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POCCUNUCKASI ®EOEPALIMA
®E[EPAINbHbIA 3AKOH

OB OBPALLUEHUU NEKAPCTBEHHbIX CPEACTB

MpuHar
"ocynapcTtseHHoM ymon
24 mapta 2010 ropa

OpobpeH
CoseTtom Peaepaumm
31 mapTta 2010 roga
Cnncok N3MeHSIIOLLNX JOKYMEHTOB
(B pea. PenepanbHbix 3akoHOB OT 27.07.2010 N 192-93,

oT 11.10.2010 N 271-®3, o1 29.11.2010 N 313-03,

o1 06.12.2011 N 409-®3, ot 25.06.2012 N 93-03,

oT 25.12.2012 N 262-®3, o1 02.07.2013 N 185-03,

oT 25.11.2013 N 317-®3, ot 12.03.2014 N 33-03,

0T 22.10.2014 N 313-93, 01 22.12.2014 N 429-93 (peg. 13.07.2015),
ot 08.03.2015 N 34-03, ot 29.06.2015 N 160-03,
oT 13.07.2015 N 233-93, o1 13.07.2015 N 241-03,
ot 13.07.2015 N 262-®3, o1 14.12.2015 N 374-03, o1 29.12.2015 N 389-03,
oT1 02.06.2016 N 163-93, o1 03.07.2016 N 305-03,
o1 03.07.2016 N 350-93)

Mnasa 1. OBLLUME NMOJIOXXEHUA
Cratbsa 1. I'Ipep,meT perynmpoBsaHuna Hactodwlero dJe/J,epaanoro 3aKoHa

1. Hactoawun depepanbHbll 3aKOH perynvpyet OTHOLLEHWS, BO3HMKalolMe B CBSA3W C obpalueHnem -
pa3paboTkon,  OOKNMHWYECKUMW  WUCCReOOBaHWsMW,  KIUHWUYECKUMW  WUCCRegoBaHWsMK,  9KCNepTU3OW,
rocyqapCTBEeHHOW perucrTpaumen, CcO CTaHgapTMsauue W C  KOHTpPONeM kKayecTBa, MpOU3BOACTBOM,
N3roTOBMEHNEM, XPaHeHWeM, MepeBO3KOoW, BBO3OM B Poccuiickyio Pepgepaumio, BbiBO3OM u3 Poccuickon
degepaumn, peknamon, OTMYCKOM, peanusauuen, nepegadyen, NPUMEHEHUEM, YHUYTOXEHMEM IeKapCTBEHHbIX
cpencTs.

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

2. Hactoawun ®epepanbHbli 3aKOH yCTaHaBnvMBaeT MPUOPUTET TFOCYAapCTBEHHOrO perynupoBaHus
Ge3onacHocTu, kavecTBa U 3hDEKTUBHOCTU leKapCTBEHHbIX CPeACTB Npu Ux obpalleHum.

(B peq. ®PenepanbHoro 3akoHa oT 25.06.2012 N 93-03)

Ctatbs 2. Cdepa npumeHeHus HacToswero degeparnbHOro 3akoHa

Hactoswun @epepanbHbii  3aKOH MNPUMEHSIETCS K OTHOLLEHMSIM, BO3HMKAKOWMM nNpu  obpaleHun
NleKapCTBEHHLIX CPEACTB Ha Tepputopumn Poccuinckon degepaumm.

Cratba 3. 3akoHofaTenbCTBO 00 06paLLeHNN NEKapCTBEHHbIX CPEACTB

1. 3akoHopatenbcTBO 06 O6palleHnn NeKapCTBEHHbIX CPEACTB COCTOUT U3 HacTosiwero ®eneparnbHOro
3aKkoHa, Apyrux deaepanbHbIX 3aKOHOB Y MHbIX HOPMAaTMBHBIX MPaBoBbIX akToB Poccuickon degepaumu.

1.1. 3akoHopaTenbcTBO 006 0OOpalleHWM fekapCTBEHHbLIX CPeACTB B OTHOLUEHWM HOPUONYECKUMX NUL Y
WHAMBUAOYANbHBIX NPeanpuHUMaTenen, OCYLLECTBNSALWNX AeATENbHOCTbL Ha TeppuTopuMu MeXOyHapoOHOro
MEeOMULMHCKOrO KrnacTtepa, NPUMEHSIETCS C y4eTOM OCODEHHOCTEW, YCTaHOBMEeHHbIX depepanbHbiM 3akoHoMm "O
MeXAyHapO4HOM MEeOMUUMHCKOM KrnacTepe WM BHECEHUW W3MEHEHWA B OTAENbHbIE 3akoHOAATENbHble akThbl
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Poccuiickon ®epepaummn”.
(vacTb 1.1 BBegeHa depepanbHbiM 3akoHOM OT 29.06.2015 N 160-D3)

2. [enctBne Hactosiwero ®denepanbHOro 3akoHa pacnpoCcTpaHsieTcss Ha obpalleHne HapKOTU4EeCKnX
NeKapCTBEHHbIX CPEeACTB U MCUXOTPOMHbIX NEKAapPCTBEHHbIX CPEACTB C Y4EeTOM OCOBEHHOCTEWN, YCTaHOBIEHHbIX
3akoHogaTtenbcTBoM Poccunckon degepauum 0 HApKOTUYECKMX CpPeacTBax, NCUMXOTPOMHbIX BewectBax M o6 umx
npekypcopax.

3. HevictBue HacTosLLEero dPepepanbHoro 3aKoHa pacnpocTpaHsieTcs Ha obpalleHue
pagnodapMaLeBTUYECKUX  JIEKAapCTBEHHbIX  CPEACTB C  Y4ETOM ocobeHHocTEN, YCTaHOBMEHHbIX
3akoHofgaTtenbcTBoM Poccunckon ®enepaumnm B obnactn obecneveHns pagualmoHHon 6e3onacHocTy.

4. Ecnn mexayHapogHblM goroBopoM Poccuinickon ®Pepepaumm ycTaHOBMEHbI WHble MpaBuia, Yem Te,
KOTOpble NpeaycMOTpeHbl Hactosiwum degepanbHbIM - 3aKOHOM, MNPUMEHSAOTCA MNpaBuna  MeXayHapogHoro
aorosopa.

5. B Poccuiickon ®enepauunm B COOTBETCTBUN C MeXAYHapOaAHbIMM AoroBopamu Poccuinckon depepaumm m
(vnn) Ha ocHoBe NpUHLKMMNA B3aUMHOCTU MPU3HAKOTCA pe3ynbTaTbl KIMHUYECKUX UCCREeLOBaHUA NeKapCTBEHHbIX
npenapaToB ANs MeANUMHCKOro NPUMEHEHWs, NpOBeAEeHHbIX 3a npeaenamu Tepputopun Poccuiickon ®egepaunn.

Crtatbs 4. OCHOBHblE MOHATUSA, ncnosrnb3dyemble B HacTodLlem CDe,qepaanOM 3aKoHe

[na uenen Hactoswero ®efepanbHOro 3akoHa UCNOSb3YOTCA CriefyoLWmMe OCHOBHbIE NOHATUS:

1) nekapcTBeHHble CpeAcTBa - BeLlecTBa WM WX KOMOWHaUMK, BCTyMawoWMe B KOHTAKT C OpPraHvM3mom
YenoBeKa WUnu XMBOTHOTO, NMPOHMKAKLWME B OpraHbl, TKaHW OpraHn3ma 4ernoBeka UMK XMBOTHOrO, NpUMeEHsieMble
ans NpoUnakTMKM, OMArHOCTUKM (3a WMCKIIOYEHMEM BELLECTB MMM UX KOMOWMHALMWA, He KOHTaKTUPYKLWMX C
OpraHu3mMoM 4erioBeka WM  XMBOTHOrO), neveHuss 3aboneBaHus, peabunuTtauun, aOng COXpaHeHus,
npeaoTBpaLLEHUs UK NpepbiBaHUst 6EPEMEHHOCTU 1 MOMYYEHHbIE U3 KPOBM, Ma3mbl KPOBW, U3 OPraHoB, TKaHeMn
opraHusma 4ernioBeka WU >KUBOTHOIO, PacCTEHWUW, MUHEpanoB MeTodaMu CuHTE3a WU C NPUMEHEHWEM
Buonormdeckux TexHonormn. K nekapCTBeHHbIM CpeacTBaM OTHOCATCHA (papmaueBTuyeckne cybctaHumm u
nekapcTBeHHbIE NpenapaTbl;

2) apmaueBTnyeckas cybcTaHUus - fekapCTBEHHOE CPeacTBO B BMAE OOHOMO MMM HECKOMbKMX
obrnapatowmx apMaKkoriormyeckon akTUBHOCTbIO [OEWCTBYIOLLUMX BELLECTB BHE 3aBUCUMOCTM OT Mpupoabl
NPOUCXOXAEHUSA, KOTOPOe npefHasHayeHO ANnd NpoOu3BOACTBA, U3rOTOBIEHUS fleKapCTBEHHbIX NpenapaTtoB U
onpegenseT nx aPEeKTUBHOCTb;

(n. 2 B pea. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3) BcnomoraTernbHble BelLlecTBa - BellecTBa HEOPraHWYecKoro WM OpraHM4yecKkoro MpOUCXOXOEHWS,
ucnonb3yemble B MpoLecce NpOM3BOACTBA, M3rOTOBMEHMS JIEKAPCTBEHHbIX MpenapaTtoB Ans npuaaHus UM
HeobxoaMMbIX PUINKO-XMMNYECKUX CBONCTB;

4) nekapCTBEHHbIE MpernapaTbl - NEKAapPCTBEHHbIE CPeaCTBa B BMAE NEKAPCTBEHHbLIX hOpPM, NpUMEHsIeEMble
Ons npodmnakTukn, OuarHoCTUKK, nedvyeHus 3aboneBaHus, peabunurauuun, AN COXpPaHeHWs, NpeaoTBpalleHus
UnNu npepbiBaHns 6epeMeHHoCTH;

5) nekapcTBeHHasi chopMa - COCTOsIHME FEeKapCTBEHHOro npenapara, COOTBETCTByWLlee crnocobam ero
BBEAEHMS N NPUMEHEHUS 1 obecnednBatoLLee JOCTUXEHNE Heobxoanmoro nevyebHoro adekTa;

5.1) posupoBka - cogep)XaHue OAHOro WU HECKOMbKUX OEeNCTBYIOLUMX BeLLecTB B KONUYECTBEHHOM
BbIP@XXEHUN HA eduHuUUY [03bl, UM efuHULY obbema, UM eauvHMLY Maccbl B COOTBETCTBUU C FleKapCTBEHHON
cdopmon NMbo Anst HEKOTOPbIX BUAOB NEKaPCTBEHHbIX POPM KONMYECTBO BbICBOOOXAAEMOro U3 NieKapCTBEHHOM
hOpMbI AENCTBYIOLLIErO BELLECTBa 3a eQUHNLYY BPEMEHN;

(n. 5.1 BBegeH degepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

6) nepedyeHb >KUIHEHHO HEODOXOAMMBIX W BaXKHEWLIMX JIEKAPCTBEHHbLIX MpenapaTtoB - €XerogHo
yTBepxaaembin [MpaButensctBom Poccuiickon degepaumm nepeyveHb NeKapCTBEHHbIX MpenapaToB  Ans
MELMLMHCKOrO MNPUMEHEHMUs, obecneyvmBalolnX MNPUOPUTETHBIE MNOTPEOHOCTN 3OpaBOOXPaHEHUA B LENsiX
npodunakTukM M neyeHust 3aboneBaHun, B TOM uucre npeobnagjawowmnx B CTPykType 3aboneBaemMocTn B
Poccuiickon ®epepauuu;

6.1) opdaHHble nekapCTBeHHble Mpenapatbl - feKkapCcTBeHHble npenapaTbl, npefHa3HaYeHHble
UCKNIOYUTENbHO AN AWAarHOCTUKM UMW MaTOreHeTUYecKoro neyeHus (neyeHusl, HanpaBfeHHOro Ha MeXaHu3m
pa3BuTuA 3aboneBaHus) peakux (opcaHHbix) 3abonesaHui;

(n. 6.1 BBegeH PenepanbHbiM 3aKoHOM 0T 22.12.2014 N 429-93)

6.2) BuonornyeckMe nekapcTBEHHbIE Mpenapatbl - NIEKApPCTBEHHbIE MpenapaThbl, AEUCTBYIOLLEE BELLECTBO
KOTOpbIX MPOU3BEOEHO UMW BblAENEHO U3 BUONOrMYeckoro UCTOYHUKA U AN ONpeferneHns CBOMCTB U KavecTBa
KOTOpbIX Heobxoamma KomMbuHaumsi Guonormyeckux u  OU3NKO-XMMuveckmx meTtogoB. K Guomnornmdeckum
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NeKapCcTBEHHbIM MpenapatamMm OTHOCATCA UMMYHOBMOMOrM4yeckne nekapcTBeHHble npenapaThbl, NeKapCTBEHHbIE
npenapaTtbl, NONYyYEHHbIE U3 KPOBM, MNNasMbl KPOBW YerioBeKka W XUBOTHbLIX (3@ MCKMOYEHMEM LENbHOW KPOBM),
BuoTexHonornyeckme nekapcTBeHHbIe npenapaTbl, reHoTepaneBTUYEeCKne neKkapCTBEHHbIE Npenaparhl;

(n. 6.2 BBegeH PenepanbHbiM 3akoHOM 0T 22.12.2014 N 429-93)

7) MMyHOBMOMOrMyeckne nekapcTBEHHble NMpenapartbl - NeKapCTBEHHbIE Npenaparbl, NpegHa3HavyeHHble
ans bopMMpoBaHNs akTMBHOTO MM MacCMBHOMO WMMMyHMTETa NMOO AWAarHOCTUKU HanMyuus MMMYHUTETa WIu
ONarHoCTkN cneumdunyeckoro NpMobpeTeHHOro U3MEHEHUss UMMYHOMNOMMYECKOro OTBETa Ha anneprusvpyowme
BewecTtBa. K MMMyHOGMONOrMYeCcKMM NEKapCTBEHHbIM MpenapatamMm OTHOCATCH BaKLMHbl, aHaTOKCUHbI, TOKCHHBbI,
CbIBOPOTKU, MMMYHOIMOOYMMHbI U anfeprexs;

(n. 7 B pea. depepanbHoro 3akoHa ot 22.12.2014 N 429-93)

7.1) BuoTexHonormyeckne rnekapcTBeHHble npenapaTbl - NeKapCTBEHHble npenapaTbl, MPOM3BOACTBO
KOTOPbIX OCYLLECTBNSAETCA C WCMONb3oBaHMEM OMOTEXHOMOrMYECKUX MPOLECCOB M MEeToOoB (B TOM 4ucne
OHK-pekomMBUHaHTHOW TEXHONOMMN, TEXHONOMMN KOHTPONMPYEMOWN 3KCNPECCUM FEHOB, KOAMPYOLMX Buonorniyeckm
aKkTMBHble Benku B NpokapuoTax M 3ykapuoTax, BKIYas U3MEHEHHbIE KIeTKM MNeKkonuTawLwmx), rmépuaoMHoro
MeToAa N MeToAa MOHOKIOHArbHbIX aHTUTEN;

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

7.2) reHoTepaneBTUYECKNE NeKapCTBEHHbIE MpenapaThl - NeKapCcTBEHHbIE npenapaTbl, hapMaueBTMyeckas
cybCcTaHUus KOTOpbIX ABMNSIETCA PEKOMOUHAHTHOW HYKITEMHOBOW KMCMOTOW MUIK BKMOYAET B ceb peKOMOUHAHTHYHO
HYKIMEMHOBYIO KMCMOTY, MO3BOMSAIOLLYI OCYLLECTBNATL PErynupoBaHve, penapauuio, 3ameHy, gobaBrneHue umm
yaaneHue reHeTu4eckon nocrneaoBaTenbHOCTY;

(n. 7.2 BBegeH depepanbHbiM 3aKkoHOM 0T 22.12.2014 N 429-93)

8) HapkoTMYeckme neKkapCTBEHHble CpeacTBa - fleKkapCTBeHHble npenapaTtbl U dapMaueBTudeckue
cybcTtaHuun, cogepxalime HapKoTM4eckue cpeacTBa M BKMOYEHHble B [lepeyeHb HapKOTUYECKMX CpencTs,
MCUXOTPOMHbLIX BELLECTB U UX MPEKYPCOPOB, NOANEXaLLMX KOHTpono B Poccuickon degepaummn, B COOTBETCTBUN C
3akoHogaTtenbcTBoM Poccuiickon ®epepauun, mexagyHapogHbiMu gorosopammn Poccuickon degepaumm, B TOM
yncne EanHon koHBeHUMeN o HapkoTudecknx cpegcreax 1961 roga;

9) nCUXOTPOMHbIE feKapCTBEHHble CpeAcTBa - JeKkapCTBEHHble npenapatbl W apmaueBTuyeckme
cybcTaHuun, cofepxalume MCUXOTPOMHbIE BELeCcTBa W BKIIOYEHHble B [lepevyeHb HapKOTUYECKUX CpencTs,
MCUXOTPOMHbIX BELLECTB U UX NPEKYPCOPOB, NOoANeXallmx KoHTporo B Poccuiickon ®egepaumm, B COOTBETCTBUN C
3akoHogatenbcTBoM Poccunckon ®epepaumun, mexayHapoaHeiMu goroBopamun Poccuiickon depepauuun, B TOM
yncne KoHBeHUMeN 0 NCUXoTponHbix Bewecteax 1971 roaa;

10) pagnodapmaLeBTMYECKME NTIEKAPCTBEHHBIE CPEACTBA - NIEKAPCTBEHHbIE CPEACTBA, KOTOPbIE COAepPXaT B
roTOBOM Afsi WUCMONb30BaHUSA opMe OOUH PagWMOHYKNUA WU HECKONbKO PagUOHYKNUOOB (pagunOaKTUMBHBIX
N30TOMoB);

11) pedepeHTHbI NeKapCTBEHHbIV npenapat - JleKapCTBEHHbIN MpenapaT, KOTOpbIA  BrepBble
3apeructpupoBaH B Poccuiickon ®egepaumm, ka4ectBo, IPdeKTUBHOCTb 1 6e30MacHOCTb KOTOPOro AokasaHbl Ha
OCHOBaHUWN pe3ynbTaToB AOKIUHUYECKUX UCCNEeaOoBaHUA NeKkapCTBEHHbIX CPeaCcTB U KIMHUYECKUX UCCnedoBaHun
neKapCTBEHHbIX NpenapaTos, NPOBEAEHHbIX B COOTBETCTBUN C TpeboBaHuaMU vacTen 6 n 7 ctaten 18 HacTosLwero
PenepanbHOro 3akoHa B OTHOLWEHMW §eKapCTBEHHbIX CPeACcTB Ans MeAMUUHCKOro npuMeHeHws nunbo B
cooTBeTCTBMU C TpeboBaHuamMM cTaTbn 12 HacTosdwero PefepanbHOro 3akoHa B OTHOLUEHWWN JIEKAPCTBEHHBIX
cpencTB ONs BETEPUHAPHOTO MPUMEHEHUS, U KOTOPbIA MUCMONb3YeTCA AN OUEHKM OMO3KBMBANEHTHOCTU WU
TepaneBTUYECKON IKBMBANIEHTHOCTM, KayecTBa, 3(pdPEKTUBHOCTUM U 6Ge30nacHOCTM BOCMPOU3BELEHHOMO UMK
6uoaHanorosoro (bnonogobHOro) NekapcTBEHHOroO Npenapara;

(B peq. ®PenepanbHbix 3aKoHOB 0T 22.12.2014 N 429-®3, ot 13.07.2015 N 241-03)

12) BoCnNpon3BeAEHHbIN NEKApCTBEHHbIV MpenapaT - NIeKapCTBEHHbIN npenapar, KOTOpbIA MMEET Takon e
Ka4yeCTBEHHbIA COCTaB N KONIMYECTBEHHbIN COCTaB OEMCTBYHOLLMX BELLECTB B TAKOW Xe nekapcTBeHHOM hopme, 4To
N pedepeHTHbIN NeKapCTBEHHbIM npenapart, U OVMO3KBMBANEHTHOCTb UMW TepaneBTUYecKas 3KBMBANEHTHOCTb
KOTOpOro pedepeHTHOMY NekapCTBEHHOMY npenapaTy NOATBEPKAEeHa COOTBETCTBYOLWMMMN UCCIIE00BaHUSAMUY;

(n. 12 B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

12.1) TepaneBTUYeCKasi 9KBMBANEHTHOCTb - AOCTMXKEHME KIMHWYECKU COMOCTaBMMOIO TepaneBTUYECKOro
appbekTa Npu NpMMEHEHUM NeKapCTBEHHbIX npenapaToB AN MeAWULUMHCKOro NMpUMEHEeHUs ANnd OAHOW U TOW e
rpynnbl 6ONbHBLIX MO OOHUM U TEM XXe MOKa3aHUsIM K MPUMEHEHUIO;

(n. 12.1 BBegeH ®enepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

12.2) ©wnoaHanoroBbin (6MoONOAOOHLIM) nekapCcTBeHHbI npenapaT (bwoaHanor) - OMONOrMyeckun
NeKapCTBEHHbIV Npenapart, CXOoXui No napameTpaM Kayectsa, acpdekTUBHOCTU 1 6e30nacHOCTU C pehepeHTHbIM
GMonorMyeckum rnekapCTBEHHLIM MNpPenapaTtoM B TaKOW Xe NeKapCTBEHHOW OpMe U UMEKLWUA UOEHTUYHbIN
cnocob BBeaeHUS;
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(n. 12.2 BBegeH ®epepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

12.3) B3aMMo3aMeHsieMblli MEKapCTBEHHbIN nNpenapaT - NeKkapCTBeHHbI npenapat C [AOoKa3aHHoW
TepaneBTMYECKOW IKBMBANEHTHOCTbIO UMM BUOIKBMBANEHTHOCTBIO B OTHOLUEHUN pedepeHTHOro nekapCTBEHHOMO
npenapata, UMEKLINA IKBUBANEHTHbIE €MY KayeCTBEHHbIA COCTaB M KONMUYECTBEHHBLIN COCTaB AEWCTBYIOLLMX
BELLECTB, COCTaB BCMOMOraTefbHbIX BELLECTB, JIeKapCTBEHHYIO hopmy 1 cnocob BBeAEHNS;

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

13) nekapcTBeHHOe pacTUTEeNbHOE CbipbE - CBEXME WM BbICYLIEHHblE pacTeHuss nnbo ux 4actu,
ncnonb3yemble Ansi NPOU3BOACTBA JIEKAPCTBEHHbBIX CPEACTB OpraHu3aumnsiMm - NPOM3BOANTENAMN NIEKAapPCTBEHHbIX
CpeacTB MMM U3rOTOBMEHUSI NIEKAPCTBEHHbIX MpenapaTtoB anTeyHbIMU  OpraHvM3auusiMu, BeTepUHapHbIMU
anTeYHbIMX  OpraHuM3aumsiMiM,  UHAMBUAYaNbHbIMW  MNPEANPUHUMATENAMKW,  VMEWMMK  JIMUEH3NK  Ha
hapmaLeBTUYECKYHO AeATENBHOCTb;

14) nekapCTBEHHbIN pacTUTENbHbIA NpenapaTt - feKapCTBEHHbIN npenapart, MNpPOUM3BEAEHHbIN UNn
W3roTOBIIEHHbIA 13 OAHOrO BUAA NEeKapCTBEHHOrO PacTUTENBHOIO Chipbsl UMM HECKOMbKNX BUOOB Takoro Cbipbs U
peanusyembin B pacacoBaHHOM BuAe BO BTOPUYHOW (NOTPeBbUTENbLCKON) YNakoBKe;

15) romeonaTtMyecKkMn neKapCTBEHHbIV MpenapaT - MeKapCTBEHHbI npenapaT, MNPOV3BEAEHHbIN UMK
N3roTOBMEHHbIN 13 dapMaLeBTMYecKkon cybcTaHuum unu apmaueBTU4ecknx CcybcTaHuun B COOTBETCTBUM C
TpeboBaHMAMM 0OOLMX papmakonerHbIX cTaTe’d K romeonaTUYecKMM JeKapCTBEHHbIM npenapataMm WM B
COOTBETCTBMU C TpeboBaHUAMN dhapMakoneun cTpaHbl NPOU3BOAUTENS TAKOrO NEKapCTBEHHOrO Npenapara;

(n. 15 B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

16) MexagyHapogHOe HenaTeHTOBaHHOEe HaMMEHOBaHWE IeKapCTBEHHOro cpeacTBa - HaUMEHOBaHWe
OencTBytollero BellecTBa papmaueBTUYECKOM CcyOCcTaHUuMKM, pekomeHOoBaHHOe BcemupHonm opraHmsaumen
34paBOOXPaHEHNS;

(8 pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

17) TOproBoe HamMMeHOBaHWE NEKapCTBEHHOrO CpeacTBa - HaAaUMEHOBAHME EKapCTBEHHOro cpeacTsa,
NpUCBOEHHOE ero paspaboTyMkoM, gepxaTenem wunu BRagenbLeM pPerucTpauuoHHOro  Y4OCTOBEpPEeHUst
nekapcTBEHHOro npenapara;

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

17.1) rpynnuMpoBOYHOE HaMMEHOBAHWE JleKApCTBEHHOrO npenapata - HauMeHOBaHWEe JIEKAapPCTBEHHOro
npenapaTa, He UMEILLEro MEXAyHapOAHOro HENaTeHTOBAHHOIO HaUMMEHOBaHWS, UM KOMOUHALLMN NEKAPCTBEHHbIX
npenapaToB, WCMOMb3yeMoe B LeNsxX oObeduMHEeHVs MX B rpynny noa eauHbiM HavMeHOBaHWEM WUCXO4s M3
O[JMHAKOBOIO COCTaBa JeVCTBYIOLLMX BELLECTB;

(n. 17.1 BBegeH ®enepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

18) obasn dapmakonenHas ctaTbs - AOKYMEHT, YTBEPXKOEHHbIN YNONMHOMOYEHHbIM hefepanbHbIM OpraHoMm
WCNONHUTENBHON BNAcTU U COAEPXaLLMIN NepeyeHb nokasarternen kadecTsa M (Unn) MeToOoB KOHTPONSA KayecTsa
KOHKPETHOW FEeKapCTBEHHOW (OOPMbI, JIEKAPCTBEHHOIO pPaCTUTENMbHOIO ChipbdA, OnMucaHus BUonornveckux,
OMOXMMUNYECKUX, MUKPOBMONOrNYECKUX, U3NKO-XUMUYECKNX, (UINYECKMX, XUMWUYECKMX W OPYrux MEeToOoB
aHanusa nekapCcTBEHHOro cpeacTBa, a Takke TpeboBaHMS K UCNONb3yeMbiM B LENAX MNpOoBEeAEeHUS OaHHOro
aHanusa peakTuBam, TUTPOBAHHbIM pacTBOpaM, MHAMKATOpaM;

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

19) dapmakonenHas ctatbd - OOKYMEHT, YTBEPXAEHHbIA YMNOMHOMOYEHHbIM hbedepanbHbIM OpraHoMm
WCMNONMHUTENbHOW BNacTu M cogepXalwui nepeyeHb MnokasaTenen kadyecTBa M METOAOB KOHTPONS KavecTBa
NeKapCcTBEHHOTO CPEeACTBa;

(B peq. ®enepansHoro 3akoHa ot 22.12.2014 N 429-03)

19.1) cTaHgapTHble 0Opa3subl - BeLecTBa, NOCPEACTBOM CPaBHEHUSI C KOTOPbIMU OCYLLECTBASIETCA KOHTPOIb
KayecTBa UCCreayeMbiX NEKAaPCTBEHHbIX CPEACTB C MOMOLLBH (PU3MKO-XMMUYECKUX U BMONOrMYECKUX METOLO0B B
uensax MOATBEPXOEHUS COOTBETCTBUSI JIEKAPCTBEHHbIX CpeacTB TpeboBaHMSM HOPMAaTMBHOW OOKYMEHTaLWM,
YCTaAHOBMEHHbIM MPU OCYLLIECTBIEHUN FOCYLapPCTBEHHOW permcTpauumn, n KOTopble NPUMEHSIIOTCS ONst KannbpoBKu
CTaHOapTHbIX 06pa3LoB NMPOM3BOANTENS NIEKAPCTBEHHbBIX CPEACTB, UCMONb3yeMbIX AN KOHTPOSIS KayecTBa U UHbIX
uernen npy obpaleHnn nekapcTBEHHbIX CPEACTB;

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

19.2) pbapmakonewHbIi cTaH4apTHbIA obpa3eLl, - cTaH4apTHLIN obpasel, NPou3BeaeHHbIV B COOTBETCTBUM C
dapMakonenHom cTaTben;

(n. 19.2 BBegeH ®enepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

20) HopmaTMBHas OOKYMEHTauusi - LOKYMEHT, COAEepXallui nepeyeHb onpefensieMbix No pesynbTatam
COOTBETCTBYHLLUMUX SKCNEPTM3 NokasaTernen Ka4yecTBa NIEKAapCTBEHHOIO cpeacTea AN MeOULMHCKOrO NMPUMEHEHMS,
METOZO0B KOHTPOJIS Er0 Ka4YeCTBa U YCTAHOBIEHHbIV €70 NPON3BOANTENEM,;

21) HOpMAaTVBHbIN OOKYMEHT - [AOKYMEHT, CoAepXaluh nepeyeHb onpedenseMbix MO pesynbratam
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COOTBETCTBYIOLLMX IKCNEepTU3 nokasaTenemn kadectsa u (Mnm) METOOOB KOHTPONS KayecTBa neKapCTBEHHOW
bopmbl, onucaHnss Guonornyecknx, BMOXMMUYECKMX, MUKPOBUOMNOrnYecknx, U3NKO-XMMUYECKUX, DUNYECKUX,
XUMUYECKMX U APYTMX METOLOB aHanm3a nekapcTBEHHbIX CPEACTB ANA BETEPUHAPHOIo NpuMeHeHust, TpeboBaHms K
MCnonb3yembiM B LeMsiX NpoBeAeHUss JaHHOro aHanm3a peakTvBaMm, TUTPOBAHHbIM pacTBOpaM, MHOMKaTopam u
YCTaHOBMEHHBIN €0 NPOM3BOANTENEM;

21.1) oOWMIA TEXHUYECKUIA OOKYMEHT - KOMMMEKT AOKYMEHTOB U MaTepuanoB, COCTOSALLMIA U3 HECKOSbKUX
pa3gernoB - JOKYMEHTauuy agMUHUCTPATMBHOIO XapakTepa, XMMWYEeCKomn, hapMaLeBTUYeCcKOn 1 Bronornyeckomn
OOKyMeHTaumu, ¢apmakoriorMyeckon, TOKCUKOSMOTMYECKON [AOKYMEHTaLMW, KIUHWYECKOW [OOKYyMEeHTauuu u
npeacTaBnsieMbli OQHOBPEMEHHO C 3asiBNIEHWEM O rOCyA4apCTBEHHOW permcTpaumy NeKapCTBEHHOro npenapara
ONs MeOuUMHCKOrO MpumeHeHus B dopmaTte, YCTaHOBIEHHOM YMOJSIHOMOYEHHbIM dedeparnbHbIM  OpraHoMm
WCNONHUTENBHON BNacTy;

(n. 21.1 BBegeH ®epepanbHbiM 3akOHOM OT 22.12.2014 N 429-03)

22) KayeCTBO IEeKapCTBEHHOIO CpeAcTBa - COOTBETCTBME JleKapCTBEHHOro cpeacTtBa TpeboBaHMAM
hapmakonenHon crtatbM nMBO B criydyae ee OTCYTCTBUSE HOPMATUBHOM [OKYMEHTaLMM UMW HOPMaTUBHOMO
OOKYMEHTa;

23) Be3onacHOCTb NeKapCTBEHHOIO CpeacTBa - XapakTepucTUKa nekapCTBEHHOIO CpeacTBa, OCHOBaHHAsA Ha
CpPaBHUTENbHOM aHanuse ero apEKTMBHOCTU N p1UcKa NPUYNHEHUS Bpeaa 300POBbIO;

24) 3pdeKTUBHOCTDL NEKAPCTBEHHOrO MNpenaparta - XapakTepuUCTMKa CTEMNeHW MONOXUTENBHOIO BIUSAHMS
NeKapCTBEHHOTO MpenapaTta Ha TeyeHue, MNPOAOIPKMTENbHOCTL 3aboneBaHus WM ero npefoTBpalleHune,
peabunutaumio, Ha coxpaHeHue, NpegoTBpaLLeHNe U npepbiBaHe 6epeMeHHOCTY;

25) cepusi nekapcTBEHHOrO cpeacTBa - KOMWYECTBO JIEKAPCTBEHHONO CpEeACTBa, NPOM3BEAEHHOE B
pes3ynbTare O4HOro TEXHONOMMYECKOro LiMKMNa ero Npon3BoanTenem;

26) permctpaumoHHOe YOOCTOBEPEHME NEKApCTBEHHOro npenaparta - LOKYMEHT, MOATBEpPXOALWmn dakTt
rocy4apCTBEHHOW perucrpaumm nekapcTBEHHOro nNpenapaTa;

26.1) pepxatenb WM Bragenel perncTpaumMoHHOro YOOCTOBEPEHUs] FEeKapCTBEHHOro rnpenapara -
pa3paboTynk nekapCTBEHHOro CpeacTBa, NPOM3BOAUTENb NEKAPCTBEHHbIX CPEACTB UMM MHOE KPUAMYECKOE NULO,
obnapatolee npaBoM BrafeHUs PErMcTpaLMoOHHbIM YAOCTOBEPEHUEM, KOTOPbIE HECYT OTBETCTBEHHOCTb 3a
KayecTBO, a(pEKTUBHOCTL M 6E30NaCHOCTL NIEKAPCTBEHHOIO NpenapaTa;

(n. 26.1 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

27) perncTpauuoHHbI HOMEp - KodoBoe 0003Ha4YeHne, NPUCBOEHHOE NeKapCTBEHHOMY MpenapaTy npu ero
rocy4apCTBEHHOWN permctpaumy;

28) oOpalleHne neKkapCTBEHHbIX CPeAcTB - pa3paboTka, AOKIMHMYECKME WCCReOoBaHusl, KIMHUYECKUE
nuccrnegoBaHusl,  3KCMepTM3a, rOCyQapCTBEHHas peructpauusi, CcTaHgapTvM3aumMsi M KOHTPOSlb  Ka4vecTBsa,
Npon3BOACTBO, U3rOTOBIEHME, XpaHeHue, nepeBo3ka, BBO3 B Poccunckyio denepaumio, BbiBO3 U3 Poccuiickon
depepaumu, peknama, OTnyck, peanvsauus, nepegada, NpUMMEHEHNE, YHUUTOXEHME NEKapCTBEHHbIX CPEACTB;

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

29) cybbekTbl obpalleHnsi NekapCTBEHHbIX CPeacTB - om3ndeckme nuua, B TOM 4YuUCrne MHOMBUAOYalbHbIE
npeanpuMHMMaTenu, 1 pugudeckme nuua, OCyLeCcTBRsKLWmne OeATeNbHOCTb NpyM 00palleHnn feKkapCTBEHHbIX
CPEeAcCTB;

30) paspaboTumMk NekapCTBEHHOro CpeAcTBa - OpraHv3auusi, obnapgarowlas npaBaMuM Ha pesynbTaThbl
OOKITMHNYECKMX UCCReOBaHUA NEeKapCTBEHHOrO CPEACTBa, KIMMHWMYECKUX WCCIEAOBaHWUIA  NeKapCTBEHHOMO
npenapaTa u (Mnn) Ha TEXHOSOIMI0 MPON3BOACTBA NIEKapCTBEHHOIO CPeACTBa;

(B peq. ®enepansHoro 3akoHa ot 22.12.2014 N 429-03)

31) Npon3BOACTBO JEKAapPCTBEHHbIX CPEACTB - AEATENbHOCTb MO MPOU3BOACTBY NEKAPCTBEHHbLIX CPEACTB
OopraHusaumsiMm - NpouU3BOAUTENSAMU NEKAPCTBEHHbLIX CPEACTB HA OAHOM CTaauW, HECKONBbKUX UMM BCEX CTagusax
TEXHOMOrM4YEeCKoro npouecca, a Takke No XpaHEeHUIo U peanusaunm Npou3BeAeHHbIX NeKapCTBEHHbIX CPEACTB;

31.1) npou3BOACTBEHHas MrowWagka - TeppuTopuanbHO OOOCOBNEHHbIN KOMMMNEKC NPOU3BOAUTENS
NeKapCTBEHHbIX CPeacTB, NpeAHas3HayeHHbIN ANl BbINMOIHEHWST BCEro npouecca Npov3BOACTBA JIEKAPCTBEHHbIX
CPEACTB WIK ero onpeaeneHHon cTaamy;

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

32) npousBoaMTENb NEKAPCTBEHHbIX CPEACTB - OpraHuMsauus, OCYLLeCTBAsioWas NpoM3BOLACTBO
NeKapCTBEHHbIX CPEACTB B COOTBETCTBMM C TpeboBaHMAMM HacTosiwero defepanbHOro 3akoHa;

33) dapmMaueBTUYeCKass [EATENbHOCTb - AeATeNnbHOCTb, BKMoYakwas B cebsi OnToOBYHD TOProBIio
NEeKapCTBEHHbIMU CPEACTBAMU, WX XpaHEHWe, NepeBo3Ky M (MNM) PO3HUYHYIO TOProBMK NEeKapCTBEHHbLIMU
npenapaTtamm, Ux OTNycK, XpaHeHWe, NePEBO3KY, U3roTOBIIEHME NIEKAPCTBEHHLIX NPenapaTos.;

34) opraHusauusi ONTOBOW TOPrOBMW EKAPCTBEHHLIMU CPEACTBaAMW - OpraHu3auusl, OCyLLeCTBsAHLLasN
OMTOBYIO TOPrOBIIKO JIEKAPCTBEHHBIMM CPeACTBaAMU, UX XPaHEHME, NMEPEBO3KY B COOTBETCTBMM C TpeboBaHUAMMU
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HacTosilero ®egepansHOro 3aKoHa;

35) antedyHas opraHuM3aumMs - opraHu3aumsi, CTPYKTYpHOe nofpasfereHve MeguumHCKON opraHusaumm,
OCYLLECTBNAIOLLME PO3HNYHYIO TOPrOBIIO NEKAPCTBEHHLIMWN NpenapatamMmun, XpaHeHue, NepeBo3Ky, N3roTOBIEHNE U
OTMNYCK feKapCTBEHHbIX MnpenapaTtoB Ans MEeAUUUHCKOrO MPUMEHEHMs B COOTBETCTBMM C TpeboBaHMAMHK
HacTosilero ®egepanbHOro 3aKoHa;

(B peq. ®PepepanbHoro 3akoHa ot 25.11.2013 N 317-93)

36) BeTepuvHapHas anTeyHas opraHusauusi - opraHusauusi, CTPYKTypHOe noapasferieHue BeTepuHapHOW
opraHm3aumm, OCyLLeCTBASIOWME PO3HUYHYIO TOProBII0 NIEKapCTBEHHBbIMY NMpenapaTtamMu, XpaHeHue, U3roToBneHue
M OTNYCK JIeKapCTBEHHbIX MpenapaTtoB A BETEPMHAPHOIO MPUMMEHEHUS B COOTBETCTBUMM C TpeboBaHMAMMU
HacTosilero ®egepanbHOro 3aKoHa;

37) danbcncumumMpoBaHHOE feKapCcTBEHHOE CPeacTBO - NeKapCTBEHHOE CpeAcTBO, COMPOBOXAaeMoe
NOXHOW MHdOpMaLMen 0 ero coctase u (Mnu) NnpomssoguTene;

38) HenoGpokayecTBEHHOE NEKapCTBEHHOE CPeACTBO - NEKapCTBEHHOE CPeACTBO, HE COOTBETCTBYOLLEE
TpeboBaHusM hapmakonenHon ctatb NMbo B cnyvyae ee OTCYTCTBUSA TpebOBaHUAM HOPMAaTMBHOW OOKYMEHTaLuu
U HOPMATUBHOIO JOKYMEHTA;

39) KoHTpadhakTHOe neKkapCTBEHHOE CPEACTBO - flekapCTBEHHOE CPeAcTBO, Haxoaslleecsa B obopoTte ¢
HapyLleHWeM rpax4aHCKOro 3akoHo4aTeNbCTBa;

40) [OKMMHUYECKOe WccregoBaHUE NEeKapCTBEHHOrO CpedcTBa - Ovonornyeckse, MuUKpoOMorornyeckue,
UMMYHOMOIMYeckme,  TOKCUKONOrMdyeckme, dapmakonorndeckme, @uanyeckne, XUMUYECKME U Opyrue
nccrnegoBaHUsl NIEKAPCTBEHHOIO CpeacTBa MyTEM MPUMEHEHUS HAaYYHbIX METOLOB OLIEHOK B LENAX MNofyyYyeHus
JokasaTtenbcTB 6e3onacHocTu, kadecTBa 1 3pEKTUBHOCTN NEKAPCTBEHHOTO CPEACTBa;

41) KNMMHWYECKoe wuccnegoBaHWe MeKkapCTBEHHOro npenapaTta - U3yvyeHwe AMarHOCTUYECKMX, fnedebHbIX,
npodmnakTnyeckmx, Gapmakonornyecknx CBOMCTB feKapCTBEHHOro mpenapaTta B npouecce ero npuMMeHeHus y
YyeroBeka, XXMBOTHOMO, B TOM YMCNEe MPOLECCOB BCAacCblBaHUA, pacnpeneneHns, U3MEHeHNs 1 BbiBEOEHMWS, nyTem
NMPMMEHEHMST Hay4HbIX METOAOB OLEHOK B LUenax MNonyvyeHus pgokasatensctB 6e3onacHOCTW, KayecTBa U
3(PPEKTUBHOCTN NEKapCTBEHHOrO npenapaTa, AaHHbIX O HeXenaTemnbHbIX peakumsx opraHvamMa 4ernoBeka,
XMBOTHOIO Ha MNPWMEHEHWe IneKapCTBEHHOro npenapata u 06 adpekTe ero B3aMMOAENCTBMS C APYrMMU
NeKapCcTBEHHbIMW NpenapaTaMu 1 (Unu) NULLIEBLIMW NPOAYKTAMWU, KOPMaMU;

42) MHOrOLIEHTPOBOE KINWHMYECKOE WCCMedOoBaHME JlekapCTBEHHOro npenapata And  MeAMUUHCKOro
NMPUMEHEHUST - KIMHUYECKOE WCCNedOBaHWE NeKapCTBEHHOrO npenapaTta Ans MeauUMHCKOrO MPUMEHEHUS,
npoBoaMMoe pa3paboTynMkoM IeKapCTBEHHOrO npenapata B ABYyX W 6Gonee MeguUMHCKUX OpraHusauusix no
€0UHOMY MPOTOKONY KIMMHUYECKOrO MCCNeAoBaHUSA fIekapCTBEHHOIO NpenapaTa;

43) mexayHapoOoHOe MHOrOLEHTPOBOE KIMHUYECKOE WCCIefoBaHUE JeKapCTBEHHOro npenaparta Ans
MEeOULMHCKOrO MPUMEHEHMs - KIIMHWYECKoe MWCcCrneaoBaHWe fekapCTBEHHOro npenaparta Ans MeauuUMHCKOro
NPMMEHeHWs1, NpPoBOAMMOE pPa3paboTyMKOM feKkapCTBEHHOro npenapata B pasfnUyHbiX CTpaHax no eavHoMmy
NPOTOKOIY KNMHWYECKOrO UCCNeaoBaHWs NekapCcTBEHHOro npenapaTa;

44) nocTperucTpaumoHHOE KNUHUYECKoe WccregoBaHWe fekapCTBEHHOro npenapata Ans MeguuUHCKOro
NMPUMEHEHUST - KIMHUYECKOe WCCnedoBaHWe neKapCTBEHHOro npenapaTta And MeauuMHCKOro NpUMEHEHUS,
NpoBOAMMOE MPOU3BOAUTENEM FeKapCTBEHHOIO npenapara, rpaxgaHckuin obopoT KOTOPOro OCyLeCTBNAeTCS
nocrie rocyaapCTBEHHOW perucrtpauun, B UensiX OOMONHUTENbHOro cbopa [aHHbIX O ero OesonacHocTn wm
3(PPEKTUBHOCTN, pPaCLUMPEHUSA MNOKa3aHUM K MPUMEHEHMIO [AHHOro feKapCTBEHHOrO npenapaTa, a Takke
BbISIBITEHNSI HEXXENaTeNbHbIX peakuuii NauMeHTOB Ha ero AeNCTBUE;

45) nccnepoBaHve GUO3KBUBANEHTHOCTU NEKAPCTBEHHOIO Mpenapata - BUA KIMHWYECKOTO MUCCnenoBaHus
NeKapCcTBEHHOrO Npenapara, NPpoBeAEHNEe KOTOPOro OCYLLECTBISETCS ANA onpeAerieHns CKopoCcTU BCacbiBaHUS U
BblBEAEHNS OOHOTO WM HECKOMNbKMx obnagarowmx gapMakonormyeckon akTMBHOCTbIO OENCTBYIOLUMX BELLECTB,
KOnmM4ecTBa J€eKapCTBEHHOrO mnpenapaTa, OOCTUralrolero CUCTEMHOrO KpOBOTOKA, W pe3ynbTaTbl KOTOPOro
Mo3BONAT cAenaTb BbIBOA O OWMO3KBMBANEHTHOCTM BOCMPOU3BEOEHHOIO JEeKapCTBEHHOrO Mpenapata B
onpefernieHHbIX fnekapcTBEHHON hopMe M [03MPOBKEe, COOTBETCTBYKOLWIMX (hopme M A03UpoBKe pedhepeHTHOro
neKapCTBEHHOrO npenapara;

(n. 45 B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

46) nccnepoBaHve TepaneBTUYECKOW 3KBUBANEHTHOCTU FEKapCTBEHHbIX MPenapaToB - BUA KIMHUYECKOro
nccrnefoBaHUsl  NIEKAPCTBEHHBLIX  MpenapaToB, MNPOBEAEHME KOTOPOro  OCYLUECTBISIETCS AONS  BbISABIEHUSA
O[MHAKOBLIX CBOWCTB JleKapCTBEHHbIX MpenapaToB onpefesieHHON NeKkapCTBEHHOM (hopMbl, a TakkKe Hanuuus
O[MHaAKOBLIX MoKasaTenen 6Oe3onacHoCcTM U 3dEKTUBHOCTM JEKAPCTBEHHLIX MNpPenapaToB, OAWHAKOBbIX
KNHu4ecknx adheKToB Npu NX NPUMEHEHWUN;

47) npoTOKON KIMMHWMYECKOrO WCCreAoBaHMS JekapCTBEHHOro npenapata - [OOKYMEHT, B KOTOPOM
onpegensawTca  uenu, OpPMbl OpraHuM3aumm u MeTOAONOMMS MNPOBEAEHUS  KIMHWMYECKOTO UCCrefoBaHus,
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cTatucTmyeckne metoabl 06paboTku pesynbTaToB TAaKoro UccneaoBaHus U Mepbl No obecneveHnto 6esonacHocTn
PU3NYECKUX N1, y4acTBYOLLUX B KNMMHUYECKOM UCCNenoBaHNM NEeKapCTBEHHOIO npenapaTa;

48) 6powwopa wuccnepoBaTenss - CBOAHOE W3MNOXeHWe pe3ynbTaToB LOKIUHUYECKOro WCCrneaoBaHus
NeKapCTBEHHOrO CpeacTtBa U KIMHWYECKOro WCCRefoBaHWs NekapCTBEHHOro mnpenapata Ans MeauLMHCKOro
NPUMEHEHWS;

49) VHGOPMAUMOHHBLIA JIMCTOK NauueHTa - AOKYMEHT, B KOTOPOM COAepXaTcsi B LOCTynHou chopme
cBefeHus1, kacalLmecs NpoOBOAMMOrO KIMHUYECKOro UCCNEeL0BaHUSA NeKapCTBEHHOIO npenapaTta, U B MMCbMEHHOM
dopme pobpoBonbHOE cornacue naumeHTa Ha yyacTue B KIMHWYECKOM WCCreoBaHUW FeKapCTBEHHOMo
npenapaTta nocrie O3HaAKOMIIEHUsI C OCOBEHHOCTSIMU KIMHUYECKOrO WUCCRefoBaHUsA, UMEKLWMMN 3Ha4YeHne Ans
BbIPaXXEHUS TaKOro cornacus;

50) noboyHoe pOencTBue - peakuusa opraHM3ma, BO3HMKLLAS B CBA3W C NPUMEHEHWEM FeKkapCTBEHHOro
npenapaTta B [03aX, PEKOMEHOYEMbIX B MHCTPYKLUW MO €ro NPUMEHEHUIo, Ans nNpounakTuKM, ANarHoCTUKM,
neveHusi 3abonesaHunsa unu ans peabunutauuu;

50.1) HexenaTenbHas peakuus - HenpeaHamepeHHas HebnaronpuaATHas peakuusi opraHu3ma, KoTopas
MOXET ObITb CBA3aHa C MPMMEHEHUEM NeKapCTBEHHOMO NpenapaTa;

(n. 50.1 BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

51) cepbe3Hasi HexxenaTternbHasa peakuns - HexenaTenbHasl peakums opraHnamMa, CBA3aHHas ¢ NPUMEHEHNEM
NeKapCcTBEHHOrO npenapaTa, NpuBeAwasi K CMepTU, BPOXAEHHbIM aHOManuMaM WM nopokam pasBuTus nmbo
npencraensiowas cobor yrposy Xu3Hu, Tpebyowas rocnutanu3aumv unu npueewas K CTOWKOW yTpaTte
TPY4OCNOCOBHOCTU U (UNN) UHBANUOHOCTW;

52) HenpeOBuaeHHas HeXXenaTenbHasl peakuus - HexxenaTenbHas peakuus opraHMama, KoTopasi CBsidaHa C
NPUMEHEHMEM TEeKapCTBEHHOro nMnpenapata B [03axX, PEKOMEHAYEMbIX B MPOTOKOME €ero  KIMHUYECKOro
uccnepoBaHus, Opowope uccregoBatens, MM € NPUMEHEHWEM FEKapCTBEHHOro npenapata B [o03ax,
pEKOMEHAYEMbIX B UHCTPYKLUM MO €ro NPUMEHeHuo Ans npodunakT1uki, ANarHocTukn, nevyeHuns sabonesaHmsa unm
MEeOMLMHCKON peabunuraumn naumeHTa, W CYLWHOCTb, TSXKECTb WM MUCXO4 KOTOPOW He COOTBETCTBYET
WHpopMauMm O nekapCTBEHHOM MpenapaTe, CoAepXallencsi B MPOTOKONE €ero KIMHUYECKOro WCCredoBaHus,
OpoLutope uccnegosartenst UM B UHCTPYKLUUKX MO MPUMEHEHUNIO NNEKapCTBEHHOIO nNpenapara;

(n. 52 B pen. PenepanbHoro 3akoHa oT 22.12.2014 N 429-93)

52.1) dapmakoHag3op - BWA [OEATENBbHOCTU MO  MOHUTOPWHIY 3deKkTMBHOCTM U Be3onacHoCTH
NeKapCTBEHHbIX MpenapaToB, HanpaBfiEeHHbI Ha BbIABMEHWE, OLEHKY W NpeaoTBpalleHne HexernaTernbHbIX
NocrneAacTBUN NPUMEHEHUS NEKAPCTBEHHbIX NpenapaTos;

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

52.2) nnaH ynpaBneHus puckamm - NOApPOOHOE OnucaHue MeponpusaTMA Mo dapMakoHaa3opy,
HanpaBlieHHbIX Ha BbISBIEHWE, OUEHKY W MpeaoTBpalleHMe WU  MUHUMU3ALMIO PUCKOB, CBSA3AHHBIX C
nekapCcTBEHHbIMW NpenapaTamMu, BKN4Yas oLeHKy 3EKTMBHOCTN AAHHBIX MEPOMPUATUN;

(n. 52.2 BBegeH PenepanbHbiM 3akoOHOM OT 22.12.2014 N 429-03)

53) peuenT Ha nekapCTBEHHbIA MnpenapaT - MUCbMEHHOE Has3HayeHWe meKapCTBEHHOro npenapaTta no
yCTaHOBNEeHHON opme, BblJAaHHOE MEOMLMHCKUM U BETEPUHAPHbIM PabOTHMKOM, MMEKLMM Ha 3TO Npaso, B
Lensax oTnycka NeKapCTBEHHOro npenapara Unm ero U3roToBMEeHUs N OTNYCKa;

54) TpeboBaHMe MeAMLMHCKOM OpraHu3auun, BETEPUHAPHOW OpraHu3auuMu - OOKYMEHT YCTaHOBIEHHOM
hOopMbI, KOTOPbINA BbINUCAH MEAULIMHCKAM UM BETEPUHAPHBIM PaboOTHUKOM, UMEIOLLMM Ha 3TO MPaBo, U COAEPXKUT
B NMUCbMEHHOW (QOPME yKasaHMe anTeyHoW opraHu3aummM o6 oTnycke NeKkapCTBEHHOro npenapata WM O ero
N3roToBreHnn 1 06 oTnycke Anst obecneyeHns nevyebHoOro npolecca B MEOULMHCKON OpraHn3aLumn, BeTepMHapHON
opraHusauuu;

55) komnnekcHasi oOLeHKa JeKapCTBEHHOro npenapaTta - OLEeHKa 3aperMcTpyMpoOBaHHOIO JFEKAapPCTBEHHOrO
npenapaTta, Bkro4vawwas B cebsa aHanms MHGPOPMaUMM O CPaBHUTENBbHOW KIMHUYECKOW 3dh(PEeKTUBHOCTU U
0©e30MacHOCTU NEKapCTBEHHOrO npenapara, OLEHKY 3KOHOMMWYECKMX MOCNeaCTBUA €ro NpUMEHEeHusl, U3ydeHue
OOMNOMHUTENbHBIX MOCMNEACTBUMA MPUMEHEHUST TNEKapCTBEHHOIO rMpenapata B UENnsxX MPUHATUS pPELUEeHUn O
BO3MOXXHOCTU BKITHOYEHUS] NIEKAPCTBEHHOrO npenapata B MNEpPeYeHb XXU3HEHHO HEOOXOAMMBIX M BaXKHEMLLMX
NIeKapCTBEHHLIX MpenapaTtoB, HOPMATUBHbLIE MPAaBOBblIE aKTbl U MHblE OOKYMEHTbI, Onpedenswowme nopsgok
oKasaHWst MeQULUHCKON MOMOLLW, UITN UCKITIOYEHUST €r0 U3 YKa3aHHbIX MEePEYHs], aKTOB U [LOKYMEHTOB.

(n. 55 BBegeH ®eneparnbHbiM 3akoHOM OT 22.12.2014 N 429-93)

aga 2. MOJIHOMOYUSA ®EAEPAJIbHbLIX OPFAHOB UCMOJNTHUTENBLHONU
BINACTW, OPIFAHOB UCTMONHUTENLHOMW BNIACTU CYBbEKTOB POCCUNCKOW
®EOEPALIMM NPU OBPALLEHUN NEKAPCTBEHHbIX CPEACTB
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(pea. ot 03.07.2016) [okymeHT npegoctasneH KoHcynbTaHTlnoc
"O6 obpalleHun nekapcTBeHHbIX cpeacTs” Oata coxpaHeHusi: 14.09.2016
(c nam. n gon., BCTYN....

Cratba 5. NonHoMouns cdeaepanbHbiX OpraHoB UCMONMHUTENBHON BNAacTU npu obpalleHnn nekapCTBEHHbIX
cpeacTs

K nonHomounsim peaepanbHbIX OpraHoB UCMOMHUTENBHOW BNAcTu Npy obpalleHnn nekapcTBEHHbIX CpeacTB
OTHOCHATCS:

1) npoBeaeHne B Poccuiickon degepaunm eguHON rocydapCTBEHHOW MOMUTMKM B obractu obecneyeHust
nekapcTBEHHbIMU NpenapaTtamu rpaxgaH B Poccuiickon ®egepaunm;

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

2) yTBEpXaeHne oblmnx dpapmakonerHbix crtateir, dapMakonenHblX CTaTel, U3gaHue rocygapCTBEHHOMN
cdapmakoneu, cosgaHue 1 BegeHue peectpa papmakonemnHbix CTaH4apTHbIX 00pas3uoB.;
(B pen. ®PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3) ocyLlecTBneHMe rocyaapcTBEHHOIO KOHTpOns (Haasopa) B cchepe obpalleHns nekapCTBEHHbIX CPEACTB;
(B peq. ®PenepanbHoro 3akoHa ot 25.06.2012 N 93-03)

4) nuueH3upoBaHMe NPOU3BOACTBA NEKApCTBEHHbIX CPEeACTB U (hbapMaueBTUHECKON AeATeNbHOCTU B
COOTBETCTBMM C 3aKkoHoAaTenscTBoM Poccuinckon depepaumy;

5) opraHu3auusa aKCNepTU3bl NIEKAPCTBEHHbIX CPEACTB, 3TUYECKOW IKCMEPTM3bl BO3MOXHOCTU MPOBEAEHUSI
KNMMHUYECKOrO UCCNefoBaHUSA FeKkapCTBEHHOIO npenapata Afs  MeOMUMHCKOrO MNPUMEHEHWs, 3KCMepTusbl
OOKYMEHTOB, NpeACcTaBreHHbIX AN onpefeneHns BO3MOXHOCTU paccMaTpuBaTb JIEKAPCTBEHHBIN npenapar ans
MEOULMHCKOTO MPUMEHEHUST NPW TOCYOAPCTBEHHOM perucTpauumnm B KadecTBe OpdaHHOro JieKapCTBEHHOIo
npenapaTa;

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

5.1) opraHumsauus npoBeAEeHWs KOMIMMEKCHOM OLEHKM FeKapCTBEHHOro npenapata B LeNnax NPUHATUSA
PELUEHUN O BO3MOXHOCTU BKMOYEHUS NEKApCTBEHHOro npenapaTta B MepeyYeHb XM3HEHHO HeobXoauMbIX U
Ba)XXKHEMNLUNX NEKAPCTBEHHbIX MpenapaTtoB, HOPMATMBHbIE MPAaBOBbIE aKTbl U MHblE OOKYMEHTbI, onpeaensioLlime
NopsiAOK OKa3aHUs MegULMHCKON MOMOLLM UMW UCKIMIOYEHUS €ro U3 yKasaHHbIX NepeYHsl, akTOB Y JOKYMEHTOB;

(n. 5.1 BBegeH PepepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

6) Bblgaya paspeLleHnin Ha NPoBeAeHNE KITMHUYECKMX UCCNeaoBaHWIN NeKapCTBEHHbIX NpenapaTos, BegeHve
peecTpa BblAaHHbIX pa3peLLeHnii Ha NPoBeaEHNE KIMHUYECKUX UCCIIeQ0BaHUIA NiekapCTBEHHbIX NpenapaTos;

7) rocygapCTBeHHasi perucrpauusi fekapCTBEHHbIX MpenapaToB, BedeHWe rocy4apCTBEHHOro peecTpa
NeKapCTBEHHbIX CPEACTB;

8) opranmnzauus u (Mnu) NpoBeAeHNEe MHCNEKTUPOBaHMSA CyObeKTOB obpalleHuns eKapCTBEHHbIX CPeacTB Ha
COOTBETCTBME MpaBunam Haanexallen nabopaTtopHoW NpakTUKX, NpaBMnamM Hagnexatlen KINMHUYECKON NpaKkTuKu,
npaBunamM Hagnexailen npakTuKM XpaHeHUs 1 NEePEBO3KU JIEKAPCTBEHHbLIX NpenapaToB, NpaBunaM Hagnexaiien
ONCTPUBBIOTOPCKON NPaKTUKK, MpaBuiam Hagnexallen anTeydHon NPaKkTukuy;

(n. 8 B pea. PegepanbHoro 3akoHa oT 22.12.2014 N 429-$3)

8.1) opraHusaumsa u (Mnv) NpoBeAeHNe MHCNEKTUPOBaHNS CyObeKTOB ObpalleHUs nekapCTBeHHbIX CpeacTs
Ha cooTBeTCTBME TpeboBaHMAM nNpaBuil Hagnexallen MNpOM3BOACTBEHHOM MNPaKTMKKU, Bblgada 3akMiOYeHUn O
COOTBETCTBMM MPOM3BOAUTENS NEKApPCTBEHHbLIX CPeaCcTB TpeboBaHWsIM NpaBun Hagnexallen npom3BoaCTBEHHON
NPaKTUKY;

(n. 8.1 BBegeH PenepanbHbiM 3aKkoHOM 0T 22.12.2014 N 429-93)

8.2) ycTaHoBneHWe nopsigka BeAEHUS U BeeHWe rocy4apCTBEHHOIO peecTpa 3aKMiyYeHUn O COOTBETCTBUM
Npou3BoauTENst NNEKapCTBEHHbBIX CPEACTB TpeOOBaHNAM NpaBui Hagnexalle NPoOU3BOACTBEHHON NPAKTUKY;

(n. 8.2 BBegeH PenepanbHbiM 3aKkoHOM 0T 22.12.2014 N 429-93)

9) rocygapCTBEHHasi perucTpaunsi YCTaHOBMEHHbIX MPOU3BOAUTENSAMM FEKAPCTBEHHbLIX MNpenapaToB
npeAenbHbIX OTMYCKHbIX LIEH Ha XU3HEHHO HEOOXOAMMbIE N BaXXHEWLIME JeKapCTBEHHbIE MpernapaTbl U BefeHue
rocy4apCTBEHHOrO peecTpa MpedenbHbIX OTMYCKHbIX LEH MpPOM3BOAUTENEN Ha JIeKapCTBEHHbIE npenapaThbl,
BKITHOYEHHbIE B NMEpPeYEHb XKM3HEHHO HEOOXOAMMBIX Y BXXHENLLMX NEKAapCTBEHHbIX Npenaparos;

9.1) cornacoBaHMe TMpPOEKTOB pPELUEHUN OPraHoOB MWCMOMHUTENbHOM BRactu cyobekToB Poccumckom
depepaummn 06 yctaHoBNeHUM U (MNK) U3MEHEHUWN MpPEAeribHbIX pa3mMepoB ONTOBbIX HagbaBOK M npedernbHbIX
pa3mMepoB pPO3HMYHBLIX HaabaBOK K (PAKTUYECKMM OTMYCKHbIM LEeHaM, YCTAHOBMEHHbIM MNPOU3BOAUTENSIMU
NeKapCTBEHHbIX MpenapaToB, Ha NeKapCTBEHHbIE NpenapaThbl, BKIOYEHHbIE B NepeyYeHb XU3HEHHO HEOOXOAMMbIX
N BaXKHENLLUMX NeKapCTBEHHbIX NpenapaTos;

(n. 9.1 BBegeH PenepanbHbiM 3akoHOM oT 13.07.2015 N 241-93)

10) ycraHoBneHWe nopsaka BBO3a IeKapCTBEHHbIX cpeActs B Poccuiickyio dPepepauunio 1 BbiBO3a

nekapcTBEHHbIX cpeacTB M3 Poccuiickon egepauuu;
(n. 10 B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)
10.1) Bblgaya, ycTaHOBMeHWe nopsaka Bbla4yM M POPMbl AOKYMEHTA, KOTOPbIM MOATBEpXKOaeT, 4To
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Npon3BOACTBO NEKapCTBEHHOro npenapara OCyLLEeCTBEHO B COOTBETCTBMU C TpebOoBaHMAMY NpaBun Hagnexatlien
NPOV3BOACTBEHHOW NPAKTUKWU, U NOANEXUT NpeacTaBneHunio no TpeboBaHMo YNOoNHOMOYEHHOIO OpraHa CTpaHsbl, B
KOTOPYIO BBO3UTCS NEKapCTBEHHbIN Npenapar;

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

10.2) Bblgaya, yCTaHOBMNEHMWE MopsSaKa Bblgaduv M popMbl JOKYMEHTa, COAEpXKaLLero cBeeHns O CTagusx
TEXHOMNOrM4YeCcKoro npouecca Mnpou3BoOACTBa JIEKAPCTBEHHOrO CpeAcTBa ANS  MEOUUMHCKOrO MpUMEHEHUS,
OCyLLEeCTBMNSEMbIX Ha TeppuTopmM EBPa3ninckoro 3KOHOMMYECKOro CO33;

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

11) cosgaHvne COBETOB MO BONPOCaM, CBA3aHHbIM C OOpalleHneM NekapCTBEHHbIX CPeACTB;

12) atTectaums n ceptTudmkaLmsa cneynanucTos;

13) ytpaTtun cuny ¢ 1 cenTabpsa 2013 roga. - PegepanbHbin 3akoH ot 02.07.2013 N 185-93;

14) ocywecTteneHune hapmakoHaasopa;

(n. 14 B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

15) yyacTtvne B MexgyHapogHOM COTPYAHNYECTBE;

16) nony4eHue no 3anpocam ynosIHOMOYEHHOro dheaepansHOro opraHa UCMOMHUTENbHOW BNacT OT OpraHoB
ncnonHuTensHon Brnactn cybbekToB Poccunckon ®epepaunmn, a Takke oT CyObEKTOB 0OpalleHust NeKapCTBEHHbIX
cpencTB AN MeAWLMHCKOrO MpPUMEHEHUMs MHopmauuy Nno BOMPOCaM YCTAHOBIEHWS W MPUMEHEHUS LEeH Ha
neKapcTBEHHbIE NpenapaTbl U HaabaBoK K HAM;

17) npumeHeHne Mep OTBETCTBEHHOCTM 3a HapyLUeHWe 3akoHoaaTenbcTBa Poccunckon ®enepaumu;

18) yTBepxaeHue npaBun Hagnexawen nabopaToOpHOW MPaKTUKWA, NPaBUN Haanexawlenh KIMHUYECKOn
NpaKkTUKW, MpaBuN Hagnexallem npoM3BOACTBEHHOM NPaKTWMKKW, MpaBuI Hagnexalwlen nNpakTUKM XpaHeHust w1
NMepeBO3KM MEKApPCTBEHHbIX MNpenapaToB, MpaBuNl  Hagnexawen AuCTpUObIOTOPCKOM NpakTUKWM, npaBun
Hagnexallen anTeqyHoW NPaKTUKK, NPaBuN Hagnexawen npakTuki dapmakoHaasopa nekapcTBEHHbIX NpenapaTos
ONs MeuLMHCKOro NPUMEHEHMS;

(n. 18 BBegeH PeaepanbHbIM 3aKoHOM OT 22.12.2014 N 429-$3)

19) ycraHoBneHue nopsigka OPMUPOBAHUSA PErMCTPALMOHHOrO O0CbEe Ha NeKapCTBEHHbIN npenapaTt u
TpeboBaHWIn K JOKYMEHTaM B €ro COCTaBE;

(n. 19 BBegeH depepanbHbIM 3aKoHOM OT 22.12.2014 N 429-$3)

20) yTBEpXOEHWE NpaBuN pauuoHanbHOro BbibOopa HaVMMEHOBAHWM FEKapCTBEHHbIX NpenapaTtoB Ans
MEeOULMHCKOTO NPUMEHEHUS;

(n. 20 BBegeH PeneparnbHbiM 3akoOHOM OT 22.12.2014 N 429-93)

21) yTBepXXaeHue nepeyHs HaMeHOBaHN NekapCcTBeHHbIX (hopM;
(n. 21 BBegeH PepepanbHbIM 3aKoHOM OT 22.12.2014 N 429-$3)

22) chopmupoBaHue peectpa TUMOBbLIX MHCTPYKUUA MO MEOULUHCKOMY MPUMEHEHUIO B3aMMO3aMeEHSIEMbIX
NeKkapCTBEHHbIX NpenapaTos;

(n. 22 BBegeH dPepepanbHbIM 3aKoHOM OT 22.12.2014 N 429-$3)

23) yTBepxaeHue TpeboBaHUi K UHCTPYKLUN MO MEAMLUHCKOMY NPUMEHEHUIO NeKapCTBEHHbIX NpenapaToBs U
K MHCTPYKLMM NO BETEPUHAPHOMY NPUMEHEHNIO NEKAaPCTBEHHbIX NpenapaTos;

(n. 23 BBegeH PeneparnbHbIM 3aKkoOHOM OT 22.12.2014 N 429-93)

24) pocynebHoe 3aKkpblTMe CaMTOB, COAepXalux MHAOPMAaLMIO O PO3HUYHOW MNpodaXe AMCTaHLMOHHBIM
cnocobom, nNpeanoxeHne o NpMobpeTeHnn OUCTaAHLMOHHBIM CNOCOOOM, AOCTaBKe AMCTAHLUMOHHBIM CMocoboM U1
(urn) nepepade U3MYECKOMY MUY OUCTAHLUMOHHLIM CNOCOBOM NEKapCTBEHHbIX MpenapaToB, HapKOTUYECKUX
NEeKapCTBEHHbIX MpenapaTtoB U MCUXOTPOMHbLIX JIEKAPCTBEHHLIX MpenapaToB, 3a WCKIOYEHMEM CIy4aes,
yCTaHOBMEHHbIX [paBuTensctBom Poccuiickon ®epepauun.

(n. 24 BBegeH depepanbHbIM 3aKOHOM OT 22.12.2014 N 429-$3)

KoHcynbTaHTlnt0C: npumeyaHue.

MonoxeHust ctaTb 5.1 pacnpocTpaHsalTCAa Ha MOMHOMoYMs dedepanbHblX OpraHoB WCMONHUTENbHOWM
BMNacTu, KOTOpble He nepefaHbl Ansi OCYLEeCTBINEHUA opraHaMm rocyapCTBEHHON Bnactu cybbekTtoB Poccuiickon
depnepaumu n opraHaM MECTHOIO CaMOyMnpaBeHNsi COOTBETCTBYHOLWUMU ddeaepanbHbIMU 3akoOHaMU.

Cratbs 5.1. lNepenaya ocywecTBNeHNs NOHOMOYNI dheaepanbHbIX OPraHoB MCMONTHUTENBHON BAAcTU Mpu
obpalleHnn nekapCcTBEHHbIX CPEACTB OpraHaM MUCMONMHUTENbHOM BnacTun cybbektoB Poccuiickon ®eagepaunn
(BBegeHa degepanbHbiM 3akoHOM OT 13.07.2015 N 233-03)
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MonHoMouusa depepanbHbiX OpraHoB UCMNONMHUTENBHOM BNacTu npu obpalleHun nekapCTBeHHbIX CPpeacTs,
npeaycMoTpeHHble HacTodAwmMm PefepanbHbiM 3aKOHOM, MOFYT nepefaBaTbCsl ANs OCYLLECTBMEHUS opraHam
ncnonHuTenbHon Bnactn cybbektoB Poccuiickon ®epepauumn noctaHosrneHnsamu [MpasutensctBa Poccuickon
depepaumun B nopsagke, yctaHoneHHom depepanbHbiM 3akoHOM oT 6 okTabpa 1999 roga N 184-03 "O6 06Lwux
NpYHUMNax opraHv3aumy 3akoHogaTerbHbIX (MPeACcTaBUTENbHBIX) U UCMOMHUTENbHBIX OPraHOB roCy4apCTBEHHOW
BnacTu cyobekTtoB Poccuiickon depepaummn”.

Cratba 6. [MonHOMOYMS OpraHoB WCMNOMHUTENbHOW Briactu cybbekta Poccunckon degepaumm npwm
obpalLeHnn nekapCcTBEHHbIX CPEACTB

K nonHomouvamM oOpraHoB MCMOMHUTENbHOW Bnactn cybbekta Poccunckon depepauum npu obpalieHuu
NeKapCTBEHHbIX CPEACTB OTHOCATCS:

1) paspaboTka n peanusaumsi pervoHanbHbiX MporpaMm obecnevyeHus HaceneHus feKkapCTBEHHbIMU
npenapartamu;

2) ycTaHOBneHue npefenbHbIXx pa3MepoB ONTOBbIX HaabaBOK W MNpedenbHbIX pPa3MepoB PO3HUYHbIX
HaabaBok K haKTMYECKUM OTMYCKHbIM LieHaM, YCTaHOBIEHHbIM NPOM3BOAMTENSIMU NTEKapCTBEHHbIX NpenapaTos, Ha
neKapcTBEHHbIE Npenaparbl, BKIOYEHHbIE B NEPEYEHb XU3HEHHO HEOOXOOUMBIX U BaXKHEMLUMX JEeKapCTBEHHbIX
npenaparTos;

3) ocyLLecTBNEHME PErMoHanbHOro rocyaapCTBEHHOIO KOHTPONA 32 NPUMEHEHNEM LIEH Ha NEeKapCTBEHHbIe
npenapaTbl, BKIIOYEHHbIE B MEPEeYEHb XM3HEHHO HEeobXOOAMMbIX W BaXXHEWLUMX J1EeKapCTBEHHbIX MpPenapaTos,
opraHu3aumsiMM OMNTOBOW TOPrOBMM, anTEYHbIMW OpraHu3auusaMun, WHAMBMAYanbHbIMW NPeanpuUHUMaTensamu,
UMELLUMUN NULLEH3UI0 Ha hapMaLEeBTUYECKYIO AeSTENbHOCTb.

(B pea. PepepanbHoro 3akoHa ot 25.06.2012 N 93-93)

Mnasa 3. FOCYOAPCTBEHHASl ®APMAKOIMES
CraTbs 7. PaspaboTka 1 usgaHume rocygapCcTBeHHON hbapmakoneun, pa3MmeLleHne AaHHbIX O HEN

1. Tlloa rocymapctBeHHOW hapmakoneen MOHUMAETCs CBoA4 obwux papmakonevHblx cTaten wu
drapmakonemnHblx cTaTemn.

2. PagpaboTka obwwmx apmakonerHbix cTaten u dapMakonenHbix ctaTen, B TOM Ymcne papMakonemnHbix
cTaTed Ha papmakoneviHble CTaHgapTHble o00pasubl, W BKMAOYEHME WX B TOCYAapCTBEHHYIO hapmakoneto
OCYLLECTBMATCA B MOpsiake, YCTAaHOBNEHHOM YMNOMHOMOYEHHbIM defeparnbHbiM OpraHoM UCMOSNTHUTENbHOM
BnacTu.

(B peq. ®enepansHoro 3akoHa oT 22.12.2014 N 429-03)

3. PaspaboTka chapMakonenHon ctaTtbl Ha pedepeHTHbIM NeKapCTBEHHbIA npenapaTt U BKIHOYEHME ee B
rocyfapCTBEHHYIO hapMakoneto B TedeHne cpoka AeUCTBUSA 3aLlMTbl UCKMIOYMTENBHOro npasa, yaoCTOBEPEHHOMO
NaTeHTOM Ha pedepPEHTHbIN NeKapCTBEHHbIN NpenapaT, OCYLECTBASIOTCA C cornacus ero paspaboTyuka.

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

4. l'ocypapcTBeHHasa dhapmMakones usgaetcs YrnofiHOMOYeHHbIM dbefieparibHbIM OpraHoM WCMOMHUTENBHOWM
BMacTu 3a cYeT CpeAcTB pedepansHoOro boaxeTa u NOANEXUT NepensaaHnsam He pexe Yem oauH pas B NATb feT,
B Mepuog Mexay KOTOpbIMU M3[alTCs MPUINOXKEHUs K rocygapCTBeHHOM dhapmakonee, copepxaiime obwime
hapmakonemnHble ctatb 1 (MNn) apmakonemnHble CTaTbW, YTBEPXOEHHbIE MOCMe M3gaHus UM nepensgaHus
rocyaapcTBeHHoW papmakonen.

5. YnonHoMouyeHHbIn bedeparnbHbld  OpraH  WUCMOMHUTENbHOW BracTM  pasMellaeT [daHHble O
rocyaapcTBeHHoW capmakonee v NPUNOXEHUsIX K HeW Ha cBoeM odwmumanbHOM cante B ceTn "WHTepHeT" B
YCTaHOBMEHHOM UM MOpsiaKe.

Masa 4. TOCYOAPCTBEHHbIA KOHTPOJTb NMPU OBPALLEHUU
NEKAPCTBEHHbIX CPEACTB

CraTbs 8. JluyeHsmpoBaHne NPOM3BOACTBA NIEKAPCTBEHHbIX CPeACTB U hapMaLeBTUYECKON AeATeNnbHOCTH

1. nl/lLl,eHSIApOBaHMe npon3BoacTBa J1€KapCTBEHHbIX CpeactB WU (bapmaueBqueCKoﬁ neATeNIbHOCTU
OCyLLeCTBNAETCA B COOTBETCTBMN C 3aKOHOA4ATE1IbCTBOM Poccurickon CDep,epau,MM.

2. ObsizaTenbHbIM ycnosuem npenocrasiieHnda nuueH3mm Ha npoun3BoACTBO JieKapCTBEHHbIX CpeactB
ABNAETCA MNPUNnoXeHne K 3adBJIEHUI0 COoucKatena InnueH3nn nepedHa JneKkapCTBEeHHbIX (bOpM n (I/Iﬂl/l) BMOOB
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hapmMaLeBTMYECKUX CYOCTaHLMIA, KOTOPbIE NPOM3BOAMTENL NEKAPCTBEHHbLIX CPEACTB HAMEPEH NPOU3BOAMNTD.

3. B cnyyae HeobxoaMMoOCTM paclUMpeHMsi MPOU3BOACTBA NEKAPCTBEHHbIX CPEACTB 3a CYET HOBbIX
neKapcTBEHHbIX (hOpM 1 BMAOB (hapMaLeBTUHECKMX CyOCTaHUMA NPON3BOANTESNb NEKAPCTBEHHbIX CPEeACTB AOMKEH
MONy4nTbL HOBYHO JIMLIEH3UIO HA NPOM3BOACTBO SIEKAPCTBEHHbIX CPEACTB.

CraTtbs 9. [ocyaapCTBEHHbI KOHTPOSb (Haa3op) B cdhepe 06palleHUsi NEKAPCTBEHHBLIX CPEACTB
(B pea. PepepanbHoro 3akoHa ot 25.06.2012 N 93-03)

1. FocygapCTBEeHHbIN KOHTPOIb (Haa3op) B cchepe obpalleHuns nekapCTBEHHbIX CPeACTB BKIOYaEeT B cebs:

1) JNWUEH3WOHHBLIW KOHTPONb B cdhepe NpPOM3BOACTBA JEKApCTBEHHbIX CPeAcTB U B cdepe
hapmaLeBTUYECKOWN AEATENBHOCTY;

2) (bepepanbHbIV rOCygapCTBEHHBLIN Haa30p B cdhepe obpallieHns NnekapCTBEHHbIX CPeacTB;

3) BbIGOPOUHbIN KOHTPOIb Ka4ecTBa NekapCTBEHHbIX CPeACTB.

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

2. JIMUEH3NOHHbI KOHTpONb B cdepe NpPou3BOACTBA MNEKApCTBEHHbIX cpeactB M B cdepe
hapmaueBTUYECKON  OESATENbHOCTM  OCYLLECTBNAETCH  YMOMHOMOYEHHbIMM  dbefepanbHbiM - OpraHoMm
NCMNOMHUTENBHOW BNacTu U opraHamun UCMNonHUTENbHOW Bnactn cybbektoB Poccuiickon ®egepauum cornacHo ux
KOMMeTeHuumn B nopsiake, ycraHoneHHom ®egepanbHbiM 3akoHOM oT 26 aekabps 2008 roga N 294-93 "O sawuTte
npaB OPUANYECKMX NUL, M WMHOMBMAYalbHbIX NpeanpuHuMaTtenelt Mpu  OCYLLECTBIIEHWM TOCYAapPCTBEHHOMO
KOHTponsa (Hagsopa) M MyHMUMNAnbHOrO KOHTponsa”, C y4eToM OCOOEHHOCTEN oOpraHu3auMm 1 NpoBeAeHWs
NpoBepOK, yCTaHOBMNEHHbIX PeaepanbHbiM 3akoHOM oT 4 mas 2011 roga N 99-®3 "O nuueH3anpoBaHUKM oTAENbHbIX
BWOOB AesTenbHOCTN".

3. depepanbHbIN rocyaapCTBEHHbIN HAaA30p B cdepe obpalleHus nekapCTBEHHbIX CPeaCTB OCYLLECTBISETCS
YMOMHOMOYEHHbIMWN dhefepanbHbIMM OpraHaMuM UCMOMNHUTENBbHOW BnacTu (ganee - opraHbl roCygapCTBEHHOro
Haa3opa) cornacHo nx KOMNeTeHuMmn B nopsake, yctaHoBneHHoM [NpasuTtensctBoMm Poccuiickon ®egepauun.

4. ®epgepanbHbli rOCyAapCTBEHHbIM Haasop B cdepe obpalleHns nekapCTBEHHbIX CPeacTB BKIIOYaeT B
cebs:

1) opraHusaumio 1 nNpoBefeHNe NPoBEPOK cobntogeHns cydbbekTamu obpalleHnsi NekapCTBEHHbIX CPeacTB
YCTaHOBMEHHbIX HacToswmM PefepanbHbIM 3aKOHOM Y MPUHSITBIMW B COOTBETCTBUM C HUM MHBIMW HOPMaTUBHbBIMM
npaBoBbIMM akTamu Poccunickon Pepepaumm TpeboOBaHUM K LOKNMHWYECKUM WUCCREOOBaHUSIM fEeKapCTBEHHbIX
CpencTB, KINMHUYECKMM MCCIeA0oBaHMSAM JIEKAPCTBEHHbBIX NPeNapaToB, XpaHeHuto, nepeBo3ke, BBO3y B Poccuiickyto
depnepaumio, OTNYCKy, peanu3auun IeKapCTBEHHbIX CPeAcTB, MPUMEHEHMIO FEeKapCTBEHHbIX NPenapaTtos,
YHUUTOXEHWIO NEeKapCTBEHHbIX CPEACTB, a Takke cOoOMoaeHWUst YNONTHOMOYEHHLIMU OpraHamu UCMOMHUTENBHOWN
BnacTu cybbektoB Poccuiickon depepaumm MeTooukn yCTaHOBMNEHMS NpeAenbHbIX pa3mepoB ONTOBbIX HA40aBOkK
W npefenbHbiX pPa3MepoB pPO3HUYHBLIX HaA0aBOK K (PaKTUYECKMM  OTMYCKHbIM LEeHaMm, YCTaHOBMEHHbIM
Npov3BOOUTENAMU NEKAPCTBEHHbIX MpenapaTtoB, Ha IekapCTBEHHble Mpenapartbl, BKYEHHbIE B MNEepeveHb
XN3HEHHO HEOOXOAMMbIX N BaXKHENLLMX NeKapCTBEHHbIX NpenapaTos (aanee - obasatensHble TpebosaHus);

2) opraHusauui 1 npoBedeHUe MNPOBEPOK COOTBETCTBMS JEKAPCTBEHHbLIX CPEACTB, HaXOOALMXCS B
rpaxgaHckom obopoTe, YCTaHOBIMEHHBIM TPEOOBAHUAM K UX KA4YEeCTBY;

3) opraHusauuio 1 nposefeHue apmakoHaa3opa;

4) npumeHeHWe B nopsdke, YCTaHOBNEHHOM 3akoHopaTenbcTBOM Poccuickon ®egepauuun, mep no
NMpeceYeHnio BbISIBIIEHHbIX HapylleHun obsizaTenbHbIX TpebOoBaHUM U (MMM) YCTPaAHEHUIO MOCNEACTBUA TakuxX
HapyLleHWn, B TOM YMCME MNPUHATUE PELLEHNS O HaxOXOEHWW NeKapCTBEHHbIX CpeacTB B obpalleHuu, Bbigady
npegnucaHMn o6 yCTpaHEHMU BbISIBMEHHbLIX HapylleHun oba3aTenbHbiXx TpeboBaHUM U NpuBMEYEHVE K
OTBETCTBEHHOCTM 1L, COBEPLLMBLLMX TaKUe HapyLLUEHMSI.

(4acTb 4 B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

5. ®depepanbHbIf rocygapCTBEHHbIN Haa30p B chepe obpalleHns NekapCTBEHHbIX CPEACTB OCYLLECTBSETCSA
B nopsigke, yctaHoBrneHHoM depepanbHbiM 3akoHOM OT 26 aekabps 2008 roga N 294-03 "O sawwmte npas
IOPUONYECKMX NUL N MHAMBUAYASbHbIX NpeanpuHMMaTtener npu OCYLLECTBNIEHUN FOCYSapPCTBEHHOrO KOHTPONS
(Hagsopa) M MyHUUMNANBHOTO KOHTpOns", C y4eTOM OCODOEHHOCTEN, YCTaHOBIIEHHbIX HACTOSILWEN CTaTbew.
MpepBapuTensHOe cornacoBaHWe C OpraHamMmy MpPOKypaTypbl CPOKOB MPOBEAEHUS BHEMSIAHOBOW NPOBEPKM
CyObeKkTOB 0OpalLeHNsi NeKapCTBEHHbIX CPEACTB, a TAKKe NpeABapuTENbHOE YBELOMIIEHWE IOPUANYECKUX NN,
WHAMBUAOYanNbHbIX NpeanpyHUMaTenen o Hadane NpoBeaeHns 3Ton NpoBepkM He TpebyeTcsa. OpraHbl NPOKypaTypbl
M3BELLAOTCA O MNPOBEAEHVMM BHEMMAHOBOW MNPOBEPKM CYOBbEKTOB 0OpalleHUsi JeKapCTBEHHbLIX CPeACTB
nocpeacTBOM HanpaBieHNsi COOTBETCTBYIOLLMX AOKYMEHTOB B TEYEHME Tpex paboymnx gHeN C MOMEHTA OKOHYaHUSA
NpoOBEAEHUS YKa3aHHOW BHEMMAHOBOW MPOBEPKN.

(yacTb 5 B pea. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)
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6. JOmMKHOCTHbIE NLLA OpraHa rocy4apCTBEHHOrO Haa3opa B NOpSAKe, YCTAHOBMEHHOM 3aKOHOOATENbCTBOM
Poccuiickon ®epepauuu, umeroT npaso:

1) nony4aTb Ha OCHOBaHUM MOTUBMPOBAHHBLIX MUCbMEHHbLIX 3anpocoB OT CybbekToB obpalleHuns
NeKkapCcTBEHHbIX CPeAcTB, OpPraHoB MCMOMHUTENbHOW Bractu cybbektoB Poccuinckon depepauum m opraHos
MECTHOro camoyrnpaBfieHnst JOKYMEHTbI U MHGOPMaLMIO MO BonpocamM obpalleHns NekapCTBEHHbIX CPeacTB;

2) BecnpenAaTCTBEHHO MO NPeabsBEeHUN CNy>XeBHOro y4oCTOBEPEHMS U KOMUWU MpuKasa (pacnopsbkeHus )
opraHa rocygapcTBEHHOro Hag3opa O Ha3HayYeHMU NPOBEPKU Mocelwatb MCNofb3yemble IPUANYECKUMU NULamu,
WHAMBUAYaNbHBIMY NPpeanpuHMMaTENsIMA, ABMASIOWMMUCA CyObekTamMmyn obpalleHns NekapCTBEHHbIX CPeACTB, Npu
OCYLLECTBMEHUN CBOEN AEATENbHOCTU TEeppuUTOpuUU, 30aHWs, NMOMELLEHUS U COOPYXEHUS B LENsiX NpoBeAeHUs
MEepPONPUSATUI MO KOHTPOFIO;

3) npoBoauTb OTOOP 06pasuLoB neKapCTBEHHbIX CPEACTB, NpeAHasHayeHHbIX ANnd peanusauum wu
peanu3yembix CybObekTamu oObpalleHuss nekapCTBEHHbIX CpeacTs, ANS MNPOBEPKM WX KayecTBa, NpoOBeAeHUs
nccrnegoBaHUn, UCMbITAHUI B COOTBETCTBMU C NpaBuniamMn otbopa obpasuoB, YCTaHOBAEHHBIMW YNOSTHOMOYEHHbIM
deaepanbHbIM OpraHoM UCMNOJTHUTENBHOM BNacTy;

4) BblgaBaTb cybbekTam obpalleHns NnekapcTBEHHbIX CPeACTB MpeanucaHvs O npekpawieHun HapyLleHun
obsasaTenbHbIx TpeboBaHM M 06 yCTpaHEeHWM BbiSIBNEHHbIX HapyLLeHU oba3aTenbHbIX TpeboBaHui;

5) HanpaBnATb B YMNOMHOMOYEHHbIE OpraHbl MaTepuasnbl, CBA3aHHbIE C HapyleHusAMU 00A3aTenbHbIX
TpeboBaHWi, 4N peLleHns BONMPOCOB O BO30YXAEHUN YrONMOBHLIX A& N0 Npu3HakamM NpecTynieHnn.

7. BbIOOPOYHBIN KOHTPOMb KayecTBa JeKapCTBEHHbIX CPeACTB  OCYLECTBMAAETCA  YMONTHOMOYEHHbIM
degepanbHbIM OpraHoM UCMOSTHUTENBHON BNAacTu B YCTAHOBIIEHHOM MM MOPSAKE U BKIoYaeT B ceds:

1) obpaboTKy cBegeHun, B obs3aTenbHOM MOpsSOKE MpefocTaBnseMblX CcybbekTamy obpalleHus
NeKapCTBEHHbIX CPEACTB, O Cepusx, NapTUsAX NeKapCTBEHHbIX CPeacTB, MOCTYNnawLlWmMX B rpaxgaHcknii obopoT B
Poccuiickon ®epepauuu;

2) otbop 06pa3yoB NEKapCTBEHHbIX CPeAcTB y CyObeKkToB OOpalleHns NekapCTBEHHbIX CPEACTB B LEnsx
NpOBEAEHUS WCMbITAHUMN Ha WX COOTBETCTBME TPeOOBaHUSIM HOPMATUBHOW AOKYMEHTauMM MU HOPMAaTMBHbIX
OOKYMEHTOB;

3) NpuHATME MO pe3ynbTaTtam MPOBEAEHHbIX UCMbITAHUN peLleHns O AarnbHenweM rpaxgaHckom obopoTte
COOTBETCTBYHLLErO NIeKapCTBEHHOIO CPeacTBa;

4) NpUHATME YNONTHOMOYEHHbIM dedeparnbHbIM OpPraHoOM WCMOMHUTENBHOW BNAacTW pelleHns O nepesoje
NEeKapCTBEHHOIO CPEACTBA Ha MOCEPUNHBIN BbIOOPOYHBIN KOHTPOMb Ka4yecTBa feKapCTBEHHbIX CPeACTB B Crlyyae
MOBTOPHOIO BbISIBNEHUS HECOOTBETCTBUSI KA4ecTBa JIEKAPCTBEHHOIO CpeAcTBa YCTAHOBIEHHbIM TpeboBaHUAM U
(npn HeobxoamMmocTM) O MpoBepKe cybObekTa obpalleHWsi NekapcTBEHHbIX CpeacTB. Pacxogbl, cBA3aHHble C
NpoBEAEHNEM MOCEPUNHOrO BbIGOPOYHOrO KOHTPONA KayecTBa JIEKAPCTBEHHBIX CPEACTB, OMnavMBaloTCA
npoussoguTeneM neKkapCcTBEHHOrO cpeactBa nmbo JdepxaTeneMm uwnuM  BrRagenbueM  perncTpaumoHHOro
YAOCTOBEPEHUsI NeKapCTBEHHOTO npenapara.

(4acTb 7 BBegeHa PepepanbHbiM 3aKoHOM OT 22.12.2014 N 429-$3)

Fnaea 5. PA3BPABOTKA, HOKITUHNYECKUE UCCNEOOBAHUA
JIEKAPCTBEHHbIX CPEACTB, A TAKXE KNMHUYECKUE UCCITIEOOBAHUA
NEKAPCTBEHHbIX NPENAPATOB A1 BETEPUHAPHOIO NPUMEHEHUA

Cratba 10. PaspaboTka nekapcTBeHHbIX CPeacTB

1. Pa3paboTka NekapCTBEHHbIX CpPeAcTB BKMo4aeT B cebsi MOMCK HOBbIX (hapMaKOMOrMYecKn akTUBHbIX
BELLECTB, Nocriegyrollee M3ydyeHWe KX JeKapCTBEHHbIX CBOWCTB, AOKIMHMYECKME UCCNedoBaHusl, pa3paboTky
TEXHOMNOIrMIN NPOM3BOACTBa hapMaLeBTUYECKUX CybCcTaHuun, pa3paboTky COCTaBOB U TEXHOSOIMMI NPOM3BOACTBA
neKapCTBEHHbIX NpenapaTos.

2. duHaHcoBoOe obecneyeHne pa3paboTkM NeKapCTBEHHbIX CPEACTB OCYLLECTBISIETCH 3a CYET:

1) cpencTB dhenepanbHOro GrOMKeETa;

2) cpencTB pa3paboTUMKOB NIEKAPCTBEHHbBIX CPEACTB;

3) cpeacTB NpoOM3BOAMTENEN NEKAPCTBEHHBIX CPEACTB NMPW BbIMOMHEHUN HAaYy4YHO-UCCNeaoBaTeNnbCKux paboT
Mo OOroBopy Mexay pa3paboTymKoM NeKapCTBEHHbIX CPEACTB U MPOM3BOAUTENEM NTIEKAPCTBEHHbIX CPEACTB;

4) nHbIX He 3anpeLLeHHbIX 3akoHoA4aTenbcTBOM Poccuiickon degepaumm NCTOYHMKOB.

3. MNMpaBa pa3paboTynka NekapCcTBEHHOrO CpeacTBa OXPaHSIHOTCS rpaXK4aHCKMM 3aKOHOA4ATENbCTBOM.

Ctatbsa 11. JoknuHMyeckoe nccrnegoBaHmne JleKapCTBeHHOro cpeacrtea anda meamumHCKoro npumMmeHeHuaA
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1. JoknuHuyeckoe nccnefoBaHne nekapcTBEHHOro cpeacTsa Ansd MeauLMHCKOro NpUMMEHEHUsS NPOBOAUTCS
nyTemM NPUMEHEHUs Hay4YHbIX METOLOB OLEHOK B LEenax MonyyYyeHus fokasaTtenbcTB 6e30nacHOCTU, kavecTtBa M
3 PEKTUBHOCTIN NEKAPCTBEHHOIO CPeacTBa.

2. [JoknuHu4eckoe nccnenoBaHe NekapcTBEHHOro CPeacTBa Anst MEAULMHCKOrO NPUMEHEHUs NpoBoaAUTCS B
COOTBETCTBMU C MpaBunamMu Haanexawlenh nabopaTopHOM MpaKTUKW, YTBEPKAEHHbIMU  YNOMHOMOYEHHbBIM
dhegepanbHbIM OpraHoM UCMOSNTHUTENbBHON BNACTU.

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

3. Ons opraHusaumMm M NpoBeAEHUS [OKMMHUYECKOrO WCCRefoBaHUsl JeKapCTBEHHOro cpefacTtBa Ans
MeOULMHCKOTO NpUMeEHeHNs pa3paboTynkm nekapCcTBEHHbIX cpencTs MOryT npvBnekaTb
Hay4yHO-uccrnegoBaTenbCkue opraHu3aumy, obpasoBaTenbHble OpraHu3auuu BbiCLIEero obpasoBaHus, MMetoline
HeobxoOuMy0 MaTepuanbHO-TEXHUYECKYD ©a3y n KBanudUUMPOBAHHbLIX CNeuuanucToB B COOTBETCTBYHOLLEN
obnacTtu nccnegoBaHums.

(B peq. ®enepansHoro 3akoHa ot 02.07.2013 N 185-03)

4. [loknuHn4yeckoe nccrnefoBaHne nekapcTBEHHOro CpeacTsa And MeauuMHCKOro NPpUMEHEHUs NpoBOANTCA
no yTBEPXOEHHOMY pa3paboTyMKOM FEKapCTBEHHOrO CpeacTBa MfaHy C BedeHMeM MpoTokona 3Toro
nccneaoBaHUsa U COCTaBNEHNEM OTYETA, B KOTOPOM COAEPXKATCA pe3ynbTaTbl 3TOr0 UCCEeAOBaHUSA U 3aKNoveHme
O BO3MOXHOCTU NPOBEAEHMS KIMHWYECKOTNO WCCMEedOBaHUSA JEeKapCTBEHHOrO npenaparta Ans MeAWLMHCKOro
NPUMEHEHMS.

5. MNpoBegeHve npoBepok cobnoaeHns nNpaBui Haanexatlen nabopaTopHON NPakTUKU M MPaBOBbIX HOPM
MCMOMb30BaHNSA >KUBOTHBIX MPU MNPOBEAEHUU [OKIMMHUYECKUX WCCIEAOBaHUIN JEKapCTBEHHbIX CPeacTB Ans
MEOULMHCKOTO MPUMEHEHNS OCYLLECTBNSETCA YMNOMHOMOYEHHbIM hefepanbHbiM  OPraHoM  WCMOMHUTENbHOMN
BNacTu.

(8 pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

6. PesynbTaTtbl AOKNMHMYECKOrO UCCNeaoBaHMs NEKapCTBEHHOrO cpeacTea Ansd MeaULMHCKOro npyMeHeHus
MOryT ObITb NpeAcTaBneHbl B YNOTHOMOYEHHbIN dheaeparbHbIi OpraH UCMONHUTENbHON BriacTn B YCTAHOBIEHHOM
nopsifke B LIeNsax rocyaapCTBEHHOW perucTpaLmm nekapcTBEHHOIo npenapaTa.

Cratbsa 12. [oknnHnyeckoe wuccnegoBaHue NIeKapCTBEHHOIo cpeacrtBa U KIMHUYECKoe wuccnegoBaHue
J1eKapCTBEHHOIO npenaparta Aand BeTepunHapHOro npumMmeHeHuns

1. JoknuHmnyeckoe nccnegoBaHne fiekapCTBEHHOMO cpeacTBa AN BETEPUHAPHOIO NPUMEHEHNsI MPOBOAMUTCS
nyTeM NPUMEHEHUS HayYHbIX METOAOB OLIEHOK B LeNsAx MoryyYeHusi Jokas3aTenbCTB 6e3onacHoCcTu, KadecTBa U
3(PPEKTUBHOCTN NEKAPCTBEHHOrO CPEACTBA, B TOM 4YWCNE OMpedesieHusi cpoka ero BbiBeOEeHMs M3 opraHuama
XWUBOTHOrO, B Lenax obecnedyeHnsi 6€30MacHOCTU MPOAYKLUMM XKMBOTHOrO MPOUCXOXAEHUS MOCIEe MpUMEHEHUS
COOTBETCTBYIOLLEro NleKapCTBEHHOro npenapara.

2. [oKnuMHMYEeCcKoe WCCrefoBaHWe  NEeKapCTBEHHOrO cpeactBa W KIIMHUYECKOE  MCCrefoBaHue
NeKapCTBEHHOro npenapata Ansi BETEPMHAPHOro NMpUMEHEHUS, NCCreAoBaHNe OVMOSKBUMBANEHTHOCTU yKa3aHHOMo
NeKapCTBEHHOro npenaparta MNpoBOAATCA B COOTBETCTBUM C MpaBuriaMu, YTBEPXOEHHbIMU YNONMHOMOYEHHbIM
dhenepanbHbIM OpraHoM UCMONTHUTENBHOW BNacTu.

3. [HoknuHuuyeckoe uccnefoBaHWE  JIeKapCTBEHHONO CPeAcTBa WM KIMHWYECKOe — UccriegoBaHue
NeKapCcTBEHHOrO Mpenaparta Ans BETEPUHAPHOro NMPUMMEHEHUS MPOBOAATCSA MO YTBEPXOEHHOMY pa3paboTyMKoM
NeKapCcTBEHHOTO cpeacTBa MNfaHy C BeJeHMEeM MPOTOKOSIOB 3TUX WMCCNeOOBaHUA M COCTaBIEHMEM OTYETOB, B
KOTOpbIX cofepXaTcst pe3ynbTaTbl 3TUX UCCNeJ0BaHNUN.

4. [Ona opraHMsauMm W MpoBefeHUst [OKIMMHUYECKOr0 WCCNefoBaHUS FeKapCTBEHHONO CpPeacTBa MU
KNMUHUYECKOTO WCCNEeAOBaHUS JIeKapCTBEHHOrO Mpenaparta AN BETEPUMHAPHOro MpUMEHEeHus paspaboTymk
NeKapCTBEHHOrO cpeacTea MOXEeT npvenekaTb opraHusauum, umetroLmne HeobxoaumMyto
MaTepuanbHO-TEXHNYECKYD ©0a3y ¥  KBanuUUMPOBAHHBIX CMeuManucToB B COOTBETCTBYHOLWEN ob6nactu
nccrnegoBaHus.

5. KnuHu4yeckne nccnegoBaHus NEKapCTBEHHbIX MpenapaToB Af1 BETEPUHAPHOro NPpUMEHEHUsT NPOBOAATCS
B BETEPMHAPHbLIX OpraHM3aumsx u B opraHn3aLmsx, OCyLLECTBNAOLMX pa3BeAeHne, BblpallBaHne u cogepxaHme
XWBOTHbIX, B LENsXx:

1) ycTaHOBNEHMS NEPEHOCMMOCTU JIEKAPCTBEHHLIX NPENapaToB 300POBbIMU XXMBOTHBIMU;

2) nogbopa onTMMarbHbIX JO3MPOBOK JIEKAPCTBEHHbLIX NMPenapaToB 1 Kypca JIeYeHns Ha KOHKPETHOW rpynne
XMBOTHbIX C onpegeneHHbIM 3aboneBaHnemM;

3) ycTaHoBneHus Ge3onacHOCTM M 3(PEKTUBHOCTU NEKAPCTBEHHOrO Npenapara, npeAHasHayYeHHoro Ans
nevyeHus onpeferneHHbIX 3aboneBaHUM >XUBOTHbIX, WNN 3QEKTUBHOCTM JIEKAPCTBEHHOIO npenaparta Ans
npodnnakTnkM 3aboneBaHnin 340POBbIX XKUBOTHbIX;
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4) n3y4yeHnss BO3MOXHOCTEN pacCLLUMPEeHUs NoKasaHUn K NPUMEHEHNIO 3aperMcTpMpoOBaHHOIO NeKapcTBEHHOrO
npenapaTta u BbIsIBIEHNSA paHee HEN3BECTHbIX MOOOYHLIX AENCTBUMNA.

6. KnuHuMyeckoe wnccrnegoBaHMe NEKAapCTBEHHOrO npenapata  Ansi  BETEPUMHAPHOro  NPUMEHEHUS
OCYLLECTBMSIETCS 3a CYET CPeAcTB pa3paboTymka nekapCTBEHHOro cpeacTaa.

7. OtyeTbl O pesynbTaTax OOKIMHMYECKOTO WCCNenoBaHMsI NEKapCTBEHHOro cpeactBa U KIIMHUYECKOro
NCcneaoBaHUs JNEeKapCTBEHHOrO npenapaTta [Ofs BETEPUHAPHOro MNMPUMEHEHUs] COCTaBMAKTCA pas3paboTymkom
NIEKAapCTBEHHOIrO CpeacTBa C YY4eTOM 3aK/ioYEeHUI OpraHM3auuin, NMPUHUMAaBLLMX YyyacTue B OpraHusaumm u
npoBeaeHUN 3TUX UCCnegoBaHUN.

8. KoHTpomnb 3a npoBeaeHMEM [OOKIMMHUYECKMX WCCIEeLOBaHUA NEKAPCTBEHHbIX CPEACTB U KIMMHUYECKUX
nccneaoBaHU NeKapCTBEHHbIX NPenapaToB A1 BETEPUHAPHOro NPUMEHEHNST OCYLLIECTBSIETCS YNOSTHOMOYEHHbLIM
deaepanbHbIM OpraHoM UCMNOJTHUTENBHOM BNacTu.

asa 6. OCYLWECTBNEHVE FOCYAAPCTBEHHOW PEFMCTPALINU
JNIEKAPCTBEHHbIX NPENAPATOB

CraTbsl 13. [ocynapcTBeHHast permctpaums ekapcTBEHHbIX NpenapaTos
(B pen. PepepanbHoro 3akoHa oT 22.12.2014 N 429-93)

1. B Poccuiickon ®epepaunn gonyckaroTcsi NpOM3BOACTBO, U3rOTOBMIEHME, XpaHEHWe, nepeBo3ka, BBO3 B
Poccunckyto ®depepaumio, BbiBO3 M3 Poccunckon Pepepaumn, peknama, OTNYCK, peanusaums, nepepaya,
NPUMEHEHNE, YHUYTOXEHWE JNEeKaApCTBEHHbIX MpPenapaToB, €CMM OHW 3aperncTpupoBaHbl COOTBETCTBYHOLLMM
YMOMHOMOYEHHbIM heaepanbHbIM OpraHOM UCMONHUTENBHON BNACTW.

(vactb 1 B peg. PepepanbHoro 3akoHa ot 13.07.2015 N 241-03)

2. ['ocypapcTBEHHOW permcTpaumm nognexar:

1) BCe nekapcCTBEHHbIE Npenaparthl, BNepBble nognexatime BBoay B obpawieHne B Poccuiickon depepaumuy;

2) nekapCTBEHHbIE NpenapaTtbl, 3aperMcTpUpPoBaHHbIE paHee, HO NMPOU3BeAEHHbIE B APYrMX NEKapCTBEHHbIX
dopmax B COOTBETCTBMM C NEepevyHEM HaUMEHOBaHWA NEKApPCTBEHHbIX (OpM, B HOBOW [A03UPOBKE Mpu
JoKasaTenbCTBe €€ KIMHUYECKOM 3HaYMMOCTU U 3PPEKTUBHOCTY;

3) HOBble KOMOMHALIMM 3apPErMCTPMPOBaHHbBIX PaHee NIeKapCTBEHHbIX NpenapaTos.

3. TlocymapcTBeHHasi perucTpauusi fekapCTBEHHbIX MpenapaToB OCYLWECTBAAETCAa No pesynbTaTam
3KCMepTU3bl NeKapCTBEHHbIX CPeACTB, a rocyaapCTBeHHas pernctpaumnsa opdaHHbIX nekapcTBEHHbIX npenapaToB
OCYLLLECTBMSIETCS NO pe3ynbTaTtaM 3KCNepTM3bl JOKYMEHTOB, NPeacTaBeHHbIX ANS onpeaeneHns BO3MOXHOCTU
paccMatpvBaTh NEeKapCTBEHHbIM  npenapaTr Ans  MeOUUMHCKOrO  MPUMMEHEHMS MpU  OCYLLECTBMNEHUU
rocy4apCTBEHHOW perucTtpaumMm B KayecTBe OpbaHHOro JeKkapCTBEHHOro npenaparta, M No pesynbratam
3KCMEepPTM3bl NNEKAPCTBEHHbIX CPEaCTB.

4. TocymapCTBeHHas perucTpauusi nekapCTBEHHOro mnpenapata OCYLUECTBMASIETCS COOTBETCTBYHOLLMM
YMOMHOMOYEHHbIM dheepanbHbiM OPraHoOM MCMOMHUTENBHOW BNAcTh B CPOK, HE MPEBLILLAKLWMNA CTa LWECTUAECATH
pabounx OHEN Co OHS NPUHATUS COOTBETCTBYHOLLErO 3asiBNEHNS O FOCYAapCTBEHHOW PerncTpaLmmn ekapcTBEHHOIO
npenapaTta. B ykasaHHbI CpPOK BKMYaeTcsi Bpemsi, Heobxooumoe Ansi MOBTOPHOIO NMpPOBeOEeHUst 3KCNepTU3bl
NeKapCTBEHHOr0 cpeacTBa B COOTBETCTBUMM CO cTaTben 25 Hactosiwero PepepanbHoro 3akoHa. Cpok
rocy4apCTBEHHOW perncrTpaumm rnekapcTBEHHOro npenapata UCHUCNHAETCH CO OHSA MPUHATUS COOTBETCTBYHOLLMM
YMOMHOMOYEHHbIM  dpeepanbHbiM  OpraHoM  WUCMOMHUTENbHOW BNAacTU COOTBETCTBYHOLLEro 3asiBNeHns o
rocy4apCTBEHHOW permcTpaummn nekapCTBEHHOro npenapara ¢ NpUnoXXeHnem HeobXoanmbIX JOKYMEHTOB MO AEHb
BblJayn perncTpaumoHHOro yaoCTOBEPEHUS NNEKapCTBEHHOro npenaparta. Bpems, Heobxogumoe ans HanpaeneHus
YMOMHOMOYEHHbIM dheaeparnbHbIM OpraHoOM WCMONIHUTENBHOM BRacTM 3anpoca O npeacTaBneHuM HeobXOoaAMMbIX
MaTtepuanos u npeacTaBneHus 3agaBuTenemM oTBeTa Ha AaHHbIA 3anpoc B COOTBETCTBMU CO cTaTbsamMu 16, 19 n 23
HacTodAwero depnepanbHOro 3akoHa, HE YYMTbIBAETCS MPU MCHUCIIEHMM CpPOKa rOCYAapCTBEHHOW perucrpauum
NeKapCTBEHHOro npenapara.

5. locynapcTBeHHOW perucTpaumm He nognexar:

1) nekapcTBeHHble npenapaTtbl, U3rOTOBMNEHHbIE anTeYHbIMU OpraHM3auusaMu, BETepUHapHbIMU anTeyYHbIMU
opraHusaumsMn, UHAnBUAYanbHbIMU MNpeanpUHUMaTENAMU, KOTOpble MMEIT MULIEH3UI0 Ha apMaleBTUYecKyto
OedaTenbHOCTb, MO peuenTaM Ha fekapcTBeHHble npenapatbl U TpeboBaHUAM MeOULUMHCKUMX OpraHn3auun,
BETEPUHAPHbIX OpraHmM3auni;

2) nekapcTBeHHble npenaparbl, NpuMobpeTeHHble U3MYECKUMN NMuamMn 3a npegenamu  Poccuinckon
depepaumun n NnpegHasHadYeHHbIe A4N1S JIMYHOTO UCMOSb30BaHUS;

3) nekapCcTBeHHble NpenapaTbl, BBO3UMbIE B Poccuiickyto Pegepaumto ang okasaHus MeaMLMHCKON MOMOLLM
MO XM3HEHHbIM MOKA3aHWSIM KOHKPETHOrO MauMeHTa Ha OCHOBaHUW paspelleHus, BblAAHHOTO YMOJTHOMOYEHHbLIM
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deaepanbHbIM OpraHoM UCMNOJTHUTENBHOM BNacTy;

4) nekapcTBeHHble cpefcTBa, BBO3MMble B Poccuiickylo dPepepaumio Ha OCHOBAHMU  BblAAHHOMO
YNONHOMOYEHHbIM (befeparnbHbIM OPraHoOM WCMOMHUTENbHOW BNAcTU paspelleHns 1M npefHasHaveHHble And
NPOBEAEHUS KIUHWYECKUX WCCNEeaoBaHW JeKapCTBEHHbIX MpenapaTtoB W (Mnv) nNpoBedeHust 3KCnepTussbl
NeKapCTBEHHbIX CPEACTB A1 OCYLLECTBIEHMS rOCY4apCTBEHHON perncTpaumm ieKapCcTBEHHbIX NPenaparos;

5) bapmaueBTU4eckme cybcTaHuuu;

6) pagvodapmMaueBTUHECKME FeKapCTBEHHble npenapaTbl, W3rOTOBMEHHblIE HEMNOCPEACTBEHHO B
MEOUUMHCKUX OpraHm3aumsx B MNOpsike, YCTAHOBMNEHHOM  YMOSIHOMOYEHHbIM dedeparnbHbIM — OpraHoMm
NCMNONMHUTENbHOW BNacTu;

7) NnekapcTBEHHbIEe Npenapartbl, NPON3BOANMbIE AN 3KCMOopTa.

6. He ponyckaeTtcs rocygapctBeHHas perncrpaums:

1) nekapcCTBeHHbIX MpenapaToB, OTNUYAKOLIMUXCH APYr OT Apyra KayeCTBEHHbIM COCTaBOM [OENCTBYHOLLNX
BELLECTB, NOA4 OOUHAKOBbLIM TOProBbIM HaMMEHOBaHUEM;

2) ogHOro nekapcTBEHHOro mnpenapaTa, BbIMYCKAEMOro nNpousBoAuTENneM MoA pPasfuyHbIMU TOProBbIMU
HavMEHOBaHWSIMW U NPeaCcTaBEeHHOro Ha rocygapCTBEHHYI0 perncTpaumnio B BUae AByx n bonee nekapCTBeHHbIX
npenapaTos.

7. Mo 3anpocy (B anNeKkTpoHHON opMe nnm Ha DymakHOM HocuTerne) cybbekTa obpalleHns NeKapCTBEHHbIX
cpeacTB  COOTBETCTBYKOLUMM  YNOMHOMOYEHHBIM  ddefeparnbHblM ~ OpraHoOM  WCMOMHUTENbHOW  BNacTw,
OCYLLECTBMAOLWMM FOCYAapCTBEHHYK PErnCTpauuio NIEKAapCTBEHHbIX NpenapaToB, B YCTAHOBIEHHOM MM MOpsiake
OCYLLECTBMNAETCA Hay4yHOe KOHCYNbTUpOBaHME MO BOMpOCaM, CBSA3aHHbIM C MPOBEAEHWEM OOKITMHUYECKUX
nccrnegoBaHUn, KINMHUYECKMX UCCNEedOBaHUNM NekapCTBEHHbIX NpenapaToB, 3KCNepTU3bl KayecTBa fNekapCTBEHHbIX
cpencTs, aheKTMBHOCTM M 6e30NacHOCTU, C OCYLLECTBIIEHNEM FrOCYAapCTBEHHON pPerncTpauum nekapcTBEHHbIX
npenapaToB. KOHCyNbTMpOBaHWe OCYLLECTBASETCH C NpuBredYeHnem eaeparnbHbiX roCyAapCTBEHHbIX BI0MKETHBbIX
yyYpexageHun, NoaBeAOMCTBEHHbIX JaHHOMY defepanbHOMY OpraHy UCMOMHUTENbHOW BNacT U HE y4acTBYIOLWMX B
opraHm3aumm npoBedeHWst SKCNepTM3bl KavyecTBa fleKapCTBEHHbIX CPeACTB B Lensx OCYLWeCTBNEeHUs WX
rocyfapCTBEHHOW perucrpaumm B COOTBETCTBMM CO cTaTben 16 HacTodwero PegepansHOro 3akoHa, B Buae oTeeTa
B NUCbMEHHOW hopMe YMOSTHOMOYEHHOro hegepansHOro opraHa WCMOMHUTENbHOW BriacTu Ha 3anpoc. Pasmep
B3MMaeMOW C 3asiBMTENs NnaTthbl onpegenseTca B COOTBETCTBMM C 3akoHoAaTenbcTBoMm Poccuiickon ®epepauum o6
opraHu3aumm NpefoCTaBneHUsl rocygapCTBEHHbIX U MyHUUMNanbHbiX ycnyr. MHdopmauma ob ocyliecTBrneHum
Hay4HOro KOHCYNMbTUPOBaHUSA, B TOM 4YuCrie cTaTby, 00630pbl, CpaBoOYHbleE MaTepuarnbl U uHas nHdopmaums o6
OCYLLECTBMEHUN HAY4YHOrO KOHCYNbTUPOBaHMWS, pasMellaeTca Ha oduunanbHOM CanTe  YNOSTHOMOYEHHOrO
degepanbHOro opraHa WCNONHUTENbHOW Bnactu B ceTu "MIHTepHeT" c cobnogeHMeM  orpaHuUYeHui,
YCTaHOBMEHHBIX 3aKOHOAATENLCTBOM O MEPCOHArbHbIX AaHHbIX, KOMMEPYECKONM U (UNK) rocygapCTBEHHON TamHe.

8. [ocygapcTBeHHas permctpauns nekapCTBEHHbIX NpenapaToB, KOTOpble NpeaHasHayveHbl Ans NPUMeHeHNs
B YCITOBMSIX BOEHHbIX AEVWCTBUW, Ype3BblYaliHbIX CUTYauun, NpodunakTukn n nevyeHms 3abonesaHmin n NOpaxeHnm,
MonyyYeHHbIX B pe3ynbTate BO3AENCTBMS HebnaronpusaTHbIX XMMUYECKUX, OBuonorndyeckux, pagmnaumoHHbIX
cakTopoB, U padpaboTaHbl MO 3adaHuio dedepanbHbIX OPraHoB WCMOMHUTENbHOW BNAcTW, YNOMHOMOYEHHbIX B
obnactn o06oOpoHbI CTpaHbl M 6e30nacHOCTM rocyaapcTBa, OCYLWECTBMSETCS B MNOpsiAke, YCTaHOBIEHHOM
MpasuTtenscTtBom Poccuiickon ®eagepaunn.

Ctatbs 14. MpmHUMNbI 3KCNEPTU3bI JIEKAPCTBEHHbLIX CPEACTB
(B pea. PeneparnbHoro 3akoHa ot 22.12.2014 N 429-03)

1. OKcnepTu3a NeKapCcTBEHHbIX CPEACTB OCHOBLIBAETCA Ha MPUHLMMNAX 3aKOHHOCTW, COBMIOAeHMs npaB u
cBoOOA 4enoBeka W rpaxagaHuHa, MnpaB OPUAMYECKOr0 nuua, HEe3aBUMCUMOCTM 3KcrepTa, O6bLEKTUBHOCTW,
BCECTOPOHHOCTM U MOJSIHOThI UCCreA0BaHUA, MPOBOAMMbIX C UCMNOMNb30BaHNEM COBPEMEHHbIX AOCTUXEHWUA HAYKM U
TEXHWKW, OTBETCTBEHHOCTU peaepanbHOro rocyAapCTBEHHOrO OGHOIKETHONO YUYPEXAEHUS MO MNPOBEAEHMIO
9KCMNEePTU3bl NTEKAPCTBEHHbLIX CPEACTB M IKCMEPTOB 3a NPOBEAEHME U KaYeCTBO SKCMEPTU3bI.

2. JkcnepTusa nekapcTBEHHbIX NpenapaToB Ans MEAULMHCKOrO MPUMEHEHMWS BKIIOYAET B cebs:

1) aKcnepTM3y [OOKYMEHTOB, MNPEACTaBMEHHbIX AN onpedeneHus BO3MOXHOCTU — paccmaTpuBaThb
nekapcTBEHHbIM NpenapaT Ans MeAULUHCKOro NPUMEHEHNS NPY OCYLLECTBMNEHUN rOCYapCTBEHHON perncTpaumm B
kayecTBe opdaHHOro NekapcTBEHHOTO Npenapara;

2) aKkcnepTM3y npeanoXeHHbIX METOAOB KOHTPOMS KayecTBa IeKkapCTBEHHOrO cpeacTtBa WM KavecTsa
npeacTaBrneHHbIX 06pas3LoB NeKkapcTBEHHOIO CpeCcTBa C UCMONb30BaHMEM 3TWMX METOAOB (Oanee - akcnepTusa
KayecTBa NekapCTBEHHOro CpeacTaa);

3) 3KCnepTM3y OTHOLIEHUSI OXMOAeMON MNOMb3bl K BO3MOXHOMY PWCKY MNPUMEHEHUsSI eKapCTBEHHOIO
npenapara.
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3. 3KCI'IepTI/I3a NNeKapCTBEHHbIX npenapaTtoB Ald BETepUHapHOro npuMeHeHmna BKno4aeT B cebs 9KCNepTunsy
Ka4eCTBa JekapCTBEHHOro cpeacrtea WM 3KCNEepTU3y OTHOLUEeHUA oXngaemom nonb3bl K BO3MOXHOMY PUCKY
NnpUMEeHeHna NekapCTBeHHOro npenapara.

Cratbsa 15. depepanbHoe rocygapcTBeHHoe OlOMKETHOE YyYpexaeHue MO MPOBEeAEHUD 3KCMepTu3bl
NeKkapCTBEHHbIX CPeacTB

OkcnepTu3a NeKapCTBEHHbIX CPEeACTB MNpoBoaAUTCS  doedeparnbHbiM - FOCYy4apCTBEHHbIM — OHOMHKETHBIM
yypexgeHnem COOTBETCTBYIOLLEro YMNOMHOMOYEHHOrO dedepanbHOro opraHa WCMONHUTENbHOW  BNacTMy,
co3gaHHbIM AN obecnevyeHnss CMOSIHEHMS MOSTHOMOYUI 3TOro dhedeparnbHOro opraHa no Bblgave paspeLlueHnii Ha
npoBefeHne KIMHUYECKMX UCCNeaoBaHMI NeKapCTBEHHbIX NpenapaTos 1 (Mnv) No rocyaapCTBEHHOW perncrpaumm
nekapcTBEHHbIX NpenapaToB (aanee - aKCNepTHOE yupexaeHue).

Cratba 16. OpraHusauus npoBeaeHNs1 IKCNEPTU3bl NEKAaPCTBEHHbIX CPeACTB
(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

1. OKkcnepTusa NeKkapCTBEHHbIX CPEeACTB MPOBOAMTCA KOMWCCUEW 3SKCMEPTOB 3SKCMEPTHOro y4ypexaeHus,
Ha3HayYeHHOW ero pyKoBOAWTENEM, Ha OCHOBaHWM 3aJaHuUs Ha MpoBedeHWe SKCnepTusbl feKapCTBEHHOro
CcpeacTBa, BblAAHHOIMO YMNOMHOMOYEHHbIM bedeparnbHbiM OpraHoM WCMOMHUTENbHOW BRacTu. PykoBoauTenb
3KCMEpPTHOro yypexaeHuss obecneuymBaeT Hagnexallee NpOBEAEHUE IKCMEPTU3bl FEeKapCTBEHHbIX CPEeAcTB B
COOTBETCTBMM C 3adaHuveM, BblAaHHbIM YNOSIHOMOYEHHbIM defeparnbHbiM OpraHoM MCMNOMHUTENbHOW BRacTu, u
opraHmdyeT MOAroTOBKY CBOAHOIO 3akfyeHus 3ToW komuccmu. B coctaB aTom KoMmMCCUM MO PELUEHUIO
PYKOBOAUTENSA 3KCMEPTHOrO y4pexaeHus MoryT ObiTb BKIIOYEHbI B Ka4ecTBe 3KCNepToB nuvua, He paboTawowme B
AaHHOM 3KCMEepPTHOM yupexxOeHumn, ecnv Ux cneumanbHble 3HaHMA HeOOXOAMMbl Ans MPOBEAEHWUS 3KCMEPTU3bl U
Takue aKcnepTbl OTCYTCTBYIOT B JAHHOM 9KCMNEPTHOM YUYpPEXOEHUN.

2. DKkCnepToM MO MPOBEOEHMIO 3KCMEPTM3bl NEKAPCTBEHHbIX CPEACTB SIBMSIETCA aTTeCTOBaHHbIA PabOTHUK
9KCMEPTHOTO YYPEXAEHUS, KOTOpbI MMeeT BbiCllee MeauumHckoe, dapmaueBTuyeckoe, BGuonormyeckoe,
BETEPMHAPHOE WM XUMU4Yeckoe obpa3oBaHME W MPOBOAMT SKCNEPTU3Y JIEKAPCTBEHHbLIX CPEACTB B MOpsiake
NCMOMHEHNs CBOMX AOMKHOCTHbBIX 06513aHHOCTEN (Oanee - akcnepr).

3. lMpu npoBegeHUM aKCNepTM3bl NEKAPCTBEHHbLIX CPEACTB IKCMEPT HE MOXET HaxoouTbCs B KaKoW-nmbo
3aBMCMMOCTM OT Nuua, Ha3HaAYMBLUErO 3Ty 3KCNepTu3y, pa3paboTyvka NekapCTBEHHOrO CPeacTBa MU OpYyrvx
3aMHTEepPEeCcOBaHHbLIX B pe3ynbTatax 3KCnepTu3bl nuu,.

4. Mpwn npoBefeHNN 3KCNepPTU3bl NIEKAPCTBEHHBLIX CPeACTB He gonyckaeTcs uctpebosaTth y 3asaBuTens nubo
WHbIX §My  MaTepuanbl, Heobxogumble AnNs nNpoBedeHMs 9aKkcnepTusbl. B crnyyae HepocTaToO4HOCTM
npeacTaBrneHHbIX 3KCnepTy maTepuanoB ANs Aayn 3aKNioYeHUs 3KCNepT CTaBUT BONPOC O NpeacTaBneHun emy
HeobOXOoAMMbIX MaTepuanoB neped pykoBoAMTENEeM 3JKCMEePTHOro y4upexaeHus, KoTopbln obpawaetcs ¢
COOTBETCTBYIOLMM 3arpoCcoOM B YMNOMHOMOYEHHbIN beaeparbHblii OpraH WUCMOMHUTENBHOW BracTu, BblAaBLUNNA
3afjlaHue Ha npoBefeHWe 3KCNepTU3bl JIeKapCTBEHHOro CpeacTBa. YKasaHHbli  dbedeparnbHbii  opraH
NCMNOMHUTENbHOW BNAcTu B TedeHne NsaTn paboyumx gHen co AHS NOCTYMNEHNs 3anpoca PyKOBOAUTENSA 3KCMEPTHOro
yypexaeHus HanpaensieT 3asgBUTEN 3anpoc O MNpPeAcTaBneHMn Heobxoaumbix matepuanoB. [aHHbIA 3anpoc
MOXeT ObITb NepedaH yNoMHOMOYEHHOMY MpeACcTaBUTENO 3asiBUTENS NMYHO MO PacnucKy, HanpaeneH Mo nodte
3aKasHblM NMUCbMOM UNKW NepefaH B 3MEeKTPOHHOW (hopMe No TenekoOMMYHUKALMOHHBLIM KaHanam cBasun. B criyyae
HanpaBfeHnsa JaHHOro 3anpoca Mo noyTte 3akasHblM MUCbMOM OH CHUTaETC MOMYYeHHbIM N0 UCTEYEHUN LWEeCTU
OHel ¢ aaTbl HanpaBfeHWs 3akasHoro nN1cbmMa.

(4acTb 4 B peg. PepepanbHoro 3akoHa ot 25.11.2013 N 317-03)

4.1. Bagsutenb o6s3aH npencTtaBuUTb OTBET Ha 3anpoc YMNONIHOMOYEHHOro dedepanbHOro opraHa
MCMOMHUTENbHOW BNAacTM B CPOK, He MpeBbllalWMin OeBAHOCTa pabounx OHeW CO OHSA €ero NonyyvyeHwus.
YNOMHOMOYEHHbIN  (befepanbHbI OpraH WUCMAOMHUTENbHOW BRacTW, BblaBWWW 3afjaHWe Ha npoBedeHue
9KCNepTM3bl NEKapCTBEHHOIO CPeACTBa, B TeYeHMe NATU pabounx gHeN CO AHSA NOCTYMNEeHUs OT 3asBUTENs oTBeTa
Ha [OaHHbIA 3anpoc HarnpaenseT Takon OTBET B 3KCNepTHoe yypexaeHue. B cnyvyae HenpeacTtaBneHus no
NCTeYeHUn OeBsiHOCTa paboumx OHEN 3asBUTENIEM OTBETA Ha AaHHbIA 3anpoc YNONIHOMOYEHHbIM beaepanbHbIi
opraH UCMNOMHUTENbHOW BracTu, BblAaBLUMIKA 3aJaHWe Ha NnpoBeeHWe 3KCMepTU3bl NeKapCTBEHHOro CpeacTea, B
TeuyeHne naATM pabouvx [HEW HanpaBnsieT B 3KCMEPTHOE Yy4ypexaeHue yBeOOMIIEHWE O HenpencTaBreHun
3asBUTENEM OTBETa Ha 3anpoc Yyka3aHHOro opraHa. Bpems co [OHS HanpaBneHwss 3anpoca 3KCMepTHOro
yupexaeHus B YNONHOMOYEHHbIW deaepanbHbIii opraH UCMOMHUTENBHOM BRacTy A0 AHSA NONydYeHUs aKCnepTHbIM
yupexzaeHmemM oTBEeTa Ha 3anpoc Unu yBeJoMMeHUs O HenpeacTaBneHnn OTBETa Ha 3anpoc He y4YUTbiBaeTCH npu
NcYNCNeHnn cpoka NpoBeaeHNs1 SKCNePTU3bl NekapcTBEHHOro CpeacTaa.
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(vacTb 4.1 BBegeHa depepanbHbiM 3akoHOM OT 25.11.2013 N 317-03)

5. OkcnepT npu nNpoBedeHMM MOPYYEHHOW eMy PYKOBOAMUTENEM 3KCMEPTHOrO YUPEXAEHUS1 SKCNepTusbl
nekapcTBEHHOro cpeacTBa 065a3aH:

1) npoBecTn NonHoe nccrnegoBaHue nNpeacTaBrneHHbIX eMy 06beKToB, MaTtepuanos, aTb 060CHOBaHHOE U
OOBEKTMBHOE 3aKkfioYeHWe MO MNOCTaBMEHHbIM Nepes HMM BOMPOCaM WM MOTMBUPOBAHHOE 3aKrlYeHue o
HEBO3MOXXHOCTU NMPOBEAEHNsI UM 3KCMEPTU3bl NEKapCTBEHHOIO CPeACcTBa, €CNIN MOCTaBMNEHHbIE BOMPOCH! BbIXOASAT
3a npegenbl crneuunanbHbIX 3HaHWWA 3KcnepTa, OOBEKTbl WCCNedoBaHWA W matepuanbl HEMpPUrogHbl  WUNn
HeJOCTaTOYHbI ANS NPOBEAEHUS UCCNeaoBaHNA U favn 3aKYeHns NMMbo COBPEMEHHBIN YPOBEHb Pa3BUTUSI HAyKK
He NO3BONSAET OTBETUTbL HA NOCTaBMIEHHbIE BOMPOCHI;

2) He pasrmawaTb CBefeHWsi, KOTopble CTann €My MW3BECTHbl B CBSI3W C MPOBEAEHUEM 3KCNEPTU3b
NeKkapCcTBEHHOr0 CpeAcTBa, a TakkKe CBeAEeHMs, COCTaBMsioLUMe rocyaapCTBEHHYH, KOMMEPYECKYD WU WUHYHO
OXpaHseMyto 3aKOHOM TaWHYy;

3) obecneunTb COXPaHHOCTb NpeACcTaBNeHHbIX OOBLEKTOB UCCNeaoBaHMN U MaTepuanos.

6. OkcnepT He Bripase:

1) npoBOAMTL SKCNEPTU3Yy JNEKApCTBEHHOro cpeactBa Mo  OOpalleHuo HenocpeacTBEHHO K Hemy
opraHusaumi nnm omsnyecknx nuu;

2) caMmocToATENbLHO cobMpaTb MaTepuarnsl 4N NPOBEAEHNST SKCNEPTU3bl NTEKapCTBEHHOMO CPeacTBa;

3) npoBOAUTL 3KCNEPTU3y NEKAPCTBEHHOIO CPEACTBA B KAYECTBE HErOCYAapCTBEHHOIO aKcnepTa.

7. B cnyyae HeobGxooumocTu 3KCMepT BMpaBe XOAaTawcTBOBaTb Mepen PyKOBOOUTENEM 3KCMEPTHOrO
yyYpexXaeHus o NpMBIEeYEHNN K MPOBEAEHNIO KCMEPTU3bI NIEKAPCTBEHHOIO CPEACTBA APYrMX SKCNEPTOB.

8. KaxxgbIi aKcnepT, BXOASLWNA B COCTaB KOMUCCUUN SKCNEPTOB, KOTOPOKW NOPYYEHO NPOBEAEHNE IKCNEPTU3bI
NEeKapCTBEHHOrO CpPeAcTBa, HE3aBUCUMO U CaMOCTOATENbHO MPOBOAMT MCCNEenoBaHWs, OLEHUBAET pesynbTaThl,
nony4eHHble UM JINYHO 1 OPYrMMK 3KcnepTamm, u opMynupyeT BbIBOAbl OTHOCMTENBHO NOCTABMEHHbIX BONPOCOB
B Mpefenax CBOMX crneumanbHbIX 3HaHWN.

9. PesynbTaTbl 3KCNEPTM3bl NTIEKAPCTBEHHOIO CpeacTBa OhOPMIISAIOTCA 3aKNIOYEHMEM KOMUCCUN SKCNEPTOB.
B 3aknoyeHnn KOMMCCUM 3IKCMEPTOB YKa3blBAOTCS MNEpevYeHb MccnegoBaHuii, OOBbEM MNPOBEOEHHbIX KaKAbIM
3KCMEpPTOM MCCNeaoBaHWNA, YCTaHOBIEHHbIE KaXAbIM U3 HUX (hakTbl U CAenaHHble B pe3ynbTate UccreaoBaHun
BbIBOAbI. DKCNEpT, MHEHME KOTOPOro He COBMafaeT C peLleHMEM KOMMCCUM IKCMEPTOB, BNpaBe BblpasvuTb CBOE
MHEHMe B NMUCbMEHHOW hOpMe, KOTOPOe NpMobLLaeTCs K 3aKMOYEHMIO KOMUCCUM SKCNIEPTOB.

10. OkcnepThl, BXOAdALME B COCTAB KOMUCCUM, NpeaynpexnatTcss o6 OTBETCTBEHHOCTU B COOTBETCTBMU C
3akoHogartenbcTBoM Poccuiickon ®Pepepaumm 3a dady 3akoyeHusl, cogepkawero HeobOOCHOBaHHbIE WUIK
hanbcnugrLMpoBaHHbIE BbIBOAbI, O YEM OHWU OAKOT MOAMUCKY.

11. OnpepgeneHne ypoBHA MpodheccnoHanbHOM MOArOTOBKM 3KCMEPTOB W aTTecTaumsi MX Ha nNpaBo
NpoOBeOEHUS  3KCMEepTM3bl  NEKAPCTBEHHbIX CPEACTB  OCYLUECTBMSKOTCA  3KCMEPTHO-KBANMMUKaLMOHHbIMU
KOMUCCUAMM B MNOPsiAKE, YCTAHOBMEHHOM COOTBETCTBYHOLUMM  YNONTHOMOYEHHBIM defeparnbHbiM  OpraHom
UCMOMNHUTENBHON BnacTu. YpoBeHb MpoeccMoHansHOM MNOAroTOBKM 3OKCMEpPTOB MOASNIEXUT MNepecMoTpy
YKa3aHHbIMWY KOMUCCUSIMUN HE peXe YeM OAMH pa3s B MATb NeT.

12. MpaBuna npoBeaeHUsT 3KCNEPTU3bl NIEKAPCTBEHHbIX CPEACTB M OCOBEHHOCTU 3KCMEPTU3bl OTAENbHbIX
BMOOB JEKApPCTBEHHbIX MNpenapaToB (pedepeHTHbIX JIEKapCTBEHHbIX MNpenapaToB, BOCMPOM3BEOEHHbIX
NeKapCTBEHHbIX MNpenapaToB, OMOMNOrMYECcKUX FEeKapCTBEHHbIX MpenapaToB, GuoaHanoroBbix (OMONOAOGHbIX)
NeKapcTBEHHbIX MpenapaToB (OvMoaHanoroB), roMeonaTU4ecKnX JEeKApPCTBEHHBIX MNPEenapaToB, JEKapCTBEHHbIX
pacTuUTeNbHbIX MpenapaToB, KOMOMHALMIA NTEKapCTBEHHbIX NMpenapaToB), POPMbI 3aKMHOYEHUA KOMUCCUUN IKCNEPTOB
yCTaHaBMNMBaKTCA COOTBETCTBYIOLLMM YNOMHOMOYEHHBIM dheeparnibHbIM OpraHoM UCMOSTHUTENBHON BMacTu.
(vacTb 12 B peq. ®egepansHoro 3akoHa oT 22.12.2014 N 429-03)

Cratba 17. lNogaya u paccMOTpeHue 3asiBNEeHWss O TOCYAApCTBEHHOW pEerucTpauum IeKapCTBEHHOMO
npenapaTta Ans BeTepUHapHOro NpUMeHeHns
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

1. Ons rocynapCTBEHHOW perncrtpaumu NekapCTBEHHOro npenapaTta Ansi BETEPUHAPHOro MPUMEHEHUS
pa3paboTyMK Takoro riekapCTBEHHOro npenapaTta Min ynofIHOMOYEeHHOE UM ApYyroe topuaudeckoe nuuo (oanee B
HacTosilLen cTaTbe - 3asiBUTENb) NPeACTaBnsieT B YNOSIHOMOYEHHLIN hefeparnbHblii opraH MCNONMHUTENbHOM
BMacTW, OCYLLECTBNAIOWMNA rocyaapCTBEHHY PErMcTpaumio nekapcTBEHHbIX MpenapaToB AN BeTepUHApPHOro
NMPUMEHEHWSI, B SMEKTPOHHONM hopMe UM Ha BymMakHOM HocuTene 3asiBlieHMe O FoCy4apCTBEHHOW pernctpauum
neKkapcTBEHHOro npenapaTta [N BETEPUHAPHOTO MPUMEHEHMSl, a Takke B MNOPSAKEe, YCTaHOBMEHHOM
COOTBETCTBYIOLLMM YNOSTHOMOYEHHBLIM dhefeparbHbiM OpraHOM WCMOSNHUTENbHOWM BRacTu, B 3NEKTPOHHON dopme
unm Ha BGymaxHoMm HocuTerne HeobxoauMMble LOKYMEHTbI, U3 KOTOpbIX hopMUpyeTCs perncTpaumoHHOe AOCbe Ha
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nekapcTBEHHbIN NpenapaT Ans BETEPUHAPHOro NPUMEHEHUS.

2. B 3agBneHun O rocydapCTBEHHOW peructpauuu fekapcTBEHHOro npenaparta Ans BeTepuHapHOro
NPUMEHEHNS YKa3bIBaOTCA:

1) HanmeHoBaHWe 1 agpec 3aaBUTENS, pa3paboTynka U NPoOM3BOAUTENSA NEKapCTBEHHOro npenapaTta And
BETEPVHAPHOIO NMPUMEHEHUS U adpec MecTa OCYLLECTBMEHUsT MPOU3BOACTBA JIEKAapCTBEHHOro npenapaTta Ans
BETEPVHAPHOIO NMPUMEHEHNs (B Crlydae Hanu4ums HECKOSbKMX YYaCTHWKOB Mpouecca Npov3BOACTBa HEOOXOAMMO
yKasaTb KaXKgoro 13 HuXx);

2) HaMMeHOBaHWe IeKapCTBEHHOro MnpenapaTta [Afs BETEPUHapHOro npuMeHeHus (MexgyHapogHoe
HenaTeHTOBaHHOE, UNW rPYNNMPOBOYHOE, UMM XMMNYECKOE U TOPrOBOE HaUMEHOBAaHWS);

3) nepeyveHb OENCTBYIOLNX U BCMOMOraTeNbHbIX BELLECTB, BXOASALWMX B COCTaB JIEKapCTBEHHOMO npenapara
ONs BETEPUHAPHOro NPUMEHEHWs], C yKazaHUeM KONUYeCcTBa Kaxaoro U3 HUX;

4) nekapcTBeHHasa opma, 4O3MPOBKA, CNOCOOLI BBEAEHUA U NPUMEHEHNS, CPOK FOAHOCTU NEKapCTBEHHOroO
npenapaTta Ans BETePUHaApHOro NpUMeHeHs;

5) bapmakoTepaneBTuyeckas rpynna;

6) HeobXoaMMOCTb NPUMEHEHUS YCKOPEHHOW Mpoueaypbl 3KCNepTU3bl NEKapCTBEHHbIX CPeAcTB B LEnsax
rocy4apCTBEHHOW perucTpaumm nekapcTBEHHOro npenapaTa;

7) KOnun JOKYMEHTOB, MOATBEPKAAIOLLMX YNnaTy rocyaapCTBEHHON NOLUMMHbI:

a) 3a NpoBefeHNe IKCNepTM3bl KAYeCTBa NIEKAPCTBEHHOIO CPeACTBa U 3KCMEPTU3bl OTHOLLEHMWS OXMAAEMOW
nonb3bl K BO3MOXXHOMY PUCKY MPUMEHEHMWS NEKapCTBEHHOrO nNpenapaTa Afs BETEPUHAPHOro NMPUMEHEHUS NpPU ero
rocy4apCTBEeHHOWN permctpaumy;

©0) 3a Bblgavy permcTpaumoHHOro yaoCTOBEPEHUS NEKAPCTBEHHOMO Npenapara;

8) Hanuume cornacus, NPegycCMOTPEHHOro 4acTblo 7 HacTosiLen cTaTbW, €CriM C MOMEHTa perncrpauum
pecepeHTHOro nekapcTBEHHOroO npenapaTa A8 BETEPMHAPHOrO NPUMEHEHUS MPOLLIO MEHEE YEM LUECTb feT.

(8 pea. PepepanbHoro 3akoHa ot 13.07.2015 N 241-$3)

3. PeructpaumoHHoe p[ocbe B LEensx 3KCnepTusbl JEeKapCTBEHHOro npenapata Ansi BeTEpPUHapPHOro
npuMeHeHns hopMUpyeTCa U3 CriefyoLmMx JOKYMEHTOB:

1) KONMsi OOKYMEHTa Ha PYCCKOM A3blKe, BblAaHHOMO KOMMETEHTHbIM OPraHoOM CTpaHbl NPOU3BOAMTENS AN
Ka)kKgoW NpOW3BOACTBEHHOM MIOLWAAKU PErncTpMpyemMoro JIieKapCTBEHHOro mnpenapata [Anis BeTepuHapHOro
NPMMEHeHWs (B TOM Yucre Ans npoussoauTenst hapMaleBTUYeCcKon cybCcTaHLMm), 3aBEPEHHOrO B YCTAHOBIIEHHOM
nopsiake u NOATBEPXKAAILLEr0 COOTBETCTBUE NPOU3BOAUTENSA PETMCTPUPYEMOrO fIEKApPCTBEHHOMO npenaparta Ans
BETEPVMHAPHOIO NPUMEHEHUss TpeboBaHMAM NpaBuI Haanexalleh MNpOM3BOACTBEHHOW NPaKTUKX, N0 Konusi
NMLEH3MM Ha NPOM3BOACTBO JIEKAPCTBEHHbIX CPeACTB AN BETEpPUMHApPHOrOo MNPUMMEHEHUS ANs  POCCUMNCKMX
npoussoauTenen;

KoHcynbTaHTlMoC: npumeyaHue.
MyHKT 2 BCTYNaet B cuny ¢ 1 aHeBapsa 2017 roga.

2) KOMWsi 3aKMYEHUss O COOTBETCTBUM MPOU3BOAMTENS FEKApPCTBEHHOro npenapata Ansi BETEPUHApPHOro
npuMeHeHns TpeboBaHUAM NpaBun Hagnexallen Npou3BOACTBEHHOM MNPAKTUKW, BbIAAHHOMO YMNONTHOMOYEHHbLIM
hbenepanbHbIM OpPraHoM MCMOMHUTENbHOW BNACTU ANA KaXAoW NPOU3BOACTBEHHOW MIOLLAAKM PerncTpupyemoro
NEeKapCTBEHHOro npenapata [Ans BeTEPUHAPHOro npuMeHeHuss (B TOM 4yucre Ong  npou3BOAUTENS
hapmaueBTMYECKON CyDOCTaHumMu), NMBO KOMMS NULEH3MM Ha MNPOU3BOACTBO JIEKAPCTBEHHbIX CPEeAcTB Ans
BETEPUHAPHOIro NPUMEHEHNS ANg POCCUNCKUX NPOU3BoAMTENEN;

3) NpoeKkT HOPMaTMBHOIO AOKYMEHTa Ha NeKkapCTBEHHbIN NpenapaT Ans BEeTEPUHAPHOro NpUMEHeHUs;

4) [OKYMEHT, cofepXaliun cregywowyo uHdopmaumio o dapmaueBTUYeckon cybctaHuum unm
hapmaLeBTMYECKUX CYOCTaHUUSAX, BXOOALWMX B COCTaB JIeKapCTBEHHOro npenapata Ana BeTepuMHapHOro
NpUMeEHeHUs:

a) HaumeHoBaHue hapmaueBTU4ecKon cybcTaHLmK, ee CTPYKTypa, obLme CBOMCTBA;

0) HaumeHoBaHVe 1 agpec NPoM3BOANTENS;

B) TEXHOMNOMMsi MPOM3BOACTBA C ONWCAHWEM CTaAaui NMPOM3BOACTBA M METOAO0B KOHTPOIS Ha BCEX CTaausix
NpOV3BOACTBA;

r) iidpopmauust 0 NpUMecsx;

4) cneumdukaums Ha hapmaleBTUYECKYIO CyOCTaHLMIO;

€) onMcaHne MeTOAMK KOHTPOIS Ka4yecTBa;

X) pesynbTatbl aHanusa cepuit oapmavleBTUYECKON cybcTaHuuu;

3) nepeyeHb CTaHOApTHbIX 0OOpasuoOB WM BELLECTB, MWCMONb3YyEMbIX MNPU OCYLLECTBIEHUN KOHTPOJIS
KayecTBa;
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N) onucaHme xapakTepuCcTUK U CBONCTB YNAKOBOYHbIX MaTepuarnoB 1 YKYNOPOYHbIX CPEACTB;

K) faHHble 0 cTabuneHOCTY;

n) CPOK rogHOCTU, YCIOBMUS XPaHEHWS;

5) oTyeT 0 pesynbTatax OOKMUHUYECKOrOo UCCNeaoBaHUS NEKapCTBEHHOro cpeactsa Ans BETEPUHAPHOro
NPUMEHEHWS;

6) oTyeT O pesynbTaTax KIMHWYECKOro WUCCrefoBaHUs NeKapCTBEHHOro npenaparta Ans BeTepUHapHOro
NMPUMEHEHMS Y KaXXA0ro BUAa XMBOTHbIX, YKa3aHHbIX B MHCTPYKLMKN MO BETEPUHAPHOMY MPUMEHEHMUIO;

7) NpPOEKT WHCTPYKUMM MO BEeTepMHapHOMY TMPMMEHEHWIO TEKapCTBEHHOro mnpenapaTa, coaepXalien
cnepywolne ceegeHus:

a) HavMMeHOBaHWe IeKapCTBEHHOro mnpenapaTta [Afis BETEpPUHapHOro npuMeHeHus (MexgyHapogHoe
HenaTeHTOBaHHOe, UNK rPyNNMPOBOYHOE, UNTU XMMUYECKOE N TOProBOE HAaUMEHOBAHWS);

©) nekapcTBeHHasa popma € ykazaHMeEM HaMMEHOBaHWUIA N KONMYECTBEHHOIrO COCTaBa AENCTBYIOLLNX BELLECTB
N Ka4yeCTBEHHOIO COCTaBa BCMOMOraTenbHbIX BELLECTB;

B) ONMcaHue BHELLHEro Buaa nekapCTBEHHOro npenapara aAng BeTepuHapHOro NpuMeHeHus:;

r) dhapmakoTepaneBTMyeckas rpynna fiekapCTBEHHOro npenapaTta Ans BeTepUHAPHOro MPUMEHEHMUS WU
yka3daHue "romeonaTuyeckuii nekapcTBeHHbIV npenapat”;

4) dapmakognHamuka M apMakokMHeTMKa (3a WCKMYeHneM (apMaKoOKUHETUKA TOMEeonaTU4ecKnx
NeKapCTBEHHbIX MpenapaToB U pacTUTENbHbIX NIEKAPCTBEHHbIX MpenapaToB) UK oNMcaHne NMMYHOOMOOIrMYECKMX
CBOWICTB JIEKApPCTBEHHOIO NpenaparTa;

€) NnokasaHusa onsg NPUMEHEHUS;

) NpOTUBOMNOKa3aHUSA Ansi NPUMEHEHNS;

3) Mepbl NPEJOCTOPOXKHOCTU NPU MPUMEHEHUN;

N) yKkasaHue BO3MOXHOCTU U OCODEHHOCTEN NPUMEHEHNST Y DEPEMEHHBIX XXUBOTHBIX, Y XXMBOTHbLIX B Nepnog
nakrauuu, y noTomMCcTBa XUBOTHbIX;

K) pexum [03MpoBaHusi, Cnocob BBeAEHWS W NPUMEHEeHUs, npu HeobxoouMMoCcTM Bpemsa npuema
NiekapCTBEHHOro npenapaTa 415 BETEPMHAPHOro NPUMEHEHUS, MPOAOIMKUTENBHOCTb NeYEHUS;

n) BO3MOXHble MOGOYHbIE [AEWCTBMUS, HEeXenaTernbHble peakuMM npu MNPUMEHEHUM NEKAapPCTBEHHOro
npenapaTa ans BETEPUHapPHOro NPUMEHEHNS;

M) CUMMTOMbI NEPEeA03NPOBKA, MEPbLI MO OKa3aHUI0 MOMOLLM NPY NEPEA03NPOBKE;

H) B3aMMOOEWNCTBUE C APYrMMY NIEKapCTBEHHBbIMW NpenapatamMu 1 (Unun) KopMamu;

0) bopMbl BbINyCcKa NeKkapCTBEHHOMO Npenapara Afs BETEPUHAPHOIo NpUMEHEHUS;

n) ykasaHme (Npu HeobxogumocTn) ocobeHHOCTEW AeNCTBUA JIEKApPCTBEHHOro mnpenapaTta Ans
BETEPMHAPHOIO NMPUMEHEHMS MPU MEPBOM NPUEME UITN NPU EFO OTMEHE;

p) onucaHue (Npu HeobxoaMMOCTN) AEUCTBUA BETEPMHAPHOIO Bpada (BeTepuHapHoro denbailepa), MHOro
crneumanucta B obrnactvu BeTepuHapum, BnagernbLa XXMBOTHOMO Npu Nponycke npuema OAHOM UM HECKOMbKUX J03
NeKapCTBEHHOro npenapara Ans BETEPMHAPHOTO MPUMEHEHUS;

C) CpPOK rogHOCTM W yKasaHue Ha 3anpeT MpPMMEHEHMS NIeKapCTBEHHOro npenapara gnsi BeTepUHapHOro
NPUMEHEHNS NO NCTEYEHUUN CPOKa FOAHOCTY;

T) YCNOBMUS XPaAHEHWS;

y) yKasaHne Ha HeobXxoaAMMOCTb XpPaHEHUsI NIeKapCTBEHHOrO npenaparta N8 BETEPUHAPHOrO NPUMEHEHNS B
MecTax, HeOCTYMNHbIX ANA OeTeN;

@) ykaszaHue (NpM HeOOXOAMMOCTW) crneumanbHbIX Mep MNPEeAOCTOPOXHOCTU MPU  YHUHTOXEHUU
HeMcnonb30BaHHbIX NEKAPCTBEHHbIX NpenapaToB 4118 BETEPMHAPHOIO NMPUMEHEHUS;

X) CPOKM BO3MOXHOIO MCMOMb30BaHWSA MPOAYKUMMW XUBOTHOTO MPOUCXOXKOEHMSA MOCNE BBEOEHUS XUBOTHOMY
NeKapCTBEHHOro npenapara Ansi BETEPMHAPHOIO NPUMEHEHMWS;

L) yCroBusl OTNYCKa;

4) HAaMMEHOBaHWs U afpeca NPOU3BOACTBEHHbIX NIIOLLAA0K NPON3BOANTENS NIEKAPCTBEHHOIO NpenapaTa 4ns
BETEPUHAPHOIO NPUMEHEHUS;

W) HaMMeHOBaHWe, agpec opraHv3aumy, YNONHOMOYEHHON  AepXaTenem WM BnagenbLuem
PErncTpaumnoHHOro Y4OCTOBEPEHUS NIEKAPCTBEHHOIO NpenapaTa Ha NPUHATUE NPeTeH3n OT NoTpebuTtens;

8) NpoeKkTbl MakeTOB MEPBUYHOM YMAKOBKM WM BTOPWUYHOM YMaKOBKM JEKAPCTBEHHOrO npenaparta Aans
BETEPMHAPHOIO MPUMEHEHUS;

9) cneayoLwmne cBefeHNst O NIEKAPCTBEHHOM Npenapare Afs BETepPUHAPHOIo NPpUMEHEHNS:

a) onucaHue 1 CocTaB NIeKapCTBEHHOro nNpenapaTa Ans BETEPUHAPHOro NPUMEHEHNS;

©0) onucaHne dapMaLeBTMYECKON pa3paboTku;

B) onuMcaHue npoLiecca Npou3BoACTBa U ero KOHTPOns;

r) ONUCaHWE KOHTPOIIS KPUTUYECKNX CTaguin NPOM3BOACTBA U MPOMEXYTOYHON NPOAyKUNN;
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[) HaumeHoBaHuA 1M agpeca paspaboTyuuvka, gepxaTensa unu enagensua perMcTpaunmoHHOro yaocToBepeHns
NeKapCcTBEHHOro npenapaTa, NPOM3BOACTBEHHbIX MNMOWAAO0K MPOU3BOAUTENS NEeKapCTBEHHOrO npenapaTta Ans
BETEPUHAPHOIrO NPUMEHEHUS;

(B peq. ®PenepanbHoro 3akoHa ot 13.07.2015 N 241-03)

e) hapmaLieBTUYECKash COBMECTUMOCTb;

) MUKpoOBUonormyeckne xapakTepucTukuy;

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

1) onMcaHne xapakTePUCTUK N CBOWCTB YMaKOBOYHbIX MaTEPUaroB N YKYNOPOYHbIX CPEeACTB;

K) AOKYMeHTarnbHOe NOATBEpPXXAeHNe (Banuaaums) NpoLeccoB U (M) UX OLEHKa;

n) TpeboBaHUs K Ka4eCTBY BCMOMOraTenbHbIX BELeCTB (cepTudumkaT, cneuudurkaumns Ha BCrnoMoraTerbHble
BeLlecTBa u nx obocHoBaHue);

M) aHanuMTM4yecKkne MeTOAMKWU, UCMOoMb3yeMble MPU OCYLLECTBIIEHUN KOHTPONSA KavyecTBa BCMOMOraTenbHbIX
BELLECTB;

H) [OOKyMeHTanbHOe MOATBEpXAeHWe (Banupauus) aHanuTUYeckux MeToauK, WCMNOoMNb3yeMbiX Mpwu
OCYLLECTBMEHUN KOHTPOISA Ka4eCcTBa BCNOMOraTernbHbIX BELLECTB;

0) wuH(opmauus 06 MCNONb30BaHMU  BCMNOMOraTeNbHbIX BELEeCTB YEeroBeYecKoro W  XXMBOTHOTO
NPOUCXOXAEHUS;

n) uHdopmaums 06 NCNonbL30BaHMN HOBbLIX BCMIOMOraTernbHbIX BELLECTB;

p) TpeboBaHMA K Ka4yecTBY fEeKapCTBEHHOro npenapata A BEeTepMHApPHOro NpuMeHeHust (cepTtudpmkar,
cneunduKaLms Ha NieKapCTBEHHbIN NpenapaT u nx 060CcHOBaHMe);

C) aHanmuMTU4YecKkne MeTOOMKMW, WUCMOMb3yeMble MpPU OCYLLECTBIEHUN KOHTPONS KavyecTBa NeKapCTBEHHOMO
npenapaTa ans BeTePUHapHOro NpMMeHeHus;

T) [AOKYMeHTanbHOEe noaTBepXAeHWe (Banvpauusl) aHanuUTUYeCKMX MEeTOOMK, WUCNOoNb3yembiX Mpu
OCYLLECTBMEHUN KOHTPONSA Ka4yeCTBa NeKapCTBEHHOMO npenapara Ans BeTepMHapHOro NPUMEHEHUS;

y) DOOKYMEHT, MNOATBEPXKAAloWMNA KayeCTBO JieKapCTBEHHOro npenaparta Tpex MPOMbILWIEHHbIX Cepui
(npoTokon aHanm3a unu ceptTudukaT aHanu3a), OgHa Cepus KOTOpPOro AOSPKHa coBnagatb C cepven obpasua
neKapCTBEHHOro npenapara, NoAaHHOro Ha perncTpaumio;

@) xapakTepucTmka npuMmecen;

X) nepeyeHb CTaHAapTHbIX 0O0pasLUOB, WCMNOMb3yeEMbIX MPU OCYLLECTBIIEHNA KOHTPONSA KadecTBa
nekapcTBEHHOro npenapara Ans BeTepUHaApPHOro NpUMeEHEHUs;

L) AaHHble O CTabMNbHOCTU NIEKAPCTBEHHOIO NpenapaTa Ans BETEPUHapHOro NPUMEHEHNS;

10) konusa OOKYMeHTa, coAepallero MHOpPMaLMio O HanuumMum unmn o6 oTcyTcTBMU (hakTOB perncrpaumm
nekapcTBEHHOro npenaparTa Ans BeTepMHapHOro npuMeHeHus 3a npegenamu Poccunckon ®egepaunu;

11) cornacve B MNUCbMEHHOW opMe, NPedyCMOTPEHHOE YacTbio 7 HaCTosWen CcTaTbu, B Cry4ae
permcTpaumm BOCNpon3BeeHHOro nekapCTBEHHOro Npenapara;

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

12) Konusa OOKYMEHTa Ha PYCCKOM A3blke, 3aBEPEHHOro B YCTAHOBIIEHHOM MoOpsgKke W MOATBEPKAANLLEro
NPaBOMOYHOCTb 3asiBNiEHUS1 O rocygapCTBEHHOM perncrpauum NnekapcTBEHHOro npenaparta Ans BeTepuHapHOro
NpUMEHeHNs (4OBEPEHHOCTD).

4. MNpu npoBeeHUM YCKOPEHHOW Npouenypbl 3KCNepTU3bl NeKapCTBEHHOro npenapara Ans BeTepuHapHoro
NPUMEHeEHUs B LieNdax ero rocygapCTBEHHOW permctpaumm MoXeT npeactaBnaTbes MHopMauus, nonyvyeHHas npum
NPOBEAEHUN KITMHUYECKUX UCCNESOBAHWI NIEKapCTBEHHOrO Npenapara u onyonMkoBaHHas B Cneunanu3mpoBaHHbIX
neyaTHbIX M3OaHWAX, a TakKe [OOKYMEHTbl, cogepXawwme pesynbTaTbl UCCrefoBaHUS OMO3KBMBANEHTHOCTM
nekapcTBEHHOro npenapara Ans BeTepUHapHOro NpMMeHeHus.

5. Ha akcnepTuay pasfnyHbIX feKapCTBEHHbIX (hOPM OOHOr0 M TOrO XXe feKapCTBEHHOro npenaparta ans
BETEPVHAPHOIO NPUMEHEHNs1 3asiBUTeNb NpeacTaBnseT oTAerbHble 3asBMEeHWsS W PerucTpaumoHHble AOoCbe Ha
Kaxayt nekapcTBeHHyto ¢opmy. [pu ycnoBun ogHOBPEMEHHOW MOJAYM Ha IKCNEPTU3Y OAHOW JieKapCTBEHHOM
hOopMbl C pasnMYHbIMU OO3MPOBKOW, KOHLUEHTpauuen, ob6bemMoM 3asdBUTENb MpeacTaBnsieT OAHO 3asiBlEHUE WU
perncTpaumMoHHOEe [OCbe C MPUIIOXKEHWEM MAaKETOB YMAaKOBOK Ha KaKOyl AO3MPOBKY, KaXOyH KOHLEHTpauuio,
KaxXabIl 00BbEM 1 Kagoe KONMMYecTBO 03 B YNaKOBKE.

6. 3asBuTeNb BNpaBe NPeAcTaBUTb MO COBCTBEHHOW MHMLMATMBE BMECTE C 3asiBNIEHWEM O roCygapCTBEHHOM
perncTpaumy nekapcTBEHHOro npenapaTta Ans BeTepUHApHOro MNpUMEHEHUs OOKYMEHTbl, noATBepXaatoLime
ynnaty rocyaapCTBEHHOW MOLWMWHbI U YKa3aHHble B MNYyHKTE 7 4acTu 2 HacTosilen cTtatbu. B cnyyae ux
HenpeacTaBneHns COOTBETCTBYIOLWMA  YNOMHOMOYEHHbIM  dedepanbHbli  OpraH  WUCMOMHUTENbHOW  BriacTu
npoBepsieT akT ynnaTbl 3asBMTENEM rocy4apCTBEHHON NOLUSINMHLI NOCPEACTBOM UCMOMb30BaHWA MHopmaumm 06
ynnate rocyaapCTBEHHOW MOWNWMHBLI, codepxallenca B [OcygapcTBEHHOW WHMOPMaUMOHHON cucteme o
rocy4apCTBEHHbIX U MyHULMNANbHbIX NiaTexax, Ha OCHOBaHUWN NpeACTaBleHHbIX 3asiBUTENEM KOMUIA JOKYMEHTOB,
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noaTBepXXaaloLwmnX ynnaTty rocygapCTBEHHOW NOLLSNHbI.

7. He ponyckaeTcs ncnonb3oBaHve B KOMMEPYECKUX Lensax MHgopmaumm o pesyrnbratax AOKIMHUYECKUX
UCCneaoBaHUN NEeKapCTBEHHbIX CPeACTB M KIMHWMYECKUX WCCNeaOoBaHMM NeKapCTBEHHbIX MpenapaTtoB Ans
BETEPUHAPHOro NPUMEHEeHUs, NpeacTaBneHHON 3asiBUTeNnem Ansi rocyaapCTBEHHON perncTpaumm nekapcTBeHHbIX
npenapaToB, 6e3 ero cornacusi B TeYeHMe LWeCTu feT C AaTbl roCyAapCTBEHHOW peructpaumm pedepeHTHOro
nekapcTBeHHOro npenapata B Poccuinickon ®egepaumm.

Cratbss 18. lNMogaya M paccMOTpeHue 3asiBNEeHUss O TFOCYAapCTBEHHOW pernctpaumMn neKkapcTBEHHOrO
npenapara ans MeavuuHCKOro NpUMeHeHus
(B peq. ®PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. Ona rocynapCTBEHHOW perncrTpauum nekapCTBEHHOro npenapata and MeauUMHCKOro MpUMeHeHUs
lopuandeckoe nNuUo, AencTBylowee B COBCTBEHHbIX MHTEpecax MUIu YnorHOMOYEHHOE NPeAcTaBnATb MHTEpechl
OpYroro puanyveckoro nuua u 3asBrsiollee NekapCTBEHHbIN npenapat Ha rocygapCTBEHHYI0 perncrpauuio
(nanee B HacTOsillen cTaTbe - 3asiBATENb), NpPeacTaBnseT B YNONMHOMOYEHHbI dedeparnbHbli - opraH
NCMOMHUTENbHOW BriacTW, OCYLLECTBASALWNA rOCYyAapCTBEHHYIO PErmcTpaumnio NekapcTBEHHbIX npenapaToB Ans
MEANLMHCKOrO NPYMEHEHUs, B 3NIEKTPOHHOW dhopMe M Ha BymMaxHOM HocuTene 3asiBfeHwe O rocyaapCTBEHHOMN
permcTpaumm neKkapcTBEHHOro npenaparta ansg MeauMUMHCKOro NpUMEHEHUs, a Takke B Nnopsake, YCTaHOBIEHHOM
YNOSIHOMOYEHHbIM dheeparnbHbiM OpraHoOM MCMNOMHUTENbHOW BriacTW, B 3MEKTPOHHON dopMe U Ha BymaxHoMm
HocuTene HeobxoauMmble AOKYMEHTbl, M3 KOTOPbIX (DOPMUPYETCA PerncTpaumoHHOe OO0Cbe Ha JleKapCTBEHHbIV
npenapatT Ans MeAULMHCKOro NpUMEHeHUs.

(4actb 1 B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

2. B 3asBneHun O rocydapCTBEHHOW peructpauuyM nekapcTBEHHOro npenapara Ans MeguumHCKOro
NPMMEHEHMS YKa3bIBalOTCS:

1) HaumeHoBaHVe N agpec 3asBuUTENsd U NPOM3BOAMTENS NeKapCTBEHHOro npenaparta ansg MeavuMHCKOro
NPMMEHEeHVs U agpec MecTa OCYLLECTBMEHUs ero npou3BOACTBA (B CNyvae Hamnuuus HEeCKOMbKMX YYaCTHUKOB
npouecca NpoM3BOACTBa HEOBXOAMMO yKa3aTb KaXKAOro y4acTHWKa B COOTBETCTBMM C OCYLLECTBMSIEMON CTagnen
NPOVN3BOACTBA);

2) HavMMeHOBaHWe neKapCTBEHHOro nmnpenapata Ansa MeAWMUUHCKOro MpUMEHeHMs (MexayHapoaHoe
HenaTeHToBaHHOE, UNW rPYNNUPOBOYHOE, UMM XMMUYECKOE N TOProBOE HauMeHOBaHWS);

3) nepeyveHb OENCTBYIOLLMX U BCNOMOraTesbHbIX BELECTB, BXOASLLMX B COCTaB NlekapCTBEHHOro npenapara
AN MEAMLUHCKOIO MPUMEHEHUS, C yKa3aHWeM KONMYeCcTBa KaXaoro U3 HuX;

4) nekapcTBeHHas cdopma, A03UPOBKa, CNOCOObI BBEAEHNS Y MPUMEHEHWS, CPOK FOAHOCTM NIeKapCTBEHHOro
npenapaTa Ans MegMUUHCKOro NPUMEHEHUS;

5) dapmakoTepaneBTMYECKas rpynna, KOA4 aHaTOMO-TepaneBTUYECKO-XMMWYECKON Krnaccudukaumm,
pekoMmeHaoBaHHOW BcemupHon opraHusaumein 3apaBoOXpaHEeHWs, 3asiBNsiemble MnokasaHus Ons nNpuMeHeHust
neKapCTBEHHOro npenapara Ans MeguuMHCKOro NPUMEHEHNS;

6) oTcytcTBME HEoBXoouMOCTW NpedocTaBneHMs OTveTa O pesynbTarax KIAMHUYECKOro WccregoBaHus,
nuccrnegoBaHnss  OMOSKBMBANEHTHOCTM  MEKapCTBEHHOrO  MpenapaTa, paspeleHHoro AN MeauUMHCKOro
npumeHeHns B Poccuiickon ®epepaummn bonee gsaguatv feT, C ykasaHWeM HOPMAaTUBHbIX MPAaBOBbIX aKTOB,
NOATBEPKAAIOLLMX AaHHBLINA CPOK NPUMEHEHWS;

7) HeobOXoOMMOCTb OCPOpPMIIEHUsI paspelleHus Ha BBO3 B Poccuickyo Penepaumio KOHKPETHOW napTum
3aperncTpupoBaHHbIX U (MNW)  HEe3aperucTPUpPOBaAHHLIX NEKApPCTBEHHbIX CPeAcTB, MNpeAHasHayeHHbIX  Ans
NPoBeAEHUS 3KCNepPTU3bl NEKAPCTBEHHbIX CPEACTB B LIENAX rocy4apCTBEHHON perncTpaumu;

8) HeobXxoOuUMOCTb NpOBEedEeHMsT 3JKCNepTM3bl OOKYMEHTOB, MpEACTaBMEeHHbIX ANnd  onpegeneHus
BO3MOXHOCTM paccMaTpvBaTb NIEKapCTBEHHbIN npenapaT ANng MeAVMUUHCKOro MPUMEHEHUS Mpu OCYLLECTBIIEHUN
rocygapCTBEHHOWN pernctpaumm B kayectse opaHHOro nekapcTBEHHOro npenapaTa;

9) HeobXOAMMOCTb MPUMEHEHWUS] YCKOPEHHOW Mnpouenypbl 9KCNepTu3bl NEKapCTBEHHbIX CPEACTB B LENsX
rocygapCTBEHHOWN permctpaumm iekapcTBEHHOro npenapara;

10) KOMMKM JOKYMEHTOB, NOATBEPXKAAKLIMNX YyNAaTy rocygapCTBEHHON NOLUIUHBI:

a) 3a nposedeHWe SKCNepTusbl [OOKYMEHTOB, MpeAcTaBfeHHbIX Afs  onpeaeneHus BO3MOXHOCTU
paccmaTpuBaTb  NEKapCTBEHHbIM  npenapat ANnd  MeOUUMHCKOrO  MNMPUMEHEHWs  Mpu  OCYLLECTBEHUM
rocyfapCTBEHHOW perncTpaumm B kayecTse opaHHOro nekapcTBeHHOro npenapara;

6) 3a npoBeaeHMEe IKCNEPTU3bl KAYECTBa NIEKapPCTBEHHOIO CPeACTBa M AKCNEPTU3bl OTHOLLEHNS OXMOaeMon
nomnb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS TeKapCTBEHHOro npenaparta, paspelleHHOro Ans MeauuUMHCKOro
npumeHennss B Poccuiickon ®epepaumm 6onee paBaguaTy neT, NpuM  OCYLWECTBNEHUW [OCYAapCTBEHHOW
permcTpaumm nekapcTBEHHOro npenapara;
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B) 3a nNpoBefeHMe 3KCNePTU3bl Ka4ecTBa NeKapCTBEHHOMNO CPEeACTBa M 3KCNEepTU3bl OTHOLLIEHNS OXuaaemoun
Nonb3bl K BO3MOXHOMY PUCKY MPUMEHEHUSA NeKapCcTBEHHOro npenapara Ans MeAUUMHCKOro npuMeHeHus npu ero
rocyfapCTBEHHOW permcrpawmu,

r) 3a NpoBeAeHNe 3KCMEePTU3bl Ka4ecTBa NEeKapCTBEHHONO CPEACTBa U 3KCNEPTU3bl OTHOLLIEHUS OXMOAEMOW
Nnomnb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NneKapCTBEHHOro npenapata Ansg MeauUMHCKOro npuMeHeHus, B
OTHOLLEHMM KOTOPOro npoBeAeHbl MeXAyHapOAHble MHOFOLEHTPOBbIE KIMHWYECKUWEe WCCredoBaHus, 4acTb U3
KoTopbiXx npoBedeHa B Poccunckon ®egepaunun, npu  OCYLWECTBEHUUM TOCyAapCTBEHHOW perncrpauum
nekapcTBeHHOro npenapara;

11) Hanuume cormacus NpoOM3BOAMTENS  fleKapCTBEHHOro npenaparta, MNpOU3BOACTBO  KOTOPOro
ocyllecTBnseTcs 3a npegenamu Poccunckon degepauun, Ha npoBegeHne MHCNEKTUPOBaHMSA NpousBoauTensa Ha
cooTBeTCTBME TpeboBaHMAM NpaBun Haanexatlen NPon3BOACTBEHHON NPaKTUKK;

12) Hanu4ume cornacus, NPegyCMOTPEHHOro YacTblo 18 HacTosLLeln cTaTby;

13) ykasaHve BuAa neKapCTBEHHOro npenaparta, MNpPeACTaBMNeHHOro Ha perucTpaumio (pedepeHTHbIN
neKkapcTBEHHbIN npenapart, BOCMPOM3BEAEHHbIN NEeKapCTBEHHbLIN npenapart, 6Guonornyeckun nekapCTBEHHbIV
npenapat, ©OuoaHanoroBein (6uoNoJO6HLIN) neKapCTBEHHbIM npenapat (OuoaHanor), romeonaTuyeckui
neKapCTBEHHbIV Npenapar, eKapCcTBEHHbIM pacTUTENbHbLIN Npenapar).

(4acTb 2 B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3. PernctpaumoHHoe [pocbe Ha NEKapCTBEHHbLIW npenapat Ansg  MeguUMHCKOrO  NpUMEHeHus
npegocTaBnseTcs B oopme 0OLLEro TEXHNYECKOTO AOKYMEHTA.
(4actb 3 B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

4. Pasgen AOKyMEHTaLMn agMMHUCTPATMBHOIO Xapakrepa BKIo4aeT B cebs:

1) 3aaBneHne O roOCygapCTBEHHOW perncrpaumm InekapCTBEHHOro npenapata Ans  MeauuLmMHCKOro
NPUMEHEHNS B 3NEKTPOHHOW dhopMe 1 Ha BymMakHOM HocuTene;

2) KONV OOKYMEHTa Ha PYCCKOM $A3blKe, 3aBEPEHHOro B YCTAHOBMIEHHOM MOpsSAKe M nogTBepXaaroLwero
NPaBOMOYHOCTb 3asBUTENs NodaBaTb 3asdBrieHWE O rocyfapCTBEHHOW permcTpauvm NekapcTBEHHOro npenapara
ONs MeguLMHCKOro NpUMEHEHNs (OBEPEHHOCTD);

3) KON NULEH3MM Ha NPOU3BOACTBO JIEKAPCTBEHHbIX CPEACTB UNN KOMUIO 3aKMOYEeHUs O COOTBETCTBUU
npou3BoauTensi NeKapCTBEHHbIX cpeacTB TpeboBaHWsAM nNpaBun Hagnexallen nNpOM3BOLACTBEHHOW MpPaKTUKW,
BblJaHHble YMNOMHOMOYEHHbIM deaepanbHbIM OpraHOM UCMONTHUTENBHOW BNacTu, B criyyae, ecnv npousBOACTBO
nekapcTBEHHOro npenapaTa ocyulectenseTca B Poccuinckon degepaumu;

4) KONUIO BbIJAHHOW YMNOMHOMOYEHHBIM OpPraHOM CTpaHbl MPOM3BOAMTENS MNULUEH3MM Ha MPOM3BOACTBO
nekapcTBEHHOro npenaparta U ee nepeBo Ha PYCCKUN A3blK, 3aBePeHHble B YCTAaHOBMEHHOM MOpsiake, U KONuio
3aKMYEHMST O COOTBETCTBUM MPOU3BOAUTENS NEKapCTBEHHbIX CpeacTB TpeboBaHWsM MpaBuil Hagnexaiwen
NPOV3BOACTBEHHOW NMPAKTUKN, BbIAAHHOIO YNOMHOMOYEHHbIM dheaepanbHbiM OpraHoM UCMOSHUTENbLHOW BRacTu, B
crnyyae, ecnvM MNpOM3BOACTBO fEKapCTBEHHOrO npenapata OCYyLeCcTBnseTcs 3a npegenamu Poccunckon
depepauuuy;

5) NpPOEeKT MWHCTPYKUMM MO MEOULMHCKOMY TMPUMEHEHUIO FeKapCTBEHHOro npenapara, coepxallen
crnepywolmne ceegeHus:

a) HaMMeHOBaHWe NekapCTBEHHOro npenapata (MexayHapogHOe HenaTeHTOBaHHOe, UMW rpynnUpPOBOYHOE,
UNU XMMUYECKoe N TOProBoe HaMMeHOBaHWS);

©0) nekapcTBeHHas popma C ykazaHMeM HauMeHOBaHWI U KONMYECTBEHHOMO COCTaBa AENCTBYOLLMX BELLECTB
M Ka4yeCTBEHHOro cocTaBa BCMOMOraTesnbHbiX BellecTB (MpuM HeobXoAMMOCTUM KONMYECTBEHHOIO COCTaBa
BCMOMOraTernbHbIX BELLECTB);

B) onucaHwe BHELLUHero Buaa nekapCcTBeHHOro npenapara aAng MeguuuHCKOro npuMeHeHus;

r) U3NKO-XMMMYECKne CBOMNCTBA (A58 pagnodapmMaLeBTUYECKMX NIEKAPCTBEHHbBIX NpenapaToB);

4) dbapmakoTepaneBTMyeckasi rpynna, Kof fiekapCTBEHHOro npenapata ansg MeguuuHCKOro NpUMEHEeHUs no
aHaTOMO-TepaneBTUYECKO-XMMNYECKON  Kraccudukaumy,  pekomeHgoBaHHoOW  BcemupHon — opraHusauuven
3[1paBoOOXpaHeHNs], UK yKasaHne "roMeonaTU4eCcKMn niekapCcTBeHHbIN npenapaT”;

e) dapmakognHammka u apMakokMHeTMka (3a UCKNIYeHMEM (hapMakOKMHETUMKM TOMeonaTU4eCcKux
NeKapCTBEHHbIX MPenapaToB U pacTUTENbHbIX NTEKAPCTBEHHbIX NPENapaToB);

X) NoKasaHua Ans NnpuMeHeHus:;

3) NpOTMBONOKa3aHWs ANs NPUMEHEHUs;

1) Mepbl NPESOCTOPOXHOCTU NPU NPUMEHEHUN;

K) yKasaHWe BO3MOXHOCTU U OCODEHHOCTEW NMPUMEHEHUSI NEKAapCTBEHHOrO npenapara ans MeauLMHCKOro
NPUMEHEHNS1 6epPEMEHHBIMU XEHLLMHAMM, XEHLLMHAMW B NEPUOL, FPYAHOIO0 BCKapMMBaHWS, AETbMU, B3POCIbIMY,
NUMELLUMUN XPOHMYeCKue 3aboneBaHus;

n) pexum [J03MpOBaHUSA, CMOCOObl BBEOEHUS W MPUMMEHEHUS, NpU HeobXoOAUMOCTM BpeMsi npuema
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rnekapcTBEHHOro npenapara Ans MeauUMHCKOro NpUMeHeHNs, NPOAOIPKUTENBHOCTDL NeYEHNs], B TOM Yucne y AeTen
00 v nocne oaHoro roaa;

M) BO3MOXHbIE HeXenaTerbHble peakLmm Npyu NpUMeHeHNN nekapcTBEHHOro npenapaTa Angd MeauLmnHCKOro
NpUMeHeHs;

H) CMMNTOMbI Nepeo3NPOBKUN, MEPbI MO OKa3aHWo MOMOLLM NpY Nepego3npPOBKE;

0) B3aMMOAENCTBME C OPYTUMW NIeKapCTBEHHLIMU NpenapaTamMu 1 (Mnv) NULLEBBLIMW NPOAYKTaMu;

n) dopMbI BbIMyCcKa NIEKapCTBEHHOIO Npenapara;

p) ykasaHue (npu HeobxoammocTn) ocobeHHOCTEN AENCTBUSA NIEKAPCTBEHHOIo nNpenapara AN MeanLMHCKOro
NMPMMEHEHWS MpU NEPBOM NPUEME UITN MPU €0 OTMEHE;

c) onucaHue (Npy HeobxoauMOoCTK) AeACTBUIM Bpada (denbaliepa) n (Mnu) naumMeHTa npu nponycke npuema
OZIHOM MIM HECKOSNbKMX A03 NekapCTBEHHOro npenapara Anst MeAULMHCKOro NPUMEHeEHNs;

T) BO3MOXHOE BIMSHWE NEKapCTBEHHOro npenapata Ans MeOULMHCKOrO NPUMEHEHUs Ha CnOoCOBHOCTb
yrnpaBnaTb TPAHCNOPTHLIMU CPEACTBaMU, MEXaHU3MaMU;

y) CpOK rogHOCTU W yKasaHWe Ha 3anpeT MNpMMEHEHMs1 NeKapCTBEHHOro npenaparta Ansg MeauLUHCKOro
NPUMEHEHNS NO NCTEYEHUN CPOKA FOAHOCTY;

@) ycrnoBus xpaHeHus;

X) yKka3aHue Ha HeoOXOAMMOCTb XpPaHEHWUs NlekapCTBEHHOro npenapara Ans MEeAUUUHCKOrOo NMPUMEHEHWS B
MecTax, HeOCTYMNHbIX ANA OeTeN;

U) ykasaHve (Mpu HeobXoAMMOCTM) CheuuanbHbIX Mep NPeAOCTOPOXHOCTUM MNpPU  YHUHTOXEHUU
HeMcnonb30BaHHbIX NEKAPCTBEHHbIX NpenapaToB 4S9 MEAULMHCKOrO NPUMEHEHNS;

4) yCcrnoBusi OTMycKa;

L) HAMMEHOBaHMA N agpeca NPOM3BOACTBEHHbIX NIOLWAA0K NPOM3BOANTENS NIEKAPCTBEHHOrO Npenapara;

) HaMMeHOBaHWe, agpec opraHu3auuu, YNoSIHOMOYEHHOW  gepXaTtenem  wnu  Bnagenbuem
pPeErncTpaumoHHOro yaoOCTOBEPEHMS NEKApPCTBEHHOro npenapata Anst MeAULMHCKOrO NMPUMEHEHUA Ha MpUHATME
npeTeH3un ot noTpebutens;

6) MHCTPYKUMIO NO MEOULNHCKOMY NMPUMEHEHMIO UM KPATKY0 XapakTepUCTUKY NEKapCTBEHHOro npenapara,
YTBEPXKOEHHbIE B CTPAHEe NpOM3BOAUTENS;

7) NpPOEKTbl MakeTOB MNEepBMYHOW YMaKOBKM W BTOPWMYHOW YMaKOBKWM JIEKapCTBEHHOro npenapaTta Ans
MEeOULMHCKOTO NPUMEHEHUS;

8) NpoeKkT HOpMaTUBHOW OOKYMEHTALUUW UMM HOPMAaTMBHOIO AOKYMEHTa Ha NEeKapCTBEHHbLIN npenapart ans
MEeOULIMHCKOTO NPUMeHEHNs1 MO0 yka3aHue COOTBETCTBYHOLLEN hapMaKonenHon cTaTby;

9) [OKYMEHT, cofepxawui WuHPoOpMaUMio O Hanuuum unu ob OTCYTCTBUM (PAKTOB pervcrpauum
NeKapCTBEHHOrO Npenapara Ans MeauumnHCKoro NpuMeHeHns 3a npegenamu Poccuiickon Pegepauny;

10) KonMM AOKYMEHTOB, 3aBEPEHHbIX B YCTAHOBMEHHOM MOpPSAKe M NOATBEpXAaloWmMX akT perncrpauum
rNleKapCTBEHHOrO npenapaTa B MHOCTPaHHbIX MOCYAapCTBax B Ka4yecTBe ophaHHOro nekapCTBEHHOro npenapara;

11) nnmaH ynpaeneHus puckamum Ans OGUMONOrMYecKkMX mneKapCTBEHHbIX MpenapaToB ANS MeAMLMHCKOro
NpUMeEHEHNS;

12) poKyMeHT 0 cucteme hapmakoHagsopa gepxaTens unvm Bnagensua perncTpaunoHHOro yaoCcToBepeHnst
NekapCTBEHHOro npenapara;

13) OOKYMEHT, MOATBEPXOAANLWMIA KA4yeCTBO JIEKAPCTBEHHOIO npenapaTta TPex MPOMbILLIIEHHBIX CEpUi
(npoTokon aHanu3a unu ceptudukaT aHanus3a), ogHa Cepus KOTOPOro AOIPkHA coBnagatb C cepven obpasua
NeKapCcTBEHHOrO Mnpenapata Ans  MEeOUUMHCKOTO MPUMEHEHMWsl, NPeACTAaBMIEHHOIO Ha T[OCY4apCTBEHHYIO
pervcTpauuio.

(vacTb 4 B peq. PegepanbHoro 3akoHa oT 22.12.2014 N 429-03)

5. Pasgen xumudeckon, bapMaLeBTUYECKON 1 BMONOrM4eckon AOKYMEHTaUmMM BKIIOYaeT B ce0si AOKYMEHTHI,
cogepxawme nHpopmaumo o dbapmMaLeBTUYECKON CyOCTaHLMN N NEKapCTBEHHOM npenapaTe Afs MeguuMHCKOro
NPUMEHEHs, NpoLiecce ero NpoM3BOACTBA M METOAAX KOHTPOSIS KayecTBa, B TOM YKCTE:

1) Konuio [OKyMEeHTa, CoaepXallero criedyroLlyro uMHgpopmaumio o dapmaueBTMdeckon cybcTtaHuum mnnm
hapmaLeBTUHECKNX CYOCTaHLMSX, BXOASLMX B COCTaB JIEKAPCTBEHHOTO npenapara:

a) HaumeHoBaHue hapmaueBTU4eckon cybcTaHumm, ee CTPyKTypa, obLme CBOMCTBA;

©0) HaumeHoOBaHWe 1 aapec NPOU3BOAUTENS;

B) TEXHOMOrMsA NPOW3BOACTBA C ONMUCAHWEM CTadui MPOM3BOACTBA M METOLOB KOHTPOMS Ha BCEX CTagusix
NpPOU3BOACTBA;

r) onucaHue pa3paboTku npoLecca NPon3BOACTBa;

[) onMcaHne KOHTPOSSA KPUTUYECKMX CTagu NPOM3BOACTBA Y MPOMEXYTOYHOM NPOAYKLUN;

€) JoKyMeHTanbHoe noaTeepxaeHue (Banuaaumns) npoLeccos n (Unn) X OLEHKa;

) CBOWCTBA M CTPYKTypa OENCTBYIOLLNX BELLECTB;
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3) XapakrepucTtuka npumecen;

1) cneundmkaunsa Ha hapmaLeBTUYECKYHO cybCcTaHUMIo 1 ee 0BOCHOBaHME;

K) aHanuTU4eckme MeToOMKWU, UCMOMNb3yeMble NPU OCYLLECTBEHUN KOHTPOMS KayecTBa hapmaLeBTU4eckomn
cybcTaHuuu;

n) [OKyMeHTanbHOe MOATBEPXAeHWe (Banmvpauus) aHanuMTUYeCKMX MEeTOAMK, WCMOoMb3yeMblX npwu
OCYLLECTBMEHUN KOHTPOSISA Ka4yecTBa papmaLeBTUYECKON CybCcTaHUnu;

M) pe3ynbTaTbl aHann3a cepuii hapmaueBTUYECKON cybcTaHumK;

H) nepeyeHb CTaHAAPTHbIX 00pa3LOB WM BELIECTB, WCMOMb3yeMbIX MNPW OCYLLIECTBIIEHMN KOHTPOSIS
KayecTBa;

0) onMcaHve XxapakTePUCTUK U CBOWCTB YNaKoOBOYHbIX MaTepuarnoB U yKYMOPOYHbIX CPEACTB;

n) AaHHble O CTabUNBHOCTM hapMaLEeBTUYECKON CyBCTaHLMK;

P) CPOK ro4HOCTH;

2) OOKYMEHT, coepxalluin crnegylolme CBeAeHUMs O NekapCTBEHHOM mfpenapaTte And MeauuUMHCKOro
NPUMEHEHMS:

a) onucaHue 1 coCTaB NiekapCTBEHHOro nNpenaparta ans MeguuuHCKOro NpMMEHEHUs;

0) onucaHue dapmaueBTnyeckon paspaboTkm (obocHoBaHMe BbibOpa cocTaBa, NEPBUMYHOWM YMAKOBKU W
WHOrO);

B) TEXHOMOrMs NPOV3BOACTBA C ONMUCAHWEM CTadui MPOM3BOACTBA M METOLOB KOHTPOMS Ha BCEX CTagusix
NpPOU3BOACTBA;

r) onMcaHne KOHTPOIS KPUTUYECKMX CTaAUIM MpoLuecca NPou3BoACTBa U MPOMEXYTOYHOW NPoAYKUMK;

4) HaMMeHOBaHME W adpec MecTa OCYLLEeCTBIIeHMS MPOU3BOACTBA JIEKAPCTBEHHOro npenaparta Ans
MELMLMHCKOro NPUMEHEHMS (B Cryvyae Hanu4umMs HECKONbKMX YYACTHMKOB Mnpolecca Npou3BOACTBA HeobxoomMmo
yKasaTb KaXKgoro us Hux);

€) hapmaueBTU4ECKas COBMECTUMOCTb;

X) MUKpoBHuonormyeckne xapakTepucTmkuy;

3) MaTepmanbHbIn 6anaHc Ans NpoM3BOACTBA CEpUU rOTOBOIO NPOAYKTa;

1) OnNucaHne XxapakTepuUCTMK U CBONCTB YNAKOBOYHbIX MaTepmnarnoB MU YKYNOPOYHbIX CPEACTB;

K) JOKyMeHTanbHoe noaTBepXaeHve (Banugaums) npoLeccoB Npon3BoACTBA U (MMN) UX OLLEHKa;

n) TpeboBaHust K KAYECTBY BCMOMOraTerbHbIX BELWECTB (cepTudukaT, cneumdurkaumsi Ha BCNoMoraTerbHble
BELLECTBa 1 X 0OOCHOBAHWE);

M) aHanuTU4yeckue MeTOAMKU, UCMONb3yeMble MPY OCYLLECTBIEHUM KOHTPOMS KavyecTBa BCMOMOraTesbHbIX
BELLECTB;

H) [OKyMeHTanbHOe MOoATBEPXAEHUE (Banujauus) aHanuTUYeckux MEeTOAMK, WCMONb3yeMblX Mpwu
OCYLLLECTBIEHMM KOHTPOMS Ka4eCTBa BCMOMOraTesbHbIX BELLECTB;

0) wuHdopMaumsa 06 MCMOMb30BaHUM BCMOMOraTemnbHbIX BELLECTB 4YErOBEYECKOr0 U KMBOTHOIO
NPOVCXOXAEHWS;

n) MHdpopmauus 06 NCNoNb30BaHMM HOBLIX BCMOMOraTerbHbIX BELLECTB;

p) TpeboBaHuA K KayecTBy FfEKAapCTBEHHOro npenapaTta Anst MeOULMHCKOro MNpuUMeHeHust (cepTudmkar,
crneumdukaLms Ha NekapCTBEHHbIV Npenapar U ux 000CHOBaHMeE);

C) aHanmuMTU4YecKkne MeTOAMKM, WCMONb3yeMble MPW OCYLLECTBIIEHUM KOHTPONS KayecTBa JeKapCTBEHHOro
npenapaTa aAnst MegMUUHCKOro NpUMEHEHUS;

T) [OKyMeHTanbHoe MOATBEPXKAEHUE (Banugauus) aHanuTUYecKMX METOAMK, WCMONb3yeMbIX MNpu
OCYLLECTBINEHUN KOHTPOIS KA4eCTBa NIEKapCTBEHHOMO Npenapara Ans MeAULMHCKOrO NPUMEHEHNS;

y) pe3ynbTaTbl aHann30B CEepUiA TEKapCTBEHHOrO Npenapara 4518 MEQULMHCKOrO NPUMEHEHNS;

&) XxapakTepucTuka npumMecen;

X) nepevyeHb CTaHAapTHbIX 0O0pasuoB, WUCMOMb3yeMbIX MPU  OCYLLECTBIEHMM KOHTPONS KavecTBa
NeKapCTBEHHOro npenapara Ans MeANLUMHCKOro NPUMEHEHNS;

L) AaHHbIE O CTAabUITbHOCTM NIEKAPCTBEHHOIO Npenapara ANst MEAULMHCKOro NPUMEHEHNS.

(yacTb 5 B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

6. Paspgen dapmakonormyeckom, TOKCUKOMOrMYEeCKOM [OKYMEHTauMM BKMYaeT B cebsa oTyeTbl O
pe3ynbTaTtax AOKIMMHUYECKNX UCCMEeLOBaHUN NeKapCTBEHHOrO cpeacTBa ANA MeOULMHCKOrO NMPUMEHEHUS, B TOM
yucne:

1) oT4yeT 0 hapmMaKkoAMHAMUYECKNX NCCNEOOBAHNSIX;

2) oT4eT 0 hapMaKOKMHETUYECKMX UCCIEeAOBaHMSX;

3) OTYET O TOKCUKOIOTMHYECKUX UCCINEAOBAHUSAX.

(vacTb 6 B peq. PenepanbHoro 3akoHa oT 22.12.2014 N 429-03)
7. Pasgen knuHuM4Yeckom [OOKyMeHTauum BkIovaeT B ceba oTyeTbl O pesynbratax  KIMHUYECKUX
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nccneaoBaHUN NekapCTBEHHOro npenapara aAnsg MeguuuHCKOro NpUMeHeHns, B TOM Ynucne:

1) oTueTbl 06 NccnegoBaHnax GUOAOCTYNHOCTU U BUOIKBMBANEHTHOCTU, UCCIEAOBAHUSIX, YCTaHABNNBAIOLLNX
KOppensumio pe3ynbTaToB, NONYYEHHbIX B YCIOBUAX in vitro 1 in vivo;

2) oT4eThl 0 hapMaKOKUHETUYECKUX NCCNEOBaHMSX;

3) oT4eTbl 0 hapMaKkoAMHAMUYECKNX NCCIE0BAHNSAX;

4) oTYeTbl O KNNMHUYECKMNX UCCNefoBaHUAX 3pEKTMBHOCTU N Be30nacHOCTy;

5) OT4ET 0 NOCTPErMCTPALNOHHOM OMbITE MPUMEHEHNS (MPY HANU4YMN).

(vacTb 7 BBegeHa deaeparnbHbiM 3akoHOM OT 22.12.2014 N 429-03)

8. TpeboBaHusa k obbemy wuHdOpMauMu, NPeaoCTaBNsIEMON B COCTaBE PErmcTpauMoHHOro Aocbe, ANd
OTOENbHbIX BWMAOB JIEKApPCTBEHHbIX MNpenapatoB Ans MEAMUMHCKOro MNpPUMMEHEHMs  yCTaHaBfvBaloTCs
YNOMHOMOYEHHbIM (heepanbHbIM OpraHOM UCMOMHUTENBLHOW BMacTu.

(vacTb 8 BBegeHa depepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

9. B oTHOLLEHUUN NEeKapCTBEHHbIX NpenapaToB, pa3peLleHHbIX ANns MeANLMHCKOro npumeHeHnst B Poccuiickon
depepaumun 6onee asaguatTu neT (3a UCKOYeHMEM BUONOrMYECKUX NeKapCTBEHHbIX NpenapaToB), AonycKaeTca
BKIIOYEHME B COCTaB pasgerna hapmMakonormyeckon, TOKCUKONOrM4eckon AOKYMEeHTaumMm 1 pasgena KnmHUYeCcKom
OOKyMeHTaumm BMECTO OTyeTa paspaboTtumka O pesynbTaTax COOCTBEHHbIX AOKMMHUYECKUX WUCCeaoBaHUN
NEeKapCTBEHHbIX CPEACTB W  KIMHWYECKUX WCCIEeOOBaHUM FEeKapCTBEHHbIX MpenapaToB AN  MeAMLMHCKOro
npMMeHeHus1 063opa Hay4Hbix paboT O pesynbTaTax AOKIMHUYECKUX WCCIeOBaHUMA NEeKapCTBEHHbIX CPeacTB U
KNMMHUYECKUX WCCNEAOBaHWA [OaHHbIX JleKapCTBEHHbLIX MpenapaTtoB, B TOM YWCME BKOYas ONbIT  UX
NOCTPErncTpaLoHHOro NPUMEHEHUS.

(4acTb 9 BBegeHa ®eaepanbHbIM 3aKoHOM OT 22.12.2014 N 429-$3)

10. Tlpwn rocygapCTBEHHOW perucTpaumMmM BOCNPOM3BEAEHHbIX JIEeKapCTBEHHbIX npenapatoB  Ans
MEeLMLMHCKOro NPUMMEHEHMSA LONYCKAeTCs BKMOYEHNE B COCTaB pasaena hapMakonormyeckon, TOKCUKONOrmM4eckom
OOKYMEeHTauMm un pasgena KIMHWMYECKOW [AOKYMeHTauMuM BMECTO oTyeTa paspabotyumka O pesynbraTtax
COBCTBEHHbIX OOKMMHUYECKNX MCCMEeAoBaHMN NeKapCTBEHHbIX cpeacTB ob63opa HayvHbIX paboT o pesynbTatax
OOKMMHMYECKNX UCCMNedoBaHUN pedepeHTHOro nekapCTBEHHOro mnpenapata WM npeactaBneHne BMECTO
KNUHUYECKUX UccnegoBaHui B NonHOM obbeme, yCTaHOBNEHHOM Pa3fenoMm KIMHUYECKOW AOKYMEeHTaumMm, otyeTa o
pesynbTatax uccrnegoBaHU OWMOSKBMBANEHTHOCTM BOCMNPOM3BEAEHHOrO JIEKApPCTBEHHOro MpenapaTta Ans
MeOUUMHCKOrO MpuMeHeHusi. He TpebyeTca npeacrtaBneHve oOTdeTa O pesynbTatax —MccregoBaHwui
O1O3KBUBANEHTHOCTU BOCMPOM3BELAEHHOIO JIEKAPCTBEHHOIO Mpenapata Afs MeAWLMHCKOro MpUMEHEHUsl, ecnv
pervcTpupyoTcs BOCMPOU3BEAEHHbIE NTEKAPCTBEHHbIE Npenapatbl Anst MeAMLUUHCKOTrO MPUMEHEHUS, KOTOPbIE:

1) npepgHasHayeHbl ONsi  NapeHTepanbHOro  (MOAKOXHOrO,  BHYTPUMBILLEYHOrO,  BHYTPUBEHHOrO,
BHYTPUrMNasHoOro, BHyTPUMNONOCTHOIO, BHYTPUCYCTABHOMO, BHYTPUKOPOHAPHOIO) BBEAEHNS U NPeAcTaBnsoT cobon
BOAHbIE PaCcTBOpbI;

2) npegcTasnsAlT cOboN pacTBOpLI AN NepopanbHOro NPUMEHEHUS;

3) nponsBeeHbl B hOpMe NOPOLLKOB UMN NTMOUNN3ATOB A5 NPUrOTOBIIEHUSA PaCTBOPOB;

4) ABNAOTCS rasamu;

5) a9BNAKOTCA YWHBIMW UMW TMa3HbIMU NEKAPCTBEHHBIMU NpenapaTtamu, NpomM3BedeHHbIMU B hOpMe BOLHbIX
pacTBOpPOB;

6) npegHa3Ha4YeHbl 4N MECTHOIO MPUMEHEHUS U NPUrOTOBIEHBLI B DOPME BOOHbLIX PAacTBOPOB;

7) npencTtaBnalT cobOM BOAHblIE PacTBOPbI ANA UCMOMb30BaHWs B (QOpME MWHransuuin ¢ MNoMOLLbLO
HeOynan3epa unu B kKa4eCcTBE Ha3arbHbIX CNPeeB, MPUMEHSIEMbIX C MOMOLLIbIO CXOAHbIX YCTPONCTB.

(vacTb 10 BBegeHa deaepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

11. Ona cny4vaes, ykasaHHbIXx B nNyHkTax 1 - 3, 5 - 7 yactn 10 HacTodLwen cTaTbyu, BOCNPOU3BELEHHbIN
NeKapCTBEHHLIN NpenapaTt Ang MeguuMHCKOTO MPUMEHEHUS OOSMKEH coaepXXaTb Takue ke BCromoraTesbHble
BELlecTBa B TakKUX e KOnuMyecTBax, Kak M pedepeHTHbI nekapCcTBeHHbIW npenapat. Ecnv cocTtasbl
BCMOMOraTesbHbIX BELIECTB pasfnunyalTcs, 3asiBUTENb [OMMKEH NpeacTaBuTb [JoKasaTenbcTBa TOro, 4TO
nCcnonb3yemble B AaHHbIX KOHLUEHTpauWsiXx BCMOMOraTesnbHble BELLeCTBa He BNUAOT Ha 6Ge3onacHocTb u (unu)
3(pPeKTUBHOCTb NEKApPCTBEHHOrO npenapara Ans MeguUMHCKOrO npumeHeHusi. B cnydae, ecnv 3asiButenb He
MOXET MPeACcTaBUTb Takne gokasaTenbCcTBa M (M) He MMeeT JOCTyna K COOTBETCTBYIOLLMM AaHHbIM, OH AOIHKEH
NPOBECTM COOTBETCTBYIOLLNE UCCNEe0BaHNs ANs foKa3aTenbCTBa OTCYTCTBUSI BIIUSHUSA pa3HbIX BCMOMOraTerbHbIX
BELLECTB WNWM BCrNoOMoOraTesnbHbIX YCTPOMCTB Ha ©Oe3onacHocTb U (Mnun) 3EEKTUBHOCTL JIEKAPCTBEHHOIO
npenapata Ans MeAWLMHCKOrO NPUMEHEHUsT B MOpsiAKEe, YCTAHOBMEHHOM YMONHOMOYEHHbIM deaepanbHbIM
OpraHoM UCMOSMNHUTENBHOW BriacTu.

(vacTb 11 BBegeHa deaepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

12. Tlpn rocygapCTBEHHOW perncrpauum KomMOuHauui paHee 3aperucTpMpoOBaHHbIX JEKAapCTBEHHbIX

npenapaToB 41 MEeOULMHCKOrO NMPUMEHEHUsT JOMNYCKAeTCs BKIIOYEHME B COCTaB pasgena ¢hapmakonormy4eckon,
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TOKCMKONOrMYECKON OOKYMEHTauuMm W pasgena KIMHWYeCcKOM AOKYMeHTauMm BMeCTO oTveTa paspaboTuvka o
pe3ynbTatax COOCTBEHHbIX AOKMMHUYECKUX MCCNeaoBaHWM NeKapCTBEHHbIX CpeacTB 0630pa HayyHbIX paboT o
pesynbTatax AOKMMHUYECKUX WCCNneaoBaHWA pedepeHTHbIX NEeKapCTBEHHbIX MpenapaToB, BXOASLWMX B COCTaB
KOMBUHaLMN NekapCTBEHHbIX NpenapaTos, 1 06 OTCYTCTBUM NX B3aMMOAENCTBMS B OAHOW NeKapCTBEHHOW hopmMe.
(vacTb 12 BBegeHa deaeparnbHbiM 3akOHOM OT 22.12.2014 N 429-03)

13. Ha akcnepTusy pasnuyHbiX nekapcTBEHHbIX POpM OAQHOro M TOro Xe fekapcTBEHHOro npenapata Ans
MEeOMLMHCKOro MPUMEHEHUs 3asBUTENb NpeacTaBnseT OTAerbHble 3asBNEHUs U perucTpauuoHHble OoCbe Ha
Kaxxayto rnekapctBeHHyo copmy. NMpu ycrnoBun ogHOBPEMEHHOM NOJayYn Ha 3KCNepTU3y OOHOW NeKapCTBEHHOW
hopMbl C pasnMyHbIMM JO3MPOBKOW, KOHLUEHTpauuen, oObemMOM 3asdBUTENb MpeacTaBnsieT OOHO 3asiBNeHue U
perncTpaumoHHoe OOoCbe C MPUMOXEHMEM MakeTOB YNakOBOK Ha KaXOyl LO3UPOBKY, KaXOyl KOHLEHTpauuio,
Kaxkabli 00beM U Kakgoe KOnmMYecTBO A03 B YNaKOBKE.

(vacTb 13 BBegeHa deaepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

14. Mpw rocynapcTBEHHOW permctpauumn opaHHOro nekapCTBEHHOro npenapara 3asiBuTenb npeacraBnsaet
WHpopmaumo, Heobxoaumyo Ans  (OPMUPOBaHWS pasdena KIUHWUYECKOW [AOKyMeHTauun, B o0bbeme,
YCTaHOBMEHHOM YMOSTHOMOYEHHbIM dheaepanbHbIM OpraHoM UCMONHUTENBHON BNacTu.

(vactb 14 BBegeHa PepepanbHbiM 3akOHOM 0T 22.12.2014 N 429-93)

15. Mpu peructpaummn Gonormyeckoro NekapcTBEHHOro npenapaTta, NoMy4eHHOro U3 KPOBW, Nia3mbl KPOBU
YyenoBeka, B COCTaBe PerncTpaumMoHHOro AOCbe Ha NeKapCTBEHHbIM npenapaTt And MeguuMHCKOro NpUMeEHeHUs
OOIMKHbI BbITh NpeAcTaBneHbl JOMONMHUTENLHO:

1) B pasgene [OKyMeHTauuv agMUWHUCTPATMBHOIO XapakTepa AOKYMEHT, coepalimMi MHopmauuo o
cybbekTax obpalleHns JOHOPCKOW KPOBU U (MIM) ee KOMIMOHEHTOB, O TOM, rae Obina ocyliecTBreHa goHauus
(kpoBM W (MnM) nNas3Mbl KPOBM), a Takke pAaHHble 00 WHMEKUMOHHbIX 3aboneBaHusAx, nepegarLwmxcs
napeHTepanbHbIM nyTem, MHpopMauns o cybbekTax obpalleHus JOHOPCKOW KPOBWU U (UNn) ee KOMMOHEHTOB, B
OTHOLLUEHMMN KOTOPbIX OCYLLECTBASAETCH KOHTPOb JOHOPCKOW KPOBM 1 (UNN) €€ KOMMNOHEHTOB;

2) B pa3gene XMMmn4eckon, hapmaLeBTMYECKOM 1 BMONOrM4eckon AOKyMEHTaLMK:

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

0) pesynbTaTbl nccnegoBaHni 0TobpaHHbIX AOHOPCKOW KPOBW M (Mnn) NnasMbl KPOBW M MYIOB Ha Hanuyune
BO3OyguTenen MHeKunn, BKNoYas MHdopMauuio o6 MCNonb3oBaHHbIX METoAMKax WUCCNefoBaHUM U B crnyvae
uccnegoBaHus  MynoB Mnas3Mbl  KPOBM  pesynbTaTbl  OOKYMEHTanbHOro  noaTBepXaeHws  (Banugauum)
NCNONb30BaHHbIX METOANK,;

B) TEXHMYECKME XapaKTEPUCTMKM YMaKOBKM Ans oTOopa AOHOPCKOW KPOBU M (UNn) nnasmMbl KPOBW, BKMKOYas
nHdopmaumio 06 NCMoNb30BaHHbIX pacTBOPaxX aHTUKOArynsiHTOB.

(vactb 15 BBegeHa dPepepanbHbiM 3akoHOM 0T 22.12.2014 N 429-93)

16. KnuHnyeckne ncecnegoBaHns nekapcTBEHHOro npenapaTa Ans MeguuUMHCKOro NpMMEHEHWS B LENsSx ero
rocygapCTBeHHON peructpauny nposoaaTcsa B Poccuiickon ®egepauny B nopsiake, ycTaHOBNEHHOM cTaTbsimu 38 -
44 nactoswero ®egepanbHoro 3akoHa. OT4YeT O NPoOBeAEHHbIX MCCNeaoBaHMAX BKNIOYaeTCs B COCTaB pasgerna
KMMHUYECKOW AOKYMEHTauMn perucTpaumMoHHOro [AoCbe Ha feKkapCTBEHHbIM npenapat Ans  MeauuUMHCKOro
npumMmeHeHus. [ns nekapCcTBeHHbIX MnpenapaToB ANs MEeOULMHCKOTO MNPUMEHEHUS, B OTHOLUEHWW KOTOPbIX B
pe3ynbTate 9aKCnepTuU3bl [AOKYMEHTOB, NpeacTaBfeHHbIX [Ans onpeferneHus BO3MOXHOCTW paccmaTpuBaTb
nekapcTBEHHbIN nNpenapaTt Ang MeauUMHCKOro NpUMEHeHUs B KayecTBe opdaHHOro nekapcTBEHHOro npenapara,
Takasg BO3MOXHOCTb MpuM3HaHa U B OTHOLUEHWWN KOTOPbLIX NPOBEAEeHbl KMNMHUYECKUe uccneoBaHusl, BbliMOMHEHHbIE
3a npegenamu Poccuiickon ®egepauum B COOTBETCTBUM C NpaBunammn Haanexallen nadbopatopHOW MPaKkTUKM m
npasunaMmyM Hagnexalien KrMHUYEeCKOW MNpPaKTUKW, OONyCKaeTcs BKIOYEeHWe B COCTaB pasfena KrMHUYeckomn
OOKYMeHTaumMmM BMECTO OT4yeTa O pe3ynbTaTtax KIMHWYECKUX WCCnedoBaHWi NeKkapCTBEHHOro npenaparta Ans
MEeOULMHCKOrO MpUMEHEHWs, MpoBedeHHbiXx B Poccuickon Pepepauumn, otyeta O pesynbTatax KIMHUYECKUX
nccnenoBaHun, BeIMOSTHEHHBIX 3a npegenamu Poccuinckon denepaumm.

(yacTb 16 BBegeHa dPegepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

17. 3asBuTenb BMApaBe MNPeAcTaBUTb MO COOCTBEHHOW MWHUUMATMBE BMeECTe C 3asiBEHMeM O
rocygapCTBEHHON peructpaumm JieKapCTBEHHOro npenapata Ans MeguuUMHCKOrO MPUMEHEHUST OOKYMEHTH,
noarBepxaatoLime ynnaTty rocygapcTBEHHOM MOLUMNUHBLI U yKa3aHHble B nyHkTe 10 yacTu 2 HacTosdllen ctatbn. B
cny4ae ux HenpeactaBreHns COOTBETCTBYOLMIN YNONTHOMOYEHHbIN cheepanbHbI opraH UCNOMNHUTENBHOW BNacTu
npoBepsieT akT ynnaTbl FOCYAapCTBEHHOW NOLUMMHbI 3asABUTENEM NOCPELACTBOM UCMONb30BaHWA MHopmaumm 06
ynnate rocyaapCTBEHHOW MOWNWMHBLI, codepxallenca B [OcygapcTBEHHOW WHMOPMaUMOHHON cucteme o
rocyfapCTBEHHbIX U MyHULMNAnbHbIX NraTexax, Ha OCHOBaHUWN NpeAcTaBneHHbIX 3asBUTenem Konui JOKYMEHTOB,
noaTBepXKaaloLwmnx ynnaTty rocygapcTBEHHOW NOLUSNHbI.

(vactb 17 BBegeHa PepepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-93)
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18. He pgonyckaeTcs Mcnonb3oBaHMe B KOMMEPYECKMX Lensax nHdopmauum o pesynbrtatax gOKNUMHUYECKNX
nccrnegoBaHU  NeKapCTBEHHbIX CPeACTB U KIUMHWYECKUX WCCMNEeAOBaHWN NeKapCTBEHHbIX MpenapaTtoB  Ans
MeOMLMHCKOrO NPUMEHEHUS, NPeACTaBleHHON 3asBUTENeM Ans rocyfapCTBEHHOW perncrpauumn nekapcTBeHHOro
npenapaTa, 6e3 ero cornacusi B TeYeHWe LEeCTW NeT C AaTbl rocyAapCTBEHHOW perncrpaummn pedepeHTHOro
nekapcTBeHHOro npenapata B Poccuickon degepaumm.

(vacTb 18 BBegeHa deaeparnbHbiM 3akoHOM OT 22.12.2014 N 429-03)

19. [HepxaTtenb wnuM Bnageney, perucTpaumoHHOrO YAOCTOBEPEHUsI NEeKapCTBEHHOrO rMpenapata Ha
BMOTEXHONOTMYECKUI UNN OpdIaHHbIN NeKapCTBEHHbIN NpenapaT obsi3aH NpefoCcTaBNATb Ha BO3ME3OHON OCHOBE
06pasubl pedepeHTHOro fiekapCTBEHHOMO Npenapara 3asBuUTensaM Ans NPoBeAEeHUs KIMHUYECKMX UCCregoBaHNUm.
CtoumocTb o06Opasua pedepeHTHOro neKkapCTBEHHOro mnpenapaTta, BKIMOYEHHOrO B MEepeyYeHb >KU3HEHHO
HEeOBOXOAMMbBIX U BaXKHEWLUMX FeKapCTBEHHbIX MNpenapatoB, He [AOfMKHa npeBbiwaTb 3aperncTpupoBaHHYO
npeaenbHyl0 OTMYCKHYK LUeHY Ha pedepeHTHbI NeKkapCTBEHHbIM npenapaT WM LeHy Ha NeKapCTBEHHbIV
npenapaT B CTpaHe Npou3BOAUTENS.

(vacTb 19 BBegeHa deaepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

20. 3agBneHve O rocygapCTBEHHOW perncrpauuu BOCMPOM3BEOEHHOrO fekapCTBEHHOro npenapaTta Ang
MEOMULMHCKOrO MPUMEHEHNss MOXeT ObITb MOA4AHO B YMOMHOMOYEHHbIN beaepanbHbll OpraH MCMONHUTENbLHON
BMacTu, OCYLLECTBNSOLINA rOCy4apCTBEHHYIO PErMCTPaLMIO NIEKAapCTBEHHbBIX NPenapaToB, MO UCTEYEHUM YeTbIpex
neT C paTel rocyaapCTBEHHOW perncrtpauum pedepeHTHOro nekapcTBeHHOro npenapata B Poccwuiickon
denepaumm.

(yactb 20 BBegeHa dPepepanbHbiM 3aKoHOM 0T 22.12.2014 N 429-93)

21. 3asBneHne O TrOCyAapCTBEHHOW perucTpauum OGuoaHanoroBoro (61Monogo6GHOro) nekapCcTBEHHOTO
npenapaTta (6uoaHanora) MoxeT ObiTb MOAAHO B YMOMHOMOYEHHbLIN deadepanbHbli OpraH WCMOMHUTENBLHON
BMacTu, OCYLLECTBMASIOWMI FOCYAaPCTBEHHYIO PEMMCTPaLMIo NTIeKapCTBEHHbIX NpenapaToB, N0 UCTEYEHUN Tpex neT
C JaTbl rocygapCTBEHHOMW permctpaunm pedepeHTHOro nekapcTBeHHoro npenapara B Poccuiickon ®egepaunn.
(vactb 21 BBegeHa PepepanbHbiM 3akoHOM 0T 22.12.2014 N 429-93)

22. [epxaTenb wunu BriageneL, perucTpauMoHHOro yOOCTOBEPEHMS NEKApCTBEHHOro npenapara
npeacTaBnseT B YNOMHOMOYEHHbIN hefepanbHbli OpraH UCMOMHUTENBHOW BNAcCTW, OCYLLECTBSIOWMA YHKLUN
Mo KOHTPOIIO M HAA30py B cepe 30paBoOOXpaHEHMs, OTHET No pesynbTataM bapmMakoHag3opa OAvH pas B LUECTb
MecsiLleB B TeYeHue [ABYX NeT NOocne rocyAapCTBEHHOW perMctpaumm riekapcTBeHHOro npenapata B Poccuiickon
depnepaumu, exerogHo B TeHeHMe NOCNeayLWNX TPeX NeET U B fanbHeNWwemM oanH pa3s B NSATb NeT.

(vacTb 22 BBegeHa dPeaepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

Cratbsl 19. MNpuHATHE peLLeHns O Bblgaye 3KCNEePTHOMY YUPEXAEHUIO 3ajaHns Ha NpoBeAeHVe SKCNepTU3bl
nekapcTBEHHOro cpeacTaa
(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

1. B TeueHne pecatm paboumx AHEM CO AHA NPUHATUS 3asiBEeHMs O FOCyOapCTBEHHOW perncrpauun
nekapcTBEHHOro npernapaTta COOTBETCTBYIOLMI YNONTHOMOYEHHbLIN hefeparnbHbIi opraH UCNONHUTENBHOW BNacTu
NPOBOAUT MPOBEPKY MOMHOTHLI, AOCTOBEPHOCTU M MPaBUMbHOCTM OMOPMIEHNS MpeaCcTaBfeHHbIX OOKYMEHTOB
perncTpaumoHHOro [0Cbe Ha NeKapCTBEHHbIW npenapaT M MNpUHMMaeT pelleHne O Bblgade 3adaHus Ha
nposefeHue:

1) oaKkcnepTMsbl [JOKYMEHTOB, MNpeacTaBneHHbIX Ang onpeferieHus BO3MOXHOCTM — paccMmaTtpuBaThb
nekapcTBEeHHbIN NpenapaT Ans MegUUUHCKOro NpUMEHEHUS Npy OCYLLECTBMNEHUU rocyaapCTBEHHOW pernctpauumn B
KayecTBe opdaHHOro nekapcTBEHHOro npenapara;

2) 3KCcnepTuM3bl NEeKapCTBEHHOrO CPeAcTBa B YaCTWM IKCMEPTM3bl KayecTBa JEKapCTBEHHOro cpeactea W
9KCMEepTM3bl OTHOLLEHMS OXMOAEMOW MOJb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NeKkapCTBEHHOro npenapara ans
MEeOULMHCKOTO NPUMEHEHNS;

3) aKcnepTuM3bl NEeKapCTBEHHOrO CPeAcTBa B YaCTW IKCMEPTM3bl KayecTBa JEKapCTBEHHOro cpeactea W
9KCNEepTM3bl OTHOLLEHMS OXMAAEMOW NOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NeKapCTBEHHOro npenapaTa Ans
MEOULMHCKOTO MPUMEHEHNS B MOPSAKE YCKOPEHHOW npoueaypbl 3KCMepTu3bl NEeKapCTBEHHbIX CPeAcTB B
COOTBETCTBMM CO CTaTben 26 HacToswero ®eaepanbHOro 3aKoHa;

4) akcnepTunsbl NeKapCTBEHHOIO CpecTBa B OTHOLUEHUW NEeKapCTBEHHOro npenaparta Ans BeTepuHapHOro
NpPUMeEHEHUS.

2. YNONHOMOYeHHbIW beaepanbHbli OpraH UCNONMHUTENBHOW BNacTU yBeOOMMSIET B AMEKTPOHHOW dhopme
nUnmn Ha ByMaxxHOM HOCUTENE 3asBUTENS N SKCTIEPTHOE YYPEXLAEHNE O MPUHSATOM PELUEHUUN O Bblaaye 3afaHui Ha
NpoBEeAEHNE IKCMEPTU3, NPELYCMOTPEHHbIX YacTbio 1 HACTOsLLEN cTaTby, U B Crydae HeOOXOAMMOCTU O Bblaade
paspelieHnss Ha BBO3 B Poccuickylo degepaumio KOHKPETHOM NapTuu, CEepun 3aperncTpupoBaHHbIX U (Unn)
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He3apermcTpMpoBaHHbIX NEKapCTBEHHbIX CPEACTB UNn 06 OTkase B NpoBeAeHMM MpedyCMOTPEHHbIX KCNepTus ¢
YyKasaHueM npuymH Takoro oTkasa.

3. B cnyyae BbiIBNeHWs OTCYTCTBUS WM  HEOOCTOBEPHOCTW uHGOpMauuK, coaepXallenca B
npeacTaBrneHHbIX 3asBUTENeM AOOKYMEHTaX, YNONMHOMOYEHHbIN dedepanbHbI OpraH WUCMNOMHUTENBHOW BRacTu
HanpaBnsieT 3asdABuTEeN0 3anpoc 06 YTOYHEeHMM ITOoW uHdopMauuu (Janee - 3anpoc  YNOSTHOMOYEHHOro
degepanbHOro opraHa WCMNOMHUTENbHOW BMNAacTu), KOTOPbI MOXET OblTb nepegaH  YNnoSIHOMOYEHHOMY
npeacTaBuTeNio 3asiBUTENd NWYHO MOA PacnucKy, HanpasfieH MO MoYTe 3aka3HbiM MUCbMOM MMM nepefaH B
9MNEKTPOHHOW opMe MO TereKOMMYHMKAUMOHHBIM KaHanam cBdA3M. B cnyyae HanpaeneHusa 3amnpoca
YMOJTHOMOYEHHOIO hefepanbHOro opraHa WCMONMHUTENbHOW BIacTU MO MOYTE 3aKa3HbIM MUCbMOM OH CYMTaeTcs
NOMyYeHHbIM MO UCTEYEHWM LLECTM OHEN C AaTbl HanpaBeHMs 3aKas3Horo NUcbMa.

4. 3Bagasutenb o643aH npeactaBuTb OTBET Ha 3anpoc  YNOMHOMOYEHHOro defepanbHOro opraHa
WCNONHUTENBHON BRacTM B CPOK, He MpeBbillalolwmii AeBAHOCTA pabounx gHen co OHA ero nonydeHus. Cpok,
YyKasaHHbIi B YacTu 1 HacTosillen cTaTbu, NPUOCTaHaBNUBAETCH CO [OHA HanpaBfeHus 3asBUTEmNto 3anpoca
YMOMHOMOYEHHOro heaepanbHOro opraHa WUCMNOMHUTENbHOW BNacTu 4O AHS MOMyYeHUS UM COOTBETCTBYHOLLErO
oTBeTa.

5. OcHoBaHMeM [Onis1 OTKa3a B OpraHusaumm 3KCnepTv3, NpPegyCMOTPEHHbIX YacTblo 1 HacToALEN cTaTby,
ABMNsieTCA NpeacTaBneHne HeobxoanmbIx Anst NPoBeaeHNs NPeayCMOTPEHHbBIX 3KCNEPTU3 LOKYMEHTOB B HEMOTHOM
obbeme WnM HenpeacTaBneHUe 3asiBUTENEM B YCTAHOBMEHHbIA CPOK OTBETA Ha 3anpoc YMOSTHOMOYEHHOro
degepanbHOro opraHa WCMONMHUTENbHOW BRNacTh, a TakkKe NpeacTaBreHWe [OOKYMEHTOB, He CoaepXalumx
ncyepnbIBaLLEero nepeyvyHs HeobxoouMbIX CBELEHWN.

CraTtba 20. 3kcnepTusa AOKYMEHTOB, MPEACTaBMEHHbIX ANS onpedeneHus BO3MOXHOCTM paccMaTpvBaTtb
neKapCTBEHHbIV Npenapart Ans MeaMLMHCKOro NpMMEHEHWs NPy OCYLLECTBIEHUN rOCYAapCTBEHHOW perncTpaumm B
kavecTBe opgpaHHOro nekapcTBeHHOro npenapaTta

(B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

1. OkcnepTvM3a [JOKYMEHTOB, MNpeaCTaBNEeHHbIX A  OonpefeneHns BO3MOXHOCTM — paccMmartpuBaTh
neKkapCcTBEHHbIN NpenapaT AN MEAULMHCKOro NPMMEHEHNS NPU OCYLLECTBEHNN rOCYAapCTBEHHOW perncTpaumm B
KayectBe Opd¢aHHOro JIeKAapCTBEHHOrO npenapaTta, COCTaBfiEHWEe KOMWCCUEN JKCNEepPTOB 3aKoYeHUa o
BO3MOXHOCTU MM HEBO3MOXHOCTU paccMaTpuBaTh fIEKAPCTBEHHbIM npenapaTt Ans MeguuMHCKOro NpuMeHeHust
npyv OCYLLECTBNEHNN TFOCYQapCTBEHHOW peructpauuMm B KayecTBe OpdhaHHOro nekapCTBEHHOro npenapaTta u
HanpaBfeHne [OaHHOro 3aknioYeHus B YNONIHOMOYEHHbIN dhefeparnbHbli  OpraH WUCNOMHUTENbHOW BRacTu
OCYLLECTBMAKTCA B CPOK, He MpeBbiawwmi Tpuauatn paboumx [OHEW CO AOHS MONyYeHUsl 3SKCMepTHbIM
yypexageHveMm 3afaHus YnonHOMOYEeHHOro degeparnbHOro opraHa WCMOMHUTENbHOW BMacTM U B 3NIEKTPOHHON
opme nnm Ha ByMaXkHbIX HOCUTENAX HEOOXOAUMbBIX AOKYMEHTOB, YKa3aHHbIX B NyHkTax 1, 2, 5, 6, 10 vactn4 n B
Yyactun 7 ctatbn 18 HacTosiwero ®egepanbHOro 3akoHa.

2. [lokyMeHThI, cogepXallmecs B perucTpaLMoHHOM J0Cbe Ha NIeKapCTBEHHbIV nNpenapart 1 NocTynuBLLME Ha
OyMaXHbIX HOCUTENSAX B SKCMEPTHOE YyYpexAeHWe [Ans OCYLIECTBMEHMS MX SKCMepTu3bl Ans onpeneneHus
BO3MOXHOCTU paccMmaTpuBaTb JIekapCTBEHHbIM npenapaT 4ns MeauumHCKOro NnpuMeHeHns B kadectese opdaHHoro
nekapcTBEHHOro npenapara, nognexar BO3BpaTy B YMNOMHOMOYEHHbIM defeparnbHblii opraH WUCNOMHUTENBHON
BNacTn OQHOBPEMEHHO C 3aKMOYEHUAMM COOTBETCTBYIOLLIUX IKCNEPTUS.

Cratbss 21. PelleHne 0 BO3MOXHOCTU paccMaTpvBaTb NEKapCTBEHHbIA MNpenapat Npu OCYyLeCTBREHUN
rocygapcTBEHHOW perncrpauum B ka4ecTBe opdaHHOro nekapcTBEHHOro npenaparta
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

1. B cpok, He MpeBbIWaWMIA NATM paboymx AHEN CO AHSA MOMYYeHWs 3aKMYeHUs, yKasaHHOro B Yyactu 1
ctatbh 20 HacToswero degepanbHOro 3akoHa, YNONMHOMOYEHHbIV dhefeparbHbii OpraH UCMONHUTENbHON BNacTu
OCYLLLECTBMSAET OLEHKY MOMy4YeHHOro 3akroyeHns Ang onpefereHns ero COOTBETCTBUS 3a[aHuI0 Ha npoBefeHue
COOTBETCTBYIOLLEWN IKCMEPTU3bl U YBEOAOMISET 3asBUTENSA B 3MEKTPOHHOW popMe unm Ha BymakHOM HocuTene o
pe3ynbTatax npoBeAeHHON 3KCMEePTU3bl C MNPUMIOXKEHUEM KOMUM SKCNEPTHOrO 3aKMYeHuss (C CoxpaHeHuem
KOHUAEHUMaNLHOCTN MHGOPMaLMM O COCTaBe 3KCMEPTHOW KOMUCCUM) U O BO3MOXHOCTU UM HEBO3MOXHOCTU
paccmatpuBaTb NeKapCTBEHHbI  npenapaTr Ans  MeOUUMHCKOro  MPUMEHEHUs MNpu  OCYyLeCTBNEeHUU
rocyfapCTBEHHOW perucTpalmm B kayectse opdaHHOro nekapcTBEHHOro npenapara.

2. lpn BblHECEHUN KOMMUCCUEWN IKCMEPTOB 3aKNIOYEHUS O BO3MOXHOCTW paccMaTpuBaTb NeKapCTBEHHbIN
npenapaTt And MeaWLMHCKOro MNpUMEHEHUs MpU OCYLLEeCTBIIEHUU FOCYyNapCTBEHHOW perncrpaumm B KayecTBe
opthaHHOro fiekapCTBEHHOro npenapaTa ynosIHOMOYeHHbIM dhefepanbHbI OpraH UCNOSTHUTENbHOM BNacTu B CPOK,
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"O6 obpalleHun nekapcTBeHHbIX cpeacTs” Oata coxpaHeHusi: 14.09.2016
(c nam. n gon., BCTYN....

He npeBblLaoLWmi NATM paboumx gHEeN Co AHS NONyyYeHWUst JAHHOrO 3aKIYeHWs, MPUHMMAaET peLLeHne O Bblaaye
3afjlaHus Ha NpoBeJeHNe IKCNEPTU3bl KAYeCTBa NEeKapCTBEHHOrO CpeacTBa M SKCNepTu3bl OTHOLLEHUST OXuaaemon
Nnonb3bl K BO3MOXHOMY PUCKY NPUMEHEHWs MNEKapCTBEHHOro npenapata AN MEeOULUHCKOrO MpUMEHEHUs B
nopsiike YCKOPEHHOW npoueaypbl 3KCNepTusbl NEeKapCTBEHHOro cpeacTtBa B COOTBETCTBUM CO cTaTben 26
HacTosilero ®egepanbHOro 3akoHa.

3. B cnyyae npuHATMA pelleHns O HEeBO3MOXHOCTW paccMaTpvBaTb fleKapCTBEHHbIM npenapat Ans
MEOULMHCKOTO MPUMEHEHMS MNpW FOCyOapCTBEHHOW perncrpauum B KayecTBe Op@aHHOro feKkapCTBEHHOrO
npenapaTa YMoONHOMOYEHHbIM deaepanbHbll  OpraH WCMONHUTENbHOW BriacTU  Mpekpawiaet npoueaypy
rocy4apCTBEHHOW permcTpaumm nekapCcTBEHHOro npenapara. 3asBuTens BnpaBe 00paTUTbCS B PErMCTPUPYHOLLNIA
opraH ¢ 3asiBNieHMeM O roCyAapCTBEHHOW permcTpaumm ykasaHHOro fiekapCTBEHHOro npenapaTta B COOTBETCTBUM
co ctatben 18 HacToswero ®eaepansHOro 3akoHa.

CraTbsa 22. YTpaTtuna cuny ¢ 1 nionsa 2015 roga. - degepanbHbiii 3akoH oT 22.12.2014 N 429-03.

Cratba 23. OkcnepTr3a kadecTBa NIEKapCTBEHHOrO CpeacTBa U 3KCNepTM3a OTHOLLEHNST OXXMOAaeMON Nonb3bl
K BO3MOXXHOMY PUCKY MPUMEHEHMS NTIEKapCTBEHHOMO nNpenaparta ans MeguunMHCKOro NnpMMeHeHus
(B pen. PepepanbHoro 3akoHa oT 22.12.2014 N 429-$3)

1. OkcnepTusa kavecTBa J1eKapCTBEHHOrO CPeACTBa WM 3KCMepTM3a OTHOLUEHWS OXMAaemMoW Mofb3bl K
BO3MOXHOMY PWUCKY NMPUMEHEHMS IeKapCTBEHHOro npenapara Ansg MeauUMHCKOro NPUMEHEHUs!, cocTaBneHue
KOMMUCCUAMM 3KCNEPTOB 3aKIMOYEHU NO pesyrbTaTtaM MPOBEAEHHbIX IKCMEPTU3 N HanpaBreHne 3TUX 3akniyYeHun
B YMONTHOMOYEHHbIN (heaepanbHbI OpraH UCMOMHUTENbHOW BNACTU OCYLLECTBNSAIOTCA B CPOK, HE NMPEeBbIAaoLWuii
cTa jgecsatn paboumx OHEW CO [JdHS MOMyYeHUs JKCMEPTHbIM yYpexaeHWeM COOTBETCTBYIOLWEro 3ajaHust
YNOSTHOMOYEHHOro heaeparnbHOro opraHa UCMOMHUTENBHON BNAacTu U HEOBXOOUMBIX JOKYMEHTOB B 3NEKTPOHHOW
dhopme unu Ha ByMaxKHbIX HOCUTENSIX.

2. B TeueHue peBsHOCTA OHEN CO [HSA MOMyYeHMs1 PeELLEeHUs YNONIHOMOYEHHOro dhedepanbHOro opraHa
NCMNOMHUTENbHOW BNacTu O NPOBEAEHMN IKCNepTu3, NpeayCMOTPEHHbIX YacTbio 1 HacTosLen cTaTbu, 3asBUTENb
npeacTaBnseT B 3KCNEPTHOE YyYpexaeHne Ans NPOBEdEeHUs 3KCNepTU3bl KavyecTBa IekapCTBEHHOro cpefcTsa
o6pa3ubl NekapCTBEHHOro npenapata AN MeAWUUHCKOrO MpPUMEHEHWs, NPOU3BEAEHHOro B COOTBETCTBUMM C
TpeboBaHWUAMM OMbITHO-NPOMBILLIEHHOTO U (M) NPOMBILLNIEHHOTO PernaMeHToB, YTBEPXAEHHbIX PyKOBOAMTENEM
NPOM3BOAUTENS NeKapCTBEHHbIX CPeACTB, a TakkKe B COOTBETCTBYIOLUMX cryyasx obpasubl hapmaueBTUYeckomn
cybcTaHuun, TeCT-LUTaMMa MUKPOOPraHU3MOB, KyNbTypbl KNeTOK, 06pasLbl BELWECTB, MPUMEHAEMbIX ANs KOHTPONS
KayecTBa IeKapCTBEHHOro CpeAcTBa MyTEM CPaBHEHUS C HUMW UCCNEedyeMoro neKapCTBEHHOro CpefcTsa, B
KonmyecTBax, HeobxoaumbIX Ansi BOCNPOn3BeeHs METOA0B KOHTPOISA KavyecTsa.

3. Mpwn nonyyeHnn obpasLOB NEKapCTBEHHOrO npenapara u apmaueBTU4ECKON CyOCTaHUMM 3KCNepTHOEe
yypexgeHue BbiAaeT 3asBUTEN0 OOKYMEHT, MOATBEpPXAaloWmi NonyvyeHne ykasaHHbIXx obpasuoB, M B CPOK, He
npesbllaoWwmi Tpex pabounx gHewn, yBeooMmnsieT B 3NEKTPOHHOW hopme unu Ha BymakHOM HocuTene o6 aTom
YMONMHOMOYEHHbIW doefeparnbHbl OpraH UCMOMHUTENbHOW BMNacTu.

4. YKasaHHble B 4acTsax 2 M 3 HaAcTodAwen cTaTbM CPOK Ans NpeAacTaBneHus 3asBuTtenem obpasuoB
neKkapcTBEHHOro npenapaTa 1 hapmaLleBTUYecKon CybCcTaHLMN U CPOK yBEAOMITEHUS IKCMEePTHBIM y4pexaeHnemM
06 3TOM Ha OymaKHOM HocuTene YMONHOMOYEHHOro edepanbHOro opraHa WCMOMHWUTENBbHON BNactu He
BKIIOYAIOTCH B CPOK NPOBEAEHMNSA 3KCMEPTU3, NPEeAYCMOTPEHHBIX YacTbio 1 HacTosALWwen cTaTbu.

5. [IokyMeHTbl, NMOCTYNMBLUNE B 3KCMEPTHOE YyUpexaeHWe ANA MpoBeAeHUs SKCNepTu3, NpeaycMOTPEHHbIX
YacTbto 1 HacTosiwen cTaTbu, NoanexaT BO3BpaTy B YMNOSHOMOYEHHbLIN befepanbHbil opraH UCMONHUTENBHOM
BMacTu OQHOBPEMEHHO C 3aKMOYEHNAMM, NOMYYEHHBIMU MO pe3ynbTaTaM COOTBETCTBYIOLLMX IKCNEPTU3.

CraTbs 24. JkcnepTu3a KayecTBa NleKapCTBEHHOIO CPEACTBA U 3KCMEPTU3a OTHOLLEHWUSI OXMAAEMOM NOMb3bl
K BO3MOXXHOMY PUCKY NMPUMEHEHUS NlekapCTBEHHOMO NpenapaTta Ansi BEeTepUHapHOro NpuMeHeHus

1. 3OKcneptv3a KayecTBa JIEKAPCTBEHHOIO CpeacTBa U 3KCMepTM3a OTHOLLUEHMSI OXMOAeMOW MNonb3bl K
BO3MOXHOMY PMWCKY MPUMEHEHUSI NEKapCTBEHHOIO Npenaparta AN BETEPUHAPHOro MPUMEHEHUS!, COCTaBlleHME
KOMMUCCUAMM IKCMEPTOB 3aKMOYEHUI NO pe3ynbTaTaM yKasaHHbIX 3KCMEPTU3 N HanpaBrieHNe Taknx 3akmnioyYeHun B
YNONTHOMOYEHHbIN heaepanbHbI OpraH UCMONHUTENBLHOW BNACTW OCYLLECTBAAKTCS B CPOK, HE MPEBbILLAILLMIA CTa
OecsaTn paboymx OHEW CO OHSI NOMyYeHUst SKCMEPTHLIM YYpeXaeHNEM 3adaHusl YNONTHOMOYEHHOro doeaeparbHOro
opraHa UCMOSfHUTENBHOW BriacT! C JOKYMEHTaMM, yka3aHHbIMK B YacTtu 3 ctatbn 17 HacTosiwero PepepanbHoro
3aKoHa.

(B peq. PepepanbHbix 3akoHOB 0T 22.10.2014 N 313-93, ot 13.07.2015 N 241-03)
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2. B TeyeHne naTHaguatn paboumx OHEW CO OHSA MOMNyYeHUs1 peLleHUs YNONMHOMOYEHHOro deaepansHoro
opraHa MCMONHUTENbLHOW BNacTy O NPOBEAEHMM yKa3aHHbIX B YacTu 1 HacTodALlen cTaTbu 3KCNepTM3 3asBUTENb
NpeacTaBnseT B 9KCNEPTHOE yypexaeHwe Ans NpoBefeHUs 3KCMepTM3bl KayecTBa feKapCTBEHHOro CpeacTBa
obpasubl nekapcTBEHHOro npenapata Afs BETEPUHAPHOro MpPUMMEHEHMUS, MPOM3BEAEHHOr0 B COOTBETCTBUMU C
TpeboBaHNSIMN TEXHOMNOIMMYECKUX PErfaMeHTOB, YTBEPXOEHHbLIX PYKOBOAMUTENEM NPOU3BOAUTENS FIEKAPCTBEHHbIX
CPeAcCTB, a Takke obpasel papmaueBTUYECKO CyOCTaHLMKN B KONMYecTBax, HEOOXOAMMbBIX A4S BOCNPOU3BEOEHUS
METOOO0B KOHTPOJIS KayecTea.

3. MNMpwn nonyyeHnn obpasLoB fNlEKAapCTBEHHOrO npenapaTta u dapmMaleBTUYECKON CyOCTaHUMM SKCMEepPTHOEe
yypexaeHue BblAaeT 3asBUTENO AOKYMEHT, NMoATBEPXOAloLWMIA MofyYyeHne ykasaHHbIX 006pasuoB, U B CPOK, He
npeBbllaWNA  Tpex paboumx OHeW, yBedoMIiieT B MUCbMeHHoOM ¢opme 06 3TOM  YNOSIHOMOYEHHbIN
deaepanbHbIi opraH UCNOMHUTENBHOW BNACTMW.

4. Cpok onsa npeacTtaeBrneHus 3asButenem obpasuoB NeKkapcTBEHHOro npenapara v dapmMaueBTUYECKON
cybCcTaHUUN 1 CPOK YBEOOMIEHUS SKCNEPTHBIM yypexaeHneMm o6 3TOM B NUCbMEHHOW bopMe YNONMHOMOYEHHOMO
hbenepanbHOro opraHa UCNONHUTENBHON BNACTK, YKa3aHHbIE B YaCTAX 2 U 3 HACTOsILLEN CTaTby, HE BKIOYAOTCA B
CPOK NpOBeAEHUS yKasaHHbIX B YacTu 1 HACTOsLLEN CTaTby AKCNEPTHUS.

5. [IOKyMEHTbI, MOCTYMMBLUME B 3KCMEPTHOE yUpeXaeHe AN NPOBEAEHMS YKa3aHHbIX B YacTu 1 HacTosLewn
cTaTbM 3KCMepTM3, noarnexart BO3BpaTy B YMNONHOMOYEHHLIM diegepanbHbIi opraH MCMNOSHUTENbHOW BRacTu
OAHOBPEMEHHO C 3aKMOYEHUSMN N0 pe3yrbTaTam yKa3aHHbIX 3KCNepTuU3.

CraTbsl 25. [NoBTOpHOE NpoBeAeHNe SKCNEepTM3bl NeKapCTBEHHbIX CPEACTB
(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. B cny4asix HegocTtaTtouyHOM 0BGOCHOBAHHOCTU UM HEMOJSTHOThI 3aKIMOYEHNST KOMUCCUUN SKCMEPTOB, HANU4Yns
B HEM NPOTUBOPEUMBLIX AaHHbIX, (hanbcudpukaunm BbIBOAOB SKCMEPTU3bI JIEKAPCTBEHHOIO CPEACTBA, COKPbITUS OT
YMOMHOMOYEHHOro heepanbHOro opraHa UCNOMHUTENBHOWM BNACTX OCHOBAHWIA AN OTBOAA dKCnepTa BCNneacTaune
€ro 3aMHTEpPEeCOBaHHOCTM B pe3ynbTaTax COOTBETCTBYIOLLEN IKCNEPTU3bl, HanMMuusa AaHHbIX O NpsMoM nnbo
KOCBEHHOM BMeLLaTeNbCTBE B MPOLECC COOTBETCTBYHOLLEN SKCNEPTU3bl MWL, HE YYaCTBYIOLNX B €€ NPOBEAEHWUM,
HO OKa3aBLUMX BIIMSIHWE HA MPOLECC M pe3ynbTaTbl ee NPoBeAeHUs, YNONTHOMOYEHHbIM dedepanbHbiM OpraHoM
NCMNONMHUTENbHOW BacTy Ha3Ha4yaeTcs NMOBTOPHas 3JKCMepTu3a feKkapCTBEHHOrO cpeacTtBa U (Unn) aTudeckas
aKkcnepTu3a.

(B peq. ®enepansHoro 3akoHa ot 22.12.2014 N 429-03)

2. TloBTOopHasi aKcnepTu3a JIEKApPCTBEHHOrO CpeAcTBa MPOBOAMTCA C YYETOM pe3ynbTaToB paHee
NPOBEAEHHOW 3KCMEPTU3bl B CPOK, YCTAHOBIMEHHbIA YNOMHOMOYEHHbIM doefepanbHbiM OpraHoM WCMONTHUTESIBHOWN
BNacTU M He MpesblllaLWwmi Tpuguatn pabounx gHEN co OHSA MOMYyYEHUS 3KCMEPTHbIM YyYpeXaeHNEeM 3a4aHusa Ha
npoBefeHne NOBTOPHOW 3KCNEPTU3bl NIEKAPCTBEHHOTO CpeacTaa.

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

3. ®wuHaHcoBoe obecneyeHne BbINOMHEHMS 3adaHMs  Ha NPOBEAEHME MOBTOPHOW  SKCMEPTU3bI
NeKapCTBEHHOrO CPeACTBa He OCYLLEeCTBSETCS.

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

Cratbs 26. YcKopeHHas npolieaypa aKCnepTu3abl TeKapCTBEHHbIX CpeaCcTB

1. YckopeHHasi npoueaypa 3KCnepTu3bl NeKapCTBEHHbIX CPEeACTB B LensxX rocyAapCTBEHHON perncrpauuu
neKapcTBEHHbIX MpenapaToB NMPUMEHSETCS B OTHOLIEHUW opdaHHbIX NEeKapCTBEHHbIX NpenapaTos, NepBbiX Tpex
neKapCTBEHHbIX MpenapaToB, peructpypyemMblx B Poccuinckor ®Pegepaumm B KayecTBe BOCNPOM3BEAEHHbIX
NeKapCTBEHHbIX MpenapaToB, O4YepefHOCTb KOTOPbIX OnpedensdeTcs B COOTBETCTBUM C HOMEPOM W OaTon
BXOAALUMX 3asBMEHUN O TrOCyAapCTBEHHOW peructpaummM neKkapCTBEHHbIX MpenapaToB B paMkax OAHOro
MEeXOYHapOAHOIO HEeMaTeHTOBAHHOIO HaMMEHOBaHWSA eKapCTBEHHOIO npenapata  Wnu  rpynnmMpoBOYHOIO
HavMeHOBaHWsi NEKapPCTBEHHOIO npenapara, W NleKapCTBEHHbIX MpenapaToB, NpegHas3Ha4YeHHbIX UCKTIYUTENBHO
ONs NPUMEHEHNs1 HECOBEPLLEHHONETHUMIW rpaXkgaHamu.

(B peq. ®PenepanbHbix 3akoHOB 0T 22.12.2014 N 429-®3, ot 13.07.2015 N 241-03)

2. YcKkopeHHas npouefypa 3KCrnepTu3bl NekapCTBEHHbIX CPeCcTB B LeNsAX rocygapCTBEHHOW permcrpauum
NeKapCTBEHHbIX NpenapaToB He NPUMEHSIETCA B OTHOLLEHWUN:

1) GnoaHanoroBbix (6MONOAOOHbLIX) NEKAaPCTBEHHbLIX NpenapaToB (GuoaHanoros);

2) pedepeHTHbIX NekapCTBEHHbIX NPenapaToB (3a UCKNoYeHneM opdaHHbIX NeKapCTBEHHbIX MpenapaToB);

3) BOCMNpon3BeAeHHbIX NeKapCTBEHHbIX MpenapaToB (3@ WCKIOYEHMEM NEPBbIX TPEX PErucTpupyeMbiX B
Poccuickon ®epgepauum B KayecTBe BOCMPOM3BEAEHHbIX JEKAapCTBEHHbIX MpenapaTtoB W feKkapCTBEHHbIX
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npenapaToB, NpegHa3HaYeHHbIX UCKMIOYMTENBHO AN NPUMEHEHUSA HECOBEPLUEHHONETHUMIN rpaXxaaHamu);

4) HOBbIX KOMOMHALWIN 3aperMcTpPMpPOBaHHbIX paHee NekapCTBEHHbIX NpenapaTos;

5) nekapcTBEHHbIX NpenapaToB, 3aperMCTpMPOBaHHbIX paHee, HO NPOU3BEAEHHbIX B APYrMX NeKapCTBEHHbIX
opmax B COOTBETCTBUU C NEPEYHEM HAUMEHOBaHWI NeKapCTBEHHbIX (DOPM 1 B HOBOW JO3UPOBKE.

(vacTb 2 B peq. PepepanbHoro 3akoHa oT 22.12.2014 N 429-93)

3. YckopeHHass npouedypa  9KCNepTu3bl  NIEKAPCTBEHHbIX CPEACTB  MPOBOAUTCS MO PELUEeHUto
COOTBETCTBYHLLENO YNOTHOMOYEHHOro dhedepanbHOro opraHa UCNOMHUTENBbHOW BNAcTU Ha OCHOBaHWM 3asiBMEH NS
3asBUTENs B CPOK, He MpeBbiWAWnUiA BoCbMUAECATU pabounx OHen. [py 3TOM 3KcnepTMsa LOKYMEHTOB,
cofepXaluxcsa B permcTpauuoHHOM AOCbE Ha NleKapCTBEHHbIN npenapar, NPOBOAMTCS B CPOK, HE MPEBbILLAOLNNA
aecsatn paboymx OHeW, aKcnepTm3a KayecTBa JIeKapCTBEHHOrO CpeAcTBa M 9KCMepTu3a OTHOLUEHUS OXuOaeMOoMn
Nonb3bl K BO3MOXHOMY PUCKY NPUMEHEHWs] NEKapCTBEHHOrO npenaparta NpoBOAATCA B CPOK, HE NpeBbiluatoLLni
LwectuaecaTn pabounx gHewn.

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

3.1. B oTHOweHun opdaHHbIX NEeKapCTBEHHbIX MpenapaToB MOryT ObiTb nNpeacTaBneHbl pesynbTaThbl
OOKMMHUYECKNX UCCNeaoBaHUA NEKapCTBEHHbIX CPEACTB WM KIMHWYECKUX WCCMNEeAOBaHUN NeKapCTBEHHbIX
npenapaToB ANns MeOWLMHCKOINO MPUMEHEHMWS, BbIMNOMHEHHbIX 3a npegenamu Poccuinckon depepauun B
COOTBETCTBMU C MpaBuriaMu Hagnexallenh nabopaTopHOW MPaKTMKM U MpaBuiamMu Haganexallen KrMHUYeCcKowm
NPaKTUKW.

(yactb 3.1 BBegeHa PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

4. YckopeHHas npoueaypa 3KCnepTu3bl NIEKapCTBEHHbBIX CPeACTB NMPOBOAUTCA B MOPSAKE, YCTaHOBMEHHOM
ctatbsamn 17 - 20, 23 n 24 Hactosiwero degepasnbHOro 3akoHa, U He O3Ha4yaeT CHUMXeHUst TpebOoBaHWA K
B6es3onacHoOCTH, Ka4yecTBY M IPPEKTUBHOCTM NEKapCTBEHHbIX NpenapaTos.

Cratba 27. PelweHne o0 rocygapCTBEHHON perncTpaunmn nekapcTBeHHOro npenapaTta

1. B cpok, He npeBbIWaoLWmn ecaTn pabounx gHEN CO OHS NONYYEeHUS 3aKMYeHUn KOMUCCHM SKCNEPTOB NO
pe3ynbTataMm 3KCNepTu3bl Ka4eCTBa NEKAPCTBEHHOrO CpeacTBa M 3KCMEPTM3bl OTHOLLEHUSA OXWUOAEMOMW MOnb3bl K
BO3MOXXHOMY  PUCKYy MPUMEHEHMSI  JNIEKapCTBEHHOro npenaparta, COOTBETCTBYWLWMA  YNONIHOMOYEHHbIN
deaepanbHbIi opraH UCNOMHUTENBHOW BNACTU:

(B peq. ®enepansHoro 3akoHa ot 22.12.2014 N 429-03)

1) pasmeLlaeT Ha cBoeM ouumanbHOM canTe B ceTu "MIHTepHeT" COOTBETCTBYIOLLME 3aKIMIOYEHUS KOMUCCUN
3KCMEepTOB M OCYLLECTBASET UX OLEHKY ANS ONpeaeneHnsi COOTBETCTBMS 3aaHNI0 Ha MPOBEAEHNE 3TUX SKCNEPTU3;
(n. 1 B pea. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-93)

2) NpyHMMAaET peLleHne O rocyaapCTBEHHOW perncTpauun nekapCTBEHHOro npenaparta unv ob oTkase B
rocyaapCTBEHHOW perucTpaumm nekapcTBEHHOro npenapara;

3) BHOCUT NpU NPUHATUN pPEeLlEeHMs O rOCYAapCTBEHHON permcTpaummn nekapcTBEHHOro npenapaTa AaHHble O
3aperncTpupoBaHHOM fEeKapCTBEHHOM Mpenaparte, B TOM Yucne o apMaLeBTUYECKON CcybCcTaHLMn, BXOASLWEN B
COCTaB NEKapCTBEHHOrO npenapara, B rocyfapCTBEHHbIA PEECTp fNEKapCTBEHHbIX CPEeACTB M BbiAaeT 3asiBUTENIO
perncTtpaumMoHHoe  yOOCTOBEPEHME  JEKApCTBEHHOro  npenapata, dopma  KOTOpOro  yTBepxaaeTtcsa
YMNONTHOMOYEHHbIM  befepanbHbIM ~ OPraHoOM  WCMOMHUTENbHOW  BNacTW,  COMMAcoBaHHble  HOPMATUBHYIO
OOKYMEHTaLMI0, HOPMAaTMBHBIA OOKYMEHT, MHCTPYKLMIO MO MPUMEHEHUIO NIEKapCTBEHHOrO npenapata M MakeThbl
NepPBUYHON YNaKOBKN U BTOPUYHOM (MOTPEOUTENBCKOW) YNaKoBKN C YKa3aHMEM Ha HUX HOMepa PerncTpaLMoHHOro
YAOCTOBEPEHUST NTEKapCTBEHHONO Npenaparta v gaTbl ero rocyaAapCTBEHHOW perncrpauum Unm B criyyae npuHSaTus
pelleHns 00 OoTka3e B rocygapCTBEHHOMW pervctpaumy NekapCTBEHHOro npenaparta yBeAOMMseT B NMMCbMEHHON
opme 3asBUTENSI 00 3TOM C YKa3aHMEM MPUYMH Takoro oTkasa. 3a Bblgaydy pPerncTpaumoHHOro yAOCTOBEPEHUS
NIeKapCTBEHHOro Mpenapata B3MMaeTCsl TOCyAapCTBEHHAas MoWfvMHa B COOTBETCTBUM C 3aKOHOAATENbCTBOM
Poccuiickon depepaumm o Hanorax n cbopax.

(B pea. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-$3)

2. OcHoBaHMeM [fJfia OTkas3a B rOCYyAapCTBEHHOW peructpauumn JfekapCTBEHHOro mnpenaparta SABnseTcs
peLLleHne COOTBETCTBYIOLLEr0 YMOMHOMOYEHHOrO dedeparnibHOro opraHa WCNOSIHUTENbHOM BNacTu O TOM, YTO
KayecTBO U (MnM) 9SGEKTUBHOCTL PEFMCTPUPYEMOrO JIEKAPCTBEHHOIO Mpenapata He MOATBEPXKAEHbI
NONMy4YeHHbIMU OaHHBIMU UMW YTO PUCK NMPUYUHEHUS] Bpeda 300pPOBbH YEroBeka WM KMBOTHOMO BCeACTBUE
npuema nekapcTBeHHOro npenapara npeBbilaeT 3 HEeKTUBHOCTb €r0 NPUMEHEHNS.

(B peq. ®enepansHoro 3akoHa ot 11.10.2010 N 271-03)

3. [TlloBTopHOE npeacTaBneHne B  COOTBETCTBYHOLIMN  YNOMHOMOYEHHbIM  defeparnbHbid  opraH
NCMNONMHUTENBbHOW BNAacTW NlekapCTBEHHOMO Npenapara, B OTHOLUEHMU KOTOPOro MOJIy4eH OTKa3 B roCyAapCTBEHHOW
perncTpaumm M KOTOPbIA BMOCMNEACTBUM MOABEPrcs U3MEHEHW0 B 4acTM €ro COoCTaBa, paccMaTpuMBaEeTCsl Kak
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npeacTaBrieHne HOBOFO JIEKAPCTBEHHOro npenapata Ha €ero rocygapCTBEHHYHO PErMcTpaumilo He3aBMCMMO OT
COXpaHeHUs ero NepPBNUYHOrO HaMMEHOBaHMS.
(vacTb 3 B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

Cratbss 27.1. Tlopspgok onpegeneHuss B3aMMO3aMEHSEMOCTM  FEKapCTBEHHbIX MpenapaToB  Ans
MEANLMHCKOro NPUMEHEHUS
(BBegeHa deagepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

1. B3anmo3ameHssieMoCTb NnekapcTBEHHbIX npenapaToB Ans MeAUUMHCKOro NMpuUMEHeHusa onpejenseTtcs B
nopsiake, ycraHosneHHom lNpasutensctsoM Poccuickon degepaunm, Ha OCHOBaHUU Cnegyowmux napameTpos:

1) akBuBaneHTHOCTb (Ans GmoaHanoroBbix (6MONogoGHbLIX) NEekapCTBEHHbIX NpenapartoB (buoaHanoros) -
COMOCTaBUMOCTb) KayeCTBEHHbIX W  KOMMYECTBEHHbIX XapaKTepuctuk dapmMaLeBTU4eckux cybcTaHuum
(vcnonb3oBaHMe pasnuUyHbIX cornen, 3UpPOB, KOMMMEKCOB, WU30OMEPOB, KpucTannuMyeckux ¢opm u Opyrux
NPOU3BOAHbLIX OAHOMO U TOrO Xe AENCTBYIOLLEro BELLEeCTBa He ABMSETCS NPenaTCTBUEM AN B3arMO3aMeHAEeMOCTH
NeKapCTBEHHbIX MpenapaToB, €cnvM npu NpoBedeHWM UccnefoBaHus OMO3KBMBANEHTHOCTU FfeKapCTBEHHOMO
npenapaTa unu B Criydae HEBO3MOXHOCTU MPOBEAEHMS 3TOM0 UCCReAOBaHUSA Mpu NMpoBeAeHUU UccnenoBaHus
TepaneBTMYECKOW SKBUBANEHTHOCTM FNeKapCTBEHHOro npenapaTta [oKa3aHo OTCYTCTBUE KIMHUYECKU 3HauYUMMbIX
pasnuunii  bapmakokMHeTukn u  (unu) 6esonacHoctM M 3EEKTMBHOCTM NEKApCTBEHHOIO MpenapaTta Ans
MEeOULMHCKOrO NPUMEHEHNST);

2) 9KBMBANEHTHOCTb Jl€KapCTBEHHOW OPMbl (NMO4 3KBUBANEHTHLIMW NEKAPCTBEHHbIMU  ddopMamMmu
MOHUMAIOTCSI pasHble NeKkapCTBeHHble DOPMbI, UMEIOLLME OAMHAKOBbIE CNOco® BBEAEHUSA M CNOCODO NPUMEHEHMUS,
obragatowme conocTaBUMbIMU (hapMaKOKMHETUYECKMMN XapakTepUCTUKaM1 1 hapMakornormyeckum 4encTBmuem u
obecneuunBaolime Takke OOCTMKEHNE HeobXoauMoro KnmHuyeckoro adpcdekta. Pasnmumns nekapcTtBeHHbIX hopm
He 4BMAOTCA MpensaTcTBMEM ANS  UX  B3aMMO3aMEHSeMOCTW, €eCniM  Mpu  NpoBedeHuMM KCCneaoBaHus
OMO3KBUBANEHTHOCTU FEKapCTBEHHOr0 npenaparta WM B Cry4yae HeBO3MOXHOCTU MpOBedeHUs 3TOoro
nccrnegoBaHus Npy NPoBeAeHUM UCCNeaoBaHMs TepaneBTUYECKON 3KBMBANEHTHOCTU fiekapCTBEHHOro npenapaTta
AOKa3aHO OTCYTCTBUE KIUHWYECKM 3HAYUMbIX pasnuuuin  apmakokmHeTnkn u  (unn) 6HesonacHocTM U
3P PEKTUBHOCTN NIEKAPCTBEHHOMO NpenapaTta Ans MegULMHCKOTO NPUMEHEHUS);

3) 3KBUBANEHTHOCTb WM COMOCTaBMMOCTb COCTaBa BCMOMOraTesibHbIX BELLECTB NIEKApCTBEHHOrO npenapaTa
ONa MeanUMHCKOro NpUMeHeHns (pasnuyns coctaBa BCNoMoraTerbHbIX BELLECTB NekapcTBEHHOro npenapara ans
MEeAMLIMHCKOro NPUMEHEHUS He SABMSI0TCA NPenAaTCTBMEM ANS UX B3aMMO3aMeEHSIEMOCTU, ecnv npu nposeaeHun
nccrnenoBaHust GMO3KBMBANEHTHOCTM NIEKAPCTBEHHONO Npenapara 451 MeAULUMHCKOro NPMMEHEHUS UNn B criyyae
HEBO3MOXHOCTU MNpOBEAEeHUs 3TOro WCCrnefoBaHUA nNpu  NPOBeAEeHUUM UCCredoBaHUs  TepaneBTUYeCcKon
9KBMBANEHTHOCTW NEKapCTBEHHOro npenapara Ans MeaMUUHCKOro NpMMeEHeHNs 4OKa3aHOo OTCYTCTBUE KIMHUYECKN
3HAYMMBbIX PasnuMuni PapmMakoKMHeTUKn n (Mnu) 6esonacHoOCTU u IPPEKTUBHOCTM MNEKapCTBEHHOMO npenapaTta
AN MeAMLUHCKOro npumeHeHus. [Npy aToM pasnnyusa coctaBa BCroMoraTerbHbIX BELLECTB HEe JOIMKHbI NMPUBOANTb
K PUCKY BO3HUKHOBEHMSI CEPbE3HbIX HeXenaTernbHbIX peakuui y oTAernbHbIX Fpynmn NauueHToB WU MOBbILLIEHUS
YaCTOTbl UX BO3HWUKHOBEHMS);

4) npeHTUYHOCTb cnocoba BBEAEHUS N MPUMEHEHUS;

5) oTCyTCTBUE KIMHUYECKU 3HAYMMbIX Pas3nuyuMin nNpu MpPOBELEHUN WCCeoBaHWsi OMO3KBMBANIEHTHOCTU
nekapcTBEHHOro npenapata WnNu B Criy4ae HEBO3MOXHOCTM MNpPOBEAEeHUs 3TOro WccrnedoBaHWs OTCYTCTBUE
KMMHUYECKN 3HAYUMBbIX pasnmunii nokasatenen 6e3onacHoOCTU 1 3pPEKTUBHOCTU NTIEKAPCTBEHHOIO NpenapaTa npu
nposBefeHun uccnefoBaHnss TepaneBTUYECKOW SKBMBANEHTHOCTU. [aHHblii napameTp He npumeHsdeTcd B
OTHOLLEHMM BOCMNPOU3BEAEHHbIX NEeKapCTBEHHbIX MNpenapaToB, ykasaHHbIX B 4Yactu 10 ctatbm 18 HacToswero
depepanbHoro 3akoHa. B oTHoweHun 6GuoaHanoroBbix (OMONOAOOHBIX) NEKAPCTBEHHbIX MpenapaToB
(boaHanoroB) AaHHble 06 OTCYTCTBUM KIMHUYECKM 3HAYMMbIX pasnuyun GesonacHocTv, 3PdEKTUBHOCTM U
WMMYHOTE€HHOCTW JIeKapCTBEHHOro npenapata Mo pesynbTaTtaMm npoBedeHUs KIMHUYECKUX WCCneaoBaHun
NpegocTaBnsalTCH B MOPSAKE, YCTAHOBIEHHOM HACTOSILLEN YaCTbIO;

6) cooTBeTCTBME  MpPOU3BOOAUTENS  FIEKAPCTBEHHOrO  cpedcTBa  TpeboBaHMAM  Haanexaliew
NPOn3BOACTBEHHOW MPAKTUKU.

2. CpaBHeHne napameTpoB perncTpupyemMblix feKkapCTBEHHbIX npenapaTtoB AN MeAULMHCKOro NpyMeHeHUs
OCYLLLECTBMSAETCH KOMMUCCUEN SKCNEepPTOB 3JKCMEPTHOrO YyypexaeHus npu MpoBedeHUN IKCNepTUsbl Takux
nekapcTBEHHbIX MpenapaToB B Mpouecce WX rocygapCcTBEHHOM peructpauun. BbiBOAbl 3KCNepToB O
B3aMMO3aMeHAEeMOCTM WNW  HEeB3aMMO3aMeEHSIEMOCTU  NeKapCTBEHHbIX npenapatoB Ans  MeOULUHCKOro
NpUMeEHeHUs1, caenaHHble B pesynbTaTe 3TOro CpaBHEHWsi, OPOPMASIOTCA B BUAE NPUNOXKEHUS K 3aKIOYEHUIo
3KcnepToB Mo opme, YTBEPKAEHHOW YNONHOMOYEHHbIM heepanbHbiM OpraHoM UCMONHUTENBHON BNACTuU.

3. lNMonoxeHna HacTosiLLen cTaTbW HE PacnpoCTPaHATCA Ha pedepeHTHbIe NeKapCTBEHHbIE MpenaparTsl,
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neKkapcTBEHHbIE pacTUTeNbHble MNpenapaTtbl, roOMeonaTudeckne nekapCTBEeHHble npenapaTbl U NeKapCTBEHHbIE
npenapaTbl, KOTOpble pa3pelleHbl Ang MeauuMHCKOro npumeHeHus B Poccuiickon ®epepaunn 6onee gsaauatu
neT U B OTHOLUEHNN KOTOPbIX HEBO3MOXHO NPOBEAEeHMEe UccneoBaHus nx GUoaKBNBaANEHTHOCTU.

Cratbs 28. PernctpaunoHHoe yooCTOBEPEHUNE NIEKaPCTBEHHOO Npenapara

1. PeructpaumoHHOe yOOCTOBEpPEHUE NEKApPCTBEHHOro npernaparta C yKasaHWeM JeKkapCTBEHHbIX hOpM U
OO03MPOBOK BbladaeTcs 0eccpoyHo, 3a WCKMYEHUEM PErMCTPALMOHHOIO YOOCTOBEPEHUS FeKapCTBEHHOrO
npenapaTa, BbldaBaeMOro CO CPOKOM [OENCTBMS MATb IeT, Ha BMepBble perncrpupyembie B Poccuickon
denepaumun nekapcTBeHHbIE NpenapaTbl.

2. o ncrevyeHun ykaszaHHOro B Yyactu 1 HacTosLLen cTaTbM CpoKa BblaaeTcst 6eccpoyHoe perncTpaumoHHoe
yOOCTOBEPEHME NeKapCTBEHHOMO Npenapara npu ycnosuv NOATBEPXAEHNS €ro rocyAapCTBEHHON perncrpaumm.

3. B cnyyae BHeceHus B cooTBeTCTBUM cO cTaTbammn 30 u 31 HacToswero PegepanbHOro 3akoHa N3MeHeHUM
B cofepxalmecs B permcTpauumoHHOM OOCbe Ha 3aperMcTpuMpoBaHHbIN NEeKapCTBEHHbLIN npenapaTt OOKYMEHTHI,
3aTparMBaloLnX CBEOEHUS, OTPaXKEHHble B PErmcTpauuoHHOM YOOCTOBEPEHUM FEKApPCTBEHHOro npenaparta,
YNONHOMOYEHHbIN  (befepanbHbid  OpraH  UCMONMHUTENbHOMW  BNacTv  BblAAeT HOBOE  PErmcTpaumoHHOe
yAOCTOBEPEHNE NeKapCTBEHHOIO Npenapara, coaepXallee BHECEHHbIE B HEMO N3MEHEHNS.

(yactb 3 BBeaeHa PeaepanbHbiM 3aKoHOM OT 22.12.2014 N 429-$3)

4. B cnyyae yTpaTbl UNW NOBPEXAEHUSA PEMMCTPaALMOHHOIO YAOCTOBEPEHUSA NEKAPCTBEHHOrO npenaparta no
3asBMEHNI0O B MUCbMEHHOW dpopMe JepxaTtens WM  Bragenbla pPerncrpauuoHHOro  yooCTOBEpeHMs
NeKapCcTBEHHOrO npenapaTa MNM YNofIHOMOYEHHOrO MMW OPYroro HpWAMYECKOro Nnuua o Bblgade Aybnukata
pPErncTpaumnoHHOro YOOCTOBEPEHUA JEeKapCTBEHHOro mnpenapaTta  YNONIHOMOYEHHbIN  dheaepanbHbIl - OpraH
WCNONMHUTENBHON BRAacTM B CPOK, HE MPEBbILAWNA OeCATM paboynx OHEW CO OHA MOCTYMMEeHUs 3asiBNeHus,
BblgaeT Aybnukat perucTtpauMoHHOrO YOOCTOBEPEHUs] FEKapCTBEHHOro npenaparta. 3a Bblgadyy aybnuvkarta
PErncTpaumnoHHOro YAOCTOBEPEHUSA NEKapCTBEHHOro rpenapaTta B3MMaeTCs rocyaapCTBEHHasd MownvHa B
COOTBETCTBMU C 3akoHodaTenscTBOM Poccuiickon Pegepaumm o Hanorax n cbéopax.

(4acTb 4 BBegeHa PeaepanbHbiM 3aKoHOM OT 22.12.2014 N 429-$3)

KoHcynbTaHTlMoc: npumeyaHue.
B cootBeTcTBUMN C PefepanbHbiM 3akoHOM OT 22.12.2014 N 429-03 c 1 aHBaps 2017 roga ctatbs 29 6yget
N3noxeHa B HOBOW peaaKLmu.

Cratbs 29. MNMoateepxaeHWe rocyaapcTBEHHON perucTpaummn nekapcTBEHHOTO Npenapara

1. lMoaTteepxaeHWe rocygapCTBEHHOM peructpauvuM NekapCTBEHHOro npenapaTta OCYyLWecTBAseTcs npu
Bblgavye 0ecCpOYHOro perncTpauuoHHOrO YOOCTOBEPEHMS FEKAPCTBEHHOrO Mpenaparta B clyvae, yka3aHHOM B
yacTtu 2 ctatbmn 28 HacToswero dPefepanbHOro 3akoHa, B CPOK, He MpeBbIlalWmin AeBaHOCTa paboyumx aHen co
OHA  NoJlydeHUss COOTBETCTBYIOLUMM  YMOMHOMOYEHHbIM bedepasibHbIM  OpraHoM UCMOMHUTESNTbHOW BracTu
3asBrneHns O NOATBEPXAEHUU rocygapCTBEHHOM perucTpauumn fiekapcTBEHHOro npenaparta gnsg MeguumHCKOro
NpMMeHeHus1, 0POPMIIEHHOro B COOTBETCTBMM C YacTbio 2 ctaTbn 18 HacTtoswero ®egepanbHOro 3akoHa, nnbo
3asBreHns 0 NoaTBepXAeHUN rocygapCTBEHHOW pernctpaumm nekapcTBeHHOro npenaparta gns BeTepuHapHOro
NpUMeHeHUs, 0POPMINEHHOr0 B COOTBETCTBUMN C YacTbio 2 cTaTbk 17 HacToswero ®egepansHOro 3akoHa.

(B peq. ®enepansHoro 3akoHa ot 13.07.2015 N 241-03)

2. lNoaTtBepxaeHne rocydapCTBEHHOW perncrpaumm nekapCTBEHHOro mnpenapaTta OcCyLecTBNgeTcs Mo
pe3ynbTataM 3KCNepTU3bl OTHOLLUEHUSA OXWOAeMOW MONb3bl K BO3MOXHOMY PUCKY NPUMEHEHWS NekapCcTBEHHOro
npenapaTta, a TakKkKe 9KCMepTU3bl KayecTBa feKkapCTBEHHOro cpeacTsa, MNPOBOAUMMON B Criydyae BHeCeHUsi
NU3MEHEHNI B HOPMATUBHYIO JOKYMEHTALMIO UMM HOPMATUBHbLIA JOKYMEHT.

(vacTb 2 B peg. PepepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3. K 3aaBneHuio 0 noaTBEpPXAEHWW FOCyAapCTBEHHOM peructpaummn nekapcTBEHHOro npenapaTta Ans
MeANLUHCKOro NpPUMEHEHUA NpunararTca AOKYMEHT, NoATBepXaalowmin ynnaTy rocyaapCTBEHHOW MOLUMWHBI 3a
noaTBepXXAeHne rocyfapCTBEHHOW perncTpauumn rnekapcTBEeHHOro npenapaTta ans MeauuuHCKOro npuMeHeHus,
OOKYMEHT, coepxaluni pesynbTaTbl MOHMTOPUHIa 6e30nacHOCTU NeKapCTBEHHOrO npenapara Ans MeavuuHCKOro
npuMeHeHus, NpPoOBOAMMOro 3asBuTernem, no ¢opme, yCTaHOBMNEHHOW COOTBETCTBYIOLMM YMNOMHOMOYEHHbLIM
hbenepanbHbIM OpraHOM UCMONHUTENBHOW BNacTu, JOKYMEHT, NepeBeeHHbIN Ha PYCCKUA A3bIK, MOATBEPXAatoLLNiA
COOTBETCTBME NPOU3BOAUTENS NIEKAPCTBEHHOIO Npenapara 4518 MeAULUMHCKOro NpUMeHeHnst TpeboBaHUAM NpaBun
Hagnexallenm npou3BOACTBEHHOW MNPaKTUKW, BblOAHHbLIA KOMMETEHTHbIM OpraHoM CTpaHbl Mpou3BOAUTENS
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NeKkapcTBEHHOro npenapata Ans MeOULUHCKOrO MNPUMEHEHMS UM 3aBEpPeHHbId B YCTAHOBMEHHOM MOpsiaKe,
OOKYMEHT, NepeBedeHHbI  Ha  pYCCKUN  £3blK, NOATBEPXAAKOLWMN  COOTBETCTBME  NPOU3BOAUTENS
hapmaueBTMyeckon cybcTaHuum TpeboBaHMAM MpaBun Hagnexallen npou3BOACTBEHHOW NPaKTWMKKU, BblAaHHbLIN
KOMMNETEHTHbIM  OpraHoM CTpaHbl npou3BoauTens  apmaueBTUHECKOM  CyOCTaHUUK, 3aBEPEHHbIN B
YCTaHOBMEHHOM MOpPSiAKE M COAEepXalui HavMMeHoBaHWe dapmaueBTUYeCcKOn cybcTaHuum (MexgyHapogHoe
HenaTeHTOBaHHOE WM XMMWYECKOE M TOProBoe HaUMEHOBaHWS), HaMMEHOBaHWe W aapec npousBoauTens
hapmaLeBTM4ECKON CybCTaHLMKM, CPOK roAHOCTM hapMaueBTUYECKon cybcTaHumun.,

(vacTb 3 B peq. PegepanbHoro 3akoHa ot 29.12.2015 N 389-03)

3.1. K 3aaBneHu0 o noaTBepXOEeHUU TrOCyAapCTBEHHOW perucTpauuy NekapcTBEHHOro npenapata Aans
BETEPVHAPHOIO NMPUMEHEHWS NpUNaralTCcs AOKYMEHT, NMOATBEMKAAIOWMN ynnaTy rocygapCTBEHHOM MOLUMMHbBI 3a
noaTBEPXKAEHME roCcyAapCTBEHHON perncTpaumm nekapcTBEHHOro npenapara Ang BETEPUHAPHOro NpUMEHeHNus,
OOKYMEHT, coAepXallimn pesynbTaTbl MOHUTOPUHra Ge30nacHOCTU MeKkapCTBEHHOro npenapara, NpoOBOAMMOro
3asButeneMm, no ¢opme, YCTAHOBMEHHOW COOTBETCTBYIOLLMM YMNOMHOMOYEHHbIM deaepanbHbiM — OpraHoMm
NCMNOMHUTENbHOW BNacTu, a Takke AOKYMEHTbl, yKasaHHble B nyHkTe 1 u nognyHkrtax "a", "6", "k", "n" nyHkra 4
Yyactu 3 ctatbn 17 HacTosiwero ®egepanbHOro 3akoHa.

(vactb 3.1 BBegeHa PepepanbHbiM 3akoHOM OT 13.07.2015 N 241-93)

3.2. HopmaTtmBHas OOKYMEHTauusi WM HOPMAaTMBHBLIN OOKYMEHT, MPOEKT WMHCTPYKUUW MO MPUMEHEHUIO
NeKapCcTBEHHOrO npenapaTa, NPoeKTbl MaKeTOB MEPBUYHON YMaKoBKM M BTOPUYHOW (NOTPEOUTENLCKOM) YNakoBKU
NeKapCcTBEHHOrO npenaparta npunaralvTcs K 3asiBMEHU0 O MOATBEPXAEHUM TFOCYyAapCTBEHHOW perncrpauum
NeKapCTBEHHOTO Nnpenaparta BHOBb TOMbKO B CIiy4Yae, eCfu B HUX BHOCATCHA M3MEHEHUS.

(yactb 3.2 BBegeHa PepepanbHbiM 3akoHOM OT 13.07.2015 N 241-03)

4. B TeyeHvne pecatn paboumx OHEW CO AHS MPUHATUA 3asdBneHMs O MOATBEPXKAEHMU FOCYySapPCTBEHHOMN
perncTpaumm nekapCcTBEHHOro npenapata M HeobXxOAMMbIX OOKYMEHTOB COOTBETCTBYHOLLMN YNONHOMOYEHHbIN
hbenepanbHbIN OpraH UCMOMHUTENBHOW BNACTU:

1) npoBogMT NpPOBEpPKYy MNOMHOTbBI WU [OCTOBEPHOCTU CBEAEHWIN, COAEPXallMXCA B NpeacTaBreHHbIX
3aaBuUTENEM MaTepuanax;

2) npuHMMaeT pelleHne O nposedeHun unu ob oTkase B NPOBEAEHUM SKCNEepTM3bl OTHOLIEHMS OXMOaemMon
nonb3bl K BO3MOXHOMY PWCKY MPUMEHEHUSI NeKapCTBEHHOrO MpenapaTta, a Takke 3KCnepTu3bl kadecTBa
NeKapCTBEHHOIO CPeAcTBa, NPOBOAMMOW B Cllydae BHECEHMSI U3MEHEHWA B HOPMATWMBHYHO OOKYMEHTaLMIO Unu
HOPMaTUBHbIV AOKYMEHT;

(n. 2 B pea. ®epepanbHoro 3akoHa o1 29.11.2010 N 313-93)

3) yBegoMnsAeT B NMUCbMEHHOW DOPMe 3assBUTENS O MPUHATOM PELUEHUN UMW B Cry4vae MPUHSTUSA peLLeHs
06 oTKa3e B NpOBEAEHUN IKCMEPTU3bI C YKa3aHMEM NPUYUH TaKOro oTkasa.

4.1. B cnyyae BbISIBIEHNS HEOOCTOBEPHOCTU CBEOEHWUN, COOEpXalLMXCA B MPeACTaBfEeHHbIX 3asBUTENEM
MaTepmnanax, ynonHoMoYeHHbIn beaepanbHbli opraH UCMONMHUTENBbHOW BRacTW HanpasnseT 3asBuUTEnNto 3anpoc
00 yTOYHEeHUMN ykal3aHHbIX cBedeHuh. [JaHHbIA 3anpoc MoXeT ObiTb nepenaH yrnorHOMOYEHHOMY NpeacTaBUTENO
3aaBUTENS MUYHO MO PACNUCKy, HaANpPaBreH Mo NoYTe 3aka3HbIM MMCbMOM UIKM NepefaH B 3NIEKTPOHHON dhopme
Nno TENeKOMMYHUKaLUMOHHbIM KaHanam cBs3uM. B cnydyae HanpaBneHusi 4aHHOro 3anpoca Mo noyTe 3akasHbIM
MMCbMOM OH CYUTAETCS NOSTYYEHHbIM MO UCTEYEHMM LLECTU OHEN C AaTbl HAaNpaBrieHUs 3aKa3HOro NUCbma.

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

4.2. 3asgBuTtens o06s13aH npeacTaBMTb OTBET Ha 3anpoc  YMONTHOMOYEHHOro dhefepasnibHOro opraHa
NCMONMHUTENBHOW BnacTM B CPOK, HE MNpeBblIalWUin AeBAHOCTA paboynmx OHEW CO OHA MOMNyYeHUs AaHHOro
3anpoca. CpokK, yka3aHHbI B 4acTu 4 HACTOsILLEN CTaTbW, MPUOCTAHABNMBAETCS CO OHA HanNpaBneHUs 3asiBUTENHO
3anpoca YnosIHOMOYEHHOro dhedeparnbHOro opraHa MCMOMHUTENBHOW BRAcTU OO0 OHA MOMyYeHWs UM OTBeTa Ha
OaHHBIN 3anpoc U He Y4YUTbIBAETCS MPU UCYUCIIEHMU CPOKa MOATBEPXKOEHUS TFOCYOAPCTBEHHOW perncrpauum
nekapCTBEHHOroO npenapara.

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

5. OcHoBaHveM [nis OTKas3a B MPOBELEHUN IKCMEPTM3bl OTHOLLUEHUS OXMOAEMOM MOMb3bl K BO3MOXHOMY
PUCKY MNPUMEHEHUSI FEKApPCTBEHHOro npenapata W (MnM) 3SKCnepTusbl KavyecTBa JIEKApPCTBEHHOrO cpeacTsa
SIBNSAETCA npeacTaBfieHne OOKYMEHTOB, YKa3aHHbIX B 4yacTax 1 M 3 HacTosilen cTaTbM, B HEMOJSIHOM ob0beme,
HenpeacTaBneHne 3asiBUTENEM B YCTAHOBIIEHHbIN CPOK OTBETA Ha ykas3aHHbI B 4acTu 4.1 HacTosien cratbu
3anpoc  YrNorHOMOYEHHOro dedepanbHOro opraHa MWCMOMHUTENBHOW BNactu, a Takke OTCYTCTBME B
NpeacTaBrneHHbIX AOKYMEHTaxX MCHEPNbIBAOLWLMX CBEAEHWIN, KOTOPbIE AOMKHbI OblTb OTPaXEHbI B HUX.

(B peq. ®enepanbHbix 3akoHOB OoT 29.11.2010 N 313-®3, ot 25.11.2013 N 317-03)

6. OKcnepTusa OTHOLIEHUS OXWOAEMOW MOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS FNEKapCTBEHHOMO
npenapaTa u (Mnun) aKcnepTn3a KavecTBa NeKapCTBEHHOIO CPeACTBa B LIENAX NOATBEPXOEHMS rocynapCTBEHHON
perncTpaumm rekapcTBEHHOro npenapaTta MnpoBOAATCA Ha OCHOBAHUM [OOKYMEHTOB, YKa3aHHbIX B 4actu 3
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HacTodAWen cTaTbW, B MOpsiAKe, YCTAHOBMEHHOM Yactamum 5 - 8 cratbum 23 u ctatben 24 HaCTOsLWEro
degeparnbHOro 3akoHa.
(vacTb 6 B peq. PepepanbHoro 3akoHa ot 29.11.2010 N 313-03)

7. B nepvoa npoBegeHusa npoueaypbl NOATBEPXKAEHWS rOCYyAAapPCTBEHHOW peructpauumn nekapCTBEHHOro
npenapaTta ero rpaxxgaHckuim 06opoT ocyLlecTBnsAeTcs Ha Tepputopumn Poccuiickon Peagepaumn.

8. OcHoBaHMeM Onis OTKasa B NOATBEPXKOEHUM rOCYy4apCTBEHHOM perncTpaunmn nekapcTBEHHOro npenapara
SIBNSETCH peLleHne COOTBETCTBYHOLLENO YNOSIHOMOYEHHOrO doeeparnbHOro opraHa UCNOSTHUTENBHOW BNAacTU O TOM,
YTO KayecTBO U (Mnn) 3dpPEKTUBHOCTL NIEKAPCTBEHHOIO Npenaparta He MOATBEPXAEeHbl NMOJNTyYEeHHbIMU AaHHbIMU
WKW YTO PUCK MPUYMHEHMS Bpeda 3[40POBbH YerioBeka WM XXMBOTHOrO BCREACTBME MpUEMa NeKapCTBEHHOro
npenapaTa npeBblwaeT 3PAEKTUBHOCTb €ro NPUMEHEHMS.

(vacTb 8 BBegeHa denepanbHbiM 3akoHOM OT 22.10.2014 N 313-03)

KoHcynbTaHTlntoC: npumeyaHue.

Hepxatenun unu Bnagernblbl PermcTpaunoHHbIX YOOCTOBEPEHUI NEKAPCTBEHHbIX NpenapaTtoB MOryT nogaTb
3asBneHnst 06 onpeaeneHnn B3aMMo3aMeHSIEMOCTM NNEKAPCTBEHHbIX NpenapaToB A1 MEAULNHCKOrO NpUMeHeHNs
B nopsake, yctaHoBneHHoM ctaTteen 30 (B pen. ot 22.12.2014), go 31 gekabpsa 2016 roga (PeneparnbHbIn 3aKOH
0T 22.12.2014 N 429-93).

Cratba 30. BHeceHue wu3MeHeHWA B [OKYMEHTbI, cogepxalwmecss B pPerncTpaumoHHOM [OCbe Ha
3aperncTpupoBaHHbIV NTeKapCTBEHHbIN NpenapaT Ans MeAULUHCKOro MPUMeEHeHUs

KoHcynbTaHTlIntoc: npumevanune.
B cootBeTcTBUM ¢ DepepanbHbiM 3akoHOM OT 22.12.2014 N 429-03 ¢ 1 aHBapsa 2017 roga yactb 1 ctatbu
30 BygeT n3noxeHa B HOBOW pedakuuu.

1. B uensx BHeCeHMA W3MEHEHMN B [OKYMEHTbl, coAepxalimecs B pPermcTpauMoHHOM [JOCbe Ha
3aperncTpupoBaHHbIA NEeKapCTBEHHbLIN nNpenapaTt Ans MeAMLUHCKOro NpUMEHeHWs, 3asBuTenb NpeacTaBnsieT B
YMONMHOMOYEHHbIN dhefepanbHbI OpraH UCMOSTHUTENbHOW BriacTu 3asiBrieHMe O BHECEHMU TakuX U3MEHEHMUIN Mo
dopme, yCTaHOBNEHHOW YMNOMHOMOYEHHbIM dpefeparnbHbiM OpraHoM UCMONHUTENBHOW BNACTU, U NPUMNOXEHHbIE K
HeMy M3MEHEHWs1 B yKasaHHble OOKYMEHTbl, a Takke AOKYMEHTbl, MoATBepKaaLwme HeobxogumocTb BHECEHUS
Taknx w3MeHeHun. [pvHATME peleHns O BHECEeHWM TaKuX W3MEeHeHWA unmM 06 OTKase B WX BHECEHUM
OCYLLECTBMNAETCA B CPOK, HE NpEeBbiWaWnin geBaHOCTa pabounx OHeW CO AHA MPUHATUS YNONMHOMOYEHHbBIM
dhbegepanbHbIM OpraHoOM UCMONHUTENBHOW BNAcTU 3asBlEHUSA O BHECEHMUN TakUX N3MEHEHUI.

2. JKcnepTum3a NekapCTBEHHbLIX CPEACTB B YacTU 3KCMEepPTU3bl KayecTBa fekapCTBEHHOro cpeacTtsa u (Mnum)
3KCNepTU3bl OTHOLLEHNS OXMAAEMOW MOMb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUS fleKapCTBEHHOro npenapara ans
MEeOMLMHCKOrO MPUMEHEHUSA MPOBOAUTCA B Crydae BHECEHWs W3MEHEHUMW B [JOKYMEHTbI, cofepxalumecs B
perncTpaumMoHHOM J0Cbe Ha 3aperncTpupoBaHHbIN fleKapCTBEHHbIV Npenapart, B OTHOLLEHWN:

1) cBeAeHWi, ykazaHHbIX B MHCTPYKLUW NO MEOULIMHCKOMY NMPUMEHEHMIO NNeKapCTBEHHOro npenapara:

a) nekapcTBeHHas opma C yKasaHMeM HauMeHOBaHW U KONMYECTBEHHOMO COoCTaBa AEeNCTBYIOLMX BELLECTB
M KayeCTBEHHOro CcocTaBa BCMOMOraTenbHbIX BelecTB (NpM HeobXoOuMOCTW KOMMYECTBEHHOrO COCTaBa
BCMOMOraTernbHbIX BELLECTB);

0) dapmakogmHammka n dapMakokuHeTuKa (3a WCKMoYeHneM apMaKkoKMHETUKM romeonaTUyYecKmx
neKapCTBEHHbIX MpenapaToB U pacTUTENbHbIX NEKapCTBEHHbIX MpenapaToB);

B) NokasaHus Ansi NpUMMeEHeHNs;

r) NPOTMBONOKa3aHWs AN NPUMEHEHUS;

A) Mepbl NPefOCTOPOXHOCTU MPU MPUMEHEHNU;

€) yKasaHue BO3MOXHOCTM U 0CODEHHOCTEN MPUMEHEHWS feKapCTBEHHOro npenapata Ansg MeauuMHCKOro
npuMeHeHns 6epeMeHHbIMMN XeHLLUMHaMU, XEHLMHaMK B Nepuog rpyaHoOro BCKapMnvMBaHus, AeTbMu, B3pOCTbIMM,
NMEIOLLIMMUN XPOHUYECKNe 3aboneBaHuns;

X) PpeXum [O03MpOBaHWUsi, cnocobbl BBeOEHUS W MNPUMEHeHusi, Npu HeobxoAMMOCTU Bpemsi npuema
neKapCcTBEHHOro npenapara, NpoAoIPKUTENbHOCTL JIeYeHUs, B TOM YMCrie Y AeTel A0 U Nocre OOHOro roaa;

3) BO3MOXHble MOOOYHbIE AEWCTBUS W HeXenaTeNnbHble peakuun npu MNPUMEHEHWM NeKapCTBEHHOMO
npenaparTa;

1) CMMNTOMbI Nepefo3NPOBKM, MEPbI MO OKa3aHWo NOMOLLM NpU Nepeao3npPOBKE;
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K) B3aumoaencTeme ¢ ApyrumMmm nekapcTBEHHbIMUM NpenapaTamMum u (Mnu) NULLEBLIMU NPOAYKTaMU;

n) opmMbl BbiMyCKa NeKapCTBEHHOrO Npenapara;

M) ykasaHue (npy HeobXoaMMOCTU) OCOBEHHOCTEW AEWCTBUS MEKapCTBEHHOro npenapaTta npu nepBoMm
npueme nnu npu ero OTMeHe;

H) CBeOeHWs] O BO3MOXHOM BIWSIHUM JIEKapCTBEHHOrO npenapaTta Ans MEOMLMHCKOro NpUMEHEHWUs Ha
CNocobHOCTb yNpaBnsaTb TPAHCMOPTHLIMU CPEACTBAMU, MEXaHMU3MaMU;

0) CPOK FOAHOCTM M yKasaHue Ha 3anpeT NPUMMEHEHWS JNIEeKapCTBEHHOro npenapara Nno UCTeYeHUM Cpoka
rogHocCTy;

n) yCNOBWUsi XpaHEHUS;

p) yCrnoBus OTMNycKa;

2) cocTaBa nekapcTBEHHOro npenapara Anst MeANLMHCKOro NpUMeHeHs;

3) nsmeHeHns MecTa NPOU3BOACTBA NeKapCTBEHHOro npenapaTta Ans MeguLUMHCKOro NpUMEHEHNS;

4) n3ameHeHns NokasaTenen kadecTBa NnekapCTBEHHOro npenaparta Ans MeauMUMHCKOro NnpuMeHeHus 1 (unu)
METOOO0B KOHTPONSA KayecTBa NekapCTBEHHOro npenapaTa Ans MeAULMHCKOro NPUMEHEHMS;

5) nameHeHns cpoka rogHOCTV NEKapCTBEHHOrO npenapara Anst MEAULMHCKOro NPUMEHEHNS;

6) cBegeHMn 0 HEOBXOAMMOCTN BHECEHUS MHBIX U3MEHEHMIN B MHCTPYKLMIO MO MEAMLUHCKOMY NMPUMEHEHWUIO
nekapcTBEHHOro npenaparta, a Takke B WHble [OOKYMEHTbl, coepxaliMecd B PerncrtpauMoHHOM [OCbe Ha
3aperncTpupoBaHHbIA fnekapcTBeHHbI npenapaT. [Npy 3TOM pelueHne O NpoBedeHUM 3KCNepTUsbl KavecTBa
NEeKapCTBEHHbIX CPEACTB U (MnK) SKCNEPTM3bl OTHOLLIEHUS OXUAAEMON NOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS
nekapcTBEHHOro npenapaTta Ans MeauUMHCKOro NpUMEHEHUs NPUHMMAETCH B COOTBETCTBUU C YTBEPXAEHHON
YMOMHOMOYEHHbIM hefepanbHbIM OpraHoM UCMONHUTENBbHOW BriacTu Knaccudukaumen nsmMeHeHuin, BHOCUMbIX B
OOKYMEHTbI, COAepXaLlmecsi B permcTpaumMoHHOM AOChbEe Ha 3aperMcTpmMpoBaHHbIN NEKapCTBEHHbIV Npenapar.
(4acTb 2 B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

3. C 3agBneHMeM O BHECEHMM MU3MEHEHUN B LOKYMEHTbI, COAEepXaljmecs B perncTpaumoHHOM [OCbe Ha
3aperncTpUpPOBaHHbIA NEKAPCTBEHHbIV NpenapaT Ansg MeOWLUMHCKOrO MNPUMEHEHUsl, Hapsgy C OOKyMeHTamu,
YKa3aHHbIMW B 4YacTu 1 HacTosiwen craTbu, 3adABUTENb MNPEACTaBMseT KOMuMu OOKYMEHTOB, MOATBEPXOAMLLMX
ynnaTy rocygapCTBEHHOW MOLWSMMHBI 3a BHECEHUE B AOKYMEHTbI, CoAepXKallnecs B perncTtpauuoHHOM J0Cbe Ha
3aperMcTpUpoBaHHbIA NIEKApCTBEHHbBIA NpenapaT ANnsg MeAUUMHCKOTO MNPUMEHEHWUsl, U3MEHEHW, TpebyoLwmx
npoBefeHUsa aKCnepTu3bl NeKapCTBEHHbIX CPEeACTB B YacTU SKCMepTusbl KadecTBa fekapCTBEHHOro cpeacTtsa U
(Mnn) akcnepTUsbl OTHOLLEHUST OXXMUAAEMOW MOMb3bl K BO3MOXHOMY PUCKY NPUMEHEHNsT NekapcTBEHHOro npenapara
ONa MeaUUMHCKOro MpUMEHEHUs, rocyaapCTBEHHOW MOLWMWHbI 38 BHECEHME B [JOKYMEHTbl, coepXaluiuMecs B
perncTpaumoHHOM JOCbe Ha 3aperncTpupoBaHHbIA NeKkapCTBEHHbIN npenapaT Ans MeAUUMHCKOro nNpuMeHeHus,
N3MeHEHW, He TpebyloLlMX NPOBEAEHUS 3KCMEPTU3bI NEKApCTBEHHOTO CPeaAcTBa, NMMbo BrnpaBe MpeacTaBuTb MO
COOCTBEHHOW WHMUMATMBE YKa3aHHble [OKYMeHTbl. B cnyyae ux HenpeactaBneHus  YNoSIHOMOYEHHbIN
benepanbHbIN opraH UCMOMHUTENBHOW BNacTu NpoBepsieT hakT ynnaTbl roCy4apCTBEHHbIX MOLUSMH 3asBUTENEM
nocpeacTBOM  UCMOMb30BaHUA uHGopMaumm 00 ynnate rocygapCTBEHHbIX MOLWWH, codepKallencsa B
FocymapcTBEHHOW MH(OPMALMOHHON CUCTEME O FOCYAAPCTBEHHbIX U MyHULUMNASbHbIX NfaTexax, Ha OCHOBaHWUMU
NpeAcTaBreHHbIX 3asBUTENEM KON AOKYMEHTOB, NOATBEPKAAKLLMX YNNaTy rocyaapCTBEHHOW MOLUSUHBI.

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

4. B TeyeHue pgecsatu paboumx OHEW CO OHS MOCTYMMEHUS yKa3aHHOrO B 4acTu 1 HacTosILWEN cTaTbu
3asBMEHNst U HEOOXOOUMBIX JOKYMEHTOB YNOSIHOMOYEHHbIN hefeparbHbli OpraH UCMOMHUTENBHOW BNACTU:

1) npoBogAMT NpPOBEpPKY MNOMHOTbI WU [OCTOBEPHOCTU CBEAEHWUN, codepXallMxcs B npeacTaBneHHbIX
3asBuUTENEM MaTepuanax;

2) NpuvHMMaeT pelleHve O NPOBEAEHUM YKa3aHHbIX B 4YacTuM 2 HacToslen CTaTbW COOTBETCTBYHOLLMUX
3KCMEepTM3 NeKapCTBEHHOMO cpeacTea unu ob oTkase B MX NMPOBESEHUN;

3) yBegomMnsieT B 3NIEKTPOHHOW UMW NMUCbMEHHOW hopme 3asdBuTenst O NPUHATOM peLleHMU UnK B crnydae
NPUHATUSA peLleHnsa 00 oTKase B NPOBEAEHMM COOTBETCTBYIOLLIEN SKCMEPTU3bI C YKa3aHNEM MPUYUH TaKoro oTkasa.
(B pea. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-$3)

4.1. B cnyyae BbiSiBNEeHUS HeOOCTOBEPHOCTUM CBEOEHMUMW, COoAepXallMXCa B MpeacTaBrfieHHbIX 3asBUTENeEM
MaTepuanax, ynonHOMoOYeHHbIN befepanbHbli OpraH UCMNOMHUTENbHOW BracTW HanpasnseT 3asBUTENO 3anpoc
06 yTOYHEHUW yKasaHHbIX cBeAeHWN. [JaHHbLIN 3anpoc MOXeT ObiTb nepedaH YyNnoNMHOMOYEHHOMY MPEeACTaBUTENIO
3a8BUTENS MUYHO MO PacrnuCKy, HafnpaBrieH No NoyTe 3aka3HbIM MUCbMOM UMK NepefaH B ANeKTPOHHOW dopme
Nno TenekoMMYHWKaLUMOHHbIM KaHanam cBsa3u. B cnyyae HanpaBneHws AaHHOro 3amnpoca Mo rnouvte 3akasHbiM
NMMCbBMOM OH CHUTaETCs NOSyYEHHbIM MO UCTEYEHUM LLIECTU OHEN C AaTbl HanpaBneHns: 3akasHoro NUcbMa.

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

4.2. 3asBuTens o06s13aH npeacTaBuTb OTBET Ha 3anpoc YMONHOMOYEHHOro dbefeparnibHOro opraHa

WCNOSNTHUTENBHON BIlACTM B CPOK, HE MNPEBbIWAKWMIA AeBAHOCTa pabouMx OHEn CO AHS MOSNyYeHUs OAaHHOro

K0HcyanaHTI'Imoc www.consultant.ru CtpaHuua 37 n3 74

HagexXHas npaBoBas nogaepxka


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

depnepanbHbIv 3akoH oT 12.04.2010 N 61-93

(pea. ot 03.07.2016) [okymeHT npegoctasneH KoHcynbTaHTlnoc
"O6 obpalleHun nekapcTBeHHbIX cpeacTs” Oata coxpaHeHusi: 14.09.2016
(c nam. n gon., BCTYN....

3anpoca. Cpok, yka3aHHbIN B 4acTu 4 HacTosILLen cTaTbi, NPUOCTaHABNMBAETCA CO AHSA HanpaBneHusi 3asiBUTENIO
3anpoca ynoriHOMOYeHHOro defepansHOro opraHa MCMNOMHUTENbHOW BRacTv O OHSA MOnyyYeHus UM OTBeTa Ha
OaHHBIN 3arnpoc MU He Y4YUTbIBAeTCA MPU WCYUCINEHUN CPOKa MPUHATUS pPelleHMs O BHECEHUN U3MEHEHUA B
OOKYMEHTbI, coaepallmecs B permcTpaumoHHOM A0Cbe Ha 3aperncTpupoBaHHbIV NeKapCTBEHHbLIN nNpenapaT Ans
MEeOULMHCKOTO NPUMEHEHNS.

(4acTb 4.2 BBegeHa depeparnbHbiM 3akoHOM OT 25.11.2013 N 317-03)

5. OcHoBaHMeM Anis OTKa3a B MPOBEAEHUM YKa3aHHbIX B YaCTW 2 HACTOSILLEN CTaTbM 3KCMEPTU3 ABNSETCH
npeacTaBrneHne [OKYMEHTOB, MepeyncrnieHHbix B 4Yactax 1 m 3 HacToswen cratbW, B HEMNOMHOM oOObeme,
HenpeacTaBneHne 3asBUTENEM B YCTAHOBIIEHHbLIN CPOK OTBETa Ha yKasaHHbIA B 4actu 4.1 HacToswen cratbu
3anpoc  YMNofHOMOYEHHOro dedepanbHOro opraHa MWCMOMHWTENbHOW BRactu, a Takke OTCYyTCTBME B
npeacTaBneHHbIX JOKYMEHTax AOCTaTOYHbIX CBEAEHWNI, NOATBEPKAAOLWMX HEOOXOAUMOCTb BHECEHNS] U3MEHEHWI,
Unu oTCyTCTBME MHpOopMaLUn, NOATBEPXKAAKOLLEN (aKT ynnaTel rocyaAapCTBEHHbIX MOLUMWH, YKa3aHHbIX B Yactu 3
HaCTOSILLEN CTaTbMW.

(B peq. ®PenepanbHbix 3akoHOB 0T 25.11.2013 N 317-93, o1 22.12.2014 N 429-03)

6. YkasaHHble B 4acTu 2 HaCTOsILLEN CTaTbu 9KCNEePTU3bl NPOBOAATCA B NOpPsiAKe, YCTAHOBIEHHOM CTaTben
23 HacToswero ®enepanbHOro 3akoHa.

7. B cpok, He npeBbILaoLWmMiA AeCATM pabounx OHEN CO OHSA MOMYyYEeHUS 3aKMOYEHUA KOMUCCUA SKCNEPTOB MO
pesynbTaTtaM YyKasaHHbIX B 4acTW 2 HacTOSILLEN CTaTbW IKCNEpPTU3, YMONTHOMOYEHHbIN dedeparnbHbIi OpraH
NCMNOMHUTENbHOW BNacTu:

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

1) NPUHMMAaET peLleHne O BHECEHUM U3MEHEHWUI B JOKYMEHTbI, COAEpXaLllMecsa B perucTpaunoHHOM JoChe
Ha 3aperMcTpMpoBaHHbIN NEKAPCTBEHHLIN NpenapaT Ang MeguLMHCKOro NpUMEHeEHWs, U 06 oTka3e BO BHECEHUMU
TaKNX N3MEHEHUI;

2) BHOCWUT B rOCYAapCTBEHHbIA PeecTp NeKapCTBEHHbIX CPeACTB Ha OCHOBaHMU peLUeHUss O BHECEHWUU
N3MEHEHNI B LOKYMEHTbI, coAepXKallmMecss B permcTpaumoHHOM 0OCbe Ha 3aperucTpyMpoOBaHHbLIN NEKAPCTBEHHbIN
npenapaT 4ns Me4ULMHCKOro NPUMMEHEHMUS1, He0BXoauMble N3MEHEHWST U BO3BPaLLLaeT NX 3asBUTENIO;

3) BblgaeT 3aABMTEN0 HOBOE PErncTpaumMoHHOE yOOCTOBEpPEHME FEKapCTBEHHOro npenapata B cnyyae
N3MEHEHNS CBEAEHUN, COAEPKALLMXCS B HEM.

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

8. OcHoBaHMEeM s OTKasa BO BHECEHWUM W3MEHEHWA B LOKYMEHTbI, COAepXallnecs B permcTpaunoHHOM
JOCbe Ha 3aperMcTpupoBaHHbIA fEeKapCTBEHHbLIN Mpenapat Ans  MeAWMLMHCKOro MNpPUMEHEHMWs, SIBNsieTcs
3aKmMYeHe YNonHOMOYEHHOro defeparnbHOro opraHa WCMOMHUTENbHOW BNacT O BO3MOXHOCTU CHWXEHUS
6e3onacHocTH, kKavyecTBa, 3h(PEKTMBHOCTM NIEKAPCTBEHHOIO CPpeacTBa B Cllyyae BHECEHUSI TAKUX U3MEHEHWA.

9. JonyckaeTca obpalleHne nekapCTBEHHbIX MpenapaTtoB AMs MEAULUMHCKOro NpUMEHEHUs 0O UCTEeYeHMUs
CpoKa rogHOCTU, NPOM3BEOEHHbBIX B TE€YEHME CTa BOCbMUAECSATM OHEW nocrne gaTbl NPUHATUS YNONHOMOYEHHbIM
hbenepanbHbIM OPraHoOM UCMOSNTHUTENBHOM BNACTU PeLLIEHMS O BHECEHMM U3MEHEHUI B AOKYMEHTbI, COAepKaLunecs
B PErncTpaumoHHOM [0Cbe, B COOTBETCTBUU C UH(pOpMaLMeEN, coaepKallenca B JOKYMEHTax permcTpaLMoHHOro
[0Cbe Ha NekapCTBEHHbIN Npenapart A0 AaTbl NPUHATUS TakOro peLleHms.

(4acTb 9 B pea. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)

Crtatb 31. BHeceHMe W3MEHEHWii B [OKYMEHTbI, codepXaluMecs B perncTpauuvoHHOM [OoCbe Ha
3aperMcTpUpoBaHHbIii NekapCTBEHHbIN Npenapar A/l BeTepUHapHOro NPUMEHEHMs!

1. B uensx BHeCeHMA W3MEHeHWW B [OKYMEHTbl, coAepXallnecss B pPernmcrpaumMoHHOM [JOCbe Ha
3aperncTpupoBaHHbIA NeKapCTBEHHbIN npenapaT And BeTepUHApHOro NpUMEHeHUs, AepxaTternb unv Bnageney
perncTpaumoHHOro yaoCTOBEPEHUS NEKapCTBEHHOro npernapaTa UM ynoriHoMOYeHHOE UM Opyroe topuanyeckoe
nMuo (Janee B HacToOSAWEW cTaTbe - 3asBWUTENb) MPEeACcTaBnseT B YMONHOMOYEHHbIN heaepanbHbii OpraH
NCNONHUTENBHOWN BIlacTu 3asiBNeHne 0 BHECEHUN TakUX U3MEHEHWA No popme, YCTaHOBEHHOW YNONTHOMOYEHHbLIM
hegepanbHbIM OpraHoOM UCNOMHUTENBHOW BNACTU, U NPUMNOXEHHbIE K HEMY N3MEHEHUA B YKa3aHHble JOKYMEHThI, a
Takke [AOKYMEHTbl, noarBepxgawlwme HeobxoOuMOCTb BHECEHUSA Takux Wu3MeHeHun. [puHsaTue pelleHus o
BHECEHUW TaKUX U3MeHeHW unm ob oTkase B X BHECEHUW OCYLLECTBSIETCS B CPOK, HE NpeBbIlLaloLLnin AeBAHOCTa
pabounx AHeW Co AHA NPUHATUSE YNOSTHOMOYEHHbIM dhedeparnbHbiM OPraHOM UCMOMHUTENbHON BNacTh 3asiBreHns
O BHECEHWUN TaKUX U3MEHEHUN.

(B peq. ®PenepansHoro 3akoHa ot 13.07.2015 N 241-03)

2. B cnyyae BHeCeHUS] M3MEHEHUWN B [OKYMEHTbl, coaepXalumecs B PerMcTpauMoHHOM [OCbe Ha

3aperMcTpupoBaHHbIA NeKapcTBEHHbIN npenapaTt Afs BETEPUHapHOro MPUMEHEHUS, B OTHOLLUEHUWN CBEAEHUN,

yKa3aHHbIX B mognyHkrax "e", "x", "k", "n", "H", "c", "x" nyHkTa 7 yactu 3 ctatbu 17 Hactoswero ®enepanbHOro
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3aKOHa, M3MEHEeHUs U (Mnn) AONOMHEHUS MPOU3BOACTBEHHOW MNOLWAAKN NEeKapCTBEHHOIO CPEeACTBa, a Takke B
crnyyae M3MeHeHUs nokasartenen KayecTBa fiekapCTBEHHOro npenapara Ansg BeTeprHapHOro NpUMEHeHus u (1nm)
METOAOB KOHTPOMS KayecTBa INEeKapCTBEHHOro mnpenapaTta Ans BeTepuHapHOro npUYMEHEHWs npoBOAUTCA
3KcnepTM3a NekapcTBEHHOro cpeacTsa Ans BEeTepuHapHOro npuMmeHeHus. B cnyyae HeobxoanmocTu BHeCeHus
WHbIX W3MEHEeHWA B [OOKYMEeHTbl, cojepXaliMecsd B pPerucTpaumMoHHOM [OCbe Ha 3aperucTpyvpoBaHHbLIN
nekapcTBeHHbIN npenapaT ANa BeTepuHapHOro MpUMEHEHUs, 3KCnepTusa feKkapCTBEHHOro cpeactea Ans
BETEPUHAPHOro NPUMEHEHNS HE NPOBOAMUTCS.

(B peq. ®PepepanbHbix 3akoHOB 0T 22.10.2014 N 313-93, o1 22.12.2014 N 429-03)

3. C 3aABneHnemM O BHECEHWW WU3MEHEHWI B OOKYMEHTbl, COAEpXXaluMecs B PerncTpauMoHHOM JOCbe Ha
3aperncTpupoBaHHbIA NeKkapcTBEHHbIN npenapaT Ans BeTepUHApHOro MNpUMEHEHUs, Hapsay C OOKyMeHTamu,
yKa3aHHbIMM B 4acTu 1 HacTosiwen CcTaTbW, MPeacTaBnsioTCa AOKYMEHTbI, MOATBepXAawrowme ynnaTy
rocy4apCTBEHHOW MOLWMMHbI 338 BHECeHWe B [OOKYMEHTbl, CoaepxalimMecs B perncrpauuMoHHOM pJocbe Ha
3aperncTpupoBaHHbIA NEKapCTBEHHbIV MpenapaTt Afs BETEPUMHAPHOro MPUMEHEHUS, U3MEHEeHWUN, TpebytoLmx
NPOBEAEHUS 3KCNEepTU3bl NEKApCTBEHHOIO CpeAcTBa ANA BETEPUHAPHOrO MNPUMEHEHWUS, UNW U3MEHEHUN, He
TpebytoLmx NpoBedeHNs 9KCNePTU3bl NEKAPCTBEHHOIo CpeacTBa AN BETEPMHAPHOIO NPUMEHEHNS.

(8 pea. PepepanbHoro 3akoHa ot 22.10.2014 N 313-$3)

4. B cpok, He npeBbIlaLWMA gecatn pabounx gHeWn co AHS NOCTYMSIEHUS yKa3aHHOro B YacTu 1 HacTosien
cTaTbu 3asABMEHNss U HeOOXOAMMbIX [AOKYMEHTOB, YMONIHOMOYEHHbIV beaepanbHbii opraH WCMOMHUTENBbHOM
BNacTu:

1) NpoBOAMT NPOBEPKY MOMHOTbI WM [OCTOBEPHOCTM CBEAEHWUW, COAEpXaluxcs B NPeACcTaBfIEHHbIX
3aaBUTENEM JOKYMEHTax;

2) npvHMMaeT pelleHne O MPOBEAEHUWN 3SKCNEepTu3bl JIEKapCTBEHHOro cpeacTsa Ans BeTepUHApHOro
npMMeHeHus nnmn o6 oTkase B ee NpoBeaeHUM;

3) yBegoMmnsieT B NUCbMEHHOW hOopMe 3asiBUTENS O NPUHATOM PELUEHUN UMK B CryYae MPUHATUS peLLeHns
06 oTKase B NpoBedeHWM 3KCNepTu3bl NeKapCTBEHHOrO CPeacTBa Af1 BETEPUHAPHOro NMPUMEHEHUS C yKa3aHueMm
MPWYMH TAaKOro OTKasa.

5. OcHoBaHveM Onsd oTkasa B NPOBEAEHWM 3KCMepTu3bl NeKkapCTBEHHOro CpeacTBa Ans BeTepuMHapHOro
NpUMeHeHnsa ABNseTCa npeacTaBneHne JOKYMEHTOB, yKa3aHHbIX B YacTax 1 1 3 HacTosiwen ctaTbi, B HEMOMHOM
obbemMe wunu OTCYTCTBME B MNPEACTaBMEHHbIX [AOKYMEHTax [OCTaTOYHbIX CBEAEHWWA, MNOATBEPXKAANLLNX
Heob6X04MMOCTb BHECEHUS U3MEHEHWN.

6. DkcnepTuM3a nekapCTBEHHOMo cpeacTBa Ans BEeTEPUHAPHOro NPUMEHEHUS B LIeNsSX BHECEHUS U3MEHEHN B
OOKYMeHTbI, coaepXallmecs B pernctpaumoHHOM A0Cbe Ha 3aperncTpupoBaHHbIA NekapCTBEHHbIN npenapaT Ans
BETEPUHAPHOrO MPUMEHEHUS, OCYLLECTBNSETCA B MNOpsAKe, YCTAHOBMEHHOM cTaTben 24 HacTosuwero
depepanbHOro 3akoHa.

6.1. B cpok, He npeBbIWaoLWmi N9TM pabounx gHen Co OHA MONyYeHMs 3aKIiYEeHNs KOMUCCUKN SKCNEPTOB NO
pesynbTataM yKasaHHOW B 4acTW 2 HacTOsILLEeW CTaTbW 3KCMEepTU3bl, YNONMHOMOYEHHbIN denepanbHbIn opraH
WCNONHUTENBHON BNacTu:

1) NpUHMMaeT pelleHne O BHECEHMN U3MEHEHW B AOKYMEHTbI, COAepKallmecs B permcTpaumoHHOM AoCbe
Ha 3apernMcTpyMpoBaHHbIN NEKapCTBEHHbIN npenapat Aff BETepPUHapHOro npuMeHeHus, unu o6 oTkase BO
BHECEHUU TaKNX U3MEHeHUH;

2) BHOCUT B rocygapCTBEHHbIN peecTp NeKapCTBEHHbIX CPEeACTB Ha OCHOBAHWM PELLUEHUS O BHECeHUU
U3MEeHeHU B JOKYMEHTbI, codepXallmMecs B pernctpaumoHHOM JOCbe Ha 3aperucTpupoBaHHbLIN NeKapcTBEHHbIN
npenapaT Ans BETEPUHAPHOrO MNPUMEHEHUs, HeobXooumble W3MEHEeHMS W BO3BpawaeT 3TW  OOKYMEHTHI
3aaBUTENIO.

(yacTb 6.1 BBegeHa PepepanbHbiM 3akoHOM OT 22.10.2014 N 313-93)

7. OcHOBaHMeM ONnd OTKa3a BO BHECEHUU M3MEHEHMI B OOKYMEHTbl, cogepXalmnecss B pernctpaunoHHOM
OOCbe Ha 3aperMcTpupoBaHHbIV NEKapCTBEHHbIN npenapat Afisd BeTepuHapHOro MPUMEHEHUs, SBNsAeTCS
3aKmnyeHe YNonHOMOYEHHOro dedeparnbHOro opraHa WCMONMHUTENbHOW BNAacT O BO3MOXHOCTU CHMKEHMWS
BGe3onacHocTW, kavecTBa, IP(EKTMBHOCTM NEKApCTBEHHOIO npenapaTta Ans BETEPUHapHOro MPUMEHEHUS B
crnyyae BHECEHMS UBMEHEHWI B yKa3aHHbIe JOKYMEHThI.

8. JonyckaeTcsa obpalleHne nekapCTBEHHbIX NpenapaToB AN BETEPUHAPHOIO NPUMEHEHUS OO UCTEYEHUS
cpoka rofHOCTU, NPOU3BEOEHHbIX B TeYeHUe CTa BOCbMUAECHATU OHeW nocrne AaTbl NPUHATUS YNONHOMOYEHHbIM
hbeaepanbHbIM OpraHOM UCMONTHUTENBHOM BNACTU pPeLLeHNs O BHECEHUM U3MEHEHWUIA B IOKYMEHTbI, cofepxaliumnecs
B peructpaLMoHHOM [0Cbe Ha NeKapCTBEHHbIN MpenapaTt, B COOTBETCTBUM C MHGOpMaLMen, coaepxallencs B
OOKYMeHTax permcTpaumoHHOro OCbe Ha NnekapcTBEHHbIN npenapaT 40 AaTbl NPUHATUS Takoro peLleHus.

(vacTb 8 B peq. ®PenepanbHoro 3akoHa oT 22.12.2014 N 429-03)
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Cratba 32. OTMeHa rocygapCTBEHHOW permcTpauumn nekapcTBeHHOro npenapara

PeweHne o6 oTMeHe rocyaapCTBEHHOW perncTpaummM nekapcTBEHHOrO npenaparta M UCKMIYeHun
NeKkapcTBEHHOro npenapata W3 roCyAapCTBEHHOINO peecTpa NeKapCTBEHHbIX CPeacTB  MpUHUMaeTcs
YMOSTHOMOYEHHbIM hbeaeparnbHbIM OpraHOM UCMOSTHUTENBHOW BNAcTu B Cry4vae:

1) NpeacTaBneHnst COOTBETCTBYHOLMM YMOTHOMOYEHHbBIM doefeparnbHbiM OpraHoOM UCMOSNTHUTENBHOW BNacTn
3aKMioYeHnss O pucke unm o6 yrpo3e 300POBbI0, KM3HM YeroBeKa WIM XXUMBOTHOTO MNPU  MPUMEHEHUU
NIeKapCTBEHHOro npenapara, npeBblwakwmx ero 3dgeKTMBHOCTb, MO pe3ynbTaTaM OCYLEeCTBIISEMOr0 UM
MOHUTOpMHra 6e30nacHOCTN NeKapCTBEHHOTO Npenapara;

2) nogayn gepxaTtenem unu BnagenbLemM PerMcTpaLMoHHOrO Y4OCTOBEPEHUS NeKapCTBEHHOMO npenapara
UNU YNONMHOMOYEHHBIM UM OPYrUM IOPUONYECKMM NULIOM 3asiBneHnst 06 OTMeHe rocyaapCTBEHHOW permctpaumm
neKkapCcTBEHHOro npenapaTa;

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

3) HenoATBEpPXAEHUA rocydapCTBEHHOW PperncTpaumm nekapCTBEHHOro npenapata no UCTEeYEeHMM Cpoka
OEenCTBUS PErMCTPaLNoOHHOrO yAOCTOBEPEHUS, BbIJAHHOMO Ha NAThb NET;

4) HenpencTaBneHus 3asiBUTENeM uHdoOpMauumn, KoTopass MOXeT MnoBfeyb 3a cobor HeobGXoammocTb
BHECEHUSI W3MEHEHWA B [OOKYMEHTbl, codep)kallmecss B PErMcTpauMoHHOM [OCbe Ha 3aperncTpupoBaHHbIN
NleKapCTBEHHbLIN NpenapaT, B TeYeHne TpuauaTti pabounx gHEN CO OHSA HACTYNNEHNS] 3TUX NUBMEHEHWIA;

5) ocyllecTBNeHMs rocygapCTBEHHOM perncTpauMum neKapCcTBEHHOrO Mpenapata Mno4  TOProBbIM
HanMeHOBaHMEM 3aperMcTpMpoOBaHHOIO paHee noj 3TUM TOProBbIM HaMMEHOBAHMEM NeKapCTBEHHOIO npenapara,
OTNMYatoLLIEroCcsl KAYeCTBEHHBbIM COCTAaBOM AENCTBYOLLNX BELLECTB;

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

6) ocylwecTBnNeHNs rocygapCTBEHHOW permctpauum 3asiBUTENeM OAHOr0 U TOro >Xe eKapCTBEHHOro
npenapaTa nNo4 pasnuyHbIMU TOProBbIMY HaVMEHOBAHUAMU;

7) BbIHECEHWs CyOOM pelleHuss O HapyweHun npas npasoobnagatensd O6bEeKTOB WHTENneKkTyanbHON
COBCTBEHHOCTU NpY 0BpaLLeHUN NeKapCTBEHHbIX CPEACTB;

8) oTcyTCTBMA NekapCTBEHHOro npenapaTta B obpaweHun B Poccunckon depepaumm B TeYeHUE Tpex U
Oonee ner;

(n. 8 BBegeH ®eaepanbHbiM 3akoHOM OT 22.12.2014 N 429-$3)

9) HEeBbINOMHEHUSI AepXaTeneM WnuM BnagernbLeM perMcTpauMoHHOro Y4OCTOBEPEHMS JeKapCTBEHHOMO
npenapata nuboO YMNOMHOMOYEHHBIM WMW OPYIMM  IOPUAMYECKUM JMLOM MeponpuaTUiA Mo  obecnedyeHuto
6e3onacHOCTM JeKapCTBEHHbIX MNPenapaTtoB, YCTAHOBIEHHbLIX YMOMHOMOYEHHBIM dedepanibHbiM  OpraHoM
NCMOMHNTENBHON BRacTW B COOTBETCTBMM C YacTamu 3 u 4 cTaTbu 64 HacTosiwero degepanbHOro 3akoHa, B
pamkax ocyLecTBneHus dapmMmakoHaasopa;

(n. 9 BBegeH PepeparnbHbiM 3akoHOM 0T 22.12.2014 N 429-93)

10) oTkasa pepxaTtens unu Bnagenbla PerMcTpauMoHHOrO yAOCTOBEPEHMST NEKapCTBEHHOro npenapara
Mo YNOMHOMOYEHHOrO0 MMM  OPYroro pUANYECKOro mnuua OT BHECEHUS WU3MEHEHWA B MHCTPYKUMIO MO
NPUMEHEHNIO NEKAPCTBEHHOro npenapaTa, KacalLlMXCS HOBbIX MOATBEPXKAEHHbIX AaHHbIX O TOM, YTO pPUCK
NPUYUHEHNS Bpeda 340POBbK YenoBeKa WM XMBOTHOIO BCMEeACTBME MpuMemMa feKkapCTBEHHOro npenapara
npesblaeT 30EEKTUBHOCTL €ro NPUMEHEHNS.

(n. 10 BBegeH PeneparnbHbiM 3akoHOM OT 22.12.2014 N 429-93)

Cratba 33. [ocyaapCTBEHHbIN peecTp NnekapcTBeHHbIX CPeacTs

1. F'ocyOoapCTBEHHbIN pPeeCcTp JNEKAPCTBEHHbIX CPEACTB COAEPXKUT MepeyveHb JNeKapCTBEHHbIX MpenapaTos,
npowleawmnx rocygapCTBEHHYIO perncTpauuio, nepeveHb apmaueBTUYECKUX CYOCTaHUMIA, BXOAAWMX B COCTaB
NeKapCTBEHHbIX MpenapaTtoB, U CreayLLyo NHHopMaLmIo:

1) B OTHOLUEHMM NEKAPCTBEHHBIX NPenapaToB:

a) HauMeHoBaHMe NeKapCTBEHHOro npenapara (MexayHapogHOe HenaTeHTOBaHHOE, UMW pynnMpoBOYHOE,
U XMMUYECKOE N TOProBOE HaMMEHOBAHWS);

(B peq. ®PenepansHoro 3akoHa ot 22.12.2014 N 429-03)

0) nekapcTBeHHasi popMa C yKazaHMEM [0O3UPOBKW JIEKAPCTBEHHOrO Mpenapata U ero Konuyectsa B
NnoTpPebUTENBLCKON YNaKoBKE;

B) HaMMeHOBaHWe [fepXaTens wnu Bragenbla pPerncTtpaunmoHHOro YOOCTOBEPEHMS JIEKapCTBEHHOMO
npenapara;

(nn. "B" B pea. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-93)
r) HaMMeHOBaHWe 1 apec NPON3BOANTENS NIEKAPCTBEHHOrO Npenapara;
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a) dapmakoTepaneBTuyeckas rpynna, koA nekapcTBEHHOro npenapata no
aHaTOMO-TepaneBTMYECKO-XMMNYECKON  Knaccudpmkaumy,  pekomeHgoBaHHOW  BcemupHon — opraHusauuven
3paBOOXPaHEHNS;

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

€) NokasaHusi U NPOTUBOMOKa3aHUSA K NPUMEHEHMIO NIEKAaPCTBEHHOIO Npenapara;

X) NoboYHbIE JENCTBUSI NEKAPCTBEHHOIO Npenapara;

3) CPOK rO4HOCTM NIeKapCTBEHHOIO NpenaparTa;

1) YCIOBUS XpaHEHUS NEKapCTBEHHOTO Nnpenapara;

K) yCnoBusi OTNycKka JleKapCTBEHHOTO Nnpenapara;

n) Homep dhapmakonenHon cTtaTbM UIK B CrlyYae ee OTCYTCTBUS HOMEP HOPMAaTMBHOW AOKYMEHTauMu nmbo
HOPMAaTUBHOIO JOKYMEHTA;

M) JaTa rocygapCTBEHHOW perMctpauumn nekapCTBEHHOro npenaparta 1 ero permcTpauuoHHbIn HoMep, AaTa
3aMeHbl PEerncTpaLmoHHOro yAOCTOBEPEHUS IeKapCTBEHHOro npenapata Ha ©OeccpoyHoe perncTpaumoHHoe
yOOCTOBEpPEHME MNEKapCTBEHHOro npenapara, Aata nojayn 3asiBNeHust O MNOATBEPXAEHUU rocyaapCTBEHHON
perncTpaumm nekapCTBEHHOro npenapata, gaTa OTMeHbl TFOCY4apCTBEHHOW perucrtpaumm fnekapcTBEHHOro
npenapara;

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

H) Ka4yeCTBEHHbIA COCTaB M KOJIMYECTBEHHBbIN COCTaB OEWCTBYIOLUMX BELLECTB W KayeCTBEHHbIA COCTaB

BCMoOMoOraTesbHbIX BELECTB JIeKapCTBEHHOMO Npenapara;
(nn. "H" BBegeH ®eaepanbHbIiM 3akoHOM 0T 22.12.2014 N 429-93)

0) MHpopMauus 060 BCEX pa3peLleHHbIX Buaax BTOPUYHOW (MOTPEOUTENBCKON) YNaKoBKY;
(nn. "o" BBeaeH ®eaepanbHbIM 3akoHOM 0T 22.12.2014 N 429-93)

n) pgata npUHSATMS pelleHus O BO3MOXHOCTM paccMaTpuBaTb JIEKApCTBEHHbIM npenapar  npu
rocyfapCTBEHHOW perucTpaumm B kayectse opgaHHOro fiekapCTBEHHOrO npenapara;
(nn. "n" BBegeH ®eagepanbHbIM 3aKoHOM OT 22.12.2014 N 429-$3)

p) Hanu4Me nekapCcTBEHHOro npenapaTa B NepeyvyHe XU3HEHHO HEOOXOAUMBIX N BaXXKHENLLNX NEKapCTBEHHbIX
npenapaTos;

(nn. "p" BBeaeH ®eaepanbHbIM 3aKoHOM 0T 22.12.2014 N 429-93)

C) HamuuvMe B JIEKapCTBEHHOM npernapate HapKOTUYECKUX CPEeACTB, MCUMXOTPOMHbIX BELECTB U UX
MpeKkypcopoB, nognexawux KoHTponmt B Poccuiickon Pepepaummn, B COOTBETCTBUM C 3aKOHOOATENbLCTBOM
Poccuiickon ®depepauumu, MexayHapoaHbliMu porosopamu Poccuiickon ®epepauuun, B Tom uucrne EaunHon
KOHBEHUMEN 0 HapKoTu4ecknx cpeacteax 1961 roga n KoHBeHUMEN 0 NCMXOTPONHbIX BewwectBax 1971 roaa;

(nn. "c" BBegeH ®enepanbHbIM 3akOHOM 0T 22.12.2014 N 429-03)

T) nHdopmMaumsa O TOM, SBNSETCA NN AaHHbIV NeKapCTBEHHbIN npenapaTt pedepeHTHbIM NeKapCTBEHHbIM
npenapaTom,;

(mn. """ BBeaeH deaepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

y) cBedeHWss O nogaye 3asiBEHNUs O BHECEHMUM WU3MEHEHWA B [OOKYMEHTbl, Ccoaepxalwuecs B
perncTpaumoHHOM A0ChE Ha NIEKapCTBEHHbIV Npenapar;

(nn. "y" BBegeH PenepanbHbiM 3akOHOM OT 22.12.2014 N 429-93)

KoHcynbTaHTlntoC: npumedaHue.

WHdopmauus o0 B3aMMO3aMeHSEMOCTW NeKapCTBEHHbIX npenapaToB AN MeAWUMHCKOrO MNpUMEHEHUs
MOAMNEXMNT BKMIOYEHMIO B TOCYAApPCTBEHHbI peecTp NekapcTBeHHblX cpeactB ¢ 1 saHusBaps 2018 roga
(PepepanbHbIn 3akoH OT 22.12.2014 N 429-93).

&) cBegeHMs1 0 B3aMMO3aMEHSIEMOCTI NekapCTBEHHOMO Npenapara;
(nn. "¢" BBeaeH PeneparnbHbIM 3aKkOHOM OT 22.12.2014 N 429-93)
X) CPOK BBEleHWs NTleKapCTBEHHOrO Npenapara B rpaxgaHckuii 06opor;
(nn. "x" BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)
2) B OTHOLIEHNN hapMaLeBTUYECKMX CyOCTaHLWiA:
a) HaMMeHoBaHWe (papmaueBTUYECKOM  CcybCTaHuuu  (MexayHapogHoe  HemnaTeHTOBaHHOe,  UIu
rpynnMpoBOYHOE, U XMMUYECKOE N TOProBOE HAaMMEHOBAHUS);
(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)
©0) HanmeHoBaHWe 1 agpec npomsBoauTens hapMmaueBTUYECKON CyOCTaHLmK;
B) CPOK ro4HOCTM hapMaLeBTUYECKOW cybCcTaHumuy;
r) yCnoBusi XxpaHeHus bapmaueBTUYECKON cybcTaHuuu;
4) HoMep hapMakonenHon cTaTbn UK B Clydae ee OTCYTCTBUS HOMEP HOPMaTMBHOW AOKYMeHTaumMm nmbo
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HOPMaTUBHOIO AOKYMEHTA;

€) Hanu4yre bapMaueBTU4ECKON CYOCTaHLMKM B nepevyHe HapKoTUYECKUX CPeacTB, NCUXOTPOMHbLIX BELLECTB U
X NPEKypCcopoB, noanexawux KoHTpono B Poccuickon depepaumu, B COOTBETCTBMU C 3aKOHOAATEMNbCTBOM
Poccuiickon ®depepaumu, mexayHapoaHeiMu porosopamu Poccuiickon ®epepauuu, B Tom uucne EamHon
KOHBEHUMEN 0 HapKoTu4ecknx cpeacteax 1961 roga n KoHBeHUMen o NCMXOTPONHbIX Bewectsax 1971 roga.

(nn. "e" BBeaeH PeaepanbHbIM 3akoHOM OT 22.12.2014 N 429-03)

2. QapmaueBTUYecKkas CcybcTaHUMs, NPOM3BEAEHHass AN peanu3aumv, MoXeT OblTb BKMOYEHa B
rocy4apCTBEHHbIN PEeCTp NeKapCTBEHHbIX CPEACTB HAa OCHOBaHWMM 3asiBeHUsa pa3paboTynka nnm npou3BoauTens
NeKapCcTBEHHOIO cpeAcTBa NMBO YNOMHOMOYEHHOIO WMMW HOPUOWYECKOrO fvua NpyW YCroBMM NPOBEAEeHus B
OTHOLUEHMN Takon dapMaLeBTUHECKOW CYDOCTaHUMM 3KCNepTu3bl kavyecTBa (papmaleBTUYECKOW CcyOCcTaHuuMM B
nopsiike, yCTaHOBMNEHHOM cTatben 34 Hactoswero denepanbHOro 3akoHa. B oTHoweHun dhapmaueBTUYeckmx
cybcTtaHuun, npousBedeHHbIX ANS peanusauun, B TOCYAapCTBEHHOM peecTpe feKkapCTBEHHbIX CcpeacTs
coaepXxuTcs cnegyrowasa nHdopmarms:

1) HaumeHoBaHue dapmaueBTMYeckon  cybcTaHumMM  (MexXayHapogHoe  HenaTeHTOBaHHoe,  unu
rpynnMpoBOYHOE, UM XMMUYECKOE N TOProBOE HAaMMEHOBAHWS);

2) HaumeHoBaHMe 1 agpec NPom3BoaMTeENs hapMaLeBTUYECKON cybcTaHumy;

3) cpoK rogHoCTV hapmaLleBTUYECKON CyOCTaHLnK;

4) ycrnoBus xpaHeHust papMaLieBTUYECKON CyOCTaHLnK;

5) Homep dapmakoneriHon cTaTby NMOO B criy4yae ee OTCYTCTBMS HOMEP HOPMAaTMBHOW AOKYMEHTauun unm
HOPMaTUBHOTO AOKYMEHTA;

6) Hannune dapmaLeBTUYECKON CyOCTaHUUM B MEPEYHE HAaPKOTMYECKUX CPEeACTB, MCUXOTPOMHbIX BELLECTB U
MX MpeKkypcopoB, noanexawmx kKoHTpono B Poccuiickon ®epepaumn, B COOTBETCTBUM C 3aKOHOOATENbCTBOM
Poccuiickon depepaumu, mexayHapogHbiMm porosopamu Poccuiickon ®epepauuun, B TomM uncne EamHon
KOHBEHUMeN 0 HapkoTuyecknx cpeacteax 1961 roga n KoHBeHuuen o ncnxoTponHbix BewecTtsax 1971 roga;

7) pata BKMIOYeHNs dhapmMaueBTU4eckon cybcTaHLMn B rocydapCTBEHHbIV PpeecTp NeKapCTBEHHbIX CPeacTB,
AaTta BHECEHUSI U3BMEHEHMIN B AOKYMEHTbl hapMaueBTU4eckon cybctaHummn, gata UCKNioYeHns dhapMaLeBTUYeckon
cybcTaHuum 13 rocygapCTBEHHOro peecTpa fiekapCTBEHHbIX CPeacTB.

(4acTb 2 B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3. Nopsigok BeAeHUs rocygapCTBEHHOro peecTpa NeKapCTBEHHbIX CPeacTB Af MEAWLMHCKOro NpUMeEHEeHUs
N NOpsifOK BedeHMs1 FOCyAapCTBEHHOrO peecTpa JNEKApCTBEHHbIX CPeACTB AN BETEPUHAPHOrO MPUMEHEHWS
YTBEPXAAKTCA COOTBETCTBYIOLLMM YNONTHOMOYEHHbIM (beepanbHbIM OpraHoM UCMOSTHUTENBHON BMacTu.

Cratba 34. BkrniodeHve B rocydapCTBEHHbIA peecTp IeKapCTBEHHbIX CPeACTB W UCKMKYEHWe U3
rocy4apCTBEHHOrO peecTpa JeKkapCTBEHHbIX CPeAcTB dhapMaueBTUYECKOW CcybCcTaHuun, npousBefeHHON Ansi
peanusaunm
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. nsa BkntoveHusa dapmaneBTnyeckon cybcTaHuumn, NponsBeaeHHON ANns peanusaunm, B rocy4apCTBEHHbIN
peecTp NeKapCTBEHHbIX CPeacTB, MPOBOAUTCS IKCNepTU3a ee kavyecTea.
(B peq. ®enepansHoro 3akoHa ot 22.12.2014 N 429-03)

2. OkcnepTu3a KadecTBa YyKasaHHOM B 4YacTM 1 HacToswew cTatby papmaueBTUyeckon cybcTtaHumum,
COCTaBrieHne KOMWUCCUEN IKCMEepTOB 3akKMioYeHUN no pesynbTataM 3TOW 3JKCnepTusbl U UX HanpasreHue B
YMOMHOMOYEHHbIW befieparnbHblA OpraH UCMONHUTENLHOM BracTM OCYLLECTBASOTCHA B CPOK, He MpeBbILaoLWun
wectugecatn paboymx OHeW €O AHSA MOSyYEHUs 3KCMEPTHbIM YYpPEXOEHWEM COOTBETCTBYIOLLEIO 3afaHus
YMOMHOMOYEHHOro doefiepanbHOro opraHa UCMONHUTENBHON BNACTU U CreayLwmMx AOKYMEHTOB:

1) KONMWUst NUUEH3MM Ha MPOM3BOACTBO JIEKAPCTBEHHbLIX CPEACTB UIM KOMWUS 3aKMOYEeHUss O COOTBETCTBUM
Npon3BOaUTENS JEKAPCTBEHHbIX CPeacTB TpeboBaHUAM npaBuil Hagnexallen MNpou3BOLCTBEHHOW MNPaKTUKK,
BblaHHbIE YMOSTHOMOYEHHbIM dhefepanbHbIM OpraHOM WCMOSTHUTENBHOW BNacTu, B Criyyae, ecrnv Npou3BOACTBO
nekapCTBEHHOro npenapaTa ocyuwecTternsieTcs B Poccuinckon degepauny;

2) Konus BbIgAHHOM YMOSTHOMOYEHHLIM OPraHOM CTpaHbl MPOM3BOAUTENS JIMLEH3UM Ha MPOU3BOACTBO
neKkapcTBEHHOro CpeAcTBa U ee nepeBo] Ha PYCCKUN A3blK, 3aBEepeHHble B YCTAHOBMEHHOM MOpsake, U Konus
3aKMnioYeHUst O COOTBETCTBUM MNPOU3BOAMTENS NEeKapCTBEHHbLIX cpeacTB TpeboBaHMSIM MpaBun Hagnexailen
NPOV3BOACTBEHHOW NPAKTUKW, BbIAAHHOrO YNONHOMOYEHHbIM dheepanbHbIM OpraHOM UCMOMHUTENbHOW BriacTu, B
cny4vae, ecnv Npou3BoACTBO NeKapCTBEHHOro CPeACcTBa OCyLLeCTBAseTCs 3a npeaenamu Poccuiickon ®efepalimu;

3) AOKYMEHT, cofepKallnin crieqyrolime cBeeHus o hapMaueBTUYECKO cybcTaHumm:

a) HaumeHoBaHue hapmaueBTU4ecKon cybcTaHLmK, ee CTPYKTypa, obLume CBOMCTBA;

0) HaumeHoBaHVe 1 agpec NPoM3BOANTENS;
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B) TEXHOMOrnsi NpPoOM3BOACTBA C ONMCaHWEM CTaaui NMPOM3BOACTBA M METOAO0B KOHTPOMS Ha BCEX CTaausix
NpPOW3BOACTBA;

r) onucaHue pa3paboTku npoLecca NPon3BOACTBA;

[) OnNucaHne KOHTPONS KPUTMYECKNX CTagun npoLecca NponsBoaCcTBa U MPOMEXYTOHHON NpOoAYKLNN;

€) OOKyMeHTanbHoe noaTeepxaeHue (Banvaaumsi) NpoLeccoB U (UIn) NX OLEHKA;

) CBOWCTBA M CTPYKTypa OENCTBYIOLLNX BELLECTB;

3) XapaKTepucTrka npumecen;

1) cneundukaumsa Ha dapMaLeBTUYECKYH0 CyOCTaHUMIO 1 ee 0OOCHOBaHNE;

K) aHanmMTuyeckne MeToauKU, NCMONb3yeMble MPU OCYLLIECTBIIEHMM KOHTPOMNS KayecTBa dhapmaleBTUYECKON
cybcTaHuuu;

n) [OOoKymMeHTanbHoe noaTBepXAeHue (Banupauus) aHanuMTUYecKux MeTOAMK, MCMOoMb3yeMblX Mpu
OCYLLLECTBMNEHMM KOHTPOMS KavyecTBa hapMaLeBTUYECKON CybCcTaHumu;

M) pe3ynbTaTbl aHannsa cepuii papmaLeBTnyeckon cybctaHumm;

H) nepeyeHb CTaHAApPTHbIX OOpasuoB WNU BeELLECTB, WCMNOMb3yeMbIX MPU OCYLUECTBNEHUN KOHTPOIs
KayecTBa;

0) onMcaHne XxapakTEPUCTUK U CBONCTB YNAaKOBOYHbIX MaTEPMAroB N YKYNOpPOYHbIX CPEeACTB;

n) 4aHHble 0 cTabunbHOCTN hapmaLleBTUYECKON CyOCcTaHUnw;

p) CPOK rOQHOCTMW.

(4acTb 2 B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pea. 13.07.2015))

3. [Ana npoBefeHust aKCNepTuabl KadecTBa YKasaHHOMW B 4acTh 1 HacCTosAWEN cTaTbl dhapMaueBTUHECKOWN
cybcTaHuum 3asBMTENb NPEACTABMSET B YNONIHOMOYEHHbIN dheaepanbHbI OpraH UCMONTHUTENbHOM BNacTu:

1) 3asBneHne O BKMKYEHUW B TOCYAApPCTBEHHbLIN peecTp MeKapCTBEHHbIX CPeAcTB  OaHHON
hapmavneBTUYECKON CyDCTaHUMK;

2) konus [OOKYMeHTa, MoATBepXAalowero ynnaty roCygapCTBEHHOM MOLWMMHbI 3@ BKMOYEHME B
roCy4apCTBEHHbI PeecTp feKapCTBEHHbIX CPeAcTB hapmaueBTMYeckon cybcTaHumn, npousBefeHHOW Ans
peanu3aumu, 6o no cobCTBEHHOW WHMUMATMBE YKa3aHHbIA OOKyMEHT. B cnyyae ero HenpegcrtaeneHus
3asgBMTENneM YrNOMHOMOYEHHbIN dedepanbHbIi OpraH WCMOMHUTENbHOW BriacTu npoBepseT pakT ynnaThbl
rocy4apCTBEHHOW MOLWNMHBLI 3asiBATENIEM C MCNOJMb30BaHMEM MHdopMauun o6 ynnate rocygapCTBEHHON
MOLWMKWHLI, codepxawenca B [ocydapCTBEHHOW WH(OPMALUMOHHOW CUCTEME O [OCYyOQapCTBEHHbIX U
MyHULMNAanNbHbIX NnaTtexax, Ha OCHOBaHWW NpeacTaBNeHHOW 3asiBUTENEM KONMWW JOKYMeHTa, NoATBepXKaatoLwero
ynnaTty rocygapcTBeHHOW MOLUNUHbI;

(n. 2 B pea. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3) OOKYMEHTbI, yKa3aHHble B 4acTW 2 HacTOosILLEN cTaThy;
(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

4) 3asBneHvMe O Bblgavye paspeweHus Ha BBO3 B Poccunckylo ®degepaumio KOHKPETHOM napTum
He3apermcTpMpoBaHHOIO NIEKapCTBEHHOMO CpeacTBa, NpeaHa3HauYeHHOoro s NpoBeAeHMs yKa3aHHOM SKCNepTU3bl.
(n. 4 BBegeH PeneparnbHbiM 3akoHOM 0T 22.12.2014 N 429-93)

4. B TeyeHne pecatum paboumx OHEM CO OHA MPUHATUS 3asaBfEHUMS O BKIHOYEHUW YKa3aHHOW B 4dactu 1
HacTosilen ctaTbM hapmaueBTUYECKON CybCTaHUuMM B rocygapCTBEHHbIN pPeecTp eKapCTBEHHbIX CPeacTB U
OOKYMEHTOB, NepeydncrieHHbIX B YacTn 1 U NyHKTe 2 yacTu 3 HacTosLLEen CTaTby, YNONHOMOYEHHbIN dbefepanbHbli
opraH UCNONMHUTENBHOW BNacTu:

(B peq. ®PenepansHoro 3akoHa ot 22.12.2014 N 429-03)

1) npoBOAUT NPOBEPKY MNOMHOTHLI U JOCTOBEPHOCTU aHHbIX, COAEPXaLUMXCS B NpeAcTaBNeHHbIX 3aaBUTENEM
OOKYMeHTax;

(B pen. PepepanbHoro 3akoHa ot 25.11.2013 N 317-03)

2) NpUHUMAaET peELLEeHNe O HanpaBfieHWM B 3KCMEPTHOE YUYpeXAeHue 3afaHus Ha NpPoBeAEeHME 3KCNEepPTU3bI
KayecTBa yka3aHHOW B 4yactu 1 HacTosiwen crtatbu bapMaueBTUYECKOM cyOcTaHumm unm o6 OTka3e B TakoM
HanpaeneHuu;

3) yBegomMnsieT B 3NEKTPOHHOW UNN NMUCbMEHHOW hopMe 3asBUTENSA O NPUHATOM PELLeHWU Unu B Criyyvae
OTKasa C yKasaHWeM NPUYnH Takoro oTkasa.

(B peq. ®PenepansHoro 3akoHa ot 22.12.2014 N 429-03)

4.1. B cnyyae BbISIBNEHUS HEOOCTOBEPHOCTU CBEAEHUN, CoAepXallMxcs B MpefCcTaBreHHbIX 3asBuTenem
MaTepuanax, ynonHOMOYEeHHbIN hefepanbHbIi OpraH UCMONHUTENBbHOW BNAcTW HanpaBnseT 3asdBUMTENo 3anpoc
06 yTOYHEHUW yKasaHHbIX cBeAeHWN. [aHHbIN 3anpoc MOXeT ObiTb nepedaH YNnoNMHOMOYEHHOMY MPEACTaBUTENIO
3a8BUTENS MUYHO MO PacnMCKy, HanpaBrieH Mo NoyTe 3aka3HbIM NMUCbMOM UMK NepefaH B 3MEeKTPOHHOW opme
Nno TenekoMMYHWKaLMOHHbIM KaHanam cBs3u. B cnyyae HanpaBneHuss 4aHHOro 3anpoca Mo noyTe 3akasHbIM
NMMCbMOM OH CYUTAETCS NOJTYYEHHbIM MO UCTEYEHMM LLECTU OHEN C AaTbl HanpaBneHnst 3aKka3Horo nNucbma.
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(vacTb 4.1 BBegeHa depepanbHbiM 3akoHOM OT 25.11.2013 N 317-03)

4.2. Bagsutenb o6s3aH npeactaBuTb OTBET Ha 3anpoc  YNONMHOMOYEHHOro dedepansHOro opraHa
WCNONHUTENBHON BriacTM B CPOK, He NpeBbIlAOWMA AeBAHOCTa pabounMx OHen CO AHS MOonyyYeHus [aHHOro
3anpoca. Cpok, yka3aHHbIN B 4acTu 4 HacTosILLen CTaTbi, NPUOCTAHABNMBAETCA CO AHSA HanpaBneHusi 3asiBUTENIO
3anpoca ynoriHoMOYeHHOro defepansHoOro opraHa UCMOMHUTENbLHOW BracTu A0 OHA MOSyYeHus UM OTBeTa Ha
OaHHbIV 3anpoc U HEe YYUTLIBAETCS MPU NCHUCIIEHUN CpOKa 3KCMEPTU3bl KayecTBa papMaLieBTUYECKON cybCcTaHumm,
Hencnonb3yemom npu NPon3BoACTBE NeKapCTBEHHbIX NpenapaTos.

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

5. OcHoBaHMeM [Ons OTKasa B HampaBfieHMM B 3IKCMEPTHOE YYpeXAeHWe 3afaHus Ha npoBedeHue
3KCMepTM3bl KayecTBa YKasaHHOMW B 4YactM 1 HacTosiwen cratbuM apmMaueBTUYECKON cybCcTaHummu sBnsieTcs
HenpeacTaBneHne [OOKYMEHTOB, YKa3aHHbIX B 4acTM 2 HacTosillenh CcTaTbu, OTCYTCTBME MHdOpMaLuu,
noareepxaatowen pakt ynnatbl rocy4apCTBEHHOW MOLWMWHBI 3a BKMoYeHue hapmaueBTU4ecKkon cybcTaHumu,
npov3BeaeHHON Ans peanu3auun, B rOCY4apCTBEHHbIA pPeecTp feKapCTBEHHbIX CpeacTB, HenpeacTaBneHue
3asdBMTENEeM B YCTAHOBMEHHbLIW CPOK OTBETa Ha YykasaHHbIi B 4actu 4.1 HacToswew cTaTtbn 3anpoc
YMOMHOMOYEHHOro dheepansHOro opraHa WCMNOMHUTENbHOM BRAcTM WNM NpeAcTaBrneHMe [LOKYMEHTOB, He
coAepXxallmx ncyepnbiBaloLLEro nepevHsi He06Xo4MMbIX CBEAEHWMN.

(4acTb 5 B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

6. B TeueHne nsaTHaguaTu paboymx OHEW CO OHSA MOMyYEHUS! PELUEHUs YNONHOMOYEHHOro eaepanbHoro
opraHa UCNONHUTENBHOW BNacTu O HanpaBfeHUM B SKCMEPTHOE ydpexaeHe 3ajaHus Ha npoBedeHne aKkcnepTusbl
KayecTBa yKa3aHHOM B 4acTu 1 HacTosilien cTaTbu papMaueBTUYEeCcKon cybCcTaHUMM 3asiBUTENb NpeacTaBnsieT B
3KCMEepTHOE YYpEeXOeHne ONA NPOBEAEHUs OaHHOW 3JKcnepTuabl obpasubl dpapmaueBTMYeckon cybcTtaHuun B
Konmnyectse, HEOOXOAMMOM [f1s1 BOCMPOM3BEAEHNS METOLOB KOHTPONS KadecTBa. OKCMEPTHOE yupexaeHue npu
nonyyeHun obpasuoB ykasaHHOW B 4acTy 1 HacTosiwen cTatbu apmaueBTudeckon cybcTaHumMn Bbloaet
3asABUTENO0 JOKYMEHT, NOATBEPXKAAOLWMIA NnonydYeHne atux obpasLos, U B CPOK, HE MPEBLILLAIOLWMA Tpex paboymx
OHeN, yBeOOMNSAET B SMEKTPOHHOW WX MUCbMEHHON dopMe 06 3TOM YMNOMHOMOYEHHbIN dhedeparnbHbIi opraH
WCNONHUTENBHON BNACTU. OTW CPOKN HE BKITHOYAKOTCHA B CPOK MPOBEAEHUS JAHHOW 3KCNEPTMU3bI.

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

7. [JOKyMeHTbI, NOCTYNMBLUME B 3KCNEPTHOE yYpexaeHne Ans NpoBeAeHUs 3KCNepTU3bl KayecTBa ykaszaHHOM
B 4YacTM 1 HacTosiwen cTtaTbu papmaueBTUYECKOW cyOcTaHuumW, noanexaT Bo3BpaTy B YMNOHOMOYEHHbIN
benepanbHbI opraH UCNONHUTENBbHOW BracTV OOHOBPEMEHHO C 3aKMOYEeHUAMU MO pe3ynbTataMm NpoBeaeHHON
3KCNepTU3bI.

8. B cpok, He nmpeBbIWaAWMA NATU paboynx OHEN CO OHA MOMyYEeHUs 3aKMOYEHUST KOMUCCUMM 3KCMEPTOB MO
pesynbTaTtaM 3KCMepTu3bl KadecTBa yka3aHHOW B 4acTu 1 HacTosiwewn ctaTbu chapmaueBTUYECKOW cybcTaHuuw,
YMONMHOMOYEHHbIW doefeparnbHbli OpraH UCMOMNMHUTENbHOW BMNacTu:

1) ocyLecTBRSIET OLLEHKY TaKOro 3akroyeHnst Anst onpeaeneHnsa ero COOTBETCTBUS 3aaHuMI0 Ha NpoBedeHne
JaHHOM 3KCnepTu3bl;

2) npyHMMaeT pellueHWe O BKIIOYEHWM YyKasaHHOW B 4acTu 1 HacTosiwen cTtatbu dapmaueBTUYEeCcKon
cybCcTaHuuM B rocygapCTBEHHBIN PEECTP NEKAPCTBEHHbIX CPEACTB UK peLleHne o6 oTkase B TaKOM BKMOUYEHUN;

3) BHOCUT nMpu MPUHATUM pPELUEHUsT O BKIKOYEHMM YKazaHHOM B 4Yactu 1 HacTtosilen cTaTbu
dhapmaLeBTM4eCKON CybCTaHUMM B TOCYAAPCTBEHHLIN PEECTp JIEeKapCTBEHHbIX CPEACTB MNPedyCMOTPEHHYIO
nyHkTomMm 2 yactm 1 ctateu 33 Hactoswero PepepanbHOro 3akoHa MHgopmauuo U yBegomnsaetr ob aTom B
AMEKTPOHHOM U NMMCbMEHHON hopMme 3asBUTENS.

(B peq. ®enepansHoro 3akoHa ot 22.12.2014 N 429-03)

9. OcHoBaHVeM Angd oTkasa BO BKMIOYEHUU yKaszaHHOW B 4acTu 1 HacToslen ctaTbM hapmaueBTUYECKON
cybCcTaHUUN B TOCYOApCTBEHHbIA PEEeCTpP JIEKAapPCTBEHHbIX CPeacTB SBMNSAETCHA peLlleHne COOTBETCTBYHOLLETO
YMOSIHOMOYEHHOro doefeparnbHOro opraHa MCMOMHUTENbHOW BIlacTM O TOM, YTO KayecTBO (hapmaleBTUYECKOMN
cybcTaHUUN He NOATBEPXKAEHO MOMYYEHHBIMU AAaHHBIMU.

(vactb 9 BBegeHa PepepanbHbiM 3akoHOM OT 22.10.2014 N 313-$3)

10. He ponyckaeTca BKMOYEHUME B rOCYJapCTBEHHbIA peecTp JieKapCTBEHHbIX CpeacTtB  OOHOM
hapmaueBTMYECKON CyOCTaHUUM, NPOU3BEAEHHOW AN peanu3auum U BbIMYCKAEMOW OOHUM U TeM Xe
npousBoguTeneM, B Buae ABYX 1 6onee peecTpoBbIX 3anuncei.

(vacTb 10 BBegeHa deaepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

11. BHeceHue wn3MeHeHWIA B [AOKYMEHTbl Ha apmaleBTUYECKYD CyOCTaHUMI0, MPOU3BEOEHHYHO OIS
peanusaumn u BKIIOYEHHYIO B rOCyJapCTBEHHbIN peecTp NeKapCTBeHHbIX CPeACTB, OCYLLECTBNSeTCA B nopsiake,
ycTaHoBneHHoM cTtaTtbamu 30 u 31 HacTtoswero defepanbHOro 3akoHa, € ynnaTon rocygapCTBEHHOM MOLUMUHBI,
npenycMoTpeHHON 3akoHogaTenscTBoM Poccuiickon defepaumm o Hanorax u cbopax.

(vactb 11 BBegeHa dPegepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-93)
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12. [JonyckaeTtcs obpalleHne ¢apmaueBTU4ECKMX CYOCTaHLUMIA, NPOM3BEAEHHbIX Ans peanusauun, B
TeYeHMe CcTa BOCbMMAECATW [HEN [0 W nocre MPUHSATUMS  YNOMHOMOYEHHbIM dedepanbHbiM  OpraHoM
WCNONHUTENBHON BNACcTU pPELUEHUs O BHECEHUM U3MEHEHUA B OOKYMEHTbl Ha hapmMaLleBTMYECKy0 CybCTaHumIo,
NpOV3BEAEHHYIO ANS peanu3aunm 1 BKINHOYEHHYO B rOCyAapCTBEHHbIN PEECTP NeKapCTBEHHbIX CPEACTB.

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

13. PeweHne 06 UCKNIOYEHUM U3 TOCYLapPCTBEHHOIO peecTpa NeKapCTBEHHbIX cpeacTB hapmaueBTMYeCKon
cybcTaHuun, nNpomsBedeHHOW [Anis  peanu3auun, NpUHUMAaETCs YNONIHOMOYEHHbIM defeparnbHbiM  OpraHoM
WCNOSNTHUTENBHOW BNACTU B CIyyae:;

1) NnpeacTaBneHnst COOTBETCTBYHOLUM YNONTHOMOYEHHBIM dhegepanbHbiM OpraHOM UCMOSHUTENBHOWN BracTu
3aKIIOYEHNST O puUcke unm 06 yrpo3e >XM3HU UIM 340POBbK YesloBeka MO0 XMBOTHOMO MpU MCMOSNb30BaHUU
neKapCTBEHHOro CpeacTBa;

2) nopayn paspaboTyMKOM neKapCTBEHHOro cpeacTBa UNu npomsBoguTeNneM neKkapCTBEHHOro cpeacTsa
nM6o YMNOTHOMOYEHHBIM UMW OPYrMM HOPUONYECKAM NMUOM 3asBreHus 06 WMCKMYEHUU M3 rocyaapCTBEHHOrO
peecTpa nekapcTBeHHbIX CpeacTs hapmaLeBTU4eckon cybcTaHuumn, NpoM3BeAEHHOW AN peanv3auuu;

3) otcytcTBUs hapmMaueBTUYECKON cybCcTaHuMW, Mpou3BEAEHHOW Ans peanu3auuu, B obpallieHun B
Poccuiickon ®egepauun B TedeHme Tpex 1 bonee ner.

(yactb 13 BBegeHa dPepepanbHbiM 3aKoHOM 0T 22.12.2014 N 429-93)

Cratba 35. YTpatuna cuny ¢ 1 nions 2015 roga. - ®egepanbHblin 3akoH oT 22.12.2014 N 429-93.

Cratbss 36. ObxanoBaHue pelleHus o6 OTkase B Bblgaye paspelleHus Ha MNpoBeAeHUE KIMHUYECKOro
nccnefoBaHWs  NEKApCTBEHHOro npenapaTa, peleHuss o6 oOTka3e B rOCYLApCTBEHHOW  peruvcTpauum
NeKapCcTBEHHOro npenaparta, 3ak/oYeHUsi KOMUCCUMM SKCMEePTOB ISKCMEPTHOTrO YYPEXAEHWS WUNKN  3aKrioyeHus
coBeTa No 3Tuke

(B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

PelueHne coOTBETCTBYIOLLEIO YNOMHOMOYEHHOro oefepanbHOro opraHa UCNONHUTENBHOW BriacTu 06 oTkase
B BblJaye paspelleHus Ha NpoBeAeHUe KITMHWUYECKOro MCCrefoBaHWUs JeKapCTBEHHOro npenapara, pelueHue
yKasaHHOro dpegepanbHOro opraHa MWCMOMHUTENbHOW BrnacTu 06 OTkase B rocygapCTBEHHOW peructpauuu
neKapcTBEHHOro npenapaTa, 3aknioYeHWe KOMUCCUM 3KCMEepTOB SKCMEPTHOrO Yy4YpexaeHus UNu 3akroyeHue
coBeTa MO 3TUKe MOXeT ObiTb OOXanoBaHO B MOpsiAKe, YCTAHOBMEHHOM 3aKoHOAaTenbCcTBOM Poccuiickon
®epepaumn. 3aknoyveHWe akcrnepTa, OMOPMIEHHOe NOo MToraM SKCMepTU3bl B Lenax  onpeaeneHus
B3aVMO3aMeHsIeMOCTMN 3aperMcTpMpoBaHHOIo NIekapCTBEHHOro npenapara, MoxeT ObiTb 06anoBaHo aepxarenemM
unu BragenbueM perncTpaumMoHHOro YAOCTOBEPEHUS JeKapCTBEHHOro npenapata B KOMWCCUIO 3KCMepToB
9KCNEPTHOrO yupexgeHus. 3aknoyeHme KOMUCCHUM SKCNEPTOB IKCMEPTHOrO yupexaeHus, opopmIieHHoe No uToram
nepecMoTpa 06XXarnoBaHHOIO 3aKMYEeHUs IJKcnepTa, MOXeT ObiTb OCMOPEeHO AepxaTenem WnvM Bragenbuem
perncTpaumMoHHOro yaoCTOBEPEHNS NekapCTBEHHOro npenapara fnMbo yNnoNHOMOYEHHbIM UMW NIMLOM B NOpsgKe,
yCTaHOBMEHHOM 3akoHogaTenbcTBoMm Poccuiickon ®egepauuu. MNMpu obxanoBaHWM pelleHUs YNOSTHOMOYEHHOMO
degepanbHOro opraHa WCMOMHUTENbHOW BMNAacTW, 3aKMYeHUs 3KcnepTa UM KOMUCCUM IKCMEPTOB 3KCMEPTHOro
yypexaeHusl, 3aknioveHWs coseTa Mo JdTUKe JepxaTenb Wnu Bnagerney perncTpaumoHHOro yAoCTOBEPEHUS
neKkapcTBeHHOro npenapata nubo ynofIHOMOYEHHOE WMMW NWLUO BrpaBe NPeACTaBUTb pesynbTaTbl IKCNEepTU3bl
neKapcTBEHHOro npenapaTa, MPOTOKOMbl MOSMYYEHHbIX aKKpeAMTOBaHHbIMU MCNbiTaTeNbHbIMU fabopaTtopusamu
(ueHTpamu) pe3ynbTaToB UCCNeAoBaHWNA, NCTbITAHWUNA.

Cratbsa 37. VMiHdbopmaums, cBA3aHHas C OCYLLECTBIIEHMEM FrOCYAapCTBEHHOW perncTpaumm rnekapCTBeHHbIX
npenapaToB, UHOpMaLNs O 3aperMcTpuUpoBaHHLIX NEeKapCTBEHHbIX Nnpenapartax W nekapcTBeHHbIX npenapartax,
NCKNIOYEHHbIX U3 rOCYAapCTBEHHOrO peecTpa fekapCTBEHHbIX CPEeACTB

1. CoOTBETCTBYIOLMI YNONMHOMOYEHHbIM ddedeparnbHblil OpraH UCMOMHMTENbHOW BrlacTu pasMellaeT Ha
cBoeM oduumansHoM cante B ceTn "MIHTepHeT" nHopmaumio, CBA3aHHYIO C OCYLLIECTBIIEHWEM rocyAapCTBEHHON
permctpaumMm fekapcTBEHHbIX MnpenapaToB, B TOM 4MUCre NPOBEAEHUEM SKCMEepTU3bl JeKapCTBEHHbIX CPEACTB
(Bknoyas pesynbTaTthl ee nNpoBeAeHus), MHAPOPMaLMIO O 3aperncTpuMpoBaHHbIX NEKapCTBEHHBLIX npenapaTax M
neKapCTBEHHbIX npernapaTtax, UCKIMIOYEHHbIX U3 roCyAapCTBEHHOIO peecTpa NekapcTBEHHbIX CPeacTB, He No3aHee
4YeM yepes NATb paboumnx AHeN CO OHSA MOSyYeHMs COOTBETCTBYIOLLMM YNOSIHOMOYEHHbIM dhedeparbHbIM OpraHoM
NCMNOMHUTENBbHOW BNAcTW 3asBfeHNs O rocy4apCTBEHHOW perncTpaumm nekapcTBEHHOro npenapara.

(B peq. ®PenepansHoro 3akoHa ot 22.12.2014 N 429-03)
2. Cpoku 1 nopsgoK pasMeLLeHns ykasaHHOM B YacTu 1 HacTosiWen ctaTbM MHOPMaLUn ycTaHaBnMBaloTCcs
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YMOMHOMOYEHHbIM dbefeparnbHbiM OpraHoM UCNonHUTENbHOW Bractu. WHdopmauumsa, ykaszaHHasa B 4actn 1
HacTodALLEen cTaTbK, SIBMSIETCA OTKPbITOM M 06LIEeAOCTYNHON M NpeaoCTaBnsieTCs 3aMHTepecoBaHHbLIM Nuuam B
COOTBETCTBUM C 3aKoHogaTenscTBoMm Poccuiickon ®enepaumn.

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

Fnaea 7. KNMMHWYECKUE UCCITIEAOBAHUA NEKAPCTBEHHbIX
NPENAPATOB OANA MEOUUUHCKOIO NPMMEHEHUA, OOrOBOP
OB UX NPOBEOEHUU, NMPABA NAUMEHTOB, YYACTBYIOLLKNX
B 3TUX NCCNEOQOBAHUAX

Cratba 38. KnnHnyeckue nccnegoBaHna nekapcTBEHHbIX NpenapaToB ANnst MeAULMHCKOro NpUMeHeHNst

1. KnuHnyeckne nccnegoBaHusa nekapcTBeHHbIX NpenaparTosB Ans MeAULMHCKOro NMPUMEHEHUs, B TOM Yucne
MeXOyHapoAHble MHOrOLEHTPOBble, MHOTOLEHTPOBbLIE, MOCTPErMCTPAUMOHHbIE, MPOBOAATCA B OOHOW WMU
HECKONBbKUX MEOUNLMHCKUX OpraHuM3aumsx B COOTBETCTBUMM C MpaBuiiaMu Haanexallen KIMHUYECKOM MpaKTuKu,
YTBEPXAEHHBIMU  YNONIHOMOYEHHBIM  dbefeparnbHblM  OpPraHoM  WUCMOSTHUTENbHOW BNacTW, COOTBETCTBEHHO B
crnepyloLwnx Lensx:

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

1) yctaHoBneHne 6e30MacHOCTM MeKapCTBEHHbIX NpenapaTtoB Ans 340poBbix AobposonbueB u  (Mnu)
NepeHoCMMOCTM KX 300pOoBbiMM  JOOpOBOMbLAMM, 3a MWCKIIOYEHMEM TakMX WCCNeaoBaHWA NeKkapCTBEHHbIX
npenapaToB, NPOU3BEAEHHbIX 3a npeaenamu Poccuiickon ®epepauuu;

2) nogbop onTMManbHbIX AO03MPOBOK IEKapCTBEHHOro npenapata M Kypca nedeHus Ans nauueHToB C
onpegeneHHblM  3aboneBaHueMm, ONTUManbHbIX 403 U CXeM  BaKuuMHauMM  UMMYHOBMONOorm4eckumu
neKkapcTBeHHbIMU NpenapaTamMu 300pOoBbIX A0OPOBObLLEB;

3) yctaHoBneHue 6e30nNacHOCTVM NeKapCTBEHHOro npenapara U ero 3dMEKTMBHOCTU Afs MNaLMEHTOB C
onpegeneHHbIM 3abonesaHneM, npodunakTuiyeckon 3MEPEKTUBHOCTU NMMYHOOUONMOTMYECKNX NeKapCTBEHHbIX
npenapaToB 415 300POBbIX A0OPOBOMbLEB;

4) n3y4yeHne BO3MOXHOCTU pacCLUMPEHMs MoKasaHWn ANA MEeAWMLMHCKOrO NPUMEHEHWUst U BbISIBMIEHUS paHee
Hen3BeCTHbIX NOOOYHbIX AENCTBUIA 3aperMcTpMpPOBaHHbIX NeKapCTBEHHbIX Npenapartos.

2. B oOTHOWeEHUN BOCMPON3BEAEHHbIX FEKapCTBEHHbIX NpenapatoB Ans MEeAWMLMHCKOro NpUMEHEeHUs
NpoOBOAATCA WccrnegoBaHUs OMO3KBMBANEHTHOCTM M (MM) TepaneBTUYECKOM 3SKBMBANEHTHOCTW B Mopsgke,
YCTaHOBMEHHOM YNOMTHOMOYEHHbIM dheaepanbHbIM OpraHoM UCMONHUTENBbHOW BNACTY.

3. OpraHusaumio NpoBeAeHUs KIMHUYECKMX UCCNEef0oBaHNIM NekapCTBEHHOro npenapata Ans MeguumHCKoro
NPUMMEHeHWs BNpaBe OCYLLECTBNATL:

1) pa3paboTymk nekapcTBEHHOro npenapaTa U1 ynonHOMOYeHHOe UM NnLO;

2) obpasoBaTenbHble OpraHM3auuyM  BbiCWIEro  00pa3oBaHWsA,  OpraHu3auuM  OOMOSHUTENbHOMO
npodeccuoHanbHoro obpasoBaHus;

(n. 2 B pea. ®epepanbHoro 3akoHa ot 02.07.2013 N 185-93)

3) Hay4HO-uccneaoBaTenbCKNe opraHnusaumm.

4. KnuHuyeckne nccnegoBaHusa fnekapcTBEHHOro npernapara ans MeguMuMHCKOro MpUMEHeHUs nNpoBoAsATCS
Ha OCHOBaHWM paspelleHnss Ha npoBeAeHMe KIMHUYECKOro WuccneaoBaHWs NekapcTBEHHOro mnpenapara,
BblJAHHOMO  YMOMHOMOYEHHbIM  dbefepanbHbiM — OpPraHoOM  UCMOSHUTENbHOM  BNacTu.  YMNOMHOMOYEHHbIN
dbefepanbHbI - OpraH WCMOMHUTENbHOW BnacTu BeAeT peecTp BblAaHHbIX paspelleHnn Ha nposefeHue
KMMHUYECKNX WCCredoBaHWN fekapCTBEHHOrO npenaparta, CoAepXallMn ykasaHue Ha WX uenb unu uenu, B
YCTaHOBMEHHOM 3TMM OpraHoM nopsigke.

(B peq. PepepanbHbix 3aKoHOB 0T 22.12.2014 N 429-93, ot 13.07.2015 N 241-03)

5. YTpatun cuny ¢ 1 nions 2015 roga. - PegepanbHblii 3akoH OT 22.12.2014 N 429-03.

6. K opraHvsaunm npoBefeHNs KNMHUYECKMX UCCNeaoBaHUA NekapCTBEHHOMo npenapaTa ans MeguumnHCKoro
nNpUMeHeHWs pa3paboTUMKOM FeKapCTBEHHOro npenaparta MOryT MpuBreKaTbCA lopuandeckue nuua nobon
OpraHn3auMoHHO-NPaBoBOM hOPMbI NMpU ycnoBun obecrnevyeHns COOTBETCTBUSA ATUX UCCNeaoBaHUA TpeboBaHMAM
HacTtosilero ®eaepansHOro 3akoHa.

7. KnuHnyeckne uccrnefoBaHus NekapcTBEHHbIX NpenapaTos ANs MeAUUMHCKOro NPUMEHEHUsI NPOBOAATCS B
MEOMLMHCKUX OpraHm3aumnsix, akKpeauTOBaHHbIX YMONHOMOYEHHbIM eaepanbHbiM OPraHOM WUCMOMHUTENbHOW
BNacTu B nopsiake, yctaHoBrneHHom lNpaBuTtensctBom Poccuiickon ®epepauuu.

8. TllepeyeHb MeOWLUMHCKMX OpraHmsauun, UMeKLWwnX nNpaBo MNPOBOAUTb KIMHUYECKUE WCCrefoBaHus
neKapCTBEHHbIX MpenapaToB ANS MEAMLUHCKOrO NPUMEHEHUS, U PeecTp BblAaHHbIX pa3peLlleHnin Ha npoBedeHne
KMMHUYECKNX UCCNefoBaHUM NekapCTBEHHbIX NpenapaToB onybnKOBLIBAOTCA U pa3MeLLaoTCs YNOTHOMOYEHHbIM
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hbenepanbHbIM OpraHoOM UCMONTHUTENBHOW BNAacTu B YyCTAHOBNEHHOM MM MOPSIAKE HAa CBOEM odhmumanbHOM canTe B
cetn "UHtepHeT".

Cratba 39. PeweHve 0 npoBefeHUU KIMHUYECKOrO MWCCrefoBaHWs FNeKapCTBEHHOro npenapaTta And
MEeOMULMHCKOrO NPUMEHEHNS
(B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. KnnHnyeckoe uccnegoBaHue nekapCcTBEHHOro npenapara Ans MeguuuHCKOro NpUMeHeHWs NpoBOAMUTCS
Ha OCHOBaHUW paspeleHns Ha MpoBeJeHne KIMHMYECKOro UCCnegoBaHUs IekapCTBEHHOro npenapara,
BblJ@HHOMO YMOMHOMOYEHHbIM befeparibHbiM OpraHoOM WCMOMHUTENbHOW BNacTW NO pesynbTaTamM 3aKcnepTusbl
OOKYMEHTOB, HeobxoOuMbIX [AMfs NOMyvYeHMsl pas3pelleHuMs Ha npoBedeHMe KIMHUYECKOro UCcrefoBaHus
neKkapCcTBEHHOro npenapara u 9TMYECKOM 3KCNepTuU3bI.

2. lns nony4yeHusa paspelleHnss Ha NpoBeAeHME KIMMHUYECKOro UccnenoBaHust NekapcTBEHHOro npenapara
ONs  MeOMLMHCKOro MpUMEHEHMS 3asdBUTENb MpeacTaBnsieT B YNOMHOMOYEHHbIN  dhedepanbHbIi - opraH
WCNONHUTENBHON BNAcTU:

1) 3asgBneHMe O Bblgavye paspelleHuMs Ha NPOBEAEHME KIMHUYECKOro MCCrefoBaHWUsi NEeKapCTBEHHOrO
npenapaTta Ans MeguuMHCKOro NpuMeHeHus;

2) KONMMM OOKYMEHTOB, NOATBEpPXAAlLWMUX ynnaty rocyaapCTBEHHOW MOLWMMHbI 32 NPOBEAEHME STUYECKON
3KCMEePTU3bl, IKCNEPTU3bl JOKYMEHTOB Ha NeKapCTBEHHbLIN npenapaT Ang nonyyeHus paspelleHns Ha npoBefeHune
KNUHUYECKOrOo WCCredoBaHUSA feKkapcTBEHHOro npenapata Ansg MeaMUMHCKOro NpUMEHeHus, 3a Bblgady
paspelleHns Ha npoBedeHue KIMHUYECKOro MUCcneaoBaHus fekapcTBEHHOro npenapaTta Ansg MeauuMHCKOro
NPUMEHEHNs, 3a NPOBEAEHME IKCNEPTU3bI OKYMEHTOB Ha NEKApPCTBEHHLIN NpenapaT Ansi NoNyYeHus paspeLleHnst
Ha nNpoBedeHMe MeXOyHapOL4HOro MHOFOLEHTPOBOrO KMMHMYECKOrO UCCeaoBaHUS NeKkapCTBEHHOro npenapara
ONs MeOMLMHCKOro NMpUMEHEHMs, 3a Bblayy paspelleHus Ha NpoBedeHMEe MeXAyHapOoAHOro MHOroLEeHTPOBOro
KNUHUYECKOTO WCCMNeAOBaHUSA NEeKapCTBEHHOro npenapata Ans MeAWUUMHCKOro NPUMEHEeHWsl, 3a npoBedeHue
3TUYECKON IKCMEPTU3bl, IKCMEPTU3bl JOKYMEHTOB Ha JNIEKapCTBEHHbIV npenapaT Ans NOoMyvYeHMs paspeLleHus Ha
npoBefeHne MNOCTPErncTPaLMOHHOIO  KIMMHUYECKOrO  UCCNEeaoBaHMA  NEeKapCTBEHHOro  npenapata  Ans
MEeOMLMHCKOro MpUMEHEHUs, 3a Bblgady paspelleHnss Ha npoBefeHue MNOCTPEerucTpaLmMoHHOIO KIMHUYECKOro
nccrnegoBaHUsl NeKapCTBEHHONO npenapaTta Ans MeAWULMHCKOrO MPUMEHEHUSA, UK N0 COOCTBEHHOW MHULMATMBE
yKasaHHble [OKYMeHTbl. B cnyvyae HenpeacTtaBneHus 3asiBUTENEM YKasaHHbIX [OKYMEHTOB YMNONHOMOYEHHbIN
defepanbHbIl  OpraH WCMOMHUTENBHOM BracTu npoBepsaeT akT ynnaTtbl rocyAapCTBEHHOW MNOLWIMAWHBLI €
ncnonb3oBaHveM WHOpMauMnm o6 ynnate rocyaapCTBEHHOW MOLWMUHBI, codepxallenca B [ocygapCTBEHHOM
WH(POPMALIMOHHON CUCTEME O rOCYAapCTBEHHbIX U MYHUUMNAnbHbIX MfaTtexax, Ha OCHOBaHWW npeacTaBneHHbIX
3aaBUTENEM KOMUIN JOKYMEHTOB;

3) NPOTOKON KMMHMUYECKOrO UCCeL0BaHNs NEeKapCTBEHHOIO nNpenapaTa 4n1s MeAULMHCKOro NPUMEHEHNS;

4) GpoLutopy nccrnegoBaTens;

5) MHpOPMAaLMOHHBIV MUCTOK NaLUMNEHTa;

6) cBegeHns o6 onbiTe paboTbl MccrnegoBaTenem Mo COOTBETCTBYHLMM CREUManbHOCTAM M MX OMbiTe
paboTbl N0 NPOBEAEHUIO KIMHUYECKUX UCCNEa0BaHUN;

7) cBefeHUs O MeOMUMHCKMX OopraHusaumsx, B KOTOpbIX npeanonaraeTcs npoBefeHne KIUHUYECKOro
nuccneaoBaHUA NeKkapcTBEHHOro npenapata  Ansd  MeOWUMHCKOro npuMeHeHus (MOMHOe W COKpalleHHoe
HanMeHOBaHUA, opraHn3aunoHHO-NpaBoBas popma, MeCTO HaXOXAEHUA U MECTO OCYLLEeCTBNEeHNa OeATeNbHOCTH,
TenedoH, Tenedakc, agpec ANEeKTPOHHON NOYThI KaXXA0M MeANLIMHCKON opraHu3aumm);

8) cBedeHVss o npeanonaraeMblX CpoKax MNPOBEAEHUS KIUHUYECKOro WCCrnedoBaHUSA neKkapCTBEHHOro
npenapaTta ans MeguuMHCKOro NMPUMEHEHUS;

9) konuio goroBopa 064a3aTenbHOro0 CTPaxoBaHWs!, 3aKTFOYEHHONO B COOTBETCTBUU C TUMOBLIMW MpaBuniaMm
00s13aTENBHOrO CTPaxoBaHUs, C ykazaHMeM npeneribHOM YMCIEHHOCTM NMAaUUEHTOB, YY4aCTBYHOLUNX B KIMHUYECKOM
nccnegoBaHuKM NieKapCTBEHHOMO npenapara ansg MeguumMHCKOro NpMMeEHEHUs;

10) nHcpopmaumio 0 cocTaBe NekapCTBEHHOrO npenapaTa A8 MeguLMHCKOro NPUMEHEHMS;

11) [OOKYMEHT, COCTaBNEHHbIA MPOM3BOAUTENIEM JIEKAPCTBEHHOrO nMpenaparta Ans  MeaUuLUHCKOro
NPUMEHEHUS N COAEePXalLlun nokasatenu (xapakTepucTukn), a Takke CBeeHNs 0 nekapcTBEHHOM npenapare Ans
MeAMLIMHCKOro NPUMEHEHUS, NPOMU3BEeAEeHHOM ANl NPOBeAEeHUS KIMHUYECKUX UCCneaoBaHui,;

12) konulo nNUUEH3UM Ha nNPOU3BOACTBO fEKApCTBEHHbIX CPeacTB B Chnyvae, ecnv npou3BOACTBO
nekapcTBEHHOro npenaparta ocyllectsnseTca B Poccuiickon deaepaumm, Unm Konmio 3aknovYeHns 0 COOTBETCTBUM
Npou3BoaUTENst NIEKapCTBEHHOrO npenaparta TpeboBaHMAM NpaBun Hagnexallen Npou3BOLCTBEHHOW MPaKTUKM,
Bbl@aHHOIO KOMMETEHTHbBIM YNOMHOMOYEHHbIM OPraHOM CTpaHbl MPOM3BOAUTENS NEeKapCTBEHHOro npenapara.

3. B cpok, He mpeBblwaOWmMi AT paboymx OHEeN CO AHA NPUHATUS YyKasaHHOro B NyHkTe 1 yactm 2
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HacTodAWen cTaTbW 3asBNEeHWss UM HeobXOAMMbIX [OKYMEHTOB, YMNOMHOMOYEHHbIV doefepanbHbii  OpraH
NCMNOMHUTENbHOW BNAcTu:

1) npoBOAMT NPOBEPKY MOMHOTbI WM [OCTOBEPHOCTUM CBEAEHWUW, COAEpXaluxcsa B MNpPeAcTaBrEeHHbIX
3asgBuTENEM OOKYMEHTaX;

2) NpuMHUMaeT pelleHne O MNPOBEAEHMU 3SKCNEepPTU3bl OOKYMEHTOB ANs MOMyYeHUs paspelleHus Ha
nposefeHne KINUHNYECKOro WuccrneaoBaHUsA neKkapCTBEHHOro npenapaTta Ans MeauUMHCKOro MNpUMEHeHuUs U
3TMYECKON 3KCNepTU3bl Unn 06 oTka3e B MPOBEAEHUN YKa3aHHbIX 9KCMEPTUS;

3) yBegoMnseT B aMEKTPOHHOM hopMe unm Ha BymMaKHOM HocuTerne 3aaBUTeNst O MPUHSATOM peLlleHnn nnbo
B Cryyae MpUHSTUSA pelleHnst ob oTkase Takke C yKa3aHMeM MpUYMH Takoro oTkasa;

4) noaroTaBnvMBaEeT M HanpaBnseT B 3KCMEPTHOE YYPEXAEHUE U COBET MO 3TMKE 3adaHue Ha npoBedeHue
COOTBETCTBYIOLLUMX IKCNEPTUS.

4. B cny4ae BbISBMEHWS HEMNOMHOTbI W (MNM) HEOOCTOBEPHOCTM WHAOPMauMK, codepXxawencs B
NpeacTaBneHHbIX 3asiBUTENEeM [OKYMeHTax, YNONMHOMOYEHHbIV denepanbHbll OopraH UCNOMHUTENBHON BRacTu
HanpaBnseT 3asdABMTEN0 3anpoc 06 YyTOYHEHWUM yKa3aHHOM MHdopMauumu. [daHHbI 3anpoc MoxeT OblTb nepeaaH
YNOSTHOMOYEHHOMY MPEACTaBUTEN0 3asBUTENSA MNMYHO MOA PAacrnWCKy, HanpaBfeH MO MoYTe 3aka3HbiM MMCbMOM
Unu nepegaH B 3NEKTPOHHOM dopMe Mo TeNeKkOMMYHMKaLMOHHbIM KaHanam cBa3n. B cnyyae HanpasneHus
JaHHOro 3arnpoca Mo noyte 3akasHbiM MUCbMOM OH CUMTAETCHA MOMYYEeHHbIM MO UCTEYEeHUW LWEeCTU OHeW C Aathl
HanpaBneHWst 3aka3Horo nucbma. 3asBuTenb 00s3aH NpeacTaBUTb OTBET Ha 3anpoc  YNOfHOMOYEHHOro
dhenepanbHOro opraHa UCMOMNHUTENBHOW BNAcTW B CPOK, HE NMPEeBbIWALWNUA AeBAHOCTa pabovmx OHEN CO OHA ero
nonyyeHusi. Cpok, ykasaHHbIA B 4YacTu 3 HacTosien cTaTbW, NPUMOCTAHABNMBAETCS CO [OHA HanpaBreHusi
3aABUTENIO 3anpoca YNoNHOMOYEHHOro drefepanbHOro opraHa UCNOMHUTENBHOW BNAcTW A0 AHA MOMyYeHust UM
COOTBETCTBYIOLLEr0 OTBETA U HE YYUTLIBAETCH NPU NCHUCTIEHNM CPOKa NPUHATUS YNONHOMOYEHHbIM (beaepanbHbIM
OpraHoM WCMOSNHUTENbHON BNACTW peLleHns O NpoBeAeHUN IKCNepTu3bl JOKYMEHTOB Afs Nony4YeHus paspeLueHns
Ha npoBefeHne KNMHUYECKOro MCCNeaoBaHns fekapCTBEHHOro npenapaTa Ans MeguunHCKOro NpUMeEHeHUs.

5. OcHOBaHMeM Ans OTKasa B NPOBEOEHMM IKCNepTu3bl OOKYMEHTOB ANA MOMy4YeHus paspelueHus Ha
npoBeAeHUe KIMHUYECKOro WUCCreaoBaHUs MekapCTBEHHOro mnpenapaTta Ans MeOUUMHCKOTO MPUMEHEHUA U
3TMYECKON 9KCMEPTU3bI ABNSETCS NpeacTaBneHme JOKYMEHTOB, NMPeAYyCMOTPEHHbIX YacTblo 2 HacTosALWwen cTaTbi, B
HenosHoM obbeMe, HenpeacTaBleHVe 3asiBUTENIEM B YCTAHOBIEHHBLIN CPOK OTBETa Ha ykasaHHblA B 4actu 4
HacTOosLLEN CTaTbk 3anpoc yNONHOMOYEHHOro dhefepanbHOro opraHa UCNoNHUTENBHOWM BracTu Nnbo oTCyTCTBUE B
NpeacTaBreHHbIX [OKYMEHTaX WCYepnbIBalOWeEro nepeyvyHss Heobxoaumon uHdopMaumm wnu uHdopmaumu,
KOTopas AOKkHa ObITb OTpaXeHa B HWUX, @ TaKKe OTCYTCTBME WMHGOPMauMK, NOATBEpXAawLlen dakT ynnaTbl
rocyaapCTBEHHOW NOLUMMHBI 3a NPOBEAEHUE 3TUYECKOW 3KCNepTusbl, SKCNepTn3bl JOKYMEHTOB Ha NeKkapcTBeHHbIN
npenapaTt Ans Nony4yeHus paspeLleHnsa Ha npoBefeHne KINMHUYECKOro uccnegoBaHus nekapcTBeHHOro npenapara
AN MeOUUMHCKOTO MPUMMEHEHMs, 3a Bbidayy paspelleHMs Ha MpoBeAeHNe KMMHUYECKOro uccrefoBaHus
NeKapCTBEHHOro npenapaTta And MeguUMHCKOrO MPUMEHeHUs, 3a MNpoBeAeHue 3KCNepTusbl AOKYMEHTOB Ha
NeKapCTBEHHbIV MpenapaT Ans MNOofyYeHWs paspelleHus Ha MNpoBedeHue MeXOyHapOAHOro MHOroLEHTPOBOro
KMMHUYECKOr0 UCCMefoBaHUsA fNeKapCTBEHHOro npenapata Ans  MeAuUMHCKOro MpUMEHeHus, 3a Bblgady
paspelleHnsi Ha NpoBedeHne MexXAyHapO4HOrO0 MHOIOLEHTPOBOMO KIMHUYECKOro UCCeaoBaHus NekapCTBEHHOro
npenapaTa Ans MeauuMHCKOro NPUMEHEHUs, 3a NpoBedeHne 3TUYECKON IKCNepTM3bl, IKCNEPTM3bl JOKYMEHTOB Ha
nekapcTBEHHbIN npenapaTt Ansd nonyyeHus paspelleHus Ha MnpoBefeHne MOCTPEerucTpaLmMoOHHOIO KIMHUYECKOro
nuccneaoBaHUA rekapCTBEHHOro npenapaTta Ans MeAWUMHCKOro NPUMEHeHWs, 3a Bblgady paspelleHns Ha
nposefeHne MNOCTPEerucTpaLMoHHOIO  KMMHUYECKOro  UCCnefoBaHWsA  NeKkapCcTBEHHOro  npenapata  Ans
MeAMWLMHCKOro NPpUMEHEHMS.

6. lNpoBeneHue akcnepTusbl AOKYMEHTOB [ANS1 MOMNy4YeHUs paspelleHns Ha npoBedeHUe KITMHUYEeCKOoro
nccregoBaHUsl NeKapCTBEHHOTO npenapata  Ans  MeAWUMHCKOrO MNPUMEHEHWSs U 3TUYECKOW  3KCnepTu3bl,
COCTaBMeHNne KOMMWCCMEN IKCMEPTOB M COBETOM MO 3TMKE 3aKMOYEHUN O BO3MOXHOCTU WM HEBO3MOXHOCTU
NPOBEAEHUS TaKoro KIMHWYECKOTrO WCCregoBaHWs M HamnpaBfieHMe 3TUX 3akMioYeHWn B YMOSIHOMOYEHHbIN
degepanbHbIi OpraH UCMOMNHUTENBHOW BNAcTW OCYLLECTBASITCA B CPOK, HE MpeBbIaloLWwmi Tpuauatn paboumx
OHEN CO [OHA MNOMNYyYEeHUS IKCMEepPTHbIM YYpPEeXAeHWEM 3adaHus  YMNONIHOMOYEHHOro deadepanbHOro opraHa
WCNONHUTENBHOW BiacTu C NPUNOXEHNEM AOKYMEHTOB, yKasaHHbIX B nyHkTax 3, 4, 10 n 11 yactu 2 HacTosLwen
cTaTbW, W COBETOM MO 3TMKE 3aJaHus YMNONHOMOYEHHOro deaepanbHOro opraHa WCNONHUTENbHOW BRactu ¢
NpUNoXeHNeM OOKYMEHTOB, YKa3aHHbIX B NyHKTax 3 - 6, 8 1 9 yactu 2 HacTosLLen CTaTbu.

7. B cpoK, He NpeBbllaWNA NATU pabounx OHEW CO OHSA MOMyYEeHWUst 3aKMOYeHUI, yka3aHHbIX B YacTu 6
HacTosLLen cTaTbl, YNONHOMOYEHHbIM doeaepanbHbli opraH UCMOMHUTENbLHOW BRacTu:

1) ocylecTBnsAeT OLEHKY MOCTYNMBLUMX 3aKMYeHWA AN onpefeneHns Mx COOTBETCTBUS 3afaHusiM Ha
nposefeHne COOTBETCTBYIOLLMX IKCNEPTU3;

2) npvHUMaeT pelweHMe O Bblgavye paspelleHnss Ha MNpOoBeAeHUe  KIMHWYECKOro  UCCrnefoBaHuS
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JlIeKapCTBEHHOro npenaparta anda MeguumHCKOro npuMmeHeHna nnn 06 oTkase B BblJa4e yKa3aHHOIo paspelleHuns;

3) BblAaeT pa3pelLleHne Ha nposegeHne KIMHU4YeCKOro umccriegoBaHnA nekapCTBeHHOro npenaparta Aand
MeaNLMHCKOIro npumMmeHeHna unn pelueHne o6 oTkase B Bblga4ye yKa3aHHOro paspelleHuna C ykadaHuem npuynH
oTKa3a.

8. OcHoBaHMeM p[ns OTkasa B Bblgavye paspeLlleHns Ha NPOBEAEHME KIMHWYECKOrO WCCIeqoBaHus
NeKapCcTBEHHOro npenapata Ans MeAVMUMHCKOrO MPUMEHEHMWSI SBMSETCA Hanuuue 3akniyeHusi Komuccum
9KCMEPTOB MNN 3aKItOYEHUSI COBETA MO 3TUKE O HEBO3MOXHOCTU MNPOBEAEHMS KIMHUYECKOTO WCCIEefoBaHMs
neKapcTBEHHOro npenapata Ans MeAUUMHCKOrO MPUMEHEHUst Mo pesynbTaTaM MpOBeAEHHbIX 3SKCMepTU3,
npeayCMOTPEHHbIX YacTblo 6 HACTOsILWEN CTaTby.

9. PewweHune 06 oTkase B NpoBeAEHUN IKCNIEPTU3bI LOKYMEHTOB A1 NONyYeHWsl pa3peLleHmnst Ha NPOBeAEHNE
KIMMHN4YEeCKOoro wuccrneagoBaHuna JnekapCTBeHHOro npenapata and MeauumMHCKOro npuMeHeHua w 3TNYeckon
JQKCNEPTNU3bl N B Bblaa4ye pa3pelleHnda Ha npoBeaeHne KInnHM4YecKoro nccrnenoBaHna nekapCcTtBeHHOro npenapara
ana MeguuumHCKOro rnpuMeHeHmna MoXXeT ObITb 0OXanoBaHO B nopsaake, yCctaHOBJIEHHOM 3aKOHO4ATes1IbCTBOM
Poccuiickon ®epepauuu.

Cratba 39.1. OTnuyeckasa akcnepTmaa
(BBegeHa ®epepanbHbiM 3akoHOM 0T 22.12.2014 N 429-$3)

1. OTudyeckas akcnepTvM3a MPOBOAMTCA COBETOM MO 3TWMKE, CO3L4aHHbIM B MOPsSiAKE, YCTaHOBMEHHOM
YMNONTHOMOYEHHbIM defeparnibHbIM OPraHoOM UCMOSTHUTENBHON BNacTW, B LENsX BbiAayn 3aknodeHns ob atuyeckom
0BOOCHOBAHHOCTM BO3MOXHOCTM MNPOBEAEHUSA KIMMHMYECKOTO MWCCIeAoBaHMS feKapCTBEHHOrO npenapaTta Ans
MEeLMLMHCKOro NPUMEHEHMS.

2. JkcnepTamu coBeTa No 3TUke MOryT ObITb MpeacTaBuUTENU MEOULMHCKUX OpraHvM3auumn, Hay4vHbIX
opraHmsauui, obpasoBaTerbHbIX OpraHu3auuin BeicLLero obpasoBaHus, a Takke npegcraBuTeny obLeCcTBEHHbIX
opraHm3auui, penuruosHbIX OpraHusauuin U cpeacts MaccoBov MHopmauun. [aHHble 3KCnepTbl HE OOSKHbI
HaxoauMTbCs B Kakou-nmbo 3aBMCMMOCTM OT pas3paboTuMKOB FEeKapCTBEHHbIX NpenapatoB W Apyrux nw,
3aMHTEPECOBaHHbIX B pe3ynbTaTax 9TUYECKOM SKCNepTm3bl.

3. Onnarta ycnyr akcnepToB COBETa MO 3TUKE OCYLLECTBMSAETCA Ha OCHOBAHWMW LOroBOpa, 3aKMHOYEHHOro
MeXay YNONMHOMOYEHHbIM deaeparnbHbIM OpraHOM UCMOMNHUTENBHON BNAcTW, KOTOPbIM CO3aH COBET MO 3TUKE, U
3KCMepToOM coBeTa MO 3TUKe, 3a cYeT OMKEeTHbIX aCCUrHOBaHWW, MNPefyCMOTPEHHbLIX YMOTHOMOYEHHOMY
dhenepanbHOMy OpraHy UCMOMHUTENBHOWM BNAcTK, KOTOPbIM CO34aH COBET MO 3Tuke, B dheepanbHom GropkeTe Ha
COOTBETCTBYWOLWMIA rog Ha obecnevyeHne ero OesATENbHOCTM, B pa3Mepax, YCTaHOBMEHHbIX [lpaBUTENbLCTBOM
Poccunckon ®egepaumn.

4. DkcnepTbl coBeTa MO 3TUKE HECYT OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOAaTenbCTBOM Poccuickon
depepauymm.

5. CoctaB coBeTa no 3Tuke, nomnoxeHuve o6 3TOM coBeTe, NOPSOOK ero AesTenbHocTw, TpebosaHusa K
KBanudpukaumm n onbiTy paboTbl MO 3KCNEPTHOW OLEHKE HayyHbIX, MEOULMHCKMX M 3TUYECKUX acCrnekToB
KNUHUYECKUX WCCIELOBaHUA NEKApPCTBEHHbIX MpenapaTtoB Ana MeAMLMHCKOro NPUMEHEHus, npeabsBnaemMble K
aKcneptaMm coseTa MO 3TWKe, NOPSALOK OpraHuM3auuM 1 NpoBEeAEHUS 3TUYECKOW IKCMepTU3bl, hopma 3aknoyeHus
coBeTa Mo 3TUKe yCTaHaBNMBAKOTCH YNOMHOMOYEHHbIM befeparnbHbIM OpraHoM UCMOMHUTENBHOM Bnactu. Yucno
npeacraBuTeNnen MeauUMHCKUX OpraHu3auuMi He MOXET NpeBblaTb MOMOBUHY OT obLiero 4ucrna 3IKcnepToB
coBeTa Mo 3TukKe.

6. MlhdhopMauusa o coctaBe coBeTa MO 3TUKE, NfaHax ero paboTbl U TeKyLen AeaTenbHOCTU pa3MeLLaeTcs
Ha odunumanbHOM canTe YNofHOMOYeHHOro deepanbHOro opraHa UCNoNHUTENbHOW BracTu B ceTn "VIHTepHeT" B
YCTaHOBMEHHOM MM NMOpPSIAKe.

Cratbsn 40. poBeaeHve KNMHMYECKOrO WCCReaoBaHUsl NeKapcTBEeHHOro npenapaTta Ans MeOuUUHCKOro
npyMeHeHus

1. PykoBoguTenb MeOULMHCKOM OpraHmsauuun, KoTopad MpoOBOAUT  KIMHUYECKoe uccnegoBaHue
neKkapcTBEHHOro npenapaTta Ans MeguuUMHCKOro MPUMEHEHUs!, HasHa4yaeT uccrnenoBaTens, OTBETCTBEHHOro 3a
NpOBEAEHNE TaAKOrO MCCNEAOBAHMSA U UMeLEero nevyebHyo crneumanbHOCTb, COOTBETCTBYIOLLYI NPOBOSUMOMY
KNMMHUYECKOMY WCCNEeAOBaHNIO NIEKAPCTBEHHOrO npenaparta, co cTtaxem paboTbl Mo nporpammam KIMHUYECKUX
nccrnegoBaHM NEKApPCTBEHHBLIX MNpenapaToB HE MeHee 4Y4eM Tpu roga M no ero NpeasiokeHwto HasHayaeT
counccnenoBaTenen N3 Yicna Bpaden 3Tom MeaMUMHCKON opraHm3aumm.

(B peq. ®PenepansHoro 3akoHa ot 22.12.2014 N 429-03)
2. NccnepoBartenb OCyLLECTBNSAET BbIOOP MaLMEHTOB, KOTOPbIE MO MEAULMHCKAM MOKa3aHUsM MOryT ObiTb
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npuBreYeHbl K Yy4acTMo B KIIMHUYECKOM WCCReAOBaHUM NEeKapCTBEHHOro npenapata Ang MeaULUHCKOro
NPUMEHEHNSI.

3. WccnepoBatenb u couccnegoBateny AOMKHbl ObiTb O3HAKOMMEHblI C pe3ynbTaTamu AOKITMHUYECKOro
nccnegoBaHnst NEeKapCTBEHHOrO CpeAcTBa, coAepKalummuca B Opolltope uccrnegoBaTtens, NpoekTom npoTokona
KNMMHUYECKOTO WCCRedOoBaHUA JfEeKapCTBEHHOrO npenaparta Ansi MeauUMHCKOro NpUMeHeHusl, paspaboTaHHbIM
pa3paboTYMKOM fEeKapCTBEHHOro npenapata WM MHbIM IOPUOANYECKUM JINLIOM, MPUBIIEKAEMbBIM K OpraHu3auumn
NPOBEOEHUST KIIMHMYECKOro WCCReAoBaHUA feKapCTBEHHOro npenapaTta Ans MeauUMHCKOro MNPUMEHEHUs, U
OpyrMMn matepmanamMmm Takoro nccregoBaHus.

3.1. PykoBoauTenb MeOULMWHCKOW OpraHu3aumm B CPOK, He MNpeBbillaloWmi Tpex pabdoumx OHen co OHS
Ha4ana npoBefeHUsT KIMHNYECKOro UCCNefoBaHus NekapCTBEHHOro npenapaTta Ans MeguumMHCKOro npuMeHeHus,
coobuaeT 06 3TOM B YNONHOMOYEHHbIN dheaepanbHbIi opraH UCMOMHUTENbHOW BRacTy, BbiAABLUUA paspeLleHne
Ha NpoBefEeHne Takoro NCCneaoBaHud, MO YCTAHOBIEHHON UM hopMme.

(vacTb 3.1 BBegeHa depepanbHbiM 3akoHOM OT 29.11.2010 N 313-03)

4. OpraHuszauuu, OCYLIeCTBASOWME  OpraHM3aumio  MpOBEAEHUS  KMMHUYECKOrO  UCCreaoBaHus
NeKapCTBEHHOro npenaparta Ans MeOULUHCKOrO NMPUMEHEHUs U yKasaHHble B YacTu 3 ctatbu 38 HacTosLlero
depnepanbHOro 3akoHa, B criydae HeobXo0AMMOCTU BHECEHNS] UIBMEHEHMI B NPOTOKOI KIMMHMYECKOrO NCCNeLOoBaHNs
NIeKapCTBEHHOro npenapaTta Ans MeOuUMHCKOrO MpuUMeHeHus coobwaT 006 3TOM B YNOSTHOMOYEHHLIN
deaepanbHbli OpraH UCNOSHUTENBHOW BRAcTW, BblAaBLUMIN paspelleHne Ha NpoBeaeHMe TaKoro MccriegoBaHus,
Nno ycTaHOBMNEHHON UM copme.

(B pea. PepepanbHoro 3akoHa oT 11.10.2010 N 271-93)

4.1. dopma coobLLUEHNST O BHECEHUM U3MEHEHWIA B MPOTOKOJS KITMHWUYECKOIro UCCreaoBaHUs NIeKapCTBEHHOIrO
npenapaTta 4ns MeguLMHCKOro NPMMEHEHUS OOIDKHA COAepXaThb CriefyoLlme CBeaeHUs:

1) HanmeHoBaHue, NOeHTUMMKALNOHHBI HOMEP U AaTa NPOTOKOMNa KMMHUYECKOro UCCIef0BaHus ;

2) nata BHECEHUS N3MEHEHUI B MPOTOKOS KIMHUYECKOrO NCCNEAOBaHUS;

3) HaMMeHOoBaHNe 1 MECTO HaxoXOeHUs 3asBUTENS;

4) HaMMeHOoBaHWe opraHuM3auuy, NPUBMEYEHHOW pa3paboT4YMKOM NekapCcTBEHHOro npenapara K opraHusauum
npoBeaeHUs KMMHUYECKOrO UccrnenoBaHus (Mpy Hanmuamn);

5) HaMMeHoBaHNA M MecTa HaxXOXOEHMS MEeOULMHCKUX OpraHv3auni, B KOTOPbIX MPOBOAMTCS KIMHUYECKOE
nccnegoBaHue;

6) oaTa Bblgayu paspelleHns Ha npoBedeHne KIMHUYECKOro uccnegoBaHs U Homep 3Toro paspeLleHus;

7) U3MEHEHUS, BHOCUMbIE B NPOTOKOI KIMHNYECKOro nccneaoBaHus.

(vacTb 4.1 BBegeHa dPepepanbHbiM 3akoHOM OT 11.10.2010 N 271-03)

5. B cpok, He npeBbllaWwun TpuaLaTn paboumx gHEN CO AHSA NOMyYeHNUst yka3aHHOTO B YacTUu 4 HACTOsLLEN
cTaTbu COOOLEHMS, YMOMHOMOYEHHbIN deaepanbHbIl OpraH MWCNOMHWUTENBHOW BriacT paccMmaTtpuBaeT 3To
cooOLleHne B YCTAHOBMNEHHOM MM MOPSAKE W MPUHUMAET peLleHNe O BHECEHUM WU3MEHEHUA B MPOTOKOI
KNUHUYECKOTO MCCNeaoBaHWs NEKapCTBEHHOro npenaparta Ans MeOULUHCKOro nNpuMeHeHust unu ob oTkase BO
BHECEHUMN Takux U3MeHeHun. Mpn paccMoTpeHun coobLleHnss 0 HEODXOAUMOCTN BHECEHMSI M3MEHEHWUI B MPOTOKON
KNUHUYECKOTO MCCrefoBaHNsl NEKapCTBEHHOro npenapata Ans MeAUUMHCKOrO MPUMEHEHMSI B LEnsX OLEHKM
0OOCHOBaHHOCTU MpeanaraeMbiXx WU3MEHEHWUA U OnpeferieHns CTeneHu pucka ANs NauueHTOB, NMPUHUMALLNX
yyactTve B KIUHWYECKUX UCCnefoBaHusX, YNONHOMOYEHHbIM defepanbHbiM OpraHOM MUCMOMHUTENbHOW BnacTu
MOryT NpMBMeKaTbCA 3KCNepTbl COBETA MO 3TUKE.

(B peq. ®PenepansHoro 3akoHa ot 22.12.2014 N 429-03)

6. KnuHnyeckoe mccnegoBaHue nekapcTBEHHOro npenapata Ans MeguLUHCKOro NPUMEHEHUST MOXET ObITb
NMPMOCTAHOBIIEHO WM MpeKpaLLleHo, ecrnyu B MpOLEecce ero npoBedeHusi obHapyxeHa OnacHOCTb AN KWU3HMW,
3[40pOBbsi NAaUMEHTOB. B criyyae BO3HMKHOBEHUSI OMACHOCTW ANS XXW3HW, 300POBbS MaLMEHTa, y4acTBYOLLEro B
KNMUHUYECKOM UCCredoBaHUN JIEKapCTBEHHOrO npenapaTta A MeOULUHCKOrO NPUMEHEHUs, UccregoBaTenu
00s13aHbl MPOMHGOPMUPOBaTb 06 3TOM PYKOBOOUTENS MEOULMHCKON OpraHvM3auvyM U OpraHusaumio, Nomy4vmBLLYIO
paspeLleHne ynormHOMOYEHHOro dhefeparnbHOro opraHa MCMNOSIHUTENBHON BNAcTU Ha OpraHu3aumio NpoBeneHust
KNMUHUYECKOTO WCCNEeAOBaHUS JNEKapCTBEHHOro nmnpenapaTta. PelweHne O nNpMOCTaAHOBMEHUU  KITMHUYECKOrO
NUCCneaoBaHUs JeKkapCTBEHHOro npenapata Ang MeOUUMHCKOTO MNPUMEHEHUs MPUHUMAKT PYKOBOAUTENDb
MEeAMLIMHCKON opraHmsauuu n (Unu) opraHusauusd, nonyymslLas paspelleHne ynornHOMOYeHHoro denepanbHoOro
opraHa MCMOSNIHUTENbHOM BRACTU Ha OpraHusauuio NpoBefeHUst KITMHMYECKOro WCCreaoBaHUsl fieKapCTBEHHOrO
npenapata Ansi MeguUMHCKOrO MPUMEHEHUS, PelleHne O MpeKkpaweHUn Takoro WccregoBaHust MpuHUMaeT
YNONTHOMOYEHHbIV dheeparnbHbIi OpraH WUCMONMHUTENBLHOW BRacTM Ha OCHOBAHWMM COOOLLEHMS B MUCbMEHHOWN
dopme  pykoBoauTeENs  MeAUUMHCKOM  opraHvMsauuMuM  WNu - opraHusaums, nonydmBllas  paspelleHue
YMONMHOMOYEHHOro heiepanbHOro opraHa UCMONHUTENBHOW BNACTU Ha OpraHusaumio nNpoBeaeHUs KIUHUYECKOro
nccnenoBaHus NeKapCTBEHHOO npenapara ansg MeguuUHCKOro NpUMEHEeHNs.
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7. B cpok, He npeBblwawWmi nNATM paboyunmx AOHEW CO [OHS 3aBepLUEHMsl, MNPUOCTAHOBMEHUS UMK
npekpaLweHns KIMHUYECKOro UWCCNedoBaHUs JeKapCTBEHHOro npenapaTta Ans MeAWMUMHCKOro NpUMEHEHNs,
coobuieHne 06 3TOM HanpaBnsgeTCs opraHuM3auusiMu, ykasaHHbiMM B 4Yactu 3 cTtatbuM 38 HacTosLlero
denepanbHOro 3akoHa, B YNONTHOMOYEHHbIN doeaeparnbHbI OpraH UCNONTHUTENBHOW BRACTM MO YCTAHOBMEHHOW UM
dopme.

8. dopma coobLieHns 0 3aBepLUeHUM, NPUOCTAHOBEHNN UMW MPEKpaLLEeHUN KIMHUYECKOro 1ccregoBaHns
nekapcTBeHHOro npenapara Ans MeauUMHCKOro NpUMeHeHuUs OOMKHa cogepXaTb:

1) wHopmMaumnlo 0 MEeQMUUHCKON OpraHv3aumMv Unv MeguuMHCKUX OpraHv3auusix, NpOBOAMBLUMX AaHHOE
nccnegoBaHue;

2) onncaHve JaHHOro NccneaoBaHns;

3) pOaHHble wuccnepoBsatens (amunus, MM, OTYECTBO, MeCcTO paboTbl, 3aHMMaemas [OOMKHOCTb,
cneumanbHOCTb, CTax paboTbl NO MporpaMMamM  KIAMHUYECKUX WCCRefoBaHWA fekapCTBEHHbIX MNpenaparos,
nepeyveHb KNMHUYECKNX UCcneaoBaHnii NekapcTBEHHbIX NpenapaTos, B KOTOPbLIX OH NpvHUMan ydactue (nepuoasbl
yyacTus) B Ka4ecTBe nccnegosaTens unu concecnegosaTens);

(8 pea. PepepanbHoro 3akoHa ot 11.10.2010 N 271-$3)

4) pesynbTaT [OaHHOTO WCCregoBaHWs (3aBeplleHue, NPUOCTAHOBIIEHWE WMAM MpeKpalieHue [AaHHOro
NCCregoBaHUsl C yKasaHMeM MX MPUYMH U BIUSIHUS Ha OLEHKY €ero pes3ynbTaToB, OOLLyl0 OLEeHKY pucka u
OXMaaeMonm nonb3bl OT MPUMEHEHUS WUCCedyeMoro fekapcTBEHHOro npenapaTa, a Tawkke npeanornaraemble
OanbHenwne 4encTems).

8.1. MNpwn BbIsBNEHUM henepanbHbIM OpPraHOM MCMOMIHUTENBbHOW BNacTW, OCYLIECTBASKOWMM (OYHKUMK MO
KOHTPOIO M Haa3opy B cdepe 34paBOOXPaHEHUS, HapYyLLEHU NpaBun Hagnexalen KINUHUYECKON NPakTUKM npu
NPOBEAEHUN KITMHWYECKOro WCCneaoBaHns NEeKapCTBEHHOro mnpenapaTa, BAUSAKWMX Ha MOAHOTY w  (unn)
AOCTOBEPHOCTb AaHHOTO KIMMHUYECKOro UCCNeaoBaHus, yKkadaHHbIN dhedeparbHbIi OpraH UCNOMHUTENBHOW BNacTu
npuocTaHaBnMBaeT NpoBedeHne AaHHOrO KMMHUYECKOro UCCregoBaHUs U BbIHOCUT MEANLMHCKOW OpraHnsaumu, B
KOTOpOM MNpOBOAUTCS [OaHHOE KIMHUYEeCKoe uccrnedoBaHve, npegnucaHne o6  yCTpaHeHWW BblSIBAEHHbIX
HapyweHun. Npu HeycTpaHeHMM MeAVUUHCKON OpraHv3auven BbISBMIEHHbIX HapyLeHWW B YCTaHOBIMEHHbIA B
npeanucaHun  CpoK  yKkasaHHbI  dedepanbHbii OpraH  WCMOMHUTENbHOW BRAactu MPUHMMAaeT pelleHne o
npekpawieHm npoBefeHnsa KNMHUYECKOro UccrneaoBaHus fekapCTBEeHHOro mnpenapata W HanpasnseT B
defepanbHbIi OpraH MWCMOMHUTENBHON BMNAcTW, OCYLECTBASKLWNA (yHKUMM MO BbIpaboTke M peanu3aumm
rocyfapCTBEHHOW NONIMTUKA U HOPMATUBHO-MPaBOBOMY PErynmpoBaHuio B cepe 30paBoOXpaHeHus!, 3aKroyeHne
O BbISIBNIEHUM MpU MNPOBEAEeHUN [aHHOMO KIWHWYECKOro WCCredoBaHUA HapylweHMn MnpaBun Hagnexallen
KNMMHUYECKOW MPaKTUKW ANs NPUHATUS pelleHns 06 OTMEeHe paspeLleHust Ha opraHvM3aumilo NpoBeAeHNst AaHHOro
KNUHUYECKOro UCCrefoBaHUs C AdaTbl MPUHATUS pelleHUs O MPUOCTaHOBNEHUW NPOBEAEHUS KIMHUYECKOro
nuccrnegoBaHus NekapCcTBEHHOMo npenapara.

(vactb 8.1 B pea. PenepanbHoro 3akoHa ot 13.07.2015 N 241-$3)

9. YNonHOMOYeHHbIM hefepanbHbii OpraH MCMNOMHUTENbHOW BriacTu onybnukoBbiBaeT M pasMellaeT Ha
cBoeM odumumnansHom cante B cetn "MHTepHeT" coobLueHne o 3aBepLleHnu, NMPUOCTaHOBIEHNM UK NPEKpaLLEHNM
KMMHUYECKOro MCCnefoBaHWs NEKapCTBEHHOro npenapata And MeAUUUHCKOTO MNPUMEHEHWs B CPOK, He
npeBblaoWmi N9TM paboynx AHEN Co AHS ero Nony4YeHus, B yCTaHOBNEHHOM UM NOpsKe.

10. YnonHomoueHHbIN deaepanbHbIi opraH UCNONHUTENbHON BNAcTU OCYLLECTBRseT BedeHue peecTpa
nuccnegosarTernen, NPoBOAALWNX UM NPOBOAMBLUNX KNNMHUYECKNE UCCefoBaHWs NekapCTBEHHbIX NpenapaToB Ans
MEeAMLIMHCKOrO0 NPUMEHEHUs, B COOTBETCTBUM C YTBEPXOEHHbIMU UM MnpaBuraMy U pasMeLlaeT ero Ha cBoem
oduymnansHom canTe B ceTu "VIHTepHeT" B YCTaHOBNEHHOM UM nopsake. YKasaHHbI peecTp COAepXuT
WHpopmMaumio, NpegyCMOTPEHHYI0 MYHKTOM 3 YacTu 8 HacTosdLLen cTaTb.

11. OTyeT O pesynbTaTax KIMHUYECKOrO WMCCregoBaHUsA NeKapCTBEHHOro npenapata Ans MeavUUHCKOro
NMPMMEHEHWs1 COCTaBMAETCS OpraHm3aumen, ykasaHHon B Yactn 3 ctatby 38 HacToswero PegepanbHOro 3akoHa,
Ha OCHOBaHMW 3aKMYEHUN MEeOULMHCKUX OpraHM3auui, NPOBOAMUBLUMX 3TO UCCRedoBaHue, N npeacraBnseTcs B
YMONMHOMOYEHHbIW defepanbHbIn opraH UCNONHUTENBHOW BRacTW, BblAaBLUNA pa3peLleHne Ha NpoBeaeHne 3Toro
nccregoBaHusi, B CPOK, He MpEeBbILLAKWMIA TPeX MeCsAUeB CO AHS €ro 3aBepLueHus, NPUOCTaAHOBIEHWS WIKn
npekpaLleHuns, B nopsigke, yCTaHOBIIEHHOM YNMONTHOMOYEHHbIM dbefepanbHbiM OPraHOM UCMOMHUTENBbHOW BNacTw.

12. HapyweHune npaBun Hagnexatlen KNMHUYecKon npakTuku, danbcndukaunsa pesynbTaToB KIMHUYECKOro
nccrnegoBaHust NEKAPCTBEHHOIO nNpenapara Aanst MEAULMHCKOrO NMPUMEHEHUS BIEKYT 32 COOON OTBETCTBEHHOCTL B
COOTBETCTBUM C 3aKoHoAaTenscTBOoM Poccuickon degepaumu.

(B peq. ®PenepansHoro 3akoHa ot 22.12.2014 N 429-03)

13. lpu npoBegeHUn KIMHUYECKOro WCCrefoBaHUsa rekapCTBEHHOro npenapara Ans MegUUUHCKOro
npMMeHeHus gonyckaeTcsa 3abop y naumMeHToB Guonormyeckux Matepuanos (o6pasLbl GUONOrMYecKUX XULOKOCTEN,
TKaHen, CEeKPeTOB U NPOAYKTOB XU3HEOEATENbHOCTU YenoBeka, (M3Nonormyecknx 1 NaTtonormyeckux BbigeneHumn,
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Ma3KoB, COCKOBOB, CMbIBOB, MWKPOOPraHu3mMoB, OWOMCUMHBIA MaTepuan) ona ux usydeHns B Poccuinckon
depepaumun u (unn) 3a npegenamu Poccuiickon ®epepauyuu.
(B pen. ®PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

14. Topsipok BBO3a B Poccuinckyio Pepepauunio n BbiBO3a 3a npegensl Poccuiickon ®denepaunn
Buonorndyecknx MaTepuarnoB, MOJTyYEHHbIX MPWU MNPOBEAEHUM KIMHUYECKOTO WCCNedoBaHUst NeKapCTBEHHOMO
npenapaTa ans MegMUUHCKOro NpUMeHeHus, yctaHaBnmeaeTcs lNpasutenscTBom Poccurickon ®eapepaunn.

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

Cratbsa 41. lD,OFOBO[.') O npoBeaeHun KIMHU4YEeCKOro wuccriegoBaHnAa JeKapCTBeHHOro npenapara and
MeaNLNHCKOIo npuMmeHeHunsd

1. KnuHn4yeckoe nccnegoBaHue nekapcTBEHHOro npenapara ans MeguumMHCKOro npMMeHeHus NnpoBoAnTCS B
COOTBETCTBUN C [OrOBOPOM O MPOBEAEHUN KIIMHMYECKOro WCCriegoBaHUSA IeKapCTBEHHOro npenapaTta and
MEeLMLIMHCKOro NPUMEHEHNS], 3aKNO4YaeMbiM MEXAy opraHusaumen, NonyymsBLLEN pa3peLlleHme YnonHOMOYEHHOro
benepanbHOro opraHa WCMNOMHUTENBbHOM BracTM Ha OpraHM3aumilo MNpOBEAEeHMSsI Takoro MccnegoBaHus, W
MEeLMLMHCKON opraHu3aLmen, ocyLLeCTBAAIOLWEN NPOBEeAEHNE TaKOro UCCNeaoBaHuUs.

2. [loroBop 0 NpoBeAEeHMM KITMHUYECKOrO UCCIeQOBaHWNS NEKapCTBEHHOro npenaparta Ans MeauuMHCKOro
NPUMeEHeEHNs OOMKEH coaepXaThb:

1) yCrnoBu1s 1 CpoKku NpoBeAeHNs1 LAHHOIO NCCIe0BaHUs;

2) onpegeneHve obwen CTOMMOCTM MporpaMmbl [aHHOTO WCCNEAOBaHWA C  yKa3aHMEM CyMMbl,
npeaHasHavaroLencst ans BbiNfaT uccnegoBaTtensm, couccrnenoBaTensam;

3) onpepeneHve ¢oOpMbl NpPeACcTaBneHUs pesynbTaToB [AAHHOMO WCCredoBaHWs B YNOSIHOMOYEHHbIN
dbenepanbHbIN OpraH UCMOMHUTENBHOW BNacCTW.

Cratba 42. ®duHaHCcOBOe obecneyeHue KIMHUYECKOro MCCredoBaHMSA feKkapCTBEHHOro npenapata Ans
MeOMNLMHCKOrO NPUMEHEHNS

durHaHcoBoe obecneveHne KIMHUYECKOro MCCreaoBaHWUsi NEKapCTBEHHOrO npenapara Ans MeauuMHCKOro
NPUMEHEHNS OCYLLIECTBIISIETCS 3a CYET:

1) cpeacTB hegepansHoro GrookeTa;

2) cpefCcTB OpraHmM3auuin, NoNy4MBLUNX pa3peLleHne Ha opraHM3auuio NpoBEAEHUS OAHHOIO UCCNeLoBaHus,
B COOTBETCTBMM C YCIOBUSIMM JOrOBOPA O €ro NpoBefeHnm;

3) MHBIX He 3anpeLLeHHbIX 3akoHogaTenb,cTBOM Poccunckon ®efepaunm NCTOHHUKOB.

Cratbst 43. MNpaBa NauMeHTOB, y4aCTBYIOLMX B KIMUHWYECKOM UCCIEA0BaHUM NEKapCTBEHHOrO mnpenapara
ANs MeAMLUHCKOTO NPUMEHEHUS

1. YyacTme nauMeHTOB B KIMHUYECKOM WCCreoBaHUWM NeKapCTBEHHOro npenaparta Ans MeAaWLUHCKOro
nNpMMeHeHus aBnAeTcs JOO6POBOSbHbBIM.

2. MauneHT nnm ero 3aKOHHbIV NpeacTaBUTENb AOMKEH ObITb MHOPMUPOBAH B MMCbMEHHON hopMe:

1) 0 nekapcTBeHHOM NpenapaTte Ans MeULMHCKOro NPUMEHEHNUS U CYLLIHOCTW KITMHUYECKOro UccnegoBaHus
3TOro NekapcTBEHHOro npenaparTa;

2) o 6e3onacHOCTU NeKapCTBEHHOrO npenapata Ansg MeOULUMHCKOTO MNPUMEHEHWS, €ero OXWMAaemow
3(pPeKTUBHOCTM 1 CTENEHN pUCKa ANS NaUUeHTa;

3) o6 ycrnoBusX y4acTusd nauMeHTa B KIMHWYECKOM WCCregoBaHWW JeKapCTBEHHOro npenaparta Aans
MEeOULMHCKOTO NPUMEHEHNS;

4) 0 uenu unu uensax U NpogoMKUTENbBHOCTM KITMHUYECKOIO UCCIefoBaHUS NeKkapCTBEHHOro npenaparta ang
MEeOULMHCKOTO NPUMEHEHUS;

5) 0 gencTBusAX naumeHTa B criyvae HenpeaBuaeHHbIX 3pEKTOB BNUSAHNS NeKkapCTBEHHOro npenapara ans
MEeOULMHCKOTO NPUMEHEHNS HAa COCTOSIHNE €ro 340POBbS;

6) 06 ycrnoBusix 0653aTeNbHOIrO0 CTPAxoBaHUSA XMU3HW, 340POBbs NALMEHTA;

7) 0 rapaHTUSaX KOH(PUAEHUNANbHOCTU y4acTus NaumeHTa B KNMHUYECKOM WUCCrefoBaHUM nekapcTBEHHOro
npenapaTta Ans MeguuUMHCKOro NpUMeEHEeHUs.

3. [JobpoBonbHOe cornacve naumeHTa Ha y4dacTue B KIMHWYECKOM WCCNEOOBaHWM NEKapCTBEHHOTO
npenapata Ang MeAWLMHCKOro MNpUMEHEHUs MOATBEPXOaeTCcs ero noanmucbio UMM NOAMUCHLI0 €ro 3akOHHOro
npeacTaBuTens Ha MHPOPMaLIMOHHOM NUCTKE NauueHTa.

4. TlaumMeHT unu ero 3akoHHbIV MpeacTaBuMTENb MMEEeT MpaBO OTKas3aTbCHA OT y4yacTusi B KITMHWYECKOM

K0HcyanaHTI'Imoc www.consultant.ru CtpaHuua 52 n3 74

HagexXHas npaBoBas nogaepxka


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

depnepanbHbIv 3akoH oT 12.04.2010 N 61-93

(pea. ot 03.07.2016) [okymeHT npegoctasneH KoHcynbTaHTlnoc
"O6 obpalleHun nekapcTBeHHbIX cpeacTs” Oata coxpaHeHusi: 14.09.2016
(c nam. n gon., BCTYN....

nccrnegoBaHUM NEKapCcTBEHHOro npenaparta Ans MeauuMHCKOro npuMmeHeHus Ha nobon ctagun nposefeHus
Takoro nccrnegoBaHus.

5. lNpoBeaeHne KNNHUYECKOro UccneaoBaHns NekapcTBEHHOro npenapaTta ansg MeaMUUHCKOro NpUMeHeHus
C yYyacTueMm B KayecTBe MauMeHTOB AeTen OoMnyckaeTcs TOMbKO C cornacusi B NUCbMeHHOW hopmMe ux poamntenen,
ycblHoBUTENen. [letu MoryT paccMaTtpuBaTbCsl B KayecTBe MOTeHUuuanbHblX MauumeHTOB Takoro uccnegoBaHus,
TONBbKO €crnin ero npoesegeHne Heobxoaumo AN YKpenneHus 300poBbs AeTer Unn NnpodunnakTuku MHEKLUNOHHBIX
3aboneBaHnii B OETCKOM BO3pacte nnbo ecnu Lenbl Takoro WUccrnefoBaHWus SIBNAETCA NOSydeHue AaHHbIX O
Haunydwen 0O3NPOBKE NeKapCTBEHHOro npenapara Ana neveHnsa geten. B aTux cnyyasx Takomy mccnegoBaHuio
OOIMKHO MpejlecTBOBaTb KNUHWYECKOE WCCredoBaHWe fekapCTBEHHOro npenapata Angd  MeauuMHCKOro
NPUMEHEHUS Ha COBEPLUEHHONETHUX rpaxkgaHax, 3a UCKMIYeHeM cry4vaeB, ecrnv uccnegyembli nekapCcTBeHHbIN
npenapat Ans  MEOWUMHCKOrO  MPUMEHEHMs  nNpedHasHaydeH  UCKMYUTENbHO  ANd  UCMNOSb30BaHUS
HeCcoBepLUEHHONETHUMM rpaxaaHamu.

(B peq. ®PenepanbHoro 3akoHa ot 22.10.2014 N 313-03)

6. 3anpelyaeTcs NpoBeAeHNE KITMHNYECKOro MCCNeaoBaHns NeKapcTBEHHOro npenapara Ans MeaMunHCKOro
NPMMEHEHMS C y4acTMeM B KayecTBe NauMeHTOB:

1) peTen-cnpoT 1 geTen, octaBunxcst 6e3 noneyeHnss pogurenen;

2) XeHWuH B nepvon OepeMeHHOCTW, XEHLWWUH B MEepuod FPyAHOrOo BCKApPMIMBAHWS, 3a WUCKIOYEHWEM
cny4aeB, ecnu MpoBOAUTCS KMMHMYECKOE UccnefoBaHWe NekapCTBEHHOro npenaparta, npegHasHadeHHoro Ans
YKa3aHHbIX >KEHLUUH, MpW YCINOBUMU HEOOXOAMMOCTM MONYyYEHUS WMHAOPMALMM TONbKO BO BpeMs MNpOBEeAEHUS
COOTBETCTBYHOLUUX KINMHUYECKUX WUCCREOOBaHUA U MPUHATUSA BCEX HEOBXOOAMMBIX MEp MO WUCKIIOYEHMIO puUcKa
HaHeCceHNs Bpeda XeHLUMHe B nepunod 6epeMeHHOCTU, XEHLWMHE B NepUo rpygHOro BCKapMITMBaHUs, Nioay umm
pebeHky;

3) BOEHHOCTYXaLUWX, 3a UCKMIOYEeHMeM Cry4yaeB NPOBEAEHNS KITMHUYECKOro MCCNeaoBaHUs NekapcTBEHHOro
npenapaTta, crneuuanbHO pa3paboTaHHOro ANA NPUMEHEHWUsT B YCMOBMSX BOEHHbIX OENCTBUW, Ype3BblHanHbIX
cuTyauun, NpodUNakTMku M neyveHus 3aboneBaHU U NOPAXEHWUN, MOMYYEHHbIX B pesynbTate BO3AeNCTBUS
HebnaronpuATHBLIX XMMUYECKMX, Bronormyecknx, pagnaumoHHbix aktopoB. KnuHuyeckoe mccnegoBaHvwe Takoro
NeKapCTBEHHOrO npenapara MOXET MPOBOAMTBCS C y4acTMEM B KavyecTBe MAUMEHTOB BOEHHOCHYXalluux, 3a
WCKIMIOYEHMEM BOEHHOCITYXaLUMX, MPOXOAALMX BOEHHYK cryx0y no npusbiBy, ¢ cobniogeHnem TpeboBaHui,
YCTaHOBMEHHbIX HacToAWMM defepanbHbIM 3aKOHOM B OTHOLLEHUU FpaXaaHCKUX nuu,;

4) cOTpYAHMKOB NPaBOOXPAHUTENbHbIX OPraHoB;

5) nuy, oTObIBaKOLWMX Haka3aHUe B MecTax NIULLEHUst CBOOOAbI, a Takke 1L, HaXOOALWMXCS NOL4 CTPaXen B
CcneacTBEHHbIX M30nATopax.

7. OonyckaeTcsa npoBefeHne KMMHUYECKOro UccnefoBaHus nekapcTBEHHOro npenapaTa Ans MeauumMHCKOro
NPMMEHeHWs1, NpedHasHa4YeHHOro Ans NevYeHns ncuxudecknx 3abonesBaHwi, ¢ y4acTMeM B KayecTBe MauueHToB
My C  NCUXMYECKMMM  3abomneBaHusAMW, MNPU3HAHHBLIX  HeO4eecrnocobHbIMW B Nopsiake, YCTaHOBMEHHOM
3akoHogaTtenbcTBoM Poccuiickon ®epepaummn. KnnHuyeckoe uccnegoBaHme nekapCTBEHHOrO rnpenapaTta B 3TOM
crnyyae NpoBOAMTCH NPWU HanM4uM cornacus B MMCbMEHHON hopme 3aKOHHbIX NpeacTaBuTeNnen yka3aHHbIX L.

Cratbnn 44. ObGsasatenbHOe CTpaxoBaHWME >XW3HW, 300pPOBbs MaLMeHTa, Y4acTBYHOLLEro B KIMHWYECKOM
nccrnenoBaHUM NekapCcTBEHHOMO Npenaparta Ans MeauUMHCKOro NpUMeHeHNs

(B pea. PenepanbHoro 3akoHa ot 29.11.2010 N 313-03)

1. OpraHuzauus, NonyymBlLas pa3pelleHne Ha opraHu3auuio MPOBEAEHUSI KIMHUYECKOro WUccneaoBaHus!
NleKapCTBeHHOro npenaparta ana MeguunHCKOro npuMeHeHud, obsizaHa B KayecTBe CTpaxoBaTesid CTpaxoBaTb
pUCK NpnyYnHEHUA Bpepa XM3HWU, 300POBbIHO MalMeHTa B pe3ynbTaTe npoBedeHUA KIMHUYEeCKOro mccrieqoBaHuda
JleKapCTBeHHOro npenapata Aanda MeauUUHCKOro npuMeHeHua 3a CBOM cYeT nyTemMm 3akn4yeHuna [oroesopa
065a3aTenbHOro CTpaxoBaHus.

2. O6bekToM 06s13aTeNbHOr0 CTPaxoBaHWUS ABMASETCA MMYLLECTBEHHbIN MHTEPeC nauveHTa, CBA3aHHbIN C
npunynHeHnemMm Bpega ero Xu3Hu wunm 3O0pOoBbiO B pe3ynbTaTe npoBedeHuA KINHU4YeCcKoro wuccrienoBaHuAa
nekapcTBEHHOro npenapata Ans MeauUUHCKOro NpUMeEHeHNS.

3. CtpaxoBbiM crny4yaem Mo A0roBopy o6si3aTenbHOro CTpaxoBaHWs SIBMSIETCS CMepTb NauueHTa unu
yXyOlweHne ero 340poBbsi, B TOM 4uUCre Briekyllee 3a coboW YCTaHOBNEHWE WHBANWOHOCTW, NPU HanMuuu
NPUYNHHO-CNEACTBEHHON CBS3W MeXAy HacTynneHWeM 3TOro COObITUS M y4acTMeM nauueHTa B KIMHUYECKOM
nccneoBaHMM NekapCcTBEHHOro npenapara.

4. TpeboBaHua O BO3MELLEHUM Bpeaa, NPUYMHEHHOTO XU3HWU UMW 300POBLI0 NaUMEHTa, NPEAbLSBRASOTCS B
Te4YyeHne CpoKoB MCKOBOW 0aBHOCTU, YCTAHOBJ1EHHbIX rpaKAaHCKMM 3aKOHOA4AaTEIbCTBOM.
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5. Paamep cTpaxoBoW BbinnaTbl N0 4OroBOPY 0653aTeNbHOr0 CTpaxoBaHUsA COCTaBNAeT:

1) B cnydyae cmepTV nauMeHTa ABa MUMMAMOHA pybrenm Ha Kaxaoro naumeHTa, yyYacTBOBaBLUEro B
KNMMHUYECKOM MccnenoBaHny fiekapCTBEHHOTO nNpenapara;

2) npu yxyaLleHun 300poBbs NauneHTa:

a) nosnekwem 3a cobon ycraHOBNEeHNe UHBANMAHOCTU | rpynmnbl, OAVH MWUMAMOH NATLCOT ThiCAY pybnen Ha
KaXk4oro nauveHTa, y4acTBOBaBLUEro B KINMHMYECKOM UCCreaoBaHUy fiekapCTBEHHOro npenapaTa;

6) nosnekwem 3a cobon ycTaHoBneHue uHBanWAHocTu Il rpynnbl, oAMH MWAMAMOH pybnen Ha Kaxgoro
nauuneHTa, y4acTBOBaBLUErO B KITMHWYECKOM UCCNeaoBaHUM fiekapCTBEHHOro npenapaTa;

B) noBrekwem 3a cobol ycTaHoBneHwe wuHBanugHocTw |l rpynnbl, AATLCOT ThicAY pybnen Ha Kaxgoro
nauuneHTa, y4acTBOBaBLUErO B KITMHWYECKOM UCCNeaoBaHUM fiekapCTBEHHOro npenapaTa;

r) He noBnekwem 3a cobomn yCcTaHOBMNEHUA UHBaANNOHOCTW, He Bornee Yem TpucTa ThiCAY pyGren Ha Kaxaoro
naumeHTa, y4acTBOBaBLUErO B KNMHMYECKOM UCCRefoBaHUN NeKapCTBEHHOMO npenapara, ncxoas M3 HopmMaTuBOB,
OTpaxalolmx Xxapaktep W CTeneHb MOBPEXAEHUS 300pPOBbs, a Takke (PakTUYeCKM MOHECEHHbIX NauUEeHTOM
pacxodoB, Bbl3BaHHbIX MOBPEXAEHMEM 300pOBbS, HA MEOMUMHCKYIO NOMOLLb, MpuoBpeTeHne nekapCTBEHHbIX
npenapaTos.

(nn. "r" B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

6. YTpatun cuny c 1 nons 2015 roga. - PegepanbHblii 3akoH oT 22.12.2014 N 429-03.

7. Cpok poroBopa 00s3aTenbHOro CTpaxoBaHus He MoXeT OblTb MeHee, 4emM CpOK npoBedeHus
KIMMHWYECKOro nccrnefoBaHns nekapcTBEHHOro npenapara.

8. YcnoBusa gorosopa 06s3aTenbHOro CTpaxoBaHMs, B TOM YuCne CTpaxoBble Tapudbl No obs3aTensHOMY
CTPaxoBaHWIO, nepeyveHb HeoOXOAUMbIX [AOKYMEHTOB [ANs OCYLIECTBIIEHNs CTPaxoBOW BbiMnaTtbl, MOPSAOK
YCTaHOBMEHUS  CTpaxoBaTeneM  WHAMBUOYANbHOTO  WOEHTMAMKALMOHHOIO  KOAa  nauueHTa,  Nopsigok
MHOPMUPOBAHMSA  CTpaxoBaTenemM CTpaxoBLiUMKa O MNPUBIIEYEHHbIX K  KIWMHWYECKOMY  MCCNEeAoBaHMUIo
NeKapCTBEHHOro npenapara Ans MeauUMHCKOro NMpUMEHEHUS nauueHTax, Nopsgok ynnatbl CTPaxoBOW npemun,
nopsgoK peanu3aumy onpefeneHHbIx HacToawmm PegepanbHbiM 3aKOHOM 1 ApYrMy dhedeparnbHbIMN 3aKoHaMK
npae u ob6A3aHHOCTEN CTOPOH MO AOroBopy 0bs3aTenbHOro CTpaxoBaHWs, a Takke HOPMaTuBbl, OTpaxarolime
Xapaktep W CTeneHb MOBPEeXAEHUs 340pOBbs, YCTaHaBNMBAKOTCHA TUMNOBbIMKW MpaBunamm obsisaTenbHOro
CTpaxoBaHus.

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

9. B cnyyae npuunHeHVs Bpeda XW3HW NauueHTa, y4yacTBOBaBLUErO B KIWMHWYECKOM WCCrefoBaHuM
neKkapcTBEHHOro npenapaTa, BbirogonpuobpeTatensMu Mo AOroBopy 00A3aTenbHOro CTPaxoBaHWA SABNAOTCH
rpaxgaHe, nMeloLLMe NpaBo Ha BO3MELLEHME Bpeaa B Criydae CMepTU KOPMWMbLia B COOTBETCTBUM C FPpaXk4aHCKMM
3aKOHOAATeNbCTBOM, MpPWM OTCYTCTBMM TakUX rpaxgaH - poauTenu, Cynpyr, AeTu Yymepllero mnaumeHTa,
y4acTBOBABLLEIO B KIMHWYECKOM WCCreoBaHUWM NEeKapCTBEHHOro npenaparta, B Cry4yae CMepTW MauueHTa,
y4acTBOBAaBLLEro B KIMHWYECKOM MCCMedoBaHMU NEeKapCTBEHHOro npenapara u He MMEeBLUEro CaMOCTOATENbHOrO
Aoxoaa, - rpaxkgaHe, Ha WKOMBEHWM KOTOPbIX OH HAxXo4WrCs, B OTHOLLIEHUM BO3MELLEHNS pacxogoB Ha norpebeHune
naumeHTa, y4acTBOBaBLLEro B KNMHMYECKOM MCCNeaoBaHWUM NekapCTBEHHOro npenaparta, - nuuo, NoHecllee Takue
pacxogpl.

10. CTtpaxoBas BbiNnaTa B CYET BO3MELLEHUS Bpeda, NPUYMHEHHOrO XW3HW NauveHTa, y4acTBOBaBLUErO B
KMMHWYECKOM WCCNeaoBaHWM NeKapCTBEHHOro npenapaTa, pacnpefensiercs Mexay BbirogonpuobpertaTtensmu
MPOMOPLMOHArbHO MX KONMYECTBY B paBHbIX JOMSAX.

11. lMpu HacTynneHun CTPaxoBOro cfyyas MauMeHT, Y4yacTBOBaBLUMW B KIMHWYECKOM WCCneaoBaHUu
neKkapcTBEHHOro npenapara, BbirogonpuobpeTatens BnpaBe MNpeabsBUTb HENOCPeACTBEHHO CTPaxXOBLUMKY
TpeboBaHWe O BO3MeLleHMN NpuYMHEHHoro Bpega. CTpaxoBas BbiMnata OCYLWECTBNSAETCA CTPaxOBLUMKOM B
TeyeHne TpuauaTM OHEW CO [OHS NpeAcTaBneHus HeobXoauMMblX AOKYMEeHTOB. [laumeHT, y4yacTBOBaBLUMA B
KMMHUYECKOM UCCregoBaHUM NEeKapCTBEHHOro npenapara, unu Bbirogonpuobpetatens o06s3aH  cooOWmWTb
CTPaxoBLUMKY AN OCYLLECTBIIEHNS CTPaxOBOMW BbiMnaTbl MHAMBUAYaANbHbIA NAEHTUMOUKALMOHHBIN KO NauneHTa,
YCTaHOBMEHHbIN CTpaxoBaTeneM B COOTBETCTBUM C TUMOBLIMY NpaBunamm o6s3atenbHOro CTpaxoBaHus.

12. [Jo nonHoro onpefeneHns pasMmepa noanexalwero BO3MeELLeHUI0 Bpeda CTPaxoBLUMK MO 3asiBAEHUIO
naumeHTa, y4acTBOBaBLUErO B KIIMHWYECKOM WCCRegOBaHUM JieKapCTBEHHOro mnpenapaTa, WM 3asBeHuto
BbirogonpuobpeTtaTtens BnpaBe OCYLWECTBUTb 4YacTb CTPaxOoBOW BbiNfaTbl, COOTBETCTBYIOLLYIO (haKTUYEeCKu
onpegeneHHon YacTu NPUYNHEHHOTO Bpeaa.

13. CrtpaxoBas BbinaTa B COOTBETCTBMM C AOrOBOPOM 00si3aTeNbHOro CTPaxoBaHWS OCYLLEeCTBrSeTCH
He3aBMCKMMO OT BbIMMaT, NPUYUTAIOLLMXCA NO APYrMM BuAam CTPaxoBaHus.

14. He ponyckaeTcs ydacTve nauueHTa B NPOBEAEHWM KITMHWUYECKOro WUCCNedoBaHusi NeKkapCTBEHHOro
npenapara npu oTCyTCTBUM JOroBopa 06513aTenbHOro CTpaxoBaHus.

15. KoHTponb 3a ncnonHeHWeMm opraHusauumen, noryymBlUEn pas3pelleHue Ha opraHu3auuio npoBedeHUs
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KMMHUYECKOrO WCCNeaoBaHNs NeKapCTBEHHOTO npenapaTta Ans MeguuUMHCKOro MNPUMEHEHMUS!, YCTaHOBIEHHON
HacTosiLLen cTaTben 06s13aHHOCTM MO 006s13aTENbHOMY CTPaxOBaHMWIO KWU3HW, 300POBbsi NAUMEHTA, y4acTBYOLLENO
(yyacTBOBaBLUIErO) B KIMHMYECKOM  UCCReAoBaHUM  fIeKapCTBEHHOrO  MpenapaTta,  OCYLIECTBISIETCS
YNONHOMOYEHHbIM hefepanbHbiM OpraHOM WUCMOMHUTENBHOW BRacTu, BblAaBLUMM pas3peLleHne Ha npoBeAeHue
KNMMHUYECKUX UCCreoBaHUin NekapCTBEHHbIX NpernapaToB AN MeAULMHCKOrO NPUMEHEHNS.

Maga 8. TPOM3BOACTBO U MAPKUPOBKA NEKAPCTBEHHbLIX CPEOCTB
Crtatba 45. [Npon3BoaCTBO NEKapCTBEHHbIX CPEeACTB

1. Mpon3BOACTBO NEKAPCTBEHHbLIX CPEACTB OOIMKHO COOTBETCTBOBAThL TpeboBaHMAM MpaBuIl Hagfnexallemn
NPOV3BOACTBEHHOW MNPAKTUKN, YTBEPXOEHHBbIM YMOMHOMOYEHHBIM doefeparnbHbiM  OpraHoOM  UCMOSTHUTENbHOM
Bnactn. OcobeHHOCTU nepexoda MpOM3BOACTBA OTAENbHbIX JEKAPCTBEHHbIX CPeACTB K MX MPOU3BOACTBY B
COOTBETCTBMM C TpeboBaHMAMM MpaBUN  Hagnexawen npoM3BOACTBEHHOMW MPaKTUKM yCTaHaBNMBAKOTCSA
MpaButenbctBomM Poccuickon ®egepaumnun. Bolgada 3aknto4eHnin 0 COOTBETCTBUMN NPON3BOAUTENS NIEKAPCTBEHHbIX
cpeacTtB TpeboBaHMsIM MpaBun Hagnexalien npou3BOACTBEHHOW MPaKTUKM OCYLLECTBMSIETCS MO pesynbTaram
WHCNEKTMPOBAHMA MNPOU3BOAMTENEN NEKapCTBEHHbIX CPeacTB B MNOpsiake, YCTaHOBNEHHOM [lpaBuTensCTBOM
Poccuiickon ®epgepaumn. Pasmep nnatbl 3a Bblgavy 3aknio4eHMs 0 COOTBETCTBMM NPOU3BOANTENS NEKAPCTBEHHbIX
cpencTts TpeboBaHUsIM MpaBun Hagnexallen npov3BOACTBEHHOW MpPakTMKW ycTaHaBnusaeTcs [1paBUTenbLCTBOM
Poccuinckon ®epepaunn. [lopagok  opraHusaumMum 1M NpoBedeHMS  MHCNEKTMPOBaHWMA  MpoussBogutenen
NIeKapCTBEHHbLIX CpPeacTB Ha COOTBETCTBME TpeboBaHMSIM MpaBun Hagnexalwen Npou3BOACTBEHHOW MpPaKTUKK
ycTaHasnmBaeTce NpaButenbctBoM Poccuiickon ®epepaunn.

(B pea. PepepanbHbix 3akoHOB OT 25.06.2012 N 93-93, o1 22.10.2014 N 313-93, o1 22.12.2014 N 429-03)

2. MNpon3BoACTBO NekapCTBEHHbLIX cpeacTB B Poccuiickon ®egepaunmn ocyecTBisieTcs Npon3BoauTensmMm
NeKapCTBEHHbLIX CPEACTB, UMEHLINMM NIMLEH3NI0 Ha MPOM3BOACTBO JlEKapCTBEHHLIX cpedcTB. [loaoTBepxaeHue
COOTBETCTBMS JMLEH3MaTa npaBunaM Haanexallen Npou3BOACTBEHHOW MPaKTUKM OCYLUECTBNSETCS B paMKax
NMLIEH3MOHHOTO KOHTPOMsl B COOTBETCTBMM C 3akoHopaTtenbcTtBoMm Poccuiickon ®degepaumm ¢ y4yeTom
0COBEHHOCTEN, YKa3aHHbIX B YacTu 1 HacTosILLEen cTaTbMm.

(B pea. PegepanbHbix 3akoHOB 0T 22.10.2014 N 313-93, o1 22.12.2014 N 429-93)

3. NMpoun3BOACTBO NEKAPCTBEHHbIX CPEACTB OCYLLECTBNSETCA ¢ cobnogeHneM TpeboBaHUn NPOMbILLIEHHOIO
pernameHTa, KOTOPbIN YTBEPXOAAETCA pyKOBOOUTENEM MNPOM3BOAUTENS JEKAPCTBEHHbLIX CPEeACTB U BKIOYaeT B
cebsi nepeyeHb MCMNONb3yeMbix apmaueBTUYECKMX CYOCTaHUMIM M BCMOMOraTeribHbIX BELWEeCTB C yKasaHueM
KONMMYecTBa KaXOoro u3 HUX, AaHHble 06 ncnonb3yeMomM 06opyaoBaHnm, onucaHmne TEXHOMOMMYECKoro npouecca u
MEeTOO0B KOHTPOSS Ha BCeX 3Tanax NpoM3BOACTBa NIeKapCTBEHHbIX CpeacTB.

4. Tlpy npouM3BOACTBE JIEKAPCTBEHHbIX CPEACTB MCMOMb3ylTca apmaueBTuyeckne cybcrtaHuum,
BKIIIOYEHHbIE B TOCYOApPCTBEHHbI PEECTP JIEKApPCTBEHHbIX CPEACTB, 3a WCKIYEHUEM apMaLeBTUYECKNX
cyOCTaHuun, NpoM3BOAMMBIX [N NPOBEAEHMS KIMHMYECKMX WccregoBaHui u ansa akcnopta. K npoueccy
npousBoacTBa apMaueBTMYECKON CyOCTaHUUM OTHOCATCA fobble CTaguu TEXHONOrMYeckoro npoLecca,
Mo3BONSAIOLWME MOMYYMTb FOTOBLIA NPOAYKT, COOTBETCTBYHOLWMA TpeboBaHuAM dapMakonenHon cTaTbu, B TOM
yucne pepMeHTaLna, IKCTPaKLMs, OYUCTKA, BblAeneHne, nepekpmucTannmsaumsi, BbiCyLUMBAHNE, N3MENbYEHUE.

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

4.1. TepeyeHb NEKapCTBEHHbIX MNpenapaToB ANs MEAUUMHCKOrO MNPUMEHEHUsI, B OTHOLLUEHUN KOTOPbIX
yCTaHaBnmBawTCca TpeboBaHuA K o0ObeMy Tapbl, YMNaKOBKE M KOMMIEKTHOCTW, MepedYeHb JeKapCTBEHHbIX
npenapaToB Afsi BETEPMHAPHOIO MPUMEHEHUS], B OTHOLLIEHNM KOTOPbIX yCTaHaBnMBalTca TpeboBaHusa K 0bbemy
Tapbl, a Takke TpeboBaHuWs K OObeMy Tapbl, YNakoBKE M KOMMJIEKTHOCTWM IEKapCTBEHHbIX MpenapaToB Ans
MEeOULMHCKOrO MNPUMEHEHUsi, TpeboBaHUS K OObeMy Tapbl NEKapCTBEHHbIX MpenapaTtoB Ans BeTepUHapHOro
NPUMEHEHMWS ONpeaensitoTCa COOTBETCTBYHOLLMMMW YNOJTHOMOYEHHbIMI ddefepanbHbIMU OpraHamm UCMONTHUTENbHON
BNacTu B nopsake, yctaHosneHHoM lNpaBuTtensctBom Poccuiickon ®epepauuu.

(vacTb 4.1 B peq. PenepansHoro 3akoHa oT 14.12.2015 N 374-®3)

KoHcynbTaHTlM0C: npumeyaHue.
C 1 anBaps 2017 roga ®egepanbHbiM 3akoHoM oT 03.07.2016 N 261-d3 crtaTbsa 45 gononHsaeTcs HOBOW
yacTblo 4.2. CM. TekcT B byayluen pegakumn.

5. 3anpellaeTca Nnpon3BOACTBO:
1) nekapcTBEHHbIX CPEACTB, HE BKIOYEHHbIX B FOCYAApPCTBEHHbIN PEeecTp NeKapCTBEHHbIX CPeAcTB, 3a
MCKIKYeHneM JeKapCTBeHHbIX CpeacTB, Npoun3BOoAUMMBbIX ANnA npoBeaeHUA KIUMHUYeCKUX mccnenoaaHmVl n ona
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3KCnopTa;

2) thanbcmduumMpoBaHHbIX NEKapCTBEHHbIX CPEACTB;

3) nekapCTBEHHbIX CpeAcTB 6e3 NMUEH3NW Ha NPON3BOACTBO NleKapCTBEHHbIX CPEACTB;

4) nekapcTBEHHbIX CPEACTB C HapylleHWeM npaBuil opraHusauuu NpoM3BOACTBA U KOHTPONSA KavecTBa
neKapCTBEHHbIX CPEACTB.

6. MNpn BBOOE NEKAPCTBEHHbLIX CPEACTB B rpax4aHCKMM O0BOpPOT YMOMHOMOYEHHOE NULO MPOM3BOAUTENS
NeKapCTBEHHbIX CPEACTB OCYLLECTBMASeT NoATBEPXOEHNE COOTBETCTBUS JIEKAPCTBEHHbIX CpeacTB TpeboBaHUAM,
YCT@HOBMEHHBIM NPU WX T[OCYOApPCTBEHHOW perucTpauun, 1 rapaHTUpyeT, 4YTO JleKkapCTBEHHble CpeacTBa
npou3BefeHbl B COOTBETCTBUM C TPEOOBaHMAMU NpaBWi Hagnexallen npon3BoaCTBEHHOW NPAKTUKK.

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

7. YNOMHOMOYEHHbIM JIMUOM MPOU3BOAUTENS JNEKAPCTBEHHbIX CPeAcTB SABMseTcs ero  paboTHUK,
aTTEeCTOBaHHbLIN B YCTAHOBIIEHHOM YMNOMHOMOYEHHbBIM ddeeparibHbIM OpraHOM UCMONHUTENBLHOW BracTu Nopsiake u
UMeLWnn cTax paboTbl HE MeHee 4eM nNaTb neT B obnactv Npou3BOACTBA WM (MMM) KOHTPOMS KadecTBa
neKapCTBEHHbIX CPeACTB, Bbicllee obpa3oBaHNMe COOTBETCTBEHHO MO OOHOW U3 crneumanbHocTen u (Mnv) ogHOMY
N3 HanpaBneHU NoAroToBKN: Bruonorus, BUOTEXHONOMNA, BETEPUHaPUS, KNMHUYeckas MmeguumHa, pagmaumnoHHas,
XMMuyeckas m buonornyeckas 3sawmra, dapmauus, dyHOAaMeHTanbHas MeguumHa, XMMUYecKkas TexXHOMorus,
XUMKSL,

(4acTb 7 B pea. PepepanbHoro 3akoHa ot 22.10.2014 N 313-93)

8. MNpownsBoanTenU nekapCcTBEHHbIX CPEACTB MOryT OCYLLECTBNATb NPOAaXy JEKapCTBEHHbIX CPeACcTB UMu
nepegaBaTb UX B yCTAHOBINEHHOM 3akoHoAaTenbCcTBOM Poccuiickon defepaunm nopsgke:

1) OpyrMM NpPoM3BOANTENSAM NIEKAPCTBEHHbIX CPeACTB ANs NPOM3BOACTBA NEKapCTBEHHbIX CPEACTB;

2) opraHm3aunsiM ONTOBOW TOProBNW NeKapCTBEHHLIMU CPeACTBaMu;

3) anTeyHbiM  opraHuM3auusM, BeTEepUHApPHbIM  anTeYHbIM  OpraHu3auusM,  MHAMBUOYaNbHbIM
npegnpvHumMaTensM, MWMEHLWMM FUMUEH3UI0 Ha (papmaueBTUYECKytd OeATeNnbHOCTb WM NUUEH3U  Ha
MEeOULMHCKYIO OeATENbHOCTb;

4) Hay4HO-UCCNeaoBaTENbCKUM OpraHM3aLmsaM Ansi HayYHO-UCCrnegoBaTenbCKom paboThl;

5) MeaMLMHCKMM OpraHM3aunsM u BeTepMHapHbIM OpraHn3aumnsm;

6) opraHm3aunsM, OCyLLECTBIAIOWMM pa3BedeHne, BbipalluBaHNE U coaepKaHne XNBOTHbIX.

CtaTbs 46. MapknpoBKa NekapCTBEHHbIX CPEACTB

1. JlekapcTBeHHble MpenapaTbl, 32 UCKIIOYEHNEM FTEKapCTBEHHbIX NPenapaToB, U3rOTOBMEHHbIX anTeYHbIMU
opraHusauvsaMun, BeTEPUHapHbIMW anTeYHbIMU  OpraHM3auvsaMK, WHAMBUMAYaNbHbIMU  MPeAnpUHUMAaTENSMMU,
UMELLUMN NULIEH3NIO Ha hapMaLeBTUYECKYI0 AeATeNbHOCTb, OSMKHbBI NOCTynaTh B 0bpalleHune, ecnu:

1) Ha “X NepBWYHOW yMakoBKe (3a WCKMIOYEHWEM MEePBUMYHON YNaKOBKM NEKapCTBEHHbIX PaCTUTENbHbIX
npenapaToB) XOPOLWO YuTaeMbiM LWWPUEPTOM Ha PYCCKOM HA3blKe YyKa3aHbl HaVMEHOBaHWE IeKapCTBEHHOro
npenapata (MexgyHapogHOe HenaTeHTOBaHHOe, WM TPYNNMPOBOYHOE, WM  XMMUYECKoe, WM TOprosoe
HavMeHOBaHue), HOMep cepuu, gaTa BbiMycka (AN UMMYHOBMOMOrMYECKNX NEeKapCTBEHHbLIX MpenapaToB), CPOK
roAHOCTU, A03MPOBKA MUK KOHLEHTpauus, o6beM, akTMBHOCTbL B eAnHULAX OENCTBUSA UMW KONMYECTBO O03;

(B peq. ®enepanbHbix 3akoHoB oT 11.10.2010 N 271-®3, o1 22.12.2014 N 429-03)

2) Ha Ux BTOPUYHON (MOTPEOUTENBCKOW) YNaKOBKE XOPOLLO YMTaeMbIM LUPUETOM Ha PYCCKOM A3blKe YKa3aHbl
HaumeHOBaHVWe NeKapCTBEHHOro npenapata (MexgyHapodHoe HenaTeHTOBaHHOe, WM TPYNnMpOBOYHOE, UMK
XMMUYECcKoe M TOProBoe HavMMEeHOBaHWs), HauMeHOBaHWe NPOM3BOAWTENS NeKapCTBEHHOro npenapara, HoMep
cepvu, daTa BblNycka (4NS MMMYHOGMOMOrMYECKUX feKapCTBEHHbIX NpenapaTtoB), HOMeEP PerucTpauvoHHOro
YAOCTOBEPEHUsl, CPOK TOAHOCTU, CNocod MpUMEHeHus, O03MpOoBKa WKW KOHUEHTpauus, obbem, akTUBHOCTb B
eQuHVMLax JencTBns nMbO KOMMYeCcTBO [03 B yMakoBKe, fekapCTBeHHas dopma, YCrnoBWsi OTMycKa, YCroBus
XpaHeHus, npegynpeavTenbHble HaanmcK.

(B pea. PegepanbHbix 3akoHOB 0T 11.10.2010 N 271-®3, o1 22.12.2014 N 429-93)

2. ®apmaueBTnyeckme cybcTaHuum OOMKHbI NocTynaTe B obpaleHue, ecrnm Ha MX MepBUYHON YrMaKoBKe
XOpOLLIO YMTaeMbiM LWPUAPTOM Ha PYCCKOM $A3blKe yKasdaHbl HaumeHoBaHue hapmaueBTUYeckon cybcTtaHuum
(MexgyHapogHoe HenaTeHTOBaHHOe, WM FPYNnMPOBOYHOE, WM XUMWYECKOE U TOProBOoe HauMeHOBaHWs),
HaumeHoBaHVWe mnpou3BoauTensa dapMaueBTU4ecKon cybCcTaHuMM, HOMep cepuM W Jata  WU3roToBMeHWs,
KONNYECTBO B YNaKOBKE W €AMHNLIbI U3BMEPEHMS KONMYECTBA, CPOK FOOHOCTU U YCITOBUS XpaHEHWs!.

(B peq. ®PenepansHoro 3akoHa ot 22.12.2014 N 429-03)

3. NekapcTBeHHble CpeAcTBa B KavecTBe CbIBOPOTOK AOSMKHbI NocTynatb B obpalleHvne C ykasaHuem
)KMBOTHOrO, U3 KPOBW, Nfa3mbl KDOBMW, OPraHOB U TKaHEeW KOTOPOro OHW NOJSTyYeHbI.

4. Ha BTOpW4HYO (NOTPEOUTENbCKYI) YNakoBKy NEKapCTBEHHbIX CPeAcCTB, MOMyYEHHbIX U3 KPOBM, Mra3mbl

K0HcyanaHTI'Imoc www.consultant.ru CtpaHuua 56 n3 74

HagexXHas npaBoBas nogaepxka


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

depnepanbHbIv 3akoH oT 12.04.2010 N 61-93

(pea. ot 03.07.2016) [okymeHT npegoctasneH KoHcynbTaHTlnoc
"O6 obpalleHun nekapcTBeHHbIX cpeacTs” Oata coxpaHeHusi: 14.09.2016
(c nam. n gon., BCTYN....

KpOBW, OpPraHoOB U TKaHElW YenoBeka, 4OMKHa HaHOCUTbCA Hagnuek: "AHTutena k BUY-1, BUY-2, k Bupycy renatuta
C 1 NoBEepXHOCTHLIN aHTUreH BUpYyca renatuta B otcyTcTByOT".

5. Ha nepBu4YHYyl0 YynakoBKY W BTOPUYHYIO (NOTPEOUTENbLCKYD) YNakoBKy paguodapmaueBTUYeCcKmX
NeKapCTBEHHbIX CPEACTB OOMKEH HAHOCUTLCH 3HAK PpaanauMOHHON ONacHOCTH.

6. Ha BTOpu4Hylo (NOTpebUTENbCKyl) YNakoBKY roMeOoNnaTUYECKMX feKapCTBEHHbIX MpenapaToB AOIDKHA
HaHocuTbCs Hagnuck: "lomeonaTnyecknn”.

7. Ha BTOpu4YHyl (noTpebuTenbCckylo) YMakoBKY JIEKAPCTBEHHbIX PaCTUTENbHbLIX MpenapaTtoB AOfmkKHa
HaHocuTbCA Hagnuck: "lMpoayKkums npowna pagnaumoHHbIA KOHTPOb".

8. Ha nepBuyHylo ynakoBky (ecnv Ansi 3TOr0 CyLIEeCTBYeT TEeXHMYeckasd BO3MOXHOCTb) M BTOPUYHYIO
(noTpebuTenbCcKylo) ynakoBKy NEKapCTBEHHbIX NpenapaToB, NpegHas3HavYeHHbIX Anst KIMHUYECKMX UCCNeaoBaHun,
[OMmKHa HaHOCUTBLCA Haanueb: "ONa KNMHUYECKUX uccneaoBaHuin".

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

9. YnakoBka nekapCTBEHHbIX CPEACTB, NpeAHa3HaYeHHbIX UCKMIOYUTENBHO ANS 3KCnopTa, MapkupyeTtcs B
COOTBETCTBMU C TpebOoBaHNAMN CTPaHbI-uMnopTepa.

10. Ha TpaHcnopTHyto Tapy, KOTOpasi He npegHasHadyeHa Ansg notpeburtener M B KOTOPYHD MOMELLEHO
nekapCcTBEHHOE CPeACTBO, OOMKHA HAHOCUTLCH MHAPOPMaLUUS O HAMMEHOBAHWU, CEPUM NeKapCTBEHHOTO CPEACTBa,
AaTte BbINycKa, KOnMyecTBe BTOPUYHBIX (MOTPeOUTENbCKUX) YNaKoBOK NEKapCTBEHHOIO CPeAcTBa, Npov3BoanTene
NeKapCTBEHHOTO CPeAcTBa C yKa3aHWeM HauMEHOBAHWUS WM MECTOHaxXOXOEHUS NMPOW3BOAMTENS] NEeKapCTBEHHOMO
cpencTea (agpec, B TOM Ynicne cTpaHa 1 (Mnv) Mecto NpoM3BOACTBA JIEKAPCTBEHHOIO CpeacTBa), a Takke O CPoKe
roAHOCTU JNEeKapCTBEHHOro cpeactBa M 00  ycrnoBWMsIX €ro  XpaHeHuss U nepeBo3ku, Heobxogoumble
npegynpeanTenbHble HAANMUCU 1 MaHUMYTSITOPHbIE 3HAKW.

11. Ha nepBuYHyl0 ynakoBKy M BTOPUYHYK (NOTPEOUTENbCKYKD) yNakoBKYy NEeKapCTBEHHbIX CPeAcTB AN
BETEPMHAPHOIo NPUMEHEeHNs AOMKHa HAHOCMTBLCA Haanuek: "0na BeTepnHapHOro npumeHeHns".

12. Ha BTOpu4Hyto (NOTpebutenbCckyo) ynakoBKy NiekapCTBEHHOrO npenapaTa HAHOCUTCS LUTPUXOBOW KOA,.

. 'maea 9. BBO3 JIEKAPCTBEHHbIX CPEACTB
B POCCUUCKYIO ®ELEPALIMIO U BbIBO3 JIEKAPCTBEHHbBIX CPEACTB
13 POCCUUCKOUN PEOEPALIUUA

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

Crtatba 47. Nopsgok BBO3a nekapcTBEHHbIX cpeacTB B Poccuiickyio degepaumio U BbiBO3a fleKapCTBEHHbIX
cpencTts 13 Poccuiickon ®epepaunm
(B peq. ®enepansHoro 3akoHa ot 06.12.2011 N 409-03)

1. BBO3 nekapcTBeHHbIX cpeacTts B Poccuickyio ®Pefepaumio ocylecTBNAETCA B NOpsAKe, YCTaHOBMIEHHOM
MpasuTtenbctBom Poccuiickon ®egepaunn, B COOTBETCTBUM C TAMOXEHHBLIM 3aKOHOAATENbCTBOM TaMOXEHHOro
coto3a B pamkax EBpA33SC (ganee - TamoxeHHbI Coto3) 1 (unn) 3akoHogaTenscTBoM Poccuiickon degepaumm o
TaMOXXEeHHOM Jene.

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

2. BBosumble B Poccuiickyto Pepepauumio nekapcTBEHHble CpeacTBa [OOSMKHbl ObiTb  BKIHOYEHbI B
rocy4apCTBEHHbIA PeecTp NeKkapCTBEHHbIX CPEACTB.

(B peq. ®enepansHoro 3akoHa ot 06.12.2011 N 409-03)

3. Honyckaetca BB0O3 B Poccuiickyio ®efepauuio KOHKPETHOW napTuUM 3aperncTpupoBaHHbIX WU (UNnn)
HEe3aperMcTpUpOBaHHbIX  JIEKAPCTBEHHbIX  CPeACcTB, MNpefHa3HadeHHbIX ANns  MNPOBEAEHUS  KITMHUYECKMX
NCCreoBaHUM  NEKapCTBEHHbIX — MpenapaToB, MPOBEAEHUS]  3KCMEPTU3bl  FIEKAPCTBEHHbIX CPEeACcTB  AnNS
OCYLLECTBMNEHUS FOCYAAPCTBEHHOW perncTpaumm fekapCcTBEHHbIX MpenapaToB WM ANsi OKasaHWs MeAMLMHCKON
MOMOLUM MO >KM3HEHHbIM TOKa3aHUSM KOHKPETHOrO MauueHTa Ha OCHOBaHWM paspeLleHusi, BblAaHHOro
YMOMHOMOYEHHbBIM dheeparnbHbiM OPraHoOM MCMOMHUTENBHOW BACTU NO 3asiBIIEHUSAM NWL, yKa3aHHbIX B cTaTbe 48
HacTodawero degepanbHOro 3akoHa. PaccMOTpeHue Takoro 3asiBIIEHUS U MPUHATUE pPELLUEeHUs O Bblgadve
paspeLleHnss Ha BBO3 KOHKPETHOW MapTUKN 3aperMcTpMpoBaHHbIX U (M) HE3apPErMCTPUPOBAHHLIX JIEKAPCTBEHHbBIX
CPEACTB, nNpedHasHayeHHbIX Ansi NPOBEAEHUST KIMHUYECKUX WCCNEeLOBaHUA FNEKapCTBEHHbLIX MNpenapaTos,
NpoBeOEeHUs SKCMEePTU3bl JIEKAPCTBEHHbIX CPEACTB [AS19  OCYLUECTBMEHMS TOCY4apCTBEHHOW perucrpaumm
NeKapCTBEHHLIX NpenapaToB U AN OKa3aHUA MeOULUHCKOM MOMOLLM MO XXU3HEHHbLIM MOKa3aHUSM KOHKPETHOro
naumeHta nubo o6 oTkase B Bblgaye yKasaHHOro paspeLleHusi MPoU3BOOATCS B CPOK, HE MPEBbIAKLWNA NATU
pabounx gHen. MNnaTa 3a Bblga4vy ykasaHHOrO paspeLleHnst He B3MMAEeTCS.

(B peq. ®PenepansHoro 3akoHa ot 06.12.2011 N 409-03)
4. B Poccuiickyto ®PeiepaLmio MOXHO BBO3UTL JIEKAPCTBEHHbIE CPEACTBA, KAYECTBO KOTOPLIX NOATBEPXKAEHO
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cepTuduKaToM NpPOU3BOAUTENS  MEKApPCTBEHHbIX CPEeACTB, YOOCTOBEPSIOWMUM  COOTBETCTBME  BBO3MMbIX
neKkapcTBEHHbIX CpeAcTB TpeboBaHWsM hapmakonerHbIX cTater nubo B criydae ux OTCYTCTBUS HOPMAaTUBHOM
OOKYMEeHTaLUM Nnm HOpMaTMBHOIO JOKYMEHTA.

(B peq. ®PenepansHoro 3akoHa ot 06.12.2011 N 409-3)

5. Banpewaetca BBo3 B Poccunckyio Pepepaumio danbCUpULNPOBAHHBIX NEKAapCTBEHHbIX CpeacTs,
Hea06pOoKa4YeCTBEHHbIX NIEKAPCTBEHHBIX CPeACTB, KOHTPadakTHbIX JIEKAPCTBEHHbBIX CPEACTB.

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

6. PanbcMdpuUMpOBaHHbIE NEKAapCTBEHHbIE CpeacTBa, HeJobpOKavyeCTBEHHbIE FEKapCTBEHHbIE CpeacTBa
noanexaT U3bSATUIO M MOCMEAYLWEMY YHUYTOXEHUIO MIn BbIBO3y M3 Poccuiickon deaepaunn, KOHTpadakTHble
neKapCTBEHHbIE CPEeACTBa - U3BATMIO U MOCMEAYIOLEMY YHUUTOXEHUIO. YHUUTOXEHNE nnu BbiBO3 M3 Poccuiickon
depepaumun anbCUPULMPOBAHHBLIX NEKapPCTBEHHbLIX CPEeACTB, HeL0OpOKaYeCTBEHHbIX NEeKapCTBEHHbIX CPeacTB,
KOHTpadaKTHbIX NeKapCTBEHHbIX CPEeACTB OCYLUECTBMSETCS 3a CYET nuvua, OCyLLeCcTBMBLUEro ux BBO3. [lopsgok
YHUUTOXEHNS U3BATLIX PanbCnULMpOBaHHbIX NEKapCTBEHHbIX CPeaCcTB, HeA0OPOKaYeCTBEHHbIX NEKapCTBEHHbIX
CpeacTB, KOHTpadaKTHbIX NeKapCTBEHHbIX CPeACTB ycTaHaBnmBaeTcs NpaButensctBoM Poccunckon ®egepaumn.
(8 pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-$3)

7. Jlnua, ocyuwectensowme BBo3 B Poccunckyto ®egepaumio hanbCUOULMPOBaHHBIX fEKapCTBEHHbIX
cpencTtB, HefoOPOKA4YeCTBEHHbIX JIEKAPCTBEHHbIX CPEACTB, KOHTpadhaKTHbIX NeKapCTBEHHbIX CPeacTB, HeCyT
OTBETCTBEHHOCTb B COOTBETCTBMM C TaMOXEHHbIM 3aKOHOAATEeNbCTBOM TaMOXEHHOro cot3a W (Mnm)
3akoHogaTenbcTBOM Poccuinckon degepauumn o TaMOXXeHHOM Aerne.

(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

8. BbIBO3 nekapcTBeHHbIX cpeactB u3 Poccunickon Pegepaumm ocywecTBnsieTcs 06e3 NpMMeEHeHUs
OrpaHUYEHUN,  YCTAHOBIIEHHbIX  TaMOXEHHbIM  3aKOHOA4ATENbCTBOM  TaMOXEHHOro cotw3a wu  (4nn)
3akoHogaTtenbctBoM  Poccunckon  Pegepaumm O roCyaapCTBEHHOM  PerynMpoBaHUM  BHELLUHETOProBoOW
OeATenbHOCTH.

(B peq. PenepanbHbix 3akoHoB 0T 06.12.2011 N 409-$3, ot 25.11.2013 N 317-03, o1 22.12.2014 N 429-03)

Cratba 48. HOpugnueckne nuua, KOTOPbIM paspelleH BBO3 fekapCTBEHHbIX cpeacTts B Poccuiickyio
degepaumto
(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

JlekapcTtBeHHble cpeacTBa B Poccunckyto deaepaumio MOryT BBO3UTb:
(B peq. ®enepansHoro 3akoHa ot 06.12.2011 N 409-03)

1) NMpou3BOOUTENM NEKAPCTBEHHbIX CPEACTB AMA LUene COOCTBEHHOIO MPOU3BOACTBA J1EKAPCTBEHHbIX
CPEeAcCTB;

2) MHOCTpaHHble pa3paboTyMKM NEKApCTBEHHbIX CPEACTB M UHOCTPAHHbIE MPOM3BOAUTENN NEKAPCTBEHHbIX
CPEeACTB unM Opyrve pugudeckne nvua no nopyyYyeHuto paspaboTymka IekapCTBEHHOro cpeactsa  Ans
NpoBefeHUs KMMHMYECKUX WCCNEAOBaHUN NEKapCTBEHHOrO npenaparta, OCYLECTBIEHUS [OCySapCTBEHHOM
perncTpaumm nekapCTBEHHOro mnpernapaTa, BKMYeHUs dapmaueBTMYeckon cybcTaHuMM B TrOCY4apCTBEHHbIN
peecTp mneKapCTBEHHbIX CPEACTB, KOHTPONS KayeCTBa JIEKAPCTBEHHbIX CPEACTB MpU HanuuMu paspeLleHus
YNONTHOMOYEHHOro heaeparnbHOro opraHa UCMOSNTHUTENBHOW BNAcTW Ha BBO3 KOHKPETHOW MapTWMX NIEKapCTBEHHbIX
CPEACTB;

3) opraH13auuy onToBOW TOProBNM fiEKapCTBEHHLIMU CPEACTBaMU;

4) Hay4HO-MCCredoBaTenbCKMe opraHusauuu, obpasoBaTefibHble OpraHuMsauunM BbiCero obpasoBaHus,
Npon3BOOUTENN NEKAPCTBEHHbLIX CPEACTB ANS pa3paboTku, UccredoBaHWU, KOHTpons 6e3onacHOCTM, KadecTBa,
3P PEKTUBHOCTM NEKAPCTBEHHbIX CPEACTB MPU HanMuMyM paspeLlleHnst YNONTHOMOYEHHOro dpedeparnbHOro opraHa
MCMNONMHUTENbHOW BNacTy;

(B pen. PepepanbHoro 3akoHa ot 02.07.2013 N 185-03)

5) mMeauMuMHCKME OpraHM3auuun, MHble yKalaHHble B MyHKTax 1 - 4 HacTosllen cTaTbM OpraHu3auuu ans
OKa3aHusi MEOULMHCKOWM MOMOLLM MO XM3HEHHbIM MOKa3aHWSAM KOHKPETHOrO nauveHTa npyu Hanmyun paspeLueHust
YMOMTHOMOYEHHOro doefepanbHOro opraHa UCMOSNTHUTENBHOW BNACcTU Ha BBO3 KOHKPETHOW NapTUM NIEKApPCTBEHHOTO
npenapaTta, BblJaHHOTO B YCTAaHOBIIEHHOM MOpsake B (hopMe 3MeKTPOHHOIO JOKYMEHTA, MOANUCAHHOIO YCUITEHHON
KBannuumMpoBaHHON 3NEKTPOHHON NOAMNMUCHIO.

(B peq. ®enepansHoro 3akoHa oT 12.03.2014 N 33-03)

Cratba 49. [lokymeHTbl, npeacTaBnseMble B TaMOXeHHble opraHbl Poccuiickon ®depepauumn npu BBO3E
nekapcTBEHHbIX cpeacTB B Poccuiickyto Penepaumio
(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-$3)
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1. MNpun BBO3e nekapcTBeHHbIX cpeacTB B Poccuiickyito depepaumnio B TaMOXeHHble opraHbl Poccuiickon
degepaumun Hapagy ¢ AOKYMEHTaMu, npeacTaBreHne KOTopbIX NPeayCMOTPEHO TaMOXEHHbIM 3aKOHOO4ATENbCTBOM
TamoxeHHoro cow3a u (unu) 3akoHogaTenbCcTBoM Poccuickon depepaumm 0O TaMOXEHHOM  ferne,
npeacTaBnsoTCA cnegyowme JOKYMEHThI:

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

1) cepTudmkaT NPOU3BOAUTENS JIEKAPCTBEHHOrO CpPeAcTBa, YAOCTOBEPSIOLWMI COOTBETCTBUME BBO3MMOIO
neKapcTBEHHOro cpeactea TpeboBaHMAM hapmakoneriHon ctaTbM MO0 B cCrlydae ee OTCYTCTBUS HOPMaTWMBHOM
OOKYMEHTaLMM U1 HOPMaTUBHOTO JOKYMEHTA;

2) paspelueHne ynorIHOMOYEHHOro doeeparnbHOro opraHa WMCMOMHUTENbHOW BriacT Ha BBO3 KOHKPETHOW
napTum NekapcTBEHHOro cpeacTBa B Cryyasx, YCTAHOBMNEHHbIX YacTbio 3 ctaTtbu 47 Hactosiwero ®egeparnbHOro
3aKoHa.

2. [lokymMeHTbI, yKasaHHble B nNyHKkTax 1 n 2 yactu 1 HacTosiwen cTaTtbn, NPeacTaBnsaloTCA B TaMOXEHHbIe
opraHbl Poccunckon ®egepauun npu npnbbiTMM nekapcTBEHHbIX CPeacTB B Poccuiickyto degepaunio.

(8 pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-$3)

Cratba 50. BB03 nekapCTBeHHbIX npenapatoB B Poccuickyto degepaumio Ans IMHHOrO MCMNonb3oBaHns U
MHbIX HEKOMMEPYECKMX LIeNern, a Takke ONA UCMOMb30BaHWUS Ha TEPPUTOPUM MEXAYHapOOHOro MeAWLMHCKOro
KnacTtepa
(B pea. PepepanbHbix 3akoHOB 0T 06.12.2011 N 409-93, o1 29.06.2015 N 160-93)

1. JlexapcTBeHHbIE nMpenapaTbl MOryT ObiTb BBe3eHbl B Poccunckyto depgepaumio 6e3 yyeta TpeboBaHui,
NpeayCcMOTPEHHbIX YacTamu 1 - 4 ctaTtbn 47, ctatbamun 48 n 49 Hactoswero denepanbHOro 3akoHa, ecrnv OHu
npeaHasHayYeHbl ons:

(8 pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-$3)

1) NnYHOro Mcnonb3oBaHWs U3MYeckuMu nuuamu, npubsiBwumu B Poccuickyto ®egepauuto. MNpu aTom
BBO3 B Poccuiickylo Pefepaumio nekapCTBEHHbIX MNpenapaToB, COAepXalluMxX CUMbHOAEWCTBYOLWME U (Unn)
SIAOBUTblEe BELUECTBA, BKIHOYEHHble COOTBETCTBEHHO B CMUCOK CUIbHOOEWCTBYIOLUMX BELLECTB ANs Luenen
YrofloBHOro 3akoHogartesnbcTBa Poccuinckon ®enepauum m B CNUCOK SO0BUTLIX BELECTB ANS Lenen yroyfloBHOro
3akoHogartenbctBa Poccuiickon ®epepauunun, yTBepxaeHHble [lpaButensctBom Poccuiickon ®epepauuu,
OCYLLECTBMNAETCHA MPU HanMyunM SOKYMEHTOB (3aBEPEHHbIX KOMWUIA LOKYMEHTOB UMW 3aBEPEHHbIX BbIMUCOK U3 HUX),
NOATBEPKAAMLLIMX HasHaYeHWe (PU3NYEeCKOMY NULY YKa3aHHbIX NEKapCTBEHHbIX MPenapaToB (3a WCKMYeHWeM
nekapcTBEHHbIX NpenapaToB, 3aperucTpupoBaHHbIX B Poccuickon defepaumm n oTnyckaembix B Poccumnckon
depepaummn 6e3 peuenTta Ha NekapcTBeHHbINM npenapart). NogTeepxaatolime OOKYMEHTbI (MX 3aBEPEHHbIE KOMUK
UNN 3aBEPEHHbIE BBIMUCKM M3 HNX) AOMKHbI COAepXXaTb CBEAEHNS O HAaUMEHOBAHMM U KONMMYECTBE Ha3Ha4YeHHOro
nekapcTBEHHOro npenaparta. B cnyvae, ecnu noatBepxpawolme [OKYMEHTbl (UX 3aBEPEHHbIE KOMUU UMK
3aBEpEHHblE BbLIMUCKA U3 HMX) COCTaBMNEHbl HA MWHOCTPAHHOM $3blKke, K HUM npwunaraetcss HoTapuarnbHO
3aBepeHHbIN NepeBo Ha PYCCKUIN A3bIK;

(n. 1 B pea. PegepanbHoro 3akoHa oT 02.06.2016 N 163-$3)

2) vcnonb3oBaHus paboTHMKaMK OWNIIOMaTUYECcKoro Kopryca Wnu MNpefacTaBUTENAMW MeXAyHapOaHbIX
opraHuMsaunn, akkpeauToBaHHbIX B Poccuiickon ®enepaunm;

3) NevyeHus NaccaxupoB WM YNEHOB 3KMNaXeW TPaHCMOPTHbIX CPEeACTB, Moe3dHbiX Opurag v BoguTenen
TPaHCMOPTHLIX CpeacTs, NpMdbIBLUNX B Poccunckyto Pegepaumio;

(B peq. ®enepansHoro 3akoHa ot 06.12.2011 N 409-03)

4) neyeHUs YYaCTHUKOB MEXOYHAPOAHbIX KYNbTYPHbIX, CMOPTMBHBIX MEPONPUATUA U Y4aCTHMKOB
MEXAYHapPOAHbIX 3KCNeanLni;

5) neyeHnss KOHKPETHBIX XXMBOTHBLIX B 300MapKax, a Takke XXUBOTHbIX, BBO3NMbIX B Poccuiickyto ®epepaumto
0N y4acTusl B CMOPTUBHBIX U 3PENTULLHBIX MEPOMPUATUSAX;

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

6) ncnonb3oBaHNst Ha TEPPUTOPUM MEXAYHAPOAHOrO MEANLIMHCKOrO Knacrepa.
(n. 6 BBegeH PeneparnbHbiM 3akoHOM 0T 29.06.2015 N 160-$3)

2. B cny4yasix, npedycMOTpeHHbIX 4acTbio 1 HacTosillenh cTaTbk, JonyckaeTcss BBO3 B Poccuickyto
depnepaumio nekapcTBEHHbLIX NPenapaToB, He 3aperncTpupoBaHHbIX B Poccuiickon ®egepaunn.
(B peq. ®enepansHoro 3akoHa ot 06.12.2011 N 409-03)

3. JlekapcTBeHHbIE Npenaparbl, NpegHa3Ha4YeHHble ANnst r'yMaHUTapHOW NomoLy (CoOoencTBMS) UM MOMOLLIM
npyM 4pesBblHalHbIX CUTyauusix, BBO3ATCs B Poccuiickyto ®Pegepaunio B MNopsigKe,  YCTAHOBIIEHHOM
MNpaBnTENsLCTBOM Poccuinckon depepauymm. 3anpewaeTcs BBO3 B Poccunckyto depepaumto
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He3aperMcTpMpoBaHHbIX NEKapCTBEHHbIX NpenapaTtoB, MpedHa3HaYeHHbIX Ans  FYMaHUTapHOW  MOMOLLM
(cogencTBms) N NOMOLLIM NPU Ype3BblYanHbIX CUTYaLMAX.
(B pen. ®PenepansHoro 3akoHa ot 06.12.2011 N 409-03)

Cratbs 51. CoTpyaHu4ecTBO heiepanbHOro opraHa UCNoNHUTENbHON BRacTU, YNOTHOMOYEHHOTO B 06nacTy
TaMOXEHHOro Aena, U ApYrMxX YNoSIHOMOYEHHbIX dheeparnbHbIX OpraHOB UCMOSTHUTESbHON BacTy

1. YnonHomoueHHble deaepanbHble OpraHbl UCMOMHMTENBHOW BNAcTM MpegoCTaBrisioT B pacrnopshkKeHue
degepanbHOro opraHa MWCMOSMHUTENBHOW BrnacT, YMNOMHOMOYEHHOro B 0b6nactm TaMOXeHHOro [Aena,
rocy4apCTBEHHbIV peecTp NEKapCTBEHHbIX CPEACTB, a Takke WHGOPMaUMO O BblAaHHbLIX pa3peLleHUusix Ha BBO3
KOHKPETHOW MapTuM fekapCTBEHHbIX CPEACTB B CryyasX, YCTAHOBMEHHbIX YacTbio 3 cTtatbh 47 HacTosLEero
degeparnbHOro 3akoHa.

2. ®epepanbHbIl OpraH MCMOMHUTENbBHOW BNACTW, YMNOMHOMOYEHHbIM B 06MacTM TamMOXeHHOro paena,
WHpopMMpyeT yKasaHHble B 4YactTm 1 HacTosAwew cTatbUM YNONHOMOYEHHblE heaeparnbHble  OpraHbl
NCMNOMHUTENbHOW BNacTu O BBO3e NEeKapCTBEHHbIX CpeacTB B Poccuiickyio Pegepaunto n BblBO3€ NEKaPCTBEHHbIX
cpeactB 3 Poccuinckon ®depepaumm no dopme 1M B Nopsgke, KOTopble YCTaHoBMeHbl [lpaButenbcTBOM
Poccunckon ®egepaumn.

(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

nasa 10. PAPMALIEBTUYECKAS OEATENBHOCTb
Cratba 52. OcywecTtBneHne dapMaLeBTUYECKON AeATENbHOCTU

1. ®apmaueBTnyeckass  [OeATENbHOCTb  OCYLECTBNAETCA  OpraHusauusiMum  ONTOBOW  TOProBnu
neKapCcTBEHHbIMW cpeacTBaMu, anTeYHbIMW OpraHvM3auusMu, BeTepMHApPHbIMU  anTeYHbIMWU  OpraHu3aumsMu,
MHAMBMAOYaANbHBIMW  MPEAnPUHUMATENSMUY, MMELWUMN  FIMUEH3NI0 Ha (apMaueBTUYeCKylD AeATeNlbHOCTb,
MEOUUMHCKUMW  OpraHm3aumsamn, WMeWwnuMn nNuueH3nio Ha dapmaueBTUYeCcKylo AesaTenbHOCTb, U UX
obocobneHHbiMM  nogpasgeneHnamn  (ambynatopuamu,  denbawepckumm 1 henbawepCKo-akyLepCKMMm
nyHKTamu, LeHTpamu (oTaeneHusmu) oben BpavyebHoN (CemMenHOWn) NPakTUKM), PacnofOXEHHbIMU B CENbCKUX
HaceneHHbIX MyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeyHble OpraHu3auvu, U BeTepuHapHbIMWU OpraHu3auusMu,
UMELLUMUN NNLEH3NI0 Ha hapMaLeBTUYECKYI0 AeATEeNbHOCTb.

(B pea. PegepanbHoro 3akoHa ot 25.11.2013 N 317-93)

2. du3anyeckue nmua MOryT OCYLLECTBNATb dhapMaLeBTUYECKY0 OEATENbHOCTb NMPU HANM4yMKn BbICLUErO WK
cpegHero dapmaueBTMHecKoro obpasoBaHusa W cepTudmkata cneumanucta, BbICWIErO WKW CpegHero
BeTepuHapHoro obpa3oBaHuss U cepTudmKata crneumanucta, a Takke BbICLUEro UKW CpeaHero MeauLUHCKOro
obpa3oBaHud, cepTudmkata cneumanicta W OONOMHUTENbHOTO NpodeccMoHanbHoro obpa3oBaHMA B 4acTu
PO3HWYHOW TOProBMM NekapCTBEHHbIMM Npenaparamun Npu ycrioBumn nx paboTtbl B 060CO0ONEHHbIX Noapa3geneHnsx
MEAMLMHCKNX OpraHn3aunii, ykasaHHbIX B YacTu 1 HacTosLwen cTaTbm.

(4acTb 2 B pea. PepepanbHoro 3akoHa ot 27.07.2010 N 192-93)

Cratba 53. [lpogjaxa, nepegaya neKkapCTBEHHbIX CPeACTB OpraHu3auusMu  OMNTOBOM  TOProBmnu
nekapcTBEeHHbIMW CpeacTBaMu

OpraHusaumMmM ONTOBOW TOProBNM  FIEKAPCTBEHHbIMW  CPEACTBAMM  MOFYT  OCYLUECTBNATb  MNPOAaxy
NeKapCcTBEHHbIX CPeAcTB WU nepefaBaTb MX B YCTaHOBIIEHHOM 3akoHopaTenbcTBoM Poccuiickon denepauum
nopsiake:

1) APYrM OpraHmn3aLmsiM ONTOBOM TOProBMM NEKAPCTBEHHLIMU CpeAcTBamu;

2) Npou3BoOAMTENAM NleKapCTBEHHbIX CPeacTB AN Lernel Npon3BoACTBa NlekapCTBEHHbIX CPeaCcTB;

3) anTeyHbIM opraHM3auusM U BeTepUHapPHbIM anTeYHbIM OpraHuM3aumnsiv;

4) HayYHO-UccrnenoBaTeNbCKUM OpraHn3auusM ans HayvyHo-uccnenoBaTenbckon paboThbl;

5) HoMBuayanbHLIM NpeanpuHMMaTensamM, UMeLWUM NULEH3NI0 Ha hapMaLleBTUYECKYIO AeATEeNbHOCTb Unu
FIMLEH3MI0 Ha MEeAULMHCKYIO0 AesaTenbHOCTb;

6) MeaULMHCKUM OpraHu3auusm, BeTepUuHapHbIM OpraHn3aumsam;

7) opraHusauusiM, OCyLLECTBSALWMM pasBefeHne, BblpaliuBaHue 1 CoaepXXaHne XUBOTHBbIX.

CtaTtbs 54. [MpaBumna onToBOW TOProBn NekapcTBEHHbIMK CpeacTBaMm
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OnToBasi TOProBnsi feKapCTBEHHbIMW CPEACTBaMW OCYLLECTBMSAETCS NPOU3BOAUTENSMU FeKapCTBEHHbIX
CcpeacTB M opraHusauMsiMu OMTOBOW TOProBfM JEKAapCTBEHHbIMWM CpeacTBaMyM MO NpaBunam  Haanexallewn
ONCTPUOBLIOTOPCKON NPaKTUKA W NpaBuiiamMm Hagnexawen npakTUKM XPaHEeHUs U MepeBO3KM FeKapCTBEHHbIX
npenapaToB,  YTBEPXAEHHbIM  COOTBETCTBYHLUMMW  YNOMHOMOYEHHbIMW  dbefeparnbHbiMU  OpraHamu
NCMOSNHUTENbHON BNacTy.

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

Ctatbs 55. Mopsigok po3HUYHOW TOPTrOBMM NEKAPCTBEHHBIMY NpenapaTamm

1. Po3Hn4Has TOproens nekapcTBEHHbIMW Npenapatamu B KONMYecTBax, HeOOXOAMMbIX ANSA BbINOMHEHUS
BpayebHbIX (henballepcknx) HasHaYeHUn UM HasHayeHu cneuywanuctoB B obnactu  BeTepuHapuu,
OCYLLECTBMNAETCA anTeYHbIMU OpraHM3aunsiMm, BETEPUHAPHBLIMW anTeYHbIMU OpraHM3aunsaMu, MHOUBMAYanbHbIMU
npegnpvHUMaTensMy, MMEWMMUM  MUUEeH3NI0  Ha  apMaueBTUYECKYD  OeATenbHOCTb,  MEAMLMHCKUMU
opraHmsaumsamMu, UMEeLWMMU MUMUEH3NI Ha dapMaueBTUYECKYl0 AeATenbHOCTb, U UX 060Cco6neHHbIMK
nogpasgeneHmamn (ambynatopusimu, enbawepckuMm n - denbawepcko-akyLWepckMMy NyHKTaMu, LeHTpamu
(oToeneHuamu) obwen BpayebHON (CeMenHon) NpakTkKn), PacnonoXeHHbIMU B CENbCKMX HaCceneHHbIX MyHKTax, B
KOTOpbIX OTCYTCTBYIOT anTeYHble OpraHv3auun, u BeTepUHapHbIMW OpraHu3auvsMu, UMELMMK MMLEH3N0 Ha
dapmaLeBTUYECKYO AeATenbHOCTb. Pa3spelleHa po3HWYHas TOProBns TOMbKO feKapCTBEHHbIMWM npenapatamu,
3apernctpupoBaHHbiMM B Poccuickon depepauuy  MNM U3rOTOBIIEHHBIMWM  anTEYHbIMW  OpraHM3auusaMu,
BETEpPUHaPHbLIMW anTeYHbIMX OpraHn3aunusaIMmn, MHAMBUAYANbHBIMWU NPeanpUHUMaTENSMU, UMEOLWUMN ML EH3MIO
Ha dapmaLeBTUYECKY0 AeATeNnbHOCTb. PO3HNMYHAsA TOProBns ekapcTBEHHbIMU NpenapaTamMy OCyLLEeCTBASAETCs No
npaBvnaMm Hagnexawlen anTteyHonW nNPaKTUKK, YTBEPKAEHHbIM YMONHOMOYEHHbIM dedeparibHbiM  OpraHom
NCMNOMHUTENbHOW BNAcTy.

(B pea. PegepanbHbix 3akoHOB OT 25.11.2013 N 317-93, o1 22.12.2014 N 429-93)

2. Bugpl anTeyHbIX OpraHusauum u npasuna OTMyCKa NeKapCTBEHHbIX MpenapatoB ANS MeguUMHCKOro
NPUMEHEHWS anTeYHbIMW OpraHn3auusMy, UHAMBUAYaNbHbIMWU NPeAnpuHUMaTensaMun, UMELWNMN NULEH3NI0 Ha
hapmaLeBTMYECKYI0 AeaTeNnbHOCTb, a Takke npasuia OTMnycKa NeKapCTBEHHbIX NMpenapaToB Anf MeAMLUHCKOro
NPUMEHEHNS MEANLMHCKUMW OpraHn3aunsmMmmn, MMeroLLMMN NNLEH3MI0 Ha ddapMaueBTUYeCcKylo OeATeNnbHOCTb, N UX
060cobneHHbIMM  nogpasgeneHnaMu  (ambynatopuamu,  denbawepckuMm U enbawepcko-akyLepCcKuMm
nyHKTamMu, LeHTpaMu (oTaeneHusiMm) oben BpavyebHOW (CeMENHON) NPaKTUKM), PacnofioXKEHHbIMU B CEITbCKMX
HaceneHHblX MyHKTax, B KOTOPbIX OTCYTCTBYIT anTeyHble OpraHusauuu, YTBEPXKOAlTCA YMNONHOMOYEHHbIM
deaepanbHbIM OpraHoM UCMONHUTENBHON BRacTy.

(B peq. ®enepansHoro 3akoHa ot 25.11.2013 N 317-93)

3. MNMpaBuna oTnycka HapKOTUYECKMX CPEACTB M NMCUXOTPOMHbIX BELLECTB, 3aperncTpMpoBaHHbIX B Ka4yecTBe
NeKapCTBEHHbIX MpenapaToB, JieKapCTBEHHbIX MpenapaToB, COAEpXaluMxX HapKoTU4eckue CcpeacTtBa W
MCUXOTPOMHbIE BELLECTBA, YyTBEPXKOAlTCA YNONHOMOYEHHbIM deaepanbHbIM OpraHoM UCMOMHUTENBHOW BriacTu no
cornacoBaHuio ¢ hegeparnbHbIM OpraHOM UCMONMHUTENBbHOW BNAcTh, YNONHOMOYEHHbIM B chepe BHYTPEHHMX Aen.
(B pea. PepepanbHoro 3akoHa ot 03.07.2016 N 305-$3)

4. JlekapcTBeHHble MnpenapaTtbl ANS BETEPUHAPHOrO MPUMEHEHUS MNOAMEXaT OTNYCKy BeTepuHapHbIMM
anTeyHbIMX  OpraHu3auusMi, BeTEPUHAPHbIMW OpraHM3auusaMn, WHAMBUMAYaNbHBIMU  NPeAnpUHUMAaTENSMMU,
MMEIOLLIMMU NNLEH3NIO Ha hapMaLLeBTUYECKYO AeATenbHOCTb. [paBuna oTnycka nekapcTBeHHbIX NpenapaToB Ans
BETEPUHAPHOIO NPUMEHEHNS YTBEPXAAITCS YNONHOMOYEHHbIM dhefeparnibHbIM OpraHOM UCTONHUTENBHOW BNacTw.

5. MNMepeyeHb MeANLMHCKMX OpraHu3auui, MMeLWnX NULEH3NIo Ha hapMaleBTUYECKYI0 AeATeNbHOCTb, U UX
060cobneHHbIX nogpasgeneHuit (ambynaTopuii, denbawepcknx 1 denbalepcko-akyLwepckux NyHKTOB, LLEHTPOB
(oToeneHun) obwen BpayebHOM (CEMENHON) NMPaKTUKKU), PAacCMOSIOKEHHbIX B CENbCKUX HACENEeHHbIX MyHKTax, B
KOTOPbIX OTCYTCTBYHOT anTeyHble OpraHn3aumu, a Takke nepeyvyeHb NekapCTBEHHbIX NpenapaToB (3a UCKMOYEHVEM
HapKOTMYECKNX JTeKapCTBEHHbIX MpenapaTtoB U MCUXOTPOMHbIX NEKApPCTBEHHbIX NpenapaToB), npodaxa KoTopbIX
MOXET  OCYLEeCTBMAATbCA  yKasdaHHbIMM  OpraHusaumsMum n  uMx  000CcoBNeHHbIMW  nogpasaeneHusiMu,
yCTaHaBMNMBaKTCA OpraHammn UCMOSNTHUTENbBHON BNacTh cydbekToB Poccunckon Pegepaumu.

(B pen. PepepanbHoro 3akoHa ot 25.11.2013 N 317-03)

6. AnTeuHble opraHusauuv, WHOMBUAYyanbHble MNpegnpuHMMaTeny, UMelWMe  NMUEH3UK0  Ha
hapmMaLeBTMYECKYID OeATeNnbHOCTb, 00A3aHbl obecneunBaTb yTBepXAeHHbIM [MpaBuTenbcTBom Poccuiickom
®epepaumn 1 oOpMUMPYyEMbIi B YCTAHOBMEHHOM WM MOPSiAKE MMWHMMAInbHbIA aCCOPTUMEHT fleKapCTBEHHbIX
npenapaToB, HeOOXOAMMBbIX AN 0Ka3aHWA MegULMHCKON NOMOLLW.

(vacTb 6 B peq. PenepansHoro 3akoHa oT 25.11.2013 N 317-03)

7. AnTeuyHble opraHu3auuu, UWHOMBMAYanbHble  MPeAnpUHUMAaTenV, WMelLlue  JNULEH3WMI0  Ha

hapmaLeBTMYECKYI0 AeATeNbHOCTb, Hapsgy C NekapCTBEHHbIMU Mpenapatamu umelT npasBo npuobpeTtaTb U
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npogaesaTb MeAWMUMHCKME u3genus, AesnHuuupylolme cpeacrsa, npegMeTbl M CpeacTBa NMYHOW TUIMMEHB,
nocyoy Ans MeauUMHCKUMX Uenen, npeametbl U CpeacTBa, NpedHasHavyeHHble Ans yxoda 3a 60nbHbIMM,
HOBOPOXAEHHBIMU U AETbMU, HE OOCTUILMMW BO3pacTa Tpex NeT, OYKOBYIO OMTMKY M CpeacTBa yxoda 3a Hen,
MUHepanbHble BOAbl, MPOAYKTbI Ne4ebHOoro, 4eTCKoro n AUeTU4ecKkoro NUTaHms, Guonorniyeckn akTuBHble 4O6GaBKMY,
napdoMepHble U KOCMETUYECKME CPEACTBA, MEAMLMHCKME U CaHUTapPHO-MPOCBETUTENBHBIE MeYaTHble U3AaHus,
npegHasHa4YeHHble A8 nponaranibl 30OpoBoro obpasa XusHu.

(B peq. ®PepepanbHbix 3akoHoOB oT 27.07.2010 N 192-93, ot 25.11.2013 N 317-03)

8. [edAtenbHoCTb anTeuyHbiX opraHu3auun BoopyxeHHbix Cun Poccuiickon ®epepaunn, OPYrnx BOWCK,
BOMHCKMX (DOPMMPOBaHUA M OpraHoB, B KOTOPbIX 3akoHogaTenbcTBoM Poccuiickon depepaunv npegycMoTpeHo
NPOXoXAeHNe BOEHHOW cnyxbbl unun doegepanbHON rocyaapCTBEHHOW CyXObl, CBS3aHHON C NPaBOOXPaHNTENBHON
OeaTenbHOCTbIO, pernameHTupyeTcsa Hactoawmm deaepanbHbIM 3aKOHOM U YTBEPXKAEHHBIMU COOTBETCTBYIOLLMMU
hbenepanbHbIMM OpraHamMu WCNOMHUTENBHOM Bnactu nonoxeHmsmu. KoHTponb 3a cobniogeHveM ykasaHHbIMU
anTeyHbIMW  opraHusaumsiMu NONOXEHNI HacToswero  degepanbHOrO  3aKkoOHa  OCyLlecTBnsieTcH
COOTBETCTBYOLMMN (befepanbHbIMU OpraHaMy UCMOMHUTENbHOW BNacTu.

(8 pea. PepepanbHoro 3akoHa ot 13.07.2015 N 262-$3)

Cratbs 56. MaroToBrneHne 1 OTNycK NeKapCTBEHHbIX NpenapaToB

1. VIarotoBneHne nekapCTBEHHbIX MpenapaTtoB anTeYHbIMW OpraHM3aunsamun, BeTEPUHAPHBLIMU anTeYHbIMU
opraHmsaumsamun, WHOMBUAYaNbHbIMWU NpPeanpUHUMATENSMKU, MMELWMUMN JIMUEH3NI0 Ha apmaueBTUYECKYHD
OEeATeNbHOCTb, OCYLIECTBNSIETCA MO pelenTam Ha fiekapCTBEHHble MnpenapaTbl, N0 TpeboBaHUSIM MeOULMHCKUX
opraHusaumni, BeTEpPUHApPHbIX OpraHM3auMm B COOTBETCTBUM C NpaBuniaMyM  W3rOTOBMNEHWST W OTMNycka
NeKapCTBEHHbIX MpenapaTtoB, YTBEPXAEHHbIMW YNOMHOMOYEHHbIM heaepanbHbIM OpPraHOM UCMOSTHUTENBHOMN
BMacTu.

2. T[lpyM WU3roTOBNEHUN fEKAPCTBEHHbIX MPenapaTtoB anTeYHbIMU OpraHu3auusamu, BeTepuHapHbIMU
anTedHbIMW  OpraHmM3auusaMn,  UHAMBUAYanbHLIMW  NpeanpuHMMaTensaMun,  UMeWwuMn  JIMUEH3NI0  Ha
hapmaLeBTUYECKYHO 0eATEenbHOCTb, NCrnonb3yTCs hapmaveBTNYECKUNE cybcTaHumuy, BKMIOYEHHbIE
COOTBETCTBEHHO B rOCYOapPCTBEHHbLIA pPEECTp FEeKapCTBEHHbIX CPEeACTB ANA MEAWULUHCKOro MPUMEHEHUs U
rocy4apCTBEHHbIN peecTp NeKapCTBEHHbIX CPEeACTB AN BETEPMHAPHOIO NPUMEHEHNS B YCTAaHOBNIEHHOM MOPSIAKE.
He ponyckaetca wu3rotoBneHwe anTeYHbIMU OpraHusaunsaMu, BeTEepUHApPHbIMU anTeYHbIMU OpraHn3aunsMu,
WHOUBMAYANbHLIMU  NpeanpUHUMATENSMKY, UMELWMMU  NUUEH3NI0 Ha dapMaueBTUYECKYIO [AesTerNbHOCTb,
neKkapCcTBEHHbIX NpenapaToB, 3aperncTpmpoBaHHbIX B Poccuiickon egepaunn.

3. MapkupoBka nekapCTBEHHbIX NpenapaToB, U3roTOBMEHHbIX anTeYHbIMU OpraHu3auusaMm, BeTepuHapHbIMn
anTedHbiMWU  OpraHmMsauusaMn,  UHAMBUAYanbHbIMW  NpeanpuHMMaTensaMun,  UMeWUMU  JIMUEH3NI0  Ha
drapmaueBTUYECKYIO AeATENbHOCTb, U OPOpPMIIeHMe Takux npenapaTtoB JOMKHbl COOTBETCTBOBaTb MpaBunam,
yKa3aHHbIM B YacTu 1 HacTodLen cTaTbu.

4. AnTeyHble opraHuMsauun, BeTepuvHapHble anTeyvHble opraHusauuu, uHaMBMAyarbHble NpeanpuHUMaTeny,
UMeLLME NULEH3NIO Ha (hapMaLeBTUYECKYID OEATENbHOCTb, HECYT OTBETCTBEHHOCTb 3a HecobniaeHne npasun
N3roTOBMEHMS WM OTMNyCKa JieKapCTBEHHbIX MNpenapaTtoB B COOTBETCTBUM C 3akoHogaTenbCcTBOM Poccunckon
degepaumm.

Ctatbs 57. 3anpeLlleHne npoaaxm danbcnpuunpoBaHHbIX neKapCTBEHHbIX CcpencTs,
He06pOoKa4YeCTBEHHbIX NIEKAPCTBEHHBLIX CPEACTB, KOHTPAMaKTHbIX NIEKAPCTBEHHBLIX CPEeACTB

Mpogaxka danbCUPULMPOBAHHBLIX NEKAPCTBEHHbIX CPeacTB, HeAoOGpOKayYeCTBEHHbIX eKapCTBEHHbIX
cpencTs, KOHTpadakTHbIX NNEKAapCTBEHHbLIX CpeacTB 3anpeLlaeTcs.

CraTbs 58. XpaHeHue nekapCTBeHHbIX CPeAcTB

1. XpaHeHune nekapCTBEHHbIX CPeACTB OCYLLECTBNSETCH MNPOU3BOAMTENSMU FEKAPCTBEHHbIX CPEACTB,
opraHu3auusiMM ONTOBOW TOProBMNW NEKapCTBEHHLIMU CPeCTBaMM, anTeYHbIMU OpraHn3aunsaMm, BeTEpUHaPHbLIMU
anTeYyHbIMW  OpraHuU3auusiMi,  MHAMBUAYaANbHbIMU  MPEANPUHUMATENSMM,  UMEKLMMU  NULEH3NIO  Ha
hapMaLeBTUYHECKYD AEATENbHOCTb UMM NULEH3NIO Ha  MEAULMHCKYID  [AeSTeNbHOCTb, MeAULMHCKUMU
opraHusauusiMM, BeTEPUHAPHLIMW OpraHU3auMsiMM U WHbIMU OpraHu3auMsiMK, OCYLLECTBRSIOWMUMM obpalleHue
NeKapCTBEHHbIX CPeACTB. XpaHEHUE NeEKapCTBEHHBLIX CPEACTB Afs BETEPUHAPHOIO NPUMEHEHNS OpraHU3aLmsMu u
VHOMBMAYANbHLIMU NPEeANPUHUMATENSIMU B CIyYasix, €CINIM OHU UCMOSb3YTCS UCKIIOYUMTENBHO NpU pasBedeHnm,
BblpalLMBaHNM, COAEPXAHUM W NEYEHUU XMBOTHbIX, MOXET OCYLeCTBNATbCA 6e3 nonydeHus nUUeH3un Ha
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hapmaLeBTUYECKYHO AeATENBHOCTb.
(B peq. ®PenepanbHoro 3akoHa ot 22.10.2014 N 313-03)

2. lpaBuna xpaHeHWs1 neKapCTBEHHbLIX CPEACTB YTBEPXKAAlTCA COOTBETCTBYHOLUMM YNONHOMOYEHHbIM
deaepanbHbIM OpraHoM UCMOJTHUTENBHOW BNacTu.

3. XpaHeHuMe HapKOTUYECKMX JIeKApPCTBEHHbIX CPeACTB, MCUMXOTPOMHbLIX JEKAapCTBEHHbLIX CpPenacTs,
pagnodapMaleBTUYECKMX JIEKAPCTBEHHbLIX CPEeACTB OCYLUECTBNSAETCA B COOTBETCTBMM C 3aKOHOAATENIbCTBOM
Poccunckon ®egepaumn.

CraTtbsi 58.1. [NpeaMeTHO-KONMYECTBEHHbIN YYET NEKaPCTBEHHbLIX CPEACTB AN MeAULIMHCKOTO NMPUMEHEHNS
(BBegeHa degepanbHbiM 3akoHOM OT 25.12.2012 N 262-03)

1.  TllepedyeHb  nekapCTBEHHbIX  CpeacTB  ANd  MEOVMLMHCKOro  MPUMEHeHus,  MOAnexalumx
nNpeaMeTHO-KONMMYECTBEHHOMY YYETY, YyTBEPXAaeTCcs YNONHOMOYEHHbIM dedeparibHbIM OPraHOM UCTOMNHUTENBHOW
BMNacTu.

2. Tlopsgok BKMIOYEHWS NEKapCTBEHHbIX CPeAcTB Ans  MEAWUMHCKOrO MPUMEHEHUS B NepeyveHb
NeKapCTBEHHbIX CPEACTB ANA MEeAULMHCKOro MpUMEHEHMsl, nognexawimx npeaMeTHO-KONIMYECTBEHHOMY Y4eTy,
yCTaHaBnMBaeTCa YNONTHOMOYEHHbIM peadepanbHbIM OpPraHOM WCMOMHUTENbLHOW BMAAcTU MO COrflacoBaHU C
heaepanbHbIM OpraHoOM UCMNOMHUTENBHOM BNACTU, YNONHOMOYEHHbLIM B chepe BHYTPEHHUX Aer.

(B pea. PepepanbHoro 3akoHa ot 03.07.2016 N 305-93)

3. lNpeameTHO-KONNYECTBEHHbIN Yy4eT fekapCTBEHHbIX CPeAcTB AN MEOUUUHCKOrO NPUMEHeHUs BeayT
nNpov3BOOUTENN fEeKapCTBEHHbIX CPeACTB, OpraHusauum OnTOBOWM TOProBNW feKapCTBEHHbIMU CpeacTBamMu,
anTeyHble opraHu3auumv, WHAMBWAYyanbHble MNpeanpuHMMaTeny, uUmelwme nUUEH3NI0 Ha dapmaueBTUYECKYHD
OeATenbHOCTb UNW MULEH3NI0 Ha MEAMLMUHCKYIO AeATENbHOCTb, 1 MeQUUMHCKME OpraHnsauun, ocyLlecTBhsiowme
obpalleHne nekapCTBEHHbIX CPeACTB AN MeOUUMHCKOrO NPUMEHEHWs, NyTeM perncrpaummn niobbix CBA3aHHbIX C
ux obpalleHnem onepauui, NpyM KOTOPbIX U3MEHSIETCS WX KOMMYECTBO W (MNM) COCTOsiHME, B crneuunasnbHbIX
XypHanax yyeTa onepauui, CBA3aHHbIX ¢ obpalleHmem nekapCTBeHHbIX CPeACTB AN MEANLUHCKOro NpMMeEHeHns
(manee - cneunanbHble XypHanbl).

4. TlpaBuna perucTpauum onepauun, CBsI3aHHbIX C OOpalleHWeM JeKapCTBEHHbIX CpPeacTB  And
MeAMLIMHCKOro NMPUMEHEHUS, BKITIOYEHHbIX B NepeyYeHb NekapCTBEHHbIX CpeacTB ANs MeQULUHCKOro NpUMeHeHus,
nognexawmx npeamMeTHO-KONMYeCTBEHHOMY y4eTy, B crneumarnbHbIX XypHanax v npasuna BefeHUs U XpaHeHus
creumarnbHbIX XypHanoB yTBEPXAAKTCH YNONMHOMOYEHHbIM hefieparibHbIM OpraHoM UCMOMHUTENBLHOW BracTy.

5. KoHTponb 3a cobnogeHnem npasun pernctpauum onepawuin, CBA3aHHbIX C 0OpalleHNneM NeKapCTBEHHbIX
CpeacTB ANns MeAULMHCKOro NPUMEHEHUs, BKIMIOYEHHbIX B NepeYveHb NekapCcTBeHHbIX cpeacTs ANs MeauLMHCKOro
NPMMEHeHWs1, noanexalwmx npeaMeTHO-KONMYECTBEHHOMY Y4YeTy, B cCheumarnbHblX >XypHamax, a Takke 3a
cobrniogeHveM npaBun BedeHUs U XpaHEeHUs chneuunanbHbIX KypHanoB BoO3naraeTcd Ha YNnONTHOMOYEHHble
degepanbHble opraHbl UCMONHUTENbBHOM BRAacTM U OpraHbl UCMOMHMTENbHOW BRactu cybbekToB Poccuinckon
degepaumn, ocylecTBRAAOWME MNULEH3NPOBaHNE MPOM3BOACTBA NEKapCTBEHHbIX CpeacTB, (hapmaueBTU4ecKomn
AeAaTenbHOCTN U MeAULMHCKON AesATeNbHOCTH, U OCYLLECTBIIAETCS B paMKax NMLEH3NOHHOIO KOHTPONS.

asa 11. YHUUTOXEHUE NEKAPCTBEHHbIX CPEACTB
CraTbsa 59. OcHOBaHUA 1 NOPSAOK YHUUTOXEHNS NTIEKapCTBEHHbIX CPEACTB

1. HepobpokayecTBeHHble NeKapCTBEHHble CpeAcTBa, hanbcuduunpoBaHHbIe JeKapCTBEHHbIE CpeacTBa
noanexaT U3bSATUI0 M3 OoDbpalleHns U YHUYTOXEHUIO B nopsgke, ycTaHoBreHHoM [MpaButenbctBom Poccuickon
®epepaumn. OcHoBaHMEM [ANS  YHUUTOXEHUS FEKapCTBEHHbIX CPeacTB SABNAETCA pelleHue Bnagensua
NeKkapCcTBEHHbIX  CPeAcTB,  pelleHne  COOTBETCTBYHOLLEro  YNOMHOMOYEHHOro  dbedepanbHOro  opraHa
WCNONHUTENBHON BNACTU UMK peLLeHue cyaa.

(B peq. ®PenepansHoro 3akoHa ot 22.12.2014 N 429-03)

2. KoHTpadhakTHble fneKkapCTBEHHbIE CpeacTBa NoafexaT U3bATUI0 M3 O0palleHUs U YHUUTOXEHUIO MO
peweHnio cyda. [lopsgok  YHUUTOXEHWUS  KOHTpadakTHbIX  JIEKApCTBEHHbIX CPEACTB  YCTaHaBIMBAETCA
MpaButenbcTeoM Poccunckon ®epepaumn.

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

3. Pacxopgpl, CBA3a@HHbIE C YHUUYTOXEHNEM KOHTPAaKTHbIX NIEKAPCTBEHHbLIX CPEACTB, He40bpOKayeCTBEHHbIX
NeKapCTBEHHBIX CPEACTB, hanbCMPULMPOBaHHbIX NTEKAPCTBEHHbIX CPEACTB, BO3MELLATCS UX BNagaernbLeM.

4. Bnageney nekapCTBEHHbIX CPeACTB AOMMKEH NpeacTaBUTb B YNONHOMOYEHHbIN deaepanbHbii opraH
WCNONHUTENBHON BRAacTW OOKYMEHT UMW 3aBEPEHHYIO B YCTAHOBMEHHOM MOpPsSAKe ero KOnui, NoATeepxaawollne
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PaKT YHUUYTOXEHUSI NEKApPCTBEHHbIX CPEACTB.

5. CoOTBETCTBYIOLLMIN YMNOMHOMOYEHHbIV eaepanbHbIii OopraH WUCMNOMHUTENBHOW BRacTu, MNPUHSABLLUNA
peLLeHne 06 YHUUTOXEHUN NEKAPCTBEHHbIX CPEACTB, OCYLLECTBISIET KOHTPOSb 3@ UX YHUYTOXEHNEM.

6. YHNUYTOXEHNe nekapCTBEHHbIX CPeACTB MPOU3BOAUTCSA OpraHuM3auusimMu, UMELMMU COOTBETCTBYHOLLYIO
NMLUEH3NI0, Ha creuuanbHO 000pydoOBaHHbIX Miowagkax, MofIMroHax W B cheuuanbHO 000pYyAOBaHHbIX
nomelleHuax c cobniogeHveMm TpeboBaHuM B obnactu oOxpaHbl OKpyXKallen cpegbl B COOTBETCTBUM C
3akoHogaTenbcTBoM Poccuinckon egepauum.

7. HapkoTuyeckune NeKapcTBEHHbIe cpeacTea, NCUXOTPOMHbIE NeKapcTBEHHbIe cpeacTBa,
pagnodapmMaleBTUYECKME TNEKAPCTBEHHbIE CpeacTBa YHMUTOXAlOTCA B COOTBETCTBMM C 3aKOHOAATESIbCTBOM
Poccunckon ®egepaumn.

Fnasa 12. TOCYOAPCTBEHHOE PEIYJIMPOBAHME LIEH
HA NNEKAPCTBEHHbBIE NMPEMNAPATbI AnNA MEOUUUHCKOIrO NPUMEHEHUA

Cratba 60. Focyp,apCTBeHHoe perynmposaHne LUeH Ha JieKapCTBEeHHble Mnpenapatbl ana MegunumuHCKOro
NnpuMMEeHeHusA

[locynapcTBeHHOe perynupoBaHWe LieH Ha nekapcTBeHHble npenapaTbl And MeOULUHCKOro MpUMeHeHUs
OCYLLLeCTBNSAETCH NOCpeCTBOM:

1) yrtBepxgeHua [lpaButenbctBom Poccuiickon @Pegepaumm MNEpeyHst XU3HEHHO HeoOXoOUMbIX W
Ba)XXKHEMLUNX JeKapCTBEHHbIX NpenapaToB, KOTOPbI CHOPMUPOBAH B YCTAHOBMEHHOM MM MOPSAKE Ha OCHOBE
KOMMIEKCHOW OLEHKN NMEeKapCTBEHHbLIX NpenapaToB, BKMKOYAas aHanu3 CBEAEHWA O CPaBHUTENBHOW KIMHUYECKOW
appekTnBHOCTM N 6E30MacHOCTUN NEKApCTBEHHOIO CPeACTBa, OLEHKY 3KOHOMUYECKMX MOCMNeACTBUA NPUMEHEHUS
NeKapCTBEHHOrO CPeACTBa M U3ydeHne AO0NONHUTENbHbIX MOCNEACTBUIA NPUMEHEHUS NEKAPCTBEHHOIO CPEACTBa;
(n. 1 B pea. PegepanbHOro 3akoHa ot 22.12.2014 N 429-$3)

2) yTBEpXOEeHUS METOAMKU YCTaHOBIEHMS MPOW3BOAMTENSIMUM NEKAPCTBEHHbIX MNpenapaToB npeaernbHbIX
OTMNYCKHbIX LIEH HA NIEKAPCTBEHHbIE NpenapaTbl, BKMOYEHHbIE B NEPEYEHb XN3HEHHO HEOOXOOUMBIX U BaXKHEWLLIMX
nekapcTBEHHbIX NpenapaToBs, a Takke BHeAPEHUS MEXaHU3MOB (DOPMUPOBAHUSA CUCTEMbI pedhePEHTHbLIX LIEH;

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

3) rocyOapCTBEHHOW perucTpaumyM yCTaHOBMEHHbIX MNPOU3BOAMTENSIMU  FIEKAPCTBEHHbLIX NpenapaTtos
npefenbHbIX OTMYCKHbIX LIEH HA NEKapCTBEHHbIE Npenaparbl, BKITOYEHHbIE B NEPEYEHb XU3HEHHO HEOOXOOUMBIX U
Ba)XXKHEMNLUNX NIeKapCTBEHHbIX NPenapaTos.;

4) BegeHNs rocygapCTBEHHOrO peecTpa npeaernbHbIX OTMYCKHbIX LieH NPou3BOAUTENEN Ha NEeKapCTBEHHbIe
npenapaTbl, BKIIIOYEHHbIE B NEPEYEHD XN3HEHHO HEOOXOOUMbBIX M BaXXKHENLLUX NTEKAPCTBEHHbIX NPENapaTos;

5) yTBEpXOEHMS METOAMKU YCTaHOBMNEHWUS OpraHamu WCMNOMHWUTENbHOM BnacTu cybobekTtoB Poccuiickon
depepaumun npegenbHbiX pasMepoB OMNTOBbIX HagbaBoOK W npederibHbiX pa3MepoB PO3HUYHBIX HagbaBoOK K
(PaKTUYECKMM  OTMYCKHbIM LeHaM, YCTaHOBIIEHHbIM MPOM3BOOUTENSAMU JIEKApPCTBEHHbLIX MNpenapaTtoB, Ha
neKapcTBEHHbIE Npenaparbl, BKIOYEHHbIE B MEPEYEHb XU3HEHHO HEOOXOOUMBIX U BaXKHEMLIMX JIEKapCTBEHHbIX
npenapaTos;

6) ycTaHOBNeHMs1 npefesfibHbIX pPas3MepoB ONTOBbIX Hagb0aBOK W MNpederibHbiX pPas3MepoB PO3HUYHBLIX
HaabaBoOK K (PaKTUYECKUM OTMYCKHBIM LIEHAaM, YCTAHOBIIEHHBIM MPOU3BOAUTENSIMW NEKAPCTBEHHbIX NpenapaToB, Ha
NeKapCcTBEHHbIE Npenaparbl, BKIOYEHHbIE B MEPEYEHb XU3HEHHO HEOOXOOUMBIX U BaXKHEMLLMX JEKapCTBEHHbIX
npenapaTos;

7) yTBEpPXAEHWNS nopsgka Bblgavu npeannucaHvuin opraHam MCMOSNHUTENbLHON Brnactu cybbekToB Poccuickon
degepaumn o0 npuBedeHMM B COOTBETCTBUE C 3akoHodaTenbcTBom Poccuiickon ®depepaumm pelleHun o6
YCTaAHOBMEHMM NpeferibHbiX pasMepoB OMNTOBbLIX HAA0aBOK M MpeAernbHbiIX Pa3MEpPOB PO3HMYHBLIX HaabaBoOK K
(haKTUYECKMM  OTMYCKHbIM LeHaM, YCTaHOBIIEHHbIM MPOM3BOOUTENSAMU JIEKAPCTBEHHbLIX MNpenapaTtoB, Ha
NleKapCTBEHHbIE MpenapaTbl, BKIKOYEHHbIE B MEepeYvYeHb XU3HEHHO HEOOXOAMMbIX M BaXKHEWMLLMX NEKapCTBEHHbIX
npenapaToB, €Cnv OHW TMpPUHATBI C HapylleHMeM 3akoHopaTenbcTBa Poccuickon depepauumu, B Nopsake,
ycTaHoBneHHoM [NpaBuTtenbctBom Poccuiickon ®enepauuu;

8) HanpaBneHus YNorHOMOYEHHbIM pedepanbHbIM  OpPraHOM  UCMONHUTENBHOM  BRacTM  opraHam
ncnonHuTensHoW Bnactu cybbekToB Poccuiickon depepaumy npegnucaHun O NpUMBESEHMU B COOTBETCTBUE C
3akoHogatenbctBoM Poccunckon ®defepauum nNpUHATBIX C  HapylleHwem 3akoHodaTenbcTBa Poccuiickon
depepaummn pelleHnii 06 ycTaHOBNEHMU MPederbHbIX Pa3MeEpPOB OMTOBLIX HA40ABOK U MpefenbHbIX pa3MepoB
PO3HMYHbBIX HAA0aBOK K LieHaM Ha JNleKapCTBEHHbIE Npenaparbl, BKIIOYEHHbIE B NePeYEeHb XU3HEHHO HEOOXOOMMbIX
N BaXKHENLLUNX NEKAPCTBEHHbIX NpenapaTtos;

9) ocyuwiecTBreHus denepanbHOro rocygapCTBEHHOIO Hapasopa B cdepe obpallieHus nekapCTBEHHbIX
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CpeacTB M PervoHanbHOr0 rocyaapCTBEHHOrO KOHTPONA 3a MpUMMEHEHVWEeM LEeH Ha fekapCTBEeHHble npenapaThbl
COOTBETCTBEHHO  YMNOMHOMOYEHHbIMK  ddefeparnbHbiMU  OpraHamMu  UCNOMHUTENBHOW BNacTM W opraHamu
ncnonHuTenbHoW Bractu cybbektoB Poccunckon ®Pepgepauuy CornacHo WX KOMMeTeHUMU B nopsgke,
ycTaHoBneHHoM [NpaBuTtenbctBom Poccuiickon ®epepauuu;
(n. 9 B pea. PepepanbHoro 3akoHa o1 25.06.2012 N 93-93)

10) NpMMeHeHns NpefyCMOTPEHHbIX 3akoHogaTenscTBoM Poccuiickon ®egepauun mep OTBETCTBEHHOCTU 3a
HapyLleHne nopsigka ueHoobpas3oBaHMs Ha XXU3HEHHO HEOBXoAMMbIE N BaXKHEWLIME NeKapCTBEHHbIE NpenaparTbl.

Cratbss 61. [ocyaapcTBeHHass perucrtpaumsi YCTaHaBlIMBaeMblX MPOU3BOAMTENSMU  JNEKAPCTBEHHBLIX
npenapaToB npeAernbHbIX OTMYCKHbIX LieH Ha fiekapCTBEHHbIe Mpenapatbl, BKMOYEHHbIE B NEpPEYEHb XU3HEHHO
HeO6XOLI,I/IMbIX 1 BaXXHEMLLINX NNIeKapCTBEHHbLIX npenapartoB
(B peq. ®enepansHoro 3akoHa oT 08.03.2015 N 34-03)

1. YcTaHaBnuBaemble Npou3BOAUTENSMM NEKAPCTBEHHbLIX MpenapaTtoB npeaeribHble OTMYCKHbIE LEeHbl Ha
neKapCTBEHHble npenaparbl, BKIOYEHHbIE B NepevYeHb XM3HEHHO HeobXOOUMbIX U BaXKHEMLLMX NeKapCTBEHHbIX
npenapaToB, NoAanexaT rocy4apCTBEHHON pernctpaumm B nopsake, yctaHoBneHHom lNMpasutenscTBom Poccuickon
degepaumm.

(4actb 1 B pea. PepepanbHoro 3akoHa ot 08.03.2015 N 34-03)

2. Ha ocHoBaHum nogaHHoro Ao 1 okTsabpsA kaxgoro roga 3asiBNeHUsl NMPOU3BOAUTENS JEKapCTBEHHbIX
npenapaToB, BKMOYEHHbIX B MEPEeYeHb XM3HEHHO HEOOXOAMMbIX W BaXKHEWMLIMX NeKapCTBEHHbIX Mpenaparos,
3aperucTpupoBaHHasa  npefenbHas  OTNYCKHAs LeHa Ha  JeKapCTBEHHbIM  npenapaTr MoOXeT  ObITb
nepeperucTpMpoBaHa OAMH pa3 B KaneHgapHOM rogy B nopsiake, yctaHoBneHHom [lpaBuTtensctBom Poccuiickon
depepauymm.

(vacTb 2 B peg. PepepanbHoro 3akoHa ot 08.03.2015 N 34-03)

2.1-2.2. Ytpatvnu cuny ¢ 1 nonga 2015 roga. - PegepanbHbin 3akoH o1 08.03.2015 N 34-3.

3. PacyeT npegenbHbIX OTMYCKHbIX LEH, YyKasaHHblX B 4actax 1 M 2 HacToswen cTatbu, Npu uUX
rocyqapCTBEHHON peructpauMm unu nepeperncrpaumMm OCYLIEeCTBNSETCA B COOTBETCTBMM C  METOAMKOW,
yTBepxaeHHon MNpasutensctBom Poccunckon degepaumm n yunTbiBatoLen, B YaCTHOCTH:

1) cobnogenne GanaHca MHTEPECOB NOTPebUTENEN NeKapCTBEHHbIX MPenapaToB, BKMOYEHHbIX B NepeyeHb
XN3HEHHO HEOoBXOOMMBIX W BaXKHEWLUUX JIEeKAapCTBEHHbIX MNPenapaToB, W MNPOU3BOOUTENEN NEKAPCTBEHHbIX
npenapaToB, BKITHOYEHHBIX B MepeYeHb XXN3HEHHO HEOBXOAMMBIX N BaXKHEWLLNX NIEKAPCTBEHHBLIX NPEnapaTos.;

2) dakTnyeckyro OTMYCKHYIO LleHYy Ha nekapcTBeHHble npenapatbl B Poccuiickon ®efepauun, LieHy BBO3a
neKapcTBEHHbIX MNpenapaToB B Poccunckyto ®egepauuto, a Takke LEHbl HAa aHanorMyHble JfeKkapCTBEHHble
npenapaTbl, Haxoaswuecs B obpaweHun B Poccuinckon deaepaumy;

3) 3aTpaTbl NPOM3BOAUTENS NEeKapCTBEHHOIO npenapaTta Ha NPOM3BOACTBO M peanu3aumio NeKkapCTBEHHOMO
npenapaTa;

4) ueHy Ha neKkapCTBEHHbIV nNpenapaT UHOCTPaHHOro NPOM3BOACTBA, €ro LieHy B CTpaHe Npov3BOAUTENS U B
CTpaHax, B KOTOpbIX MpenapaTr 3aperncTpupoBaH W (MnM) B KOTOPble MNOCTaBMSETCH MHOCTPaHHbIM
npoussoguTenem.

(vacTb 3 B peq. ®epepansHoro 3akoHa ot 08.03.2015 N 34-03)

4. He ponyckatoTcs peanv3auusi U OTNYCK JIEKapCTBEHHbIX NpenapaToB, BKMHOYEHHbIX B NEpPeYEHb XU3HEHHO
HeOOXOAMMbBIX W BaXXHEWLUUX FeKapCTBEHHbIX MpenapaTtoB, Ha KOTOpble MNPOU3BOAUTENSIMU NEKAPCTBEHHbIX
npenapaToB He 3aperncTpupoBaHa npefernbHasi OTMYCKHAsA LeHa, peanusauus M OTNyCK MpOou3BOAUTENAMMU
NeKapCTBEHHbIX MpenapaToB Mo LieHam, NPeBbILAWMM 3aperMcTpUpoBaHHbIe NpedernbHbIe OTMYCKHbIE LieHbl Ha
nekapCTBEHHbIe Npenaparhbl.

(yacTb 4 BBegeHa PenepanbHbiM 3akoHoM oT 08.03.2015 N 34-93; B peq. PeagepanbHoro 3akoHa ot 03.07.2016 N
350-93)

5. OcobeHHOCTN rocygapCTBEHHOIO perynupoBaHvs npedernbHbiX OTMYCKHbIX LEeH Ha feKapCTBEHHble
npenapaTtbl, BKMOYEHHbIE B MEPEYEHb XXMU3HEHHO HEeOBXOAMMbIX W BaXKHEWLIMX NEeKapCTBEHHbIX MpenapaTtos, B
33aBMCMMOCTM OT 3KOHOMMYECKUX WU (UNn) coumanbHbIX KpUTepueB (M3MEHEeHWe YCMOoBWUW, nopsidka U CTOMMOCTHU
NPoOu3BOACTBA  JIEKAPCTBEHHLIX MpenapaToB, MCMOMb30BaHWME HOBbIX OpM, MeETOAOB U cnocoboB
rocy4apCTBEHHOIO PEerynMpoBaHnst LEH Ha NEeKapCTBEHHble MpenapaTbl, B TOM YMCME Ha OCHOBE MexaHu3ma
pedepeHTHOro LeHo06pa3oBaHus, N3MEHEHWI NMOpsiAka OKa3aHWMs MEeOULMHCKOW MOMOLUW, U MHbIE U3MEHEHUS)
ycTaHaBnuBatoTcs lNpaButenscteoM Poccunckon ®enepaumn.

(vacTb 5 BBegeHa depepanbHbiM 3akoHOM OT 08.03.2015 N 34-03)

Cratbsa 62. ocygapCTBEHHBIN peecTp npeneribHbiX OTMYCKHbIX LieH MPOU3BOAUTENEN Ha FEeKapCTBEHHbIE
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npenapartbl, BKINO4YEHHbIE B NepeyYeHb XN3HEeHHO Heo6XoOMMbIX U BaXKHENLLMNX NNeKapCTBEHHbLIX NpenapaTtoB

1. BapeructpupoBaHHble NpedenbHble OTNYCKHbIE LieHbl Ha NeKapCTBEHHble Mpenaparbl, BKMAYEHHbIE B
nepeyeHb XW3HEHHO HEOOXOAMMBbIX W BaXHEWLUMX NEKapCTBEHHbIX MpenapaToB, MNoAnexaT BKMAYEHU B
rocy4apCTBEHHbIV peecTp npedeNibHbIX OTMYCKHbIX LEeH MpOoM3BOAWUTENEN Ha neKapCTBEHHble npenapaTsl,
BKITHOYEHHbIE B NepPeYeHb XU3HEHHO HEOOXOAUMBIX Y BaXKHENLLMX NTEKapCTBEHHbIX MpenapaTos.

2. [ocynapcTBEeHHbIN peecTp npedernbHbIX OTMYCKHbBIX LIeH NPOM3BOAMTENEN Ha flekapCTBEHHbIE NpenapaTsl,
BKITHOYEHHbIE B MEepeYeHb XN3HEHHO HEODXOOUMBIX U BaXKHEWLUMX NEeKapCTBEHHbLIX MpenapaToB, COAEPXUT B cebe
crnegywoLyo MHOpMaLmio:

1) HavmeHOBaHWe pJepxaTens WM Brnagenbla PerucTpauMoOHHOIO YOOCTOBEPEHUS JIEKApPCTBEHHOro
npenapaTa, HaMMeHOBaHWe NPOU3BOAUTENS NEKAapPCTBEHHOrO Npenaparta, MeCTo HaxOXAeHWsi NPON3BOACTBEHHbIX
nnoLiaaokK, y4acTBYOLLMX B NpoLiecce NpoM3BOACTBA NeKapCTBEHHOro npenapara, C ykasaHuem ctagum npouecca
Nnpou3BOACTBa;

(n. 1 B pea. ®epepaneHoro 3akoHa ot 22.12.2014 N 429-93)

2) HanmMeHoBaHWe NeKapCTBEHHOro npenapara (MexayHapogHoe HenaTeHTOBaHHOE, UMW rpynnMpoBOYHOE,
U XMMUYECKOE N TOProBOE HaMMEHOBaHWS);

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

3) HoOMep perncTpaLmMoHHOro yaoCTOBEPEHUS flekapCTBEHHOMO Npenapara;

4) nekapcTBeHHast popma C ykasaHMeM [O3UPOBKM NEKapCTBEHHOrO npenapaTa M ero KonmyecTsa BO
BTOPWYHOM (MOTPEOUTENBCKOWN) YNaKoBKe, a TAKKe KOMMIEKTHOCTb;

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

5) 3apeructpmpoBaHHas npegenbHas oTnyckHasi LieHa B pybnsx;

6) pata u HOMep npukasa YMNOMHOMOYEHHOro dhedepanbHOro opraHa WCMNONHUTENbHON Bnactu o
rocygapCTBEHHOW perucrpauuu, nepeperncrpaumn npegensHon OTMYCKHOW LieHbl Ha fieKkapCTBEHHbIW npenapar,
BKITOYEHHbI B NEPEeYEHb XXM3HEHHO HEOOXOANMBIX U BaXXHENLLNX NEKapCTBEHHbIX NpenapaTtos;

(n. 6 B pea. PegepanbHoro 3akoHa oT 22.12.2014 N 429-$3)

7) LWUTPUXOBOW KOL, HAHECEHHbI HA BTOPUYHYIO (MOTPEBUTENBCKYIO) YNaKOBKY NeKapCTBEHHOMO Npenapara;
(n. 7 BBegeH depepanbHbIM 3akoHOM OT 22.12.2014 N 429-03)

8) Koo nekapcTBEHHOro npenapata MO aHaToOMO-TepaneBTUYECKO-XMMUYECKOW  Krnaccudukaumm,
pekomeHaoBaHHOM BceMmnpHon opraHusaumen 3gpaBooxXpaHeHms.

(n. 8 BBegeH defeparnbHbiM 3aKOHOM 0T 22.12.2014 N 429-93)

3. TocymapcTBeHHas perucrtpauusi npefenbHbiX OTMYCKHbIX LIEeH Ha JieKapCTBEHHble Mpenaparhbl,
BKIIIOYEHHbIE B MEpEeYeHb XMU3HEHHO HEeOOXOAMMbIX M BaXKHEWMLIMX JleKapCTBEHHbIX NpenapaTtoB, BedeHue
rocy4apCTBEHHOrO peecTpa MpedenbHbIX OTMYCKHbIX LEH MpPOU3BOAUTENEN Ha JeKapCTBEHHblIe npenapaThbl,
BKITOYEHHbIE B NEPEeYEHb XU3HEHHO HEODXOAUMBIX U BaXXHENLUNX NEKAaPCTBEHHbIX MpenapaToB, OCYLLECTBAIOTCA
B nopsigke, yctaHoBneHHoM [NpaButensctBom Poccuiickon deagepavmm.

Cratba 63. YcTaHOBneHue opraHamu MWCNONHWUTENBHOM Bnactn cybbekToB Poccuiickon ®egepaumn
npegenbHbIX pa3mepoB OMNTOBbIX HagbaBOK M npedernbHbiX PasMepoB PO3HUYHBLIX HagbaBoOK K hakTU4ecKuM
OTMYCKHbIM LeHaM, YCTaHOBSIEHHbIM MPOU3BOAUTENSAMM fNEKapCTBEHHbIX MNpenapaToB, Ha JeKapCTBEHHble
npenapatbl AN MeAULMHCKOro NpYMeHeHNs

1. OpraHbl ncnonHuTenbHOW Briactu cybbektoB Poccuickon depepauny ycTaHaBNUBAKT MNpederibHble
pa3mepbl ONTOBbIX HaAOaBOK M NpederbHble pa3Mepbl PO3HUYHBIX HAAOAaBOK K paKTUYECKMM OTMYCKHbIM LieHaM,
YCTaHOBMEHHbIM NMPOM3BOAUTENSAMU JIEKapCTBEHHbIX NPENapaToB, Ha fNlekapCTBEHHbIE NMpenaparbl, BKIOYEHHbIE B
nepeyveHb XN3HEHHO HEOOXOAMMBIX M BaXKHEWLUMX NEeKapCTBEHHbIX NpenapaToB, B COOTBETCTBUM C yTBEPXKOEHHON
B Mopsake, ycTtaHoBreHHoM [lpaBuTenbctBoMm Poccuiickon ®Pepepaumm, MeTOOAMKOW YCTaHOBIEHWS OpraHamu
ucnonHuTenbHoW Bnactn cybbektoB Poccuiickon ®Pepepaumn npefenbHbIX pasMepoB OMTOBbIX HadbaBoK U
npegenbHbIX pa3mMepoB  PO3HMYHLIX HAg0aBOK K (PaAKTMYECKUM  OTMYCKHbIM  LieHaM, YCTaHOBMEHHbIM
npou3BoauTensiMM NEKapCTBEHHbIX MpenapaToB, Ha JekapCTBEHHble npenaparbl, BKYEHHbIE B MNepeyveHb
XKM3HEHHO HEeOoOXOAUMbIX W  BaXKHEMLMX NeKapCTBEHHbIX npenapaTtoB. [lpoekTbl pelleHWn  OpraHoB
ncnonHuTensHoM BnacTu cydobektoB Poccuiickon Penepaumm 06 yCTaHOBMEHUN U (MNN) U3MEHEHUN NPeenbHbIX
pa3mepoB ONTOBbIX HAA0aBOK M NpeAebHbIX Pa3MepoB PO3HUYHBLIX HAA0aBOK K )aKTUHECKUM OTMYCKHbIM LieHaM,
YCTaHOBMEHHLIM NPOU3BOAUTENSAMU FleKapCTBEHHbLIX NPENapaToB, Ha fNeKkapCTBEHHbIE npenaparbl, BKIOYEHHbIE B
nepeyeHb XXW3HEHHO HeOOXOAMMBIX M BadKHEMLUMX NeKapCTBEHHbIX MpenapaToB, NOAnexaT COrfacoBaHuio C
dhegepanbHbIM OpraHoM UCNOMHUTENBHOW BNACTW, YNOMHOMOYEHHBLIM OCYLLECTBNATL NPaBoBOE perynuposaHve B
cdepe rocygapCTBEHHOrO perynupoBaHus UeH (TapudoB) Ha ToBapbl (ycryrun), B nopsigke, YCTAHOBIIEHHOM
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MpaButenbctBoM Poccunckon ®enepaumn.
(B pen. ®PenepanbHoro 3akoHa ot 13.07.2015 N 241-03)

2. OpraHusaumm OonTOBOW TOProBNU U (MNK) anTeyHble opraHusaunn, UHAMBUAYyanbHbIE NpeanpuHUMaTeniu,
UMerLne nuUeH3no Ha ¢apMaLeBTUYECKYD OeATEeNbHOCTb, OCYLLECTBAAKT peanu3auuio  fekapCTBEHHbIX
npenapaToB, BKMIOYEHHbIX B NEpPeYeHb XU3HEHHO HEOOXOAMMbIX M BaXKHEWLIMX JIeKapCTBEHHbIX MpenapaTos, Mo
LeHaM, ypOBEHb KOTOPbIX HE MPEBbILAET CYMMY (PakTUYECKON OTMYCKHOW LieHbl, YCTaHOBMEHHOW NPON3BOANTENEM
NeKapCTBEHHbIX MpenapaTtoB 1 He NPeBbIALWENn 3aperMcTpupoBaHHON NpeaenbHOM OTMYCKHOW LIEHbI, U pasmep
onToBo HagbaBku W (MnM) pa3Mep PO3HUYHOW HaabaBKM, He MpeBbllalolne COOTBETCTBEHHO pasmepa
npenensHon onToBoW Hagbaskn M (UNK) pasmepa NpeaeribHON PO3HUYHOW HaabaBKKW, YCTaHOBMEHHbIX B CyObekTe
Poccunckon ®egepaumn.

3. OpraHbl ucnonHuTenbHoW Bnactn cybbektoB Poccuiickon ®epepauun pasmellator B cetn "UHTepHeT"
unu onybnnkosbIBalOT MHGOPMALNIO O 3aperncTpUpoBaHHON NpeaenbHONM OTMYCKHOM LieHe Ha NeKapCTBEHHbIe
npenapaTbl, BKMOYEHHbIE B NEpPeYEeHb XMU3HEHHO HEOOXOAMMBIX U BaXKHEWMLLMX feKapCTBEHHbIX npenapartos, 00
YCTaHOBMEHHbIX B CyObekTe Poccuickon depepaumm pasmepe npegensHon ontoBon Haabaskm u (unu) pasmepe
npeaensHOM pPO3HWMYHOW HagbaBKM K YCTAHOBMEHHbIM  MPOU3BOAMTENSMM  JIEKAPCTBEHHbIX MpenapaTtos
(PaKTMYECKMM OTMYCKHbIM LIeHaM Ha §neKapCTBEHHble MpenapaTbl, BK/IOYEHHbIE B MEpPeYeHb XU3HEHHO
HeoOXO4MMbIX N BaXXHENMLLMX NEKApPCTBEHHbIX NpenapaTtoB, U 00 yKas3aHHOW B YacTu 2 HACTOSILLEN CTaTby CyMME.
WHdopMaLms, npeaycMoTpeHHast HacTOSLLEN YacTblo, AOMMKHA pasMelLLaTbCs Takke B anTeYHbIX OopraHM3aumsax B
OOCTYMHOW ANsi CBEAEHMS BCEX 3aUHTEPECOBaHHbIX NUL, hopme 1 0GHOBMATBLCA MO Mepe ee onybnnkoBaHusl.

4. T[lpuvHATble C HapyweHueM 3akoHodaTenbcTtBa Poccuiickon ®Pepepaumm  pelleHus opraHos
ncnonHuTensHon Brnactu cybvekrta Poccuiickon ®enepauumn o6 ycTaHOBNEHUN NpedenibHbIX pa3mMepoB OMTOBbIX
HagbaBoK M npefenbHbIX Pa3MepPoB PO3HWYHBLIX HaabaBOK K 3aperMcTpuMpoBaHHbIM MpeAenbHbIM OTMYCKHbIM
LeHaM Ha nekapCTBEHHble Mpenapartbl, BKMAOYEHHbIE B MEpeyvYeHb XU3HEHHO HEODXOOAUMBIX WU BaXKHEMLUMX
nekapcTBEHHbIX NpenapaTos, noanexaT oTMeHe B cyaebHom nopsiake.

naea 13. MOHUTOPUHI 3OPEKTUBHOCTU N BE3OMNMACHOCTHU
NEKAPCTBEHHbIX NPEMNAPATOB, HAXOAALUNXCS B OBPALLEHUN
B POCCUNCKOU ©EOEPALINA

(B pea. PegepanbHoro 3akoHa oT 22.12.2014 N 429-$3)

Ctatbs 64. dapmakoHaasop
(B pea. PeneparnbHoro 3akoHa ot 22.12.2014 N 429-03)

1. JlekapcTBeHHble npenapaTbl, Haxogsimecs B obpaweHun B Poccuiickon Pepepaumu, nognexar
MOHUTOPUHIY 3(PdEKTUBHOCTU M 6E30NacHOCTM B LIENSIX BbISIBNIEHWS BO3MOXHbIX HEraTMBHbLIX MOCNEeACTBUMN UX
NPUMEHEHWS, MHOUBMAYANbHON HENepeHOCUMOCTH, NpeaynpexaeHns MeguumnHCKMX paboTHMKOB, BETEPUHAPHbIX
CrneumanucToB, NauMeHToOB WNW BrnagenbLEB XUBOTHbIX U UX 3aWUTbl OT MPUMEHEHUS TaKUX NEKapPCTBEHHbIX
npenapaTos.

2. ®dapmakoHaasop OCYLLEeCTBISIETCA COOTBETCTBYHOLUMM  YMNOMHOMOYEHHbIM dheaeparnbHbiM  OpraHoM
WCNONHUTENBHON BRacT B YCTAHOBIEHHOM MM MNOpsgke MyTeM aHanu3a npefocTaBnsemMon cybbektamum
obpalleHnss nekapCTBEHHbIX CPEeACTB MHGOPMaLMM O MODOYHbIX [OENCTBUAX, HeXenaTeNbHbIX peakuusx,
Cepbe3HblX HeXenaTernbHbIX peakuusx, HenpeasuaeHHbIX HexXenaTenbHbIX peakunsax npu  NpuMeHeHUu
NeKapCcTBEHHbIX MpenapaTtoB, 00 WHAMBUAYANbHOW  HEMEpPeHOCUMOCTWU, OTCYTCTBMM  3(P(PEKTUBHOCTU
NeKapCTBEHHbIX NPenapaToB, a Takke 06 MHbIX hakTax u 00CTOATENLCTBAX, MPEACTaBMAAILMX YTPO3Y XU3HW UMK
3[0pPOBbIO YeroBeka NMOO XMBOTHOFO MNPV MPUMEHEHUN FEKAPCTBEHHbIX NPENApaToB U BbISIBMEHHBIX Ha BCEX
aTanax obpalleHuns nekapcTBeHHbIX NpenapaTtoB B Poccuiickon ®efgepaunm n gpyrux rocygapcraax.

3. CybObekTbl 0oOpalleHus IeKapCTBEHHbIX CPEeACTB B MOPSAKE, YCTaHOBMEHHOM  YMOSTHOMOYEHHbLIM
degepanbHbIM OpraHoM UCNOMHMTENBHOW BnacTu, 06a3aHbl coobLiaTe B YNOTHOMOYEHHbIV ddedeparnbHbIn opraH
WCNOSNHUTENBHON BMacTM O MNOBOYHBLIX OENCTBUSAX, HEXenaTerlbHbIX peakuusiX, CEepbe3HbIX HeXenaTenbHbIX
peakuusax, HenpeaBUAEHHbIX HeXenaTemnbHbIX peakuusax Mpu MPUMMEHEHUU JEKapCTBEHHbIX npenapatoB, 06
WHOUBMAYaANbHOW HEMEPEHOCMMOCTHU, OTCYTCTBUN 3PEKTUBHOCTU NEKAPCTBEHHBIX NPENapaToB, a Takke 06 MHbIX
hakTax M obCTOATENBCTBAX, NPEACTABNSAOWMX YIPO3y XU3HM UMM 300POBbLI0 YerioBeKa MO0 >XMBOTHOIO Mpu
NPUMEHEHUMN TEKAPCTBEHHbIX MNPEenapaToB W BbIABIEHHbIX Ha BCeX JTanax obpalleHusi neKkapCTBEHHbIX
npenapaToB B Poccuiickon deagepaumm n opyrux rocygapcraax.

4. [epxaTtenun wunu BRagenblbl pPerucTpaunoHHbIX YAOCTOBEPEHUN TeKapCTBEHHbIX MpenapaTos,
lopuandeckme nuua, Ha MMSA KOTOPbIX BblAaHbl paspelleHus Ha MNpoBefeHMe KIMHUYECKUX UCCrefoBaHui B
Poccuinckon ®depgepauun, nnbo yNonHOMOYEHHblE UMW Apyrve lopuauyeckue nuua B pamkax obecrneyeHus
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6e3onacHOCTV feKapCTBEHHbIX MpenapaTtoB B MNopsgke, YCTaHOBMEHHOM COOTBETCTBYIOLUM YNOMHOMOYEHHbBIM
degepanbHbIM OpraHoM MCNONHUTENBHOW BriacTn, 06a3aHbl OCYLWEeCTBNATL nNpueM, ydeT, obpaboTky, aHanms m
XpaHeHue nocTynawwmux B WX agpec OoT cybbektoB obpalleHus nekapCTBEHHbIX CpPeaAcTB W OpraHoB
rocyoapCTBEHHOW Bnactu coobweHnin o nobouYHbIX [OENCTBUSIX, HeXenaTemnbHbIX peakuusax, CepbesHbIX
HexernaTernbHbIX U HernpeABUOEHHbIX HeXenaTenbHbIX peakumax npu npUMEHeHnN nekapcTBEHHbLIX NpenapaTos,
06 0COBEeHHOCTAX WX B3aMMOAEWCTBMSA C APYMMMU  NEKapCTBEHHbIMW npenapatamu, WHAUBUAOYanbHOW
HenepeHoCUMOoCTK, a Takke 06 MHbIX dakTax n 0b6CToATeNbCTBAaX, NPEACTaBNALMX YrPO3Y XU3HW UK 300POBb IO
YernoBeka Nnbo XMBOTHOIO WM BAUSIIOLLMX HA U3MEHEHNE OTHOLLEHUS OXWAAEMON MOoNb3bl K BO3MOXHOMY PUCKY
NPUMEHEHUS NlekapCTBEHHbIX NpenapaTos.

5. [llpu BbisIBNEHUM WHAOPMALMN O CEPbE3HbIX HeXenaTenbHbIX peakuusx W  HernpeaBuaeHHbIX
HexernaTenbHbIX peakuusx Npy NpUMMEHEHUN NekapcTBEHHbIX NpenapaToB, 06 0COBEHHOCTAX UX B3anMOOenCTBUS
C OpYyrMMX NekapCTBEHHbIMU npenapatamu, MHAMBMAYaNbHON HEeNnepeHOCMMOCTU, a Takke 0B MHbIX dhakTax u
obcToATENbLCTBAX, BAMSIOWMX HA U3BMEHEHME OTHOLLEHUS OXUOAaeMOoun Nonb3bl K BO3MOXHOMY PUCKY MPUMEHEeHUs
NeKapCTBEHHbIX MpenapaToB, AepXaTenu WUnu Brnagenblbl PerncTpauuoHHbIX YOOCTOBEPEHUN FeKapCTBEHHbIX
npenapaToB, lopuauydeckne nuua, Ha WUMSA KOTOPbIX BblAaHbl paspelleHns Ha MpoBeAeHWe  KIMMHUYECKUX
nccnegosaHun B Poccuiickon ®egepauun, nmbo ynoMHOMOYEHHbIE UMW OpYyrve puvavyeckme nuua o6s3aHbl
MPUHATL Mepbl, HanpasrieHHble Ha YCTPaHEHMe HeraTuMBHbLIX MOCHeACTBUMA MPUMEHEHUSA TaKMX NeKapCTBEHHbIX
npenapaToB, NpeaynpexaeHve NpUYnNHeHs Bpeaa XWU3HW unv 300pOoBbi0 YenoBeka nNnbo XXMBOTHOMO, 3almUTy MX
OT MPUMEHEHMS TaKWX NeKapCTBEHHbIX MpenapaToB, Ha AOMOMIHUTENbHbIA COOp AaHHbIX 06 3hdeKTMBHOCTU K
6e30nacHOCTM Taknx fekapCTBEHHbIX NpenapaTos.

6. 3a HecoobleHne wunu CcokpbiTUe WHAOPMaUWUW, NPefyCMOTPEHHOW 4YacTblo 3 HacToswen craTby,
aepxxaTenu unv Brnagenblbl PErMCTPaLMOHHbIX YOOCTOBEPEHWI NekapCTBEHHbLIX NpenapaTos, opManYeckue nuua,
Ha UMS KOTOPbIX BblAaHbl pa3peLleHns Ha NpPoBeAEeHME KMMHMYECKNX mccnenoBaHui B Poccuiickon depepaumuy,
nMBo YyNnoNHOMOYEHHbIE MU ApYrie Iopyanyeckme nuua, a Takke JOMKHOCTHbIE NMua, KOTOpbIM 3Ta MHpopMauus
cTana ussBecTHa MO pogy WX MpodeccMoHanbHOW OEeSATEeNbHOCTU, HECyT OTBETCTBEHHOCTb B COOTBETCTBMM C
3akoHogaTtenbcTBoM Poccunckon ®egepauun.

7. Tlpy nonyYyeHWn YNOMHOMOYEHHbIM edepanbHbiM OpraHOM WCMOMHUTENbHOW BRAcTM B pamKax
OCylLlecTBMeHNs UM dapmakoHag3opa [JokasaTenbCTB O HEeCOOTBETCTBMM eKapCTBEHHOro npenapata
YCTaHOBIEHHbIM TPeboBaHWAM UKW NpY NONy4YeHNU MHOPMALMN O HECOOTBETCTBUM AaHHbIX 00 ahdEeKTUBHOCTH
M o 0Ge3onacHOCTM feKapCTBEHHOro npenapaTta AaHHbIM O feKapCTBEHHOM npenaparte, cogepXalumcs B
WHCTPYKUMM MO €ero npumeHeHuio (B TOM 4MCRe BbISIBMIEHHbIX B XOA4e OcyllecTBreHns dapmakoHagsopa
KOHTPOSIbHO-HAA30PHBIMW  OpPraHaMu  MHOCTPaHHbIX roCyAapcTB), YMNOMHOMOYEHHbIN dedepanbHbIi  opraH
NCMONHWUTENbHON BNacTy B YCTAHOBIIEHHOM UM MOPSIAKE paccMaTpuvBaeT BONPOC O NPUOCTaHOBIIEHUN MPUMEHEHUS
TaKoro nekapcTBEeHHOro npenapara.

Cratbsi 65. MpuocTaHoOBNEHNE NPUMEHEHNS NEKapCTBEHHOrO npenapara
(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

1. lpu nonyyeHun wuHGOPMALUN O HEXenaTenbHbIX peakunsix npu MNPUMEHEHUUN TNEKAPCTBEHHOrO
npenapaTta, He VyKasaHHbIX B WHCTPYKUMM MO MPUMEHEHUIO fEeKapCTBEHHOro mnpenapata, CepbesHblX
HexXernaTenbHbIX peakuusix, 06 0COBEHHOCTAX ero B3anmMoZencTBUst C APYrMMU JNIEKAPCTBEHHBIMU MpenapaTamu,
KOTOpble MOryT MNPeACTaBnsATb Yrpo3dy >KWU3HW WNW 300pOBbH  4YerioBeka 5fMbO XMBOTHOTO, a Takke O
HEeCOOTBETCTBMM [AaHHbIX 00 3dPeKTMBHOCTM M O ©Oe3onacHOCTM NEeKapCTBEHHOro npenapata AaHHbIM O
nekapcTBEHHOM MpenapaTte, COAepXaluMCA B WHCTPYKUMW MO ero TMpuUMEHEHUIo, B TOM 4ucre oT
YMOMMHOMOYEHHBIX OPraHOB WHOCTPAHHBLIX rOCyAapcTB, OOMEH KOTOPOW OCYLLECTBNSAETCA B COOTBETCTBUM C
cornalleHnamMm Mexay ynosiTHoMoveHHbIM doegepanbHbiM OpraHoM UCNONHUTENbHOW BAACTU U YNONHOMOYEHHbIMU
opraHamu MHOCTPaHHbIX rOCY4apCTB, YMOMHOMOYEHHbIN defepanbHbld  OpraH  UCMOMHUTENBHOW  BlacTu
paccmaTpvMBaeT BOMPOC O BO3MOXHOCTW MPWOCTaHOBIEHWs obpalleHns Takoro fieKapCTBEHHOro npenapata B
nopsaake, yCTaHOBNEHHOM YNOSTHOMOYEHHbIM (heaepanbHbiM OpraHOM UCMOSHUTENbHON BRacTu.

2. TlpM HEeuCnoNHeHUM UM HeHagnexaiwlem UWCMAOMHEeHUW gepxatenaMmu wnu  Bnagensuamu
PErncTpaumoOHHbIX YOOCTOBEPEHUA NeKapCTBEHHbIX MNpenapaToB, HPUAMYECKMMW NULAMKW, Ha UMS KOTOPbIX
BbldaHbl paspelleHns Ha npoBefeHue KNUHWYeckux uccriegosaHuin B Poccunckon ®epepauunun, unu
YMNONTHOMOYEHHBLIMU UMW OPYTUMU IOPUOUNYECKUMN L AMK 00s1I3aHHOCTEN, YCTAHOBMEHHBIX YacTaMn 3 U 4 cTaTby
64 HacTosiwero PefepansHOro 3akoHa, NMMbo B cryvasix NpeacTaBfeHUsi COOTBETCTBYHOLUM YNONHOMOYEHHbBIM
denepanbHbIM OpraHOM WCMOMHUTENBHOW BMACTU 3aKMOYEHUS O HEQOCTOBEPHOCTU pe3ynbTaToB KIUHUYECKOro
nuccneaoBaHUs nekapcTBEHHOro npenapara Ans MeauMUMHCKOro NpUMeEHEHUs, KOTOPOe OCHOBAHO Ha pesynbTaTtax
NPOBEPKN MEAMLUHCKOW OpraHusauuu, NpoBOAMBLLEN YKa3aHHOE KIMHUYECKOe WCCnefoBaHuMe C HapylleHuem
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npasun Hagnexawen KiMHU4eCcKom NPaKTUKN, N nNpuBenio K nojlydeHn HeOOCTOBEPHbIX pe3ynbTaToBs, nnbo B
Cny4yae HeBbINONTHEeHUA npeanucaHnd, BblAAHHOINO YNOJSIHOMOYEHHbIM cbe,qepaanblM opraHom NCMNONHUTENbHON
Bnactm no utoram oOcCyLwecTBleHnda BbIGOpOLIHOFO KOHTpONA KayecTBa J1eKapCTBEHHOro npenapara,
yI'IOJ'IHOMOHGHHbIVI d)e,u,epaanbM opraH WCMNONHUTENBHON BnacTu B YCTaHOBJIEHHOM UM MNOpAOKe pacCcMaTpuBaeT
BOMPOC O NPUOCTaHOBJIEHNN NMPUMEHEHUA TAKOro JIeKapCTBEHHOIO Mnpenapara.

Cratba 66. MHdopmauums o pedynbTaTtax papmakoHagsopa
(B peq. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

YNONHOMOYEHHbIN doefepanbHbli OpraH WCMAOMHUTENBbHOW BiacTW, OCYLWIECTBASOWMA apMakoHaasop,
Haxogsawmxcsa B obpalleHun B Poccuiickon depgepaumm, no pesynbtatam papmakoHaasopa pasMmeLLaeT Ha CBOeEM
oduymnansHom cante B cetn "VIHTepHeT" MHpOpMaUMO O NPUHATBIX PELUEHUSIX O BHECEHUN WU3MEHEHUsS B
WHCTPYKLMIO MO NPUMEHEHMIO NEKapCTBEHHOro npenapaTta, O MPUOCTAHOBNEHUM NPUMEHEHUS feKapCTBEHHOro
npenapata, 06 u3bLATUM K3 OOpalleHUss NeKapCTBEHHOro npenapata unnm O BO30OGHOBMEHMU MNPUMEHEHUS
nekapcTBEHHOro npenapara.

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

Mnasa 14. UHOOPMALINA O NNEKAPCTBEHHbIX NPEMAPATAX
CraTbs 67. MiHdopmaumsa 0 nekapCTBEHHbIX npenapaTtax

1. NHdopMauma 0 nekapcTBeHHbIX npenapartax, OTnyckaeMblX MO peuenTy Ha feKapCTBEHHbIN npenapar,
OOIDKHA cogepXaTbCs TOMbKO B CNeunanuM3anpoBaHHbIX W3OaHUSAX, NpefHasHayeHHbIX AN MeOWLMHCKMX,
dapmaLeBTUYECKMX, BeTEpUHaPHbIX paboTHMKOB. NHdOopMaLmns o nekapCcTBEeHHbIX NpenapaTax Ans cneunanncToB
B obnactu obpalleHns nekapcTBeHHbIX CPeaCTB MOXET coaepxaTbCA B MOHOrpadusix, CpaBOYHMKaX, Hay4YHbIX
cTaTbsX, B AOKNadax Ha KOHrpeccax, KoHdepeHUUsiX, CMMMNOo3nymax, Hay4HblX COBETaXx, a Takke B MHCTPYKUMAX MO
NMPUMEHEHMIO NEKapCTBEHHbIX NpenapaTos.

2. ndbopmaumsa o nekapCTBeHHbIX npenaparax, oTnyckaembix 6e3 peuenTta Ha nekapCTBEHHbIV npenapar,
MOXeT cogepxaTbCs B nNybnukaumnsix n obbABNEHNsX CPeacTB MacCcoBoW MHAOPMAaLMK, CNeLnanm3npoBaHHbIX U
OBLWMX MevaTHbIX W3OAHWUSX, WHCTPYKUMSX MO MPUMEHEHMIO NEeKapCTBEHHbIX MpenapaToB, WHbIX W3AaHusAX
cybbekTtoB obpalleHuMs nekapcTBeHHbIX cpeacTB. PeknamHble maTtepuansl O nekapCTBEHHOM MpenaparTe,
oTnyckaemom 6e3 peuenTa Ha fekapCTBEHHbIN Npenapar, AOMKHbl COOTBETCTBOBAaTb MHCTPYKLUM MO NPUMEHEHUIO
neKkapcTBEHHOro npenapara.

3. JonyckaeTcsa ucnonb3oBaHune Nobbix MaTepuanbHbIX HOCUTENEN, NO3BONALWMX XpaHUTb, NepeaasaTtb U
ncnonb3oBaTb MHPOPMAaLMIO O fleKapCTBEHHbIX NpenapaTtax 6e3 ee UCKaXKeHUS.

Mnaea 14.1. OTPAHUYEHUA, HANAITAEMbIE
HA OPrAHU3ALNN, OCYLLECTBNAOWMUE OEATENBHOCTb
MO OBPALLEHUIO IEKAPCTBEHHbIX CPEACTB

(BBeageHa depgepanbHbIM 3akoHOM OT 25.11.2013 N 317-03)

Cratba 67.1. OrpaHunyeHus, Hamaraemble MpU OCYLLEeCTBEeHUN aesTenbHOCTM B cdepe obpalleHus
neKapCTBEHHbIX CPEACTB

1. OpranHuzauun, 3aHumalLmecs paspaboTkon, NPOM3BOACTBOM W (MnM) peanu3aumen nekapCTBEHHbIX
npenapaToB Ans MEOULMHCKOIO MPUMEHEHUS, opraHM3auuy, obrnagatoLme npaBaMmy Ha UCMOfb30BaHe TOProBoro
HauMeHOBaHWS JeKapCTBEHHOro npenapara And MeAWMUMHCKOro NpUMEHEHWs, opraHvM3auMu OMTOBOW TOProBfuv
neKapcTBEHHbIMU CpeAcTBaMu, anTeyvHble opraHusaumm (Mx npeacTtaBuTeNU, MHble U3NYECKME U IOpUONYECKUE
nmua, OCYLeCTBMsOWME CBOK AeATEeNbHOCTb OT WMEHW 3TUX OpraHusauui) B OTHOLIEHUW MeOULIMHCKUX
paboTHUKOB U pyKoBOAMUTENEN MEANLMHCKNX OpraHn3auuii He Bnpase:

1) Bpy4yaTb Nodapku, BbinnaunBaTb AeHEXHble CPEACTBa (3@ UCKIMHYEHMEM BO3HArpaXKaeHun no oroBopam
npu NpoBeAEeHUN KITMHWYECKUX WCCMEeLOBaHWN JeKapCTBEHHbIX NpenapaTtoB Afs MeOMLUMHCKOro MpUMeHeHUs,
BO3HarpaxgeHui, CBsA3aHHbIX C OCYLLECTBIEHMEM MEeOUUMHCKUM pabOoTHWKOM Megarorndeckon u (unv) HaydyHown
OesTenbHOCTW), B TOM YMCHe onfnayvMBaTb pasBrievyeHns, oTablX, Npoe3n K MecTy OTAbiXa, a Takke npuBnekatb K
y4acTuio B pa3BrnekatenbHbIX MEPONPUATMSAX, MPOBOAMMbIX 3@ CHET CBOUX CPEACTB;

2) 3akno4aTb CornalleHns 0 HasHa4YeHU UnNu pekoMeHgaunm nauneHTam NekapcTBEHHbIX NpenapaToB AN
MEOMUUMHCKOTO MpUMEHEeHMs (3@ WCKIMIYEHMEM [OroBOPOB O MPOBEAEHUN  KIMHUYECKUX WCCredoBaHWn
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neKapCTBEHHbIX NpenapaToB A58 MEANLMHCKOro NPUMEHEHUS);

3) npepoctaBnATb obpasubl NeKapCTBEHHbIX MpenapaToB ANS MEeOUUMHCKOTO MNPUMEHEHUS B  LEnsX
BpyYeHUs nauueHTaMm (3a MCKNIOYEHWEM Cry4vaeB, CBSA3aHHbIX C MPOBEAEHWEM KIMHUYECKMX WCCeaoBaHUn
NeKapCTBEHHbIX NpenapaToB AN MEANLMHCKOro NPUMEHEHUS);

4) npegocTaBNSATb HEOOCTOBEPHYIO M (MNW) HEMOMnHY MHOPMaLuio 0 NekapCcTBEHHbIX npenapartax Ans
MEANLMHCKOro MPUMEHEHUS;

5) nmocewartb ux B pabovee Bpemss Ha pabouMx MecTax, 3a WCKMIOYEHMEM CryyaeB, CBSA3aHHbIX C
npoBedeHneM KIMHUYECKUX WCCNedOBaHW NeKapCTBEHHbIX MpenapaToB AN MEeAWLUHCKOrO MpPUMEHEHWs, C
y4yactTmem B nopsigke, yCTaHOBMEHHOM pyKoBOAMTENEeM MEeAWLMHCKOW opraHu3auun, B COBpaHMsaxX MeaMLMHCKUX
pabOTHUKOB U MHbIX MEPOMNPUATUSX, HamnpaBMeHHbIX Ha MOBbIWEHUEe WX MPOdECCUOHANbLHOIO YPOBHS WM Ha
npefocTaBneHne MHgopmMaunn, CBA3aHHOMW C OCYLLECTBNEHMEM MOHWUTOPWHra 6e30nMacHOCTU NeKapCTBEHHbIX
npenapaTos;

6) NobyxaaTb K BbINMUCbIBAHWIO NEKapCTBEHHbIX NpenapaTtoB AN MeOULMHCKOrO MpUMEHeHnsa Ha bnaHkax,
copepXawmux MHgopmMaumio peknamMHoOro xapakrepa, a Takke Ha peuenTypHbiX BraHkax, Ha KOTopbiX 3apaHee
HaneyaTaHO HaVMEeHOBaHWe fNekapCTBEHHOro nNpenapaTa Ans MegULMHCKOro NPUMEHEHUS.

2. OpraHusauun, ykasaHHble B ab3aue nepBoM 4Yactu 1 HacTodwen ctaTbM, U UX NpeactaBuTenn B
OTHOLLEHMMN hapMaLeBTUYECKUX paboTHNKOB 1 PYKOBOAMTENEN anTeYvHblX OpraHM3aLmin He Brpase:

1) Bpy4aTb Nnogapku, BbiNfayMBaTb AEHEXHble CpedcTBa, B TOM YMCMe OnfayvBaTtb pas3BreyeHus, oTablX,
npoesn K MecCTy oTAbiXa, M NpYBMeKaTb K y4acTUio B pasBriekaTeribHbIX MeponpuATUAX, MPOBOAMMBIX 3@ CYeT
CBOMWX CPEACTB;

2) npepocTaBnATb 06pasubl NEekapCTBEHHbIX NpenapaToB ANs MEeAMUMHCKOro NPUMEHEHUs AN BpyYeHus
HaceneHuo;

3) 3akniovaTb cornawleHvus 0 NPearnoXeHNUn HaceneHuto onpedeneHHbIX NeKapCTBEHHbIX npenapaToB Ans
MEeOULMHCKOTO NPUMEHEHNS;

4) nNpegocTaBnATb HEOOCTOBEPHYO M (UMW) HEMONHYIO WHMOPMAaUMIO O NeKapCTBEHHbIX MpenapaTtax Ans
MEOMUMHCKOTO MPUMEHEHWs, B TOM 4WCNE MMEIOWMX OOUHAKOBOE MeXAyHapogHOe HenaTeHTOBaHHOoe
HavMeHOBaHue.

Cratbs 67.2. TpeboBaHMsa K OpraHusaumm M MPOBEAEHUIO HAY4YHbIX MEPOMNPUSATUIA, WUHbIX MEPOMNPUSTUNR,
HanpaBfeHHbIX Ha MOBbILEHNE NPOJECCMOHANBHOIO YPOBHSA MEAMLUHCKMX pabOTHUKOB MK Ha NpefocTaBrneHne
NHdOPMaLIMK, CBSAA3AHHOWN C OCYLLLECTBIIEHNEM MOHUTOPUHIa 6€30MacHOCTU NeKkapCTBEHHbIX NpenapaToB

1. lpu npoBedeHWM HaYYHbIX MEPONPUATUA, WHBIX MEPONPUATUN, HaMNpPaBfEeHHbIX Ha MNOoBbILUEHWE
nNpodeCccnoHanbHOro ypoBHA MEOULMHCKMX PAabOTHUKOB UMW Ha MpedoCTaBrieHNe CBA3aHHOW C OCYLLECTBIIEHUEM
MOHUTOpMHra 6e30MacHOCTU FEKapCTBEHHbIX MNpenapaTtoB MHGOPMAaLMK, OpraHM3yeMblX OpraHm3aunsiMu,
yka3aHHbIMW B ab3aue nepBom vactu 1 ctatbun 67.1 HacTosiwero degepansHOro 3akoHa, UX NpeacTaBUTENAMA 1
(vnn) domHaHCMpyeMbIX 3a CYET CPEeACTB 3TUX OpraHM3auun U ux NnpeacraBuUTenNen, 3anpeLlaeTca NpensaTCTBOBaTh
Y4aCTMIO B YKa3aHHbIX MEPOMPUATUSIX MHBIX OpraHu3auuin, KOTopble NPOU3BOAST UMM PeanuayloT NeKkapCTBEHHbIE
npenapaTbl ANs MeOWUMHCKOrO MPUMEHEHUS CO CXOXMM MEXaHM3MOM hapMakonormdeckoro AencTBusi, nmbo
co3fgaBaTb AWCKPUMUHALMOHHbIE YCNOBWUS ANS OAHMX YYaCTHUKOB MO CPAaBHEHUIO C APYrMMU ydyacTHUKaMu, a
MMEHHO:

1) npegocTaBnNATb pasnMYHOE KONMMYECTBO BPEMEHU ANS BbICTYMNMNEHUA Y4aCTHUKOB, pasnunyHblie No pasmepy
3aHMMaeMOol nnowiagn MecTa Ons AeMOHCTpauum obpasLoB NeKapCTBEHHbIX MpenapaTtoB Afs MeaULMHCKOro
NPUMEHEHNST UMW peKNaMHbIX MaTepuanoB O JlIeKapCTBEHHbIX Mpenapatax Afs MeguUMHCKOro NMpUMEHEHUs Ha
3KCMO3MLMAX, CTEeHOAX, 3a WCKIIKYEHMEM CrlyvaeB, €CriM Takue YCINOBUS 3aKpensieHbl B COrMMalleHUsX 3TUX
opraHusaumn, nx npeacraButenenn 0 PUHAHCUPOBAHUUN YKa3aHHbBIX MEPONPUATUA U 0BYCNoBMNEeHbl pPasnNYHbIMU
3aTpaTamMu y4acTHUKOB Ha NX OpraHM3auuio;

2) ycTaHaBnvBaTb pa3Mep B3HOCA 151 y4aCTHMKOB MEPOMNPUATUIA, yKasdaHHbIX B ab3aue NepBoM HaCTOsILLEN
YyacTu, NpeBbiaoLWmi CyMMY 3aTpaT Ha OpraHu3auuio ykasaHHbIX MeponpUAaTUR U BeAYLUA K HEOBOCHOBAHHOMY
OrpaHUYEHUIO Yncna Ux y4acTHUKOB.

2. OpraHusalmm, ykasaHHble B ab3aue nepsom yactu 1 ctateu 67.1 HacTosilero ®efepansHOro 3akoHa, ux
npeacTaBuUTeNu, OCYLLLECTBASIOWMNE OpraHM3aumnio u (Mnu) prHaHcMpoBaHne MeponpuUATUA, ykasaHHbIX B YacTtu 1
HacTosiLLen cTaTbK, 00A3aHbl obecneymBaTb AOCTYN K MHOpMauuu O gaTte, MECTe M BPEMEHW MpPOBeOeHWUs
YKa3aHHbIX MeponpusTURN, nnaHax, nporpaMmmax npoBeAeHUs1 yKasaHHbIX MeponpuUsaTUn U Temax, NraHupyembliX
ONA pacCMOTpeHUs, COCTaBe WX YYaCTHUKOB MyTEM pasMelleHUsi COOTBETCTBYHLLEN WH(OopMaumm Ha CBOUX
oduumanbHblx cantax B cetu "VIHTepHeT" He no3gHee [OBYX MecsuUeB [0 Havana npoBedeHUs YyKa3aHHbIX
MepOonpUsaTUN.
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3. WHdopmaumss o npoBedeHMM MepOnpuUATUA, yKasaHHbIX B 4YacTM 1 HacTosilen cTaTbl, B CPOK,
YCTaAHOBMEHHbIN 4acTbld 2 HacTosWen cTaTbW, [JokHa ObiTb HanpaeneHa B denepanbHbid  OpraH
WCNONHUTENBHON BNACTU, OCYLLECTBASAIOWNA (OYHKLMN MO KOHTPOMO U HAA30py B cdepe 3apaBOOXpaHeHud, ans
nocrneayoLero pasmeLleH1s ee Ha odumumanbHOM canTe 3Toro opraHa B cetn "UIHTepHeT".

naea 15. OTBETCTBEHHOCTb 3A HAPYLUEHUE 3AKOHOOATEJIbCTBA
POCCUNCKOW ®EQEPALIUK NPU OBPALLEHWUU NEKAPCTBEHHbLIX CPEACTB
M BOSMELLEHUE BPEOA, MPUYMHEHHOIO 300POBbLIO NPAXOAH
BCNEAOCTBUE NPUMEHEHUA NEKAPCTBEHHbIX MPEMAPATOB

Crtatba 68. OTBETCTBEHHOCTb 3a HapylleHne 3akoHoaaTenbcTBa Poccunckon denepaumm npu obpalieHnn
nekapcTBEHHbIX CPeaACTB

1. HapyweHne 3akoHopaTenbctBa Poccuiickon ®degepaumm npu oOpalleHMU neKapCTBEHHbIX CPEeACTB
BreyeT 3a cobol OTBETCTBEHHOCTb B COOTBETCTBMU C 3akoHOA4aTenscTBOM Poccuiickon degepaumu.

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

2. 3a HenpegcTaBneHne mHdopMauuMn u (Mnu) AaHHbIX, NPeayCMOTPEHHbIX HacToswmm PenepanbHbIM
3aKOHOM, CyObekTbl 0bpalleHns neKapCTBEHHbIX CpPeacTB HeCyT OTBETCTBEHHOCTb B COOTBETCTBUMM C
3akoHogaTtenbcTBoM Poccunckon ®egepauun.

(4acTb 2 BBegeHa PegepanbHbiM 3aKoHOM OT 22.12.2014 N 429-$3)

Cratba 69. BoamelwleHne Bpeda, MNPUYMHEHHOTO 340POBbIO  rpaxgaH BCNEACTBUE MPUMEHEHUS
neKkapCcTBEHHbIX NpenapaTos

1. MNpomn3BoguTens nekapcTBeHHOro npenapata 0653aH BO3MECTUTb BpeA, NPUYMHEHHbBIN 300POBbI0 rpaXkaaH
BCMeacTBUE NPMMEHEHNs NekapCTBEHHOro npenapara, ecrnv AoKa3aHo, YTo:

1) NnekapCTBEHHbIN NpenapaT NPUMEHSANCS N0 Ha3HAYeHUI0 B COOTBETCTBMU C MHCTPYKUMEN NO NPUMEHEHUIO
neKapcTBEHHOro npenapata v MPUYMHON Bpeda SBWCA BBOA B rpaXKOaHCKMA 0BOpoT HeaoGpokayeCcTBEHHOro
neKkapcTBEHHOro npenapara;

2) Bped 340POBbLI0 NMPUYUHEH BCNeACTBME HEOOCTOBEPHOW MHOpMauun, coagepxallencs B UHCTPYKLMKU MO
NMPMMEHEHMIO NeKapCTBEHHOro npenapaTa, U3gaHHoM NpoM3BOAMTENEM flekapCTBEHHOrO nNpenapaTa.

2. B cnyyae, ecnu Bpeg 300pOBblO rpaxgaH NPWYUHEH BCNeacTBME MNPUMEHEHUS FeKapCTBEHHOro
npenapaTa, npuweawero B HErogHOCTb B pe3ynbTaTe HapyleHWUs MpaBuil XpaHEeHUs feKkapCTBEHHbIX CPeacTs,
npasun ONTOBOW TOProBfM feKapCTBEHHbIMY NpenapaTtamMu, NpaBun oTnycka NekapcTBEHHbIX NpenapaToBs, NpaBuI
N3roTOBMEHNss N OTMyCKa JeKapCTBEHHbIX MpenapaToB, BO3MeELLleHMe Bpeda OCYLLECTBMSETCH COOTBETCTBEHHO
opraHusauven ONTOBOW TOPrOBMAW feKapCTBEHHbIMWU CPeAcTBaMu, anTeYHOM opraHu3auuen, UHAMBMAYanNbHbIM
npeanpuHumarteneM, MWMeLWUMM FUUEH3NI0 Ha dapMaueBTUYECKYyl0 OeATeNbHOCTb WAWM  JIULEH3WI0  Ha
MEANLMHCKYI0 [AeATeNbHOCTb, MEeOMLUMHCKOW OpraHusauven, UMelolen nUUEeH3ni0 Ha dapmaueBTUYECKyo
[eATenbHOCTb (ee 060c06neHHbIM nogpasgeneHmem (ambynaTtopuen, denbaLepckm "
denbalwepcKo-akyLlepCKMM  MyHKTaMu, LEeHTpoOM (oTaeneHvem) obuleri BpadebHOM (CeMenHOn) NpakTuKK),
pacnonoXeHHbIM B CENbCKOM HAacefleHHOM MyHKTe, B KOTOPOM OTCYTCTBYeT anteyHas opraHusaums),
AONYyCTMBLUUMMW MPOSaxXy UM OTMNYCK TaKOro fieKapCTBEHHOro npenapara.

(B pen. PepepanbHoro 3akoHa ot 25.11.2013 N 317-03)

3. BoawmelleHne Bpeda, MNPUYMHEHHOro 300POBbIO rpaxgaH BCMEACTBME MPUMEHEHUS IeKapCTBEHHbIX
npenapaToB UMM COBEPLUEHUS MPOTMBOMPAaBHLIX AEWCTBUN CybbekTamu obpalleHus fnekapCTBeHHbIX CPeacTs,
OCYLLIECTBSIETCS B COOTBETCTBMU C 3aKOHOAATENbCTBOM Poccuiickon deagepaumm.

MnaBa 16. 3AKITIOYUTEJIbHbIE MONOXEHUA

Cratba 70. O npu3HaHMM yTpaTUBLUMMK CUIY OTAENbHbIX 3aKOHOAATENbHbIX aKTOB (MOJNOXEHWN
3akoHogaTtenbHbIX akToB) Poccuinckon ®egepauun

Mpu3HaTb yTpaTUBLLMMM CUITY:

1) ®epepanbHbin 3akoH oT 22 uioHsa 1998 roga N 86-®3 "O nekapcTBeHHbIx cpeacTtBax” (CobpaHue
3akoHogaTtenbcTBa Poccuiickon ®epepauun, 1998, N 26, ct. 3006);

2) ®epepanbHbii 3akoH oT 2 gaHBapsa 2000 roga N 5-©3 "O BHeCeHUM WM3MEHEHUS U OOMOMHEHWUW B
®epepanbHbil 3akoH "O nekapcTBeHHbIX cpeacTBax” (CobpaHue 3akoHopaTenbcTBa Poccuiickon depepauun,
2000, N 2, cT. 126);
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3) cratbio 40 depepanbHoro 3akoHa oT 10 sHBaps 2003 roga N 15-©3 "O BHeCeHWM WU3MEHEHUN W
[OOMNOSTHEHMI B HEKOTOPbLIE 3aKoHoAaTeNbHble akTbl Poccuinckon ®eagepauumn B cBa3un ¢ npuHsatnem denepanbHOro
3akoHa "O nuueHsnpoBaHMM OTAeNbHbIX BUMAOB AeatenbHocTn" (CobpaHme 3akoHogaTenbcTBa Poccuiickon
depepaumu, 2003, N 2, cT. 167);

4) crtatbto 31 depepanbHoro 3akoHa oT 30 wuwoHA 2003 roga N 86-O3 "O BHeECEHMM M3MEHEHUN W
OOMNOSIHEHMIA B HEKOTOpble 3akoHoAdaTenbHble akTbl Poccunckon depepauuun, Npu3HaHUM yTpaTUBLUUMUW CUNY
OTAEeNbHbIX 3akoHoAaTesnbHbIX akToB Poccuiickonn ®Pegepaumn, npenocTaBneHMM OTAENbHbIX FapaHTUn
COTPYAHMKaAM OpPraHoB BHYTPEHHWX [ef, OpPraHoB MO KOHTPOS0 3a OOOpPOTOM HapKOTUYECKUX CPeactB MU
MCUXOTPOMHLIX BELWEeCTB W ynpasgHseMblX deadepanbHbiX OpraHoB HarioroBOW MNONMUUMKM B CBSA3W  C
OCYLLIECTBIIEHMEM MepP MO COBEPLUEHCTBOBAHWUIO rocygapcTBeHHoro ynpaeneHus” (CobpaHune 3akoHodaTernbCcTBa
Poccuiickon ®epepauun, 2003, N 27, cT. 2700);

5) cratbio 101 depepanbHoro 3akoHa ot 22 asrycta 2004 roga N 122-0®3 "O BHeCeHWM U3MEHEHWI B
3akoHopartenbHble akTbl Poccuiickon ®efepauumn n npusHaHMM yTpaTUBLLUUMMK CUIY HEKOTOPBIX 3aKOHOAaTEeNbHbIX
aktoB Poccuinckon ®depgepaumm B €BA3M ¢ npuHatuem ®degepanbHbiX 3akoHOB "O BHECEHUW WU3MEHEHUN U
aononHeHmn B ®egepanbHbin 3akoH "O6 obLWwmnx NnpyHLMNax opraHnsauumn 3akoHogaTenbHbIX (NPeacTaBUTENbHBIX)
N MCMOSHMUTENbHBIX OpPraHOB rocygapcTBeHHOM Bnactn cybwbektoB Poccuickon ®Pepepaumm” n "O6 obwmx
NpyHUMNax opraHM3auum MecTHOro camoynpasrneHnusi B Poccuiickon ®egepaumn” (CobpaHue 3akoHopgaTenbcTea
Poccuickon ®epepauun, 2004, N 35, ct. 3607);

6) ctaTbio 28 depepanbHoro 3akoHa oT 18 gekabpsa 2006 roga N 231-9®3 "O BBeaeHun B OeNcCTBME YacTu
yeTBepTon [paxpgaHckoro kogekca Poccuickon ®epepauun” (CobpaHue 3akoHogaTtenbcTBa Poccunckon
depnepaumu, 2006, N 52, ct. 5497).

Cratba 71. BetynneHue B cuny HacTodwero ®enepanbHOro 3akoHa

1. Hactosawmn ®egepanbHbin 3akoH BCTynaeT B cuny ¢ 1 ceHTabpsa 2010 roga.

2. JlekapcTBeHHblEe CpeacTBa, 3aperMcTpupoBaHHbie 40 AHS BCTYNNeHus B cuny HacToswero ®egepansHoro
3aKoHa, nognexar BKIMIOYEHWIO B roCy4apCTBEHHbIE PEECTPbl NEKapCTBEHHbIX CPEACTB C BHECEHNEM YKa3aHHbIX B
yactm 1 crtatbu 33 HacTosiwero degepanbHOro 3akoHa CBeAeHUM 00 3TWX FNeKapCTBEHHbIX cpeacTBax 6es
NPOXOXAEeHNs BHOBb NpoLeypbl roCy4apCTBEHHOW pernctpaLmm nekapCcTBEHHbIX npenapaTos.

3. TlocymapcTBeHHasa perucTpauus nekapCcTBEHHbIX nNpenapaToB, 3a WCKMHOYEHUEM FeKapCTBEHHbIX
npenapaToB ANg MeQULUHCKOro NpUMEHeHUs, NpeaCTaBeHHbIX Ha YKa3aHHY0 peructpaumio 4o AHA BCTYNneHus B
cuny HacTosduwero ®efepanbHOro 3akoHa, OCYLLECTBASETCS B COOTBETCTBUM C HacTosAwmm PefepanbHbiM 3aKOHOM
Ha OCHOBaHMW OOKYMEHTOB WM AaHHbIX, NPeACTaBfeHHbIX OO0 OHA BCTYNNeHus B cuny Hactoswero deaepanbHOro
3aKoHa.

(B pen. PepepanbHoro 3akoHa ot 11.10.2010 N 271-03)

3.1. locypapcTBeHHas peructpaums nekapCTBEHHbIX MNpenapatoB ANd MeOMUMHCKOrO MpUMEHEHUS,
NpeacTaBneHHbIX Ha rocygapCTBEHHYD perMctpauqio 4o OHS BCTYNNeHus B cuny Hactoswero depepanbHOro
3aKOHa, W rocygapCTBEHHas perucTpaums JeKapCTBEHHbIX MpenapaTtoB ANA MeAWMLMHCKOro MpUMEeHeHUs,
npeacTaBneHHbIX Ha 3KCNepTU3y NeKkapCTBEHHbIX CPeacTB A0 AHA BCTyMNNeHus B cuny Hactoswero ®egepanbHOro
3aKoHa B Llensax ux nocneayoLlen rocyagapcTBeHHOW perncTpaumm, ocyLecTBNAITCA Ha OCHOBaHUU JOKYMEHTOB U
JaHHbIX, NpeAcTaBneHHbIX A0 OHA BCTYNMeHUs B cuny Hactosuwero deaepanbHOro 3akoHa, a Takke 3asBrneHus o
rocyaapCTBEHHOW permcrpaummn nekapcTBeHHOro npenapara, NpeAcTaBneHHoro Npou3BoanTenem nekapcTBeHHbIX
npenapaToB MMM YMOMHOMOYEHHbIM MM MULOM B COOTBETCTBUM C Hactosawum PefeparnbHbIM 3aKOHOM B
YNONTHOMOYEHHbIV befeparnbHbIi opraH UcnonHuTensHon enactu go 1 mapta 2011 roga, 6e3 TpeboBaHMs ynnathbl
rocy4apCTBEHHOW MOLWMHbI, NPEeAyCMOTPEHHOW 3akoHogaTenbcTBoM Poccurickon ®depepaumm o Hanorax u
cbopax.

(vactb 3.1 B peq. PenepanbHoro 3akoHa oT 29.11.2010 N 313-93)

3.2. lNoaTBepxaeHne rocyaapCTBEHHOW perucrpauuu nekapcTBeHHbIX npenapaToB A9 MeOULUHCKOro
NpMMEHeHWs1, MpeacTaBNeHHbIX ANs NOATBEPXAEHMS rocydapCTBEHHOW permctpaunvM A0 AHSA BCTYNIEHWUs B cuny
HacTosiwero ®egepanbHOro 3akoHa, W MOATBEPXKAEHWE TOCyAapCTBEHHOW perncTpaunym nekapcTBEHHbIX
npenapaToB ANs MeOULUMHCKOro NpUMeHeHus, NpeaCcTaBeHHbIX Ha 3KCNepTU3y NekapcTBEHHbIX CpeacTB A0 AHS
BCTYNNeHns B cuny Hactosuwero ®deaepanbHOro 3akoHa B Lenax nocrneaylowero noaTBEpXAeHUs ux
rocyapCTBEHHOW perncTpaumm, OCyLeCTBNAIOTCHA Ha OCHOBaHUN JOKYMEHTOB U AaHHbIX, NpeACTaBNeHHbIX 40 OHA
BCTYNNeHnsa B cuny Hactoswero efepanbHOro 3akoHa, a Takke 3asgBreHus 0 NOATBePXAEeHUU rocyaapCTBEHHOM
perncTpaumm nekapcTBeHHOro npenapaTta, NpeAcTaBNeHHOro Npou3BoanTENeM nekapCTBEHHbIX npenapaTtoB Mnu
YMNOMHOMOYEHHbIM MM FULIOM B COOTBETCTBMM C HacTodwmMm deaepanbHbIM 3aKOHOM B YNONTHOMOYEHHbIN
dhegepanbHbI opraH ncnonHuTensHow Brnactn oo 1 maprta 2011 roga, 6e3 TpeboBaHMsa ynnatbl rocygapCTBEHHON
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MOLUMMHBI, NPeAyCMOTPEHHOW 3akoHoaaTenscTBoM Poccuickon depepaumm o Hanorax u cbopax.
(vacTb 3.2 B peq. ®enepansHoro 3akoHa ot 29.11.2010 N 313-93)

3.3. lNpuHATNE peLleHns O BHECEHUN U3MEHEHUI B AOKYMEHThI, CoAepXKalunecsa B permcTpaumoHHOM A0Ckbe
Ha 3aperMcTpMpoBaHHbIN NEKapCTBEHHbIM npenapart Ansg MeauUUHCKOro NpUMeHeHns U npeactaBneHHble OO0 OHSA
BCTYNNEHNa B cuny Hactosiwero degepanbHOro 3akoHa, U MNPUHATUE peLUeHUs O BHECEHUM MU3MEHEHUA B
OOKYMeHTbI, coaepXalleecs B perncTtpaumoHHOM A0Cbe Ha 3aperncTpupoBaHHbI NeKkapCTBEHHbLIN npenapaT Ans
MEeOMLMHCKOro MPUMEHEHUA U NpeacTaBNeHHbIe Ha 3KCNepTU3y NeKapCTBEHHbIX CPeacTB A0 AHA BCTYNNEHWUs B
cuny Hactoswero ®efepanbHOro  3akoHa, OCYLIECTBASAOTCA Ha OCHOBaAHWW  [OOKYMEHTOB W JaHHbIX,
npeacTaBneHHbIX A0 AHSA BCTYNMNEHUs B cuny HacToswero defepanbHOro 3akoHa, a Takke 3asiBNeHnss 0 BHECEHUU
NU3MEHeHU B JOKYMEHTbI, codepXallmMecs B permcTpaumoHHOM JOCbe Ha 3aperncTpupoBaHHbIA NEeKapCTBEHHbIN
npenapaT Ansg MeAMUMHCKOro NpMMEHEHUs, NpeacTaBNeHHOro NpoM3BoauTENEM NeKapCTBEHHbIX NpenapaToB unu
YMNOMHOMOYEHHbIM MM fULIOM B COOTBETCTBMM C HacTodwmMm dPepepanbHbiM 3aKOHOM B YNONTHOMOYEHHbIN
hbenepanbHbIN opraH ucnonHuTensHon Bnactn Ao 1 mapta 2011 roga, 6e3 TpeboBaHua ynnaTbl rocyaapCTBEHHON
MOLUMMHBI, NPeAyCMOTPEHHOW 3akoHoaaTenscTBoM Poccuickon deaepaumm o Hanorax u cbopax.

(vacTb 3.3 B peq. PenepanbHoro 3akoHa oT 29.11.2010 N 313-93)

3.4. Bolgaya paspelweHuMn Ha npoBedeHue KITMHUYECKUX UCCnedoBaHui NeKapCTBEHHbIX npenapatoB Ans
MeAMLMHCKOro NPUMEHEHUS NO 3asBlEHUAM, NoAaHHbIM 0 OHA BCTYNNEHUs B cuny Hactoswero ®egeparnbHOro
3aKoHa, a Takke No 3asBNeHNsM, NOAaHHbIM Nocre AHA BCTYNNeHns B cuny HacTosdwero deaepanbHOro 3akoHa Ha
OCHOBaHUW 3KCNepTus, MNpoBedeHHbIX [0 [AHA BCTYMMeHus B cuny Hactosiwero ®deagepanbHOro 3akoHa,
OCYLLLECTBMNSAETCHA B COOTBETCTBMM C HacTtosawum PefeparnbHbiM 3aKOHOM Ha OCHOBaHUW AOKYMEHTOB W [aHHbIX,
npeacTaBneHHbIX UKW NONYyYEeHHbIX A0 OHA BCTYNNEeHUs B cuny Hactosiwero degepanbHOro 3akoHa, a Takke Ha
OCHOBaHUM KOMuU npeaBapuTENbHOrO AoroBopa 06s3aTenbHOro CTpaxoBaHWS XWM3HW, 300POBbS MALMUEHTOB,
YYaCTBYHOLUUX B KMMHMYECKOM MCCriefoBaHUM NEKapCTBEHHOMO npenapaTta Ansg Me4ULMHCKOro NPUMEHEHUs, unm
Konum pgoroBopa 06sA3aTenbHOro CTPaxoBaHWUsl XXKW3HW, 300POBbS MALMEHTOB, YYaCTBYHOLUMX B KITMHUYECKOM
nccneaoBaHUM MEKapCTBEHHOro npenaparta Ans MeauUMHCKOro MpuMMEHEeHus, nMbo npeacTaBneHHON Konuun
Joroesopa o6s3aTenbHOro CTpaxoBaHusi, 3aKNYEHHOro B COOTBETCTBMU C TUMOBLIMW NpaBunamMm 0b6s13aTenbHOro
CTPaxoBaHUS, C yKasaHuem npeneribHom YMCNEHHOCTU NauMEHTOB, YYaCTBYIOLNX B KITMHUYECKOM UCCREeAOBaHUN
NeKapCcTBEHHOrO npenapaTta Ans MeOWUUHCKOro npuMeHeHusi, ©e3 TpeboBaHua ynnaTbl rocygapCTBEHHON
NOLUNMHbI, MPeayCMOTPEHHOW 3akoHoaaTenbcTBoM Poccuickon Penepaumm o Hanorax 1 coopax.

(vacTb 3.4 B peq. PenepanbHoro 3akoHa oT 29.11.2010 N 313-93)

3.5. 3apernctpupoBaHHble B MHOCTPaHHOW BanTe A0 AHSA BCTYNNEeHUs B cuny Hactoswero ®efepansHoro
3aKoHa npefenbHble OTMNYCKHbIE LeHbl WMHOCTPaHHbIX NpouM3BoAMTENen Ha fekapcTBeHHble npenaparthl,
BKITHOYEHHbIE B MEpeYeHb XMU3HEHHO HEeoOXOAMMBIX WM BaXKHEWMLIMX JeKkapCTBEHHbIX MpenapaToB, nognexar
nepecyetry B pybnm no kypcy LleHTpanbHoro 6aHka Poccuiickon ®epepaumm Ha pgaTty, YCTAHOBMEHHYH
MpaButenbctBom Poccunckon depepaunm, 6e3 npeacTaBrneHuss 3asaBfEeHUS O MepecyeTe LeHbl C BHECEHUEM
COOTBETCTBYIOLLMX WU3MEHEHUA B roCyAapCTBEHHbIA PEECTP MpeAeribHbIX OTMYCKHbIX LEH MpovM3BOAUTENEN Ha
NeKapCTBEHHbIE MpenapaTbl, BKIKOYEHHbIE B MEepeyvYeHb XU3HEHHO HEOOXOAMMbBIX UM BaXKHEWLLMX FEKAaPCTBEHHbIX
npenapaTos.

(vactb 3.5 BBegeHa PepepanbHbiM 3akoHOM OT 11.10.2010 N 271-93)

3.6. BapeructpupoBaHHble A0 OHSA BCTYNNeHWs B cuny Hactosuwero defeparnbHOro 3akoHa npefenbHble
OTNYCKHblE LEHbl POCCUMCKUX MpPOM3BOAUTENEN Ha fekapcTBEHHble npenapaThl, BKIYEHHble B MepeyveHb
XN3HEHHO HEOOXOAMMbBIX N BaXKHEMLLMX NEKapCTBEHHbIX MpenapaTtoB, nognexaT uHaekcaumm ¢ 1 Hosbpst 2010
roga MCxodsi U3 MPOrHO3MPYEMOro YPOBHS WHMAUUKM, ycTaHoBNeHHoro defepanbHbiM 3aKOHOM OT 2 Aekabps
2009 roga N 308-903 "O depepanbHoM GrompkeTe Ha 2010 rog v Ha nnaHoBbi nepuog 2011 n 2012 rogos" Ha
2011 rog.

(yactb 3.6 BBegeHa PepepanbHbiM 3akoHOM OT 11.10.2010 N 271-93)

3.7. MNMocne 1 mapta 2011 roga He [onyckarTcs NPOM3BOACTBO U BBO3 B Poccunckyto depepaumto
NeKapCTBEHHLIX MpenapaToB B yNakOBKax C MapKMPOBKOW, KOTopas Oblfla HaHeceHa OO0 OHA BCTYMNIIEHUSA B CUIY
HacTosawero ®enepanbHOro 3akoHa. 1o NCTeYEHUN yKa3aHHOIO CpoKa AaHHbIE NIEKAPCTBEHHbIE NpenapaTbl MOryT
OTNyCKaTbCH, peanv3oBbIBaTbCA, NepeaBaTbCs U NMPUMEHSITLCA 0O UCTEYEHMS UX CPOKa FOOHOCTW.

(B peq. ®enepanbHbix 3akoHoOB 0T 29.11.2010 N 313-®3, o1 06.12.2011 N 409-03)

4. Co gHa BCcTynneHuna B cuny Hactoswero ®epepansHoro 3akoHa v no 30 anpenda 2011 roga BKNOUYUTENBHO
Jonyckaetca npoBeJeHWe 3KCNepTU3bl IEeKapCTBEHHbLIX CPEACTB 3KCMepTamMu 3SKCMEPTHOro yupexaeHus [0
NpOXoXaeHns uMKM atTectaumMm B Mopsgke, YCTAaHOBNEHHOM  YMNOMHOMOYEHHbIM  dedepanbHbIM  OpraHoM
WCNONHUTENBHON BNAacTu.

5. Co pHs BCTynneHuss B cuny HacTosiwero ®epgepanbHoro 3akoHa u no 31 pgekabpss 2013 roga
BKITHOUUTENBHO OCYLLIECTBISAETCS NEPExXos K Npon3BOACTBY JIEKapCTBEHHbIX CPEACTB B COOTBETCTBUM C MpaBuiamu
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opraHusaumM NpPou3BOACTBA U KOHTPOSS KayecTBa fEeKapCTBEHHbIX CPEeACTB, Yka3aHHbIMU B 4actn 1 ctatbu 45
HacTodwero deaepansHOro 3akoHa, B NonHoM obbeme. Cpokn nepexoaa NPOU3BOACTBA NEKapCTBEHHbIX CPEACTB
K UX MPOU3BOACTBY B COOTBETCTBMM C KOHKPETHbIMU TpebOBaHUAMK AaHHbLIX NpPaBWUIl, BKAOYas CPOKM aTTecTauum
YNONHOMOYEHHbIX NWL, YKasaHHbIX B YacTax 6 u 7 cratem 45 Hactoswero PeaepanbHOro 3akoHa,
ycTaHasnumeatotca NpaButenbctBomM Poccuinckon ®eagepaumu.

6. JluueH3nn Ha NpoM3BOACTBO NEKAPCTBEHHbIX CPeAcTB, BblaaHHble Ao 1 sHeaps 2014 ropa, 4enCTBYHOT
nocne 1 saHBapsi 2014 roga OO UCTEYEHUS CpoKa MX AENCTBMS NpW YCNOBUM COOTBETCTBUSA NMULUEH3MaTa npasunam
opraHm3aumm nNpou3BOACTBa M KOHTPOMSl KavyecTBa flekapCTBEHHbIX CPeacTB, yKa3aHnHbIM B yactu 1 cratbu 45
HacTosilero ®egepanbHOro 3akoHa.

7. dopmupoBaHMe TOCyAapCTBEHHOrO 3adaHusa Ha MNpOBedEeHME 3KCMepTu3bl JIeKapCTBEHHbIX CPEACTB
hbenepanbHOMYy rocy4apCTBEHHOMY OO[XKETHOMY YdpexaeHWo MO NPOBEAEHMIO 3KCMEPTU3bl NEKapCTBEHHbIX
CpeacTB u hmHaHcoBoe obecneyeHne BbIMOMHEHUS 3TOro 3aaHus OCYLLECTBNATCA B NOpsAKe, YCTAHOBNEHHOM
depnepanbHbiM 3akoHOM OT 12 gHBaps 1996 roga N 7-03 "O HekoMMepyeckux opraHmsaumax”.

(vacTb 7 BBegeHa depepanbHbiM 3akoHOM OT 29.11.2010 N 313-03)

Mpe3ungeHT
Poccuitckon denepaumm
O.MEOBELOEB
MockBa, Kpemrnb
12 anpena 2010 roga
N 61-03
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