, BeTeprHapHOW opraHm3aumu;

(B pea. PegepanbHoro 3akoHa ot 02.08.2019 N 297-03)

55) komnnekcHas oOLeHKa NeKkapCTBEHHOro npenapaTta - OLeHKa 3aperucTpMpoBaHHOrO feKkapCcTBEHHOro
npenapaTta, Bkro4vawwas B cebsa aHanms MHGOPMauUM O CPaBHUTENbHOW KIMHMYECKOW 3h(PEKTUBHOCTU U
0©e30MacHOCTU NEKapCTBEHHOrO npenapara, OLEHKY 3KOHOMMWMYECKUX MOCNEeACTBUM €ro NPUMEHEHUS, U3yveHue
OOMNOSHUTENbHBLIX NOCNEACTBUA NPUMEHEHUA FEeKapCTBEHHOro npenapata B UenaxX MNPUHATUA pelleHun o
BO3MOXHOCTM BKIOYEHMS JIEKAPCTBEHHOrO npenapata B MNEpPeYeHb XMU3HEHHO HEOOXOAMMbBIX W BaXKHEMLLMX
nekapcTBeHHbIX MpenapaToB, HOPMaTMBHble MpPaBOBble akTbl U WHble [OKYMEHTbI, onpefensiolime nopsaok
oKasaHusi MeaVLIMHCKOM NOMOLLN, NN UCKIMIOYEHUS ero U3 yKa3aHHbIX NepeyHsi, akToB U JOKYMEHTOB;

(n. 55 BBegeH PefeparnbHbIM 3akOHOM OT 22.12.2014 N 429-93)

56) cucTemMa MOHUTOPMHra OBMXKEHWS JIEKAPCTBEHHbLIX NpenapaToB Ans MeOULMHCKOrO NPUMEHEHUs -
denepanbHasi rocygapctBeHHas MHMOPMaLMOHHAA CUCTEMA MOHUTOPWMHIA [OBWKEHUS]  NIeKapCTBEHHbIX
npenapaToB AN MeAULMHCKOrO MPUMEHEHMS OT NPOU3BOAMTENS 4O KOHEYHOrO NOTPpedbuTens ¢ NCNofb30BaHUEM B
OTHOLLIEHMM NeKapCTBEHHbIX NpenapaToB AN MeaUUMHCKOro NpMMEHeHUs cpeacTB naeHTudmkauuu.

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

Inaea 2. MONHOMO4YUA ®EAEPAJIbHbIX OPITAHOB VICI'IOHHVITEHbI-JOVI 5
BNACTWU, OPFAHOB UCNONHUTENbHOWU BJIACTU CYBBEKTOB POCCUNCKOU
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHerus: 19.03.2020
(c u3m. n pgon., BCTyM....

®EANEPALUU NMPU OBPALLEHUN NEKAPCTBEHHbLIX CPEACTB

Ctatba 5. lMonHomouusa denepanbHbIX OPraHOB WCMONMHUTENbLHOM BracTu MNpu obpalieHun
reKapCTBEHHbIX CPeAcTB

K nonHomounam cbep,epaanblx opraHoB MCMNOMNHUTENBbHOW BRAacTu npu 06paLIJ,eHVIVI JIeKapCTBEHHbIX CpencTB
OTHOCATCA:

1) npoBeaeHne B Poccuiickon degepaunm eguHON rocydapCTBEHHOW MOMUTUMKM B obractu obecneyeHust
nekapcTBeHHbIMY NpenapaTtamu rpaxaaH B Poccuiickon Pepepavmuy;
(8 pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2) ytBepxgeHne oblimx capmakonerHblx cTaten, gapMakonenHbIXx cTaTew, u3gaHue rocygapCTBEHHOM
dapmakonewn, cosgaHune n BegeHne peectpa dapmakonenHblx CTaHAapTHbIX 06pa3LoB;
(B peq. PepgepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3) ocylecTBneHUe rocygapcTBEHHOIO KOHTpOns (Haasopa) B cpepe obpallieHnsi nekapCTBEHHbIX CPEACTB;
(B pea. PegepanbHoro 3akoHa ot 25.06.2012 N 93-93)

4) nuueH3upoBaHMe NPOU3BOACTBA IEKApPCTBEHHbIX CPEACTB WM  dapMaueBTUYECKON [eATeNnbHOCTM B
COOTBETCTBUN C 3aKkoHoZaTenbCcTBOM Poccuiickon ®epepaunu;

5) opraHusaums aKcnepTusbl NEKAPCTBEHHbBIX CPEACTB, 3TUYECKON IKCMEPTU3bl BO3MOXHOCTU MPOBEAEHUS
KNMHUYECKOTO WCCNEeAOBaHUSA NEKapCTBEHHOro npenapata Ang MeguuMHCKOTO MPUMEHEHMUS, 9KCnepTusbl
OOKYMEHTOB, MpeACTaBfeHHbIX AN OonpefeneHns BO3MOXHOCTM paccMaTpyBaTh NeKapCTBEHHbIN npenapar Ans
MEeOMLMHCKOrO MPUMEHEHUSI NPW rOCyQapCTBEHHOW perncrpaumm B KadecTBe oOpdhaHHOro JekapcTBEHHOro
npenapara;

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

5.1) opraHu3aumsi nNpoBefeHWst KOMIMIIEKCHOW OLLEHKW INEeKapCTBEHHOro npenapata B LUENsax MNpUHATUSA
PELUEHUN O BO3MOXHOCTU BKMOYEHUSA NEKapCTBEHHOrO npenapata B MNEpeYeHb XXU3HEHHO HeobXOAMMBIX W
Ba)XXKHEMLUNX NEKApPCTBEHHbIX MpenapaTtoB, HOPMATMBHbIE MPABOBbIE aKTbl U MHblE OOKYMEHTbI, onpeaensoLlime
NOpsIAOK OKa3aHUs MeULMHCKON MOMOLLM UM UCKITIOYEHUSA €ro U3 yKa3aHHbIX NepPeYHsl, aKTOB U JOKYMEHTOB;

(n. 5.1 BBegeH deaepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

6) Bblaa4va paspemeHMVl Ha nposegeHne KInnHn4eckmnx nccnegoBaHumn JIeKapCTBEHHbIX npenapartos, BegeHune
peecTpa BblAAaHHbIX pa3pemeHvu7| Ha npoeeneHue KInMHNn4eCcKknx nccnegoBaHum NeKapCTBEHHbIX NpenapaTtoBs;

7) rocymapcTBeHHas perucTpauusi nekapcTBEHHbIX npenapaToB, BedeHWe rocyaapCTBEHHOro peecTtpa
nNeKapCcTBEHHbIX CPeaCTB;

8) opraHmsaums n (unun) NnpoBedeHne MHCNEKTUPOBaHNSA CyObeKkToB obpalleHns nekapCTBEHHbIX CPEACTB Ha
COOTBETCTBME NpaBuiaMm Hagnexallen nabopaTtopHON NPakTUKX, NpaBunam Hagnexalen KNMHUYECKON NpakTukm,
npasunamM Haanexatiemn NpakTUKN XpaHeHs: 1 NepeBO3KN NeKkapCcTBEHHbIX NpenapaTos, NpaBunaM Haanexatiemn
ONCTPMOBLIOTOPCKON NPaKTUKW, MpaBuiam Hagnexallen anTeyHon NpakTuku;

(n. 8 B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

8.1) opraHusaumsa u (Mnv) NpoBedeHUe MHCMEKTUPOBaHNS CyObEeKTOB ODpalleHUs nekapCTBEHHbIX CpeacTs
Ha cooTBeTCTBMe TpeboBaHWsAM MpaBuN Hagnexalwie’h MNpou3BOACTBEHHOW MNPaKTUKKM, Bblgadva 3akiioueHUn o
COOTBETCTBUWN MPOU3BOAMUTENS NEKAPCTBEHHbLIX CPeAcTB TpeboBaHMAM MpaBun Hagnexailen Npov3BoACTBEHHOM
NPaKTWKW;
(n. 8.1 BBegeH deaepanbHbiv 3akoHOM OT 22.12.2014 N 429-93)

8.2) ycTaHoBMneHWe nopsaka BeOeHUsa N BefeHUe rocyqapCTBEHHOIO peecTpa 3aknto4YeHUn 0 COOTBETCTBUM
Nnpon3BoanTENS NeKapCcTBEHHbIX cpeacTB TpeboBaHUSAM NpaBun Hagnexallen Npon3BoaCTBEHHOW NPaKTUKMY,
(n. 8.2 BBegeH deaepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

9) rocygapCtBeHHada perncrtpaumna npenerbHbiX OTMYCKHbIX LeH I'IpOM3BOLI,MTeJ'Iel71 Ha JIeKapCTBEHHblIEe
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHerus: 19.03.2020
(c u3m. n pgon., BCTyM....

npenapaTbl, BKMOYEHHbIE B MepeyeHb XU3HEHHO HEeOOXOAMMbIX U BaXHEWLWUX NeKkapCTBEHHbIX MpenapaToB, U
BeleHMe TrOCydapCTBEHHOro peecTpa npefenbHbiX OTNYCKHbIX LEeH npou3BoauTenen Ha neKkapCTBEHHble
npenapaTbl, BKNIOYEHHbIE B NEPeYeHb XN3HEHHO HEODXOOUMbBIX U BaXXHENLLNX NEeKapCTBEHHbIX NpenapaTos;

(8 pea. PegepanbHoro 3akoHa ot 06.06.2019 N 134-03)

9.1) cornacoBaHue MpPOEKTOB pPELLUEHUN OpPraHoB MWCMOMHUTENbHOW BNacTu cybbekToB Poccuinckon
depepaummn 06 yctaHOBNEHUM U (MKN) U3MEHEHUWN MpPedeNibHbIX pa3mMepoB ONTOBbIX HagbaBOK M npeaernbHbIX
pa3mMepoB pPO3HUYHbIX HaabaBOK K (PaKTUYECKMM OTMYCKHbIM LieHaM, YCTaHOBMEHHbIM MPOM3BOAUTENAMMU
NeKapcTBEHHbIX NpenapaToB, Ha NeKapcTBEHHbIe npenapaThbl, BKIKOYEHHbIE B NepeyYeHb XU3HEHHO HEeOBXoaUMbIX
N BaXXHEMNLLINX NeKapCTBEHHbIX NpenapaTtos;

(n. 9.1 BBegeH deaepanbHbiM 3akoHOM OT 13.07.2015 N 241-03)

10) Bbl@aya, ycTaHOBMeHMe nopsigka BblAavu paspelleHus Ha BBO3 KOHKPETHOM MapTuUmM NeKkapCTBEHHOro
cpeacTtea B Poccuiickyto Peaepauuio;
(n. 10 B pea. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

10.1) Bblgaya, ycTaHOBMEHME nopsifka BblgadYM M OPMbl OOKYMEHTa, KOTOPbIA MOATBEPXKOAET, 4TO
NpOM3BOACTBO NEKApPCTBEHHOIO npenaparta Afs MeOULWMHCKOrO NMPUMEHEHUsSI OCYLLECTBIIEHO B COOTBETCTBUM C
TpeboBaHMAMM NpaBun Hagnexawen npousBOACTBEHHOW MNPAKTUKUW WKW YTO FNEeKapCTBEHHbIM npenapaTt Ans
BETEPUHAPHOIro NpMMEHEHMs AonylleH k obpaweHuto B Poccuinckon ®egepauumn, 1 NOANEXUT NpeacTaBrieHnto No
TpeboBaHMIO YNOTHOMOYEHHOrO OpraHa CTpaHbl, B KOTOPYH BBO3WTCS NIEKAPCTBEHHbIN Npenapar;

(n. 10.1 BBegeH deaepanbHbIiM 3akoHOM 0T 22.12.2014 N 429-93; B pen. PenepansHoro 3akoHa ot 02.08.2019 N
297-93)

10.2) Bblgava, yCTaHOBINEHMWE MOpsiAKka BblAayun U OpMbl AOKYMEHTa, COAEPXKaLLero cBeeHns o cTagusx
TEXHOMOrM4YeCcKoro npoLecca npou3BOACTBa JIEKAPCTBEHHOrO CpeAacTBa Anst MEAMUMHCKOrO MNpPUMEHEHMS,
OCYLLECTBMSIEMbIX HA TeppuTopmn EBpasmninckoro 3KOHOMMYECKOrO CO33;

(n. 10.2 BBegeH deaepanbHbIM 3aKoHOM OT 22.12.2014 N 429-03, B peq. PepepanbHoro 3akoHa ot 13.07.2015 N
241-93)

11) co3gaHne coBeTOB MO BOMPOCaM, CBA3aHHbIM C 0OpalleHMeM fekapCTBEHHbIX CPeaCTB;
12) atTectaums n ceptTudmkaLmsa cneynanucTos;
13) ytpatun cuny ¢ 1 ceHTabps 2013 roga. - PegepanbHbivi 3akoH ot 02.07.2013 N 185-93;

14) ocywecTteneHune papmakoHagsopa;
(n. 14 B pea. PenepanbHOro 3akoHa ot 22.12.2014 N 429-$3)

15) yyacTtvne B MexgyHapogHOM COTPYAHNYECTBE;

16) nonyyeHne no 3anpocam ynosIHOMOYEHHOro dheepanibHOro opraHa UCNOMHUTENbHOW BNacTu OT OpraHoB
ncnonHuTenbHon Brnactn cybbektoB Poccunckon degepaunun, a Takke oT CyObEKTOB obpalleHUs NnekapcTBEHHbIX
cpeacTB Ansg MeAWLMHCKOrO MpUMEHEHMs WHopmaumuyM no BOMPOCaM YCTAHOBIEHUS U MPUMEHEHMSI LeH Ha
nekapcTBeHHble npenapaTtbl U HaabaBOK K HUM;

17) npymeHeHe Mep OTBETCTBEHHOCTU 3a HapyLleHne 3akoHofaTenbcTBa Poccunckon ®enepauuu;

18) yTBepxaeHue npaBwi Hagnexaiwien nabopaTOpHOM MpaKTUKW, NPaBUN Hagnexallewh KIUHUYECKON
NpPakTUKWN, MpaBuSl Hagnexalen NpPpoM3BOACTBEHHOW MNPaKTMKW, NpaBWil Hagnexallen MpakTUKM XpaHeHus wu
NepeBO3KM JEKApCTBEHHbIX MNpenapaTtoB, MpaBuIl  Hagnexawien AnCTpUObIOTOPCKON MpakTUKWM, NpaBui
Hagnexallen anTeyHom NpakTUKW, NpaBun Haanexallen npakTuku dpapmakoHaasopa fiekapcTBEHHbIX NpenapaToB
ANt MeauLMHCKOro NPpUMEHEHUS;

(n. 18 BBegeH PefeparnbHbIM 3akoHOM OT 22.12.2014 N 429-93)

19) ycTaHoBneHWe nopsigka poOpMMPOBaHUS PErMCTPaLMOHHOIO AOCbe Ha NeKapCTBEHHbIM npenapat u
TpeboBaHWI K JOKYMEHTaM B Er0 COCTaBE;
(n. 19 BBegeH PepeparnbHbiM 3akoHOM OT 22.12.2014 N 429-93)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHerus: 19.03.2020
(c u3m. n pgon., BCTyM....

20) yTBepxaeHWe npaBusl pauMoHanbHOro BbIOOpa HaMMEHOBaHWWM NeEKapCTBEHHbIX MpenapaTtoB AN
MeAMLMHCKOro NPUMEHEHMS;
(n. 20 BBepeH PepepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

21) yTBEpXXAEHME NepeyHs HaMMEHOBaHUN NeKapCTBEHHbIX hOpM;
(n. 21 BBeaeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

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

23) yTBEpxaeHne TpeboBaHWi K MHCTPYKL MU N0 MEAMLMHCKOMY NPUMEHEHMWIO NEKapCTBEHHbIX NpenapaTos U
K MHCTPYKLMUN MO BETEPUHAPHOMY NMPUMEHEHMIO NIEKAPCTBEHHBIX NPenapaTos.;
(n. 23 BBeaeH PepeparnbHbiM 3akoHOM OT 22.12.2014 N 429-93)

24) pocynebHoe 3aKkpblTMe CaMTOB, COAepXalux MHAOPMAaLMI0 O PO3HUYHOW MNpofaXe AMCTaHLMOHHBIM
cnocobom, npeanoxeHne o NpMobpeTeHnn AUCTaAHLMOHHLIM CNOCOOOM, AOCTaBKe AMCTaHUMOHHBIM CnocoboM K
(vnn) nepepaye usnyeckoMy nuuy AUCTAHUMOHHBIM CMOCOBOM NEeKapCTBEHHbIX NpenapaTtoB, HAaPKOTUYECKMX
NeKapCTBEHHbIX MpenapaToB W MNCUXOTPOMHbLIX JIEKAPCTBEHHbIX MpPEnapaToB, 3a WCKIIOYEHWEM Crlyyaes,
ycTaHoBneHHbIX MNMpaButenbctBom Poccuiickon ®egepaunm;

(n. 24 BBegeH ®eaepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

25) Bblgaya paspelleHWn Ha BBOA B rpaxgaHCKui OBOPOT MMMYHOBMOMOrMYECKUX FeKapCTBEHHbIX
npenapaTos.
(n. 25 BBegeH PeaepanbHbiM 3akoHOM OT 28.11.2018 N 449-93)

KoHcynbTaHTlntoc: npumedaHue.

Ct. 5.1 pacnpocTpaHsieTcs Ha MOMHOMOYMS, KOTOpble He nepefaHbl Ans  OCYLECTBIEHWS OpraHam
rocygapCcTBeHHOM BriacTm cybbektoB P® u opraHam MeCTHOro camoynpaBreHUs COOTBETCTBYHOLLMMM
denepanbHbiMu 3akoHamm (P3 ot 13.07.2015 N 233-93).

Cratba 5.1. lMepepavya ocyuwecTBNeHUss nonHomouun denepanbHbIX OPraHOB MWCMONTHUTENbLHON
BflacTM npu oOpaleHnn neKapCTBeHHbIX CpPeAcTB oOpraHaMm MWCMNOJSIHUTENbHOW BNacTu CyObLeKToB
Poccuiickon ®epepauumn

(BBegeHa depgepanbHbiM 3akoHOM oT 13.07.2015 N 233-93)

MonHomouus deaepanbHbIX OpraHoOB MCNOMHUTENBHOW BnacTu npu obpalleHun nekapcTBEHHbIX CPeacTs,
npegycMoTpeHHble HacToswmM degepanbHbIM 3aKOHOM, MOTYT nepefaBaTbCs Afs OCYLLECTBIEHMS OpraHam
ncrnonHutTensHon Bnactn cybbektoB Poccuinckon ®epepauumn noctaHosneHusamu [lpasutensctBa Poccuiickon
depepaumun B nopsagke, yctaHoneHHom denepanbHbiM 3akoHOM OT 6 okTabpsa 1999 roga N 184-03 "O6 06Lwux
NpuHUMNax opraHv3auuy 3akoHogaTerbHbIX (MPeAcTaBUTENbHbLIX) U UCMOMHUTENbHbBIX OPraHOB rocy4apCTBEHHON
BnacTu cydobektoB Poccuickon depepaumm”.

Crtatbsa 6. [NonHOMoOuUMA OpraHoB UCNONHUTENbLHOM BrnacTu cybbekta Poccuinckon ®epepaunm npm
obpalleHun NekapCcTBeHHbIX CPeACTB

K nmonHomouunsiM opraHoB WMCMOMHUTENbHOW Bnactn cybwvekta Poccunckon ®Pegepauumn npu obpalleHuu
NeKapCTBEHHbIX CPeACcTB OTHOCATCS:

1) paspaboTka U peanu3auus pervoHasnbHbIX nporpaMM obecrievyeHnss HaceneHust neKkapcTBEeHHbIMU
npenapartamu;

2) ycTaHOBneHWe TnpedenbHbIX pa3MepoB ONTOBbIX HagGaBoOK M MpedernbHbIX pPasMepoB PO3HUYHbLIX
Han6aBoK K haKTUYECKUM OTMYCKHbLIM LieHaM, YCTaHOBMEHHbIM NMPOV3BOAMTENSAMM NEeKapCTBEHHbIX Npenapartos, Ha
neKkapcTBEHHble npenapaTbl, BKMIOYEHHbIE B MepeYeHb KU3HEHHO HeOBXOAUMbIX M BaXHEMLIUX NeKapCTBEHHbIX
npenaparos;

3) ocyLlecTBreHME PerMoHanbHOro rocy4apCTBEHHOMO KOHTPOSS 3a MPMMEHEHUEM LEH Ha JeKapCTBEHHbIE
npenapatbl, BKMIOYEHHble B MepeyYeHb XXM3HEHHO HEOGXOAMMBIX U BaKHEWLIMX NeKapCTBEHHbIX MNpenapartos,
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHerus: 19.03.2020
(c u3m. n pgon., BCTyM....

opraHu3aumMsiMM  ONMTOBOW  TOProBfM  JfIEKAPCTBEHHbIMW  CpeacTBaMu,  anTeYHbIMM  OpraHuM3auusiMu,
MHAMBUAOYANbHBIMW  MPeanpUHUMATENSAMY, WUMEWUMN  JNIMUEH3MIO Ha apmMaueBTUYECKYD OEesTENbHOCTD,
MEOULMHCKUMW  OpraHnsauusiMn, WUMELWUMN  NUUEH3NI0 Ha dapMaueBTUYECKYID OesTenbHOCTb, U UX
obocobneHHbiMM  NogpasgeneHusMy  (ambynatopuamn,  enbawepckuMn  u - enbaepcKo-akyLLepCKuMm
NyHKTaMu, LeHTpamMu (oTaeneHnsamun) odwen BpavyebHOM (CEMENHOWN) NMpaKTUKK), PacrnosfioXKeHHbIMU B CESIbCKUX
HacemneHHbIX MyHKTaX, B KOTOPbIX OTCYTCTBYIOT anTeYHble OpraHn3auuuy;

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

4) npuHATME pelueHus 06 UCMONb3oBaHWM Ha Tepputopum cybbekta Poccuiickon ®epepauun Hapsigy C
peuentaMmy Ha neKapCTBEHHble npenapatbl, O(OPMMEHHbIMM Ha OyMaXHOM HocuTene, peLenToB Ha
nekapcTBeHHble npenapaTbl, CHOPMUPOBAHHbLIX B (POpME 3NEKTPOHHbIX JOKYMEHTOB.

(n. 4 BBepeH deaepanbHbiM 3akoHOM OT 29.07.2017 N 242-03)

Maea 3. FTOCYOAPCTBEHHAA ®APMAKOIEA
Cratbsa 7. PaspaboTka u nsgaHue rocygapcTBeHHoun dpapmakoneun, pasmeLwieHne AaHHbIX O Her

1. MNop rocypnapctBeHHOW dhapMakonee MOHUMMaeTcsl cBog OOWwmx dapMakoneHblX CcTaTten u
drapMakonemnHbIX cTaTen.

2. PagpaboTka obLimx apmakonerHblix cTaten u dapmakonenHbix ctaten, B TOM vucne dapmakonenHblx
cTtaTer Ha papmakonerviHble CTaHgapTHble ob6pasubl, M BKAOYEHME WX B TOCYAapCTBEHHYIO hapmakonero
OCYLLECTBMAIOTCA B MOpsAKe, YCTaHOBMIEHHOM YMOMHOMOYEHHbIM deaeparnibHblM OpraHoM UCMOSHUTENbHON
BracTu.

(B pen. PepgepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3. PaspaboTka chapMakonenHon ctaTtbl Ha pedepeHTHbIM NEKapCTBEHHbIA npenapaTt U BKIHOYEHME ee B
rocygapCTBeHHy0 dpapMakoneto B TedeHne cpoka AeWCTBUS 3alUTbl UCKMIOYUTENBHOrO Npaea, YA4OCTOBEPEHHOMO
NnaTeHTOM Ha pedepeHTHbIN NIEKAPCTBEHHLIN Npenapart, OCYLLEeCTBSAKTCSA C cornacusi ero paspaboTtyuka.

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

4. l'ocypapcTBeHHasa chapMakonesi usgaeTcs ynofHOMOYEHHbIM beepanbHbIM OpraHoM UCMONTHUTENBHOMN
BMacTu 3a cYeT CpefAcTB hefepanbHoro OomkeTa u NOANEXUT NepensaaHnsiM He pexe Yem oauH pas B NATb NeT,
B Mepuod Mexay KOTOpbIMU M3OalTCs MPUNOXeHUs K rocygapcTBeHHon dhapmakonee, cogepxawme obue
dapmakonerHble ctatbl U (UNKU) dpapmakonemnHble CTaTbW, YTBEPXKAEHHbIE NMOCNE U3LAaHUA UMM NepensgaHus
rocyfapcTtBeHHon papmakonen.

5. YnonHomo4eHHbIn dedepanbHbid - OpraH  UCMOMHUTENbHOW  BRacTM  pasMellaeT AdaHHble O
rocygapcTtBeHHoOW dapmakonee v NpUNOXEHUSX K HeM Ha cBoeM oduumanbHoMm cainte B ceTn "WHTepHeT" B
YCTaHOBMEHHOM UM MopsiaKe.

Masa 4. FOCYAAPCTBEHHbIW KOHTPOJ1b MNP OBPALLEHUA
JIEKAPCTBEHHbIX CPEACTB

Crtatba 8. JlMueH3upoBaHMe nNpPOU3BOACTBA JleKapCTBEHHbIX CpeacTB M  hapMaueBTUYeCKOM
OeATeNbHOCTH

1. nl/lLl,eHSIApOBaHI/Ie npon3BoacTBa J1€KapCTBEHHbIX CpeactB WU (bapmaueBqueCKoPl neATenbHOCTU
OCYyLLEeCTBIIAETCA B COOTBETCTBMN C 3aKOHOAATENIbCTBOM Poccuiickon Cbep,epau,wm.

2. OGsizaTenbHbIM YCNOBUEM NPEAOCTaBNEHUS NULEH3MM Ha MPOU3BOACTBO JIEKAPCTBEHHLIX CpPeacTB
ABMNSETCA MPUIIOXEHNE K 3asiBMEHUIO COMUCKATENs NULEH3MU MepeyHsl NEeKapCTBEHHbIX opM M (Mnu) BWOOB
(hapMaLeBTUYECKMUX CYOCTaHLMIA, KOTOPblE NMPOU3BOAUTENb NEKAaPCTBEHHbIX CPEACTB HAaMEPEH NPOM3BOANTD.

3. B cnyyae HeobxoammocTu paclimpeHusi Mpou3BOACTBA FEKAapCTBEHHbIX CPEACTB 3a CYET HOBbIX
nekapcTBeHHbIX (hOpPM 1 BUAOB (hapMaLeBTUYECKNX CyOCcTaHLMI NpoM3BoANTESNb NEKapCTBEHHbIX CPeACTB AOIMKEH
nepeoopMUTb NNLEH3NIO Ha NPOM3BOACTBO NEKAPCTBEHHbIX CPEACTB.

(B pea. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHerus: 19.03.2020
(c u3m. n pgon., BCTyM....

KoHcynbTaHTl1n0C: npumeyaHue.
C 29.12.2020 ct. 8 pononHsetca Y. 4 (P33 o1 27.12.2019 N 481-93).

KoHcynbTaHTlnt0C: npumeyaHue.
C 29.12.2020 paHHbI gokyMeHT gononHsetcd cT. 8.1 (3 ot 27.12.2019 N 481-03).

CrtaTtbsa 9. locyaapcTBeHHbIN KOHTPOMb (Haa3op) B cchepe ob6palleHUs nekapcTBeHHbIX CPeacTB
(B pea. PepepanbHoro 3akoHa ot 25.06.2012 N 93-03)

1. FocymapcTBEHHbIN KOHTPOTb (HaA30p) B cdhepe obpalleHns nekapCTBEHHbIX CPeACcTB BKoYaeT B cebs:

1) TNWUUEH3NOHHbIW KOHTPONb B cdepe NpoM3BOACTBA JleKapCTBEHHbIX cpeactB M B cdepe
hapMaLeBTMYECKOW AEATENBHOCTY;

2) hegepanbHbIN rocyaapCTBEHHbIV HAA30p B chepe obpalleHns nekapCTBEHHbIX CPEACTB;

3) BbIOOPOYHBIV KOHTPOSb KayecTBa NeKapCTBEHHbIX CPeACTB.
(n. 3 BBeaeH deaepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

2. JIMUEH3NOHHbI KOHTpONb B cdepe NpPou3BOACTBA MNEKAapCTBEHHbIX cpeactB M B cdepe
capmaueBTUYECKON DEeATENbHOCTH ocyLlecTBngaeTcs YNOSTHOMOYEHHbLIMM denepanbHbIM opraHom
WCNONHUTENBHON BNacTU U opraHaMmn UCMNONHUTENBHON BnacTn cyobekToB Poccuitickon degepaumm cornacHo ux
KOMMeTeHuun B nopsiake, ycraHoneHHoMm ®egepanbHbiM 3akoHOM OT 26 aekadbpst 2008 roga N 294-93 "O sawuTte
npas OpUANYECKUX NUL, W WHAMBMAYaANbHLIX MpeAnpuHUMaTenen npu OCYLLEeCTBIEHUU [OCy4apCTBEHHOro
KOHTpons (Hags3opa) M MyHMUMMANbHOrO KOHTpons", ¢ y4eTomM OCOGEHHOCTEN opraHuM3auuu u MnpoBeneHus
NPOBEPOK, yCTaHOBMNEHHbIX PeaepanbHbiM 3akoHOM oT 4 mas 2011 roga N 99-03 "O nuueH3npoBaHUN oTAeNbHbIX
BMAOB AesiTenibHOCTU".

3. ®epepanbHbIi rOCyAapCTBEHHbIN Haa30p B cdepe obpalleHns nekapcTBEHHbIX CPeACTB OCYyLLEeCTBNsAeTCs
YNONMHOMOYEHHBLIMK hbefieparnbHbiMU OpraHamn WCMONHUTENbHOW BnactTu (4anee - opraHbl rocy4apCTBEHHOro
Ha30pa) CornacHoO Mx KOMMEeTEeHLUM B NOpsiake, ycTaHoBNeHHOM NpaButenscTBoM Poccuiickoi ®epepavmu.

4. depeparnbHbIfl rocyaapcTBEHHbIA Haa3op B cdepe oOpalleHust nekapcTBEeHHbIX CPEACTB BKIOYaeT B
cebs:

1) opraHusaumio 1 npoBeAeHne NpoBepok cobnogeHns cybbekTamu obpalleHnsi NekapCTBEHHbIX CPeacTB
YCTaHOBMEHHbIX HacToAwmM PefepanbHbiM 3aKOHOM U NPUHATLIMY B COOTBETCTBUM C HAM MHBIMU HOPMaTUBHBIMM
npaBoBbIMM akTamu Poccuiickon ®epepauun TpeboBaHWN K OOKIUHUYECKAM WCCNEAOBaHUSM NeKapCTBEHHbIX
CPeAcTB, KNMHUYECKMM UCCNEeAoBaHNAM NeKapCTBEHHbIX NPenapaToB, XpaHeHuto, nepeBo3ske, BBO3y B Poccuickyto
depepaumio, OTMYCKy, peanu3auuy JEeKapCTBEHHbIX CPeAcTB, MPUMEHEHMIO FeKapCTBEHHbIX MNpenapaTtos,
YHUYTOXEHWIO NEKapCTBEHHbIX CPeACTB, YCTAHOBIEHWIO MPOU3BOAUTENSMM NEKAPCTBEHHbIX MpenapaToB LEeH Ha
nekapcTBeHHble Mpenaparbl, BKIIOYEHHbIE B NepeyeHb XU3HEHHO HEeOOXOAMMbBIX M BaXKHEMWLUMX NeKapCTBEHHbIX
npenapaToB, a Tawkke CcobONOAEHMS YMNOMHOMOYEHHBIMW OpraHamMu WUCMOMHMTENBbHOW BriacTu CyObLEKTOB
Poccuickon ®degepaumm MeTOOUKM YCTAHOBIEHWS MpedenibHbIX pasMepoB OMTOBbIX HagbaBOK M npegernbHbiX
pasMepoB pPO3HUYHLIX HaabaBoOK K (AKTUYECKMM OTMYCKHbIM LieHaM, YCTaHOBMEHHbIM MPOU3BOAUTENSMM
rnieKkapCTBEHHbIX NpenaparToB, Ha NekapCTBEHHblE Npenaparbl, BKIHOYEHHbIE B NepeyeHb XU3HEHHO HEOOXOANMbIX
N BaXHeWLLUMX NekapCTBEHHbIX NpenapaToB (ganee - o6a3atenbHble TpeboBaHUS);

(B pea. PegepanbHoro 3akoHa ot 27.12.2019 N 475-03)

2) opraHuMsauulo U NpoBedeHWE MPOBEPOK COOTBETCTBUS JEKAPCTBEHHbIX CPEeACTB, HaxoAsLMXcs B
rpaxgaHckoM obopoTe, yCTaHOBMEHHbIM TPeBOBaHUSAM K UX Ka4eCTBY;

2.1) npoBedeHNEe KOHTPOJSIbHbIX 3aKyrnoK B LENsAX MNpoBepkn cobnogeHus cybbektamu obpalleHust
NEeKapCTBEHHbLIX CPeacTB, OCYLECTBMASIOWMMM PO3HUYHYIO TOPFOBIO JIEKApPCTBEHHBbIMM MNpenapatamu  Ans
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHerus: 19.03.2020
(c u3m. n pgon., BCTyM....

MELMLIMHCKOrO MPUMEHEHUS, NMpaBun OTNYCKa NeKapCTBEHHbIX MpenapaTtoB ANA MeAUUMHCKOro MpUMEHEHUS Y
(vwnn)  3anpeta npogaxu  anbCUULMPOBAHHBIX  MEKApCTBEHHbIX  CPEeACTB, HegobpoKayeCTBEHHbIX
NeKapcTBEHHbIX CPeACTB U KOHTpaakTHbIX NEKapCTBEHHbIX CPEACTB;

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

2.2) npoBedeHME KOHTPOJSIbHBbIX 3aKyrmoK B Lensx MNpoBepku cobnwaeHuss cybbektamu obpalleHus
NeKapCTBEHHbIX CpeacTB, OCYLECTBASIOWMMMA PO3HWYHYIO TOPrOBIKO JIEKAapCTBEHHbIMM Mpenapatamu  Ans
BETEPUHAPHOrO MPUMMEHEHUS, MNpaBuM Haanexawlen anTeyHOW MpPaKTUKU FNeKapCTBEHHbIX MpenapaTtoB Ans
BETEPUHAPHOro MpuMMeEHeHus u (Mnu) 3anpeTa npofaxu danbCUPUUMPOBaHHbBIX JEeKapCTBEHHbIX CPEACTB,
Heob6poKayeCTBEHHbIX NTEKAPCTBEHHbIX CPEACTB M KOHTPadhaKTHbIX NeKapCTBEHHbIX CPEACTB;

(n. 2.2 BBegeH depepanbHbiM 3akoHoM OT 02.08.2019 N 297-03)

3) opraHusaumto 1 nposegeHne bapmakoHaa3opa;

4) npumeHeHue B NOpsaKe, YCTaHOBIEHHOM 3akoHoaaTenbCcTBOM Poccuiickon ®egepaumun, mep no
NMpeceYeHnio BbISBIIEHHbIX HapylweHun obsizaTenbHbiXx TpeboBaHUW M (MnM) YCTPaAHEHUIO MOCMNEACTBUA Takux
HapyLeHMn, B TOM YMCME NPUHATUE PELLUEHNS O HaxOXAEHWW NekapCTBEHHbIX CpedcTB B obpalueHun, Bbigady
npegnucaHMn o6 yCTpaHEeHWU BbISBMEHHbLIX HapylweHun obasatenbHblXx TpeboBaHuW W MNpuBReYeHue K
OTBETCTBEHHOCTY 1L, COBEPLLMBLUNX TaKNE HAPYLLEHNSI.

(vacTb 4 B peq. ®epgepanbHoro 3akoHa ot 22.12.2014 N 429-03)

5. ®egepanbHbIn rocygapcTBEHHbIN Haa3op B cdepe obpalleHus nekapCTBEHHbIX CPEACTB OCYLLECTBNSAETCH
B nopsake, yctaHoBreHHoM ®depeparnbHbiM 3akOoHOM OT 26 Aekabpsi 2008 roga N 294-93 "O szawwmTte npas
IOPUAMYECKUX NUL, U MHOUBMAYamNbHbLIX NpeanpuHMMaTenen npyu OCYLLECTBMEHUN rOCYAapCTBEHHOrO KOHTPOMS
(Hapg3opa) M MyHMUMNAnNbHOrO KOHTpons", C y4eToM OCOBEHHOCTEW, YCTAHOBMEHHbIX HACTOSLWeN CTaTbeWn.
lMpenBaputenbHOe cornacoBaHWe C OpraHamy MpOKypaTypbl CPOKOB MPOBEAEHUS BHEMMaHOBOW NPOBEPKU
CcybbekToB 0OOpalleHNss NekapCTBEHHbIX CPEACTB, a Takke npeasapuTernbHOE YyBEAOMIEHUE HpuanyYecknx nu,
NHAMBMAYasbHbIX NpeanpuHMmaTtene o Hadarne NpoBedeHUst 3Tov NpoBepkn He TpebyeTcs. OpraHbl NPoKypaTypbl
M3BELLAlTCad O MNpPOBEAEeHWM BHEMNaHOBOW MpoBepkn CyObekToB obpalleHns neKkapCTBEHHbIX CpeacTB
NMOCPEACTBOM HarpasrieHUs COOTBETCTBYIOLLMX AOKYMEHTOB B TedeHne Tpex pabounx AHen C MOMEHTa OKOHYaHUS
npoBedeHUst yKasaHHOW BHENNaHOBOW NPOBEPKMU.
(4acTb 5 B peq. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

6. JOmKHOCTHbIE NULa opraHa rocyaapCcTBEHHOro Hafasopa B MOpsiAKe, YCTAaHOBIEHHOM 3aKOHOAaTeNbCTBOM
Poccuiickon ®egepauun, MMeloT Npago:

1) nony4aTb Ha OCHOBaHUM MOTUBMPOBAHHBLIX MUCbMEHHbLIX 3anpocoB OT CcybbekToB obpalleHus
rnieKkapCTBEHHbIX CpeAcTB, OPraHoB MCNOMHUTENbHOW BRacTn cybbektoB Poccuiickon ®epepauum u opraHoB
MECTHOro camoynpaBfieHNs AOKYMEHTbI M MHdopMaLMio Mo BoNpocaMm 06palleHnsi NnekapCTBEHHbIX CPEACTB;

2) BecnpenaTCTBEHHO MO NpPeabsABreHUN CNy>XebHOro yAOoCTOBEPEHMS U KONMUW mpukasa (pacnopspkeHus)
opraHa rocygapcTBEHHOro Hag3opa O Ha3HayYeHMU NPOBEPKU MocelwaTtb MCNOoMb3yeMble IOPUANYECKUMUN NMLAaMMU,
NHAMBMAYanbHbIMW NpeanpuHMMaTensamu, SBRSIOWMMUCA CyObekTammn obpalleHns nekapcTBEeHHbIX CPeACTB, Npu
OCYLLECTBMEHNN CBOEN AeATeNbHOCTU TeppuTOpuW, 34aHWs, NMOMELLUEHWS U COOPYXEHUS B LensxX npoBedeHus
MEpPONPUSATUIA NO KOHTPOSTHO;

3) npoBoauTb OTGOp 06pPa3LUOB NeKapCTBEHHbIX CPeAcTB, nNpedHasHa4YeHHbIX ONA  peanusauun  u
peanusyemblx CybbekTamu oGpalleHUs NeKapCcTBEHHbIX CpeacTB, ANS MPOBEpKU WX KayecTBa, MpoBedeHUs
nccnegoBaHuiA, UCMbITAaHUA B COOTBETCTBMM C NpaBuniamMmn otéopa o6pasLoB, YCTaHOBMNEHHBIMU YNONTHOMOYEHHbIM
beaepanbHbIM OPraHOM UCMONMHUTENBHOW BNacTy;

3.1) npoBoAWUTb KOHTPOSbHbIE 3aKYMKW FEKAapCTBEHHbLIX NpenapaTtoB Ans MeAWULMHCKOro MNMpUMEHEeHus B
Liensx npoBepkn cobnogeHns cybbekTamm obpalleHns NEKAPCTBEHHbIX CPEACTB, OCYLLECTBSOLMMU PO3HUYHYIO
TOProBMNO NEKapCTBEHHbIMM Mpenapatamu Afis MeaUUMHCKOrO NPUMEHEHUsl, NpaBun OTMYyCKa IeKapCTBEHHbIX
npenapaToB Ansi MeaULMHCKOro NpUMEHeHMs 1 (Unu) 3anpeTa npogaxun danbcuULMPOBaHHbIX NEKapPCTBEHHbIX
cpencTs, HeobpokayecTBEHHbIX NTeKapCTBEHHbIX CPEACTB U KOHTpadakTHbIX NNEKAapCTBEHHbLIX CPeacTB;

(n. 3.1 BBeaeH PepepanbHbiM 3akoHOM OT 27.12.2018 N 511-03)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHerus: 19.03.2020
(c u3m. n pgon., BCTyM....

3.2) NpoBOAMTbL KOHTPOMbHbIE 3aKyMKW JNEKAPCTBEHHbLIX MPenapaToB Afs BETEPUMHAPHOrO NPUMEHEHUst B
Lensix NpoBepkn cobntogeHns cydbekTammn obpalleHms nekapcTBEHHbIX CPeACTB, OCYLLECTBISIOLMMU PO3HUYHYHO
TOProBMO flEKAPCTBEHHLIMW MpenapaTamn Ansi BETEPUHAPHOrO MPUMEHEHWS, MPaBUN Haanexalleln anTtedyHon
MPaKkTUKM JEeKapCTBEHHbLIX NpenapatoB Afns BETEPUHAPHOrO MNPUMEHEHUss 1 (Mnn) 3anpeta  NPoAaXM
hanbCMdULMPOBaHHBLIX  NEKAPCTBEHHBLIX  CPEACTB, HegoOpOKauyeCTBEHHbIX  JIEKAPCTBEHHbIX CPEeAcTB U
KOHTpadaKTHbIX JlIekapCTBEHHbIX CPEACTB;

(n. 3.2 BBeaeH PeaepanbHbiM 3akoHoM oT 02.08.2019 N 297-03)

4) BblgaBaTb cybbekTaMm obpalleHus nekapcTBEHHbIX CPeACTB MpeanucaHvst O npekpalieHun HapyLleHun
obsi3aTenbHbIX TpeboBaHMI U 06 YCTpaHEeHUN BbISIBNEHHbLIX HapyLUeHW obasaTenbHbIX TpeboBaHui;

5) HanpaBnsiTb B YNONHOMOYEHHbIE OpraHbl MaTepuarnbl, CBsI3aHHble C HapyLleHUsMU obsa3aTernbHbIX
TpeGoBaHWi, ANs peLleHnst BONMPOCOB 0 BO30YXAEHUN YroNoBHbIX Aen Mo Npu3Hakam NpecTynieHui.

7. Bbl60p0'~IHbII7I KOHTPOJIb Ka4decCTBa Ji€eKapCTBEHHbIX CpeacTtB OcyuwecTBndeTcd YNOJIHOMOYEHHbIM
(be,l:l,epaj'leblM opraHom NCNONHUTENbHON BNacTu B YCTaHOBJIEHHOM UM NopdAaKe 1 BKIo4YaeT B cebs:

1) obpaboTky cBegeHun, B o00s3aTenbHOM MOpPsiAKe MpefoCTaBnseMblX CcybbekTamn obpalleHus
NeKapCTBEHHbIX CPEACTB, O CEpUsiX, NapTUAX NeKapCTBEHHbIX CPEACTB, MOCTYNalWmMX B rpaxaaHckuin obopoT B
Poccuinckon ®egepaumm;

2) oT6op 06pasLoB feKapCTBEHHbIX CPeACTB Y CyObekToB oGpalleHusl NeKapCTBEHHbIX CPEACTB B LeNsX
NpoOBeAEeHUss UCMbITaHUA Ha WX cooTBeTCcTBME TpebBoBaHMAM HOPMAaTUBHOW OOKYMEHTaLMW WM HOPMAaTMBHbIX
[IOKYMEHTOB;

3) NpuHATME MO pe3ynbTaTam MPOBEAEHHbIX UCMbITAHWN peLleHns O AarbHenweM rpaxgaHckom obopoTte
COOTBETCTBYHOLLErO SIeKapCTBEHHOIO CpeacTBa;

4) NpUHATME YMNONMHOMOYEHHbIM ddefeparnbHbiM OpraHOM WUCMOSMIHUTENBHOW BMAcTU peLLeHus O nepesoae
NEKapCTBEHHOro cpeacTBa Ha NOCEPUNHBLINA BbIGOPOYHbBIN KOHTPOSb KayecTBa NIeKapCTBEHHbIX CPEACTB B Criyyae
MOBTOPHOrO BbISIBIEHUSI HECOOTBETCTBUSI KayecTBa JIEKAPCTBEHHOIO CPEeACTBa YCTAHOBIIEHHBIM TPeOOBaHUSM U
(mpu HeobxogmmocTM) O NpoBepke cybbekTa oOpalleHus neKkapcTBEHHbIX cpeacTB. Pacxofpl, CBsi3aHHble C
npoBefeHNeM MOCEPUIAHOTO BbIOOPOYHOrO KOHTPOMSI KadecTBa JEKAapCTBEHHbIX CPEACTB, OMfayvnBaloTCs
npousBoguTeENeM JeKkapCTBEHHOro cpeacTtBa IMbo depxarteneM WM BRagesbUeM  pPerucTpauyMoHHOro
YAOCTOBEPEHUS NTEKapCTBEHHOrO Npenapara.

(4yacTb 7 BBegeHa defepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

Fnaea 5. PASPABOTKA, JOKNMHNYECKUE UCCIIEOOBAHUA
NEKAPCTBEHHbIX CPEACTB, A TAKXE KIIMHUYECKUE UCCIIEAOBAHUA
NEKAPCTBEHHbIX NPENAPATOB OJ1A BETEPUHAPHOIO NMPUMEHEHUA

Crtatbsa 10. Pa3paboTka nekapcTBeHHbIX CPencTB

1. Pa3pa60TKa NNIeKapCTBEHHbIX CpeacTB BKIHOYaeT B cebs Mouck HOBbIX cbapmakonormquKM AKTUBHbIX
BewecTB, nocnenywuiee uyv4eHme unx nekapCrtBeHHbIX CBOWCTB, AOKIIMHMYECKMe uccrnenoBaHus, pa3pa60T|<y
TEXHOMOornmn npon3soacTBa d)apmaueBqueCKMx Cy6CTaHLI,l/Il7I, pa3pa60TKy COCTaBOB W TEXHOMOrnmn npon3BoacTBa
NeKapCTBEHHbIX NMpenapaToB.

2. duHaHcoBOe obecneyeHne pa3paboTkM NeKapCTBEHHbIX CPEACTB OCYLLECTBISIETCH 3a CYET:
1) cpencTtB henepanbHOro GrooKeTa;
2) cpeacTB pa3paboTyMKOB feKapCTBEHHbIX CPEACTB;

3) cpencTB NpousBoauTenein NekapCTBEHHbIX CPEACTB MPU BbINOMHEHMN HAy4YHO-UCCeQoBaTENbCKUX paboT
Mo 4OroBopy Mexay paspaboTUnMKoM riekapCTBEHHbIX CPEACTB Y NPOU3BOAUTENIEM FEKAPCTBEHHbLIX CPEACTB;

4) nHbIX He 3anpeLleHHbIX 3akoHoAaTenbcTBoM Poccuiickon defeparmm UCTOYHUKOB.
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3. I'IpaBa pa3pa60Tt-w||<a JNIEKapCTBEHHOIO cpenctBa OXpPaHAKTCA rpaXXagaHCKMM 3aKOHOOAaTEIbCTBOM.

Cratba 11. [JoknuMHMYeCKoe uccreaoBaHue NNeKapCcTBeHHOro cpeagcrtea AnAa MeaguUMHCKOro
npuMeHeHuA

1. [loknuHuYyeckoe nccrnefoBaHWe NeKapCTBEHHOro CpeacTBa Ans MeanLUMHCKOTO NMpUMeHeHNs NpoBoaNTCS
nyTeM MPUMEHEHUsT Hay4YHbIX METOAOB OLIEHOK B LIeNIsiX MOJyYeHUsi [oKasaTenbcTB 6e30nacHoCTU, KayecTBa U
3 HEKTUBHOCTY NEKAPCTBEHHOTO CPEACTRA.

2. JoknunHnyeckoe nccrefoBaHue NekapcTBEHHOrO CpeacTBa Ans MeAULMHCKOTO NPUMEHEHWs1 NPOBOANTCS B
COOTBETCTBUM C MpaBunamu Hagnexawen nabopaToOpHON MPaKTUKW, YTBEPXAEHHBIMW  YNONTHOMOYEHHbLIM
hbeaeparnbHbIM OpraHOM UCMOMHUTENbHOW BNACTW.

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

3. Ona opraHu3auMm u npoBeAeHVs AOKIMHMYECKOro MCCredoBaHUs flekapCTBEHHOro cpeacTsa Ans
MeANLMHCKOro nNpUMeHeHus pa3paboTunku nexkapcTBEHHbIX cpeacTs MoryT npuBenekaTb
Hay4YHO-uccrnegoBaTenbCkue opraHm3aumu, obpasoBaTenbHble OpraHusauun BbiCero obpasoBaHus, Mmerolme
HeobX0AMMYKD MaTepuarnbHO-TEXHUYECKYID 6a3y M KBanMdUUMPOBaHHbLIX CMNeunanMcToB B COOTBETCTBYHOLLEN
obnactu nccnefoBaHus.

(B pea. PepgepanbHoro 3akoHa ot 02.07.2013 N 185-93)

4. [loknMHMyeckoe mnccnegoBaHue NeKkapCTBeHHOro cpeactea And MeanumMHCKOro npuMeHeHmna npoBoguTcA
no yreepXaeHHoMy pa3pa6OTLlI/IKOM NIeKapCTBEHHOro cpeactBa nmnJjilaHy C€ BeadeHnemMm nMnpoTokoJila 3TOoro
nccnenoBaHna U coctaBnieHMEM OTHETa, B KOTOPOM coepXaTCa pe3yrbTaTbl 3TON0 nccrnenoBaHnd n 3akinrdeHne
O BO3MOXHOCTU npoBefeHUA KIMHUYEeCKOro uccnegoBaHnda IekapCTBeHHOro npenaparta gna mMmeauumHCKoro
NnpUMeHeHNn4.

5. MNpoBegeHve nposepok cobnogeHns npasun Hagnexawen nabopaTopHON NPaKTUKM U NMPaBOBbIX HOPM
MCMONb30BaHNSA XMBOTHbLIX MPU MPOBEAEHUWN [OKMMHUYECKUX WCCNedOBaHWA JeKapCTBEHHbIX CPeAacTB Ans
MEAMLMHCKOrO NPYMEHEHUs1 OCYLLECTBNSAETCH YMONHOMOYEHHbIM defeparnibHbiM  OpraHoM MCMOMHUTENbHOM
BracTu.

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

6. Pe3ynbTaTbl JOKNMHUYECKOTO UCCNEAOBAHMWS NIEKaPCTBEHHOrO CPeACTBa ANt MeQULMHCKOTO NPUMEHEHUs!
MOryT ObITb NpeAcTaBreHbl B YyNOMHOMOYEHHbIM ddeaeparnbHbli opraH UCMNOSNTHUTENBHOW BMAacTh B yCTaHOBIEHHOM
NopsiAKe B LIeNsX rocyaapCTBEHHON pernctpawumm nekapcTBEHHOro npenapara.

Cratba 12. [JOKNMHMYECKOE UCCNeAoOBaHME JIeKaPpCTBEHHOro cpeacTtBa UM KIIMHUYeCKoe
uccnegoBaHMUe JIeKapCTBEHHOro npenapara AnsA BeTePUMHAPHOro NpMMeHeHus

1. loknnHn4yeckoe nccrnegoBaHue JIeKapCTBEHHOro cpeacTBa AJ5id BeTepuHapHOro npuMmeHeHna npoBoaAnNTCA
nyteMm npMMeHeHuA Hay4HbiX MeTOLOB OUEHOK B uUendax nonydyeHua OoKa3aTeslbCTB ©e3onacHoOCTU, KayecTBa U
SQDC*)GKTI/IBHOCTI/I JleKapCTBEeHHOro cpencrtsa, B TOM 4YuUcrie onpenerieHna cpoka ero BbiBeAeHUA U3 opraHumsma
KMBOTHOTO, B Lenax obecneyeHns Ge3onacHOCTU npoaykunn >XXMBOTHOIO NPOUCXOXOAEHUA nocre npuMeHeHus
COOTBETCTBYIOLLEro JiekapCTBEHHOIO npenapara.

2. [JoknuHnyeckoe uccregoBaHue J1IeKapCTBEHHOro cpeactBa M KNMMHU4YecKkoe unccriegosaHue
NeKapCTBEHHOIoO npenaparta and BetepunHapHoOro npuMmeHeHumd, nccrnenoBaHue O1O3KBMBANEHTHOCTU YKa3aHHOro
NekapCTBEeHHOro npenaparta npoBogATCA B COOTBETCTBUMUM C npaBunamu, yreBepXaeHHbIMU YNOJIHOMOYE€HHbIM
d)e,u,epaanblM opraHom NCNONHUTENbHON BNAcTu.

3. [JoknuHnyeckoe nccnegosaHne - NekapCTtBeHHOro  cpeacrtea n KNMMHNn4yeckoe nccnenosaHune
NNeKapCTBEHHOro npenaparta Aana BeTepuHapHOro npuMeHeHud npoBoaATCA Mo yTBepXAeHHOMY paSpa6OT'-WIKOM
NekapCTBeHHOro cpeactea niiaHy C BegeHWMeM MPOTOKOJ10B 3TUX nccrneaoBaHMn M CocTaBfiEHNEM OTYETOB, B
KOTOPbIX coaepXaTtca pe3ynbTaTbl 3TUX ncenegoBaHun.,

4. Ons opraHMsauMm n nNpoBedeHVs OOKIMHUYECKOro WCCreaoBaHWs JeKkapCTBEHHOro cpedcTBa WU
KIMMHUYECKOTO UCCIIeOBaHNA eKapCTBEHHOro rpenapata Ans BeTEePUHAPHOro TMpUMEHeHWsT pa3paboTyumk
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NneKapcTBEHHOro cpeacTtea MOXET npuBnekaTb opraHusaumm, nmeroLne HeobxoaMMyto
MaTepuanbHO-TEXHNYECKYl0 ©0a3y ¥ KBanuUUMPOBaHHbBIX CMeunannucToB B COOTBETCTBYOLLEN obnactu
nccnenoBaHus.

5. KnuHun4yeckune nccnegoBaHus NNIeKapCTBEHHbLIX npenapaTtoB ANnA BEeTePUHAPHOro npuMeHeHmna npoBoaATCA
B BE€TEPUMHAPHbIX OpraHn3aumdax n B opraHm3aumndax, ocyecTBnAaloWmnx passegeHmne, sbipalimBaHmne n cogepxaHue
XMBOTHbIX, B Lenax:

1) ycTaHOBNEHMS NEPEHOCMMOCTU JIEKAPCTBEHHLIX NPEnapaToB 300POBbIMU XXUBOTHBIMU;

2) nogbopa onTuManbHbIX A03MPOBOK NEKAPCTBEHHbIX MPenapaToB U Kypca fevyeHns Ha KOHKpPEeTHOW rpynne
XMBOTHbIX C onpegeneHHbIM 3aboneBaHuemM;

3) ycTtaHoBneHuss 6e3onacHoCcTM 1 3PEKTUBHOCTN NEKapCTBEHHOro npenaparta, npegHasHayeHHoro Ans
neyeHus onpeaeneHHblX 3aboneBaHuM >XMBOTHbIX, UNN  3PHEKTMBHOCTU NeKapCTBEHHOro npenapaTta Ans
npodmnakTnkmM 3abonesaHnin 340POBbIX KUBOTHbIX;

4) Nn3y4vyeHunA BO3MOXHOCTEN pacmnpeHnd nokasaHun K NPUMEHEHNIO 3aperncTpmnpoBaHHONo JiekapCTBEHHOIO
npenaparta un BbiABNEHUA paHee HEN3BECTHbIX No6OYHbIX 4ENCTBUN.

6. KnuHuueckoe uccnegoBaHMe NEKAPCTBEHHOrO npenapaTa  Ans  BETEPUHAPHOTO  MPUMEHEHUs
OCYLLECTBMSIETCH 3@ CHET CPEeACTB pa3paboTyrka NiekapCTBEHHOMO CpecTBa.

7. OtyeTbl O pe3ynbTatax AOOKIMHUYECKOro unccrneanoBaHuA JekapCTtBeHHOro cpenctesa U KIMMHUYECKOro
nccnenoBaHUA JeKkapCTBEHHONo npenapata And BeTepuHapHOro npuMeHeHuA COoCTaBlIAKTCA pa3p860T‘-IVIKOM
NekapCTBeHHOro cpeacrtea C y4eToMm 3aKn4YeHNI opraHmaaumﬁ, npmHnmMmaBllnX Yydactune B OpraHu3aumm wu
npoesegeHnmn aTnx nccrnegoBaHun.,

8. KOHTpOJ‘Ib 3a nposegeHnemMm OOKINMMHUYECKNX nccnegoBaHum NNeKapCTBeHHbIX CcpenctB U KIUHUYECKUX
nccnegoBaHumn J1eKapCTBEHHbIX NnpenapaTtoB A4 BETEPUHAPHOIo NpuMeHeHnsd ocyLecTBnAaeTCA yrnoJIHOMOYEHHbIM
cbep,epaanblM opraHom NCMNONHUTENBbHON BNacTu.

Masa 6. OCYLWECTBNEHME rOCYOAPCTBEHHOW PETUCTPALIUN
JIEKAPCTBEHHbIX MPEMNAPATOB

Cratbs 13. FlocyaapcTBeHHas perucTpaums nekapcTBeHHbIX NpenapaToB
(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

KoHcynbTaHTlntoc: npyumeyaHue.

[onyckaeTcsi npMMeHeHVe B MeOULMHCKUX Lensx He 3aperncTpvpoBaHHbiX B PP nekapcTBEHHbIX Npenaparos,
coAepxXallmx HapKOTUYecKkne CpeactBa UM NCUXOTPOMHblE BELLECTBa, BBE3eHHbIX B PO B cooTBeTCTBUM C \.
3.1 cT. 47 paHHoro gokymeHTa (n. 8 c1. 3 @3 o1 27.12.2019 N 475-93).

1. B Poccuickon ®egepaummn gonyckaloTCcs NpOM3BOACTBO, U3rOTOBMEHME, XpPaHEHWe, NepeBo3ka, BBO3 B
Poccuiickyio ®epepauuto, BbiBO3 M3 Poccunckon ®epepauuun, peknama, OTMNycK, peanusaums, nepegava,
NpUMEHeHVEe, YHUYTOXEHWE neKapCTBeHHbIX MpenapaToB, €CNU OHU 3aperncTpupoBaHbl COOTBETCTBYHOLLUM
YMOMHOMOYEHHbIM (heepanbHbIM OPraHOM UCMONHUTENbHON BNACTW.

(vyacTtb 1 B pea. PegepanbHoro 3akoHa ot 13.07.2015 N 241-03)

2. ['ocynapCTBEHHOW perncTpaumm nognexar:
1) BCe nekapcTBEHHbIE NpenapaTsl, BepsBble Noanexaluve seogy B obpalleHue B Poccuickon ®egepaunu;
2) nekapCTBeHHble Npenaparbl, 3aperMcTpMpoBaHHble paHee, HO NPou3BeAeHHble B APYIX feKapCTBEHHbIX

dopmMax B COOTBETCTBUM C MNEpPEYHEM HaAMMEHOBaAHUN NeKapCTBEHHbIX ¢OpM, B HOBOW [O3WPOBKE Mpu
JokasaTesibCTBe ee KIMHUYECKOW 3HaYMMOCTU 1 a(P(PEKTUBHOCTY;
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3) HoBble kKOMBMHAaLMK 3aperMcTPUMPOBaHHbIX paHee NekapCTBEHHbIX NpenapaToB.

3. TocymapcTBeHHasi perucTpauusi rekapCTBEHHbIX npernapaTtoB OCYLLECTBsSIeTCA Mo pesynbTaTtam
3KCMEepTU3bl NEKAPCTBEHHbIX CPEACTB, a roCyAapCTBEeHHas perncTpaumsi opdaHHbIX NiekapCTBEHHbIX NpenapaToB
OCYLLECTBNSIETCA MO pe3ynbTaTaM 3KCMepTusbl JOKYMEHTOB, NpeacTaBneHHbIX AN onpeneneHns BO3MOXHOCTU
paccmaTtpvBaTb  JIeKapCTBEHHbIM  npenapat Ans  MEeOVMUMHCKOTO  MPUMEHEHWS MpW  OCYLLECTBIIEHWU
rocyqapCTBEHHOW peructpauuM B KavecTBe OpdaHHOro JIeKapCTBEHHOrO npenapaTa, M MO  pesyfbTatam
9KCMEepPTU3bl NTEKAPCTBEHHbIX CPEACTB.

4. TocymapCTBeHHas peructpauusi rfekapcTBEHHOro npenapaTta OCYLWeCTBNAETCS COOTBETCTBYOLLMM
YMOJSTHOMOYEHHbIM dheeparnibHbIM OPraHOM UCMOMHUTENBHOW BRIAcT B CPOK, HE MPEBbILLAILLMIA CTa LWEeCTMAECATH
pabounx gHEN co OHS NPUHATUS COOTBETCTBYHOLLENO 3asBEHMS O rOCYAAaPCTBEHHON perncTpaumm nekapcTBEHHOro
npenapaTa. B ykasaHHbI CpPOK BKMYaeTcs Bpemsi, Heobxooumoe Ansi MOBTOPHOIO NMpPOBEOEHUst SKCNepTU3bl
NeKapCTBEHHOro CcpeacTtBa B COOTBETCTBUMM CO cTatben 25 HacTosiwero ®depepanbHoro 3akoHa. Cpok
rocy4apCTBEHHOW perucTpaumv fekapCTBEHHOro npenaparta MCYUCNSAETCA CO OHA MPUHATUSE COOTBETCTBYIOLLUM
YMNONTHOMOYEHHbIM  (befepanbHbIM  OPraHOM  WCMOMHUTENbHOW BracT  COOTBETCTBYIOLLErNO 3asiBNeHMs O
rocy4apCTBEHHOW permcTpauumn nekapCTBEHHOro npenapara ¢ npunoxeHnem HeobxoaMMbiX JOKYMEHTOB MO OEHb
BblJayn perncTpaumoHHOro yaoCTOBEPEHUSA NeKapCTBEHHOro npenapara. Bpems, Heobxoaumoe onst HanpasneHus
YMOMHOMOYEHHbIM dheeparnbHbIM OpraHoM WCMONIHUTENBHOM BRacTX 3anpoca O npeacTaBneHuM HeobOXOoAMMbIX
MaTepuanoB U NpeAcTaBneHns 3asaBUTeNeM OTBETA Ha AaHHbIN 3anpoc B COOTBETCTBMM CO cTaTbamn 16, 19 n 23
HacTodawero denepanbHOro 3akoHa, He YYUTbIBAETCA MPU MCHUCIIEHMM CpOKa rOCydapCTBEHHOW perucrpauumm
neKkapcTBEHHOro npenapara.

5. MocynapCTBEHHOW perncTpaummn He nognexar:

1) nekapcTBEHHble Mpenaparbl, M3rOTOBIMEHHbIE anTEeYHbIMM OpraHU3auusiMu, BETEPUHAPHBIMU anTeYHbIMM
opraHusauusiM1, VHOUBMAYaNbHLIMU MPEANPUHUMATENSIMU, KOTOPbIE UMEHT NULEH3NI0 Ha apMaLeBTUYECKYo
[esiTENbHOCTb, MO peuenTam Ha feKkapCcTBeHHble npenapaTtbl U TpeboBaHUSIM MeOWLMHCKMX OpraHu3auui,
BETEPUHaPHbIX OpraHn3aLmi;

2) nekapcTBeHHble npenaparbl, NpuMobpeTeHHble U3MYECKUMN NMuamMn 3a npegenamu  Poccuinckon
depepaymun n NnpegHasHadYeHHbIe 4118 JIMYHOrO UCMNOSb30BaHUS;

3) nekapcTBeHHble Npenapartsbl, BBO3MMble B Poccuiickyto Pefepaumto anst okasaHUs MeauLMHCKOM NOMOLLIM
MO XXM3HEHHBLIM MOKAa3aHWAM KOHKPETHOIO MauMeHTa Ha OCHOBaHWMMW paspelleHusi, BblAaHHOro YNofIHOMOYEHHbIM
denepanbHbIM OpraHoM UCMONHUTENbHONM BNacTy;

4) nekapcTBeHHble cpefcTBa, BBO3uMMble B Poccuiickyto ®degepaumio Ha OCHOBaHWM  BblAAHHOIO
YNOSIHOMOYEHHbIM (beaepanbHblM OpraHOM MWCMOMHUTENbHOW BMNAcTW paspelleHus U npeaHasHavyeHHble Ans
NpoBeAeHUs1 KIMNMHUYECKUX WCCINELOBaHWUMA NEeKapCTBEHHbIX MpenapaToB U (Mnu) NpoBeOeHUs 3KCNepTu3bl
neKapCTBEHHbIX CPeACTB AJ1s1 OCYLLECTBIEHMS rOCYAapCTBEHHON PerncTpaLmm nekapcTBEHHbIX NpenapaTos;

5) bapmaueBTU4eckme cybcTaHuuu;

6) paavodhapmaleBTUYECKME FeKapCTBEHHble npenapaTtbl, W3roTOBMIEHHbIE HEMOCPEACTBEHHO B
MeOUUMNHCKNX opraHm3aumndax B nopsaake, YCTAHOBJIEHHOM YNOJTHOMOYEHHbIM cpe.qepaanbuvl OopraHom
WCMNOMNHUTENBHON BNacTu;

7) nekapcTBEeHHbIE Npenaparthbl, NPON3BOANMbIE AN 3KCMOPTa.

6. He 00nyCKaeTcd rocyoapCrtBeHHasd perncrtpauusa:

1) nekapCTBEHHbIX MpenapaToB, OTNMYalOLWMXCS APYr OT Apyra KayecTBEeHHbIM COCTaBOM [AEWCTBYHOLLMX
BeLLeCTB, N0 OAMHAKOBLIM TOProBbIM HAMMEHOBaHWNEM;

2) ogHOro NekapcTBEHHOro npenapara, NpeAcTaBNeHHOro Ha rocy4apCTBEHHYH PerncTpaunto B OTHOLLEHUN
O[HOTO U TOrO XXe AepkaTensi Unv Bragesnbla perMcTpaunoHHOro YaOCTOBEPEHWS NTeKapCTBEHHOro npenapaTa B
BMAE OBYX 1 Goree nekapCTBEHHbIX NpenapaToB Nog pasfivyHbIMU TOProBbIMYM HauMEeHOBaHUSIMU.
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(n. 2 B peq. ®enepansHoro 3akoHa oT 04.06.2018 N 140-$3)

7. Mo 3anpocy (B aNeKTpoOHHON hopme Unm Ha BymakHOM HocuTene) cybbekTa obpalleHus nekapcTBEHHbIX
cpeactB  COOTBETCTBYIOLUMM  YNOMIHOMOYEHHbIM  ddefeparnbHblM — OpraHoOM  WCMONHUTENbHOW  BNacTw,
OCYLLECTBMAOLWMM FOCYAapPCTBEHHYIO PErMCTPaLMI0 NIEKAPCTBEHHBIX NPenapaToB, B YCTAHOBIIEHHOM UM Mopsiake
OCYLLECTBMAETCA HayyHOe KOHCYNbTMPOBaHME MO BOMpoOCaM, CBHA3aHHbIM C MPOBEAEHVMEM OOKITMHUYECKMX
nccrnegoBaHUn, KINMHUYECKMX UCCNeLOBaHUNM NekapCTBEHHbIX NpenapaToB, 9KCNepTUsbl KayecTBa fekapCTBEHHbIX
CpeacTB, aPdEKTUBHOCTU U 6€30MacHOCTU, C OCYLLECTBNEHNEM rOCyAapCTBEHHOW perucTpaumm nekapCTBEHHbIX
npenapaToB. KOHCYNbTUPOBaHWE OCYLLLECTBNSAETCS C NpuBriedeHneM degeparnbHbIX FOCY4apCTBEHHbIX B0aKeTHbIX
yyupexaeHun, noaBeAOMCTBEHHbIX AaHHOMY heepanbHOMY OpraHy UCNOMHUTENbHOW BNACTU N HE Y4acTBYIOLLMX B
opraHusaumy npoBeAeHUs 3IKCrnepTusbl KayecTBa JeKapCTBEHHbIX CPEeACTB B LUENsAX OCYLWECTBNEHUs Ux
rocyfapCTBEHHOW pernctpaumm B COOTBETCTBMM CO cTaTben 16 HacTodwero PenepansHOro 3akoHa, B Buie oTeeTa
B NUCbMEHHOW hopMe YMONTHOMOYEHHOro (beaepanbHOro opraHa UCMOMHUTENbHOW BnacTu Ha 3anpoc. Pasmep
B3MMaeMOW C 3asiBUTENs NnaTthbl onpeaenseTca B COOTBETCTBMM C 3akoHoAaTenbcTBoM Poccurickon ®enepauum o6
opraHu3aumm npefocTaBreHus rocygapCTBEHHbIX U MyHuUUMnanbHbix ycnyr. WHdgopmaumus o6 ocyuiectBneHun
Hay4HOro KOHCYNbTMPOBaHUA, B TOM 4Yucrie cTaTbu, 0630pbl, CpaBoYHble MaTepuarnbl U uHas nHdopMaums ob
OCYLLECTBMEHUN HAYYHOr0 KOHCYNbTUPOBAHMS, pasMellaeTcsa Ha oduunanbHOM CanTe  YNOoSTHOMOYEHHOro
denepanbHOro opraHa WCMNONHUTENbHOM BnactTu B cetu "MHTepHeT" C cobntogeHnem  orpaHuyeHun,
YCTaHOBMEHHbIX 3aKOHOAATENLCTBOM O MEPCOHAarbHbIX AaHHbIX, KOMMEPYECKON U (UNN) rocygapCTBEHHON TanHe.

8. [ocygoapcTBeHHas peructpauns nekapCTBEHHbIX NpenapaToB, KOTopble NpeaHasHavYeHbl AN NpUMeHeHns
B YCIOBMSX BOEHHbIX AEVWCTBUW, Ype3Bbl4aliHbIX CUTyauni, NPOoUNaKTUKMA 1 neyeHns 3abonesaHuin n nopakeHun,
MOMyYeHHbIX B pesynbTate BO3OEWCTBMA HeONaronpuaTHbIX XUMWUYECKUX, OMOMOrnmyeckux, pagmnalnoHHbIX
dakTopoB, 1 paspaboTaHbl NO 3agaHuio degepanbHbiX OPraHOB MCMNOSHUTENbHOW BMAacTW, YNOSIHOMOYEHHbIX B
obnactn 060poHblI CTpaHbl M 6esonacHOCTM rocygapcTBa, OCYLIECTBNSAETCA B MNOPSAKEe, YCTAHOBIIEHHOM
MpasutenbctBOoM Poccuiickon ®epepaunn.

CtaTtbsa 14. [MpMHUMNBI 3KCNEePTU3bl NeKapCTBEeHHbIX CPeacTB
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

1. SKcnemesa NeKapCTBEeHHbIX CpeAcCTB OCHOBbIBAeTCA Ha MNMpuUHUMNAX 3aKOHHOCTW, cobntogeHuns npae u”n
cBobog u4enoeeka U rpaxXgaHmnHa, npae wopungndeckoro nuua, He3aBUCMMOCTU 3IKCnepTa, OOBbEKTMBHOCTH,
BCECTOPOHHOCTU U NOJTHOTDI nccnegosaHuin, npoBOANMBbIX C NCNOJIb30OBAHMEM COBPEMEHHbIX OOCTMKEHNN HayKkn "
TEXHUKN, OTBETCTBEHHOCTU cbep,epaanoro rocynapCrtBeHHOro OroaxeTHOro yypexgeHma no npoBeneHuto
QKCMNEPTU3bI JIEKapCTBEHHbIX CPEeACTB U 3KCMNEepPTOB 3a NpoBeaeHNe N Ka4eCTBO 3KCNEPTUIbI.

2. 3KCﬂepTM3a JNIeKapCTBEHHbIX NMpenapaTtoB Ald MeguLUMHCKOro NnpuMeHeHuna BKno4YaeT B cebs:

1) 9KCMepTU3y [OOKYMEHTOB, MNPEACTaBlIEHHbIX AN  OnpeaerneHusl BO3MOXHOCTM — paccMaTpuBaThb
neKkapcTBEHHbIN NpenaparT Ans MeAULMHCKOrO NPUMEHEHUS NMPU OCYLLECTBIEHUU FOCYAapCTBEHHOW pernctpauum B
kayecTBe opdaHHOro NekapcTBEHHOrO Npenapara;

2) OKCMepTU3y MNpearioXeHHbIX MEeTOOOB KOHTPOMs KavecTBa NeKapcTBEHHOro CPeacTBa W KadecTsa
npeacTaBneHHbIX 06pasLoB fleKapCTBEHHOrO CpeacTBa C UCMOMb30BaHWEM 3TWX METOAOB (danee - aKcnepTusa
KayecTBa flieKapCTBEHHOrO CPeAcTBa);

3) 9KCnepTM3y OTHOLUEHWS OXWOAEMOW MOMb3bl K BO3MOXHOMY PUCKY MNPUMEHEHWUSI NeKapCTBEHHOro
npenapara;

4) 9KCnepTM3y pervcTpauMoHHOro [0Cbe Ha feKapCTBEHHbIM npenapaT B LUeNnsx onpeaeneHus
B3aMMO3aMeHAEMOCTM JIeKapCTBEHHbIX NpenapaToB AN MeAMLUHCKOIO MPUMEHEHUS.
(n. 4 BBegeH ®egepanbHbiM 3akoHOM OT 27.12.2019 N 475-03)

3. OKkcnepTr3a NnekapCTBEHHbIX NpenapaToB Ans BETEPUMHAPHOIO NPpUMEHEHMWS BKIOYaeT B cebs akcnepTuay
KayecTBa IEKaApCTBEHHOTO CPEACTBA W IKCNEPTM3Y OTHOLUEHUSI OXMOAEMOW MNOMb3bl K BO3MOXHOMY PUCKY
NpYMeHeHWs1 NekapcTBEHHOIO Npenapara.

Cratbsa 15. dJe.qepaanoe rocygapcreBeHHoe oropoxxeTHOE yypexgeHue no npoBeaeHUIO 3KCNepTU3lbl
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHerus: 19.03.2020
(c u3m. n pgon., BCTyM....

JNeKapCTBeHHbIX CpeacTB

OKkcnepTusa neKkapCTBEHHbIX CpPeacTB NpoBoauTcs  ddedepanbHbIM - FOCYAapCTBEHHbIM — BHOgKEeTHLIM
yypexaeHMeM COOTBETCTBYIOLIErO  YMNOMHOMOYEHHOro hedepanbHOro opraHa  WUCMOMHWUTENbHOW  BRacTy,
Co3AaHHbIM Ans oGecneyeHnst UCNONHEeHMs! NOTHOMOYNIA 3TOro (hefeparbHOro opraHa no Bbidave paspeLleHnii Ha
NpoBeAEHNE KIMHUYECKMX UCCIEA0BaHWIA NleKapCTBEHHbIX NpenapaToB v (UnK) Mo rocyAapCTBEHHOWN perncTpaumm
NeKapCTBEHHbIX NMpenapaToB (aanee - 3KkCnepTHoe yyYpexaeHue).

Cratbsa 16. OpraHusaumsa npoBeaeHUs IKCNepTU3bl NIeKapCTBEHHbIX CPeaCcTB
(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. OKcnepTusa NeKkapCTBEHHbIX CPeACTB MPOBOAMTCS KOMWUCCUEW SKCMEPTOB 3KCMEPTHOro y4ypexaeHus,
HasHa4YeHHOM €ero pyKOBOAMTENEM, Ha OCHOBaHMM 3aJaHusi Ha NpPOBEAEHWEe 3JKCMepTU3bl NeKapCTBEHHOMO
cpencTBa, BbIOAHHOIMO YMNOMHOMOYEHHbIM dedepanbHbIM OpraHoM MCNONHWUTENbHOW Bractu. PykoBoauTenb
3KCMNEepTHOro yypexaeHusi obecneymBaeT Hagnexallee MNpoBedeHUEe 3KCNepTU3bl JIeKapCTBEHHbIX CpeacTB B
COOTBETCTBMU C 3adaHMeM, BblOaHHbIM YMOMHOMOYEHHbIM hbefgeparnbHbIM OpraHoM MCMOMHUTENbHOW BRacTtu, w
opraHuMsyeT MoArOTOBKY CBOAHOMO 3aKMYeHMst 3TOW KoMuccun. B coctaB 3TOW KOMWUCCUMM MO pPeELLEHUIO
PYKOBOAUTENSI SKCMEPTHOrO YYpexaeHns MoryT OblTb BKIOMEHbI B KAYECTBE 3KCMEPTOB fvua, He paboTatolime B
OaHHOM 3KCMEPTHOM YYPEXAEHWUUN, ECNN UX CneumnanbHble 3HaHUS Heobxoaumbl Onsi NPOBEAEHUsST SKCMepTU3bl U
TaKne aKCNepTbl OTCYTCTBYIOT B JAHHOM 3KCMEPTHOM YYPEXAEHWMN.

2. BKcnepToM Mo MPOBELEHUIO 3KCMEPTU3bI NEKAPCTBEHHBIX CPEACTB SIBMSETCS aTTeCTOBaHHbIN paboTHUK
3KCMEPTHOTO  YYpexndeHusi, KOTOpbI MMeeT BbiCllee MeauuuHckoe, hapmaleBTuyeckoe, Guonoruyeckoe,
BETEPUHAPHOE WM XMMUYEeckoe obGpa3oBaHWE W MPOBOAWUT IKCMEepPTU3Y JIeKapCTBEHHbIX CPeACTB B Mopsiake
UCMOSTHEHNS CBOUX AOMKHOCTHBIX 06513aHHOCTEN (Jarnee - aKkcnepT).

3. MNpu npoBeaeHNM 3KCMEPTU3bl NEKAPCTBEHHbIX CPEeACTB 3KCMEPT HE MOXET HaxoauTbCsi B Kakon-nmbo
3aBMCMMOCTM OT NuLA, Ha3Ha4MBLUEro 3Ty 3KCnepTu3y, paspaboTyvka rekapCTBEHHOro CpeacTea MNU Opyrux
3aMHTEepPeCOBaHHbIX B pe3yrnbTaTax aKCnepTusbl NnL.

4. Mpw npoBeaeHUM IKCNEePTU3bl NTIEKAPCTBEHHbIX CPEACTB He AonyckaeTcs uctpebosathb y 3asButend nmbo
WHbIX §ML MaTepuanbl, Heobxogumble ONs NpoBedeHMs 3KcnepTusbl. B cnyyae HepocTaTtoyHOCTM
NpeacTaBreHHbIX AKCNEPTY MaTepuanoB AMS Aayu 3aKYeHUs 3KCnepT CTaBUT BOMPOC O NMpeacTaBrieHnn emy
HeoOXO4MMbIX MaTepuanoB nepes PYKOBOAMTENEM 3KCMEPTHOINO YYpPEXAEHWsl, KOTopblid obpalwjaetcs cC
COOTBETCTBYHLUMM 3anpocoM B YMONIHOMOYEHHbIA doedeparnbHbIi opraH WMCMOSNIHUTENbHOW BRacTu, BblOaBLUWA
3afjjaHMe Ha npoBedeHMe 3JKCMepTM3bl JIEKAPCTBEHHONO CpeAacTBa. YKasaHHbld  dedepanbHblii  opraH
WCNONHUTENBHON BNACTU B TEYEHNE NATU paboumx AHEN CO AHA MOCTYMMEHMS 3anpoca pyKoBOAMTENS SKCNEPTHOro
YUPEXOEHUA HanpaensieT 3asiBUTENI0 3anpoc O MNpeAacTaBrieHMM HeobxoauMmbix MaTepuanoB. [daHHbIN 3anpoc
MOXeT ObITb MepefaH yNnosHOMOYEHHOMY MPEACTaBUTENIO 3asiBUTENS NIMYHO MOA PaCMMCKy, HarnpasfeH no noyre
3aKasHblM NMUCbMOM UIK NepeaaH B 3MEKTPOHHON hopMe No TENEKOMMYHUKALMOHHBIM KaHanam cBssun. B cniyyae
HanpaBfeHns OAHHOro 3anpoca Mo noyTe 3akasHbiM MUCbMOM OH CHMTAETCS MOSTYYEHHbIM MO UCTEYEHUU LLIECTU
OHen ¢ faTbl HanpaBrieHMs 3aKasHoro nucbma.
(4yacTb 4 B pea. PepepanbHoro 3akoHa ot 25.11.2013 N 317-03)

4.1. 3asBuTens o6s13aH npeacTaBMTb OTBET Ha 3anpoc YMONTHOMOYEHHOro dbefepasnibHOro opraHa
MCMONMHUTENbHOW BNAcTM B CPOK, He MpeBbllalWMi OeBsHOCTa pabounx AHEeW CO AHS ero nonyyYeHus.
YNOMHOMOYEHHbIN  (befepanbHbIi OpraH WCMAOMHUTENbHOW BRacTW, BblAaBlWMKA 3ajaHWe Ha npoBedeHue
9KCNepTM3bl NEeKapCTBEHHOIO CPeACTBa, B TeYeHme NATu pabounx gHeN Co AHSA NOCTYMNEeHUs OT 3asiBUTens oTBeTa
Ha [daHHbIN 3anpoc HarnpaenseT Takon OTBET B 3KCNepTHOe YyypexaeHwe. B crnyyae HenpepcrtaBneHus no
NCTeYeHun JeBAHOCTa paboumx OHer 3asBuUTenem OTBeTa Ha AaHHbIA 3anpoc YMONIHOMOYEHHbIV dhedepanbHbIv
opraH VCMOMHUTENbHOW BracTu, BblAaBLUMIA 3adaHWe Ha NnpoBedeHWe 3KCMepTU3bl NeKapCTBEHHOro CpeacTea, B
TeYeHne nNATU paboumx [HEW HanpaBnseT B 3KCMEPTHOE YyypexaeHue yBeOOMIIEHWE O HenpeacTaBrneHun
3asiBUTENEM OTBETa Ha 3anpoc Yyka3aHHOro opraHa. Bpems co [OHS HanpaBneHwss 3anpoca 3KCMepTHOro
yupexaeHus B YNONHOMOYEHHbIW defepanbHbIi opraH UCMOMHUTENBHOW BRacTyu A0 AHSA NONyYeHUst SKCNEePTHbIM
yupexaeHmemM oTBeTa Ha 3anpoc Unu yBeJoMIeHUs O HenpeacTaBneHuM oTBeTa Ha 3anpoc He YYUTbiBaeTCs Mnpu
NcYNCNeHnn cpoka NpoBedeHNs SKCNepPTU3bl NekapcTBEHHOro CpeacTaa.

(vacTb 4.1 BBegeHa degeparnbHbiM 3akoHOM OT 25.11.2013 N 317-03)
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4.2. Ecnn B cocTaBe PperncTpauuoHHOTO [OCbe Ha feKapCTBEHHbI npenapat Angd MeaULUHCKOro
NPUMEHEHUA COOEPXKUTCHA NpedycMoTpeHHas crtaTtben 18, yactbto 1.1 ctatem 30 m ctaTben 34 HacTosLEro
denepanbHOro 3akoHa KOMusi pelleHust YNonHOMOYEHHOro heaepanbHOro opraHa MCMONHUTENbHOW BRactu o
NPOBEAEHUN UHCMEKTUPOBAHUS MPON3BOANTENS NEKAaPCTBEHHbIX CPEACTB, SKCNepTy A0 0DOpPMIIEHNA pe3ynbTaToB
3KCMepTM3bl NIEKapCTBEHHOrO cpeAcTBa NpeaoCTaBnseTcs B Nopsgke U Ha YCroBMSAX, KOTOpble NPedyCMOTPEHbI
yacTtsMu 4 1 4.3 HacTosILLEen cTaTby, KOMWUS 3aKYeHns O COOTBETCTBUM NPON3BOANTENS NIEKAPCTBEHHbBIX CPEACTB
TpeboBaHMAM NpaBun Hagnexawen Npon3BoACTBEHHOW NMPaKTUKK, BbIAAHHOTO YMOSIHOMOYEHHbIM heaepanbHbIM
OpraHoM UCMOSMHWUTENBHOW BriacTu.

(4acTb 4.2 BBegeHa degeparnbHbiM 3akoHOM OT 04.06.2018 N 140-93)

4.3. 3asButenb 006s3aH NpeAcTaBUTb B YMONMHOMOYEHHbIA dhegepanbHbii OpraH UCMOMHUTENbHOW BracTh
KOMUIO 3aKMNiOYEHMs O COOTBETCTBMM NPOU3BOANTENS NEKAPCTBEHHbIX CPpeacTB TpeboBaHMAM NpaBun Hagnexailen
NpPOM3BOACTBEHHOW NPaKTUKU B CPOK, HE MPEBbLILLAKLWNA CTa BOCBMUAECATU paboumx OHEN CO OHSA MOMnyvYeHus
3anpoca O ee MNpefoCTaBMEHUN. YNOMHOMOYEHHbIM beaepanbHbIil OpraH UCMOMHUTENBHOW BMNacTu, BblOABLUN
3afaHve Ha MnpoBefdeHMe 3KCMepTU3bl JIEeKapCTBEHHOrO CpPeACcTBa, B TedeHMe NsATUM pabounx OHeW co AHsA
NOCTYNMEHNs1 OT 3asiBUTENS KOMWM 3aKIOYEeHWst O COOTBETCTBMM MPOU3BOAUTENSA IEKApCTBEHHbIX CPEeACTB
TpeboBaHMAM NpaBun Hagnexallen Npon3BoACTBEHHOW NPAKTUKX, HanpaBrisieT ee B IKCNepTHOe yypexaeHue. B
crnyy4yae HenpencTaBfeHus 3asiBUTENIEM B YyKa3aHHbIA CPOK KOMUWU 3aKMioYeHWs O COOTBETCTBUM MPOM3BOAMTENS
NeKapCTBEHHbIX CpeacTB TpeboBaHUSIM MpaBurl Hagrnexallen Npou3BOLACTBEHHOW MPAaKTMKU YNOMHOMOYEHHBIN
degeparnbHbI OpraH UCNOMNHUTENbHOW BNacTy, BblAaBLUUA 3a4aHue Ha NPOBEAEHNe 9KCNEePTU3bl eKapCTBEHHOro
cpeactea, B TedeHue nATM paboumx [OHeW HanpaBnseT B SKCNEpTHOE yuypexaeHve YyBedoMMeHue O
HeNpeacTaBneHMn 3asiBUTENEM KOMUWU 3aKMOYEeHUA O COOTBETCTBUM MPOU3BOOUTENS JEKAPCTBEHHbIX CPEACTB
TpeboBaHMAM npaBun Hagnexaweyn MNpon3BOACTBEHHOW NpakTukM. Bpems co AHA HanpasneHws 3anpoca
9KCMEPTHOrO yYpEeXaeHUs B YNONMHOMOYEHHbIW doeaeparnbHbIil OpraH UCMOMHUTENbHOW BracTy 4O OHSA MOMy4YeHus
3KCMEPTHbIM  YYPEXKAEHMEM KOMUU 3aKMOYEHMS O COOTBETCTBMM MPOU3BOAUTENS NEKAPCTBEHHbIX CPeacTB
TpeboBaHMAM NpaBun Hagnexalle NPoON3BOACTBEHHOW MPAKTUKWA UMW YBEAOMIIEHUS O €€ HENpeACTaBiEHUN He
YYUTBIBAETCS MPU UCHUCIIEHUN CPOKa NPOBEAEHNS SKCNEPTU3bl JIEKAPCTBEHHOIO CpeacTBa.

(4acTb 4.3 BBegeHa degepanbHbiM 3akoHOM OT 04.06.2018 N 140-93)

5. OKcrmepT npu NpoBedeHUM MOPYHEHHON €My PYKOBOAMTENEM OKCMEPTHOrO YYPEXOAEHUS SKCNepTUsbl
neKapcTBEHHOro cpeacTsa 06s3aH:

1) NpoBecTM NonHoe MccnegoBaHve NPeacTaBneHHbIX eMy OObEeKTOB, MaTepuarnos, AaTb 060CHOBaHHOE U
O0OBbEeKTUBHOE 3aKkrioyeHne MO MOCTaBfEeHHbIM Neped HWM BOMPOCaM WM MOTMBMPOBaHHOE 3aKkrioyeHne o
HEBO3MOXXHOCTM MPOBEAEHUS UM 3KCMEePTU3bl NIEKapCTBEHHOIO CPEACTBa, €CMW NOCTaBMEHHbIE BOMPOCH! BbIXOOAAT
3a npegenbl crneumanbHbIX 3HAHUA 3KcnepTa, OOBLEKTbl MCCrnegoBaHUM WM martepuanbl HEenpurogHbl Unu
HedoCTaTOYHbl ANS NPOBeAEeHUs UCCneaoBaHni U fadum 3aknoyeHns Nnbo COBPEMEHHbBIN YPOBEHb Pas3BUTUS HayKK
He No3BONSAET OTBETUTbL Ha NOCTaBMEHHbIE BONPOCHI;

2) He pasdrawaTtb CcBefeHudA, KOoTopble cTann emMy W3BeCTHbl B CBA3M C NpoBedeHuemM 3KCnepTu3bl
NekapCTBEeHHOro cpencrtBa, a TaKke CBedeHusd, CcocCTaBndwwme rocyaapCrtBe€HHYH, KOMMEPYECKYy W UHYH
OXpaHAEeMYyH 3aKOHOM TaI7IHy;

3) obecneuntb COXpPaHHOCTb npeacTaBieHHbIX 00BEKTOB UCCMEA0BaHUNA U mMaTtepunanos.

6. JkcnepT He BrNpase:

1) NpoBOAMTbL 9KCMEPTU3Y JIEKAPCTBEHHOrO cpeacTBa Mo  OOpalleHMo HemnocpeACcTBEHHO K HeMy
opraHmsaumnn unum musmyYeckmx nuu;

2) caMoCcTosATENbLHO CoBUpaTh Matepuansl s NPOBEAEHUS IKCNEePTU3bl NeKapCTBEHHOro CPeacTaa;
3) NpoBOAUTL 3KCMEPTU3Y NeKapCTBEHHOro CpeCcTBa B Ka4ecTBe HerocyaapCTBEHHOro aKkcnepTa.

7. B cnyyae HeoGXoOAMMOCTM 3KCNEPT BMpaBe XO4aTalcTBOBaTb Mepern PYKOBOAMTENEM 3KCMepTHOro
yupexaeHusi o NpUBNEYEHMN K MPOBEAEHUIO SKCMEPTU3bI NTEKAPCTBEHHOIO CpeacTBa ApYrmx 3KCNepToB.

8. Kaxapin QKCMnepT, BXOAALLMA B COCTaB KOMUCCUN OKCNEepPTOB, KOTOpOIZ nopy4eHo npoeeaeHmne 3KCcnepTu3bl
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"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHerus: 19.03.2020
(c u3m. n pgon., BCTyM....

NeKapCTBEHHOrO0 CPeACTBa, HE3aBMCMMO U CaMOCTOSTENBHO MPOBOAMT WMCCreOoBaHWUsl, OLEHVMBAET pesynbTaThbl,
nony4YeHHbIE UM JIMYHO M APYrMMUK aKcnepTaMu, U (QOPMYNMPYET BbIBOAbI OTHOCMTENBHO NMOCTaBMNEHHbIX BOMNPOCOB
B Npeaenax CBoMX creumarnbHbIX 3HaHWNA.

9. PesynbTaTbl 3KCNEPTU3bl NTEKAPCTBEHHOIO CpeacTBa OhOPMIIAIOTCA 3aKMOYEeHNEM KOMUCCUM IKCMEPTOB.
B 3aknoyeHMnM KOMMCCMM 3KCMEPTOB YKa3biBAOTCA MepeyveHb uccrnefoBaHuii, obbem MpPOBEAEHHBIX KaXObIM
9KCMEepTOM UCCReOBaHUN, YCTAHOBIEHHbIE KaXAbIM U3 HUX (PaKTbl U coenaHHble B pe3ynbTaTe MccrnegoBaHun
BbIBOAbl. OKCNEPT, MHEHWE KOTOPOro He coBnagaeT C pelleHMEM KOMUCCUWU 3KCMEPTOB, BrpaBe Bblpas3nTb CBOE
MHEHWe B NUCbMEHHOW hbopMe, KOTOpoe NpuobLLaeTCs K 3aKnioYEeHNI0 KOMUCCUMN SKCNEPTOB.

10. JkcnepTobl, BXoAdALME B COCTaB KoMUCCUM, npegynpexaarTcss o6 OTBETCTBEHHOCTU B COOTBETCTBUM C
3akoHogartensctBoM Poccuiickon ®Pepepauum 3a gadvy 3akiioveHus, codep)kallero HeoOOCHOBaHHble UIu
danbcnrunpoBaHHbIe BbIBOAbI, O YEM OHUW OAt0T NOAMNUCKY.

11. OnpepgeneHne ypoBHA MpodheccMoHanbHOW MNOArOTOBKM 3KCMEPTOB W aTtTectaumsi MX Ha npaBo
NpoBeOEeHUs  3KCMepTU3bl  NEKApPCTBEHHbIX CPEACTB  OCYLIECTBNATCA  SKCMEPTHO-KBANMMUKALMOHHbIMU
KOMUCCUAMM B MNOPSAKE, YCTAHOBMEHHOM COOTBETCTBYHOLLUMM YMOSTHOMOYEHHbIM beadepanbHbiM  OpraHoM
WCNONHUTENBHON BNacTu. YpPOBEHb NPOgEeCCMOHANbHOMW MNOATOTOBKUM  SKCMEPTOB MOAMEXUT NEepecMoTpy
YKa3aHHbIMW KOMUCCUSIMUM HE peXe YeM OAMH pa3 B NATb NeT.

12. MNpaBuna npoBeAeHWs IKCMEpPTU3bl NEKapCTBEHHbIX CPeACTB U OCOGEHHOCTM 3KCMepTM3bl OTAENbHbIX
BMOOB JleKapCTBEHHbIX MpenapaToB (pedepeHTHbIX NeKkapCTBEeHHbIX MpenapaToB, BOCMPOM3BEOEHHbIX
nekapCcTBEHHbIX MnpenapaToB, OMONOrMYecKMX mneKapCTBEHHbIX MpenapaToB, OGuoaHanorosbix (61MONOAOGHLIX)
nekapcTBeHHbIX npenapaToB (buoaHanoros), romMmeonaTMyecKMx JeKapCTBEHHbIX MpenapaToB, feKkapCTBEHHbIX
pacTuTenbHbIX NpenapaToB, KOMOMHAUMI NeKapCTBEHHbIX NpenapaToB), (POPMbl 3aKITHOYEHUA KOMUCCUKN IKCNEPTOB
yCTaHaBMNMBaKTCA COOTBETCTBYIOLUMM YNOSTHOMOYEHHbIM heaepanbHbIM OpraHoOM UCNOSNTHUTENBHON BRacTy.
(vacTb 12 B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

Cratbsa 17. Nogaya u paccMoTpeHue 3asiBfIEHUS O rOCyAapCTBEHHOW perucrpauum fieKapCTBEHHOro
npenapara Ans BeTepMHAPHOro NpMMeHeHus
(B pea. PeneparnbHoro 3akoHa ot 22.12.2014 N 429-03)

1. Ana rocynapCTBEHHOW permcTpaumu rekapCcTBEHHOro npenapata Ansg BeTepUHApHOro MpUMeHeHus
pa3paboTymK Takoro nekapCTBEHHOro npenaparta uUnu yrnorHOMOYEHHOE UM Opyroe ropuanyeckoe nuuo (ganee B
HacTosILLen cTaTbe - 3asABUTENb) MPeAcTaBnseT B YMNONHOMOYEHHbIN dedeparnbHblil OpraH WCMOMHUTENbHON
BNacT, OCYLLECTBAIOWNA rOCYAapCTBEHHYIO PerucTpauuio nekapcTBeHHbIX npernapaToB ANA BeTepuHapHOro
NMPUMEHEHWS!, B 3NIEKTPOHHON POpME UMM Ha ByMaKHOM HOCUTene 3asiBNeHue O rocygapCTBEHHON perncrpauum
NneKkapcTBEHHOro npenapata Ansg BeTepuHapHOro TrMpuMEHeHUsi, a Takke B Mopsgke, YCTaHOBMNEHHOM
COOTBETCTBYIOLMM YNONTHOMOYEHHbLIM befieparibHbIM OpraHoM MCMOSMHUTENbHOW BNAcTn, B SMNEKTPOHHOW dopme
nnm Ha BymMmaxHOM HocuTerne HeobxoauMmble OOKYMEHTbI, 13 KOTOpbIX hopMMpyeTcsi permcTpaunoHHoe Aocbe Ha
nekapcTBEHHbIN Npenapar Ans BeETepUHapHoOro NpUMeHeHus.

2. B 3aaBneHun o rocyp,apCTBeHHon perncTtpaunm nekapcrtBeHHOro npenaparta And BeTepuHapHOoro
NPUMEHEHNA YKa3blBaOTCA:

1) HauMeHoBaHWE U adpec 3asiBUTens, paspaboTynka U NPOM3BOAMTENS MEeKapCTBEHHOro rnpenapara Ans
BETEPMHAPHOrO MPUMEHEHUA M adpec MecTa OCYLIECTBNEHMs MPOM3BOACTBA JleKapCTBEHHOro npenapaTta Ans
BETEPMHAPHOIO MPUMEHEHUs (B Criydae Hanuumsi HECKOIbKUX Y4acTHWKOB Npolecca npousBoacTBa HeobxoanMo
yKasaTb KaXKaoro us Hux);

2) HanMmeHoBaHMWe JeKapCTBEeHHOro npenapata Aand BeTepuMHapHOro npuMeHeHusa (Mem,quapop,Hoe
HenaTeHToBaHHOe, U rpynnnpoBoYHOE, U XMMn4eckoe n Toproeoe HaVIMeHOBaHI/IFl);

3) nepeyeHb LleIZCTByIOLIJ,VIX M BCrnomMoraTtesibHbIX BelWeCTB, BXOAALWNMX B COCTAB JIEKapCTBEHHOIO npenaparta
0nA BeTepUHapHOro npuMeHeHus, ¢ ykasaHnem KoJmm4vecTBa KaXXgoro n3 HuX;

4) nekapcTeBeHHas hopma, 4O3MPOBKa, CNOCOObLI BBEAEHWUS U NMPUMEHEHUS, CPOK FOAHOCTU NEKAPCTBEHHOIO
npenapara Ans BeTepuHapHOro npuMeHeHus;
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHerus: 19.03.2020
(c u3m. n pgon., BCTyM....

5) dbapmakoTepaneBThdeckas rpynna;

6) HeobXoAMMOCTb MPUMEHEHUS] YCKOPEHHOWM npoueaypbl SKCNepTU3bl NEKAPCTBEHHbIX CPeAcTB B LENsX
rocyqapCTBEHHOW perncTpauum nekapcTBEHHOrO Npenapara;

7) KONUM JOKYMEHTOB, NOATBEPKAAIOLLMX YNNaTy rocyaapCTBEHHON NOLUMUHDI:

a) 3a npoBefeHNe IKCNepTU3bl KayecTBa NeKapCTBEHHOrO CPeacTBa U 3KCNepPTU3bl OTHOLLEHUS OXWUAAEMOW
MoJib3bl K BO3MOXXHOMY PUCKY NMPUMEHEHWST NEKapCTBEHHOTO NpenapaTa Ansi BeTePpMHapHOro NMpUMEHEHNS Npu ero
rocyqapCTBEHHOWN perncrpauum;

6) 3a Bblgayy perMcTpaurMoHHOro yaoCTOBEPEHUS NEKapCTBEHHOTO Npenapara;

8) Hanuume cornacusi, NPeaycMOTPEHHOrO YacTblo 7 HacTosiwen cTaTbW, ecriv C MOMEHTa permcrpaumm
pedepeHTHOro NekapcTBEHHOro npenapaTa Ans BETEPUHapPHOro NPUMEHEHUs NPOLLIIO MEHEE YEM LLECTb eT.
(B peq. PegepanbHoro 3akoHa ot 13.07.2015 N 241-93)

KoHcynbTaHTlntoc: npumedaHue.
C 01.01.2021 B @63. 1 4. 3 cT. 17 BHOCcATCA n3MeHeHus (O3 oT 27.12.2019 N 478-93).

3. PerucTtpauvoHHoe [ocbe B LENsX 3KCNepTW3bl NEKapCTBEHHOro npenapata [Aflsi BeTepuHapHOro
npuMeHeHns oOpMUPYETCS U3 CNeayoLWmMX JOKYMEHTOB:

KoHcynbTaHTlmoc: npumeyaHue.
C 01.01.2021 B 0. 1 4. 3 cT. 17 BHOCATCA M3MeHeHuns (P3 oT 27.12.2019 N 478-$3).

1) KonMus nUUEH3MM Ha MPOM3BOACTBO  JfIeKapCTBEHHbIX CPeacTB, BblAAHHOW  NPOM3BOAUTENIO
perncTpupyemMoro  nekapcTBEeHHOro npenapata AN  BETEPUMHApHOro NpYMeHeHus, AN POCCUNACKUX
npounsBoauTeneu;

(n. 1 B peq. PegepanbHoro 3akoHa ot 04.06.2018 N 140-d3)

KoHcynbTaHTlm0C: npumeyaHue.
C 01.01.2021 B 0. 2 4. 3 cT. 17 BHOCATCA M3MeHeHus (P3 oT 27.12.2019 N 478-$3).

2) KoOmMuMa  NUUEH3MM Ha MpPOM3BOACTBO JIEKAPCTBEHHbIX CPEACTB, BbIJAHHOW  MPOU3BOLMTENHO
dapmaLeBTUHECKON CyOCTaHUUM, BXOAsLWENA B COCTaB PErMCTPUPYEMOro feKapCTBEHHOrO MpenapaTta Ansd
BETEPUHAPHOIO NPUMEHEHUS, ANs POCCUNCKNX NPOM3BOaUTENEN;

(n. 2 B peq. ®enepansHoro 3akoHa oT 04.06.2018 N 140-$3)

2.1) konNus [OOKYMEHTa, BblAAHHOIO YMNOSIHOMOYEHHBIM OPraHOM CTpaHbl NPOWU3BOAUTENS OIS  KaXOon
NPOV3BOACTBEHHONM MNIOLWAAKA PETMCTPUPYEMOrO NIEKAPCTBEHHOTO Npenapara A5l BETEPMHAPHOrO NPUMEHEHNS 1
NnoATBEPXKAAKLWEro COOTBETCTBME MPOU3BOAUTENSI  JIEKAPCTBEHHOro npenapata TpeboBaHuAM  npaBun
Hagnexallen Npou3BOACTBEHHOW MPaKTUMKW, W €ro NepeBof Ha PYCCKUA SA3blK, 3aBEPEHHblIE B YCTaHOBMEHHOM
nopsigke, a Takke KOMUsl 3akitoveHWst 0 COOTBETCTBMU MPOU3BOOUTENST NEKAPCTBEHHbIX CpeacTB TpeboBaHMAM
npaBun Hagnexalen npOM3BOACTBEHHOW MNPAKTUKX, BblAAHHOTO YMNOMHOMOYEHHBIM beaepanbHbiM  OpraHoM
WCMNONMHUTENbHOW BNacTM Anst KaXaon NpOM3BOACTBEHHOW MIOLWAAKW PErMcTPUPYEMOro  JIeKapCTBEHHOIo
npenapata Ansi BETEPUHAPHOrO MPUMEHEHUs, NMOO KOMWA pelleHMs O MNPOBEAEHUU MHCNEKTUPOBAHMWS
NPOn3BOAUTENS NEKAPCTBEHHbBIX CPEACTB, MPUHSITOrO YNONTHOMOYEHHbLIM hefepanbHbIM OpraHoM UCMONTHUTENBHON
BNacTU [nsi KaXOOW MpPOM3BOACTBEHHOMW MIOWanknm PerncTtpyupyemMoro JiekapCTBEHHOro npenapaTta  Agnis
BETEPUHAPHOIO MPUMEHEHMUS. YKasaHHble [OOKYMEHTbl MpeacTaBnsloTCAa B Crnydae, €ecrnv  Mpou3BOACTBO
NeKapCTBEHHOro npenapara ocyLecTBnsieTcs 3a npegenamun Poccuiickon ®epepauuu;

(n. 2.1 BBegeH PepepanbHbiM 3akoHOM OT 04.06.2018 N 140-03)

2.2) Konus 4OKYMEHTA, BblOAHHOMO YNOSIHOMOYEHHbIM OpraHoOM CTpaHbl Npou3BoanTens dapmMaLeBTUYECKON
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHerus: 19.03.2020
(c u3m. n pgon., BCTyM....

cybcTaHUuM 1 nNoaTBEPXAAOLWEero COOTBETCTBME NPOU3BOAMTENSA (hapmMaueBTU4eckon cybcTaHumm, Bxogslen B
COCTaB pPerncTpupyemMoro nekapCcTBEHHOro npenapara Afs BeTepMHapHOro npumeHeHus, TpeboBaHMaM npaBun
Hagnexallenm nNpoun3BOLACTBEHHOW MPAKTMKU, U €ro nepeBof Ha PYCCKUA A3blK, 3aBEpPEHHble B YCTAHOBMEHHOM
nopsiake, B Cnydae, ecnv NpoM3BOACTBO hapmaueBTMYECKOM cybCcTaHuuMM OCyLlecTBnsSeTcd 3a npegenamu
Poccuinckon degepaumu;

(n. 2.2 BBeaeH PeaepanbHbiM 3akoHoM oT 04.06.2018 N 140-93)

3) NpoeKT HOpMaTMBHOIO AOKYMEHTa Ha JIeKapCTBEHHbIN NpenapaT Ans BETEPUHAPHOIO NPUMEHEHUS;

4) [OOKYMEHT, coaepxawunm cnegywowyl wuHdopMaumio o0 dapmaueBTUYecKon cybcTaHuum unu
hapmaLeBTUYECKMX CybCcTaHUMSAX, BXOASLIMX B COCTaB JleKapCTBEHHOro npenapata Ans BeTepuHapHOro
NPUMEHEHMS:

a) HaumeHoBaHve dapmaueBTU4eCKON CybcTaHumMK, ee CTpyKTypa, obwmue cBONCTBa (Npy rocyaapCTBEHHOM
peructpaumMm  MMMYHOBMOMNOrMYECKMX FNEeKapCTBEHHbIX MpenapaToB Ans  BETEPUHapHOro  NPUMeEHEHWs
NpeacTaBnsaloTCA CBeAEeHMs O LTaMMe, BKMIOYas ero HavMeHoBaHue, MHOPMauulo O MNPOUCXOXAEHUWU, €ero
CBOWICTBaXx, XapakTepucTukax u Mmecte AenoHNpoBaHus);

(8 pea. PegepanbHoro 3akoHa ot 02.08.2019 N 297-03)

0) HaumeHoBaHWe 1 agpec NPOM3BOANTENS;

B) TEeEXHOoJIorma npomn3esoacTtea C onncaHnem cragun npon3BoacTBa U METOAOB KOHTPOJIA Ha BCEX CTaaunAx
npon3BoOACTBa,

r) wWHdopmMauus O npumecax (He  nNpeacTaBndAeTcsa  Npyv  rOCYAapCTBEHHOW  perumcrpauumun
NMMYHOBMOMOrMYECKNX NeKapCTBEHHbIX NpenapaToB A4S BETePUHAPHOro NPUMEHEHWs);
(B peq. PepgepanbHoro 3akoHa ot 02.08.2019 N 297-93)

4) cneuudmkaumsa Ha apmaueBTMYECKyl0 CYOCTaHUMIO (He npeacTaBnsieTcsa Mpu rocygapCTBEHHOM
perncTpaumm MMMyHOBMONOrMYECKMNX NEKAapCTBEHHbIX MpenapaToB Ansi BETEPUHAPHOIO NPUMEHEHUS);
(B pea. PegepanbHoro 3akoHa ot 02.08.2019 N 297-03)

e) onncaHne MeTogunkK KOHTPOJ1A Ka4yeCTBa;

X) pesynbTaTel aHanusa cepui (papmaueBTUYECKOW CyOCTaHuMM (He npeacTaBnalTCa  npwu
rocy4apCTBEHHOW perncTpaumm MMMYHOOMONMOIrMYeCcKUX NeKkapCTBEHHbIX MpenapaToB Ans BeTepUHapHOro
NpUMeEHeHs);

(B pea. PegepanbHoro 3akoHa ot 02.08.2019 N 297-03)

3) nepeyvyeHb CTaHOAPTHbIX 06pa3LI,OB nnn BewecTB, UCNOJIb3yeMblX MNpu OCYyWeCTBIIEHUN KOHTPOIIA
KayecTBa,

I/I) OonucaHne XxapakTepucTtuk n CBOWCTB YNaKoBOYHbIX MaTtepunarnoB U YKYNOpPO4YHbIX CPeaOCTB;

K) [f[aHHble O  cTabunbHOCTM  (He  NpeacTaBnsalTCs  NpUM  FOCyAapCTBEHHOW  perucrpaumu
UMMYHOBMONOrMYECKNX NEKAPCTBEHHbIX NpenapaToB Ans BEeTePUHAPHOro NPUMEHEHS);
(B peq. PegepanbHoro 3akoHa ot 02.08.2019 N 297-03)

n) CPOK rOOHOCTU, YCINOBUS XPAHEHWS;

5) oTyeT 0 pesynbTatax AOKIMHWMYECKOTO WCCNeaOBaHWUsl NiekapCTBEHHOrO CpeacTBa Ansi BETEPUHAPHOro
NPUMEHEHMS, BKIIOYAKLNIA ONMCaAHNE METOLO0B ONpedeNneHns OCTaTOYHbIX KONMMYECTB AENCTBYIOLLEro BellecTBa
(oencTBylOWINX BELLECTB), OOCTUrarollero (4OCTUraroWmx) CUCTEMHOIO KPOBOTOKA, B MPOAYKLUUU KMBOTHOMO
NMPOVCXOXOEHUS MOCNe MNPUMMEHEHMS TaKOro JIEeKApCTBEHHOIO CpeacTBa, a Takke [OKyMeHTanbHoe
noaTBepXxaeHve (Banvgaums) ykasaHHbIX METOO0B;

(B peq. PegepanbHoro 3akoHa ot 02.08.2019 N 297-03)

6) OTHEeT O pe3ynbTaTtax KIMHUYECKOro uccrnenoBaHuA nekapCTBEeHHOro npenaparta and BeTepuHapHOoro
NPUMEHEHNA Y KaXXO0ro Bnaa XXMBOTHbIX, YKa3aHHbIX B UHCTPYKUUN MO BETEPUHAPHOMY NPUMEHEHUIO;
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHerus: 19.03.2020
(c u3m. n pgon., BCTyM....

7) NpPOEKT MHCTPYKUMM MO BETEpPMHApHOMY MPUMEHEHWUIO JIEKapCTBEHHOrO NpenapaTta, coAepKaller
crepytolime cBefeHus:

a) HaMMeHOBaHWEe IeKapCTBEHHOro mnpenapaTta [Afs BEeTEPUHApPHOro NpUMeHeHust (MexayHapogHoe
HenaTeHTOBaHHOE, UMK FPYNNUPOBOYHOE, UMM XMMUYECKOE U TOPrOBOE HAaUMEHOBaHWS);

6) JNleKapCcTBEeHHaA (:bopma C YKa3aHnem HaMMeHOBaHW N KONNMYECTBEHHOMO cocTaBa D,eVICTByiOLLI.I/IX BellecTB
N Ka4eCTBEHHOIo coCtaBa BCrnoMoraTeribHbIX BELWECTB;

B) ONMCaHWe BHELUHEro BMAa NeKapCTBEHHOIO Npenapara AN BeTEPUHAPHOrO NPUMEHEHUS;

r) cdhapmakoTepaneBTMYeckas rpynna fiekapCTBEHHOro npenaparta And BeTepMHapHOro MPUMEHEHUS WIn
yKasaHue "romeonaTu4eckuii nekapcTBeHHbIN npenapaTt”;

A) dapmakognHamuka M apMakokMHeTMKa (3a WCKYeHneM qapMaKkoKUHETUKM romMeonaTnYeckmnx
rnieKkapCTBEHHbIX NpenapaToB U PacTUTENbHbIX fTIEKapCTBEHHbIX NpenapaToB) UK ON1McaHne MMMyHOBUONOrMYeckux
CBOWCTB NEKapCTBEHHOrO npenapara;

€) nokasaHus Ans NpUMeHeHns;

X) NpOTUBOMNOKa3aHUS Ans NPUMEHEHNS;

3) Mepbl MPEAOCTOPOXKHOCTM MPU NMPUMEHEHUM;

1) yKasaHue BO3MOXHOCTU U 0COBEHHOCTEN NPUMEHEHNST Y BepeMEHHbIX XMBOTHBIX, Y XXMBOTHbIX B Nepuon
nakTauuu, y NoTOMCTBa XMBOTHBIX;

K) pexum [o3npoBaHuA, cnoco6 BBeaeHust U npuMeHeHua, npu HeobxoQMMocCTH BpemMAa npuema
NeKkapCTBEHHOro npenaparta Anda seTtepnHapHoOro npuMmeHeHud, npogosnkKUTelbHOCTb Jle4eHUA,;

J'I) BO3MOXHble MNOOOYHble AOENCTBUS, HexenaTenbHble peakunn npu npuMeHeHnn nekapCTBeHHOro
npenapara gna BetTepnHapHoOro npuMeHeHua,

M) CUMNTOMbI NEPeaOo3NPOBKX, MEPLI MO OKa3aHWI0 NMOMOLLY NPU Nepefo3nNPOBKE;
H) B3aMMOAENCTBME C APYrMMW NeKapCTBEHHbIMM NpenapaTaMu U (Unu) kKopMamu;
0) chopMbl BbINycKa fiekapCTBEHHOro NpenapaTta 4151 BeTepMHapHOro NPUMEHEHUS;

n) ykasaHve (Npy HeobXoAMMOCTM) OCOGEHHOCTEN [ENCTBUS NEeKapCTBEHHOrO Mpenapata  Ans
BETEPWHAPHOIO NPUMEHEHUS NPU NEPBOM MpUEME UIM MPU er0 OTMEHE;

p) onncaHme (Npy Heob6xoaUMMOCTH) OENCTBUN cneumanucTa B obnactn BeTepuHapum, BragenbLla >XMBOTHOMO
npu Nponycke npmema ogHON UM HECKOMbKUX 03 NekapCTBEHHOro npenapara AN BeTePUMHapHOro NpUMeHeHuss;
(B pea. PegepanbHoro 3akoHa ot 02.08.2019 N 297-03)

C) CPOK NoAHOCTU U YKa3aHWe Ha 3anpeT NpuMeHeHuaA neKapCTBEeHHOro npenaparta And BeTepuHapHoro
NnpnMeHeHnda No UcCTtevYeHmnn cpoka rogHoCTu;

T) YCNOBUS XpaHeHWs;

y) yKkasaHvne Ha HeobXO0AMMOCTb XpaHEeHWUsi NEKAPCTBEHHOrO npenaparta Afs BeTepUHapHOro npuMeHeHns B
MecTax, HeOCTYNHbIX AN OeTen;

@) vykasaHue (NpM HeOOXOAMMOCTW) cneumanbHbiX Mep MPegoOCTOPOXKHOCTU NPU  YHUYTOXEHUU
HeUCnosb30BaHHbIX NeKapCTBEHHbIX NpenapaToB AN BETePUHAPHOro NpUMEHEHMS;

X) CPOKMU BO3MOXHOTO MCMOMNb30BaHNA NPOAYKLUM XXUBOTHOTO NMPOUCXOXAEHMS Nocne BBEAEHMS XKUBOTHOMY
rieKapCTBEHHOro npenapaTta AJ1si BETepMHapHOro NPUMEHEHUS;
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03
(pea. ot 27.12.2019) [JokyMeHT npepocTtaBneH KoHcynbTaHTnoC

"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHerus: 19.03.2020
(c u3m. n pgon., BCTyM....

L) yCroBusl OTNycKa;

LI) HanMeHoBaHNA U agpeca Npon3BoACTBEHHbLIX NIOLLAA0K NPoOn3BOaAUTENA NEKAPCTBEHHOIO npenapara ana
BE€TEepPMUHapPHOIro NpuMeHeHuA;

W) HaMMeHoBaHWe, aJpec opraHuMsauuy,  YrNorIHOMOYEHHOW  JdepxaTernem wunu  Bragenbuem
perMcTpaumMoHHOro yaoCTOBEPEHMS NIEKAPCTBEHHOIO NpenapaTa Ha NPUHATME NpeTeH3un oT noTpebuTens;

8) NpoekTbl MakeToB MNEPBMYHOW YMAKOBKM W BTOPUYHOM YNaKOBKM NEKapCTBEHHOro npenapara Aans
BETEPUMHAPHOIO MPUMEHEHUS;

9) cneayowme cBefeHNs O NIekapCTBEHHOM npenapare Afs BeTepMHapPHOro NPUMEHEHUS:

a) onuncaHue 1 CocTae NekapCTBEHHOro npenapaTa Ans BeETePUHapHOro NpUMeHeHus;

©0) onucaHne dapmMaLeBTMYECKON pa3paboTku;

B) onucaHue npouecca MNpPOM3BOACTBA W €ro KOHTPO&si, NOAMMCaHHOe B Mopsiake, YCTAHOBIIEHHOM B
COOTBETCTBMM C YaCTbi0 1 HACTOsILLEN CTaTbMK;
(B peq. PepgepanbHoro 3akoHa ot 02.08.2019 N 297-93)

) onucaHne KOHTPOJS KPUTUYECKUX CTAguA NMPOM3BOACTBA U NMPOMEXYTOYHOW NMPOAYKLMKU, NOAMUCAHHOE B
nopsiake, yCTaHOBIEHHOM B COOTBETCTBUM C YacTblo 1 HacTosiLen cTaTby;
(8 pea. PegepanbHoro 3akoHa ot 02.08.2019 N 297-03)

[) HaumeHoBaHus 1M agpeca paspaboTyuvka, gepxaTens unu enagenbla perMcTpaunoHHOro yaoCTOBEPEHUS
NnekapCTBEHHOro npenapara, NPOV3BOACTBEHHbLIX NIOLWAA0oK MPOM3BOAMTENSsI NeKapCTBEHHOro npenapara Ans
BETEPMHAPHOIO MPVMEHEHUs C YyKasaHMeM CTagui TEXHONMOMMYeckoro npoluecca, OCYLIECTBNAEMbIX Ha

NPOM3BOACTBEHHLIX MioLwaakax Nnpon3BoaMTeNs NekapCTBEHHOro npenapara ans BeTepuHapHoro NpuMeHeHus;
(B pea. PegepanbHbix 3akoHoB OT 13.07.2015 N 241-03, ot 02.08.2019 N 297-03)

€) hapmaueBTU4ECKass COBMECTUMOCTb;

X) MUKPOBUONOrM4eckme xapakTepucTmki;

3) MaTepuanbHbIi 6anaHc 4ns Npou3BoACTBa CEPUN FOTOBOMO MPOAYKTAa;

W) ONuUcaHne XapakTepuUCTMK U CBONCTB YNAKOBOYHbIX MaTepUarnoB MU YKYNOPOYHbIX CPEACTB;
K) JOKyMeHTarnbHOe NoATBepXaeHne (Banugauus) npoueccos U (Unu) Ux oLeHKa;

n) TpeboBaHMsA K ka4ecTBY BCMOMOraTernbHbIX BELLECTB (cepTudmkat, cneundukaums Ha BcnomMmoraTenbHble
BellecTBa 1 ux 060CHOBaHwue);

M) aHanuTMYeckne MeToaMKW, UCMONb3yeMble MPU OCYLLECTBMEHUN KOHTPONS KadecTBa BCMOMoOraTenbHbIX
BeLLEeCTB;

H) [OOKyMeHTanbHoe noaTBepxaeHve (Banugauusl) aHanuTUYeckux MeTOOMK, WCMOSb3yeMbIX Mpu
OCYLLECTBMNEHMUN KOHTPONS KayecTBa BCNOMOraTenbHbIX BELLECTB;

0) VIH(*)OpMaLJ,I/IFl 006 1Cnonb30BaHMM  BCMOMOraTernbHbIX BELLECTB 4YENoBEYEeCKOro U XKMBOTHOIO
NPOUCXOXOEHUA;

n) yrpatun cuny. - PegepanbHbii 3akoH oT 02.08.2019 N 297-03;

p) TpeboBaHMA K KayecTBY IeKapCTBEHHOro npenaparta AN BeTepuHapHOro npuMeHeHus (ceptudukar,
cneundurKaLma Ha NekapcTBEHHbI Npenapat U X 06ocHOBaHUE);

C) aHannTnyeckne MeToguku, UCMoJib3yeMble Mpu OCYLLECTBIIEHUN KOHTPOJA Ka4vecTBa J1eKapCTBEHHOIo
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHerus: 19.03.2020
(c u3m. n pgon., BCTyM....

npenapaTa Ansi BETEPUHAPHOro NPUMEHEHNS;

T) [OKYMeHTanbHoe MOATBEPXAEHUE (Banuauus) aHanmuTUYecKMX MeTOoAMK, WCMOoNb3yeMblX Npwu
OCYLLECTBINEHUN KOHTPOIS Ka4YecTBa NeKkapCTBEHHOMO Npenapara Ans BeTepMHApPHOro NpUMEHEHUS;

y) [OOKYMEHT, NOATBEpXOaloWUiA KayecTBO JIEKAPCTBEHHOIO MpenapaTta TpPeX MPOMbILLNEHHbIX Cepuit
(npoTokon aHanu3a unu cepTudmkaT aHanu3a), ogHa cepusi KOTOPOro AOSPKHa coBnagaTb C cepuein obpasua
nekapCTBEHHOro npenapaTta, NoA4aHHOro Ha perucTpauuio;

&) xapakTepucTuka npumecen;

X) nepeyvyeHb CTaHOApPTHbIX O6p83LI,OB, ncnoJjib3yembiX nNpun OCYLWEeCTBIIEHUN KOHTPOJIA KadecTBa
NeKapCTBEHHOrIO npenaparta ana BeTepnHapHoro npuMeHeHu4;

L) faHHble 0 cTabunbHOCTY NEKapCTBEHHOIO NpenapaTta A BEeTePUHAPHOro NPUMEHEHUS;

10) konusa OOKYMEHTa, COAepXallero MHopMauuio O Hanuyum unn o6 oTCyTCTBMM (PaKTOB perncrpauuun
NeKkapCcTBEHHOro npenapara Ansi BeTepMHapHOro NpMMeHeHus 3a npegenamm Poccuiickon ®epepauuu;

11) cornacnme B MUCbMEHHOW opMe, NPedyCMOTPEHHOE YacTbilo 7 HaCTosWen CcTaTbu, B Cry4ae
perncTpaumm BOCNponsBeAeHHOro fiekapCTBEHHOro npenapaTa;
(B peq. PepgepanbHoro 3akoHa ot 13.07.2015 N 241-93)

12) konua JOKYMEHTa Ha pPYCCKOM si3blke, 3aBEPEHHOr0 B YCTAHOBIIEHHOM MOpPsAKE W MOATBEpXAaloLLero
NPaBOMOYHOCTb 3asiBNIEHUSI O rOCYAapCTBEHHOW perncTpauum rnekapcTBEHHOro npenapata Ans BeTepuHapHOro
NpMMEeHeHns (4OBEPEHHOCTD);

13) cBegeHus O rocygapCTBEHHOW perucTpaumn reHHO-UHXEeHepHO-MoANMULMPOBAHHBIX OpPraHU3moB,
npegHa3HavYeHHbIX ANS BbiMycKa B OKPYXalLyr cpedy (npy rocyaapCTBEHHOW perucTpauum neKkapCTBEHHbIX
npenapaTtos ans BETEepUHapHOro NPUMeEHEeHS, MONYyYeHHbIX c npUMeHeHnem
FeHHO-NHXXEHEePHO-MONMNLMPOBAHHBIX OPraHN3MOB UMK COAEPXKaLLMX Takne opraHn3Mbl).

(n. 13 BBegeH deaepanbHbiM 3akoHoM OT 02.08.2019 N 297-$3)

4. Mpu NnpoBeAeHMM YCKOPEHHON Npouenypbl SKCNepPTU3bl NEKAPCTBEHHONO npenapara Ans BeTEPMHAPHOro
NPMMEHEHMS B LENsiX ero rocyaapCTBEHHOW peructpaummM BMEeCTO oT4yeTa paspaboTyvka O pesynbTatax
OOKITMHMYECKOrO UCCNefoBaHNs FEKapCTBEHHOrO CpeacTBa ANs BETEPUMHAPHOrO MPUMEHEHMS MOXeT ObITb
npeactaBneH o030p HayyHbIXx paboT O pesynbTatax [OOKIMHUYECKOro uccrefoBaHuss  pedepeHTHOro
NeKkapCcTBEHHOro npenapaTta Ona BeTEepMHApPHOro MpUMEHEHUs, a BMECTO OT4yeTa O pesyrbTatax KIUMHUYECKOro
nccrnegoBaHusi NeKkapCcTBEHHOTO Npenapara Ans BETEPUHAPHOIO NPMMEHEHMS OTYET O pe3yrnbTaTtax uccreaoBaHum
OMO3KBMBANEHTHOCTU BOCMNPOM3BEAEHHOIO NEKAPCTBEHHOIO NpenapaTa 4518 BEeTEPMHAPHOro NPUMEHEHMS.

(vacTb 4 B pen. PegepanbHoro 3akoHa ot 02.08.2019 N 297-03)

5. Ha akcnepTusy pasfnyHbIX feKapCTBEHHbIX OOPM OOHOrMO M TOrO Xe fieKapCTBEHHOro npenapaTta and
BETEPUHAPHOro MpUMEHEHUs 3asiBUTENb MNpeacTaBnaeT oTAeNbHble 3asiBNEHUs U perucTpauuoHHble OOoCbe Ha
Kaxxayto nekapcTBeHHyo ¢opmy. lNpu ycrnoBun ogHOBPEMEHHOW NoJayvu Ha 3KCNepTu3y OAAHOW NeKapCTBEHHOM
OpMbl C pasnUYHbIMKU JO3MPOBKON, KOHLIEHTpaLuMen, oObeMOM 3asiBUTENb NPEACTaBNSAET OAHO 3asiBIIEHNE U
perncTpaumoHHoe O0Cbe C MNPUMOXEHWEM MakeToB MEepPBUMYHOWM YNakoBKU UM BTOPUYHOW ynakoBku. Ha makeTax
NepBUYHOM YMAaKOBKA W BTOPUYHOW YMAKOBKM YKa3blBalOTCA BCE MNPOU3BOAMMbIE [OO3MPOBKM, KOHLUEHTpauuwu,
00BbEMbI 1 KONMMYECTBO 03 B YNAKOBKE JIEKAPCTBEHHOTO Npenapara ansg BeTepUHaApHOro NpUMeEHEHNS.

(B peq. PegepanbHoro 3akoHa ot 02.08.2019 N 297-03)

KoHcynbTaHTlM0C: npumeyaHue.
C 01.01.2021 v. 6 cT. 17 n3naraetcsa B HoBon pegakumm (P3 ot 27.12.2019 N 478-$3).

6. 3asBuTenb Bnpaee NPeacTaBUTb N0 COGCTBEHHON MHMLMATBE BMECTE C 3asiBNeHNEM O roCyAapCTBEHHOM
perucTpaumu nekapcTBEHHOro npenaparta Ans BeTEpPUHapHOro MPUMEHEHUs OOKYMEHTbl, MOATBepxaaroLiue
ynnaTty rocyfapCTBEHHOW MOLUMUHbI W YyKasaHHble B MyHKTE 7 4acTu 2 HacTosiwen ctatel. B cnyvae umx
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHerus: 19.03.2020
(c u3m. n pgon., BCTyM....

HenpeacTaBneHnsl COOTBETCTBYIOLUMA  YNOMHOMOYEHHbIM  dhedepanbHbil - OpraH  UCNOMHUTENbHOW  BNacTu
nposepsieT hakT ynnaTbl 3asBMTENEM rocy4apCTBEHHON NOLWNMHBLI NOCPEACTBOM MCMOMb30BaHMSA MHopmaumm ob
ynnaTe rocygapCTBEHHOM MOLWMMWHbI, codepxalencs B [ocyaapCTBEHHOW WHMOPMAUMOHHOW CcucTeMe O
rocy4apCTBEHHbIX 1 MyHMUMNAMNbHBIX NriaTexax, Ha OCHOBaHWW NpeacTaBeHHbIX 3asBUTENEM KOMUn OKYMEHTOB,
NOATBEPKAALLMX yNnaTy rocy4apCTBEHHON NOLUMMHbI.

7. He pgonyckaeTcs ncnonb3oBaHMe B KOMMEPYECKUX Lensax UHopmaumm o pesynbTatax AOKIMHUYECKNX
NUCcneaoBaHUN NEKapCTBEHHbIX CPeACTB M KIUMHUYECKUMX WCCNeaoBaHWMMA feKapCTBEHHbIX npenapatoB AN
BETEPUHAPHOro NPUMEHeHns, NpeacTaBneHHOW 3asiBUTeNnem Ans rocyaapCTBEHHON perncrpaumm nekapcTBeHHbIX
npenapatoB, 6e3 ero cornacusa B Te4eHue LUecTM NeT C AaTbl rocyaapCTBEHHOW peructpauuun pedepeHTHOro
nekapcTBeHHoro npenapara B Poccuiickon deagepaumm.

8. [epxaTtenb unu BRageney perucTpaumoHHOro YAOCTOBEPEHMS NEeKapCTBEHHOro mnpenaparta And
BETEPUHAPHOIO MPUMEHEHWS NpeacTaBnsieT B YNOMHOMOYEHHbIN defeparnbHblii OpraH UCNOMHUTENbHOW BRacTu
oTYyeT no pesynbTatam apmakoHags3opa OAMH pa3 B LIeCTb MecsueB B TevyeHWe [ByX INeT nocne
rocynapCTBEHHOW perucrpauum nekapcTBeHHOro npenapata B Poccuiickon ®Pegepaumun, 3ateM e€XerogHo B
TeYeHne nocregyroLmx Tpex neT 1 B AanbHelnwemM OAvH pa3 B Tpu roga.

(vacTb 8 BBegeHa PegepanbHbiv 3akoHoM oT 02.08.2019 N 297-93)

Cratbsa 18. Nogaya u paccmoTpeHue 3asiBNeHUSA O rocyfapCcTBeHHOW perMcrpauuun nekapcTBeHHOro
npenaparta Ans MeAULMHCKOro NpMMeHeHus
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. [ns rocygapCTBEHHOW perMcTpauun nekapCTBEHHOro npenapata Ans MeauuMHCKOro npUMeHeHUs
topuanyveckoe nuuo, AeNCTByloWee B COOCTBEHHbLIX MHTEpPecax UMM YNorTHOMOYEHHOE NPeacTaBnsATb MHTEpEechl
OpYyroro puandeckoro nvua M 3asBfsiollee NeKapCTBEHHbIN npenapaTt Ha rocygapCTBEHHYIO perncrpaumto
(Danee B HacToslleW cTaTbe - 3asaBUTENb), MNpPeAcTaBnseT B YNONHOMOYEHHbIN bedepanbHbli  opraH
WCNONHUTENBHON BracTW, OCYLLECTBNSAIOLWMA FOCY4APCTBEHHYIO PErucTpauuio NeKkapCTBEHHbLIX MpenapaTtoB And
MELMLMHCKOrO MPUMEHEHUS, B 3MEKTPOHHOM hopMe N Ha ByMaxHOM HOcUTEene 3asBfeHMe O rocyaapCTBEHHOM
perncTpaumm nekapcTBEHHOro npenaparta Ans MeAnUMHCKOro NPUMEHEHNS, a Takke B MOpsiAKe, YCTAHOBMEHHOM
YNONIHOMOYEHHbIM dbeeparnbHbiM OpraHoOM WUCMOMHUTENbHOW BAAacTW, B 3MNEKTPOHHON dhopMe U Ha BymaxHOM
HocuTene HeobXoOuMble OOKYMEHTbI, U3 KOTOPbIX (POPMMPYETCHA pPEerucTpauuoHHOEe A0Cbe Ha NEeKapCTBEHHbIN
npenapaT 418 MeAULMHCKOro NPUMEHEHMS.

(vyacTtb 1 B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2. B 3aaBneHun o FOCYﬂapCTBeHHOﬂ perncTtpaunm nekapCrtBeHHOro npenapara gna MeanunHCKoro
NPUMEHEHNA YyKa3blBaOTCA:

1) HanmeHoBaHWe, agpec 3asBUTENs U NPOM3BOAUTENS NEKApPCTBEHHOro npenapaTta And MeauumuHCKOro
NpMMeHeHus1, cBefeHns ob KX perncrTpaumm B KadyecTBe HanoronnatenblivMka B CTpaHe peructpauuun (4ns
POCCUNCKMX HOPUONYECKUX NUL - MOeHTUMUKALUOHHBIN HOMep Hanoronnatenswuka (MHH), ang wHocTpaHHbIX
IOPUAMYECKUX NNL, - CTpPaHa perncTpauuu, HammeHoBaHWE PErNCTPUPYIOLLEro OpraHa, perMcTpauuoHHbIA HOMED,
Kof, HanoronnartenbLMKa B CTpaHe peructpaunm (MHKoprnopawmm) Uy ero aHasnor) u agpec Mecta OCyLLEeCTBIEHNS
Npou3BOACTBA JIEKAPCTBEHHOrO MpenapaTta (B Crydae Hanvyimsi HECKONbKMX YYaCTHWKOB MpoLecca €ero
Nnpov3BOACTBaA HEOOXOAMMO yKasaTb KaXgoro y4vacTHMKa B COOTBETCTBUM C  OCYLUECTBNSAEMOW CcTaguen
Npov3BOACTBA);

(n. 1 B peq. PegepanbHoro 3akoHa ot 28.12.2017 N 425-03)

2) HaMMeHOBaHWe neKapCTBEHHOro mnpenapata Ans MEAMUUHCKOrO NpUMEHEHUsT (MexayHapoaHoe
HenaTeHTOBaHHOE, UMW rPYNMUPOBOYHOE, UMM XMMUYECKOE Y TOPrOBOE HAMMEHOBaHWUS);

3) nepeyeHb ﬂeVICTByPOLLI,MX M BCnomMoraTtesibHbIX BELWECTB, BXOOALLKMX B COCTaB J1IeKapCTBEHHOIO npenapara
ona MmeauumHCKOro npuMeHeHu4d, ¢ yka3aHnem KonnyecTBa KaXxaoro U3 Hux;

4) nekapcTBeHHasi doopma, A403UPOBKa, Crocobbl BBEAEHMS U NMPUMEHEHUS, CPOK FOAHOCTU fIEKapCTBEHHOMO
npenapaTa Ans MeauunHCKOro NpUMeHeHUs;

5) d)apmaKOTepaneBqueCKaﬂ rpynna, Kon aHaTOMO-TepaI'IeBTM‘-IeCKO-XMMW—IeCKOVI KJ'IaCCI/I(bMKaLI,I/II/I,
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHerus: 19.03.2020
(c u3m. n pgon., BCTyM....

pekoMeHaoBaHHOW BcemupHOn opraHusaumern 3apaBOOXpaHEHus, 3asiBNsiemMble MOKa3aHusa Ans nNpuMeHeHust
nekapcTBEHHOro npenapara anst MeauUnHCKOro NpUMeHeHns;

6) OTCyTCTBUE Heob6xoanumMocTu npeaocTtaBlieHnA oT4eTa O pe3ynbTaTax KIMHUYEeCKOro umccrnenoBaHUuA,
nccnegoBaHus  BGMOSKBUBANIEHTHOCTM JNIeKapCTBEHHOro npenapara, pa3peweHHoro agnda MeamunHCKoOro
NnpUMEHEHUA B Poccuickon ¢e,Cl.epaLl,VIVI Oonee agBaguatu neT, C YKa3aHnemMm HOPpMAaTUBHbIX MPaBOBbIX aKTOB,
noareepXxaarwmx OaHHbIN CPOK NPUMEHEHNHA;

7) HeobGxoaMMOCTb OhOpMIIEHUS pa3pelleHus Ha BBO3 B Poccuiickyio denepaumio KOHKPETHOW napTum
3aperncTpupoBaHHbIX U (MNKN) He3aperncTpupoBaHHbIX NEKapCTBEHHbIX CpeacTB, npedHasHayeHHbIX AN
NPOBEAEHUS SKCNEPTM3bl NTEKAPCTBEHHbIX CPEACTB B LIENsAX rocy4apCTBEHHOMW perncTpauny;

8) HeobGXoOMMOCTb NpPOBEAEHUS 3IKCMNEepPTU3bl [OOKYMEHTOB, TpPEeACTaBlEHHbIX AN onpeaeneHust
BO3MOXXHOCTU paccMaTpuBaTh NeKapCTBEeHHbIN npenapaTt Ans MeOuUMHCKOro MPUMEHEHMUsI MpU OCYLLECTBNEHUN
rocyqapCTBEHHOWN perncTpauum B kKayecTse opdaHHOro nekapcTBEHHOro npenapara;

9) HeobGXOAMMOCTE NMPUMEHEHUSI YCKOPEHHOW Mpoueypbl 3KCMepTU3bl NIEKaPCTBEHHbIX CPEACTB B LIENsiX
rocyqapCTBEHHOW perncTpauuy NekapcTBEHHOroO Npenapara;

10) KONUK JOKYMEHTOB, NOATBEPXKAAIOLLMX YNNAaTy rocyAapCTBEHHOW MOLUMUHDI:

a) 3a npoBedeHME SKCMEepPTU3bl [OOKYMEHTOB, MpeAcTaBreHHbIX [AnA  onpedeneHuss BO3MOXHOCTU
paccmaTtpvBaTb  JIeKapCTBEHHbIM npenapat Ans  MeOVMUMHCKOTO  MPUMEHEHWUS  MpW  OCYLLECTBIIEHWU
rocyqapCTBEHHOM perucrTpauum B kayecTee opdaHHOro fiekapCcTBEHHOro npenapaTa;

0) 3a NpoBeaeHNe 3KCNepTM3bl KAYECTBA JIEKAPCTBEHHOIO CPEACTBA M SKCNEPTM3bl OTHOLLEHUS OXUOAEMOW
Nnonb3bl K BO3MOXHOMY PUCKY MPUMEHEHUSA JlekapCTBEHHOro npenapara, paspelleHHoro Ansg MeauuMHCKOro
npumeHeHnsa B Poccunckon ®depepaumm 6Gonee p[BaguaTu neT, NpU  OCYLLECTBIIEHUM TOCYOaPCTBEHHOM
peructpaumm nekapcTBeHHOro npenapara;

B) 3a npoesegeHne 3KCnepTu3bl KavyecTBa NekapCTBEHHOro cpeacrtbBa U 3KCNepTu3bl OTHOLLEHUA oXXngaemon
MNoJib3bl K BO3MOXHOMY PUCKY NPUMEHEHUA NEeKapCTBEHHOIO npenapara and MmegununHCKoro npuMeHeHua npu ero
rOCWJ,apCTBeHHOVI pernctpaunu;

r) 3a npoBedeHWe 3KCNepTU3bl KAaYecTBa NIeKapCTBEHHOro CPeACcTBa U SKCMepPTU3bl OTHOLLIEHUS OXMaaemon
Monb3bl K BO3MOXHOMY PMWCKY MPUMEHEHUsI MeKapCTBEHHOro npenapata Ans MeauLMHCKOro MpUMEHeHus, B
OTHOLLEHWX KOTOPOro MpoBeAeHbl MeXAyHapodHble MHOTOLEHTPOBbIE KMMHUYECKUe WCCNedoBaHusi, YacTb U3
KOTOpbIX npoBedeHa B Poccuiickoin ®degepauun, NpU  OCYLWECTBNEHUU TOCYOAAapPCTBEHHOW perucTpaummn
nekapcTBEHHOro npenapaTa;

11) Hanuume cormacus MPOU3BOAMTENS  JleKAapCTBEHHOTO Mpenaparta, MpPOW3BOACTBO  KOTOPOro
ocyllecTersieTcs 3a npegenamu Poccuiickon defepauum, Ha NpoBeAeHUe UHCNEKTUPOBAHUSI MPOM3BOAMTENS Ha
cooTBeTCTBUE TpeboBaHWSIM NpaBuUsl Hagnexallen NPOM3BOACTBEHHON NPaKTUKY;

12) Hanuume cornacusi, NPegyCMOTPEHHOrO YacTblo 18 HacTosLL el cTaTby;

13) ykasaHve BuAa nekapCcTBEHHOro npenapara, npeacTaBneHHOro Ha peructpauuio (pedepeHTHbIN
NekapCTBEHHbIN MpenapaT, BOCMPOU3BEAEHHbIV FeKapCTBEHHbIN npenapaTt, OGuonornyeckuin nekapCTBEHHbIN
npenapat, OuoaHanoroBbin (6MONOAOOHLIN) FEeKapCTBEHHbIM npenapaTt (OuMoaHanor), romeonaTuyeckui
nekapCTBEHHbIN Npenapar, NeKkapCTBEHHbIV pacTUTEeNbHbIN Npenapar).

(vacTb 2 B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. PeructpaumoHHoe [Jocbe Ha NEKapCTBEHHLIN npenapaT AN MeOUUMHCKOTO  NpUMEHEHUs
npegocTaBnsieTcs B popMe 0bLLErO TEXHNYECKOTO JOKYMEHTA.
(vactb 3 B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

4. Pasgen AokyMeHTauumn agMUHUCTPaTUBHOIO XapakTepa BKMo4YaeT B cebs:

1) 3adaBrieHne o rocyp,apCTBeHHoﬁ pernctpaunm nexkapctBeHHOro npenapara pgnida MegunumuHCKOro
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHerus: 19.03.2020
(c u3m. n pgon., BCTyM....

NPUMEHEHMUS B 3NIEKTPOHHOM hopme 1 Ha BymakHOM HOCUTEnE;

2) KOMUKO OOKyMeHTa Ha PYCCKOM A3blke, 3aBepeHHOro B yCTaHOBJIEHHOM MNopAAKe W noareepXaarLliero
NnpaBOMOYHOCTb 3adBUTENIA NOoAdaBaTb 3adABJiEeHUE O FOCyﬂ,apCTBeHHOVI pernctpauunn nekapCrtBeHHOro npenapara
ana MmeamunHCKOro npuMeHeHunsa (}J,OBepeHHOCTb);

KoHcynbTaHTlntoC: npumeyaHue.
C 01.01.2021 B n. 3 4. 4 cT. 18 BHOCATCA n3MeHeHus (P3 o1 27.12.2019 N 478-D3).

3) KOMMWIO NULEH3UN Ha MPOU3BOACTBO JIEKAPCTBEHHbIX CPEACTB WM KOMUIO 3aKMYEHUS O COOTBETCTBMU
nNpov3BOaUTENSA NEKApCTBEHHbIX CPeAcTB TpeboBaHMAM npaBun Hagnexalwen npou3BOLACTBEHHOW MPaKTUKW,
BblAaHHbIX YMOMHOMOYEHHbIM dhefepanbHbiM OpraHOM UCMONTHUTENBHOW BNAcT B OTHOLLEHUN NPON3BOLACTBEHHOM
nrnowankM peruMcTpupyemoro JIeKapCTBEHHOrO npenaparta, B Cry4ae, ecnv NpOW3BOACTBO JIEKAPCTBEHHOIO
npenaparta ocyliecTtsnseTtcsa B Poccuiickon ®egepaunu;

(B peq. PepgepanbHoro 3akoHa ot 04.06.2018 N 140-93)

KoHcynbTaHTlntoc: npumedaHue.
C 01.01.2021 B n. 4 4. 4 cT. 18 BHOCATCA n3meHeHus (P3 ot 27.12.2019 N 478-D3).

4) KOMuIo BbIJAHHOW YMOSTHOMOYEHHLIM OPraHoOM CTpaHbl MPOU3BOAUTENS NULEH3NUM HA NPOW3BOACTBO
NEeKapCTBEHHOro npenapaTta 1 ee nepeBOd Ha PYCCKUN 53blK, 3aBEPEHHbIE B YCTAHOBIIEHHOM MOPSiAKE, a Takke
KOMUIO 3aKNOYEHMS O COOTBETCTBMM NMPOU3BOANTENS NEKAPCTBEHHBIX CpeacTB TpeboBaHUAM NpaBun Hagnexailen
NPOV3BOACTBEHHONM MpPaKTUKKX, BblAAHHOIO YNONTHOMOYEHHbIM defeparnbHbIM OpraHOM UCMOSIHUTENBHOW BracTu B
OTHOLLIEHMM MPOM3BOACTBEHHOM MNIOLAAKN PErMCTPUPYEMOrO fieKapCTBEHHOrO Mpenaparta, UM KOMu peLleHus
YNONTHOMOYEHHOTO  doejepanbHOro  OpraHa WCMONHWUTENbHOM BNactTu O MPOBEAEHUN  MHCMNEKTUPOBAHMUS
npou3BoauTENst NEKApCTBEHHbIX CPeacTB, B Cryyae, €Cnu NpPOM3BOACTBO JIEKAPCTBEHHOrO npenapara
ocyulecTBnsieTcs 3a npegenamu Poccuiickon ®epepauuu;

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

5) NpoeKT WHCTPYKUUM NO MeOUUMHCKOMY TMPUMEHEHUIO NEeKapCTBEHHOrO npenaparta, cofepxallen
criegylolne cBeeHus:

a) HanMeHoBaHue NeKapCTBEHHOro npenapara (Mem,clyHapon.Hoe HenaTteHToBaHHOEe, Ui rpynnmpoBo4Hoe,
nnn XxmMmn4eckoe n Toproeoe HaMMeHOBaHMH);

©0) nekapcTBeHHas popma C ykazaHMEM HauMeHOBaHWIA U KONMYECTBEHHOMO COCTaBa AEeNCTBYOLWMX BELLECTB
M Ka4yeCTBEHHOro CcocTaBa BCMOMOraTesnbHbIX BellecTB (NpyM HeobXoOUMOCTU  KONMYECTBEHHOIO COCTaBa
BCMoOMoOraTesbHbIX BELLECTB);

B) OMMCaHWe BHELUHETO BMAA NEKAapCTBEHHOrO Npenapara ANns MeEAMLMHCKOTO NpUMEHEHUS;

r) U3nKo-xMMmnyeckue cBonNcTBa (Ans pagnodapmaneBTUYECKUX NEKAPCTBEHHbBIX NpenapaToB);

) bapmakoTepaneBTMYecKkasl rpynna, Koz fekapCTBEHHOro npernapata ans MeguuuHCKOro NpUMEHEHUs no
aHaTOMO-TepaneBTUYECKO-XUMNYECKON Knaccudukauum, pekomeHgoBaHHOW  BcemupHon  opraHusaumen

3[paBoOXpaHeHs], UK yKka3aHne "roMmeonaTMYeckuin nekapCcTBeHHbIV npenapat”;

e) apmakoavHamuvka W apMakoKMHETUKA (33 MWCKMYEeHNeM (apMakoKUHETUKM TFOMeonaTuyecKmx
neKapCTBEHHbIX NPenapaToB U pacTUTESNbHbIX TEKAPCTBEHHbIX NPenapaToB);

)K) nokasaHua anda npuMmeHeHuA,;
3) npoTmBonoKasaHna anda npuMeHeHus;

1) Mepbl NPEeAOCTOPOXKHOCTMN NMPY NMPUMEHEHNU;
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHerus: 19.03.2020
(c u3m. n pgon., BCTyM....

K) yKasaHWe BO3MOXHOCTU M OCOBEHHOCTEN NMPUMEHEHWUs] NeKapCTBEHHOro npenaparta ans MeauLMHCKOro
NPUMEHeHUs1 6epeMEHHBIMU XEHLLMHAMMU, XEHLLMHAMW B NEPUOL FPYAHOIO BCKapMMBaHMWS, A€TbMU, B3POCTbIMY,
NMELLIMMUN XPOHUYeCKMe 3aboneBaHus;

n) pexum [O03UpoBaHMs, cnocobbl BBEAEHMS U NPUMEHEHWUsl, NpU HeobxoaMMOCTM BpeMsi npuema
nekapCTBEHHOro npenapara ans MEAULUHCKOrO NPUMEHEHWS, NPOAOIIKUTENBHOCTb NEYEHMsl, B TOM Yucne y AeTen
[0 1 nocne ogHoro roaa;

M) BO3MOXHbl€ HeXenaTelbHble peakuun npn npuMeHeHnn nekapCTtBeHHOro npenaparta anda meamumnHCKoro
NPUMEHEHUA;

H) CUMNTOMbI MEPEA03MPOBKM, MePbl N0 OKa3aHWIo NOMOLLY NpU Nepeao3npoBKe;
0) B3aUMOAEWNCTBME C APYrMMU NekapCTBEHHbIMW NpenapaTamMv 1 (UNn) NULLEBLIMWU NPOAYKTaMU;
n) dopMbl BbIMyCka NekapCTBEHHOrO nNpenapara;

p) ykasaHue (npu HeobxoaMMocCTh) ocoGEeHHOCTEN AENCTBUS NIeKapCTBEHHOro Npenapara Ans MeavuUuHCKOro
NPUMEHEHs MPKY NEPBOM NPUEME UMK NPU ero OTMeHe;

C) onucaHue (Npu HeobxoaAMMOCTUN) AencTBU Bpada (penbawepa) n (Mnu) naumeHTa npu nponycke npuema
OOHON MMM HECKOMbKMX 03 NeKapCTBEHHOro npenapata A58 MeAMLMHCKOro NPUMEHeHUS;

T) BO3MOXHO€ BJIMAHME J1eKapCTBEHHOro npenapara Aand MeaununHCKOro npumMmeHeHuda Ha cnocobHocTb
ynpaendaTb TPAHCNOPTHBIMKU CpeacTBaMU, MeXaHn3Mamu;

y) CpOK rogHOCTM W yKa3aHue Ha 3anpeT NPUMEHEHWs NIekapCTBEHHOro npenaparta Ans MeauLMHCKOro
NPYMEHEHMS N0 UCTEYEHUM CPOKa FOAHOCTM;

@) ycrnoBus xpaHeHus;

X) yKasaHue Ha HeoOGXOOUMOCTb XpaHEHWUsI NeKapCTBEHHOro npenaparta Ans MeAVMUMHCKOro NpUMEHEHNs B
MecTax, HeJOCTYMHbIX AN AeTeln;

Ll,) YKa3aHune (|'|p|/| HeO6XO}J,VIMOCTVI) cneynanbHblX Mep NpegoCTOPOXHOCTU MNpU  YHUYTOXEHUU
HEeNCnos1b30BaHHbIX NIEKapCTBEHHbIX nNpenapaTtoB A4 MeaANLUUHCKOro NpuMeHeHus;

4) yCrioBus OTNYCKa;

L) HAMMEHOBaHWA 1 agpeca NPOM3BOACTBEHHbIX MIOLLAA0K MPOU3BOAUTENSA NIEKAPCTBEHHOIO Npenapara;

) HaMMeHOBaHWe, agpec opraHusauuu, YNoSIHOMOYEHHOW  AepXaTenem  WNu  Briagenbuem
perucTpaumMoHHOro yAOCTOBEPEHUS] NIEKAPCTBEHHOIO npenaparta Anst MeauUMHCKOrO MPUMEHEHMST Ha MpUHATUE

NnpeTeH3nit oT NoTpebuTens;

6) MHCTPYKLMIO MO MEAMLMHCKOMY NMPUMEHEHWIO UMM KPATKYI0 XapaKTepPUCTUKY NeKapCTBEHHOrO npenapara,
yTBEPXKAEHHbIE B CTpaHe NPOVU3BOAUTENS;

7) NPOEeKTbl MaKeTOB MEPBMYHOW YMaKOBKM M BTOPUYHOM YMAKOBKM IEKAPCTBEHHOrO npenaparta Ans
MeAULIMHCKOrO NPUMEHEHUS;

8) NpoeKkT HopMaTMBHOW OOKYMEHTaLUW UMM HOPMaTUBHOIO AOKYMEHTa Ha MekapcTBEHHbIN npenapart Ans
MEeLMLMHCKOro NPpMMEHEHMs B0 yka3aHne COOTBETCTBYHOLLEN hapMakonenHom cTaThbu;

9) [OOKYMEHT, cofepXawuih WHpopMaumMo O Hammumm unm 06 OTCYTCTBMM (hpaKTOB perucrpauuu
nekapcTBEHHOro npenapara Ans MeauumnHCKOro npumMmeHeHns 3a npegenamm Poccuinckon denepaunu;

10) KOMUU OOKYMEHTOB, 3aBEPEHHbLIX B YCTAHOBIEHHOM MOPSAKE W MOATBEPXOaoLWmMX hakT perucrpauum
NeKapCTBEHHOrO npenapara B MHOCTPaHHbIX rocyaapcTBax B Ka4ecTBe opdpaHHOro fiekapcTBEHHOrO npenapara;
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(peg. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHerus: 19.03.2020
(c u3m. n pgon., BCTyM....

11) nnaH ynpasleHuna puckamMmun nna Bronorn4yeckmx NNeKapCTBEHHbIX MpenapatoB AOnAd MeauLnHCKOro
NPUMEHEHUA;

12) nokymeHT 0 cucteme pbapmakoHaa3opa gepxaTtens unvm snagensua perncTpaunoHHOro yaocToBepeHust
NeKapCTBEHHOro npenapara;

13) OOKYMEHT, MOATBEPXOAMLWMA KavyeCTBO JIEKAapCTBEHHOrO npenaparta TPeX MPOMBbILIIEHHbIX Cepui
(npoTokon aHanu3a unu cepTudmkaT aHanu3a), ogHa Cepusi KOTOPOro [OfMKHa coBnagaTtb C cepuen obpasua
NeKapcTBEHHOro npenapata AN  MEeOWLMHCKOrO MNPUMEHEHUs, npeacTaBneHHOro Ha rocy4apCTBEHHYHO
pernctpaumto.

(vacTb 4 B pen. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

5. Pasgen xumudeckon, dapmMaLeBTU4eCKon U BMONOrM4eckon AOKYMEHTaLMM BKIIOYAET B ce0si AOKYMEHThI,
copgepxawme nHpopmaumo o apmMmaLeBTUIECKON CybCTaHLMM 1 NeKapCcTBEHHOM npenapaTe Ans MeguuMHCKOro
NpUMEHEHs, NpoLiecce ero NpoM3BOACTBA M METOAAxX KOHTPOSS KayecTea, B TOM Yuche:

1) konuIo OOKYMeHTa, copepXalero crneayloLyo MHgopmauuio o dapmaueBTUYeckon CybcTaHuuM unm
hapmaLeBTUHECKMX CYOCTaHUMSIX, BXOOSLWMX B COCTaB JIEKAPCTBEHHOrO npenapaTta, 3a WCKITHYEHUEM
MHpopMmaumm o capmMaleBTUYECKMX CYOCTaHUMUSAX, BKIMIOYEHHbIX B FOCYLAPCTBEHHbIA PEecTp feKapCTBEHHbIX

cpeacTB B COOTBETCTBUM CO cTaTbel 34 HacToswero PeagepanbHOro 3akoHa:
(B peq. PepgepanbHoro 3akoHa ot 27.12.2019 N 462-93)

a) HanuMeHoBaHWe hapmaLeBTUHECKON CcybCTaHLuK, ee CTPYKTypa, obLune CBOMCTBA;
0) HaumeHoBaHVe 1 agpec NPoM3BOANTENS;

B) TEXHOoJIorma npom3esoacTtea C onncaHnem cragun npon3BoacTBa U METOAOB KOHTPOJIA Ha BCEX CTaaunAx
npon3BoOACTBa,

r) onucaHue pa3paboTku npoLecca NPon3BOACTBA;

A) onncaHne KOHTPONS KPUTUYECKUX CTagui Npou3BOACTBa U NPOMEXYTOYHOWM NPOAYKLNM;
€) AOKYyMeHTanbHoe NoATBepXaeHue (BanMaauus) npoLeccoB 1 (Mnm) Nx OLEeHKa;

) CBOMCTBA W CTPYKTypa AENCTBYIOLLMX BELLECTB;

3) xapakTepucTtuka npumecen;

n) cneundukaumsa Ha dapMaLeBTMYEeCKyo CyBCcTaHUMo 1 ee 0BOCHOBaHME;

K) aHanMTu4eckne MeTOAMKM, UCMOSb3yeMble NMPU OCYLLECTBEHUN KOHTPOMS KavecTBa hapmaLeBTU4ECKON
cybcTaHuup;

n) [OKyMeHTanbHoe MOATBEPXAeHWe (Banvpauusl) aHanuMTUYecKMX MEeTOAMK, WCMOoMb3yeMblX Npwu
OCYLLLECTBMNEHNM KOHTPOSS KayecTBa hapmaLeBTU4ecKon cybcTaHumm;

M) pe3ynbTaTbl aHann3a cepuii apmaLeBTUYECKON CyOCTaHLnK;

H) nepeyvyeHb CTaHOAAPTHbIX o6pa3u,os mnn BewecTB, WUCNOJIb3yeMbIX MPU OCYLUECTBJIEHUN KOHTPOIA
Ka4vecTBa,

0) onncaHve XxapakTePUCTUK U CBOMCTB YNakoBOYHbIX MaTEPUAroB U YKYNOPOYHbIX CPEACTB;
n) AaHHblE O CTAbUNBHOCTM hapMaLEeBTUYECKON CyOCTaHLMK;
p) CPOK rOOHOCTMU;

1.1) B OTHOWeEHUN hapMaLeBTUYECKMX CYOCTaHLUUA, BXOASLUX B COCTaB JIEKApPCTBEHHOro npenapata u

www.consultant.ru Crpanuua 34 u3 109
HageXXHas NpaBoBas noaaepXkKa


http://www.consultant.ru/
http://www.consultant.ru/
consultantplus://offline/ref=77FAE0282664CF3E820050CBC2F9517701ACEAC19B1364E55B2A1D976B2EC4299D00F19FF28E5A77B242B57625DB658950008D870291DF86B5g3G
consultantplus://offline/ref=77FAE0282664CF3E820050CBC2F9517701ACE9C69D1564E55B2A1D976B2EC4299D00F19FF28E5873B542B57625DB658950008D870291DF86B5g3G

®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHerus: 19.03.2020
(c u3m. n pgon., BCTyM....

BKIIOYEHHBIX B rOCY4apCTBEHHbI pPeecTp NeKkapCTBEHHbIX CPeACTB B COOTBETCTBMM CO CTaTbel 34 HacTosLLero
depnepanbHOro 3akoHa, - KONusi JIOKYMeHTa, COAepXKaLLero crieaytoLLyo nHopmMaumio:

a) HaMMmeHoBaHue hapmaLeBTUYECKON cybCcTaHUuK, ee CTpyKTypa, obLLme CBONCTRA;
0) HaumeHoBaHVe 1 agpec NPoM3BOANTENS;
B) pe3ynbTaThl aHanu3a cepuin bapmavleBTU4eckon cybcTaHuuu;

I) CPOK roQHOCTMH;
(n. 1.1 BBepeH deaepanbHbIM 3akOHOM OT 27.12.2019 N 462-03)

2) DOKYMEHT, cofepXalliuMi creaylolmne CBeAEHUS O NeKapCTBEHHOM MpenapaTte ans MeguuUHCKOro
NPUMEHEHMS:

a) onmncaHme n coCtaB JiekapCTBEeHHOro npenaparta gnd MmeamumnHCKOro npuMeHeHus;

©) onucaHue dapmaueBTnyeckon paspaboTkum (obocHoBaHMe Bbibopa cocTaBa, NEPBUYHOWM YMAKOBKA U
WHOro);

B) TEXHOoIIorma npom3soacTtea C onncaHnem cragun npon3BoacTBa U METOAOB KOHTPOJIA Ha BCEX CTaaunAx
npon3BoACTBa,

r) onNMcaHne KOHTPOIS KPUTUYECKMX CTaAuIM Npouecca Npon3BoaCcTBa U MPOMEXYTOYHOW NPOAYKUMK;

A4) HavMeHOBaHWe W agpec MecTa OCyLWecTBMeHMs Npou3BOACTBa fEKapCTBEHHOro npenaparta Ans
MEAMLMHCKOrO MpUMeHeHUs (B Criyyae Hanmmumsa HEeCKONbKMX Y4acCTHMKOB npouecca Npou3BoAcTBa Heobxoanmo
yKasaTb KaXgoro n3 Hux);

e) hapmaveBTu4eckass COBMECTUMOCTb;

) MUKpoBuonormyeckne xapakTepucTukuy;

3) MaTepuanbHbI 6anaHc Ans NPou3BOACTBa CEPMU FOTOBOrO MPOAYKTa;

1) onucaHne xapakTepUCTUK N CBOWCTB YNaKOBOYHbIX MaTEPUarnos 1 yKYNOPOYHbIX CPeaCTB;

K) AOKYMeHTarnbHoe NoATBepXaeHue (Banugauumst) NpoLeccoB NponsBoacTBa v (M) UX OLEHKa;

n) TpeboBaHKsA K kKa4ecTBY BCMOMOraTenbHbIX BELLECTB (cepTudumkaT, cneuudukaumns Ha BcrioMoraTernbHble
BellecTBa U Ux 060CHOBaHwe);

M) aHanuTMYeckne MeToaMKW, UCMOoNb3yeMble MPU OCYLLECTBIEHUU KOHTPONS KayecTBa BCMOMOraTesbHbIX
BeLLEeCTB;

H) [OOKyMeHTanbHoe noaTBepXxaeHve (Banugauusl) aHanuTUYeckux MeTOOMK, WCMOSNb3yeMbIX Mpu
OCYLLECTBIEHMMN KOHTPOS Ka4yecTBa BCNOMOraTerbHbIX BELLECTB;

0) VIH(*)OpMaLJ,I/IFl 006 1Cnonb30BaHMM  BCMOMOraTernbHbIX BELLECTB 4YENoBEYEeCKOro U XKMBOTHOIMO
NPOUCXOXOEHUA;

n) nHpopmaums 06 NCNob30BaHUN HOBbIX BCMOMOraTernbHbIX BELLECTB;

p) TpeGoBaHMs K KayecTBY JlekapCTBEHHOro npenapaTta Ans MeauUMHCKOro NpuUMeHeHust (cepTudukar,
cneunduKkaLmsa Ha NekapcTBEHHbIN npenapaT U ux 060CHOBaHME);

C) aHannTnyeckne MeToduKu, UCMoJib3yeMble Mpu OCYyLWEeCTBIIEHUN KOHTPOJIA KadecTBa JeKapCTBEHHOro
npenaparta gna meanunHCcKoro npuMeHeHua,

T) OOKyMeHTalnbHOe noATBepXaeHne (Banmp,au,m) aHaNUTNU4YeCKNX MeToauK, MWUCMNOJIb3yeMbIX MNpU
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHerus: 19.03.2020
(c u3m. n pgon., BCTyM....

OCYLLLECTBMEHMM KOHTPOMS KavyeCcTBa NeKapCTBEHHOro npenaparta ans MeguuuHCKOro NnpuMeHeHus;
y) pesynbTaTbl aHanu3o0B Cepuii NekapcTBEHHOroO npenapara Ans MeanUMHCKOro NpUMeHeHNs;
&) XxapakTepucTuka npumecen;

X) nepe4vyeHb CTaHOAPTHbIX 06pa3u,os, MCNnoNb3dyemMblX TMpU OCYLLEeCTBIIEHUN KOHTPONA KadecTBa
NeKapCTBEHHOro npenapara gnda MeanunHCKOro npMMeHeHua;

L) AaHHble O CTAabUIbHOCTM NIEKAaPCTBEHHOIO Npenapara Anst MEAULMHCKOro NPUMEHEHNS.
(vyacTb 5 B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

6. Paspen dapmakonormyeckom, TOKCUKOMOrMYEeCcKOM [OKYMeHTauuM BKMYaeT B ceba oTyeTbl O
pesynbTatax AOKMMHUYECKNX UCCNefOBaHUM NeKapCTBEHHOrO cpeacTBa AN MEOULMHCKOTO MPUMEHEHUS, B TOM
yncne:

1) oTyeT o hapmakoAMHAMNYECKMX NCCNEAOBaHUSX;
2) oT4eT 0 hapMaKOKMHETUYECKMX UCCIEeAOoBaHNSX;

3) OTYET O TOKCMKOMOTMYECKNX UCCreoBaHUSIX.
(vacTb 6 B peq. ®egepanbHoro 3akoHa ot 22.12.2014 N 429-03)

7. Pasgen KnWMHWYEecKoW [JOKyMeHTauuum BknovaeT B cebsi oTyeTbl O pesynbTaTtax  KIMHUYECKMX
nccrnegoBaHWUn NekapCTBEHHOMO Npenaparta Ans MeauUMHCKOro NPUMEHEHNs!, B TOM YMCHE:

1) oT4yeThbl 06 MccneaoBaHMsAX GMOOOCTYNHOCTU M BMO3KBMBANIEHTHOCTU, UCCIIeAOBaHNAX, YCTaHABNMBAOLWNX
KOPPENsAUMIo pe3ynbTaToB, NoyYeHHbIX B YCIOBUSX in vitro 1 in vivo;

2) oT4eTbl 0 PapMaKOKUHETUYECKNX NCCNEeaOoBaHNSX;
3) oTyeTbl 0 hapMakoANHAMUYECKMX UCCIIeL0BaHUSIX;
4) 0TYeTbI O KNNMHUYECKMUX UCCNefoBaHUAX 3pEKTMBHOCTU N Be30MacHOCTY;

5) oT4eT O NOCTPErMCTPaLMOHHOM OMNbITE MPUMEHEHMUS (MPY HANU4Mn).
(4acTb 7 BBegeHa defepanbHbiM 3aKoHOM 0T 22.12.2014 N 429-93)

8. TpeboBaHns Kk obbemy uHdOpPMauLMK, NpegocTaBnseMoOn B COCTaBe PEerncTpauuMoHHOro AoCbe, AnS
OTOEeNbHbIX BWMAOB fleKapCTBEHHbIX MNpenapatoB AN  MEAWMUMHCKOro MNpUMMEHEHMs  yCTaHaBnuBaloTCH
YNONIHOMOYEHHbIM befepanbHbIM OPraHOM UCMONHUTENBHOW BRacTu.

(vacTb 8 BBegeHa PegepanbHbiM 3akoHOM OT 22.12.2014 N 429-$3)

9. B OTHOLLEHUWN NEKAPCTBEHHbIX NpenapaToB, pa3peLleHHbIX Ans MeANLMHCKOro npumeHeHnst B Poccuiickon
depepaummn Gonee aOBaguatM NeT U B OTHOLIEHUW KOTOPbIX HEBO3MOXHO MpPOBEAEHWE WCCnegoBaHui KX
OMO3KBMBANEHTHOCTU (3@ UCKMOYEHNEM BMONOrMYECKUX NEKapCTBEHHbIX NPenapaToB), AOMYCKAETCHA BKIOYEHNE B
cocTaB pasgena dhapMakonorn4eckom, TOKCMKONOrMY4eCcKon JOKYMEHTaUUN U pasgerna KnMHUYecKon JOKYMeHTaumm
BMECTO OT4eTa paspaboTuvMka O pesynbTaTax COOCTBEHHbIX AOKIMHUYECKUX WCCNEeOOBaHUI EKapCTBEHHbIX
CPEACTB U KIMHUYECKUX WUCCMEAOBAHWUA NEKAapCTBEHHbIX NpenapatoB AN MeOMUMHCKOro npumeHeHust ob3opa
Hay4HbIX paboT O pesynbTatax [AOKIMMHUYECKMX WCCMNEAOBAHUN JIEKAPCTBEHHbIX CPEeACTB U KIMHUYECKUX
NCCNeaoBaHUN OaHHbIX JNEKAapCTBEHHbIX MpenapaTtoB, B TOM YMCME BKIHOYAs OMbIT UX MOCTPErNCTPaLMOHHOIO
NPUMeEHEHNS.

(vyactb 9 BBegeHa PefeparnbHbiM 3akoHOM OT 22.12.2014 N 429-03; B pea. PenepanbHoro 3akoHa ot 27.12.2019
N 475-93)

10. Tpwu rocynapCTBEHHOW perucTpaumMvM  BOCMPOM3BEAEHHbLIX JIEKAPCTBEHHbIX MNpenapatoB  Anis
MeAMLUHCKOro NpMMEHeHNs SonycKaeTcs BKIOYeHMe B COCTaB pa3sgena hapMakonormyeckom, TOKCUKOOrMyeckomn
OOKYMEHTauMm W pasgena KIvHUYEeCKOW [OOKyMeHTauuMm BMeCcTO oT4yeTa pas3pabordvka O pesynbTaTtax
COOCTBEHHbBIX OOKIMMHUYECKNX MCCMEeAOBaHMN NeKapCTBEHHbIX cpeacTB ob3opa Hay4vHbix paboT o pesynbTatax
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHerus: 19.03.2020
(c u3m. n pgon., BCTyM....

OOKIMMHMYECKMX  UCcnegoBaHUmn ped)epeHTHoro NIeKapCTBEHHOro npenapata W npeacraBneHne BMECTO
KNUHUYECKUX NCCNeaoBaHUi B NOSTHOM obbeme, YCTaHOBJIEHHOM pa3aesriom KITMHWUYECKOMN OOKyMeHTauuun, ot4yeta o
pe3ynbTatax nccrnegoBaHnin  GUOSKBMBANEHTHOCTU BOCNpoun3BeJEeHHOIo neKkapCTtBeHHOro npenapara ansd
MeANLMNHCKOIro npuMeHeHus. He Tpe6yeTc;| npeacrtaesneHne oTt4eTa O pesynbratax nccnegoBaHumn
O1O3KBMBANEHTHOCTU BOCnpon3seneHHOro JiekapCTtBeHHOro npenapara Aana mMeaumumnHCKOro rnpuMeHeHuA, ecrin
PEerncTpupyroTca Bocrnpon3seeHHble nnekapCTtBeHHble npenapartbl AnAa MeguLlnHCKOro npuMeHeHunsA, KotTopble:

1) npegHasHayeHbl ANA  MNapeHTepanbHOro  (MOAKOXKHOro,  BHYTPMMbILIEYHOTO,  BHYTPMBEHHOrO,
BHYTPWINasHOro, BHYTPUMNONOCTHOMO, BHYTPMUCYCTaBHOMO, BHYTPMKOPOHApPHOr0) BBEAEHMS U NpeacTaBnsiioT cobon
BOZHbIE PaCTBOPbI;

2) NnpeactaBnsaioT cobor pacTBopbl AMs NepopansHOro NpUMeEHeHUs;
3) nponsBeaeHbl B hopMe MOPOLLKOB U NMMOUNN3aTOB AN1S NPUroTOBIIEHWS PacTBOPOB;
4) ABNAOTCS rasamu;

5) SIBNAOTCA YWHbLIMK UMW TMasHbIMK IeKapCTBEHHbIMU NpenapaTamu, NpousBeaeHHbIMU B hopMe BOAHbIX
pPacTBOpPOB;

6) NpegHa3HayeHbl 4NS MECTHOrO NPUMEHEHNS U NPUroTOBNEHbI B hOpMe BOAHbIX PacTBOPOB;

7) npencTtaBnalOT cOGOW BOAHbIE PACTBOPbI ANA UCMOMb30BaHWs B (POPME MWHransuuin ¢ MOMOLLbLO
Hebynavisepa unu B Ka4ecTBe HasasbHbIX CNpeeB, MPUMEHSAEMbIX C MOMOLLbIO CXOAHbIX YCTPONCTB.
(vacTb 10 BBegeHa deaepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

11. Ona cny4yaes, yka3aHHbIX B NyHkTax 1 - 3, 5 - 7 yactn 10 HacTodAwen cTaTtbu, BOCNPOU3BELAEHHbIN
NEeKapCTBEHHbIM npenapaTt ans MeOWUMHCKOro NMPUMEHEHWUs] OOIMKEH COAEpXaTb TakMe Xe BCroMOoraTeribHble
BELLECTBA B TaKMX e KONMM4yecTBax, Kak U pedepeHTHbI nekapCTBEHHLIN npenapaTt. Ecnn cocrtasbl
BCMOMOraTefibHbIX BELIECTB pasnunyalTcsl, 3asiBUTENb [OOMKEH nNpeacTtaBUTb [okasaTesnbCcTBa TOro, 4TO
ncnomnb3yemble B AaHHbIX KOHLEHTpaUWAaX BCMoMoraTtesibHble BELLECTBa He BNUAIOT Ha GesonacHocTb M (unwn)
3(PPEKTUBHOCTL NEKAPCTBEHHOIO Npenaparta Ans MeauuMHCKOro npumeHeHusa. B cnyyae, ecnu 3asButenb He
MOXeT NpeAcTaBWUTb Takme gokasaTenbcTsa U (MNn) He MMEET AO0CTYNa K COOTBETCTBYHOLUMM OAHHBLIM, OH OOMKEH
NPOBECTM COOTBETCTBYIOLLNE NCCNEAOBAHNA ANS foKa3aTeNbCTBa OTCYTCTBUS BMMSHUSA pa3HbIX BCMIOMOraTerbHbIX
BELLECTB WM BCMOMOraTesnbHbIX YCTPOMCTB Ha 6e3onacHocTb U (Mnn) 9EEKTMBHOCTb FIEKAPCTBEHHOIO
npenapata Ang MeAUUMHCKOrO MNPUMMEHEHMSI B MOPsiAKe, YCTAHOBMEHHOM YMOMHOMOYEHHbIM doeaepanbHbIM
OpraHoM UCMOSTHUTENBHOM BNacTu.

(vacTb 11 BBeaeHa PeaepanbHbIM 3akOHOM OT 22.12.2014 N 429-93)

12. Tlpn rocygapCTBEHHON perucTpauum KombrHauum paHee 3aperucTpupoOBaHHbIX JeKapCTBEHHbIX
npenapaToB AN MeQULMHCKOro NMpUMEHEHUsa OOMNycKaeTcsl BKIOYEHWe B COCTaB pasfena gapmakornorm4yeckon,
TOKCMKOSOrM4eCcKon AOKYMeHTauum u pasgena KIMHWYecKOM AOKyMeHTauum BMecTO oTyeTa paspaboTyumka o
pesynbTaTtax COBCTBEHHbIX AOKIMHWYECKMX WCCIeOBaHWUM NEeKapCTBEHHbIX CPeacTB 0630pa HayyHbix paboT o
pe3ynbTatax AOKMMHUYECKUX WUCCrNedoBaHUN pedepeHTHbIX NeKapCTBEeHHbIX MpenapaToB, BXOASALWMX B COCTaB
KOMOMHaUMKW NeKapCTBEHHbIX MpenapaToB, 1 06 OTCYTCTBMU NX B3aMMOAENCTBNS B OQHOW fiekapCTBEHHON hopme.
(vyacTb 12 BBegeHa deaepanbHbiM 3akOHOM OT 22.12.2014 N 429-93)

13. Ha akcnepTusy pasnuyHbIX nekapCTBEHHbIX (hopM OOHOro U TOrO Xe feKkapCTBEHHOro npenapaTta gns
MEeOMLIMHCKOrO MPUMEHEHUS 3asBUTENb MNpeacTaBnseT OTAeNbHble 3asBNEHUs U perucTpaluoHHble AOoCbe Ha
Kaxxayto nekapcTBeHHyto ¢opmy. lNMpu ycrnoBunm ogHOBPEMEHHOW MoJavu Ha 3KCNepTUM3y OAHOW NeKapCTBEHHOM
¢dOopMbl C pasnMYHBIMU OO3MPOBKOMW, KOHLIEHTpauuen, o0beMOM 3asiBUTENb MPEACTaBnsieT OOHO 3asiBIEHME U
perncTpaumoHHoe [OoCbe C MPUIIOXKEHMEM MakeTOB YMakOBOK Ha KaXAyl AO3MPOBKY, KaXAYl KOHLEHTpauuio,
KaxxabIl 00BbEM U Kaxgoe KONM4ecTBO 03 B yMaKoBKe.

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

14. Tpw rocynapcTBEeHHOW permctpauumn opgaHHOro rnekapCcTBEHHOro rnpenapaTa 3assuTens npeacrasnseT
nHdopmaumio, Heobxoaumyo Ang  OPMUPOBAHMA pasgena  KNMHUYECKOW [OoKymeHTauuun, B obbeme,
YCTaHOBMNEHHOM YMOSTHOMOYEHHbIM defepanbHbIM OpraHoM UCNONHUTENBHON BRacTu.
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHerus: 19.03.2020
(c u3m. n pgon., BCTyM....

(vyacTtb 14 BBegeHa denepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

15. Mpu perncTpaumm GNoNorM4eckoro NekapcTBEHHOro npenapaTa, Noy4eHHOro U3 KPOBW, Nia3mbl KPOBU
YernoBeka, B COCTaBe PErMCTPaLMOHHOIO AOCbe Ha NEeKapCTBEHHbIN MpenapaT Ans MeAWUUMHCKOrO MpUMEHEHMS
OOMKHbI ObITh NpeacTaBneHbl AOMNONHUTENBHO!

1) B pasgene OOKyMeHTauuuv agMUWHUCTPATMBHOIO XapakTepa AOKYMEHT, coaepalivMn MHopmauuo o
cybbekTax obpalleHnss JOHOPCKOM KpOBU K (MNK) ee KOMMOHEHTOB, O TOM, rae Obina ocyllecTBreHa goHauud
(kpoBM K (MNW) nNNasMmbl KpOBW), a Tawke pfaHHble 06 WHMEKUMOHHbIX 3aboneBaHusx, nepegarLmxcs
napeHTepanbHbIM nNyTeM, MHoOpMaLms o0 cybbekTax obpalleHns JOHOPCKOW KpOoBU U (MNK) ee KOMMNOHEHTOB, B
OTHOLLUEHMUN KOTOPbIX OCYLLECTBSAETCS KOHTPOSb JOHOPCKOWM KPOBU U (UNN) €€ KOMIMOHEHTOB;

2) B pasgerne xummn4yeckomn, hapMaLeBTUHECKON 1 BMONOrnYeckon JOKYMEeHTaLNK:

a) Kputepunm un cnocobbl OTOOpa, TPaHCMOPTUPOBAHMS W XPaHEHUs AOHOPCKOW KpoBW W (Mnum) ee
KOMMOHEHTOB;

6) pesynbTaTbl UCCNEAOBaHMI OTOOPaHHBIX JOHOPCKOM KPOBU M (M) Nasmbl KPOBM U NYIIOB HA Hanuune
BO3GyauTENein MHMEKUMIA, BKMoYas MHOpMaLMio 06 MCMoNb3oBaHHbIX MeToaMKax MCCriedoBaHUiA M B criyyvae
nUccrnedoBaHWst MynoB  MnasMbl  KPOBM  pe3ynbTaThl  AOKYMEHTAanbHOro  noATBepxaeHus  (Banuoauuu)
NCNOMb30BaHHbLIX METOANK;

B) TEXHMYECKME XapaKTEePUCTMKM yNakoBKM Ans oTbopa AOHOPCKOW KPOBU WM (MNn) nnasmMbl KPOBW, BKMNOYas
nHdopmaumio 06 NCNoNb30BaHHbIX PACTBOPAX aHTMKOarynsHTOB.
(yacTb 15 BBegeHa ®eaepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

16. KnuHnyeckne nccnegosaHusa NekapcTBEHHOro npenaparta Ans MEAULMHCKOrO NPUMEHEHUSA B LEeNsx ero
rocygapCTBEHHON permctpauny nposoaaTcsa B Poccuiickon degepauny B nopsake, ycTaHOBNEHHOM cTaTbsimuy 38 -
44 nactoswero ®egepanbHOro 3akoHa. OT4YeT O NPOBEAEHHbIX MCCNEeAOBaHMAX BKMOYAETCs B COCTaB pasgena
KNMUHUYECKON [OKYMEHTauun perucTpaumMoHHOro [[OoCbe Ha JNeKapCcTBeHHbIM npenapat Ans MeauuuHCKOro
npumeHeHus. [nsg nekapcTBeHHbIX npenapaToB AMS MeOUUMHCKOrO NPUMEHEHWUs, B OTHOLUEHUW KOTOPbLIX B
pesynbTarte SKCNepTu3bl [OOKYMEHTOB, MpPeACTaBfeHHbIX ANA  onpefeneHns BO3MOXHOCTM paccMmaTtpusaTh
nekapcTBeHHbIN npenapaT AN MeQUUMHCKOro NPUMEHEHNs B KayecTBe opdaHHOro fiekapCcTBEHHOro npenapara,
Takas BO3MOXHOCTb MPU3HaHa 1 B OTHOLUEHMU KOTOPbLIX NpoBefeHbl KNMHUYECKUE UccnenoBaHusl, BbINOMHEHHbIe
3a npegenamu Poccuiickon ®egepaummn B COOTBETCTBMM C MpaBuiiaMu Hagnexailen nabopaTopHOW NPaKkTUKX U
npasunaMn Haanexaiien KIMHUYECKOW MpaKkTUKW, OOMycKkaeTCs BKIOMEHMEe B COCTaB pasferia KIUHUYECKON
OOKYMeHTauunm BMEeCTO OTyeTa O pesynbTaTax KIMHUYECKUX WCCrefoBaHWW rekapCTBEHHOro npenapara Ans
MeOMUMHCKOrO MpUMEHeHWs, npoBedeHHblXx B Poccuickon Pepepauumn, otyeta O pesynbTarax KIMHUYECKUX
nccneaoBaHUn, BeINOSIHEHHBIX 3a npegenamu Poccuinckon depepaumm.

(vacTb 16 BBegeHa PeaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

KoHcynbTaHTlM0C: npumeyaHue.
C 01.01.2021 4. 17 cT. 18 n3naraetcsa B HoBow pegakumm (O3 o1 27.12.2019 N 478-3).

17. 3asBuTenb BMApaBe MNPeAcTaBUTb MO COOCTBEHHOW MWHUUMATMBE BMeECTe C 3asiBNEHMeM O
rocyfapCTBEHHOW perucTpaumMmM nekapcTBEHHOro npenapata AN MeOULUMHCKOrO MPUMEHEHUS [OOKYMEHTHI,
noaTrBepxaatoLime ynnaTty rocygapcTBEHHOM NOLUMNUHbLI U yKa3aHHble B nyHkTe 10 yacTn 2 HacTosdllen ctatbn. B
cnyyae ux HenpeacTaBneHnsa COOTBETCTBYOLNIN YNONHOMOYEHHbIN dhefepanbHblil OpraH UCMONHUTESNbHOW BrlacTu
npoBepsieT akT ynnaTbl FOCYAapCTBEHHOW MOLLUMMHbBI 3asiBMTENeM NOCPEeACTBOM MCMOMb30BaHMsA MHGopmaumm o6
ynnate rocydapCTBEHHOW MOWNWHBLI, codepxallenca B [ocygapcTBEHHOM WHMOPMaUMOHHOW cucTteme O
rocyAapCTBEHHbIX U MyHULMMNAnbHbIX NnaTexax, Ha OCHOBaHUU NpeacTaBneHHbIX 3asBuTenemM Konuin JOKYMEHTOB,
noATBepXXaaloLWwmnx ynnaTty rocygapcTBEHHOM NOLLUSNHbI.

(vyacTtb 17 BBegeHa denepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

18. He 0O0MycKaeTCda MUcnosib3oBaHne B KOMMEPYECKUX Lenax MHd)OpMaLI,I/IM O pesynbTtatax OOKIMNHUYECKUX
nccrnegoBaHum NNeKapCTBEeHHbIX CpeactB U KIMHUYECKUX nuccrnegoBaHuin JIeKapCTBEHHbIX MpenapaTtoB And
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHerus: 19.03.2020
(c u3m. n pgon., BCTyM....

MEeLMLMHCKOro NpUMEHEHWs, NpeaCcTaBneHHON 3asBuTenemM Ang rocygapCTBEHHOW perncTpauumn nekapcTBEHHOro
npenapata, 6e3 ero cornmacus B TeyeHue LWeCTU NneT C AaTbl rocyaapCTBEHHOW perncTpaumm pedepeHTHOro
nekapcTBeHHoro npenapata B Poccurickon ®egepaumn.

(vyacTtb 18 BBegeHa denepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

19. [HepxaTtenb wnuM Bnageney, perncTpaumoHHOrO YAOCTOBEPEHUsI NEeKapCTBEHHOrO npenapata Ha
BUOTEXHONOMMYECKMI UM OpdPaHHbIA NeKapCTBEHHbIN NpenapaT obsi3aH NpeaoCcTaBnATe HA BO3ME3OHON OCHOBE
obpasubl pedepeHTHOro nekapCTBEHHOro npenapara 3asaBuTenaM Ans NPOBeAEHUS KIMMHUYECKUX UCCNeA0BaHNUN.
CtoumocTb o0Opasua pedepeHTHOro JIeKapCTBEHHOro npenapaTa, BKMAKYEHHOrO B MNepeyvYeHb KUBHEHHO
HEOOXOOUMbIX W BaXHEWLIMX feKapCTBEHHbIX NpenapatoB, He AOfKHA npeBblllaTh 3aperMcTpupoBaHHYO
npeaenbHy0 OTMYCKHYH UeHY Ha pedepeHTHbIN MNeKkapCTBEHHbIM npenapaT WM LeHy Ha NeKapCTBEHHbIN
npenapaT B CTpaHe NpoOn3BOAUTENS.

(vacTb 19 BBegeHa PeaepanbHbIM 3akOHOM OT 22.12.2014 N 429-93)

20. 3asBneHve O rocygapCTBEHHOW perncrpauumn BOCMPOWM3BEAEHHOrO NEKAPCTBEHHOrO Mpenapata Ans
MEOMLMHCKOrO MPUMEHEHNsT MOXET ObITb MOA4AHO B YMOMHOMOYEHHbLIN deaepanbHblil OpraH MCMONTHUTENbHON
BMacTu, OCYLLECTBNSIOLNIA rocygapCTBEHHYIO PEerncTpauuio nekapCcTBEHHbIX NPenapaTos, N0 UCTEYEHUN YeTbipex
net C paTtbl FOCyQapCTBEHHOM perncrpaumm pedepeHTHOro fekapcTBEHHOro npenapata B Poccuiickon
depepauymm.

(vacTb 20 BBegeHa PeaepanbHbiM 3akOHOM OT 22.12.2014 N 429-93)

21. 3asBneHne O rOCyAapCTBEHHOW perucTpauum OGuoaHanoroBoro (6MonogobHOro) nekapCcTBEHHOrO
npenapaTta (6woaHamnora) MoxeT ObiTb MO4AHO B YMNONIHOMOYEHHbIN heaepanbHbll OpraH WCNOMHUTENbHOW
BMaCTW, OCYLLECTBSIOWMNA rOCyAapCTBEHHYIO PErMCTPaLMIO NIeKapCTBEHHbIX NpenapaToB, N0 UCTEYEHUU Tpex neT
C AaTbl rocyaapCTBEHHOW permctpaumm pedhepeHTHOro nekapcTBeHHOro npenapara B Poccuiickon ®epepauuu.
(vacTb 21 BBegeHa PeaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

22. [epxaTenb wunu BriageneL, perucTpauMoHHOrO yOOCTOBEPEHUS NEKApCTBEHHOro npenapara
npeacTaBnsieT B YMNOMHOMOYEHHbIN deaeparnbHbIl OpraH UCMOMHUTENBHOW BNACTW, OCYLLECTBISALWUA OYHKLMK
MO KOHTPOJO M HAA30py B chepe 30paBOOXpaHEHUs], OTYET MO pe3ynbTaTam hapMakoHag3opa OAWH pa3 B LWECTb
MecsiLleB B TeYeHue ABYX NeT Nocne rocyAapCTBEHHOW perMctpaunv nekapcTBeHHOro npenaparta B Poccumnckon
denepaumu, exeroqHo B TeHeHME NOCNeayLnNX TpeX NeT 1 B AanbHEWLEM OAMH pa3 B NATb NeT.

(4acTtb 22 BBegeHa PefepanbHbIiM 3akoHOM OT 22.12.2014 N 429-03)

Crtatbs 19. MpuHATHE pelleHUs O Bblgaye 3IKCMEPTHOMY YuYpeXAeHWIO 3afaHUA Ha npoBegdeHue
3KCMnepTU3bl NeKapCTBEHHOro cpeAcTBa
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

1. B TedyeHune pecatM paboumx OHENW CO OHS NPUHATUS 3asiBMEHWs O roCy4apCTBEHHOMW pervcTpauun
neKkapcTBEHHOro npenapaTta COOTBETCTBYIOLLMIA YNOMHOMOYEHHBIN deaepanbHblid OpraH UCMOSNHUTENBHOW BMACTy
NMPOBOAMUT MNPOBEPKY MOMHOTLI, AOCTOBEPHOCTU W MPaBUNBbHOCTU OCOPMMEHUs MPEACTaBMNEHHbIX [JOKYMEHTOB
PErncTpaumMoHHOro [0Cbe Ha NeKapCTBEHHbI npenapaT WM MNpUHMMAEeT pelleHWe O Bbidave 3aJaHus Ha
npoBeAgeHME:

1) aKcnepTu3bl [JOKYMEHTOB, NPEeACTaBMEHHbIX [N ONpederneHnsi BO3MOXHOCTM paccMaTpuBaThb
neKapCTBEHHbIN NpenapaT Ans MeaULMHCKOro NPUMEHEHUS MPU OCYLLECTBIIEHWN FOCyAapCTBEHHOW pernctpauum B
kayecTBe opdhaHHOro NEKapCTBEHHOTO Npenapara;

2) 9QKCNEPTU3bl JNIEKAPCTBEHHOIo cpeacrtBa B 4YacCcTuU IKCNEPTU3bl KadeCTBa J1EKAPCTBEHHOIo cpeacrtBa U
9KCMNEePTNU3bl OTHOLLEHUA 0Xngaemon nosnb3abl K BO3MOXHOMY PUCKY NMPUMEHEHUNA NeKapCTBEHHOro npenapara and
MeONLUNHCKOro NnpuMeHeHus;

3) aKkcnepTusbl NIEKAPCTBEHHOIO CpeacTBa B YaCTW SKCMEPTU3bl KadecTBa JIEKAPCTBEHHOrO CpPeAcTBa U
3KCNEepTM3bl OTHOLLEHUS OXMOAEMOW MOMb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUS NEKapCTBEHHOrO npenapara ans
MEOMULMHCKOrO MPUMEHEHNS B MOPSiAKE YCKOPEHHOW Mpoueaypbl 3KCMNepTU3bl JEeKapCTBEHHbIX CPEACTB B
COOTBETCTBUN CO cTaTben 26 HacToswero PegepanbHOro 3akoHa;

4) OKCMNepTun3bl NeKapCTBEHHOIo cpeactBa B OTHOLUEHUU JNeKapCTBEHHOIO npenapara And BeTepuHapHOro
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHerus: 19.03.2020
(c u3m. n pgon., BCTyM....

NpUMEHEeHU4.

2. YNONHOMOYeHHbIW beaepanbHbii OpraH UCNOMHUTENbHOW BRacTu yBeAOMNSAET B 3MEKTPOHHOW hopme
N Ha ByMaxHOM HOCUTENE 3asBUTENS U SKCMEPTHOE YYpEXAeHNe O NPUHATOM peLleHnn O Bbldade 3adaHun Ha
NpoBeAEHNE IKCMEPTM3, NPEeQyCMOTPEHHbIX YacTbio 1 HacTosLWen cTatby, U B cnydyae HeobXo0aMMOCTU O Bblgade
paspelleHnss Ha BBO3 B Poccuiickyio degepaumio KOHKPETHOM NapTuMK, CEpPUN 3aperncTpupoBaHHbIX M (Unn)
He3aperMcTpUpoBaHHbIX NEKapCTBEHHbIX CpeacTB unn ob oTkase B NpoBedeHWU MpeayCMOTPEHHbIX 3KCNepTus c
yKasaHWeM NpuymnH Takoro oTkasa.

3. B cnyyae BbisSIBNeHWs OTCYTCTBMS WNU  HEOOCTOBEPHOCTU WHopMmauuu, codepxalleica B
NpeAcTaBrieHHbIX 3asiBUTENIeM [OKYMEHTax, YMNOSTHOMOYEHHbIN deaeparnbHblii opraH WCMOSHUTENIbHOW BracTu
HanpaBnseT 3asBUATEN0 3anpoc 00 YTOYHEeHMM ITOM MHGOopMauuM (Oanee - 3anpoc  YNOHOMOYEHHOro
henepanbHOro opraHa WCMOMHWUTENBHOW BRNacTu), KOTOPbI MOXET OblTb nepedgaH YNoHOMOYEHHOMY
NpeacTaBUTENIO 3asBUTENS JIMYHO MOA PacnucKy, HampaefeH Mo MoyTe 3akasHbiM MUCbMOM WNWU nepedaH B
3MEeKTPOHHOW opMe MO TEeNeKOMMYHWKAUMOHHLIM KaHanam cBsian. B cnyyae HanpasneHuss 3anpoca
YMOMHOMOYEHHOrO heaeparbHOro opraHa WUCMOMHWUTENbHONM BMACcTM MO Mo4YTe 3akasHbiM MUCbMOM OH CYMTaeTCcs
MOSYyYEHHbIM MO UCTEYEHUM LLIECTU AHEN C AaTbl HANPaBneHWsl 3akasHoro NMcbMa.

4. 3Bagsutenb o6s3aH npeacTtaBuTb OTBET Ha 3anpoc  YMNOMHOMOYEHHOro dhedepanbHOro opraHa
NCMONMHUTENBbHOW BlacTM B CPOK, He MpeBbIAWMIA AeBsHOCTa paboumx AHEeW co AgHA ero nony4veHus. Cpok,
yKa3aHHbIi B 4acTu 1 HacTosiwen cTaTbl, NPUOCTaHABMMBAETCA CO [HS HanpaBrieHWs 3asiBUTEN0 3arnpoca
YNOJSTHOMOYEHHOTO hbefepanbHOro opraHa MCMOMHWUTENBHOW BNAcTM A0 AHSA MOSyYEeHWst UM COOTBETCTBYHOLLENO
oTBeTa.

5. OcHoBaHMeMm Onisi OTKasa B opraHmn3auunm 3KcnepTns, npeayCMOoTpEHHbIX 4acCTbio 1 HacTosLWEN CTaTbw,
ABNAeTCcA npencrasneHne HeobxoguMbIx onsg npoeeaeHna npeqycMoTpeHHbIX 3KCNepTnU3 AOKYMEHTOB B HEMNOJTHOM
obveme unn HenpeacrtaelieHne 3adaButenemMm B yCTaHOBJ'IeHHbIVI CpOK oOTBeTa Ha 3anpoc YynoJIHOMOYE€HHOro
cbep,epaanoro opraHa WCMONHUTENBHOW BRacTu, a Takke npeacrasneHne LOOKYMEHTOB, He coaepikawunx
ncyepnbiBaoLLEro nepe4yHs HeobxoaMMbIX CBEAEHWN.

6. MNpn oTkase B opraHU3auuM 3KCNEpPTU3bl, MPedyCMOTPEHHOW MyHKTOM 4 4yacTu 1 HacTosdlen cTaTby,
OOKYMEHTbI, BXOAdALME B COCTaB PErmcTpauuoOHHOrO OOCbe Ha fEeKapCTBEHHbIM Mpenapart Ansi BETePUHApPHOro
NPUMEHEHUs, MOryT GbITb BO3BpALLEHbl 3asiBUTENO HA OCHOBAHWM €ro MMCbMEHHOMO 3anpoca, HanpaBfeHHOro B
YMOMHOMOYEHHbIW heaeparnbHbIi OpraH MCMONMHUTENbHOW BNacTn B TedeHue Tpuauaty paboumx gHEn co OHSA
NPUHATUSA  YNONMHOMOYEHHbIM  dheepanbHbiM  OpPraHoM  WUCMOSIHUTENBHOM BNacTu peweHua o6 oTkase B
opraHusaumy Takor 3KCnepTusbl. YNONHOMOYEHHbIN ddefepanbHbli opraH UCMONHUTENBHOW BriacTM BO3BpallaeT
3as8BUTENIO YKa3aHHble OOKYMEHTbl B TeyeHue gecAtv paboymx OHel cO OHA MOSydeHUsl COOTBETCTBYHOLLENO
3anpoca 3asBuTens.

(4acTb 6 BBegeHa denepanbHbiM 3akoHOM oT 02.08.2019 N 297-93)

Cratba 20. 3kcnepTu3a [OKYMEHTOB, MpeAcCTaBfieHHbIX AN onpeaesieHuss BO3MOXHOCTU
paccmaTpuBaTb JIeKapCTBEHHbIM Mnpenapat AN MeAULMHCKOro MNPUMEHEeHUs TMpu  OCYyLUeCTBIIeHUU
rocygapcTBeHHOM perncrpauum B KayecTBe opcpaHHOro fiekapcTBEHHOro npenapara

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

1. OkcnepTvM3a [JOKYMEHTOB, MNpeACTaBMNEHHbIX AN  OnpegernieHns BO3MOXHOCTM — paccMmaTtpuBaTh
NeKkapCTBEHHbIN NpenapaT Anga MeguuMHCKOro MpUMeHeHus Npu OCyLeCTBIEHUM rOCyAapCTBEHHON perncTpaumm B
KayecTBe OpdaHHOro IeKapCTBEHHOrO npenapaTa, COCTaBfIEHWE KOMWUCCUEN 3KCNEPTOB 3aKOYeHUss O
BO3MOXHOCTU MM HEBO3MOXHOCTW pacCcMaTpuBaTh NIEKAPCTBEHHLIA nMpenapaTt Ans MeguuMHCKOro nNpuMeHeHust
npyv OCYLEeCTBNEHNM TOCYJapCTBEHHOW perucTpauumM B KadecTBe opdpaHHOro nekapCTBEHHOro npenapata u
HanpaBneHne [OaHHOro 3akMioYeHUs B YNONHOMOYEHHbIN dhefeparnbHbldi  OpraH WCMOMHUTENBbHON BRacTu
OCYLLECTBMAKTCA B CPOK, He MpeBblawwmi Tpuguatn paboumx [OHEW CO OHS MONyYeHUsl SKCMepTHLIM
yupexaeHmemM 3afaHusi YnonHOMOYEHHOro eaepanbHOro opraHa WCMNOMHUTENbHOW BRacTM U B 3NEKTPOHHON
dopmMe nnn Ha DymMaXKHbIX HOCUTENSIX HEOBXOOMMBIX JOKYMEHTOB, yKa3aHHbIX B nyHkTax 1, 2, 5, 6, 10 yactn 4 n e
yacTtu 7 ctatbu 18 HacTosiwero PepepanbHOro 3akoHa.

2. [lokyMeHTbI, cogepkalymecst B perncTpaunoHHOM AOCkE Ha JieKapCTBEHHbIN npenapar 1 NocTynuBLIie Ha
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHerus: 19.03.2020
(c u3m. n pgon., BCTyM....

OyMaXHbIX HOCUTENAX B 3KCMEPTHOE Yy4YpeXaeHue AN OCYLIEeCTBMNEeHMS WX 3JKCnepTusbl Ans onpeaeneHuvs
BO3MOXXHOCTU paccMmaTpuBaTh JIEKAPCTBEHHLIN NpenapaTt Ans MeauuMHCKOro NpMMEHeHns B Ka4ecTBe opdaHHOro
NeKapCcTBEHHOro npenapara, nognexar Bo3BpaTy B YNOMHOMOYEHHbIM deaepanbHbli opraH WUCNONHUTENBHON
BNacTN OQHOBPEMEHHO C 3aKMOYEHUAMU COOTBETCTBYIOLLMX IKCMEPTUS.

Ctatba 21. PeweHMe O BO3MOXHOCTU paccMaTpuBaTb JieKapCTBeHHbIA npenapatr npwu
oCyLLeCTBIIEHMUN rocyfapCTBEHHOMN perucTpauum B kKayectee opcpaHHOro fnIeKapCTBEHHOro npenapara
(B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. B cpok, He npeBbllLaOLWNA NATU pabounx OHEN CO OHA NOMYYEeHUs 3aKHYeHUs, ykasaHHOro B Yactum 1
ctatbn 20 HacToswero deaepanbHOro 3akoHa, YNONMHOMOYEHHbIV befepanbHbli OpraH UCNONHUTENBHON BNacTu
OCYLLECTBNSAET OLUEHKY MONyYEeHHOro 3aKmyeHns Ans onpeaeneHns ero COOTBETCTBMSA 3a4aHui0 Ha nNpoBedeHne
COOTBETCTBYHOLLEN SKCNEPTU3bl N YBEAOMISET 3asBUTENS B 9NEKTPOHHON hopme nnu Ha BymaxHoMm HocuTerne o
pesynbTatax MPOBEAEHHON 3KCNepTU3bl C MPUIIOXKEHMEM KOMUW IKCMEPTHOro 3akmoyeHus (C COXpaHeHueMm
KOH(pMAaeHUManbHOCTM MHOpMaLun O COCTaBe 3KCMEPTHOM KOMUCCUMM) U O BO3MOXHOCTWU UMM HEBO3MOXHOCTM
paccmaTpuMBaTb  NEKapCTBEHHbI  npenapat ANnd  MeOULMHCKOrO  MNMPUMEHEHUs  Npu  OCYLLECTBREHUU
rocynapCTBEHHOM perncTpaumm B Kayectse opdaHHOro ekapCTBEHHOro npenapara.

2. Tlpn BbIHECEHMN KOMWUCCUEW IKCMEPTOB 3aKIHOYEHWS O BO3MOXHOCTM paccMmaTpuBaTb EKapCTBEHHbIN
npenapaTt Ang MeauUMHCKOrO MpUMEHEHUS MpPW OCYLLECTBIIEHUU FOCYOAapCTBEHHOW peructpaumMmM B KavecTBe
OpdhaHHOro NekapCTBEHHOro npenapaTa ynonHOMOYEHHbI heaepanbHbIi OpraH UCNONTHUTENBHOW BNAacTh B CPOK,
He npeBbIlWaoLWmMi NATM pabounx gHEen Co AHS NMOMNyyYeHUst JaHHOTO 3aKMioYeHUs, NPUHMMaeT peLleHre O Bbiaadve
3afaHusa Ha NpoBeAEeHNE IKCNEPTU3bl KAYECTBA NEKAPCTBEHHOrO CpeacTBa M AKCNepTU3bl OTHOLLEHUST 0XNOAeMON
nonb3bl K BO3MOXHOMY PUCKY MPUMEHEHWUs] NEKApPCTBEHHOro npenaparta Ans MEeOULUHCKOrO MpUMEHEHUs B
nopsiike YCKOPEHHOW npoueaypbl 3KCNepTu3bl JIEKapCTBEHHOrO cpeacTBa B COOTBETCTBMM CO cTaTtben 26
HacTosilero ®egepanbHOro 3akoHa.

3. B crnyyae npuHATUA pelleHns O HEeBO3MOXHOCTWU paccmaTpuBaTth NeKapCTBEHHbIV npenapaTt ang
MeAMLMHCKOro MNpPUMEHEHUs nNpu rocyfapcTBEHHOW perncrpauun B KayvecTBe OpdaHHOro IeKapCTBEHHOro
npenapaTta YrNOMHOMOYEHHbIN dedepanbHbIn - OpraH UCMOMHUTENbHOW BracTM Mpekpaliaet npouenypy
rocy4apCTBEHHOWN permctpaumm nekapcTBeHHOro npenapara. 3assutenb Bnpase obpaTuUTbCs B pPerncTpupyoLwmn
opraH C 3asiBrieHWeM O rocyAapCTBEHHOW perncrpauum ykasaHHOro rekapcTBeHHOro rnpenaparta B COOTBETCTBUM
co ctatben 18 HacToswero depepansHOro 3akoHa.

Crtatbs 22. YTpaTtuna cuny ¢ 1 urons 2015 roga. - ®egepanbHbin 3akoH oT 22.12.2014 N 429-®3.

Crtatbs 23. dKkcnepTu3a KayecTBa NEKapCTBEHHOro CpeAcTBa U IKCNepTU3a OTHOLIEHUSA OXuaaemou
Nosnb3bl K BO3MOXHOMY PUCKY NPMMEHEHUSA NeKapCTBEHHOro npenapara Ans MeAMLMHCKOro NnpMMeHeHus
(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. OkcnepTm3a kavecTBa EKapCTBEHHOrO CpeacTBa M 3KCMepTM3a OTHOLIEHUS OXMOAEMOW MofMb3bl K
BO3MOXHOMY PUCKY MPUMEHEHUs NeKapCTBEHHOro npenapata Ansg MeguuUHCKOro NpUMEHeHUs, cocTaBneHue
KOMWCCUAMM 3KCNEPTOB 3aKITYEHUI NO pe3yrnbTaTtaM NPOBEeAEHHbIX 3KCNEPTU3 U HanpaBreHne 3TUX 3aKNiYeHnn
B YMNOMHOMOYEHHbIN (befieparbHbli OpraH UCNOMHUTENBHOW BNacTU OCYLLECTBSIOTCA B CPOK, HE MpeBbillaoLLni
cTa pecatn paboumx [HeW CO [OHSA MONyYeHUs SKCMEPTHbIM YyYpexaeHMeM COOTBETCTBYIOLLEro 3adaHus
YNOfIHOMOYEHHOro heepanbHOro opraHa UCMOMHUTENBHOW BNAacT 1 HEOBXOANMbIX JOKYMEHTOB B 3MEKTPOHHON
dopme mnun Ha ByMadkHbIX HOCUTENSX.

2. B TeyeHue [eBsIHOCTA AHEN CO [HS MONYyYEHWUs peELLeHUs YNONHOMOYEHHOro defepanbHOro opraHa
UCMONMHWUTENBHOW BRACTM O MPOBEAEHUWN 3KCMEPTU3, NPEeaYCMOTPEHHbIX YacTblo 1 HacTosILLeN cTaTby, 3asiBUTENb
NpeacTaBnseT B 3KCMEPTHOE YYpexaeHue Ans NpoBedeHWsi 3KCMepTUsbl KayecTBa NeKapCTBEHHOro CpeacTea
obpasLpbl JIekapCTBEHHOro npenapaTta Afisi MeaULMHCKOrO MpUMEHEHWsl, MpoU3BEAEHHOr0 B COOTBETCTBMU C
TpeboBaHNUAMM OMbITHO-MPOMbILLSIEHHOTO U (MNN) NPOMBILLIIEHHOTO PErMaMeHTOB, YTBEPXKAEHHbIX PYKOBOAMTENEM
NPOM3BOAMUTENST NEKAPCTBEHHbLIX CPEACTB, @ Takke B COOTBETCTBYHOLLIMX crydasix obpasubl hapmaLeBTUYeckon
cybcTaHL MK, TeCT-LUTaMMa MUKPOOPraHW3MOB, KyrbTypbl KNETOK, 06pasLibl BELLECTB, NMPUMEHSIEMbIX A1151 KOHTPOIs
KayecTBa IEeKapCTBEHHOrO CPeACTBa MYyTEM CPaBHEHWS C HUMW UCCIELYEMOro NEKapCTBEHHOTO CpeAcTBa, B
Konn4ecTBax, HeobXxoaAUMbIX ANt BOCIPOM3BEAEHUS METOAOB KOHTPONS KayecTBa.
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHerus: 19.03.2020
(c u3m. n pgon., BCTyM....

3. Mpu nonydyeHun obpasuLoB fNekapCTBEHHOrO npenapata u dapmaueBTU4EeCKOW CyOCTaHuun aKkcnepTHoe
yypexaeHue BblAaeT 3asBUTEN0 AOKYMEHT, NOATBEpXAatloLMiA nonyyYyeHne ykasaHHbIX o06pasuoB, U B CPOK, He
npesbILLaOWNA Tpex pabounx gHen, yBeAOMNSAEeT B 3MEeKTPOHHOM bopMe mnm Ha BymaxHOM HocuTerne o6 aTom
YMOMHOMOYEHHbIM peaeparnbHbIi OpraH UCNONHUTENBHON BNAcTu.

4. YkasaHHble B 4acTax 2 U 3 HacTosien cTaTbM CPOK ANs MpeacTaBneHusl 3asiBuTenem obpasuos
nekapcTBEHHOro npenapaTa U hapMaueBTUYECKOl CybCTaHUMM U CPOK YBEOOMITEHUS] SKCNEPTHBIM YYpeXOeHNEM
06 9TOM Ha OBymMaxXHOM HocuTerne YMNONMHOMOYEHHOro dedepansHOro opraHa MCMOMHUTENbHON BRacTM He
BKIIOYAIOTCA B CPOK NPOBEAEHUs SKCMepTU3, NPeaycMOTPEHHbIX YacTbio 1 HacTosLLeN cTaTby.

5. [lOKyMeHTbIl, MOCTYNUBLUME B 3KCMEPTHOE y4ypexaeHue AN NpoBeAeHUs1 KCMepPTU3, NpegyCMOTPEHHbIX
YacTblo 1 HacTosilen cTaTbu, NoanexaTt BO3BpaTy B YNONHOMOYEHHbIN heaepanbHblii opraH UCMONHUTENBLHON
BMacT OOHOBPEMEHHO C 3aKMHOYEHNSIMU, NONYYEHHbIMW MO pe3ynbTaTaM COOTBETCTBYIOLLMX SKCMEPTH3.

Cratba 24. 3kcnepTusa KayecTBa JIeKAPCTBEHHOro cpeacTBa M 3KCNepTM3a OTHOLUEHUsl OXuaaeMmon
NoJib3bl K BO3MOXHOMY PUCKY NPUMEHEeHUs1 JIeKapCTBEHHOro npenapara Ans BeTepuHapHoOro npuMmeHeHusi

1. OkcnepTm3a kavecTBa IEeKapCTBEHHOrO cCpeacTBa M 9KCMepTM3a OTHOLIEHUSA OXMOAeMOW nofb3bl K
BO3MOXHOMY PUCKY MPUMEHEHUs NeKapCTBEHHOro npenaparta Ans BeTepMHApPHOro NPUMEHEHWsi, COoCTaBrieHune
KOMMWCCHAMM IKCMEPTOB 3aKMOYEeHMN No pesynbTataM yKasaHHbIX 3KCMePTU3 1 HanpasrieHne Taknx 3akmnoyeHun B
YNONTHOMOYEHHbIV dheaepanbHbIf OpraH UCMONHUTENBbHOW BNACTM OCYLLECTBSAIOTCA B CPOK, HE MPEBbILLAIOLWMIA CTa
OecsaTn paboymx gHeW CO OHS NOMyYeHUst SKCNEPTHbIM YYPEXAEeHNEM 3adaHuns YNOTHOMOYEHHOro deaepanbHOro
opraHa MCMOMHWUTENbHON BNacTh ¢ AOKYMeHTaMu, ykasaHHbIMK B YacTu 3 ctatbn 17 Hactoswero deaeparnbHOro
3aKoHa.

(B pen. PegepanbHbix 3akoHoB OT 22.10.2014 N 313-93, ot 13.07.2015 N 241-93)

2. B TeuyeHne Tpuauatm paboumx AHEN CO OHS MONY4YeHUs! peLleHusl YrNorTHOMOYEeHHOro degepanbHoro
opraHa MCMOSTHUTENbHOW BNacTy O NPOBEAEHMM YyKa3aHHbIX B YacTu 1 HACToALEn CTaTbW 3KCNEpPTM3 3asBUTENb
NPeACTaBnsieT B 3KCMEPTHOE YyypexaeHwe ONns NpoBefeHUs 3KCMepTM3bl KayecTBa feKapCTBEHHOro CpeacTBa
obpasubl NekapCTBEHHOro npenapata Afs BETEPUHAPHOro MpUMEHEHMUS, MPOM3BEAEHHOIO B COOTBETCTBUM C
TpeboBaHMAMUN TEXHOMNOMMYECKNX PErMaMeHTOB, YTBEPKAEHHbLIX PYKOBOOUTENEM MPON3BOANUTENS NEKAaPCTBEHHbIX
CcpeacTB, a TakKke B COOTBETCTBYHLUMX CryyYasix TeCT-LUTaMMbl MUKPOOPraHM3MOB, KymNbTypbl KNeToK, obpasLbl
dapmaneBTMYeckon cybcTaHummn, obpasLbl BelecTB, MPUMEHSIEMbIE AN KOHTPONS KayecTBa JflekapCTBEHHOMO
CPeAcTBa, B KONMYecTBax, HEoOXoauUMbIX A4Sl BOCNPON3BeAeHUsS MeTOA0B KOHTPONS KadecTBa.

(B pea. PegepanbHoro 3akoHa ot 02.08.2019 N 297-03)

3. Mpu nonydeHun obpasLOB fekapCTBEHHOro npenaparta u dapmaueBTUYECKON CYyOCTaHUMM 3KCNepTHOoe
yupexaeHue BblAaeT 3asBUTENO AOKYMEHT, MOATBEPXOAKLWMA MOMyYeHUe ykasaHHbIX 00pasuoB, U B CPOK, He
npesbllaWnA  Tpex paboumx aOHen, yBeaoMmnisieT B MUCbMEHHoOW ¢opme 06 3TOM  YNOMHOMOYEHHbIN
deaepanbHbIi opraH UCNOSTHUTENBHOW BNACTMU.

4. Cpok gns npefcTaBrieHnst 3asiBUTeNemM 00pasuOB fekapCTBEHHOrO npenapata u dapMaueBTUYECKON
cybCcTaHUUN 1 CPOK YBEOOMITEHUS SKCMEPTHBIM ydpexaeHnem ob aToM B MUCbMEHHOW hopMe YNOSTHOMOYEHHOTO
beaeparnbHOro opraHa UCNOSIHUTENBHOM BNACcTU, yKa3aHHble B YacTaX 2 U 3 HACTOosILWEN cTaTbu, HE BKMNOYAlOTCS B
CPOK NpoBeAeHNs yKasaHHbIX B HacTU 1 HacTOALLEN CTaTbW SKCNEPTUS.

5. [IOKyMeHTbI, MOCTYMMBLLME B 3KCNEPTHOE yYpexaeHne Ang npoBefeHns yKkasaHHbIX B 4acTn 1 HacTosiLen
cTaTbW 3KCNEepTU3, noanexar BO3BpaTy B YMNOMHOMOYEHHbLIN deaepanbHbll opraH WCMOSHUTENbHOW Bnactu
O[HOBPEMEHHO C 3aKIMYEHUAMU NO pesyrbTaTam yKasaHHbIX 9KCnepTus.

CraTtbs 25. [loBTOpHOE NpoBeAeHne 3KCNepTU3bl NeKapCTBEHHbIX CPeACcTB
(B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. B cnyvasx HegocTaTto4HOM 0GOCHOBAHHOCTM UMW HEMOMHOTHI 3aKMOYEHNs KOMUCCUM KCMEPTOB, HanMuns
B HEM NPOTMBOPEUMBbLIX AaHHbIX, hanbCUdUKaLnM BbIBOJOB 3KCNEePTU3bl NMeKapCTBEHHOTO CPeaCcTBa, COKPLITUA OT
YMOMHOMOYEHHOTO hefeparibHOro opraHa UCMOSTHUTENBHOM BNacTy OCHOBaHWI OJ1s1 0TBOAA IKCnepTa BCNeACcTBUE
€ro 3aMHTEPecOBaHHOCTM B pesynbTaTax COOTBETCTBYIOLIEN 3KCMepTU3bl, HanMuus AaHHbIX O MPSAMOM NM6o
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHerus: 19.03.2020
(c u3m. n pgon., BCTyM....

KOCBEHHOM BMELLATENLCTBE B NPOLIECC COOTBETCTBYHOLLEN SKCNEPTM3bl MWL, HE y4acTBYIOLNX B ee NpoBEeAEeHUN,
HO OKa3aBLUMX BIMSIHWE Ha MPOLECC M pe3ynbTaTbl ee NPOBeAEHUS, YNONMHOMOYEHHbIM deaepanbHbiM OpraHoM
NCMOMHUTENBbHOMW BnacTy HasHa4yaeTCsi NOBTOPHAs 3KCMepTU3a feKkapCTBEHHOTO CPeAcTBa U (MnM) aTuyeckas
aKcnepTM3a.

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

2. [loBTOpHast 3KcnepTM3a JEeKapCTBEHHOrO CpeAcTBa MPOBOAMTCA C  Y4eTOM pes3ynbTaTOB paHee
NpoBeaEeHHOWN 3KCMEePTU3bl B CPOK, YCTAHOBIIEHHbIN YNOMHOMOYEHHbIM (heaepanbHbIM OpraHoM UCMOMHUTENbHOW
BNacTU 1 He npesblllaoLWwmi Tpuguatn pabounx gHen co OHSA NONYyYEeHUS IKCMEPTHbIM YYpeXaeHNEeM 3a4aHus Ha
npoBegeHne NOBTOPHOWN SKCNEPTUN3bI NEKAPCTBEHHOIO CpeacTea.

(8 pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. ®uHaHcoBoe obecneyeHne BbIMONHEHMST 3aJaHMsi Ha MNpPOBeAEeHME TMOBTOPHOW  3KCMepTU3bl
nekapcTBEHHOro CPeACTBa He OCYLLECTBAETCS.
(B peq. PepgepanbHoro 3akoHa ot 22.12.2014 N 429-93)

CTaTtbA 26. YcKopeHHas npoueaypa 3KCnepTusbl JieKapCTBEeHHbIX CPeACTB

1. YckopeHHasa npoueaypa 9KCnepTu3bl NEKApCTBEHHbIX CPeACTB B LENsX rocygapCTBEHHOW perncrpaumm
NEeKapCTBEHHbIX NpenapaTtoB NPUMEHSETCA B OTHOLUEHUN OpdaHHbIX NeKapCTBEHHbIX MpenaparToB, NEPBbIX TPex
NeKapCTBEHHbIX MpenapaToB, pernctpupyembix B Poccuiickon ®epepaumm B KayecTBe BOCNPOU3BEAEHHbIX
NEKapCTBEHHbIX MpenapaTtoB, O4YepefHOCTb KOTOPbIX OMpefensieTcs B COOTBETCTBMM C HOMEPOM U AaTown
BXOAALLUMX 3asBMEHUA O TrOCYyAapCTBEHHOW perucTpaumMmM neKapCTBEHHbIX MpenapaToB B paMkax OOHOro
MEeXOYyHapOA4HOrO HEeMaTEeHTOBAHHOIO HaWMEHOBaHWSA FIEKApCTBEHHOIO npenaparta  Wnu  rpynnmMpoBOYHOIO
HavMEHOBaHWsI NNEKAPCTBEHHOIO npenapara, W JIeKapCTBEHHbIX MpenapaToB, NpegHa3HaYeHHbIX UCKIIOYUTENBHO
ONsi NPUMEHEHNS1 HECOBEPLLEHHONETHUMH FpaXkaaHamu.

(B pea. PepeparnbHbix 3akoHOB OT 22.12.2014 N 429-03, o1 13.07.2015 N 241-03)

2. YcKkopeHHasi npouenypa aKCcnepTu3bl feKapCTBEHHbIX CPEACTB B LENsX rocyaapCTBEHHOW pervctpauum
neKapCTBEHHbIX NpenapaToB He MPUMEHSIETCS B OTHOLLEHWUN:

1) GnoaHanoroBbix (61ONOJOOHbLIX) NNEKAPCTBEHHBIX NpenapaToB (GuoaHanoros);
2) pedepeHTHbIX NleKapCTBEHHbIX MPenapaToB (3a UCKIYeHneM opdaHHbIX NTEKapCTBEHHbIX MpenapaTos);

3) BOCMpPOU3BEAEHHbIX NEKapCTBEHHbIX MpenapaToB (3a WCKMIOYEHWEM NEPBbIX TPEX PErMCTPUPYEMbIX B
Poccuiickon ®epepaumm B KayecTBe BOCMPOM3BEAEHHBLIX NEKAPCTBEHHLIX NpenapaToB W NeKapCTBEHHbIX
npenaparoB, NpegHa3HaYeHHbIX UCKIMIYUTENBHO AN NPUMEHEHNS HECOBEPLUEHHONETHUMY rpaxaaHamm);

4) HOBbIX KOMGUHALIMI 3aPErMCTPUPOBAHHBIX paHee NEeKapCTBEHHbIX NpenapaTos;

5) nekapCTBEHHLIX NpenapaToB, 3aperMCTPMPOBAHHBLIX PaHee, HO MPOU3BEAEHHbIX B APYIMX NEKapCTBEHHbIX
dopmMax B COOTBETCTBMM C NepeyYHeEM HaMMEHOBaHUI NlekapCTBEHHbIX OPM 1M B HOBOW [03MPOBKE.
(4yacTb 2 B peq. PefepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. YckopeHHas npouefypa  9KCNepTu3bl  NIEKAPCTBEHHBIX CPEACTB  MPOBOAUTCS MO PEeLUeHUto
COOTBETCTBYIOLLIErO YNOSIHOMOYEHHOro dhejepasnibHOro opraHa UCMOSTHUTENbHOW BACTN HA OCHOBAHWUN 3asiBIEHUS
3a8BUTENS B CPOK, HE MpeBblamWmi BocbMuaecaTn paboumx gHen. lNMpyu 3TOM 3KcnepTvM3a [AOKYMEHTOB,
coAepXallmxcs B permcTpaunoHHOM OOChbe Ha NeKapCTBeHHbIM npenapaTt, NPOBOAUTCS B CPOK, HE MpeBblllaloLLniA
Aecatn paboumx OHen, aKcnepTM3a KavyecTBa NEeKapCTBEHHOro CpeAcTBa M 3KCMepTu3a OTHOLLEHUST OXuaaeMoWn
nonb3bl K BO3MOXHOMY PWUCKY NMPUMEHEHWS NeKapCTBEHHOrO npenaparta NpoBOAATCS B CPOK, HE MpPEBbILLALLMNA
LuecTuaecaTu pabounx gHen.

(4yacTb 3 B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3.1. B oTHOWweHun opdpaHHbIX NeKapCTBEHHbIX NpenapaTtoB MoOryT ObiTb npeacTaBneHbl pesynbTaThbl
OOKMNMUHUYECKNX UCCNeaoBaHUA NeKapCTBEHHbIX CPeACTB W KIUHUYECKMX WCCNedoBaHUN nekapCTBEHHbIX
npenapaToB AfS MEOUUMHCKOrO MNPUMEHEHWs, BbINOMHEHHbIX 3a npepenamu Poccuiickon ®epepauun B
COOTBETCTBMU C MpaBuraMu Hagnexawien nabopaTopHON MPaKTUKM U NpaBunaMy Hagnexawen KIMHUYeCcKon
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHerus: 19.03.2020
(c u3m. n pgon., BCTyM....

NPaKTUKMW.
(vacTb 3.1 BBegeHa degepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

4. YckopeHHas npoleaypa 3KcnepTusbl NeKapCTBEHHbIX CPeacTB MPOBOAUTCH B Nopsake, YCTaHOBMEHHOM
ctatbsmn 17 - 20, 23 n 24 Hactosiwero depgepasnbHOro 3akoHa, U He O3HA4yaeT CHWXeHUst TpeOOoBaHWA K
6e30nacHOCTH, KayecTBY U 3PEKTUBHOCTU NIEKAPCTBEHHbLIX NpenapaTos.

CtaTtba 27. PelueHue o rocyfapcTBeHHOW perucTpaumm nekapcTBeHHOro npenapara

1. B cpoK, He npeBbILLaoLLNA AecaTn paboyumx AHEN CO AHS NOMyYeHUs 3aKniYeHUn KOMUCCUM IKCNEePTOB MO
pe3ynbTataM 3KCNepTu3bl Ka4eCTBa NEKapCTBEHHOrO CpeacTBa M 3KCMEepPTM3bl OTHOLLEHUSA OXWOAEMOMW Monb3bl K
BO3MOXHOMY  pUCKY MPUMEHEHUS  MEKapCTBEHHOro npenapaTta, COOTBETCTBYOLMA  YNOMHOMOYEHHbIN
deneparnbHbI OpraH UCNONMHUTENBHON BNACTU:

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

1) paaMelLaeT Ha cBoeM oduLManbHOM caTe B ceTh "MIHTepHeT" COOTBETCTBYIOLLME 3aKMHOYEHUSA KOMUCCUN
3KCNEepTOB M OCYLLECTBASET UX OLEHKY ANs onpeAernieHns COOTBETCTBUSA 3a4aHWI0 HA NPOBEAEHNE 3TUX SKCNEpPTUs;
(n. 1 B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-d3)

2) NpUHMMaeT pelleHne O rocydapCTBEHHOW perucTpaumm nekapcTBEeHHOro npenapata unv o6 oTkase B
rocynapCTBEHHOMW perncTpauum nekapcTBEHHOro npenapara;

3) BHOCUT Npw NPUHATUM PELLEHUSA O TOCYAapCTBEHHOW perMcTpaumm nekapcTBEHHOro npenapara AaHHble O
3aperncTpupoBaHHOM NEeKapCTBEHHOM Mpenaparte, B TOM Yucne o hapmaueBTU4eckon cybcTtaHuum, Bxogsen B
COCTaB fekapCTBEHHOro npenapaTa, B rocyAapCTBEHHbIN PeecTp MNeKkapCTBEHHbIX CPeacTB U BbiAAET 3asBUTENIO
perncTpauMoHHOEe  yAOCTOBEpEeHWe  fekapCTBEHHOro  mpenapaTta, @Qopma  KOTOporo  yTBepxgaeTcd
YNONHOMOYEHHbIM  (befepanbHbIM  OPraHOM  WCMOMHUTENbHOW  BNacTW,  COMMAacoBaHHblE  HOPMAaTUBHYIO
OOKYMEHTaLMI0, HOPMAaTUBHbIA OOKYMEHT, UHCTPYKLUIO MO NMPUMEHEHUIO NIEKApCTBEHHOro npernapata U MakeThbl
NepPBUYHON YNaKOBKN U BTOPUYHOM (MOTPEOUTENBCKOW) YNAaKoBKM C YKa3aHMEM Ha HUX HOMepa PerncTpaLMoHHOro
YAOCTOBEPEHUST NTEKapCTBEHHOINO Npenaparta v AaTbl ero rocyAapCTBEHHOW perncrpauum unu B crnyvyae npuHATUS
pelwleHns 00 OTka3e B rocygapCTBEHHOM pervcTpaumy nekapCcTBEHHOro npenaparta yBeAoMMsieT B NMUCbMEHHON
dopme 3asBUTENss 06 3TOM C yKazaHWMEM MPUYMH Takoro oTkasa. 3a Bblgady pPerMcTpauMoHHOrO yAOCTOBEPEHUS
NeKkapCTBEHHOro rnpenapaTta B3MMaeTCA rocyfapCTBEeHHas MowfnHa B COOTBETCTBMM C 3aKOHOOATENbLCTBOM
Poccuickon ®egepauun o Hanorax u cbopax.

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

2. OcHoBaHMeM pfnsi oTkasa B T[OCYLapCTBEHHOW perucTpauuu nekapcTBEeHHOro npenapata  Aans
MEANLMHCKOrO NPUMEHEHUS SIBNAETCA 3aKMOYeHWe COOTBETCTBYHIOLLErO YNONHOMOYEHHOrO beaepanbHoro opraHa
MCMOSNHWUTENbHON BNactM O TOM, YTO KayecTBO U (UnM) 3PPEKTUBHOCTb PEFMCTPUPYEMOrO NEKAPCTBEHHOMO
npenapata Ans MeOUUMHCKOTO MPUMEHEHUS He MOATBEPXKAEHbl MOMYYEHHbIMU AaHHLIMU WM YTO PUCK
NpUYMHEHNS Bpeda 340POBbIO YenoBeka BCrEACTBME MpuUema JekapCTBEHHOro npenaparta Ans MeauuUMHCKOro
npUMeHeHusl npeBbiaeT 3MHEKTUBHOCTL €70 NMPUMEHEHNS.

(vacTb 2 B peq. PegepanbHoro 3akoHa ot 04.06.2018 N 140-93)

3. [lloBTOopHOE npeacTaBneHne B  COOTBETCTBYIOLMW  YMNOMHOMOYEHHbIM  defeparbHbld - opraH
NCMNOSHUTENbHOW BracTu NekapCTBEHHOMo npenapara, B OTHOLIEHUW KOTOPOro Noflyd4eH oTka3 B rocynapcTBEHHOWM
permcTpaumMm 1 KOTOPbIA BMOCMEACTBUM NOABEPrcA M3MEHEHUI0 B YacTW ero coctaBa, paccMaTpuBaeTCs Kak
npeacTaBneHne HOBOrO NEeKapCTBEHHOro npenapata Ha ero rocyfapCTBEHHYIO PerucTpaumio He3aBuCcUMMO OT
COXpaHeHUs ero NepBUYHOro HaMMEHOBaHWSI.

(4yacTb 3 B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

4. MNpw npegocTaBrneHnn 3asBUTENEM B COCTaBe PErMCTPaLMOHHOIO AOCbe Ha NeKapCTBEHHbIV npenapar
ONs BETEPMHAPHOro NPUMEHEHWUSI KOMUWU PeLUEHWUsT YMONTHOMOYEHHOro (hefepanbHOro opraHa MCMONHUTENbHOM
BMacTy O NPOBEOEHUN WMHCMEKTUPOBAHUS MPOU3BOAUTENS NEKAPCTBEHHBLIX CPEACTB CPOK MPUHSATUS pelleHus o
roCydapCTBEHHOW  peructpauuMum  feKapcTBEHHOro  npenapata  Ans  BETEPUHAPHOrO  NPUMEHEHUS
NMpUOCTaHaBNMBaeTCs CO AHS NOMYYEHUs 3aKMOYEHUN, ykazaHHbIX B YacTu 1 HacTosLen cTaTbl, 40 AHS NPUHATUS
YNOSIHOMOYEHHbIM dbefieparnbHbiM OPraHoM UCMOSTHUTENBHOW BNAacTu peLIeHns O Bbidadye Unm ob oTkase B Bbiaade
3aKIMIOYEHMSI O COOTBETCTBMU MPOWU3BOAUTENSA NEKapCTBEHHbLIX CPEeACTB TpeboBaHWAM npaBun Haanexallen
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHerus: 19.03.2020
(c u3m. n pgon., BCTyM....

NPOn3BOACTBEHHOM MPaKTUKKN, HO HE Boree Yem Ha CTO BOCEMbAECAT pabounx gHEN.
(vyacTtb 4 BBegeHa ®enepanbHbiM 3akoHOM oT 04.06.2018 N 140-93)

5. OcHoBaHMeM p[na oOTkasa B [OCYAApCTBEHHOW perucTpauun nekapcTBEHHOro npenapata Ans
BETEPMHAPHOIO NMPYMEHEHNS ABNSETCS 3aKMoYeHUe YNorHOMOYEHHOro deaepanbHOro opraHa MCMNONHUTENbHON
BMacTM O TOM, 4YTO Ka4yecTBO M (unu) 3acpdPeKTUBHOCTb PErmcTpMpyeMoro IekapCTBEHHOro npenapaTta Aans
BETEPVMHAPHOIO NMPUMEHEHUS] He MNOATBEPXKAEHbI MOMYYEHHbIMWU OAHHBIMW WU YTO PUCK MPUYMHEHWUS Bpeda
300pPOBbIO0 XUBOTHOrO BCMeACTBME MpuMemMa fNeKkapCTBEHHOro mnpenapata [Ansi BEeTepPUHApHOro MpUMEHEHUs
npesbIaeT 3PPEKTUBHOCTb €ro NPUMEHEHUs, 0TKas YyNONMHOMOYEHHOro heaepanbHOro opraHa UCMOMHUTENbHOW
BNacTu B Bblgaye 3akrioyeHUs O COOTBETCTBUM NPOU3BOAUTENS NEKapCTBEHHbIX CpeacTB TpeboBaHMaM npaBun
Hagnexawlem npou3BOACTBEHHOM MPaKTUKA AONS  KaXaon nNpoM3BOACTBEHHOW MMOLAAKM pPeructTpupyemoro
NeKkapcTBEHHOro npenapaTta AN BeTEePUMHAPHOro MpUMEHEHWs B Criydyae, €Cnu NpOu3BOACTBO fEKapCTBEHHOro
npenapaTta Ans BETEPUHAPHOro MpUMMEHEHUs OocyllecTBnseTca 3a npegenamm Poccuiickon depepauun, mnm
OTCYTCTBME TAKOro 3aKrioYeHus:.

(vacTb 5 BBegeHa PegepanbHbiv 3akoHoM OT 04.06.2018 N 140-93)

KoHcynbTaHTlnoc: npumeyaHue.
O nopsgke w  cpokax OnNpedeneHns B3avMO3aMEHSeMOCTU JeKapCTB  fleKapCTBEHHbIX MNpenaparos,
3apernctpupoBanHbix 4o 01.03.2020, cm. c1. 3 ®3 o1 27.12.2019 N 475-D3.

CrtaTtbfl 27.1. B3anMmo3aMeHsIeMOCTb lleKapCTBEHHbIX NpenapaToB Ansi MegULMHCKOro NpuMeHeHus
(B pen. PepepanbHoro 3akoHa ot 27.12.2019 N 475-93)

1. B3aMmMo3aMeHseMOCTb NEKapCTBEHHbIX MpenapaTtoB Afs MEAWUMHCKOro MpYMEHEHMS onpeaenseTca
YMOMHOMOYEHHbIM  befeparbHbiM  OpPraHoOM WCMOMHUTENBHON BRAacTW, OCYLUECTBASIOLMM FOCYLapCTBEHHYIO
perncTpaumio NekapCTBEHHbIX NpenapaToB A MeAULMHCKOro NPUMEHEHUS, B paMKax OOHOr0 MEXAyHapOAHOro
HenaTeHTOBaHHOMO (MNN XMMUYECKOrO, UMK rPYNNMPOBOYHOr0) HAaMMEHOBAHMS Ha OCHOBE 3aKIMOYEHUs KOMUCCUU
3KCMEPTOB 3KCMEPTHOMO YYPEXAEHUS O B3aMMO3aMEHSIEMOCTW NEKapCTBEHHOro npenaparta Ansi MeOMLMHCKOro
NpUMeEHeHMst NMBO O TOM, YTO JNEeKapCTBEHHbI Mpenapat Ans MeOUUMHCKOTO MPUMEHEHUSI He SBMsieTcs
B3aMMo3aMeHsieMbiM. [lopsigok  onpedeneHust B3auMMO3aMEHSIEMOCTM  JIeKapCTBEHHbIX MNpenapatoB  Ans
MEOMLMHCKOTO MPUMEHEHUA U  opMa 3ak/iOYEeHUs] KOMWMCCUM 3SKCTMEPTOB 3KCMEPTHOIO  YUYPEXOAEHUS O
B3aMMO3aMeEHSIEMOCTM JIeKapCTBEHHbLIX MNpenapaTtoB AN MeOULUHCKOro NpUMeHeHns nmbo o TOoM, 4TOo
neKapCTBEHHbIN nNpenapaT Ans MeAULMHCKOrO MPUMEHEHUS He ABMSETCS B3aMO3aMEHSAEMbIM, YCTaHaBNMBAKOTCSA
MpasutenbctBOoM Poccuiickon ®eagepaunn.

2. Komuccumsi 3KCMepToB  3KCMEPTHOrO  yupexaeHus [aeT  3akiioyeHve O  B3aMMO3aMeHSIeMOCTU
nekapCcTBEHHOro npenapaTta Ans MeOULMHCKOro MpumMeHeHms nubo O TOM, YTO NeKapCTBEHHbIN npenapar Ans
MEAMUMHCKOrO MPUMEHEHMSA He SBMSeTCs B3avMO3aMeHsieMblM, Ha OCHOBaHUWM Credylwux Kputepres
(xapakTepucTuKk):

1) aKBMBaneHTHOCTb (Ons GuoaHanoroBbix (6MONOAOOHLIX) NEKAapPCTBEHHLIX MpenapaTtoB (buoaHanoros) -
COMOCTaBUMOCTb) Ka4eCTBEHHbIX W KOMWYECTBEHHbIX XapaKTepuUCTUK dapMaueBTUYecknx CcyocTaHumm unm
COMOCTaBUMOCTb aHTUIEHHOTO COCTaBa BaKuWH. Mcnonb3oBaHWe pasnunyHbix conen, 3UPOB, KOMMIIEKCOB,
N30MEepOoB, KpucTannmyeckux ¢opm u Apyrnx MpomM3BOAHLIX OOHOrO U TOro e AEWCTBYIOLLEro BellecTBa He
ABMNSETCA NpPenaTcTBMEM ANS onpedeneHns B3aMMO3aMEHSEMOCTWM IeKapCTBEHHbIX MNpenapaTtoB, €cnu npwu
npoBedeHun  unccrnegoBaHus — OMOIKBMBANEHTHOCTW  MEeKapCTBEHHOro  npenapata WnM  MccregoBaHus
TepaneBTUYECKON 3KBMBANEHTHOCTM NEKapCTBEHHOro npenapara [AoKa3aHO OTCYTCTBUE KIMHUYECKU 3HaYMMbIX
pasnuunii  bapmMakokMHeTUkM U (unun) addekTMBHOCTM M 6e30nacHOCTU fekapCTBEHHOrO Mpenapata Aans
MeANLMHCKOro NMPUMEHEHUS;

2) 9KBMBaANEHTHOCTb IekapCTBeHHoW opmbl. [loa 3KBMBaNEHTHbIMU  NeKapCTBEHHbIMU  hopMamu
MOHUMAIOTCS pasHble NekapCTBeHHble POPMbl, UMEIOLLME OAMHAKOBbIE CNocob BBeAEHNS U CNocob NpUMeEHeHus,
obragatowme conocTaBUMbIMU (hapMaKOKMHETUYECKUMUN XapaKTepUcTMkamm u oapMakonormiyeckum gencTBuemM u
obecneymnBaloLLMe TakKe OOCTKEHNE Heobxoaumoro KnumHuyeckoro addekrta. Pasnmuma nekapcTBeHHbIX hopMm
He SBNSAITCA NPEenATCTBMEM AN onpefeneHus B3auMO3aMEHAEMOCTU NeKapCTBEHHbLIX NpenapaTtos, ecnun npu
npoBedeHUN  uccriefoBaHus  BUO3IKBMBANEHTHOCTW  NEKapCTBEHHOrO  npenapata WM UccnegoBaHus
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHerus: 19.03.2020
(c u3m. n pgon., BCTyM....

TepaneBTMYECKOW 3KBUBANEHTHOCTM NEKapCTBEHHOro npenapata [OKa3aHO OTCYTCTBME KMMHUYECKM 3HAYMMbIX
pasnuuun apmakokmHeTukn n (Mnn) addekTMBHOCTM M Ge3onacHOCTM NekapCcTBEHHOro npenapara Ans
MeAMLMHCKOro NPUMEHEHMS;

3) 9KBMBANEHTHOCTb NN CONOCTAaBMMOCTb COCTaBa BCMOMOraTenbHbIX BELLLECTB NeKapCTBEHHOro npenapara
ONs MEOMUUHCKOro npumeHeHus. Pasnuums coctaBa BCMOMOraTesfbHbIX BELECTB NIeKapCTBEHHOrO npenapaTa He
ABMSATCA NPEensaTcTBMEM AN ONpederieHns B3anMO3aMEHSIEMOCTU JeKapCTBEHHbIX MpenapaToB, ecnv npu
npoBeeHUN  uUccrefoBaHUs  OMO3KBMBANEHTHOCTM  NEKApPCTBEHHOrO  npenapata WNU  UCCregoBaHus
TepaneBTMYECKOW 3KBUBANEHTHOCTM NEKapCTBEHHOro npenapata AOKa3aHO OTCYTCTBME KIMMHUYECKM 3HAYMMbIX
pasnuuun apmakoknHeTkn n (unun) addekTMBHOCTM M 6Ge3onacHOCTM nekapCTBEHHOro npenapata Ans
MEeOMLMHCKOrO npuMeHeHus. [lpyu HanuummM KINUHUYECKM 3HAYMMbIX Pasnuunin  apMakoKMHETUKN U (1nn)
apcpekTBHOCTM 1 6Ge3onacHOCTM  NeKapCTBEHHOro  npenapata Ans  MeOUUUHCKOTO  MpUMEHEHMS
B3aMMO3aMeHAEMOCTb OMNpeaensaeTcs ¢ yka3aHMeM Ha UCKIIOYEHME OTAENbHbIX FPyNn NauueHToB;

4) NOEeHTUYHOCTb cnocoba BBeaeHus n cnocoba NPUMEHEHUA;

5) cooTBeTCTBME MpPOM3BOAUTENSA NEKapCTBEHHOro cpeAactBa TpeboBaHMSAM npaBun  Hagnexailen
NPOU3BOACTBEHHOW NPAKTUKK.

3. OnpepeneHue B3aMMO3aMEHSEMOCTM  BOCMPOU3BEAEHHbLIX JIEKAPCTBEHHbIX NpenapaTtoB  Ans
MEOULIMHCKOrO MNPUMEHeHUs, yka3aHHbix B 4actu 10 crtatbm 18 Hactosiwero ®epepanbHOro 3akoHa,
ocylectensieTcs 6e3 Heo6XxoAMMOCTU foKa3aTenbCTBa UX GUOIKBUBANEHTHOCTY.

4. OcobeHHOCTU onpefeneHns B3aMMO3aMEHSEeMOCTN OMONOrMYecKMx JeKapCTBEHHbIX NpenapaTtos,
KOMOMHMPOBaAHHbIX NEeKapCTBEHHbIX MpenapaToB (cogepXawux KombuHauuio OByX W Gonee AOenCTBYHOLLMX
BeLLeCTB), NeKapCTBEHHbIX NpenapaTtoB AN napeHTepanbHOro MUTaHWA U HeAO3MPOBAaHHbIX J1EKapCTBEHHbIX
npenapaToB ycTaHaBnmeatoTcs Npasutensctesom Poccuinckon eagepaunu.

5. OnpepeneHne B3aMMO3aMEHSIEMOCTU HE OCYLLECTBMSETCS B OTHOLIEHUW NIEKAPCTBEHHBIX PACTUTENbHbIX
npenapaToB, FOMeonaTU4eCKMX NEKAPCTBEHHBIX NpenapaTos.

6. ®dopmupoBaHME MepeYHs B3aVMO3aMEHSIEMbIX FEKapCTBEHHbIX NpenapaTtoB Ans  MeaWLMHCKOro
NMPUMEHEHNs]  OCYLLECTBMSIETCA 3KCMEPTHbIM  YYpexAeHWeM nocpeacTBOM 0ObeAUHEHUs]  NeKapCTBEHHbIX
npenapatoB B OTAenNbHble [Pynnbl, B KaXOOW U3 KOTOPbIX JleKapCTBEHHble MpenapaTtbl ABMSOTCA
B3aMMO3aMeHsIEMbIMMU.

7. B Cly4yae BKIHOYEeHUA B MHCTPYKUUKO MO MeOUUMHCKOMY NPpUMEHEeHWUKD JeKapCTBEeHHOro rnpenapara Ha
OCHOBaHMKN pe3ynbTaToB COOTBETCTBYHOLLMNX nccnegoBaHu nokasaHnn ans NpUMeHeHUud, KOTopble OTNnn4arTCA OT
nokasaHun ansi npuMeHeHna Opyrux nekapCrtBeHHbIX npenapatoB U3 rpynnbl B3anMo3aMeHAeMbIX NeKapCTBEHHbIX
npenaparoBs, B NnepeyHe B3auMO3aMeHAEMbIX J1IeKapCTBEHHbIX MpenapaTtoB Anld MeOuuMHCKOro rnpuMeHeHuaA
OOJMKHA ObITb YKa3aHa COOTBEeTCTBYOLadA I/IH(*)OpMaLI,VIﬂ.

KoHcynbTaHTlM0C: npumeyaHue.

lMepeyeHb B3anMMO3aMEHSIEMbIX NEKapCTBEHHbIX MpenapaToB, B OTHOLUEHMU KOTOPbLIX MMEKTCS pe3ynbTaThbl
nccneaoBaHul OMO3KBUBANEHTHOCTM UMM TepaneBTUYECKON SKBUBANEHTHOCTU, AOMMKEH ObiTb ChopMUpOBaH U
pasmelleH Ha oduymnansHom cante Munagpasa Poccum oo 01.07.2020. (©3 ot 27.12.2019 N 475-03).

8. TlepeyeHb B3aMMO3aMeEHSIEMbIX JIEKAPCTBEHHbIX MpenapaToB Ans  MEeOUUMHCKOTO  MpUMEHEHUS
pasmellaeTcsl  YNOSIHOMOYEHHbIM  doefeparnbHbiM - OpraHOM  UCMOJSIHUTENBHOM  BMacTW,  OCYLLECTBASOLWMUM
rocy4apCTBEHHYIO PErucTpauuio fekapCTBEHHbIX MNpenapaTtoB ANs MEAWMLMHCKOrO MNPUMEHEHWUsl, Ha CBOEM
odmumanbHom carnite B cetu "UHTepHeT". MHdopmMauma B NepevyHe B3anMO3aMEHSIEMbIX J1€KapCTBEHHbIX
npenapaToB 4151 MEOULIMHCKOrO NMpUMeHeHUs1 OBHOBNSAETCA yka3aHHbIM hefeparibHbIM OpraHoM MCMOJTHUTENBHON
BMacTu C y4eTOM HOBbIX 3aperMcTpUpOBaHHbIX JIEKAPCTBEHHLIX NpenapaTtoB Afst MeOULMHCKOTO NPUMEHEHUST U
BHECEHHbIX WU3MEHEHWA B [OOKYMEHTbI, COAEepXaliumecsl B PerMcTpaumoHHbIX OOCbe Ha 3apermcTpuMpoBaHHble
nekapcTBeHHble npenapaThbl AN MeAULMHCKOro NPUMEHEHUS.
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHerus: 19.03.2020
(c u3m. n pgon., BCTyM....

9. TlopsiAoK UCNONb30BaHUSA MHGOPMaUUM O B3auMMO3aMEHSIEMbIX JIEKAapCTBEHHbIX Mpenapatax Aans
MEANLMNHCKOro NPUMEHEHNST N NMOPSAOK AAaYU pa3bsCHEHU MO BONPOCaM B3aMMO3aMEHSIEMOCTU JNeKapCTBEHHbIX
npenapaToB AN MeAULUHCKOro NpuMeHeHns yctaHaBnmeatoTcs NpaButensctBoM Poccunckon ®enepavinn.

Cratbsa 28. PeructpaumoHHoe yoocToBepeHMe nekapcTBEeHHOro npenapara

1. PernctpaunoHHoe yOooCTOBEpPEHUE NEeKapCTBEHHOTO npenapaTa C ykasaHWem JIeKapCTBEHHbIX (POpM ”
[03VPOBOK BblJaeTcs 0eccpoyHO, 3a WCKIYEHMEM PErMCTPALMOHHOTO YAOCTOBEPEHUS fEeKapCTBEHHOIO
npenaparta, BblJaBaeMOro CO CpPOKOM [AEWCTBUS MATb NeT, Ha BhepBble perucTpupyemble B Poccuiickoit
depepaumu nekapcTBeHHble NpenapaThbl.

2. o ncreveHun ykaszaHHOro B Yyactu 1 HacTosiLLen cTaTbM CpoKa BblaaeTcst 6eccpoyHoe perncTpaumoHHoe
yOOCTOBEPEHME NEKapCTBEHHOIO NpenapaTa npuy YCnoBun NOATBEPXKAEHNSI €ro rocyaAapCTBEHHOW perncTpaLmm.

3. B cny4ae BHeceHus B cooTBeTCTBUM cO cTaTbsamMu 30 1 31 HacToswero ®egepanbHOro 3akoHa M3MeHeHUIn
B coAepXalmecs B permcTpauvoHHOM [OCbe Ha 3aperMcTpuMpoBaHHbIN NEKApCTBEHHLIN NpenapaTt OOKYMEHTHI,
3aTparMBalOLnX CBEOEHUS, OTPaXEHHble B PErMcTpauuoHHOM YOOCTOBEPEHUM FEKapCTBEHHOro npenaparta,
YNONHOMOYEHHbIN  (befepanbHbii - OpraH  UCMOMHUTENbHOM  BNacT  BblgaeT HOBOE  PerncrpauuoHHoe
yOOCTOBEPEHME NEKAPCTBEHHOMO Npenapara, cogepxallee BHECEHHbIE B HETO N3MEHEHMS.
(vacTb 3 BBegeHa PefeparnbHbiM 3akoHOM OT 22.12.2014 N 429-93)

4. B cnyyae yTpaTbl UNW NOBPEXAEHUS PErMCTPaLMOHHOIO yAOCTOBEPEHUSA NEKapCTBEHHOrO npenaparta no
3asBMeHN0 B MUCbMeHHOW opme gdepxaTens wnvM  Bnagenbua PerMcTpaumoHHOrO  yAOCTOBEpPEHUs
rfiekapCTBEHHOro npenapata Wnu YnonHOMOYEHHOrO MMW JPYroro puauMyeckoro nuua o Bblgayve Aybnuvkara
PerncTpaumMoHHOro yOOCTOBEPEHUS NEKapCTBEHHOro npenapaTta  YrNomHOMOYEHHbIN  dbedepanbHbid  OpraH
NCMOMHUTENbHOW BRacTu B CPOK, He MpeBblWAKWNA Aecatn paboumx AHerW CO OHS MOCTYNNeHus 3asiBreHus,
BblgaeT Aybnukat permcTpauMoHHOro yAOCTOBEpPeHMs fekapCTBEHHOro npenapata. 3a Bbigady Aybnukarta
perncTpaumMoHHOro YAOOCTOBEPEHUS JieKapCTBEHHOro npenapata B3vMMaeTcd rocyaapCTBeHHas MownuHa B
COOTBETCTBMU C 3akoHoAdaTenbcTBOM Poccuiickon degepaumm o Hanorax n cbéopax.

(vacTb 4 BBegeHa PegepanbHbiM 3akoHOM OT 22.12.2014 N 429-$3)

Cratbsa 29. NoaTBepxAeHMNe rocyaapCTBEHHON perucTpaumm nekapcTBeHHOro npenapara
(B pea. PeneparnbHoro 3akoHa ot 22.12.2014 N 429-03)

1. lMoaTeepxaeHne rocygapCcTBEHHOW perucTpaumMym nekapCTBEHHOro npenaparta OCyLecTBNAeTca npu
Bblgaye 0eccpoYHOro perncTpaumoHHOrO YOOCTOBEPEHMS NEKapCTBEHHOrO MnpenapaTta B crny4vae, yka3aHHOM B
yacTtu 2 ctaTbu 28 HacToswero degepanbHOro 3akoHa, B CPOK, HE NPeBbILIAOLWLMIA LIeCTuaecaTn paboyumx gHen co
OHA  NoSlydeHUss COOTBETCTBYIOLUMM  YMNOSIHOMOYEHHbLIM (hbefeparnbHbiM - OpraHoM  UCMOSMIHUTENbHOM  BRacTu
3asBreHns 0 NOATBEPXOEeHUM rocygapCTBEHHOM pernctpaumm nekapCcTBeHHOro npenapata. He ocyuwecTtensercs
noaTBep>KaeHne rocyaapCTBEHHOW pernctpaunm B OTHOLLEHUU NeKapCcTBEHHOro npenapaTa, He HaxoAMBLUErocs B
obpawennn B Poccunckon denepauum B TeyeHne Tpex n Gonee net, a Takke B OTHOLUEHUU IEKAPCTBEHHOMO
CPeACTBa, MPOM3BEAEHHOrO C HapylweHuem TpebOOoBaHWs, YCTaHOBIIEHHOrO 4yacTbko 3.7 cTtatbk 71 HacTosero
depnepanbHOro 3akoHa.

2. 3agdBneHvMe O MNOATBEPXOAEHUU rocyadapCTBEHHOW perucTpauuu fekapcTBEHHOro npenapara Ans
MEAMLUUHCKOrO MpPUMEHEHUs NpeacTaBnseTcd B COOTBETCTBYHOLLMWA YMNOSHOMOYEHHbIN heaepanbHbIn  opraH
UCMOMHUTENBHON BNacTM He paHee 4YeM 3a CTO BOCEeMbAeCAT [OHeW [0 WCTeYeHUa Ccpoka [OencTBuS
perncTpaumoHHOro yaoCToBepeHUs SiekapcTBEHHOro npenapara ans MeanuuHCKOro npuMeHeHus.

(B peq. PegepanbHoro 3akoHa ot 02.08.2019 N 297-03)

2.1. 3asBneHne O noaTBEPXOEHUN TOCYOApCTBEHHOW perncrpaumMmM JneKkapCTBEHHOro npenapata  gns
BETEPUHAPHOro MNpPUMEHEHUs MNPeACcTaBAsSeTCs B COOTBETCTBYIOLIMA YNOMHOMOYEHHbIN eaepanbHbIi opraH
WUCNONHUTENBHONW BMAcTM He paHee 4YeM 3a CTO BOCEMbAECAT [HENW [0 WUCTeYeHUs cpoka [OencTBus
PErncTpaumoHHOro yaAOCTOBEPEHUS NEKApPCTBEHHOIO npenapara Ansg BETEPMHAPHOro NMPMMEHEHMS U He no3gHee
OKOHYaHUSA CpoKa ero AencTeus.

(vacTb 2.1 BBegeHa deaepanbHbiM 3akoHOM oT 02.08.2019 N 297-03)
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(peg. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHerus: 19.03.2020
(c u3m. n pgon., BCTyM....

3. lMopTBepxaeHVe TrocydapCTBEHHOW perncTpauuy JeKapCTBEHHOro MpenapaTta OCYyLWEeCTBNsieTcs Mo
pesynbTaTtam 9KCMepTU3bl OTHOLUEHUS] OXMAAEMOMN MONb3bl K BO3MOXHOMY PUCKY MPUMEHEHUSI NeKkapcTBEHHOro
npenapata Ha OCHOBaHMW pe3ynbTaTOB MOHUTOPWHIa 3MMEKTUBHOCTM M 6Ee30MacHOCTN JeKapCTBEHHOIO
npenapaTa, NpPOBOAUMOro AepXaTernem unu BragenbLeM PerMcTpauuoHHOro YAOCTOBEPEHUSI NeKapCTBEHHOro
npenapata M60 YMNOSIHOMOYEHHBIM UMW HOPUOUYECKMM NULOM, a Takke COOTBETCTBYHOLMM YNOHOMOYEHHbIM
hepeparnbHbIM OpraHoM WCMOSHUTENBHOW BRacTM B COOTBETCTBUM C TpeboBaHusIMM cTaTbl 64 HacTosAwero
depeparnbHOro 3akoHa.

4. K 3asBneHuo o noaresepXxneHun Focyﬂ,apCTBeHHOVI pernctpaunm nekapcTtBeHHOro npenaparta ans
MeaANLIMHCKOIro npMMeHeHna npunararoTca:

1) BOKyMeEHTbI, cogepxalime pesynbTaTbl MOHUTOPUHIa 3MdPEKTUBHOCTN 1 6e30NacHOCTM NeKapCTBEHHOMO
npenapaTta Ans MeauuMHCKOro NPMMEHeHWs, MPoBeOEeHHOro Aepxatenem wnv BrnagenbueM pernctpauyMoHHOro
YOOCTOBEPEHMS NeKapCTBEHHOro npenapaTta Ans MeaWUUHCKOro MNpuMeHeHWss nubo  ynoriHOMOYEHHbIM UM
Iopuanyeckum nNuuom, no dopme, YTBEPXAEHHOW YMONHOMOYeHHbIM dhegepanbHbiM OPraHOM MCMOMHUTESbHOW
BracTu;

KoHcynbTaHTlmoc: npumeyaHue.
C 01.01.2021 B . 2 4. 4 cT. 29 BHOCATCA M3MeHeHuns (P3 ot 27.12.2019 N 478-$3).

2) Konus NUUEH3MM Ha NPOM3BOACTBO JIEKAPCTBEHHbIX CPEACTB WM KOMUSI 3aKMiOYEeHUs O COOTBETCTBUU
Npon3BOaUTENS NEeKApCTBEHHbIX CPEACTB TpeboBaHMSM NpaBun Hagnexawen npou3BOACTBEHHOM MPAKTUKW,
BblAaHHbIX YMOMHOMOYEHHbIM dedepanbHbiM OpraHOM UCMONHUTENBHOW BRAacT B OTHOLLEHUN NPOU3BOACTBEHHOM
NnoLiaakM fnekapcTBEHHOro npenapara Ans MeguuuHCKOro NpMMeEHEeHUs!, rocyaapCTBEHHas perncTpaumsi KoToporo
noaTBePXXAaeTcsl B Cryvyae, ecnv MpoM3BOACTBO NlEeKapCTBEHHOro npenaparta Ans MeguuMHCKOrOo NpUMeHeHMUs
ocyulectensieTcs B Poccuiickon ®epepauuu;

KoHcynbTaHTlntoc: npumeyaHue.
C 01.01.2021 B n. 3 4. 4 cT. 29 BHOCATCA M3MeHeHus (P3 oT 27.12.2019 N 478-$3).

3) konusa BbI4AHHOM YMNOSTHOMOYEHHbIM OPraHOM CTpaHbl MPOM3BOAUTENSA JNULUEH3MM Ha NPOU3BOACTBO
NekapCcTBEHHOro npenapara Ans MeAVMUUHCKOro NMPUYMEHEHWs U ee MepeBof Ha PYCCKUM A3blK, 3aBEPEHHbIE B
YCTaHOBMEHHOM MOPSAKE, @ TaKkKe KOMWUsl 3aKMoYeHMsl O COOTBETCTBUM MPOU3BOAUTENS NEKAPCTBEHHBIX CPEACTB
TpeboBaHMAM NpaBun Haanexallen Npon3BoACTBEHHON NMPAKTUKK, BbIAAHHOTO YMOSIHOMOYEHHbIM heaepanbHbIM
OpraHoM MCMOSTHUTENbHOW BNacTu B OTHOLUEHMM MPOM3BOACTBEHHONM NIOLAAKN NEKapCTBEHHOro npenaparta ans
MEeOMULIMHCKOrO NMPUMEHEHWs, FOCY0apCTBEHHas permctpaums KOTOporo NOATBEPXKAAETCH, UIN KOMUSl peLUeHus
YNONTHOMOYEHHOIO  doejepanbHOro  OpraHa WCMONHWUTENbHOM BRacTM O MPOBEAEHUWN  MHCMEKTUPOBAHMWS
Npov3BOAUTENS NEKAapCTBEHHbIX CPeacTB B Clyyae, €Cnu MNpOM3BOACTBO JIEKAPCTBEHHOrO npenaparta Ans
MEeLMLMHCKOro NPMMEHEHMS OCYLLEeCTBNISieTCA 3a npegenamu Poccunckon degepaumn.

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

4.1. B oTHOWeEHNM BNONOrMYECKnX NieKapCTBEHHbIX NpenapaToB AN MeANUMHCKOTO MPUMEHEHNS 3asiBUTENb
AOMNOMHUTENBbHO MpeAcTaBnseT pes3ynbTaTbl MEepPOnpuATUIA, NPeAyCMOTPEHHbIX MfaHOM YrpaBrieHWs puUCcKamu,
YyTBEPXOEHHbIM YNOMMHOMOYEHHbIM (beeparnbHbiM OpraHoM MWCMOMHUTENbHOW BacTu Mnpu  OCYLLECTBMEHWUM
rocynapCTBEHHOM permcTpaumm nekapcTBEHHOro npenapara Ans MeauuMHCKOro NpUMeEHEeHMs.

(vacTb 4.1 BBegeHa PepepanbHbiM 3akoHOM OT 04.06.2018 N 140-93)

4.2. K 3asgBrneHnio O NOATBEPXOEHUM roCyoapCTBEHHOW perucTpauuu fekapCTBEHHOro npenaparta gng
BETEPUHAPHOro NPUMEHEeHNs npunaralTca JOKYMEHTbI, cogepXallime pesynbTaTbl MOHUTOPUHra ahPEKTUBHOCTHU
N 6e30nacHOCTU NeKapCTBEHHOro npenapata Ans BETEPUMHAPHOro NpUMEHEHWs, MPOBOAUMOro Aep)aTenem unum
BnagenbLeM perncTpaumoHHOro yaoCTOBEpPEeHUs NekapCTBEHHOro npenapaTta Ansg BeTepUHapHOro npuMeHeHus
nnbo yNnomHOMOYEHHBIM UM OPUONYECKAM NULIOM, N0 dOpMe, YTBEPXKOAEHHON YNONHOMOYEHHbLIM (heaeparbHbIM
OpraHoM WCMOMHUTENbHOW BNacTu, N OOKYMEHTbI, YKa3aHHble B nyHktax 1, 2 - 2.2, nognyHktax "a", "6", "k", "n"
nyHkta 4 yactm 3 crtatbum 17 Hactosiwero ®denepanbHOro 3akoHa. B OTHOWEHUMM MMMYHOBUONMOrMYECKMX
NeKapCTBEHHbIX MnpenapaToB ANA BeTepUMHapHOro MNpUMEHEHWS He MNpPeacTaBnsAlTCsa CBeAeHUs, YKasaHHble B
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noanyHkte "K' nyHkta 4 yactu 3 crtatbn 17 HacToswero degepanbHOro 3akoHa. B oTHOLWEHUN nekapcTBEHHbIX
npenapaToBs ans BETEPUHAPHOro NpPUMeEHeEHNs, Nony4YeHHbIX c NpUMEHEHNEM
reHHO-UHXEHEPHO-MOANMULNPOBAHHBIX OPraHM3MOB UMW  COoAepXallMx TakMe OopraHu3mbl, AOMOMHUTENBHO
NpeacTaBnsTCS CBeAEeHUS, yKkasdaHHble B nyHkTe 13 yactu 3 ctaTbu 17 HacTosiwero degepanbHOro 3akoHa.
(yactb 4.2 BBegeHa PepepanbHbiM 3akoHoM oOT 04.06.2018 N 140-93; B pea. dengepanbHoro 3akoHa OT
02.08.2019 N 297-d3)

KoHcynbTaHTlntoC: npumeyaHue.
C 01.01.2021 4. 4.3 cT. 29 nsnaraetcs B HoBow pegakummn (P3 ot 27.12.2019 N 478-93).

4.3. C 3asiBNeHMEM O TMOATBEPXKAEHMN TOCYAApPCTBEHHOW perucTpauum IekapCTBEHHOro mnpenapara
3a8BuUTENb NPEACTaBNAET KOMWIO [JOKyMEHTa, MNOATBEpXAalLero ynnaTty rocyaapCTBEHHOM MOLWMMHbLI 3a
NnoaTBEPXKAEHME T[OCYAApPCTBEHHON perncTpaumm nekapcTBEHHOro npenaparta, nmMbo MOXeT npencrtaBuTb
YKa3aHHbI JOKYMEHT Mo CODOCTBEHHOW wHuumatmee. B crnyyae HenpeacTaBneHWs yKasaHHOro [OKYMEHTa
YNONHOMOYEHHbIV (befeparnbHbi OpraH MCNOMHUTENBHOW BRacTu npoBepseT (hakT ynnaTbl roCyaapCTBEHHOW
MOLLSMHbI 3asiBUTENeM MOCPEeACTBOM WCMONb30oBaHUs MHGopMauuu 06 ynnaTte rocygapCTBEHHOW MOLLSIMHLI,
cogepxauwenca B [ocyaapCTBEHHOM WH(OPMALMOHHOMW CUCTEME O [OCYAapPCTBEHHLIX W  MYHMUMNAINbHBLIX
nnartexax, Ha OCHOBaHUW NpPeACTaBNEHHON 3asiBUTENEM KOMUU [OOKyMeHTa, noATBepXXaatowero ynnaTty
rocy4apCTBEHHOW MOLUSNHBI.

(vacTb 4.3 BBegeHa PeaepanbHbiM 3akoHOM OT 04.06.2018 N 140-93)

5. B TedyeHue pecatn paboumx OHEW CO OHSA MPUHATUSA 3asBNeHMs O NOATBEpPXOEeHMU rocygapCTBEHHOMW
perncTpaumm nekapcTBEHHOro npenapara U 4OKYMEHTOB, COAEPXKALUMX pe3yrbTaThl MOHUTOPUHIa 3(EKTUBHOCTU
n 6e3onacHOCTN NeKkapCTBEHHOro npenapara, NpoBOAMMOro AepXxaTenem WUnu BragenbleM perncTpaumMoHHOro
YOOCTOBEPEHUST  NEKApPCTBEHHOro  npenapata NMOO  YMOMHOMOYEHHbIM UMW HOPUAMYECKMM  JIULIOM,
YMOMHOMOYEHHbIN dhefeparnbHbli opraH UCMOMNHUTENbHOW BNacTu:

1) npoBoAUT NPOBEPKY MOJTHOTHI cBegeHun, cogepXalwmxca B npeacrtaBlieHHbIX 3adBUTENEM JOKYMEHTaXx;

2) NpMHMMaeT peLleHne o NpoBedeHUN unn 06 oTkase B MPOBEAEHUM SKCMEPTM3bl OTHOLLEHUS] OXUAAEMOM
Nosb3bl K BO3MOXHOMY PUCKY NPUMEHEHUS NEKapCTBEHHOTO NpenapaTta Ha OCHOBaHUW Pe3ynbTaToB MOHUTOPMHra
athdekTMBHOCTU M Be3onacHOCT fekapCTBEHHOro npenaparta, NpoBOAMMOrO AepXaTenem wunv Bnagenbuem
PErncTpaumoHHOro yAOCTOBEPEHUS NeKapCTBEHHOro npenapata Nnbo YMONHOMOYEHHbIM UMUK  HOPUOUYECKUM
nuuoM, a Takke egepanbHblM OpraHoM WCMONMHWUTENBHON BMacTM B COOTBETCTBUM C TpebGoBaHuAMK cTaTbu 64
HacTosiero ®efepansHOro 3aKoHa;

3) yBegomnsieT B 9MeKTPOHHOW (bopMe UNn NUCbMEHHOW (hopme 3asdBUTEens U 9KCMEepTHOE y4dpexgeHue o
MPUHATOM peLleHnn nMBo B Cryyae NPUHATUSA pelueHns 06 oTka3de B NPOBEAEHUN 9KCMEePTU3bl yKasbiBaeT NPUYMNHbI
Takoro oTkasa.

6. B cnyyae BbIiBNEHNS HeOOCTOBEPHOCTUM M (UNM) HEOOCTAaTOYHOCTM MHOPMauuK, coaepxallencs B
NPeACTaBfEHHbIX 3asBUTENEM LAOKYMEHTaX, YMNOJIHOMOYEHHbIN dhedepanbHbiii OpraH WCMOSIHUTENBHOW BracTu
HanpaBnseT 3asaBUTEN0 3anpoc 00 YTOYHEHWM YyKa3aHHOW WHGOpMauMu. 3anpoc  YNONTHOMOYEHHOrO
denepanbHOro opraHa MCMNOMHUTENbHOW BNacTu MOXeT ObiTb nepegaH YMNONTHOMOYEHHOMY NpPencTaBUTENHO
3aABUTENS TMYHO MO PacnMCKy, HaMpaBlieH Mo MOoYTe 3aKa3HbIM MUCbMOM UIM NepedaH B 3NEKTPOHHON dhopme
Nno TeNeKOMMYHMKALUWOHHBIM KaHanam cBsA3n. B cnydae HanpaeneHus 3anpoca ynosIHOMOYEHHOro heaepanbHoro
opraHa UCMNOMHUTENBHOW BriacT! MO MOYTE 3aKa3HbIM NMUCbMOM OH CYMTAETCS MOMYYEHHLIM MO UCTEYEHUN LLECTH
OHen ¢ aaTbl HanpaBrfieHMs 3aKa3Horo nNucbma.

7. 3asButenb 00s3aH nNpeacTaBUTb OTBET HA 3anpoc  YNOfIHOMOYEHHOro dedeparnbHOro opraHa
WCMOSNTHUTENBHON BIAcTM B CPOK, HE MpeBbilaolWmi AeBAHOCTA pabounx gHEN co OHA ero nonydeHusi. Cpok,
yKasaHHbll B 4acTW S HacTosiwen cTaTbW, MPUOCTaHaBMMBAaETCH CO [AOHA HanpasfeHWsa 3asBuUTeno 3anpoca
YNOSIHOMOYEHHOIO (hefepanbHOro opraHa MCMONHUTENbHOW BRacTuU A0 AHS MONYYEeHUS MM COOTBETCTBYHOLLErO
OoTBEeTa W He Yy4YUTbIBAETCA MNPU  WUCYUCIIEHUM CpOKa MOATBEPXAEHUA rocyAapCTBEHHOW permcrpaumu
NekapCTBEHHOro npenapara.
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(peg. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHerus: 19.03.2020
(c u3m. n pgon., BCTyM....

8. OcHoBaHMeM Onisl OTKa3a B MPOBEAEHUWN IKCMEPTU3bl OTHOLUEHMS OXMAAEMOW MOSb3bl K BO3MOXHOMY
pUCKY NPUMEHEHNsT NEeKapCTBEHHOrO Npenapara sBnseTca NnpeacTaBneHne JOKYMEHTOB, CcoaepXallmx pe3ynbTathbl
MOHUTOpUHra a(pPeKTUBHOCTM 1 6e30NacHOCTU NeKapCTBEHHOro nNpenapaTta, u (Mnn) B OTHOLLEHUN BUonornyeckux
NeKapCTBEHHbIX MpenapaToB pe3ynbTaToB OCYLLEeCTBNEHUA MEpPONPUATUA B COOTBETCTBMU C NSIAHOM yrnpaBreHus
puckamu, YTBEPXAEHHbIM  YMOSIHOMOYEHHbIM  defdepanbHbiM  OPraHOM  WUCMOMHUTENbHOW  BRactu  npwu
OCYLLECTBMEHUN TOCYAapCTBEHHOW perncTpauun nekapCTBEHHOrO npenapara, B HEnosiHoOM obGbeme, OTCyTCTBUE
nHdopmaumm, noareepxgaroLen akT ynnaTtsl rocy4apCTBEHHON NOLUMUHBI 32 NOATBEPXAEHUE rocyaapCTBEHHON
permcTpaumm niekapcTBEHHOro npenapara, NMMbo HenpeacTaBneHVe 3asiBUTENEM B YCTAHOBIEHHbI CPOK OTBETA Ha
yKa3aHHbI B 4acTu 6 HacTosien cTaTtbu 3anpoc YNONHOMOYEHHOro hefgepanbHOro opraHa WCMOMHUTENbHON
BMacTu, a TakKe OTCYTCTBME B YKa3aHHbIX JOKYMEHTax MHopMaLmn, KoTopas AoMmKHa ObITb B HUX OTpaXKeHa.

9. OkcnepTv3a OTHOLUEHUSI OXMAAEMOW MNOMb3bl K BO3MOXHOMY PWUCKY MPUMEHEHUSI NEeKapCTBEHHOMO
npenaparta B UensiX NOATBEPXOEHUS TOCYAapCTBEHHOW perucTpaumu NekapcTBEHHOro npenapaTta npoBOAUTCS
KOMWCCUEN IKCNIEPTOB KCNEPTHOIO YYpEXaeHWsl B CPOK, He NpeBbILaloLWwuii copoka pabounx OHe.

10. B cny4yae HeaocTaTOMHOCTU MpeAcTaBrfieHHbIX 3KCMEPTY MaTepuanoB ANs Aaun 3akmueHus aKcnepT
obpallaetca K pyKOBOAUTEMO 3KCMEPTHOMO YYpPEXAEHUs O MPeAdoCTaBfeHUn emy HeobXOoAuMMbIX MaTepuanos.
PykoBoantenb 3KCNepTHOro ydpexaeHuss obpaliaetcsa C COOTBETCTBYHOLIMM 3arnpocoM B  YMNONTHOMOYEHHbIN
denepanbHbii OpraH MCNOMHUTENbHOW BRacTW, BblAABLUMA 3adaHWE Ha MNPOBELEHME IKCNepTu3bl OTHOLLEHUS
OXMOaeMon norb3bl K BO3MOXHOMY PUCKY MPUMMEHEHMS NEKaApCTBEHHOro npenapata Ha OCHOBaHWMM OOKYMEHTa,
copgepxawero pesynbraTtbl MOHUTOPUHra 3dpekTMBHOCTM M Oe3onacHOCTM nekapCTBEHHOro npenapaTta. B
TeyeHne nATn paboumx OHEeW Co OHSA NOCTYNMEHUSA 3anpoca PYKOBOAUTENS SKCNEPTHOrO YYpPEeXAeHMs yKa3aHHbIN
denepanbHbI opraH UCMONMHUTENBHON BNacTU HaNpaBnsieT 3asiBUTENIO 3anpoc O NpeAcTaBieHMM HeobXOoaAMMbIX
MaTepuanoB, KOTOPbIA MOXeT ObiTb NepedaH yNnonHOMOYEHHOMY NpeacTaBUTENO 3assBUTENSI NMMYHO NOA Pacrmcky,
HanpaBlieH MO Mo4YTe 3aka3HbIM MUCbMOM WU NepedaH B 3fEKTPOHHOW dopMe Mo TENEeKOMMYHMKALNOHHBLIM
KaHanam cBsisan. B cnydae HanpaBneHusi 3anpoca YnofIHOMOYEHHOro defepanbHOro opraHa WCMNONTHUTENBHOM
BMacTM MO MoYTE 3aKa3HbIM MUCbMOM OH CYMTaETCS MOMYYEHHbIM MO UCTEYEHUN LIECTU OHEN C AaTbl HanpaBeHns
3aKas3Horo nucbma.

11. 3aaButenb 00s13aH npeactaBuTb OTBET Ha 3anpoc  YNONHOMOYEHHOro dbefdepanbHOro opraHa
NCMOSNHWUTENbHON BNAcTh B CPOK, HE NPEeBbILLAOWNIA LWeCTUAeCATN pabounx gHen co AHA NOMyYeHUs yKasaHHOro
3anpoca. YNonHOMOYEHHbIN dhefeparnbHbIi opraH UCMNONMHUTENBHOW BriacTw, BbIAABLUMI 3aaHue Ha NpoBefdeHue
3KCNEepTU3bl OTHOLLEHWUS OXMOAEeMOWN MoMb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUS feKapCTBEHHOro npenapaTa Ha
OCHOBaHUM [OOKYMEHTa, CcoAepXallero pesynbTaTtbl MOHUTOpPUHra 3dPEEKTUBHOCTM UK GE30MacHOCTM
riekapCTBEHHOro npenapara, B TeueHue naTn paboynx gHen co AHSA MOCTYMMeHWs OT 3asiBUTenNs oTBeTa Ha 3anpoc
YNONHOMOYEHHOro pefepansHoro opraHa WCMNOMHUTENBHOW BRacTu HanpasnseT STOT OTBET B OKCNepTHoe
yypexgeHue. B cnydyae HenpegcTaBneHUss NO UCTEYEHWUM LLECTUAECATU paboyumx AHeWn 3asBuTenem oTeBeTa Ha
yKasaHHbIA 3anpoc YNoNHOMOYEHHbIN beaeparnbHblii opraH WUCMOMHUTENbHOW BRacTW, BblAaBLUWA 3adaHuWe Ha
npoBefeHne 3KCNepTM3bl OTHOLLIEHUS OXMAAEMOW MOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NeKapCTBEHHOro
npenapaTa Ha OCHOBaHUWM AOKYMEHTa, codepallero pesynbrtaTbl MOHUTOPUHra apeKkTMBHOCTU U Be3onacHoCTH
nekapCcTBEHHOro npenapara, B TedeHue natn paboymx gHewn HanpaBnsaeT B 3KCNepTHOE yupexaeHue yBeaoMreHune
O HenpeacTaBreHUMM 3asiBUTENeM OTBETa Ha 3anpoc ykasaHHOro opraHa. Bpems co gHsA HanpasneHus 3arnpoca
3KCMNEPTHOTO YUYPEXAEHUS B YNOMHOMOYEHHbIN dheaeparnbHbIi opraH UCMNONMHUTENBHOW BriacTu A0 AHA NONy4YeHUs
3KCNEPTHLIM y4ypexaeHueM OoTBeTa Ha 3anpoc WUNu yBEAOMIIEHWS O HEeNnpeacTaBneHuM OTBeTa Ha 3anpoc He
YYNTBIBAETCA MPU UCHUCIIEHUM CPOKa MPOBEAEHMS 3KCMEPTU3bl OTHOLLEHUS OXMAAEeMOW MONb3bl K BO3MOXHOMY
PUCKY MNPUMEHEHUS FeEeKapCTBEHHOro Mpenapata Ha OCHOBaHUM [JOKYMEHTa, coAepxallero pesynbTaThbl
MOHUTOpPUHra adpeKTMBHOCTM 1 6e30NacHOCTM fekapCTBEHHOro NpenaparTa.

12. B cpok, He npeBbilaoLWLmMiA eCATU pabounx gHEN CO OHSI NONyYEeHUs 3aKMOYEHNsT KOMUCCUM SKCMEPTOB
no pesynbTaTam 3KCNepTM3bl OTHOLIEHNSA OXMOAEeMOM NOSb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NeKapCTBEHHOMo
npenapaTta, COOTBETCTBYHOLLUNIA YNONHOMOYEHHbIN befieparnbHbli OpraH UCNONHUTENBHON BNAcTu:

1) ocyLlecTBRAET OLIEHKY 3TOro 3aKroYeHus AN ornpeaeneHus ero COoTBETCTBUSA 3a4aHUI0 Ha NpoBedeHue
yKa3aHHOW 3KCnepTu3bl;

2) NnpuMHMMaeT peLleHne o NMoATBEPXKAEHUN roCyaapCTBEHHON perncTpaummn NekapcTBEHHOMO NpenapaTa unm
06 oTKase B NOATBEPXOEHWNM rOCYAapCTBEHHOWN perncTpauunm nekapcTBeHHOro npenapara;
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3) BHOCUT MpW MPUHSATUM pELUEHVSI O MOATBEPXKAEHUWU TOCYAapCTBEHHOW PerncTpauuv INekapcTBEHHOro
npenapaTta CBeAeHUs B FOCYAAPCTBEHHbIN PEEeCcTp NEeKapCTBEHHbIX CPEACTB M BbloaeT 3asButento bGeccpoyHoe
perncTpaumoHHoe y0CTOBEPEHME NeKapCTBEHHOIO npenapara.

13. OcHoBaHMeM Ans oTKasa B NoATBEPXAEHUM FOCYAapCTBEHHOW perucTpaumm nekapcTBeHHOro npenapara
SIBNSETCH 3aKMYeHne COOTBETCTBYHOLLErO YNOJIHOMOYEHHOIO dhedepanbHOro opraHa UCNOMHUTENbHOW BacT o
TOM, YTO PUCK NMPUYMHEHUS Bpeda 340POBLI YErOBEKa WIM XXMBOTHOFO BCNEACTBME MPUEMA FeKapCTBEHHOro
npenapaTta npesbllaeT 3PPEKTUBHOCTb €ro NPUMEHEHMS.

(B pea. PegepanbHoro 3akoHa ot 04.06.2018 N 140-03)

14. B nepuoa nposefeHus npouenypbl NoATBEMKAEHUS rOCyAapCTBEHHOW peructpaumym nekapCTBEHHOro
npenapaTa ero obpalleHne B Poccuickon Pegepaumm He npuocTaHaBnMBaeTCs.

15. JonyckaeTcs obpallleHne NnekapCTBEHHbIX NPenapaToB A0 UCTEYEHUsI Cpoka rOAHOCTM, NPOM3BEAEHHbIX
B TeyeHMe CTa BOCbMWOECATU KaneHgapHbIX ,uHe|7| nocne patbl NPUHATUA YNOJNTHOMOYEHHbIM q)e,qepaanuM
OpraHoM WCMOSTHUTENbHON BNacTu peLleHns O NoATBEPXOEHUN roCyAapCTBEHHOW perncTpaumm, B COOTBETCTBMM C
nHdopmaumen, cogepxawenca B JOKyMeHTax perncTpaumoHHOro AOCbe Ha NekapCTBEHHbIN npenapart Ao Aathbl
NPUHATUA TAKOro peLleHus.
(8 peq. PegepanbHoro 3akoHa ot 02.08.2019 N 297-03)

Ctratba 30. BHeceHMe M3MeHeHUM B [OKYMEHTbl, coAaepXxawumecss B permcTpaLMoHHOM [OCbe Ha
3aperncTpupoBaHHbIN NIeKapCTBEHHbIN nNpenapaT AnA MegULUHCKOro NpuMeHeHus

1. B uensx BHeCeHUs W3MeHeHUW B [OKYMEHTbl, cogepalimecss B PerucrpaumoHHOM [OoCbe Ha
3aperMcTpupoOBaHHbIV NeKapCTBEHHbIM npenapaTt Ans MeAuUMHCKOro MpUMEHeHWs, depxaTenb unu Bnageney,
perncTpaumMoHHOro yaoCTOBEPEHUS NEKapCTBEHHOro npenapara unv ynoriHOMOYEHHOe UM Apyroe topuanyeckoe
nMuo (Oanee B HacTosWwen cTaTbe - 3asgBUTENb) NPEACTaBNsAeT B YMNOMHOMOYEHHbIN beaeparnbHbi OpraH
NCMNOMHUTENbHOW BracTu 3asiBNeHne O BHECEHUMN TakmX U3MEHEHUIN No hopmMe, yCTaHOBNEHHOW YNONMHOMOYEHHbIM
degeparnbHbIM OPraHoOM UCNOMHUTENBHOW BMAcTU, U NpunaraeMble K HeMy U3MEHEHMWS B yKa3aHHble AOKYMEHThI, a
Takke JOKYMeHTbI, nogTeepxaatowmne HeobxoanmMoCTb BHECEHNS TaKUX U3MEHEHUI.

(B pea. PepeparnbHbix 3akoHOB OT 22.12.2014 N 429-03, o1 04.06.2018 N 140-93)

KoHcynbTaHTlntoc: npumeyaHue.
C 01.01.2021 B 4. 1.1 cT. 30 BHOCATCA M3meHeHust (P3 oT 27.12.2019 N 478-D3).

1.1. Tpn HeobGXOOUMOCTU BHECEHWs B [OKYMEHTbI, COAEepXallueca B pPErucTpauMoHHOM [OCbe Ha
3aperncTpUpoBaHHbIA NEKApPCTBEHHbIN Mpenapat AN MeAUUMHCKOro MNPUMEHEHUS, U3MEHEHWN, YKa3aHHbIX B
NyHKTE 3 YacTu 2 HacTosLLEn cTaTbh M TPebYOLINX NPOBEAEHUS 3KCMEPTU3bl KayeCcTBa NeKapCTBEHHbLIX CPEACTB,
3asBUTENb OOMOMHUTENBbHO NPeacTaBnseT B YNOMHOMOYEHHbIM dedepanbHbIil OpraH MCNOMHUTENbHOW BriacTu
KOMUIO MWLEH3MM Ha NPOU3BOACTBO JIEKAPCTBEHHbIX CPEACTB WM  KOMUIO 3aKMHYEHUS O COOTBETCTBUM
Npov3BOAUTENS JEKAPCTBEHHbIX CPeacTB TpeboBaHUAM nNpaBun Hagnexawen npou3BOLACTBEHHOW MPAKTUKW,
BblOAHHbIX YMNOMHOMOYEHHBIM dhefeparnibHbiM OpraHoOM MCMOSHUTENBHOW BflacTU B OTHOLUEHUN W3MEHEHHOW U
(vnn) DononHeHHOW NPOWM3BOACTBEHHOM MIOLWaAKM NeKapCTBEHHOrO npenapara, B criyyae, ecnv npou3BoacTBO
nekapcTBEHHOro npenapaTta ocyulectBnaetca B Poccuiickon ®epepauun, nmbo  KOMUKO  BblOAHHON
YMNOJTHOMOYEHHbIM OPraHOM CTpaHbl MPON3BOAUTENS NIULIEH3UN Ha NPOM3BOACTBO NIEKaPCTBEHHOIO Npenapara u ee
nepeBof, Ha PYCCKUI 53blK, 3aBEPEHHbIE B YCTAHOBMEHHOM MOPSIAKE, @ TakKe KOMUID 3aKMioYeHUst O COOTBETCTBUM
Npov3BOAUTENS JEKAPCTBEHHbIX CpeacTB TpeboBaHUAM nNpaBui Hagnexallen Npou3BOLCTBEHHOW MNPaKTUKK,
BblJ@HHOMO YMOMHOMOYEHHbIM doefeparibHbiM OpPraHoOM MCMOMHUTENbHOW BMAcTU B OTHOLUEHUN M3MEHEHHOW U
(vnn)  QONONMHEHHOW NPOW3BOACTBEHHOW MMOWALKM JIEKAPCTBEHHOrO npenapaTta, WM KOMUIO  peLleHus
YMOMTHOMOYEHHOro  beepanbHOrO opraHa WCMOMHUTENbHOW BMactm O MNPOBEOEHUN  UHCMEKTMPOBAHUS
Npov3BOOUTENS JEKApCTBEHHbIX CPEACTB B Clyyae, €Ccnv MNPOU3BOACTBO JIEKAPCTBEHHOro npenapara
ocyllecTBnsieTcs 3a npegenamu Poccuiickon Pepepaumm.

(vyacTb 1.1 BBegeHa depgepanbHbiM 3akoHOM OT 04.06.2018 N 140-03)

KoHcynbTaHTln0C: npumevaHue.
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHerus: 19.03.2020
(c u3m. n pgon., BCTyM....

C 01.01.2021 B 4. 1.2 cT. 30 BHOCcATCA n3ameHeHust (P3 ot 27.12.2019 N 478-93).

1.2. Tpn HeobXoOMMOCTN BHECEHWS B [OKYMEHTbI, cogepXaluecs B pPerucrpauMoHHOM Jocbe Ha
3aperncTpupoBaHHbI NEeKapCTBEHHbIN npenapat And MeAWLMHCKOrO MNPUMEHEHWUs, WU3MEHEHWN, YKa3aHHbIX B
NyHKTE 4 4acTu 2 HacTosLLEen cTaTbh U TPEBYIOLLNX NPOBEeAEeHUS IKCNEePTU3bl KayecTBa NeKapCTBEHHbIX CPEACTB,
3asBuUTENb AOMOMHUTENbHO NpeacTaBnseT B YNOMHOMOYEHHbIM dedepanbHbIi OpraH UCNOMHUTENbHOW BriacTu
KOMUIO MWLEH3MM Ha NPOU3BOACTBO FEKAPCTBEHHbIX CPEeacTB MMM KOMWUIO  3aKMYEHUs O COOTBETCTBUM
nNpov3BOaUTENS NEeKapCTBEHHbIX CPeAcTB TpeboBaHMAM npaBun Hagnexalwlen nNPOou3BOACTBEHHOW MNPAKTUKW,
BblOAHHbIX YMOJIHOMOYEHHbIM hedepanbHbIM OPraHoOM MCMNOMHUTENBHOW BNAcTy B OTHOLLEHMW NPOM3BOACTBEHHON
nrnowankM JInekapcTBEHHOrO MpenapaTta, B CryYyae, €cnvM MNPOM3BOACTBO FEKapCTBEHHOro npenaparta
ocywecTtBnsetca B Poccunckon Pepepaumm, nvbo KONUKO BblAAHHOW YMOMHOMOYEHHbIM OPraHoM CTpaHbl
npousBoauTenst NULEH3UM Ha MNPOM3BOACTBO EKAPCTBEHHOrO Npenapata U ee MNepeBOd Ha PYCCKUN A3bIK,
3aBEpPEHHble B YCTAHOBMEHHOM MOPSAKe, a TakkKe KOMUI0O 3aKMioYeHus O COOTBETCTBMM NPOM3BOAUTENS
NnekapCcTBEHHbIX CpeacTB TpeboBaHUSIM MNpaBwui  Hagnexawlend nNpov3BOACTBEHHOW MNPAaKTWUKKW, BbIOAHHOMO
YMOMHOMOYEHHbIM dbefeparnbHbIM OpraHOM UCMONTHUTENBHOM BNACTV B OTHOLLIEHUU MPOU3BOACTBEHHON NOLanKu
NEeKapCTBEHHOro npenapaTa, MM KOMUIo peLleHnst YNorTHOMOYEHHOro defeparnbHOro opraHa WMCNONMHUTENBHON
BNacTM O MpPOBEOEHUN WHCNEKTUPOBAHUS MNpPOM3BOAUTENSA NEKapCTBEHHOro CcpeacTtBa B Crnydae, ecnuv
NpoM3BOACTBO NEKAPCTBEHHOrO Npenapara ocyLlecTBnseTca 3a npegenamu Poccuiickon ®epepaumm.

(vacTb 1.2 BBegeHa PepepanbHbiM 3akoHOM 0T 04.06.2018 N 140-93)

1.3. MpuHATHE pelleHns O BHECEHUN M3MEHEHUN nnn o6 OTKasze BO BHECEHUU U3MEHEHWA B OOKYMEHTHI,
cogepxawmecss B PerncTtpauMoHHOM [OCbe Ha 3aperncTpupoBaHHbIA  NeKapCTBEHHbIM Npenapat  Aans
MELMLMHCKOrO MNPUMEHEHUs, B Cryvyae HeobXxoOuMOCTM MNpPOBEOEHUS 3SKCMEepPTU3bl KayecTBa NEKapCTBEHHbIX
CPeAcCTB u (Mnn) aKCNepTU3bl OTHOLLEHUS OXMOAEMOWN NOMb3bl K BO3MOXHOMY PUCKY NPUMEHEHWS NEKAaPCTBEHHOMO
npenapaTta Ans MeOULMHCKOrO NPUMEHEHUs OCYLLECTBISIeTCA B CPOK, HE MpPEBbILAKWNA OeBAHOCTa paboumx
OHen, a B OCTanbHbIX Clydasix B CPOK, He MpeBbllalWmMi Tpuauatu pabouvMx OHEW CO OHS NPUHATUS
YMOMHOMOYEHHbIM heepanbHbIM OpraHOM UCMOMHUTENBHOW BNAcTy 3asiBNEHNSI O BHECEHUN TakUX U3MEHEHUN.
(vacTb 1.3 BBegeHa PepepanbHbiM 3akoHOM OT 04.06.2018 N 140-93)

1.4. YNOonHOMOYeHHbIN pedepanbHbIi  OpraH WUCMNOMHUTENBHOM BRacTM C Y4eTOM pesynbTaToB
dhapmakoHag30pa U MPOBEPOK COOTBETCTBUSA NEKAPCTBEHHbIX CPEACTB, HaxOAsALWMXCA B rpaxaaHckom obopoTe,
YCTAHOBMEHHbIM TpPeOOBaHUAM K WX KayecTBy B TevyeHuMe [ecaTu paboumx [Hem Cco AOHS  MOCTynneHus
COOTBETCTBYHOLEN UHGOPMaUMM pasmellaeT Ha cBoeM oduumanbHoMm canTte B ceTu "MHTepHeT" cBegeHuns o
Heo6X0OMMOCTM BHECEHUSA B MHCTPYKLMIO MO MEANLIMHCKOMY NPUMEHEHMIO NEKAPCTBEHHOrO npenapaTta u3MeHeHum
B OTHOLUEHUWN CBEOEHUIN O MoKa3aHMAX AN NPUMEHEHUS N NPOTUBOMOKa3aHUAX ANA NPUMEHEHUS NEKAaPCTBEHHOIO
npenapaTta, BbISIBIIEHHbIX MOOOYHbLIX OENCTBUAX, HEXENnaTerbHbIX pPeakumsix Npu MPpUMEHEHUU NEKapPCTBEHHOMO
npenapaTta n yBegomnsieT 06 3TOM B 3MNEKTPOHHOW hOpMe UNnM NUCbMEHHOW dopme (Ha ByMaxHOM HocuTene)
Jepxatens unu  Brnagenbla perncTpaumMoHHOro  yOOCTOBEpPEHMSI  feKkapCTBEeHHOro npenapata  (unu
YMOMHOMOYEHHOEe MM [pyroe lopuanyeckoe nNuuo), a Takke depxatenen unuv BnagenbueB perncTpauvoHHbIX
YOOCTOBEPEHUIN NeKapCTBEHHbIX MpenapatoB (MNU YNOMHOMOYEHHbIX UMW APYrnX pUOMYECKUX NuL), KOTopble
SABNAIOTCA B3auMO3aMeHAeMbIMU.

(4acTb 1.4 BBegeHa deagepanbHbIM 3akOHOM OT 27.12.2019 N 475-03)

1.5. OepxaTtens unu Bragenew, perucTpauMoHHOIo yOOCTOBEPEHUS NEeKapCTBEHHOrO npenapaTta, a Takke
aepxartenun unu  Bragenbubl  PErMCTPAUMOHHBbIX  YOOCTOBEPEHUN  NEKapCTBEHHbIX npenapaToB  (Mnu
YMNONMHOMOYEHHbIE MMMW [OpyrMe pUAMYECKUME §MLa), KOTOpble SBNSAOTCA B3aMMO3aMEHSIEMbIMU, 00A3aHbI
npeacTaBuTb B YNOMHOMOYEHHbIM dhedepanbHbii OopraH MWCMOSIHATENBHOW BMacTu 3asiBNiEHWS O BHECEHWU
N3MEHEHWNI B OOKYMEHTbI, COAEPXALUMECS B PEMMCTPALIMOHHBIX JOCbE Ha 3aperncTpuMpoBaHHbIE NEeKapCTBEHHbIE
npenapatbl ANs MEAWLMHCKOrO TMNPUMEHEHWUs,, B OTHOLIEHUW CBELAEHWUW, YKa3aHHbIX B WHCTPYKUUM MO
MeOULMHCKOMY NMPUMEHEHUIO NEKAapPCTBEHHbIX NpenapaToB, B Te4YEHNe copoka pabounx gHen co AHA pasMeLLeHus
YMOMHOMOYEHHbIM heaeparnbHbIM OpraHoOM MWCMONHUTENBHOW BRactTM MHGOpMaLMKW, ykasaHHoW B 4actu 1.4
HacTosiwen cratbn. [laHHoe TpeboBaHMe He pacnpoCTpaHsAeTCA Ha Crydyam BHECEHMS B WHCTPYKUMIO MO
MELMLMHCKOMY MPUMEHEHMIO JIEKAPCTBEHHOrO Mpenapara W3MEHEHWA B OTHOLUEHUM HOBLIX MOKa3aHuh aOns
NPUMEHEHNS NTeKapCTBEHHOrO NpenapaTa Ha OCHOBaHUM pe3yNnbTaToOB COOTBETCTBYHOLLUX MCCEeS0OBaHUN.

(vactb 1.5 BBegeHa deaeparnbHbiM 3akOHOM OT 27.12.2019 N 475-03)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pea. ot 27.12.2019) [JokyMeHT npepocTtaBneH KoHcynbTaHTnoC
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHerus: 19.03.2020
(c u3m. n pgon., BCTyM....

2. 3KcnepTu3a nekapCcTBEHHbIX CPeACTB B YaCTW 3KCMEPTM3bl KaYecTBa fIeKapCTBEHHOrO cpeacTea u (Mnu)
3KCNepTM3bl OTHOLLEHUS OXMOAEMOW MOSb3bl K BO3MOXHOMY PUCKY NPUMEHEHUS NEeKapCTBEHHOrO npenapara ans
MEeOULMHCKOrO MPUMEHEHUSI MPOBOAUTCA B Cry4yae BHECEHWs M3MEHEHMN B [OKYMEHTbI, coepxalinecs B
pervcTpaumMoHHOM A0Cke Ha 3aperMcTpUpoOBaHHbIN NeKapCTBEHHbIV NpenapaT, B OTHOLUEHWMU:

1) cBEAEHUIA, YKa3aHHbIX B MHCTPYKLMU MO MEAULMHCKOMY NPUMEHEHWIO NIEKAPCTBEHHOMO Npenapara:

a) nekapcTBeHHas hopma ¢ ykazaHMeM HaUMEHOBAHWI N KOSIMYECTBEHHOTO COCTaBa AENCTBYHOLLMX BELLECTB
M Ka4yeCTBEHHOro CcocTaBa BCMOMOraTenbHbIX BewecTB (MpyM HeobXoOUMOCTU KONMMYECTBEHHOIO COCTaBa
BCMOMOraTesbHbIX BELLECTB);

6) dapmakogMHamuka W apMakoKMHETUKA (3a MWCKMHoYeHneM (hapMaKOKMHETUKU TOMeonaTUyYeckmx
NeKapcTBEHHbIX NMpenapaTtoB U pacTUTENbHbIX JIEKAPCTBEHHbIX NPenapaToB);

B) NokasaHusa 4ns NpUMeHeHUs;

r) NPOTMBOMNOKa3aHUs Ans NPUMEHEHNS;

A) Mepbl NPeJOCTOPOXXHOCTU NPU NPUMEHEHWN;

€) ykasaHue BO3MOXHOCTU M OCOGEHHOCTEN MPUMEHEHUsI NIeKapCTBEHHOro npenapaTa Ans MeauUUMHCKOro
NpYMeHeHns 6GepeMeHHbIMI KeHLLMHaMK, XeHLWUHaAMK B nepuog rpyaHOro BCKapMIMBaHus, AeTbMU, B3POCIbIMY,

nMerwmmMmn XpoHn4eckmne 3aboneBaHus;

X) PEeXUM [03MPOBaHWUsi, CNocobbl BBEOEHUS U MPUMEHEHUsi, NMpU HeobXoaAMMOCTU BpeMsi npuema
neKkapCTBEHHOro npenapaTta, NPOACIKUTENBHOCTL NIeYeHUs], B TOM YKCre y AeTen 40 1 nocre O4HOro roaa;

3) BO3MOXHble NOGOYHLIE OEWUCTBUA W HexenaTtenbHble peakuMn MNpu MNPUMEHEHUWM NEeKapCTBEHHOro
npenapara;

1) CUMNTOMbI NEPEAO3NPOBKU, MEPbI MO OKa3aHWK MOMOLLM MPY NePefo3NPOBKE;
K) B3aumMoaencTeme ¢ ApYrMMm NekapcTBEHHbIMY npenapatamu U (Unu) NULWEBLIMU NPOAYKTaMU;
n) chopMbl BbiNycka NekapcTBEHHOIO nNpenapara;

M) ykasaHue (nNpu HeoBXOoAMMOCTM) OCOBGEHHOCTEN OENCTBUS NeKapCTBEHHOro npenaparta fpu NepBoMm
npveMe Unu Npu ero OTMeHe;

H) cBeaeHnA O BO3MOXHOM BJTUAHUW JNEKapPCTBEHHOro rnpenapata gnda MeguuunHCKOro npumMeHeHua Ha
CnocoBHOCTb ynpaenaATb TPAHCNOPTHBIMKU CpeacTBaMU, MeXxaHn3Mamu,

0) CPOK rogHoOCTU MU yKa3aHue Ha 3anpet npuMeHeHua nekapCTBEeHHOro rnpenaparta no UctedyeHun cpoka
rogHOCTH;,

M) yCNnoBUsi XpaHeHus;

p) YCrOBUSA OTNYCKa;

2) cocTaBa nekapCcTBEHHOro npenapaTa Ans MEAULMHCKOro NpUMeHEHUS;

3) M3MeHeHUs1 MecTa NPOU3BOACTBA JleKapCTBEHHOIO NpenapaTa Ans MeauLMHCKOro NpUMeHeEHUS;

4) n3ameHeHWs NokasaTenen kadecTBa NeKapCTBEHHOro npenapara Aans MeAMUMHCKOro NpUMeHeHus 1 (unu)
MEeTOZ0B KOHTPOIA KAa4ecTBa NIEKapCTBEHHOMO Npenapara Ans MeaNLMHCKOro NPUMEHEHUS;

5) M3MEeHEHUA CpoKa rogHoOCTN NekapCTBeHHOro npenaparta anda MmeguumHCKOro npuMeHeHun4;

6) cBegeHMit 0 HeOBXOAMMOCTM BHECEHUS UHBIX U3MEHEHWUI B UHCTPYKLMIO MO MEAMLUHCKOMY NMPUMEHEHUI0

www.consultant.ru CrpaHnuua 53 u3 109
HageXXHas NpaBoBas noaaepXkKa


http://www.consultant.ru/
http://www.consultant.ru/

®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHerus: 19.03.2020
(c u3m. n pgon., BCTyM....

NeKapCTBEHHOro npenaparta, a Takke B WHble [OKYMEHTbl, COAepXaliMecs B PerncrpaumoHHOM [OCbe Ha
3aperMcTpUpoOBaHHbIA NeKapCTBEHHbIM npenapat. Mpu 3TOM pelleHne O NpPOoBEeAEeHMM IKCMepPTU3bl KayecTBa
NeKapCTBEHHbIX CPEACTB U (Unn) 3KCNEePTU3bl OTHOLLEHUS OXMOAEMOW NOSb3bl K BO3MOXHOMY PUCKY NMPUMEHEHMS
NeKapCTBEHHOro npenapata Ans MeAUUMHCKOTO NPUMEHEHWUs] MPUHUMAETCs B COOTBETCTBUMM C YTBEPXKOEHHON
YNOSTHOMOYEHHBIM (hefiepanbHbIM OpraHoOM MCMOMHUTENBHON BNactu knaccugukaumen nsMeHeHnin, BHOCUMbIX B
OOKYMEHTbI, coepallnecs B perncTpauMoHHOM JOCbe Ha 3aperncTpypoBaHHbI NEKAPCTBEHHBIN Npenapar.
(vacTb 2 B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

KoHcynbTaHTlnt0C: npumeyaHue.
C 01.01.2021 4. 3 cT. 30 usnaraetca B HoBov peaakumm (®3 ot 27.12.2019 N 478-03).

3. C 3asBneHnem O BHECEHUW MU3MEHEHWN B OOKYMEHTbl, COoAepXaliMecs B perucTpauvoHHOM AOoCbe Ha
3aperncTpupoOBaHHbIV fleKapCTBEHHbIN npenapaT Ans MeOUUMHCKOTO MPUMEHEHUs, Hapsgy € OOKYMeHTamu,
yKka3aHHbIMM B 4YacTu 1 HacToswen ctaTtbW, 3asBuTENb NPeAcTaBnseT KOMMM OOKYMEHTOB, MOATBEPXAAoLLUNX
ynnaTy rocygapCTBEHHOW MOLUMMHbI 3@ BHECEHWE B AOKYMEHTbI, COAepXalimecs B permcTpaumMoHHOM AOCbe Ha
3aperncTpupoBaHHbIV NIeKapCTBEHHbIA npenapaTt Ans MEeOULMHCKOro MNPUMEHEHWs, W3MEeHEeHURn, Tpebyowmnx
NpoBeAeHUs1 IKCMepTM3bl NEKApCTBEHHbIX CPEACTB B 4aCTWM 3KCMepTM3bl KayecTBa NEKapCTBEHHOro cpeacTtsa U
(Mnu) aKkcnepTM3bl OTHOLLEHMS OXXUOAEMOW NMOoSb3bl K BOSMOXHOMY PUCKY NPUMEHEHUS NeKapCTBEHHOro npenapara
AN MeaWLMHCKOrO NPUMEHeHWs, roCyAapCTBEHHOW MOLUNMHbLI 38 BHECeHMe B LOKYMEHTbl, coAepXalmecs B
perncTpaumMoHHOM OOCbe Ha 3aperncTpUpOBaHHbLIN NeKapCTBEHHbIN npenapaTt Ans MeaWLUHCKOro MpUMeEHEeHWs,
N3MEHEeHV, He TPebyloLmMX NPpoBEeAeHUs 3KCNEePTU3bl NeKapCTBEHHOrO cpeacTsa, nMbo BnpaBe npeactaBuTb MO
COBCTBEHHOW MWHMUMATUBE YKasaHHble [OOKyMeHTbl. B cnyyae ux HenpeacTaBneHWss  YNONHOMOYEHHbIN
defepanbHbIN OpraH UCMOMHUTENbHOW BNAcTV NpoBepsaeT dakT ynnaTtbl rocy4apCTBEHHbIX MOLWNH 3asBuTenem
nocpeacTBOM  MCMONb30BaHUA MHgopmauum 06 ynnate rocygapCTBEHHbIX MOLWMWH, Ccoaepxallencs B
"ocyaapCTBEHHON UHMOPMALMOHHOW CUCTEME O FOCyAapCTBEHHbIX M MyHUUMNAmMbHbBIX MaaTexax, Ha OCHOBaHuu
npeacTaBreHHbIX 3asBUTENeM KonvMin JOKYMEHTOB, NOATBEPXAAOLWMX ynnaTy rocyaapCTBEHHOW NOLSUNHbI.

(4yacTtb 3 B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

4. B TeyeHve pecATM paboumx OHeEN CO AHS MOCTYMINEHWUs yKka3aHHOro B 4YacTu 1 HacTosileNn cTaTbu
3asiBNEHNs1 U HEOOXOAUMBIX JOKYMEHTOB YMNOMHOMOYEHHBIN (hefiepanbHbIi OpraH UCTMONMHUTENbHOW BNACTW:

1) npoBOAUT MpPOBEPKY MONMHOTHI WM [OCTOBEPHOCTU CBEAEHWIN, COAEPXalUMXCs B MpeACcTaBMNEHHbIX
3asBUTENEM MaTepuanax;

2) NpVYHYMaeT pelleHre O MPOBedEeHWM YKasaHHbIX B 4YacTU 2 HacTosilei cTaTbl COOTBETCTBYHOLLUX
3KCMEepTU3 NeKapCTBEeHHOro cpeacTsa unm ob oTkase B UX NPOBEAeHUM;

3) yBegoMnseT B SNEKTPOHHOW MMM MUCbMEHHOW (hOpMe 3asBUTENS O NMPUHATOM PELUEHMU UK B Criyyae
NPUHATUSA peLleHnsa 06 oTka3e B NPOBEAEHUN COOTBETCTBYIOLLEN 3KCMEPTU3bI C YKa3aHWEM MPUYMH TAaKoro oTKasa.
(B pea. PegepanbHoro 3akoHa o1 22.12.2014 N 429-03)

4.1. B cnyyae BbISIBNEHUSI HEOOCTOBEPHOCTU CBEAEHWUN, COoAepXalUMXCcs B NPeACTaBreHHbIX 3asBUTENem
MaTepuanax, ynorHoOMoOYeHHbIN hefepanbHbli opraH UCNONMHUTENbHOW BNacTW HanpasnseT 3asBUTEnNto 3anpoc
00 yTOYHEeHWUW yKasaHHbIX cBedeHWN. [JaHHbIN 3anpoc MOXeT ObiTb nepedaH ynomHOMOYEHHOMY MpPeacTaBUTENIO
3aaBUTENS NUYHO NOA PacrnuCKy, HarnpaereH no NoyTe 3akasHbIM MUCbLMOM UIK NepefaH B 3NeKTPOHHOW dopme
Nno TEeneKkoOMMYHWKaLUMOHHbLIM KaHanam cBs3n. B cnyyae HanpaBneHuss AaHHOro 3arpoca Mo noyrte 3akasHbIM
NMUCbMOM OH CYMTAETCH MOSTYYEHHbIM MO UCTEYEHUM LLIECTN OHEN C AaTbl HanpaBneHus 3aKa3Horo NUCbLMa.

(vyacTb 4.1 BBegeHa degepanbHbIM 3akoHOM OT 25.11.2013 N 317-03)

4.2. 3aaButenb 06s3aH NpeacTaBMTb OTBET Ha 3anpoc YNOSfHOMOYEHHOro dhedepanbHoro opraHa
UCMOSHWUTENbHOW BNacTM B CPOK, He MpeBbilLaloWwuii AeBAHOCTa pabounx AHeid CO OHS MOoNyyYeHus OaHHOro
3anpoca. Cpok, ykasaHHbI B 4YacTu 4 HacTosiLel cTaTby, NPUOCTaHaBNMBAETCA CO OHSA HaMpaBreHus 3asiBUTENH0
3anpoca YrnoriHOMOYEHHOro doefeparnbHOro opraHa WCMONMHUTENbBHOW BNacTu A0 OHA MONy4YyeHus UM oTBeTa Ha
AaHHbIA 3anpoc M He YYUTLIBAETCH MPU UCYMCIIEHMM CPOKA MPUHATUS pelleHUMs O BHEeCEHUN W3MEHEHWA B
JOKYMEHTbI, coaepKallMecsi B perMcTpauMoHHOM [OCbe Ha 3aperncTpypOBaHHbIN eKapCTBEHHbIN npenapaT Ans
MEANLMHCKOrO NPUMEHEHMUSI.
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHerus: 19.03.2020
(c u3m. n pgon., BCTyM....

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

5. OcHoBaHveM s OTKasa B NPOBEAEHUUN YKa3aHHbIX B YacTU 2 HACTOsILLEN CTaTbW IKCNepTU3 sBNAeTCH
npeacTaBrneHne [OKYMEHTOB, MepeyncrnieHHbIx B 4Yactax 1 m 3 HacToswen cratbW, B HEMNOMHOM obObewme,
HenpeacTaBneHve 3asiBUTENEM B YCTAHOBIIEHHbIN CPOK OTBETa Ha yKasaHHbI B 4acTu 4.1 HacToswen cratbu
3anpoc  YMNOfHOMOYEHHOro doeeparnbHOro opraHa WCMOMHWTENbHOW BRactu, a Takke OTCYTCTBME B
npeacTaBneHHbIX JOKYMEHTax 4OCTaTOYHbIX CBEAEeHWI, NoaTBEepXaaoLwmx HeobxoanMoCTb BHECEHUSA N3MEHEHN,
Unu oTCyTCTBME MHpopMaLun, noaTBepxaatoLLen dhakT ynnaTbel rocyaAapCTBEHHbIX MOLUMNH, YKa3aHHbIX B 4actu 3
HacCTosILLEN CTaTbu.

(8 pea. PegepanbHbix 3akoHOB OT 25.11.2013 N 317-03, o1 22.12.2014 N 429-03)

6. YKkazaHHble B 4acTu 2 HacCTOSLLEN CTaTbM IKCMEPTU3bl NPOBOAATCA B NOPSAKEe, YCTAHOBNEHHOM CTaTbewn
23 HacTosiwero PegepanbHOro 3akoHa.

7. B cpok, He npeBbiLIaoLWLMA AECATU pabounx OHEN CO OHSA NOMyYEHMs 3aKMOYEeHNA KOMUCCUI 3KCNEPTOB MO
pesynbTaTtaM YKasaHHbIX B 4YacTW 2 HacTOsLWEen CTaTbW IKCNEepTU3, YMONHOMOYEHHbIN dedeparnbHbIi OpraH
NCMNONMHUTENbHONW BNacTu:

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

1) NPUHMMAaET peLleHne O BHECEHUM U3MEHEHWUI B JOKYMEHTbI, COAepXKallmecs B perucTpaumoHHOM OoCke
Ha 3aperncTpUpOBaHHbIN NEeKapCTBEHHbIN npenapaT Ans MeauLUHCKOro NpUMeHeHusl, Unn ob oTkase BO BHECEHUM
TakuUX N3MEHEeHUI;

2) BHOCWT B rOCYOApPCTBEHHBIA PEECTp NeKapCTBEHHbIX CPEACTB Ha OCHOBAHUWM pEeLIeHWMs O BHECEHWUU
N3MEHEHWN B JOKYMEHThI, coAepXalimecs B perucTpaumoHHOM J0Cbe Ha 3aperncTpypoBaHHbIA NeKapCTBEHHbIN
npenapar Ans MeguLMHCKOro NpUMeHeHNs!, HeobXoaUMbIE UBMEHEHUSI U BO3BPALLLAET UX 3asiBUTENIO;

3) BblJaeT 3asBUTEN0 HOBOE PErnCTpauVoOHHOE YOOCTOBEPEHME FeKapCTBEHHOrO Mpenapata B cryyae
N3MEHEHNsT CBEAEHUN, COAEPKALLUXCS B HEM.
(n. 3 BBeaeH deaepanbHbiM 3akOHOM OT 22.12.2014 N 429-03)

8. OcHoBaHMeM [ffisi 0TKasa BO BHECEHWM U3MEHEHWU B AOKYMEHTbI, COAepXKalumMecs B permctpaumMoHHOM
[OCbe Ha 3aperMcTPUpOBaHHbIA EKApCTBEHHbIN MpenapaT Ans  MeAMLUMHCKOrO MpUMEHeHUsl, SBNsieTcs
3aKMoYeHe YNONMHOMOYEHHOrO defeparnbHOro opraHa WUCMONMHUTENBHON BRacT O BO3MOXHOCTU CHUDKEHMS
6e3onacHoCTH, kavecTBa, 3PPEeKTMBHOCTM NIEKAPCTBEHHOIO CPEACTBA B Clly4ae BHECEHUS TaKUX U3MEHEHWIA.

9. HonyckaeTtcsi obpalleHne nekapcTBEHHbIX NPenapaTtoB ANs MEeAWMUMHCKOrO NMPUMEHEHUS OO0 UCTEYEHUS
CpoKa rogHOCTM, NPOM3BEAEHHbBIX B T€YEHME CTa BOCbMUAECATM OHEW nocrie Aatbl NPUHATUSA YNOSTHOMOYEHHbIM
denepanbHbIM OpraHoM MCMOMHUTENbHOM BrAcTh peLleHns O BHECEHUN U3MEHEHUI B AOKYMEHTbI, COAepXaLlmecs
B pPerMcTpaLMoHHOM JOCbe, B COOTBETCTBUM C MHPOPMAaUMEN, COAepXKalleNncs B JOKYMEHTaxX PerMcTpaumoHHOro
[0Cbe Ha NekapCTBEHHbIN Npenapar Ao AaTbl NPUHSATUS TAKOro peLleHust.

(4yacTb 9 B pea. PefepanbHoro 3akoHa ot 22.12.2014 N 429-03)

Cratbsa 31. BHeceHMe M3MeHEeHUM B [OKYMEHTbl, coAaepXxaliuecsi B pPermcTpauMoHHOM AO0Cbe Ha
3aperncTpupoBaHHbIN JIeKaPCTBEHHbIN NpenapaT ANA BeTepUHAPHOro NnpuMeHeHus

KoHcynbTaHTlM0C: npumeyaHue.
C 01.01.2021 B @63. 1 4. 1 cT. 31 BHOCcATCA n3MeHeHus (O3 oT 27.12.2019 N 478-D3).

1. B uensx BHeCeHMA W3MEHEeHUN B [OOKYMEHTbl, coAepXalinecs B pPerncrpauuMoHHOM [JOCbe Ha
3aperncTpupoBaHHbIA NeKapCTBEHHbIN NpenapaT And BeTepuvHapHOro npuMeHeHus, aepXxartenb unu snageney,
perncTpaumMoHHOro yaoCTOBEPEHUS NeKapCTBEHHOro npenapara unu yrnorHoMOYeHHOe UM Apyroe opuanyeckoe
nMuo (Oanee B HacTosWwen cTaTbe - 3asBUTENb) NPEACTaBNAEeT B YMOMHOMOYEHHbIN beaepanbHbii OpraH
WCMNOSTHUTENbHOM BRACTU 3asiBfIEHME O BHECEHUN TaKUX M3MEHEHUNI MO cpopme, yCTaHOBJ'IeHHOI7I YNOJTHOMOYEHHbIM
deneparnbHbIM OpraHoM UCNOMHUTENBHOWN BRacTu, U nNpuniaraeMble K HeMy U3MEHEHUS B yKa3aHHble OKYMEHTHI, a
Takke [OKYMEeHTbl, noarBepxgawwme HeobX0OMMOCTb BHECEHMS Takux u3MeHeHun. [lpu HeobxoammocTu
BHECEHVNS W3MEHEHWA B [OKYMEHTbI, COAepXaliMecs B pPermcrpauuoHHOM [OCbe Ha 3apermcTpupoBaHHbIN
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHerus: 19.03.2020
(c u3m. n pgon., BCTyM....

NeKapCTBEHHbLIN npenapaTt AN BEeTEPUHAPHOrO MPUMEHEHMsl, B Cry4Yasix M3MEHeHMst K (Unu) [OonoSHeHus
NPON3BOACTBEHHOW MMOLWAAKN JIEKapCTBEHHOrO CpeacTBa, a Takke W3MEHEeHUs1 rokasaTenen kadectsa
NeKapCTBEHHOro npenapata Ans  BeTEPUMHAPHOTNO MPUMEHEHUS W (MNM) METOAOB KOHTPOSsi KayecTBa
NeKapCTBEHHOro npenaparta Ans BeTEPUHAPHOTO MPUMEHEHMsT 3asiBUTENb [OMOMHUTENbHO MNpeacTaBnsieT B
YNOSTHOMOYEHHBIN dheeparbHbI OpraH UCMOSTHUTENbBHON BNacTy criedyowme JOKYMEHTbI:

KoHcynbTaHTlnt0C: npumeyaHue.
C 01.01.2021 B n. 1 4. 1 cT. 31 BHOcATCA n3MmeHeHus (P3 ot 27.12.2019 N 478-D3).

1) KOMKWS NMLEH3UN HA NPOU3BOACTBO NEKAPCTBEHHbLIX CPEACTB, BblAaHHON NPOU3BOAUTENIO NIEKAPCTBEHHOIO
npenapaTa Ansi BETEPUHAPHOro NPUMEHEHNUS, AN POCCUACKUX MPON3BOAUTENEN;

KoHcynbTaHTlmoc: npumeyaHue.
C 01.01.2021 B 0. 2 4. 1 cT. 31 BHOCATCA M3MeHeHus (P3 ot 27.12.2019 N 478-$3).

2) KOMMS NUUEH3MM Ha NPOM3BOACTBO  JIEKAPCTBEHHLIX CPEACTB, BblOAHHOM  MPOM3BOAUTENIO
dapmaLeBTMYeckon cybcTaHuuKM, BXOOALWENA B COCTaB JleKapCTBEHHOro npenapaTa Ans BeTepUHApHOro
NpUMEeHEeHs, NS POCCUMNCKUX NPOU3BOAUTENEN;

3) KonNusi OOKYMeHTa, BbIGAHHOIO YMOSIHOMOYEHHbIM OpPraHoOM CTpaHbl MPOWM3BOAUTENSA ONA  KaXOow
NPOM3BOACTBEHHOW  MMOWAAKM  FIeKAapCTBEHHOrO  npenapata Ans  BETEPUMHAPHOro  MPUMEHEHUS U
noaTBEPXKAAoLWero COOTBETCTBME MPOU3BOAUTENS]  NIEKApCTBEHHOro npenapara TpeboBaHuAM  npaBun
Hagnexawen NpousBOACTBEHHOM MPAKTUKW, U ero NepeBO4 Ha PYCCKMM A3blK, 3aBEPEHHble B YCTAHOBNEHHOM
nopsiake, a Takke KOMus 3aKio4YeHUsi O COOTBETCTBMM NMPOU3BOAUTENSI FIEKAPCTBEHHLIX CpeacTB TpeboBaHUAM
npasun Hagnexallen npou3BOACTBEHHOW MPaKTUKW, BbIAAHHONO YNONHOMOYEHHbIM deaepanbHbIM OpraHoM
WCMOMHUTENBHON BNacTM ANd  Kaxdon MNpou3BOACTBEHHOM NIOWAAKM JleKapCTBEHHOro npenapata  Ans
BETEPUHAPHOIO MNPUMEHEHUs!, NNOO KOMWsl peLleHus O MNpPOBEAEHUM WHCMNEKTUPOBAHUS NPOU3BOAUTENS
NeKapcTBeHHbIX CPeACTB, MPUHATOrO YNONTHOMOYEHHbIM hefepanbHbiM OpraHoM WUCMOMHUTENBHOW BRacTu Ans
KaXxgon npou3BoACTBEHHOM NMOLWAAKM SleKapCTBEHHOroO npenapaTa Ans BeTepUHapHOro npuMeHeHus. YkasaHHble
OOKYMEHTbl NpeAcTaBnalnTCa B Cnyyae, ecnu npousBOACTBO feKapCTBEHHOro npenaparta Ans BeTepuHapHOro
NpUMeEHeHNs ocyLLecTBsieTca 3a npegenamm Poccuickon ®epepauuu;

4) konusa OOKYMEHTa, BblAAHHOIO YMOMHOMOYEHHBIM OpPraHoOM CTpaHbl MPoM3BOAUTENS hapMaLeBTUYECKOM
cybcTaHuuM 1 noaTBepXaarLero CooTBETCTBME NMPOM3BOAMTENSA hapMaLeBTUYECKOW CyOCcTaHUuM, BXOAsLIEN B
COCTaB JIeKapCTBEHHOro Mpenapata A BeTEepMHapHOro MpUMEHEHUs, TpeboBaHUSAM NpaBuIl Hagmnexallen
NPOU3BOACTBEHHOW NPAKTUKK, U €ro NepeBOA Ha PYCCKUIA A3bIK, 3aBEPEHHbIE B YCTAaHOBIEHHOM NMOpsiake, B criyyae,
€Cnv NPoV3BOACTBO hapMaLleBTUYECKON CyOCTaHLMM ocyLlecTBnseTca 3a npegenamu Poccuiickon ®eaepaunn.
(vyacTtb 1 B peq. PegepanbHoro 3akoHa ot 04.06.2018 N 140-93)

1.1. B cnyyae nameHeHus n (Unn) AOMOSTHEHUS NMPOU3BOACTBEHHOWM MMOLALAKU JNIEKAPCTBEHHOIO CpPeacTBa
OOKYMEHTbI, yKa3aHHble B YacTu 1 HacTosLen cTaTbu, NPeACcTaBnsanTCA 3asaBUTENEM B OTHOLLUEHUUN U3MEHSEMON U
(nnn) gononHsemon NPon3BOACTBEHHON MMOLWAnKN NeKkapcTBEHHOro cpeacTea. PelleHne o BHECEHUU U3MEHEHUI
B AOKYMEHThI, CoAepXalLlmecs B permcTpaumoHHOM A0Cbe Ha 3aperncTpupoBaHHbIA NekapcTBEHHbIN npenapart Ans
BETEPMHAPHOIO NPUMEHEHWUSs!, UM 06 OTKase B UX BHECEHUWN NPYHUMAETCS B Cllydyae HeobXxoaMMOCTM NpoBeaeHns
3KCMEepTU3bl NIeKApPCTBEHHOIO CPeACcTBa B CPOK, He MpeBblllaloWni aeBaHOCTa paboymx OHen, a B OcCTalbHbIX
Cny4vasix B CPOK, He MpeBblllatowmi TpuguaTtn pabounx gHEM Co AHS NPUHATUSA YMOMHOMOYEHHBIM heaeparnbHbIM
OpraHoM UCMOMHUTESTbHON BAcTU 3as8BMEHNA O BHECEHUM TakuX N3MEHEHUI.

(vacTb 1.1 BBegeHa PegepanbHbiM 3akoHOM 0T 04.06.2018 N 140-93)

1.2. B cnyyae peopraHuMsaumm pgepxaTtens wunuv Bragensua perncTpauuoHHOro  yOoCTOBEepeHUus
NeKapCTBEHHOro npenapata A BETEPUHAPHOrO  MPUMEHEeHUs, pas3paboTyvMka UM MPOU3BOAUTENS
nekapcTBEHHOro npenapara Ans BeTepMHapPHOro NpMMEHEHUs B 3asiBlIEHUN O BHECEHUN U3MEHEHUI B JOKYMEHTHI,
cojepxalimecsa B pPerncTpaumMoHHOM [OCbe Ha 3aperncTpupoBaHHbIA NeKapCTBEHHbIM npenapat Ans
BETEPUHAPHOro NPMMEHEHUS, YKa3bIBalOTCH AaHHble AOKYMEHTa, NOATBEPXKAAOLWEro BHeCEHNE COOTBETCTBYIOLLMX
N3MeHeHM B EAMHBIN rocyaapCTBEHHbIV PEECTP IPUANYECKUX NUL (AN OpraHu3aunn, 3aperMcTpMpoBaHHbIX Ha
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHerus: 19.03.2020
(c u3m. n pgon., BCTyM....

Tepputopun Poccuiickon ®epepauun), nnum MHOro AOKYMEHTa, NOATBEPXKAAOLEro peopraHu3aLmio lopuanyeckoro
nuua (ons opraHusauui, He 3aperucTpyvpoBaHHbIX Ha Tepputopum Poccuiickon depepauumum). 3asBneHve o
BHECEHUM U3MEHEHWA B [OKYMEHTbI, coAepXalliMeca B perucTpauMoHHOM [OCbe Ha 3aperncTpupoBaHHbIN
neKkapcTBEHHbIM NpenapaT Ansi BeTEPMHAPHOIO NPUMEHEHUS, U NpunaraemMble K HeMy JOKYMEHTbI MPeaCTaBnsatoTCs
B YMOJSIHOMOYEHHbIV dpeeparbHbIi OpraH MCMNOMHUTENBHOW BriacTU He Mo3gHee YeM yepes TpuauaTtb paboumx
OHEN CO OHS BHECEHMS COOTBETCTBYIOLLMX M3MEHEHUN B EOUHBIA rocyqapCTBEHHbIN pPeecTp IpUAMYECKMX Nuy,
(ons opraHusauun, 3aperncTpupoBaHHbIX Ha TeppuTopum Poccuiickon ®egepaumn) unu co AHA NPUHATUSA
COOTBETCTBYHOLLErO AOKYMEHTA, MOATBEPKAAILLEr0 peopraHn3auunio PUANYECKOro nuua (ans opraHusauun, He
3aperMcTpupoBaHHbIX Ha Tepputopun Poccuiickon depepaumn). B cnyvae peopraHusauum gepxatenst wnu
BNagernbLa pPerncrpauMoHHOro yOOCTOBEPEHMS JIEeKapCTBEHHOro npenaparta Ans BeTepMHapHOro npuMeHEeHus
3asiBNEHNEe O BHECEHUN U3MEHEHUN B [OOKYMEHTbl, COAepXaliuecss B perucTpalMoHHOM [JOCbe Ha
3aperncTpupoBaHHbIN NEKapCTBEHHbI npenapaT Ans BeTepMHApHOro NPUMEHEHWsl, MOAAaeTCs PUANYECKUM
NNLIOM, KOTOPOMY B XOA4€ peopraHnsaumnm nepeaHo npaeo BnageHust Takum perncTpaumoHHbIM YAOCTOBEPEHUEM.
(vacTb 1.2 BBegeHa PepepanbHbiM 3akoHoM oT 02.08.2019 N 297-93)

2. B cnyyae BHeCeHUs] M3MEHEHUWW B [OKYMEHTbl, cogepXalmecsd B PerucTpauMoHHOM [OCbe Ha
3aperMcTpUpoOBaHHbIV NIEKAPCTBEHHbIN npenapaT Afs BETEPUHAPHOTO MPUMEHEHMS!, B OTHOLLUEHUN CBEOEHWN,
yKasaHHbIX B nognyHkrax "e", "x", "k", "n", "H", "c", "x" nyHkta 7 yactn 3 ctaTtbn 17 HacTosiwero denepanbHoOro
3aKOHa, U3MEHEHUs U (M) AOMOMHEHUS NMPOW3BOACTBEHHON MMOLWAAKN FIEKapCTBEHHOIO CPEACTBa, a Takke B
cny4yae U3MeHeHus1 nokasaTenen kadecTBa NekapCTBEHHOro npenapara Ans BETEPUHAPHOro NpUMeHeHus 1 (unu)
METOOOB KOHTPONS KayecTBa JIeKapCTBEHHOro MnpenapaTta [Ans BeTEepUMHApHOro MpUMMEHEHUS NPOBOAUTCS
3KCMepTM3a NekapCTBEHHOro CpeacTBa Afs BETEPUHAPHOro npumeHeHusl. B crniyyae Heob6xoouMMoCT BHECEHUS
WHbIX W3MEHEHWA B [OOKYMEHTbl, coAepXaliMecss B pPerucTpauuMoHHOM [OCbe€ Ha 3aperncTpupoBaHHbIV
NEeKapCTBEHHbIM npenapaTt gfis BETEPUHAPHOro MNpPUMEHEHWs, 3JKCMepTu3a feKkapCTBEHHOro CcpeacTea  Arns
BETEPMHAPHOIO MPUMEHEHMS HE MPOBOANTCS.

(B pen. PegepanbHbix 3akoHOB OT 22.10.2014 N 313-93, o1 22.12.2014 N 429-93)

KoHcynbTaHTlnoc: npumeyaHue.
C 01.01.2021 4. 3 cT. 31 n3naraetcs B HoBon pegakumm (O3 ot 27.12.2019 N 478-03).

3. C 3aaABNeHMeM O BHECEHWW U3MEHEHWI B OOKYMEHTbI, COAEPXaLLMEeCcss B PerucTpaurMoHHOM [OCbe Ha
3apEerncTpUpoOBaHHbIA NEKAPCTBEHHLIN MNpenapaT Ans BETEPUHAPHOIrO MPUMEHEHMS, Hapsidy C OOKyMeHTamu,
YKa3aHHbIMW B YacTu 1 HacTosiwen crtaTbM, 3asdBUTENb MNPEACTaBMSET KOMMM OOKYMEHTOB, MOATBEPXKAALLUX
ynnaTy rocygapCTBEHHOW MOLUMMHBLI 3a BHECEHUE B AOKYMEHTbI, CoAepKallnecs B pernctpaumoHHOM J0Cbe Ha
3aperncTpupoBaHHbIA NEKAPCTBEHHbIV MpenapaTt AN BETEPUMHAPHOrO MPUMEHEHUS, U3MEHEHWUN, TpedyoLmx
NPOBEAEHUS 3KCNEPTM3bl NTEKAPCTBEHHOrO CpeacTBa, UMM U3MEHEHUIA, He TpebytoLwmnx NpoBEeAEHUSA 3KCNepTu3bl
nekapcTBeHHOro cpeacTtsa. B cnyvyae HeobxoanMMOCT N3MEHEHUSA CBEAEHWI, COAEPXKALLUXCA B PEMMCTPALNOHHOM
YAOCTOBEPEHUN FNEKApCTBEHHOrO npenapaTta A BETEPUHAPHOrO MPUMEHEHWS, C 3asiBIEHUEM, YKa3aHHbIM B
yactn 1 HacToswen cTaTbW, 3asBUTENb AOMOMHUTENBHO NPEACTaBNSET KOMUIO OOKYMEHTA, MOATBEPXKAAMLLErO
ynnaTy rocyfapCTBEHHOW MOLUNHBLI 3a Bblgady perncrpauuoHHOro YOOCTOBEPEHMS NeKapCTBEHHOrO npenapaTa.
3asBuTenb N0 cCOBCTBEHHON MHULMATUBE BNpaBe NPeacTaBUTb JOKYMEHTbI 00 ynnaTe rocy4apCTBEHHbIX MOLLSUH.
B cnyyae HenpeacTtaBneHus 3asiBUTENeM LOKYMEHTOB 00 ynnate rocygapCTBEHHbIX MOLUSMH YMOMHOMOYEHHbIN
denepanbHbii OpraH UCMOSNTHUTENBHOW BacTK NpoBepsieT dakT ynnaTtbl 3asBUTENEM rOCY4apCTBEHHbIX MOLUSMH
nocpeacTBOM  UCMOMb30BaHUSA UWHGoOpMaumm 00 ynnate roCygapCTBEHHbIX MOLWMH, COoAepXallencs B
FocygapCTBEHHOM MH(OPMALMOHHON CUCTEME O FOCYAAPCTBEHHBIX U MyHULMNASbHbIX NiaTexax, Ha OCHOBaHWUMW
NpeACTaBreHHbIX 3asBUTENEM KOMUA AOKYMEHTOB, NOATBEPKAANLLMX YNNaTy roCy4apCTBEHHbIX MOLUSNH.

(B pea. PegepanbHbix 3akoHOB OT 22.10.2014 N 313-03, ot 02.08.2019 N 297-03)

4. B cpoK, He NpeBbILLaLWNA AeCaTU pabounx OHEN CO OHSI MOCTYNSIEHMS YKa3aHHOro B YacTu 1 HacTosLLen
cTaTbM 3asiBieHUs U HEeoOXOAMMBbIX [AOKYMEHTOB, YMOMHOMOYEHHbIM dieaepanbHblii OpraH WCMNOSHUTENBHOWN
BNacTu:

1) npoBOAUT NpPOBEPKY MOMHOTHI WM [OCTOBEPHOCTU CBEAEHWN, COAEpXaluMxCcsi B NpPeACTaBreHHbIX
3asaBUTENEM JOKYMEHTaX;

2) NnPpUHUMaEeT peleHne O npoBeaeHn JIKCnepTudbl JeKapCTBeHHOro cpenctBa Ald BeTepuMHapHOro
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHerus: 19.03.2020
(c u3m. n pgon., BCTyM....

npuMeHeHust unu ob oTkase B ee NPOBEAEHUM;

3) yBegomnsieT B NUCbMEHHOW hopMe 3adBUTENS O MPUHATOM PEeLUeHUU UMK B Criydae NPUHATUSA peLleHnst
06 OoTKase B NpoBedEeHMM IKCNEPTU3bl NEKApPCTBEHHOIO CPEeACTBa AN BETEPMHAPHOIO NMPUMEHEHUS C yKa3aHuem
MPWYMH TaKoro OTKa3a.

4.1. B cnyyae BbISIBNEHUST HEOOCTOBEPHOCTN W (MNM) HEOJOCTAaTOMHOCTM CBEAEHMWW, COAepXKaliuxcs B
NpeacTaBreHHbIX 3asBUTENEM [OKYMEHTax, YNOSIHOMOYEHHbIV deaepanbHbiii opraH WCNOMHUTENBHON BRAacTy
HanpaBnseT 3asBUTENIO 3anpoc 06 YTOYHEHUMM yKa3aHHbIX cBedeHun. 3anpoc MoxeT O6bITb nepeaaH
YNONTHOMOYEHHOMY NPEACTaBUTEND 3asiBUTENS MOA PacnuvCKy, HanpaBfeH Mo Mno4yTe 3akasHbIM MUCbMOM WK
nepeaaH B 3NEKTPOHHOM hopMe Mo TeNeKOMMYHUKALMOHHBIM KaHanam cBsa3n. B criyyae HanpaeneHus 3anpoca oo
YTOYHEHNN yKa3aHHbIX CBEAEHUI MO NoYvTe 3aKasHbIM MUCbMOM OH CUYMTAETCS! MOJTYYEHHbIM MO UCTEYEHUN LLECTU
OHen ¢ aaTbl HanpaBfeHMs 3aka3HOro NMcbma.

(vacTb 4.1 BBegeHa PepepanbHbiM 3akoHOM OT 04.06.2018 N 140-93)

4.2. 3agButenb o6s3aH npeacTtaBuUTb OTBET Ha 3anpoc  YMNONIHOMOYEHHOro dedepanbHOro opraHa
WCNONHUTENBHON BrlacTM B CPOK, HE NpeBbILAOWMIA AeBAHOCTA paboumx OHEW CO OHA MOMydYeHus AaHHOro
3anpoca. Cpoku, ykasaHHble B 4actu 1.1 HacTosilen cTaTbl, NPUOCTAHABMMBAKOTCA CO AHS HanpaereHus
3a8BUTENO 3anpoca YMNOMHOMOYEHHOro defepanbHOro opraHa WCMNOMHUTENbHOM BRacTM OO OHA MOMyYeHust
OTBeTa Ha AaHHbIA 3anpoc U HE YYMTbIBAKOTCS MPU UCHUCIIEHUM CPOKA NPUHATUS PELUEHUSI O BHECEHUN U3MEHEHWUI
B AOKYMEHThI, COAepKallMecsi B pErmcTpaumoHHOM A0Cbe Ha 3aperncTpupoBaHHbIV NIeKapCTBEHHbIN Npenapart Ansi
BETEPUHAPHOIO NPUMEHEHUS.

(vacTb 4.2 BBegeHa PepepanbHbiM 3akoHOM OT 04.06.2018 N 140-93)

5. OcHoBaHMeM ONns OTkasa B MPOBEOEHUN 3KCMEepTU3bl JIEKAPCTBEHHOrO CpeAcTBa Afil BETEPUHAPHOro
NpUMeEHeHNA ABMSIETCA NpeacTaBrneHne JOKYMEHTOB, YKa3aHHbIX B YacTax 1 m 3 HacTosILLEN CcTaTbi, B HEMOSHOM
obbemMe wunu OTCyTCTBME B NpPeacTaBfieHHbIX [OOKYMEHTax [AOCTaTOYHbIX CBEAEHWW, MNOLTBEPXKOAOLLMX
HeobOX04MMOCTb BHECEHUSI U3MEHEHMI, MO0 HenpeacTaBrneHne 3asBUTENEM B YCTAHOBIIEHHbIA CPOK OTBETA Ha
yKa3aHHbIA B YacTu 4.1 HacTosiwen cTaTbM 3anpoc YMNOSHOMOYEHHOro defepanbHOro opraHa MCMOMHUTENBHON
BNacTu.

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

6. DKcnepTu3a NekapCcTBEHHOIO cpeacTBa Afsl BETEPUHAPHOIo NPUMEHEHUS B LIENSIX BHECEHUS U3BMEHEHWI B
OOKYMEHTbI, cogepKallnecs B permctpauMoHHOM JOoCke Ha 3apermcTpupoBaHHbIA NeKapCTBEHHbIN nNpenapart ans
BETEPUHAPHOrO MPUMEHEHMUS, OCYLLECTBMNSETCH B MNOpsAKe, YCTAHOBMNEHHOM cTatben 24 HacToswero
depnepanbHOro 3akoHa.

6.1. B cpok, He npeBbllaOLWMiA 4ecATn paboumx AHe co OHA NOMYYEHUs! 3aKMYEeHUsT KOMUCCUM 3KCNEPTOB
Mo pesynbTaTaM yKa3aHHOW B 4YacTW 2 HACTOsILEeN cTaTbM IKCNEpTU3bl, YNONHOMOYEHHbIM dedeparnbHbii opraH
WUCMONHUTENbHON BNacTu:
(8 pea. PegepanbHoro 3akoHa ot 02.08.2019 N 297-03)

1) NpYHUMaeT pelleHne O BHECEHUWN U3MEHEHMUI B JOKYMEHTbI, COAepXKallnecs B peErmcTpaLmoHHOM A0Cbe
Ha 3aperMcTpupoBaHHbIA NEKapCTBEHHbIN npenapaTt Ans BETEPUHAPHOrO MpUMEHeHWsl, unu ob oTkase BO
BHECEHUWN TaKUX U3MEHEHMWI;

2) BHOCUT B rOCWJ,apCTBeHHbIIZ peecTp IneKapCTBEHHbIX CpeacTtB Ha OCHOBaHUMW pelleHnA O BHeCeHUU
N3MEHEHMN B OOKYMEeHTbI, codepxXalineca B permctpalMoOHHOM OOCbe Ha SapeFI/ICTpI/IpOBaHHbIVI ﬂeKapCTBeHHbIVI
npenapat AOnd BeTepuHaApHOro npuMeHeHusa, HeobxoauMble U3MEHEHUA U BO3BpawlaetT 3TWU [OOKYMEHTbI
3adaABUTENIO;,

3) BblgaeT 3asBUTEN HOBOE PErMCTpPauLMOHHOE YOOCTOBEPEHME JEeKAapCTBEHHOro npenapata Ans
BETEPMHAPHOIO MPUMEHEHUST B Clydae HeobXOoAMMOCTM MW3MEHEHUSI CBELEHWUW, COAEpXalLMXCs B HEM, C
COXpaHEHMEM HOMepa paHee BblAAaHHOrO0 PEerncTPaLMoOHHOrO YAOCTOBEPEHUS feKapCTBEHHOro npenapaTta ans
BETEPUHAPHOIO NPUMEHEHWS.

(n. 3 BBegeH ®epgepanbHbiM 3akoHOM oT 02.08.2019 N 297-03)
(vacTb 6.1 BBegeHa degeparnbHbiM 3akoHOM OT 22.10.2014 N 313-03)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHerus: 19.03.2020
(c u3m. n pgon., BCTyM....

6.2. B cnyyae BHeceHMs W3MEHEHWUA B [OOKYMEHTbl, COAepXaljmecss B PEerucTpauuMoHHOM [OCbe Ha
3aperMcTpuUpoOBaHHbIN NEKAapCTBEHHbLIA MNpenapaTt ANd BETEPUHAPHOro MPUMMEHEHUS, B 4YacTu, Kacawoulencs
N3MeHeHNs 1 (UNn) 4ONOSTHEHUA NPON3BOACTBEHHOW NIOLLAAKM NeKapCTBEHHOro npenapara, npy npeacraBneHum
3asBUTENEM B COOTBETCTBMM C MYHKTOM 3 4acTu 1 HacTodAwen cTaTbM KOMUM peLleHUst YNOSTHOMOYEHHOro
denepanbHOro opraHa WCMOMHUTENbHOW BracTM O MNPOBEAEHMM  UHCNEKTMPOBAHWUS  NMPOWU3BOAMTENS
NEKapCTBEHHbIX CPEACTB CPOK, YKasaHHbIM B 4acTu 6.1 HacTosilen cTaTbW, MNPUOCTaHaBNMBAETCS CO [OHSI
Nnofny4yeHns1 3aKYeHNs KOMMCCUW 3KCMEPTOB [0 [OHS MPUHATUS YMOSHOMOYEHHbIM defeparnbHbiM OpraHom
WCNONMHUTENBHON BMacTM peleHnss O Bblgade unMm o6 oTka3e B Bblgaye 3akioydeHMst O COOTBETCTBUM
Npon3BOAUTENS NEKAPCTBEHHbIX CpeacTB TpeboBaHMAM NpaBu Hagexallen Npou3BoACTBEHHONM MPAKTUKK, HO He
bornee Yem Ha CTO BOCEMbAECAT pabounx gHen.

(vacTb 6.2 BBegeHa degepanbHbiM 3akoHOM OT 04.06.2018 N 140-03)

7. OcHoBaHvMeEM AngA OTKas3a BO BHECEHUU U3MEHEHWI B OOKYMEHTbl, COAEpXaliuecs B pernctpauyoHHOM
00Cbe Ha 3aperncTpyMpoBaHHBIN JNIEKAPCTBEHHBIN MpenapaTt Ans BETEPUHAPHOIrO MPUMMEHEHWS, B Crydasx, He
TpebytoLmMx nNpoBeAeHUs 3KCMEPTU3bl JIEKAPCTBEHHOrO CpeacTBa, SBMSETCA MpeacTaBlieHNe [LOKYMEHTOB,
yKasaHHbIX B 4YacTtax 1 um 3 HacTosilen ctaTbu, B HENOMHOM obbeme WM OTCYTCTBUME B MNPEACTaBIIEHHbIX
OOKYMEHTax CBEAEHWUN, KOTOpble OOJPKHbI OblTb B HUX OTpaKeHbl, NMOO HenpeacTaBneHue 3asBUTENEM B
YCTaHOBMEHHBIA CPOK OTBETa Ha YykasaHHblM B 4YactM 4.1 HacTosiwen cTaTbuM 3anpoc YNorHOMOYEHHOro
deaepanbHOro opraHa UCMOMNHMTENBHOW BNacTw.

(vyactb 7 B pen. PegepanbHoro 3akoHa ot 04.06.2018 N 140-93)

7.1. OcHOBaHMeM Ons oTKasa BO BHECEHUWN U3MEHEHUIN B AOKYMEHTbI, CoAepXalunecs B permcTpaunoHHOM
AOCbe Ha 3aperncTpupoBaHHbIVi FNEKapCTBEHHbIN MpenapaT AN BEeTEePUMHaApHOro nNpMMEHeHus, B Cchyyasx,
TpebyloLWwmX NpoBeAeHNs 3JKCNEepTU3bl NEKApCTBEHHOro CPeAcTBa, SABMAETCA 3aKMoYeHue YNOrIHOMOYEHHOro
degepanbHOro opraHa WCMOSMIHUTENbHOW BRAcTM O BO3MOXHOCTM CHWXKeHus 6esonacHOCTH, KavecTBa,
3h(PeKTUBHOCTM NEeKapCTBEHHOro npenapaTa BCNeacTBMe BHECEHUSA U3MEHEHWI B yKasaHHble JOKYMEHTbI, OTKa3
YNOfIHOMOYEHHOro dhefeparnbHOro opraHa WCMOSIHUTENbHOW BMacT B Bblgaye 3akioYeHUs O COOTBETCTBUU
npoussoauTens NeKapCcTBEHHbIX CPeAcTB TpeboBaHMAM MpaBun Hagnexawen npousBoACTBEHHOW MPaKTUKM B
crnyyae W3MeHeHWs W (Mnu) OOMOSIHEHMSI MPOM3BOACTBEHHOW MNNOLWAAKM NEeKapCTBEHHOro npenapaTa, ecnu
NpoOu3BOACTBO J€eKapCTBEHHOro npenapaTta Ans BeTepuMHapHOro NPUMEHEHWs OCYLLECTBISETCS 3a npegernamm
Poccuickon ®egepauun, nnm oTCyTCTBME 3TOrO 3AKITHOYEHUS.

(vacTb 7.1 BBegeHa depepanbHbiM 3akoHOM OT 04.06.2018 N 140-93)

8. JonyckaeTca obpalleHvne nekapCTBEHHbIX NpenapatoB AN BETEPUHAPHOro NPUMEHEHUS OO UCTEeYeHUs
CpoKa rofHOCTW, NPOM3BEAEHHbIX B TEYEHUEe CTa BOCLMUAECATN AHEeWN nocne gatbl MPUHATUSA YNONHOMOYEHHbLIM
deaepanbHbIM OpraHoM UCMONHUTESNBLHON BNAacTU PeLLEeHUs O BHECEHUU U3MEHEHUI B OKYMEHTbI, COAepKalumecs
B perucTtpaLMoHHOM [OCbe Ha IleKapCTBEHHbIN MnpenapaTt, B COOTBETCTBUM C MHOpMauunen, copepxalliencsa B
OOKYMeHTax perncTpaumoHHOro 4OCbe Ha nekapcTBeHHbIN npenapaT 40 AaTbl MPUHATUSA TaKoro peLleHus.

(vacTb 8 B peq. ®epgepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

Ctatbs 32. OTMeHa rocyaapCTBEHHOW perucTpauum nekapcTBeHHOro npenaparta

PeweHne o6 oTmMeHe rocyp,apCTBeHHon perncTtpaunm nekapCTtBeHHOro npenapata W WUCKIMHOYEeHUU
NekapCTBeHHOro npenapara W3 TroCyaapCTBEHHOINo peectpa JieKapCTBEHHbIX CpedcCTB NpUHUMaEeTCA
YNOJTHOMOY€EHHbIM (bep,epaanblM opraHom NCNOSHNTENbHON BNacTu B cny4yae:

1) NnpeAcTaBrneHnst COOTBETCTBYIOLLMM YMONIHOMOYEHHbIM doeaeparnbHbIM OpraHoM UCMONHUTENBHONW BNacTu
3aKMIOYEHUS] O pucke unum o6 yrpo3e 300pPOBbIO, XXU3HU YeroBeKa WNM XXMBOTHOTO MPU  MPUMEHEHUU
rnekapcTBEHHOro npenapara, npeBbllaloWmnx ero 3deKTUBHOCTb, MO pesynbTaTaM OCYLIECTBNSAEMOro 1M
MOHWUTOPUHra 6Ge30MacHOCTM ekapCTBEHHOIO NpenapaTa;

2) nogaun aepxatenemMm unu BnagernbLeM pPerncTpaLvoHHOro yAOCTOBEPEHUsSI NEKAPCTBEHHOrO npenapata
WM YNONIHOMOYEHHBIM UM APYIMM IOPUONYECKUM NULOM 3asiBrieHus o6 oTMeHe rocyaapCTBEHHOW perucrpaumm
neKkapcTBEHHOro npenapara;
(B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3) HemoaTBeEpXAEHWS TOCYAapCTBEHHOW peructpaumn JieKapCTBEHHOro npenapaTta Nno UCTeYEeHUM cpoka
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHerus: 19.03.2020
(c u3m. n pgon., BCTyM....

OEeNCTBUSI PEMMCTPALMOHHOTO YAOCTOBEPEHWS], BbIAAHHOMO Ha NSATb NET;

4) HenpefcTaBneHus 3asiBUTenem uHdopmauumn, Kotopass MOXeT noBfeyb 3a cobon HeobGXoammocTb
BHECEHNS] W3MEHEHWA B [OKYMEHTbl, COoAepXallMecs B permcrpauuMoHHOM [OCbe Ha 3apermcTpupoBaHHbIN
NeKapCTBEHHbIN Npenapar, B Te4eHne TpuauaTn paboymx gHen co AHSA HacTYNNEeHNs 3TUX NU3MEHEHWI;

5) ocyllecTBNeHMs TrocydapCTBEHHOM perucTpaumMmM JNeKapCTBEHHOro npenapata Mo4 TOProBbIM
HanMeHOBaHMEM 3apPErMCTPUPOBAHHOIO paHee noa 3TUM TOProBbiM HaMMEHOBAHMEM NEKapCTBEHHOro npenapara,
OTNMYaloLLLEerocsi Ka4eCTBEHHbIM COCTaBOM AENCTBYIOLLNX BELLECTB;

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

6) ocyLlecTBNeHWs rocyaapCTBEHHOW perncTpauum OA4HOrO W TOro e feKapCTBEHHOro npenaparta B
OTHOLLEHMN OAHOrO M TOTO Xe AepXaTens Unu Brnagenbua perncTpaumoHHOro yAOCTOBEPEHWS feKapCTBEHHOro
npenapaTa B BUAe ABYX 1 Bonee nekapcTBEeHHbIX NpenapaToB nog pasfnyHbIMU TOProBbIMA HAUMEHOBAHUAMU;

(n. 6 B peq. PegepancHoro 3akoHa ot 04.06.2018 N 140-d3)

7) BbIHECEHWs CyOOM peLleHus O HapyweHuu npas npasoobnagatens oO6beKkTOB WHTENneKkTyanbHOW
cobCTBEHHOCTM MpK 0BpaLLeHnn ekapCTBEHHbIX CPEACTB;

8) oTCcyTCTBMA neKkapCTBEHHOro npenapata B obpalleHun B Poccuiickon depepaunm B TeYeHME TpeX U
oonee ner;
(n. 8 BBeaeH deaepanbHbiM 3akOHOM OT 22.12.2014 N 429-03)

9) HEBLINOMHEHWST AepXaTeneMm unu BnagenbuemM PermcTpauuoHHOro yaoCTOBEPEHMSI NEeKapCTBEHHOro
npenapata nMbO YMNOMHOMOYEHHbIM UMW APYIMM  OPUAMYECKMM JILOM MeEpOonpuaTUA no  obecneyveHuto
0©e30MacHOCTN NEeKapCTBEHHbIX MpenapaTtoB, YCTAHOBIIEHHbIX YMNONIHOMOYEHHbIM hedepasnibHbiM  OpraHoM
NCMNOMHNTENBHON BRacTU B COOTBETCTBMM C YacTamu 3 u 4 cTtaTbu 64 HacTosiwero degepanbHOro 3akoHa, B
pamkax ocyLiecTsneHus dapmMmakoHaasopa;

(n. 9 BBegeH ®efepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

10) oTkasa pgepxaTtens unu BnagenbLa PEerMcTpauuoHHOrO yAOCTOBEPEHMS JIEKAPCTBEHHOro npenapara
nnbéo yMNofIHOMOYEHHOrO VMW OPYroro OPUAMYECKOTO Nuua OT BHECEHUA W3MEHEHUA B WHCTPYKLMIO MO
NPUMEHEHNIO NEKAPCTBEHHOrO npenapaTa, KacallMXCS HOBbIX MOATBEPXAEHHbLIX AaHHbIX O TOM, YTO pPUCK
NPUYUHEHNS Bpeda 300POBbK YenioBeka WM XUMBOTHOTO BCreACTBME MNpuMema JlekapCTBEHHOro npenaparta
npesbllaeT 3QEKTUBHOCTb €ro NPUMEHEHMS.

(n. 10 BBegeH PefeparnbHbIM 3akOHOM OT 22.12.2014 N 429-93)

KoHcynbTaHTlnoC: npumeyaHue.
C 01.01.2023 ct. 32 gononHgetca n. 11 (P3 o1 27.12.2019 N 475-$3).

CrtaTtbs 33. locyaapCcTBEHHbIN peecTp NIieKapCTBEHHbIX CPeACTB

1. FocyaapCTBEHHbIN peecTp NeKapCTBEHHbIX CPEACTB COAEPXMUT MnepeyeHb NeKapCTBEHHbIX Mpenaparos,
npolleawnx rocyaapCTBeHHY perucTpaumio, nepeyeHb PapmaleBTUYeCcKUX cybcTaHuuiA, BXOOSLWMX B COCTaB
nekapcTBEHHbIX NpenapaTos, U CrieaytoLyo HopmaLmio:

1) B OTHOLLEHWUM NEKAPCTBEHHBIX NpenapaToB:
a) HaMMeHOBaHWe NekapCTBEHHOrO npenapata (MexayHapoaHOe HenaTeHTOBaHHOE, UMW rpynnUpPOBOYHOE,
UM XMMNYECKOE U TOProBOE€ HaUMEHOBaHWS);

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

6) nekapcTBeHHas copMa C ykasaHWeM [O3MPOBKM JIeKapCTBEHHOro npenapata W ero KonuyecTea B
NnoTpeGuTEeNbCKOM YNaKkoBKe;

B) HauMMeHOBaHWe [gepxaTensa WnM Bnadenbla PerucTpaLuuoHHOIO YOOCTOBEPEHUS NeKapCTBEHHOro
npenapata W CBeOEHUst O perucTpauumn pgepxaTtenss unv Bnagesnbla pPerucTpauMoHHOrO YyAOCTOBEPEHUS
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHerus: 19.03.2020
(c u3m. n pgon., BCTyM....

NeKapcTBEHHOro npenapata Ang MeAWUMHCKOro MPUMMEHEHUs B KayecTBEe Hanoronnartenblivka B CTpaHe
pernctpaumm (Ans pOCCUNCKUX IOPUANYECKUX MWL - MOEHTUMKALNOHHBIN HOMep HanoronnatenbLumka (MHH), ana
WHOCTPaHHbIX OPUAMYECKMX §WL - CTpaHa perucTtpauuu, HauMeHOBaHWe perucTpupylolero opraHa,
perncTpaumoHHbIN HOMEp, KoA, HanoronnartenbLiuka B CTpaHe perncrpaumm (MHKopnopauum) unm ero aHanor);

(nn. "B" B peq. ®egepanbHoro 3akoHa oT 28.12.2017 N 425-93)

r) HaumMeHoBaHME W agpec NpPOM3BOAWTENS JIeKapCTBEHHOrO npenapata M CBEAeHWs O perncrpauuun
npov3BoaUTENS NeKapCTBEHHOro npenapara And MeguuMHCKOro NpMMEHEHUsT B Ka4eCTBe HanoronnartenbLlinka B
CTpaHe peructpauuun (4nsi POCCUMUCKUX HOPUOUYECKUX UL, - UAEHTUMUKALUMOHHBLIN HOMEpP HanoronnartenbLlimka
(MHH), ona MHOCTpaHHbIX IPUANYECKUX NUL, - CTpaHa perucTpaumu, HaumeHoBaHUe PerucTpupyloLero oprasa,
perncTpaumoHHbIN HOMEp, KoA, HanoronnartenbsLlmka B CTpaHe pernctpaunm (MHKopnopauun) unm ero aHanor);

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

a) dapmakoTepaneBTnyeckas rpynna, Kon, NeKapCcTBEHHOrO npenapaTta no
aHaTOMO-TepaneBTUYECKO-XMMNYECKOW Knaccudmkauum, pekomeHgoBaHHOW  BcemupHon — opraHusaumen
3[paBOOXPaHEHNS;

(nn. "a" B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

€) NnokasaHus 1 NPOTUBOMNOKAa3aHNs K MPUMEHEHWIO NIeKapCTBEHHOrO Npenapara;
X) NoB6oYHbIe AENCTBUS NekapCTBEHHOIO nNpenapaTa;

3) CPOK rOHOCTW NeKapCTBEHHOTO Npenapara;

1) YCNOBUSI XpaHeHWs NiekapCTBEHHOTO npenapara;

K) yCNoBUsi OTMyCKa NekapCTBEHHOTO Npenapara;

n) Homep hapmMakonemHomn ctatbl UMK B Cryd4ae ee OTCYTCTBUS HOMEp HOPMAaTMBHOW AOKYMeHTaumm nubo
HOPMaTUBHOTO JOKYMEHTA;

M) AaTa rocyJapCTBEHHOW permcTpauum NekapcTBEHHOrO npenapaTta U ero permcTpauMoHHbIn HoMep, AaTta
3aMeHbl PErncTpaLmMoHHOro yAOCTOBEPEHUS IeKapCTBEHHOro mnpenapata Ha OGeccpovHoe perncTpauuoHHoe
yOOCTOBEPEHME NEKApPCTBEHHOro npenapara, Aata nojayn 3asiBfieHWst O MOATBEPXOAEHUU rocyaapCTBEHHON
perncTpaumm nekapCTBEHHOro npenapata, AaTta OTMEeHbl TFOCYLapCTBEHHOW peructpauvMm fekapcTBEHHOro
npenapara;

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

H) KayeCTBEHHbI COCTaB W KONWYECTBEHHbI COCTaB AEWCTBYIOLLMX BELLECTB W KavyeCTBEHHbIN COCTaB
BCMOMOraTernbHbIX BELLECTB JIeKapCTBEHHOro npenapara;
(nn. "H" BBeaeH ®egeparnbHbiM 3akoHOM OT 22.12.2014 N 429-903)

0) HpopmMauus 060 BCeX pa3peLleHHbIX Bugax BTOPUYHOM (MOTPeObMTeNbCKOM) yNakoBKuY;
(nn. "o" BBeaeH ®enepanbHbIiM 3akoHOM OT 22.12.2014 N 429-03)

n) pata TMpUHATUMS pelleHus O BO3MOXHOCTM paccMaTpuBaTb JIEKAPCTBEHHbI npenapaTt  npu
rocy4apCTBEHHOW perncTpauum B KavyecTBe Opg)aHHOro JeKapCTBEHHOro mnpenapata (4ns neKkapCTBEHHbIX
npenapaToB Ans MEAULUHCKOrO MPUMEHEHUS);

(nn. "n" BBeaeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-03; B pea. ®PenepanbHoro 3akoHa ot 27.12.2019 N
475-93)

p) Hanm4e nekapCTBEHHOro npenapara B NepeyHe XU3HEHHO HEOOXOAMMBIX U BaXKHEMNLUMX NEKapCTBEHHbIX
npenapaToB (45 NekapCTBEHHbIX NpenapaToB Ans MeAMLMHCKOro NPUMEHEHUS);
(nn. "p" BBeaeH depepanbHbIM 3akoHOM OT 22.12.2014 N 429-03; B pea. ®egepanbHoro 3akoHa ot 27.12.2019 N
475-03)

C) HanuyvMe B JieKapCTBEHHOM npenapaTe HapKOTUYECKUX CPEACTB, MCUXOTPOMHbIX BELLECTB M MX
NpeKypcopoB, MoAnexalwmx KoHTpomio B Poccuiickon ®egepaunv, B COOTBETCTBUM C 3aKOHOOATENbLCTBOM

www.consultant.ru CrpaHnuua 61 n3 109
HageXXHas NpaBoBas noaaepXkKa


http://www.consultant.ru/
http://www.consultant.ru/
consultantplus://offline/ref=77FAE0282664CF3E820050CBC2F9517701ACEAC19A1464E55B2A1D976B2EC4299D00F19FF28E5873B142B57625DB658950008D870291DF86B5g3G
consultantplus://offline/ref=77FAE0282664CF3E820050CBC2F9517701ACEAC19A1464E55B2A1D976B2EC4299D00F19FF28E5873B342B57625DB658950008D870291DF86B5g3G
consultantplus://offline/ref=77FAE0282664CF3E820050CBC2F9517701ACEAC19B1364E55B2A1D976B2EC4299D00F19FF28E5D73BD42B57625DB658950008D870291DF86B5g3G
consultantplus://offline/ref=77FAE0282664CF3E820050CBC2F9517701ACEAC19B1364E55B2A1D976B2EC4299D00F19FF28E5D70B542B57625DB658950008D870291DF86B5g3G
consultantplus://offline/ref=77FAE0282664CF3E820050CBC2F9517701ACEAC19B1364E55B2A1D976B2EC4299D00F19FF28E5D70B642B57625DB658950008D870291DF86B5g3G
consultantplus://offline/ref=77FAE0282664CF3E820050CBC2F9517701ACEAC19B1364E55B2A1D976B2EC4299D00F19FF28E5D70B042B57625DB658950008D870291DF86B5g3G
consultantplus://offline/ref=77FAE0282664CF3E820050CBC2F9517701ACEAC19B1364E55B2A1D976B2EC4299D00F19FF28E5D70B142B57625DB658950008D870291DF86B5g3G
consultantplus://offline/ref=77FAE0282664CF3E820050CBC2F9517701ACE9C69C1764E55B2A1D976B2EC4299D00F19FF28E5876BC42B57625DB658950008D870291DF86B5g3G
consultantplus://offline/ref=77FAE0282664CF3E820050CBC2F9517701ABEDC7991064E55B2A1D976B2EC4299D00F19FF28E5873B642B57625DB658950008D870291DF86B5g3G
consultantplus://offline/ref=77FAE0282664CF3E820050CBC2F9517701ACEAC19B1364E55B2A1D976B2EC4299D00F19FF28E5D70B242B57625DB658950008D870291DF86B5g3G
consultantplus://offline/ref=77FAE0282664CF3E820050CBC2F9517701ACE9C69C1764E55B2A1D976B2EC4299D00F19FF28E5876BD42B57625DB658950008D870291DF86B5g3G

®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHerus: 19.03.2020
(c u3m. n pgon., BCTyM....

Poccuiickon depepauumun, mexayHapoaHbiMu poroBopamu Poccuickon ®epepauumn, B ToM 4ucrne EauHon
KOHBEHLMen o HapkoTnyeckux cpeacrteax 1961 roga u KoHBeHumen 0 NcMxoTponHbIX Bewectsax 1971 roaa;
(nn. "c" BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

T) UHopMaLns O TOM, ABMASIETCS N AaHHbLIN NEeKapCTBEeHHbIM npenapat pedepeHTHbIM NeKapCTBEHHbIM
npenapaTom;
(nn. "1" BBegeH ®enepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

y) cBegeHusi O nojadve 3asiBIEHUss O BHECEHUM UW3MEHEHUA B [OKYMEHTbI, copepXalimecs B
pervcTpaumMoHHOM A0Cke Ha NeKapCTBEHHbIV Npenapar;
(nn. "y" BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

@) yrpatun cuny ¢ 1 mapta 2020 roga. - PegepanbHbiin 3akoH 0T 27.12.2019 N 475-93;

X) CPOK BBEAEHWS NleKapCTBEHHOro npenapara B rpaxgaHckui 06opor;
(nn. "x" BBegeH PepepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

2) B OTHOLUEHNN hapMaLeBTUHECKUX CYOCTaHLWIA:

a) HaumeHoBaHWe apmaueBTUYeckon cybcTaHuuMM  (MexayHapodHoe  HenmaTeHTOBaHHoe,  Unu
rPYNNMPOBOYHOE, NN XMMUYECKOe U TOProBOe HanMeHOBaHUS);
(B pea. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)

0) HaumeHoBaHVe 1 agpec npomssoanTens dapmaleBTUYECKON CybCcTaHumw;
B) CPOK rogHOCTM hapMaueBTU4eckon cybctaHumm;
r) yCroBusi XxpaHeHus papmaLeBTMYeCcKon cybcTaHuuy;

D,) HOMeEp cbapmaKoneﬂHon CTaTtbn Unn B Clydae ee OTCYyTCTBUA HOMEP HOpMaTMBHOVI OOKyMeHTauumn nnéo
HOPMAaTMBHOIO AOKYMEHTA;

€) Hanuune cbapMaLeBTU4ECKON CYOCTaHLMN B NepeYHe HAPKOTUYECKMX CPeaCTB, NCUXOTPONHbLIX BELLECTB U
MX MpPEeKypcopoB, noanexawmx KoHTponto B Poccuiickon depepaumn, B COOTBETCTBUM C 3aKOHOAATETbCTBOM
Poccuiickon ®epepauuu, MexagyHapogHbiMu porosopamun Poccuiickon ®epepauumm, B Tom uucne EguHon
KOHBEHLMEN O HapKoTudeckux cpeacteax 1961 roga n KoHBeHumen o ncnxoTponHbix Bewecteax 1971 roga.
(nn. "e" BBegeH ®efeparnbHbiM 3akoHOM OT 22.12.2014 N 429-903)

2. dapmaueBTUYeckas cybCcTaHUuMs, NpoOM3BEAeHHas ANg peanu3auumv, MoXeT OblTb BKMNOYEHa B
rocy4apCTBEHHbIN peecTp NeKapCTBEHHbIX CPEACTB Ha OCHOBaHMU 3asiBieHns paspaboTymka unm npousBoauTens
riekapCTBEHHOro cpefacTBa nMbo YMONHOMOYEHHOTO VMU IOPUMONYECKOTO fvua npu yCcroBWM MNpOBeAeHVs B
OTHOLLEHMN Takon dapmaueBTU4eCKOn cybCcTaHumMM 3KcnepTu3bl KadecTBa dapmaueBTUYeckon cybcTaHumm B
nopsiike, yCTaHOBNEHHOM cTaTbel 34 HacTtoswero PegepanbHOro 3akoHa. B OoTHOWeEHMM hapmaueBTUHECKMX
cybCTaHuuiA, NpPOM3BEAEHHbIX [Ans peanu3auuu, B TOCYAapCTBEHHOM peecTpe JleKapCTBEHHbIX CPeacTB
cooepXxutcsa cneayrowias nHpopmaums:

1) HaumeHoBaHWe dapMaueBTMYECKOW  cybcTaHumMM  (MeXOyHapoOoHOe  HemnaTeHTOBaHHOe,  MMu
rPyNnMpOBOYHOE, NN XMMUYECKOE 1 TOProBOE HAMMEHOBaHUS);

2) HamMeHOBaHwe, agpec mnpou3BoauTens dapmaueBTM4ecKon cybGcTaHuuM, a Takke B OTHOLUEHWUU
NeKkapcTBEHHbIX CPeACTB  Ans  MeOUUMHCKOTO MNPUMEHEHUMS CBEdEeHMs O peructpauuy npoussoautens
hapmaLeBTUHECKON CYOCTaHUMM B KavecTBe HanoronnaterbluMka B CTpaHe perucrpaumv (ans pOCCUMNCKUX
IOPUANYECKUX NUL - MAEHTUMUKALNOHHBIN HOMep Hanoronnatenbwuka (MHH), ona MHoCTpaHHbIX HOpUaMYecKnX
niy - CcTpaHa peructpauun, HavMEHOBaHWe perncTpupylollero opraHa, perMcTpauuoHHbIi HOMEpP, KoA
HanoronnaTtenbLlMKa B CTpaHe peructpauum (MHKkoprnopawmm) unmn ero aHarnor);

(n. 2 B peq. PegepanbHoro 3akoHa ot 28.12.2017 N 425-03)

3) cpok rogHOCTM hapmaueBTUYeCcKon cybcTaHumu;
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHerus: 19.03.2020
(c u3m. n pgon., BCTyM....

4) ycnoBwus xpaHeHusi papMaLeBTUYecKon cybcTaHumy;

5) Homep bapmakonenHon ctatb NGO B cnydae ee OTCYTCTBMS HOMEP HOPMAaTUBHOW OOKYMEHTauun unm
HOPMaTMBHOIO JOKYMEHTA;

6) Hanvune apmaLeBTUYECKON CyOCTaHUUM B MEpPeYHEe HAapKOTMYECKUX CPEeACTB, MCUXOTPOMHbIX BELLECTB U
X NPEKYpCOpOoB, noanexawux KoHTpomo B Poccuickon deaepaumu, B COOTBETCTBUMU C 3aKOHOAATENbCTBOM
Poccuiickon ®epepauumu, MexayHapoaHbiMu poroBopamu Poccuiickon ®epepauun, B ToM uucne EpguHon
KOHBEHLMen o0 HapkoTnyeckux cpeacrteax 1961 roga u KoHBeHumen 0 NcMxoTponHbIX Bewectsax 1971 roaa;

7) paTa BKMYeHUs hapmauleBTUYECKON CyOCTaHLMM B rocyaapCTBEHHbIN PEECTP NeKapCTBEHHbIX CPeACTB,
AaTta BHECEHUS] UBMEHEHMIN B JOKYMEHTbI hapMaueBTUieckon cybctaHumm, aata UCKIioYeHnst hapMaLeBTUYECKoN
cybcTaHuuM 13 rocygapCTBEHHOIO peecTpa fiekapCTBEHHbLIX CPeaCcTB.
(vacTb 2 B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3. MNopsigok BegeHusa rocynapCTtBeHHOro peectpa rekapCTtBeHHbIX cpencTts ona MmeguumnHCKOro npuMeHeHusa
N nopAanoK BedeHUA rocygapCTBEHHOrNo peectpa JeKapCTBEeHHbIX CpeacTtB Ald BeTepuHapHOro npuMeHeHuA
yTBEepPXOakTCA COOTBETCTBYHOLLMM YNOJTHOMOYEHHbIM cbep,epaanblM OopraHom NCNONHUTENBbHON BacTu.

Cratba 34. BknroyeHue B rocyAapCTBeHHbIN peecTp JIeKapCTBeHHbIX CPeAcCTB U UCKIIHOYEeHue U3
rocyfapCTBEeHHOro peecTtpa JieKapCTBEHHbIX CpeAcTB dhapMaueBTUYECKOW cybGcTaHUuuu, NpousBefeHHOM
Ans peanusauum
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. nsa BkntoveHusa dapmaLeBTnyeckon cybctaHuumn, Npon3BeaeHHON ANg peanusaunm, B rocy4apCTBEHHbIN
peecTp NnekapCTBEHHbIX CPeacTB, MPOBOAUTCS AKCNepTn3a ee kavyecTea.
(B pea. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)

KoHcynbTaHTlmoC: npumeyaHue.
C 01.01.2021 B @63. 1 4. 2 cT. 34 BHOocATCA n3MeHeHus (O3 oT 27.12.2019 N 478-P3).

2. OkcnepTu3a KadecTBa YyKasaHHOM B 4acTM 1 HacToswew cratby papmaueBTUyeckon cybcTtaHuum,
COCTaBIieHNWEe KOMWUCCUMEN 3IKCMEepPTOB 3akMio4eHMr NOo pesyrnbTataMm 3TOW SKCMepTu3bl U WX HanpasreHue B
YNONIHOMOYEHHbIN befeparbHbli OpraH MCMONMHUTENbHOM BMAcTU OCYLLECTBAATCA B CPOK, He MnpeBblllaloLwmin
wectngecatn pabounmx AHerW CO [OHA MNONYyYEHUs] 3KCMEPTHbIM  YYpEXAEeHMEM COOTBETCTBYIOLLErO 3adaHus
YNONIHOMOYEHHOro heeparibHOro opraHa UCMONMHUTESTbHON BNAacTU N crieayoLwmx JOKYMEHTOB:

KoHcynbTaHTlmoC: npumeyaHue.
C 01.01.2021 B 0. 1 4. 2 cT. 34 BHOCATCA M3MeHeHus (P3 ot 27.12.2019 N 478-$3).

1) Konua nuueHsnn Ha npou3BoACTBO JTEKAPCTBEHHbIX CpedcTB WUIIM KONUA 3akrvYeHUda O COOTBETCTBUU
NpoOuU3BOAUTENS NEeKapCTBEHHbIX CPeacTB TpebGoBaHMsSM NpaBun Hagrnexallel Npou3BOLACTBEHHOW MpaKTUKW,
BblAaHHbIX YNONHOMOYEHHbIM dhefeparnbHbIM OpraHOM UCMOMHUTENBHON BNacTu, B CryyYae, ecriv Npou3BOACTBO
nekapcTBEHHOro cpeacTBa ocyliecTBnsieTcs B Poccuiickon depepauny;

(B peq. PegepanbHoro 3akoHa ot 04.06.2018 N 140-93)

2) Konna OOKyMeHTa, BblAaHHOIoO YNOJIHOMOYEHHbIM OpraHoOM CTpaHbl nNpou3BoauTend JeKapCTBEHHOro
CpefcTBa W MoATBEPXKAAIOLLEro paspelleHuMe NPOM3BOACTBA JeKapCTBEHHOro cpeacTBa, M ero nepeBof Ha
PYCCKUI A3blK, 3aBepeHHble B YCTAHOBMEHHOM MOpPsSAKe, a Takke KOMus 3aKM4YeHUs O COOTBETCTBUM
Npoun3BOAUTENS NeKapCTBEHHbIX CpeacTB TpebGoBaHMSM NpaBun Hagrnexallel Npou3BOACTBEHHOW MpaKTUKW,
BblJ@HHOTO YMOSTHOMOYEHHbIM dbeaepanbHbiM  OpraHOM  UCMOMHWUTENbHOM BracTu, nNnuGo KOnust pelueHus
YNONHOMOYEHHOro  dhefepanbHOro opraHa WCMONHWUTENbHOW BracTM O MPOBEAEHUW  MHCMEKTUPOBAHMS
NMPOU3BOAUTENS JEKAPCTBEHHONO CpeacTBa. YKasaHHble [OKYMEHTbl MNPeACTaBnsalTCcs B cnydvae, ecnu
NPOV3BOACTBO JIEKAPCTBEHHOIO CPeCTBa OCYLLECTBNAETCA 3a npeaenammu Poccuiickon Penepaumu;

(n. 2 B peq. ®enepanbHoro 3akoHa oT 04.06.2018 N 140-$3)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHerus: 19.03.2020
(c u3m. n pgon., BCTyM....

3) BOKYMEHT, coepaluuii cneaytowmne cBeeHns o chapmaleBTUYecKon cybcTaHuum:
a) HaMMmeHoBaHue hbapmaLeBTUYECKON cybCcTaHuuK, ee CTpyKTypa, obLLme CBONCTRA;
6) HaMMeHoBaHWe 1 aapec NPoOU3BOAUTENS;

B) TEeXHOonorma npon3BoacTtea C onnMcaHnem cragun npon3BoacTBa U METOAOB KOHTPOJIA Ha BCEX CTaanAX
npon3BoACTBa;

r) onucaHue paspaboTkn npouecca NPOn3BOACTBA;

[) onncaHne KOHTPONSA KPUTUYECKMX CTaguin npouecca NponsBoacTBa U NPOMEXYTOYHOW NPOAYKLUNK;
€) AOKYyMEeHTanbHoe NoATBepXaeHue (BanMaauus) npoLeccoB 1 (Mnm) Nx OLEHKa;

X) CBOWCTBA U CTPYKTYpa AENCTBYIOLLMX BELLECTB;

3) XapakrepucTtuka npumecen;

1) cneundukauma Ha papmaueBTUYecKyto cybcTaHumio n ee 060CHOBaHwE;

K) aHanuMTU4eckne MeToaMKKN, NCMONb3yeMble MPU OCYLLLECTBIIEHMM KOHTPOMSA KayecTBa dhapmaleBTUYECKOM
cybcTaHuuu;

n) [OoKymeHTanbHOe noATBepXAeHue (Banuaauusl) aHanMTUYecKux MeTOAMK, WCMNOMb3yeMblX Npu
OCYLLECTBMNEHUN KOHTPOISA KavyecTBa hapmaueBTUYeCKon cybcTaHuny;

M) pe3ynbTaTbl aHannsa cepuii apmaLeBTn4eckon cybctaHumm;

H) nepeyvyeHb CTaHOAPTHbIX 06pa3LI,OB mnn BewecTB, UCNOJIb3yeMbIX MNpPpU OCYLLECTBIIEHUN KOHTPOJIA
Ka4decTBa,

0) onMcaHne XxapakTEPUCTUK U CBONCTB YNaKOBOYHbLIX MaTEPMANoB 1 YKYNOPOYHbIX CPeACTB;
n) AaHHble O CTabUNBHOCTM hapMaLEeBTUYECKON CyDCTaHLMK;
p) CPOK roQHOCTMU;

4) pOKYMEHT, coAepXalluh CBeAEeHUs O perncrpaumm npou3BOAUTENS IEKApCTBEHHbIX CPeAcTB Ans
MEOMLMHCKOTO MPUMEHEHMST B KayecTBe HarnoronnatenbliMka B CTpaHe peructpaumm (Ons  pOCCUMICKUX
IopUaNYECKUX NUL - NAEHTUPUKAUNOHHLIN HOMep Hanoronnartenswuka (MHH), ona nHocTpaHHbIX lopuandeckmx
niy - cTpaHa perucTpauun, HavMEHOBaHUE pPErncTPUpPYIOLLEro oOpraHa, perucTpauMoHHbBI HOMep, Kopg
HanoronnaTtenbLluka B CTpaHe perncrpauumn (MHKopnopauun) unmn ero aHarnor).

(n. 4 BBegeH ®egepanbHbiM 3akoHOM OT 28.12.2017 N 425-03)
(vacTb 2 B peq. PepgepanbHoro 3akoHa o1 22.12.2014 N 429-93 (peg. 13.07.2015))

3. [Ana npoBefeHust aKCNepTu3bl KadecTBa YKa3aHHOW B 4acTu 1 HacTodAwen cTaTbu hapMaueBTU4ECKOMn
cybcTaHuum 3asiBUTENb NPEACTABMSET B YNONHOMOYEHHbIV dhedepanbHbIi OpraH UCNOMHUTENBHON BracTU:

1) 3asBneHMe O BKIKYEHUN B TOCYAAPCTBEHHbLIA pPEecTp JeKapCTBEHHbIX CPeACTB  OaHHON
dapmaueBTNYECKon cyocTaHumm;

2) konus [OOKYMEHTa, MOoATBEpXAalLwero ynnaty roCcygapCTBEHHOM MOWSMHBLI 3@  BKIKOYEHME B
rocyJapCTBEHHbI PeeCcTp JlekapCTBEHHbIX CpeAcTB dapMaleBTUYECKON CcyOCcTaHUMK, NPOM3BELEHHOW AONs
peanu3aumm, nMbo no CcoBCTBEHHOW WHMUMATMBE YKa3aHHbIA [OKYMEHT. B cnyyae ero HenpeacrtaBreHus
3as8BUTENEM YMOMHOMOYEHHbIN dhedepanbHbIi OpraH WCMOMHUTENBHOW BracTu npoBepsieT hakT  ynnathbl
rocy4apCTBEHHON MOLWMMHBLI 3asiBATENEM C WCMONb30oBaHMEM WHGOpMaumm o6 ynnate rocygapCTBEHHOM
MOWMWUHbI, codepxawenca B [ocygapCTBEHHOW  WHMPOPMAUMOHHOW CUCTEME O T[OCYLApCTBEHHbLIX U
MyHULMMAnNbHbIX NnaTtexax, Ha OCHOBaHWW NpeaCcTaBreHHOW 3asiBUTeNeM KOnMuu JOKyMeHTa, NMOoATBepXAatoLlero
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHerus: 19.03.2020
(c u3m. n pgon., BCTyM....

ynnaTty rocygapCcTBEeHHOW MOLUUHBI;
(n. 2 B peq. ®enepansHoro 3akoHa oT 22.12.2014 N 429-93)

3) OOKYMEHThI, yKa3aHHbIe B 4acTu 2 HAcCTOsILLEN CTaTby;
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

4) 3asBnNeHne O Bbldaye paspeleHns Ha BBO3 B Poccuiickyto dPepepaumio KOHKPETHOM napTum
He3apermcTpMpoBaHHOIO NeKapCTBEHHOMO cpeacTBa, NpeaHa3Ha4YeHHOoro Ans NpoBeAeHMs yKa3aHHOM aKCnepTusbl.
(n. 4 BBepeH deaepanbHbiM 3akOHOM OT 22.12.2014 N 429-03)

KoHcynbTaHTln0C: npumeyaHue.
C 01.01.2021 cT1. 34 gononHsietcs 4. 3.1 (®3 ot 27.12.2019 N 478-3).

4. B TeuyeHue pecAtTn paboumx AHEW CO OHA NPUHATUS 3a8BMIEHUS O BKIOYEHWM yKaszaHHOM B 4Yactu 1
HacToslen cTaTbu hapMaLeBTUYEeCKONW CyOCTaHUMM B rocy4apCTBEHHbIA peecTp feKapCTBEHHbIX CPeacTB U
OOKYMEHTOB, NepeydnCrneHHbIX B 4acTu 1 1 NyHKTe 2 YyacTn 3 HacTosILWEeN CTaTby, YNONHOMOYEHHbIV beaepanbHbIi
OpraH UCMOMHUTENBHOW BRacTu:

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

1) NPOBOAWT NPOBEPKY MOSIHOTbI U JOCTOBEPHOCTM AaHHLIX, COAepXalLMXCcs B NpeAcTaBreHHbIX 3asiBUTeNem
[OOKYMEHTaXx;
(B peq. PepgepanbHoro 3akoHa ot 25.11.2013 N 317-93)

2) NnpYHUMaeT peLueHne O HanpaefeHWW B 3KCMepPTHOe yypexaeHue 3agaHus Ha npoBedeHue 9KCnepTusbl
KayecTBa ykasaHHOW B 4acTu 1 HacTosiwen ctatbn apmaueBTudeckon cybcTaHuum unm ob oTkase B TakoMm
HanpasneHuu;

3) yBegoMnsieT B SNEKTPOHHOW UMW MUCbMEHHOW (OpMe 3asiBUTENS O NPUHSATOM PELLEHWU UMK B Cryyvae
oTKasa C yka3aHWeM NPUYUH Takoro oTkasa.
(B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

4.1. B cnyyae BbISIBIEHUS HELOCTOBEPHOCTU CBEAEHUN, COOEepXalUMXCs B NPEeACTaBMEHHbIX 3asdBUTENEM
mMatepuanax, ynosTHOMOYEHHbIN defeparnbHbIi OpraH UCMOMHUTENBHOW BNAcTU HanpaeBnsieT 3asiBUTENO 3anpoc
06 yTOYHEHWUW yKa3aHHbIX cBedeHMN. [JaHHbI 3anpoc MoxeT ObiTb nepedaH ynoHOMOYEHHOMY MpeacTaBUTENo
3as8BUTENs NIMYHO MOA PacnUCKy, HanpaBfieH Mo NoyTe 3aKa3HbIM MUCbLMOM UMW NepefaH B ANEKTPOHHON cdhopme
No TENEeKOMMYHMKALUMOHHbIM KaHanam cBs3u. B cnyyae HanpaBneHust aHHOro 3anpoca Mo Mo4vTe 3akasHbIM
NMMCbMOM OH CYMTAETCH MOMYYEHHBIM MO UCTEYEHMM LLECTN OHEN C AaTbl HAanNpaBeHns 3aka3Horo NMcbma.

(4acTb 4.1 BBegeHa degepanbHbIM 3akoHOM OT 25.11.2013 N 317-03)

4.2. Bagsutenb o6dA3aH npenctaBuTb OTBET Ha 3anpoc  YNOMHOMOYEHHOro dedepansHOro opraHa
WCMOSNTHUTENBHON BIIACTM B CPOK, HE MNPEBLILWAKLWMIA AeBAHOCTa pabounMx OHEn CO AHS MOSyYeHUs LAaHHOro
3anpoca. CpokK, ykasaHHbIA B 4acTu 4 HACTOsILLEN CTaTbW, MPUOCTAHABINMBAETCS CO OHA HaNpaBneHUs 3asBUTENHO
3anpoca YnofIHOMOYEHHOro dedepanbHOro opraHa WCMOMHUTENBHOW BracTM OO0 AHA MOMyYeHMs UM OTBeTa Ha
OaHHbIN 3anpoc U HEe YYUTLIBAETCS NPU NCHUCTIEHNM CPOKa 3KCNepTu3bl kadyecTBa dhapMaueBTU4eckon cybcTaHumu,
Hencnonb3yeMon Npu NPON3BOACTBE NEKAPCTBEHHbIX NMpenapaTos.

(4acTb 4.2 BBegeHa depepanbHbIM 3akoHOM OT 25.11.2013 N 317-03)

5. OcHoBaHveM [And oOTkasa B HanpaBfeHUM B SKCNEpPTHOE yupexaeHue 3afaHus Ha npoBefeHue
3KCMEepTM3bl KayecTBa YKa3aHHOW B 4acTM 1 HacToswewn cTtaTtbu hapmaueBTMYECKOM cybCcTaHuun SBnsieTcs
HenpeacTaBneHne [OOKYMEHTOB, YKa3aHHbIX B 4acTu 2 HacTosilleh CcTaTbW, OTCYTCTBME UWHOpMaLuu,
noaTBepxaaroLlern akT ynnatbl rocyaapCTBEHHOW MOLUNMHLI 3@ BKIKOYEHWE (hapMaueBTUYECKOW cybcTaHuuw,
npousBeaeHHOW Ans peanu3auun, B rocy4apCTBEHHbI peecTp NeKapCTBeHHbIX CPeacTB, HenpeacTaBneHue
3asiIBUTENEM B YCTaAHOBMEHHbLIA CPOK OTBETa Ha YKasaHHbIl B 4YactTm 4.1 HacTosiwen craTtbu 3anpoc
YMOMHOMOYEHHOro deepansHOro opraHa WCMNOMNHUTENbHOW BRacTV WNM NpeAcTaBrneHue [OOKYMEHTOB, He
cofepxallmx ucyepnbiBaoLLero nepeyHs HeobxoauMbIX CBEAEHUN.

(vactb 5 B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHerus: 19.03.2020
(c u3m. n pgon., BCTyM....

6. B TeueHne nsaTHaguaTu paboymx OHEW CO OHS MOSNYYEHMS PELUEHUs YNONHOMOYEHHOro deaepanbHoro
opraHa UCNONHUTENBHOW BNacTU O HanpaBfeHWUM B 3KCMEPTHOE ydpexaeHe 3aaaHnsa Ha NpoBeaeHne 3KCnepTusbl
KayecTBa ykaszaHHOM B 4YacTu 1 HacTosllen cTatbu hapmaueBTUYeCcKOn cybCcTaHuun 3asiBUTENb NPeacTaBnsieT B
3KCMEepPTHOE YyupexaeHue And npoBedeHMs AaHHOM 3KCnepTu3bl 00pasubl apmaueBTuYeckon cybcTaHuum B
Konm4ecTBe, HEOOXOAMMOM A1 BOCMPOM3BEAEHNST METOAOB KOHTPONA KayecTBa. JKCMEPTHOE y4pexaeHune npu
nonyyeHun obpas3yoB ykaszaHHOW B 4acTy 1 HacToslen cTaTtbn apmaueBTUYecKon cybcTaHumMM BbloaeT
3as8BUTEN0 JOKYMEHT, MOATBEPXKAAIOLWMIA NonydeHne aTux obpasLoBs, U B CPOK, HE MPEBLILLAILLIMI TpeX paboumx
OHen, yBeooMMsieT B 3MEKTPOHHOM MM NUCbMeHHON dopMe 06 3TOM YMONHOMOYEHHLIN defeparnbHbli opraH
NCMNONMHUTENbHOW BNacTu. OTW CPOKM HEe BKIOYAKOTCS B CPOK MPOBEAEHUS LaHHOW 3KCMEPTU3bI.

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

7. [JOKyMeHTbI, MOCTYNUBLUME B 3KCMEPTHOE y4YpexaeHne Ans NpoBeAeHMs SKCNepTu3bl Ka4ecTBa yKasaHHOM
B 4acTm 1 HacToswewn cTtaTbu papmaueBTUYecKorW cybcTaHuuW, noanexaT BO3BpaTy B YNOMHOMOYEHHbIN
denepanbHbI OpraH MUCMNOMHUTENbHOW BNacTM OAHOBPEMEHHO C 3aKMYeHWsaMU No pesynbTatam npoBeAeHHOW
3KCNepTH3bl.

8. B cpok, He npeBbIWaWMN NATU paboynx OHEN CO OHA MONyYEeHUs 3aKMioYeHUs KOMUCCUMM 3KCMEPTOB MO
pe3ynbTataM 3KCNepTM3bl KadecTBa yka3aHHOMW B 4acTu 1 HacToswewn crtaTtbu hapmaueBTU4eckon cybctaHuum,
YNONTHOMOYEHHbIN heaepanbHbI OpraH NCNOMHUTENbHOW BNacTu:

1) OCYyLLEeCTBNAET OLEeHKY Takoro 3akrni4veHuna ond onpeneneHna ero CooTBeTcTBnda 3agaHuio Ha nposegeHne
OaHHON QKCNEPTU3bI;

2) nNpvHMMaeT pelleHWe O BKIIIOYEHWM YKasaHHOW B 4acTu 1 HacTosilen cratby dapmMaleBTUYECKon
cybcTaHUuM B rocygapCTBEHHbIN PEECTP NEKAPCTBEHHbBIX CPEACTB UNu pelleHne 06 oTkase B TakOM BKIOYEHWUU;

3) BHOCUT nNpPU MPUHATUN PpEeLeHMs O BKMIOYEHUM yKasaHHOM B 4YacTm 1 HacTodAwen craTbu
hapmMaLeBTMYECKOWN CYOCTaHLMM B TOCY4apCTBEHHbLIA PEECTP NEKAPCTBEHHbLIX CPEACTB NPEAYCMOTPEHHYIO YacThbio
2 crtaten 33 Hacrtoswero ®egepanbHoOro 3akoHa MHAOPMaUMIO U yBegomnseT o6 3TOM B 3MEKTPOHHOW wnu
NMCbMEHHOW hopme 3aaBUTENS.

(B pea. PegepanbHbix 3akoHOB OT 22.12.2014 N 429-03, o1 27.12.2019 N 462-03)

9. OcHoBaHveM AN OTka3a BO BKIHOYEHUW yKa3aHHOW B YacTu 1 HacToswen ctatbu hapmaueBTUHECKON
cybCcTaHuuM B roCydapCTBEHHbIA PEEecTp IEKapCTBEHHbIX CPEACTB SIBMSETCS 3aKM4YeHWe COOTBETCTBYIOLLENO
YMOMHOMOYEHHOro defepanbHOro opraHa MWCMOMHUTENbHOW BfacTM O TOM, YTO KayecTBO (hapmaLeBTUYECKOMn
cybcTaHuumM He NOATBEPXKAEHO MOSTYYEHHBIMU AaHHBIMMU.

(vyacTtb 9 BBegeHa depeparnbHbiM 3akoHOM OT 22.10.2014 N 313-03; B pea. ®enepanbHoro 3akoHa ot 04.06.2018
N 140-93)

10. He ponyckaeTcsi BKMYEHWE B T[OCYOApPCTBEHHbIA PEEcTp JEKApPCTBEHHbIX CPEACTB  OOHOM
dapmaneBTnyeckon CcyocTaHuuK, MPOU3BEAEHHOW AN peanu3auun 1M BbIMYCKAEeMOW OOHUM U TemM Xe
npovsBoguTenem, B BUae ABYX 1 6onee peecTpoBbIX 3anncen.

(vyactb 10 BBegeHa denepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

11. BHeceHMe u3MeHeHW B [OKYMeHTbl Ha apMaueBTUYeckylo CybcTaHuMio, NPOM3BEAEHHY AOnd
peanu3aunv U BKITHOYEHHYIO B FOCY4APCTBEHHbIN PeecTp NEeKapCTBEHHbIX CPeACTB, OCYLLECTBNAETCS B NOPsiAKe,
yctaHoBneHHoM ctatbsamm 30 n 31 Hactosiwero ®efepanbHOro 3akoHa, C ynnaTow rocyAdapCTBEHHOW MOLUMMHbI,
npegycMoTpeHHON 3akoHodaTenscTBom Poccurickon ®egepaumm o Hanorax u cbopax.

(vyacTb 11 BBegeHa deaepanbHbIM 3akOHOM OT 22.12.2014 N 429-93)

12. Oonyckaetcs o6palleHne apmaueBTUYecKknx CyOCTaHuuW, NPOM3BEAEHHbIX AN peanusauun, B
TeyeHMe CcTa BOCbMWAECATM [OHEeW [0 W Mocne MNPUHATUS  YNONHOMOYEHHbIM  ddedepanbHbiM  OpraHoM
NCMONHUTENbHON BNAacTU pelleHns O BHECEHUU U3MEHEHWI B AOKYMEHTbl Ha dhapMaueBTMYecKylo CybGcTaHLuuio,
Npou3BeaeHHYI0 ANS peanv3auny 1 BKITHOYEHHYI0 B rOCY4apCTBEHHbIN PeeCcTp NeKapCTBEHHbIX CPeacTB.

(vyacTb 12 BBegeHa deaepanbHbiM 3akOHOM OT 22.12.2014 N 429-93)

13. PeweHne 06 UCKNIOYEHM U3 TOCYNAPCTBEHHOIO peecTpa NeKapCTBEHHbIX cpeacTs hapMaueBTUYECKOn
cybcTaHuun, nNpousBeaeHHOW [Ans  peanu3auun, nNpUHUMaeTCa YNONHOMOYEHHbIM dedeparibHbiM  OpraHoM
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHerus: 19.03.2020
(c u3m. n pgon., BCTyM....

NCMONHNTENBHON BNacTu B cny4ae:

1) npeacraesneHna COOTBETCTBYHOLWMM YNONTHOMOYEHHbIM cbep,epaanblM OpraHom WCMNONHUTENbHON BNacTu
3aKImlo4YeHna O pucke wunn 00 yrpose Xu3Hun wunn 300pOBbH YeJioBEKa nnbo XMBOTHOIO npu mMcnoJsib3oBaHnn
JNTeKapCTBEHHOIo cpencTBea,;

2) nogauyn pas3paboTyMKOM NEKapCTBEHHOrO CpeacTBa WM MPOM3BOAUTENEM JleKapCTBEHHOrO cpeacTBa
nMbo yNONMHOMOYEHHBIM UMK OPYrMM HOPUAMYECKMM NULOM 3asdBrneHust 06 WMCKMIOYEHUU U3 roCcygapCTBEHHOMO
peecTpa nekapcTBeHHbIX CpeacTs hapmaLeBTU4eckon cybcTaHUumn, NpoM3BEAEHHON AN peanv3ayuu;

3) otcyrtcTBUA (papmaueBTUHECKOM CcybCTaHuuKn, NpouM3BeOeHHOW And peanusauuy, B obpalleHun B
Poccuiickon degepauum B TeueHne Tpex 1 bonee ner.
(yacTb 13 BBeaeHa ®eaepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

Crtatba 35. YTpatuna cuny c 1 uions 2015 roga. - ®egepanbHbii 3aKoH oT 22.12.2014 N 429-®3.

Crtatbs 36. O6GxanoBaHue pelleHUs 06 OTKase B Bblga4ye paspelleHusi Ha NpoBedeHUe KIMHUYECKOro
MccrnegoBaHUs NeKapCTBEHHOro npenaparta, peleHUss o6 oTKaze B rocygapCTBEHHOW perucrpauum
NeKapcTBEHHOro npenapara, 3akfl4YeHUs KOMMCCUMU IKCMEepTOB 3KCMNEePTHOro YyupexaeHust unu
3aK/IK4YeHNsA coBeTa No 3TUKe

(B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

PelueHne cooTBETCTBYIOLLEIO YNOIHOMOYEHHOro hegepanbHOro opraHa UCNosiHMTENbHON BriacTy 06 oTkase
B BblJaye paspelleHus Ha NpoBeAeHUe KITMHUYECKOro UCCrefoBaHUsA NekapCTBEHHOro npenapara, pelleHve
yKa3aHHOro egepanbHOro opraHa MWCNOMHUTENbHOM Bractu o6 OTKase B rOCYAapCTBEHHOW perncrpauun
NnekapCTBEHHOro npenapara, 3akfio4YeHUne KOMUCCUM IKCMEePTOB IKCMNEPTHOrO YYPEXKAEHUS WK 3aknioyveHune
coBeTa no 3Tuke MoxeT ObiTb o06XamoBaHO B MoOpsiAke, YCTAHOBMEHHOM 3akoHodaTenbCTBOM Poccumnckon
®egepaumn.  3aknioyeHMe KOMUCCUM  IKCMEPTOB  IKCMEPTHOO  YYPEXKAEHUS O  B3aMMO3aMeHSIeMOCTU
nekapCTBEHHbIX MpenapaToB ANs MeOULMHCKOrO NpuMeHeHnss MMbo O TOM, YTO feKapCTBEHHbIV npenapart Ans
MEOMLUMHCKOrO MPUMEHEHUS He SABMSeTCs B3anMO3aMeHseMblM, MOXEeT ObiTb OGXanosaHO gepxaTtenem umu
BrnagernbLueM perncTpaumoHHOro yaoCTOBEPEHNS NeKapCTBEHHOMO npenapara B YNofTHOMOYEHHbIN deaepanbHbIi
opraH WCMOSIHMTENbHOWM BNacTh, KOTOPbIA NpuBMeKaeT K PaCCMOTPEHUIO yKaszaHHOW xanobbl NoaBeAOMCTBEHHbIE
eMy HayyHble opraHusauumm u obpasoBaTeflbHble OpraHvM3auMu Bbicero obpasoBaHWs, OCYLLECTBNSALME
AeATenbHOCTb B cdepe obpalleHns nekapcTBEHHbIX CPeAcTB. 3aknioyeHne KOMUCCUM 3KCNepTOB 3KCMepTHOro
yypexgeHus, oopMIieHHOe Mo uToram nepecmoTpa o6XanoBaHHOrO 3aKMl4veHus 3IKcrnepTa, MoxeT ObiTb
OCMOpEeHO AdepxaTteneMm wunv BragenbLeM perncTpaunoHHOro yOOCTOBEPEHUS NeKapCTBEHHOro npenapara nvbo
YNONTHOMOYEHHbIM UMW NMLOM B Mopsigke, YCTaHOBMEHHOM 3akoHogaTtensctBom Poccuiickon ®egepauun. Mpu
obxanoBaHWM peLleHNss YNONHOMOYEHHOro dedepanbHOro opraHa WCMNOMHMTENbHOW BNacTW, 3akmyeHus
aKcnepTa WM KOMUCCMM IKCMEPTOB IKCMNEPTHOTO YYPEXOEHWs, 3aKMioyeHus coBeTa Mo 3TMKe gepxaTtenb wunm
Bnagerney perucTpaumoHHOrO YAOCTOBEPEHUS fekapCTBEHHOro npenapara nmbo ynorHOMOYEHHOe VMW NnLOo
BnpaBe nNpeAacTaBUTb pes3ynbTaTbl 3KCNEepTM3bl NIEKApCTBEHHOro npenaparta, MpPOTOKOMbl  MOMYYeHHbIX
aKKpeaWTOBaHHbIMU UCMbITaTeNbHbIMK NTabopaTopmamMm (LeHTpamMmn) pe3ynbTaToB UCCIeA0BaHUN, UCMbITAHNN.
(B pea. PegepanbHoro 3akoHa ot 27.12.2019 N 475-03)

Cratba 37. WHdopmMauus, cBfA3aHHaAA C OCYLIECTBJIEHMEM TrOCYAapPCTBEHHOM perncrpauum
nieKkapCTBEeHHbIX MpenapaTtoB, WHgopMauusa O 3aperucTpupoBaHHbIX JleKapCTBEHHbIX MpenapaTtax W
rieKkapCcTBEHHbIX NpenapaTax, MCKITIOYEeHHbIX U3 rocyAapCTBEHHOro peecTpa fieKapCTBEeHHbIX CPeACTB

1. CoOTBETCTBYIOLMI YNONHOMOYEHHbIV ddefepanbHblil OpraH WUCMOMHUTENbHOW BracTu pasMellaeT Ha
cBoeM oduumansHoM canTte B ceTn "VIHTepHeT" nHdopmMaumio, CBA3aHHYI C OCYLLECTBNEHNEM rOCYAapCTBEHHOM
perncTpaumm nekapcTBeHHbIX MnpernapaToB, B TOM 4uCre MpOBedeHWEM SKCMepTU3bl NeKapCTBEHHbIX CPefcTB
(Bkntoyas pesynbTaTbl €e npoBefeHus), MHPOPMALMIO O 3apermcTpMpOBaHHbIX NEKAPCTBEHHBIX MpenapaTtax u
neKkapcTBEHHbIX npenapartax, UCKMYEHHbIX U3 roCy4apCTBEHHOrO peecTpa fnekapcTBeHHbIX CPeACcTB, He Nno3fHee
4YeM yepes NATb paboyumx AHen CO AHA MONyYeHWs YNONMHOMOYEHHbIM dhedepanbHbIM OpraHoM UCMOSNHUTENbHON
BMacTu COOTBETCTBYIOLLEN MHpopMaLun.

(B pea. PenepanbHbix 3akoHOB OT 22.12.2014 N 429-03, ot 02.08.2019 N 297-03)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHerus: 19.03.2020
(c u3m. n pgon., BCTyM....

2. Cpoku 1 nopsgoK pasMeLLeHns ykasaHHOW B YacTu 1 HacTosLen ctaTbM MHOPMaLun ycTaHaBnBaloTCcA
YMOMHOMOYEHHbIM defeparnbHbiM OpraHoM UCNonHUTENbHOW Bractu. WHdopmauusa, ykasaHHag B 4vactm 1
HacTodALen cTaTbM, SIBNSIETCA OTKPbITOM M 06LeAoCTYyNnHON M NpedoCcTaBnsieTcsl 3aMHTEPEeCOBaHHbIM NuLaM B
COOTBETCTBMM C 3aKoHoaaTenscTBoM Poccuickon depepaumm.

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

Mnaea 7. KMMHWYECKUE UCCNEOOBAHUA NEKAPCTBEHHbIX
NPENAPATOB ANnA MEAULUMHCKOIO NPMMEHEHUA, 1OTOBOP
Ob UX NMPOBEAEHUNU, NMPABA NALUUEHTOB, YYHACTBYIOLLUX
B 3TUX UCCIIEAOBAHUSAX

Cratba 38. KnuHunuyeckme wccrnepoBaHuA JNIeKapCTBeHHbIX npenapatoB AnA MeaAUUUHCKOro
npuMeHeHuA

1. KnuHnyeckune vccnenoBaHus nekapCTBEHHbIX NpenapaToB ANs MeAULMHCKOrO NPUMEHEHMs!, B TOM Yucne
MeXAYyHapOAHblE MHOrOLEHTPOBLIE, MHOFOLLEHTPOBbIE, MOCTPErMCTPAUMOHHbIE, NPOBOAATCS B OOHOW WMKU
HECKONBbKUX MEOULIMHCKUX OpraHM3aumsx B COOTBETCTBUM C NpaBuiiaMu Hagnexallel KIMHUYECKOW MpaKTUKW,
YTBEPXXAEHHBLIMM  YNONHOMOYEHHbIM dbefepanbHblM  OpraHoOM WCMOMHUTENbHOW BRNacTW, COOTBETCTBEHHO B
crnegywoLnx Lensax:

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

1) yctaHoBneHne 6e30MacHOCTM feKapCTBEHHbIX NpenapaTtoB 7S 300poBbiX [0OpoBoOnbLEB U (MMM)
NepeHOCMMOCTU UX 300POBbIMM  A0OpOBOMbLAMU, 3@ WUCKIHYEHWEM TakuMx WCCNEAOBAaHUN EKapCTBEHHbIX
npenapaToB, NPo13BeAEHHbIX 3a npegenamm Poccuiickon ®epepavinu;

2) noabop onTUManbHbIX [O3MPOBOK NEKAPCTBEHHOrO Mnpenapata M Kypca feveHus Ansl naumeHToB C
onpefeneHHbIM  3aboneBaHMEM, ONTUMalnbHbIX 403 W CXeM  BakuMHauMM  MMMYHOGMOMOrMYecKumm
nekapCcTBeHHbIMU NpenapaTamun 340pPoBbIX JOOPOBOSbLEB;

3) ycTtaHoBneHue Ge30nacHOCTU NeKapCTBEHHOro npenapata U ero 3dEKTMBHOCTU ONs MALMEHTOB C
onpeneneHHbIM 3aboneBaHWeM, NpoguakTuyeckon 3EHEKTUBHOCTU UMMYHOBUONOTMYECKNX JEKaPCTBEHHbIX
npenapaToB A5 3[0POBbIX AOGPOBOMbLEB;

4) n3yyeHne BO3MOXHOCTW paclUMpeHNs rMokasaHWin Anst MeAULMHCKOTO NPUMEHEHWS! U BbISIBIIEHUS paHee
HEN3BECTHbIX NOOOYHbIX AENCTBUIA 3apErMCTPUPOBAHHbIX NTIEKAPCTBEHHBIX NPenapaTos.

2. B oTHOweHun BOCNpou3BeaeHHbIX J1eKapCTBEHHbIX MnpenapatoB AnAd MeaUUUHCKOro npuMeHeHuda
npoBOAATCA WCCeaoBaHuA OVO3KBUBANEHTHOCTU U (VIJ'II/I) TepaI'IeBTVI‘-IeCKOVI 9KBMBAJIEHTHOCTN B NoOpsaAakKe,
YCTaHOBJ1IEHHOM YNOJIHOMOY€HHbIM cbe,qepaanblm opraHom MCMNONHUTENbHOW BRacTu.

3. OpraHmaaLwno npoBeaeHnA KIMHNYECKUX nccnegoBaHuni NeKapCTBEHHOro npenapara ana meamunHcKoro
NnpnMeHeHnda Bnpase OCYLLEeCTBNATb:

1) pa3paboTymk NekapcTBEHHOro npenapaTa Uiy ynosiHOMOYeHHOe UM NnLO;

2) obpasoBaTenbHble  oOpraHusauuMu  Bbicliero  obpas3oBaHWsi,  OpraHuM3auuyM  LOMOSHUTENLHOIO
npodeccuoHansHoro obpasoBaHus;
(n. 2 B peq. PegepanpHoro 3akoHa ot 02.07.2013 N 185-d3)

3) Hay4yHo-MCcreaoBaTeNbCKUE OpraHu3aLmu.

4. KnuHunyeckne nccnegoBaHus NekapcTBEHHOro npenaparta ans MeauMuUHCKOro NpuMeHeHus npoBoasTCS
Ha OCHOBaHWW paspeleHnss Ha MpoBefeHne KIVHMYECKOro UuccnefoBaHus IeKapCTBEHHOro rnpenapara,
BblJAHHOMO  YMOSTHOMOYEHHbIM  dhefepanbHbiM  OpPraHOM  UCMOMHUTENbHOM  BNacTu.  YMNOSMHOMOYEHHbIN
defepanbHbll - OopraH  WUCMONMHUTENBbHOW BriacTM BedeT pPeecTp BblAaHHbIX paspelleHuin Ha npoBefeHue
KNUHUYECKNX MCCredoBaHUM NekapCcTBEHHOro npernapaTa, coAepXaliuMi ykasaHne Ha ux uenb unu uenu, B
YCTaHOBMEHHOM 3TUM OpraHoM Nnopsiake.
(B pea. PenepanbHbix 3akoHOB OT 22.12.2014 N 429-03, ot 13.07.2015 N 241-03)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHerus: 19.03.2020
(c u3m. n pgon., BCTyM....

5. YTtpatun cuny c 1 nions 2015 roga. - PegepanbHbiii 3akoH oT 22.12.2014 N 429-03.

6.K opraHunsauunn npoeegeHna KnMHN4eCcKnx nccrneaoBaHuin NNeKapCTBeHHOro npenapara and meanunHcKoro
NnpUMEeHeHunaA pa3p860T'~IVIKOM JIeKapCTBEHHOIo npenaparta MOryT npuBJiiekaTtbCA Opuagndeckme nuua nobon
OpraHVI3aLI,VIOHHO-I'IpaBOBOl7I (*)OprI npu ycrnosuun obecrneyeHnss COOTBETCTBUS 3TUX UCCeaoBaHUN Tpe6OBaHVI$-|M
HacTtoduiero CDep,epaanoro 3aKOHa.

7. KnuHnyeckne uccnegoBaHus nekapCcTBEHHbIX NpenapaToB A1 MeAUUMHCKOrO NPUMEHEHUS] MPOBOAATCS B
MEOMLIMHCKUX OpraHu3aumsax, akkpeauTOBaHHbIX YMNONHOMOYEHHbIM dyefepanbHbiM OpPraHoM MWCMONTHUTENbHOMN
BNacTu B nopsaake, yctaHoBneHHom lNpaBuTtensctBom Poccuiickon ®epepauuu.

8. [llepevyeHb MeAUMUMHCKMX OpraHu3auui, MMeKLMX NpaBO MNPOBOAUTb KIIMHUYECKME WCCIeLOoBaHUs
NeKapCTBEHHbIX NpenapaToB A MeAMLMHCKOrO NMPUMEHEHUS!, N PeecTp BblAaHHbIX pa3peLleHnin Ha NpoBeaeHne
KNMHUYECKUX UCCIefOBaHNN NEKapCTBEHHbIX NpenapaToB onyGrMKOBLIBAOTCA U pa3MeLLatoTCa YNorTHOMOYEHHbIM
deneparnbHbiM OpraHoOM UCMOMHUTENBHOW BNacTy B YCTAHOBIIEHHOM UM NOpsSiaKe Ha cBoeM oduLmansHOM cante B
cetn "iHTepHet".

Crtatbf 39. PeweHne o npoBeaeHMU KNMHUYECKOro UccriefoBaHUsl NeKapCcTBEeHHOro npenapara gns
MeAULMHCKOro NpMMeHeHus
(B pen. PepepanbHoro 3akoHa oT 22.12.2014 N 429-93)

1. KnuHnyeckoe uccriegoBaHne nekapcTBEHHOro npenaparta afs MeauUMHCKOrO NMpYMEHEHUsI NPOoBOANTCS
Ha OCHOBaHUW paspelleHWsl Ha npoBedeHMe KIMHUYECKOro WCCredoBaHWs NeKkapcTBEHHOro npenapaTa,
BblOAHHOIO YMNONIHOMOYEHHbIM dbefeparibHbIM OpraHoOM MCMONHMTENbHON BracTy No pesynbTaTtam aKcnepTusbl
[OKYMEHTOB, HEOBXOAMMbIX [ONs MONyYeHUss paspelleHnss Ha MpoBedeHne KIMHUYECKOro WccrnenoBaHus
neKkapcTBEHHOro npenapaTa 1 3TUYECKON IKCMepTH3bI.

2. ins nony4eHns paspeLleHnst Ha NPOBEAEHME KIUHUYECKOro UCCrefoBaHMs NekapCcTBEHHOro npenapara
ANs MEAMLMHCKOro TMNpUMEHEHWUs 3asiBUTeNb NpefcTaBnsieT B YNOMHOMOYEHHbIN hedepanbHbli  opraH
MCNOMHWUTENBHOW BNacTu:

1) 3asBfieHMe O Bbldade paspelleHus Ha NpPOoBeAeHWe KIMHUYECKOrO WCCIEeAoBaHWA JeKkapCTBEHHOMo
npenapaTa Anst MeguunHCKOro NpUMeHeHus;

KoHcynbTaHTlmoC: npumeyaHue.
C 01.01.2021 B 0. 2 4. 2 cT. 39 BHOCATCA M3MeHeHus (P3 oT 27.12.2019 N 478-$3).

2) Konuv OOKYMEHTOB, MOATBEPXAalLmMX ynnaTy rocy4apCTBEHHOMW MOLUMMHbI 3a NPOBEAEHWE STUYECKOW
3KCMEepTU3bl, IKCNEPTU3bI LLOKYMEHTOB Ha NEKapCTBEHHbIV NpenapaT Ans NonyvyeHust paspeLleHunst Ha NpoBeAEHNE
KIMMHUYECKOTO UCCNefoBaHWs NekapCTBEHHOro mnpenapata Anst MeauUMHCKOrO MPUMEHEHWsl, 3a Bblgady
paspelleHnss Ha NpoBedeHUe KMUMHUYECKOro WCCRefoBaHUs NMEeKapCTBEHHOrO npenapaTa Anst MEeAMLMHCKOro
NPUMEHEHWS1, 3a NPoBEAEHNE IKCNEPTU3bI LOKYMEHTOB Ha NIEKAPCTBEHHbBIN NpenapaTt Ans NonyyYeHust paspeLleHus
Ha npoBefeHVWe MeXAyHapoAHOr0 MHOFOLEHTPOBOIO KIMHWYECKOrO UCCREeAOBaHUsl NekapCTBEHHOro npenaparta
ONs MEOMUUHCKOrO MPUMEHEHMS], 3a Bblgavy paspelleHuss Ha NPOBeAEHWe MeXAYHapOAHOro MHOFOLEHTPOBOro
KMMHUYECKOrO WCCINELOBaHNUSA JeKapCTBEHHOrO npenaparta Afnsi MeaWLMHCKOrO MNpPUMEHEHUsi, 3a MNpoBeaeHue
9TUYECKOWN 3KCMEepTM3bl, SKCNEPTM3bl JOKYMEHTOB Ha NEKAPCTBEHHLIN npenapaT Ans NonyvyeHus paspeLleHnst Ha
NpoBeAEHUE  MOCTPErUCTPALMOHHOIO  KIIMHUYECKOTO  UCCIEeAOBaHWs  NIeKapCTBEHHOrO  Mpenapata  Ans
MEOULIMHCKOTO MPUMEHEHWs!, 3a Bblaayy paspelleHus Ha MNpoBedeHWe MNOCTPErNCTPaLMOHHOMO KIMHUYECKOro
nccnefoBaHWs NeKkapcTBEHHOrO npenapaTta Ans MeAMUMHCKOrO NPUMEHEHWUS, UMM N0 COBCTBEHHON WHULMATUBE
yKasaHHble [OKyMeHTbl. B cnyyae HenpeactaBneHusi 3asBUTENEM YyKa3aHHbIX [OKYMEHTOB YMNOMHOMOYEHHbI
henepanbHbId  OpraH MWCMONHUTENbHOW BnacTu npoBepsieT hakT ynnaTbl OCYAAPCTBEHHOW MOLUMMHBLI  C
ncnonb3oBaHeM uHdopMauum o6 ynnate rocyoapCTBEHHOW MOLWWNWHBI, cofepxalleics B [ocynapcTBeHHON
NHOPMALIMOHHOW CUCTEME O FOCYAAPCTBEHHBLIX Y MYHULMNAMNbHBIX MaTexax, Ha OCHOBaHUWM MpeacTaBlEeHHbIX
3asiBUTENIEM KOMWUIA JOKYMEHTOB;

3) NPOTOKON KIMMHWUYECKOro NCCreaoBaHWs NTEKapCTBEHHOTO Npenaparta Anst MeauUUHCKOTO NPUMeHeHWs;

www.consultant.ru CrpaHuua 69 us 109
HageXXHas NpaBoBas noaaepXkKa


http://www.consultant.ru/
http://www.consultant.ru/
consultantplus://offline/ref=77FAE0282664CF3E820050CBC2F9517701ACEAC19B1364E55B2A1D976B2EC4299D00F19FF28E5E72B642B57625DB658950008D870291DF86B5g3G
consultantplus://offline/ref=77FAE0282664CF3E820050CBC2F9517703ABEDC3991464E55B2A1D976B2EC4299D00F19FF28E5872BD42B57625DB658950008D870291DF86B5g3G
consultantplus://offline/ref=77FAE0282664CF3E820050CBC2F9517701ACEAC19B1364E55B2A1D976B2EC4299D00F19FF28E5E72B742B57625DB658950008D870291DF86B5g3G
consultantplus://offline/ref=77FAE0282664CF3E820050CBC2F9517701ACEEC29C1264E55B2A1D976B2EC4299D00F19FF28E5873B642B57625DB658950008D870291DF86B5g3G
consultantplus://offline/ref=77FAE0282664CF3E820050CBC2F9517701ACE9C69C1564E55B2A1D976B2EC4299D00F19FF28E5A70B442B57625DB658950008D870291DF86B5g3G
consultantplus://offline/ref=77FAE0282664CF3E820050CBC2F9517701ACEAC29C1464E55B2A1D976B2EC4299D00F19FF38B5D71BF1DB06334836981471E8E9A1E93DDB8g4G

®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHerus: 19.03.2020
(c u3m. n pgon., BCTyM....

4) 6poLutopy nccrnegoBaTens;
5) NHPOPMAaLIMOHHBIN NNCTOK NaLMEHTa;

6) cBegeHns o6 onbiTe paboTbl MccrnegoBaTenen No COOTBETCTBYHLWMM CNeUnanbHOCTAM U UX OnMbiTe
paboTbl N0 NPOBEAEHMIO KMMHUYECKUX UCCIIeA0BaHUN;

7) cBeOeHUs O MeOMUMHCKMX OpraHusaumsix, B KOTOpbIX npeanonaraeTcs npoBeAeHWe KIUMHUYECKOro
nccrnegoBaHUsl  NIEKApCTBEHHOro npenapata  Ans  MeAWMUMHCKOro NpuUMeHeHWst (MOoSIHOe W COKpalleHHoe
HaVMeHOBaHWsi, OpraHn3aUnoHHO-NpaBoBas opma, MECTO HAXOXOEHUS U MECTO OCYLLECTBIEHNSA OeATENbHOCTY,
TenedgoH, Tenedakc, agpec 3NEeKTPOHHON NOYTbI KaXKA0W MEANLIMHCKON OpraHn3aumm);

8) cBeaeHnAa O npegnoJjiaraemMblX CpoKax rMnpoBeaeHuAa KIMHUYEeCKOro wuccriegoBaHnAa JnekapcTtBeHHOro
npenaparta gna MmeanumHCKOro npuMeHeHus;

9) konuio goroBopa 06A3aTenbHOr0 CTpaxoBaHWsl, 3aKMOYEHHOTO0 B COOTBETCTBUM C TUMOBBLIMU NpaBunamm
006513aTeNbHOr0 CTpaxoBaHuWsl, C ykazaHWeM MpeaeribHOW YACNEHHOCTU NaLMEHTOB, YY4aCTBYIOLWMUX B KIMMHUYECKOM
nccnegoBaHMM NEKApCTBEHHOTO Npenapara ans MeanLMHCKOrO NPUMEHEHNS;

10) VIH(*)OpMaLI,VII'O O COCTaBe NniekapCTBEeHHOro npenaparta gna MmeanumnHCKOro npuMeHeHuns;

11) [OOKYMEHT, COCTaBfEHHbI MNPOM3BOAMTENEM NEeKapCTBEHHOro npenapata AnsS  MeAMUUHCKOro
NPUMEHEHWS 1 codepXalunii mokasaTenu (XxapakTepucTuKKM), a Takke CBeAeHMs O flekapCTBEHHOM npenapare Ans
MEANLMHCKOro NMPUMEHEHUs, NPOU3BeAeHHOM ANs NPOBeAEHNS KIMHUYECKMX UCCneaoBaHni;

KoHcynbTaHTlntoc: npumedaHue.
C 01.01.2021 B 0. 12 4. 2 cT. 39 BHOCATCA M3meHeHus (P3 ot 27.12.2019 N 478-P3).

12) kKON MNWUEH3MM Ha NPOM3BOACTBO NEKAPCTBEHHbIX CPEACTB B Cnyvae, €ecnv Npov3BOACTBO
rniekapCTBEHHOro npenapara ocylecrtensaeTca B Poccunckon ®egepauny, unm KONuioo 3akroyeHns o COOTBETCTBUM
NPOM3BOAUTENS NeKapCTBEHHOro npenaparta TpeboBaHWsAM nNpaBwn Haanexaleh Npou3BOACTBEHHON MpPaKTUKWU,
BblAaHHOIO YNOSIHOMOYEHHbIM OPraHoM CTpaHbl MPOU3BOAMTENS IeKapCTBEHHOTO nNpenapara.

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

KoHcynbTaHTlntoc: npumedaHue.
C 01.01.2021 ct. 39 pononHsetca 4. 2.1 (P3 o1 27.12.2019 N 478-D3).

3. B cpok, He npeBblwamWmi NSTU paboumx OHEW CO OHA MPUHATUS YKasaHHOro B MyHKkTe 1 yactm 2
HacTosILLen CcTaTbM 3asBneHus U HeobxoaAWMbIX [AOKYMEHTOB, YMONHOMOYEHHbIN dedeparnbHbIi  opraH
NCMNONMHUTENBbHOW BNacTu:

1) npoBoANT NPOBEPKY MOJIHOTbI U OOCTOBEPHOCTU cBedeHun, coaepxawmxca B npeactaBlieHHbIX
3adBuTenieM JOKyMEeHTax;

2) npvHUMaeT peLleHne O MNPOBEAEHMU IKCMEepPTM3bl [OKYMEHTOB [Afsi MOMyYeHUs paspeLleHns Ha
npoBedeHne KIMHUYECKOTO WCCNEAOBAHUSI NEKAPCTBEHHOrO npenapata Ans MeOWMLUMHCKOTO MPUMEHEHUS U
3TUYECKON 3KCNepTU3bl Unu ob oTkase B NPOBEAEHUN YKa3aHHbIX 3KCMEPTUS;

3) yBeaoomndaeT B SﬂeKTpOHHOVI d)opme nnn Ha 6yMa)KHOM HOocuTene 3adBuUTena o NpuHATOM pelleHnn nméo
B Clydae NpuHATUA pelleHnsa 06 oTKase Takxke ¢ yKadaHnem Npu4nH Takoro oTkasa,

4) nogroTaBnveBaeT W HanpaBnseT B 9KCNEePTHOE yypexaeHue M COBEeT Mo 3TuKe 3adaHue Ha npoBeaeHue
COOTBETCTBYIOLLMX IKCMEPTUI.

4. B cnyyae BbIFBNEHMS HEMNONHOTbI WU (MAM) HEOOCTOBEPHOCTU WH(popmauuu, coaepXxallenca B
NpPeACTaBrfieHHbIX 3asBUTENIEM LOOKYMEHTaX, YMOJIHOMOYEHHbIN dedepanbHbiii opraH WCMOSIHUTENBHOW BracTu
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHerus: 19.03.2020
(c u3m. n pgon., BCTyM....

HanpasnseT 3adABMTEN0 3anpoc 06 YTOYHEHUM ykaszaHHOM MHdopMaumu. [aHHbI 3anpoc MoxeT OblTb nepeaaH
YNOMHOMOYEHHOMY NpeacTaBuUTenNto 3asiBUTENst NMMYHO MO PacnucKy, HampasreH Mo noyte 3akasHbiM MUCbMOM
UnNu nepefaH B 3NEKTPOHHOW OpMe MO TEeNeKOMMYHWKALMOHHbIM KaHanam cBs3u. B cnyyae HanpaBneHus
JAHHOro 3anpoca Mo no4yTe 3aka3HbiM MUCbMOM OH CUMTAETCH MOMYYEHHbIM MO UCTEYEHUW LIeCTU OHEW C AaTbl
HanpaBlieHNs 3akasHoro nuMcbMa. 3asBuTenb 00s3aH MNpPeAcTaBUMTb OTBET Ha 3anpoc  YNOfHOMOYEHHOro
denepanbHOro opraHa UCMNOSNHUTESNbHON BNAcTy B CPOK, HE NPEBLILALWMIA AEBAHOCTA pabounx AHe co OHSA ero
nonydeHusi. Cpok, YyKkasaHHbIi B 4acTu 3 HaACTOSLWEW cTaTbM, MNPUOCTAHaBIMBAETCSl CO [OHSA HanpaBrieHus
3aABUTENIO 3anpoca YNOoSIHOMOYEHHOrO doeaeparnbHOro opraHa UCMONTHUTENBHOW BNAcTM A0 AHSA MOSyYeHUst UM
COOTBETCTBYIOLLIErO OTBETA U HE YYUTLIBAETCS NPU UCHUCIIEHNN CPOKa NPUHATUSA YMOTHOMOYEHHbIM dbeeparbHbIM
OpraHoM MCMOMHUTENbHOW BNACTU pPeLLIEHNsT O MPOBEAEHUN SKCMEPTU3bl JOKYMEHTOB AN NONyYeHUs1 paspeLleHms
Ha NPoBeAEHME KITMHMYECKOro nccreaoBaHns nekapcTBEHHOro npenapara ans MeanuuMHCKOro NpuMMeHeHus.

5. OcHoBaHueM Ansi oTka3a B MPOBEOEHUWM IKCMEPTM3bl JOKYMEHTOB Afsi NOMyyYeHUs paspelleHus Ha
NpoBeAEHNE KIMHUYECKOTO WCCNEefoBaHUsl 11eKapCTBEHHOro npenapaTta Ans MeauUUHCKOTO MPUMEHEHUs U
STUYECKON IKCMEePTU3bl ABNSETCA NPeACTaBMNeHNE LOKYMEHTOB, NPeAYyCMOTPEHHBIX YacTbio 2 HACTOsLLEW CTaThy, B
HenonHom obbeme, HEMpeACTaBMNeHWe 3asiBUTENEM B YCTAHOBIIEHHLIA CPOK OTBETa Ha YyKa3aHHbIA B 4actu 4
HacTosILLen cTaTby 3anpoc YNorIHOMOYEHHOro hefeparnbHOro opraHa UCMONTHUTENBHOW BNacTy NGO OTCYTCTBUE B
NpeacTaBleHHbIX [JOKYMEHTax WCYepnbiBaloLLero nepeyvHst Heobxoaumon uHopMauuum unuv MHGOopMauuu,
KoTopasi JorkHa ObiTb OTpaXeHa B HMX, a Takke OTCYTCTBME WHpopMauumu, noaTBepxaarllei dakT ynnatbl
roCyapCTBEHHOM MOLLUMUHBI 32 NPOBEAEHME 3TUHECKON IKCNEPTU3bl, IKCNEPTU3bl LOKYMEHTOB Ha NleKapCTBEHHbI
npenapart ons nonyyeHus paspeLleHnsl Ha NPOBEAEHNE KIIMHUYECKOrO UCCreaoBaHus NiekapCTBEHHOro npenaparta
ANs MeOMUMHCKOrO MpUMEHEHMs, 3a Bblgayy paspelleHusl Ha NpOoBeAeHWEe KIMHUYECKOro WCCIefoBaHus
nekapcTBEHHOro npenapata Ans MEeAMUMHCKOrO MPUMEHEHMWs, 3a NpPOBEAEHMEe 3KCMepTu3bl LOKYMEHTOB Ha
neKapCcTBEHHbI npenapaTt Ansi NofyyYeHust paspelleHus Ha MNpoBedeHME MEXAYHApOOHOro MHOrOLEHTPOBOro
KIMMHUYECKOTO UCCMNedOoBaHWs NeKkapCcTBEHHOro npenaparta Ans  MeAMUMHCKOTO NPUMEHEHUs, 3a Bblgady
paspeLleHns Ha NPOBeAEHNE MEXAYHAPOAHOr0 MHOMOLEHTPOBOMO KIMMHWYECKOrO UCCNEefoBaHUsSI NEKapCTBEHHOIO
npenapara Ans MeauLUHCKOTO NPUMEHEHUS], 3a NPOBEAEHNE 3TUHECKOW 3KCMEPTU3bl, IKCNEPTU3bl JOKYMEHTOB Ha
NeKapcTBEHHbIN npenapaT Ans NonyYeHUs paspelleHns Ha NpoBefeHUe NMOCTPErncTPaLMOHHOIO KIMHUYECKOrO
nccnefoBaHWsl NEeKapcTBEHHOrO npenapata Ans MeAWUMHCKOTO MPUMEHEHUsl, 3a Bblaady paspelleHust Ha
NpoBeAEHUE  MOCTPErUCTPaLMOHHOIO  KIIMHUYECKOTO  UCCIeAOBaHWs  NIeKapCTBEHHOrO  Mpenapata  Ans
MEANLMHCKOrO NMPUMEHEHUS.

6. lNpoBeneHue akcnepTusbl OOKYMEHTOB AN MOMyYeHMs1 paspelleHnss Ha NpoBeAeHMEe KIMHUYECKOro
nuccrnegoBaHust NeKapcTBEHHOro npenapata  Ans MeaUMUMHCKOrO MPUMEHEHUS M 3TMYECKOW 3KCMEpPTU3bl,
COCTaBfIEHME KOMWUCCUEN IKCNEepTOB M COBETOM MO 3TUKE 3aKSHYEHUN O BO3MOXHOCTU WAN HEBO3MOXHOCTMU
npoBefeHUs TaKoro KIMHMYECKOro WCCredoBaHWS W HanpaBfeHue 3TUX 3aKMYeHWA B YNONTHOMOYEHHbIN
deepanbHbIi OpraH UCMOMHUTENBHOW BNAcTW OCYLLLECTBNSATCA B CPOK, HE MPEBbILAIWMIA Tpuauatm pabo4vmx
OHen CcOo [HA NOoNnyyeHuUs ISKCNepTHbIM YyuypexaeHuem 3afaHus YNonHOMOYEeHHoro defepansHoro opraHa
WCNONHUTENBHOW BacTu C NPUNOXEHNEM OOKYMEHTOB, yKka3aHHbIX B nyHkTax 3, 4, 10 n 11 yactu 2 HacTosdLen
cTaTbW, W COBETOM MO 3TMKE 3adaHus YMNONMHOMOYEHHOro dedepanbHOro opraHa WCMNOMHUTENbHOW BNactu ¢
NPUNOXeHNeM AOKYMEHTOB, YKa3aHHbIX B MyHKTax 3 - 6, 8 1 9 yactu 2 HacTosLen cTaTbu.

7. B cpok, He npeBbllaWmi AT pabounx OHEeW CO AHA MOMyYeHWUs 3aKiOYeHW, yka3aHHbIX B YacTu 6
HacTosILLEN CTaTbW, YNONTHOMOYEHHbIN dheaeparnbHbIi OpraH UCMONHUTENLHON BNacTu:

1) ocyLLecTBRSIET OLEHKY MOCTYMMBLUMX 3aKroYeHWin Ons onpeaeneHus Ux COOTBETCTBUS 3afaHusiM Ha
NpoBeAeHNEe COOTBETCTBYOLLMX SKCNEPTUS;

2) npvHMMaeT pelleHWe O Bblgaye paspelleHnss Ha NpoBeAeHWe  KNMHWYECKOro  MccrnefoBaHus
nekapcTBEHHOro npenapata Ans MeauLMHCKOro NpUMeHEHNs U o6 0TKase B Bblaaye yKasaHHOro paspeLlueHus;

3) BblAaeT pa3pelleHne Ha nposegeHne KIMHU4YeCKOro umccriegoBaHnA nekapCTBeHHOro npenaparta Aand
MeOUUMHCKOro npunMeHeHuna mnn pelleHue 00 oTkase B Bblgaye YKa3aHHOro paspelleHunda ¢ ykazaHunem npuyuH
OTKasa.

8. OcHoBaHMem ansi oTkasa B Bblgade paspelleHna Ha npoBeneHne KIMHMYEeCKOro wuccnenoBaHusA
NeKapCTBEHHOro npenapata And MeauMUMUHCKOro npuMeHeHuna ABNAeTCA Hanndne 3aKkriiyYeHna KOMUCCUun
QKCMEPTOB WIMN 3aKrn4yeHuna coBeTa Mo 3TUKe O HEBO3MOXHOCTW npoBeaeHuna KIMHU4YeCKOoro wuccnenoBaHunda
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NeKapcTBEHHOro npenapata Ans MeAWUUMHCKOroO MNpUMEHeHWs Mo pesyrnbTaTamM MpoBeAEHHbIX 3KCNepTus,
NpeayCMOTPEHHbIX YacTbio 6 HACTOALLEN CTaTby.

9. PeweHne 06 oTkase B npoesegeHnn aKCnepTmn3bl JOKYMEHTOB A11A4 NoJNy4YeHna pa3pelleHna Ha nposeaeHume
KMMHMYECKOrO WCCINEAOBaHNS NEKAPCTBEHHOrO npenapata Ans MeQUUMHCKOrO MNPUMEHEHUss U 3TUYECKOoW
9KCMEPTM3bl U B Bblaaye paspelleHus Ha NpoBeAeHUe KIIMHUYECKOro UCCrneaoBaHUsl NekapCcTBEHHOrO npenapaTa
AN MeaMLMHCKOTO NPUMEHEHUs MOXET ObiTb 0GXaroBaHO B MopsiAke, YCTAHOBMEHHOM 3aKOHOAaTeNbCTBOM
Poccuiickon ®epepauuu.

Cratba 39.1. 3TM4yeckas aKkcnepTus3a
(BBegeHa degepanbHbiM 3akOHOM OT 22.12.2014 N 429-03)

1. 3Tnyeckas 9KCnepTn3a npoBoaAUTCA COBETOM MO 3TUKe, CcOo3daHHbIM B nNopdake, YCTaHOBIEHHOM
YNOJIHOMOY€HHbIM cbep,epaanuM opraHom WCNOJTHUTENBLHOW BRacTu, B LENSX Bblgavn 3aknoyeHnss 06 aTnyeckomn
00OCHOBAHHOCTN BO3MOXXHOCTU npoeeaeHna KIMHU4YeCKoro wuccnenoBaHua JieKkapCTBEHHOro npenaparta Aand
MeaNLNHCKOro npuMeHeHuns.

2. 3kcneptamm coBeTa MO 3TMKE MOryT ObiTb MpeAcTaBMTENM MeOUUMHCKMX OpraHusauni, HayuHbIX
opraHm3auumi, obpasoBaTernbHbIX OpraHu3auuin BbicLLero obpasoBaHus, a Takke npeacraBuTeny OBLECTBEHHbIX
opraHm3auui, penuruosHbIX OpraHv3aumn 1M CpeacTB MaccoBon mHdopmauuun. [daHHble 3KkcnepTbl HE AOMKHbI
HaxoouTbCs B Kakon-nubo 3aBMCUMOCTW OT paspaboTyMKOB fEeKapCTBEHHbIX MpenapatoB W ApYrnx nu,
3aMHTEPEeCOBaHHbIX B pe3ynbTaTax 9TUYECKOW SKCNepTm3bl.

3. Onnarta ycnyr akcnepToB COBETa MO 3TUKE OCYLLECTBMSETCA Ha OCHOBaHUW [OroBopa, 3aKMYeHHOro
MeXAy YNONMHOMOYEHHbIM dheaeparnbHbiM OpraHOM UCMOMNHUTENBHOW BNAcTW, KOTOPbIM CO34aH COBET MO 3TUKE, U
9KCNepToOM coBeTa MO 3TMKe, 3a cyeT OlMKeTHbIX aCCUrHOBaHWW, MNPEeAyCMOTPEHHbIX YNONHOMOYEHHOMY
denepanbHOMYy OpraHy MCMOMHUTENBHOW BNacTu, KOTOPbIM CO34aH COBET MO 3TUKe, B heaepanbHom BogxeTe Ha
COOTBETCTBYyWOLWMIA rog Ha obecnevyeHne ero AeATenbHOCTM, B pasmepax, YCTaHOBIEHHbIX [MpaBMTENbCTBOM
Poccuickon ®egepauun.

4. DkcnepTbl coBeTa MO 3TUKE HECYT OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOA4ATENbCTBOM Poccumnckon
depgepaumm.

5. CocTtaB coBeTa MNo 3TuKe, MNorfoxeHne o6 3ToM coBeTe, nopAAoOK ero AeATesibHOCTU, Tpe6OBaHI/IFI K
KBaJ'II/ICbI/IKaLI,I/II/I n onbiTy paGOTbI no SKCI'IepTHOI7I OuUueHKe Hay4HbiX, MeOUUMHCKUX U ITUYECKMX acCNeKToB
KITMHUYECKMX MUCCeaoBaHuin NeKapCTBEeHHbIX MnpenapaTtoB And MeOUUMHCKOro npuMeHeHud, npeabdBridemMble K
JKCNepTam coBeTa Nno 3TuKe, NnopAaaoK opraHusaunm n nposeneHuns 3TUYECKON 9KCNepPTU3blI, c*)opma 3aKrr4YeHna
coBeTa MNno 3TUKe yCTaHaB/IMBAKTCA YNOJIHOMOYEHHbIM cbep,epaanblM opraHom NcnonHMTenbLHon BracTtu. Yucno
l'lpe}J,CTaBI/ITeﬂeVI MeaNLNHCKNX opraHM3aL|,vu71 HEe MOXeT MnpeBbillaTb MOJIOBUHY OT obuwero 4ucna 9KCnepToB
coBeTa MNo 3TuKe.

6. MlhdopMauus o coctaBe coBeTa MO 3TUKE, NfaHax ero paboTbl U TeKyLen AesaTenbHOCTU pasMeLlaeTcs
Ha ohmumanbHOM canTe YNONMHOMOYEHHOro hedeparibHOro opraHa MCNONHUTENbHOW BNacTu B ceTn "VIHTepHeT" B
YCTaHOBMEHHOM UM MopsaKe.

Cratba 40. [poBegeHwe KIIMHMYECKOrO WUCCIeAOBaHUA JEKapCTBEHHOro nmnpenaparta Ansa
MeaUUUNHCKOro npuMmeHeHus

1. PykoBoauTenb MeOMUMHCKOWM OpraHuMsauum, KoTopasi nNpoBOOAUT  KIMHMYECKOE UccrefoBaHue
nekapcTBEeHHOro npenapara ansi MeauMuMHCKOro MpUMEHEHMUs, HasHayaeT uccrnegoBaTtensl, OTBETCTBEHHOro 3a
npoBefeHNe TaKoro MCCReAOBaHWS U UMEKLEero nevebHyo cneyuanbHOCTb, COOTBETCTBYIOLLYIO NMPOBOANMOMY
KNUHUYECKOMY UCCNEenoBaHMIO NIEKApPCTBEHHOrO npenapara, Co CTaxem paboTbl MO MporpaMMamM KIMHUYECKMX
NCCNeaoBaHUN eKapCTBEHHbLIX MpenapaTtoB HE MeHee 4YeM TpuM roda WM Mo ero NpeariokeHuo HasHavaet
counccnegoBaTenen N3 Yicna spaden 3Tom MeguUMHCKON opraHm3aLumu.

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

2. ViccnepoBaTtenb OCYLLECTBNSET BbIGOP NaLueHTOoB, KOTOpble MO MEeAVULMHCKUM MoKa3aHUsSIM MOoryT ObiTb
npuvBreYeHbl K Y4acTUO B KIIMHWYECKOM UCCredoBaHUM JeKapCTBEHHOro npenapata Ans MeAULMHCKOro
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NpUMEHEeHU4.

3. Wccnepoatenb u couccrnegoBaTtenn OOMKHbl OblTb O3HAKOMIIEHbI C pe3ynbtataMmn OOKIMUHUYECKOro
nccnenoBaHua nekapcrtBeHHOro cpencrtea, cogepXxawnmmca B 6p0Lurope ncenenoBartesnida, NpPoOekToM MpOoTOKoI1a
KITMHNYEeCKOro uccrnenoBaHuda JnekapCTBeHHOro npenaparta agna MeauunHCKOro npuMeHeHus, pa3pa6OTaHHbIM
paSpaGOT‘-IVIKOM JNIEKapCTBEHHOro npenapara WM UHbIM KOpUnandeckKum JunuoMm, npuBliiekaemMmbiM K OpraHunsauunm
npoBegeHnda KrInHM4YeckKoro uccnenoBaHnda JekapCTtBeHHOro npenaparta agnd MeauMunMHCKOro npuMeHeHusa, um
OpyrumMmmn matepuanamMmm Takoro nccnegoBaHua.

3.1. PykoBoauTenb MeOULWHCKOW OpraHu3aumM B CPOK, He MNpeBblilalowmin Tpex paboumx OHen cOo OHSA
Hayana npoBefeHNst KNMHWYECKOTO MCCNeAOBaHNs NIEKapCTBEHHONO npenapara Afs MegULMHCKOrO NPUMEHEHNS,
coobuiaeT 06 3TOM B YNOMHOMOYEHHBIN hefepanbHbli OpraH UCMOMHUTENBHOW BNacTW, BblaBLWUIA paspeLleHue
Ha npoBeJeHWe Takoro UCCreaoBaHusl, Mo YCTaHOBEHHON UM cbopme.

(vacTb 3.1 BBegeHa PepepanbHbiM 3akoHOM 0T 29.11.2010 N 313-93)

4. OpraHusauuu, OCYLIECTBASOWME  OpraHM3aumio  MPOBEAEHUs  KIMMHMYECKOrO  UCCedoBaHUs
NeKkapCTBEHHOro npenaparta Ansi MeAWULMHCKOro NPUMEHEHUs U ykasaHHble B 4YacTu 3 ctaTbu 38 HacToswero
denepanbHOro 3akoHa, B criyyae HeoOXOAMMOCTN BHECEHWNSI UBMEHEHMI B MPOTOKON KIIMHWYECKOrO UCCneaoBaHns
NeKapCTBEHHOro npenapata [Ans  MeAWMLMHCKOro MpUMeHeHus coobwalT o6 3ToM B YNOSIHOMOYEHHbIN
denepanbHbI OpraH UCMOSHUTENbHOW BNacTW, BblAABLUMA paspelleHne Ha MpoBedeHne TaKoro MccreaoBaHus,
Nno ycTaHOBMNEHHON UM cbopme.

(B peq. PepgepanbHoro 3akoHa ot 11.10.2010 N 271-93)

4.1. dJopma Cco00OLLEHNSA O BHECEHUN U3MEHEHUI B NPOTOKOJ1 KIMMHNYECKOro nccriegoBsaHnA nekapcTtBeHHoro
npenaparta gna MmeanumHCKOro npuMmeHeHna goJjnkKHa cogepxxatb cneayrwme ceegeHna:

1) HanmeHoBaHue, NOEeHTUMMKALNOHHBIA HOMEP U JaTa NPOTOKONa KMMHUYECKOrO UCCIefOBaHus;
2) gaTa BHECEHMWS U3MEHEHWI B MPOTOKON KIMMHNYECKOro NCCIef0BaHUS;
3) HaMMEHOBaHNE N MECTO HaXOXAEHUSA 3asiBUTENS;

4) HaMMeHOBaHWe opraHnsaumn, NPUBMEYEHHON pa3paboTUMKOM NIeKapCTBEHHOrO Npenapara K opraHvsaumnm
npoBeAeHUst KNMHUYECKOrO UCCNEAOBAaHUS (NpY HanM4mn);

5) HaMMeHoBaHMst U MecTa HaXxOXAEHUsT MeOULMHCKUX OpraHM3auni, B KOTOPbIX MPOBOAMTCS KIMHUYECKOoe
nccnenoBaHue;

6) AaTta Bblaayun pa3pelleHna Ha nposegeHne KnmHn4eckoro nccrneaoBaHmna n HOMep 3Toro pas3pelleHund;

7) N3MEHEHUS, BHOCMMblE B MPOTOKOS KIMHUYECKOro CCNeaoBaHus.
(vacTb 4.1 BBegeHa PepepanbHbiM 3akoHOM OT 11.10.2010 N 271-93)

5. B cpok, He npeBblaoWwmin TpuaLaTn padbounx gHe Co AHA NOMyvYeHUst yKa3aHHOMO B YacTu 4 HacTosLLEN
cTaTbl COOOLLEHMS, YMONMHOMOYEHHLIN deaepanbHblil OpraH MCMNOSMIHUTENBHOW BriacTU paccMaTpuBaeT 3To
coOoOLeHNne B YCTAHOBMIEHHOM MM TMoOpsigke W MPUHMMAaeT peLlleHUe O BHECEHUN W3MEHEHU B NPOTOKON
KNMMHUYECKOTO MCCNeaoBaHWs NEKAapCTBEHHOro npenaparta Anst MeguUMHCKOro NpuMeHeHusa unm ob oTkase BO
BHECEHWM Taknux M3MeHeHUN. MNMpn paccMoTpeHnn coobLLEeHNsT 0 HEOBXOANMOCTN BHECEHNS] UBMEHEHMWI B MPOTOKOST
KNUHUYECKOTO MCCrefoBaHNsl NEKApCTBEHHOMO npenaparta Ansi MEeAUUMHCKOrO MPUMMEHEHUSI B LEeNsX OLEHKM
0DOOCHOBaHHOCTU MpeanaraembiXx WU3MEHEHWUA U OnpenerieHust CTeneHu pucka Ans MauuMeHTOB, NMPUHUMAKLLNX
y4yacTve B KITMHUYECKMX WCCIEenoBaHMsAX, YMNONTHOMOYEHHbIM dhedeparnbHbiM OpraHOM MCMOSHUTENbHOW BNacTu
MOTYT NPUBMEKATbLCSA 3KCMEPTLI COBETA MO 3TUKE.

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

6. KnuHuueckoe vccnegoBaHue nekapcTBEHHOrO npenapaTa Ans MeOuUMHCKOTO NMPUMEHEHUS MOXET GbiTb
MPUOCTAHOBMEHO UMM MpeKpalleHo, ecniu B MpoLecce ero npoBedeHuss oBGHapyKeHa OmnacHOCTb AN XKWU3HM,
3[0pOBbsl MaLUMEHTOB. B criyyae BO3HUMKHOBEHWSI OMACHOCTW AMNS >XU3HW, 340POBbs NauMeHTa, y4acTBYHOLLEro B
KMUHUYECKOM WCCRedoBaHUKM JIeKapCTBEHHOro npenapata Afis MeAWMUMHCKOTO MNMPUMMEHEHUs, uccriegoBaTenu
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065s13aHblI NpoMHgOpMUpoBaTb 06 3TOM pyKOBOAUTENSA MEOULMHCKOM OpraHn3aumm 1 opraHm3auuio, nonyymnBLIYIO
paspeLleHne ynonHOMOYeHHOro defeparnbHOro opraHa MCMNONHUTENbHOW BNAcTU Ha OpraHusaumio npoBeaeHust
KNUHUYECKOrO MCCredoBaHUA JIeKapCTBEHHOro nmnpenapata. PelweHne 0 nNpUOCTaHOBMAEHUN KITMHUYECKOro
nuccnegoBaHUa nekapCTBEHHOro npenapata Andg  MeOWMUMHCKOro MNPUMEHEHWs MpPUHMMAalT  pyKOBOAMTEIb
MEeOMLMHCKON opraHM3auun n (Unu) opraHusauus, nonyymBlUas paspelleHne ynoriHOMOYEHHOro doeaeparnbHOro
opraHa WCMNOSIHUTENbHOW BIlacTM Ha OpraHu3auuto NMpoBeAeHUst KITMHUYECKOro WCCefOBaHuUsl NeKapCTBEHHOMO
npenapaTta Aans MeOUUMHCKOrO MNPUMEHEHWs, PELleHMe O MNpeKpaleHnn Takoro uccnegoBaHust NpuHMMaeT
YMOSTHOMOYEHHbIA defepanbHbIi OpraH WUCMOSIHUTENBHOW BMacTU Ha OCHOBAHWM COOOLEHUA B MUCbMEHHOM
dopmMe  pyKOBOAMTENS  MEOULMHCKOW  OpraHMsauMmM WU opraHusauus, nosyumBlias  paspelueHue
YMOSTHOMOYEHHOro cheepanbHOro opraHa UCMNOMHUTENBHOW BNACTU Ha OpraHusaumio NpoBeaeHUs KIMHUYECKOro
nccrnenoBaHus IEKapCTBEHHOro nNpenapara anst MeguumMHCKOro NpuMeHeHus.

7. B cpok, He npeBbllawWuUn natTn pabounx OHEW CO [OHA 3aBepLUEeHUs, NPUOCTAHOBMEHMS WU
NnpekpawleHnst KINMHUYECKOrO MWCCneaoBaHUst JeKapCTBEHHOro npenapata Anst MeOULUHCKOrO MNPUMEHEHNs,
coobuleHne o6 3TOM HanpaBnsieTCs opraHuM3auusiMu, ykasaHHbiMM B 4Yactu 3 cTatbM 38 HacTosero
depepanbHOro 3akoHa, B YNoJIHOMOYEHHbIN doeaeparnbHbI opraH UCNONTHUTENBHOWM BRACTM MO YCTAHOBMEHHOW UM

dopme.

8. <Dopma coobLeHuns o 3aBepLeHnn, NpnocTaHoBIIEHUN UMK NPEeKpaLeHNN KIMMHNYEeCKOro nccrneagoBaHuns
NekapCTBeHHOro npenapara anda MeamumnHCKOro npuMeHeHna OoJmKHa coaepKaTb:

1) mHpopmMaumMlo 0 MEAMUUHCKON OpraHv3aumMM Unv MeguumMHCKUX OpraHv3aumnsix, NpOBOAMBLUMX AaHHOE
nccnegosaHve;

2) onmncaHmne gaHHoro nuccriegoBaHuA,

3) paHHble wuccnepoBatensa (damunusa, MMs, OTYECTBO, MeCTO paboTbl, 3aHMMaemas [OIMKHOCTb,
cneumanbHOCTb, CTaX paboTbl NO MporpaMmMamM KIMHUYECKUX WCCNeOOBaHUA JflekapCTBEHHbLIX MNpenaparos,
nepeyveHb KNMHUYECKUX UCCNESOBAHUIA NEKAPCTBEHHbIX NpenapaToB, B KOTOPbLIX OH NpMHUMMAan yvactue (nepuogsbl
yyacTusi) B Ka4ecTBe nccnegoBaTernsi Unu covuccnenoBaTens);

(8 pea. PegepanbHoro 3akoHa ot 11.10.2010 N 271-03)

4) pesynbTaT [AaHHOIO MWCCrefoBaHWs (3aBepLUEHWEe, NPUOCTAHOBMEHME UMW MpPEKpalleHne LaHHOro
NCCrefoBaHUsl C yKasaHWMeM WX MPUYMH U BIUSIHUS Ha OLEHKY €ero pesynbTaTtoB, OOyl OLEHKY pucka wu
OXMOAaeMoW Monb3bl OT NPUMEHEHWUS] WCCNeayeMoro NeKapCTBEHHOro npenaparta, a Takke npeanonaraemble
JanbHenwne OencTeums).

8.1. MNpu BbiSBreHUN denepanbHbiIM OPraHOM UCMNONTHUTENBHOW BMAACTW, OCYLLECTBASIOWNM YHKUUKU MO
KOHTPOINIO U Haa3opy B cdhepe 34paBOOXPaHeHUsl, HapyLleHU NpaBun Haanexawen KnMHUYeCcKon NpakTUKK npu
NPOBEOEHUN KIMHUYECKOTO WCCNEeAOBaHUSA JIEKAapCTBEHHOrO npenapara, BIUSAKOWMX Ha MOMHOTY W (1nn)
[OCTOBEPHOCTb AaHHOMo KIMHUYECKOro UccnefoBaHus, ykasaHHbli dpefeparnbHbll opraH UCNONHUTENBHOW BRnacTu
NnpuoCcTaHaBNMBAET NPOBEAEHME OAHHOIO KITMHUYECKOrO UCCIEeAOBaHUSA U BbIHOCUT MELMLMHCKON OpraHm3auun, B
KOTOpOM MNpPOBOAWTCS [OaHHOE KIMHUYEeCKOe uccredoBaHve, npegnucaHne o6  yCcTpaHeHWM  BbISIBNEHHbIX
HapyweHun. [pu HeycTpaHeHUU MeOULMHCKOW OopraHusaument BbISIBNEHHbIX HapylweHWA B YCTaHOBMNEHHbIA B
npeanMcaHMmM CpoK yKasaHHbI  befepanbHbli  OpraH WCMNOMHUTENbHOW BRAacTM MNPUHUMaeT pelleHne o
npekpawleH npoBeaeHNa KNWMHUYECKOro UccrneaoBaHUsi IEekapCTBEHHOro nmnpenapata W HanpasnseT B
defepanbHbIi OpraH MWCMOSNIHUTENbHOW BNacTW, OCYLLECTBAALWNA YHKUUX MO BbIPpabOTKE W peanusauuu
rocy4apCTBEHHOW MONIMTUKA U HOPMATMBHO-MPaBOBOMY PEryNMpPOBaHUI0 B chepe 30paBOOXPaHEHMS, 3aKIToYeHne
O BbISIBIEHMM NpPU MNPOBEOEHUN [LaHHOTO KITMHUYECKOro WCCIEeLOBaHUS HapyLWEeHUN MpaBuil Hagnexalen
KNMUHUYECKOWN MPAKTUKN O11S NPUHATUS pelleHns 00 OTMEHE paspelleHnst Ha OpraHn3aumilo NpoBeaeHUsa OAaHHOro
KNMUHUYECKOTO UCCrefoBaHNsl C AaTbl MPUHATUS pEeLleHUMst O MPUOCTAHOBMNEHUN NPOBEAEHUSI KIMHUYECKOro
nuccrnenoBaHus nekapCTBEHHOro npenapara.

(vactb 8.1 B pen. PepnepanbHoro 3akoHa ot 13.07.2015 N 241-03)

9. YNOonHOMOYEHHbIV hefepanbHbli OpraH MCMONHUTENbHOW BriacTu OnyobnMKOBLIBAET M pas3MellaeT Ha
cBoeM odmumanbHom canTte B ceTu "VIHTepHeT" cooblueHre O 3aBepLUEHUM, MPUOCTAHOBNEHNN UMW NpeKpaLleHnn
KMMHUYECKOrO WCCNefoBaHWsl NEKapCTBEHHOro mnpenapata Ans  MeAWUUWHCKOTO MNPUMEHEHWss B CPOK, He
NpeBbILWaoWmi NATM paboynx AHEN Co OHS ero Nony4YeHus, B yCTaHOBNIEHHOM UM NOpsAKe.
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(peg. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHerus: 19.03.2020
(c u3m. n pgon., BCTyM....

10. YNonHoMo4eHHbIN hedeparnbHblili OpraH MCNOSIHUTENbHOMW BRacTuM OCYLLeCTBNSeT BefeHue peecTpa
nuccnegosaTernen, NPOBOAALLMX UM NPOBOAMBLUNX KNMHUYECKUE UCCNEeLOBaHNS NekapCTBEHHbIX NpenapaToB Ans
MEeLMLIMHCKOrO NPUMEHEHUS, B COOTBETCTBUM C YTBEPXOEHHbIMU UM MNpaBuiamMu 1M pasmellaeT ero Ha CBOeM
oduymnansHom canTe B ceTu "VIHTepHeT" B YCTaHOBMNEHHOM UM MOpsiAKe. YKasaHHbI peecTp COAepXuT
MHopMaLnto, NPegyCMOTPEHHYHO MYHKTOM 3 YacTu 8 HacTosLeN CTaTbu.

11. OTyeT O pesynbTaTax KIMHUYECKOTO WUCCReOBaHUS NEeKapCTBEHHOro npenapata Ans MeAVLUHCKOro
NPUMEHEHNS COCTaBNAETCA opraHmM3aumen, ykasaHHoW B yactu 3 ctatbn 38 HacTosero denepanbHOro 3akoHa,
Ha OCHOBaHWMW 3aKIYEHUA MEOULMHCKUX OpraHu3auun, NnpoBOAMBLUMX 3TO UCCRedOBaHWe, U NpeacTaBnsaeTca B
YMOMHOMOYEHHbIN dheaepanbHbI OpraH UCNONHUTENBHON BNAacTW, BblAABLUMA pa3peLleHne Ha NpoBeaeHne 3Toro
nuccnenoBaHusl, B CPOK, He MpeBblllalolWMi Tpex MecCsaueB CO [HS ero 3aBepLUeHUs, NPUOCTAHOBIIEHUSA UK
npekpaLleHusi, B nopsake, yCTaHOBNEHHOM YNONMHOMOYEHHbIM dheaeparnbHbiM OPraHoOM UCMONHUTENBHON BNACTM.

12. HapyweHue npasun Hagnexaien KnMHM4eckon npakTuku, danbcudurkaumsa pesynbtaToB KINMHUYECKOro
nccnegoBaHWsa nekapcTBEHHOro npenapara Ans MeauUMHCKOro NpUMeEHeHUs BreKyT 3a coboll OTBETCTBEHHOCTb B
COOTBETCTBUM C 3aKoHoAaTenscTBoM Poccunckon degepaumu.

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

13. lpn npoBegeHUN KIMHUYECKOrO WCCRNeAOBaHUSA neKapCTBEHHOro npenapata Ans MeguuuHCKOro
nNpMMeHeHus gonyckaeTcsa 3abop y naumMeHToB Guonormyeckux Matepmanos (06pasLbl GUONOrMYECKUX XULOKOCTEN,
TKaHeW, CEKPETOB N NPOAYKTOB XMU3HEOEeATENIbHOCTM YerioBeKa, U3NONOrM4ecknx 1 NaTonornyecknx BulaeneHun,
Ma3KoB, COCKOOOB, CMbIBOB, MWKPOOPraHu3mMoB, OWOMCUMIHBIA MaTepuan) Onsa ux u3ydeHus B Poccuickon
depnepaumu n (unn) 3a npegenamu Poccunckon Pegepaumm.

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

14. Tlopsipok BBO3a B Poccunckyto Pepepaumio u BbiBO3a 3a npegensl Poccuiickon depepauun
GuonorMyeckux MaTepuanoB, MOMYYEHHbIX MpPWU MNPOBEAEHUMU KIMHWUYECKOTO WCCNeaoBaHUst NeKapCTBEHHOMO
npenapaTa Anst Me4MUUHCKOro NpUMeHeHUs, yctaHaBnmeaeTcs MpasuTtensctBom Poccuiickon ®eanepaunn.

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

Cratbsa 41. [loroBop O NpoBeAeHUU KIMHMYECKOro MccrefoBaHUA JIeKapCTBEHHOro npenapara ans
MeOgULUHCKOro NpuMeHeHus

1. KnuHu4yeckoe nccnepoBaHue nekapcTBEHHOroO npenaparta Anst MeguLMHCKOro NPUMEHEHNss NPOBOAMUTCS B
COOTBETCTBUM C [OrOBOPOM O MPOBEAEHUU KIIMHMYECKOro MucCrneaoBaHUsa nekapCTBEHHOro npenapaTta ans
MeANLUHCKOro NPpUMEHEHUs, 3aKnvyaeMbliM Mexay opraHusauuen, nonyyYmelLen paspeLlleHme ynosTHOMOYEHHOro
begepanbHOro opraHa WCNOSIHATENbHOMW BrlaCTM Ha OpraHuM3auuio MNpoBedEeHUs Takoro uccrnefoBaHus, wu
MeAMLUUHCKOW OpraHu3aumnen, ocyLecTBrsoLwLen NpoBeaeHne Takoro nccnegosaHus.

2. ,uOFOBOp O npoeBegeHun KrMHU4YecKoro uccrieaoBaHua nekapCcTtBeHHOro npenaparta gna mMmeauumHCKoro
NnpUMMEeHEeHUaA OO0JKEeH coaepXaTb:

1) yCInoBuA 1 CPOKK nNpoBeeHnA AaHHOro nccneanoBaHuA,

2) onpegeneHve o6lUeNn CTOMMOCTM MPOrpaMMbl  [AAHHOMO WCCMEOOBaHWA C  yKasaHWEM CyMMbI,
npeaHasHavarlolLenca Ans BeinnaT ucclegoBaTensam, cCouccrneaoBaTensm,;

3) onpegeneHve @opMbl MNpeacTaBneHust pes3ynbTaToB [aHHOr0 WUCCNeaoBaHUA B YNONTHOMOYEHHbIN
tbeaepanbHbI OpraH UCNOMHUTENBHOW BNACTMU.

Cratba 42. ®uHaHcoBoe obecneyeHue KIIMHUYECKOrO UCCIieAOBaHUA JIEKApCTBEHHOro npenapara
Ana MeAULIMHCKOro npuMeHeHus

duHaHcoBoe obecneveHne KIMHUYECKOro UCcregoBaHus NIeKapCTBEHHOro npenaparta and meguumHCKOro
NnpuMeHeHNA OCyLLEeCTBIIAETCA 3a CHET!:

1) cpencTs chenepansHOro 6rooKeTa;
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(peg. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHerus: 19.03.2020
(c u3m. n pgon., BCTyM....

2) cpencrte OpFaHVI3aLI,VIl7I, NoJTy4yMBLUNX pa3pelleHne Ha opraHnsauunto nposeaeHna gaHHoOro nccnenoBaHus,
B COOTBETCTBUM C yCrioOBUAMM OOroBopa O ero nposeneHuu;

3) MHbIX He 3anpeLLeHHbIX 3akoHodaTensLcTBoM Poccuickon ®egepauum NCTOYHMKOB.

Cratba 43. lpaBa nauueHTOB, Y4YaCTBYWOLWUX B KIWHUYECKOM UCCrefOBaHUUN JeKapCTBEHHOro
npenapara gna MeguuMHCKOro npMMeHeHus

1. Yyactne naumeHToB B KIMHMYECKOM WUCCrenoBaHUK NNIeKapCcTBeHHOro npenaparta and mMeauunHCKOro
NnpUMMEeHeHna aBndaeTca ﬂ,OGpOBOJ’IbeIM.

2. MMaumeHT nnu ero 3akOHHbIN NpeacTaBuTeNb AOMKeH 6bITb MHPOPMUMPOBaAH B NUCbMEHHOW bopMe:

1) 0 NekapcTBEHHOM MpenapaTe Ana MeAWLMHCKOro NPUMEHEHNS U CYLLHOCTU KITMHUYECKOro UCCIiefoBaHus
3TOro nekapcTBEHHOrO NpenapaTa;

2) o ©0e3onacHOCTU neKapCTBEHHOro npenapata Ans MeOMLUMHCKOrO MPUMEHEHUS, €ero OoXugaemomn
9PPEKTUBHOCTM N CTEMEHM pUCKa AN NauneHTa;

3) 00 YCNnoBuAX Yy4dactnd nauuneHta B KIIMHUYECKOM uccnegoBaHnn JnekapCTBeHHOro npenaparta nnd
MeONUNHCKOIro NpuMeHeHus;

4) O uenu nnun uenax n npogoJnKUTeNlbHOCTU KITMHNYECKOro nccrieqoBaHna nekapCcTteBeHHOoro npenaparta ansa
MeANLNHCKOIro NpuMeHeHuns;

5) O OEeNCTBUAX NaumMeHTa B cnyydyae HenpeanBuaeHHbIX Sd)(*)eKTOB BIMUAHNA NeKapCTBEHHOIo npenaparta gnsa
MeONUNHCKOro npuMeHeHna Ha COCToAHMEe ero 340p0BbA,

6) 06 ycnoBusix 0693aTenbHOro CTPaxoBaHUS XU3HW, 340POBbs NALMUEHTA;

7) O rapaHTunax KOHq)MD,eHLlVIaJ'IbHOCTVI y4yactua naumeHta B KIMMHUYEeCKOM UcCenoBaHuUn nekapCTtBeHHOro
npenaparta gna MmeanumHCKoro npuMeHeHua.

3. ,uO6pOBOJ'IbH09 cornacve nauueHTa Ha Yy4dactue B KIWMHMYECKOM wuccneanoBaHUM 1neKkapcTBeHHOro
npenapara And MeauumHCKOro npuMeHeHua noarBepXgaetcAa ero noanncbio mnm noanmncbio ero 3akoHHOro
npencraBuTenNnA Ha MHq)OpMaU,MOHHOM JNINCTKE nauneHTa.

4. TlauMeHT unM ero 3aKOHHbIN npeancrtaBuTesib UMeeT npaBo OTKa3aTbCA OT y4dacTud B KITMHUYECKOM
nccnenooBaHMM nekapcCTtBeHHOro npenaparta gnda MeguunHCKOro npuMeHeHua Ha nobon cragun nposeneHuna
TaKoro nccrneagoBaHua.

5. MNpoBegeHue KNMHNYECKOro NCCNeaoBaHNA NEKapCTBEHHOrO npenapara Anst MeAULMHCKOTO MPUMEHEHUs
C ydacTMeM B KayecTBe NaumMeHTOB AETEN O0MYCKAeTCs TOMbKO C cormnacus B MMCbMEHHON hOpMe X poauTenen,
yCcbiHOBUTENEN. [leTu MOoryT paccmaTtpuBaTbCs B KayeCcTBe MOTEHUMarnbHbIX MalLMeHTOB TaKoOro UCCrefoBaHus,
TONbKO ecrnin ero npoeefeHne HeobxoaMmMo ANis YyKpenseHus 300poBbsa AeTer Unn NpounakTUKN MHGEKLNOHHbIX
3aboneBaHnn B OETCKOM Bo3pacTe NnMbO ecnv Lenbilo Takoro MUCCnegoBaHus SIBMSIETCS MOSyYeHUe AaHHbIX O
Hannydwen JO3NPOBKE NEKAaPCTBEHHONO NpenapaTa Ans NevyeHus geten. B aTux cnyyasx Takomy mccnegoBaHuio
OOJDKHO  MpeflecTBOBaTb  KIIMHUYECKOE WCCNEeAOBaHWE JIeKapCTBEHHOro npenapata Aang  MeauuMHCKOro
NMPUMEHEHNS Ha COBEPLUEHHONETHUX rpaXgaHax, 3a UCKIMIOYEHNEM Cry4yaeB, €CNN NUCCNeAyeMbI NEKAPCTBEHHbIN
npenapat Ans  MEeOULMHCKOTO  MPUMMEHEHUs  NpedHasHayeH  UCKITYUTENBHO AN UCMOSIb30BaHMS
HECOBEPLUEHHONETHUMU FpaXKgaHaMMm.
(B pea. PegepanbHoro 3akoHa ot 22.10.2014 N 313-03)

6. 3anpeu.|,aeT0ﬂ npoBegeHne KInnHM4YeCcKoro nccrnenoBaHna nekapcrBeHHoro npenapara gna megnuymnHCcKoro
npnMmeHeHnda ¢ yd4actnem B Ka4yecTee NnaulmneHTOB:

1) peTen-cnpoT 1 geTen, ocTaBLInXcst 6e3 NoneyeHnst poguTenen;

2) XEeHWnH B nepuoa 6epemeHHocm, XeHUWMH B nepuon rpyaHoro BCKapMIumBaHuA, 3a WUCKIKOYeHUeM
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Cry4yaeB, ecnv MpOBOAUTCSA KIUHWYECKOE WCCnedoBaHWe NeKapCTBEHHOro npenaparta, npegHasHavyeHHoro Ans
YKa3aHHbIX >KEHLUWH, MpW YCNOBUN HEOOXOAMMOCTM MONYyYeHUS MHGOPMAaLMM TONbKO BO BPEMS MPOBEAEHUS
COOTBETCTBYHLUUX KIMMHUYECKUX WUCCREefOBaHUA U MPUHSATUS BCEX HEOBXOoOAMMbIX Mep MO WUCKMOYEHMIO pucka
HaHeceHWs Bpeda XeHLUMHe B nepuof 6epeMeHHOCTH, KEeHLWMHE B Nepuoa rpyaAHOro BCKapMivMBaHus, nnogy unm
pebeHky;

3) BOEHHOCMYXaLLUX, 3a UCKIIOYEHNEM CIy4YaeB NPOBEAEHUS KIMHUYECKOrO NCCNEeAOoBaHWs NeKapCTBEHHOTO
npenapaTta, crneuuanbHO pa3paboTaHHOro And NPUMEHEHWUsT B YCMNOBUAX BOEHHbIX AEWCTBUMW, Ype3BblYanHbIX
cuUTyauui, nNpounakTukm n rnedeHuss 3aboneBaHM U MOPaKEHWN, MOMyYEeHHbIX B pe3ynbTaTte BO3AENCTBUSA
HebnaronpuaTHbIX XUMUYECKMX, BUONMOrMYECKMX, pagnaunoHHbiX akTopoB. KnuHnyeckoe uccrieqoBaHue Takoro
NeKkapCcTBEHHOro npenapara MOXeT MPOBOAUTLCH C y4acTMeM B KayecTBe NauUMEHTOB BOEHHOCHYyXalwuXx, 3a
NCKMIOYEHMEM BOEHHOCIYXaLUMX, MPOXOASALMX BOEHHYK crniyx0y no npusbiBy, ¢ cobniogeHunem TpebosaHun,
YCTaHOBMEHHbIX HacToAWwmMM PeaepanbHbIM 3aKOHOM B OTHOLLEHUW FPpaXaaHCKMX Nnu;

4) COTPYAHMKOB NPaBOOXPaHUTENbHbLIX OPraHoB;

5) nuu, oTObIBaKOLWMX HakazaHWe B MecTax NULEeHUs cBoGOAbl, a Takke NnL, HAaxoOsWMXCs nof cTpaxen B
CNeACTBEHHbIX U30MATOpaXx.

7. JonyckaeTcs npoBedeHne KIMHUYECKOro 1ccreoBaHns NekapCcTBEHHOro npenaparta ans MeauumMHCKOro
NPUMeEHeHWs, NpegHa3Ha4YeHHoro AfA fevYeHns ncuxmnyecknx sabonesaHuin, ¢ ydacTMeM B KadecTBe MauveHTOB
My ¢ ncuMxudeckMu  3aboneBaHusMW, MPU3HAHHBbIX  HegeecnocobHbIMM B MOPSAKe, YCTaHOBIEHHOM
3akoHogartenbcTBoM Poccuiickon ®epepaummn. KnnHuyeckoe uccrnegoBaHne nekapCcTBEHHOTO rnpenapaTta B 3TOM
cryyae NpoBOAUTCH NPW HaNM4MmM cornacus B MMCbMEHHON hopme 3aKOHHbIX NpeacTaBuTenelt ykasaHHbIX nuL.

Cratbsa 44. O6A3aTenbHOEe CTpaxoBaHWe XXU3HU, 340POBbA NaLUeHTa, y4acTBYHOLLEro B KIIMHUYECKOM
uccnegoBaHUM NIeKapCTBEHHOrO npenapara Anst MeaULMHCKOro NnpuMeHeHus
(B pea. PenepanbHoro 3akoHa ot 29.11.2010 N 313-93)

1. OpraHuzauus, nonyymBlUas pa3pelleHne Ha opraHusauuio NPOBEAEHMS KIMHUYECKOTO UccrenoBaHus
neKkapcTBEHHOro npenaparta Afs MeAMUMHCKOrO NMpUMEHEHMs, obsidaHa B kayecTBe CTpaxoBaTens CTpaxoBaTb
PUCK MPUYMHEHUS BPeda XU3HW, 34OPOBbLI0 NalMeHTa B pe3ynbTate NpoBedeHUs! KIUHUYECKOTo UCCrnedoBaHus
neKkapcTBEHHOro mnpenaparta [Afnsi MeAWUMHCKOTO MNPUMEHEHWs1 3a CBOW CYeT MyTeM 3akiioyeHusi Jorosopa
065a3aTenbHOro CTpaxoBaHus.

2. O6bekToM 06s513aTenbHOr0 CTPaxoBaHUS SBMNSETCA UMYLLECTBEHHbI MHTepec nauueHTa, CBA3aHHbIN C
NpUYMHEHVeM Bpeda ero XW3HW WM 340POBbl0 B pesynbraTe NpPOBEeAEHUS KIMHUYECKOro MccrnegoBaHus
rniekapCTBEHHOro npenapara Ans MeauLUHCKOro MPUMEHEHMS.

3. CrtpaxoBbiM crny4yaem Mo [oroBopy o06si3aTenbHOro CTpaxoBaHWs SABMSETCS CMePTb MNauueHTa unu
yXydLleHne ero 340poBbsl, B TOM 4ucrie Brekyulee 3a coboW yCTaHOBREHWE WHBANWAHOCTM, NPU HanmMuuu
MPUYUHHO-CNEACTBEHHOW CBS3W MEXAY HACTYNIeHMEM 3TOro CobbITUS M yyacTMeM nauMeHTa B KIUHWUYECKOM
nccnefoBaHMM NekapcTBEHHOro npenapara.

4. Tpe6OBaHI/IF| O BO3MelleHUn Bpeana, NPUHNHEHHOro XU3HU 1N 340pOBbHO NauuneHTa, NpeabAaBATCA B
Te4yeHune CpoKoB WNCKOBOW 4aBHOCTH, YCTaHOBJIE€HHbIX rpaXxaaHCKMM 3aKOHO4aTe IbCTBOM.

5. Pasmep CTanOBOIZ BbiNfiaTbl N0 4OroBopy obsizaTenbHOro CTpaxoBaHUA COCTaBIIAET:

1) B cnydae cMepTV naumMeHTa f[Ba MUMNMOHA pybrel Ha Kaxaoro nauuMeHTa, yyYacTBOBaBLUErO B
KMMHMYECKOM MCCeoBaHMK fekapCTBEHHOMo npenapara;

2) Npy yXyaLeHuy 300poBbs NaumeHTa:

a) noenekwem 3a coboln ycTaHOBNEHUE UHBANMOHOCTU | rpynnbl, OAMH MWUMMMOH NATLCOT ThicAY pybnen Ha
KaXk[oro naumeHTa, y4acTBOBaBLUENO B KMMHUYECKOM UCCIefOBaHNM NIeKapCTBEHHOrO Npenapara;

©) noBnekwem 3a cobon yctaHoBneHwe wuHBanuaHoctu Il rpynnbl, oAWH MUNMMOH pybnen Ha Kaxaoro
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHerus: 19.03.2020
(c u3m. n pgon., BCTyM....

nauneHTa, ydacteoBaBLUEero B KIMMHN4YeCKOM nccnenosaHnn nekapCTtBeHHOro npenapara;

B) MoBnekweM 3a cobon yctaHoBneHwve wmHBanugHocTtu Il rpynnbl, NATLCOT ThiCAY pybnen Ha Kaxaoro
naumneHTa, y4acTBOBaBLUEro B KIIMHWYECKOM UCCNEeA0BaHUM fiekapCTBEHHOro npenapaTa;

r) He NoBrekweM 3a coGOoM YCTaHOBNEHMS NHBANMOHOCTU, He Bonee Yem TpucTa Tbicsd pybnen Ha kaxaoro
nauMeHTa, y4acTBOBaBLUErO B KIIMHMYECKOM UCCReNoBaHUM NeKapCTBEHHOMO npernapara, ucxoas M3 HopmMaTUBOB,
OTpaxalolmx XapakTep W CTeneHb MOBPEXOEHUS 300POBbsi, @ Takke (DAKTUYECKM MOHECEHHbIX MaLVEHTOM
pacxooB, BbI3BaHHbLIX MOBPEXOEHMEM 340pPOBbs, HA MEOULMHCKYIO MOMOLLb, NPMOBpeTEeHNE nekapCTBEHHbIX
npenapaTos.

(nn. "r" B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

6. YTpatun cuny c 1 nons 2015 roga. - PegepanbHblii 3akoH oT 22.12.2014 N 429-03.

7. Cpok poroBopa 00s3aTeNbHOMO CTPaxoBaHUS He MOXeT ObiTb MeHee, 4eM CpoK npoBeaeHus
KMMHUYECKOro UCCrefoBaHmMs fiekapCTBEHHOrO npenaparTa.

8. Ycnosusa goroBopa 0653aTenbHOr0 CTpaxoBaHus, B TOM YWCHE CTpaxoBble Tapudbl No obsi3aTensHOMy
CTpaxoBaHWio, nepeyvyeHb HeobXxoaWMbIX [JOKYMEHTOB [t OCYLIECTBIIEHWS CTPaxoBOW BbINNathl, MNOPSAOK
YCTaHOBMNEHNs  CTpaxoBaTeneM  MHAMBUAYanbHOTO  WAEHTU(PUKAUMOHHOIO  koga  MauumeHTa,  Nopsigok
MHOPMUPOBAHNA  CTpaxoBaTeNeM CTpaxoBLUMKA O MNPUBMIEYEHHBIX K  KIMMHUYECKOMY  WCCINELOBaHWIO
neKapcTBEHHOro npenapara Ans MeAMUMHCKOrO NPUMEHEHUst nauueHTax, NopsAaoK ynnaTtbl CTPaxoBOW Mpemum,
MOPSIAOK peanusauny onpeaeneHHbix HacToAwmum PeaepanbHbiM 3aKOHOM U Apyrumin deeparnbHbIMU 3aKoHaMu
npae u obA3aHHOCTEN CTOPOH MO AOroBOpy O6s3aTenbHOro CTpaxoBaHWs, a Takke HOPMaTuBbl, OTpaxarolime
XapakTep W CTeneHb MOBPEXAEHWS 3[40pOBbsl, YCTaHaBNMBAKTCH TUMOBbIMU MpaBunamMv 065a3aTernbHOro
CTpaxoBaHusl.

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

9. B cny4yae npuynHeHunda Bpena XU3HWM nauueHTa, ydyacTBoBaBLUEro B KIMMHMYECKOM uUcCcriegoBaHUn
NekapCTBEeHHOro npenaparta, BblFOﬂOI‘IpI/IOGpeTaTeJ'IHMI/I no AOoroeopy oba3aTtenbHoro CTpaxoBaHUA ABNAKOTCA
rpaxgadHe, nveruimne npaBo Ha Bo3MelleHne Bpeda B Criydae CMepTu KopMusbLa B COOTBETCTBUN C IrpaKaaHCKMM
3akoHoO4aTesNibCTBOM, MNpPpU OTCYTCTBUM TaKUX TrpaxpnaH - poguTenun, cynpyr, et ymepulero nauueHTta,
ydyacTBoBaBLIEro B KIMHUYECKOM WUCCNenoBaHUM JeKapCTBEHHOro npenaparta, B cCliydae CcMepTu nauueHTta,
y4acTtBOBaBLUIEro B KIMHN4YECKOM UCCneaoBaHUM NieKapCTBEHHOro npenapara n He nMeBlero CaMoCctoATesibHOro
aoxopaa, - rpaxgaHe, Ha nxKanBeHum KOTopbliX OH Haxoauncyd, B OTHOLWLEHNN BO3MELLEHNA pacXxoaoB Ha norpe6eHV|e
nauneHTa, ydacTtBoBaBLUEro B KIMIMHNYECKOM MCCeqoBaHNUM NeKapCTBEHHOro npenapara, - nuo, noHecllee Takme
pacxoabl.

10. CtpaxoBasi BbinnaTta B CHET BO3MELLEHUS Bpeaa, NPUYMHEHHOTO XWU3HW NalueHTa, y4acTBOBaBLUENO B
KIMMHWYECKOM UCCNEeAOBaHWM NeKapCTBEHHOro npenapaTa, pacnpefensietcs Mexay BbirogonpuobperaTtensmu
MPOMOPLIMOHANBHO MX KONMMYECTBY B PaBHbIX JOMSX.

11. lpn HacTynneHum CcTpaxoBOro crnyvas naumeHT, y4acTBOBaBLUMMA B KIWHUYECKOM MCCnegoBaHum
rnekapCTBEHHOro npenapaTta, BblrogonpuobpeTtaTtenb BrnpaBe MNpeabsBUTb HEMOCPEACTBEHHO CTPaxOBLUMKY
TpeboBaHWe O BO3MeLleHMU NpuyMHEHHoro Bpega. CTpaxoBasi BbiMnaTta OCYLWECTBNSAETCH CTPaxOBLUMKOM B
TeyeHne TpuauaTM OHEW CO [OHS NpeAacTaBneHus HeobXoauMMbIX AOKYMEHTOB. [laumeHT, y4yacTBOBaBLIMA B
KMMHWYECKOM MCCMeaoBaHWM NeKkapCTBEHHOro npenapata, unu Beirogonpuobpetatens o6s3aH  coobLwmnTb
CTPaxoBLUMKY ANs OCYLLEeCTBNEHNA CTPaxOoBOW BbIMMNaTbl UHANBMAYANbHbLIA MAEHTUMUKALMOHHBIA KOO nauuneHTa,
YCTaHOBMEHHbIN CTpaxoBaTeneM B COOTBETCTBUM C TUMOBbLIMW MpaBuiamu o6s13aTenbHOro CTpaxoBaHus.

12. [Jo nomnHoro onpefeneHns pasMmepa noanexalwero BO3MELeHUI0 Bpeda CTPaxOBLUMK MO 3asBNEHUI0
nauveHTa, y4acTBOBaBLUErO B KIWMHWYECKOM WCCReNOBaHUM JIEKapCTBEHHOrO npenapaTta, WM  3asiBfIEHUIO
BbirogonpuobpeTatens BrnpaBe OCYLECTBUTb 4YacTb CTPaAxXOBOW BbIMMaTbl, COOTBETCTBYIOLLYH (DaKTUYECKM
onpeneneHHomn YacTu NPUYMHEHHOro Bpeaa.

13. CTpaxoBas BbiNfata B COOTBETCTBMW C [OOrOBOPOM 06A3aTenbHOro CTPaxoBaHUS OCYLLECTBMAETCH
He3aBMCUMO OT BbIMNNaT, NPUYUTAIOLLMXCS MO APYrM BUAAM CTPaxoBaHusl.
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHerus: 19.03.2020
(c u3m. n pgon., BCTyM....

14. He ponyckaeTcs ydacTve nauueHTa B MPOBEAEHUWN KITMHUYECKOTO WCCreAoBaHUs NEeKapCTBEHHOro
npenapaTa npu OTCYTCTBUM A0roBopa 006s3aTenbHOro CTpaxoBaHus.

15. KoHTponb 3a MCNonHeHWeM opraHusalumen, nornyymBlUEln pa3pelleHne Ha opraHmsaumio npoBeneHus
KMMHUYECKOrO WMCCNeaoBaHns FNeKapCTBEHHOro npenapaTta ans MeguUMHCKOrO MPUMEHEHMs!, YCTaHOBITEHHON
HacTosILLEen cTaTben 06sA3aHHOCTU MO 00A3aTEeNbHOMY CTPaxOBaHMIO XU3HW, 300POBbS MauMeHTa, y4acTBYIOLLEro
(yyacTBOBaBLUErO) B KIMHWYECKOM  MCCMEedOBaHWM  JIEKapCTBEHHOrO  npenaparta,  OcCyllecTBnsieTcs
YMOMHOMOYEHHbIM dheepanbHbiM OpraHoOM MCMOMHUTENbHOW BNAcTW, BblAaBLUMM paspeLleHne Ha npoBefeHue
KNMHUYECKUX UCCNeoBaHMM NeKkapCTBEHHbIX NpenapaToB AN MeaULMHCKOTO NPUMEHEHUS.

naea 8. NTIPOU3BOOCTBO U MAPKUPOBKA NNEKAPCTBEHHbBIX CPEACTB
Crtatbsa 45. [ponM3BoACTBO NEKaPCTBEHHbIX CPeACcTB

1. MNMpon3BoACTBO NEKAPCTBEHHbLIX CPEACTB AOMMKHO COOTBETCTBOBATb TpeOOBaHWSIM NpaBun Hagrnexallen
NPOU3BOACTBEHHOW MNPAaKTUKWN, YTBEPXKOEHHbIM YMONIHOMOYEHHBIM d)edeparnibHbIM  OpPraHoM MCMOSNTHUTENbHON
Bnactu. OcobeHHOCTM nepexoda MNpPOM3BOACTBA OTAENbHbLIX EKAPCTBEHHbIX CPEACTB K WX MpPOU3BOACTBY B
COOTBETCTBMM C TpeboBaHMAMU NpaBui Hagnexalleh NpPOu3BOACTBEHHOM MNPaKTUKU  yCTaHaBnMBalOTCSA
MpaButensctBoM Poccuinckon ®enepauun. Beligada 3aknioveHnin 0 COOTBETCTBUM NMPOU3BOANTENS NEKapCTBEHHbIX
cpeacTtB TpeboBaHMsM MpaBun Hagnexallen npou3BOACTBEHHOW MPAaKTUKM OCYLLECTBASIETCS MO pesynbTaram
WHCNEKTMPOBAHMA NPOU3BOAMTENEN NEKapCTBEHHbIX CPeacTB B MNOpsiAke, YCTaHOBNEHHOM [lpaBuTenbCTBOM
Poccuiickon ®epgepaummn. Pasmep nnatbl 3a BblAavy 3aknio4YeHMs O COOTBETCTBUMN MPOM3BOAUTENS NEKAPCTBEHHbIX
cpencTtB TpeboBaHWsIM MpaBum Hagnexaiwien npou3BOACTBEHHOW MpaKTMKWM ycTaHaBnusaeTtcs [1paButenbcTBOM
Poccuinckon  ®depepaumn. [lopsgok  opraHu3aumMm M NPOBEOEHWUS  MHCMEKTMPOBaHWS  Npou3BoauTenen
NeKapCTBEHHbIX CPeACTB Ha COOTBETCTBME TpebOBaHWSIM MpaBui HaAnexallen NPOVM3BOACTBEHHON MNPaKTUKK
ycTaHasnmBaeTce NpaButenscTtBoM Poccuiickon ®epepaunn.

(B pea. PepepanbHbix 3akoHOB OT 25.06.2012 N 93-03, o1 22.10.2014 N 313-93, o1 22.12.2014 N 429-93)

2. MNMpou3BoacTBO NekapCcTBEHHbIX cpeacTB B Poccuickon ®enepaummn ocylwecTBnsieTcsi NpovM3BoaMTENAMUA
NEKapCTBEHHbIX CPeACTB, MMEKLWMMM JIMLEH3UI0 Ha MNPOM3BOACTBO fEKapCTBEHHbIX cpeacTB. oareBepxaeHue
COOTBETCTBMSA fNMLUEH3MaTa npaBuiaM Hagnexallen npou3BOLACTBEHHOW MPAKTUKM OCYLLECTBNSAETCA B pamKax
NULEH3MOHHOIO KOHTPONA B COOTBETCTBUM C 3akoHoaaTtensCcTBoM Poccuiickon Pepepauumn c  ydeTom
0COBEHHOCTEN, yKa3aHHbIX B YacTh 1 HACTOsILLEN CTaTbM.

(B pea. PepepanbHbix 3akoHOB OT 22.10.2014 N 313-03, o1 22.12.2014 N 429-03)

3. Mpon3BoACTBO NEKApCTBEHHbLIX CPeaCTB OCYLLECTBASETCA ¢ cobnogeHnem TpeboBaHuii NPOMBILLNEHHOMO
pernameHTa, KOTOpbI YTBEPXOAETCA PYKOBOAWUTENEM MPOM3BOAUTENS NEKAPCTBEHHbIX CPEACTB W BKIOYAET B
cebsi nepeyveHb UCMonb3yemblx apMaueBTUYECKUX CYOCTaHUMIA M BCMOMOraTenbHbIX BELEeCTB C yKa3aHuem
KONMYEeCTBa KaXaoro n3 HUX, AaHHble 06 ncnonb3yeMom obopygoBaHMK, onucaHne TEXHOMOMMYEeCKoro npouecca u
METOOOB KOHTPOSS Ha BCEX 3Tanax Npou3BOACTBA JIEKAPCTBEHHbIX CPEeACTB.

KoHcynbTaHTlM0C: npumeyaHue.
C 29.12.2020 B u. 4 cT. 45 BHOCATCHA M3mMeHeHuns (P3 ot 27.12.2019 N 481-D3).

4. MNpw npon3BoACTBE NeKapCTBEHHbIX CPEACTB NCMONb3yTCa dhapMaueBTuyeckne cybctaHuum, CBeAeHNs O
KOTOpbIX cogepxaTcs B  [OCYAapCTBEHHOM  peecTpe  NeKapCTBEHHbIX  CpeacTB, 3@  UCKMYEeHMeM
hapmaLeBTUYeCKMX CybCTaHLMn, MPON3BOANMBIX A4S MPOBEAEHNS KNMHUYECKUX uccrnegoBaHun n ans akcnopta. K
npoueccy npomsBoAcTBa apMaLeBTUYECKONn CyOCTaHUMM OTHOCATCA ntobble CcTagum TEXHOSOMMYecKoro
npouecca, No3BoNAoLWMe NoNydYnTb rOTOBLIA NPOAYKT, COOTBETCTBYOLWUA TpeboBaHnaM hapmMaKkonemnHon cTaTbMm,
B TOM u4ucne epMeHTaumns, 3KCTpaKuMs, O4YUCTKa, BblAeNeHwe, nepekpucTannusauus, BbiCyLLIMBaAHWE,
n3mernbyeHue.

(B pen. PepepanbHbix 3akoHOB OT 22.12.2014 N 429-03, o1 27.12.2019 N 462-03)

4.1. MNepeyeHb NeEKapCTBEHHbIX MNpenapaTtoB AN MEOULUMHCKOrO MPUMEHEHWUS,, B OTHOLUEHWM KOTOPbIX
ycTaHaBnuBaloTcA TpeboBaHMA K 06beMmy Tapbl, YNakoBKE W KOMIMMEKTHOCTW, NepeyveHb JeKapCTBEHHbIX
npenapaTtoB AJis BETEPUHAPHOIO NMPUMEHEHUS, B OTHOLLEHMM KOTOPLIX yCTaHaBnuBalTcs TpeboBaHus kK 0b6bemy
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHerus: 19.03.2020
(c u3m. n pgon., BCTyM....

Tapbl, a Takke TpeboBaHWs K OoObemy Tapbl, yNnakOBKE M KOMMIEKTHOCTWU JeKapCTBEHHbLIX MpenapaToB Anis
MEeOULMHCKOrO MNPUMEHEHUsi, TpeboBaHUS K OObEMY Tapbl NEeKapCTBEHHbIX MpenapaTtoB AN BETEPUHAPHOro
NPUMEHEHMS ONpeaensitoTCA COOTBETCTBYHOLLMMM YNONTHOMOYEHHbIMU ddeaepanbHbIMU OpraHamm UCMONHUTENbHON
BNacTu B nopsaake, yctaHoBneHHom lNpaBuTtensctBom Poccuiickon ®epepauuu.

(vactb 4.1 B pen. PenepanbHoro 3akoHa ot 14.12.2015 N 374-03)

KoHcynbTaHTlnt0C: npumeyaHue.
C 29.12.2020 B 4. 4.2 cT. 45 BHocATCA n3aMmeHeHust (®3 ot 27.12.2019 N 481-93).

4.2. OpraHn3auun, OCyLlecTBAsIOWMe NpPoM3BOACTBO hapmaueBTUYeckon cybcTaHumm cnupTa 3TUOBOMO
(sTaHona) Ans npousBoAcCTBa CNUPTOCOAEPXKALLMX NEeKapCTBEHHbIX NpenapaTtoB, 06s3aHbl OCYLLECTBATb YYeT U
AeKkrnapvpoBaHue B nopsigke, yctaHoBNeHHoMm ctatbsamu 8 n 14 ®egepanbHoro 3akoHa ot 22 Hos6psa 1995 ropga N
171-®3 "O rocygapCTBEHHOM perynupoBaHUM MPOU3BOACTBA M 0BOpOTa 3TUMOBOrO CNMPTa, ankororbHOW u
cnupTocoaepxaluen npogykumm n o6 orpaHmdeHun notTpedbneHuns (pacnuTunsl) ankoronbHOW NpoayKLun'.

(vacTb 4.2 BBegeHa PepepanbHbiM 3akoHoM oT 03.07.2016 N 261-$3)

4.3. WHavBmayanbHble npegnpuHMMatenu W - lopuavydeckue  nvua,  OCyLeCcTBASAWWME  3aKynKy U
ncrnonob3oBaHne apmaueBTUyecko cybcTaHUuMM cnupTa 3TWMOBOrO (3TaHona), a Takke NpOou3BOACTBO,
n3rotoBneHne n (Mnu) oBopoT (3a MCKNIOYEHWEM PO3HMYHOW NPOAAXM) CNUPTOCOAEPXKaLiMX NEeKapCTBEHHbIX
npenapaToB, 0683aHbl OCYLLECTBNATL UX YYET U AeKnapupoBaHue B nopsgke, yCTaHOBNEHHOM ctaTbamu 8 n 14
®epnepanbHOro 3akoHa ot 22 Hos6psa 1995 roga N 171-®3 "O rocygapCTBEHHOM perynmpoBaHuy Npou3BOACTBA U
obopoTa 3TUMOBOro CNMpTa, ankorofibHOW WM cnupTocodepxalier npogykumm n o6 orpaHuydeHun notpebneHus
(pacnnTtna) ankoronbHOW nNpoayKummn".

(vacTb 4.3 BBegeHa PeaepanbHbiM 3akoHOM OT 29.07.2017 N 278-93)

4.4. Tlpn npou3BOACTBE Jl€KApPCTBEHHbIX MpenapaToB Ans BEeTepMHApPHOro MPUMEHEHUS [onyckaeTcs
ncrnonb3oBaHWe MNPOM3BEAEHHbIX Ans  peanu3auun  papmaueBTUYECKMX  CYOCTaHUWMWA, BKMKYEHHbIX B
rocyapCTBEHHbIV peecTp fleKapCTBEHHbIX CPEACTB YNONMHOMOYEHHbIM (heaepanbHbiM OpraHoM UCMONTHUTENBHON
BMacTu, OCYLLEeCTBNALNM BedeHWe roCydapCTBEHHOIO peecTpa NeKapCTBEHHbIX CpeacTB Afs MeAULMHCKOro
NPUMEHEHMS.

(vacTb 4.4 BBegeHa depepanbHbiM 3akoHoM oT 02.08.2019 N 297-93)

5. 3anpellaeTca Npon3BoaCTBO:

1) NekapCTBEHHbIX CPEACTB, HE BKIMIOYEHHbIX B rOCYAAPCTBEHHbIA PEECTP MeKapCTBEHHbIX CPendcTs, 3a
MCKINK4YeHneM rneKapCTBeHHbIX CpeacTB, Npoun3BoAUMMbIX ANA npoBeAeHUA KIUHUYEeCKUX I/ICCJ'Ie,D,OBaHI/IIZ n anda
aKcnopTa;

2) hanbCMPULMPOBAHHbBIX NEKapCTBEHHbIX CPEACTB;
3) nekapcTBEeHHbIX CpeacTB 6e3 NMUEeH3un Ha NPOM3BOACTBO NeKapCTBEHHbIX CPEACTB;

4) nexkapCTBEHHbIX CPeACTB C HapylleHVWeM MpaBuIl OpraHvM3auun Npov3BOACTBA M KOHTPONS KavecTsa
neKkapCcTBEHHbIX CPeCTB;

KoHcynbTaHTlM0C: npumeyaHue.
C 29.12.2020 n. 5 4. 5 cT. 45 ytpayusaet cuny (O3 ot 27.12.2019 N 481-93).

5) dhapmaueBTUYecKor cybGCTaHUMM cnvpTa STUMOBOrO (3TaHona) Ha TexHonormdeckoMm obopyaoBaHMu,
KOTOpPOE He 3aperncTpupoBaHO UIM 3aKOHCEPBMPOBAHO B COOTBETCTBUM C PepepanbHbiM 3aKOHOM OT 22 HOsI0pS
1995 roga N 171-®3 "O rocygapCTBEHHOM perynMpoBaHUM MNpoM3BOACTBaA M 0bopoTa 3TUMIOBOrO CnupTa,
ankoronbHOM W CAMPTOCOZEpXKaLLlerd npoayKumMm M 06 orpaHMyeHMn notpebrnenHus (pacnuTusi) ankorosibHow
npoaykuunn".

(n. 5 BBepeH depepanbHbiM 3akoHOM OT 29.07.2017 N 278-03)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHerus: 19.03.2020
(c u3m. n pgon., BCTyM....

KoHcynbTaHTlnt0C: npumeyaHue.
C 29.12.2020 4. 5 cT. 45 pononHsetca n. 6 n 7 (d3 ot 27.12.2019 N 481-03).

6. MNpu BBOOE NEKAPCTBEHHbLIX CPEACTB B rpa)kgaHCKUA 0BOpOT YNONMHOMOYEHHOE MU0 NPOU3BOAUTENS
NeKapCTBEHHbLIX CPEACTB OCYLLUECTBNSET MOATBEPXKOEHNE COOTBETCTBUS NEKAapPCTBEHHbIX CpeacTB TpeboBaHusaM,
YCTaHOBMEHHBLIM NPU WX TOCYLAPCTBEHHOW perucTpauum, W rapaHTUpyeT, 4YTO JlekapCTBEHHble CpeacTBa
npon3BeneHbl B COOTBETCTBMM C TpeboBaHUSIMM MpaBUN HadneXxallen Nponu3BoOACTBEHHON NPAKTUKN.

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

7. YNOMHOMOYEHHbIM NWLOM NPOM3BOAWTENS JIeKapCTBEHHbIX CPeACTB SABMSETCA ero  paboTHUMK,
aTTEeCTOBaHHbIN B YCTAHOBNEHHOM YNOIHOMOYEHHbIM deAeparnbHbiM OPraHOM UCMOMHWUTENbHON BRACTW Nnopsiake u
UMEeLWMN cTak paboTbl HE MeHee 4eM NATb feT B o6nacTtv npou3BoAcTBa U (MNM) KOHTPONS KadvecTea
nekapCTBEHHbIX CPeacTB, BbiCllee 06pa3oBaHMe COOTBETCTBEHHO MO OAHOW M3 cneumanbHOCTEn U (Unn) ogHOMy
N3 HanpasneHun MOAroToBKW: Buonorus, BuoTexHonorus, BeTepuHapus, BeTepUHaApHO-CaHNTapHas aKcnepTuaa,
KNMHU4Yeckass MeauuuHa, paguaunoHHas, xumudeckas n bruonornyeckas 3awmTa, dapmaums, pyHaaMmeHTansHas
MeauumHa, XuMudeckas TEXHOMOIMA, XUMu1s.

(B pea. PepepanbHbix 3akoHoB OT 22.10.2014 N 313-93, ot 02.08.2019 N 297-93)

8. lNpousBoanTenu nekapcTBEHHbIX CPeACTB (3a WUCKoYeHMeM dapmaueBTM4eckon cybcTtaHumm crnvpTa
3TMNOBOro (3TaHONa) MOryT OCYLEeCTBAATb NPOAaxy feKapCTBEHHbIX CPeAacTB wnvM nepejasatb WX B
yCTaHOBMEHHOM 3akoHoAaTenbcTBOM Poccuiickon degepaumm nopsgke:

(B pea. PepgepanbHoro 3akoHa ot 29.07.2017 N 278-93)

1) ApYrMM NpoM3BOANTENSIM NEKAPCTBEHHBIX CPEACTB A1 NPOM3BOACTBA NeKapCTBEHHbIX CPEACTB;
2) opraHu3aLusiMm ONTOBOW TOProBnM NekapCcTBEHHbIMU CPEACTBaMY;

3) anTe4vyHbIM opraHusaumam, BeTepPUHaPHbIM anTe4yHbIM opraHn3aumam, mHaneuayarnbHbIM
npegnpunHnumartenam, uwMewwmm  JIMUEeH3NK0  Ha q)apmaueBTquCKylo OeATeNIbHOCTb Wnn  NMUUEeH3NK  Ha
MEONUNHCKYH 0eATelIbHOCTb;

4) Hay4Ho-MCCneaoBaTENbCKUM OpraHU3aLusiM Ans Hay4HO-UCCnefoBaTeNnbCKko paboTel;
5) MeaNLMHCKUM OpraHu3auusiM U BeTeprHapHbIM OpraHv3aLumsm;

6) opraHusauusiMm 1 MHAUBMAYanbHbIM NpeanpuHUMaTensaM, OCyLLECTBNSALWMM pa3BedeHune, BbipallmBaHe
N copepKaHue XMBOTHBIX (3a MCKIOYEeHNeM Npogaxu MM papmaLleBTUYeckux cybcTaHumi nnm ux nepegayn).
(n. 6 B peq. PegepanbHoro 3akoHa ot 02.08.2019 N 297-d3)

KoHcynbTaHTlmoC: npumeyaHue.
C 29.12.2020 B 4. 9 cT. 45 BHOCATCA M3MeHeHuns (P3 ot 27.12.2019 N 481-D3).

9. MNpowussognTtenu dapmMaueBTU4eCKon cybCcTaHUuKM cnvpTa STUOBOrO (3TaHoma) 00si3aHbl OCYLLECTBNATh
peanusaumio  (Nnepegayy B YCTaHOBNEHHOM  3akoHodatenbcTBoM  Poccuiickon  ®epepauumn  nopsigke)
hapmarieBTMHECKON CcybCTaHLUMKM cnvpTa STUMOBOrO (3TaHona) Npou3BOAUTENSM JIEKAPCTBEHHBLIX CPEeACTB AN
NPOU3BOACTBA NEKAaPCTBEHHbIX CPEACTB B EMKOCTsIX 06beMoM He Bonee 1 nutpa u (unu) He meHee 1000 nMTpOB, a
opraHu3aumaM, ykazaHHbIM B MyHKTax 2 - 6 4yactu 8 HacTosLen cTaTbn, B Tape o6bemom He 6onee 1 nuTpa.
(vyacTtb 9 BBegeHa denepanbHbiM 3akoHOM oT 29.07.2017 N 278-93)

KoHcynbTaHTlM0C: npumeyaHue.
C 29.12.2020 cT. 45 pononHgaetca 4. 10 n 11 (P3 ot 27.12.2019 N 481-D3).

Crtatbsa 46. MapknpoBKa neKkapCTBeHHbIX CPeACTB
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHerus: 19.03.2020
(c u3m. n pgon., BCTyM....

1. neKapCTBeHHble npenapartbl, 3a UCKIKOYEHNEM JNEKAaPCTBEHHbLIX NMpenapaToB, N3rOTOBJIEHHbIX anNTE€4YHbIMU
opraHundaumamun, BeTepuHapHbIMM  anTeYHbiIMX OpraHun3aunamMun, uHOMBMAyalnbHbIMKU  npeanpuHUMaTenamu,
nMerwmmn nMueH3nto Ha (bapMaLl,eBTl/l‘-leCKyIO 0eATenbHOCTb, OOJMKHbI NOCTYNaTb B o6pau.|,eH|/|e, ecnu:

1) Ha “x NepBWYHOW YyMakoBKe (3a WUCKMIOYEHWEM MEePBUYHOMN YMaKOBKM NEKAPCTBEHHbLIX PaCTUTENbHbIX
npenapaToB) XOPOLWO 4YUTaeMblM LWPUEHOTOM Ha PYCCKOM $3blke YKa3aHbl HavMeHOBaHWe neKapCTBEHHOro
npenapaTta (MexgyHapogHoe HenaTeHTOBaHHOE, UMW rPYNMnMpPOBOYHOE, WM  XUMUYECKOe, Wnn  TOproBoe
HavMeHOBaHWe), HOMep cepuu, AaTa BbiNycka (ANS UMMYHOBMOMOrMYECKUX NEKapCTBEHHbIX NpenapaTtoB), CPOK
rOAHOCTU, A03MPOBKA MMM KOHLEHTpauus, 06beM, akTMBHOCTb B eAnHULAX OENCTBUSA UMW KONMYECTBO O03;

(8 pea. PegepanbHbix 3akoHOB OT 11.10.2010 N 271-03, o1 22.12.2014 N 429-03)

2) Ha nx BTOpMYHON (MOTPEBbUTENBCKOW) YNakOBKE XOPOLLO YMTaeMblM LUPUETOM Ha PYCCKOM A3blKe yKa3aHbl
HaumeHOBaHVWEe NeKapCTBEHHOro npenapata (MeXayHapogHOoe HemnaTeHTOBaHHOe, WM rPYNnMpPOBOYHOE, WK
XMMUYECKOe M TOProBoe HavMMEHOBaHWs), HauMeHOBaHWe NPOM3BOAWTENS NIeKapCTBEHHOro npenapara, Homep
cepvu, daTa BbiNycka (4NS WMMMYHOOGMOMOrMYECKUX FeKapCTBEHHbIX NpenapaTtoB), HOMEP PerncTpauvoHHOro
YOOCTOBEPEHMWS, CPOK FrOOHOCTW, CrMoco® NpvMeHeHus, AO3MPOBKa WM KOHLEHTpauusd, obbem, akTUBHOCTb B
eanHMUax Aevnctems nNmbo KonMMYecTBO [03 B ynakoBKe, nekapCcTBeHHas ¢opma, ycrnoBus OTMycKa, ycnoBus
XpaHeHus, npegynpeanTenbHble Hagnucw.

(B pea. PepgepanbHbix 3akoHoB OT 11.10.2010 N 271-®3, o1 22.12.2014 N 429-93)

2. ®apmaueBTnyeckme cybcTaHuum OOMKHbI NocTynaTe B obpaleHue, ecnum Ha MX NepBUYHOWN YnakoBKe
XOpOLWO YMTaembiM LWPUEHOTOM Ha PYCCKOM $A3blke YKasaHbl HaMMeHOBaHWe dapmaueBTUYecKkon cybctaHumm
(MexxgyHapogHoe HenaTeHTOBaHHOE, WM rPynnMpPOBOYHOE, WM XMMWYECKOE M TOProBOe HavMEeHOBaHUs),
HaumeHoBaHVWe mnpou3BoauTensa dapmMaueBTU4ecKon cybCcTaHuMM, HOMep cepun U gata  W3roTOBMEHMS,
KONMMYeCTBO B YNaKoBKE N €ANHULIbI N3MEPEHNs KONMYecTBa, CPOK FOAHOCTU U YCNOBUS XpaHeHus.

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

3. ﬂeKapCTBeHHble cpenctBa B KadeCTBe CbIBOPOTOK AOOJIKHbI MOCTynaTb B o6pau.LeH|/|e C YKasaHunem
XMBOTHOrO, N3 KPOBMU, Nj1ia3mMbl KpOBU, OPraHoOB U TKaHewn KOTOPOro OHWU NoJ1y4YeHbl.

4. Ha BTOpW4HYO (NOTPeOUTENbCKYI) YNakoBKy NEKapCTBEHHbIX CPeACTB, MOMYYEHHbIX U3 KPOBM, Mra3mbl
KPOBW, OPraHOB U TKaHE YernoBeka, A0MMKHa HaHOCUTbCA Haanucek: "AHTuTtena k BUY-1, BUY-2, k Bupycy renatuta
C 1 NoBEepPXHOCTHLIN aHTUreH BMpyca renatuta B otcyTcTBylOT".

5. Ha nepBuyHyl0 ynakoBKy W BTOPUYHYIO (NOTPEOMUTENbCKYH) YNakoBKy pagnodapmaLeBTUHeCcKMX
NeKapcTBEHHbIX CPeACTB OMKEH HAHOCUTLCS 3HaK paguaLMOHHON ONacHOCTW.

6. Ha BTOpu4Hylo (NoTpebuTenbcKyto) ynakoBKY rOMeONaTUYECKMX NEKapCTBEHHbIX MpenapaTtoB OOJDKHA
HaHoCUTbCA Hagnucok: "loMeonaTnyecknin.

7. Ha BTOpuYHyO (MOTPEOUTENBCKYI) YMaKOBKY FEKApCTBEHHbIX pPacTUTENbHbLIX NpenapaTtoB [AOSKHA
HaHoCUTbCA Hagnucek: "MNpoaykuunsa npoluna pagnauuoHHbI KOHTPOrb".

8. Ha nepBuyHyl0 ynakoBky (ecnu Ans 3TOr0 CylecTByeT TexXHUYeckasi BO3MOXHOCTb) UM BTOPUYHYHO
(NOTpebuTenbCKyt) yNnakoBKy JIEKAPCTBEHHbIX NMPenapaToB, NpeaHasHadYeHHbIX AN KNMHUYECKUX UCCIiefoBaHum,
[OMMKHa HAHOCUTBCSA HaaNUek: "ONa KNMHUYECKUX uccnegoBaHnm'.

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

9. YnakoBka J1IeKapCTBEHHbIX CpencTB, npegHa3Ha4YeHHbIX UCKIMIOYUTENIbHO OJ1A 3KCNopTa, MapKupyeTca B
COOTBETCTBUN C Tpe6OBaHI/IF|MM CTpaHbl-MmMnopTepa.

10. Ha TpaHcnopTHyto Tapy, KOTOpasi He npedHasHayeHa ans notpedurtener M B KOTOPYH MOMELLEHO
nekapcTBeHHOe CpeacTBO, AOMKHA HAHOCUTLCS MHbopMaLmMs O HAMEeHOBaHUK, CEPUN NTeKapCTBEHHOIO CPeacTBa,
Aarte BbINycKa, KONM4YecTBe BTOPUYHBIX (MOTPeOUTENbCKUX) YNaKOBOK NEKapCTBEHHOTO CPeacTBa, Npov3BoanTene
NneKkapcTBEHHOro cpeactBa C yka3aHUEM HaMMEHOBaHUS U MEeCTOHaXOXAEHUSs NMPOU3BOAUTENS NeKapCTBEHHOro
cpeactea (agpec, B TOM 4ucne cTpaHa 1 (Mnu) Mecto Npou3BOACTBa NEKapCTBEHHOrO CpeacTBa), a TakkKe O Cpoke
rogHOCTW nekapCTBEHHOro cpeactBa UM 06  ycnoBusX ero XpaHeHuss U NepeBO3KM, Heobxoaumble
npegynpeguTeribHble HaANMCU N MaHUMynATOPHbIE 3HAKWN.
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHerus: 19.03.2020
(c u3m. n pgon., BCTyM....

11. Ha nepBW4YHYlO YNakoBKYy W BTOPUYHYIO (MOTPEOMTENbCKYI) YNaKOBKY NEKapCTBEHHbIX CPencTB AOJis
BETEPUHAPHOIO NPUMEHEHUS A0IMKHA HAHOCUTLCA Haanuch: "[ns BeTepuHapHOro NpMMeHeHns".

12. Ha BTOpU4Hyto (NoTpebutenbCckyto) ynakoBKy fiekapCTBEHHOrO npenapaTa HAHOCUTCH LUTPUXOBOW KOA.

Maea 9. BBO3 JIEKAPCTBEHHbIX CPEAOCTB
B POCCUNCKYIO ®EEPALUIO U BbIBO3 NIEKAPCTBEHHbLIX CPEACTB
U3 POCCUNCKOW ®EOEPALIMUA
(B pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-03)

Cratba 47. lMNopspok BBO3a NeKapCcTBeHHbIX cpeacTB B Poccuickyio ®depgepaumio M BbiBO3a
nekapcTBeHHbIX cpeacTB u3 Poccuiickon ®epepaumnmn
(B pea. PepgepanbHoro 3akoHa ot 06.12.2011 N 409-93)

1. BBO3 nekapcTBeHHbIX cpeacte B Poccuiickylo denepalmio ocyLLeCTBNSAETCA B NOpsaKe, YCTAHOBNEHHOM
MpaBuTtenbcTBom Poccuiickon deagepaunn, B COOTBETCTBUM C TAMOXEHHbIM 3aKOHOAATENbCTBOM TaMOXXEHHOro
coto3a B pamkax EBpA33C (ganee - TamoXeHHbIN coto3) n (unn) 3akoHogaTensctBoM Poccuiickon depepaumm o
TaMOXXEHHOM Jene.

(B peq. PepgepanbHoro 3akoHa ot 06.12.2011 N 409-93)

2. Bsosumble B Poccwuiickyto Pegepaumio nekapcTBeHHble CpPeAcTBa [OOMMKHbI - cogepXaTbCd B
rocy4apCTBEHHOM pPeecTpe feKapCTBEHHbIX CPEACTB.
(B pen. PegepanbHbix 3akoHoB OT 06.12.2011 N 409-93, o1 27.12.2019 N 462-93)

3. HonyckaeTca BB0O3 B Poccunckyto Pefepauunio KOHKPETHOW NapTUM 3apermcTpyMpoBaHHbIX U (Mnn)
He3aperMcTpMpoBaHHbIX  FEKAPCTBEHHbIX CPEeACTB, NpedHa3HavyeHHbIX Afsi  NPOBEAEHUST  KITMHUYECKMX
NUCCNeaoBaHUN  NEKapCTBEHHbIX MpenapaTtoB, MNPOBEAEHUS 3KCMepTM3bl  MEKapCTBEHHbIX CPeAcTB  Ans
OCYLLIECTBIEHMSA TOCYAApPCTBEHHON pPEerumcTpauumn nekapCTBEHHbIX NpenapatoB UMM AN OKa3aHUa MeLMLMHCKON
MOMOLUM MO >KMU3HEHHbIM TOKA3aHWSAM KOHKPETHOro nauMeHTa Ha OCHOBaHUM paspeLleHus, BblAaHHOMo
YMOMHOMOYEHHbIM dheeparnbHbIM OpraHoOM MCMOMHUTENBHOM BNACTW NO 3asiBMIEHUSAM UL, yKa3aHHbIX B cTaTbe 48
HacTosiwero ®PefepanbHOro 3akoHa. PaccMOTpeHWe Takoro 3asiBMEHUS W MPUHATME peLleHns O Bblaade
paspeLleHnst Ha BBO3 KOHKPETHOW NapTUKM 3aperncTpupoBaHHbIX U (UNN) HE3APErMCTPUPOBAHHbBIX NEKAPCTBEHHBIX
cpencTB, MNpefHas3HaYeHHbIX AN NPOBEAEHUSst KIMHUYECKUX WCCNefOBaHUM FEeKapCTBEHHbIX Npenapartos,
NPOBEAEHUS 3KCMEPTU3bl JIEKApPCTBEHHbIX CPEACTB ANA  OCYLLECTBMEHUS TOCYAapCTBEHHOW permcrpaumm
nekapCTBEHHbIX NpenapaToB UNn Anst okasaHus MeAULMHCKOW MOMOLLM MO XXU3HEHHBIM MOKAa3aHMAM KOHKPETHOrO
naumeHTa nubo o6 oTkase B Bblgayve YKasaHHOIO paspeLleHust MPOU3BOOATCS B CPOK, HE MPEBbIWAKLWNA NATU
pabounx gHen. NnaTa 3a Bblgavy yka3aHHOrO paspeLueHns He B3MMaeTCs.

(B pea. PepgepanbHoro 3akoHa ot 06.12.2011 N 409-93)

KoHcynbTaHTlmoc: npumeyaHue.
C 01.01.2024 4. 3.1 cT1. 47 ytpauymBaeT cuny (®3 o1 27.12.2019 N 475-03).

3.1. [Honyckaetca BB03 B Poccunckyto ®Pepepauunio KOHKPETHOM NapTMM  He3aperMcTpupoBaHHbIX
nekapcTBEHHbIX NpenapaToB, CoAepXaluux HapKoTUYeckue cpefacTBa UNu MCUXOTPOMHbIE BELLEeCTBa, B Nopsake,
ycTaHoBneHHoM [lpaButensctBoM Poccuiickon ®epepauuun, Ang okazaHus MEOULUHCKOW NOMOLLM NO XU3HEHHbIM
NnokaszaHUsIM KOHKPETHOro naumveHTa Wnu rpynnel NauMeHTOB B criydae, ecnv MMeeTcs pelleHne BpadvebHoM
KOMUCCUM MEAULMHCKOM OpraHmsaumm 0 He3(EEKTUBHOCTU UMM HEBO3MOXHOCTU MPUMEHEHUSI Y KOHKPETHOro
naumeHTa WHbIX 3aperMcTpMpoBaHHbLIX JIEKAPCTBEHHbIX MpenapatoB, B TOM 4uChe codepXaliux gpyrue
OEeNCTByOLLME BELLECTBA, U O HEOOXOOMMOCTM BBO3a OMPEAEreHHOro He3aperncTpUpOBAHHOIO NeKapCTBEHHOIO
npenapaTta C yKa3aHWeM €ero MeXayHapoOHOro HenaTEeHTOBAHHOrO (MM XMMWYECKOro, WIM rpynnMpoBOYHOrO)
HaMMeHOBaHUSA, OpMbl BbIMycka WM Konmn4yectBa. [lepeveHb 3aboneBaHWA U COCTOSHUMA W COOTBETCTBYIOLLMX
NEeKapCTBEHHbIX MpernapaToB, CoAepXallMx HapKOTMYECKMe CPEeACTBa M MCUXOTPOMHble BELLECTBA, B LEnNAX
OCYLLECTBMNEHUS NX BBO3a B COOTBETCTBUM C TPeOOBaHUAMW HACTOSALLEN YAacTU yTBEPXAAEeTCA YNONTHOMOYEHHbIM
deneparnbHbIM OpraHoOM UCMONTHUTENBHOM BNacTu.

(vacTb 3.1 BBeaeHa deanepanbHbIM 3akOHOM OT 27.12.2019 N 475-03)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHerus: 19.03.2020
(c u3m. n pgon., BCTyM....

4. B Poccuiickyto ®egepaunto MOXXHO BBO3UTb JIEKAPCTBEHHbIE CPeACTBa, KAYECTBO KOTOPbIX NOATBEPXKAEHO
cepTudmnkaToM NPOU3BOAUTENS  NEKAPCTBEHHbIX CPEACTB, YAOCTOBEPSIOLMM  COOTBETCTBME  BBO3MMbIX
neKkapcTBeHHbIX cpeacTB TpeboBaHuaM dapmakonerHblX cTtaTen nMbo B crnyvyae mx OTCYTCTBUSI HOpPMaTUBHON
OOKYMEeHTaLUn Nnm HOpMaTMBHOTO AOKYMEHTA.

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

5. Banpewaetca BBo3 B Poccunckyio Pepepaumio danbCUpULNPOBAHHBIX NEKAapCTBEHHbIX CpeacTs,
Heob6pokayeCTBEHHbIX NTEKAPCTBEHHbIX CPEACTB, KOHTPadhaKTHbIX NTeKapCTBEHHbIX CPEACTB.
(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)

6. danbcMdpuumpoBaHHbIE NEKaApCTBEHHbIE CpeacTBa, HeJoOpoKayecTBEHHbIE NeKapCTBEHHble CpeacTBa
nognexaT U3bSATUI0 U MOCMeaYLEMY YHUUYTOXEHUIO Mnn BbiBO3y M3 Poccunckon ®egepauun, koHTpadakTHble
neKapCTBEHHbIE CPEACTBA - U3BbATUIO U MOCMEAYIOLWEMY YHUHTOXEHMIO. YHUUTOXEHME UNN BbIBO3 13 Poccuinckon
depepaumn danbcnULMPOBaHHbBIX fNEKapCTBEHHbIX CPeAcTB, HeAOOpPOKa4YeCTBEHHbIX NIEKAPCTBEHHbLIX CPeacCTB,
KOHTpad)akTHbIX NEKaPCTBEHHbIX CPeACTB OCYLLECTBMAETCS 3a CYET nuua, OCYLLEeCTBMBLUErO MX BBO3. [lopagok
YHUUTOXEHNSA N3BATLIX PanbCOULMPOBaHHbBIX NEKAPCTBEHHbIX CPEACTB, HeJobpoKkayeCTBEHHbIX JIEKapCTBEHHbIX
CPeAcCTB, KOHTpadaKTHbIX NeKapCTBEHHbIX CPEACTB ycTaHaBnmBaeTcs NpaButensctBoM Poccuinckon ®egepaumn.
(B pea. PepgepanbHoro 3akoHa ot 06.12.2011 N 409-93)

7. Jlnua, ocyuwectensowme BBo3 B Poccunckyto ®egepaunio hanbCUdULMPOBaHHBIX fEKapCTBEHHbIX
CpeacTB, HeaoOpOKayYeCTBEHHbIX JIEKAPCTBEHHbLIX CPEeACTB, KOHTpadakTHbIX JEeKApCTBEHHbLIX CPeACTB, HecyT
OTBETCTBEHHOCTb B COOTBETCTBMM C TaMOXEHHbIM 3aKOHOAATENbCTBOM TaMOXEHHOro cot3a u  (4nm)
3akoHogatenbcTBoM Poccuinckon egepaunmn o TaMOXXeHHOM Aene.

(B peq. PepgepanbHoro 3akoHa ot 06.12.2011 N 409-93)

8. BbiBO3 nekapcTBeHHbIX cpeactB u3 Poccunckon ®Pegepaumm ocyuwlectensdetcs 6e3 npuMmeHeHus
OfPaHMYEHUN,  YCTAHOBMEHHbIX  TaMOXEHHbIM  3aKOHOAAaTeNnbCTBOM  TaMOXeHHoro cot3a u  (1nwn)
3akoHopaTenbctBoM  Poccuiickon  depepaumym O rocygapCTBEHHOM  perynvpoBaHWM  BHELLHETOProBOK
AeATenbHOCTY.

(B pea. PepepanbHbix 3akoHoB OT 06.12.2011 N 409-03, o1 25.11.2013 N 317-03, o1 22.12.2014 N 429-93)

9. BeoA B rpaxgaHckuin obopoT NekapCTBEHHbIX NpenapaToB ANnst MEAULMHCKOIO NPUMEHEHWS, BBE3EHHbIX B
Poccuiickyito  degepaunto, ocyulectBnaetca ¢ cobniogeHveM TpeboBaHWA, YCTAHOBMEHHbIX cTaTben 52.1
HacTosilero ®egepansHOro 3akoHa.

(vacTb 9 BBegeHa PegepanbHbiM 3akoHOM OT 28.11.2018 N 449-93)

Cratbsa 48. lOpugnyeckmne nuua, KOTOpbIM pa3pelleH BBO3 JIeKapCTBEHHbIX cpeacTB B Poccuickyto
®denepauuio
(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)

JlekapcTtBeHHble cpeacTBa B Poccunckyto defepaumio MOryT BBO3UTb:
(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1) npou3BoOAUTENM NEeKapCTBEHHbIX CPEACTB Ans uenet cobCTBEHHOro MPOU3BOACTBA J€KAapCTBEHHbIX
CpencTs;

2) MHOCTpaHHble pa3paboTyMKM NeKapCTBEHHbIX CPEACTB U MHOCTPaHHbIE MPOV3BOAMTENN NeKapCTBEeHHbIX
CPEeACcTB WNM Apyrve lopuauyeckue nvua no nopydeHuio paspaboTynMka J1ekapCTBEHHOTO cpefcTBa Ans
npoBedeHUs KIMMHUYECKUX WCCrieoBaHuii NeKkapCTBEHHOro npenaparta, OCYLEeCTBIEeHWs ToCyaapCTBEHHOM
perucTpaumMn nekapcTBEHHOro npenapara, BKMYeHWUs dapmaleBTUYecko cyBCcTaHuuM B rocydapCTBEHHbIN
peecTp neKapCTBEHHbIX CPeACTB, KOHTPONA KayecTBa IEeKapCTBEHHbIX CPEeACTB MpW HanuuuM paspeLleHus
YNOSIHOMOYEHHOIO (hefieparibHOro opraHa WCNOSIHUTENBHON BNAaCcTU Ha BBO3 KOHKPETHOW MapTUK NeKapCTBEHHbIX
CPencTB.;

3) opraHusauunu onToBOM TOProBJ1N NeKapCTBEHHbIMU CpeacTBaMU;

4) HayyHOo-UccrnegoBaTenbCKue opraHusaumu, obpasoBaTesfibHble OpraHusauMu BbicLLIEro 06pasoBaHus,
MPOM3BOAMTENN NEKAPCTBEHHBIX CPeAcTB ANsi pa3paboTku, uccrieqoBaHWi, KOHTpors 6e3onacHOCTW, KadvecTsa,
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHerus: 19.03.2020
(c u3m. n pgon., BCTyM....

3(pPeKTUBHOCTM NEeKapCTBEHHbLIX CPEACTB MPU HanMuMM paspelleHnst YNorIHOMOYEHHOro deaepanbHOro opraHa
WCNONHUTENBHON BNacTy;
(B pea. PegepanbHoro 3akoHa ot 02.07.2013 N 185-03)

5) mMeauuUMHCKME OpraHu3auuun, MHble yKasdaHHble B MyHKTax 1 - 4 HacTosdllen cTaTbM OpraHu3auuun ang
OoKa3aHuUsi MEOULMHCKOM MOMOLLM MO XXM3HEHHbIM MOKa3aHNAM KOHKPETHOro nauueHTa npu HanuymMm paspelueHus
YMOSTHOMOYEHHOro doegepanbHOro opraHa UCMOSNTHUTENbHOW BNacTU Ha BBO3 KOHKPETHOW NapTUW NieKkapCTBEHHOIO
npenapaTa, BblAaHHOIo B YCTAHOBNEHHOM Nopsake B (POpPME INEKTPOHHOrO JOKYMEHTa, NOANMCAHHOIO YCUNEHHOM
KBanmMpuUUMpoOBaHHON 3MEKTPOHHOM NOAMNUCHIO;

(8 pea. PegepanbHoro 3akoHa ot 12.03.2014 N 33-03)

KoHcynbTaHTlnoc: npumeyaHue.
C 01.01.2024 n. 6 cT. 48 yTpaunBaet cuny (O3 o1 27.12.2019 N 475-03).

6) rocygapcCTBeHHble YHUTApHbIE NPeanpusaTis, UMYLLECTBO KOTOPbIX Haxogutcs B deaepanbHom
cobcTBeHHOCTH, onpegensiemble [lpaButensctBom Poccunckon degepaumu, B 4actm BBo3a B Poccuiickyto
denepaLumio He3apErMCTPUPOBAHHbBIX NEKAaPCTBEHHbBIX MpenapaToB, COAepXaliux HapKOTUYEecKMe cpeactsa Wmum
MCUXOTPOMHbIE BELLECTBA, ANs OKa3aHUa MEeOULMHCKOM MOMOLLM MO KM3HEHHbIM MOKa3aHWUAM KOHKPETHOro
naumeHTa unum rpynnbl NauMeHTOB B COOTBETCTBUM C YacTbio 3.1 ctatbn 47 HacToswero ®egepansHOro 3akoHa.

(n. 6 BBegeH ®egeparnbHbiM 3akoHOM OT 27.12.2019 N 475-93)

Cratbsa 49. [loKkyMeHTbl, NpeAcTaBlnsieMble B TaMOXeHHble opraHbl Poccuiickon ®egepauuu npwm
BBO3e NleKapCTBeHHbIX cpeacTB B Poccuickyo ®Pegepauuio
(B peq. PepgepanbHoro 3akoHa ot 06.12.2011 N 409-93)

1. MNpu BBO3e nekapcTBeHHbIX cpeAcTB B Poccuiickyio ®efepauunio B TaMoOXeHHble opraHbl Poccuiickon
denepaummn Hapagy ¢ JOKYMeHTaMu, NpeacTaBneHne KOTOpbIX NPeyCMOTPEHO TaMOXXEHHBIM 3aKOHOA4ATENBCTBOM
TamoxeHHoro cot3a U (unu) 3akoHogaTensctBoM Poccunckon depepaumm O TaMOXEHHOM Jerne,
npeacTaBnsoTCAa cnegyowme JOKYMEHTbI:

(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-93)

1) cepTudmKaT NPOM3BOAUTENS JIEKAPCTBEHHOIrO CpencTBa, YAOCTOBEPSIOWMA COOTBETCTBME BBO3MMOIO
nekapcTBEHHOTO CpeacTBa TpeboBaHUAM hapmaKkoneiHon cTaTtbu NGO B Criyyae ee OTCYTCTBUSI HOPMaTUBHOM
JOKYMEHTaLUW Un HOPMaTUBHOIO JOKYMEHTa;

2) paspelleHne ynonHOMOYeHHOro defiepanbHOro opraHa WCMONHUTENBHOW BRacTu Ha BBO3 KOHKPETHOW
napTMu NekapCTBEHHOrO CpeacTBa B CryyasiX, YCTAHOBMEHHbIX YacTblo 3 ctaTbu 47 HacTosiwero PenepansHoro
3aKoHa.

2. [lokyMeHTbI, yKa3aHHble B NyHKTax 1 n 2 yactu 1 HacTosiwen cTaTbi, NPeacTaBnsiOTCA B TaMOXEHHbIe
opraHbl Poccuiickon ®epepaumy npy npubbiTin NekapCcTBEHHbIX CPeAcTB B Poccuiickyto ®eaepauuio.
(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)

Ctratba 50. BBO3 nekapcTBeHHbIx npenapatoB B Poccurickyo ®Penepauuio Aansi JIMYHOTO
MCNONMb30BaHUA W WHbIX HEKOMMEpYeCKMX Luenen, a TakKkKe ANns MWUCMONb3OBaHMA Ha TeppuTopuUM
MeXAyHapoAHOro MeAULIMHCKOro Krnacrepa
(B peq. PegepanbHbix 3akoHoB 0T 06.12.2011 N 409-93, o1 29.06.2015 N 160-$3)

1. JlexapcTBeHHblEe MpenapaTtbl MOryT ObiTb BBE3eHbl B Poccunckyto dPepepaumio 6e3 yyeta TpeboBaHui,
npeaycMOTpeHHbIX Yactamu 1 - 4 ctaTten 47, ctatbamu 48 u 49 HacTosduwero denepansHOro 3akoHa, ecrnv OHu
npeaHasHadeHbl ons:

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

1) NMMYHOro MCNonb3oBaHWUs U3MYecKUMU nuuamu, npubbiBwKnMK B Poccuiickyto ®epepauuto. MNpu aTom
BB03 B Poccuiickyio Pefepaumio nekapCTBEHHbIX MpenapaToB, COAEpXalluMX CUMNbHOAEWCTBYWOLIME U (Unn)
A0OBUTbIE BELLECTBA, BKMYEHHblE COOTBETCTBEHHO B CMUCOK CUINbHOAEWCTBYHOLUMX BeLeCcTB AN uenen
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHerus: 19.03.2020
(c u3m. n pgon., BCTyM....

YronoBHOro 3akoHogaTtenbcTBa Poccuickon denepauum m B CNMCOK SAOBUTLIX BELLECTB AN Lenen YyroroBHOro
3akoHopartenbctBa Poccuiickon ®epepauuun, ytBepxaeHHble [lpaButensctBom Poccuiickon ®epepauun,
OCYLLECTBMSIETCS NPU HaANU4MM AOKYMEHTOB (3aBEpPEHHbIX KOMUA JOKYMEHTOB MMM 3aBEPEHHbIX BbIMUCOK U3 HUX),
NnoATBEPXKAALWMNX Ha3HayYeHne U3nYeckomy nuuy ykasaHHbIX NEeKapCTBEHHbIX MpenapaToB (3a MCKMYEeHUEM
NeKapCTBEHHbIX MpenapaTtoB, 3aperMcTpupoBaHHbix B Poccuitickon Pegepauum m oTnyckaemblix B Poccuiickon
depnepaumn 6e3 peuenta Ha nekapCcTBEHHbIV NpenapaT). [NoaTBepxaawwme OOKYMEHThl (MX 3aBEPEHHbIE KoMK
UNN 3aBEPEHHbIE BLIMUCKN U3 HUX) OOIMKHbI COAepXaTb CBEAEHNs O HaUMEHOBaHUM U KONMYeCcTBE Ha3Ha4YeHHOro
nekapcTBEeHHOro npenapaTta. B cnyyae, ecnu noatBepxparolimMe OOKYMEHTbl (MX 3aBEpPEHHbIE KOMUW UIu
3aBEpEHHble BBIMUCKA M3 HUX) COCTaBMEHbl Ha WHOCTPAHHOM #3blke, K HUM MpunaraeTcd HoTapuanbHO
3aBEpPEHHbIV NepeBo Ha PYCCKUIN A3bIK;

(n. 1 B peq. ®enepansHoro 3akoHa oT 02.06.2016 N 163-$3)

2) mncnonb3oBaHWs paboTHUKaAMKM OUNNIOMATUYECKOro Kopryca unu npeactaBuTensiMm MeXOyHapOLHbIX
opraHmMsaunin, akkpeauToBaHHbIX B Poccuiickon ®epepaunu;

3) neyeHMs NacCaxupoB W UNEHOB 3KMNaXen TPaHCNOPTHbIX CpeAcTB, Moe3fHbix Opurag um BoauTenen
TPaHCMOPTHBLIX CpeacTs, NpubbiBLNX B Poccunckyo Pegepaumio;
(B pea. PepgepanbHoro 3akoHa ot 06.12.2011 N 409-93)

4) neyeHUs Y4YaCTHWKOB MEXAYHAPOAHbIX KyNbTYPHbIX, CMAOPTUBHbLIX MEPOMPUSTUIA U YYaCTHUKOB
MexayHapoOHbIX aKCNeanLUI;

5) neyeHMs KOHKPETHBbIX XMBOTHbIX B 300Mapkax, 300cajax, Uupkax, oKeaHapuyMmax, AenbguHapusx,
neyvyeHus OMKUX XXMBOTHbIX, MOCTOSIHHO UMW BPEMEHHO Hacensawwmx Tepputopuio Poccuiickon ®depepauuny,
HaxoOsALWMXCA B COCTOSIHUM €CTECTBEHHOM CBOOOAbL! M MpMHagnexawmx K Bugam, 3aHeceHHbIM B KpacHyto KHury
Poccuiickon depepaumm n (unu) KpacHble KHUrM cybbektoB Poccuiickor degepaumm, a TakkKe >XMUBOTHbIX,
BBO3UMbIX B Poccuiickyto degepaumio aAns y4actvs B CMOPTUBHBIX U 3pENULLHBIX MEPONPUATUAX;

(B pea. PepepanbHbix 3akoHoB OT 06.12.2011 N 409-03, ot 02.08.2019 N 297-03)

6) ncnonb3oBaHUs Ha TEPPUTOPUN MEXAYHAPOAHOIO MEAMLIMHCKOrO KnacTepa.
(n. 6 BBegeH ®epgepanbHbIM 3akoHOM OT 29.06.2015 N 160-d3)

2. B cny4aax, npegyCMOTpeHHbIX 4acTbto 1 HacToswen cTaTbn, AonyckaeTcsa BBO3 B Poccuinckyto
Penepaumio NekapCTBEHHbIX NpenaparTos, He 3aperncTpupoBaHHbIX B Poccuickon degepaumm.
(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)

3. JlekapcTBeHHbIE Npenaparbl, NpegHa3HavYeHHble Anst ryMaHUTapHOW NomoLu (CoOoencTBMSA) UM MOMOLLIM
npyv 4pesBblYaHbIX CUTyauusax, BBO3ATCA B Poccuiickyto depepaumio B nopsgke, YCTaHOBIEHHOM
MpaBnTENLCTBOM Poccumckon depepauymum. Banpewaetcs BBO3 B Poccuinckyto depepauymio
He3aperncTpupoBaHHbIX NEeKapCTBEHHbIX npenaparTos, npeaHasHa4vYeHHbIX  Ond FyMaHI/ITapHOI7I nomoLun
(cogencTBms) MM NOMOLLM MPU Ype3BbIYaNHbIX CUTYaLUsX.

(B pen. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)

CrtaTtbsa 51. CoTpyaHuyecTBO (heaepanbLHOro opraHa UCMOSTHATENbHOW BRAcTU, YNOSIHOMOYEHHOro B
obrnactu TamMOXeHHOro Aena, U ApPYruX YMNOSIHOMOYeHHbIX deaeparnbHbIX OPraHOB WCMOJIHUTENbHOM
BnacTu

1. ¥YnonHomouyeHHble deaeparbHble OpraHbl UCMOSIHUTENbHOM BlacTW MPeAoCTaBrslOT B pacnopsikeHve
defepanbHOro opraHa WCMOSNIHUTENbHOW  BracTW, YMONIHOMOYEHHOrO B 06nacTM  TaMOXEHHOro  gena,
rocyfapCTBEHHbIA peecTp fneKkapCTBEHHbIX CPeACTB, a Takke MH(OpMauuio O BblAaHHbIX paspelleHuax Ha BBO3
KOHKPETHOW MapTuUM NeKapCTBEHHbIX CPEeACTB B Cry4vasX, YCTAHOBMEHHbIX 4acTbio 3 cTatbh 47 HacToswero
depepanbHOro 3akoHa.

2. ®epepanbHbll OpraH WCMONHUTENbBHON BracTW, YMNOMHOMOYEHHbIN B 06nacTu TaMOXEHHOro pAena,
WHpOpMUMpYeT yKasaHHble B 4YactTm 1 HacToswewn cTaTbUM YNONHOMOYEHHble pefeparnbHble  OpraHbl
WCNONHUTENBHOW BNacTh O BBO3e flekapCTBEHHbIX CpeAcTB B Poccunckyto ®efepauunio 1 BbiBO3e NekapCTBEHHbIX
cpeactB mn3 Poccuiickon depepaumm no dopMe M B MNopsiake, KOTopble YCTaHoBMeEHbl [1paBUTENbCTBOM
Poccuiickon ®epepauun.
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHerus: 19.03.2020
(c u3m. n pgon., BCTyM....

(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)
nasa 10. PAPMALEBTUYECKAA OEATENIbHOCTDb
Crtatbsa 52. OcywecTBneHne dapmMaueBTUYECKON AeATENbHOCTH

1. ®dapmaueBTndeckad  OeATENbHOCTb  OCYWECTBMASETCA  OpraHu3auMsMu  ONTOBOW  TOProBMn
neKkapCTBEHHbIMW CpPeACTBaMW, anTeYHbIMU OpraHm3auusMy, BETEPUHAPHBIMW anTeYHbIMKM  OpraHu3aumsmMu,
WHAMBUAOYANbHBIMY  MpeanpuHUMaTensaMy, UMELWMMN  JIMUEH3MI0 Ha (apMaueBTUYECKYlD OesATEeNbHOCTb,
MEOUUMHCKUMW  OpraHm3auusMn, WMELWUMU NUUEH3NI0 Ha dapMaueBTUYECKYHD OeATEeNbHOCTb, U UX
obocobneHHbiMM  NogpasgeneHusMy  (ambynatopuamn,  denbaliepckumm U enbalepcKo-akyLLepCcKuMm
nyHKTamu, ueHTpamu (oTaeneHnsmu) oblen BpadyebHon (CemMenHOn) NPakTUKM), PacnofiOXEHHbIMU B CENbCKUX
HaceneHHbIX MyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeudHble OpraHuM3auumv, M BeTepuHapHbIMWM OpraHn3auusMu,
NUMELLUMN NULEH3NI0 Ha hapMaLeBTUYECKYI0 AeSTEeNbHOCTb.

(8 pea. PegepanbHoro 3akoHa ot 25.11.2013 N 317-03)

2. ®dusmyeckme nuua MoryT oCyLLecTBNATb hapMaueBTUYECKY0 AEATENbHOCTb NPU HANMYUKU BbICLLETO UMK
cpeaHero dapmaueBTUYeckoro obpasoBaHuss U cepTudmkata chneuManucTa, BbICLWLEro WM CpeaHero
BETEpPUHAPHOro o6pasoBaHMs W cepTuUdMkaTa cneunanucta, a TakKe BbICLUEro UM CpeaHero MeauMUMHCKOro
obpasoBaHus, cepTtudumkaTa crneumanucta u AOMNONHUTENBHOrO MNpPOdECCUOHanNbHOro obpa3oBaHUA B 4acTu
PO3HWYHOW TOProBMM NEKapCTBEHHbIMW NpenapaTtamMum npu ycrnoBumn nx paboTtel B 060CO6NEHHbIX NogpasaeneHunsix
MEeLMLMHCKNX OpraHn3aunii, ykasaHHbIX B YacTu 1 HAcCTOSLLEN CTaTbu.

(vacTb 2 B peq. PegepanbHoro 3akoHa ot 27.07.2010 N 192-93)

KoHcynbTaHTlntoc: npumedaHue.

Crt. 52.1 Bctynaet B cuny ¢ 29.11.2019. JlekapcTBeHHble npenapaTbl AN MEeAULUMHCKOro NPUMEHEHUS,
BBEAEHHble B rpaxpaHckum obopot o 29.11.2019, noanexar XpaHeHuo, NepeBo3Ke, OTMYCKY, peanusauuu,
nepegave, NPUMEHEHNIO 40 UCTeYeHnst cpoka ux rogHoctn (P3 ot 28.11.2018 N 449-03).

Ctatba 52.1. BBog B rpaxgaHCKuM OOOpPOT neKapCTBeHHbIX MpenapaToB ANsi MeAUUUHCKOro
npUMeHeHusi
(BBegeHa degepanbHbiM 3akoHOM OT 28.11.2018 N 449-03)

1. Nepen BBOAOM B rpaxaaHCKUn 06OpOT KaXK4oM CepumM UMK Kakaon napTum npounsseaeHHoro B Poccuimckom
depepauymu NeKapcTBEHHOro npenapata  Ang MeONLMUHCKOro NpUMEHEHNS, 3a NCKIIOYEHNEM
UMMYHOOMOMOrMYecknx mneKapCTBEHHbLIX MpenapaTtoB, MNPOW3BOAMTENb TaKOro JfIeKapCTBEHHOro npenapara
npeacrtasnseT B defeparbHbld OpraH WUCMNOMHUTENbHOW BracTW, OCYLECTBASIOWUA (OYHKUMM MO KOHTPOMO U
Haa3opy B cdepe 34paBOOXpPaHEHUs, AOKYMEHT MPOU3BOAUTENS NEKapCTBEHHOrO CPeACTBa, NoaTBEpPXAatoLLimi
KayecTBO JIEKapCTBEHHOro npenapata, W MOATBEPXAEHUE  YMNOMHOMOYEHHOrO Nuua  npou3BoauUTEnNs
NEKapCTBEHHbIX CPeACTB COOTBETCTBUSI JIEKAPCTBEHHOrO npenaparta TpeboBaHUSAM, YCTAHOBMEHHLIM MpPU €ro
rocyfapCTBEHHOW permcrpaLmu.

2. Mepen BBOOOM B rpaxgaHCKUA 0DOPOT KaXKOOW Cepuv MU Kaxxgol napTum BBO3UMOro B Poccuiickyto
depepaumio NekapCcTBEHHOro  npenapata ANS  MEOUUUHCKOTO  MPUMMEHEHMS,, 3@  UCKITHYEHMEM
UMMYHOOMOMOrMYeCcKNX JeKapCTBEHHbIX MpenapaToB, OpraHM3auusi, OCYLLECTBMAILAs BBO3 JIEKAPCTBEHHOMO
npenapata B Poccuickyio ®depepaumio, npeacTtaeBnseT B dedepanbHbil OpraH MCNOMHUTENbHOW BRacTw,
OCYLLECTBMSOWUA (PYHKLMM NO KOHTPOSMO M Hag3opy B cdepe 3apaBOOXpaHEHUs, cepTudmnkaTt npomsBoguTens
NEKapCTBEHHOrO  CpeacTBa, YOOCTOBEPSIOLWMIA  COOTBETCTBME  BBO3MMOIO  JIEKAPCTBEHHOrO  Mpenapara
TpeboBaHuAM apmakonerlHoW cTaTbW, a B Clyvyae OTCYTCTBUA (apMakonenHow Ccratbyn TpeboBaHUsIM
HOPMaTUBHOW [JOKYMEHTaUWW, W MNOATBEPXAEHWE MNPeACcTaBuUTENs OpraHuM3auun, OCYLLECTBNSLEA BBO3
nekapcTBeHHOro npenaparta B Poccuiickyto Pepepauntio M yNosIHOMOYEHHOW MHOCTPaHHLIM MPOU3BOAUTENEM
NeKapCTBEHHbIX CPEACTB, COOTBETCTBUSI BBO3MMOIO NEKAPCTBEHHOrO npenaparta TpeboBaHWsIM, YCTAHOBIEHHbLIM
npw ero rocyfapcTBEHHON perncTpauum.

3. Nopsagok npeacTaBneHns B COOTBETCTBMM C YacTaMU 1 1 2 HAcTosLLEN CTaTbU JOKYMEHTOB U CBEAEHUI O
NeKapCTBEHHbIX NpenapaTax, BBOOMMbIX B rpaxgaHckuii obopoT, yctaHaBnueaetcs lNpaButensctsoM Poccuiickon

www.consultant.ru Crpanuua 87 u3 109
HageXXHas NpaBoBas noaaepXkKa


http://www.consultant.ru/
http://www.consultant.ru/
consultantplus://offline/ref=77FAE0282664CF3E820050CBC2F9517700A0EEC4991764E55B2A1D976B2EC4299D00F19FF28E5076BD42B57625DB658950008D870291DF86B5g3G
consultantplus://offline/ref=77FAE0282664CF3E820050CBC2F9517701ACEEC29F1564E55B2A1D976B2EC4299D00F19FF28E5873B342B57625DB658950008D870291DF86B5g3G
consultantplus://offline/ref=77FAE0282664CF3E820050CBC2F9517703A1EFC39C1164E55B2A1D976B2EC4299D00F19FF28F5970B542B57625DB658950008D870291DF86B5g3G
consultantplus://offline/ref=77FAE0282664CF3E820050CBC2F9517703AAEBC1931064E55B2A1D976B2EC4299D00F19FF28E5873BD42B57625DB658950008D870291DF86B5g3G
consultantplus://offline/ref=77FAE0282664CF3E820050CBC2F9517701A9EAC1931264E55B2A1D976B2EC4299D00F19FF28E5871B242B57625DB658950008D870291DF86B5g3G
consultantplus://offline/ref=77FAE0282664CF3E820050CBC2F9517701A9EAC1931264E55B2A1D976B2EC4299D00F19FF28E5871BC42B57625DB658950008D870291DF86B5g3G
consultantplus://offline/ref=77FAE0282664CF3E820050CBC2F9517701A9EAC1931264E55B2A1D976B2EC4299D00F19FF28E5873BD42B57625DB658950008D870291DF86B5g3G
consultantplus://offline/ref=77FAE0282664CF3E820050CBC2F9517701ABE0C6921C64E55B2A1D976B2EC4299D00F198F6850C23F01CEC266890688B471C8D86B1gCG
consultantplus://offline/ref=77FAE0282664CF3E820050CBC2F9517701ABE0C69A1C64E55B2A1D976B2EC4299D00F19FF28E5870B542B57625DB658950008D870291DF86B5g3G

®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHerus: 19.03.2020
(c u3m. n pgon., BCTyM....

degepauymm.

4. B oTHOLWEHMM NEPBbIX TPEX CEPUA UMK NapTUIN NEKapCTBEHHOroO npenapaTa, Bnepsble NPOU3BEAEHHOIO B
Poccunckon depepaumn unu Bnepsble BBo3uMMOro B Poccuickyto ®depepaumo, B defepanbHbii - opraH
NCMONMHUTENBbHOW BMacTW, OCYLLECTBNSALWMA (DYHKUMM MO KOHTPOSO U Haas3opy B cdepe 34paBoOXpaHeHus,
OOMOSTHUTENBHO NPEACTaBMAETCA NPOTOKON WCMbITAHMA O COOTBETCTBMU CEpPUM UMW MapTuM NEeKapCTBEHHOrO
npenapata Ans MEOUUUHCKOTO MPUMEHEHUS MOKa3aTensM KayecTBa, MpefyCMOTPEHHbIM HOPMaTUBHOM
OOKyMeHTaumen (ganee - MNPOTOKOMN WUCMNbITaHMK), MNPOBOOUMbBIX aKKPEAUTOBAHHbIMW B COOTBETCTBUM C
3akoHopartensctBoM Poccunckon depepaumm o6 akkpeauTauMuM B HaUMOHAaNbHOW CUCTEME aKkpeauTauuu
denepanbHbiMU rOCYyAapCTBEHHBIMU BIOMXKETHLIMU YYpeXaeHnsaMU, NoABEAOMCTBEHHbIMU heaepanbHOMY opraHy
WCNONHUTENBHON BriacTu, OcyllecTBhsoweMy yHKLMM NO BblpaboTke 1 peanusaunm rocygapCTBeHHOW NONUTUKN
W  HOPMaTMBHO-MPaABOBOMY pErynupoBaHuMio B cdepe 34paBooxpaHeHus, u  degepanbHOMY — OpraHy
WCNONMHUTENBHON BRAacTW, OCYLLECTBIAIOWEMY (PYHKLUMM MO KOHTPOM W Haas3opy B cdepe 34paBOOXpPaHEHWUS.
Mopsgok Bblga4M ykasaHHbIMKM  dedepanbHbIMU  FOCYAAaPCTBEHHBIMU  OIOMKETHBIMU  YYPEXOAEHUSIMU  AaHHOTO
npoToKkona v pa3mep nnaTbl 3a ero Bbigayvy yctaHaBnvsatoTcs lNpaBuTensctBom Poccuiickon ®enepauun.

5. ExerogHo He nosgHee 1 peBpans npousBoAMTENM NEKApCTBEHHbIX CPEeACTB MNW  OpraHusauuu,
OCyLLEeCTBMSAIOLWME BBO3 NleKapCTBEHHbIX nNpenapaTos B Poccuickyo ®egepaunto, NpeacTasnsaoT B hegeparnbHbIn
OpraH UCNONHUTENBHOW BNACTKW, OCYLLECTBISIOWMA PYHKLMN MO KOHTPOSIO U HAaA30py B cpepe 34paBoOXpaHeHus,
NMPOTOKON WCMbITAHUA MNOCTYMNMBLUErO B TEYEHWEe roga B rpaxgaHckui o6OpoT nekapCTBEHHOro mnpenapara
KOHKPETHOro npov3BoauTens (Ha OAHY Cepuio Kaxdoro TOProBOr0 HaMMEHOBaHWS C Y4eTOM feKkapCTBEHHON
¢dOopMbl 1 O03MPOBKM), NPOBOAMMBIX aKKpEeOMTOBAHHbIMM B COOTBETCTBUM C 3akoHoAaTenbCTBOM Poccuiickon
®epepaumn 06 akkpeguMTauMM B HaALMOHANbHOW CUCTEME akKkpeauTauum ucnbliTatenbHbiMu nabopatopusMu
(ueHTpamn).

6. lMpousBoauTenn nekapcTBeHHbIX CPEeACTB UMM OopraHusauuu, OCyLlecTBRASLWune BBO3 feKapCTBEHHbIX
npenapatoB B Poccuiickyio denepaumio, He MeHee 4YeM 3a OOWH rof A0 NfaHupyeMbiX MPUOCTaHOBMEHUS WU
npekpaLleHns NpoM3BOACTBA NeKapCTBEHHbIX NpenapaToB nnu nx Beo3a B Poccuickyio ®egepauuio yBegoMnNsoT
06 aToM dhegeparnbHbI OpraH UCMOMHUTENBHOW BNAacTW, OCYLLECTBASIOWMN OYHKLUN MO KOHTPOMI0 U Haa3opy B
chepe 3gpaBooxpaHeHUss M edepanbHbld OpraH MCMOMHUTENbHOW BIlaCcTW, OCYLLECTBNAWUNA YHKLMM MO
NUUEH3UPOBaHNIO MPOU3BOACTBA NEKapCTBEHHbLIX CPeACTB.

7. BBog B rpaxpgaHckMi 0OOpOT KaxOoW Cepunm WAM  Kaxgon napTum  UMMYHOOMOMOrm4eckoro
NeKapcTBEHHOro npenapaTta, npoudBegeHHoro B Poccuiickon ®epepauumn mnu BBO3MMOro B Poccunckyro
denepaumio, OCYLLECTBMSAETCS HA OCHOBaHMM pa3peLleHmst, BbiGaHHOro dpeaeparnbHbiM OpraHoM UCMOSHUTENBHOWN
BNacT, OCYLLECTBNSAOLWMM (YHKUMM MO KOHTPOM WM Haas3opy B cdepe 34paBOOXpPaHEHWsi, HA OCHOBaHWUM
BblJaHHOIO dhedeparnbHbIMU  FOCYAAPCTBEHHBIMU  GHOMKETHBIMU  YYPEXOEHUAMWN, YKa3aHHbIMKM B 4Yactn 4
HaCTOALLEN CTaTbW, 3aK/OYEHUS O COOTBETCTBUM CEPUU MMM NApPTMM MMMYHOOMOMOrMYECKOro feKapCTBEHHOMO
npenapata TpeboBaHMAM, YCTAHOBMEHHbIM MNPU €ro rocygapcTBEHHOW pernctpaumn. [lopsgok  Bblgaum
paspelleHns Ha BBOL B rpaXQaHCKMM 0OOpOT cepuu wvnyv napTum MMMYHOOMOMOrMYEecKoro JeKapCTBEHHOro
npenapaTa, a Takke NopsAoK Bbldayuu yKa3saHHOrO 3aKyYeHUs 1 pasmep nnaTbl 3a ero Bblgady ycTaHaBnmMBaTCA
MpasutenbctBOoM Poccuiickon ®epepaunn.

8. 3a HenpefcTtaeneHwe WNM  HECBOEBPEMEHHOE nNpefcTaBneHne [OKYMEHTOB W CBEOEHUN,
npeaycMoTpeHHbIX Yactamm 1, 2, 4, 5 n 6 HacToswen ctaTbW, NPOU3BOOUTENU NEKapCTBEHHbIX CPeacTB U
opraHm3aumuv, OCYLLECTBRSAKOLWME BBO3 JleKapCTBEHHbIX npenapatoB B Poccwuiickyto Pegepaumio, HecyT
OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOZATENbCTBOM Poccunckon ®epepaumn.

9. MNpeacrtaBneHve OOKYMEHTOB UM CBeAEHUN, NPedyCMOTPEHHbIX Yactamn 1, 2 u 4 HacToswen ctatbu, n
nonyyeHve npegycMOTPEHHOIO 4YacTbio 7 HacTosWEeN cTaTbM pas3pelleHus Ha BBOA WUMMYHOOWMOMOrM4eckoro
NEKapCTBEHHOro npenapara B rpaXgaHCcKuin obopoT He TpebylTcsi B OTHOLLEHUWM NEKapCTBEHHbIX MpenapaTtos,
npeaHasHadeHHbIX AN NPOBEAEHMST KITMHUYECKMX WCCNEeAOBaHUM JEeKapCTBEHHbIX MpernapaTtoB, MpPOBEAEHUsI
3KCMEePTM3bl JIEKAPCTBEHHbIX CPEACTB [fsl OCYLLECTBMEHUS TOCYAApPCTBEHHOW perncTpaumm nekapCTBEHHbIX
npenapaToB, a Takke B OTHOLUEHUN HE3APErMCTPUPOBAHHBLIX NTEKAPCTBEHHbIX MpenapaToB, NpegHa3HaAYeHHbIX Ans
OKa3aHusi MEOULVHCKOW MOMOLLM MO >KM3HEHHBIM MOKa3aHUAM KOHKPETHOrO nauueHTa Wnu rpynnbl NauneHTOoB,
BBO3UMbIX B Poccunckyto Penepaumnio B COOTBETCTBUM € YacTamu 3 u 3.1 ctatbmn 47 HacTosiwero degepanbHOro
3aKoHa.
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHerus: 19.03.2020
(c u3m. n pgon., BCTyM....

(B pea. PegepanbHoro 3akoHa ot 27.12.2019 N 475-03)

10. lMpu BbIABNEHMM B rpaxaaHCKOM obopoTe cepuun unv napTum NekapcTBEHHOro npenapaTta, JOKYMEHTbI 1
CBeJeHMs O KOTOPbIX, MPEeAYCMOTPEHHbIE YacTsiMK 1, 2 1 4 HaCTosLLEN cTaTbW, HE NPeAcTaBneHbl B doedeparnbHbIn
OpraH UCMOJSTHUTENBHON BNAaCTK, OCYLLECTBIAOWMA PyHKUMN MO KOHTPOSO 1 Hag3opy B cdepe 34paBoOOXpaHeHUs,
nnbo cepun nnun NapTMM MMMyHOBMONOIMYECKOrO NNEKAPCTBEHHOIO Npenaparta, He MMEILLMX pa3peLleHns Ha BBOA
B rpakgaHCKui 06opoT, NpegyCMOTPEHHOIO YacTblo 7 HacTosien ctaTbu, doeaepanbHbIl OpraH UCMOMHUTENbHON
BNacTW, OCYLUECTBASKLWUA (YHKUUMM MO KOHTPOMIO W Hag3opy B cdepe 34paBoOOXpaHeHWsi, B Mopsiake,
ycTaHoBneHHoM [lpaButensctBom Poccuiickon ®epepauumn, npyuHMMaeT pelleHre O npekpaLlleHnm rpaxaaHckoro
obopoTa Takux cepuu UnNu napTum A0 NpPencTaBfeHUs yKa3aHHbIX AOKYMEHTOB W cBedeHuMn nubo nonyyvyeHus
YKa3aHHOro paspeLUeHus.

Crtatba 53. Mpopaxa, nepegava NeKapCTBEHHbIX CPeACTB OpraHM3auusMW OMNTOBOW TOProBIM
neKapcTBeHHbIMU cpeacTBaMu

KoHcynbTaHTlmoc: npumeyaHue.
C 29.12.2020 B @63. 1 4. 1 cT. 53 BHOCATCA n3MeHeHus (O3 oT 27.12.2019 N 481-93).

1. OpraHusauuMm OMTOBOW TOProBMM JEKAPCTBEHHbIMW CPeACTBaMM MOTYT OCYLLECTBNSATb MpoAaaxy
neKkapcTBEHHbIX CPEeACTB MMM nepefaBaTb WX B YCTAHOBIIEHHOM 3akoHogaTenbcTBOM Poccuiickon Pepepaumu
nopsiake:

1) opyrum opraHn3aunsiM ONTOBOKW TOProBMY NeKapCTBEHHLIMU CpeACTBaMy;

2) npousBoaAMTENAM NIEKaPCTBEHHbLIX CPeaCTB AN Lenern Npon3BoACTBaA NIEKaPCTBEHHbIX CPeaCTB;
3) anTeyHbIM opraHM3aumsam 1 BETEPUHAPHBLIM anTeYHbIM OpraHM3auusm;

4) Hay4HO-MCCnefoBaTENbCKMM OpraHM3auusiM A Hay4yHo-uccneaoBaTenbckon paboTsl;

5) HavBuayanbHbIM NpeanpUHUMATENSM, UMEKOLLMM FNULEH3NI0 Ha hapMaLeBTUYECKYIO AeSTENbHOCTb UK
NULIEH3UIO HA MEANLIMHCKYIO AeATeNbHOCTb;

6) MeaunUMHCKMM opraHmsauusMm, B TOM 4YUCre CO34aHHbIM U 3aperncTpMpoBaHHbIM B COOTBETCTBMM C
3aKOHOAATENbCTBOM MHOCTPaHHOrO rocygapctea - udneHa OpraHv3aumy 3KOHOMWYECKOrO COTPyAHWYECTBA U
pasBUTUS  UHOCTPAHHLIM  LOPUONYECKMM  NWUaM, WHOVBMAYaNbHbIM  NpeanpuHUMaTensM, ABMASOLMMCS
yyacTHMKaMM npoekTa B cooTBeTCTBUM ¢ PefepanbHbiM 3akoHOM "O MexayHapogHOM MeOULIMHCKOM KracTepe U
BHECEHMM W3MEHEHM B OTAefbHble 3akoHoAaTeNbHble akTbl Poccuiickon degepaumn”, n BeTepUHAPHbLIM
opraHusaumsmM;

(B pea. PegepanbHoro 3akoHa ot 26.07.2019 N 240-93)

7) opraHM3aumaM 1 MHAMBUAYasnbHbIM MpeanpuHUMaTenam, OCYLLECTBSWMM pa3BeeHne, BbipallBaHne
N copep)kaHne XUBOTHbIX (3a UCKMOYEHNEM NPOAaXn UM hapMaLeBTUYECKMX CYOCTaHUMIA UK UX nepegayn).
(n. 7 B peq. ®enepansHoro 3akoHa oT 02.08.2019 N 297-93)

KoHcynbTaHTln0C: npumeyaHue.
C 29.12.2020 u. 2 cT. 53 usnaraetca B HoBo pegakumm (®3 ot 27.12.2019 N 481-03).

2. OpraHusauuMm OMNTOBOW TOProBNM fEKapCTBEHHbIMW CcpeacTBamMu 00s3aHbl XPaHWTb  3aKyMNIEeHHYHo
hapmaLeBTMYECKYO CyBCTaHLMIO cnupTa STUNOBOrO (3TaHoMa), OCYLWECTBNATL €€ peanu3auuio unu nepegady B
yCTaHOBMEHHOM 3akoHogaTenbcTBoM Poccuickon ®egepauun nopsake opraHmM3aumsM, yKasaHHbIM B MyHKTax 1 -
7 Yactn 1 HacTosiLen cTatbk, B Tape obbemom He 6onee 1 nutpa.

(vacTb 2 BBegeHa PegepanbHbiv 3akoHOM OT 29.07.2017 N 278-$3)

CrtatbAa 54. [paBuna onToBOM TOProBN NNEeKapCTBEHHbIMU CpeacTBaMu
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHerus: 19.03.2020
(c u3m. n pgon., BCTyM....

OnToBasi TOpProBnsi NeKapCTBEHHbIMW CPEACTBAMWU OCYLLECTBSIETCA MPOU3BOAUTENSIMU JEKAPCTBEHHbLIX
cpeacTB M opraHusauusiMym OMTOBOW TOProBfM JEKAPCTBEHHBbIMW CPEACTBaMWM MO MpaBuniaM Hagnexaien
ONCTPUOBLIOTOPCKON NPaKTUKM W MpaBuiiam Hagnexawlen npakTUKU XpaHeHUs U MNepeBO3KU JEKapPCTBEHHbIX
npenapaToB,  YTBEPXAEHHbIM  COOTBETCTBYIOLUMMK  YMNOMHOMOYEHHLIMW  dpefepanbHbiMM - opraHamu
NCMOSHWUTENbHON BNacTy.

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

Crtatba 55. [lopssaoK pO3HUYHOM TOProBNU JIeKapCTBEHHLIMU NpenapaTtamMum

1. Po3Hn4Has TOproBns nekapcTBEHHbIMW NpenapaTtamMu B KONMYEeCTBaxX, HEOOXOAMMbIX ANS BbINOMHEHUS
BpayebHbIX (penbalepcknx) HasHaYeHWn UnM  HasHadeHu cneuywanuctoB B obnactu  BeTepuHapuu,
OCYLLECTBMNSAETCA anTeYHbIMU OpraHn3auusiMu, BeTEPUHaAPHbIMU anTeYHbIMU OpraHu3auusiM1, UHAMBMAYanbHbIMU
npeanpuHUMaTensMy, UMeLWMMU  NULEH3MI0  Ha  apmaueBTUYeCKYl0  OesTenbHOCTb,  MEeAWULMHCKUMMU
opraHmsaumsamMu, UMEeLWMMM MUMUEH3NI0 Ha dapMaueBTUYECKYl0 AeATenbHOCTb, U uX 060cobneHHbIMK
nogpasgenexHmamn (ambynatopmsmu, enbawepckumm 1 penbawepcKko-akywepckMMmM MyHKTaMu, LeHTpamum
(oToenexHnammn) obuien BpayebHom (CeMenHO) NPaKTUKK), PacroNOXEHHBIMU B CEMbCKUX HACEMNEHHbIX MYHKTax, B
KOTOpbIX OTCYTCTBYIOT anTeyHble opraHvM3auun, U BeTepuHapHbIMW OpraHusaunsMy, UMeLWUMU NULEH3NI0 Ha
dapmaLeBTUYECKYIO AeATenbHOCTb. Pa3pelueHa po3HWYHas TOProBns TOMbKO NeKapCTBEHHbIMU npenapatamu,
3apernctpupoBaHHbiMM B Poccuickon depepaumv  MnM U3rOTOBMEHHBIMWM  anTeYHbIMKW  OpraHM3auusamMu,
BETEPUHAPHbLIMY anTeYHbIMW OpraHn3auusaMn, MHAMBUAYANbHLIMW NPeanpuHMMaTensaMu, UMELWMMUN FNLEH3NI0
Ha hapmaLeBTUYECKYIO AeAaTenbHOCTb. PO3HMYHasA TOProBns nekapcTBEeHHbIMY NpenapaTtaMm OCyLwecTBAseTcs no
npaBunaMm Hagnexaiwlen anTeyHoW MpaKTUKKW, YTBEPXKOEHHbIM YMNOMHOMOYEHHbIM heaepanbHbiM  OpraHoM
NCMONHUTENbHON BNacTu.

(B pea. PegepanbHbix 3akoHOB OT 25.11.2013 N 317-93, o1 22.12.2014 N 429-93)

2. Bugpl anTeyHbIX OpraHusauum K npasBuia OTMNycKa fekapCTBEHHbIX npenapaTtoB Ans MeAMLUHCKOro
NPUMEHEHMS anTeYHbIMW OpraHu3auMsaMu, MHOMBMAYaNbHbIMWU NPeanpuUHUMaTEensaMy, UMEILLMMN NIULEH3NIO Ha
dapmaLeBTUYECKYIO AeATeNbHOCTb, a Takke MpaBuna OTNycka NleKapCTBEeHHbIX npenapaTtoB NS MeAMLMHCKOro
NPUMEHEHNS MEANLMHCKUMW OpraHn3aunsamMu, MMeoLLMMN NINLEH3MI0 Ha ddapMaueBTUYECKYI0 OeATeNbHOCTb, U UX
obocobneHHbIMM  nogpasgeneHnamn  (ambynatopuamu,  denbawepckumm 1 henbAawepcKo-akyLepCKUMMm
nyHKTaMu, ueHTpamu (oTaeneHusMmu) oben BpavyebHON (CeMEeNHON) MPaKTUKK), PacroNiOXEHHbIMA B CENbCKMX
HaceneHHbIX MYHKTax, B KOTOPbIX OTCYTCTBYIOT anTeyHble OpraHuM3aumu, YTBEPKAAKTCH YNOMHOMOYEHHbIM
deneparnbHbIM OPraHOM UCMOMHUTENBbHOW BNacTu.

(8 pea. PegepanbHoro 3akoHa ot 25.11.2013 N 317-03)

3. I'Ipanma OTNyCKa HApPKOTUYECKUX CpeaCTB N NCUXOTPOMNHbIX BeleCTB, 3apermcTtpupoBaHHbIX B Ka4eCTBe
NeKapcTBEHHbIX MpenapaToB, IEeKapCTBEHHbLIX MpenapaTtoB, CoOAepXalluMxX HapKoTUYeckue cpeacTea  w
MCUMXOTPOMHbIE BELLECTBA, YTBEPXKAATCS YNONHOMOYEHHBIM dheaepanbHbIM OpraHoM UCMONHUTENBHON BNactu no
corrnacoBaHuio ¢ dhegeparnbHbiM OpraHoM UCMONTHUTENBHOM BNACTU, YNONHOMOYEHHbLIM B cdhepe BHYTPEHHUX Aern.
(B pea. PepgepanbHoro 3akoHa ot 03.07.2016 N 305-93)

4. JlekapcTBeHHble Mpenapartbl ANA BeTepUHapHOro MNpUMEHEeHWUs noanexar OTMNycKy BeTepuHapHbIMU
anTeYHbIMWU  OpraHu3auusMKn, BeTEepPUHAPHLIMW  OpraHu3aumusaMu, WHAMBUAYaNbHLIMKM - NpeanpuUHUMaTENSMK,
UMELLMMN  NULEH3NIO Ha dapMaueBTUYeCKylo AesATenbHocTb. OTNYCK NEeKapCTBEHHbLIX npenapaToB Ans
BETEPUHAPHOIO MPUMEHEHMUST OCYLLECTBNSIETCA B COOTBETCTBMM C NpaBUiiamMmyn Haanexalwen anTeyHon NpakTuku
rnekapcTBEHHbIX MpenapatoB Ans  BETEepUHapHOrO  MPUMEHEHMsl,  YTBEPXAEHHbIMU  YNONTHOMOYEHHbIM
denepanbHbiM OPraHOM UCMOMHUTESNBHOW BNacTu.

(B peq. PegepanbHoro 3akoHa ot 02.08.2019 N 297-03)

5. MNepeyvyeHb MeANLNHCKUX OpraHM3aumii, UMeKLWMX SIMLEH3NI0 Ha (hapMaLeBTUYECKY0 AeATENbHOCTb, U UX
060cobneHHbIX nogpasgeneHnint (ambynatopun, denbawepcknx n denbaepcko-akyLWepcKnxX NyHKTOB, LIEHTPOB
(oToeneHwnin) obweln BpavyebGHOW (CeMENHOW) MPaKTUKK), PaCMOSIOKEHHBIX B CEIbCKUX HACENEHHbIX MyHKTax, B
KOTOpPbIX OTCYTCTBYIOT anTeuHble OpraHnsaumy, a Takke nepeveHb fnekapcTBEHHbIX NpenapaToB (3a UCKNIYeHUeM
HapPKOTUYECKUX NEeKapCTBEHHbIX MpenapaToB U MCUXOTPOMHbIX NEeKapCTBEHHbIX NpenapaToB), npogaxa KoTopbiX
MOXET  OCYLIECTBMAATbCA  yKasaHHbIMW  opraHusaumsamMm M uUx  060CcoBNeHHbIMW  nogpasaeneHnsiMu,
yCTaHaBMMBaKOTCSA opraHaMu UCMOMHUTENbHOW BriacTh cyobekTtoB Poccuickon ®epepaunm.
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(peg. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHerus: 19.03.2020
(c u3m. n pgon., BCTyM....

(B pea. PegepanbHoro 3akoHa ot 25.11.2013 N 317-03)

6. AnTeyHble oOpraHuM3aumMv, UHAMBUAYaANbHblE  NPEAnPUHMMATENNW, WUMEKLIME  JMUEH3NIO  Ha
dhapmaLeBTUYECKYD AesiTenbHOCTb, 00s13aHbl obecneuvBaTth yTBEpPXKAEHHbIN [MpaBuTenbcTBoM Poccuiickon
denepaumn 1 HOPMUPYEMBIA B YCTAHOBMEHHOM WM MOPSIAKE MUHUMarbHbIA ACCOPTUMEHT JeKapCTBEHHbIX
npenapaToB, HEOOXOAMMBbIX A1 OKasaHUs MeaULIMHCKON NOMOLLW.

(4acTb 6 B pen. PegepanbHoro 3akoHa ot 25.11.2013 N 317-03)

7. AnTeuyHble opraHusauuu, WHAMBMAYyamnbHble  MNpeanpuHUMaTeny, MMeLlMe  NULEH3W  Ha
hapmaLeBTUYECKYI0 AeATenbHOCTb, HapsAy C NeKapCTBEHHbIMWM NpenapaTtaMmyM MMEloT npaBo npuobpeTtatb U
npogaeaTb MeAVMUMHCKME u3fenvs, AesvHduuupylowme cpeactsa, NpeaMeTbl M CPeAacTBa fMYHOW TUMMEHB,
nocyay ANS MeauMUMHCKMX uenen, npeaMeTbl W CpeacTsa, npedHasHadeHHble And yxoga 3a 60mbHbIMK,
HOBOPOXAEHHbIMW U AeTbMW, He AOCTUTLMMW BO3pacTa Tpex feT, OYKOBYK ONMTUKY W CpeacTBa yxoda 3a Hew,
MWHeparnbHble BOAbI, NPOAYKTbI fle4eBHOro, AeTCKOro U ANeTUYECKOro NUTaHWs, BMoNorMyeckn akTnBHble J0GaBKK,
napdloMepHble N KOCMeTUYecKne cpeacTBa, MedVMLMHCKUE U CaHWTapHO-NPOCBETUTENbHbIE MevaTHble U34aHus,
npegHa3HavYeHHble AN nponaraHabl 340pOBOro 06pasa X13Hu.

(B pea. PepepanbHbix 3akoHoB OT 27.07.2010 N 192-93, o1 25.11.2013 N 317-93)

8. [eaTenbHOCTb anTeyHbix opraHmsauuin BoopyxeHHbix Cun Poccuinckon Pegepauun, OpYyrnx BOWCK,
BOMHCKNX (hOPMMPOBAHWIA M OpraHoB, B KOTOPbIX 3akoHodaTenbcTBoMm Poccuiickon ®depepauum npegycMoTpeHo
NPOXOXAEHMe BOEHHOM Cny0bl unu deaeparnbHOM rocygapcTBEHHON Cnyx0bl, CBA3aHHOW C NPaBOOXPaHUTESNbHOW
AeATeNbHOCTbIO, perfnaMmeHTMpyeTcsa HacToawmnM deaepanbHbIM 3aKOHOM U YTBEPKOEHHBIMU COOTBETCTBYHOLLMMM
denepanbHbIMM OpraHamy MCMOMHUTENBHON BRacTu MnornoxeHnsiMu. KoHTponb 3a cobniogeHneM ykasaHHbIMU
anTeyHbIMW  OpraHM3auusMuM  MOMNOXEeHWW  Hactodwero  PegepanbHOro  3akoHa  OCYLLECTBRSAETCH
cooTBeTCTBYOLWNMN hegepanbHbIMM OpraHamMmmn UCMONHUTENBHON BNacTy.

(B pea. PepgepanbHoro 3akoHa ot 13.07.2015 N 262-93)

CrtatbAa 56. U3roToBneHne 1 oTNycK rieKapcTBEHHbIX NpenapaToB

1. U3rotoBneHue NNeKapCTBEeHHbIX MnpenapaTtoB anTe4YHbiIMU OpraHunsaunamMmiu, BeTepuHapHbIMU anTeYHbIMU
opraHunsaumamun, wuHOuBMAyarbHbIMU  npeanpuHuMmarendamm, uMmerwmMmn  JnUUueH3nK Ha (*)apMaLl,eBTVIHeCKyPO
0eATeNIbHOCTb, OCYWEeCTBJIAETCA Mo peuentaM Ha JeKapCTBeHHble npenapartbl, no Tpe6OBaHMFIM MeaNLMNHCKNX
opransau,MPl, BeTepMHapHbIX opraHmsau,Mﬁ B COOTBETCTBMM C TMNpaBunamMm U3rOTOBIEHNA U OTNYCKa
NeKapCTBEeHHbIX npenapartoB, YyTBepXAeHHbIMU YNOJIHOMOYEHHbIM (beﬂ,epaﬂbelM opraHom MCMNONHUTENBbHON
BIacTu.

2. Tpu W3roTOBMEeHWM JleKapCTBEHHbIX MNpenapaToB anTeyYHbIMU OpraHu3auusiMu, BeTepUHapPHbIMU
anTeyHbIMU  OpraHMsauMsiMK,  UHOVBUAYANbHLIMU  MPEANPUHUMATENAMU,  UMEWUMM  MIMLEH3NIO  Ha
hbapmaLeBTMYECKY0D  OeATeNbHOCTb,  WUCMOMb3YTCA  (hapmaueBTMYeckue  cybcTaHuuu,  BKMOYEHHble
COOTBETCTBEHHO B TOCYOApCTBEHHbI PEECTp IEeKapCTBEHHbIX CPEeACTB AN MEAMUMHCKOTO MpUMEHeHUs U
rocyapCTBEHHbIA PEECTp JIeKapCTBEHHbIX CPeACTB A1l BETEPUHAPHOIO NPYMEHEHWs! B YCTaHOBIIEHHOM NOpsiaKe.
He ponyckaeTcs W3roToBMneHWe anTeyHbiMM OpraHu3auusaMu, BeTEePUHAPHBbIMU anTeYHbIMU OpraHU3auusiMu,
UHOMBMAYANbHLIMU  NpeanpUHUMaTensM1, UMEWUMM  TIUUEH3UI0 Ha (apmMaleBTUYECKYl0 AesTeNbHOCTb,
neKkapcTBEHHbIX NpenapaTtos, 3aperMcTpupoBaHHbIX B Poccuiickon ®eagepaumm.

3. MapKVIpOBKa NNeKapCTBEHHbIX npenapaTtoB, U3roToOBJIEHHbIX anTe4YHbIMU OpraHn3auuamun, seTepuHapHbIMn
anTe4vyHbIMKn opraHusaumamu, nHamemnayanbHbIMU npeanpuHnMmaTenamu, nMerwnmmn NTNUEH3no Ha
d)apmau,eBTquCKyro AeATeNIbHOCTb, U O(*)OpMJ'IeHMe Takmx npenapartoB [OOJIKHbl COOTBETCTBOBATb MpaBuiam,
YKa3aHHbIM B 4aCTu 1 HacToswen cTaTbu.

4. AnTeyHble opraHv3auuun, BeTepuHapHble anTeyHble opraHu3auuun, nHanBMAyasnbHble NpeanpuHUMaTeny,
UMetoLwmne NULEH3NIO Ha apMaLeBTUYECKYD AeATernbHOCTb, HECYT OTBETCTBEHHOCTb 3a HecobnoaeHne npasBun
N3roTOBMEHNS WM OTMNyCKa JieKapCTBEHHbIX NpenapaTtoB B COOTBETCTBUM C 3aKoHOOATenbCTBOM Poccuinckon
depepauymm.

Ctatba 57. 3anpeweHne npogaxu anbCUPUUNPOBAHHbLIX FEeKapCTBEHHbIX CPeacTs,
Heao6pOoKavYeCTBEHHbIX JIEKAPCTBEHHbIX CPeACTB, KOHTPa(haKTHLIX JIeKapCTBEHHbIX CPEACTB
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(peg. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHerus: 19.03.2020
(c u3m. n pgon., BCTyM....

Mpogaxa anbCUUUMPOBAHHbBIX MEKapCTBEHHbIX CPeAcTB, HeAobpoKauyeCTBEHHbIX feKapCTBEHHbIX
CpPeAacTB, KOHTpadaKTHbIX NEeKapCTBEHHbIX CPEACTB 3anpeLlaeTcs.

Crtatbsa 58. XpaHeHue nekapcTBeHHbIX CPeAcTB

1. XpaHeHne nekapCTBEHHbIX CPeACTB OCYLECTBNAETCH MNPOU3BOAMTENAMU FEeKapCTBEHHbIX CPeAcTs,
OopraHy3auMsMy ONTOBOW TOProBNW NeKapCTBEHHbIMU CPpeACcTBaMu, anTeYHbIMW OpraHn3aumsaMu, BeTepuHapHbIMy
anTeyHbIMW  OpraHv3auvsMy,  WHOMBUAYanbHbIMW  NpeanpuHMMaTensaMy,  MMeWUMM  NUUEH3NK  Ha
hapMaueBTUYECKY0 OeATEeNbHOCTb WM MMUEH3NI0  Ha  MEOVUMHCKYI0  AeSTenbHOCTb,  MeOMLMHCKMMU
opraHu3auusMn, BeTEPUHAPHBIMW OPraHM3auusIMM M WHbIMKM OpraHvM3auusMu, OCYLLEeCTBRSWMMKN obpalleHue
neKapCcTBEHHbIX CpeacTB. XpaHeHne NekapCTBEHHbIX CPEACTB Arsl BETEPMHAPHOIro NPYMEHEHNs1 opraHM3aumsamm u
NHOVBMAYanbHbIMU NPEANPUHUMATENSMU B CNy4asx, €CN OHW UCTIONb3YHTCSt UCKITIOYMTENBHO MPWU pasBedeHnu,
BblpalLMBaHNM, COAEPXKAHUM W JIEYEHUUN XKMBOTHBIX, MOXET OCYLLECTBNATbCA 6e3 MnonyyYeHus NUULEH3UM Ha
dhapmMaLeBTUYECKYIO AEATENbHOCTb.

(B pea. PegepanbHoro 3akoHa ot 22.10.2014 N 313-93)

2. I'IpaBVlna XpaHeHua neKapCTBEeHHbIX CpeacTB YTBepXAakTCA COOTBETCTBYHOLWMM YNOJTHOMOYEHHbIM
cbe,qepaanblM opraHom NCNONHUTENBbHON BNAcTu.

3. XpaHeHue HapKOTUYECKUX JEeKapCTBEHHbIX CPEeACTB, MCUXOTPOMHBIX FNEKApCTBEHHbIX CPeacTs,
pagnodapmMaLeBTUHECKMX NEKAaPCTBEHHbIX CPEeACTB OCYLUECTBNSAETCA B COOTBETCTBMM C 3aKOHOAATENbCTBOM
Poccuickon ®egepaumn.

Cratba 58.1. lpeameTHO-KONMUYECTBEHHbIN Y4YeT JIeKapCTBEHHbIX CPeACTB AN MeAULMHCKOro
NnpUMeHeHunA
(BBegeHa degepanbHbIM 3akoHOM OT 25.12.2012 N 262-93)

1.  lepevyeHb  nekapCTBEHHbIX  CPeACTB  ANst  MEAMUMHCKOrO  MPUMEHEeHUsl,  noanexalumx
NpeaMeTHO-KONMYECTBEHHOMY Y4YeTy, YTBEPXKAAETCA YNOMHOMOYEHHbIM (hefepanbHbIM OpraHoM UCMOMHUTENBHOM
BMacTu.

2. I'Iopﬂ,qox BKIIOYEHNUA nNeKapCTBeHHbIX cCpeacts And MeauMuMHCKOro npuMeHeHuna B MNepedeHb
NeKapcTBEHHbIX CPeACTB ANS MEAULMHCKOrO NMPUMEHEHWs, Moanexawnx npeaMeTHO-KONMYECTBEHHOMY Y4eTy,
yCTaHaBNMBaEeTCA YMNOMHOMOYEHHbIM (heaeparnbHbIM OpPraHoM MUCMOMHUTENBHOW BRacTM MO COrMacoBaHWIO C
chenepanbHbIM OpraHOM UCMOMHUTENBHOW BMACTU, YNOMHOMOYEHHBLIM B chepe BHYTPEHHMX Oer.

(B pea. PepgepanbHoro 3akoHa ot 03.07.2016 N 305-93)

3. lNMpeameTHO-KONNYECTBEHHbIA Y4eT NeKapCTBEHHbIX CPEACTB AN MEeOULMHCKOrO NPUMEHEHWsa BenyT
NPOM3BOAUTENN NEKAPCTBEHHbIX CPeACTB, OpraHuM3auuuM ONTOBOW TOProBMM IEKapCTBEHHLIMU CpeacTBaMy,
anTeyHble opraHu3auuu, UHAMBWUAYanbHble NPeanpuHUMAaTEny, UMelLlMe NULEH3NKD Ha dapMaLeBTUYECKYO
[esiITENBHOCTb UMW MULEH3NI0 HA MEAULIMHCKYIO OeATENbHOCTb, 1 MeAULUHCKME OpraHu3aumm, ocyLLecTBsoWme
obpalleHne nekapcTBEHHbIX CPEACTB ANs MEAULIMHCKOTO NPUMEHEHUS, MyTEM perncTpaumm nobbiX cBA3aHHbLIX C
nx obpalleHMeM onepauuit, MpU KOTOPbIX M3MEHSIETCA WX KOMMYECTBO M (MNKN) COCTOsIHWME, B CreumanbHbIX
XypHarnax yyeTa onepauui, CBA3aHHbIX C OOpalleHneM feKapCTBEHHbIX CPeaCcTB ANA MeQULMHCKOTO NMPUMEHEHNS
(oanee - cneyunanbHbie XypHarbl).

4. TlpaBuna perucTpauun onepauun, CBSA3aHHbIX C OOpalleHMeM neKapCTBeHHbIX CpeacTB Ans
MeOMLMHCKOrO NPUMEHEHUS, BKIMIOYEHHbIX B NepeyeHb NekapCcTBEHHbIX CPEACTB AN MeAULMHCKOro NPpUMEHEHNS,
noanexatumx npeaMeTHO-KONMYECTBEHHOMY YYeETY, B CneumarnbHbIX XypHanax u npasuna BeeHUs U XpaHeHus
cneumarnbHbIX XXYypHanoB yTBEPXKOAOTCS YNONHOMOYEHHbIM dhefeparnbHbiM OPraHoM UCMOMHUTENBHOW BNACTU.

5. KoHTpornb 3a cobnogeHnemM npaBun permctpauumn onepauun, cBsidaHHbIX ¢ obpalleHneM fekapCTBEHHbIX
CPEACTB ANst MEAULMHCKOrO NPUMEHEHWUS], BKIIOYEHHbIX B MEPEYeHb NIEKAPCTBEHHbIX CPEACTB A4S MEeOULMHCKOrO
NPUMEHEHUS, MOAMeXalMx npeaMeTHO-KONMYECTBEHHOMY Y4YeTy, B CreumaribHbIX XXypHanax, a Takke 3a
cobnogeHnemM npaBun BEAEHUS UM XPaHEHUSsI CheuManbHbIX >XKYPHanoB BO3NnaraeTcsl Ha YNOJIHOMOYEHHbIe
deneparnbHble opraHbl MCMOMHUTENbHOW BNAacTU U opraHbl UCMOMHUTENbHOW Bractu cybbekToB Poccuiickon
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(peg. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHerus: 19.03.2020
(c u3m. n pgon., BCTyM....

denepaumn, ocyLeCcTBRAAIOWME NULEH3NPOBAHNE MPOM3BOACTBA NEKAapCTBEHHbIX CpeacTs, dhapmaueBTU4eCcKon
OeATENbHOCTU U MeQULMHCKON OesTENBHOCTU, U OCYLLECTBISETCS B paMKaXx JIMLEH3MOHHOIO KOHTPOSS.

naea 11. YHUHTOXEHUE NNEKAPCTBEHHbIX CPELOCTB
Cratbsa 59. OcHOBaHUA 1 NOPSAAOK YHUUTOXEHUSA NTeKapCTBEeHHbIX CPeaAcTB

1. HepoGpokayecTBeHHbIe MeKkapCcTBEHHble CPeAcTBa, anbCUULMPOBaHHbIE NEKapCTBEHHbIE CpeacTBa
noanexar M3bsSTUIO M3 obpalleHUst K YHUHTOXEHUIO B nopsiake, ycTaHoBneHHoM [MpaBuTtensctBom Poccuickoi
®epepaumn. OcHOBaHMEM [ONSI  YHUYTOXEHUS NEKapCTBEHHbIX CPEACTB SIBMSIETCS pelleHue Bragenbua
neKapCcTBEHHbIX  CPEACTB, peLleHWe  COOTBETCTBYIOLLEro  YMNONHOMOYEHHOro  doefeparnbHOro  opraHa
NCMONHWUTENbHON BNacTW UNu peLleHue cyaa.

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

2. KoHTpadhakTHble nekapCTBEHHble cpeacTBa noanexar U3bATUMIO M3 0BpalleHuns U YHUYTOXEHU Mo
peweHnio cyda. [lopsgok YHUMTOXEHWUsI KOHTpadaKTHbIX JNeKapCTBEHHbIX CPEACTB YCTaHaBNMBaeTCs
MpasutenbctBOoM Poccuiickon ®epepaunn.

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

3. Pacxogpl, cBsi3aHHbIe C YHUYTOXEHNEM KOHTpa(baKTHbIX JIeKapCTBEHHbIX CpencTs, Heﬂ,O6pOKa‘-IeCTBeHHbIX
NeKapCTBEeHHbIX CpeacTs, (*)aJ'IbCI/I(*)I/ILI,I/IpOBaHHbIX NeKapCTBEeHHbIX CpeacTB, BO3MELLATCA UX BrnaaesnbLeM.

4. Brnageney nekapCTBEHHbIX CPeAcTB AOIPKEH MpeacTaBuMTb B YNOMHOMOYEHHbIN heaepanbHbid opraH
NCMOMNHWUTENbHOW BNAacTh OOKYMEHT WUNW 3aBEpPEHHYI0 B YCTAHOBMEHHOM MOPsSiAKe ero Konw, noarsepxgatolime
aKT YHNUTOXEHUNSA NeKkapCTBEHHbIX CPeacTB.

5. CooTBeTCTBYIOLWMIN YNONHOMOYEHHbIM eaepanbHblil OpraH MWCMOMHUTENbHOW BMNAcTW, MNPUHABLLWUA
peLueHne 06 YHNUTOXEHWUN NIeKapCTBEHHbIX CPeACTB, OCYLLECTBNSET KOHTPOSb 3a UX YHUUTOXEHNEM.

6. YHUYTOXEHME NEKAPCTBEHHBLIX CpeACcTB NMPOM3BOAMTCA OpraHvM3aumsiMv, UMEKLWUMKN COOTBETCTBYHIOLLYIO
nVUeH3no, Ha cneumanbHO 00O0pyooBaHHbIX Mfowagkax, MonuMroHax W B cneumanbHO 060pyaoBaHHbIX
nomelleHmax ¢ cobniogeHmem TpeboBaHuM B o6GnacTu OxpaHbl OKpyXawLen cpegbl B COOTBETCTBUU C
3akoHogaTtenbcTBoM Poccuinckon ®egepaumn.

7. HapkoTuueckune NeKapCcTBEHHbIE CpeAacTBa, NCUXOTPOMHbIE neKkapcTBeHHbIE CpeAacTBa,
pagnodapMaLeBTMYECKUE JIEKAPCTBEHHbIE CPEACTBA YHWYTOXAKTCA B COOTBETCTBUM C 3aKOHOAATENbCTBOM
Poccuinckon ®egepaumn.

Mnaea 12. FOCYOAPCTBEHHOE PEIYJIMPOBAHUE LIEH
HA NNIEKAPCTBEHHbIE NMPENAPATbI ANA MEOULUMHCKOIO NPUMEHEHUA

Cratba 60. Focy.qapCTBeHHoe perynmpoBaHue uUeH Ha neKapCTBeHHble npenapartbl AOnsa
MeaAULUNHCKOro npyuMmeHeHuns

locynapcTBeHHOe perynvpoBaHue LieH Ha fekapcTBeHHble mpenapartbl AN MeauLMHCKOro MpuMeHeHus
OCYLLEeCTBNAETCH NOCPEACTBOM:

1) yrtBepxgeHus [MpaButenbctBom Poccuiickon Pepepaumm MNEPeYHs KUBHEHHO HEOOXOAMMBIX U
Ba)XXHENLUNX JTEKAPCTBEHHbIX MpenapaToB, KOTOPbIA CPOPMMPOBAH B YCTAHOBIEHHOM MM MOPSAKE HA OCHOBE
KOMMJIEKCHOM OLEHKWN NeKapCTBEHHbIX NpenapaToB, BKMNOYas aHanui cBedeHU O CPaBHUTESTIbHOW KIIMHWUYECKON
achpekTMBHOCTM N 6E30MaCHOCTUN NEKAPCTBEHHOIO CPEACTBa, OLLEHKY 3KOHOMWYECKMX MOCNEenCTBUN NPUMEHEHWS
NEKapCTBEHHOro CpeacTBa M U3yYeHne OOMNONHUTENbHbBIX MOCNEeACTBUN MPUMEHEHUS NIEKAPCTBEHHOIO CPeACTBa;
(n. 1 B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2) yTBEpXAEHUsT METOAMKM pacyeTa npefdernbHbIX OTMYCKHbIX LieH MpouM3BoAUTENel Ha rekapcTBEHHble
npenapaTbl, BKIHOYEHHbIE B MepeyYeHb XM3HEHHO HeoGXOoAMMbIX U BaXXHEWLUMX FleKapCTBEHHbIX MpenapaToB, a
TakkKe BHEAPEHUS MEXaHU3MOB (DOPMMPOBAHUS CUCTEMbI PEPEPEHTHbIX LIEH;

(B pen. PepepanbHbix 3akoHOB OT 22.12.2014 N 429-03, o1 06.06.2019 N 134-03)
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(peg. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHerus: 19.03.2020
(c u3m. n pgon., BCTyM....

3) rocygapCTBEHHOW peructpaumm npefenbHbIX OTMYCKHbIX LIeH MpPOM3BOAWUTENEN Ha rekapCTBEHHble
npenapaTbl, BKNIOYEHHbIE B NEPEYEHb XN3HEHHO HEOOXOAMMBIX U BaXKHEWLLMX NEKapCTBEHHbIX NpenapaTos;
(B pea. PegepanbHoro 3akoHa ot 06.06.2019 N 134-03)

4) BeeHNA rocynapCTtBeHHOro peectpa npeaeibHblX OTNYCKHbIX LUeH npomssop,meneﬁ Ha nekapCTBeHHble
npenaparbl, BKINKOYEHHbIE B NepeyYeHb XN3HEHHO HeobX0AMMbBIX U BaXKHENLLMX JIeKapCTBEHHbIX NpenaparTtos;

5) yTBepXaeHUs MeTOAMKM YCTAHOBIIEHWSI OpraHamMu WCTOSNHWTENbHOM BrnacTu cybbekTtoB Poccuiickoit
denepaumn npegenbHbIX PasMepoB OMNTOBbIX HaAGaBoOK WM NpederbHbIX Pa3MepoB PO3HWYHBLIX HaabaBoK K
(haKTUYECKUM  OTMYCKHbIM LieHaM, YCTaHOBMIEHHbIM MPOM3BOAUTENAMMU NEKAapCTBEHHbLIX MpenapaTtoB, Ha
NeKapcTBeHHble npenapaTbl, BKIOYEHHbIE B NEpeYeHb KM3HEHHO HEOBXOAMMbIX U BaXKHEWLIMX JeKapCTBEeHHbIX
npenapaTos;

6) ycTaHOBNeHus npefenbHbIX pPasMepoB ONTOBbIX HagGaBOK M MpederbHbiX PasmMepoB  PO3HUYHbLIX
Han6aBoK K haKTUYECKUM OTMYCKHbLIM LieHaM, YCTAaHOBMNEHHbIM NPON3BOAUTENAMM NEKAapPCTBEHHbIX NpenapaTos, Ha
neKkapcTBeHHble npenaparbl, BKIOYEHHbIE B NepeyeHb XM3HEHHO HEeoBXOOUMbBIX U BadKHEWLIMX MeKapCTBEeHHbIX
npenaparos;

7) yTBEpPXXAEHWNS nopsgka Bblgavv nNpeannucaHvuin opraHam MCMONHUTENbLHON Brnactu cybbekToB Poccuiickon
depepaumm o npuBegeHUM B COOTBETCTBME C 3akoHoaaTtenbcTBoM Poccuiickon Pepepauumn peleHnn o6
YCTaHOBMEHMN NpeaenbHbIX pasMepoB OMNTOBbLIX HaabaBoK M MpeAenbHbIX pasMepoB PO3HMYHLIX HaabaBOK K
PaKTUYECKMM OTMYCKHbIM LieHaM, YCTaHOBMEHHbIM MPOM3BOAUTENSAMWU JEKAPCTBEHHbIX MNpenapaToB, Ha
NeKapCTBEHHbIe npenapaTbl, BKIYEHHbIE B MEPEYEHb XMU3HEHHO HEOOXOOAUMbIX U BaXKHEWLIUX NeKapCTBEHHbIX
npenapaToB, e€Cnv OHW MPUHATLI C HapyweHuem 3akoHopaTenbctBa Poccunckon degepaunmu, B nopsiake,
ycTaHoBneHHoM [NpaBuTtensctBom Poccuiickon Pepepaumu;

8) HanpaBneHus YMNOMHOMOYEHHbIM dhedeparnbHblM  OPraHoM  WUCMOMHUTENbHOW BnacTu  opraHam
ncnonHuTensHoW Bnactu cybbekToB Poccuiickon depepaumy npegnucaHui o NpuBegeHWM B COOTBETCTBME C
3akoHogatenbctBoM Poccunckon defepaunm MNpUHATBIX C  HapyleHwem 3akoHodaTenbcTBa Poccuiickon
depnepaummn pelleHnii 06 yCTaHOBMNEHUN MpedeNibHbIX pa3MepoB OMTOBbLIX HaA0aBOK M MpedernibHbIX pa3MepoB
PO3HMYHbIX HAAbaBOK K LieHaM Ha NleKapCTBEHHbIE NpenapaTbl, BKITYEHHbIE B NEPEYEHb XU3HEHHO HEOOXOANMBIX
N BaXXHENLLUNX NEKapCTBEHHbIX NpenapaTtos;

9) ocyuwiecTBrneHus denepanbHOro rocygapCTBEHHOrO Haasopa B cdepe obpalleHuss nekapCTBEHHbIX
CpeacTB U pervoHasnibHOro rocyAapCTBEHHOIO KOHTPOSS 3a NMPUMMEHEHWEM LieH Ha feKapCTBEHHble Npenaparhb
COOTBETCTBEHHO  YMOMHOMOYEHHbIMU  doeeparnbHbiMU  OpraHamMu  UCMOMHUTENBHOW BMAcTM W opraHamu
ucnonHuTensHoW Briactu cybbektoB Poccuiickon @Pepepaumm COrmacHo MX KOMMETEHUUW B Mopsiake,
ycTaHoBneHHoM [NpaBuTtensctBom Poccuiickon ®eaepaumu,

(n. 9 B peq. ®enepansHoro 3akoHa oT 25.06.2012 N 93-93)

10) NnpMmeHeHnsa NpegyCMOTPEHHbIX 3akoHogaTenbcTBOM Poccuiickon ®efepaumm mep oTBETCTBEHHOCTM 3a
HapylweHne nopsigka LeHoobpa3oBaHMS Ha fekapCTBEHHble npenaparbl, BKIHOYEHHbIe B MEepeYvYeHb XM3HEHHO
HeobXOAMMBIX U BaXKHEMLLNX leKapCTBEHHbIX NpenapaTos.

(B pea. PegepanbHoro 3akoHa ot 27.12.2019 N 475-03)

KoHcynbTaHTlM0C: npumeyaHue.
3apeructpupoBaHHble o 07.06.2019 npepenbHble  OTMYCKHblE  LeHbl  noanexar  obsi3aTenbHOn
nepepeructpaumm B 2019 - 2020 rogax B cootBeTcTBUM €O CT. 2 3 0T 06.06.2019 N 134-3.

Cratba 61. lNocymapcTBeHHasi permcTpauusi M nepeperucrpauusi npeaenbHbIX OTMYCKHbIX LieH
npowsBonMTeneﬁ Ha nekKapcTBeHHble npenapaTtbl, BKIIO4YeHHble B nepevyeHb XXWU3HEHHO HeOGXOAMMbIX n
BaXXHeMLUNX NeKapCcTBeHHbIX NpenapaToB

(B peq. PepepanbHoro 3akoHa ot 06.06.2019 N 134-03)

1. MNpegenbHasa OTNyCKHasA LieHa NPOU3BOAUTESNS Ha NEeKapCTBEHHbIN npenapar, BKIIYEHHbIN B nepeyvyeHb
XN3HEHHO HEOBXOANMBIX N BaXXHEWNLLUX NeKapCTBEHHbIX NpenapaToB, NOAMNEXUT rocygapCTBEHHOW pernctpaumm B
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHerus: 19.03.2020
(c u3m. n pgon., BCTyM....

nopsigke, yctaHosneHHoMm [lpaButenbctBom Poccuiickon ®denepauun, Ha OCHOBaHMM NpeacTaBreHHOro B
YMOMHOMOYEHHbIN hbeaepanbHbIi OpraH WUCMNONMHUTENBHOM BRAacTU 3adBneHus gepxaTtena unu Bnagenbua
perncTpaumoHHOro yaoCTOBEPEHNSI NEKAapPCTBEHHOIO npenapaTa (YNonHOMOYEHHOro UM nuua).

2. 3apernctpypoBaHHasi npedenbHas OTMNYCKHAs LieHa MNpovM3BOAUTENSA Ha NeKapCTBEHHbIN npenapar,
BKITIOYEHHBIN B MepeyeHb >KU3HEHHO HeobXoAWMbIX M BaXKHEWMLLIMX NeKapCTBEHHbIX MpenapaTtoB, MOXeT ObiTb
nepeperucTpupoBaHa B CTOPOHY YBENMYEHWS OOWH pa3 B KarieH4apHOM rogy Ha OCHOBaHWMW MPeACTaBIIEHHOMO B
YMOMHOMOYEHHbIN hbeaepanbHbIi OpraH UCNONMHUTENBHOM Bnactm o 1 okTsabpsa kaxgoro roga 3asiBrieHust
Jepxartens unv Bnagensla perncTpauuoHHOro yaoCTOBEPEHUA NnekapcTBEHHOro npenapata (YnosIHOMOYEHHOro
UM nuua).

3. 3apernctpupoBaHHas npefenbHas OTMYCKHAs LieHa NpPOM3BOAMTENsI Ha NeKapCTBEHHbIA npenapar,
BKIMIOMEHHBLIN B NepeyeHb XM3HEHHO HEOOXOAMMbLIX U BaXKHEMLWUX feKapCTBEHHbIX MpenapaToB, MOXeT ObiTb
nepeperncTpMpoBaHa B CTOPOHY CHWXEHWSI Ha OCHOBAHUW MPEACTaBMNEHHOrO B YNONHOMOYEHHbIW (heaepanbHbIii
opraH WCMOSIHUTENbHOW BriacTM 3asiBfieHUs AepXaTens wnv Bragenbua pernctpaumMoHHOro YAOCTOBEPEHMS
rniekapcTBEHHOro npenapara (YrnofHOMOYEHHOIO UM fnua).

4. [epxatens wunu Brageney perncTpauMoHHOrO  yAOCTOBEPEHUS NeKapCTBEHHOro npenapara
(ynonHomo4yeHHOe MM nuuo) 06s3aH nNpeacTaBuTb B YNONTHOMOYEHHbLIN deaepanbHbii opraH UCMOMHUTENbHOW
BMacTu 3asiBfieHVMe O MmepeperucTpauuy 3aperMcTpyMpoBaHHOW MpedenbHON OTMYCKHOWM LieHbl Npov3BOANTENS Ha
rnieKkapCTBEHHbI MpenapaT, BKIOYEHHbIN B MepeyeHb XU3HEHHO HeoOXOAMMbIX U BaXHEWWWX feKkapCTBEHHbIX
npenapaToB, B CTOPOHY CHWXEHWS B CrieaytoLwmnx cnyyasx:

1) CHWXeHWe LeHbl B MHOCTPaHHOW BanioTe Ha NeKkapCTBEHHbIV NpenapaT B cTpaHe Npov3BoanTens u (unu)
B CTpaHax, B KOTOpbIX II€KAPCTBEHHbLIA NpenapaTt 3aperucTtpyMpoBaH W (MnM) B KOTOpble MOCTaBMsiETCS
Npou3BOAUTENEM;

2) CHWKeHWe LeH Ha pedepeHTHbIe NeKapCTBEHHbIE npenapartbl B COOTBETCTBUM C MYHKTOM 1 HacTosLlen
yactm (Ons  COOTBETCTBYWLUMX  BOCMPOM3BEAEHHbIX, OuoaHanorosbix (6MONOJOOHLIX) NEKapCTBEHHbIX
npenapaTos);

3) npeBbllleHWe MpeaensHON OTMYCKHOM LeHbl Ha nepBbli  BOCNPOM3BEAEHHbIN, ©GuoaHanorosbIn
(6buonogoOHLIN) NekapCTBEHHbLIN MpenapaT WMHOCTPAHHOIrO MPOM3BOACTBA HaA MpeferibHOW OTMYCKHOM LEeHOoW
npou3BoauTenst Ha BTOPOW BOCMPOM3BEAEHHbIN, GuoaHanoroebl (6MONOAOGHBIN) NEKapCTBEHHbLIA Npenapar,
paccynMTaHHOM B COOTBETCTBUM C METOAMKON, yTBEPXAeHHOM NpaBuTenscTBoM Poccuiickon degepaumu;

4) npeBbilleHWe MNpPeAenbHONM OTMYCKHOM LEHbl Ha MepBblii  BOCNPOW3BEAEHHbIA, OMOAHanoroBbIn
(6rionopobHbIN) nekapcTBEHHbINM NpenapaTt NpPovM3BOAMTENSA rocyaapcTBa - YneHa EBpasminckoro SkOHOMMUYECKOro
COK3a Hag npedenbHOM OTMYCKHOM LEHOW MpoM3BOAUTENS Ha BTOPOM BOCMPOU3BEAEHHbIW, GMoaHanoroBbIn
(6rionogobHbIN) nekapcTBEHHbINM NpenapaTt NPovM3BOAMTENSA rocyaapcTBa - YneHa EBpasminckoro SkoHOMMUYECKOro
COl03a, paccyYMTaHHOM B COOTBETCTBUM C METOAMKON, yTBEpxaeHHow [paButensctBoM Poccuickon Pegepaumm.

5. lNopagok nepepervcTpauun 3apermcTpMpoBaHHbIX MpedesibHbIX OTMYCKHbIX LeH npousBoguTenen Ha
neKkapcTBeHHble npenapaTtbl, BKIOYEHHbIE B MEPEYEHb XU3HEHHO HeOoOXOAUMbIX U BaXXKHEWLIMX NeKapCTBEHHbIX
npenapaTtoB, B cry4dasX, MPeayCMOTPEHHbIX 4YacTamu 2 - 4 HacTodwen craTbW, YyCcTaHaBnMBaeTcHd
MpaButenbcTeoM Poccunckon Gegepaumn.

6. OKOHOMWYECKMI aHamnu3 npefenbHOM OTMYCKHOW LieHbl NMPOW3BOAMTENS Ha JIEKAapCTBEHHBLIN npenapar,
BKITIOYEHHBIN B MepeyeHb XM3HEHHO HEOOXOOUMBIX W BaXHEWLUMX JeKapCTBEHHbIX MpenapaTtoB, Mpu ee
rocygapCTBEHHOW  perucTpauum  unu  nepepeructpauum  ocyuwlectsnsetrca  dedeparnbHbiM — OpraHom
WCNONHUTENBHON BNACTU, OCYLLECTBASAOWMM (PYHKLMM NO NPUHATUIO HOPMATUBHBLIX NPABOBbLIX AKTOB U KOHTPOIIO
3a cobniogeHnem 3akoHopaTenbCcTBa B cdepe rocygapCTBEHHOrO PErynvpoBaHust LeH (TapudoB) Ha ToBapbl

(ycnyrn).

7. PacyeT npepenbHbIX OTMYCKHbIX LEH, YyKasaHHbIX B 4actax 1 »n 2 Hacrodwewn craTtbu, nNpu ux
rocy4apCTBEHHOW perucTpaumMmM unuM rnepeperncrpaumm OCYLLeCTBNSeTCA B COOTBETCTBUM C  METOAMKOMN,
yTBepxaeHHon MNMpaButenbctBoM Poccunckon ®eaepauum n yumtbiBaloLen B TOM Yncne:
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHerus: 19.03.2020
(c u3m. n pgon., BCTyM....

1) cobniogeHne GanaHca MHTeEpecoB NoTpebuTenen nekapcTBEHHbIX NpenapaToB, BKHOYEHHbIX B NepeYveHb
KMU3HEHHO HEeobXOAMMbIX W BaXXHEWLIMX JIeKapCTBEHHbLIX MNpenapaTtoB, UM MNPOU3BOAUTENEN JEeKapCTBEHHbIX
npenapaToB, BKIMOYEHHbIX B NepeYeHb XU3HEHHO HEOBXOAUMBIX U BaXKHEWNLINX NeKapCTBEHHbIX NpenapaTos.;

2) dakTnyeckyo OTMYCKHYIO LIeHY Ha nekapcTBeHHble npenapatbl B Poccuiickon depepaumm, LeHy BBO3a
neKkapcTBeHHbIX npenapaToB B Poccuiickyto degepaumio, a Takke LeEHbl Ha aHanorMyHble JeKapCTBEHHbIe
npenapaTbl, Haxoasiwuecs B obpalweHun B Poccuinckon degepaumu;

3) 3aTpaTbl Npou3BOAMTENSA NEKApCTBEHHOrO npenaparta Ha NPOU3BOACTBO U peanusalunio NekapcTBEHHOro
npenapara;

4) UeHy Ha JNeKapCTBEHHbIV MpenapaTt, ero LeHy B CTpaHe MpOM3BOAUTENS U B CTpaHax, B KOTOPbIX
NeKapcTBEHHbIN NpenapaT 3aperucTpupoBaH v (Mnn) B KOTOpble NOCTaBSeTCA NPOM3BOAUTENIEM.

8. He O0NyCKarkTCA peanusauna N OTNYCK NeKapCTBEeHHbIX npenapaTtoB, BKIHOYEHHbIX B NepevyeHb XNU3HEeHHO
HeoOXoOuUMbIX W BaXHEMLNX NeKapCTBEHHbIX MnpenapaTtoB, Ha KOTOpble Mnpoun3BognUTenAMUN INeKapCTBEHHbIX
npenapartoB HE 3aperncTpmnpoBaHa npenefibHaa oTnyckHaaA LueHa, peanm3auna npon3soanTesiaMm nekapCrBeHHbIX
npenapartos no ueHam, npesbillaloWMM 3aperncTtpupoBaHHbie WK NepeperncTtpnpoBaHHblie npeneribHbie
OTNYCKHblIE LieHbl Ha JleKapCTBEHHblI€ npenapaTtbl C y4E€TOM HaJiora Ha D,OﬁaBJ'IeHHyI'O CTOMMOCTb.

9. OcobeHHOCTU TrOCYAapCTBEHHOTO PErynupoBaHus MNpeferibHbIX OTMYCKHbIX LieH MpOU3BOAUTENEN Ha
NeKapcTBEHHbIe npenapaTbl, BKIYEHHbIE B MEPEYEHb XUSHEHHO HEOOXOOUMbBIX U BaXKHEWLIUX NeKapCTBEHHbIX
npenapaToB, B 3aBMCMMOCTU OT 9KOHOMUYECKUX U (MMN) coumanbHbIX KpUTEPUEB (M3BMEHEHUE YCINOBUW, NOpsiaka 1
CTOMMOCTM MNPOM3BOACTBA JIEKAPCTBEHHbLIX MpenapaToB, UCMONb30BaHWE HOBbIX hOpM, METOAOB M Cnocobos
rocy4apCTBEHHOrO PEerynupoBaHus LIEH Ha NeKkapCTBEHHblE MpernapaTbl, B TOM 4YMCe Ha OCHOBE MexaHu3Mma
pedepeHTHOro LeHoo6pa3oBaHus, N3MEHEHNIA NMOpsiAKa OKa3aHWMs MEeOWULMHCKOW MOMOLUM, U VHbIE U3MEHEHUS)
ycTaHasnumeatotca NpaButenbctBom Poccuinckon ®epgepaunn.

Ctatba 62. [ocymapCTBeHHbIA peecTp npeaernibHbIX OTNYCKHbIX LUeH npou3BoauTenem Ha
neKapcTBEHHble MpenapaTtbl, BK/KOYEHHbIE B MepeyvYeHb KU3HEHHO HEOOXOAMMBbIX U BaXHenWunx
neKapcTBeHHbIX NpenapaToB

1. 3apernctpupoBaHHble UK NepeperncTpUpoBaHHbIe NpeaenbHble OTNYCKHbIE LieHbl NpoM3BoauTENen Ha
NeKapCTBEHHbIE NpenapaTtbl, BKIKYEHHbIE B MEPEYEHb XU3HEHHO HEOOXOOAUMbBIX U BaXKHEWLIUX NeKapCTBEHHbIX
npenapaToB, NOAMEXaT BKIHOYEHMIO B rOCY4apCTBEHHbIN peecTp NpeaenbHbIX OTNYCKHbIX LleH NPOu3BoAMTENEn Ha
NeKapCcTBEHHbIe NpenapaTbl, BKIKYEHHbIE B MEPEYEHb XU3HEHHO HEOOXOAMMBIX U BaXXHEMLUMX JEeKapCTBEHHbIX
npenapaTos.

(B pea. PegepanbHoro 3akoHa ot 06.06.2019 N 134-03)

2. [ocynapcTBEHHbIN peecTp NpedernbHbIX OTNYCKHBIX LIEH NPOM3BOAMTENEN Ha flekapCTBEHHbIE NpenapaTsl,
BKINO4YeHHbIe B nNepeyYeHb XU3HEeHHO HeO6XO,lJ,I/IMbIX N BaXXHenLmnx NeKapCTBEHHbIX npenapaTtoB, COOEPXUT B cebe
cnegyoLwyo MHdopMauuio:

1) HavmeHOBaHWe pJdepxaTens wWnvM Brnagenbla PerucTpauMoHHOrO YAOCTOBEPEHUS MeKapCTBEHHOMO
npenapaTa, HavMMeHOBaHWe MPOW3BOAMTENs NleKapCTBEHHOro npenaparta, CBeAeHUs O pernctpauuu gepxarens
WM BnagenbLa PerucTpaumoHHOrO YAOCTOBEPEHWUsI NEeKapCTBEHHOro npenaparta, CBedEeHUst O perucrpauuu
NPOM3BOAUTENS NeKapCTBEHHOro npenapara Ans MeAMUMHCKOro MpUMEHEHUS B KayecTBe HanoronnatenbLliyka B
CTpaHe perucTpaumun (4N POCCUNCKMX IOPUAMYECKUX MWL - MOEHTUMWKALUMOHHBIM HOMEpP HamnoronnatenbLlimka
(MHH), oA MHOCTPaHHbBIX PUAMYECKMX NUL - CTpaHa perucTpauuy, HaMMeHOBaHWe PerncTpupylowwero opraHa,
perncTpauMoHHbI HOMEpP, KOA HanoronnatenbliMka B CTpaHe peructpaumy (MHKopnopauuu) unu ero aHaror),
MECTO HaxoXAeHMS MPOM3BOACTBEHHbIX MIOLWAAO0K, Y4aCTBYHOLWMX B NpoLecce Npou3BOACTBA JIEKAapCTBEHHOrO
npenapara, C ykazaHvem ctaguv npouecca Npon3BoACTBa;

(n. 1 B peq. PegepanbHoro 3akoHa ot 28.12.2017 N 425-03)

2) HaMeHoBaHMWe NeKkapCTBEHHOro npenapata (MexayHapoaHoe HenaTeHTOBaHHoe, UMK rpynnupoBOYHOE,
UM XMMUYECKOE U TOProBoe HauMeHoBaHMs);
(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHerus: 19.03.2020
(c u3m. n pgon., BCTyM....

3) HOMep perMcTpauUmMoHHOrO YOOCTOBEPEHUS JIEKAPCTBEHHOMO NpPenapara;

4) nekapcTBeHHast hopma C ykasaHMEM [O3VPOBKM NEKapCTBEHHOrO MpenapaTta U ero KonmyecTBa BO
BTOPUYHOM (NOTPEBUTENLCKON) YNakoBKe, a Takke KOMNEKTHOCTb;
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

5) sapeructpupoBaHHas npegenbHas OTNyCKHasA LieHa Ha fleKapCTBEHHbIV npenapar B pyonsx;
(B pea. PegepanbHoro 3akoHa ot 27.12.2019 N 475-03)

6) pata u HoOMep npukasa YMNOMHOMOYEHHOro deaepanebHOro opraHa WCMNONHUTENbHON BNactTu o
rocy4apCTBEHHOW perucTpaumMm unuM nepeperncrpaumm npenenbHOM OTMYCKHOM LEeHbl Ha JEKapCTBEHHbIN
npenapart, BKITOYEHHbIN B NepeveHb XXNU3HEHHO HEOOXOAMMbIX N BaXKHENMLLMX NEKAPCTBEHHbIX NpenapaTos;

(B pen. PegepanbHbix 3akoHOB OT 22.12.2014 N 429-93, o1 06.06.2019 N 134-93)

6.1) gaTta BCTynneHnst B CMIy Npukasa ynorHOMOYEHHOro doedeparibHOro opraHa UCMONTHUTENbHOW BNacTu o
rocyqapCTBEHHOW perucTpaumMm unu nepepeructpaumm npegenbHOW OTMYCKHOW LieHbl NPouM3BOAWTENs Ha
rnieKkapCTBEHHbI MpenapaT, BKIOYEHHbIN B MepeyeHb XU3HEHHO HeobXOAMMbIX U BaXKHEWWWX NeKkapCTBEHHbIX
npenapaTos;

(n. 6.1 BBegeH ®eaepanbHbiv 3akoHoM oT 06.06.2019 N 134-93)

7) LUTPUXOBOWN KOA, HAHECEHHBIN Ha BTOPUYHYHO (MOTPEeOMTENBCKYH) YNaKOBKY flekapCTBEHHOMO Npenapara;
(n. 7 BBeaeH deaepanbHbiM 3akOHOM OT 22.12.2014 N 429-03)

8) «koO nekapCTBEHHOro npenapata Mo aHaTOMO-TepaneBTUYECKO-XMMUYECKOM  Knaccudukaumm,
pekomeHaoBaHHOM BceMmnpHon opraHusaumen 3gpaBooXpaHeHns.
(n. 8 BBeaeH PepeparnbHbIM 3akoHOM OT 22.12.2014 N 429-03)

3. FocypoapcTBeHHas perMctpauust Unv nepeperncTpaums npefenbHbIX OTMYCKHbIX LEH Ha feKapCTBEHHble
npenapaTtbl, BKMOYEHHbIE B MeEpeYeHb XXU3HEHHO HEOOXOOAUMBIX U BaKHEWMLIMX NEeKapCTBEHHbLIX MNpenapaTos,
BeEHME TOCYOapCTBEHHOrO peecTpa npeferibHbiX OTMNYCKHbIX LEeH MNpouM3BoauTENEeNn Ha NeKapCTBEHHble
npenapaTtbl, BKMOYEHHbIE B MEepeyvYeHb XU3HEHHO HEOOXOAMMbIX U BaXKHEWLLMX JeKapCTBEHHbIX MNpenapaTos,
OCYLLECTBNAITCA B Nopsigke, ycTaHoBNeHHOM [NpaButensctBom Poccunckon ®enepaumun.

(B pea. PegepanbHoro 3akoHa ot 06.06.2019 N 134-03)

Crtatbs 63. YcTaHOBNEHWe opraHaMy UCMNONTHUTENbLHON BnacTu cy6bekToB Poccuinickon Penepauum
npegenbHbIX pa3MepoB ONTOBbLIX HaAGaBOK WM MNpeAefibHbIX pPa3MepoB pPO3HUYHbIX HaabaBoOK K
daKTU4eCKUM OTNYCKHbIM LieHaM, YCTAaHOBMEHHbIM NPOWU3BOAUTENSMU NeKapCcTBEHHbIX MpenapaToB, Ha
nekapcTBeHHble MpenapaTbl, BKMIO4YeHHble B MNepeyYeHb XU3HEHHO Heo6GXOAUMLIX M BaXXHEWLIMX
nekapcTBeHHbIX NpenapaToB
(B pea. PegepanbHoro 3akoHa ot 27.12.2019 N 475-93)

1. OpraHbl ucnonHUTENbHOM BRacTn cybbekTtoB Poccuickon Pepepauumn ycTaHaBNMBAKOT MpeferbHble
pas3Mepbl ONTOBbLIX HAA0aBOK U NpederbHble pa3Mepbl PO3HUYHBLIX HAA0aBOK K (DAKTUYECKMM OTMYCKHBIM LieHaM
(6e3 yyeTra Hamora Ha [Jo0OaBNEHHYD CTOMMOCTb), YCTAHOBIIEHHbIM MNPOU3BOAUTENSAMU JEKAPCTBEHHBLIX
npenapaTtoB, Ha NeKapCTBeHHble npenapaTbl, BKNIOYEHHbIE B NepeYeHb XXM3HEHHO HEOOXOAUMbLIX U BaXKHEMLLMX
neKapCTBEHHbIX MpenapaToB, B COOTBETCTBUMU C YTBEPXKAEHHOW B MOPsiAKe, YCTaHOBMEHHOM [1paBuTEnbLCTBOM
Poccuiickon depepaumm, METOOUKOW YCTAHOBMEHUSA OpraHamMm UCMOMHUTENBHOW BNacTu cybbekToB Poccuinckon
depepaummn npepenbHbiX pa3MepoB OMNTOBbIX HagbaBoOK W MpederibHbiX pa3MepoB PO3HUYHBIX HagbaBoOK K
aKTUY4ECKUM  OTMYCKHbIM  LieHaM, YCTaHOBIEHHbIM MPOU3BOAMTENSAMM JIEKAPCTBEHHBLIX MpenapaTtoB, Ha
NeKapCTBEHHbIE NpenapaTbl, BKIYEHHbIE B MEPEYEHb XXU3HEHHO HEOOXOAMMBIX U BaXKHEMLUMX JIeKapCTBEHHbIX
npenapaToB. [1poeKTbl pelleHuit OpraHoB WCMONHUTENbHOW Bnactn cybbektoB Poccunckon Pepepaumm 06
YCTa@HOBMEHMM U (MNN) M3MEHEHUM MpenenbHbIX Pa3MepoB OMTOBbIX HaabaBOK M NpefenibHbIX pasMepoB
PO3HMYHBIX HagbaBOK K (PaKTMYECKMM OTMYCKHbIM LeHaM, YCTaHOBJIEHHbIM MPOM3BOAUTENSAMU JEKAPCTBEHHbBIX
npenapaTtoB, Ha NeKapCTBeHHble npenapaTbl, BKIIOYEHHbIE B NepeYeHb KMU3HEHHO HEOOXOAMMbIX U BaXKHEWMLLNX
NeKapCTBEHHbIX MNpenapaToB, MNoAfieXaT COrfacoBaHUO C  YNOMHOMOYEHHbIM  doedeparnbHbIM — OpraHoMm
NCMNOMHUTENBbHOW BNACcTW, OCYLLECTBSIOWMM DYHKLUN MO NPUHATUIO HOPMaTUBHbIX NMPABOBbLIX aKTOB M KOHTPOJO
3a cobnogeHneM 3akoHoaaTenbCTBa B chepe rocyaapCTBEHHOrO perynupoBaHus LeH (TapudoB) Ha ToBapsbl
(ycnyrn), B nopsgke, yctaHosneHHoM [NpaButensctBom Poccuiickon ®epepaumu.
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHerus: 19.03.2020
(c u3m. n pgon., BCTyM....

(8 pea. PenepanbHbix 3akoHoB OT 13.07.2015 N 241-03, o1 27.12.2019 N 475-03)

2. OpraHuzauuMm OMNTOBOW TOProBMAM  JieKapCTBEHHbIMM  CpeacTBaMu, anTeudHble  OpraHu3auuu,
WHAMBUAOYanbHblE NpeanpvHUMaTeny, UMeLNe NIMLEH3NI0 Ha hapMaLeBTUYECKYHD OESATENbHOCTb, MeAULMHCKNE
opraHm3aumuv, umeroLmne nNUUEH3no Ha apmaLeBTUYECKYIO OeATENbHOCTb, MU UX 060CcOONeHHbIe NoapasgeneHms
(ambynatopun, denbawepckne n genbalepcko-akylepckne MyHKTbl, LeHTpbl (oTaeneHuns) obuen BpayvebHom
(cemeriHOM) NpaKTUKK), PacnoNOXEHHbIE B CENbCKUX HACENEHHbIX MYyHKTax, B KOTOPbIX OTCYTCTBYHOT anTeyHble
opraHm3aumu, OCyLLECTBMSIOT peanusauuio NeKapCTBEHHbIX MpenapaToB, BKIMIOYEHHbIX B NepeyeHb XU3HEHHO
HEeOBXOAMMBIX N BaXKHEWLUMX NEeKapCTBEHHbIX NpenapaTtos, NO LeHaM, KOTopble hOpMUPYIOTCH B COOTBETCTBUM C
nopsiikoM, ycTaHoBMeHHbIM [NpaBuTenscTBoM Poccunckon ®epepauum, n ypoBeHb KOTopbix (6e3 yyeTa Hanora Ha
AobaBneHHyl0 CTOMMOCTb) He [OOSKEH MpeBbilaTb CyMMY (PakTMYeCKOM OTMYCKHOW LEHbl, YCTaHOBIIEHHON
npoussogutTenemM NeKapCTBEHHOrO npenapara, He npesbiwaroLen 3aperncTpnupoBaHHON nnm
nepeperncTpupoBaHHON NPeaernbHON OTMYCKHOM LeHbl Npov3BOAMTENs (Ha AaTty peanu3auuv NekapcTBEHHOro
npenapaTa npou3BoguTeneMm), M pasmepa OnNToBol HaabaeBku W (MnM) pasMepa PO3HUYHOW HanbaBku, He
NpeBbILWAlOWMX COOTBETCTBEHHO pa3mepa npefdenbHOW OnToBOW HagbaBkum w (Mnn) pasmepa npenenbHow
pPO3HMYHOM HaabaBKK, yCTaHOBMNEHHLIX B cybobekTe Poccuiickon ®egepaunn.

(vacTb 2 B peq. ®epgepanbHoro 3akoHa ot 27.12.2019 N 475-03)

3. OpraHbl ncnonHUTenbHOM Bractn cybbektoB Poccuiickon ®epepauun pasmelwlatoT B cetn "UIHTepHeT"
NMHOPMALMIO O 3aperncTpuMpoBaHHbLIX MpedernbHbIX OTMYCKHbIX LeHaxX Mpou3BOAUTENEN Ha feKapCTBEHHble
npenapaTbl, BKIIOYEHHbIE B NepevYeHb XXM3HEHHO HeobXoaMMbIX U BaXKHEWLIMX NeKapCTBEHHbIX npenapaTos, 06
yCTaHOBMEHHbIX B Ccybbekte Poccuiickon ®egepaumm npegenbHbiX pasmepax OMNTOBbIX HagbaBok u  (Mnu)
npegenbHbIX pa3Mepax POo3HWYHbIX HaAbaBOK K YCTAHOBMEHHbLIM MPOM3BOAUTENSAMM NEKApCTBEHHbIX NpenapaTos
dakTU4eckMM OTMYCKHbIM LleHaM Ha JIleKapCTBEHHble npenapaTbl, BKMHOYEHHbIE B MNEPeYeHb >KU3HEHHO
HeobXOAMMbIX W BaXKHEWLLMX feKapCTBEHHbIX MpenapaToB, a Takke O CyMMe 3aperMcTpyMpoBaHHbIX NpeaenbHbIX
OTMYCKHbIX LIEH Mpou3BoAUTENEN Ha NeKkapCTBEeHHble rMpenapartbl, BKMOYEHHble B MepeyeHb XWU3HEHHO
HeobXOAMMbIX U BaXXHEWLUMX fleKapCTBEHHbIX NpenapaToB, yCTaHOBMEHHbIX B cybbekTe Poccunckon depepaunn
npegenbHbIX pa3mvepoB OMNTOBbIX HaabaBOK M MpedefbHbiX PasMepoB PO3HUYHbIX HagbaBoOK M Hamora Ha
AobasneHHylo ctommocTb. MHdbopMauus, npegycMOTpeHHas HacToOSALWeEen YacTblo, JOIMKHA HaxoaAMTbCA Takke B
anTeyHbIX OpraHM3aumsx B OOCTYNHOW Afs BCEX 3auHTEepecoBaHHbIX nuvu opme M OBHOBMSATLCHA MO Mepe ee
pasMeLleHnsa opraHaMu ucnonHuTensHom BnacTtu cybbektoB Poccurickon ®eagepaunm B cetn "UHTepHeT".

(vacTb 3 B peq. PegepanbHoro 3akoHa ot 27.12.2019 N 475-93)

4. YtpaTtun cuny ¢ 1 mapta 2020 roga. - ®egepanbHbii 3akoH oT 27.12.2019 N 475-03.

Maea 13. MOHUTOPUHI 39O D®EKTUBHOCTU N BE3OMNMACHOCTHU
NEKAPCTBEHHbIX NPEMAPATOB, HAXOOALWNXCA B OBPALLEHUUA
B POCCUUCKOWN ®EOEPALIMA
(B pen. PegepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

CraTtbsa 64. ®apmakoHan3op
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. JlekapcTBeHHble npenapaTbl, Haxogsilimecs B obpaweHun B Poccuiickon Pepepaumu, noanexar
MOHUTOPUHIY 3(PEKTUBHOCTN N 6E30NacHOCTU B LiENsiX BbISIBNIEHWS BO3MOXHbLIX HEraTUBHbLIX MOCNEACTBUNA KX
NPUMEHEHWS, UHONBUOYANbHON HEMEPEHOCUMOCTM, NPEAYNPEXOEHNS MEANLMHCKUX pabOTHNKOB, CMeLManucToB B
obnactn BeTepuMHapuu, MauUMeHTOB WNW BRagesnblUeB >XMBOTHbIX W WX 3alWuUTbl OT MNPUMEHEHUS TaKux
NeKapCTBEHHbIX NpenapaTos.

(B peq. PegepanbHoro 3akoHa ot 02.08.2019 N 297-03)

2. dapmakoHaa3op OCYLLEeCTBNSeTCs COOTBETCTBYHOLIMM  YMNONHOMOYEHHbIM dedeparnbHbiM  OpraHoM
WCMONHWUTENbHON BRacTM B YCTAHOBMEHHOM WM ropsiake MyTeEM aHanuMsa npefocTaBnsieMoit cybbektamu
o0OpallleHnst NeKkapCTBEHHbLIX CPEeACTB MHMOpMauum o NOBOYHbLIX [OEWCTBUSIX, HeXenaTenbHbIX peakuusix,
CepbesHbIX HeXenaTesnbHbIX peakuusix, HenpeaBUOEHHbIX HeXenaTernbHbIX peakuusix npu  NpUMeHeHUn
nekapcTBeHHbIX npenapatoB, 006 WMHAMBUAOYaNbHOM  HENEpPeHOCMMOCTM, OTCYTCTBUM  3(PEKTUBHOCTU
NeKapCTBEHHbIX MpenapaTos, a Takke 06 MHbIX hakTax U 0bCToATENLCTBAX, NPEACTABMSIOLNX YIPO3Y XU3HU UK
300pOBbLI0 YerioBeka NMBO KMBOTHOTO MpU MPUMEHEHUM NEKapCTBEHHbIX MPEnapaToB W BbISIBNIEHHbIX HA BCEX
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHerus: 19.03.2020
(c u3m. n pgon., BCTyM....

aTanax obpalleHusa nekapcTBeHHbIX npenapatoB B Poccuiickon ®enepauun n gpyrux rocygapcraax.

3. CybbekTbl obpalleHus nekapCTBEHHbIX CPeAcTB B MNOpsiAKe, YCTAHOBMEHHOM  YMOMHOMOYEHHbIM
denepanbHbIM OpraHoM UCMONHUTENBHON BNacTh, 006s3aHbl coobwaTh B YNOSHOMOYEHHBIN dedepanbHbIin opraH
WCNONHUTENBHON BracTM O MNODBOYHBLIX OENCTBUSX, HEXenaTesfbHbIX peakuusix, Cepbes3HbIX HeXenaTenbHbIX
peakumsx, HenpedBUAEHHbIX HeXenaTemnbHbIX peakuusax Mpu MPUMEHEHUM JNEKapCTBEHHbIX npenapaToB, 00
WHONBMAYaANbHOW HEMEPEHOCUMOCTU, OTCYTCTBUMN 3(P(PEKTUBHOCTM NEKAPCTBEHHbBIX NPENapaToB, a Takke 00 MHbIX
dakTax n obCToATENLCTBAX, NPEACTaBMSAWNX Yrpo3y XU3HU UMM 300POBbI0 YeroBeka nnbo XXMBOTHOMO npwu
NPUMEHEHNN NEKApPCTBEHHbLIX MpenapaTtoB W BbISBMNEHHbIX Ha BCex 3Tanax obpaweHust NeKapCTBEHHbIX
npenapaTtoB B Poccuiickon degepaumm n opyrux rocygapcraax.

4. [epxatenu unu BnagenbuUbl PErMcTPauMoOHHbIX YOOCTOBEPEHWA NEKapCTBEHHbIX nNpenapartos,
lopuanyeckue nvua, Ha MMS KOTOpbIX BblAaHbl paspelleHns Ha NpoBeAeHVe KIMHUYECKUX WUCCneaoBaHui B
Poccuinckon ®depgepauun, nnbo yNomHOMOYEHHblE UMW Apyrue lopyvauyveckue nuua B pamkax obecneyeHus
6e30MacHOCTM NeKapCTBEHHbIX NnpenapaTtoB B MOPsAKe, YCTAaHOBNEHHOM COOTBETCTBYHOLIMM YMNOFHOMOYEHHbIM
denepanbHbIM OpraHOM WCMOMHUTENbBHOW BNacTu, o6s3aHbl OCYLWeCTBAATbL npuem, yyeT, obpaboTky, aHanus u
XpaHeHve nocTynawwmux B UX agpec OoT cybbektoB obpalleHuss neKkapCTBEHHbIX CPeAacTB M OpraHoB
rocy4apCTBEHHOW BMAacTM COOOWEHUN O MOBOYHbIX OEWCTBUSX, HeXenaTenbHblX peakumsx, CepbesHbiX
HexenaTenbHbIX U HeNpeABUAEHHbIX HeXenaTenbHbIX peakumsax npu NpUMeHeHUn neKapcTBEHHbIX NpenapaTos,
06 o0cobeHHOCTSX WX B3aMMOAENCTBMSA C [OPYrMMM  feKapCTBEeHHbIMW  MpenapataMu, WHOMBUAYanbHON
HenepeHoCcMMOCTH, a Takke 06 UHbIX hakTax n obcToaTenbCcTBax, NPeacTaBnSIOWMX YTPO3Y XU3HU UNN 300POBbIO
yenoseka NMB0 XXMBOTHOMO MIN BAMSIOWMX HA U3MEHEHME OTHOLLEHWUS OXMOAEMON MOMb3bl K BO3SMOXHOMY PUCKY
NMPUMEHEHWS NeKapCTBEHHbIX NpenapaTos.

5. Tpn BbISABNEHUM WHGpOPMALNN O CEPbE3HbIX HeXenaTesbHbIX peakuusix W HenpeaBUAEHHbIX
HexenaTenbHbIX peakumsax npy NPUMEHEHNN NnekapCTBEHHbIX NpenapaTtoB, 06 0COH6EHHOCTAX UX B3aMMOAENCTBUSA
C OpYrMMX NeKapCTBEHHbIMU Npenapatamu, UHAUBMAYaANbHOW HEMEPeHOCMMOCTU, a Takke 00 WHbIX dhakTax u
obcTosATENLCTBAX, BAUSKOLWMNX HA U3MEHEHNE OTHOLLEHUS OXWUOAEMOMN NOSMb3bl K BO3MOXHOMY PUCKY MPUMEHEHMS
NEeKapCTBEHHbIX MpernapaToB, AepXaTtenu Wnu Bnagenblbl PErucTpaLMOHHbIX YOOCTOBEPEHUN JEKAPCTBEHHbIX
npenapaToB, HOPUOUYECKME IMLA, Ha MMs KOTOPbIX BblAaHbl paspelleHnss Ha MpoBedeHNE KITMHUYECKMX
nccrniegoBaHun B Poccuiickon ®enepauun, nmbo ynonmHOMOYEHHbIE UMW OpYyrue opuandeckme nuua obsizaHbl
MPUHATb MEpbl, HanpaBfieHHblE HA YCTPaAHEHMEe HeraTMBHbIX MOCHEeACTBUA MPUMEHEHUSA TaKMX NEKapCTBEHHbIX
npenapaToB, NpeaynpexaeHue NpuuYvHeHNs Bpeaa XU3HU UNn 340POBbLI0 YernoBeka NMbo XKMBOTHOTO, 3aLLUTY UX
OT NMPUMEHEHUS TaKUX NEeKapCTBEHHbIX NPenapaToB, Ha OOMONHUTENbHbLIN COOP AaHHbIX 00 3PEKTUBHOCTU U
6e30MacHOCTU TakMX fiekapCTBEHHbIX NpenapaTos.

6. 3a HecooOlleHMe uWnM COKpbITUE WHOPMaUUW, NPefyCMOTPEHHOW 4YacTbio 3 HacTodAwen cratby,
aepxatenu unu Bnagenblbl PErMCTPaLMOHHBLIX YOOCTOBEPEHMWI NEKAPCTBEHHBIX NpenapaTos, opuanyeckue nuua,
Ha UMS KOTOPbIX BblAaHbl pa3pelleHns Ha NpPoBeAEHME KIMMHUYECKUX uccnegosaHuii B Poccuiickon depepauun,
nnbo yNnonHOMOYEHHbIE UMW OpYyrMe lpuanyeckme nuua, a Takke JOSMKHOCTHbIE Nuua, KOTOpbIM 3Ta nHdopMaums
cTana M3BecTHa Mo poay ux npodeccuoHanbHOW OeATernbHOCTU, HEeCYT OTBETCTBEHHOCTb B COOTBETCTBUM C
3akoHogaTenbcTBoM Poccuiickon ®eagepaunn.

7. Mpu nonyvyeHUn YNornHOMOYEHHbIM deaepanbHbIM OpPraHoM WCMOMHUTENLHOW BRAacTM B pamMkax
OCyLLECTBMeHMss MM papMakoHaa3opa [oKasaTenbCTB O HEeCOOTBETCTBMM IEKApCTBEHHOro npenapata
YCTaHOBJIEHHbIM TPEBGOBAHMSM WK NPU NMONYyYEeHUN UHPOPMaUMKN O HECOOTBETCTBUU AaHHbIX 06 3¢hdheKTUBHOCTU
n o 6e3onacHOCTVM FeKapCTBEHHOro npenapata [AaHHbIM O JIeKapCTBEHHOM MpenapaTte, copepXallMMmcs B
WHCTPYKUUM MO €ro MpMMEHEHWI0 (B TOM 4MUCMe BbISIBMEHHbIX B XOA4E OCYyLecTBReHus dapmakoHaasopa
KOHTPONbHO-HAA30PHLIMW  OpraHaMu  WHOCTPaHHbLIX TOCYAAPCTB), YMNOMHOMOYEHHBIN dheaeparnbHbii - opraH
MCNOMHUTENbLHOM BMacTW B yCTAaHOBMEHHOM UM MOpPsiike paccMaTpuBaeT BONPOC O NPUOCTaHOBMEHUN NPUMEHEHUS
TaKoro nekapcTBEHHOro npenapaTa.

Cratba 65. lpuocTaHOBNEHMEe NPUMEHEHUS NeKapCTBEHHOro npenapara
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. TMpu nonyyeHWn uWHoOpMALMN O HeXenaTenbHbIX peakuusix MNpu MPYMEHEeHWU NeKapCTBEHHOIO
npenaparta, He YyKasaHHbIX B WHCTPYKUMM MO MPUMEHEHWI0 feKapCTBEHHOro npenaparta, CepbesHbIX
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHerus: 19.03.2020
(c u3m. n pgon., BCTyM....

HexenaTenbHbIX peakuusx, 06 0COBEHHOCTAX ero B3anModencTBUS C APYrMMU NEKapCTBEHHbIMU MpenapaTamu,
KOTOpble MOryT nNpPeacTaBnNATb Yrpo3y XXWM3HWM WUNU  340pPOBbI0  YenoBeka nnbo >KMBOTHOrO, a Takke o
HECOOTBETCTBUM [aHHbIX 00 addekTuBHOCTM M O 6e3onacHOCTM nekapCTBEHHOro npenapata AaHHbIM O
NnekapcTBEHHOM MpenapaTe, coAepXallMmMcs B MWHCTPYKUUM NO €ro MpuMEHEHUMIo, B TOM u4ucne OT
YMOJSTHOMOYEHHbIX OpraHOB WHOCTPaHHbIX rocyAapcTB, OOMEH KOTOpPOW OCYLLEeCTBMASETCA B COOTBETCTBMU C
cornalwleHnsaMm Mexay yrnorHOMOYeHHbIM doegepanbHbIM OPraHOM UCMOMHUTENBHOW BACTU U YNOSTHOMOYEHHBIMA
opraHamum WHOCTPaHHbIX [OCYAapCTB, YMONHOMOYEHHbLI dedepanbHbIil  OpraH  UCMOMHUTENBHOW  BriacTu
paccmaTpvMBaeT BOMPOC O BO3MOXHOCTW MPUOCTaAHOBIEHNs obpalleHust Takoro NekapCTBEHHOro npenapaTta B
nopsiake, yCTaHOBIIEHHOM YMOJSIHOMOYEHHbIM ddefeparnbHbIM OPraHoOM UCTNOMHUTENBHOW BNacTy.

2. Tlpn HEUCNonHeHWM UnM HeHagnexailem WCMNOSIHEHMM  gepXaTenamu wunu  Brnagenbuamu
pPErncTpaumoOHHbIX YOOCTOBEPEHWUA NEKapCTBEHHbIX NpenapaToB, OPUAMYECKMMU NULAMU, HA MMS KOTOPbIX
BbldaHbl paspelleHns Ha npoBedeHne KNMHWYeckux uccregoBaHui B Poccunckon  ®epepauuun, unu
YMNOTHOMOYEHHBbIMW UMW OPYTUMUK FOPUONYECKUMN NLaMn 0653aHHOCTEN, YCTAHOBIEHHbIX YacTsMu 3 U 4 cTaTbu
64 HacTosiwero PepepanbHOro 3akoHa, NGO B crny4vasix NpeAcTaBfieHUst COOTBETCTBYHOLMM YMNOMHOMOYEHHbIM
denepanbHbIM OpraHoM WCMONMHUTENBHOW BMAcTW 3aKIYeHUs O HEJOCTOBEPHOCTM Pe3yrbTaToB KITMHUYECKOro
nccneaoBaHus NekapcTBEHHOro npenapara Anst MeAMUMHCKOro NPMMEHEHMS!, KOTOPOe OCHOBaHO Ha pesynbTaTax
NPOBEPKN MEOUUWHCKON opraHvM3auuu, NpoBOAMBLLEN yKasdaHHOE KITMHW4YecKoe WccrnegoBaHMe C HapylleHuem
npaBun Haanexatluen KIMHUYECKOW MPaKTUKW, U NPUBENO K MONYyYEHUIO HEOOCTOBEPHbLIX pe3ynbTaTtoB, Mbo B
Cny4ae HEeBbIMOMHEHUSA NpeanucaHnsi, BblAAHHOrO YNOMHOMOYEHHbIM ddeaeparnbHbiM OpraHoM MCMOMHUTENbHOM
BNacTM no WUTOraM OCYLLEeCTBNeHMs BbIGOPOYHOrO KOHTPOMS KayecTBa [IEKApPCTBEHHOro npenapara,
YMOMHOMOYEHHbIN dpeaeparnbHblii OpraH UCNOMHUTENbHOW BNacTy B YCTAHOBIEHHOM MM MOpsiake paccMaTtpuBaeT
BOMPOC O NPUOCTAHOBMEHMN NPUMEHEHNS TAKOro NNEKapCTBEHHOIO NpenapaTa.

3. YnonHoMmoueHHbIV hegepanbHbIin OpraH UCMOMHUTENBHOW BracTu Npy NpeacTaBneHum eMy cBegeHun o
HEeCOOTBETCTBMM  NPOM3BOAWTENS  NEKapCTBEHHbIX  CPeACcTB  TpebGoBaHWAM  MpaBui  Hagnexailewn
NPOWM3BOACTBEHHOW NPAKTUKK M (MNN) O HAPYLLIEHUN NULEH3NOHHBIX TPeboBaHUI, KOTopble ObiNv BbiABNEHbI B X0a4e
NpOBEeAEHUS WHCMEKTUPOBAHUSA NPOU3BOAUTENS NEKapCTBEHHbIX CPEeACTB MMM OCYLLECTBNEHUS MNULEH3UOHHOro
KOHTponsa B cdhepe Npov3BOACTBa NEKapCTBEHHbIX CPEACTB M MPUBENW WM MOTYT MPUBECTU K MPOM3BOACTBY
nekapCTBEHHbIX NpenapatoB ANS MeAWUMHCKOrO NPUMEHEHWs, NPUYUHMBLUMX UM CNOCOBHBIX NPUYUMHUTL Bpea
XW3HU UNW 340POBbI0 TPaXdaH, paccmaTpuBaeT BOMPOC O MPUOCTAHOBIEHUM NPUMEHEHWUS MEeKapCTBEHHbIX
npenapaToB A58 MeAULMHCKOrO NPUMEHEHWS B YCTaHOBMEHHOM MM MOPSAKe B CAEeAYLWNX crydyasx:

1) coctaB n (UNK) TEXHONOIMMSA NPOM3BOACTBA NEKAPCTBEHHOro npenapaTa Ans MeAMUUHCKOro NMpUMEHeHUs
(c onncaHvem cTaguin NPoM3BOACTBA) OTNIMYAKOTCA OT 3asBEHHbIX B PErMCTPALMOHHOM JOCHE;

2) ﬂeKapCTBeHHblﬁ npenapatr ana MeauuuHCKOro rnpuMmeHeHuna npoun3BeneH Ha I'IpOVI3BOD,CTBeHHOl7I
nnowagke, He yKa3aHHOl7I B perncrtpauyMoHHOM O0Cbe;

3) y npousBoauTens NekapCTBEHHbIX CPEACTB OTCYTCTBYIOT AOKYMEHTbl, MOATBEPXAAKLIME COOTBETCTBUE
KayecTBa NekapCTBEHHOro npenaparta Ans MeAWMLUMHCKOTO NPUMEHEHUsi, BBOAMMOIO B IpaxdaHCKuii oboporT,
TpeboBaHWsAM, YCTaHOBMNEHHLIM MPY €ro rocyapCTBEHHOW perncTpauuu;

4) npou3BOAUTENEM JEKAPCTBEHHbIX CPEACTB B COMNACOBAHHBLIA C COOTBETCTBYHLMM YMNOSTHOMOYEHHbLIM
denepanbHbiM  OpraHOM MCMOSTHUTENbHOW BIIACTM CPOK HE YCTpaHeHbl HapylleHus TpebOoBaHWi npaBun
Hagnexallen NPoM3BOACTBEHHON NPaKTUKN U (UNN) NTMLEH3MOHHBLIX TPeOoBaHUIN, KOTopble OblNK BbISBMEHbLI B X04€e
NPOBEAEHUS WUHCMEKTUPOBAHUSA MPOW3BOAMTENS JEKAPCTBEHHLIX CPEACTB MIU OCYLLECTBMEHUS NULEH3MOHHOIO
KOHTponsa B cchepe Npou3BOACTBA fEKapCTBEHHbLIX CPEACTB M MPMBENM UM MOTYT NPUBECTU K NPOU3BOACTBY
NeKapCTBEHHbIX NpenapatoB AN MeOULMHCKOrO NMPUMEHEHUS, NMPUYUHMBLLUX MIM CMOCOBHLIX MPUYUHWUTL Bpes
XWU3HWU NNK 300POBbLIO rpaXaaH.

(vacTtb 3 BBegeHa PenepanbHbiM 3akoHOM oT 04.06.2018 N 140-93)

4. YNONHOMOYEHHbLIN beeparbHbli OpraH WCMOMHUTENBbHOMW BNAcTU MPU HanuMyun y Hero CBeAeHUun o
HEeCOOTBETCTBUM NpOV3BOAMTENS  JIEKAPCTBEHHbIX  cpeacTB  TpeboBaHUsIM npasun Hagnexatlen
NPOU3BOACTBEHHOW NPAKTUKM U (MK) O HAPYLLUEHUW NULEH3MOHHBLIX TpeOOBaHWI, KOTOpble ObINY BbISIBMEHbI B X04€
npoBefeHUs MHCMEKTUPOBAHUSA MPOU3BOAUTENST NEKApPCTBEHHbLIX CPEACTB UMW OCYLLECTBNEHUS NULEH3NOHHOMO
KOHTpOns B cdepe NpouU3BOACTBA NEKAPCTBEHHbLIX CPeACTB U NPUBENUW UMM MOryT MPUBECTU K MPOU3BOACTBY
NneKapcTBEHHbIX npenapaToB AN BETEPUHAPHOIro MPUMEHEHUS!, MPUYUHUBLUNX UKW CNOCOBHBIX NPUYMHUTL Bpen
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHerus: 19.03.2020
(c u3m. n pgon., BCTyM....

XM3HW WNW 300POBbI0 XUBOTHbIX, PaccMaTpuMBaeT BOMPOC O MNPWOCTAHOBMEHWMU peanu3auun 1 MNpPUMEHEHUs
neKapCTBEHHbIX NpenapaTtoB Ans BETEPUHAPHOrO MPUMEHEHMSI B YCTAaHOBMEHHOM WM MOPSAKE B CreayroLmx
cny4yasx:

1) coctaB u (Unun) TexHonormsa NPOn3BOACTBA NEKAapCTBEHHOro nNpenapaTa Ang BeTePMHAPHOro NpUMeHeHNs
(c onucaHnem ctagum NponsBoACTBa) OTNIMYAKOTCH OT 3asiBNEHHbIX B PEMMCTPALMOHHOM OOChHE;

2) nekapCTBEHHbI npenapaT Ofsi BETEpPUHAPHOTO MPUMEHEHUs NPOW3BEeOEH Ha NPOU3BOACTBEHHOW
nnowaake, He ykasaHHON B PerucTpaLyoHHOM [0ChE;

3) y npousBoauUTENs NEeKapCTBEHHbIX CPEACTB OTCYTCTBYHOT OOKYMEHThI, NOATBEPXAaloLMe COOTBETCTBUE
KayecTBa JIeKapCTBEHHOro npenaparta Ansl BETEPUHAPHOIrO NMPUMEHEHWUs,, BBOOAMMOINO B rpakKgaHCKMi oGopoT,
TpeboBaHWAM, YCTaHOBIEHHbIM MpY €ro rocyAapCTBEHHOWM pernctTpauuu;

4) npousBoaMTENEM feKapCTBEHHbIX CPEACTB B COMMacoOBaHHbI C COOTBETCTBYIOLUM YMONTHOMOYEHHbIM
degepanbHbiM - OpraHOM  UCMONMHUTENbHONW BRAacTM CPOK He YyCTpaHeHbl HapyweHus TpebosaHui npaswn
Haanexallen NPon3BOACTBEHHON MPAKTUKN U (Mn) NMUEH3NOHHBLIX TpeboBaHuii, KOTopble Obinn BbISBMEHbI B X0A4e
NpoBeAEeHUs1 WHCNEKTMPOBAHNSA MPON3BOAMTENS MeKapCTBEHHbIX CPEACTB WM OCYLLECTBEHMSA NULEH3MOHHOro
KOHTpomns B cdepe Npou3BOACTBA NEKAPCTBEHHbLIX CPEACTB M NPMBENW WUMW MOTYT MPUBECTM K NMPOM3BOACTBY
rnieKkapCTBEHHbIX MpenapaToB A1 BETEPUHAPHOIO MPUMEHEHWS, NMPUYMHMBLUMX MW CNOCOGHBIX NPUYMHUTL Bpen
XKM3HW UNW 300POBbI0 XNBOTHBIX.

(vyacTb 4 BBegeHa PegepanbHbiv 3akoHoM OT 04.06.2018 N 140-93)

KoHcynbTaHTlmoc: npumeyaHue.
C 01.01.2023 cT. 65 gononHgaeTcsa 4. 5, 6 (P3 o1 27.12.2019 N 475-03).

Cratbsa 66. UHopmauma o pesynbTaTax ¢papmakoHagsopa
(B pea. PeneparnbHoro 3akoHa ot 27.12.2019 N 475-03)

YNONHOMOYEHHbIN befieparbHblili OpraH UCMNOMHUTENBHOW BIacTW, OCYLLEeCTBNALWNA dhapMakoHaasop, no
ero pesynbTaTtamMm pasmellaeT Ha cBoeM oduLmansHOM canTte B ceTu "MHTepHeT" nHopmaumio o:

1) BbISIBIEHUN HOBbIX MOATBEPXKOEHHLIX AAHHBLIX O MOOOYHbLIX OEUCTBUSIX, HexenaTenbHbIX peakuusix,
CEepbe3HbIX HeXenaTenbHbIX peakuusx, HenpeaBUAEHHbIX HeXenaTenbHbIX peakuusx npu  NpUMeEHeHUU
rniekapCTBEHHOro npenapaTta, B TOM YUCMEe BAUSIOLUMX HA OTHOLUEHME OXMAAEMOMN MOMb3bl K BO3MOXHOMY PUCKY
NpMMeHeHUs1 aHHOTO NeKkapCTBEHHOro Npenapara;

2) MPUHATBIX PELUEHUSIX O BHECEHWM W3MEHEHMA B WHCTPYKUMIO MO NPUMEHEHWUIO FeKapCTBEHHOMO
npenapaTta, O MNPWUOCTAHOBMEHUN MPUMEHEHUS FleKapCTBEHHOro npenaparta, o6 wu3baATUM U3  obpalleHus
nekapCTBEHHOro npenapaTta unm o BO30OHOBINEHMN NPUMEHEHUS NIeKapCTBEHHOIO Npenapara.

Masa 14. AHOOPMALMUA O NIEKAPCTBEHHbIX MPENAPATAX. CUCTEMA
MOHWUTOPUHIA OBUWXEHWA NEKAPCTBEHHbIX MPENAPATOB
ana MEAUUUHCKOIO NPUMEHEHUA
(B pea. PenepanbHoro 3akoHa ot 28.12.2017 N 425-03)

Ctatbsn 67. UHdopmauus o nekapCTBeHHbIX Mpenapartax. Cucrtema MOHUTOPUHra ABUXEHUS
rieKapcTBEeHHbIX NpenapaToB ANA MeAULIMHCKOrO NPMMEHeHUsA
(B pen. PepgepanbHoro 3akoHa ot 28.12.2017 N 425-03)

1. VIHbopMaums o nekapcTBeHHbIX npenapartax, OTrnycKkaemblx MO peuenTy Ha fekapCTBEHHbIN npenapar,
OOIDKHA coAepxaTbCs TOMbKO B CrNeuuManuMs3vMpoBaHHbIX W3AaHUAX, MpefdHasHavYeHHbIX AN  MeOULMHCKUX,
dapmaLeBTUUeckMx pabOTHMKOB, crneuuanucToB B obnactn BeTepuHapuu. WHdopmaumsa o nekapcTBEHHbIX
npenapaTtax Ans cneunanucToB B obnacTn obpalleHns nekapCcTBEeHHbIX CpeACTB MOXeT coaepXaTbCa B
MOHoOrpadusax, cnpaBoYHUKaX, HaydHbIX CTaTbsX, B OOKNajax Ha KOHrpeccax, KOHMEepeHUusix, CUMnosnymax,
Hay4HbIX COBETax, a Takke B UHCTPYKLIMSAX MO NMPUMEHEHUIO NTEKapCTBEHHbIX NpenapaTos.
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHerus: 19.03.2020
(c u3m. n pgon., BCTyM....

(B pea. PegepanbHoro 3akoHa ot 02.08.2019 N 297-03)

2. NHpbopmaums 0 nekapcTBeHHbIX Npenapartax, oTnyckaembix 6e3 peuenta Ha nekapcTBeHHbIW npenapar,
MOXeT coepxaTbCs B Nybnukaumsix n obbsABMEHNsIX CPEeACTB MacCoBOW MHAOPMAaLMK, CNeLnanm3npoBaHHbIX U
O0LWKMX MedvaTHbIX W3OAHWUSIX, WHCTPYKUMSX MO MPUMEHEHUIO FEeKapCTBEHHbIX MNpenapaTtoB, WHbIX W34aHUsIX
cyObekToB 0OpalleHns NnekapcTBEHHbIX cpeacTB. PeknamHble MaTepuanbl O NEeKapCTBEHHOM npenapare,
oTnyckaemom 6e3 peuenTa Ha NleKapCTBEHHbIN Npenapar, AOMKHbl COOTBETCTBOBATb MHCTPYKLUM MO NPUMEHEHUIO
nekapcTBEHHOro npenapara.

3. JonyckaeTcsa ncnonb3oBaHve nobblX MaTtepuanbHbIX HOCUTENEW, NO3BONSAIWNX XpaHUTb, NnepeaaBaTh U
ncnonb3oBaTbh MHPOPMALMIO O NleKapCTBEHHbIX NpenapaTtax 6e3 ee nckaxkeHus.

KoHcynbTaHTlntoc: npumedaHue.
Y. 4 cT. 67 BCcTynaet B cuny ¢ 01.07.2020.

4. Onsa uenen vaeHTUUKaUMM YNaKoBOK fleKapCTBEHHbIX NpenapaTtoB Ans MeAWLMHCKOro NpUMeHeHUs
npou3soauTeny nekapcTBEHHbIX CPeacTB B nopsake, yctaHoBrneHHoM [NpasutensctBoM Poccuickon deagepauunn,
HaHOCAT Ha NEepPBUYHYIO YNAKOBKY (B OTHOLUEHMW feKapCTBEHHbIX MpenapaTtoB AN MeOULMHCKOro NMpUMEHEHWs,
ONs  KOTOpbIX He MpeaycMOTpeHa BTOPUYHAS YMakoBKa) W BTOPUYHYHD  (NOTPeOMTENbCKYH)  YNakoBKY
nekapCTBEHHbIX NpenapaTtoB Ans MeAUUUHCKOrOo MpUMEHeHMs cpenctBa uaeHTUduKauumn, 3a WUCKIYeHUeM
nekapCTBEHHbIX npenapaTtoB Afs MeAWMUUHCKOrO MpUMEHEeHUs, MPOM3BOAMMBIX AMs NPOBEAEHUST KIMHUYECKNX
nccnegoBaHWiA, SKCMOPTa, NeKapCTBEHHbIX NpenapaToB AN MEeAULMHCKOrO NPYMEHEHUs!, yKa3aHHbIX B 4acTax 5 u
8 ctatbn 13 HacToswero PeaepanbHOro 3akoHa, pagvodapmaleBTUYECKUX NeKapCTBEHHbIX NpenapaToB, NMUSBOK
MEANLMHCKNX U ra30B MEANLMHCKUX.

(vacTb 4 BBegeHa PegepanbHbiM 3akoHOM OT 28.12.2017 N 425-903 (pea. 27.12.2019))

5. Xapaktepuctukmn cpencrtBa WAaeHTMdMKaLuWM, MOPsSAOK ero HaHeceHus un TpeboBaHWA K CTPYKType u
dopmaTy uHOPMaLMK, KOTOPYH COAEPXUT CPeAcTBO waeHTUduKaumn, onpepenstoTcs [1paBUTenbLCTBOM
Poccuickon ®egepauun.

(4yacTtb 5 BBegeHa defepanbHbiM 3akoHOM OT 28.12.2017 N 425-93)

6. MNopsgok cosgaHusa, pasBuTMS, BBOAA B SKCMMyaTauuioo, SKCnnyatauuMuM W BbiBOga M3 3KcnnyaTauuu
CUCTEMbI MOHUTOPMHIa [ABWKEHUSA JNEeKapCTBEHHbIX MpenapaToB ANs MEAUUMHCKOrO MNPUMEHEHUs, MOPSIAOK
npeaocTaBneHmsa nHpopmaumm, cogepxallenca B CUCTEME MOHUTOPUHIa ABMXKEHUS NIEKAPCTBEHHbIX NpenapaTos
AN MeOWLMHCKOro NPUMEHEHWs], U MOPSOOK B3aMMOAENCTBUS YKa3aHHOW CUCTEMbI C MHBIMW FOCY4APCTBEHHbLIMMW
WH(POPMALIMOHHBIMM  CUCTEMAMU U UH(OPMALMOHHBIMU CUCTEMAMM HOPUONYECKMX NUL, U UHOUBUAOYATbHbIX
npegnpuHuMmartenen, ykasaHHblx B 4Jactax 7 u 10 HacToswen craTbu, ycTaHasnuBalTcs [lpaBuTenscTBoM
Poccuickon ®epepaumn. OnepaTopamMu CUCTEMbl MOHUTOPVHIa ABWXEHMS MeKapCTBEHHbIX MpenapaTtoB Ans
MEeOMLIMHCKOro NPUMEHeHNsa 4aBnstoTca dedeparnbHbld opraH UCMNOMHUTENbHOW Bnactu U (Mnu) opraHusaums,
yrnonHoMoueHHsble MNpaBuTtensctBoMm Poccuiickon ®epepauuu.

(4acTb 6 BBegeHa ®enepanbHbiM 3akoHOM OT 28.12.2017 N 425-03)

KoHcynbTaHTlM0C: npumeyaHue.
Y. 7 cT. 67 BcTynaet B cuny ¢ 01.07.2020.

7. KOpuguyeckne nvua W uHAMBUAYanbHble NpeanpuUHUMAaTEnu, OCYLLECTBIAOLWME NPOU3BOACTBO,
XpaHeHue, BBO3 B Poccuiickyio depepauumio, OTMyCK, peanu3auuto, nepegady, NPUMEHEHUE U YHUUTOXEHWE
NEeKapCTBEHHbIX NpenapaToB ANsi MEeOULMHCKOrO NMpUMEHeHUsi, obecneynBaroT B Nopsiake U B COCTaBe, KOTOpble
ycTaHoBneHbl NpaButenbctBoM Poccuinckon ®egepauum ¢ y4eTOM BuAa OCYLLECTBMSEMON UMW OEATENbHOCTH,
BHECEHME UHOopMaLMK O NlekapCTBEHHbIX Npenapatax Ans MeguuMHCKOro NpMMEHEHNS B CUCTEMY MOHUTOPWHIA
OBWXEHMWS NeKapCTBEHHbIX NpenapaToB Ans MeauLUHCKOro NpuMeHeHNs.

(4acTb 7 BBegeHa ®enepanbHbiM 3akoHOM OT 28.12.2017 N 425-03)

7.1. JlekapcTBeHHble MNpenapatbl Ans MEAULMHCKOro NpUMeHeHusl, npeaHasHaveHHble ana obecnevyeHus
i, GorbHbIX reMounment, MykoBUCUMO030M, TMNoun3apHbIM HaHM3MOM, GonesHbio Mole, 31oKa4YeCcTBeHHbIMU
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHerus: 19.03.2020
(c u3m. n pgon., BCTyM....

HOBOOGpPa3o0BaHMAMM NMMQOMOHON, KPOBETBOPHOM W POACTBEHHBLIX MM TKaHEW, pacCesHHbIM CKNepo3oM, nuL
nocrne TpaHCNnaHTauum opraHoB U (unu) TkaHewn, npousBedeHHble A0 31 aekabpsa 2019 roga, a Takke UHble
nekapcTBeHHble npenapatbl ANns MEeQULUHCKOrO NpuMeHeHusl, npousseneHHble o 1 nonga 2020 roga, nognexar
XpaHeHWIo, NepeBo3ke, OTMYCKy, peanusauuy, nepegade, NnpMMeHeHno B6e3 HaHeceHUsa cpencTs uaeHTudrkaummn
00 VCTEYEHUsI CpoKa X roOgHOCTMW.

(vyactb 7.1 B pen. PenepanbHoro 3akoHa ot 27.12.2019 N 462-03)

8. Opranmsauus MHOPMAaLMOHHOIO B3anMMOAENCTBUS CUCTEMbI MOHUTOPMHIA ABWXEHUSA JTeKapCTBEHHbIX
npenapaToB ANs MEOULMHCKOTO MPUMEHEHUSI C WHbIMW TFOCYAApPCTBEHHBLIMU MH(OPMALMNOHHBIMU CUCTEMaMMU
obecneunBaeTcs B TOM yucne nocpeacTsom WHPaCTPyKTyphl, obecneunBatoLen
NH(OPMALIMOHHO-TEXHONOMMYECKOE  B3aMMOAENCTBME  MH(POPMALMOHHbLIX  CUCTEM,  MCMONb3yeMbiX  AnS
npenocTaBneHnst rocy4apCTBEHHbIX U MYHULMMAMNbHBLIX YCNYT U UCMONTHEHMS TOCYAAPCTBEHHbLIX U MyHMLMNANbHBLIX
YHKLUMIN B 3NEKTPOHHOW (hopMe.

(vyacTb 8 BBegeHa PegepanbHbiM 3akoHOM OT 28.12.2017 N 425-93)

9. ObwepnoctynHaa uHdOpMaumMs, coaepXkallascad B CUCTEME MOHWTOPWHIa ABWXEHWUS FeKapCTBEHHbIX
npenapaToB ANs MeAMUMHCKOrO MpUMEHEeHUs, pasMellaeTcs B MH(OPMaLMOHHO-TENEKOMMYHUKALNOHHOW CceTu
"MnTepHeT" (B TOM 4mcne B hopme OTKPbITLIX AaHHbIX) B Nopsigke, ycTaHoBneHHoM Mpasutensctsom Poccuiickon
depepauymm.

(vacTb 9 BBegeHa PegeparnbHbiM 3akoHOM OT 28.12.2017 N 425-93)

10. MNMpowussoguTenu nekapcTBEHHbIX CPEACTB NOMyYaloT COAePKaLLYCs B CUCTEME MOHUTOPUHIa ABMXEHUS
rnieKkapCTBEHHbIX NpenapaToB Afs MeAMLMHCKOro NpMMeHeHNs MHpopMaLmnio 0 cepusax U NapTUsX NeKapCTBEHHbIX
npenapaToB, MNPOU3BOAMMbIX UMW M HaxodALWMXCA B rpaxgaHckom obopoTe B Poccuickon ®epepauuu,
6e3B03mMe3HO.

(vacTb 10 BBegeHa PeaepanbHbiM 3akoHOM OT 28.12.2017 N 425-93)

KoHcynbTaHTlmoc: npumeyaHue.
Y. 11 ct. 67 BCcTynaet B cuny ¢ 01.07.2020.

11. 3a nNpov3BOACTBO MMM NpoAaxy NEeKapCTBEHHbIX NpenapatoB ANA MeAMUMHCKOro npuMmeHeHus 6es
HaHeceHWs cpeacTB MAEHTUMUKaLWMKM, C HapyleHUMeM YCTaHOBIEHHOro nopsigka WX HaHeceHus, a Takke 3a
HeCcBOeBpEMEHHOe BHeCeHWe [OaHHblX B CUCTEMY MOHMTOPWHIa ABWXEHWS MeKapCTBEHHbIX MpenapaTtoB AN
MEAMLMHCKOro NMPUMEHEHMWS UMW BHECEHNE B HE€ HEOCTOBEPHbIX AaHHbIX OpUuanyeckne nuua u nHaneuayanbHble
npeanpuHUMaTtenu, ykasaHHble B 4YacTax 4 1 7 HacTosiwew cTaTbW, HECyT OTBETCTBEHHOCTb B COOTBETCTBUM C
3akoHogartenbcTBoM Poccunckon ®egepauun.

(vacTb 11 BBegeHa PeaepanbHbIM 3akoHOM OT 28.12.2017 N 425-93)

12. TMpasutensctBo Poccunckon ®degepauny BrnpaBe YCTAHOBUTb OCOBEHHOCTV BHEAPEHWS CUCTEMbI
MOHUTOPWUHIa OBWKEHWS FeKapCTBEHHbIX NpenapaTtoB Ans MeAWLMHCKOro MNPUMMEHEHWs, BKIoYas CPoKn ee
BHEApPEHWs, B OTHOLLEHUW NeKapCTBEHHbIX NpenapaToB A4S MeAUUMHCKOTO NMPUMEHEHUS, BKITFOYEHHbIX B MepeYeHb
XKM3HEHHO HeOoDXOAMMbIX W  BaXHEWLWMX feKapCTBEHHbIX NpenapatoB, feKapCTBEHHbIX MNpenaparos,
npegHa3HavYeHHbIX Ans obecneyeHust nuu, 6onbHbIX reModunmen, MyKoBUCLIMO030M, rMNodn3apHbIM HaHU3MOM,
GonesHbto lowe, 3nokayecTBEHHbIMW HOBOODOpPa3oBaHUAMWM NMUMAOUOHON, KPOBETBOPHOW M POACTBEHHbIX WM
TKaHen, pacCesiHHbIM CKMepo30M, MWL, Nocrie TpaHCnnaHTauum OpraHoB U (Mfn) TKaHEW, WHbIX JIeKapCTBEHHbIX
npenapaToB AfS MeANLMHCKOrO NMPUMEHEHNS.

(vyacTb 12 BBegeHa deaepanbHbiM 3akoHOM OT 28.12.2017 N 425-93)

Masa 14.1. OTPAHUYEHUA, HANTATAEMbIE
HA OPFAHU3ALUUU, OCYLLECTBINAKLWUME OEATENNIbHOCTb
Mo OBPALLUEHUKO NEKAPCTBEHHbLIX CPEOACTB
(BBeaeHa depepanbHbIM 3akoHOM OT 25.11.2013 N 317-03)

Cratbsa 67.1. OrpaHMyeHus, HanaraemMmblie NPU OCYLIECTBIIEHUU OeATENbHOCTU B ccepe obpalueHus
neKapcTBEeHHbIX CpeAcTB
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®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHerus: 19.03.2020
(c u3m. n pgon., BCTyM....

1. OpraHusauuu, 3aHumaroLmecs paspaboTKoW, MPOM3BOACTBOM M (MnM) peanu3aunen nekapCTBEHHbIX
npenapaToB AN MegULMHCKOro NpUMEHEHUS, opraHnsaumu, obnagaroLLme npaBamMmm Ha UCNONb30BaHNE TOProBoro
HaMMEeHOBaHUSA NeKapCTBEHHOro npenaparta Ans MeOULUHCKOrO NpUMEHEHWs!, opraHm3auuMyM OnTOBOW TOProBmnwu
NeKapcTBEHHbIMW CPeACTBaMu, anTeyHble opraHuM3auummn (X npeactaBuTenu, UHble PU3MYecKne u opuanyeckue
nvua, OCYLUECTBIISIIOLLME CBOK [OEATENbHOCTb OT MMEHW 3TUMX OpraHv3auui) B OTHOLUEHUU MEeOMLMHCKUX
pabOTHWMKOB M pyKOBOAUTENEN MEANLMHCKUX OpraHn3aumin He BnpaBge:

1) Bpy4yaTb Nodapku, BbinnayMBaTth AEHEXHbIE CPeACTBa (3a UCKMNI0YEHMEeM BO3Harpak4eHun no Jorosopam
npu NpoBeAEeHUU KITMHWYECKUX WUCCrefoBaHUi NekapcTBEHHbIX MpenapaTtoB Ans MEAWMLMHCKOro NpUMEHEHWs,
BO3HarpaxgeHuin, CBA3aHHbIX C OCYLLEeCTBEHMEeM MeOUUMHCKUM paboTHUKOM nedarornyeckon u (Mnu) HayydyHomn
AeaTenbHOCTW), B TOM YMChe onfnaymBaTb pasBrievyeHns, oTablX, Npoess K MecTy OTAbIxa, a Takke npuBnekaTb K
y4acTuio B pa3BrekaTernbHbIX MEPONPUATUAX, MPOBOAMMbIX 3@ CHET CBOUX CPEACTB;

2) 3aKn4aTb cornaweHna o Ha3Ha4YeHnun nnm pekomeHgaumm naudmeHTam nekapCTtBeHHbIX npenapatoBs Ansa
MEeANLNHCKOIo npumMmeHeHuna (3a UCKNK4YeHnemMm OoroBopos 0O npoBeaeHun KInMHNYEeCKnX nccnenoBaHuin
NeKapCTBEHHbIX NMpenapaTtoB And MeguLUmHCKOro I'IpVIMeHeHMFI);

3) npeaocTaBnATb 06pasu,b| NleKapCTBEeHHbIX MnpenapaTtoB AOnA MeOUUMHCKOro npuMmeHeHna B Uendax
Bpy4vyeHuna naumeHTam (3a UCKN4YeHnemM crny4yaeB, CBA3aHHbIX C MnpoBeAeHUEeM KITMHUYECKUX nccnegoBaHumn
NeKapCTBEHHbIX NMpenapaTtoB And MeguLlmHCKOro I'IpVIMeHeHMFI);

4) npefocTaBnATb HEOOCTOBEPHYIO U (MNN) HEMOSHYI0 MHAOPMAaLUMIO O NEeKapCTBEHHbIX Npenapatax ans
MEOULIMHCKOrO NPUMEHEHUS,

5) nocewarts uMx B paboyee BpeMs Ha pabouMx MecTax, 3a WCKMIYEHMEM CryvyaeB, CBSI3aHHbIX C
NPOBEAEHNEM KITMHUYECKUX MWCCIeoBaHWUi JeKapCTBEHHbIX MpenapatoB Ans MeOWMUMHCKOTO MPUMEHEHWsl, C
y4yacTueMm B nopsiake, YCTaHOBIIEHHOM PYKOBOAMTENEM MEAMLMHCKOW OopraHv3auuv, B cCOBpaHUsX MeaULMHCKMX
pabOTHMKOB U WHbIX MEPOMPUSATUAX, HamNpaBSfieHHbIX Ha MOBbILUEHWE WX MPOEeCcCUOHaNbHOTO YPOBHS UMM Ha
npegocTaBrieHne MHopMaunn, CBSA3aHHOM C OCYLLECTBIIEHNEM MOHMUTOPUHra 6Ge30MacHOCTM NeKapCTBEHHbIX
npenaparos;

6) nobyxaaTb K BbIMUCLIBAHWIO NEKAPCTBEHHbIX MpenapaTtoB Ans MeAULMHCKOrO MpPUMeEHeHWsl Ha GnaHkax,
cofepxalux MHGOPMaLMI0 PEKIIaMHOIO XapakTepa, a Takke Ha peuenTypHbix GraHkax, Ha KOTopbIX 3apaHee
Hane4yaTaHO HaMMeHOBaHWe NeKapCTBEHHOrO NpenapaTta Anst MEQULMUHCKOTO NPUMEHEHUS.

2. OpraHuszaumu, ykasaHHble B ab3aue nepBoM 4YactTu 1 HacTosien cTaTbW, U WX MpeAacTaBUTENU B
OTHOLLEHMU hapMaLeBTUYECKUX PABOTHUKOB 1 PYKOBOAMTENEN anTeYHblX OpraHM3aLmii He BNpase:

1) Bpy4aTb Nogapku, BbinnayMBaTtb AEeHEXHble CpeacTea, B TOM YMCRe OnnavyvMBaTth pasBrievYeHus, OTAbIX,
npoesn K MeCTy oTAbixa, U MpYBMeKkaTb K y4acTuio B pasBriekaTeslbHbIX MeponpuaTUSX, MPOBOAMMBIX 33 CYET
CBOWX CPEACTB;

2) npegocTaBlATb o6pa3u,b| NekapCTBeHHbIX npenapartoB And MeguunHCKOro npumMmeHeHua Ond BpydYeHud
HaceneHuto,

3) 3aKn4aTb cornaweHuna o npearioxxeHnn HacerneHuto onpenernieHHbIX NnekapCTBeHHbIX npenapatoB Ond
MeaNLMHCKOIro NnpuMeHeHuns,;

4) npedocTaBnATb HEOOCTOBEPHYIO M (MNM) HEMOMHYI0 MHGOPMaUMIO O NeKapCTBEHHbIX MpenapaTtax Ans
MEOULIMHCKOrO MPUMEHEHMsl, B TOM 4WCNEe WMEeKLWMX OOMHAKOBOE MEXAyHapoaHoe HemaTeHToBaHHoe
HanMeHoBaHMe.

CtatbAa 67.2. TpeboBaHMs K oOpraHusauMmM U nNpoOBeAeHUI Hay4YHbIX MEPONPUATUNA, MHbIX
MeponpUATUM, HanpaBJieHHbIX Ha NOBbIWEeHUe NPodeCcCCUOHaNbLHOro YypPoOBHA MEAULMHCKUMX PabGOTHUKOB
WM Ha npeAaocTaBnieHMe MH(opMauuu, CBS3aHHOM C OCYLEeCTBIIEHUEM MOHMTOpPUHra 6e3onacHocTu
JNieKapCTBEHHbIX NpenapaToB

1. I'IpM npoeegeHn Hay4HbIX MepOI'IpI/IﬂTMVI, NHbIX MepOI'IpI/IFITMVI, HanpaBlieHHbIX Ha MNoBblLUEHNE
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(peg. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHerus: 19.03.2020
(c u3m. n pgon., BCTyM....

npodeccnoHanbHOro ypoBHA MeOMLMHCKMX PabOTHUKOB UMW Ha NpeocTaBrieHne CBA3aHHOW C OCYLLEeCTBIIEHUEM
MOHUTOpMHra 6e30nacHOCTM NeKapCTBEHHbIX MpenapaToB MHAOPMaUUKW, OpraHU3yeMblX OpraHu3aumsiMu,
yKkasaHHbIMW B ab3aue nepBom vactu 1 ctaTbu 67.1 HacToswero ®enepansHOro 3akoHa, Ux NpeacTaBUTENs MU U
(nnn) prHaHCMpyeMbix 3a CHET CPeacTB ATUX OpraHM3auuin n nx NnpeacTaBuTenen, 3anpeLlaeTcs NnpensaTcTBOBaTbL
Yy4acTUIO B yKa3aHHbIX MEPOMPUATUAX MHbIX OpraHn3aLmin, KOTopble MPON3BOASAT UNN peanuayloT NeKkapCTBEHHbIE
npenapaTbl AN MEOWUUHCKOrO MPUMEHEHUS CO CXOXUM MEeXaHM3MOM (hapMakoSiorMyeckoro OencTBusi, Nmbo
co3gaBaTb OUCKPMMMHALMOHHBIE YCMOBUA ONS OOHUX YYACTHWKOB MO CPaBHEHWUIO C APYrUMW y4acTHWKaMK, a
WUMEHHO:

1) NpenocTaBnsTb pa3fMiyHOe KONMMYECTBO BPEMEHU NS BbICTYNNEHUIA YY4AaCTHVKOB, pasnnyHble No pasmepy
3aHMMaeMOl nnowaauM Mecta Ans AeMOHCTpauuu obpasuoB feKapCTBEHHbIX MpenapaToB Ans MeaUUMHCKOro
NPUMEHEHMS! UN peKnaMHbIX MaTepuanoB O NeKapCTBEHHbLIX npenapaTtax Ans MeAVLWMHCKOrO MPUMEHEHMs Ha
9KCMO3UUMSIX, CTEHAAX, 3a WUCKMYEeHWeM CIy4vyaeB, eCniM TakKuMe YCMOBMS 3aKpensieHbl B COMMalleHUsIX 3TUX
opraHusauui, ux npeacTtaBuTeneil 0 MHaHCUPOBaHWM YKa3aHHbIX MepOnpUSTUA U 0BYCNOBMNEHbI Pa3fMYHbIMK
3aTpaTaMu y4acCTHMKOB Ha UX OpraHn3aumio;

2) yctaHaBnuBaTtb pasmep B3HOCA 4SS Y4aCTHMKOB MEPONPUATUIA, yka3aHHbIX B ab3ale nepBoM HacTosLLen
YacTu, NpPeBbILWAaoLWMIN CyMMY 3aTpaT Ha OpraHM3aumio ykasaHHbIX MeponpuaTui 1 BegyLwmn K Heo60CHOBaHHOMY
OrPaHMYEHUNIO YNCNAa NX YHACTHUKOB.

2. OpraHusaumm, ykasaHHble B ab3aue nepsom yactu 1 ctateu 67.1 HacToswero ®egepansHOro 3akoHa, ux
npeacTaBMTeNy, OCYLLECTBNSAIOWME OpraHn3aumio n (Mnm) MHaHCUpOBaHNE MEPONPUSATUIA, YKa3aHHbIX B YacTu 1
HacTosilen cTaTbk, 06s3aHbl obecneumBaTb AOCTYN K MHopmMauum O gaTe, MecTe W BpeMeHu npoBedeHUus
yKasaHHbIX MeponpuaTWi, MnaHax, nporpammax NpoBeAeHUs! YKa3aHHbIX MeponpuSaTUA U Temax, NnnaHupyembix
ONsi pacCMOTPEeHWsi, COCTaBe MX YYaCTHWKOB MyTEM pa3MeLLeHUss COOTBETCTBYHLLEN WHGOPMauUM Ha CBOWUX
odmumanbHbIX cantax B cetn "MHTepHeT" He no3gHee ABYX MecsuUeB [0 Hadana npoBeAeHUs YKa3aHHbIX
MepOnNPUSATUNA.

3. WHdopmauua o npoBedeHMM MeponpusaTUNA, yKasaHHbIX B 4YacTu 1 HacToswewn craTbu, B CpOK,
YCTaHOBMEHHbIA 4YacTbid 2 HacTosAwen cTaTbW, [ommkHa ObiTb HanpaBneHa B degeparnbHbil  OpraH
WCNONHUTENBHOW BNAcTK, OCYLLECTBNSAWMA DYHKLUUN MO KOHTPOMNIO U Haa3opy B cpepe 34paBoOXpaHeHus, Ans
nocneyowero pasmelleHms ee Ha oduumanbHOM canTe 3Toro opraHa B cetn "UIHTepHeT".

Mnaea 15. OTBETCTBEHHOCTb 3A HAPYLUEHUE 3AKOHOOATEJIbCTBA
POCCUUCKOW ®EOEPALIUM NMPU OBPALLEHUN NNEKAPCTBEHHbIX CPEACTB
1 BOSMELWEHWUE BPEOA, MPUYUHEHHOIO 300OPOBbLIO NrPAXOAH
BCINEACTBME NPUMEHEHUA NEKAPCTBEHHbIX MPENAPATOB

Ctatba 68. OTBeTCTBEHHOCTb 3a HapylweHue 3akoHogaTenbcTBa Poccuiickon ®Pegepaumm npu
obpalleHun NeKapCcTBeHHbIX CPeaACTB

1. HapyweHuve 3akoHogaTtenbctBa Poccuiickon ®epepauum npu obpalleHun NEKApPCTBEHHBLIX CPeacTs
BreyeT 3a cobol OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKoHOA4AaTeNnsCcTBOM Poccuiickon Pepepaumm.
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2. 3a HenpepacraBneHne UNM HECBOEBPEMEHHOE MNpeacTaBrneHne uHdgopmaumm u (Mnm) SOKYMEHTOB NMbo
npeacTaBrieHMe HefoCTOBEpHbIX  MHGopMauum u  (MnNn)  OOKYMEHTOB, MNPEAYCMOTPEHHbIX  HACTOSALMM
depneparnbHbIM 3aKOHOM, CyOBEKTbI 0OpaLleHns NekapCTBEHHbIX CPeaCcTB HECYT OTBETCTBEHHOCTb B COOTBETCTBUM
C 3akoHopaTenbcTBOM Poccuinckon degepaumn.

(4acTtb 2 BBegeHa PefeparnbHbiM 3akoHOM OT 22.12.2014 N 429-03; B pea. ®enepanbHoro 3akoHa ot 04.06.2018
N 140-93)

Cratba 69. Bo3meweHue Bpepa, NMPUYUHEHHOrO 340POBLIO rpaxaaH BCreAcTBUME NPUMEHEHUS
neKapcTBeHHbIX NpenapaTtoB

1. MpowusBoanTenb NekapCcTBEHHOTO NpenapaTta 06s3aH BO3MECTUTb Bpes, NMPUYUHEHHBI 300POBbI0 rpakaaH
BCreACTBME NMPUMEHEHWS NTeKapCTBEHHOIO npenapaTta, ecniv AoKa3aHo, YTo:

www.consultant.ru Crpanumua 105 un3 109
HageXXHas NpaBoBas noaaepXkKa


http://www.consultant.ru/
http://www.consultant.ru/
consultantplus://offline/ref=5001120F12A334FC746A75C08F7E53DD0069242B22D3BC46F413CD9AFC7DFEA5BE1FADE4F65E213649DDE4EB8DF13965A2AFDC488DF71176C4g1G
consultantplus://offline/ref=5001120F12A334FC746A75C08F7E53DD0069242B22D3BC46F413CD9AFC7DFEA5BE1FADE4F65E213648DDE4EB8DF13965A2AFDC488DF71176C4g1G
consultantplus://offline/ref=5001120F12A334FC746A75C08F7E53DD01642F2F21D4BC46F413CD9AFC7DFEA5BE1FADE4F65E263F49DDE4EB8DF13965A2AFDC488DF71176C4g1G

®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(peg. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHerus: 19.03.2020
(c u3m. n pgon., BCTyM....

1) nekapcTBEHHbIV NpenapaT NPUMEHSCSA N0 Ha3HAYEeHU0 B COOTBETCTBUMN C MHCTPYKLUMUEN MO MPUMEHEHUIO
NneKkapcTBEHHOro npenapaTta U NpPUYMHON Bpeda SABMMCH BBOA B rpaxaaHckunm obopoT HepobpokayeCTBEHHOrO
nekapCcTBEHHOro npenapara;

2) Bpen 340pOBbIO NMPUYMHEH BCNEACTBME HEQOCTOBEPHOM MHAOPMaLUKN, coaepXKallencs B MHCTPYKLMM NO
NMPUMEHEHMIO NIEKAapPCTBEHHOIO NpenapaTa, U3gaHHoM NPoM3BOAMTENEM fleKapCTBEHHOIO NpenaparTa.

2. B cnyvae, ecnu Bpen 300pOBbH rpaxaaH MNPUYMHEH BCNEACTBUE MPUMEHEHMST JIeKapCTBEHHOMO
npenapaTa, npuweawero B HEroOHOCTL B pe3yribTaTe HapyLeHUs NpaBui XpaHEHUs NIEKapCTBEHHLIX CPeacTs,
npaBwui ONTOBOW TOProBfW feKapCTBEHHbIMY NpenapaTtamMu, NpaBui oTNycka NliekapCTBEHHLIX NpenapaTos, npasu
M3roTOBMEHUST MU OTMyCKa NeKapCTBEHHbIX MpenapaToB, BO3MELLEHWE Bpeda OCYLLECTBMAETCS COOTBETCTBEHHO
opraHu3auvei ONTOBOW TOPrOBMW fEKapCTBEHHbIMU CPEeACTBaMM, anTeYHOW opraHusaumein, UHAMBMAYaNbHbLIM
npeanpuHumaTteneM, MWMELWUMA FNUUEH3NI0 Ha (dapMaueBTUYECKY0 OEATENbHOCTb WAWM  FIMLEH3UIO  Ha
MEANLMHCKYIO [OesITeNbHOCTb, MEAMLMHCKON OpraHusaumen, WUMEOLWEN JULEH3NI0 Ha dapmaueBTUYECKYHD
OEeATenbHOCTb (ee 060Cc00nEHHbIM nogpasgeneHnem (ambynatopuern, denbaLepcKknum "
dhenbawepcKo-akyLlepCKMM  MyHKTaMu, LEeHTpoOM (oTaeneHvem) obuleli BpadebHOM (CeMenHOn) NpakTuKK),
pacrnofioXeHHbIM B CENbCKOM HAaCerieHHOM TMNyHKTe, B KOTOPOM OTCYTCTBYeT anTedyHasl opraHusauus),
OONYyCTMBLUMMW Npoaaxy Unm OTrNyCcK TaKoro NiekapCcTBEHHOro npenaparTa.

(B pea. PepgepanbHoro 3akoHa ot 25.11.2013 N 317-93)

3. BosmelyeHue Bpena, nNpuYMHEHHOro 340pOBbI0 rpaXgaH BcCneacTBMe nNpuMeHeHUA JeKapCTBEeHHbIX
npenapartos WM coBepLUEHUNA NMPOTUMBOMPAaBHbIX OencTeumn Cy6beKTaMVI 06paLLl,eHl/Iﬂ JNIeKapCTBEHHbIX CpeacTs,
OCyLLECTBIIAETCA B COOTBETCTBMN C 3aKOHOOATENIbCTBOM Poccuinckon d)e/:l,epau,mm.

Mnaea 16. SAKINNIOYUTENbHbIE NONOXEHUA

Cratba 70. O Npu3HaHMM YTpPaTUBLUMMWU CUNy OTAESbHbIX 3aKOHOAAaTellbHbIX aKTOB (MOJIOXeHWUN
3aKoHoAaTenbHbIX akToB) Poccuiickon ®egepauum

Mpu3HaTb yTpaTUBLUMMU CUIY:

1) ®epepanbHbin 3akoH oT 22 uioHa 1998 roga N 86-®3 "O nekapctBeHHbIXx cpeacTtBax” (CobpaHue
3akoHogaTtenbcTBa Poccuiickon ®epepauun, 1998, N 26, ct. 3006);

2) ®epepanbHbii 3akoH OT 2 aHBaps 2000 roga N 5-03 "O BHECEHMM WM3MEHEHMS U OOMOSHEHWMN B
depepanbHbii 3akoH "O nekapcTBeHHbIX cpeacteax” (CobpaHne 3akoHopatenbcTBa Poccunckon depepaumu,
2000, N 2, cT. 126);

3) cratbio 40 depepanbHoro 3akoHa oT 10 aHBaps 2003 roga N 15-©3 "O BHeceHWUM WU3MEHEHUN Wn
OOMONHEHMIN B HEKOTOpbIE 3akoHodaTernbHble akTbl Poccuickon degepaumm B €BA3N ¢ npuHatnem degepansHoro
3akoHa "O nuueHsnpoBaHuMKM oOTAenbHbIX BMAOB AeatenbHocTn" (CobpaHme 3akoHogaTenbcTBa Poccuiickomn
depepauyun, 2003, N 2, cT. 167);

4) crtatbto 31 depepanbHoro 3akoHa ot 30 wutoHa 2003 rogpa N 86-O3 "O BHECEHMM M3MEHEHUN W
OOMONMHEHMI B HekoTopble 3akoHogaTesnbHble akTbl Poccuitickonn depepauunn, NpU3HaAHWM YTpaTUBLUMMWU CUMY
oTOenbHbIX 3aKoHogaTenbHbIX akToB Poccuiickoin defepaumn, nNpenocTaBneHMn OTAENbHbIX  rapaHTuii
COTPYAHWKAM OpraHOB BHYTPEHHUX [efl, OpraHoB MO KOHTPOSM 3a 06OpOTOM HapKOTMYECKUX CPeacTB U
NCUXOTPONHbIX BewecTB W ynpas3gHAeMblX q)e,u,epaanblx opraHos Hanorosomn nonvumMn B CBA3N C
OCYLLEeCTBIEHMEM Mep MO COBEPLUEHCTBOBAHMIO FocydapcTBeHHoro ynpasneHus" (CobGpaHue 3akoHoaaTenbcTea
Poccuiickon degepaumm, 2003, N 27, cT. 2700);

5) cratbto 101 depepanbHOro 3akoHa ot 22 aerycta 2004 roga N 122-03 "O BHeCEHWM U3MEHEHWI B
3aKkoHofarernbHble akTbl Poccuiickon ®depepaumm n NpusHaHum yTpaTUBLUMMW CUIY HEKOTOPbIX 3aKOHOA4ATENbHbIX
aktoB Poccuiickon depepauum B cBA3M C NpuHATMEM PepepanbHbiX 3akoHOB "O BHECEHUM W3MEHEHUN W
aononHeHun B ®egepanbHbii 3akoH "O0 00LWKUX NpUHLMNAx opraHn3auumn 3akoHodaTeNbHbIX (MpeacTaBUTENbHbIX)
N UCMNOMHMTENbHBIX OPraHoB rocyfapCTBEHHOW Bractu cybbekToB Poccuiickon ®epepauun” n "O6 obwmx
npyvHUMNax opraHM3auun MecTHoro camoynpaenenuns B Poccuiickon ®egepaunn” (CobpaHne 3akoHogaTenbCcTBa
Poccuiickon ®degepaumm, 2004, N 35, cT. 3607);
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(peg. ot 27.12.2019) [JokymeHT npepoctasneH KoHcynbTaHTI0C
"06 obpalleHnn NekapCTBEHHbIX cpeacTs” [aTta coxpaHerus: 19.03.2020
(c u3m. n pgon., BCTyM....

6) ctaTbto 28 PepepanbHoro 3akoHa ot 18 gekabpsi 2006 roga N 231-®3 "O BBeaeHUM B OeNCTBUE YaCTU
yetBepTon [paxpgaHckoro kopekca Poccuinckon depepaummn" (CobpaHune 3akoHogaTensctBa Poccuiickon
®epnepaumn, 2006, N 52, ct. 5497).

Cratbs 71. BetynneHue B cuny HacTtosuwero denepanbHOro 3akoHa

1. HacTtoswmin ®egepanbHbivi 3akoH BCTynaeT B cuny ¢ 1 ceHTsiopsa 2010 roaa.

2. JlekapcTBEHHbIE CPEACTBa, 3aperncTpupoBaHHble OO AHSA BCTYMMEHMS B CUIy HacTosiwero ®epepansHoro
3aKoHa, noanexaT BKIHYEHMIO B rOCyAapCTBEHHbIE PEECTPbl NEKapCTBEHHbIX CPEACTB C BHECEHMEM YKa3aHHbIX B
yactn 1 cratbm 33 HacToswero degepanbHOro 3akoHa cBegeHUr 06 3TUX NeKapcTBEHHbIX cpeacTtBax 6es
NPOXOXAEHNs BHOBb NpoLieaypbl FOCY4apCTBEHHOW perncTpaumnmn nekapCTBEHHbIX NpenapaTos.

3. TocypmapcTBeHHasi perucTpaumsi NeKapCTBEHHbIX MpenapaToB, 3a WCKMAYEHMEM NeKapCTBEHHbIX
npenapaToB AN MeAULMHCKOrO NPUMEHEHWUS!, MPEACTaBEHHbIX HA YKa3aHHY perncTpaumto 4o AHS BCTYMNEHWs B
cuny HacTosilero dPefepanbHOro 3akoHa, OCYLLECTBIISIETCA B COOTBETCTBUM C HacTosWwmM PeneparnbHbiM 3aKkOHOM
Ha OCHOBaHWUWM OOKYMEHTOB W AaHHbIX, NpeAcTaBneHHbIX 40 OHS BCTYMNeHus B cuny Hactoswero ®epeparnbHoro
3aKoHa.

(8 pea. PegepanbHoro 3akoHa ot 11.10.2010 N 271-03)

3.1. TocypapcTBeHHas perucTpauus nekapCTBEHHbIX MpenapaTtoB ANs MEOUUMHCKOrO NpUMEHEHMS,
npeacTaBneHHbIX Ha rocyAapCTBEHHYKO perncrTpaumioo 00 OHSA BCTYNneHua B cuny Hacrtosuwero depeparnbHOro
3aKoHa, W rocygapcTBeHHass permcTpauusa nekapCTBeHHbIX npenapaToB And MeOUUUHCKOro MpUMEHEeHUs,
npeAcTaBneHHbIX Ha 3KCNepTU3y NeKkapCcTBeHHbIX CPeACcTB A0 OHA BCTYNNEHUs B cuny Hactoswero ®degepansHoro
3aKoHa B Llensx ux nocrneayoLllen rocygapCcTBEHHON perncrTpaumm, OCyLECTBNSAIOTCA Ha OCHOBAHUN LOKYMEHTOB U
OaHHbIX, NPeACcTaBNeHHbIX A0 OHA BCTYMMEHMs B cuny Hactoswero ®eaepanbHOro 3akoHa, a Takke 3asBrneHus o
rocyfapCTBEHHOW perncrpauumn nekapcTBEHHOro npenapara, NpeacTaBneHHOro Npon3BoaANTENEM NeKapCTBEHHbIX
npenapaToB MMM YMOMHOMOYEHHBIM MM §NULOM B COOTBETCTBUM C Hactoswum PepepanbHbiM 3aKOHOM B
YMOMHOMOYEHHbIV befiepanbHbIv OpraH ncnonHuTensHom Bnactn go 1 mapta 2011 roga, 6e3 TpeboBaHus ynnathbl
rocy4apCTBEHHOW MOLWMMHbI, NPeayCMOTPEHHOW 3akoHodaTtenscTBoM Poccuiickon Pepepauum o Hamorax w
cbopax.

(vyacTtb 3.1 B peq. ®enepanbHoro 3akoHa ot 29.11.2010 N 313-d3)

3.2. lNMopTBepxaeHWe rocyaapCTBEHHOW pervcTpauny nekapcTBEHHbIX NpenapaTtoB A4S MeOUUUHCKOro
NPUMEHEHWs, NPeaCTaBNEHHbIX ANS NOATBEPKAEHMS rOCyAapCTBEHHON perncTpauum go OHS BCTYNIIEHUSA B CUNY
HacTodawero ®deaepanbHOro 3akoHa, W NOATBEPXAEHWE T[OCYAapCTBEHHOW perucTpauumn nekapCcTBEHHbIX
npenapaToB A1 MEAMLUMHCKOro NPUMEHEHUs], MPEeACTaBEHHbIX HA SKCMEPTU3Y NEKapCTBEHHbIX CPeacTB 4O AHS
BCTYNNeHns B cuny Hactoswero ®degepanbHOro 3akoHa B Lenax Mocrneaylowero noaTBEPXAEHUs KX
rocy4apCTBEHHOW perncTpaumm, OCyLLEeCTBASATCSA Ha OCHOBAHUN JOKYMEHTOB U JaHHbIX, NPeACTaBNEHHbIX 40 OHSA
BCTYNIEHNs1 B cuny HacTosiwero ®eaepanbHoro 3akoHa, a Takke 3asBreHNst O MOATBEPKAEHNN rOCyAapCTBEHHON
pervcTpaumm fnekapcTBEHHOIO npenapaTa, NpeacTaBNeHHOro NPOM3BOAMTENEM JTEKAaPCTBEHHbBIX MpenapaToB MIu
YMNONTHOMOYEHHbIM MM JULOM B COOTBETCTBUM C HacTosiwmm PegepanbHbiM 3aKOHOM B YMOSTHOMOYEHHbIN
deneparnbHbI opraH ucnonHuTensHowm Brnactu o 1 mapta 2011 roga, 6e3 TpeboBaHusa ynnaTbl rOCyAapCTBEHHOW
NOLUNMHbI, NPeayCMOTPEHHOW 3akoHoaaTenscTBOM Poccuiickon Penepaumm o Hanorax n coopax.

(vactb 3.2 B pen. PepepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3.3. MpuHATUE pelleHna 0 BHECEHUU U3MEHEHU B LOKYMEHTbI, coaepXallnecs B permctpaumoHHOM JOCke
Ha 3aperMcTpupoBaHHbIN NeKapCTBEHHbIW npenapaTt Ansg MeauUUHCKOro NpUMeHeHns U npeactaBneHHble 00 OHSA
BCTYNNeHns B cuny Hactosiwero defepanbHOro 3akoHa, W MPUHATUE pELLUEHUS O BHECEHUU U3MEHEeHWA B
OOKYMEHTbI, coaepXalleecs B permcTpaumoHHOM A0Cbe Ha 3aperncTpmpoBaHHbI NeKkapCTBEHHLIN npenapaT Ans
MEeLMLIMHCKOro MPUMEHEHUS U NpeacTaBNeHHbIe Ha 3KCNepTU3y NekapCTBEHHbIX CPeACTB OO0 AHA BCTYMMeHus B
cuny Hactoswero ®efepanbHOro 3akoHa, OCYLIECTBNAKTCA Ha OCHOBaHUM OOKYMEHTOB W [AaHHbIX,
npeacTaBneHHbIX A0 AHS BCTYNMEeHUs B cuny HacTosdwero defepanbHOro 3akoHa, a Takke 3asiBNeHnst 0 BHeCeHUU
M3MEHEHNI B LOKYMEHTbI, coAepXallmMecss B permcTpaumoHHOM 0OCbe Ha 3aperMcTpyMpOBaHHLIN NEKAPCTBEHHbIN
npenapaTt ans MeAuMUMHCKOro NpMMEHEHUs, NPeACTaBEeHHOro NPON3BOAMTENEM JNTIEKAPCTBEHHbIX NMpenapaToB Unm
YMOSTHOMOYEHHBIM MM IUMLUOM B COOTBETCTBMM C Hactodwum PegepanbHbiM 3aKOHOM B YMOSTHOMOYEHHbIN
denepanbHbIi opraH ucnonHuTenbHon Bnactn ao 1 mapta 2011 roga, 6e3 TpeboBaHus ynnatbl rocyaapCTBEHHON
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MOLUMNMHBI, NPeayCMOTPEHHOW 3akoHoAaTensCcTBoM Poccuinckon deaepaumm o Hanorax u cbopax.
(vactb 3.3 B peq. PenepanbHoro 3akoHa ot 29.11.2010 N 313-d3)

3.4. Bbolgava paspelueHun Ha npoBedeHME KITMHUYECKMX MCCneaoBaHWUi NeKkapCTBEHHbLIX NpenapaTtoB Ans
MEeOMLMHCKOrO NPUMEHEHNS NO 3asiBNEHUSM, NOAHHbLIM OO0 OHSI BCTYMNMeHusa B cuny Hactoswero ®PegepanbHoro
3aKOHa, a Takke Mo 3asBMNeHUsIM, NoAaHHbIM MOCHe OHA BCTYNNeHWs B cuny HacToswero ®egepanbHOro 3akoHa Ha
OCHOBaHUM 3KCMEPTWU3, MNPOBEAEHHbIX [0 [AHS BCTyMnneHuss B cuny Hactodwero ®degepanbHOro 3akoHa,
OCYLLLECTBMSIETCS B COOTBETCTBMM C Hactoswum dPenepanbHbiM 3aKOHOM Ha OCHOBaHWUW OOKYMEHTOB U AaHHbIX,
npeAcTaBneHHbIX UM MOMNYyYeHHbIX A0 OHSA BCTYNNeHus B cuny Hactosiwero deaepanbHOro 3akoHa, a Takke Ha
OCHOBaHUM KOMuUU npeaBapuUTeEnbHOro AoroBopa 06s3aTenbHOro CTpaxOBaHWS XWM3HW, 300POBbS MALMEHTOB,
YYacCTBYHOLUUX B KMMHMYECKOM MCCNeaoBaHWM NeKapCTBEHHOro npenapara Angd MeAUUMHCKOro NpUMEHEeHUs, unu
Konuum paoroBopa 0653aTenbHOr0 CTpPaxoBaHWUSl XXKU3HW, 300pPOBbS MAUMEHTOB, YYaCTBYIOLUMX B KIUHUYECKOM
nccneaoBaHUM MEKapCTBEHHOro npenaparta Ans MeaWMUMHCKOro MpUMMEHEeHus, nMbo npeacTaBneHHON Konuu
aorosopa 0653aTenbHOr0 CTpaxoBaHUs, 3aKMOYEHHOTO B COOTBETCTBMU C TUMOBLIMW MpaBuniaMm obs3aTenbHoro
CTpaxoBaHWsi, C yKa3aHWEM MpeaenbHOW YMCIEHHOCTM NaUMEHTOB, YYaCTBYIOLWNX B KITMHUYECKOM MCCReaoBaHUU
NeKkapCTBEHHOro npenaparta Ans MeAWLMHCKOro npumeHeHus, 6e3 TpeboBaHWsi ynnaTtbl rocygapCTBEHHON
NOLUNMHbI, NTPeayCMOTPEHHON 3akoHoAaTenscTBoM Poccuiickon defepaumm o Hanorax u cbopax.

(vacTb 3.4 B pea. PepepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.5. 3aperncTpmpoBaHHble B MHOCTPAHHOW BanioTe 4O AHS BCTYNMEHWs B cuny HacToswero ®enepansHoro
3aKoHa npefenbHble OTMYCKHblE LEHbl MHOCTPaHHbIX MNPOU3BOAMTENEN Ha NeKkapCTBEHHble npenaparhbl,
BKIMIOYEHHbIE B MEpeyYeHb XXMU3HEHHO HEOOXOOUMbIX M BaXHEWLIWX IeKapCTBEHHbIX MNpenapaTtoB, noanexar
nepecyety B pybnu no kypcy LleHTpanbHoro 6aHka Poccuiickon ®defepauum Ha [aTty, YCTaHOBIEHHYHO
MpaBuTenbctBoM Poccuiickon Pepepaunmn, 6e3 npeacTtaBrneHUst 3asiBNEHUS O NepecyeTe LEeHbl C BHECEHWEM
COOTBETCTBYIOLUMX W3MEHEHUI B rOCyLapCTBEHHbIN peecTp npeferbHbIX OTMYCKHbIX LIeH Npou3BoauTenen Ha
nekapcTBeHHble npenapaTbl, BKIOYEHHbIE B NepeyeHb XU3HEHHO HEOOXOAMMbIX U BaXKHEWLUMX feKapCTBEHHbIX
npenaparos.

(vacTb 3.5 BBegeHa depepanbHbiM 3akoHoM 0T 11.10.2010 N 271-93)

3.6. BapeructpupoBaHHble A0 OHSA BCTYNNEHWst B cuny Hactoswero depepanbHOro 3akoHa npenesnbHble
OTMYCKHblE LieHbl POCCUNCKUX MPOU3BOAUTENEN Ha JleKapCTBEHHble npenapaThl, BKMOYEHHbIE B MEpPEYeHb
XXWN3HEHHO HeOobXOOMMbIX U BaXKHEWMLUMX NeKapCTBEHHLIX NMpenapaTtoB, noanexart uHaekcaumm ¢ 1 Hosibpsa 2010
roga Mcxods w3 MPOrHO3MPYyeMOoro ypoBHS MHANAUMK, ycTaHoBRNeHHoro depepanbHbiM 3aKOHOM OT 2 aekabps
2009 roga N 308-93 "O depepanbHoM brompkeTe Ha 2010 rog v Ha nnaHoBbi nepuog 2011 1 2012 rogos" Ha
2011 roga.

(4acTb 3.6 BBegeHa depgepanbHbIM 3akoHOM OT 11.10.2010 N 271-03)

3.7. MNMocne 1 mapta 2011 roga He ponyckakTcs NpouM3BOACTBO U BBO3 B Poccunckyio depepaumio
NEeKapCTBEHHbIX NpenapaToB B YNakoBKax C MapKUPOBKOWN, KOoTopas Oblna HaHeceHa OO0 OHSA BCTYNMEHUS B CUMy
HacTosilero PegepanbHOro 3akoHa. o NCTEYEHUN YKa3aHHOIO CPOKa AaHHbIE NIEKapCTBEHHbIE NpenapaTbl MOryT
OTMNycKaTbCs, peanu3oBbIBaTbCS, NEpefaBaTbCs U NPUMEHATLCS 40 UCTEYEHUSI UX CPOKa rOAHOCTMU.

(B pea. PegepanbHbix 3akoHOB OT 29.11.2010 N 313-d3, o1 06.12.2011 N 409-03)

4. Co gHsa BCTyNneHuns B cuny Hactosuero ®enepanbHoro 3akoHa v no 30 anpensa 2011 roga BKNHOYUTENBHO
JOonycKaeTca MpoBeAEeHNEe JKCMEepPTM3bl JIEKAPCTBEHHbIX CPEACTB SKCMEpPTamMuM 3SKCMEPTHOTO yypexaeHus Lo
NPOXOXOEHN MMW aTTecTtaumMm B MOpPsAKe, YCTAHOBMEHHOM  YMOIHOMOYEHHbIM dedepanbHbiM  OpraHoMm
MCMNONMHUTENbHOW BNacTu.

5. Co pHs BCTynneHuss B cuny HacTosiwero ®epgepanbHoro 3akoHa M no 31 pgekabpss 2013 roga
BKITIOUUTENBHO OCYLLLECTBNSETCS Nepexos K Npon3BoACTBY NekapCTBEHHbIX CPEACTB B COOTBETCTBUU C NpaBunamu
OopraHusaumm NpPou3BOACTBA U KOHTPOIIS KayeCTBa NeKapCTBEHHbIX CPEACTB, Yka3aHHbIMM B 4actn 1 ctatbu 45
HacTosawero degepanbHOro 3akoHa, B NOfIHOM 06beme. Cpokn nepexona NPOU3BOACTBA JNIEKAPCTBEHHbBIX CPEACTB
K MX NMPOU3BOACTBY B COOTBETCTBMM C KOHKPETHbIMU TPEOOBAHUAMU AaHHBLIX NPaBWSl, BKIKOYAsi CPOKU aTTecTalmm
YMOMMHOMOYEHHBIX TN, YKas3aHHbIX B 4actax 6 wu 7 cratbm 45 HacTtodwero ®PenepanbHOro 3akoHa,
ycTaHaBnmBatwTcs NMpaButenscteom Poccunckon ®enepaumn.

6. JluueHsnn Ha NpoM3BOACTBO NEKApCTBEHHbIX CPeAcTB, BblAaHHble Ao 1 sHeaps 2014 roga, 4encTBYHOT
nocne 1 aHeapsa 2014 roga 4O UCTEYEHUS CPOKa MX AEUCTBUS MPU YCOBUM COOTBETCTBUA NULEeH3naTa npasunam

www.consultant.ru Crpanuua 108 ns 109
HageXXHas NpaBoBas noaaepXkKa


http://www.consultant.ru/
http://www.consultant.ru/
consultantplus://offline/ref=5001120F12A334FC746A75C08F7E53DD016D272D2BDCBC46F413CD9AFC7DFEA5BE1FADE4F65E24364FDDE4EB8DF13965A2AFDC488DF71176C4g1G
consultantplus://offline/ref=5001120F12A334FC746A75C08F7E53DD026B2F2224D5BC46F413CD9AFC7DFEA5BE1FADE4F65E263747DDE4EB8DF13965A2AFDC488DF71176C4g1G
consultantplus://offline/ref=5001120F12A334FC746A75C08F7E53DD0069242825D4BC46F413CD9AFC7DFEA5BE1FADE0F359273C1B87F4EFC4A53D7AABB2C24993F7C1g1G
consultantplus://offline/ref=5001120F12A334FC746A75C08F7E53DD016D272D2BDCBC46F413CD9AFC7DFEA5BE1FADE4F65E24364EDDE4EB8DF13965A2AFDC488DF71176C4g1G
consultantplus://offline/ref=5001120F12A334FC746A75C08F7E53DD006E232D20D0BC46F413CD9AFC7DFEA5BE1FADE4F65E26364DDDE4EB8DF13965A2AFDC488DF71176C4g1G
consultantplus://offline/ref=5001120F12A334FC746A75C08F7E53DD026A25282BD5BC46F413CD9AFC7DFEA5BE1FADE4F65E26304FDDE4EB8DF13965A2AFDC488DF71176C4g1G
consultantplus://offline/ref=5001120F12A334FC746A75C08F7E53DD006E232D20D0BC46F413CD9AFC7DFEA5BE1FADE4F65E26364DDDE4EB8DF13965A2AFDC488DF71176C4g1G
consultantplus://offline/ref=5001120F12A334FC746A75C08F7E53DD026D202F2BD3BC46F413CD9AFC7DFEA5BE1FADE4F75B21304FDDE4EB8DF13965A2AFDC488DF71176C4g1G
consultantplus://offline/ref=5001120F12A334FC746A75C08F7E53DD026A25282BD5BC46F413CD9AFC7DFEA5BE1FADE4F65E26304EDDE4EB8DF13965A2AFDC488DF71176C4g1G
consultantplus://offline/ref=5001120F12A334FC746A75C08F7E53DD016D272D2BDCBC46F413CD9AFC7DFEA5BE1FADE4F65E24364DDDE4EB8DF13965A2AFDC488DF71176C4g1G
consultantplus://offline/ref=5001120F12A334FC746A75C08F7E53DD0165202E20D7BC46F413CD9AFC7DFEA5BE1FADE4F65E2E324FDDE4EB8DF13965A2AFDC488DF71176C4g1G
consultantplus://offline/ref=5001120F12A334FC746A75C08F7E53DD0268212A22D4BC46F413CD9AFC7DFEA5BE1FADE4F65E263746DDE4EB8DF13965A2AFDC488DF71176C4g1G

®depnepanbHbiii 3akoH oT 12.04.2010 N 61-03

(pea. ot 27.12.2019) [JokyMeHT npepocTtaBneH KoHcynbTaHTnoC
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opraHusaumm npom3soacTtBa M KOHTPONA Ka4decTBa J1€eKapCTBEHHbIX CpencTB, yKa3aHHbIM B 4acTu 1 ctatbu 45
HacTodLllero d>ep,epaanoro 3aKOHa.

7. ®opmupoBaHue rocygapCTBEHHOrO 3aJaHWsa Ha MpoBedeHWe 3SKCMepPTU3bl NEeKapCTBEHHbIX CPeacTB
denepanbHOMY roCcydapCTBEHHOMY OKOIKETHOMY YYpPEXOEHWI0 MO NPOBEOEHMIO JKCMEepTU3bl J1eKapCTBEHHbIX
cpencTtB U pmHaHcoBoe obecneyeHmne BbINOSIHEHMS 3TOr0 3a[aHnsi OCYLLECTBISATCA B NOpsaKe, YyCTaHOBIEHHOM
depepanbHbiM 3akoHOM OT 12 sHBaps 1996 roga N 7-93 "O HekoMMepYecKknx opraHmsaumax”.

(vyacTtb 7 BBegeHa ®enepanbHbiM 3akoHoM oT 29.11.2010 N 313-93)

Mpe3ungeHT
Poccuickon ®epepauun
O.MEOBE[LEB
Mocksa, Kpemrnb
12 anpens 2010 roga
N 61-03
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