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MOCKBA

O BHeceHMH M3MeHeHHUI B nocrtanosaenne [lpaBurenscrBa
Poccuiickoit ®enepanuu ot 1 nrons 2021 r. Ne 853

ITIpaButenbcTBO Poccuiickon degepaimi MmO CTAHOBJA A €T ¢

YTBepauTh npuIaraeMble U3MEHEHUs, KOTOpble BHocATcs B IIpaBuia
BB03a JICKAPCTBEHHBIX CPEACTB I MEAULIMHCKOTO IpUMEHEeHHs B Poccuiickyro
Qdenepannto, yTBEpKIACHHbIE NoOcTaHOBIeHUEM [IpaBurtenbcTtBa Poccuiickon
Oeneparuun ot 1 urons 2021 1. Ne 853 "OO6 yrBepxknaenuu IlpaBun BBO3a
JEKapCTBEHHBIX CPEACTB ISl MEIMIIMHCKOTO MpUMEHEHUus B Poccuiickyto
denepanuio U NPU3HAHUNA YTPATUBIIMMH CHIIy HEKOTOPBIX aKTOB M OTJEIBHBIX
MOJOKEHU HeKoTopblx akToB IIpaBurensctBa Poccuiickoit ®Peneparun”
(Cobpanue 3akoHomaTenbcTBa Poccuiickoit @eneparuu, 2021, Ne 23, cT. 4092;
2023, No 1, ct. 251; Ne 26, ct. 4810; Ne 33, cT. 6508).
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N3MEHEHMUA,

KOTOopble BHOCATCA B [IpaBuiia BBo3a jiekapCcTBEHHBIX CPEACTB
JJIS MeIMIMHCKOT0 NpuMeHeHus B Poccniickyro @enepaunnio

1. B nynkre 2:

a) B moAMyHKTe "B" mocJe cioB "pa3paboTurka JIEKapCTBEHHOTO CPeJICTBA
ist" AOMOMHUTH CIIOBaMHU "pa3pabOTKU JIEKAPCTBEHHBIX CPENICTB, MPOBEACHUS
HAaY4YHBIX U UHBIX UCCJIEJOBAHUM,"

0) B moamyHkTe "r" cnoBO "Hay4yHO-UCCIENOBaTEIbCKHE" 3aMEHUTh
CJIOBOM "Hay4HbIE".

2.B  abGzame nmepBoM MmyHKTa3  moOcie  CJIOB  "BKJIFOUCHUS
(apmalrieBTUYECKON CyOCTaHIIMM B TOCYJApPCTBEHHBIM PEEcTp JI€KapCTBEHHBIX
CPEICTB," MOMOJHUTH CIOBAaMHU "KOHKPETHOM MapTHUU HE3apEeTrUCTPUPOBAHHBIX
JIEKapCTBEHHBIX CPEJICTB, MPEIHA3HAUYCHHBIX MJIA pa3paOOTKU JIEKapCTBEHHBIX
CPEJICTB, MPOBEACHUS HAYYHBIX U MHBIX UCCIEIOBaHUM," .

3. [loamyHKT "6" MyHKTa 6 U3TI0KUTH B CIEAYIONIEH peIaKIINN:

"0) 000CHOBaHME KOJIMYECTBA BBO3UMBIX JIEKAPCTBEHHBIX MPENapaToOB
U (mn) papMaleBTUUECKUX CYOCTAHIIMI B IEJISIX:

pa3pabOTKN JIEKAPCTBEHHBIX CPEJCTB, MPOBEACHHUS HAYyYHBIX W HHBIX
UCCJIEIOBAHUM - OmpeaensieTcss HUCXOAsi U3 MOTPeOHOCTEH MPOBOJUMOTO
JOKJIMHUYECKOTO HCCIe0BaHUs pa3padaThIBAEMOro JIEKAPCTBEHHOIO CPEACTBa
U (WIM) TPOBOJUMBIX HCCIEAOBAaHUI MO YCTAaHOBJICHHMIO XapaKTEPUCTUK
JIEKapCTBEHHOI'O CpEeACTBAa MpPH €ro pa3paboTKe M MPEJCTaBIsAEeTCS B BHUJE
miaHa (MPOTOKOJa, MPOTPpaMMBbl) MCCIIEOBAHUSA, COJIEPKAIIEr0 OCHOBHBIE
3aJlayd, METOJOJIOTHIO, MPOUEAYphl, CTATUCTUYECKHUE ACIEKThl, OPraHU3ALMIO
Y TUTAHUPOBAHUE PECYpPCOB COOTBETCTBYIOUIETO MCCIEAOBAHMS JIEKAPCTBEHHOTO
cpelncTBa (BKJIOYAash €ro J3Tambl W YacTH), B BHJIE PAcCUYeTOB KOJIMYECTBA
BBO3UMOTI0 JICKAPDCTBEHHOIO  CPEICTBa, HEOOXOJMMOIo JUIsi  MPOBEACHUS
(apMaKoJIOrH4eCKUX M TOKCUKOJIOTMYECKUX HCCIEIOBAHUNA IMPU MPOBEACHUU



JOKJIMHUYECKOTO MCCIIEIOBAaHUSA JIEKAPCTBEHHOIO CpeACTBAa W (WiM) IS
MIPOBEICHMS UCCIEIOBAHUM M0 YCTAHOBIICHUIO XapaKTEPUCTHUK JIEKAPCTBEHHOTO
CpelcTBa IMpU €ro pa3pabdoTKe Uil  OINpEAeNieHHs B  3aBUCUMOCTH
OT JIGKAPCTBEHHOT'O CpelicTBa (U3UKO-XUMUUYECKUX CBOUCTB, OMOIOTHYECKOM
aKTUBHOCTH, HMMYHOXHMHYECKMX CBOWCTB, UYHCTOTHI W  TMPHUMECEH,
UCCJEOBAHUM CTAaOMIIBHOCTH, NpoduIss MpuUMeceld, MyTed Jerpajanuu,
CpPaBHHUTEIHHOW KHHETHKH PACTBOPEHMS, a TaKkKe B BHIE JOKYMEHTa,
noATBepxkAaroniero ¢GakT pa3padOTKU JIEKApCTBEHHOI'O CpelcTBa (IpHUKasa,
TEXHUYECKOTO 3aJaHMsl, IPOTPAMMBEI);

IPOBEICHUS KIIMHUYECKUX HMCCIIEIOBAaHUN JIEKAPCTBEHHBIX MPENAPATOB -
ONpENeNsIeTCs] UCXOJs M3 YCIOBUM NPUMEHEHMs JIEKapCTBEHHOTO Ipenapara
B paMKax TMpPOBEIACHUS KIMHUYECKOTO  HCCIECJOBaHUS  JIEKAPCTBEHHOTO
npenapara M TpPEACTaBISIETCS B BHUAE CBEIECHUW O CXE€Me NpPUMEHEHUS
(omucaHus JIEKQpCTBEHHOW (POPMBI, YIAKOBKM M MApPKHUPOBKHU HCCIETYyEMOTO
JIEKapCTBEHHOI'O Ipernapara), [103aX, KOHIEHTPALMIX, YacTOTE IpUEMa WU
KPaTHOCTH BBEJEHUS, OXKHUIAEMON MNPOAOKUTEIBHOCTH Yy4acTUd CyOBEKTOB
B MHCCIIEJOBAaHUHU, ONMCAHUS IOCJIENI0BATEIbHOCTH U MPOJIOJDKUTEIBHOCTH
BCEX MEPHUOJIOB MCCIEAOBAHNS, BKIIIOUAsl IEPUOJ MOCIEIYIOIIET0 HAOIIOACHUS,
€CIM TaKOBOW MPEAYCMOTPEH MPOTOKOJIOM KIMHUYECKOTO HCCIEIOBAHMS
JIEKapCTBEHHOI'O Ipenapara, KOJWYECTBE MAlMEHTOB, IPUHUMAIOLUIUX Y4YacTHE
B KJIMHUYECKOM HCCIIEJOBAaHUU JIEKAPCTBEHHOIO IIpenapara, WIH B BHUJE
MHBIX JIOKYMEHTOB, MOATBEPKIAIOIINX HEOOXOAUMOCTh BBO3a JIEKAPCTBEHHOTO
mpernapara B 3asBJICHHOM 00bEME;

pErHCTpallii U SKCIEPTU3bl JEKAPCTBEHHBIX CPEJICTB, MPeIHA3HAUYECHHBIX
mist  obpamenuss B Poccuiickoit Demeparu WM Ha  OOIIEM  PBIHKE
JIEKapCTBEHHBIX CPEJICTB B paMkax EBpa3uiickoro 3KOHOMHYECKOTO COH03a,
OCYULIECTBJIEHUSI TOCYJAapCTBEHHOM pErucTpanuu JEKapCTBEHHOI'O Iperapara,
BKJIFOUEHUS (PapMalleBTUUYECKON CyOCTaHIIMM B TOCYJAPCTBEHHBIA peEecTp
JEKApCTBEHHBIX CPEJICTB - OINpENENseTCsl HUCXO0lId M3 MOTpeOHOoCcTen
B JIEKaPCTBEHHOM IIpenapare npu MpoBeACHUN TECTA CPABHUTEIBHOM KUHETUKHU
pacTBOpeHHsl in Vitro ¢ 0O0OCHOBaHMEM 4YHCIa HEOOXOAUMBIX Oy(epHbBIX
Cpell ¥ MOBTOPOB MCHBITAHUM, TEXHOJOTMYECKOT0o Ipoliecca MNpPOU3BOJCTBA
JIEKapCTBEHHOI'O CPEJICTBA, POM3BOCTBEHHON PELENTYPbl UM MATEPHUATIBLHOTO
OamaHca, COCTaBJICHHOTO IO JAaHHBIM TEXHOJOTHUECKUX WHCTPYKUUNA WU
UX TPOEKTOB, M TPEJACTaBISIETCS B BHUAEC BBIMUCOK W3 TEXHOJIOTHYECKHUX
WHCTPYKIMHA WM MX TPOEKTOB, B BHAE BBIIUCOK U3 HOPMATHBHOU
JOKYMEHTAIMi (HOPMAaTUBHOTO JOKyMEHTa MO Ka4deCTBY) WJIM UX IMPOEKTOB,
colepKamux HWHQOPMAIMIO O KOJMYECTBE JIEKAPCTBEHHOTO CPEJCTBa,



HEOOXOJIUMOTO JUIsl MPOBEJICHUS] HCTIBITAHUIN KadyecTBa MO COOTBETCTBYHOIIUM
MOKa3aTelisiM, B BUAC CCBHUIOK Ha (apMaKONeHHbIE CTaThbH TOCYIAapPCTBEHHOM
dapmakorien,  ¢apmakoneiinpie  cratbum  ®apmakomen — EBpasuiickoro
SKOHOMHUYECKOTO COI03a WIHM 3apyOexHbIX (papMakomneil M B BHJAE pPacyueTOB
AKCIIEPTHOTO YUYPEKIACHHS, OCYLIECTBISIONIETO ASKCIEPTU3Y JIEKAPCTBEHHBIX
CpencTsn;".




