®PepepanbHbIn 3aKoH oT 12 anpens 2010 r. N 61-®3
"O6 oGpalleHnMn nekapcTBeHHbIX cpeacTB”

C U3MEHEeHUsIMN U AO0NOJIHEHUAMU OT:

27 wions, 11 okTabps, 29 Hos6psa 2010 r., 6 aekabps 2011 r., 25 noHa, 25 pekabpst 2012 r., 2 uons, 25 Hos16ps
2013 r., 12 mapTa, 22 okTabps, 22 nekadbpsa 2014 r., 8 mapTa, 29 utoHs, 13 utons, 14, 29 agekabps 2015 r., 2 noHs, 3
uiona 2016 r., 29 nonsa 2017 r.

MpuHar NocyaapcTtBeHHon [lymon 24 mapTta 2010 roaa
Opo6peH Cosetom Pepepaumn 31 mapta 2010 roga
FAPAHT:

CM. koMmMeHTapumn K HacTosiweMy PegepanbHOMY 3aKOHY
Mnaea 1. O6wme nonoxeHus

Cratba 1. lNpeaomeT perynnpoBaHunsa Hactosiwero ®egepanbHOro 3akoHa
MHdopmaumsa 06 nameHeHusax:

®edepasibHbIM 3aKOHOM om 6 Oekabpsi 2011 2. N 409-®3 6 vacmb 1 cmambu 1
Hacmosiuwezo ®edeparibHO20 3aKOHa B6HECEHbl U3MEHEHUs, ecmyrnarujue 8 cuJsly o
ucmeyeHuu mpuduyamu OHel rocne OHA oghuyuarnibHO20 onybsiukoeaHusi Ha38aHHO20
®edeparnibHO20 3aKOHa

CmM. mekcm Yacmu e npedbidyujell pedakyuu
1. HacToswmn ®epnepanbHbll 3aKOH perynupyeT OTHOLLEHUA, BO3HMKAKOLLME B CBA3U C
obpaweHnem - paspaboTkoW, OOKIMHUYECKMMWU  UCCNEeOOBaHUSIMKU,  KITMHUYECKUMMU
nccnegoBaHUAMN, 3KCNEPTU30M, FOCYNapCTBEHHOW perncrpaunen, co ctaHgaptmsaumen m ¢
KOHTPONEeM Ka4yecTBa, NPOM3BOACTBOM, U3rOTOBMIEHNEM, XPaHEHMEM, NEePEeBO3KON, BBO3OM B
Poccuinckyto depepaumio, BbiBO3oM U3 Poccuinckon Pepepaunmn, peknamon, OTMYCKOM,
peanusauuen, nepegadvyen, NpUMEHEHNEM, YHUYTOXEHNEM NEKAPCTBEHHbIX CPEeACTB.

MHdopmaums 06 nameHeHusix:

®edepasibHbIM 3aKOHOM om 25 utoHs1 2012 e. N 93-®3 6 vacmb 2 cmambu 1 Hacmosiwezao
®edepasibHO20 3aKOHa BHECEHbI U3MEHEHUS

CmM. mekcm Yacmu e npedbidyuw,el pedakyuu
2. Hactoawun depeparnbHblM 3aKOH yCTaHaBNuBaeT NPUOPUTET rocyaapCTBEHHOrO
perynupoBaHua 6e3onacHoCcTU, KadyectBa U 3(hPeKTUBHOCTU JieKapCTBEHHbLIX CpPeAcTB
npu nx obpatleHnn.
FTAPAHT:

CM. KommeHTapum k ctaTbe 1 HacTosiwero ®egepanbHOro 3akoHa

Cratbs 2. Cdhepa npumeHeHnsa HacTosiero ®egepanbHOro 3akoHa
Hactoawun denepanbHbii 3aKOH NPUMEHSETCA K OTHOLUEHUAM, BO3HUKAIOLUM Npu
oOpalleHnn nekapCcTBEHHbIX CPeACTB Ha Tepputopumn Poccurickon ®eagepaumm.
FTAPAHT:

CM. KoMMeHTapum K ctaTbe 2 HacToswero ®PefepanbHOro 3akoHa

CraTtba 3. 3akoHogaTenbcTBO 06 06paLeHMM NeKapCTBEHHbIX CPeaCTB

1. 3akoHogatenbctBO 006 oOpaweHun nekapcTBEHHbIX CpPeacTB COCTOMT U3
HacToswwero ®efepanbHOro 3akoHa, Apyrnx dedeparnbHbIX 3aKOHOB M UHbIX HOPMAaTUBHbIX
npaBoBbIX akToB Poccurckon degepaumn.

MHdopmaums 06 naMeHeHusix:
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®edepanbHbIM 3akoHOM om 29 uwHsA 2015 2. N 160-®3 cmambes 3 Hacmosiwezo
®edeparbHo20 3aKkoHa dorosiHeHa Yacmbro 1.1

1.1. 3akoHopaTtenbcTBO 06 obpaleHun neKapCTBEHHbIX CPEeACTB B OTHOLUEHUU
OpUANYECKMX  NUL, WU MHOMBUAYANbHbLIX  NpegnpuHMmaTenen,  OCyLeCTBASALWNX
AeATerIbHOCTb Ha TeppuTopuM MeXOyHapoOHOro MeAMUMHCKOro Knactepa, NpUMeHSeTcs C
y4eToM OCODBEHHOCTEN, YCTaHOBMNEHHbIX ®epepanbHbIM 3akoHoMm "O MexagyHapogHOM
MEOMLUMHCKOM Knactepe W BHECEeHUU W3MEHEHMN B OTAeflbHble 3aKkoHOOaTelNbHble aKThbl
Poccunckon ®epepaunn’.

2. [dencteue Hactosiwero degepanbHOro 3akoHa pacnpocTpaHseTca Ha obpalleHue
HapPKOTUYECKNX JIEKAPCTBEHHbBIX CPEACTB M NCUXOTPOMHbIX NIEKAPCTBEHHbLIX CPEACTB C y4ETOM
0ocOBEeHHOCTEN, YCTaHOBMIEHHbIX 3akoHopaTtenbcTBoM Poccuiickon Pegepaumm o
HapPKOTUYECKNX CpeacTBax, NCUXOTPONMHbIX BewecTBax n 06 nx npekypcopax.

3. [enctBue Hactoswero ®eaepanbHOro 3akoHa pacnpocTpaHseTcs Ha obpalleHue
pagnoapmMaLeBTUYECKMX  NEKAPCTBEHHbLIX  CPencTB C  y4yeTom ocobeHHocTeN,
YCTaHOBIEHHbIX 3akoHopaTtenbcTtBOoM Poccuickon ®epepauumn B obnactn obecnedeHus
pagvaunoHHon 6e30nacHoOCTu.

4. Ecnn mexpayHapogHbiM goroBopoM Poccuinckon degepaumm yCTaHOBMEHbI UHbIE
npasuna, 4Yem Te, KOTopble npeaycMoTpeHbl HacToswmuMm PeagepanbHbIM - 3aKOHOM,
NPUMEHSIOTCA NpaBunia MexayHapo4HOro orosopa.

5. B Poccunckon depepaumm B COOTBETCTBUU C MEXOYHaApPOAHbIMW O0OroBopamu
Poccunckon degepaumm n (Mnu) Ha OCHOBE NpUHUMNA B3aMMHOCTU NPU3HAKOTCA pe3yrbTaThl
KIMHUYECKMX UCCNEeOBaHWU NEKAPCTBEHHbIX NpenapaTtoB ANns MeAMLUHCKOrO NMpUMEHEHUs,
npoBeAeHHbIX 3a npegenamun Tepputopumn Poccuinckon ®egepaunn.

FAPAHT:

CM. koMmMeHTapumn K ctaTbe 3 HacToswero ®enepanbHOro 3akoHa

CtaTbsa 4. OCHOBHbIe MOHATKS, UCMONb3yeMble B HacTosileM PeaepanbHOM 3akoHe

[ns uenen HacToswero ®enepanbHOro 3akoHa NUCMOMb3YTCA CreayoLine OCHOBHbIE
NOHATUSA:

1) nekapcTBeHHble cpeacTBa - BellecTBa WM UX KOMOBMHauuM, BCTynawwue B
KOHTaKT C OPraHM3MOM YerloBeka WU XXMBOTHOIO, NMPOHUKaoLLMEe B OpraHbl, TKaHW opraHMama
yeroBeka WNN XMBOTHOrO, TNpPUMEHsieMble AN NpodUnakTUKW, OuarHocTukM  (3a
NCKMOYEHNEM BELLECTB UMM UX KOMOMHALMIN, HE KOHTaKTMPYIOLLMX C OpraHM3MoOM 4YernoBeka
UMW XXMBOTHOIO), NeYeHust 3aboneBanHns, peabunuTaumm, Ans coxpaHeHusl, npeaoTepaLleHms
UnNu npepbiBaHUs GepemMeHHOCTU WM MOSlydeHHble M3 KPOBW, Mfa3mbl KPOBW, U3 OpraHos,
TKaHeW opraHnamMa 4YernoBeKa UMK XXUBOTHOIO, PacCTEHWUA, MUHeparioB MeToaaMu CUHTE3a UK
C NpUMeHeHneM Ouonornyecknx TexHonorni. K nekapcTBeHHbIM CpeacTBaM OTHOCSATCS
dhapmaueBTUYECKME cyGCTaHLUMKN U NeKapCTBEHHbIE NpenapaThbl;

MHdopmaums 06 naMeHeHusix:

®dedepanbHbIM 3akoHOM om 22 Oekabpss 2014 e. N 429-®3 nyHkm 2 cmambu 4
Hacmosiweao ®edepasibHO20 3aKOHa U3/I0XEeH 8 HO8oU pedakuuu, ecmynarowel 8 cusny ¢
1 urons 2015 a.

Cm. mekcm nyHkma e npeodbidyuwel pedakyuu
2) chapmaueBTUYECKaa cybcTaHUMA - NekapCTBEHHOE CPeACcTBO B BUAE OLHOMO UMu
HEeCcCKonbkMx obnagarowmx dapmMakonorMyeckorn akTUBHOCTbIO LENCTBYHOLMX BELEeCTB BHE
3aBUCMMOCTN OT MpUpPOAbl MPOUCXOXKOEHMS, KOTOPOE MnpeaHasHadeHo ANns NpOuM3BOACTBA,
N3roTOBMEHMSA NEKapCTBEHHbIX NpenapaToB 1 onpegensieTt ux apeKTMBHOCTb;
3) BcnomorartesibHble BelwecTBa - BELECTBA HEOPraHMYeCKoro Unm OpraHMYecKkoro
MPOMCXOXAEHMWS, UCMONb3yeMble B NpoLecce NpOM3BOACTBA, U3rOTOBMEHUSA NEKapCTBEHHbIX
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npenapaToB 4S8 NpUAaHUs UM HEOOXOAMMBIX (PU3NKO-XMMNYECKNX CBOWNCTB;

4) nekapcTBeHHble npenaparbl - JIeKapCTBEHHbIE CPEACTBA B BUAE NEKAaPCTBEHHbIX
dopmMm, npuMeHsiemble AnNa  NpoUNAKTUKW, OMArHOCTUKW, JledeHust 3aboneBaHus,
peabunutauun, 4Ns coxpaHeHus, NpeaoTBPaLLEHMS UK NpepbiBaHMSA 6epeMeHHOCTY;

5) nekapctBeHHas ¢opma - COCTOSIHME  JIEKApCTBEHHOro  npenapara,
COOTBETCTBYIOLLEE crnocobaM ero BBeAeHMsS U NPMMeEHeEHMs U obecneyvrBatoLLlee AOCTMXKEHNE
Heobxogmmoro nevyebHoro acpdekTa;

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-®3 cmambsi 4 Hacmosiuezao
®edeparnibHo20 3aKoHa doriosiHeHa ryHkmom 5.1, ecmynarowyum e cusy ¢ 1 urons 2015 a.

5.1) mo3upoBKa - cofepXaHue OOHOro WM HECKOSbKUX AEWCTBYHOLLMX BeELLECTB B
KONMMYECTBEHHOM BbIPaXXEHUM Ha eauHULY 003bl, UNn eguMHuLy obbema, Unu eamHuLy mMacchl
B COOTBETCTBMM C NEKapCTBEHHON (OpMON NMBO ANs HEKOTOPbIX BMAOB NEKAPCTBEHHbIX
OpM KONMYECTBO BbICBOOOXOAEMOro M3 NekapcTBEHHOMW (hOpMbl AENCTBYIOLLIETO BELLECTBA
3a eAUHULY BpEMEHMU;

6) nepe4vyeHb XW3HEHHO HeOOXOAUMMbLIX W BaXHEUWUX JEeKapCTBEHHbIX
npenapaTtoB - exerogHo yteepxaaembin [lpasutensctBom Poccunckon degepauyunm
rnepeyvyeHb NEKapCTBEHHbIX NpenapaToB AN MEOULMHCKOro NnpuMeHeHns, obecnevmsaroLLmnx
npuopuUTETHbIE NOTPEOHOCTN 34pPaBOOXPAHEHUA B LENAX NPOMUNaKTUKA U NevYeHus
3abonesaHun, B TOM 4Yucne npeobnagarowmx B CTpykType 3abonesaemocTtn B Poccunckon
depepaumm;

MHdopmaumsa 06 nameHeHusx:
®edepasibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-03 cmambsi 4 Hacmosiuezao
®edeparnibHo20 3aKoHa doriofiHeHa nyHkmowm 6.1, ecmynarowum e cusy ¢ 1 urons 2015 a.

6.1) opdaHHble neKkapcTBeHHble npenapaTtbl - JfeKkapcTBEHHble MpenapaTbl,
npegHasHaYeHHble WCKNIYUTENbHO ANA AWAarHOCTUKM WU NaTOreHEeTUYECKOro JlevYeHus
(nevyeHna, HanpaBfeHHOro Ha MexaHu3M pas3BuTus 3aboneBaHund) pedkmx (opdaHHbIX)
3aboneBaHui;

MHdopmaumsa 06 nameHeHusax:

®PedepasibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-®3 cmambs 4 Hacmosuwezo
®edepanbHo20 3aKoHa 0oriofIHeHa nyHkmom 6.2, ecmynarowum e cusny ¢ 1 urons 2015 a.
6.2) Guonornyeckue nekapcTBeHHble npenapaTbl - NleKapCTBEHHbIE Npenaparhbl,
AENCTBYIOLLEE BELIECTBO KOTOPbIX MPOU3BEAEHO WM  BblOENEHO U3  BMONOrM4ecKoro
WUCTOYHMKA M ONa onpefernieHns CBOMCTB U KadecTBa KOTOPbIX Heobxoauma KombuHauums
Buonormyecknx un  U3INKO-XMMUYecknx meTogoB. K  OGuonormyecknm nekapcTBEHHbIM
npenapatamMm OTHOCATCA MMMYHOBMONOrMyeckme nekapCcTBeHHbIe npenapaTbl, IeKapCTBEHHbIE
npenapartbl, NOfly4YeHHble U3 KPOBU, NNa3mbl KPOBU YenoBeKa U XXMBOTHbIX (3@ UCKITHOYEHNEM
LenbHOM KpoBu), BUOTEXHONMOMMYECKNE NEKapCTBEHHbIE npenapatbl, reHoTepaneBTUYeckue
NeKkapCcTBEHHble NpenaparTbl;

MHdopmaums 06 naMeHeHusix:

®dedepanbHbIM 3akoHOM om 22 Odekabpsi 2014 e. N 429-®3 nyHkm 7 cmambu 4
Hacmosiweao ®edepasibHO20 3aKOHa U3/I0XKEeH 8 HO80oU pedakyuu, ecmynarowel 8 cusny ¢
1 urons 2015 a.

CmM. mekcm nyHkma e npedbidyuwell pedakyuu
7) WMMMyHOOMWOnorM4yeckue neKkapcTBeHHble nMnpenapatbl - JI€KApCTBEHHbIE
npenaparbl, NpeaHa3HavYeHHble AN (PoOpMMPOBaHUSA aKTUBHOIO UMM MNAacCMBHOIO MMMYHUTETa
nmbo  OMAarHoCTMKM  HanuumMs  UMMyHUTETa UM OUArHOCTUKM  cneumduyecKkoro
NPMOBPETEHHOIO M3MEHEHUS MMMYHOSOMMYECKOro OTBETA Ha anneprusvpyroline BeLecTsa.
K nMmmyHOBMONOrmyeckum nekapcTBEHHbIM NpenapaTtam OTHOCSTCS BaKUMHbl, aHATOKCUHBbI,
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TOKCUHbI, CbIBOPOTKH, VIMMyHOFJ'IO6yJ'II/IHbI 1 annepreHbl;

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-®3 cmambsi 4 Hacmosiuezao
®edeparnibHo20 3aKoHa 0oriofiHeHa nyHkmom 7.1, ecmynarowum e cusy ¢ 1 urons 2015 a.
7.1) OuoTexXHosorM4yeckme JieKapCTBeHHble npenapaTtbl - NeKapCTBEHHbIE
npenaparTbl, npoun3BoaCTBO KOTOPbIX ocyLlecTBnsaeTcs c NCNonb30BaHMEM
BuoTexHonormyeckux npoueccos un MetogoB (B Tom uyucne [HK-pekomOGuHaHTHOWM
TEXHOSIOMMU, TEXHOMOMMU KOHTPOSIMPYEMOM SKCMPECCUN FEHOB, KOOUPYIOLWNX BUOMnornveckm
akTMBHble 6enknm B NpokapuoTax W 3ykapuoTax, BKMYaA M3MEHEHHble  KMeTKM
MreKkonuTawLmnx), rmMépmnaoMHOro Metoga n MetToaa MOHOKIOHASbHbBIX aHTUTEN;

MHdopmaums 06 nsMeHeHusix:

®PedepasibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-®3 cmambs 4 Hacmosuwezo
®edeparnibHO20 3aKoHa O0rosIHEHa NMyHKmMom 7.2, ecmynarowum e cusy ¢ 1 urons 2015 a.

7.2) reHoTepaneBTUYeCKUE JeKapCTBEeHHble nMpenapaTtbl - JIEKApCTBEHHbIE
npenapaTbl, ((apmMaueBTMYecKad CyOCTaHUMS KOTOPbIX SBMSETCA  PeKOMOUMHaHTHOM
HYKITEMHOBOW KUCIOTOM WNW BKIOYaeT B cebs peKOMOMHAHTHYH HYKIMEWHOBYIO KUCHOTY,
NO3BONSAIOLLYIO OCYLLUECTBIATbL perynupoBaHue, penapauuio, 3ameHy, gobasneHve wunu
yaaneHne reHeTU4eckon nocneaoBaTenbHOCTH;

8) HapkoTu4yeckume neKkapCTBEeHHble cpeAcTBa - JleKapCTBEHHble npenapaTbl W
dhapmaueBTUYeCKMe cybecTaHuumn, cogepxallime HapkoTUYeckue cpeacrtBa U BKAOYEHHbIE B
lMepeyeHb HaAPKOTUYECKUX CPeacTB, TMCUXOTPOMHbLIX BeWwecTB W UX NPeKypcopos,
noanexawunx KoHTpomnto B Poccuinckon depepaumm, B COOTBETCTBUM C 3aKOHOAATENbCTBOM
Poccunckon depepaumn, mexgyHapogHbiMu gorosopamu Poccumnckon depepaunn, B TOM
yncne EamMHon KOHBeHUMEN O HapKoTudecknx cpencreax 1961 roga;

9) ncuxoTponHble JeKapCcTBEeHHble CpeacTBa - JIeKapCTBEHHble npenapaTbl U
dapmaueBTUYeCKMe cybcTtaHummn, cogepawime NCUXOTPOnHbIE BELECTBA M BKKOYEHHbIE B
lNMepeyeHb HAPKOTUYECKUX CPeacTB, TMCUXOTPOMHbLIX BEWeCcTB W UX NPeKypcopos,
noanexawuux KoHTponto B Poccuinckon depepaumm, B COOTBETCTBUM C 3aKOHOAATENBCTBOM
Poccunckon ®depepaumn, mexgyHapogHbiMu gorosopamu Poccumnckon depepaunmn, B TOM
yucne KoHeeHumen o ncuxoTpornHelx Bewectsax 1971 roaa;

10) paauocpapmaueBTUYECKME JleKapCTBEHHbIe cCpeacTBa - JlIeKapCTBEHHbIE
cpencTBa, KOTOpble cofgepXaT B rOTOBON AN UCMNONb30BaHNA hopmMe OANH PaavoOHYKUA Unm
HECKOSbKO PaanoOHYKNMA0B (pagnoakTUBHbBIX M30TOMOB);

MHdopmaums 06 nameHeHusix:

®edepanbHbiM 3akoHoM om 13 uronsa 2015e. N241-®3 e nyHkm 11 cmambu 4
Hacmosiwe2o @edepasibHO20 3aKoHa 8HECEeHbl U3MEHEeHUs

CmM. mekcm nyHkma e npeodsbidyw,el pedakyuu
FAPAHT:

Jo 1 gaHuBapsa 2016 r. ana uenen Hactoswero PegepanbHOro 3akoHa (B pedakuum
®PepepanbHoro 3akoHa oT 13 wuwona 2015r. N 241-03) B kadectBe pedepeHTHOro
neKapCTBEHHOrO npenaparta paccMaTpuBaeTCA OPUrMHanbHbIN NEKaPCTBEHHbIN npenapaT

11) pechepeHTHbLIN NleKapCTBEHHLIN NMpenapar - NIeKapCTBEHHbIN rnpenapar, KOTopbIn
BnepBble 3apeructpupoBaH B Poccunckon ®Pepepauumn, KavyectBo, 3(PPEKTUBHOCTL WU
6e30nacHOCTb  KOTOPOro  AOKasaHbl Ha  OCHOBaHWW  pe3ynbTaTOB  AOKIMHUYECKUX
nccrnegoBaHNM NeKkapcTBEHHbIX CPeACTB W KNMMHUYECKUX UCCnefoBaHUM NeKapCTBEHHbIX
npenapaToB, NPOBEAEHHbIX B COOTBETCTBMM C TpeboBaHussMn 4vacten 6 n7 cratbm 18
HacToswero degepanbHOro 3akoHa B OTHOLWIEHWW NleKapCTBEHHbIX CpeacTB  Ans
MeANLMHCKOro NpuMeHeHnst Nbo B COOTBETCTBUM C TpeboBaHMsAMU cTaTbM 12 HacTosLWEero
depgepanbHOro 3akoHa B OTHOLWEHUW §EKapCTBEHHbIX CPeAcTB A BeTepUHapHOro
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NPUMEHEHNA, W KOTOPbIN  MCMONb3yeTca [Ans  OUEHKM OUOSKBMBANEHTHOCTU UMK
TepaneBTMYECKOW  IKBMBANEHTHOCTW, KadyecTBa, 3dpdekTMBHoCTM KU Be3onacHoOCTU
BOCMpou3BeaeHHOro unu buoaHanorosoro (6nonogobHOro) nekapcTBEHHOro NpenapaTa;

MHdopmaumsa 06 nameHeHusx:

®edepanibHbIM 3akOHOM om 22 Oekabpsi 2014 2. N 429-®3 nyHkm 12 cmambu 4
Hacmosuweao PedepasibHO20 3aKOHa U3/IOXEH 8 HO8OU pedaKyuu, ecmynarouwel e cusny c
1 urons 2015 e.

CM. mekcm nyHkma e npedbidyuw,el pedakyuu
12) BocnpousBeAeHHbIN NeKapCTBEeHHbINW npenapar - JIeKapCTBEHHbIA npenapar,
KOTOPbIN MMEET TaKOM K& KayeCTBEHHbI COCTaB M KONMMYECTBEHHbIN COCTaB AENCTBYHOLLNX
BelWeCTB B TaKkoM Xe JlieKkapCTBEHHONW dopme, 4TO U pedepeHTHbIM neKapCTBEHHbIN
npenapat, uU OWO3KBMBANEHTHOCTb WU TepaneBTUYECKas SKBMBANEHTHOCTb KOTOPOro
peepeHTHOMY  nekapCTBEHHOMY  npenapaTty  MOATBEpXAeHa  COOTBETCTBYHOLMUMU
nccnegoBaHNsSMK;

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-03 cmambsi 4 Hacmosiuezao
®eldeparnbHo20 3akoHa doriofiHeHa ryHkmom 12.1, ecmynarowum e cuny c¢ 1 urons
2015 a.

12.1) TepaneBTMYeCKasi  3IKBUBANEHTHOCTb -  [JOCTWXKEHME  KIMHUYECKN
COMNOCTaBMMOro TepaneBTUYecKoro addpekta npu NpUMEHEHUM NeKkapcTBEHHbIX NpenapaToB
ANa MeULMHCKOro NpUMEHEeHUs Ans OOHON U TOW e rpynnbl OOMNbHbLIX N0 OOHUM U TEM Xe
noKasaHusiM K MPUMEHEHNIO;

MHdopmaums 06 nameHeHusix:

®dedepanbHbIM 3aKOHOM om 22 Oekabpsi 2014 e. N 429-®3 cmambsi 4 Hacmosuwe2o
®edepanbHo20 3akoHa O0oriofiHeHa nyHKmom 12.2, ecmynarowum e cuny ¢ 1 urons
2015 e.

12.2) 6buoaHanoroBbin (6bMonoao6HLIN) NeKapcTBEHHbIN npenapaT (buoaHanor) -
Ovonornyeckun  nekapcTBeEHHbIM  MNpenapaTt, CXOXWA MO MnapamMeTpaMm  KayecTBa,
adppekTnBHOCTM M ©Be3onacHOCTM C pedepeHTHbIM OMONOrMYECKUM  NEeKapCTBEHHbLIM
npenapaToM B TaKOW Xe JiekapCTBEHHON hopMe N MMEOLLNA OEHTUYHBIN CnOCcob BBeAEHMS;

MHdopmaums 06 nameHeHusIx:

®dedepanbHbIM 3aKOHOM om 22 Oekabpsi 2014 e. N 429-®3 cmambsi 4 Hacmosuwe20
®edepanbHo20 3akoHa OoriofiHeHa nyHKkmom 12.3, ecmynarowum e cuny ¢ 1 urons
2015 e.

12.3) B3anmo3amMeHsieMbI JfleKapCTBEHHbIN NMpenapar - fIeKapCTBEHHbLINM npenapar
C [JOKasaHHOW TepaneBTMYECKON OKBMBANEHTHOCTbIO MM OMO3KBMBANEHTHOCTLIO B
OTHOLWLEHUN pedEPEHTHOIO fEKapCTBEHHOINO Mpenapata, MMEKLWWN 3KBUBANEHTHbIE eMy
Ka4eCTBEHHbIN COCTaB W KOJSIMYECTBEHHbIW COCTaB [OEWCTBYIOLLUMX BeLLecTB, COCTaB
BCNoMoOraTesibHbIX BELWECTB, fIeKapCTBEHHYO hopmy 1 cnocob BBeaeHUS;

13) nekapcTBeHHOE pPacTUTESNIbHOE CbIpbe - CBEXWEe UMW BbICYLLIEHHble pacTeHus
nmbo nx YacTtu, Ucnosib3dyemble O51s1 NPOM3BOACTBA JIEKAPCTBEHHbBIX CPEACTB OpraHu3aumsiMm
- Npou3BOOAMTENAMM JEeKapCTBEHHbIX CPeACTB UMW U3FOTOBIIEHUS  NleKapCTBEHHbIX
npenapaToB anTeYHbIMWU OpraHn3auusiMn, BeTEepPUHAPHBbIMU anTeYHbIMU OpraHu3aumsiMu,
MHOMBUAYANbHLIMU NpeanpuHUMaTensa My, UMerLWMMn NNLEH3NI0 Ha (hapMaLeBTUYEeCKYO
DEeATeNbHOCTb;

14) nekapcCTBEHHbIW pacTUTeribHbIA MpenapaTr - JlIeKapCTBEHHbIN npenapar,
npoun3sseneHHbIN UNN U3roTOBMEHHbIV N3 O4HOro BMAa fekapCTBEHHOIO PacTUTESIbHOMO Chipbs
NN HECKOJSbKNX BUOOB TAKOro Cbipbs W peanndyemMbin B pac)acoBaHHOM BUAe BO BTOPUYHOM
(noTpebuTenbCcKon) ynakoBke;
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MHdopmaumsa 06 nameHeHusx:

®edepanibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-®3 nyHkm 15 cmambu 4
Hacmosiweao @edepasibHO20 3aKOHa U3/I0XKeH 8 Ho8oU pedakyuu, ecmynarowel 8 cusny ¢
1 urons 2015 e.

CmM. mekcm nyHkma e npeodbidyuwel pedakyuu
15) romeonaTtuvyeckuni rieKapCTBEHHbIW npenapaTt - JeKapCTBEHHbIA npenapar,
NPOu3BEAEHHbIN WM U3FOTOBMEHHbLIN M3  (papmaueBTMdeckon  cybctaHumm — unu
dhapmaueBTUYECKMX CYOCTaHUMN B COOTBETCTBMM C TpeboBaHMs MU OBLLMX bapMaKkonenHbIX
ctaTel K romeonaTM4yeckMMm IneKkapCTBEHHbIM npenapatam wWnuM B COOTBETCTBUM C
TpeboBaHNAMU hapmakoneun CTpaHbl NPOU3BOANTENS TaKoro NekapCTBEHHOro npenapara;

MHdopmaums 06 naMmeHeHusix:

®edepasibHbIM 3aKkoHOM om 22 Oekabpsi 2014 2. N 429-®3 8 nyHkm 16 cmambu 4
Hacmosiweao ®edeparnibHO20 3aKOHa BHECEHbI U3MEHeHUsl, ecmynarouwue e cusy c 1
uronss 2015 a.

CmM. mekcm nyHkma e npeodsbidyw,el pedakyuu
16) wMexayHapoaHoe HernaTeHTOBaHHOe HauMMeHOBaHME JleKapCTBEHHOro
cpeacTtBa - HaMMEHOBaHME [OEWUCTBYHOLLErO BeLlecTBa apMaueBTUYECKOW CyOCTaHUuMM,
pekomeHaoBaHHOEe BceMmnpHom opraHmMsaumen 3gpaBooXpaHeHns;

MHdopmaumsa 06 nameHeHusx:

®dedepanbHbIM 3akOHOM om 22 Oekabps 2014 2. N 429-®3 e nyHkm 17 cmambu 4
Hacmosiweao PedepalribHO20 3aKOHa BHECEeHbl U3MEeHeHus, ecmynarouwue 8 cusy c 1
urona 2015 a.

CmM. mekcm nyHkma e npedsbidyw,el pedakyuu
17) TOproBoe HaMMeHOBaHMEe JIeKAapCTBEHHOro cpeAcTBa - HaMMEHOBaHMWe
NeKapCTBEHHOrO CpPeAcTBa, MPUCBOEHHOE €ro pa3paboTyMKoM, AepXaTenem unu
BnagenbLemM perncTpaumMoHHOro YA0CTOBEPEHMS NNEKapCTBEHHOIO Npenapara;

MHdopmaums 06 nameHeHusIx:

®edepasibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-03 cmambsi 4 Hacmosiuezao
®eldeparnibHo20 3aKkoHa doriofiHeHa ryHkmom 17.1, ecmynarowum e cuny c¢ 1 uwons
2015 a.

17.1) rpynnuMpoBOYHOEe HauMeHOBaHMEe JIeKapCTBEHHOro npenapara -
HavMMeHOBaHMe  feKapCTBEHHOro  npenapaTta, He  MMelwero  MeXxayHapoOHOro
HenaTeHTOBAHHOMO HauMMEHOBaHMS, WNW  KOMOWHAUWW  NEeKapCTBEHHbIX npenapaTos,
ncnonb3yemoe B Lenax obbeamHeHns ux B rpynny nog eauHbiM HauMeHOBaHUeM ncxogs m3
OOWHAKOBOro COCTaBa AeNCTBYIOLINX BELLECTB;

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3akOHOM om 22 Oekabps 2014 2. N 429-®3 e nyHkm 18 cmambu 4
Hacmosiweao ®edeparnbHO20 3aKOHa BHECEHbI U3MEHEHUs, ecmynarouwue 8 cusy ¢ 1
urons 2015 a.

CmM. mekcm nyHkma e npeodsbidyw,el pedakyuu

18) ob6wasa chapmakonenHas ctaTbs - AOKYMEHT, YTBEPXKOAEHHbIA YNOMHOMOYEHHbLIM
deaepanbHbIM OpraHOM WCMOMHUTENLHOM BRAacTU U COAEPXalLMW nepeyeHb nokasaTternen
KadectBa W (MNM) METOLOB KOHTPOMsS KadecCTBa KOHKPETHOW JieKapCTBEHHOW (hopMbl,
NIEKAPCTBEHHOINO PACTUTENBbHOINO  CbiPbdA, OMNUCAHUA  OBUOMOrMYEecKnX, BUOXMMUYECKMX,
MUKPOBMOSOrMYecknx, (OU3NKO-XMMUYECKUX, (PUBNYECKNX, XUMUYECKMX U APYrMX MeToL0B
aHanu3a nekapCTBEHHOro CcpeacTBa, a Takke TpeboBaHMA K MCNOMNb3yemMbiM B LENAX
npoBeaeHNst AAaHHOMO aHanM3a peakTMBam, TUTPOBaHHbLIM pacTBOpaM, NHOUKaTopam;

MHdopmaums 06 uaMeHeHusix:
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®edepasibHbIM 3akOHOM om 22 Oekabpsi 2014 2. N 429-03 6 nyHkm 19 cmambu 4
Hacmosiweao ®edepalsibHO20 3aKOHa 6HeCeHbl U3MeHeHusi, ecmynarowue 8 cuny c 1
urons 2015 a.

CmM. mekcm nyHkma e npedsbidyuwel pedakyuu
19) apmakoneHasi cTaTbs - [OOKYMEHT, YTBEPXKAEHHbIA YNONTHOMOYEHHbLIM
denepanbHbIM OpraHOM WCMONTHUTENbHOW BacTM U codepXalluii nepeyeHb nokasaTenemn
KayecTBa U METO0B KOHTPOIIS KaYeCcTBa NleKapCTBEHHOIO CpeacTBa;

MHdopmaums 06 nsMeHeHusix:

®edepasibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-®3 cmambsi 4 Hacmosiu,ezao
®edeparnibHo20 3akoHa OoriofiHeHa rnyHKkmom 19.1, ecmynarowum e cuny ¢ 1 urons
2015 e.

19.1) cTtaHpapTHble oOpa3ubl - BeLecTBa, NOCPEACTBOM CPaBHEHMS C KOTOPbIMU
OCYLLIECTBMNSAETCHA KOHTPONb KayecTBa MCCrefyeMblX JeKapCTBEHHbIX CPeACTB C MOMOLLbLO
PUBNKO-XUMNYECKUX N BUONOrMYEeCcKMX MeTOOOB B LENsiX MOATBEPXAEHUS COOTBETCTBUSA
NeKkapCTBEHHbIX cpeAcTB TpeboBaHMAM HOPMATUBHOW AOKYMEHTAUMW, YCTaHOBMEHHbIM MNpwu
OCYLLIECTBMEHNM TOCYAAPCTBEHHOW perucTpaumm, n KoTopble NPUMEHATCA ANna KannbpoBku
CTaHOapTHbIX 06pasuoB NPOU3BOAUTENSA FEKapCTBEHHbIX CPeacTB, WCNOSb3yeMblX O
KOHTPOMS Ka4eCTBa M MHbIX Lienen npu obpalleHnn nekapcTBeHHbIX CPeacTB;

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-®3 cmambsi 4 Hacmosiuezao
®eleparnbHo20 3akoHa dOorofiHeHa ryHkmom 19.2, ecmynarowum e cuny c¢ 1 uwons
2015 a.

19.2) ¢papmakonenHbIM CTaHOapTHbIA oObOpasew - CcTaHgapTHbIM obpaseu,
npoun3BefeHHbI B COOTBETCTBUKN C (hapMakonenHon cTaTben;
20) HopmaTMBHasA [OOKyMeHTauuMsi - [JOKYMEHT, cojepXawui nepedeHb

onpenensieMbix Mo pesyfbTaTaM COOTBETCTBYIOLUMX SKCMEepTU3 rfokasaTenen kadvectBa
neKapcTBEHHOro cpeacTBa Anst MEAMUMHCKOTrO MNPUMEHEHUs, MeTOOOB KOHTPONS ero
KayecTBa M YCTAHOBINEHHbIN €ro NpoM3BoaUTENEM;

21) HOPMaTUBHbIN AOKYMEHT - JOKYMEHT, COAepXaluuii nepeyeHb onpeaensiemMblx no
pesynbTaTtam COOTBETCTBYHLUMX 3KCMepTM3 MokasaTernen kavectBa U (unvM) MeTodoB
KOHTPOMNS KayecTBa JEeKapCTBEHHOM (QOpMbl, onucaHusi BMonornyeckux, GMOXMMUYECKUX,
MUKPOBUONOIMYECKMX, (DUBNKO-XUMUYECKNX, (DPUSUYECKUX, XUMUYECKUX U APYrUX MEeTOAdOoB
aHanu3a reKapCTBEHHbIX CpeacTB A BeTepUMHApHOro npuMeHeHusl, TpeboBaHus K
MCNOMb3yeMbiM B LEnsX MNPOBEAEHUs [OaHHOIO aHanusa peakTMBaM, TUTPOBAHHbLIM
pacTBopam, UHAMKATOPaM M YCTAHOBMNEHHbIVA €ro NPOU3BOAUTENEM;

MHdopmaumsa 06 nameHeHusx:

®PedepasibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-®3 cmambss 4 Hacmosuwezao
®edeparnibHo20 3akoHa OQorosiHeHa ryHkmom 21.1, ecmynarowum e cuny c¢ 1 uwons
2015 e.

21.1) obwmMn TeXHUYECKUNU [OOKYMEHT - KOMMSIEKT [OKYMEHTOB W MaTepuanos,
COCTOSALLUMMA M3 HECKOSbKUX pas3fdenoB - AOKYMEHTauuu agMUHUCTPATMBHONO Xapaktepa,
XMMUYEecKon, dapmaueBTUYeckom U BUonorMyeckon AOKyMeHTauuun, apmakonornyeckon,
TOKCUMKONOMMYEeCKON OOKYMEeHTauuu, KIAMHUYECKOW [OOKYMeHTauuuM W npeactaBnsieMbli
OAHOBPEMEHHO C 3asiBNIEHMEM O roCyAapCTBEHHOW pernctpauun nekapcTBeHHOro npenapaTa
ans  MeauuMHCKOro  npuMeHeHuMs B dopmarte, YCTaHOBMEHHOM  YNOSTHOMOYEHHbIM
denepanbHbIM OpraHOM UCMOSTHUTENBLHOW BNACTW;

22) Ka4ecTBO JIeKapCTBEHHOro cpeacTBa - COOTBETCTBME JIEKAPCTBEHHOIO CpeacTBa
TpeboBaHnaM dapmakonemHon ctaTtbM nNMBO B Ccnyyae ee OTCYTCTBUA HOPMaTUBHOM
AOKyMEHTauumn Unm HopMaTUBHOIO JOKYMEHTa;
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23) 6e30MacHOCTb JIeKapCTBEHHOrO CpeacTBa - XapaKTepUCTUKa JeKapCTBEHHOro
cpeacTBa, OCHOBaHHasi Ha CpaBHUTENbHOM aHanuM3e ero 3gpdEKTUBHOCTU M puUcka
NPUYMHEHMS Bpeada 300POBbHO;

24) 3pheKTUBHOCTb JIeKapCTBEHHOro rMnpenapaTta - XapakTepucTUKa CTemneHu
MONOXWTENbHOIO BIUSAHWSA NeKapCTBEHHOro npenapaTta Ha Te4deHue, MPOAOIMKUTENbHOCTb
3aboneBaHus UNK ero NpeaoTepalleHre, peabunuTaumio, Ha CoxXpaHeHue, nNpeaoTepaLleHme
Unn npepbiBaHne 6epeMeHHOCTH;

25) cepusi NeKapCTBEHHOro cpeacTBa - KOMMYECTBO JEKapCTBEHHOro cpeacTsa,
npousBeAeHHoe B pe3ynbTaTe 0QHOr0 TEXHOOMMYECKOrO LiMKIa ero Npou3BoaMTENEM;

26) perMcTtpauuMoHHOe yAoOCTOBepeHue reKapCTBEeHHOro npenapara - [JOKYMEHT,
noATBepXKaaLWNiA hakT rocyaapCTBEHHOW perMcTpaumm nekapcTBeHHOro npenapara;

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-®3 cmambsi 4 Hacmosiuezao
®eleparnibHo20 3aKkoHa OoriofiHeHa ryHkmom 26.1, ecmynarowum e cuny c¢ 1 uwons
2015 a.

26.1) pepxaTtenb wnuM  BRageney perucTtpauMoOHHOro  yaoCcToBepeHus
nekapcTtBeHHOro npenapara - pa3paboTyMk NnekapcTBEHHOro cpeacTBa, MPOM3BOAUTENb
NeKapCTBEHHbIX CPeACTB UMM UHOE topuandeckoe nuuo, obnagatollee npasBoMm BnageHus
perMcTpaLnoHHbIM  YAOCTOBEPEHMEM, KOTOpble HEeCyT OTBETCTBEHHOCTb 3a KayecTBo,
3(PPEeKTUBHOCTb U BE30MaCHOCTL NIEKAPCTBEHHOIO NpenapaTa;

27) perucTpaumMoHHbIM HOMep - KogoBoe 00O03HayeHue, MPUCBOEHHOE
nekapcTBEHHOMY npenapaTy Npu ero rocygapCTBEHHON perncrpaumu;

MHdopmaumsa 06 nameHeHusax:

®edepasibHbIM 3aKkoHOM om 6 Oekabps 2011 2. N 409-©3 6 nyHkm 28 cmambu 4
Hacmosiweao ®edepanibHO20 3aKOHa BHECEHbl U3MEHEHUs, ecmynaroujue e cusy o
ucmeyeHuu mpuduamu OHel rocne OHA oghuyuasibHO20 onybsiukoeaHusi Ha38aHHO20
®edeparnbHO20 3aKoHa

CmM. mekcm nyHkma e npedbidywell pedakyuu

28) oOpaweHue rneKapcTBeHHbIX CpeacTB - paspaboTka, [OOKIMHUYECKME
nccnenoBaHust, KIMHUYECKME WUCCreaoBaHWs, SKCMepTu3a, rocyaapCTBEHHAsA perucrpaums,
CTaHAapTM3aLmMsa U KOHTPOSb KayecTBa, NPOU3BOACTBO, U3rOTOBIEHNE, XpaHEHME, NepeBO3Ka,
BBO3 B Poccunckyio depepauuio, BbiBO3 M3 Poccuickon ®Pepepauun, peknama, OTMYCK,
peanuaauus, nepegaya, npPUMEHeHne, YHUYTOXEHNE NeKapCTBEHHbIX CPEACTB;

29) cybbekTbl obpalleHus neKapCcTBEHHbIX CpeacTB - u3nyeckue nuua, B TOM
Jyucne wuHauBMAyanbHble MpeanpuHUMaTeny, u puandeckme nuua, OocyllecTBhAsowme
AEeATeNbHOCTb Npy obpalleH NekapCcTBEHHbIX CPeacCTB;

MHdopmaums 06 naMeHeHusix:

®edepasibHbIM 3akoHOM om 22 Oekabpsi 2014 2. N 429-®3 8 nyHkm 30 cmambu 4
Hacmosiweao ®edepasribHO20 3aKOHa 6HeCEHbl U3MeHeHus, ecmynarowue 8 cusny c 1
urons 2015 a.

CmM. mekcm nyHkma e npeodbidywieli pedakyuu

30) pa3paboTumk NieKapCTBEHHOro CpeAcTBa - OpraHn3auus, obnagaroLlas npasamm
Ha pe3ynbTaTbl OOKIMHUYECKUX WCCNEeOBaHUN NEKapCTBEHHOrO CPeACTBa, KAMHUYECKUX
nccrnegoBaHWA  NEeKapCTBEHHOro npenapata M (MnM) Ha TEXHOMNOrMK  Npov3BOACTBa
nekapCcTBEHHOro CpeacTBa;

31) Nnpou3BOACTBO JeKapCTBEHHbLIX CPeACTB - OeATENbHOCTb MO MPOU3BOACTBY
NEeKapCTBEHHbIX CPEeACTB OpraHvM3auusiMyi - NpoOM3BOOUTENAMU NEKapPCTBEHHbIX CPEACTB Ha
OOHOW CTaauu, HECKOMbKMX MMM BCeX CTagusiXx TEXHONMOrM4eckoro npouecca, a Takke Mo
XPaHEHMUIO U peanu3aumm Npon3BedeHHbIX NeKapCTBEHHbIX CPEACTB;
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MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-®3 cmambsi 4 Hacmosiueao
®edeparnibHo20 3akoHa OoriofiHeHa rnyHkmom 31.1, ecmynarowum e cusny ¢ 1 urns
2015 a.

31.1) npou3BoACTBEHHas nriowagka - TepputopmanbHO 060COBMEHHbIA KOMMMEKC
NPOu3BOAUTENS JeKapCTBEHHbIX CPEeACTB, MNpedHa3Ha4YeHHbI [ONs  BbINOSIHEHUA BCEro
npouecca Npon3BoAcTBa NeKapCTBEHHbIX CPeACTB UK ero onpeaeneHHon ctaguu;

32) npousBoauTesb JleKapCTBEHHbIX CPeACTB - OpraHu3auusi, OCyLlecTBnstoLas
NPOU3BOACTBO JlEKapPCTBEHHbIX CPeacTB B COOTBETCTBUM C TpeboBaHMSIMW HaCTOALLEro
depepanbHOro 3aKoHa;

33) dhapmaueBTMUECKAA AEATENbHOCTb - [AEATENbHOCTb, BKMOYawwas B cebs
ONTOBYID TOPrOBMIKO JIEKAPCTBEHHBbIMW CpPeACTBaAMM, WX XpaHEHWe, NepeBOo3Ky U (1nn)
PO3HWYHYIO TOPrOBIKO NEKapCTBEHHbIMU MpenapaTtamMu, UX OTMNYCK, XpaHeHue, NepeBO3KY,
N3roTOBMEHME NEKAPCTBEHHbIX NpenapaTos;

34) opraHuMsauMs ONTOBOM TOProBfM JieKapCTBEHHbIMM cCpeAcTBaMU -
opraHusaums, OCYyLLECTBNAOWAA OMNTOBYK TOProBmnt0 JleKapCTBEHHbIMUM CpeacTBaMu, WX
XpaHeHue, NepeBO3Ky B COOTBETCTBUMN C TpeboBaHUAMN HacToswero deaepansHOro 3akoHa;

MHdopmaumsa 06 nameHeHusax:

®dedepasnibHbIM 3akOHOM om 25 Hosibpsi 2013 e. N 317-®3 e nyHkm 35 cmambu 4
Hacmosiuweao ®edepasibHO20 3aKOHa 8HECEHbI U3MEHEHUST

CmMm. mekcm nyHkma e npedbidyuwel pedakyuu

35) anTteyHas opraHu3auusa - opraHmMsauus, CTPYKTYpHOe nojgpasgeneHve
MEAMLUMHCKOM OpraHusaumm, OCYLLECTBNALWME PO3HUYHYID TOProBMiO NEeKapCTBEHHbIMM
npenapatamu, xpaHeHue, NepeBO3Ky, U3roTOBMEHME M OTNYCK NEeKapCTBEHHbIX NpenapaToB
ANs  MeOuLMHCKOro MNpPUMEHEeHUs B COOTBETCTBMM C  TpeboBaHMAMM  HACTOSLLErO
depneparnbHOro 3akoHa;

36) BeTepuMHapHas anTeyHas oOpraHuMsaums - OpraHu3auusi, CTPYKTYpHOe
nogpasgenieHne BeTEepUMHapHOM OpraHu3aumn, OCYLLECTBISIOWMNE PO3HUYHYIO TOProBIio
NEeKapCTBEHHbIMX MpenapaTtamu, XpaHeHue, WU3roToBfeHME W OTNYCK JleKapCTBEHHbIX
npenapaToB ANA BETEPUHAPHOro NPUMEHEHUS B COOTBETCTBMM C TPEOOBaAHUAMUN HACTOSLLErO
depepanbHOro 3akoHa;

37) ¢phanbcucuumpoBaHHOe NnekapcTBEHHOE CPeACTBO - NIEKAPCTBEHHOE CPeacTBo,
conpoBOXaaemoe JTIOXXHOW MHopMaLnen o ero coctase 1 (Unu) NpomsBoanTene;

38) HepobpokayecTBEHHOE NleKapCTBEHHOE CPeAcTBO - fleKapCTBEHHOE CPeACTBO,
He cooTBeTCcTBYyloLee TpeboBaHUAM hapmakonerMHon ctaTtbu NMBO B Criydae ee OTCYTCTBUSA
TpebOoBaHNAM HOPMATUBHOW AOKYMEHTALUN NN HOPMATUBHOIO AOKYMEHTA;

39) kKoHTpadhakTHOEe neKapCTBEHHOEe CpeacTBO - JIEKAapCTBEHHOE CpPeAcTBo,
HaxogsLeecs B 060poTe C HApyLIEHMEM rpaXKAaHCKOro 3aKkoHo4aTeNbCTBa;

40) pOKNMHUYECKOe uccrenoBaHWe NeKapCTBEHHOro cpeacrTBa - Guonormyeckue,
MUKpoBUonornyeckne, UMMYHOSOMMYECKNe,  TOKCUKONOrmyeckme, apmakonornyeckue,
dusnyeckme, XxmMMudeckne un apyrme uccnegoBaHus NEKapCTBEHHOrO CpeacTBa MyTeM
NPUMEHEHNA HayYHbIX METOAOB OLEHOK B Lensx nonyyeHus gokasatensctB 6e3onacHocTw,
KadecTBa M 9(pPEeKTUBHOCTU NEKapCTBEHHOIO CPeACTBa;

41) KNUHUYECKOe uccnefoBaHME JEeKapCTBEHHOro npenapara - U3yyYeHue
ANArHOCTUYECKMX,  NeYebHbIX,  NpoUNakTUYeckmx,  apMakonorMyecknx  CBOWCTB
NeKapCTBEHHOro npenaparta B MpoLEecce ero NpUMEeHEeHUs y 4YerioBeka, XXMBOTHOMO, B TOM
yucre npoueccoB BCaCbiBaHWSA, pacnpefeneHvsi, W3MeHeHWs W  BblBedeHus, nyTem
NPUMEHEHNA HayYHbIX METOAOB OLEHOK B Lensx nonyyeHus gokasatenbctB 6e3onacHocTw,
KayectBa U 9PAEKTMBHOCTM JIEKAPCTBEHHOrO npenaparta, AaHHbIX O HeXernaTernbHbIX
peakumsx opraHMaMa 4YenoBeKka, XXMBOTHOIO Ha NPUMEHEHWe NeKapCTBEHHOro npenapara u
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06 adpdekte ero B3auMoOOeWCTBUS C APYrMMWU NeKapCTBEHHbIMWM npenapatamu un (1Unwu)
nULLEeBbIMM NPOAYKTaMU, KOPMaMmu;

42) MHOroueHTpoBO€e KIIMHUYECKOe UccrneaoBaHMe NEeKapCTBEHHOro rnpenapara
ANs  MeAULMHCKOro MnpUMEHEeHUA - KIIMHUYEeCKOe UCCredoBaHue nekapCTBEHHOro
npenaparta gns MeauvuMHCKOro npuMeHeHus, npoBoanumoe pas3paboTyMKoM NeKapCTBEHHOMO
npenapata B [ABYyX W 0Oonee MeOUUUHCKUMX OpraHu3auusax Mo eauHOMY  MpOTOKONy
KNMHMYECKOro nccnegoBaHus fiekapCTBEHHOMO npenapara;

43) MeXxAayHapoaHoe MHOroLeHTpoBOe KNUHU4Yeckoe uccnepoBaHue
fleKapCTBEHHOro npenapata Ana MeOUUMHCKOro TMPUMEHEHUs -  KIMHU4Yeckoe
nccnefoBaHne rekapCcTBEHHOro npenaparta ans MeguuuHCKOro NpuUMeEHeHUsi, NpoBoaMMOe
pa3paboTyMKoM NeKapCTBEHHOro npenapaTta B pasfnyHbIX CTpaHax Mo eguHOMY NPOTOKOmy
KNMHNYECKOro nccnefoBaHna nekapCTBEHHOMo npenapara;

44) nocTperucTpaumMoHHoe KIIMHUYECKOe wuccriegoBaHue JeKapCTBEHHOro
npenapata Ans  MeAULMHCKOro MNpPUMEHEeHUMA -  KIWMHWYEeCKoe  uccnegosaHue
fieKkapCTBEHHOro npenapara ang MeguumMHCKOro npMMeHeHusi, NpoBoANMOE NpoussBoanTenemM
NeKapCTBEHHOro npenapaTa, rpaxgaHckui o60opOoT KOTOPOro OCyLecTBrseTcsa nocne
rocygapCTBeHHOW peructpauun, B Uendx [OMOfHUTeNbHoro cbopa [daHHbIX O  ero
6e3onacHoCTM U  3(PMEKTUBHOCTN, pPaCLUMPEHUA MNOKA3aHUN K TMPUMEHEHUID [OaHHOro
NeKapCTBEHHOro npenapata, a Takke BbISBfIEHUS HeXenaTernbHbIX peakuun nauMeHToB Ha
€ero JencTBue;

MHdopmaumsa 06 nameHeHusax:

®PedepasibHbIM 3aKOHOM om 22 Oekabpss 2014 2. N 429-©3 nyHkm 45 cmambu 4
Hacmosiweao ®edepasibHO20 3aKOHa U3/I0XKEH 8 HOBOU pedaKkyuu, ecmynarouwel 8 cusny ¢
1 urons 2015 a.

CM. mekcm nyHkma e npedbidyuw,el pedakyuu

45) uccnepoBaHMe OMO3IKBUBANEHTHOCTU JlIeKaApCTBEHHOro npenaparta - Bug
KIMHMYECKOTO  MUCCreaoBaHUS  NIEKApPCTBEHHOrO  npenaparta, MNpoOBEAEHME  KOTOPOro
OCyLlecTBNAAeTCa ANnd onpeaeneHns CKOPOCTU BcCacblBaHUS W BbIBEAEHUS OAHOrO WU
Heckomnbkux obnagamowmnx GapmMakonormyeckon akTUBHOCTbLIO AEWCTBYHOLLMX BELLECTB,
KonnyecTBa JeKkapCTBEHHOro npenaparta, OOCTUralwero CUCTEMHOrO KpPOBOTOKa, W
pesynbTaTbl KOTOpOro Nno3BONAT  caenaTb BbIBO/] o ONO3KBMBANIEHTHOCTU
BOCMPON3BEAEHHOrO NIeKapCTBEHHOrO npenapaTta B onpeAeneHHbIX fekapcTBEHHOM dopme 1
AO03UPOBKE, COOTBETCTBYKOLWNX OPME U [LOO3MPOBKE pPedEePEHTHOrO0 NEKapCTBEHHOMO
npenapara;

46) wuccnepoBaHMe TepaneBTUYECKOWM 3KBUBAJNIEHTHOCTUM  JIEKAPCTBEHHbIX
npenapartoB - BUA KITIMHUYECKOrO MCCNeaoBaHUs NIEeKapCTBEHHbIX NpenapaTtoB, NpoBeaeHmne
KOTOPOro  OCYLECTBNSETCA [ONA  BbIABNEHUA OOMHAKOBbIX CBOWCTB  JleKapCTBEHHbIX
npenapaToB OMpeaenieHHon nekapcTBEHHOM OopMbl, a Takke Hannuus OAMHAKOBbIX
nokasartenen 6e3onacHocT N 3EPEKTUBHOCTU NEKAPCTBEHHLIX MPenapaTtoB, OOUHAKOBbLIX
KIMHNYECKMX 3pPeKTOB Npn NX NPUMEHEHWUN;

47) nNPOTOKON KIIMHUYECKOro MCCrefoBaHUA JeKapCTBEHHOro npenaparta -
AOKYMEHT, B KOTOPOM oOnpegensitoTcs  uenu, (opmbl opraHmsaumm wn  MeTogonorus
NpoBeaeHNs KIMMHNUYECKOTO MCCNeaoBaHUsl, CTaTUCTMYeCKMe meToabl 06paboTkM pe3ynbTaToB
Takoro wuccrnegoBaHust u  Mepbl No obecneveHuto 6e3onacHOCTM  UBNYECKUX Nnu,
y4acTBYHOLLMX B KITMHUYECKOM UCCIe4oBaHMN NIEKapCTBEHHOMO NpenaparTa;

48) bpowtopa uccrnenoBartensl - CBOOHOE U3NOXEHNE pe3ynbTaToB AOKINHMYECKOro
nccnegoBaHUs NeKapCTBEHHONO cCpeacTBa M KIIMHUYECKOrO UCCRefoBaHUS fekapCTBEHHOro
npenapaTta ans MeanuuHCKoOro NpUMeEHeHNs;

49) nH(pOopMaLMOHHLIN JINCTOK MauueHTa - [JOKYMEHT, B KOTOPOM coAepxaTca B
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AOCTYNHON (popme CBeaeHusl, Kacarolmecs MpOBOAMMOIO KIIMHUYECKOrO MCCreaoBaHus
nekapcTBEHHOro npenapara, U B NMCbMeHHON hopme A0OPOBOSIbHOE Cornacue naumeHTa Ha
yyacTve B KIMHUYECKOM MUCCreaoBaHMM NeKapCTBEHHOrO npenaparta nocne 03HaKOMSEHUs C
OCOBGEHHOCTSIMU KITMHUYECKOTO UCCIef0BaHMs, UMEKLLMMY 3HaYeHNe A1 BbIpaXKeHUs1 Takoro
cornacus;

50) no6o4yHOe AencTBUE - peakLmsi opraHMama, BO3HUKLLAS B CBA3N C MPUMEHEHUEM
NeKapCTBEHHOro npenapata B [03aX, PEKOMEHAYEMbIX B MHCTPYKUMW MO €ro NPUMEHEHMIO,
ANns NpomnakTnkn, OUarHoCTUKK, nevyeHnst 3abonesaHnsa nnv ans peabunutaumu;

MHdopmaums 06 naMeHeHusix:

®edepasibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-®3 cmambsi 4 Hacmosiuezo
®edeparnbHo20 3akoHa oOorioniHeHa nyHkmom 50.1, ecmynarowum e cusny c¢ 1 urons
2015 a.

50.1) HexenaTtenbHaa peakuums - HenpegHamepeHHasi HebnaronpusaTHas peakuns
opraHuama, Kotopasi MOXeT BbITb CBA3aHa C NPUMEHEHNEM JleKapCTBEHHOroO npenaparTa;

51) cepbe3Hasa HexenarternbHas peakuusa - HexenaTenbHasi peakuus opraHusma,
CBSI3aHHas C NPUMEHEeHNeM fekapCTBEHHOroO npenapaTta, NnpuBeALlas K CMepTu, BPOXKAEHHbIM
aHoManuMsiM  WNU  NopokaMm pasBuTua NMbo npeactaenawas cobon  yrposy XMU3HM,
Tpebylouwas rocnuTanMsauun unu npueeLllas K CTOMKOW yTpate TPyAoCnocobHOCTM n (1nu)
WHBaNMOHoCTy;

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-®3 nyHkm 52 cmambu 4
Hacmosiweao @edepasibHO20 3aKOHa U3/I0XKeH 8 Ho8oU pedakyuu, ecmynarowel 8 cusny ¢
1 urong 2015 e.

CmM. mekcm nyHkma e npedbidywetl pedakyuu

52) HenpeaBuaeHHas HexenatesNibHaA peakuusa - HeXenaTtenbHas peakuums
opraHuM3ma, KOTopasi CBfi3aHa C MpPUMMEHEeHWeM feKapCTBEHHOro npenapaTta B [o3ax,
peEKOMEHOYEMbIX B MPOTOKOME €ro KNMHUYECKOro UccrnenoBaHnsi, Opoluope uccrnegosaTtens,
UNn ¢ NPUMEHEeHNeM NeKapCTBEHHOMO npenapara B 4o3aX, PEKOMEHAYEMbIX B MHCTPYKLUKN NO
ero npuvMEHEeHW Ans  nNpoUNaKTUKK, OUArHOCTMKKW, nedeHus 3aboneBaHusa wnm
MEeAMUMHCKOM peabunutauumn naumeHTa, U CYLWHOCTb, TSHXKECTb WM MCXO4 KOTOPOW He
COOTBETCTBYET UH(pOpMaLMKN O flekapCTBEHHOM NpenapaTte, coaepXallencs B NpoToKose ero
KNMHNYECKOro nccnegoBaHusi, 6GpoLuope nccrnegoBaTens Unn B UHCTPYKLMK MO MPUMEHEHMIO
neKapCTBEHHOrO Npenapara;

MHdopmaumsa 06 nameHeHusx:

®PedepasibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-®3 cmambs 4 Hacmosuwezo
®edepasibHo20 3akoHa O0orosiHeHa rfyHkmom 52.1, ecmynarowum e cuny c¢ 1 urons
2015 e.
52.1) cphapmakoHaa3op - BUA AEATENbHOCTU MO MOHUTOPUHIY 3dEKTUBHOCTU W
6e30nacHOCTM NEeKapCTBEHHbIX MpenapaToB, HaMpaBfEeHHbI Ha BbISBNIEHNE, OLUEHKY |
npefoTBpaLleHne HexenaTtenbHbIX NOCNeACTBUI NMPUMEHEHMUS NIEKaPCTBEHHbIX NpenapaTos;

MHdopmaums 06 naMeHeHusix:

®edepasibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-03 cmambsi 4 Hacmosiu,ezao
®edepasibHo20 3akoHa O0orosiHeHa rfyHKkmomMm 52.2, ecmynarowum e cusny c¢ 1 urons
2015 e.

52.2) nnaH ynpaBneHuss puckamum - noapobHoe onucaHue MeponpUATUA No
hapMakoHag30py, HanpasfeHHbIX Ha BbISBNEHWE, OUEHKY W npefoTBpalieHne  unu
MUHAUMU3ALNIO PUCKOB, CBSA3AHHbLIX C JEKapCTBEHHbIMWU MpenapaTtamu, BKNKYas OUEHKY
3¢ (PEKTUBHOCTU AAHHBLIX MEPOMNPUATUMN;

MHdopmaums 06 naMeHeHusix:
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IMyHkm 53 usmeHeH ¢ 1 ssiHeapsi 2018 e. - ®edepasnbHbIlt 3akoH om 29 utons 2017 e. N 242-
@3

Cwm. 6ydywyro pedaKkyuro

53) peuenT Ha NeKapCTBEeHHbIW npenapar - MUCbMEHHOE Ha3Ha4YeHue
NeKapCTBEHHOro npenapaTta no YyCTaHOBMeHHOW ¢opMe, BbldaHHOE MEAMLMHCKUM Unn
BETEpPMHapHbIM paboOTHMKOM, UMEKLWMUM Ha 3TO NpPaBO, B LENsX OTnycka NeKapCTBEHHOrO
npenapara unm ero 3roToBrneHnst 1 OTNycKa;

54) TpeboBaHMe MeOULIMHCKOW OpraHuM3auum, BeTepMHAPHOW oOpraHusauum -
AOKYMEHT YCTaHOBNEHHOW (POpMbl, KOTOPbLIA BbiNMCAH MEOUUMHCKAM WM BeTepUHapHbIM
paboOTHUKOM, MMEKLWMM Ha 3TO NpaBO, U COOEPXUT B MNUCbMEHHOW ¢bopMe YyKasaHue
anTeyHou opraHm3aumm o6 oTnycke NekapCTBEHHOro npenaparta UM O ero U3roTOBIEHUN U
o6 otnycke ana obecrneyvyeHus nevyebHoOro npouecca B MeAUUMHCKOW OpraHusauuu,
BeTepMHapPHOM opraHmnsaumm;

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-®3 cmambsi 4 Hacmosiu,e2o
®edepanbHo20 3aKoHa doriofiHeHa nyHkmom 55, ecmynarowum e cuny ¢ 1 urons 2015 a.
55) komnnekcHas oueHka NnekapCcTBEHHOro npenapaTa - OLueHKa 3aperncTpupoBaHHOro

NleKkapCTBEHHOro npenapaTta, BKNYawwas B cebs aHanms MHgpopMaunum o cpaBHUTENBHOMN
KNUHMYECKOM 3(PPEKTUBHOCTU U 6GE30MacHOCTM NEKAapCTBEHHOro npenapaTa, OUEHKY
9KOHOMMYECKMUX MNOCNEeACTBUA €ro NPUMEHEHUd, U3ydyeHue OOMNOSIHUTENbHbIX NOoCneacTBum
NPUMEHEHNA NeKapCTBEHHOro npenapaTta B Uenax MPUHATUS pelleHniA O BO3MOXXHOCTU
BKINIOYEHNSA NEKapCTBEHHOMo npenapaTta B nepeyeHb XU3HEHHO HEOOXOANMbBIX U BaXKHENLINX
NEeKapCTBEHHbIX MpenapaToB, HOPMaTMBHblE MNPaBOBble aKTbl W WHble [OOKYMEHTHI,
onpegensiloline MnOpsAOK OKasaHUs MeOVMUMHCKOM MOMOLUWM, WM UCKITIKYEHUs ero w13
YKa3aHHbIX NepeYHsl, akToB U JOKYMEHTOB.

FTAPAHT:

CM. KOMMeHTapun K ctaTbe 4 HacTosLero PeanepanbHOro 3akoHa

naBa 2. MonHomouus chepepanbHbIX OPraHOB UCNOSTHUTENIbHOM BNacTu, OpraHoB
MCNOJNTHUTENIbHOM BracTn cyobekToB Poccunckon Pegepaumm npu odpaileHumn
neKapcTBEHHbIX CpeAcTB

Cratba 5. [llonHomouna denepanbHbiX OPraHoB WCMOSTHATENBHOW BRactu npwu
obpalleHnn nekapCTBEHHbIX CPEACTB
K nonHomouusam cepepanbHbIX OPraHoB UCNOSTHUTENbHOW BNacTu npu obpaiieHumn
rfleKapCTBEHHbIX CPeACTB OTHOCATCS:

MHdopmaumsa 06 nameHeHusx:

®edepanibHbIM 3aKOHOM om 22 Oekabps 2014 e. N 429-®3 e nyHkm 1 cmambu 5
Hacmosiweao ®edepasibHO20 3aKOHa BHEeCeHbl U3MeHeHusi, ecmynaroujue 8 cusy c 1
urons 2015 a.

CmM. mekcm nyHkma e npeodbidywieli pedakyuu
1) npoBegeHne B Poccunckon depepauumn eanHON rocygapCTBEHHOW MOMUTUMKM B
obnacTtn obecneveHns nekapcTBEHHbIMM NpenapaTtamu rpaxaaH B Poccuickon ®egepaunu;

MHdopmaLms 06 naMeHeHusix:

®edepasibHbIM 3aKOHOM om 22 Oekabpsi 2014 e. N 429-®3 e nyHkm 2 cmambu 5
Hacmosiweao ®edepasribHO20 3aKOHa B6HEeCEHbl U3MeHeHus, ecmynarowue 8 cusny c 1
urons 2015 a.
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CmM. mekcm nyHKkma e npeodbidyuieli pedakyuu
2) yTBepxaeHue obwux capmakonenHbIX cTaTter, dapmakonerHbIX cTaTen,
n3gaHue rocygapCcTBeHHOW hapmakonewn, co3fjaHne n BedeHue peectpa hapmakonenHblxX
cTaHOapTHbIX 06pa3LoB;

MHdopmaums 06 nsmMeHeHusix:

®edepanbHbIM 3akoHOM om 25 utoHs1 2012 2. N 93-®3 6 nyHkm 3 cmambu 5 Hacmosiweao
®edeparnibHO020 3aKOHa 8HECEHbI USMEHEHUS

CM. mekcm nyHkma e npedbidyuw,el pedakyuu
3) ocyuwecTBneHne rocyaapcTBEHHOrO KOHTpons (Hagsopa) B cdepe obpalleHus
NeKapCTBEHHbIX CPEACTB;
4) NUUEH3NpoBaHME MPOU3BOACTBA JfIEKAPCTBEHHbIX CPeacTB M dhapMaueBTUYECKON
AEATEeNbHOCTM B COOTBETCTBUM C 3akoHoaaTenbcTBOM Poccuiickon ®enepauuu;
FTAPAHT:

Cm. TlonoxeHune O JNMLEH3UMPOBAHUM MNPOU3BOLCTBA  JfIEKAPCTBEHHbLIX  CPEeACTB,
yTBepXOeHHOe noctaHoBreHueMm [Npasutensctea P® o1 6 uona 2012 r. N 686

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3aKOHOM om 22 Oekabpsi 2014 e. N 429-®3 e nyHkm 5 cmambu 5
Hacmosiweao ®edeparibHO20 3aKOHa BHECEHbI U3MEHeHUs, ecmynaruwue e cusy c 1
urons 2015 a.

CmM. mekcm nyHKkma e npeodbidyuwiell pedakyuu
5) opraHuzauusi 3KCnepTU3bl JEKapCTBEHHbIX CPeacTB, 3TUYECKOW 3KCNepTusbl
BO3MOXXHOCTU MPOBEAEHMS KIMMHUYECKOrO WCCRNedoBaHWUs NeKapCTBEHHOro npenaparta ans
MeOMLMHCKOro NPUMEHEHWSs, 3KCNepTM3bl JOKYMEHTOB, NPEACTaBMEHHbIX AN onpeaeneHus
BO3MOXXHOCTU paccMaTpuBaTb fleKapCTBEHHbIN npenapaTt Ans MeauUMHCKOro MpUMEHEeHUs
npu rocyaapCTBEHHOW perncTpaumm B kayecTse opgaHHOro fiekapcTBEHHOro npenapara;

MHdopmaumsa 06 nameHeHusax:

®edepasibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-®3 cmambsi 5 Hacmosiu,ez2o
®edepanbHo20 3aKoHa doriofiHeHa nyHkmom 5.1, ecmynarowum e cuny ¢ 1 urons 2015 a.

5.1) opraHusaums nNpoBeneHMs KOMIMIEKCHON OLEHKU NeKapCTBEHHOro npenapara B
uensix nNpUHATUS pelleHMn O BO3MOXHOCTM BKIHOYEHUS JeKapCTBEHHOro npenaparta B
nepeyeHb KU3HEHHO HEOOXOAMMBIX U  BaXHEWWMX JEeKapCTBEHHbIX nNpenapaTtos,
HOpPMaTUBHbIE MpPaBOBbLIE aKTbl U MHble AOKYMEHTbl, Oonpegensiowme nopsgok okKasaHus
MEeAMLMHCKOM MOMOLLM UMW UCKIIOYEHUS ero 13 yKa3aHHbIX MEPEYHS, akTOB U JOKYMEHTOB;

6) Bblga4a paspeLlleHnin Ha NpoBeAeHME KITMHUYECKNX UCCNEeA0BaHUN NIeKapCTBEHHbIX
npenapaToB, BefeHWe peecTpa BblAaHHbIX paspeleHnn Ha npoBedeHne  KIMHUYEeCKNX
nccnegoBaHnin NiekapCTBEHHbIX NpenapaTos;

7) rocygapCTBeHHasi  perncrpauusi  nekapCTBEHHbIX  MpenapaTtoB, BeaeHue
rocy4apCTBEHHOIO peecTtpa NekapcTBEHHbIX CPEACTB;

MHdopmaums 06 naMeHeHusix:

®dedepanbHbIM 3akoHOM om 22 dekabps 2014 e. N 429-®3 nyHkm 8 cmambu 5
Hacmosiweao @edepasibHO20 3aKOHa U3/I0XKEeH 8 Hogol pedakyuu, ecmynarowel 8 cusny ¢
1 aHeaps 2016 e.

CmM. mekcm nyHkma e npedbidyuwell pedakyuu

8) opraHmszauma wn (MnNu) nNpoBedeHME WHCMNEKTMPOBaHUSA CyObekToB obpalleHus
NeKapCTBEHHbIX CPeaCTB Ha COOTBETCTBME MpaBuram Hagnexawen rnabopaTopHown
NpakTUKK, npaBunnamMm Hagnexawen KIMHUYECKOM NpaKTUKK, npaBuiaM Hagnexaiien
NPaKTUKN XpaHEeHUA W MepeBO3KM FeKapCTBEHHbIX MpenapaTtoB, npaBufiaMm Hagnexallen
ANCTPUOBLIOTOPCKOM NMPaKTUKK, NPaBUnNam Haanexawemn anTe4yHon NpakTukuy;
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MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-®3 cmambsi 5 Hacmosiuezao
®eldeparibHo20 3aKkoHa OoriofiHeHa ryHkmom 8.1, ecmynarowyum 8 cusy ¢ 1 utons 2015 e.
8.1) opraHusauma u (Mnn) npoBefeHUEe WHCNEKTUPOBaHUA cybbekToB obpalleHus
NeKapCTBEHHbIX CpeAcTB Ha cooTBeTcTBME TpeboBaHMAM npaBuil  Haanexawlewn
NPOM3BOACTBEHHOW MNPAKTUKW, Bbigaya 3akflo4YeHMn O COOTBETCTBUM MpoussBoauTens
NeKkapCTBEHHbIX CPeACTB TpeboBaHNAM NpaBun Haanexallen NnponsBoaCTBEHHON NPAKTUKK;

MHdopmaums 06 nsmMeHeHusix:

®edepasibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-®3 cmambsi 5 Hacmosiuezao
®edeparnibHo20 3aKoHa 0oriofIHeHa nyHKmowm 8.2, ecmynarowum e cusy ¢ 1 urons 2015 a.

8.2) ycTaHoBneHuMe nopsidka BeOEeHWs W BedeHMe T[OoCydapCTBEHHOro peecTpa
3aKMYeHNN O COOTBETCTBUM MPOU3BOANTESNS NEKAPCTBEHHbLIX CpeacTB TpeboBaHMsaM npasun
Haanexawen Npon3BoACTBEHHON NPAKTUKN;

9) rocygapcTBeHHasi permctpauus yCTaHOBMEHHbIX NPOU3BOAUTENAMM JIEKaPCTBEHHbIX
npenapaToB MpeAdesibHbIX OTMYCKHbIX LEH Ha >XM3HEHHO HeobxoguMMmble U BaXHeuwune
NeKapCTBeHHble MpenapaTtbl M BedeHVWe TrocyaAapCTBEHHOro peectpa npegenbHbIX
OTNYCKHbIX LIEH NPON3BOAUTENEN HA NIEKAPCTBEHHbIE NpenapaThl, BKIIOYEHHbIE B NepeyeHb
XWU3HEHHO HEOBXOOMMbIX N BaXXHENLLNX NIEKAPCTBEHHbIX NpenapaTos;

MHdopmaumsa 06 nameHeHusx:

®edepanbHbiM 3akoHoM om 13 uwona 20152. N 241-©3 cmambsi 5 Hacmosiwezo
®eldeparibHo20 3akoHa OorioniHeHa rnyHKkmom 9.1

9.1) cornacoBaHne MPOEKTOB PELUEHUN OpraHOB WCMOMHUTENbHON BRacTn cyObekToB
Poccunckon depepauumn 06 ycTaHOBNEHMM U (MNK) U3MEHEHUN NpPeaenbHbIX pasMepoB
ONTOBbIX HaabaBOK M NpedenbHbIX pPa3MepoB PO3HUYHbIX HagbaBoOK K aKTUYECKUM
OTNYCKHbIM LleHaM, YCTaHOBIIEHHbIM MPOM3BOAUTENSAMM FEKAPCTBEHHbIX NpenapaToB, Ha
NeKapCTBEHHble npenapaTtbl, BKIOYEHHbIE B MNepe4YeHb >KU3HEHHO HeobXoauMbIX W
BaXKHENLLMX NeKapCTBEHHbIX NpenapaTos;

MHdopmaumsa 06 nameHeHusax:

®edepasibHbIM 3aKOHOM om 22 Oekabpss 2014 2. N 429-®3 nyHkm 10 cmambu 5
Hacmosiweao ®edepasibHO20 3aKOHa U3/I0XKEH 8 HOBOU pedakyuu, ecmynarouwel 8 cusny ¢
1 urons 2015 a.

CmM. mekcm nyHkma e npedsbidyw,el pedakyuu
10) ycTaHOBMeHWe nopsigka BBO3a JleKAapCTBEHHbIX cpeactB B Poccuickyro
depepaumio 1 BbiBO3a NekapCTBEHHbIX cpeacTB n3 Poccunckon degepaunu;

MHdopmaumsa 06 nameHeHusx:

®PedepasibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-®3 cmambss 5 Hacmosuwezo
®edeparibHo20 3akoHa OQorosiHeHa ryHkmom 10.1, ecmynarowum e cusny ¢ 1 urons
2015 e.

10.1) Bblgaya, ycTaHOBMEHWE Mopsaka BbldauyM W QOPMbl JOKYMEHTA, KOTOPLIN
nogTeepxgaeT, 4TO NPOU3BOACTBO JIeKAPCTBEHHOro rpenapata OCYyLWeCTBEeHO B
cooTBeTCTBUM C TpeboBaHMaMM npaBui Hagnexawen npou3BOLACTBEHHOW MPAKTUKK, WU
NoaNeXnT NpeacTaBneHnto no TpeboBaHMI0 YNOSTHOMOYEHHOrO OpraHa CTpaHbl, B KOTOPYHO
BBO3UTCS JIEKAPCTBEHHbIM Npenapar;

FTAPAHT:

CMm. AOMUMHUCTpPATUBHLIW pernamMmeHT no npeactaBneHmto MuHnpomToprom Poccum
rocygapCTBEHHOM YyCcryru MO Bblgaye [OKYMEHTa, KOTOpbI MNOATBEPXKOAEeT, 4TO
NPOM3BOACTBO flIEKApCTBEHHOrO npenapaTta Ansi MeOULMHCKOrO NPUMEHEHUST OCYLLECTBIIEHO
B COOTBETCTBMM C TpeboBaHUSMW NpaBui Hagnexallen NpovM3BOACTBEHHOW MPaKTUKWU, U
noanexuT NpeacTaBneHno No TpeboBaHM YNOMHOMOYEHHOIO OpraHa CTpaHbl, B KOTOPYH
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BBO3UTCS NleKapCTBEHHbIM Npenapart, YTBEPXKAEHHbIN npuka3zomMm MuHnpomTopra Poccum ot
31 nekabpa 2015 r. N 4369

MHdopmaums 06 naMeHeHusix:

®edepanbHbiM 3akoHoMmM om 13 uwonsa 20152, N241-©3 e nyHkm 10.2 cmambu 5
Hacmosiweao PedepasibHO20 3aKOHa BHECEHbI UBMEHEeHUSs

CmM. mekcm nyHkma e npeodbidyuwel pedakyuu
10.2) Bblgaya, yCTaHOBMEHME MOpsiAKa Bbldayn U OopMbl AOKYMEHTA, COoAepKallero
cBefeHNsa O cTaamax TEXHONOMMYecKoro npouecca nNpon3BoAcTBa fekapCTBEHHOMO cpeacTea
AN MeOUMUMHCKOro MPUMEHEHUs, OCYLLECTBNSIEMbIX Ha Tepputopun EBpasuinckoro
3KOHOMWYECKOro CO3a;
FAPAHT:

CMm. AgMMHMCTpaATUMBHbLIA pernameHT MwuHnpomTopra Poccun no npeaocTaBreHuto
rocy4apCTBEHHOM YCryrM Mo Bbldaye AOKYMEeHTa, coAepXallero cBefdeHuss O CcTaausx
TEXHOJSI0rMYeCcKoro npouecca nNpou3BOACTBa JIEKAPCTBEHHOrO cpeAcTBa AN MegULUMHCKOro
NPUMEHEHNS, OCYLLECTBNAEMbIX Ha TeppuTopun EBpPasMinCKOro 3KOHOMMUYECKOrO COH3a,
yTBEPXAEHHbIM npukaszom MunnpomTtopra Poccum ot 31 gekabps 2015 r. N 4368

11) cosgaHue coBeTOB MO BOMPOCaM, CBSA3aHHbIM C OOpalleHneM reKkapCTBEHHbIX

CPeAacTs;
12) atTecTtaums n ceptTudunkaums cneunanmcros;
13) yTpaTtun cuny;

MHdopmaumsa 06 nameHeHusx:
Cm. mekcm nyHkma 13 cmambu 5

®edepasibHbIM 3aKOHOM om 22 Oekabpss 2014 2. N 429-®3 nyHkm 14 cmambu 5
Hacmosiweao ®edepasibHO20 3aKOHa U3/I0XKEH 8 HOBOU pedaKkyuu, ecmynarouwel 8 cusny ¢
1 urons 2015 a.

CmM. mekcm nyHkma e npedsbidyw,el pedakyuu

14) ocywecTBneHne papmakoHag3opa;

15) yyacTtne B MexayHapogHOM COTPYOHUYECTBE;

16) nonyyeHne nNo 3anpocaMm  YMNOSIHOMOYEHHOro  hbedepanbHOro  opraHa
NCMONHUTENbHOM BRacTU OT OpraHoOB WCMNOSIHUTENbHOM Bnactn cybbektoB Poccuinckon
depgepaumm, a Takke OT CybbEKTOB 0OpalLeHNs NTeKapCTBEHHbIX CPeACTB ANs MeaULMHCKOro
npUMeHeHna unHdopMaumm nNo BOMNPOCaM YCTAHOBNEHWA W MNPUMEHEHUST LUeH Ha
neKkapCTBeHHble npenapaTbl U HaabaBOK K HUM;

17) npmeHeHne mep OTBETCTBEHHOCTM 3a HapyLleHne 3akoHoaaTenbcTBa Poccumnckom
depepauunm;

MHdopmaums 06 naMeHeHusix:
®edepasibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-®3 cmambsi 5 Hacmosiuezao
®edeparnibHo20 3aKoHa doriosiIHeHa ryHkmom 18, ecmynarowum e cusny ¢ 1 urons 2015 a.

18) vyTBepxaeHve npaBun Hagnexawen nabopaTopHOM MPaKTUKK, MpaBusl
Hagnexaweun KINMHUYECKOW NpakTUKW, npaBui Hagnexauwen npousBOACTBEHHOW MPAKTUKM,
npaBuil Hagnexawen npakTUKM XpaHeHUs N MepeBO3KM JlIeKapCTBEHHbIX MpenapaTos,
npaBun Hagnexawen AUCTpMObLIOTOPCKON NPaKTUKK, MNpaBuil  Haanexaiwen anTevyHon
NPakTUKW, NpaBuST Hagnexalwlenm npakTukn papmMakoHaasopa NeKapCTBEHHbIX NpenapaToB
AN MeQULIMHCKOTO NPUMEHEHUS;

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-®3 cmambsi 5 Hacmosiueao

®edeparibHO20 3aKoHa OoriofiHeHa ryHkmom 19, ecmynarowum e cusny ¢ 1 urons 2015 a.
19) ycrtaHoBneHve nopsgka OPMUPOBAHUA  PErMcTpauuoHHOro [O0Cbe  Ha
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neKapCcTBEHHbIN npenapaT u TpeboBaHMI K JOKYMEHTaAM B €ro COCTaBE;

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-®3 cmambsi 5 Hacmosiuezao
®eldeparibHO20 3aKkoHa dorioniHeHa rnyHkmom 20, ecmynarouwyum 8 cusy ¢ 1 urons 2015 e.
20) yTBepxaeHue npaBusl pauuoHanbHOro Bblbopa HaMMEHOBaHWUM JeKapCTBEHHbIX
npenapaTos A1 MeQULMHCKOro NPUMEHEHNS;

MHdopmaums 06 naMeHeHusix:

®edepasibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-®3 cmambsi 5 Hacmosiuezao
®edeparnibHO20 3aKoHa 0oriofIHeHa nyHkmom 21, ecmynarowum e cusy ¢ 1 urons 2015 a.
21) yTBEpPXOEHME NepeyHsa HaMMEHOBAHUIN NTEKAPCTBEHHbIX OOPM;

MHdopmaums 06 naMeHeHusix:

®edepasibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-®3 cmambsi 5 Hacmosiueao
®edeparnibHO20 3aKoHa O0roIHEHa NMyHKMom 22, ecmynarowum e cusy ¢ 1 urons 2015 a.
22) chbopmumpoBaHMe peectpa TUMOBLIX MHCTPYKUMIA NO MEAULUHCKOMY NPUMEHEHNIO
B3anMMO3aMeHsSIeMbIX SleKapCTBEHHbIX NpenapaTos;

MHdopmaumsa 06 nameHeHusx:

®dedepanbHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-®3 cmambsi 5 Hacmosuweao
®edeparnibHo20 3aKoHa QorosIHeHa rMyHKmMom 23, ecmynarowum e cusy ¢ 1 urons 2015 a.
23) yTBEpXOEHWe TpeboBaHMM K WHCTPYKUMW N0 MEOAUUMHCKOMY NPUMEHEHMIO
NEeKapCTBEHHbIX npenapatoB W K WHCTPYKUMM NO  BeTEePUHAPHOMY  MPUMEHEHUIO
NeKapCTBEHHbIX NMpenapaTtos.;

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-03 cmambsi 5 Hacmosiuezao
®edeparnibHO020 3aKoHa 00rosIHEHa nMyHKmMom 24, ecmynarowum e cusy ¢ 1 urons 2015 a.
24) pocynebHoe 3aKpbiTUE CaNTOB, COAEPXKALLMX MHAOPMALMIO O PO3HUYHOM Npogaxe

ANCTAHUMOHHBIM cnocobom, npeanoxeHne o npuobpeTeHun LOUCTaHLMOHHBIM Crnocobom,
AOCTaBKe ANCTaHLMOHHbIM cnocobom u (Mnn) nepegadye uU3n4eckomy nuuy ANCTaHUNOHHbBIM
CnocobOM fNeKapCTBEHHbIX MpenapaToB, HAPKOTUYECKUX FEeKapCTBEHHbIX MpenapaToB U
NMCUXOTPONMHbIX JIEeKApPCTBEHHbIX MpenapaToB, 3a WCKNIOYEHWEM CrlyvyaeB, YCTaHOBIIEHHbIX
MpaBuTtenbcTBoM Poccumnckon degepauyumn.

FTAPAHT:

CM. KOMMeHTapun K ctaTbe 5 HacTosLlero PeagepanbHOro 3akoHa

MHdopmaums 06 naMeHeHusix:

®edepanbHbIM 3akoHoM om 13 urona 2015 2. N 233-03 Hacmoswuti @edeparibHbil 3aKOH
dorosiHeH cmameeu 5.1
Cratba 5.1. [lepegada ocCywecTBNeHUs MNONHOMOYMA doedeparibHbIX OpraHoB
NCNOSTHUTENbHOW BriacTy npu obpalleHnn nekapCcTBEHHbIX CPeacTB OopraHam
NCnonHUTENbLHON BriacTn cybbektoB Poccunckon depepaunm
MonHomouns denepanbHbiX OPraHoB MWCMOMHUTENBbHOM BRactTu npu  obpalweHun
NeKapCTBEHHbIX CPeacTB, NpeayCMOTPeHHble HacToswum defepanbHbiM 3aKOHOM, MOryT
nepegaBatbCs ANA  OCYLLECTBMEHWST OpraHaM WUCMOSHUTENbHOM Bractu CyObekToB
Poccuinckon depgepaummn noctaHoBneHnamu [pasutenbctBa Poccuinckon Pegepaunmn B
nopsigake, ycraHoBrneHHoM ®efeparnbHbIM 3akoHOM OT 6 okTs6ps 1999 roga N 184-93 "O6
o0LWKNX NpUHLMNax opraHn3auumn 3akoHofaTenbHbIX (NpeacTaBUTeNbHbIX) U UCNONMHUTENBHbLIX
OpraHoB rocygapcTBeHHoOn Bnactn cybvektoB Poccuiickon depepaumn’.
FAPAHT:

CM. koMMeHTapuum K ctatbe 5.1 HacTosiwero PegepanbHOro 3akoHa
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Crtatba 6. lNonHOMOYMsI OpraHOB MCMNOSMHUTENBHOW BRactu cybbekta Poccuiickon

depepaumm npu obpaLleHnn nekapCcTBEHHbIX CPEACTB

K nonHomounsim opraHoB MCNOSTHUTENBHOM BRnacTu cybbekta Poccuinckon ®egepaumnm
npv obpalleHnmn nekapcTBeHHbIX CPeacTB OTHOCATCS:

1) paspaboTka M peanusauus pervoHanbHbIX MNporpamm obecrneyeHusi HaceneHus
neKapCTBEHHbIMY NpenapaTtamu;

2) ycTaHoBNeHne npefesnbHbiX pa3smMepoB ONTOBbIX HAAOaBOK U NpeaenbHbIX pa3MepoB
PO3HNYHbIX HaAbaBOK K haKTUYECKMM OTMYCKHbIM LieHaM, YCTaHOBIEHHbIM MPOM3BOAUTENAMM
NeKapCTBEHHbIX MpenapaToB, Ha JleKapCTBEHHblIE npenapatbl, BKIOYEHHblE B MNepeyveHb
XN3HEHHO HEOOXOANMbIX U BaXXHEWLLMX NIEKAaPCTBEHHbIX NPenapaTos;

MHdopmaumsa 06 nameHeHusx:

®dedepanbHbIM 3akoHOM om 25 utoHs1 2012 2. N 93-®3 6 nyHkm 3 cmambu 6 Hacmosuweao
®edeparsibHO20 3aKOHa BHECEHbI USMEHEHUS

CmM. mekcm nyHkma e npeodsbidyw,el pedakyuu
3) ocyLLeCTBNEHNE pernoHanbHOro rocyAapCTBEHHONO KOHTPOISA 3a NPUMEHEHUEM LieH
Ha nekapCTBeHHble npenapaTbl, BKMOYEHHble B Mepe4YeHb XU3HEHHO HeobXoauMbIX U
Ba)XKHENLLMX NEKapCTBEHHbIX MpenapaToB, OpraHu3auusiMu ONTOBOW TOPrOBMM, anTe4YHbIMU
opraHu3auusMn, WUHAMBUAOYanbHbIMM NpeanpUHMMAaTENaMU, WMELUMMN  JNIMUEH3NI0  Ha
dhapmaLeBTUYECKYHO OEATENbHOCTb.

MHdopmaumsa 06 nameHeHusx:

Cmamebs 6 doroniHeHa ryHkmoMm 4 ¢ 1 sHeapsi 2018 e. - ®edeparsibHbIl 3aKOH om 29 utorns
2017 e. N 242-@3

Cwm. 6ydywyro pedaKkyuro
FTAPAHT:

CM. koMMeHTapun K cTaTbe 6 HacToswero ®egepanbHOro 3akoHa

NnaBa 3. locynapcTtBeHHan cpapmakones

Cratba 7. PaspaboTtka u u3gaHue rocyaapcTtBeHHOW dapMakorneun, pasMeLleHune
JAHHbIX O HEN
1. MNop rocypapcteeHHOM hapmakoneen MoOHMMaeTCcs CBOA 0OWmMx dpapMakonemHbIX
cTaTten n dpapmMakonemnHbix ctaTen.

MHdopmaums 06 naMeHeHusix:

®edepasibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-03 8 yacmb 2 cmambu 7
Hacmosiweao ®edepasribHO20 3aKOHa 6HeCEeHbl U3MeHeHus, ecmynarowue 8 cusy c 1
urons 2015 a.

CmM. mekcm 4Yacmu e npedbidyuiel pedakuyuu
2. PaspaboTtka o0uwmx chapmakonernHbix cTaTten n apmMakonenHblx cTaTen, B TOM
yncne papMakonenHblx cTaten Ha bapMakonenHble cTaHgapTHbIe 06pasLbl, U BKIOYEHNE UX
B rOCyOQapCTBEHHYK dapMakonew OCYLEeCTBASKTCA B nopsgke, YCTaHOBEHHOM
YNOMHOMOY€EHHbIM doefeparnbHbIM OPraHoOM UCMNOSTHUTENbHOWM BNACTH.

MHdopmaums 06 naMeHeHusix:

®edepasibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-©3 8 yacmb 3 cmambu 7
Hacmosiweao ®edepasribHO20 3aKOHa B6HeCEHbl U3MeEHeHuUs, ecmynarwue 8 cusny c 1
urons 2015 a.

CmM. mekcm 4yacmu e npedbidyuiel pedakuyuu
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3. Paspabotka papmakonenHon cTaTtbM Ha pechepeHTHbIA JeKapCTBeHHbIN
npenapar U BKMOYEHUE ee B rocyJapCTBEHHYI0 dhapmakonel B TedeHue Cpoka AenCTBUS
3aWMTbl  UCKNIOYUTESNTbHOMO nNpaBa, YAOCTOBEPEHHOrO0 MNaTeHTOM Ha pedepeHTHbIN
neKkapCTBEHHbIN NpenapaT, OCYLLEeCTBISITCS C cornacus ero paspaboTyumka.

4. [ocymapcTBeHHas apMakornesi M3gaeTcs YrnosIHOMO4YeHHbIM peaepanbHbIM
opraHoM WCMOMHUTENBbHON BNAcTU 3a CYET CPeAcTB defeparibHOro dromkera U NognexuT
nepeusgaHnam He pexe 4Yem oAuH pa3 B NATb NeT, B Nepuo Mexay KOTopbIMU U3garTca
NPUIOXEHNA K rocyaapcTBeHHOW bapmakonee, cogepxawme obwme dapmakonenHbie
ctatbu n (Unu) papmakonenHble CTaTbW, YTBEPXKAEHHbIE NOCHe U3gaHusa Unv nepensgaHns
rocyapcTBeHHoON hapmakoneu.

5. YnonHomMouYeHHbIn doepeparibHbIi opraH WCNOSTHUTENBHOW BRacTu pasmelyaeT
AaHHble O rocyfapCTBEHHOM (hapMakonee n NpUIOXKEHUAX K HEeW Ha cBoeM odumumanbHOM
cante B ceTu "MIHTepHeT" B yCTAaHOBIEHHOM UM rnopsake.

FTAPAHT:

CM. koMMeHTapumn K cTaTbe 7 HacToswero ®eagepanbHOro 3akoHa

MnaBa 4. locyaapCcTBEHHbIM KOHTPONb Npy obpalleHun nekapcTBeHHbIX CpeacTB

Cratba 8. JlMueHsnpoBaHMe  NPOU3BOACTBA  JIEKAPCTBEHHbIX  CPeacTB U
hapmaueBTUYECKON OeATENbHOCTH
1. JlnueHsmpoBaHMe Npou3BOACTBA JIEKAPCTBEHHbLIX CPeAcTB U dpapmMaueBTUYECKON
AeATeNIbHOCTU OCYLLECTBMSIETCA B COOTBETCTBUM C 3akoHopaTeribCcTBOM Poccunckon
depepaumn.
FTAPAHT:

Cm. TlonoxeHue 0O §UUEH3MPOBaHMM MNPOU3BOACTBA JIEKAPCTBEHHbLIX  CPEACTB,
yTBEpPXAEeHHOe nocTaHoBneHuem [pasutensctea P® ot 6 uonsa 2012 r. N 686
2. O6gszaTtenbHbiM  YyCNnoBMEM NPefoCTaBfeHMs fUUEH3MM Ha NpPOU3BOLCTBO
NEKapCTBEHHbIX CPeACTB SBASETCA MNPUITOXEHWE K 3asdBfEHU couckaTens nuueH3uu
nepeyHs nekapcTBeHHbIX dopM U (Mnn) BUOOB hapmMaueBTUYECKUX CyOCTaHLMWA, KOTOpble
Npoun3BoaMTENb NEKapCTBEHHbIX CPEeACTB HAMEpPEH NPON3BOANUTD.
3. B cnyyae Heob6xoanMMOCTM pacLuMpeHns Npon3BOACTBaA NEKapCTBEHHbLIX CPEACTB 3a
CYET HOBbIX NIeKapCTBEHHbIX (POPM 1 BUOOB (hapMaLeBTUYECKNX CyOCTaHLMI NPOU3BOANTESb
NEKapCTBEHHbIX CPeacTB AOMMKEH MOMyYuMTb HOBYK  JIMLUEH3WI Ha NpOU3BOACTBO
NeKapCTBEHHbIX CPeCTB.
FAPAHT:

CM. KoMMeHTapum K cTaTbe 8 HacToswero ®eaepanbHOro 3akoHa

MHdopmaumsa 06 nameHeHusx:

®edepanibHbIM 3akoHOM om 25 uwHsa 2012 2. N93-©3 cmambsi 9 Hacmosiuezo
®edepasibHO20 3aKOHa U3r10XKeHa 8 Hogou pedakuuu

CmM. mekcm cmambu 8 npedbidyuweli pedakyuu
Cratba 9. [ocymapCTBeHHbI  KOHTpOnb  (Hag3op) B cdepe  obpalleHus
NeKapCTBEHHbIX CPeaCcTB

1. TocymapcTBeHHbI KOHTpONb (Hag3op) B cdepe obpalleHuss nekapCTBEHHbIX
cpeacTB BKIo4vaeT B cebsi:

1) NMUEH3NOHHBLIN KOHTPOMb B Chepe NpPou3BOACTBA NEKapCTBEHHbIX CPeACTB U B
cepe dapmaLeBTUHECKON OEATENBLHOCTY;

2) hegepanbHbI rOCygapCTBEHHbIM Haa3op B cdepe obpalleHns nekapcTBEHHbIX
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CpencTs;
MHdopmaumsa 06 nameHeHusx:
®edepasibHbIM 3aKOHOM om 22 Oekabps 2014 2. N 429-©3 vacmb 1 cmambu 9
Hacmosiweao PedeparsibHo20 3aKkoHa OorosIHeHa rnyHKmom 3, ecmynarowjum e cuny ¢ 1
urons 2015 a.

3) BbIGOPOYHbIN KOHTPOSb Ka4yeCcTBa NeKapCTBEHHbLIX CPEACTB.

2. JIMLUEH3NOHHBIN KOHTPONb B chepe MNPoOn3BOACTBA NEKapCTBEHHbIX CPeacTB M B
cthepe  papmaueBTMHECKOM — OEATESNIbHOCTM  OCYLIECTBNSAeTCA  YNONHOMOYEHHbIMU
deaepanbHbIM OpPraHoM WUCMOSNHUTENbHOWM BRacTu M opraHamuv WCMOMHUTENBbHOM BNacTu
cybbekToB Poccuickon degepaumm CorfacHo Mx KOMMNETEHUUU B nopsigke, yCTaHOBIIEHHOM
®denepanbHbIM  3akoHoM OT 26 pekabpa 2008 roga N 294-03 "O 3awwute npas
IOPUANYECKMX NUL U MHOMBMAOYANbHbIX  NpeanpuHAMaTenen nNpu  OCYLLECTBNEHUM
rocygapCTBEHHOro  KOHTporns (Hagsopa) WM MyHMUMNAnbHOrO KOHTpons", C  y4yeToMm
0COBEHHOCTEN OpraHu3auMm u npoBeAEHNS MNPOBEPOK, YCTAHOBMEHHbIX PepeparnbHbIM
3akoHom oT 4 wmas 2011 roga N 99-®3 "O nuueH3MpoBaHWUM OTAENbHLIX BUOOB
gestenbHocTn".

TAPAHT:

CM. AOQMUHMUCTpPaATUMBHbLIA  pernamMeHT  ucnonHeHnsa  MuHnpomToprom  Poccun
rocyaapCTBeHHOM (OYHKUMN MO OCYLLECTBEHUID NULEH3MOHHOIO KOHTPOMS AeATerlbHOCTU
No NPOW3BOACTBY JIEKAPCTBEHHbIX CPeAcTB  ANd  MEAUUMHCKOrO  NMpUMEHEeHUs,
yTBEPXAEHHbIN npuka3zom MunnpomTtopra Poccum ot 4 okts6psa 2013 r. N 1607
3. ®epepanbHbIi roCygapCTBEHHbIN Haa3op B cdepe obpalleHus NeKapCTBEHHbIX
CpeacTB OCYLLECTBISETCA YNOMHOMOYEHHbIMU dhefeparnbHbiMU OpraHamu MUCNoSTHUTENbHOM
BNacTu (ganee - opraHbl rocygapCTBEHHOrO Haa30pa) COrflacHoO NX KOMNeTEeHUUN B nopsiake,
ycTaHoBreHHoMm [NpaButensctsom Poccuiickon ®epepauuu.

MHdopmaums 06 nameHeHusIx:

®edepasibHbIM 3aKOHOM om 22 Oekabps 2014 2. N 429-©3 vacmb 4 cmambu 9
Hacmosiweao PedeparibHO20 3aKOHa U3/I0XXeHa 8 HogolU pedaKkyuu, ecmynaroweu 8 cusny
c 1 uronsa 2015 e.

CmMm. mekcm 4yacmu e npedbidyuweli pedakyuu

4. depepanbHbll rOCyOapCTBEHHbIM Haa3op B cdepe obpalleHuss NeKapCTBEHHbIX
CpencTB BKIlOYaeT B ceb4:

1) opraHusaumio M nNpoBedeHME NPOBEPOK cobnogeHus cybbektamm obpaleHus
NEeKapCTBEHHbIX CPeaCTB YCTaHOBIEHHbIX HacToAwmMM PeneparnbHbiM 3aKOHOM U MPUHATHIMA
B COOTBETCTBUN C HUM UHbIMU HOPMaTUBHLIMWU NpaBoBbIMU akTamu Poccurckon ®enepauuu
TpebOBaHUN K AOKMMHUYECKUM MWCCIEeAOBaHUAM JeKapCTBEHHbIX CPeacTB, KIMHUYECKUM
nccnenoBaHMsIM NEKapCTBEHHbIX MpenapaToB, XpaHeHWo, nepeBo3ke, BBO3Y B Poccumnckyto
depepaumto, OTNYCKy, peanusaumn nekapCTBEHHbIX CPeacTB, NPUMEHEHUIO NeKapCTBEHHbIX
npenapatoB, YHUMTOXEHUIO  JIEKAapCTBEHHbIX CpeacTs, a Takke  cobnoaeHus
YNOMHOMOYEHHbIMM OpraHaMn UCNOSTHUTENbHOW Bnactu cybbektoB Poccunckon deagepaumm
METOAMKN YCTAHOBMNEHUA npefenbHbIX pasMepoB ONTOBbIX HaabGaBOK W NpeaenbHbIX
pa3mMepoB pPO3HMYHbIX HagbaBOK K (aKTUYECKMM OTMYCKHbIM LieHaM, YCTaHOBIEHHbIM
NPOV3BOAUTENSIMW  NIEKApCTBEHHbIX  MpenapaToB, Ha JlekapCTBEHHble  npenaparthl,
BKMIOYEHHblIE B Mepe4vyeHb XU3HEHHO HEeoOXOAMMbBIX W BaXHEMWWUX NeKapCTBEHHbIX
npenapatoB (aanee - obs3aTenbHble TpeboBaHNS);

2) opraHuMsauui 1 npoBefeHMe NPOBEPOK COOTBETCTBUSA NEKAPCTBEHHbLIX CPEACTB,
Haxo4sALWMXCS B rpaXgaHckoMm 06opoTe, yCTaHOBMEHHbIM TPEDOOBaHNAM K MX KQYeCTBY;

3) opraHusaumto n nposegeHne hapmakoHagsopa;

4) npumMeHeHve B TMOpsdKe, YCTAHOBMNEHHOM 3akoHozaTernbCcTBOM Poccuiickon
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denepaunn, Mep No MNpecevYeHnto BbISIBNEHHbIX HapyLUeHWUid o6si3aTenbHbiX TpeboBaHuin U
(MnKn) ycTpaHeHMI0 NOCneacTBMA TakMX HapyLEHUR, B TOM 4YMCNE MNPUHATME PeELUEHMst O
HaxoXOeHWW NekapCTBEHHbIX CPeACTB B OOpalleHuu, Bblgady npeanvcaHuii o6 yctpaHeHun
BbISIBNIEHHbIX HapyLlleHun obs3aTenbHbiX TPeboBaHMI M NpUBNEYEHNEe K OTBETCTBEHHOCTU
NnL, COBEPLUMBLLMX TaKMe HapyLLUEHUS.

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3aKOHOM om 22 Oekabps 2014 2. N 429-©3 vacmb 5 cmambu 9
Hacmosiweao PedeparibHO20 3aKOHa U3JI0XXeHa 8 Ho8oU pedaKkyuu, ecmynaroweu 8 cusny
c 1 uronsa 2015 a.

CM. mekcm Yacmu e npedbidyuwieli pedakyuu

5. ®epepanbHbIi rocygapCTBEHHbIN Haa3op B cdepe obpalleHus NeKapCTBEHHbIX
CPEeACTB OCYyLUEeCTBNsSieTCA B MOpsiAke, ycTaHoBreHHoM ®epepanbHbIM 3akoHOM OT 26
aekabpa 2008 roga N 294-03 "O 3awuTe npaB OPUONYECKUX NUL U MHOMBUOYATbHbIX
npeganpuHuMmaTenen npu OCYLLECTBIIEHUM T[OCYAapCTBEHHONO KOHTponsa (Hagsopa) wu
MYHULUMNANbHOrO KOHTpons", ¢ y4eTOM OCOBEHHOCTEN, YCTAHOBMNEHHbIX HACTOALLIEN CTaTbEN.
lMpeaBapuTenbHOE corfacoBaHMe C opraHamm nNpoKypaTypbl CPOKOB  MpoBeaeHUus
BHEMMaHOBON MNpPOBEPKN CYObLEKTOB oOOpalleHnss IeKkapCTBEHHbIX CpeacTB, a Takke
npegBapuTenbHoe yBe4OMMNEHNE OPULNYECKNX NUL, MHONBMAYANbHbBIX NpeanpuHumaTenen o
Hayane npoBefeHus 3TON NpoBepku He Tpebyetcs. OpraHbl NPOKypaTypbl U3BELLAKOTCHA O
npoBedeHMM BHEMNAHOBOM MNPOBEPKM CYyObEKTOB oObOpalleHnss neKkapCTBEHHbIX CpeacTB
nocpeacTBOM HanpaBfeHUs COOTBETCTBYIOLLMX AOKYMEHTOB B TedeHue Tpex paboyumx gHen c
MOMEHTa OKOHYaHMSA NPOBEAEHUST YKa3aHHOW BHEMNAaHOBOW NPOBEPKM.

6. [JOrmKHOCTHbIE NnLa opraHa rocygapCcTBEHHOro Haa3opa B Nopsiake, yCTaHOBEHHOM
3akoHogaTenbcTBoM Poccunckon defepaumm, UMeoT nNpaso:

1) nonyyaTb Ha OCHOBaHWW MOTMBUPOBAHHbLIX MUCbMEHHBLIX 3aMpOCOB OT CyObeKToB
obpalleHns neKkapCTBEHHbIX CPEeACTB, OPraHoOB WCMNOSTHUTENbHOW BracTn CcyObekToB
Poccuinckon degepaumm n opraHoB MECTHOrO camoynpaBfeHns AOKYMEHTbl U MHopMaLmio
no Bonpocam obpalleHns neKkapCcTBEHHbIX CPeaCTB;

2) 6GecnpensaTCTBEHHO MO NpeabsBEHMM CNYXeOHOro yOoOCTOBEPEHUS U KOMun
npukasa (pacnopsbkeHusl) opraHa rocygapCTBEHHOrO Haas3opa O Ha3Ha4YeHMUM MNPOBEPKM
nocewiatb ncnosnb3yemble topuanNYECKNMM niuamu, NHONBMAYaNbHbIMU
npegnpuHuMmaTenamu, aBnawmMMnca cybbektamm obpalleHmst NekapCcTBEHHbIX CPEACTB, Npu
OCYLLIECTBMEHNN CBOEN OEATENbHOCTU TEPPUTOPUU, 30aHUS, NMOMELLEHUS U COOPYXEHUS B
Lenax NnpoBeaeHnsa MeponpuATUIA MO KOHTPOSO;

3) npoBoantb OTOOp 06pasuoB NeKapCTBEHHbIX CPEeACTB, MNpeAHas3HayYeHHbIX AnS
peanu3auun un peanudyembix cyObekTamum obpalleHnss neKapCTBEHHbIX CPeAcTB, Ans
NpoOBEpPKM WX KayecTBa, MPOBEOEHUS WCCNeAOBaHUW, WCNbITaHUA B COOTBETCTBMM C
npaesunammn otbéopa o0bpasLoB, YCTAHOBIIEHHBIMU YNOSTHOMOYEHHbIM heaepanbHbIM OpraHoM
NCNOSTHUTENbHOW BNaCTy;

4) BblgaBaTb cybObekTam obpalleHusi NeKkapCTBEHHbIX CpeacTB npeanucaHns o
npekpaweHnn HapyweHun obssaTtenbHbiXx TpeboBaHUM M 06 yCTPaHEHUU BbISBIIEHHbIX
HapyLleHnin 0bs13aTenbHbIX TpeboBaHWI;

5) HanpaBnsTb B YNOSIHOMOYEHHbIE OpraHbl Matepuanbl, CBA3aHHbIE C HapyLleHMSAMMU
o6s3aTenbHbiXx TpeboBaHW, AN peLleHns BOMPOCOB O BO30YXXAEHWW YronoBHbIX Aen Mo
npu3Hakam npecTynrieHnn.

MHdopmaumsa 06 nameHeHusx:

®dedepasibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-®3 cmambsi 9 Hacmosiuezao
®edeparnibHO20 3aKoHa QorosIHeHa Yacmbio 7, ecmynarowieu e cusy ¢ 1 urons 2015 a.
7. BblOOPOYHbIA KOHTPOSib KayecTBa fEKapCTBEHHbIX CPEeACTB OCyLecTBseTcs
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YNOMHOMOYEHHbIM doefepanbHbiM OpraHOM MCMOMHUTENBHON BNAacTW B YCTAHOBIEHHOM UM
nopsiake v BKNoYaeT B cebs:

1) obpaboTky cBegeHun, B obs3aTtenbHOM MoOpsAake MNpefocTaBnsieMblX CcybbekTamu
obpalleHna neKkapCTBEHHbIX CPeAcTB, O CepusiX, NapTUAX JeKapCTBEHHbIX CPeacTs,
nocTynawLLmnX B rpaxgaHckuin o6opoT B Poccuiickon degepaunm;

2) oTbop 06pa3LoB NekapCTBEHHbIX CPEACTB Yy CyOBHEKTOB 0OpaLLeHnNs NiekapCTBEHHbIX
CPEeACTB B LieNsAX NpoBeAEeHNa UCMbITaHWA Ha UX cooTBeTCTBME TpeboBaHMAM HOPMaTUBHON
AOKYMEeHTauun niim HopMaTUBHbIX JOKYMEHTOB;

3) NpuHATME No pe3ynbTaTaM MPOBEAEHHbIX UCMbITAHUA pelleHnss O AaribHenweM
rpaxgaHckoM 060poTe COOTBETCTBYHOLLErO NIeKapCTBEHHOro CPeAcTBa;

4) NpUHATME YNONHOMOYEHHbIM beaeparnibHbIM OPraHoM WCMOMHUTENBHON BriacTu
pelweHns O nepeBode NEKAPCTBEHHOINO CPeACcTBa Ha MOCEPUNHLIN BbIGOPOYHbLIA KOHTPOIb
KayecTBa fEeKapCTBEHHbIX CPEeACTB B Cryvyae MNOBTOPHOrO BbISABEHNA HECOOTBETCTBUS
KayecTBa NeKapCTBEHHOro CpeacTBa YCTaHOBMEHHbIM TpeboBaHMAM U (NpyU HEOBXO04MMOCTM)
O npoBepke CcybObekTa obpalleHns nekapCTBEHHbIX cpeacTB. Pacxoabl, cBsA3aHHble C
npoBeeHNEM MNOCEPUNHOIO BbIGOPOYHOIrO KOHTPONSA KavecTBa JfeKapCTBEHHbIX CPEeAcCTB,
onflaynBaloTC NPOU3BOAMTENEM JEKapCTBEHHOro cpeactBa nmbo agepxatenem  wunu
BnagenbuemM perncTpaLmMoHHOro yaoCTOBEPEHUS NeKapCTBEHHOro npenapara.

FTAPAHT:

CM. koMmMeHTapumn K ctaTbe 9 HacToswero ®efepansHOro 3akoHa

FnaBa 5. Pa3paboTtka, OKNUMHUYECKNe nccnenoBaHUA NeKapCTBEHHbIX CPeacTs, a
TaKXke KIIMHM4YeCcKue nccnenoBaHUA NeKapCTBEHHbIX NpenapaToB Afsi BeTepUHapHOro
NnpUMeHeHuA

CraTtbsa 10. Pa3paboTka nekapCTBEHHbIX CPeaCTB

1. PaspaboTka nekapCTBEHHbIX CpeacTB BkMovaeT B ceba MNOUCK  HOBbIX
hapMaKkonorMyeckn akTUBHbIX BeLeCcTB, nocnefywlee U3y4yeHMe UX JNeKapCTBEHHbIX
CBOWCTB, [OOKMMHMYECKME  UCCnefoBaHus, paspaboTky  TEeXHOMNorMi  npou3BOLCTBaA
hapmaueBTUYECKUX CyOCTaHUMK, pa3paboTky COCTaBOB W TEXHOMOMMA MpouU3BOACTBA
neKkapcTBeHHbIX NpenapaToB.

2. ®uHaHcoBoe obecneveHne pas3paboTKM NeKapCTBEHHbLIX CPeACTB OCyLLeCTBSeTCH
3a cyert:

1) cpencts henepanbHoro GooxeTa;

2) cpencTB pa3paboTUMKOB NEKapCTBEHHbIX CPEACTB;

3) cpencTtB nNpou3BoAMTENEN NEKApPCTBEHHbLIX CPeACTB MPU BbIMNOMIHEHUM HAyYHO-
nccnepoBaTenbCkMx paboT No JOroBOpy Mexay pas3paboTymKoM feKkapCTBEHHbIX CPeacTB U
npoun3BoauTeNeM fieKapCTBEHHbIX CPEACTB;

4) HbIX He 3anpeLLeHHbIX 3aKkoHoaaTenLcTBoM Poccuiickon ®efepaumm MCTOYHUKOB.

3. lMNpaBa pa3paboTyMka NeKapCTBEHHOro CpeAcTBa OXPaHAKTCA FpaXAaHCKUM
3aKOHOAaTesIbCTBOM.

FTAPAHT:

CmMm. kommeHTapum k ctatbe 10 HacTosiwero ®egepanbHOro 3akoHa

Cratba 11. [oknuMHuyeckoe wuccrnegoBaHME NEeKapCTBEHHOro cpeacrtBa  Ans
MeOMLMHCKOro NPUMEHEHNS

1. JloknuHMnyeckoe uccnegoBaHue JIeKapCTBEHHOro cpeacTBa Anst MeauUMHCKOro

NPUMEHEHNA NPOBOANTCA MyTEM NPUMEHEHNSA HAY4YHbIX METOLOB OLEHOK B Lensax nofyyeHus
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[AoKasaTenbcTB 6e30MacHOCTU, kKayecTBa 1 3PdEKTUBHOCTM NEKapCTBEHHOIO CPeacTBa.

MHdopmaumsa 06 nameHeHusx:

®edepanibHbIM 3akOHOM om 22 Oekabpsi 2014 2. N 429-®3 8 vacmb 2 cmambu 11
Hacmosiweao ®edepalribHO20 3aKOHa 6HeCeHbl U3MeHeHusi, ecmynarowue 8 cusny c 1
urons 2015 a.

CmM. mekcm Yacmu e npedbidyujell pedakyuu

2. [oknuHu4yeckoe wuccregoBaHMe NEeKapCcTBEHHOINO CpeAacTBa Ans MeaMLMHCKOro
NPUMEHEHNs NPOBOAUTCS B COOTBETCTBMM C MNpaBuiiaMu Hagnexailen nabopaTtopHOM
NpakTUKK, YTBEPXOEHHbIMW YMNONHOMOYEHHbIM deaepanbHbIM OpraHoOM UCMONHUTENbHOW
BNacTu.

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3aKkoHomM om 2 uwnsa 2013 2. N 185-®3 8 vacmb 3 cmambu 11
Hacmosiweao ®edepasribHO20 3aKOHa 6HeCeHbl U3MeHeHus, ecmynarowue 8 cusny c 1
ceHmsbps 2013 a.

CmM. mekcm Yacmu e npedbidyuiel pedakyuu

3. [Ana opraHusauumn 1 npoBeaeHus OOKIMHMUYECKOTO UCCNenoBaHNS NeKapCTBEHHOIO
cpenctBa ANndg MeauUMHCKOrO MpUMEHEHUs1 pas3paboTyumkyM NEKapCTBEHHbIX CPeacTB MOryT
npuvBnekaTb Hay4HO-uUccnegoBaTeNnbCkne opraHmsaumm, obpasoBaTeribHble OpraHu3auum
BbiClWEro o6pa3oBaHus, uMewwme HeobxooMmy MaTepuanbHO-TEXHUYECKYD 6asy u
KBanMuMLUMpOBaHHbIX CNeLnanmMcToB B COOTBETCTBYOLLEN 06nacTn nccnegoBaHus.

4. [loknuHMYeckoe wuccrefoBaHMe IEeKapCTBEHHOMO CpeacTBa AN MeOMLUMHCKOro
NPUMEHEHNA NPOBOAUTCA MO YTBEPXKAEHHOMY pa3paboTyMKOM NeKapCTBEHHOro cpencTea
nnaHy Cc Be4EHMEM MPOTOKONa 3TOro MCCNEenoBaHUA U COCTaBIIEHMEM OT4YETa, B KOTOPOM
copgepxartcs pesynbTaTbl 3TOr0 UCCeaoBaHWUs U 3aKoYeHne O BO3MOXHOCTU NpoBeAEHUS
KNMMHMYECKOro UCCNeAoBaHMs NIEKapCTBEHHOIO nNpenapara Anst MeAULMHCKOrO NPUMEHEHMS.

MHdopmaumsa 06 nameHeHusax:

®PedepasibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-®3 8 vacmb 5 cmambu 11
Hacmosiwezao ®edeparnibHO20 3aKOHa BHECEHbI U3MEHEeHUsl, ecmynarouwue e cusy c 1
urons 2015 a.

CmM. mekcm 4acmu e npedbidyuwel pedakyuu

5. TllpoBegeHne npoBepok cobnogeHns npaBun  Haanexawen nadopaTopHoOmn
NPaKTUKN U MPaBOBbIX HOPM WCMOMb30BAHUS XXMBOTHbLIX NPW MNPOBEAEHMM AOKMMHUYECKUX
nccnegoBaHMn NEKapCTBEHHbIX CPeACTB ANst MEOULMHCKOrO NPUMEHEHUs OCyLLeCTBsieTCs
YNONMHOMOYEHHbIM dpeepanbHbIM OPraHOM UCMONHUTENbHOW BracTu.

6. Pe3ynbTaTbl AOKMMHMYECKOTO WCCNeaoBaHWUsl NEeKapCTBEHHOro cpeacTea  Ans
MEANLMHCKOrO NPUMEHEHNA MOryT ObiTb NpPeAcTaBreHbl B YNONHOMOYEHHLIN heaepanbHbIn
OopraH MWCMNOMNHUTENbHOM BMacTU B YCTAHOBMEHHOM MOPsiAKe B LENAX rocyaapCTBEHHOM
pernctpauumn nekapCTBEHHOro npenapara.

FAPAHT:

CmMm. kommeHTapum k ctatbe 11 HacTosiwero ®eaepanbHOro 3akoHa

Cratba 12. [JoknuHmMyeckoe nuccriegoBaHne nekapcTBEHHOro CPeacTBa U KNUHMYECKoe
nccnegoBaHue fiekapCTBEHHOMo npenaparta ans BeTePUHAPHOro NnpuMeHeHna

1. [JoknuHun4yeckoe wuccrnegoBaHue reKapCTBEHHOro cpeacTBa Ansi BETEPUHAPHOro

NpPUMeHeHNA NPoOBOAUTCA NyTEM NPUMEHEHNSA HayYHbIX METOA0B OLEHOK B Lenax nonyyeHus

AokasaTenbcTB 6e30nacHoOCTU, KavyecTBa U 3thPeKTUBHOCTU NieKapCTBEHHOro cpeacTBa, B

TOM 4uCne OornpefesieHnsi cpoka ero BblBEOEHUS W3 OpraHu3ma >XMBOTHOMO, B Lensx

obecnevyeHna 6e30MacHOCTM MNPOAYKLUMU KMBOTHOMO MPOUCXOXAEHUS MOCne NPUMEHEHUS
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COOTBETCTBYIOLWEro nnekapCrBeHHOro npenapara.

2. [oknuHun4yeckoe wuccnegoBaHue JleKapCTBeHHOro cpeacrtea WM  KIMHU4YeCcKoe
nccnegosaHune JIeKapCTBEHHOIO npenaparta and BeTepunHapHoOro NPUMEHEHUA,
nccnepoBaHue 6MO3KBMBANIEHTHOCTHU YKa3aHHOIo JieKapCTBEHHOIO npenaparta npoBoAATCA
B COOTBETCTBUN C MpaBuiiamMmun, yTeepxxageHHbIMU YNMOJIHOMOYEHHbIM cbe,qepaanblM opraHom
NCNOMHUTENBHOW BNAacCTW.

FAPAHT:

Cwm. MeToanyeckue  ykasaHuA "lNpoBegeHne Ka4yeCTBEHHbIX  MccrneoBaHUmn
OMO3KBMBANEHTHOCTN JIeKapCTBEHHbIX CPencTB", yTBepxAeHHble MuH3gpaBcoupas3BuTus
Poccun ot 30 aBrycta 2004 r.

3. [oknuHuyeckoe wuccrnegoBaHWe HeKapCTBEHHOro CcpeacTBa U KIMHUYECKoe
nccnegoBaHve nekapCTBEHHOro npenapara 4fs BeTepuHapHOro NpMMeHeHUsi MpoBOaATCS No
yTBEPXAEHHOMY pa3paboTYMKOM NeKapCTBEHHOro cpeacTBa MnnaHy ¢ Be4eHMEM MPOTOKOSOB
3TUX UCCneaoBaHMM U COCTaBIiEHMEM OTYETOB, B KOTOPbIX coAepXaTcs pesynbTaTbl 3TUX
ncecneaoBaHun.

4. [Ina opraHu3auuun 1 NpoBeaeHUs OOKIMHUYECKOro UCCreaoBaHUSA NekapCTBEHHOrO
cpencTtBa U KIUMHUYECKOro MCCreaoBaHUsA NeKapCTBEHHOro npenapaTta Afs BeTepuHapHOro
npUMeHeHna pa3paboTyMK fieKapCTBEHHOrO CpeacTBa MOXET NpuBMekaTb OpraHuM3auumu,
uMerowme HeobxoguMMmyro  MaTepuanbHO-TEXHUYECKYD 6asy UM KBanuuUuUpOBaHHbIX
crneumanucToB B COOTBETCTBYHOLLEN 061acTu uccrneaoBaHus.

5. KnuHn4yeckue nccnenoBaHuA NeKkapCcTBEHHbIX NpenapaTtoB ANa BETEPUHAPHOro
NPUMEHEeHNA NPOBOAATCA B  BETEpPUMHapHbIX OpraHuM3auuMsx W B OpraHu3auusx,
OCYLLEeCTBNALWNX pasBeeHne, BbipallMBaHne n cogepxaHme XXUBOTHbIX, B Lenax:

1) ycTaHOBREHMS NEPEHOCUMOCTU FIeKapCTBEHHbIX MNpenapaTtoB  340POBbIMU
XUBOTHbIMMU;

2) nogbopa onTMManbHbIX JO3UPOBOK NleKapCTBEHHbLIX MpenapaToB M Kypca NnevyeHus
Ha KOHKPETHOW rpynne XMBOTHbIX C onpeaerieHHbIM 3aboneBaHnewm;

3) ycTtaHoBneHuss 6e3onacHOCTM WU 3PGEKTUBHOCTU NEKAPCTBEHHOro mnpenapara,
npegHasHa4YeHHOro And  fnedeHna  onpefeneHHblx  3aboneBaHW  XKMBOTHBIX,  WUNK
3(PPEKTUBHOCTM NEKAPCTBEHHOrO npenaparta ana npodunaktuku 3aboneBaHuin 340POBbIX
XUBOTHBIX;

4)  M3y4yeHUA  BO3MOXHOCTEMW  pacCLUMpEeHUs  MOKas3aHWin K  NPUMEHEHUIO
3aperncTpupoBaHHOrO NeKapCTBEHHOrO npenapata W BbISBEHUS paHee Heu3BeCTHbIX
NOGOYHbIX AENCTBUMN.

6. KnuHuyeckoe wnccnegoBaHMe nekapCcTBEHHOro npenapata Anis BeTepuHapHOro
NPUMEHEHNSA OCYLLECTBIISIETCA 3a CYET CpeacTB pa3paboTymka fiekapCTBEHHOrO cpeacTsa.

7. OT4eTbl O pesynbTaTax OOKIMHUYECKOrO UCCeaoBaHNSa NeKkapcTBEHHOro cpeacTsa
N KIWHWYECKOrO WUCCNedoBaHWUS  NEeKapCTBEHHOro npenapaTta Ans  BeTepuHapHOro
NPUMEHEHNSA  COCTaBNATCA pa3paboTyYMKOM NEKapCTBEHHOrO CpeactBa C  y4eTOM
3aKMYeHNn opraHuM3aunn, MpUHUMaBLUMX YyvacTue B OpraHu3auMm u MNpoBedeHUn 3TuX
nccnegoBaHun.

8. KoHTporb 3a npoBegeHMeM OOKIMNHUYECKUX UCCeJOBaHUN NeKapCTBEHHbIX CpeaCcTB
N KITMHUYECKNX UCCreaoBaHUN NEKapCTBEHHbIX NpenapaToB A4S BeTepMHapHOro NpuMeHeHs
OCYLLEeCTBNAEeTCS YNONMHOMOYEHHbIM hefepanbHbiM OpraHoM UCMOSTHUTENBHOW BNAacTW.

FTAPAHT:

CM. KommeHTapum k ctaTbe 12 HacTosiero ®eaepanbHOro 3akoHa

MnaBa 6. OcyLlecTBNeHMe rocyaqapcTBEHHOW perucTpauum nekapcTBeHHbIX
npenapaTtoB
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MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-®3 cmambsi 13 Hacmosiuezao
®edeparibHO20 3aKOHa U3/I0XeHa 8 Hoeou pedakuyuu, ecmynarowjeu e cusy ¢ 1 urrns
2015 a.

CM. mekcm cmambu 8 npedbidyu,el pedakyuu
CraTtbsa 13. [ocygapcTBeHHasi permctpaums nekapcTBeHHbIX NpenapaToB

MHdopmaums 06 nsMeHeHusix:

®edepanibHbIM 3akoHoM om 13 uwona 20152, N241-®3 yacmbs 1 cmambu 13
Hacmosuweao ®edeparibHO20 3aKOHa U3/10XeHa 8 HoeoU pedaKkyuu

CmMm. mekcm Yacmu e npedbidyuweli pedakyuu

1. B Poccuinckon degepaunm gonyckaroTca Npon3BoaCcTBO, U3roTOBNEHUE, XpaHeHMe,
nepeBo3ka, BBO3 B Poccuinckyto denepauuto, BbiBo3 U3 Poccunckon denepaunn, peknama,
OTNyCK, peanu3aumd, nepegada, npMMeHeHue, YHUYTOXEHWE NeKapCTBEHHbIX Mpenapartos,
€CNN OHWU 3aperncTpupoBaHbl COOTBETCTBYIOLLNM YNONIHOMOYEHHbLIM heaepanbHbiM OpraHoM
WCNOMNHUTENBbHOW BNACTU.

2. [ocypapCTBEHHOW perncTpauum nognexar:

1) BCce nekapcCTBeHHble Mnpenapatbl, BNepBble noanexaiwme BsBogy B obpauieHve B
Poccuinckon ®epepaunu;

2) nekapcTBeHHble npenapaTbl, 3aperncTpMpoBaHHble paHee, HO Npou3BefeHHble B
APYrMxX IEeKapCTBEHHbIX dopMax B COOTBETCTBUM C MNepeyHemM HauMMeHOBaHWUN
nekapCcTBeHHbIX opM, B HOBOW [0O3MPOBKE MpW [OOKa3aTeNnbCTBE €€ KINHUYECKON
3HAYNMOCTU N 3(PPEKTUBHOCTY;

3) HOBble KOMOMHaLMKN 3aperMcCTpUPOBAHHbBIX paHee NekapCTBEHHbIX NpenapaTos.

3. ocymapcTBeHHas pervcrTpaumsi IeKapCTBEHHbIX NMpenapaTtoB OCYLLECTBNSETCS MO
pesynbTatam 3KCNepTU3bl JIEKApCTBEHHbIX CPEeACcTB, a rocygapCTBEHHaAd perucrpauus
opdaHHbIX NEeKapCTBEHHbIX MpenapaToB OCYLWECTBASETCA MO pe3ynbTaTaM 3KCNepTu3bl
OOKYMEHTOB, MpeAcTaBfeHHbIX Ond  onpejeneHns  BO3MOXHOCTM  paccMmaTpuBaTb
NIEKApCTBEHHbIN  Mpenapat Ans  MeaUUMHCKOro MPUMEHEHUST NPU  OCYLLECTBIEHMMU
rocygapCTBeHHOW perncrpaumm B KadyectBe opcdbaHHOro fekapCTBEHHOro npenaparta, M no
pesynbTaTtam 3KCNepTu3bl JIEKAPCTBEHHbIX CPEACTB.

4. l[ocypapcTBeHHasi pernmcrpaumsa fekapcTBEHHOro npenapaTta ocyLllecTBnsieTcs
COOTBETCTBYHOLLMM YMNOSHOMOYEHHbLIM beaeparibHbIM OpraHoOM WCMOSHUTENbHOW BacTn B
CpOK, He TnMpeBblllaWMA CcTa wWectmagecatm paboumx AOHEW CcOo AOHA  NPUHATUA
COOTBETCTBYIOLLEINO 3asiBIEHNWS O TOCYOJAapCTBEHHOW  perucTpaumm  nekapCTBEHHOro
npenapaTta. B ykasaHHbIM CpPOK BKMOYaeTcss Bpemsi, Heobxooumoe [nOna MOBTOPHOro
NPOBEAEHUs] IKCMEPTU3bl NEKApPCTBEHHOrO CPeacTBa B COOTBETCTBUMM CO cTaThben 25
HacTosiwero ®enepanbHoro 3akoHa. Cpok rocygapCTBEHHOW permcrpauumn rnekapCcTBEHHOro
npenapata WUCYUCNHAETCA CO [AHA MNPUHATUS  COOTBETCTBYIOLIMM  YNOSTHOMOYEHHbIM
degepanbHbIM - OpraHoOM  UCMOSTHUTENBbHOW  BfacTUM  COOTBETCTBYIOLLEro 3asiBfiEHUs O
rocygapCTBEHHOW perncTpaumm nekapCTBEHHOro npenapaTta ¢ NpUoXXeHneM HeobXoauMbIX
OOKYMEHTOB MO [AdEeHb BblgayM pPerncTpaumMoHHOro YyAOCTOBEPEHUS  feKapCTBEHHOro
npenapaTta. Bpemsi, Heobxogumoe pAnsi HanpaBfeHUs YNoOSTHOMOYEHHbIM doeaeparibHbIM
OpraHoOM MCMONHUTENBbHOM BNacTy 3anpoca O nNpeacTaBneHMM HeobXxoanMbIX MaTtepuarnos 1
npeacTaBneHns 3asBUTenemM oTBeTa Ha AaHHbI 3anpoc B COOTBETCTBUM CO cTaTbsamu 16, 19
n 23 Hactosiwero ®PenepanbHOro 3akoHa, He YYUTbIBAaeTCs MPU  UCYUCIIEHUMM CpOKa
rocygapCTBEHHOW pernctTpauumn nekapCTBEHHOMo npenaparTa.

5. [ocygapcTBeHHOW perucTpauumn He noanexar:

1) nekapcTBeHHble npenapaTtbl, W3roTOBMIEHHbIE aANTEYHbIMW  OpPraHM3aunsMu,


garantf1://70726338.106/
garantf1://70726338.41/
garantf1://57403072.13/
garantf1://71027950.13/
garantf1://57302046.131/
garantf1://71172628.0/
garantf1://4079249.0/

BETEPMHAPHbIMM anTeYHbIMW OpraHM3aums M, WHOMBUAYaNbHbIMU NpeanpuHMMaTeENnamu,
KOTOpble WMEKT JNULEH3NI0 Ha dapMaueBTUYECKYD AeATeNbHOCTb, MO peuentaMm Ha
NeKapCTBEHHbIE MNpenapaTtbl M TpeboBaHUAM MEAULMHCKUX OpraHvM3aunin, BeTepUHapHbIX
opraHusaumn,

2) nekapCTBeHHbIEe npenapaTbl, NPMobpeTeHHbIE PU3NYECKMMM NULAMK 3a Npeaenamm
Poccunckon ®egepaumm n npegHasHavyeHHble Ans JIMYHOro MCMNOSb30BaHNS;

3) nekapCTBeHHble npenapartbl, BBO3UMble B Poccurckyto Pefepaunio ong okasaHus
MEANLMHCKON MOMOLLM MO XU3HEHHbIM MOKa3aHUSIM KOHKPETHOro nauMeHTa Ha OCHOBaHUK
paspelleHuns, BblAAHHOTO YMNOSIHOMOYEHHbIM hefepanbHbiM  OpraHoM  UCMONHUTESTbHON
BnacTu;

4) nekapcTBeHHble cpecTBa, BBO3UMble B Poccuickyto ®enepauunio Ha OCHOBaHWUK
BblJAHHOIMO  YMOMHOMOYEHHLIM  dbedeparnbHbIM ~ OpraHoOM  UCMOSHUTENbHOW  BNacTtu
paspelleHnss W npegHasHayeHHble Ons  NpoBeAEeHUA  KIUHUYECKUX  MUCCnegoBaHum
NIEKapCTBEHHbIX NpenapaToB M (M) NPOBEAEHNA SKCNEPTU3bI NEKAPCTBEHHbLIX CPEACTB ANd
OCYLLEeCTBMEHNSA roCyJapCTBEHHOW perncTpaunmn fiekapCTBEHHbIX NpenapaTos;

5) dhapmaueBTnyeckune cybctaHumu;

6) paguocbapmaleBTMYECKME  FIeKapCTBEHHble  MpenapaTtbl,  U3rOTOBfIEHHbIE
HENnoCpeacTBEHHO B  MEOUUMHCKMX  OpraHu3aumsx B  ropsigke, YCTaHOBSIEHHOM
YNONMHOMOY€EHHbIM dpefeparnbHbIM OPraHoOM UCMONHUTESNbHOW BacTy;

7) nekapCTBEHHbIE NpenapaTbl, NPON3BOANUMbIE AN SKCNopTa.

6. He gonyckaeTca rocyaapcTBeHHasi pernctpaums:

1) nekapCTBEHHbIX MpenapaTtoB, OTNMYaKWMXCA APYyr OT Apyra Ka4yeCTBEHHbIM
COCTaBOM AENCTBYIOLINX BELECTB, N0 OAMHAKOBLIM TOProBbIM HAMMEHOBAHNEM;

2) OOHOro InEeKapCTBEHHOro npenapaTta, BbiMyCKAaeMoro npousBoguTenemM noa
pasfnyHbIMN  TOProBbIMA HAMMEHOBAHUAMUM W MPEeACTaBfEHHOr0 Ha rocygapCTBEHHYHO
permctpauuio B Buae AByx 1 6onee nekapCTBEHHbIX NpenapaTos.

7. Mo 3anpocy (B 9NeKTpoHHOW dopMe unM Ha BymaxkHOM HocuTene) cybbekTa
obpalleHnsa nekapCTBEHHbIX CPeACTB COOTBETCTBYHOLLUMM YNOSTHOMOYEHHbIM heaepanbHbIM
OpraHOM MWCMOSTHUTENBbHOM BMlACTW, OCYLECTBASIOWUM rOCy4apCTBEHHY perncrTpauuio
NIEKAPCTBEHHbIX MpenapaToB, B YCTAHOBIEHHOM WM MOPSAKE OCYLLUECTBISETCA Hay4yHOe
KOHCYNbTUpOBaHWE MO  BOMpPOCaM, CBHA3aHHbIM C  MpPOBeAEHUEeM  OOKAUMHUYECKUX
nccnegoBaHMn, KIAMHUYECKUX WCCNedoBaHWN  NEKApCTBEHHbIX MNpenapaToB, 3KCNepTU3bl
KayecTBa NeKapCTBEHHbIX CPeacTB, 3PdEKTUBHOCTU M 6e30MacHOCTU, C OCYLLECTBIIEHNEM
rocygapCTBEHHOW  pernctpaumm  NeKapCTBEHHbIX  MpenapaTos. KoHcynbTupoBaHue
OCyWEeCTBNAAETCA C npuBedeHneM  egepanbHbiX  FOCYOAapPCTBEHHbIX  OHOAKETHbIX
yuypexaeHumn, nogBeaoMCTBEHHbIX AaHHOMY doeiepanbHOMY OpraHy UCNOMHUTENbHOW BNacTu
N He Yy4vyacTBYKOLNX B OpraHM3aumm npoBeLeHUs IKCMEpPTU3bl KavecTBa NEeKapCTBEHHbIX
CpeacTB B LENSX OCYLWECTBIEHUS UX FOCyOapCTBEHHOM perncrpaumm B COOTBETCTBUM CO
ctatben 16 Hactosiwero denepanbHOro 3akoHa, B BMAE OTBETa B NMUCbMEHHOW hopme
YNOSTHOMOYEHHOIO (peaepanbHOro opraHa WCMONHUTENbHOM BlacTM Ha 3anpoc. Pasmep
B3MMaeMon C 3asBUTENsa nnaTbl ONpeadensieTcss B COOTBETCTBUMM C 3aKOHOAATesSIbCTBOM
Poccuiickon  ®depepaunm 06  opraHmsaumm  NpeaoCTaBfEHUss  FOCYOAPCTBEHHbIX U
MyHUUMNanbHbIX ycnyr. MHdopmaumst 06 ocyLecTBfiEHMM HAYYHOrO KOHCYNbTUPOBAaHUS, B
TOM u4ucne crtatbk, 00630pbl, CnpaBouYHble MaTepuanbl W UMHas WHdopmauus 06
OCYLLECTBMEHNUN HAY4YHOr0 KOHCYNbTMPOBaHMUS, pasMellaeTcd Ha oduuynanbHOM caunTe
YNONMHOMOYEHHOIro hefepansbHOro opraHa MCMOMHUTENbHOM Bnactu B ceTu "VIHTepHeT" C
cobnogeHnemM OrpaHUYEHUn, YCTAHOBMEHHbIX 3aKOHOAATeNbLCTBOM O MEepCOHanbHbIX
AaHHbIX, KOMMEpPYECKOn 1 (Unn) rocyaapCTBEHHOW TanHe.

8. [ocymapcTBeHHass perucTpauusi  nekapcTBEHHbIX  MpenapaToB,  KOTopble
npegHasHa4yeHbl ANs NPUMMEHEHUs B YCIOBUSX BOEHHbIX AENCTBUI, Ype3BblHalHbIX CUTYaL N,
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npoomnakTukn wn nedvyeHms 3aboneBaHW U MNOPAXKEHWN, MOMYYEHHbIX B pe3ynbTaTe
BO34eNCTBUS HEGNAronpUATHLIX XUMUYECKMX, BMONOrMYECcKnX, pagnaumoHHbIX PaKTOPOB, U
paspaboTtaHbl N0  3agaHuo  deaepanbHbiX  OpraHoB  UCMOSMIHUTENbHOW  BNacTw,
YNONMHOMOYEHHbIX B o0bnactm o06opoHbl  CTpaHbl UM 6e3onacHOCTM  rocygapcTea,
OCYLLIECTBNSAETCA B Nopsiake, ycTaHoBNeHHOM [NpaButensctBoM Poccunckon egepaumm.
FAPAHT:

CM. kommeHTapum k ctaTbe 13 HacTosiero ®eaepanbHOro 3akoHa

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-®3 cmambsi 14 Hacmosiuezao
®edeparibHO20 3aKOHa U3/I0XeHa 8 Hoeou pedakuuu, ecmynarouwjeu e cuny ¢ 1 urrns
2015 a.

CmMm. mekcm cmambu 8 npedbidyweli pedakyuu

Cratbsa 14. [NpuHUUNLI SKCNEPTU3bl IEKAPCTBEHHbBIX CPEACTB

1. OKcnepTmn3a NeKapCTBEHHbIX CPEeACTB OCHOBLIBAETCS Ha MPUHLMMNAxX 3aKOHHOCTH,
cobnogeHns npaB K cBoboag 4enoBeka W rpaXagaHwHa, npaB  opuandeckoro nuua,
HEe3aBUCMMOCTMN 3KcnepTa, OOBLEKTUBHOCTM, BCECTOPOHHOCTU W MOMHOTbI UCCNEeLOoBaHWUMN,
NPOBOOMMBIX C  WUCMOMb30BaHMEM COBPEMEHHbIX OOCTMXKEHUW Haykm U TEXHUKM,
OTBETCTBEHHOCTU  bedeparnbHOro  rocyaapCTBEHHOrO  OHOMKETHOro  yypexaeHuss no
NPOBEAEHUI0 SKCNEPTU3bl JIEKAPCTBEHHbBIX CPEACTB N IKCMNEPTOB 3a NPOBEAEHNE N KAa4eCcTBO
3KCNepTm3bl.

2. JKcneptu3a nekapCTBEHHbIX MpenapatoB ANs  MeAULMHCKOro MNpUMEHEHUs
BKITHOYaeT B cebs:

1) 9KkcnepTu3dy [OKYMEHTOB, MpeaCTaBfeHHbIX Ans onpegeneHnuss BO3MOXHOCTU
paccMaTtpmBaTb JIEKAPCTBEHHbIM npenapaTt And  MeAUUMHCKOrO  MNPUMEHEHUS  Mpu
OCYLECTBMEHNUN FOCYy4apCTBEHHOW perncrpaumm B KadecTBe Op(haHHOro nekapcTBEHHOro
npenapara;

2) 9KCNepTudy MpensioKeHHbIX MeTOL4OB KOHTPOMSA KavecTBa JIEKapCTBEHHOTO
cpeaoctBa UM KadecTBa npeAcTaBneHHbiX 00pasuoB  FIEKAPCTBEHHOro cpeactBa  C
NCrnonb30BaHMEM 3TUX METOLOB (Oanee - aKcnepTM3a KayecTBa NekapCTBEHHOIo CpeacTaa);

3) 9KCNepTU3dy OTHOLLUEHUS OXWOAAEMOMW MOSb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS
nekapCTBEHHOro npenapara.

3. JOkcnepTuda neKapCTBEHHbIX MpenapaToB ANd BEeTEpPMHAPHOro NPUMEHEHUS
BKMNtoYaeT B cebsa aKcnepTm3y KayecTBa JIEKapCTBEHHOMO CpeacTBa M AKCNEepPTU3y OTHOLLIEHUS
OXngaemMomn nosb3bl K BO3MOXHOMY PUCKY NPUMEHEHNS NIEKapCTBEHHOMO npenaparTa.

TAPAHT:

Cwm. lMonoxeHne O nopsigke 3KCNEpPTU3bl, UCMBITAHUA W pPerucTpaumy BeTEPUHAPHbIX
npenapatoe B P®, yTBepxaeHHoe [NaBHbIM roCy4apCTBEHHbIM  BeTEpPUHAaPHbLIM
nHcnektopom PO 3 oktsbps 1995 r.

CM. kKommeHTapum k ctatbe 14 HacTosiwero ®egepanbHOro 3akoHa

Ctatba 15. ®egepanbHoe rocygapCTBeHHoe OlOoKeTHOoe  yupexaeHue Mo
NPOBEAEHNIO SKCNEPTU3bI NEKAPCTBEHHbIX CPEACTB

JKcnepTn3a NeKkapCTBEHHbIX CPeAcTB MpoBOAUTCA dedepanbHbiM rocyaapCTBEHHbIM

OIOKETHBIM YYPEXOEHMEM COOTBETCTBYIOLLENO YMNOMHOMOYEHHOro deaepansHOro opraHa

WCNONMHUTENbHON BNacTW, CO3[aHHbIM Ans obecneyvyeHnss UCMONMHEHUST MOMHOMOYMIA 3TOro

denepanbHOro opraHa no Bbigade paspelleHnii Ha NpPoBeaeHNe KNMMHUYECKMUX UCCneaoBaHui

NeKapCTBEHHbIX MpenapaTtoB M (MNKX) MO FOCYAapCTBEHHOW perncrpauum nekapcTBEHHbIX
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npenapaToB (ganee - 3KCNepTHOE yypexaeHue).
TAPAHT:

CM. KoMmmeHTapum k ctaTbe 15 HacTosiero ®eaepanbHOro 3akoHa

MHdopmaumsa 06 nameHeHusx:

®dedepanbHbIM 3aKOHOM om 22 Oekabps 2014 2. N 429-®3 HaumeHogaHue cmambu 16
Hacmosiweao ®edeparibHO20 3aKOHa U3IIOXEHO 8 HO8OU pedaKkyuu, ecmynarowed e cusny
c 1 urons 2015 e.

CM. mekcm HaumMeHogaHus & npedbidyujeli pedakyuu

Cratba 16. OpraHusaunsa npoBeaeHNs IKCNePTU3bl NEKAPCTBEHHbLIX CPEACTB

1. OkcnepTusa neKapCTBEHHbIX CPEeACTB MNPOBOAMTCA KOMUCCUEW  3KCMEepTOB
9KCMEPTHOrO YYpEeXaeHusi, Ha3Ha4YeHHON ero pPyKoBOAMTENEM, Ha OCHOBaHMM 3afaHus Ha
NpoBeAEeHNE 3KCMEepTU3bl JIEKAPCTBEHHOINO CPEeACTBa, BbI4AHHOMO  YMOMHOMOYEHHbIM
denepanbHbIM OpraHoM WCMOMHUTENBbHON BnacTu. PyKoOBOAMTENb 3KCNEPTHOIO YYpexaeHus
obecneunmBaeT Hagnexallee nNpoBeAEeHNe 3KCMepTu3bl JIEKApPCTBEHHbLIX CPEACTB B
COOTBETCTBUM C 3adaHWeM, BblgaHHbIM YMNOMHOMOYEHHbIM deaeparnibHbiM  OpraHomM
NCNOMNHUTENbHOM BriacTu, U OpraHM3yeT NoAroTOBKY CBOAHOIO 3aKoYeHust 3Ton kommccmun. B
COCTaB 3TON KOMWUCCUMM MO PELUEHWUI0 PYKOBOAUTENSA IKCNEPTHOro yvpexaeHms MoryT ObiTb
BKITHOYEHbI B KA4YECTBE IKCMEPTOB NnLa, He paboTarowme B JaHHOM 3KCMEPTHOM YUPEXAEHUN,
ecnn ux cneyunarnbHble 3HaHUS HeoBXoaUMbl NS NPOBEAEHNSA SKCMEPTU3bl U Takne 3KCnepThl
OTCYTCTBYIOT B JAHHOM 3KCMEPTHOM YYpEXOEHMNMN.

2. JkcnepToM NO NPOBEOEHUI0 JKCNepTusbl NEKapCTBEHHbIX CPeacTB sBMsieTcs
aTTECTOBaHHLIN PAabOTHMK SKCMEPTHOIO YYpEXOEHUS, KOTOPbLIA UMEET BbICLLIEE MEANLIMHCKOE,
dapmaueBTuyeckoe, Ouonornyeckoe, BeTepuMHaApPHOE WM xumudeckoe obpasoBaHue W
NPOBOANT 3KCMEPTU3Y NEKAPCTBEHHbIX CPEACTB B NOPSIAKE UCMOMHEHUSA CBOUX OOJIPKHOCTHBIX
obsi3aHHOCTEeN (ganee - akcnepT).

3. lpu npoBegeHUn 3KCNEPTU3bl NEKAPCTBEHHbIX CPEACTB SKCMEPT HEe MOXeT
HaxoguMTbCA B KakoW-nMbo 3aBUMCMMOCTM OT §vua, Ha3HaA4MBLUEro 3Ty 3SKCMEepTuUay,
pa3paboTymnka nekapcTBEHHOro CpencTBa UMM OPYrnX 3avHTEPECOBAHHbIX B pe3ynbTaTax
3KCMNepTM3bl NKL.

MHdopmaums 06 nameHeHusIx:

®edepasnibHbIM 3akoHOM om 25 Hosi6ps 2013 2. N 317-®3 vacmb 4 cmambu 16
Hacmosiuwje2o ®edepasibHO20 3aKOHa U3MoXeHa 8 HogoU pedaKkyuu

CM. mekcm Yacmu e npedbidyuwieti pedakyuu

4. Tlpu npoBefeHMM IKCNEepTU3bl JIEKAPCTBEHHbIX CPEeACTB He AonyckaeTcs
nctpebosatb y 3asgBuTens nMbo MHbIX UL, MaTepuansl, HeobxoouMMmble ANA NpoBeAeHMUS
aKcnepTusbl. B criyyae HegocTaToOMHOCTU NPEeACTaBNEHHbIX IKCNepTy MaTepuanos gns gadvv
3aKSIIYEHNST IKCMEPT CTaBWUT BOMPOC O NpeacTaBfeHMuM emy HeobXOoauMMbIX MaTepuanos
nepen  PykoBOAUTENEM  3KCNEPTHOrO  yypexaeHus,  KoTopblih  obpaliaetca C
COOTBETCTBYHOLLMM 3arpoCoOM B YMOMMHOMOYEHHbLIN (hefepanbHbid OopraH WCNOSTHUTENbHOM
BNacTu, BbldaBLUMKA 3a4aHWe Ha npoBefeHME IKCNePTU3bl NEKAapCTBEHHOrO cpeacTsa.
YkasaHHbI heaepanbHbIi OpraH UCNONHUTENBHOM BNAcTN B TedeHne natn paboumx gHen co
OHSA NOCTYNNEeHNa 3anpoca pykoBOAMTENSA 3KCNEPTHOro yyYpexaeHus HanpaBnseT 3asaBUTENto
3anpoc o0 npeAacTaBneHnn Heobxoammblx Matepumanos. [aHHbIN 3anpoc MoXeT OblTb NnepeaaH
YNOMHOMOYEHHOMY MpPeACTaBUTENIO 3asBUTENS NUYHO MO PacruvCcKy, HarnpasfieH no noyte
3aKa3HblIM MNUCbMOM WKW nepefaH B 3MeKTPOHHOW dopMe MO TeneKOMMYHUKAUWOHHbLIM
KaHanam cBa3n. B cnyvyae HanpaBneHna gaHHOro 3anpoca Mo novte 3akasHbIM NMMCbMOM OH
cyMTaeTcs Nosly4eHHbIM MO UCTEYEeHUM LLIEeCTN OHEN C AaTbl HanpasreHUsa 3aka3Horo Nnucbma.

MHdopmaumsa 06 nameHeHusx:
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®dedepanbHbIM 3akOHOM om 25 Hos6psi 2013 e. N 317-©3 cmambsi 16 Hacmoswezo
®edeparnbHo20 3aKoHa 0orosiHeHa Yacmbio 4.1

4.1. 3asasutenb 00a3aH npeactaBuTb OTBET Ha  3anpoC  YNOSTHOMOYEHHOro
doefepanbHOro opraHa WCMOMHUTENbHOM BNacTM B CPOK, HEe MNpeBbllaloWmnn aeBsHocTa
pabounx [OHen CO [HA ero nonyveHusi. YNONMHOMOYEHHbIM doefepanbHbli  OpraH
NCNOJSTHUTENbHOW BNacTW, BblAaBLUMA 3adaHWe Ha NpoBedeHne IKCnepTusbl NeKapCTBEHHOMO
cpeacTBa, B TeuyeHue NsATM paboymx OHEen CO OHA MOCTYNfeHWsa OT 3asBUTENs OTBeTa Ha
AaHHbIA  3anpoC HanpaenseT TakoW OTBEeT B 9KCNepTHoe yypexaeHwe. B cnydae
HenpeacTaBNeHNA NO UCTEYEHUN OEBSHOCTa pabodnx OHEeN 3asBuUTENeM OTBETa Ha AaHHbIN
3anpoc YNONHOMOYEHHbLIN doefepanbHbI  OpraH UCMNOSTHUTENBbHOW BflaCTW, BblAaBLUNK
3afjlaHMe Ha npoBefeHMNEe 3KCMepPTM3bl NIEKAPCTBEHHOMO CPeacTBa, B TeYeHue natn paboumx
OHEeN HanpaBnseT B 3KCNEpPTHOE YyypexaeHue YyBeOOMSIEHWe O HenpeacTaBfeHun
3asiBUTENIeM OTBETa Ha 3anpoc yKasaHHOro opraHa. Bpems co gHs HanpaBneHus 3anpoca
3KCMEepPTHOro y4pexaeHna B YNoNTHOMOYEHHbIN doefieparnbHbI OpraH UCMOSTHUTESTbHOM BNacTu
A0 [OHSA NOSlydYeHUs 3KCNEepTHbIM Yy4ypexaeHuem oTBeTa Ha 3anpoc unv yBeAOMSEHUs O
HenpeacTaBNeHNUN OTBETA Ha 3arnpoC He Yy4uUTbiBAeTCA NPU UCHUCNIEHUN CPOKa NpoBeaeHUS
3KCNepTM3bl NEeKapCTBEHHOIO CpeacTBa.

5. OkcnepT npuv npoBedeHWM MNOPYYEHHOW €My pPYKOBOAMTENEM 3KCNepTHOro
yupexneHusi aKCnepTuabl IekapCTBEHHOMO cpeacTBa 0b6s3aH:

1) NnpoBecTU MNOMHOEe uccnegoBaHWe NpencTaBrieHHbIX eMy OObLEKTOB, MaTepuarnos,
AaTb 060CHOBaHHOE M OOBLEKTUBHOE 3akflloYeHue No MOoCTaBIIEHHbIM Mepeq HUM Bomnpocam
UM  MOTUBMPOBAHHOE 3aKfYEHWe O HEBO3MOXHOCTM NPOBEAEHUS WM 3KCNepTu3bl
NeKapCTBEHHOro CpefcTBa, €CnvM  MOCTaBfieHHble  BOMPOCHI  BbIXOOAAT 3a npegenbl
crneumanbHbIX 3HaHWIA 3KcnepTa, 00bEeKTbl UccnegoBaHUn U MaTepuanbl HENPUroHblI UNn
HeOCTaTOYHbl AN NPOBeAEeHUs UCCNefOoBaHUM M Aadvn 3aknioveHns nnbo COBpPEMEHHbIN
YPOBEHb Pa3BUTUSA HAYKN HE NO3BOSISIET OTBETUTb HA NOCTaBMEHHbIE BOMPOCHI;

2) He pasrnawaTtb CBeJeHUs, KOTopble CTanu eMy U3BECTHbI B CBA3M C NpoBefeHUEM
9KCNepTM3bl  NIeKapCTBEHHON0  CpeAacTBa, a  Takke  CBedeHus,  CocTaBnswoLlime
rocy4apCTBEHHYH, KOMMEPYECKYIO UITU MHYHO OXPaHAEMY0 3aKOHOM TanHy;

3) obecneunTb COXpPaHHOCTb MNPEACTABMNEHHbIX OOBLEKTOB MCCReaoBaHUM W
MaTtepuarnos.

6. OKcnepT He Bnpase:

1) nNpoBOAUTbL  3KCNEpPTU3y  FfeKapCTBEHHOro  cpeactsa no  obpalleHuro
HenocpeaCcTBEHHO K HEMY OpraHmM3aunin Unn pusanyecknx nu;

2) camocToATenbHO cobupaTb MaTepuanbl AN NPOBEOEHUST  AKCNepTU3bl
neKapCTBEHHOro cpeacTBa;

3) NpOBOANTL AKCNEPTU3Y NEKAPCTBEHHOIO CPeACTBa B KAYeCTBE HErocyJapCTBEHHOIO
aKcneprTa.

7. B cnyyae HeobGxoOuMoCTM 3KCMepT BMpaBe XxodaTanucTtBoBaTb Nepen
pyKOBOOUTENEM 3KCMEPTHOrO YYpexXAeHUs O MpuBreYEeHUU K MPOBEAEHUID 3KCMepTu3bl
rieKapCcTBEHHOro cpeacTBa ApYyrnx 9KCNepToB.

8. Kaxabi aKkcnepT, BXOOALWMA B COCTaB KOMWUCCUM IKCMEPTOB, KOTOPOW MOPYYEHO
npoBegeHne 3KCNepTU3bl NeKapCTBEHHOrO CpeacTBa, HEe3aBUCMMO W CaMOCTOSTENbHO
NPOBOAUT WCCREAOBaHUSA, OLEHMBaET pe3yrnbTaTbl, MOSyYEHHbIE WM JIMYHO W APYrMU
aKkcnepTamn, U popMynupyeT BbIBOAblI OTHOCUTESIbLHO MOCTaBMIEHHbLIX BOMPOCOB B npeaenax
CBOMX CneumanbHbIX 3HaHUN.

9. PesynbTaTbl 3KCNepTU3bl NeKapCTBEHHOrO cpeactBa OPOpPMAATCH 3aKItoyeHnem
KOMUCCUM  3KCnepToB. B 3aknoyeHMn KOMUCCUM  IKCNEpPTOB yKasblBalOTCHA nepeveHb
nccnegoBaHnii, obbeM MPOBEAEHHbIX KaXdbIM 3KCNEepPTOM MCCrefoBaHUN, YCTaHOBMEHHbIE
KaxgblM n3 HuUX pakTbl U caenaHHble B pe3ynbTaTe UccneaoBaHuMM BbIBOAbl. JKCMNEPT,
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MHEHME KOTOPOro He CoBMagaeT C peLleHneM KOMUCCUM 3KCNepToB, Bnpase BblpasnTb CBOE
MHEHWe B MMCbMEHHOM hopMe, KOTOpOoe NpMoBLLaeTCs K 3aKNioYEHNI0 KOMUCCUN 3KCNEePTOB.

10. OKkcnepTbl, BXOAsLME B COCTaB KOMUCCUN, NpeaynpexaatTca 06 OTBETCTBEHHOCTH
B COOTBETCTBMM C 3akoHopaTesribcTBoM Poccunckon degepaumm 3a [ady 3akoyeHus,
cogepxallero HeobocHoBaHHble MNKU hanbCcMUUMPOBaHHbIE BbIBOAbLI, O YEM OHW [atoT
noAanucky.

11. OnpeneneHne ypoBHSA NpodecCUoHanbHOM NOLrOTOBKM SKCMEPTOB M aTTecTauus
NX Ha NpaBo NPOBEAEHUS IKCNEPTU3bl NEKapCTBEHHbIX CPEACTB OCYLLECTBIAITCS 3KCNEPTHO-
KBanMukaumMoHHbIMW  KOMUCCUAMUW B nopsiake, YCTAHOBSIEHHOM  COOTBETCTBYHOLLUM
YNOSTHOMOYEHHbIM  befeparnibHblM  OpraHOM  WUCMOSIHUTESIbHOM  BRactu.  YpPoOBeEHb
npodeccuoHanbHOM NOArOTOBKM 3KCMEPTOB MOANEXUT NePeCMOTPY YKa3aHHbIMU KOMUCCUSMU
He pexe YeM OauH pas B NATb feT.

MHdopmaumsa 06 nameHeHusax:

®PedepasibHbIM 3akOHOM om 22 Oekabps 2014 2. N 429-©3 yacmb 12 cmambu 16
Hacmosiweao PedeparnibHO20 3aKOHa U3/oXXeHa 8 Hogol pedaKkuuu, ecmynarowed e cusny
c 1 urons 2015 e.

CmM. mekcm Yacmu e npedbidyuwjell pedakyuu
12. lNpaBuvna npoBefeHus1 3KCNepTU3bl FIEKapCTBEHHbIX CPEeACTB M OCOBEHHOCTU
9KCNepTM3bl OTAENbHbIX BUOOB NleKapCTBEHHbIX NpenapaToB (pedepeHTHbIX NeKapCTBEHHbIX
npenaparos, BOCMPOM3BEAEHHbIX  FIEKAPCTBEHHbIX npenapaTos, BGuronornyeckmnx
NleKapCTBEHHbIX npenapartoB, 6uoaHanoroBbix (61MonogobHbIX) NekapCTBEHHbLIX MpenapaTos
(bnoaHanoroB),  romMeonaTM4eCcKUX  NEKAPCTBEHHbIX  MpenapaToB,  JIEKAPCTBEHHbIX
pacTuTenbHbIX NpenapaTtoB, KOMOMHaUMI NieKapCTBEHHbIX NpenapaTos), (POpMbl 3aKnNtoYeHUI
Kommuccmm 9KCNepToB yCTaHaBnMBalTCA COOTBETCTBYHOLLUM YNOMHOMOY€EHHbIM
doeaepanbHbIM OpraHOM UCMNOSTHNTENBHOW BIIACTM.
FTAPAHT:

CM. KommeHTapum K ctaTbe 16 HacTosiwero ®egepanbHOro 3akoHa

MHdopmaums 06 nameHeHusix:

®dedepasibHbIM 3aKkOHOM om 22 Oekabps 2014 2. N 429-®3 cmambsi 17 Hacmosiu,eao
®edepasnibHO20 3aKOHa U3/IoXeHa 8 HoesoU pedakuuu, ecmynarouwjeu e cuny ¢ 1 urrns
2015 e.

Cm. mekcm cmambu 8 npedbidywel pedakyuu
Cratba 17. lNogaya v paccMoTpeHue 3asBreHnd O rocygapCTBEHHOW perncrpaumm
rfieKkapCTBEHHOro npenapara Ans BeTepUHapHOro NpMMeHeHus

1. [Ona rocygapCTBEHHOW  perucTpauuMuM  fiekapCTBEHHOro  npenaparta  Ans
BETEPUHAPHOIO MNPUMEHEHNA pas3paboTyMK TaKOro JfEeKapCTBEHHOro npenapaTta  wnu
YNOMHOMOYEHHOE MM ApYyroe Ipuandeckoe nuuo (ganee B HACTOSALWEN CTaTbe - 3asBUTESb)
npeacraBnseT B  YNONIHOMOYEHHbIM doedeparnbHblii  OpraH  UCMOMMHUTENBbHOW  BacTy,
OCYLLECTBNALWNA rOCYOAapCTBEHHYIO perucTpauuio  JNekapCTBEHHbIX rpenapaTtoB  Ans
BETEPUHAPHOINO MPUMEHEHUS, B ONEKTPOHHOW dopMe unNu Ha OymaxHoOM Hocutene
3asiBrieHMe O roCyJapCTBEHHOW  peructpauun  JfiekapCTBEeHHOro  npernapata and
BETEPUHAPHOIO MPUMEHEHUs, a TakkKe B rMopsake, YCTAaHOBMIEHHOM COOTBETCTBYOLUM
YNONMHOMOY€EHHbIM (beeparibHbIM OPraHOM UCMOJSTHUTENBHOW BMNAcTU, B 3NIEKTPOHHOM dhopme
unn Ha 6yMaxHOM HocuTene HeobxoauMble [OOKYMEHTbl, W3 KOTOpbIX hopmupyeTcs
perncTpaunoHHoe A0Cbe Ha fleKapCTBEHHbIV NpenapaTt AN BETEPUHAPHOTO NPUMEHEHNS.

2. B 3agBneHMn O rocygapCTBEHHOW perucrtpaumm nekapCTBEHHOro npenapara Aans
BETEPUHAPHOro NMPUMEHEHUs YKa3blBalOTCA:
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1) HaumeHOBaHMe W agpec 3aaBuTens, paspaboTynMka W NPOM3BOAMTENS
NeKkapCcTBEHHOro npenapata [Ans BeTEepMHApHOro nNPUMEHeHUss W agpec  MecTa
OCYLIEeCTBMEHNA  MPOM3BOACTBA  JIeKAPCTBEHHOro  rnpenapata Ans  BeTepuHapHOro
npuMeHeHna (B Crny4ae HanuMyuusa HECKOIbKMX YYaCTHWMKOB Mpouecca npou3BOACTBa
Heo6Xxo4MMO yKa3aTb KaXgoro nu3 HuX);

2) HanMmeHOBaHME feKapCTBEHHOro npenaparta AN BeTepUHapHOro MpUMEHEHUS
(MexxgyHapoaHOe HenaTeHTOBaHHOe, WU FpynnuMpoBOYHOE, UMK XUMWUYECKOoe U TOprosoe
HaUMeHOBaHUSA);

3) nepevyeHb [OENCTBYIOLWNMX M BCNOMOraTesibHbIX BeLLeCTB, BXOASALWMX B COCTaB
NeKkapCcTBEHHOro npenapata AN BETEePUHapHOro MpPUMEHEHUs, C yKasaHWeM KormyecTBa
KaXK[oro 13 Hux;

4) nekapcTBeHHas ¢popma, [03UpOBKa, CNocobbl BBEAEHUS U MPUMEHEHUS, CPOK
rogHOCTW fIeKapCTBEHHOrO npenapaTa ANa BeTEPUHAPHOIo NPUMEHEHUS;

5) dhapmakoTepaneBTMyeckas rpynna;

6) HeobBXO0AUMOCTb NMPUMEHEHUS YCKOPEHHOM NMpoLeaypbl 3KCNepTU3bl SIeKapCTBEHHbIX
CPeACTB B LeNsiX rocyAapCTBEHHON pernctpauumn nekapcTBEHHOro npenapara;

7) KON JOKYMEHTOB, NOATBEPXAALWMX ynraTy rocygapCTBEHHON NOLSNHbI:

a) 3a npoBedeHWe 3KCNepTu3bl KadecTBa NEKapCTBEHHOro cpeactBa U aKcnepTusbl
OTHOLWIEHUS OXMAAeMOM MoSib3bl K BO3MOXHOMY PUCKY MPUMEHEHUS JeKapCTBEHHOro
npenapata Ansg BeTepuHapHOro NpMMeEHEHUS Npu ero rocygapCcTBEHHOW perncTpaunm;

0) 3a Bblgayvy perMcTpaumMoHHOro yaoCTOBEPEHUS fIeKapCTBEHHOMO npenapara;

MHdopmaumsa 06 nameHeHusx:

®edepasnbHbIM 3akoHoM om 13 urona 2015 2. N 241-®3 e nyHkm 8 yacmu 2 cmambu 17
Hacmosuwe2o @edepasibHO20 3aKoHa 8HECEeHbl U3MEHeHUs

CM. mekcm nyHkma e npedbidyuw,el pedakyuu

8) Hanunume cornacusi, NPegyCMOTPEHHOro 4YacTbi 7 HACTosIWEeWn cTaTbM, ecnu C
MOMEHTa perncrpaumm pedepeHTHOro reKkapCTBEHHOro npenapata nns BeTepuHapHOro
NPUMEHEHNS MPOLLUIIO MEHEE YEM LLECTb NeT.

3. PerncrpaumoHHoe gocbe B LENsX 3KCNepTu3bl NEKapCTBEHHOro npenaparta Aans
BETEPUHAPHOro NpUMeHeHNst OPMUPYETCSH M3 CrieayLmnX JOKYMEHTOB:

1) KONUSA OOKYMEHTA Ha PYCCKOM $13blKe, BblAaHHOrO KOMMETEHTHBIM OPraHOM CTpaHbl
npov3BOANTENS AN KaXOoW  MPOM3BOACTBEHHOW — MoWAAkM  permcTpupyemoro
nekapcTBEHHOro npenapata Ans BETEPUHApPHOro MpUMeHeHust (B TOM 4ucne Ans
npousBoanTens apmMaueBTUYeCcKon cybcTaHLmmn), 3aBEPEHHOro B YCTaHOBNEHHOM Mopsifke
N MOATBEpPXXAalLlero COOTBETCTBME MPOU3BOAMTENS PETMCTPUPYEMOrO FEeKapCTBEHHOro
npenapata AN BEeTEPUHAPHOro MNPUMEHEHUsI TpeOOoBaHWSAM MpaBun  Hagnexaulen
NPOWN3BOACTBEHHOW MpPaKTUKKA, NMOO KOMUS NMUEH3MM Ha MNPOU3BOACTBO NEKAPCTBEHHbIX
CpPeAcTB AN BETEPMHAPHOIO NPUMEHEHNS ANst POCCUIACKUX NPOU3BOAUTENEN;

FAPAHT:

MyHKT 2 4Yactn 3 cTtatb 17 Hactosiwero defepanbHOro 3akoHa BcTynaeTt B cuny C 1
aHBapa 2017 r.
2) KOMUs 3aKNiYeHUs 0 COOTBETCTBUM MPOU3BOAUTENS NEKAapCTBEHHOrO npenaparta
ANA BEeTEPUHAPHOro NpuMMeHeHns TpeboBaHMAM npaBui Hagnexaiwlen nNpov3BOLCTBEHHOW
NPaKTUKN, BblOAHHOIO YMNOMIHOMOYEHHbIM defeparnbHbiM OPraHoOM WCMOSIHUTENBbHOW BRacTu
ANA KakaoWn npowu3BOACTBEHHOW NMIoOWAfKU PerucTpupyemoro fekapCTBEHHOro npenapaTta
ANA BETEpPUHApPHOro npuMeHeHust (B TOM 4ucre Ans npoussoantensa apMaueBTUYeCKOn
cybctaHuumn), nmbo KonNnA nUUEH3MM Ha MPOM3BOACTBO JIEKAPCTBEHHbLIX CPEencTB [Ans
BETEPMHapPHOro NPUMEHEHNs ANs pOCCUMUCKUX NPOU3BoaMTENEN;
3) nNpPOEeKT HOPMaTMBHOIO [JOKYMEHTa Ha JleKapCTBEHHbI npenapaTt Ans
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BETEPMHAPHOIo NPUMEHEHUS;

4) [OKYMEHT, cofepxalwui creayrwyo WHdopmMauui o dapmMaueBTUYECKON
cybCcTaHuun mnun hapmaueBTUYEeCKMX CyOCTaHUMAX, BXOAALMX B COCTaB JlE€KapCTBEHHOMO
npenapata ansg BeTepuHapHOro npMMeHeHus:

a) HaMMeHoBaHMe hapmaLeBTUYECKOM CybcTaHummn, ee CTpyKTypa, obLume CBOMCTBA;

0) HauMeHoBaHWe N agpec NPOM3BOAUTENS;

B) TEexXHOnorus npou3BOACTBA C ONUCAHWEM CTagun NPOM3BOACTBA W METOAOB
KOHTPOMS Ha Bcex CTaausax Npou3BOACTBa;

r) MHpopmaums o0 NpUMecsx;

A) cneumdurkaums Ha hapmMaLeBTUYECKYIO CyOCTaHLUMIO;

€) onucaHne MeToAMK KOHTPONSA KavyecTBa;

X) pe3ynbTaTbl aHanmsa cepuin hapmaueBTnyeckon cybctaHumm;

3) nepevyeHb CTaHOapTHbIX 06pas3uyoB WM BewecTB, UCMNOMb3yeMbIX MNpwu
OCYLLIECTBMNEHNN KOHTPOSIS Ka4yecTBa;

N) OnucaHWe XapakTepPUCTMK U CBOWCTB YMNAKOBOYHbLIX MaTepuanoB M YKYMOPOYHbIX
CpPeAacTs;

K) AaHHble O CTabUNbLHOCTU;

) CPOK rOQHOCTU, YCIOBUSA XPaHEHWS;

5) oTyeT 0 pesynbTaTax OOKIMHMYECKOro UCCedoBaHUSA NeKapCTBEHHOro cpencTBa
ANSa BETEPUHApPHOro NPUMEHEHUS;

6) oT4eT 0 pesynbTaTax KIMHUYECKOro UCCefoBaHNa fiekapCTBEHHOroO npenapaTa ans
BETEPMHAPHOIO MNPUMEHEHUS Y KaXAoro BuAA >KUBOTHbIX, YKa3aHHbIX B WHCTPYKUUW MO
BETEPMHAPHOMY NMPUMEHEHWIO;

7) NPOEKT MHCTPYKUMN NO BETEPUHAPHOMY NPUMEHEHUIO NEKapCTBEHHOro npenapara,
cofepxallen cnegyowme cBeeHus:

a) HaMMmeHOBaHME §eKapCTBEHHOro mnpenapaTta And BEeTEePUHAPHOro MNpPUMEHEHUS
(MexxgyHapoaHOe HenaTeHTOBaHHOE, WU FPYNnUMPOBOYHOE, UMK XUMWYECKOe U TOproBoe
HaWMEHOBAHUSA);

0) nekapcTBeHHast opmMa C ykaszaHMEM HaVMEeHOBaHUM U KONMYECTBEHHOro cocTaBa
AENCTBYIOLLMNX BELLLECTB M KAYECTBEHHOIO COCTaBa BCMOMOraTenbHbIX BELLECTB;

B) OMucCaHMe BHELWIHero BuWAa JIeKapCTBEHHOro npenapaTta Ans BeTepuHapHOro
NPUMEHEHUS;

r) dpapmakoTepaneBTUyeckasa rpynna fekapCcTBeHHOro npenapaTa gnsi BeTepuHapHoro
NPUMEHEHNA NN yKkasaHue "romeonaTnyeckun fiekapCTBEHHbIN npenapat”;

A) apmakogMHamuka W dapMakoKMHETUKa (3a WCKIOYEHNEM )apMaKOKUHETUKM
romMeonaTM4yeckMx  JeKapCTBEHHbIX MNpenapaTtoB W  pPacTUTENbHbIX  FEKapPCTBEHHbIX
npenapaToB) UK oNMcaHne UMMyHOBNOOrMYEeCKNX CBOMCTB NNeKapCTBEHHOIO Npenapara;

€) NoKa3aHna Ansa NpUMeHEHNS;

) NPOTUBONOKa3aHNA AN NPUMEHEHNS;

3) Mepbl NPeAOCTOPOXHOCTU NPU NPUMEHEHWUMN;

N) yKazaHue BO3MOXHOCTM U OCOBEHHOCTEN NpUMEHEHUs Y 6epeMeHHbIX XUBOTHBbIX, Y
XMBOTHbIX B Nepuno Nakraumm, y noTOMCTBa XUBOTHbIX;

K) pexxum 0O31poBaHus, cnocob BBegeHUSI N NPUMEHEHUS, NP HEOBXOANMOCTU BpeEMS
npuemMa nekapcTBeHHOro npenapara ans BeTepuHapHOro NpUMeHeHNs, NpoaoImKNTESTbHOCTb
nevyeHus;

n) BO3MOXHble MOOOYHbIE AENCTBUA, HexXenaTerbHble peakuuMuM Mnpu MpUMEHEeHUU
nekapCcTBEHHOro npenapaTa An1s BeTepUHapHOro NPUMEHeHUs;

M) CUMNTOMbI Nepeao3npPOBKN, Mepbl MO OKa3aHWI MOMOLLM NMpU Nepeso3npoBKe;

H) B3aUMOAENCTBME C APYrMMM NeKapCTBEHHbIMU NpenapataMmu 1 (Unn) Kopmamu;

0) popMbl BbINyCKa NekapcTBEHHOro npenapara as1s BeTepuHapHOro NpuMeHeHus;



n) ykasaHue (Npu HeobGXoOMMOCTM) OCOBEeHHOCTe [OeNcTBUS feKapCTBEHHOMO
npenapata Ans BeTepuHapHOro nNpMMeHeHus Npu NnepBoM npuemMe unm rnpu ero oTMeHe;

p) onucaHune (Nnpu Heob6xoAMMOCTN) OENCTBUN BETEPUHAPHOIO Bpayva (BETEPUHAPHOIo
denbawepa), MHOro cneuynanucta B obnactn BeTepuHapuu, Bnagernbua XMBOTHOMO Mpu
npornycke rnpuvemMa O[HOW WM HEeCKOSbKMX 03 JleKapCTBEHHOro npenaparta [Ans
BETEPMHaAPHOro NPUMEHEHNS;

C) CPOK FOAHOCTU M yKa3aHue Ha 3anpeT NpUMEHEHWs NekapCTBEHHOro npenapara ans
BETEPMHaAPHOro NPUMEHEHNS MO UCTEYEHUN CpOKa rOAHOCTY;

T) YCNOBUSA XpaHEHUS;

y) YyKkasaHuMe Ha HeobXoOUMOCTb XpaHeHusi feKkapCTBEHHOro npenapara Aans
BETEPMHAaPHOro NPUMEeHeHNs B MecTax, HeJOCTYMHbIX AN AeTen;

@) ykasaHue (npu Heob6XOAMMOCTWU) chneumanbHbIX Mep MNPeaoCTOPOXHOCTM Mpwn
YHUUMTOXEHUN  HEUCNONb30BaHHbIX NeKapCTBEHHbLIX MpernapaToB [Ans BeTepuHapHOro
NPUMEHeHUs;

X) CPOKM BO3MOXHOIMO UCMOSb30BaHWUS NPOAYKLMM XUBOTHOIO NMPOUCXOXOEHUA nocne
BBELEHMWS XXMBOTHOMY NleKapCTBEHHOMo NpenapaTa A5 BeTEPUHAPHOIo NPUMEHEHUS;

L) ycrioBus oTnycka;

4) HauMMeHOBaHWA W agpeca MPOM3BOACTBEHHbIX MNMOWAA0K MNPOU3BOAUTENS
NeKkapCcTBEHHOro npenapaTa A51s BEeTEPUHaPHOro NPUMEHEeHNs;

W) HauMeHoBaHWe, ajpec opraHusauuu, YNOfHOMOYEHHOM JdepxaTenem unm
BnagenbuemM perucTpaumMoHHOro yAoCTOBEPEHUS NEeKapCTBEHHOro npenaparta Ha npuHaTue
npeTeH3un ot notpeburens;

8) npoekTbl MakeToB NEepPBUYHOW YNaKOBKW M BTOPUYHOM YNaKOBKU NEKapCTBEHHOro
npenapara Ansg BeTepuHapHOro NpMMeHeHus;

9) cnepgywwue cBedeHWs O JleKapCTBEHHOM MpernapaTte And BeTepuHapHOro
NPUMEHEHUS:

a) onucaHmne 1 cocTaBs fiekapCTBEHHOro npenapara Ansg BeTepuHapHOro nNpMMeHeHus;

0) onucaHne apmaueBTUYECKON pa3paboTku;

B) onucaHue npouecca npov3BoaCcTBa U ero KOHTPOns;

r) OnNWCaHWe KOHTPONSA KPUTUYECKUX CTagun NpoM3BOACTBA U NPOMEXYTOYHON
npoayKuuu;

MHdopmaums 06 naMmeHeHusIx:
®edepasnibHbIM 3akoHOoM om 13 urons 2015 2. N 241-®3 e nodnyHkm "0" nyHkma 9 yacmu
3 cmambu 17 Hacmosiuje2o @edeparibHO20 3aKOHa 8HECEHb! USMEHEeHUs

CM. mekcm nodnyHkma e npedbidyujel pedakyuu

A) HauMeHoBaHMA UM agpeca paspaboTymka, Aepxatena wunv  Bnagensua
pPEerMcTpaunoHHOro  yaOCTOBEPEHUS  FIEKApPCTBEHHOro npenaparta, MNPOM3BOACTBEHHbIX
naoLwagoK Npon3BoanTens NekapcTBEHHOMo NnpenapaTa Afsi BETEPUHAPHOIo NPUMEHEHUS;

e) hapmaueBTmyeckas COBMECTUMOCTb;

) MUKpOOMOnormyeckne xapakTepucTuKu;

3) MmaTepmanbHbI 6anaHc Ana NPoOM3BOACTBA CEPUM FOTOBOMO NPOAYKTA;

N) OonucaHue XapakTepUCTMK WU CBOWCTB YMaKOBOYHbLIX MaTepuanoB U YKYMOPOYHbIX
CpencrTs;

K) BOKyMeHTanbHoe nogTeepxaeHune (Banuaauns) npoLeccoB n (Unn) X OLEHKa;

n) TpeboBaHuA K Ka4yecTBy BCrMOMoOraTesfbHbIX BEWEeCTB (cepTudumkat, cneundunkaums
Ha BcrnomoraTesibHble BELLEeCTBa U UX 060CHOBaHWME);

M) aHanUTU4YeCcKne MeTOOUKN, UCNOSb3yeMble NP OCYLLLECTBEHUM KOHTPOIA KavyecTBa
BCNOMOraTenbHbIX BELLECTB;

H) [OOKyMeHTanbHOe MNOATBepXAeHne (Banupauus) aHanuTU4ecKUx MeToauK,
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NCronb3yeMbliX Npu OCYLLLECTBIIEHNN KOHTPOSIS KaYecTBa BCNOMOraTernbHbIX BELLECTB;

0) WHdopmauus 06 MCNoNbL30BaHUM BCMOMOraTesbHbIX BELLEeCTB 4YefloBeYEeCKOro u
XWBOTHOMO NPOUCXOXAEHNS;

n) MHpopmaLms 06 MCMONb30BaHUN HOBbIX BCOMOraTeslbHbIX BELLECTB;

p) TpeboBaHWA K KayecTBy JieKapCTBEHHOro npenapata pAns BeTepUHApPHOro
npuMeHeHna (ceptTudukar, cneundmrkaLms Ha nekapCcTBEHHbIN Npenapart n nx obocHoBaHue);

C) aHanuUTMyeckne MeTOAMNKN, UCNOSTb3yeMble NMPU OCYLLLECTBIIEHUN KOHTPOMS KavyecTBa
neKapCTBEHHOro npenapara Ans BeTepuHapHOro npyMeHeHus;

T) [OOKyMeHTanbHoe noaTBepxaeHwe (Banuvgauusl) aHanuTU4eckux MeToauk,
ncrnonb3yemMblX MNPy OCYLLIECTBIIEHUM KOHTPONA KadecTBa JieKapCTBEHHOro npenapara Aans
BETEPUHAPHOIo NPUMeEHeHUs;

y) [OOKYMEHT, noATBepXOalwlnin KayeCTBO JlIeKapCTBEHHOro npenapata Tpex
NPOMbILLIIEHHBIX CEpUin (MPOTOKOM aHanms3a unu ceptudukaT aHanumsa), ogHa cepusi KoToporo
AOIMKHa coBnagatb C cepuer obpasua nekapCTBEHHOro npenapaTta, MNOAAHHOro Ha
perncTpauuio;

&) XxapakTepucTuka npumecen;

X) nepeyeHb CTaHOapTHbIX 06pasyoB, UCMOMb3YEMbIX MPU OCYLLECTBAEHUN KOHTPONS
KavecTBa fiekapCTBEHHOro npenapara ans BeTepUHapHOro NnpuMeHeHus;

L) QJOaHHble O CTabunbHOCTU §eKapCTBEHHOro npenapata Afs BeTepuHapHOro
NPUMeEHeHNS;

10) Konus OOKYMeHTa, coepkalwero MHoOpMauui O Hanuyaun mnu o6 oTcyTCTBUM
pakToOB perncrpaumm nekapcTBeHHOro npenapara AnA BeTepUHApHOro npuMEHeHUs 3a
npeagenamu Poccuinckon ®egepaunu;

MHdopmaums 06 nameHeHusix:
®edepanbHbIM 3akoHoM om 13 utons 2015 2. N 241-®3 6 nyHkm 11 yacmu 3 cmambu 17
Hacmosiweao PedepalribHO20 3aKOHa BHECEHbI U3MEHEHUS

CM. mekcm nyHkma e npedbidyuw,el pedakyuu

11) cornacme B NCbMEHHOW hopMe, NPeayCMOTPEHHOE YacThbio 7 HAaCTOSLLEN CTaTbM,
B Cry4ae permcrpauumn BoCnpon3BeAEHHOrO NIEKAPCTBEHHOrO Npenapara;

12) Konusa QOKYMEHTa Ha PYCCKOM S3blKe, 3aBEPEHHOro B YCTAHOBIEHHOM MopsifAke U
noaTBEPXAAlLWeEero nNpPaBOMOYHOCTb  3asiBMIEHUST O  FOCYAApCTBEHHOW  permcrpauuu
rfieKapCTBEHHOro npenapara Ans BeTepuHapHOro npuMmeHeHust (4QOBEPEHHOCTD).

4. NMpwn npoBeaeHUN YCKOPEHHOW Npoueaypbl 3KCNepTU3bl NIeKapCTBEHHOrO npenapara
ANs BeTepMHApHOro MNpPUMEHEHNA B LEnsiX ero rocyAapCTBEHHOW pernctpauum MoxeT
npeacTaBnNATbLCA MHOPMaUKUS, NOSlydYeHHas Npyu NpoBedeHUN KITMHUYECKUX UCCreoBaHuN
fleKapCTBEHHOro npenapata w onybrnvkoBaHHasi B CNeuuanmM3npoBaHHbIX MNeYvYaTHbIX
n3gaHusx, a Takke  [OOKYMEHThI, cogepxaiwime  pesynbTaTbl nccrnegoBaHns
OMO3KBMBANEHTHOCTM NIEKAPCTBEHHOIO NpenapaTta Ans BEeTEPUHAPHOro NPUMEHEHNS.

5. Ha oaKkcnepTudy pasnuUYHbIX JIeKapCTBEHHbIX OPM OOHOrO UM TOro Xe
fleKapCTBEHHOro npenapata Afs BETEPUHAPHOro MpUMEHEeHUs 3asiBUTenb npeacraBndaet
oTAenbHble 3adBMNEeHNA N perMcTpaunuoHHble JOCbe Ha KaXaylo fiekapCTBeHHyo dopmy. [pu
YyCrNOBMM OOHOBPEMEHHOW MNOoL4ayM Ha 3KCNepTu3y OLHOW NeKapCTBEHHOW (popMbl C
pasnUYHbiMM [O3UPOBKOMW, KOHLUEHTpauuen, obbeMom 3asBuTenb npeacTaBnser oOfHO
3asiBfieHNEe U pPErncTpaumMoHHOEe A0Cbe C MNPUMOKEHMEM MaKeTOB YMaKOBOK Ha Kaxayto
AO03UPOBKY, KXY KOHLEHTpaUuIo, Kaxabin 06bem 1 Kaxxgoe KOnMYecTBo 403 B YNaKOBKE.

6. 3asBuTenb BMpaBe nNpeacTaBuTb MO COOCTBEHHOW uvHUMUMATUMBE BMeCTe C
3asiBrieHMeM O rOCyJapCTBEHHOW perncrpaumm rnekapCTBEHHOro npenapata Ang
BETEPUHAPHOIO MNPUMEHEHNA OOKYMEHTbI, MOATBEPXAalolmne ynnaty rocyaapCTBEHHOM
MOWMMHbI W YKa3aHHble B MNyHKTe 7 4Yactu 2 Hactosawen crtatbn. B cnyvae wux
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HenpeacTaBneHus COOTBETCTBYHOLLMI YNONTHOMOY€EHHbI deaepanbHbIn opraH
NCNOSTHUTENbHOW BNacTu npoBepseT dakT ynnaTtbl 3asBuTenemM rocygapCTBEHHON NOLMANHDI
nocpeacTBOM UCMonb3oBaHMA uMHGoOpMaumm o6 ynnate rocyaapCTBEHHOW  MOLUMMHGI,
cogepxawlenca B [ocyaapCTBEHHOM WHAOPMALMOHHOW CUCTEME O T[OCYAAPCTBEHHbLIX W
MYHUUMNANbHbIX MaTexax, Ha OCHOBaHUN NpeacTaBneHHbIX 3asBUTenem Konum JOKYMEHTOB,
noaTBepXaatoLLnx ynnaTty rocygapCTBEHHON NOLUMUHbI.

7. He ponyckaetcsa wucnonb3oBaHWe B KOMMEPYECKMX Uensax uHpopmaumm o
pesynbTatax AOKMUHUYECKUX WCCeLOBaHUN FfEeKapCTBEHHbIX CPeACTB U KIMHUYECKUX
UccrnegoBaHNMn  NEeKapCTBEHHbIX  MnpenapaToB  ANS  BETEPUHAPHOro  MpPUMEHeHus,
npeacTaBneHHON 3adBUTEneM AOns  rocydapCTBEHHOM  perucTpaumm  nekapCTBEHHbIX
npenapatos, 6e3 ero cornacusi B Te4eHne WecTu NeT ¢ AaTbl rocyaapCTBEHHOW perncrpaumm
pedepeHTHOro fiekapCTBEHHOrO npenapaTa B Poccurckon depepaumm.

FTAPAHT:

CM. KoMMeHTapum Kk ctaTbe 17 HacTosilero PegeparnbHOro 3akoHa

MHdopmaumsa 06 nameHeHusx:

®PedepasibHbIM 3aKOHOM om 22 Oekabpsi 2014 e. N 429-@3 HaumeHosaHue cmambu 18
Hacmosiweao PedeparibHO20 3aKOHa U3IIOXXEHO 8 HO8OU pedaKkyuu, ecmynarowed e cusny
c 1 urons 2015 e.

CM. mekcm HauMeHo8aHus1 8 npedbidyuw,el pedakyuu
Cratbsa 18. lNogaya 1 paccMOTpeHne 3asiBNEHUA O roCcydapCTBEHHOW perucrpaumm
NeKkapCcTBEHHOro npenapaTa A5 MeANLNHCKOro NPUMEHEHMS

MHdopmaums 06 nameHeHusix:

®edepasibHbIM 3akOHOM om 22 Oekabpsi 2014 2. N 429-®3 yacmb 1 cmambu 18
Hacmosiweao PedeparsibHO20 3aKOHa U3/I0XXeHa 8 HogolU pedaKkyuu, ecmynaroweu e cusny
c 1 uronsa 2015 e.

CmM. mekcm Yacmu e npedbidyuiel pedakuyuu

1. [lna rocygapCTBEHHOM perucTpaumnmn nekapcTtBEHHOro npenapara gna MeguumnHCKoro
NPUMEHEHNA  OpUANYECKOe §nuUo, [AencTBylollee B COBCTBEHHbIX WHTepecax Wnu
YNOMHOMOYEHHOE MNpPEeACTaBNATb WMHTEPEChbl OPYroro puandeckoro nvua u 3assnsiwollee
NeKapCTBEHHbIN NpenapaTt Ha rocyJapCTBEHHYIO pernctpaumio (ganee B HacTosLen ctaTbe -
3asiBUTENb), NPEACTaBnseT B YNOSIHOMOYEHHbIN doedepanbHbli OpraH MCNOSTHUTENbHOM
BNacTn, OCYLLECTBASOLLNA rOCygapCTBEHHYO permcTpaunio NekapCTBEHHbIX NpenapaToB Ans
MEANLMHCKOrO NPUMEHEHNS, B 3NEKTPOHHON hopMe 1 Ha BymakHOM HocuTene 3asiBfeHne o
rocygapCTBEHHOW  perncTpaumMm  feKapCTBEHHOro  npenapata and  MeguuMHCKOro
NPUMEHEHNA, a Takke B rMopsiake, YCTAHOBMEHHOM YMOMHOMOYEHHbIM eaepanbHbIM
OpraHOM WCMOSTHUTENbHON BRacTu, B 3MEKTPOHHOW ¢opMme M Ha OymMaxHOM HocuTene
HeobxooMMble [OOKYMEHTbl, W3 KOTOpPbIX (popMupyeTcs perncTtpaunmoHHoe [OoCbe Ha
neKapCTBEHHbIN npenapaT Ang MeAnUUHCKOro NpUMEHeHUs.

MHdopmaums 06 naMeHeHusix:

®edepasibHbIM 3aKOHOM om 22 Oekabpss 2014 2. N 429-®3 yacmb 2 cmambu 18
Hacmosiweao PedeparibHO20 3aKOHa U3JI0XXeHa 8 Hogol pedaKkyuu, ecmynarowed e cusny
c 1 uronsa 2015 e.

CmM. mekcm 4Yacmu e npedbidyuiel pedakuyuu
2. B 3aaBneHun o rocygapCTBEHHOM perucrtpauuu riekapCTBeHHOro npenaparta ang
MeAMLMHCKOro NPUMEHEHUS YKa3blBaOTCS:
1) HanmeHoBaHMe N agpec 3asBUTENsS N NPOU3BOAMTENSA FIeKapCTBEHHOro npenapaTa
ANA MeOMUMHCKOro NpUMEHEeHUs U agpec MecTa OCYLeCTBNEeHWA ero npoussoactsa (B
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Crnlyyae Hanuumsa HEecKOmNbKMX Y4aCTHMKOB Mpouecca Npov3BoACcTBa Heobxooumo ykasaTb
KaXkQoro y4acTHMKa B COOTBETCTBUM C OCYLLIECTBNSIEMOWN CTagMen Npon3BoACTBa);

2) HauMeHoOBaHWe IeKapCTBEHHOro npenapata gns MeaUUUHCKOro MpUMeHeHUs
(MexgyHapooHOe HenaTeHTOBAaHHOe, UIM rpynnMpOBOYHOE, UIM XMMUYECKOE U TOprosoe
HaUMeHOBaHUS);

3) nepeyeHb [OEWCTBYIOLLMX W BCMOMOratesnbHbIX BeLLeCTB, BXOAAWMUX B COCTaB
neKkapCTBEHHOro npenaparta And MeAuUMHCKOrO MNPUMEHEHUSA, C YyKasaHMEM KonunyecTsa
KaXkgoro n3 Hux;

4) nekapcTBeHHas popma, [03MPOBKA, CMocobbl BBEAEHMS UM MPUMEHEHUS, CPOK
rogHOCTU fleKapCTBEHHOro npenaparta ans MeavuUmMHCKOro NpUMeHeHUs;

5) dapmakoTepaneBTUyeckaa rpynna, Kog aHaToMO-TepaneBTUYeCKO-XMMUYECKON
Knaccuukaumm,  pekomeHaoBaHHOWM  BcemupHOM — opraHmsaumen — 34paBoOOXpaHeHud,
3asiBrsieMble nokasaHus Ans npMMeHeHusl nekapcTBEeHHOro npenapata and MeguuMHCKOro
NPUMEHeHUs;

6) oTcyTCcTBME HEOBXOAMMOCTM NpedocTaBneHnsa oTyeTa 0 pesyfbTaTax KIIMHUYEeCKOro
nccnefoBaHns,  uccnefoBaHuss BUOSKBMBANEHTHOCTW  NEKapCTBEHHOro  npenapara,
paspeLleHHOoro Ansa MegumumHckoro npumMmeHeHns B Poccurickon ®egepaunn 6onee asaguatu
neT, C yKasaHMeM HOPMATMBHbIX MPaBOBbIX akToOB, MNOATBEPXAANOWMNX [AaHHbIA CPOK
NPUMEHEHUS;

7) HeobxoanMMOCTb ObOpMIEHNSA paspelleHns Ha BBO3 B Poccuiickyto deagepaumio
KOHKPETHOW napTuUX 3aperncTpupoBaHHbIX U (MNKN) He3aperncTpMpoBaHHbBIX JIEKAPCTBEHHbIX
CpeAcTB, NpefHa3HavYeHHbIX ANs NPOBEAEHNS SKCNEepTU3bl NEKapCTBEHHbIX CPEACTB B Lensax
rocygapCTBeHHOW perncrpauuu;

8) HeobxoaMMOCTb NpPOBEAEHUS] IKCNEPTU3bl AOKYMEHTOB, MNpPeACTaBMEHHbIX And
onpeaeneHns BO3MOXHOCTU paccMaTpuBaTh JIeKapCTBEHHbIA NpenapaT And MeauuUHCKOro
NPUMEHEHNA NPU OCYLLECTBIIEHUN FOCYAapCTBEHHOM perncrpauum B KayectBe ophaHHOro
rfiekapCTBEHHOro npenapara;

9) HeobXO0AUMOCTb NPUMEHEHNSA YCKOPEHHOW NpoLueaypbl 9KCNepTU3bl NEKapCTBEHHbIX
CpeacTB B Liensax rocyaapCTBEHHOM perncTpaumm nekapcTBeHHOro npenapara;

10) KONMM SOKYMEHTOB, NOATBEPXKOAOLNX YNNaTy rocyaAapCTBEHHON NOLUSMHbI:

a) 3a npoBedeHWe IKCNepTU3bl AOKYMEHTOB, MpeAcTaBfeHHbIX ANna onpefeneHus
BO3MOXHOCTU paccMaTpmBaTh NEKapCTBEHHbIN npenapaTt AN MeAWUUHCKOTO MPUMEHEHUS
npwn OCyLLEeCTBNEHUN roCy4apCTBEHHOW perncTpaumm B Ka4ectse opdaHHOro fiekapcTBEHHOro
npenapara;

0) 3a npoBefeHME IKCMEPTU3bl KayecTBa NEKapCTBEHHOrO CpeAcTBa M 3KCNepTUsbl
OTHOLWIEHUS OXMAAeMOM MNoSib3bl K BO3MOXHOMY PUCKY TMPUMEHEHUS JIeKapCTBEHHOrO
npenapaTa, paspelleHHOro Ans MeauuuHcKoro npumeHeHms B Poccunckon Pegepauunu
bonee AgBaguatu neT, Npy OCYLECTBIEHMM TOCYAAPCTBEHHOW perncTpauun fnekapcTBEHHOro
npenapara;

B) 3a MpoBedeHMEe IKCMepTM3bl KayecTBa JleKapCTBEHHOro CpeacTBa M 3KCNepTusbl
OTHOLWIEHUS OXMAAEMOM MNOSib3bl K BO3MOXHOMY PUCKY MPUMEHEHUS JeKapCTBEHHOIO
npenapaTa ana MeauuuHCKOro NpUMeHeHUs Npu ero rocyaapcTBEHHOW perncrpaumm;

r) 3a nNpoBefeHME IKCNEepPTU3bl KavyecTBa JIEKAPCTBEHHOrO cpeacTBa M IKCNepTU3bl
OTHOLWIEHUS OXMAAeMOM MoJSib3bl K BO3MOXHOMY PUCKY MPUMEHEHUS JIeKapCTBEHHOro
npenapata Ana MeAUUMHCKOrO MNPUMEHEHUS, B OTHOLIEHUN KOTOPOro npoBeAEeHbI
MeXOyHapoOHble MHOrOLEHTPOBbIE KIWMHUYECKWe WUccnefoBaHUsl, 4YacTb W3  KOTOPbIX
nposegeHa B Poccuinckon denepaumm, npyu oCyLECTBIEHUN FOCYOapPCTBEHHON permcTpaumm
rnekapCTBEeHHOro npenapara;

11) Hannume cornacusa NpomM3BOAUTENS NEKApCTBEHHOro npenapaTta, Npov3BOACTBO
KOTOpOro ocyulectenserca 3a npegenamun Poccuinckon ®Pepnepauuun, Ha npoBefeHue



WHCNEKTUPOBAHUA NPOU3BOAUTENSA Ha cCOOTBETCTBME TpeboBaHMAM npaBui Hagnexallen
NPOWN3BOACTBEHHOM NPAKTUKM;

12) Hanu4ne cornacus, NnpeaycMOTPEHHOro YacTbio 18 HacTosWwen cTaTby;

13) ykasaHue BuAa NekapCTBEHHOro npenapaTa, NpeacTaBfieHHOro Ha perucrpaumio
(pethepeHTHbIN NeKapCTBEHHbLIN MNpenapaT, BOCNPOU3BEAEHHbIN JleKapCTBEHHbIM npenapar,
Bmonornyeckuin nekapcTBeHHbIN npenapat, buoaHanorosbin (61MonogobHbIN) NeKapCTBEHHbIN
npenapat (6woaHanor), romMeonaTM4yeckUn JEeKapCTBEHHbIA MpenapaT, JeKapCTBEHHbIN
pacTUTenbHbIM Npenapar).

MHdopmaums 06 naMeHeHusix:

®edepasibHbIM 3aKOHOM om 22 Oekabpss 2014 e. N 429-®3 yacmbs 3 cmambu 18
Hacmosiweao PedeparibHO20 3aKOHa U3/IoXeHa 8 Hogol pedaKkyuu, ecmynarowed e cusny
c 1 sHeaps 2016 2.

CM. mekcm Yacmu e npedbidyuwieti pedakyuu
3. PeructpaunoHHoe [OCbe Ha feKapCTBEHHbI npenapat Ans MeauUMHCKOro
NPUMeEHeHUs npeaocTaBnsieTcs B opme 0bLero TeXHMYECKoro JOKyMeHTa.

MHdopmaumsa 06 nameHeHusx:

®PedepasibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-©3 vacmb 4 cmambu 18
Hacmosiweao PedeparnibHO20 3aKOHa U3/oXXKeHa 8 Hogol pedaKkyuu, ecmynarowed e cusny
c 1 sHeaps 2016 2.

CM. mekcm Yacmu e npedbidyuwieti pedakyuu

4. Pasgen JoKyMeHTauun agMUMHUCTPaTUBHOIO XapakTepa BKItoyaeT B cebs:

1) 3agBneHne O rocygapCTBEHHOW perucTpauum nekapcTBeHHOro npenaparta Aans
MEeANLMHCKOro NPUMEHEHUS B 3NEKTPOHHOM hopMe 1 Ha ByMaXKHOM HOCUTene;

2) KONUIKO JOKYMEHTa Ha PYCCKOM £i3blke, 3aBEPEHHOr0 B YCTAHOBIIEHHOM rnopsiake U
noaTBepXaatoLLlero nNpaBoOMOYHOCTb 3asBUTENsS MoAaBaTb 3asdBfeHMe O roCcyAapCTBEHHOM
permcTpauumn nekapCTBEHHOro npenapaTa ana MeanumMHCKOro npumMeHeHus (4OBEPEHHOCTL);

3) KOMMIO JNMLEH3UM Ha MpPOM3BOACTBO FEKAPCTBEHHbIX CPEACTB WM KOMUKO
3aKM4YeHNss O COOTBETCTBUM MNPOM3BOAUTENSA JNEeKapCTBEHHbIX CpeacTB TpeboBaHUAM
npaBuil  Hagnexawen npou3BOACTBEHHOW MPaKTUKW, BblAaHHblE  YNOSIHOMOYEHHbIM
defepanbHbIM - OpraHOM  UCMOMHUTENbHOM BRacTu, B Cryvyae, €ecnv npou3BoACTBO
nekapCTBEHHOro npenapara ocyuwecTtensercs B Poccunckon depepaumm;

4) Konuto BblAAHHOW YNOSTHOMOYEHHBIM OPraHOM CTpaHbl MPOU3BOANTESNS NULEH3UU Ha
NPOV3BOACTBO JIeKapCTBEHHOrO npenapaTta U ee NepeBod Ha PYCCKUN A3blK, 3aBEPEHHbIE B
YCTAHOBIIEHHOM MOPSAKE, W  KOMUIO  3aKMiOYeHWss O COOTBETCTBUM MNpou3BoguTens
NeKapCTBEHHbIX CPeaCcTB TpeboBaHNAM npaBui Hagnexalen nponsBoACTBEHHON NPAKTUKW,
BblJAHHOIO YMOSIHOMOYEHHbIM (hefepanbHbiM OpraHoM WUCMOMHUTENBLHOW BRacTu, B Clnydyae,
eCcnn npou3BOACTBO JleKApCTBEHHOrO npenapata OCyWecTBNdeTcsa 3a npegenamu
Poccuinckon ®epepaunu;

5) NPOEeKT MHCTPYKUMU NO MEeOULMHCKOMY MPUMEHEHUIO NeKapCTBEHHOrO npenapara,
coepxallen cregyowime ceeaeHns:

a) HaMMeHOBaHWEe feKapCTBEHHOro npenapaTta (MexayHapoaHoe HenaTeHTOBaHHOe,
UNN rpynNMpOBOYHOE, NN XMMUYECKOE U TOProBOE HaMMEHOBAHUS);

0) nekapctBeHHasi opMa C ykaszaHMEM HaMMEHOBaHUM U KONMYECTBEHHOrO COCTaBa
AENCTBYIOLUMX BELLEeCTB W KayeCTBEHHOr0 CcOCTaBa BCNoMoraTenbHbIX BeLllects (npu
HEeoBX0AMMOCTM KONMYECTBEHHOMO COCTaBa BCNOMOraTesibHbIX BELECTB);

B) OnucaHWe BHELHEro BuAa NeKapCTBEHHOro npenapata ana MeauuuHCKOro
NPUMEHeHUs;

r) usmnko-xmmmyeckne cBouCTBa (ON19 pagnodapmMaueBTUHECKUX feKapCTBEHHbIX
npenapaToB);
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A) dapmakoTepaneBTMyeckass rpynna, Ko FeKapCTBEHHOro npenapata Aangd
MEAVLUMHCKOrO MNPUMEHEHUA MO aHaTOMO-TepaneBTUYECKO-XMMUYECKOW Kraccudukaumm,
pekomeHOoBaHHOM  BcemupHOW  opraHusauven  30paBOOXPaHEHWs, WAW  yKasaHue
"romeonaTtn4eckum nekapcTBeHHbIN npenapar”;

e) dapmakogMHammka n apmMakoKMHeTMKa (3a WCKNYeHneM (apMaKOKUHETUKM
romMeonaTnM4yeckMx JleKkapCTBEHHbIX MpenapaTtoB W pacTUTENbHbIX  NEeKapCTBEHHbIX
npenapaToB);

X) nokasaHus AN NpMMeHeHus;

3) NPOTMBOMNOKa3aHUs Ana NPUMEHEHUS;

1) Mepbl NPEeAOCTOPOXHOCTN NPU MPUMEHEHUM;

K) ykasaHne BO3MOXHOCTU M OCOBEHHOCTEN NPUMEHEHMS NEKAapPCTBEHHOrO npenapaTta
ANa  MeAULUMHCKOrO MNpUMEHEHNa 6GepeMEeHHbIMU XEeHLMHaMW, >XEeHLWMHaMn B nepuog
rpy4HOro BCKapMIMBaHus, 4eTbMW, B3POCIbIMU, UMEIOLLMMUN XpPOHMYECKne 3aboneBaHus;

n) pexuMm AO03UpoBaHUSA, cnocobbl BBEAEHUS M NPUMEHEHUSA, MpPU HEOBXoaMMOCTU
BpeMs npuvema  NiekapCTBEHHOro npenapata Ans  MeAWMUMHCKOrO  MpPUMEHEHMS,
NPOAOSPKUTENBHOCTL NIeYEHUs, B TOM YucChe Y AeTen 40 U Nocne OgHOro roaa;

M) BO3MOXHble HexXenaTenbHble peakuMm npu  NPUMEHEHUMM NEKapCTBEHHOIO
npenapata Ans MeguUUHCKOro NPUMEHEHNS;

H) CUMNTOMbI NEPEAO03NPOBKUN, MEPbLI MO OKa3aHNIO MOMOLLM NPY NeEpPeso3MpPOBKE;

0) B3aMMOLENCTBUE C OPYrMMU JieKapCTBEHHbIMWU npenapataMmyv u (Mnu) nuLLeBbIMU
npoaykramu;

n) doopMbl BblfyCKa fiekapCTBEHHOIO Npenapara;

p) YykasaHue (Npy HeobxoaMMOCTU) OCODEHHOCTEN [OEeNCTBUSA JIeKapCTBEHHOTO
npenapata Ansg MeguUUHCKOro NpUMEHEHNS Npu NepBOM Npueme Unn nNpu ero OTMeHE;

C) onucaHue (Nnpu HeobxoaMMocTn) AencTeuir Bpaya (denbgwepa) u (unu) naumeHTta
npy nponycke npuMeMa OLHOW WM HECKONMbKUX [A03 JeKapCTBEHHOro npenaparta Ans
MEAMLMHCKOro NpUMEHEeHUs;

T) BO3MOXHOE BIIMSIHWE NEKapCTBEHHOro npenapara Angd MeauumMHCKOro nNpuMeHeHns
Ha CNOCOOHOCTL YNpaBnATb TPAHCMOPTHBIMU CPEeACTBaMU, MEXaHU3MaMU;

Y) CPOK rOOHOCTM U yKasaHWe Ha 3anpeT NpuMeHeHnsa nekapcTBEHHOro npenapaTa ang
MEeANLMHCKOro NPpUMEHEHUs Mo NCTEYEHMUM CPOKa FO4HOCTU;

@) ycnoBusi XxpaHeHUS;

X) YyKasaHMe Ha HeobXOoOMMOCTb XpaHeHusi neKapCTBEHHOro npenapata Ans
MEeAMLMHCKOro NpUMEHEHUs B MecTax, HeOCTYMNHbIX ANa geTen;

L) YykasaHue (npuM HeobxogMMOCTU) chneumanbHbIX Mep NpPegoCTOPOXHOCTM Npu
YHUMTOXEHUN  HEUCNONb30BaHHbIX  JIEKAPCTBEHHbLIX MpenapaToB  Ans  MeAWMLMUHCKOro
NPUMEHEeHUS;

4) yCroBus OTNycKa;

W) HaMMEHOBaHMS W agpeca NPOU3BOACTBEHHbLIX MNMOWAA0K Npou3BOAUTENS
NeKkapCcTBEHHOro npenaparTa;

L) HauMMeHOBaHWe, agpec opraHuM3auuu, YrNofHOMOYEHHOW AepXaTenem unm
BNagenbuemM perucTpaumoHHOro  yoOCTOBEPEHUs  NieKapCTBEHHOro  npenapaTta  Ans
MEeAMLMHCKOro NPUMEHEHUS Ha NPUHSTME NPETEH3MI OT NoTpebuTens;

6) WHCTPYKUMIO MO MEOULMHCKOMY MNPUMEHEHUIO UMW KPaTKyld XapaKTepUCTUKY
NeKapCTBEHHOro NpenapaTa, YTBEePXKAEeHHbIE B CTpaHe Npon3BOANTENS;

7) NpPOEeKkTbl MakeToB NEPBUYHON YNAKOBKW M BTOPUYHOM YMAKOBKU N€KApCTBEHHOIO
npenapata Ans MeguuUHCKOro NpUMeEHeEHNS;

8) nNpoekT HOpMaTUBHOW [OOKYMEHTauMm WM HOPMAaTMBHOIMO [JOKyMeHTa Ha
NeKapCcTBEHHbIW  npenapat  AnNd  MEOUUUHCKOro  MpuMMeHeHuss  nubo  ykasaHue
COOTBETCTBYHOLLEN (papMaKonenHon CTaTby;



9) OOKYMEHT, copepXalwmi MHopMauuio O Hanuuum unm o6 OTCYTCTBUM (DaKTOB
permctpauumn nekapcTBeHHOro npenapara gna MeguuMHCKOro NpUMEHEHUst 3a npegenamu
Poccuinckon ®epgepaunu;

10) KONUM OOKYMEHTOB, 3aBEPEHHbIX B YCTAHOBMEHHOM MOPSiAKE U NOATBEPXKAAKLLNX
hakT perncrpaumm rekapCTBEHHOro npenaparta B MHOCTPAHHbLIX rocyaapcTBax B KayecTse
opdaHHOro nekapcTBEHHOro npenapara;

11) nnaH ynpaBneHus puckamu ana 6uonornyeckmx nekapCcTBEHHbIX NpenapaToB AN
MEANLMHCKOro NPUMEHEHWS;

12) [DOKYMEeHT O cucTteMe dpapmakoHagsopa depxaTtens wnv  Bnagensua
perncTpaunoHHOro yaoCToBEPEHNS NIeKapCTBEHHOIO Npenapara;

13) [OOKYMeHT, noATBepXxdalWun KadecTBO JleKapCTBEHHOro npenapara Tpex
NPOMbILLIEHHbBIX CEPUIA (MPOTOKON aHanm3a unu ceptudukaT aHanumsa), ogHa cepusi KOToporo
JOfKHa coBnagatb C cepuen obpasua NekapCTBEHHOro npenaparta Aans MeauuMHCKOro
NPUMEHEHNS, NPeaCTaBIEHHOIO Ha roCy4apCTBEHHYHO PErncTpaumio.

MHdopmaumsa 06 nameHeHusax:

®edepasibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-@3 vacmb 5 cmambu 18
Hacmosiweao PedeparnbHO20 3aKOHa U3/IoXXeHa 8 Ho8olU pedaKkyuu, ecmynarowed e cusny
c 1 sHeaps 2016 2.

CM. mekcm Yacmu e npedbidyuwieti pedakyuu

5. Pasgen xumuyeckon, dapmaueBTU4eckon u Buonorm4yeckon AOoKyMeHTauuu
BKNtoYaeT B cebs AOKYMEHTbI, coaepkalme nHopmaumio o dhapMauleBTUYECKON cybcTaHumnm
N NekapCTBEHHOM npenaparte Ans MeaAULMHCKOro NpMMEHEHMs, NpoLecce ero NpoM3BoacTBa
N MeTodax KOHTPOIS KayecTBa, B TOM Yucne:

1) KONUIO JOKYMEHTa, CoAep KaLlero crneayoLlyo nHpopmMauuio 0 dhapmMmaueBTUYeCKon
cybCcTaHuun mnu papmaueBTUYeCKkMx cybCcTaHUmMAX, BXOAALMUX B COCTaB Jl€KapCTBEHHOroO
npenapara:

a) HauMeHoBaHMe hapmMaLleBTUYECKON CybCTaHUMN, ee CTpyKTypa, obLumne CBOMCTBA;

0) HauMeHoBaHWe 1 agpec NPoOU3BOAUTENS;

B) TEXHOMorma mnpouM3BOACTBA C ONUCaHMEM CTaguvi NPOU3BOACTBA M METOAOB
KOHTPOMSs Ha BCeX CTaausax Npou3BOACTBa;

r) onucaHue pas3paboTkmn npouecca NPoOM3BOACTBA;

A) onucaHne KOHTPOMS KPUTUYECKUX CTaauMi MNpPOM3BOACTBA M MPOMEXYTOYHOM
npoayKunu;

€) JOKYMeHTanbHoe NoaTBepXxaeHue (Banvgaumsi) npoueccoB U (M) UX OLEHKa;

) CBOMCTBA M CTPYKTYpa AENCTBYIOLLUNX BELLECTB;

3) XapaKTepuCcTuKa npumecen;

n) cneundmkauma Ha hapmaueBTUYeCKyto cybcTaHumio u ee 060CHOBaHME;

K) aHanuTn4eckme MeToaukn, UCNonb3yemMble NpU OCYLLIECTBIIEHNN KOHTPONSA KayecTBa
dapmaueBTUYeCKon cybecTaHuuu;

n) [OOKyYMeHTanbHOe MOATBepXaeHue (Banugauusi) aHanuTUYeckux MeToauK,
NCNoNb3yeMblX NPU OCYLLIECTBIEHNN KOHTPOISA KavyecTBa papMaLeBTUYECKOM CybCcTaHumm;

M) pe3ynbTaTbl aHanu3a cepun papMmaueBTU4eckon cybcTaHuuu,

H) nepeyeHb CTaHAapTHbIX o06pasuoB WM BELWEeCTB, WCMOMNb3yeMbIX Mpu
OCYLLIECTBIIEHMNM KOHTPOSIS KA4YeCTBa;

0) OnucCaHWe XapakKTepPUCTUK U CBOWCTB YNAKOBOYHbLIX MaTepuanoB U YKYMOPOYHbIX
CpPeAacTs;

n) AaHHble O CTAabMNbHOCTM PapMaLeBTUYECKOM CyOCTaHUMK;

p) CPOK rogHOCTY;

2) OOKYMEHT, codepXalun cnegyowme cBegeHns O fiekapCTBEHHOM npenapaTe Ang
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MEOMLNHCKOrO NPUMEHEHUSI:

a) onucaHne 1 cocTaB NiekapCTBEHHOIO nNpenapara Anst MeAUUNHCKOro NPUMEHEHUS;

6) onucaHue apmaueBTnyeckon paspaboTkm (obocHoBaHMe BbIGOpa cocTaBa,
NepBUYHON YNaKoOBKN N UHOTO);

B) TEeXHONorus npou3BOACTBaA C ONUCaHWeM CTaguri MpouM3BOACTBA U  METOA0B
KOHTPOSISi Ha BCEX CTaausX NPOM3BOACTBA;

r) OnucaHne KOHTPOSis  KPUTUYECKMX CcTaguh  npouecca MNpoumsBoAcTBa U
NPOMEXYTOYHOW NPOAYKLNNK;

4) HaMMeHOBaHWe W aZpec MecTa OCYLUeCTBIeHUs MPOU3BOACTBA feKapCTBEHHOro
npenapaTta Ans MeguUMHCKOro NpuMeHeHus (B cryyae Hanuymsi HEeCKOSNbKUX Y4YaCTHUKOB
npouecca npon3soacTBa HEOH6X0AMMO yKasaTb Kagoro nu3 Hux);

e) hapmaueBTn4eckass COBMECTMMOCTb;

X) MUKpPOOMONornyeckne XxapakTepucTuku;

3) MmatepuanbHbI 6anaHc gns NpoM3BOACTBa CEPUN FOTOBOMO NPOAYKTA;

n) onucaHuve XapakTepUCTUK U CBOWCTB YMAKOBOYHbLIX MaTepuanoB U YKYNOPOYHbIX
CpencTB;

K) OOKyMeHTanbHOe MoAaTBepXaeHue (Banvagauus) npoueccoB NpousBoAcTBa U (Mnn)
NX OLIEHKA;

n) TpeboBaHMsa K Ka4eCTBY BCMOMOraTesbHbIX BELWeCTB (cepTudukat, cneundukaums
Ha BCrnomoraTesibHble BELLECTBA U X 06OCHOBaHME);

M) aHanUTU4YecKne MeToguKu, UCNosib3yeMble NpU OCYLLECTBIIEHUN KOHTPOMNA KavyecTBa
BCNoOMOraTenbHbIX BELECTB;

H) [OOKyYMeHTanbHOe noaTBepXxaeHue (Banugauusl) aHanuTUYecKux MeTOAMK,
NCnonb3yeMbiX NPU OCYLLIECTBIIEHUN KOHTPOSS KA4eCTBa BCMOMOraTebHbIX BELWECTB;

0) uHopmaumss 06 MCNOoSb30BaHUM BCMOMOraTesbHbIX BELECTB YeNIoBEYECKOro wu
XMBOTHOIO NPOUCXOXAEHNS;

n) nHcpopmaums 06 Ncnonb30BaHMM HOBbIX BCMOMOraTesbHbIX BELLECTB;

p) TpeboBaHMA K KayecTBY JlieKapCTBEHHOro npenapaTta Ans MeAuLMHCKOro
npUMeHeHnsa (cepTudumkaT, cneumukaumna Ha nekapcTBeHHbIM npenapart n nx o6ocHoBaHue);

C) aHanuUTM4Yeckne METOAMNKN, NCNOSb3YyEMbIE NMPU OCYLLECTBIIEHUN KOHTPONS KavyecTBa
nekapCTBEHHOro npenapara ans MeguMunuHCKOro NpMMeHeHus;

T) [OOKyMeHTanbHoe noATBepXAeHue (Banuvaauusl) aHanuTUYEeCKUX  METOAVK,
NCronb3yeMbiX MPU OCYLLECTBIIEHMM KOHTPONSA KayecTBa NleKapCTBEHHOro npenaparta Aans
MEANLMHCKOrO NPUMEHEHWS;

y) pesynbTaTtbl aHanu3oB CepU feKapCTBEHHOro npenaparta gnd MeLuUMHCKOro
NpPUMeHEHuS;

) XxapakTepucTuka npumecen;

X) nepeyeHb CTaHA4apTHbIX 06pPa3uoB, MCMOMb3YEMbIX MPU OCYLLECTBEHUMN KOHTPOMS
KadecTBa NekapCTBEHHOro npenapaTa Afsi MeanLMHCKOro NpUMEHeHUs;

L) QdaHHble O CcTabunbHOCTM neKapCTBEHHOro mnpenapata Ans  MeguLMHCKOro
NPUMEHEHUS.

MHdopmaums 06 naMeHeHusix:

®edepasibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-®3 yacmb 6 cmambu 18
Hacmosiweao PedeparibHO20 3aKOHa U3/I0XXeHa 8 Hogol pedaKkyuu, ecmynaroweu e cusny
c 1 aHeapsi 2016 e.

CmMm. mekcm 4yacmu e npedbidyuwell pedakuyuu
6. Pasgen dapmakonornyeckom, TOKCUKONOrMYeCcKon JOKYMEeHTaumMm BKovaeT B cebs
OT4yeTbl O pesynbTatax AOKMMHUYECKUX WCCNedoBaHWA NeKapCTBEHHOro cpeactsa Ans
MeANLMHCKOro NpUMEHEHUs!, B TOM YuCTe:
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1) oTyeT 0 hapmakogmMHaMUYECKUX NCCNeSOBaHNAX;
2) OTYET O (hapMaKOKMHETUYECKMUX UCCEeA0BaHUSAX;
3) OTYET O TOKCUKOSTOrMYECKUX UCcreaoBaHnAX.

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-®3 cmambsi 18 Hacmosiuezao
®edeparnibHO20 3aKoHa 0orosiHeHa Yacmabio 7, ecmynarowet 8 cusny ¢ 1 sHeaps 2016 e.

7. Pasgen KnMHMYECKOW OOKYMEHTauun BKMoYaeT B cebs oTyeTbl O pesynbTaTax
KNMMHUYECKMX MUCCrefoBaHUN NekapCTBEHHOro npenapaTa Ans MeguuUMHCKOro NnpuMeHeHuns, B
TOM ymcne:

1) otyetel 06 wuccnegoBaHuax  GUOLOCTYMHOCTM UM BUOSKBMBANEHTHOCTM,
nccnenoBaHusix, YCTaHaBAMBAKOLWMNX KOPPENnsaumMio pesynbTaToB, NOSTyYEHHbIX B YCMOBUAX in
vitro n in vivo;

2) oT4eTbl 0 hapMaKOKMHETUYECKMUX NCCIEAO0BAHUSAX;

3) oT4eTbl O (hapmMakogMHAMUYECKMX NCCNENOBaHUSX;

4) oTYeTbI O KIMUHUYECKUX NccnenoBaHusX 3PeKTMBHOCTN N Be30NacHOCTHU;

5) oT4yeT 0 NoCTperncTpaLmMoOHHOM ONbITE NPUMEHEHNSA (MPU HaNU4YUN).

MHdopmaumsa 06 nameHeHusx:

®PedepasibHbIM 3aKOHOM om 22 Oekabps 2014 2. N 429-©3 cmambs 18 Hacmosweao
®edeparnibHO20 3aKoHa 0orosIHeHa Yacmbio 8, ecmynarowet 8 cusny ¢ 1 sHeaps 2016 a.

8. TpeboBaHua kK ob6bbemy uH(pOpMaumn, nNpenocTaBnNgemMon B  COCTaBe
pPErMcTpauuoHHOro Aocbe, [Ans OTAErNbHbIX BWOOB JleKApCTBEHHbLIX MpenapaToB Ans
MEAMLMHCKOrO NPUMEHEHUS yCTaHaBNUBAKTCA YMNONIHOMOYEHHbIM beaepanbHbIM OpraHoOM
NCNOSTHUTENbHOW BNAaCTW.

MHdopmaums 06 nameHeHusIx:

®dedepanbHbIM 3akOHOM om 22 Oekabpsi 2014 2. N 429-®3 cmambsi 18 Hacmosuwe20
®edeparnibHO20 3aKoHa dorosiHeHa Yacmbio 9, ecmynarowet 8 cusny ¢ 1 sHeaps 2016 e.

9. B OTHOWEHUN neKapCTBEHHbIX MpenapaToB, pPaspelUeHHbIX ANS MeaUUMHCKOro
npumeHeHna B Poccuickon ®depepaunn ©Gonee agpaguatM neTt  (3a  UCKIOYEHUEM
Ouonornyecknx fekapCcTBeHHbIX NpenapaToB), AOMNyCKaeTCs BKIOYEHME B COCTaB pasfena
bapMaKkonormyeckon, TOKCUKONMOrMYeCcKon [OOKyMeHTaumMm W pasgena  KIMHUYEeCKOW
AOKyMEeHTauum BMeCTO oTyeTa paspabotymka o pesynbrtatax COBCTBEHHbIX AOKIUHUYECKUX
nccneoBaHM NEKapCTBEHHbIX CPeACTB U KMMHUYECKMX MWCCefOBaHWn NeKapCTBEHHbIX
npenapaToB A5 MeOULUMHCKOro npumMeHeHna ob63opa HaydHbix paboT O pesynbratax
OOKIMNHNYECKMX WCCReaoBaHMM NEKapCTBEHHbIX CPeACTB M KIIMHUYECKUX WCCReLoBaHUn
AaHHbIX NeKapCTBEHHbIX NpenapaToB, B TOM YMCNe BKIKYasa OnbIT UX NOCTPErncTpaumoHHOro
NPUMEHEHUS.

MHdopmaumsa 06 nameHeHusx:

®PedepasibHbIM 3aKOHOM om 22 Oekabps 2014 2. N 429-©3 cmambs 18 Hacmosuwezo
®edeparibHo20 3aKkoHa dorosiHeHa Yacmbio 10, ecmynarouweu e cuny ¢ 1 sHeapsi 2016 a.
10. TlpuM rocygapCTBEHHOW perncrtpauumM BOCMPOU3BELEHHbIX NEeKapCTBEHHbIX
npenapaToB A1 MEAMUUHCKOrO NPUMEHEHUs1 OOMNYyCKaeTCs BKAOYEHWE B COCTaB pasgena
bapMakonornyeckom, TOKCUKOMOrMYEeCcKoM [OOKyMeHTauum W pasgena  KIIMHUYEeCKOM
AOKyMEeHTauum BMeCTO OoTyeTa paspabotumka o pesynbrtatax COBCTBEHHbIX AOKIMHUYECKUX
nccnefoBaHWA  NEKapCTBEHHbIX  cpeAcTB  0030pa  HayvHblX  paboT O pesynbTaTax
OOKINMHMYECKMX UccrnegoBaHnin pedpepeHTHOro fIekapCTBEHHOMO nNpenapaTa v npeactasneHne
BMECTO KIIMHUYECKMX WCCNeaoBaHWi B MOMIHOM oOObeme, YCTaHOBMAEHHOM pasfaerniom
KNMMHUYECKOM AOKYMeHTauun, oTyeta O pesynbTaTax uccrnegoBaHui GMO3KBMBANEHTHOCTU
BOCNPOM3BEAEHHOIO JleKapCTBEHHOro mnpenapaTta Ansgd MeauUMHCKOro npuMmeHeHus. He
TpebyeTca npencTaBreHMe oT4yeTa O pesynbTatax uccrnefoBaHUn 6GMO3KBMBANEHTHOCTU
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BOCNPOM3BEAEHHOIO JleKapCTBEHHOro npenaparta Angd MeauuMHCKOro MNPUMEHEHUSA, ecnu
PErncTpupyroTCs BOCMNPOU3BEAEHHbIE JleKapCTBEHHble npenapaTbl And  MeOULMHCKOro
NPUMEHEHNS, KOTOpbIE:

1) npegHasHayeHbl ONA  NapeHTepanbHOro  (MOAKOXHOrO,  BHYTPUMBILLEYHOrO,
BHYTPUBEHHOTO, BHYTPUrnasHoro, BHYTPUNOSIOCTHOTO, BHYTPUCYCTaBHOrO,
BHYTPUKOPOHapHOro) BBEAEHNA 1 NpeacTaBnsaoT cobon BOAHbIE pacTBOpPbI;

2) NnpeacTtaBnAalT cobon pacTBOpbl ANSA NEPOParibHOrO NPUMEHEHWS;

3) npousBedeHbl B (bopme MOPOLIKOB WK NuodunnsaToB ANs MPUroTOBIEHUSN
pacTBOpPOB;

4) ABNAKTCA rasamu;

5) 4BnAOTCA  YWHBIMW UM NAa3HbIMU  FIEKAPCTBEHHbIMM  NpenapaTtamMu,
npoussefeHHbIMU B (hopMe BOAHbLIX pacTBOPOB;

6) npegHasHayYeHbl ONS MECTHOro MpPUMEHEeHUs U MPUroToBMEHbl B hopMe BOLHbIX
pacTBOpPOB.;

7) npencraBnaAT cobon BOAHbIE pacTBOPbLI ANs UCMNOSb30BaHUSA B (hopMe MHranauun
C nomoubo Hebynansepa Mnu B Ka4yecCTBe HasasnbHbIX CrpeeB, NPUMEHSAEMbIX C MOMOLLbHO
CXO[HbIX YCTPOWCTB.

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-®3 cmambsi 18 Hacmosiuezao
®edeparnibHO20 3aKoHa doriofiHeHa Yacmbio 11, ecmynarowet 8 cusny ¢ 1 sHeaps 2016 2.
11. Ana cny4yaes, ykasdaHHbIX B nyHktax 1 - 3, 5 - 7 yactu 10 HacTosiwen craTtbM,
BOCMNPOM3BEAEHHbIN NEKAPCTBEHHBIM MNpenapaT Ans MeOULMHCKOrO MNPUMEHEHUST OOSMKEH
cogep)xaTb Takume >Xe BCNoMoraTesfibHble BeELleCcTBa B TaKMX >Xe KOMM4ecTBax, Kak W
pedepeHTHbIN eKapCTBEHHbLIM npenapaT. Ecnu coctaBbl BCNoMoraTesnbHbIX BeLecTB
pasnuyaroTcs, 3asaBUTENb JOMMKEH NPeaCcTaBUTb AoKa3aTenbCTBa TOro, YTO UCMNONb3yeMble B
AaHHbIX KOHLEHTpaUMsX BCoMoraTesbHble BewecTBa He BNUAT Ha 6e3onacHocTb n (1Mnu)
3(P(PEKTUBHOCTb JIEKAPCTBEHHOrO npenapaTta And MeaWUUHCKOro npumeHeHusi. B cnydae,
€Cnun 3as8BUTENb HE MOXET NPeacTaBUTb TakMe AOoKa3aTenbCTBa U (M) He MMEeEeT OOCTyna K
COOTBETCTBYHOLMM [aHHbIM, OH [OSMKEH NPOBECTU COOTBETCTBYKLIME UCCreaoBaHus Ons
AokasaTenbCTBa OTCYTCTBMSI  BMUSIHUS  pPasHbIX  BCMOMOraTeflbHbIX  BELWECTB  Win
BCNoMoraTesibHbIX YCTPOMUCTB Ha 6e3onacHoCcTb U (Mnn) apEeKTMBHOCTL NeKapCTBEHHOIO
npenapaTta gna MeguMUMHCKOro NPUMEHEHNSA B Nopsigke, YCTAHOBIEHHOM YMNOSTHOMOYEHHbIM
deaepanbHbIM OpraHOM UCMNOSTHNUTENBbHOW BRACTM.

MHdopmaums 06 nameHeHusix:

®edepasibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-®3 cmambsi 18 Hacmosiuezao
®edepasibHO20 3aKoHa QorosiIHeHa Yacmbio 12, ecmynarowet 8 cusny ¢ 1 sHeaps 2016 2.
12. Tpn rocygapCTBEHHOW perucTpauum KomOumHauum paHee 3aperMcTtpupoBaHHbIX
NEeKapCTBEHHbIX NpenapaTtoB AN MeOULMHCKOro NPUMEHEHUSI OOMYCKaeTCs BKIOYEHue B
cocTaB pasgena (apmakoriorm4eckon, TOKCUKONMOMMYECKonM [OKYMeHTaumm wu pasgena
KNMMHNYECKOW [OKyMEHTauMM BMECTO OTyeTa paspaboTyvMka O pesynbTaTax COOGCTBEHHbIX
OOKINMMHMYECKMX WUCCNedoBaHUA NeKapCTBEHHbIX CcpefcTB o0630pa HayyHbiX paboTr o
pesynbTatax LOKIMHUYECKMX MWCCRedOBaHUN pedepeHTHbIX NeKapCTBEHHbLIX MpenapaTos,
BXOOSALWMX B COCTaB KOMOMHAUUKM rekapCTBEHHbIX MpenapaTtoB, M 06 OTCYyTCTBUU UX
B3aMMOLENCTBNA B O4HOW NIEKapCTBEHHOW bopMe.

MHdopmaumsa 06 nameHeHusx:

®dedepasibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-®3 cmambsi 18 Hacmosiuweao
®edeparnibHO20 3aKoHa doriofiIHeHa Yacmbio 13, ecmynarowet 8 cusy ¢ 1 sHeaps 2016 2.

13. Ha aKkcnepTusy pasnuyHbiX nekapcTBEHHbIX (OpM OOHOrO W TOro Xe

NeKkapcTBEHHOro npenapaTta Ans MeAUUMHCKOrO MpUMEHEHUs 3asBuTenb npeacraBnset
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OTAenNbHble 3adBNEeHNA U perMcTpaumoHHble 40Chbe Ha KaXKayr fekapCcTBeHHy cdopmy. [Npu
yCnoBuM OOHOBPEMEHHOM MNOLayM Ha 3KCNepTU3y OAHOM JieKapCTBEHHOW OpPMbl C
pasnUYHbIMX [0O3VMPOBKOMW, KOHLEHTpauuen, obbemMom 3asBuTenb npeacraBnseT OAHO
3asiBNeHne n pernctpaumMoHHOe [A0Cbe C MNPUITOXKEHMEM MaKeTOB YMAKOBOK Ha Kaxayto
AO03UPOBKY, KaXKAYI KOHLEHTpaLUuIo, KaXablii 06beM 1 Kakgoe KonmyecTBo 403 B YNaKOBKE.

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-®3 cmambsi 18 Hacmosiueao
®edeparnibHO20 3aKoHa 0oriofiIHeHa Yacmbio 14, ecmynarowet 8 cusny ¢ 1 sHeapsi 2016 2.
14. lpwn rocygapCTBEHHOW perucTpauum opdhaHHOro JiekapCTBEHHOro mnpenapaTta
3asBUTENb NpeactaBnsieT WHgopMauuio, Heobxoaummyro Ans opmMuMpoBaHuUSa pasgena
KNUHNYECKON OOKYMEeHTauun, B o6beme, yCTAaHOBNEHHOM YMOMHOMOYEHHbIM heaeparnbHbIM
OpraHoOM UCMOSHUTENbHOW BRacTu.

MHdopmaumsa 06 nameHeHusax:

®PedepasibHbIM 3aKOHOM om 22 Oekabps 2014 2. N 429-©3 cmambs 18 Hacmosuwezo
®edepanbHo20 3aKoHa doriofIHeHa Yacmbio 15, ecmynarowet e cuny ¢ 1 sHeapsi 2016 a.

15. Mpwn perncTpaumm BGMONOrMYEecKoro NIEKAapCTBEHHOrO npenapaTa, Nosly4YeHHOro M3
KPOBM, Mna3mbl KPOBM YerioBeKa, B COCTaBe PEermcTpauMoOHHOro AOCbE Ha JieKapCTBEHHbIN
npenapar Ansg MeguuMHCKOro NpUMeHeHNsa A0MKHbI 6bITb NpeacTaBieHbl JONONHUTENBHO:

1) B pasgene gOKyMeHTauMM agMMHUCTPATUBHOIO XapaKkTtepa OOKYMEHT, Coaep KaLlni
MHopMauuio o cybbekTax obpalleHns AOHOPCKOM KPOBU U (MNK) ee KOMIMOHEHTOB, O TOM,
roe Gbina ocyuwecTterieHa goHauusa (KpoBu M (Unn) nnasmbl KPoOBW), a Takke AaHHble 06
NMHPEKLMOHHBIX 3aboneBaHusax, nepefarolmnxcs napeHTepanbHbiM MyTeMm, WUHgopmauus o
cybbekTax obpalleHnss AOHOPCKOW KpPOBWU M (MNn) ee KOMMOHEHTOB, B OTHOLLUEHMM KOTOPbIX
OCYLLIECTBMNSAETCHA KOHTPOJSIb JOHOPCKOW KPOBU U (MNN) €€ KOMMNOHEHTOB;

2) B pasfgene XuMn4eckon, hapmMaueBTU4eckon n BMonorn4eckon JoKyMeHTaunm:

a) KpuTepumn n cnocobbl 0TOOpa, TPAHCNOPTUPOBAHUSA N XPAHEHUSI OHOPCKON KPOBU U
(M) ee KOMNOHEHTOB;

0) pesynbTaTbl UCCeaoBaHUI OTOBPaHHbLIX JOHOPCKOWM KPOBU 1 (M) Nna3mMbl KPOBU U
nynoB Ha Hanuuue Bo3byauTenen MHMEeKUNn, BKNYaa UHopMaLnio 06 MCNOSb30BaHHbIX
MeToAMKaxX MCCrefoBaHUM U B Criydae uccnegoBaHWs MyrioB Nnas3Mbl KPOBU pesyrnbTaTtbl
AOKYMEHTanbHOro NoATBepXaeHus (Banvaaummn) Mcnonb3oBaHHbIX METOOUK;

B) TEXHMYECKME XapaKTEPUCTUKU YMaKOBKM AOnsi oTOopa OOHOPCKOW KpoBWU M (M)
nnasmbl KpOBM, BKNtoYas MHopmaLmio 06 MCNonb30BaHHbLIX PpacTBOpax aHTUKOArynsiHToB.

MHdopmaums 06 nameHeHusix:

®edepasibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-®3 cmambsi 18 Hacmosiuezao
®edeparnibHo20 3aKoHa doriosiIHeHa Yacmbio 16, ecmynarowet 8 cusny ¢ 1 sHeaps 2016 a.
16. KnuHuyeckne wnccnefoBaHusi NEKApCTBEHHOro npenapaTta Ans MeauuMHCKOro
NPUMEHEHNA B LUENaX ero rocygapCTBeHHOW perucTpaumm nposogaTca B Poccunckon
depgepaumm B nopsgke, YCTaHOBMEHHOM ctaTbsamMu 38-44 HacTtosiwero ®denepanbHOro
3akoHa. OTyeT 0 NpoBeAEHHbIX NCCNEeAOBaHUSX BKIMOYAETCS B COCTaB pasfena KrMHUYECKOn
AOKYMEHTaUUM perncTpaumMoHHOro JOCbe Ha NeKapCTBEHHbINM npenapaTt Ans MeguuMHCKOro
npumMeHeHnsa. [na nekapcTBEHHbIX npenapatoB Afs MeAWUUMHCKOrO NPUMEHEHUs, B
OTHOLUEHMM KOTOPbIX B peaynbTaTte 9KCNepTu3bl [OOKYMEHTOB, MNpPeACTaBfeHHbIX Ans
onpegeneHns BO3MOXHOCTU paccMmaTpuBaTh JleKapCTBEHHbIM npenapaT And MeauuUHCKOro
NPUMEHEHNA B Ka4yecTBe Op(aHHOro feKapCTBEHHOro npenapaTta, Takasi BO3MOXHOCTb
npu3HaHa M B OTHOLLEHUN KOTOPbIX MpoBeAeHbl KIMMHUYECKUe UCCneoBaHUs, BbINOSIHEHHbIE
3a npegenamun Poccuinckon depepauum B COOTBETCTBUM C MNpaBunamMum Hagnexailen
nabopaTtopHOM NPaKTUKM U nNpaBuiiaMy Haanexawlenm KIMHUYECKOW NpakTUKKW, AonycKaeTca
BKMIOYEHWEe B COCTaB pasgena KrMHUYeCKOW OOKyMeHTauuMuM BMEeCTO OTyeTa O pesynbTaTax
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KITMHUYECKMX MCCNeaoBaHMM NEKapCTBEHHOro npenapaTta Angd MeauvuuHCKOro nNpuMeHeHus,
nposegeHHblx B Poccuiickon ®depepaummn, oTdeta O  pesynbTaTax  KIMHUYECKUX
nccnegoBaHuK, BbIMONMHEHHbIX 3a npeagenamun Poccunckon depepauuu.

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-®3 cmambsi 18 Hacmosiweao
®edeparnibHO20 3aKoHa doriofiIHeHa Yacmbro 17, ecmynarowet 8 cusny ¢ 1 sHeapsi 2016 2.

17. 3aaButenb BMNpaBe npeacTaBuTb MO COOCTBEHHOW WHUUMATMBE BMECTE C
3as8BNeHNEeM O T[OCyOapCTBEHHOW perncrpauun  nekapcTBEHHOro npenapaTta [Ans
MEAMLUMHCKOrO MNPUMEHEHNA [OKYMEHTbl, MOATBepXaawwme ynnaTty rocyaapCTBEHHON
NOWSMHBbI M YyKasaHHble B nyHkte 10 4Yactm 2 Hacrtoswen crtateM. B cnyyae wux
HenpeacTaBneHus COOTBETCTBYHOLLNI YNOMHOMOY€EHHbIN denepanbHbIi opraH
NCNOSTHUTENBbHOW BNacTu nNpoBepsieT dakT ynnaTbl rocy4apCTBEHHON NOLWWNHBI 3asBUTENEM
nocpeacTBOM UCMOMb3oBaHMA MHGoOpMaumm o6 ynnate rocyaapCTBEHHOW  MOLUSUHBI,
cogepxawlenca B [ocyaapCTBEHHOM WHAOPMALMOHHOW CUCTEME O T[OCYAAPCTBEHHbLIX W
MYHMUMNANbHbIX NfiaTexax, Ha OCHOBaHUW NPeACTaBIIEHHbIX 3adABUTENEM KOMUIN LOKYMEHTOB,
noaTBepXaatoLLnx ynnaTty rocygapCTBeHHON NOLUSUHbI.

MHdopmaumsa 06 nameHeHusx:

®PedepasibHbIM 3aKOHOM om 22 Oekabps 2014 2. N 429-©3 cmambs 18 Hacmosuwezo
®edepanibHO20 3aKoHa doriofIHeHa Yacmbio 18, ecmynarowet e cusny ¢ 1 aHeaps 2016 a.
18. He ponyckaeTca ucnonb3oBaHME B KOMMEPYECKUX uensax uHgpopmaumm o
pesynbTtatax [OOKIMHUYECKMX WUCCeAOBaHUN NeKapCTBEHHbIX CPeAcTB U KIUMHUYECKUX
nccnefoBaHM  NeKapCTBEHHbIX — MpenapaTtoB  ANs  MeAUMUMHCKOrO  MpUMEHEHMs,
npeacTaBNeHHoOM 3asBuUTeNneM AOns  rocygapCTBEHHOW  perncrpaumm  nekapcTBeHHOro
npenapata, 6e3 ero cornacus B Te4eHue LWeCTn NeT ¢ AaTtbl rocyaAapCTBEHHOW perncrpawmm
pedepeHTHOro NekapcTBEHHOro npenapaTa B Poccuiickon degepauumm.

MHdopmaums 06 nameHeHusIx:

®dedepanbHbIM 3akOHOM om 22 Oekabps 2014 2. N 429-®3 cmambsi 18 Hacmosuwezo
®edeparnibHo20 3aKoHa doriofiIHeHa Yacmbio 19, ecmynarowet 8 cusny ¢ 1 sHeaps 2016 2.
19. Oepxatenb vnu Bnagenewl pernctpaumMoHHOro y4OCTOBEPEHUS NeKapCTBEHHOro
npenapata Ha OWOTEXHOMNOIMYECKMN WUNM OpdIaHHLIM NEKApPCTBEHHbLIA npenapat o0bsi3aH
npeaocTaBnsATb Ha BO3ME34HOW OCHoBe obpasLbl pehepeHTHOro eKapCTBEHHOro npenapara
3aaBUTENaM ANd  NpOBeAeHUs  KNuUHMYeckux uccneposaHui.  CrtoumocTb  obpasua
pedepeHTHOro feKapCTBEHHOro npenapara, BKIKYEHHOr0 B MepeyeHb  KU3HEHHO
HeOOXOOMMbBIX W BaXHEWLWWMX JeKapCTBEHHbIX MNpenapaTtoB, He [OfKHa npeBbiWwaTh
3aperncTpMpoBaHHy0 nNpenenbHy OTMYCKHY LeHY Ha pedepeHTHbIN NeKapCTBEHHbIN
npenapart unu LeHy Ha NekapCTBEHHbIN NpenapaT B CTpaHe Npou3BoagUTENS.

MHdopmaumsa 06 nameHeHusx:

®PedepasibHbIM 3aKOHOM om 22 Oekabps 2014 2. N 429-©3 cmambs 18 Hacmosuwezo
®edeparibHo20 3aKkoHa dorosiHeHa Yacmbio 20, ecmynaroueu 8 cusy ¢ 1 sHeapsi 2016 a.
20. 3asBneHune o] rocygapcTBeHHOM perncrpauunm BOCMNpOn3BeeHHOro
NeKapCTBEHHOro npenapata Ans MeOMUWHCKOrO MPUMEHEHUs MOXeT OblTb nogaHo B
YNOSTHOMOYEHHbIN  (pefepanbHbli  OpraH WCMOSHUTENbHOWM BNacTW, OCYLECTBISOLWNNA
rocygapCTBEHHYHO perncTpaumio fiekapCTBEHHbIX NpenapaToB, N0 UCTEYEHUN YeTbIpeX NeT C
AaTbl rOCydapCTBEHHOM pernctpauum pedepeHTHOro nekapCTBEHHOro npenapata B
Poccuinckon ®egepaunn.

MHdopmaLms 06 naMeHeHusix:

®edepasibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-®3 cmambsi 18 Hacmosiuwezao
®edepasnibHO20 3aKoHa 0orosIHeHa Yacmbio 21, ecmynarowet 8 cusny ¢ 1 sHeaps 2016 a.
21. 3aaBneHve O rocygapcTBEHHOW peructpauumn 6uoaHanorosoro (6uonogobHOro)
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neKkapcTBeHHOro npenapata (6uwoaHanora) MoxeT OblTb NO4aHO B YNOSTHOMOYEHHbIV
defepanbHbIn - OpraH  WUCMOSIHUTESNIbHOM  BIlaCTU, OCYLLECTBSAOWMUNA  rOCyOapCTBEHHYIO
perncTpauuio nekapCTBeHHbIX NpenapaToB, N0 UCTEYEHUU TpeX NneT ¢ AaTbl rocyaapCTBEHHON
permctpauumn pedepeHTHOro nekapcTBeHHOro npenapara B Poccuinckon denepaumn.

MHdopmaums 06 nsmMeHeHusix:

®edepasibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-®3 cmambsi 18 Hacmosiuw,ezao
®edepasnibHO20 3aKoHa Q0roIHEHa Yacmbio 22, ecmynarowet e cusny ¢ 1 sHeaps 2016 a.
22. [epxaTtenb unu Bnagenel perucTpaumoHHOro yOOCTOBEPEHUS NeKapCTBEHHOIO

npenapaTta npeacTaBnseT B YNOSIHOMOYEHHbI defepanbHbld OpraH UCMOMHUTENbHON
BSlaCTU, OCYLLECTBNAKLWNA PYHKUUM MO KOHTPOMNO U HaA30py B cdepe 34paBOOXpaHEHUS,
OTYeT MO pesynbTatam (papmMakoHaza3opa OAWH pa3 B LUECTb MecdAueB B TevyeHune AByX net
nocne rocygapCTBEHHOW pernctpauum nekapcTBeHHOro npenapata B Poccuinckon
depgepaumm, exxerogHo B TeHeHne nocnenywmx Tpex neT u B ganbHenwemM oguH pas B NATb
ner.

FTAPAHT:

CM. kommeHTapumn K ctaTbe 18 HacTosiwero ®egepanbHOro 3akoHa

MHdopmaumsa 06 nameHeHusax:

®PedepasibHbIM 3aKOHOM om 22 Oekabps 2014 2. N 429-©3 cmambs 19 Hacmosuwezo
®edeparnibHO20 3aKOHa U3/IoXeHa 8 HoeoU pedakuyuu, ecmynarouwjeu e cuny ¢ 1 urrns
2015 .

CmMm. mekcm cmambu 8 npedbidywet pedakyuu

Cratba 19. lNpuHATHE pelueHna O Bblaade SKCNEPTHOMY YYPEXOAEHWUIO 3adaHus Ha

npoBegeHne 3KCNepTM3bl IEKapCTBEHHOIO cpeacTaa

1. B TeyeHune gecatn pabounx gHEN CO OHSA NPUHATUA 3asiBIIEHUSA O rOCyAapCTBEHHOM
pernctpauum neKkapcTBEeHHOro npenapaTta COOTBETCTBYOLLMI YNOSTHOMOY€EHHbI
doeaepanbHbIN OpraH UCNOSTHATENBHOW BIACTU MPOBOAUT NPOBEPKY NOSTHOTLI, JOCTOBEPHOCTH
N NPaBUMbHOCTN OPOPMIEHUS NPEeACTaBIEHHbIX OKYMEHTOB PerMcTpauuoHHOro Aocbe Ha
nekapCTBEHHbIM NpenapaTt n NPpUHUMAaET peLleHne O Bblgade 3afaHus Ha NpoBedeHue:

1) aKkcnepTusbl OOKYMEHTOB, MNPeACTaBNEHHbIX AN onpeaerieHnss BO3MOXHOCTU
paccmaTpmBaTb  JIeKAPCTBEHHbIM  npenapaTt gnsg  MeOUUMHCKOrO  MPUMEHEHUS  npu
OCYLLECTBMEHNUN FOCYy4apCTBEHHOW perucTpaumMm B KadecTBe OppaHHOro nekapcTBEHHOro
npenapara;

2) 9KCNepTU3bl NleKapCTBEHHOrO0 CpeacTBa B 4aCTU  9KCNepTU3bl  KavecTBa
NeKapCTBEHHOro CpeAcTBa U 9KCMepTU3bl OTHOLLUEHUS OXMOAeMOW MOfMb3bl K BO3MOXHOMY
PUCKY NPUMEHEHNA NeKapCTBEHHOrO nNpenapara Ans MeguUMHCKOro NPUMEHEHNS;

3) 9aKcnepTmM3bl NEKApCTBEHHOrO cpeacTtBa B 4YacTU  9KCNepTusbl  KadecTBa
NeKapCTBEHHOro CpeacTBa U 9KCMEpPTU3bl OTHOLLEHUS OXMOAEMOW MNOMb3bl K BO3MOXHOMY
PUCKY NPUMEHEHNSA NIeKapCTBEHHOro npenapaTa Ans MeguuMHCKOro NpUMEHeHUs B nopsiake
YCKOPEHHOM npoueaypbl 9KCNepTU3bl NIEKApPCTBEHHbIX CPeACTB B COOTBETCTBUMU CO CTaThbeun
26 HacTosuwero defepanbHOro 3aKoHa;

4) aKcnepTm3bl NEKApPCTBEHHOIO CpeacTBa B OTHOLLUEHUMW FIEKApCTBEHHOro npenapaTta
ANs BeTepuHapHOro NpMMeHeHus.

2. YNOSIHOMOYEHHbI doefieparnbHbIi OpraH MCMOMHUTENBHOW BflacTu yBeOOMISIET B
3NEKTPOHHOW bopMe nnu Ha BymMakHOM HocuTene 3asBUTENSA U IKCMEPTHOE YYpexaeHue O
NPUHATOM peLlleHn O BblJaye 3afaHun Ha npoBefeHWe 3KCnepTus, npeayCMOTPEHHbIX
yacTbho 1 HacTosLLEeN cTaTbn, U B Cnydae HeOH6XOAMMOCTU O Bblgaye paspelleHusi Ha BBO3 B
Poccunckyto denepaumio  KOHKPETHOM MapTuW, CEPUN  3aperucCTpupoBaHHbIX U (MNK)
HEe3aperncTpMpoBaHHbIX NEKapCTBEHHbIX CpeactB unM o6 oOTkase B NpoBeAeHuM
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npesyCMOTPEHHbIX 3KCNEePTU3 C yKasaHMEM NPUYNH Takoro oTkasa.

3. B cnyyae BbisiBNeHUMss OTCYTCTBUA WNU  HELOCTOBEPHOCTU  MHGOpMaLmu,
cogepxawlemca B NpeacTaBfieHHbIX — 3asBUTENIEM  JOKYMEHTaX,  YNONTHOMOYEHHbIN
denepanbHbii - OpraH  WUCMOMHUTENBHOW BNacTM HanpaenseT 3asiBUTEN0  3anpoc 06
YTOYHEHUN 3TOW WMHpopmMauun (ganee - 3anpoc YynosIHOMOYEHHOro dedepanbHOro opraHa
UCMONHUTENbHOW  BRacTu), KOTOpbIM  MOXeT ObiTb nepedaH  YNOSIHOMOYEHHOMY
npeacTaBUTESIO 3adaBUTENSA NMYHO MO PACnUCKy, HanpasrieH no rnoyTe 3akasHbiM NMUCbMOM
Unn nepegaH B 3N1EKTPOHHON hopme No TENEKOMMYHMKALUMOHHBIM KaHanam ceasn. B cnyyae
HanpasfieHMs1 3anpoca YMNoSIHOMOYEHHOro doeZiepasibHOro opraHa MCMNOSTHUTENbHOW BnacTtu
Nno NoyTe 3akasHbIM MMCbMOM OH CYMTAETCsl NOSTyYEHHbIM MO UCTEYEHUN LLUECTU OHEN C AaThbl
HanpasfieHMs1 3aKa3HOoro nucbma.

4. 3Bagsutenb o006s3aH nNpeacTtaBuTb  OTBET Ha  3anpoC  YNOSITHOMOYEHHOro
hefiepanbHOro opraHa MWCMNOSIHUTENBHOM BMacTM B CPOK, He npeBbllarowmnn aeBsHocTa
paboymx AHen co AHs ero nonydeHums. CpoK, yKasaHHbI B 4acTu 1 HacTosiwen craTbu,
npuocTaHaBnNMBaeTCss CO [AHA HarnpasfeHusa 3asBUTEenN 3anpoca  YMNOSIHOMOYEHHOro
deaepanbHOro opraHa MUCMOMMHUTENbHOW BNacT A0 OHS MOSTyYEHUSI UM COOTBETCTBYHOLLENO
oTBeTa.

5. OcHoBaHMeEM AnsA oTkas3a B OpraHM3auumn 3KCnepTua, NpeayCMOTPEeHHbIX YacTbio 1
HacTosen cTaTbW, SABNSETCA  NpeacTtaBrieHne  HeobxoguMbIX  ANs  nNpoBefeHus
NPenyCMOTPEHHbIX 3KCMEPTU3 [OKYMEHTOB B HEMOSMIHOM OO6bemMe wunv HenpeacTaBreHue
3asiBUTENEM B YCTaAHOBJSIEHHbLIM CPOK OTBETA Ha 3anpoc YMNOSHOMOYEHHOro denepansHoro
opraHa WCMNOSIHUTENbHOW BNacTW, a Takke NpeacTaBNeHne OOKYMEHTOB, HE coAepXKalumx
ncyepnbiBaloLero nepeyHs HeobxoaUMbIX CBEAEHNN.

FTAPAHT:

CM. kommeHTapumn K ctaTbe 19 HacTosiwero ®efepanbHOro 3akoHa

MHdopmaums 06 nameHeHusix:

®dedepanbHbIM 3akOHOM om 22 Oekabps 2014 2. N 429-®3 cmambsi 20 Hacmosuwe20
®edeparibHO20 3aKOHa U3/IoXeHa 8 HoeoU pedaKkuyuu, ecmynarouwjeu e cusy ¢ 1 urrns
2015 e.

Cm. mekcm cmambu 8 npedbidywetl pedakyuu

Cratba 20. Okcneptu3a [OOKYMEHTOB, MpeAcCTaBrfieHHbIX [ANd  onpegeneHus
BO3MOXHOCTM paccMaTpuBaTh fieKapCTBEHHbIW npenapaTt Afs MeauuuHCKOro
NPUMEHEHNSA MPU OCYLLECTBNEHUN rOCY0apCTBEHHOW perncTpaumm B KadecTse

opchaHHOro nekapcTBEHHOro npenapaTa
1. 3JkcnepTu3a [OOKYMEHTOB, NpPeACTaBrfIEHHbIX ANS OnpeaeneHnusi BO3MOXHOCTU
paccmaTpmBaTb JIEKAPCTBEHHbIM npenapaTt Ans  MeOUUMHCKOrO  MPUMEHEHUs1  npu
OCYLLECTBMEHNUM TOCYOapCTBEHHOW perucTpaumm B KadecTBe Op(aHHOro nekapCTBEHHOrO
npenapaTta, COCTaBfIEHME KOMMUCCMEN 3JKCMEPTOB 3aKMOYEHUS O BO3MOXHOCTM WU
HEBO3MOXHOCTN paccMmaTpuBaThb NEKAPCTBEHHbIM Npenapart Ana MeauUUMHCKOro nNpuMeHeHus
npu OCyLLECTBEHUN roCy4apCTBEHHOW perncTpaumm B Ka4ectse opdaHHOro fiekapcTBEHHOro
npenapaTta M HanpassfieHMe JaHHOro 3akNiYeHUs B YNOSTHOMOYEHHbIN dhedepanbHbli opraH
NCMONHUTESNTbHOW BMacTU OCYLLECTBISIOTCA B CPOK, HE MNpeBblakowmn Tpuauatn pabovmx
OHEN CO [OHS NOSMyYeHUst OKCNEPTHbIM  YYpeXXAeHMeM 3afdaHust  YNorIHOMOYEHHOro
dheepanbHOro opraHa UCNOMTHUTENBHOM BNACTU U B 9NEKTPOHHON (bopme unm Ha ByMakHbIX
HOCUTENAX HeobXoaUMbIX AOKYMEHTOB, yKasaHHblX B myHktax 1, 2, 5, 6, 10 yacty 4 n B

yactu 7 ctatbn 18 HacTosiwero ®egepanbHOro 3akoHa.
2. [okyMeHTbl, codepXawmecs B perucTtpaumMoHHOM [OOCbe Ha JleKapCTBEHHbIN
npenapat M NOCTyNMBLUME Ha OyMaXKHbIX HOCUTENAX B 3KCMEPTHOE YyypexaeHue ans
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OCYLLECTBMNEHMS WX 3KCMepTU3bl Ans  onpedeneHuMs BO3MOXHOCTM — paccMaTpuBaThb

NeKapCTBEHHbIN Mpenapat Ans  MeAWLMHCKOrO MPUMEHEHWss B KayecTBe OpdaHHOro

neKkapcTBEHHOro npenapaTa, noanexart Bo3BpaTy B YNONHOMOYEHHbIN eaepanbHblii opraH

NCMNONTHUTENbHON BNAcTU OAHOBPEMEHHO C 3aKITIIOYEHUSAMU COOTBETCTBYIOLLMX 3KCMEPTHS.
FAPAHT:

CM. kommeHTapumn Kk ctaTbe 20 HacToswero ®egepansHOro 3akoHa

MHdopmaums 06 nsMeHeHusix:

®edepasibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-®3 cmambsi 21 Hacmosiu,eao
®edeparibHO20 3aKOHa U3/IoXeHa 8 HosoU peldaKkuuu, ecmynarouwjeu e cusny ¢ 1 urrns
2015 a.

CM. mekcm cmambu 8 npedbidyuw,el pedakyuu
CraTtbsa 21. PeweHne 0 BO3MOXHOCTU paccMaTpmBaTb NIEKAPCTBEHHbIN NpenapaTt npu
OCYLIEeCTBMEHNUN [OCyAapCTBEHHOMW pernctpauunm B KadyecTBe OpdraHHOro
neKkapCcTBEHHOro npenapaTta

1. B cpok, He npeBblwakoWwmin NATM paboyunx AHEN CO OHSA NOSTyYEeHUS 3aKNyYeHus,
ykazaHHoOro B 4actu 1 crtatbm 20 Hactoswero denepanbHOro 3akoHa, YNOAHOMOYEHHbIN
dedepanbHbli - OpraH UCMOMHUTENbHOM BMacTU  OCYLECTBASAET OLUEHKY MOfyYeHHOro
3aKloYeHns  Ona onpefeneHuss  ero  COOTBETCTBUS  3aJaHUi0  Ha  NpoBedeHue
COOTBETCTBYHOLLEN IKCNEPTU3bl U yBeOOMSISET 3asBUTENs B AMEKTPOHHOW bopme unu Ha
OymaXHOM HocuTene o pesynbTaTax MNPOBEOEHHOW 3KCMEepTU3bl C MPUMIOXKEHNEM KOMUU
9KCNEepPTHOro 3aKmnt4YeHnsa (C coxpaHeHMeM KOHUAEHUMANbHOCTU UHGOpPMauuM O cocTaBe
9KCMNEpTHOM  KOMUCCUMM) U O BO3MOXHOCTM WM HEBO3MOXHOCTM paccMmaTtpuBaTb
NeKapCTBEHHbIN npenapat Ans  MeauUMHCKOro  MNPUMEHEHUsT MNpU  OCYLLECTBIEHUU
rocyapCTBEHHOM pernctpaumm B kKa4ectse opdaHHOro fiekapCTBEHHOro npenapara.

2. [lpn BbIHECEHMM KOMUCCMEMN IKCMEPTOB  3aKMOYEHUA O  BO3MOXHOCTU
paccmaTpmBaTb NlEKapCTBEHHbIN MpenapaT Ans  MeOUMUMHCKOrO  MNPUMEHEHUa  npu
OCYLLECTBMEHNUN FOCYy4apCTBEHHOW perncTpaumMm B KadecTBe OpdaHHOro JfiekapCTBEHHOro
npenapaTta YMNOMHOMOYEHHbIN befeparbHbii OpraH WUCMOSIHUTENbHOW BIacTU B CPOK, He
npesblWaLWMn NATU paboymx OHEN CO OHA MOMyYeHUs OaHHOro 3akfyeHus, NpuHUMaeT
peweHve O Bbldaye 3adaHWs Ha NPOBEAEHWE JSKCMepTU3bl KavecTBa JleKapCTBEHHOIo
cpencTBa M 3KCnepTU3bl OTHOLLEHUS OXUAAEMOWN MOoMb3bl K BO3MOXHOMY PUCKY NPUMEHEHNS
NeKapCTBEHHOro npenapata And MeauMUMHCKOrO MNPUMEHEHUS B MNOpPSAKe  YCKOPEHHOM
npoueaypbl 3KCNepTu3bl feKapCTBEHHONO CpeacTBa B COOTBETCTBUM CO cTaTthben 26
HacToswwero ®efepansHOro 3akoHa.

3. B cnyvyae npuHATUSA pelleHns O HEBO3MOXHOCTU paccMaTpmuBaTb fEeKapCTBEHHbIN
npenapaT gns MeguuUMHCKOro NpUMEHEHUS NpU rocygapCTBEHHOW pernctpauun B Kayectse
opdaHHOro  feKapCTBEHHOro npenapaTta  YNOMHOMOYEHHbIN  pefepanbHbid  opraH
UCMONHUTENbHOM  BNacTM  npekpawaeT npoueaypy rocyaapCTBEHHOW  perMcrpauum
NeKkapCTBEHHOro npenaparta. 3asBuTenb BnpaBe 00paTUTbCA B PErNCTPUPYIOLLUI OpraH C
3asiBlIEHNEM O rOCYOapCTBEHHOW perucTpauumn ykasaHHOro fiekapCTBEHHOro npenapata B
cooTBeTCTBUMN CcO cTaTben 18 HacToswero PeaneparnbHOro 3akoHa.

FTAPAHT:

CM. KommeHTapum K ctaTbe 21 HacTosiwero ®egepanbHOro 3akoHa

CraTtbsa 22. Ytpatuna cuny ¢ 1 miona 2015 .

MHdopmaumsa 06 nameHeHusx:

Cm. mekcm cmambu 22
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®edepasibHbIM 3aKOHOM om 22 Oekabpsi 2014 e. N 429-03 cmamesi 23 Hacmosiuezao
®edeparibHO20 3aKOHa U3/I0XeHa 8 Hoeou pedaKkuuu, ecmynarouwjeu e cuny ¢ 1 urrns
2015 a.

CM. mekcm cmambu 8 npedbidyu,el pedakyuu
Cratba 23. OJkcnepTu3a KayecTBa JeKapCTBEHHONO CpeacTBa M 9KCnepTu3a
OTHOLLUEHMS OXMAAEMOW MONb3bl K BO3MOXHOMY PUCKY MNPUMEHEHNS
nekapCcTBEHHOro npenapaTa Ans MeanuuHCKOro npuMeHeHns

1. OkcnepTu3a KayecTBa fEKApPCTBEHHOrO CpeacTBa M 3KCNepTusa OTHOLUEHUSA
OXMAAEMOW MNONb3bl K BO3MOXHOMY PUCKY MPUMEHEHUSA riekapCTBEHHOro npenapaTta gns
MEAVLUMHCKOrO MNPUMEHEHNSA, COCTaBfEHME KOMUCCUSIMW IKCMEPTOB  3aKMOYEHUN Mo
pesyrnbTatam NPoBeAEHHbIX 3KCNEPTU3 U HanpaBieHNe 3TUX 3aKMOYEHUN B YNONTHOMOYEHHbIN
denepanbHbIi OpraH UCMNOSTHUTENbHOW BNACcTU OCYLLECTBASKOTCS B CPOK, HE MPEBbILIAOLLMNA
CTa gecaTtn pabounx AHen Co AHS NOMy4YeHUs IKCNEPTHBIM yYpexaeHnemM COOTBETCTBYIOLLEINO
3afiaH1sa YNnonHOMOYEHHOro dpeaeparnbHOro opraHa UCNONHUTENBHOM BNacTn n Heob6xoamMMbix
AOKYMEHTOB B 31EKTPOHHON hopMe MInn Ha ByMaKHbIX HOCUTENSX.

2. B TeyeHve peBsiHOCTa OHEW CO [OHA MOMYYEHMS pPeLUeHUst YNOSIHOMOYEHHOro
denepanbHOro  opraHa  WUCMNOSIHUTENbHOW  BractM O  NPOBEAEHUW  3KCNepTus,
npeaycMoOTpPEeHHbIX YacTbio 1 HacTosdwen cTtaTbk, 3asdBUTENb NPeAcTaBnNseT B 3KCNepTHOe
yypexaeHve Ang npoBefeHUs 3KCnepTusbl KavyecTBa NeKkapCTBEHHOro cpeactsa obpasubl
NEeKapCTBEHHOro npenapata [Ans  MEeOUUWHCKOrO  NPUMEHEHWs, NpPOM3BEeAEHHOro B
COOTBETCTBUN C TpebOoBaHWSAMWU  OMbITHO-NPOMBILIAIEHHOTO U (UNKM)  MPOMbILSIEHHOrO
pernamMeHToB, YTBEPXKOEHHbIX PyKOBOAUTENEM MNPOM3BOAMTENS FEKapCTBEHHbIX CPeAcTB, a
TaKke B COOTBETCTBYHWOLIMX criydyasx obpasubl ¢apmaueBTUYecKon cybcTaHumu, TecT-
lWTaMmMa MWUKPOOPraHM3MOB, KynbTypbl KNeToK, obpasubl BewecTB, NpUMEHseMblX AN
KOHTPOMS KayecTBa IEKapCTBEHHOrO CpefcTBa MyTEM CPaBHEHUA C HUMWU UCCreayemoro
NeKapCTBEHHOro cpeacTBa, B KONMYecTBax, HEOOXoauMbIX ANSA BOCMPOM3BEOEHUA METOO0B
KOHTPOMS KadecTBa.

3. lMNpu nonyyeHmn obpasuyoB nekapCTBEHHOro npenapata W apmMaueBTU4ECKON
cybCTaHUMM 3KCNepTHOE YyypexaeHue BblOaeT 3asBUTEN0 OOKYMEHT, MOATBEepXAaroLmi
nosiyyeHMe ykasaHHbIX 00pasuoB, U B CPOK, He MpeBblalWwun Tpex pabounx AOHeRn,
yBe4OMNSET B ANEKTPOHHOW hopme nnm Ha BymaxxHOM HocuTerne o6 3TOM YNOSTHOMOYEHHbIV
deaepanbHbIi OpraH UCNOSTHUTENbHOW BRACTU.

4. YKkasaHHble B 4acTtaAx 2 M 3 HACTOAWEW cTaTbM CPOK ONA npeacraBrieHus
3asiBuTenemM obpasLoB NnekapcTBEHHOro npenapaTta M ¢apmaueBTUYeckon cybcTtaHumm u
CPOK YBEOOMSIEHUS OKCMEPTHbIM yypexgeHnem o6 9ToM Ha OymaxHoOM HocuTene
YNONHOMOYEHHOIro doeeparibHOro opraHa UCNOSTHUTENBHOW BACTUM HEe BKIOYAKOTCA B CPOK
NnpoBeAeHWst IKCNepPTM3, NPESYCMOTPEHHbIX YacTbio 1 HACTOsILLEN CTaTbM.

5. [JokyMeHTbI, MOCTYNUBLLME B 3KCNEPTHOE yuYpexaeHne Ans NpoBeAeHUsa 3KCnepTus,
npeaycMOTPEHHbIX YacTbi 1 HacTodAwen cTaTbu, nognexar Bo3BpaTy B YNONHOMOYEHHbIN
denepanbHbii  OpraH  MUCMOMHUTENbHOMW  BRacTM  OOHOBPEMEHHO C  3aKNHOYEHUSIMU,
Nony4YeHHbIMU MO pe3ynbTaTaM COOTBETCTBYIOLLMX AKCNEPTUS.

FTAPAHT:

CM. KoMmeHTapum K ctaTbe 23 HacTosiwero ®egepanbHOro 3akoHa

CtaTba 24. OJKkcneptusa KayecTBa JIeKapCTBEHHOrO cpeacTBa M 3KcrnepTusa
OTHOLUEHUS OXMOAeMoWh Monb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS
neKapCcTBEHHOro npenapara Afis BeTEPUHaPHOro NpUMeHeHUs!

MHdopmaums 06 uaMeHeHusix:

®edepasibHbIM 3akoHoM om 13 uwnsa 20152, N 241-©3 e yacmb 1 cmambu 24
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Hacmosuweeso CDeOepaanoeo 3aKOHa 8HeCeHbl USMEeHeHUA

CM. mekcm Yacmu e npedbidyuwieti pedakyuu

1. OkcnepTusa KayecTBa IeKapCTBEHHOIO CpeacTBa WM 3KCnepTmsa OTHOLLEHUS
OXnaaemMonm Mnorb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NeKapCTBEHHOro rnpenapata gns
BETEPUMHAPHOIO MPUMEHEHNS, COCTaBfEeHUE KOMUCCUAMM IKCNEepPTOB 3aKMYEHUA no
pesynbTaTtam yKasaHHbIX 3KCNepTU3 N HanpasBfieHWe TakuX 3aKrovyeHU B YNONTHOMOYEHHbIN
doefepanbHbIN OpraH UCMOSTHATESbHOM BIAaCTU OCYLLECTBNAITCA B CPOK, HE MpeBbILaloLwmm
cTa pecatm paboumx OHEeW CO AHS NOSMYyYEeHUA JKCNEepPTHbIM ydpexaeHnem 3adaHus
YNOMHOMOYEHHOro deaepanbHOro opraHa MWCMOMHUTENbHONW BRactm C  OOKYMEHTaMu,
yKkasaHHbIMU B YacTtu 3 ctatbn 17 HacToswero ®eaepanbHOro 3akoHa.

2. B TeyeHue nsaTHaguatu paboumx OHEN CO AOHA  MOSMyYEHUS  peLUeHus
YNONTHOMOYEHHOIO  (pefepanbHOro opraHa WCMOMHUTESNIbHOW BflaCTM O  NpoBefeHuu
YKa3aHHbIX B 4acTu 1 HaCTosLLEN CTaTbW SKCNEPTM3 3asaBUTENb NpeacTaBnseT B 3KCNepTHOe
yuypexgeHve Ons npoBefeHus 3KCNepTu3bl KadecTBa eKapCTBEHHOro cpeacTtsa obpasubl
NeKapCTBEHHOro npenapata ANs  BEeTEepUHApPHOro MPUMEHEHUS, MPOU3BEOEHHOr0 B
CoOTBETCTBUM C  TpeboBaHUAMM  TEXHOSNOIMYECKUX  pPernameHToB,  YTBEepPXOEHHbIX
pykoBoaguTenemMm  nNpou3BOAMUTENS  NEKapCTBEHHbIX  CpeactB, a Takke  obpasey,
papmaueBTUYeCKOM CyOCTaHUMM B KONMyecTBax, HeobxoauMMmbiX Afisi BOCNpou3BeneHUs
MEeTOLOB KOHTPONS Ka4yecTBa.

3. lMNpu nonyyeHmn obpasyoB nekapcTBEHHOro npenapata u dapmaueBTU4eckomn
cybCcTaHuMM 3KCNepTHOe YyypexaeHue BblOaeT 3asBUTEN0 OOKYMEHT, MOATBepXAarloLmi
nosiyyeHMe ykasaHHbIX 00pasuoB, W B CPOK, He MpeBblalWwun Tpex pabounx AOHeRn,
yBeaoMnsaeT B MNUCbMEHHOW opme 06 3TOM YMNONHOMOYEHHbI doedeparnbHbIi  OpraH
NCMONHUTESNTbHOW BacTu.

4. Cpok gona npeacTtaBneHus 3aaBuTenem obpasuoB NeKapCTBEHHOro npenapata u
(hapmaueBTUYeCKON CyOCTaHLMM U CPOK YBEOOMIEHUS KCMEPTHBIM yupexaeHmem ob aTom B
NMUCbMEHHON opMe YMNONMHOMOYEHHOIO eaepanbHOro opraHa WCMOMHUTENbHOM BRacTy,
yKasaHHble B YactaAx 2 M 3 HaCcTosiWweW cTaTbW, He BKIIYAKTCA B CPOK MpPOBeAEeHUs
yKasaHHbIX B 4acTn 1 HaCTOSLLEN CTaTbW IKCNEPTU3.

5. [JOKyMeHTbl, NOCTYNUBLLME B IKCNEPTHOE yypexaeHne ansa npoBefeHust ykasaHHbIX
B 4yactm 1 Hacrtoswen cTaTbW 3KCNepTusd, noanexar BO3BpaTy B YMNOSIHOMOYEHHbIN
degepanbHbli - OpraH  MUCMNOSIHUTENbHOM BNactTM OOHOBPEMEHHO C  3aKMYEeHUsMU Mo
pesynbTatam yKa3aHHbIX 9KCNepTus.

FTAPAHT:

CM. KoMMmeHTapum K ctaTbe 24 HacTosiwero ®egepanbHOro 3akoHa

MHdopmaumsa 06 nameHeHusx:

®PedepasibHbIM 3aKOHOM om 22 Oekabpsi 2014 e. N 429-©3 HaumeHogaHUe cmambu 25
Hacmosuweao PedeparibHO20 3aKOHa U3/I0XXEeHO 8 HoeoU pedakuuu, ecmynarouweu 8 cusy
c 1 uronsa 2015 e.

CM. mekcm HauMeHo8aHus1 8 nNpeodbIdyuw,el pedakyuu
CraTtbs 25. [loBTOpHOE NpoBeAEHMNE AKCNEPTM3bI NTEKAPCTBEHHbBIX CPEACTB

MHdopmaumsa 06 nameHeHusx:
®edepasibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-03 8 vacmb 1 cmambu 25

Hacmosiweao PedeparibHO20 3aKOHa BHECEHbl U3MEeHEeHUs, ecmynarowue 8 cusny c 1
urons 2015 a.

CM. mekcm Yacmu e npedbidyuwieti pedakyuu
1. B cnyyasx HegocTtaTo4HOM 060CHOBAHHOCTM MM HEMOSHOTLI 3aKIHYEHUS KOMUCCUN
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9KCNEpPTOB, HanMMuMs B HEM MPOTUBOPEYMBLIX AaHHbIX, anbcudukaumm BbIBOOOB
3KCNepTU3bl NEeKapCTBEHHOro CpeacTBa, COKPbITUS OT YNOSIHOMOYEHHOro deaeparnbHOro
opraHa WCMONMHUTENbHOW BNAcTM OCHOBaHWI ANl OTBOAA 3KcrepTa BCReacTBuMe ero
3aMHTEPECOBAHHOCTM B pe3ynbTaTax COOTBETCTBYIOLLEN 3KCMEPTM3bl, HANMM4YUS AaHHbIX O
npsiMOM NGO KOCBEHHOM BMeELLATENbCTBE B NMPOLECC COOTBETCTBYHOLLEN 3KCNepTU3bl N, He
y4YacTBYHOLLMX B €€ MPOBeAEHMM, HO OKasaBLUMX BNUSIHME HA MpoLEecC U pes3yrnbTaTtbl ee
NpoBeAeHNsi, YNONMHOMOYEHHbIM  dedeparnbHbIM  OPraHOM  UCMOSNIHUTENbHOW  BRacTu
HasHa4yaeTcsi MOBTOpPHAasi 3KCMepTu3a JleKapCTBEHHOro cpeacTtBa WM (Unn) aTuyeckas
aKcnepTusa.

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3aKkOHOM om 22 Oekabpsi 2014 2. N 429-®3 8 yacmb 2 cmambu 25
Hacmosiuweao ®edepasribHO20 3aKOHa 6HeCeHbl U3MeHeHus, ecmynarowue 8 cusny c 1
urons 2015 a.

CmM. mekcm 4acmu e npedbidyuiel pedakyuu
2. TloBTOpHasi 3KCMepTM3a JieKapCTBEHHOro cpeacTBa MNpPOBOAUTCA C  Y4E€TOM
pe3ynbTatoB paHee MNPOBEAEHHOW JKCMEPTU3bl B CPOK, YCTAHOBIIEHHbIA YMOMHOMOYEHHbIM
denepanbHbIM OpraHoOM MCMOMNHUTENBHOM BNacTU U He MpeBblllaloWwmnn Tpuauatn padounx
OHEN CO [HA MOMy4YeHMs 3KCNEPTHbIM YYpexXaeHMeM 3adaHus Ha nNpoBedeHVe MOBTOPHON
3KCMNepTM3bl NTeKapCTBEHHOIO cpeacTea.

MHdopmaumsa 06 nameHeHusax:

®PedepasibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-©3 8 vacmb 3 cmambu 25
Hacmosiweao ®edeparnibHO20 3aKOHa BHECEHbI U3MEHEeHUsl, ecmynarouwue e cusy c 1
urons 2015 a.

CmM. mekcm 4acmu e npedbidyuwjel pedakyuu
3. ®duHaHcoBoe obecneveHne BbIMOMHEHUA 3agaHMs Ha NpoBedEeHWE MOBTOPHOM
3KCNepTM3bl IEKAPCTBEHHOIO CpeacTBa He OCyLLeCTBNSETCS.
FAPAHT:

CM. kKoMMeHTapun K ctaTbe 25 HacTosilero ®eaepansbHoOro 3akoHa

CraTtbAa 26. YckopeHHasi npouenypa 3KCnepTm3abl NeKapCTBEHHbIX CPEACTB

MHdopmaumsa 06 nameHeHusax:

®edepanibHbiM 3akoHom om 13 uwona 2015e. N 241-®3 e vacmb 1 cmambu 26
Hacmosweao ®edepasibHO20 3aKOHa 8HECEHbI U3SMEHEHUS

CmM. mekcm 4Yacmu e npedbidyuiel pedakuyuu

1. YckopeHHass npouegypa 9KCNepTUM3bl NEKApCTBEHHbIX CPeAcTB B Lensix
rocyaapCTBEHHOM perncrpauum nekapcTBEHHbIX NpenapaTtoB MNPUMEHSETCS B OTHOLLEHUM
opdaHHbIX JEKapCTBEHHbIX NpenapaTtoB, MEpBbIX TPEX JEeKapCTBEHHbIX MpenapaTos,
pernctpupyembix B Poccunckon ®egepauumn B Ka4ecTBe BOCMPOM3BEOEHHbIX NIEKAPCTBEHHbIX
npenapaToB, O4YepPeaHOCTb KOTOpPbIX OnpeaensdeTcd B COOTBETCTBUM C HOMEPOM U AaTou
BXOOSALNX 3asiBIEHUA O rocydapCTBEHHOW pernctpauum nekapCTBEHHbIX NpenapaToB B
pamMKkax OAHOr0 MEeXAYHapOAHOro HenaTeHTOBAHHOIO HaMMEHOBaHWUS NEKapCTBEHHOMO
npenapata WM rpynnMpoOBOYMHOTO HaWMEHOBAHWA  NeKapCTBEHHOro npenapaTta, WU
NEeKapCTBEHHbIX NpenapaTtoB, MNpPeOHA3HAYEHHbIX WUCKYUTENbHO  ANs  NPUMEHEeHUs
HEeCOBEPLLEHHONETHUMM rpaXxaaHamu.

MHdopmaLms 06 naMeHeHusix:

®edepasibHbIM 3aKOHOM om 22 Oekabpss 2014 e. N 429-®3 yacmb 2 cmambu 26
Hacmosiweao PedeparibHO20 3aKOHa U3JI0XeHa 8 Ho8oU pedaKyuu, ecmynaroweud e cusny
¢ 1 urons 2015 e.
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CmM. mekcm Yacmu e npedbidyuw,el pedakyuu

2. YckopeHHas npouegypa 9KCnepTusbl JleKapCTBEHHbIX CPeacTB B Uensax
rocyAapCTBEHHOMW perncTpaumm nekapCTBEHHbIX NpenapaTtoB HE NMPUMEHSAETCHA B OTHOLLUEHWMW:

1) 6noaHanoroBbix (6MONOAO6HbLIX) NiekapCTBEHHbIX NpenapaToB (bnoaHanoros);

2) pedepeHTHbIX FeKapCTBEHHbIX npenapaToB (32 MWCKNKYEeHUeM opdaHHbIX
nekapCTBEHHbIX NpenapaTos);

3) BOCMNpOM3BEAEHHbIX NEKAapCTBEHHbIX MpenapaToB (3a MCKMOYEHMEM MEPBbIX TPex
pernctpupyembix B Poccunckon degepauumn B Ka4ectTse BOCMPOM3BEOEHHbIX NEKapCTBEHHbIX
npenapaTtoB W JEKapCTBEHHbIX MpenapaTtoB, NpeAHa3HaYeHHbIX WCKIYUTENBHO AOns
NPUMEHEeHNA HeCOBEPLUEHHONETHUMU rpaxkaaHamu);

4) HOBbIX KOMOMHALMI 3aperMCTPMPOBaHHbIX paHee NieKapCTBEHHbIX NPenapaTos;

5) nekapcTBeHHbIX MpenapaToB, 3aperMcTpUpoBaHHbIX paHee, HO MPOU3BEAEHHbIX B
APYrMX  NEeKapCTBEHHbIX ¢opMax B COOTBETCTBUM C TMepeyHeM HauMeHOBaHWUMN
nekapcTBeHHbIX POPM 1 B HOBOW [03UPOBKE.

MHdopmaumsa 06 nameHeHusax:

®edepasibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-©3 vacmb 3 cmambu 26
Hacmosiweao PedeparibHO20 3aKOHa U3/oXXKeHa 8 Ho8ol pedaKkyuu, ecmynarowed e cusy
c 1 urons 2015 e.

CmM. mekcm 4acmu e npedbidyuwjeli pedakyuu

3. YcKkopeHHasi npouenypa 3KCnepTusbl NEKapCTBEHHbIX CPeacTB MNPOBOAMTCA MO
PELLUEHNIO COOTBETCTBYIOLLErO YMNONMHOMOYEHHOro dheaepanbHOro opraHa MCMNONMHUTENBHOM
BNacTW Ha OCHOBaHWM 3asiBNEHUS1 3asiIBUTENS B CPOK, HE NpPEeBbIIALINA BOCBMUOECATH
pabounx aHen. lNMpun 3TOM 3KCNepTM3a OOKYMEHTOB, COAEpXalUMXCsi B PernctpauymoHHOM
AOCbEe Ha NeKkapCTBEHHbIN NpenapaT, NPOBOAUTCS B CPOK, HE NPeBbILIALLINA AeCATU paboymx
AHen, aKcnepTn3a kayecTBa NekapCTBEHHOIO CPeACTBa M 3KCNEPTM3a OTHOLLEHUS] OXMaaeMon
nonb3bl K BO3MOXHOMY PUCKY MPUMEHEHUsI NeKkapCTBEHHOro npenapaTa NpoBOASATCS B CPOK,
He NpPeBbILALLNA WeCcTMAeCAT pabounx gHEN.

MHdopmaumsa 06 nameHeHusax:

®PedepasibHbIM 3aKOHOM om 22 Oekabps 2014 2. N 429-©3 cmambs 26 Hacmosuwezo
®edepanbHo20 3aKoHa dorosiIHeHa Yacmbio 3.1, ecmynarowieti 8 cuny ¢ 1 uronsa 2015 a.

3.1. B oTHOWEHMM ophaHHbIX NEKAapCTBEHHbIX NpenapaToB MOryT 6biTb NpeaCTaBNEHbI
pesynbTatbl OOKMIMHUYECKUX WCCNeSOBaHUA JIEKapCTBEHHbIX CPeaCTB U KINMHUYECKUX
nccrnegoBaHNn NekapcTBEHHbIX NpenapaToB ANna MeANUUHCKOro NPUMEHEHUs!, BbIMOMHEHHbIX
3a npegenamun Poccuinckon depepauum B COOTBETCTBUM C MNpaBunamMum Hagnexaiien
nabopaTopHOM NPaKTUKX U NpaBunamMm Hagnexawen KNMHNYEeCKOn NPaKTUKK.

4. YckopeHHass npoueaypa 3KCnepTusbl JleKapCTBEHHbIX CPeacTB MNpoBOAMTCHA B
nopsiake, yctaHoBneHHoMm ctatbamu 17 - 20, 23 n 24 Hactosiwero degepanbHOro 3akoHa, u
He O3HayaeT CHWKeHus TpeboBaHM K ©Ge30nacHOCTU, KavyecTBy U 3PdPeKTMBHOCTU
NeKapCTBEHHbIX NpernapaTos.

FTAPAHT:

CM. KoMMeHTapum K ctaTbe 26 HacTosiero ®egepanbHOro 3akoHa

Crtatbs 27. PelleHune 0 rocygapCTBEHHOW pernctpawmm nekapCcTBEHHOro npenapaTa

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3aKkOHOM om 22 Oekabpsi 2014 2. N 429-®3 8 wacmb 1 cmambu 27
Hacmosiweao PedeparibHO20 3aKOHa BHECEHbl U3MEeHEeHUs, ecmynarowue 8 cusny c 1
urons 2015 a.

CmM. mekcm 4acmu e npedbidyujell pedakyuu
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1. B cpok, He npeBblwaWwmnn gecatn paboymx gHEN CO AHS NONyvYeHUs 3akniYeHuin
KOMMUCCUMM IKCNEPTOB MO pe3ynbTatamM 3KCNEepTU3bl KayecTBa NEeKapCTBEHHOro cpeacTtsa u
3KCNepTu3bl OTHOLWUEHUA OXWOAaeMOW MNONb3bl K BO3MOXHOMY PUCKY MNPUMEHEHUS
nekapCTBEHHOro npenapaTta, COOTBETCTBYHOLLMIA YMNOMHOMOYEHHbIN doeaepanbHbIn  OpraH
WNCNOMNHUTENBHOW BNACTU:

1) pasmewaeT Ha cBoeM ouumanbHOM cante B cetTu "MHTepHeT" cOOTBETCTBYHOLME
3aKMYeHNss KOMWUCCUW 3KCMEepPTOB UM OCYLIECTBRSET MX OUEeHKYy [nAnd onpejeneHus
COOTBETCTBUSA 3a[aHMI0 Ha NPOBEAEHME ITUX IKCNEPTU3;

2) NnpUHMMaeT peLleHne O rocyaapCTBEHHOW perncTpaunm nekapCcTBEHHOro npenapara
unm o6 oTkase B rocygapCTBEHHOM perncTpaunm nekapCcTBEHHOro Npenapara;

3) BHOCUT Mpu MPUHATUM peLLEHNA O rocydapCTBEHHOM perncrpaumm nekapcTrBeHHOro
npenapaTta AaHHble O 3aperncTpMpoBaHHOM fEKapCTBEHHOM npenapare, B TOM 4ucre o
(hapmaueBTU4eckon cybcTaHuun, BXOASAWEW B COCTaB JleKapCTBEHHOro npenapaTa, B
rocygapCTBEHHbI peecTp NeKapCTBEHHbIX CPEACTB M BblAaeT 3asBUTENO permcTpaumoHHoe
yOOCTOBEPEHNE  NEeKapCTBEHHOro npenapara, dopma KOTOpOro  yTBepxgaetcs
YNONMHOMOYEHHbIM  beaeparnbHbIM  OPraHOM  UCMOSTHUTENBHOW  BIACTW, COrfacoBaHHbIE
HOPMaTUBHYK [OKYMEHTauuko, HOPMaTMBHbIM AOKYMEHT, WHCTPYKUMIO MO MNPUMEHEHUIO
NIeKapCTBEHHOrO npenapara u MakeTbl NEPBUYHON YNAKOBKM U BTOPUYHON (NOTPEOUTENBCKON)
YNaKOBKM C yKa3aHMEM Ha HUX HOMepa PerucTpauyoHHOro YAOCTOBEPEHUS JIeKapCTBEHHOro
npenapaTa u gaTbl €ro rocyaapCTBEHHOW perMcTpauum unm B criydae npuHATUS pelleHns ob
OoTKase B rOCyJapCTBEHHOW perncrpaumm nekapCTBEHHOro mnpenaparta yBedoMnseT B
NMMCbMEHHON hopMe 3asBuTens 06 3TOM C ykaszaHMEM MPUYMH TakKoro oTkasa. 3a Bblgady
perncTpaunoHHOro yOOCTOBEPEHUSA nekapcTBEHHOro npenaparta B3MMaeTcs
rocyfapCTBEHHasi nMowWfnMHa B COOTBETCTBMM C 3aKoHopaTeribcTBOM  PoOCCUUCKON
depepaumm o Hanorax n cbopax.

MHdopmaums 06 naMmeHeHusix:

®dedepanbHbIiM 3akoHOM om 11 okmsbps 2010e. N 271-®3 e yacmb 2 cmambu 27
Hacmosiweao PedeparibHO20 3aKOHa BHECEHbI U3MEHEHUS

CM. mekcm Yacmu e npedbidyuwieti pedakyuu
2. OcHoBaHMeM [Ansi OoTkasa B roCyapCTBEHHOW perncrtpaumm nekapcTBeHHOro
npenapaTta £BfSETCA peELUeHMEe COOTBETCTBYHOLLEro YNONTHOMOYEHHOro deaepanbHOro
opraHa WCMNOMHUTENbHOW BracTh O TOM, YTO KayectBO W (Mnun) apdpeKkTMBHOCTL
PErMcTpmpyeMoro nekapcTBEHHOro npenapaTta He MOATBEPXAEHbI MOMYYEHHLIMU AAHHBIMU
UM YTO PUCK NPUYMHEHUST Bpeda 300POBbI0 YerioBeka UM XXMBOTHOIO BCreacTBUE npuema
nekapCTBEHHOro npenapara npesbiaeT 3OEEKTUBHOCTb €r0 NPUMEHEHUS.

MHdopmaumsa 06 nameHeHusx:

®PedepasibHbIM 3aKOHOM om 22 Oekabpss 2014 2. N 429-0®3 vacmb 3 cmambu 27
Hacmosiuweao PedeparibHO20 3aKOHa U3JI0XeHa 8 HogolU pedaKkyuu, ecmynarouweu 8 cusy
c 1 uronsa 2015 e.

CM. mekcm Yacmu e npedbidyuwieti pedakyuu
3. [NoBTOpPHOE npefcTaBrieHMe B COOTBETCTBYIOLUMIA YNOSTHOMOYEHHbIN (heaepanbHbIn

opraH UCMOJSTHUTESbHOW BMacTun NekapCTBEHHOro npenapara, B OTHOLLIEHUN KOTOPOro Mosy4eH
OTKa3 B rocyJapCTBEHHOW perncrtpauuu 1 KoTopbin BNocnencTsun NoaBeprca U3MeHeHuo B
YacTM ero cocTtaBa, paccMaTpuBaeTCsa KaK MpeacTaBrieHne HOBOro neKapCTBEHHOro
npenapata Ha ero rocygapCTBEHHYHO perncrtpaumio He3aBUCUMO OT COXpPaHeHus ero
NepBMYHOTO HaMMEHOBaHMS.

FAPAHT:

CM. KoMmeHTapum K ctaTbe 27 HacTosiero ®egepanbHOro 3akoHa
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MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-®3 Hacmoswut PedeparbHbil
3aKkoH dorosiHeH cmameed 27.1, ecmynaroweu 8 cuny c 1 urons 2015 a.

Cratba 27.1. [lopsagok onpegeneHnss B3aMMO3aMEHAEMOCTU  NIeKapCTBEHHbIX

npenapartos Af5 MeAULNHCKOrO NMPUMEHEHUS

1. B3aMmo3aMeHAeMOCTb  JieKapCTBEHHbIX MpenapaToB AN MeAULMHCKOro
npUMeHeHNA onpegenseTca B nopsiake, ycTtaHoBrieHHoM [lpaButenbctBom Poccunckon
depepaumm, Ha OCHOBaHUKN CreayLWNX NapamMeTpoB:

1) aKkBMBaANEeHTHOCTb (Oons  OGuoaHanoroBblx (6MONOOOOHBLIX)  NEKAPCTBEHHbIX
npenapatoB (6buoaHanoroB) - COMOCTABMMOCTb) KAYeCTBEHHbIX W  KONMYECTBEHHbIX
XapaKTepuUcTMK dapMaueBTUYECKMX CybCTaHUMn (MCNONb30BaHWE pPasfUYHbIX  COMENn,
3hmpoB, KOMMNMEKCOB, M3OMEPOB, KpUCTaNIMyYecknx oopM 1 Opyrux NpomM3BOLHbIX OAHOrO U
TOro >Xe [EeNCTBYIOLLEro BellecTBa He SBNAETCA NpensTcTBUEM AN B3aMMO3aMeHSEMOCTH
NEeKapCTBEHHbIX MpenapaTtoB, €Cnv Npu NpoBEeAEHUU UCCReaoBaHUs GUOIKBUBANEHTHOCTM
NeKkapCTBEHHOro npenapaTa unuv B criydae HeBO3MOXHOCTU NMPOBeAEeHUSA 3TOro UccrnefoBaHns
npy nNpOBEAEHUM WCCREAOBaHUSA TepaneBTUYECKON SKBUBANEHTHOCTU JeKapCTBEHHOro
npenapata [oKa3aHO OTCYTCTBME KIMHUMYECKM 3HAYUMbIX PasnuMunin papMakOKUHETUKU U
(vnn) ©GesonacHocT N 3GPEEKTUBHOCTM FIEKAPCTBEHHOMO npenapaTta Ansa MeguuMHCKOro
NPUMEHEHUS);

2) 9KBMBANEHTHOCTb fleKapCTBEHHOM (POPMbI (MO SKBUBANEHTHLIMU JleKapCTBEHHLIMMU
dopmMaMn MOHMMAOTCA pasHble NeKapCTBEHHble (OPMbI, MMeKLWMe OAWHAKOBble Cnocob
BBeAEeHMs M cnocob npumeHeHusi, obnagarowme conoctaBuMbIMU hapMaKOKMHETUYECKMMMN
Xapaktepuctukamm 1 apMakonormyeckum gencteMmem un - obecneuvvsarolime  Takke
AOCTWXKEHNEe HeobXoaUMOro KiMHUYecKoro agpdpekTta. Pasnnums nekapcTBeHHbIX (hopm He
ABNAIOTCA MpPenaTcTBMEM AN UX  B3aMMO3aMEHSEMOCTW, €eCcnu npu  nNpoBeAeHun
nccnenoBaHnst  OMO3KBMBANEHTHOCTM  NIEKAPCTBEHHOrO  Mpenapata  wWnn B Crniyyae
HEBO3MOXHOCTU MNpPOBEAEHUS 3TOr0 UCCNefoBaHUA Mpu  MPOBEOEeHUN UCCnenoBaHuUS
TepaneBTUYECKON SKBMBANEHTHOCTU FEKApCTBEHHOro mnpenapata [AoKa3aHo OTCyTCTBME
KIMUHMYECKM  3HAYUMbIX  pasnuumin  apMakokMHeTukn u  (mnu) ©Be3onacHoctTn u
3(pPEeKTUBHOCTN NEKAPCTBEHHOIO nNpenapara Ans MegULMHCKOro NpUMEHeHNs);

3) 9KBMBANEHTHOCTb WM COMOCTAaBMMOCTb COCTaBa BCMOMOraTeslbHbIX BeELLECTB
NEeKapCTBEHHOro npenapata [Ans  MEeOUUUHCKOTO  MpPUMEHEeHWs  (pasnuumsa  cocTasa
BCMOMOraTesbHbIX BELLECTB JIeKapCTBEHHOrO npenapara Ans MeaMUMHCKOro NpuMeHeHNs He
ABNAIOTCA NpenaTcTBMEM AN UX  B3aMMO3aMEHAEMOCTW, €ecnv npu  NpoBeaeHUK
nccnenoBaHnst OMO3KBMBANEHTHOCTU JIEKApCTBEHHOrO npenapata  And  MeguLMHCKOro
NPUMEHEHNA UMM B ClydYae HEeBO3MOXHOCTM MPOBEAEHMSI 3TOr0 WCCReAoBaHus Mpu
npoBeAeHUN NccrneaoBaHnsa TepaneBTUYECKON IKBUBANIEHTHOCTU NEeKapCTBEHHOrO npenapaTa
ANs MEeOUUUHCKOrO MPUMEHEHUsI 0Ka3aHO OTCYTCTBME KIMMHUYECKM 3HAYMMBbIX pPasnmuuni
dhapMakoKMHETUKN 1 (Mnn) 6e3onacHOCTN N 3PEEKTUBHOCTM NEKAPCTBEHHOMO NpenapaTa Ans
MEeAMLUMHCKOro npumeHeHus. Mpu 3TOM pasnmuus cocTaBa BCMOMOraTesnbHbIX BELEeCTB He
OOIMKHbI  MPUMBOAUTL K PUCKY BO3HUKHOBEHUSI CEPbE3HbIX HEeXenaTeslbHbIX peakunn y
OTAENbHbIX FPYNM NaUMEHTOB UMM NOBbLILLIEHNSA YACTOThbl UX BOSHUKHOBEHUS);

4) ngeHTUYHOCTb cnocoba BBeAEHUS N NPUMEHEHNS;

5) OTCyTCTBME KAMHMYECKM 3HAYUMbIX Pas3nuynii Npu NPOBEAEHMM WCCIEeaoBaHUS
OMO3KBMBANEHTHOCTN NEKApCTBEHHOro npenapata uWnAM B Crydae HEBO3MOXHOCTU
npoBeaeHUst 3TOro NccrneaoBaHnsa OTCYTCTBUE KIMHUYECKU 3HAYMMbIX pasnuynii nokasaTenen
GesonacHoCcTM ”  9PAEKTMBHOCTM  NIEKAPCTBEHHOrO npenapata npy  NpOBEAEHMM
nccneoBaHns TepaneBTUYECKON SKBMBANEHTHOCTU. [laHHbIM napamMeTp He npuMeHsieTcs B
OTHOLLIEHMM BOCMPOM3BEOEHHbIX NIEKAPCTBEHHbIX NpenapaToBs, yka3aHHblX B 4actu 10 ctaTtbu
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18 Hactosiwero ®PepepanbHoro 3akoHa. B oTHoweHun ©GuoaHanoroBbix (6Monofo6HbIX)
NeKapCTBEHHbIX npenapaTtoB (bnoaHanoros) AaHHble 06 OTCYTCTBMM KITMHUYECKN 3HAYUMbIX
pasnuuni 6esonacHocTn, 3apPEKTUBHOCTU U UMMYHOTEHHOCTU NEKAapCTBEHHOro npenaparta
no pesynbTatam NpoBeAEeHUs KITMHUYECKUX UCCnefoBaHW NpedocTaBnAwTca B Mnopsake,
YCTaHOBITIEHHOM HaCTOSLLEN HYaCTbto;

6) cCcooTBEeTCTBME MpPOM3BOOUTENS  NeKapCTBEHHOro cpencrtea TpeboBaHMAM
Hagnexawleun nNpou3BOACTBEHHON NPaKTUKM.

2. CpaBHeHWe napameTpoB perucTpupyemblx HeKapCTBEHHbIX npenapaTtoB A
MEAVLUMHCKOrO  MPUMEHEHUS  OCYLLECTBMSIETCS  KOMUCCUEW  SKCMEPTOB  IKCMEPTHOro
yupexaeHus npu npoBeSeHNn SKCNepTU3bl TakMX NleKapCTBEHHbIX NpenapaToB B npouecce nx
rocyaapCTBEHHOM perucTpauun. BbiBogbl 3KCNEpTOB O  B3aMMO3aMEHSEMOCTUM UMK
HEeB3aMMO3aMEHAEMOCTN FeKapCTBEHHbIX MpenapaTtoB AN MeOULMHCKOro MpUMEHEHMS,
CAenaHHble B pe3ynbTaTe 3TOr0 CpaBHEHMS, OQOPMASAOTCA B BUAE MPUMOXKEHUS K
3aKNIYEHNIO 3JKCNEepTOB Mo dopMe, YTBEPXKOEHHOW YMNOMHOMOYEHHbIM doedepanbHbIM
OpraHoOM MCMOMHUTENbHON BNAcTH.

3. [lonoxeHuss HacTodAWen CcTaTbM He pacnpoCTpaHATCa Ha pedepeHTHble
NeKapcTBEHHble npenapaTbl, IEKAapCTBEHHbIE pacTUTENbHbIE NMpenapaTtbl, roMmeonaTuyeckme
neKkapcTBEHHble npenapatbl W feKapCTBEHHble MpenapaTtbl, KOTOpble paspelleHbl aAng
MeAMUMHCKOro npumeHeHns B Poccunckon degepaunn 6onee geaguaTti net U B OTHOLLIEHUN
KOTOpPbIX HEBO3MOXHO NPOBEeAEHNE NCCneaoBaHMs X BMO3KBMBANIEHTHOCTM.

FTAPAHT:

CM. KoMmMeHTapum K ctatbe 27.1 HacToswero egepanbHOro 3akoHa

CraTtbs 28. PeructpaunoHHoe ygoCTOBEPEHUE NIEKAapCTBEHHOMO nNpenapaTta

1. PerncrtpaumoHHoe yaocTOBepeHue feKapCTBEHHOro npenaparta C ykasaHuem
NEeKapCTBEHHbIX (hOopM M OO03MPOBOK  BblgaeTca  OeCcCpoyHO, 3a  UCKITHYEHMEM
pPErmcTpauuoHHOro yAOCTOBEPEHNS NEKapCTBEHHOro npenapaTa, BblJAaBaeMoro CO CPOKOM
AencTBust nATb  NeT, Ha BhnepsBble pernctpupyemole B Poccunckon ®Pepepaumn
neKkapcTBEHHble npenaparbl.

2. [lo ncteyeHuUM ykasaHHOro B 4actu 1 HaCToOsILEW cTaTbM CpoKa BblgaeTcs
BGeccpoyHoe perucTpaumoHHOe YOOCTOBEpPEeHUEe feKapCTBEHHOro npenaparta npu yCroBuu
noaTBEPXAEHUS ero rocygapCTBEHHON perucrpauum.

MHdopmaums 06 nameHeHusIx:

®edepasibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-®3 cmambsi 28 Hacmosiu,eao
®edeparnibHo20 3aKoHa 0orosIHeHa Yacmbio 3, ecmynarowel e cusny ¢ 1 urons 2015 a.

3. B cnyyae BHeceHuss B cooTBeTcTBUM cO ctatbaMu 30 m 31 HacTosiLero
depgepanbHOro 3akoHa W3MEHEHUA B COAepXallmMecs B pPEerucrpaumMoHHOM [0Cbe Ha
3apermcTpMpoBaHHbIA NEKAapPCTBEHHbIM NpenapaT LOKYMEHTbl, 3aTparnBalolmx CBeAEHUS,
OTPaXeHHble B  PEerucTpauMoOHHOM  YOOCTOBEPEHMM  NIEKApPCTBEHHOro  npenapara,
YNOMHOMOYEHHbIN  doefeparnbHblii  OpraH  MCNOSIHUTENbHOM  BRacTM  BblAaeT  HOBOE
perncTpaunoHHoe yAOCTOBEPEHME NEKAPCTBEHHOIO npenapaTa, coaepkallee BHECEHHbIE B
Hero N3MeHeHwus.

MHdopmaums 06 naMeHeHusix:

®edepasibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-®3 cmambsi 28 Hacmosiu,eao
®edeparnibHo20 3aKoHa 0orosIHeHa Yacmbio 4, ecmynarowet e cusy ¢ 1 urons 2015 a.

4. B cnyyae ytpaTbl WU MOBPEXOEHUS PEMMCTPALMOHHOIO yO4OCTOBEPEHUS
NIEKApCTBEHHOrO npenapaTta no 3asiBNEHUIO B MNUCbMEHHOW opmMe aepxatens unm
Bnagenbua pPermcTpaumoHHOro  yAOCTOBEPEHUA  NEeKapCTBEHHOro  npenapata  WUnu
YNOMHOMOYEHHOMO UMW OpYroro  puvaM4Yeckoro nvua o  Bblgadye  agybnukaTta
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perucTpauuoHHOro  yAOCTOBEpPEeHUst  NeKapCTBEHHOro  npenaparta  YNOSfHOMOYEHHbIN
deaepanbHbIi OpraH UCMOMHUTENBHOM BACTU B CPOK, HE NPEBbLILALWNN AeCATU paboymx
AHEN CO OHA NOCTYNNeHNs 3asBneHus, BolgaeT AyOnmkaT permcTpaumoHHOro yaqocToBepeHus
nekapcTBEHHOro npenapaTta. 3a Bblgadvyy Aybnvkata perncTpauuoHHOro yaoCTOBEPEHUS
NeKapCTBEHHOro rnpenaparta B3UMMaeTCcs rocydapCTBEHHas MOWsMHa B COOTBETCTBUM C
3akoHopaTenbcTBOoM Poccuiickon degepauum o Hanorax n cbopax.

FTAPAHT:

CM. koMMeHTapumn K ctaTbe 28 HacTosiwero ®egepanbHOro 3akoHa

MHdopmaums 06 naMeHeHusix:

®edepasibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-®3 cmambsi 29 Hacmosiuw,eao
®edepanibHO20 3aKOHa U3/oXeHa 8 Hoeol pedakuuu, ecmynaroweu 8 cuny ¢ 1 sHeaps
2017 a.

CM. mekcm cmambu 8 npedsbidyuw,el pedakyuu

Cratba 29. [loaTtBepXaeHuWe rocydapCTBEHHOM perncTpauumn  fiekapCTBEHHOIo

npenaparta

1. llogTeBepXaeHWe rocyaapCTBEHHOM perucTpaummn rfekapcTBEHHOro npenapara
ocywiecTBngeTcsas  nNpu  Bblgade  BGECCPOYHOro  PermcTpaumoHHOro  YAOCTOBEpPEHUs
neKkapCTBEHHOro rnpenapaTta B Criydae, ykasaHHOM B 4acTu 2 ctaTbM 28 HacTosLwero
depgepanbHOro 3akoHa, B CPOK, He MnpeBbIWakLWmin ectuagecsatu pabounx gHen co AHS
nosly4eHuUs COOTBETCTBYIOLMM YMNONTHOMOYEHHbIM doefeparibHbIM OpraHoOM MCMONHUTENbHOMN
BNacTn 3asiBfieHNd O MNOLTBEPXOEHUM rOoCyJapCTBEHHOW perncrpaunm nekapcTBeHHOro
npenapaTta. He ocyuwecTBnaeTca noATBepXAeHWe rocygapCTBEHHOW perucTpauumM B
OTHOLUEHUM fleKapCTBEHHOrO npenapaTa, He Haxogusllerocss B obpaileHun B Poccumnckon
depepaumm B TeyeHne Tpex u bonee net, a Takke B OTHOLUEHUWN NEKAPCTBEHHOIO CPeacTBa,
npou3BefeHHOro C HapyweHnem TpeboBaHWA, YCTAHOBMNEHHOro 4acTtbi 3.7 crtatbu 71
HacToswwero ®efepansHOro 3akoHa.

2. 3asaBneHve O NOATBEPXAEHUM TOCYyAapCTBEHHOM perncrpaumm IekapCTBEHHOrO
npenapaTta npeacraBnseTcss B COOTBETCTBYIOLWMMA YNOSIHOMOYEHHbIN (heaepanbHbli opraH
WCMONHUTENTbHOW BIIAaCTU HEe paHee 4YeM 3a CTO BOCEMbAECAT OHEW OO0 WUCTEYEeHUs Cpoka
AEeNCTBUS perncTpaLmMoHHOro yaoCToBepEeHUs NiekapCTBEHHOMO npenaparTa.

3. [lNoaTteepxgeHne rocygapCTBEHHOW pernctpauumn fekapCTBEHHOro npenapaTta
OCyllecTBNgeTCA MO pes3ynbTaTaM 3KCMepTu3bl OTHOLWIEHUS OXuaaemou nosb3bl K
BO3MOXXHOMY PUCKY MPUMEHEHUS1 NeKapCTBEHHOrO npenaparta Ha OCHOBAHWW pe3ynbTaToB
MOHUTOPUHra 3PPEKTUBHOCTM N HGE30MaCHOCTU NEKapCTBEHHOrO npenapaTa, NPOBOANUMOrO
aepxatenem unu  BrnagensueMm  perucTpauyMoHHOrO  yAOCTOBEPEHUA  NeKapCTBEHHOrO
npenapaTta fiMbo YNONMHOMOYEHHBIM UMW IOPUANYECKAM JIMLIOM, @ TakKe COOTBETCTBYHOLLMM
YNONMHOMOYEHHbIM befepanbHbiIM OpraHoM WCMOMHUTENbHOW BNactTu B COOTBETCTBUMM C
TpeboBaHnamMu ctatbu 64 HacToswero degepanbHOro 3akoHa.

4. K 3asBrneHno 0 NoaATBEPXOEeHUM rocyaapCTBEHHOW pernctpaumm rekapCTBEHHOMO
npenapata npunaralTcsa  OOKYMEHTbl,  cogepxawme  pesynbTaTtbl  MOHUTOPUHra
apbekTuBHOCTN M Ge3onacHOCTM NEeKapCTBEHHOro npenapaTa, NPOBOAUMOro AepXaTtenem
UM BRagenbueM perncTpauuoHHOro YyAOCTOBEPEHUSA flekapCTBEHHOro npenapata nunbo
YNONTHOMOYEHHbBIM UMW IOPUANYECKMM NNLOM, MO hopme, YTBEPXKOEHHOW COOTBETCTBYOLLUM
YNONMHOMOYEHHbIM (hefeparnbHbiM OpraHOM MCMONIHUTENBHOM BRACTU; KOMUSA NIMLEH3UN Ha
NPOU3BOACTBO JIEKAPCTBEHHbIX CPEeACTB WM KOMUS  3aKMiOYEeHUs O COOTBETCTBUM
Npou3BOAMUTENS  NEKapCTBEHHbIX  CpeAcTB  TpeboBaHuAM  npaBun  Hagnexaien
NPOU3BOACTBEHHOW MPaKTUKW, BblAaHHbIE YMNOMHOMOYEHHbIM defepanbHbiM  OpraHom
NCMOMNHUTENbHOW BracTu, B Criydae, ecnv Mpou3BOACTBO JlIEKAPCTBEHHOro npenapara
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ocyuiectensetca B Poccunckon Pepepaumm, nubo Konus BblAHHOW YMOMHOMOYEHHbIM
OpraHoM CTpaHbl Npou3BoaAMTENSA NULEH3UU Ha NPOU3BOACTBO fleKapCTBEHHOro rnpenapara u
ee nepeBo Ha pyCCKUM A3bIK, 3aBEPEHHbIE B YCTAHOBMIEHHOM NopsigKe, N KONUs 3aKrnoveHns
O COOTBETCTBMM NPOU3BOAUTENS  JIEeKapCTBEHHbIX CcpeactB TpeboBaHuAM  npasun
Hagnexawen npousBOACTBEHHOW MNPAKTUKW, BblAAHHOIO YMNOMHOMOYEHHbIM defepasibHbIM
OpraHoM WCMOSIHUTENbHOW BracTu, B Cnyyae, ecnn TMpOuU3BOACTBO NeKapCTBEHHOro
npenapaTta ocyulectensetca 3a npegenamm Poccunckon depepaumn. B oTHOWwEHUU
NeKapCTBEHHbIX  nNpenapatoB ANA  BETEPUHAPHOro  NPUMEHEHWs  OOMOJSTHUTENbHO
npeacTaBNATCA AOKYMEHTbI, yKa3aHHble B noanyHkrax “a", 6", "k", "n" nyHkra 4 yactm 3
cratbM 17 Hactoswero degepanbHOro 3akoHa. B oTHoweHun  Buonormyeckux
NEeKapCTBEHHbIX MNpenapatoB 3asBUTernb LOMOMHUTENbHO NpeAcTaBnseT pes3ynbraTtbl
OCYLLECTBMEHNA MeponpuATUW B COOTBETCTBMM C MJSIaHOM YMpaBfeHus puckamu,
yTBEPXAEHHBIM YMNOSTHOMOYEHHbIM (hbefepanbHbIM OpraHoM WCMOSTHUTENBHOW BracTu npwu
OCYLLIECTBMNEHNM rOCYAapCTBEHHOW pernctpauun nekapcreeHHoro npenaparta. C 3assneHnem
O NOATBEPXOEHUM rocygapCTBEHHOW pernctpaummn fiekapCTBEHHOro npenapara 3asiBuTterb
npeacraBnseT KON JOKYMeHTa, NnogTBepXxaatoLero ynnaTty rocyaapCTBeHHOW MOLUMUHLI 3a
noaTBepXaeHne rocyfapCTBEHHOW perncrtpauumn fekapCTBEHHOro npenapata, nvbo Brpase
npeactaBuTb NO  COOCTBEHHOW  MHWUMATMBE  yKa3aHHbIN  OOKYMeHT. B  cnyvae
HenpeacTaBfeHMUs YKasaHHOro  [JOKyMeHTa  YMNOSIHOMOYEHHbIN  (hbeaepanbHbii  opraH
NCMONHUTENbHOW BriacTu nposepseT dakT ynnaTbl rocy4apCTBEHHON NOLUSMHBLI 3asBUTENEM
nocpeacTBoOM MCMNOMb30oBaHUA uHpopMmaumMm 06 ynnate rocy4apCTBEHHOM MOLUSIUHLI,
cogepxawlenca B [ocyaapCTBEHHOM WHAOPMALMOHHOW CUCTEME O T[OCYAAPCTBEHHbLIX W
MYHUUMNANbHbIX NnaTexax, Ha OCHOBaHWW NpeaCcTaBeHHON 3asBUTENEM KOMUU JOKYMEHTa,
nogTeepXxaatoLero ynnaTy rocyaapCTBEHHOW MOLUSIMHbI.

5. B TeyeHue gecsatn pabounx gHEN CO OHSA MPUHATUS 3adBNEeHUs O NOATBEPXAEHUN
rocygapCTBeHHOW perncrpaumm nekapCTBEHHOro npenaparta M OOKYMEHTOB, coepXXalinx
pesynbTaTtbl MOHUTOPWUHra 3PEEKTUBHOCTM U He3onacHOCTU NeKapCTBEHHOro npenapaTa,
npoBOOMMOro  AepXxaTernem Wnu  BragernbueM  perucTpauuMoHHOro  y4OCTOBEepeHus
fleKkapCTBEHHOro npenapata MO0  YNOSIHOMOYEHHBIM UMW HOPUANYECKUM  FIULOM,
YNOSTHOMOYEHHbIN doefeparnbHbI OpraH UCNOMHUTENBHOW BIACTU:

1) nNpoBOAWUT NPOBEPKY MOMHOTLI CBEAEHUW, COoAep)Kaluxcs B npeacTaBfeHHbIX
3asBuUTENEeM JOKYMEHTax;

2) NpyHUMaeT pelleHne o npoBegeHun unn o6 oTkase B MPOBEAEHUM IKCNepPTU3bI
OTHOLWUEHUS OXMAAeMOM MoSib3bl K BO3MOXHOMY PUCKY TMPUMEHEHUS NeKapCTBEHHOro
npenapata Ha OCHOBaHWW pPe3yrbTaTOB MOHUTOPMHra 3EKTMBHOCTU M 6Ge3onacHoOCTU
neKapCTBEHHOro npenapara, NpoOBOAUMOrO aepxarenem nnu Bnagensuem
perncTpaunoHHOro yaoCToBepPEeHUs NekapcTBEHHOro npenapaTa nnMbo ynosIHOMOYEHHBbIM UMK
IopuaNYeckKnM NMUOM, a Takke deaepanbHbIM OpPraHoOM MWCMOSMHUTENbHOW BrlactTn B
cooTBeTCTBUKN C TpeboBaHnAaMM cTtaTbu 64 HacTodwero PegepanbHOro 3aKoHa;

3) yBegomnsieT B 9MEeKTPOHHOM OopMe WM MNUCbMEHHOW pbopme 3asaBuTens u
3KCNepTHOoE yupexaeHne 0 NPUHATOM peLleHnn NnMbo B cryyae NpUHATUS pelueHns o6 oTkase
B NPOBEAEHUM IKCNEePTU3bl YKa3blBaeT NPUYNHBI TAKOro OTKasa.

6. B cnyyae BbiSiBfieHUs1 HEAOCTOBEPHOCTU U (UNIM) HEQOCTAaTOYHOCTU MHpopMaLnn,
cogepxawlemca B NpeacTaBfieHHbIX — 3asiBUTENIeM  JOKYMEHTaX,  YNONTHOMOYEHHbIN
degepanbHblii - OpraH UCMOSHUTENbHOW BRAcTU  HanpaensieT 3asBuTento 3anpoc 06
YTOYHEHUN YyKa3aHHOW WHGOopMaumn. 3anpoc YNoSIHOMOYEHHOro dheaepanbHOro opraHa
NCNOSTHUTENbHOW BRactTm MoxeT ObITb nepefaH  YNofIHOMOYEHHOMY MNpeacTaBUTENIO
3asBUTENS NNMYHO NOL PacnucKy, HanpasfieH Mo MnoyTe 3akasHbiM MUCbLMOM WKW NepefaH B
3MEeKTPOHHOM pOpME MO TerleKOMMYHUKAUWOHHbLIM KaHanam cBasn. B cniydyae HanpasneHus
3anpoca YMNOfMHOMOYEHHOro efepanbHOro opraHa WCMNOMHUTENBbHOM BRactu Mo no4te



3aKa3HbIM MUCbMOM OH CYUTAEeTCs MOSIyYEHHbIM MO WCTEYEeHUM LWeCcTn AHen ¢ aatbl
HanpasrieHMs 3aKa3Horo nNucbma.

7. 3asButenb o00643aH nNpeactaBuTb  OTBET Ha  3anpoc  YNOAHOMOYEHHOro
doefepanbHOro opraHa WCMOMHUTENbHOM BNacTM B CPOK, HEe MNpeBbllaloWmnn aeBsHocTa
pabounx OHen co AHs ero nonyveHusi. CpoK, yKka3aHHbI B 4YacTuM 5 HacTOsLWEN cTaTbM,
npuocTaHaBnNuBaeTCcd CO [HA HarnpasfeHud 3asBuTeno 3anpoca  YrNnorIHOMOYEHHOro
dreiepanbHOro opraHa UCMNOMHUTENbHOM BNacTy 4O OHS NONyYeHUst UM COOTBETCTBYHOLLEro
OTBETa W He Y4UTbIBAeTCA NPV WCYUCNEHUN CpoOKa MNOATBEPXOEHUS rocyaapCTBEHHOMU
pernctpauumn nekapCTBEHHOro npenapara.

8. OcHoBaHveM [Ons OTKkasa B MPOBEOEHUN 3IKCNepTU3bl OTHOLUEHUS OXuaaemoun
Nnosib3bl K BO3MOXHOMY PUCKY TMPUMEHEHUs feKapCTBEHHOro npenapaTta daBnsdeTcs
npeacraBneHne [OOKYMEHTOB, coepXalimx pesynbTaTtbl MOHUTOpUHra 3geKTUBHOCTU U
©e3onacHOCTM neKkapCTBEHHOro npenapata, W (MnvM) B OTHOWEHUN BUMONOrMyYeckmx
NeKapCTBEHHbIX NpenapaToB pe3ynbTaToB OCYLECTBEHNA MeponpuUATUN B COOTBETCTBUN C
NnfaHoOM ynpaBneHus puckamu, YTBepXOeHHbIM YMNOMHOMOYEHHbIM defepanbHbiM OpraHom
WCMOMNHUTESNIbHOW  BflaCTM  MNpPWU  OCYLWECTBMEHUN  rocygapCTBEHHOW  perucrpauuu
NeKapCTBEHHOro npenapata, B  HenoslHoM obbemMe, OTCYyTCTBME  MHpopmMaumn,
noareepxpgawwen ¢akt  ynnatbl rOCy4apCTBEHHOM MOWMMHBbI 3@ NOATBEPXAeHue
rocygapCTBeHHOW pernctpauumn JekapCTBEeHHOro npenapata, Mbo HenpencraBneHue
3adBuUTENeM B YCTAHOBIIEHHbIN CPOK OTBETaA Ha yKasaHHbIM B 4YacTu 6 HacTosLwen cTaTbu
3anpoc YnosIHOMOYEHHOro doeflepalnibHOrO OpraHa WCMNOMHUTENbHOM BRactu, a Takke
OTCYTCTBME B YKa3aHHbIX JOKYMEeHTax MHopMaLunn, KoTopas OOIKHa OblTb B HUX OTpaxeHa.

9. BKcnepTr3a OTHOLWIEHUS OXMAAEeMOW MOofb3bl K BO3MOXHOMY PUCKY NPUMEHEHUs
NeKapCTBEHHOro npenapaTta B Uensax MNOATBEpPXAEeHUs rocygapCTBEHHOW perncrpaumm
fleKapCTBEHHOro npenapara NpoBOAMTCA KOMUCCUEN 3KCMEPTOB SKCMEPTHOMO yypexneHusi B
CPOK, HE MpEBbILLAOLLMIA COpoKa paboymx gHEN.

10. B cnyyae HeOoCTaTOMHOCTM MpeACTaBMEHHbIX 3KCMepTy MaTtepuarnoB Ans Sayu
3aKnoYeHns  akcnepT obpawaeTca K pPYKOBOAMTEMK  SKCMEPTHOMO  YYpexaeHuss O
npegocTaBfeHnn eMy HeobBxoauMbIX MaTepuanoB. PykoBoanTenb 9KCNEPTHOMO yypexaeHus
obpallaetca ¢ COOTBETCTBYHOLMM 3anpoCOM B YMOMHOMOYEHHbIN heaepanbHbid opraH
NCMONHUTENbHOM BNacTW, BblOABLWUWA 3adaHWe Ha NpoBedeHME 3SKCNepTU3bl OTHOLLEHMS
OXngaeMon nosib3bl K BO3MOXHOMY PUCKY MNPUMEHEHUSA JleKapCTBEHHOro npenapaTta Ha
OCHOBaHWW [OKYMEHTa, coepXallero peaynbTaTtbl MOHUTOPUHra 3dEKTUBHOCTM U
Ge3onacHOCTM nekapCTBEHHOro npenapata. B TeyeHume natm pabounx aHeW €O OHA
NOCTYNMEHUs 3anpoca PyKOBOOUTENSA SKCMEPTHOrO yYpexneHusl ykasaHHbl heaepanbHbIn
opraH WCMOMHUTENbHOM BMacTU HanpasnseT 3asBUTEmNo 3anpoc O npeacTaBfieHuun
HeoOXoOuUMbIX  MaTepuanoB, KOTOpbIM MOXeT ObiTb nepegaH  yrNnosriHOMOYEHHOMY
npeacTaBUTESIO 3aaBUTENSA NMUYHO MO PacnUCKy, HanpasreH no rnoyTe 3akasHbiM NMUCbMOM
Unn nepegaH B 3N1EKTPOHHON (hbopme No TENEKOMMYHMKAUMOHHBIM KaHanam ceasn. B cnyyae
HanpasfieHMs1 3anpoca YMNoSIHOMOYEHHOro doeZieparnibHOro opraHa WUCMONHUTESNTIbHOW BracTu
Nno NoyTe 3akasHbIM MUCbMOM OH CYMTAETCHA MOMYyYEHHbIM MO UCTEYEHUWN LIECTU OHEN C AaTbl
HanpasfieHMs1 3aKa3HOoro nNucbma.

11. 3asasutenb o06s3aH npeacTaBUTb OTBET Ha 3anpoc  YNOSIHOMOYEHHOTO
beepanbHOro opraHa WUCMOMHUTESNTIbHOW BMacTU B CPOK, HE NpPeBbIWAKLWNA LLecTUaecaTm
paboymx OHEN CO OHS MOMyYeHUs1 yKasaHHOro 3anpoca. YNONMHOMOYEHHbIN dhefepanbHbii
opraH UCMNoJSTHUTENbHOM BNacTu, BblAaBLUMM 3a4aHne Ha NpoBedeHne 3KCnepTu3bl OTHOLLEHUS
oXnvgaemonm nosib3bl K BO3MOXHOMY PUCKY MNPUMEHEHWA JieKapCTBEHHOro npenapaTta Ha
OCHOBaHWW [OKYMEHTa, coepxallero pesynbTaTbl MOHUTOPUHra 3PAPEKTUBHOCTU U
©e3onacHOCTM fekapCTBEHHOro mnpenaparta, B TedyeHuMe nATM paboumx OHen co [AHS
NOCTYNMNeHns OT 3asiBUTENd OTBEeTa Ha 3anpoc YMNoSIHOMOYEHHOro dyedepanbHOro opraHa



NCMONHUTESNTbHOW BNacTW HanpasfisieT 3TOT OTBET B 3KCNepTHoe ydpexaeHue. B cnyyae
HenpeacTaBfieHMst NO WUCTEYEeHUM LecTuaecsatTM pabounx OHen 3asBuTenem oTBeTa Ha
yKasaHHbIA 3arnpoc  YNOSIHOMOYEHHbIN (peaepanbHbld  OpraH WUCMOSIHUTENbHOM  BriacTw,
BblAaBLLUMA 3afaHMEe Ha nMpOBEAEHMEe 3SKCNEePTU3bl OTHOLWIEHMS OXWOAEMOW Mofb3bl K
BO3MOXHOMY PUCKY NPUMEHEHUSA FfEeKapCTBEHHOro npenapata Ha OCHOBaHUM [OOKYMEHTa,
coaepxaliero pesynbtatbl MOHUTOPUHIa 3PEKTUBHOCTM U 6E30NACHOCTN NEeKapCTBEHHOIO
npenapata, B TeyeHMe nNATM pabounx AOHEeW HanpaBnAeT B 3KCMEpPTHOE Yy4dpexaeHue
yBeAOMIIEHNE O HenpeacTtaBneHun 3asiBUTENEeM OTBETa Ha 3anpoc yKa3aHHOro opraHa.
Bpemsa co OHA HanpaBneHus 3anpoca 9KCMEpPTHOro ydpexaeHus B YNOSTHOMOYEHHbIN
denepanbHblii - OpraH  UCMOSMIHUTENBbHOM BNactTM OO0  AHA  MOSlyYeHUs  3KCNepPTHbIM
yypexgeHvem OoTBeTa Ha 3anpoc UNv yBeJOMIMEeHUs O HenpeacTaBneHun OoTBeTa Ha 3anpoc
HE Y4YMTbIBAeTCS MPU UCHUCIIEHUN CPOKa MPOBEAEHUS SKCNEPTU3bl OTHOLUEHUSA OXMAAEMOM
Nnosib3bl K BO3MOXHOMY PUCKY NPUMEHEHUSA FEeKapCTBEHHOro npenapata Ha OCHOBaHUM
AOKYMEHTa, coAepKallero pesynbTaTbl MOHUTOPUHra 3ddEKTUBHOCTM U 6Ge3onacHOCTH
nekapCcTBEHHOro npenapara.

12. B CpoOK, HE NpeBbILAWNN AECATU pabounx OHEN CO OHSA MONYYEHUSs 3aKITHYEHUS
KOMMUCCUM OKCMEepTOB MO pesynbTataM IKCMepTU3bl OTHOLUEHUS OXMOAeMoW Monb3bl K
BO3MOXHOMY  PUCKY MNPUMEHEHUS  NEKApPCTBEHHOrO npenaparta, COOTBETCTBYHOLLUN
YNONMHOMOYEHHbIN bedepanbHbI OpraH UCNONTHUTENBHOW BNACTU:

1) ocywecTBNAeT OLEHKY 3TOro 3aKniuYeHus Ona onpeneneHns ero CooTBETCTBUS
3a[aHUI0 Ha NpoBedeHNe yKa3aHHOM 3KCNepTusbl;

2) nNpUHUMaET peLlleHne O NOATBEPXAEHUN TOCYOAAapPCTBEHHOW  perncrpaumm
nekapCTBEHHOro npenapata unun o6 oTkase B MNOATBEPXKOEHUM TrocyaapCTBEHHOM
permctpauum NekapCTBEHHOro npenapara;

3) BHOCUT Mpu NPUHATUN peLleHnst O NOATBEPXOEHUU FOCYyAapCTBEHHOM perncrpaumm
NIEKapCTBEHHOrO npenaparta CBeAeHUs1 B roCygapCTBEHHbIA PEECTP NEKAPCTBEHHbLIX CPEeaCTB
U BblgaeT 3asBuTento 6eccpovHoe perncTtpaumoHHoe YOOCTOBEepeHue rneKapCTBEHHOro
npenaparta.

13. OcHoBaHveM Ans oTkasa B MOATBEPXOEHUMM TOCYyAapCTBEHHOW perncrpauuu
NIEKApCTBEHHOrO npenapata SBNSAeTCs pelleHMe COOTBETCTBYIOLWErO YNONTHOMOYEHHOIO
degepanbHOro opraHa WCMOMHUTENbHOM BRAAcTM O TOM, YTO PUCK MNPUYMHEHUS Bpeaa
300pOBbI0 4YENOBEKA WM XMBOTHOrO BCMEACTBME MpMEMA JEeKapCTBEHHOro npenaparta
npesbiwaeT 3 MEKTUBHOCTb €M0 NPUMEHEHNS.

14. B nepuog npoBedeHUss npouenypbl MNOATBEPXKOAEHUS  roCydapCTBEHHOM
perMcTpauum nekapcTtBeHHOro npenaparta ero obpaiwieHune B Poccunckon depepaumn He
npuocTaHaBNMBaeTCs.

15. [Jonyckaetca oOpalieHne nekapcTBEHHbIX MpenapaTtoB A MeOULMHCKOro
NPUMEHEHNA OO0 UCTEYEHUs] CPpOKa roAHOCTU, NPOU3BEOEHHbBIX B TEYEHME CTa BOCbMUAECATU
KaneHgapHblX OHEW nocne pfaTtbl MPUHATUS  YNOSTHOMOYEHHbIM  doefeparibHbiM - OpraHoMm
NCMNOSTHATENBHON BNacTU peLUeHns O MOATBEPXOEHWN roCyaAapCTBEHHOM perucTpaunn, B
COOTBETCTBUM C MHpOpMaLMEN, coaepKallencs B AOKYMEHTax perMcrpaumMoHHOro Aocbe Ha
nekapCTBEHHbIM NpenapaT 4o AaTbl NPUHATUS TAaKoro peLleHuns.

FAPAHT:

CM. KoMmeHTapum K ctaTbe 29 HacTosiwero ®egepanbHOro 3akoHa

CraTtbsa 30. BHeceHVe M3MEHEHU B JOKYMEHTbI, coaepXalunecs B permctpaumoHHOM
A0CbEe Ha 3aperncTpmpoBaHHbI NIEKAPCTBEHHbIN NpenapaT Ans MeguUMHCKOro
npPUMeHeHns

MHdopmaums 06 naMeHeHusix:



®dedepasibHbIM 3aKOHOM om 22 Oekabpsi 2014 e. N 429-®3 (8 pedakyuu PedepasibHO20
3akoHa om 13 urons 2015 e. N 241-®3) yacmb 1 cmambu 30 Hacmosiweao ®edeparibHO20
3aKoHa U3rioXeHa 8 Hogol pedakuyuu, ecmynarow,el e cusy ¢ 1 sHeaps 2017 a.

CM. mekcm Yacmu e npedbidyuwieti pedakyuu

1. B uensx BHeCEHUS N3MEHEHU B OOKYMEHTbI, coaepXxalinecsa B perncTpaumoHHOM
AOCbe Ha 3apermcTpupoBaHHbIN NIEKAPCTBEHHbIN NpenapaT Ans MeauuuHCKOro npuMeHeHus,
aepxartenb Unu Bnageney permctpaumoHHOro yaoCTOBEPEHUSA NEeKapCTBEHHOrO npenapaTta
UM YNONMHOMOYEHHOE UM [pyroe puauvyeckoe nuuo (ganee B HacTosiwen craTtbe -
3asBuTENb) NpeacrtaBndeT B YMNOMHOMOYEHHbLIN defepanbHbii OpraH MCNOSIHUTENBHOM
BNacTM 3asiBfieHne O BHECEHUW TakMX WU3MeHeHun 1o ¢opme, YCTaHOBIIEHHOM
YNONHOMOYEHHbIM hefepanbHbiM OPraHOM UCMOMHUTENBHOW BNACTU, U NPUNOXEHHbIE K HEMY
M3MEHEHNA B YyKa3aHHble [OOKYMEHTbl, a Takke [OKYMEeHTbl, noaTeepxjarowme
HEOOX0OMMOCTb BHECEHUS TaKUX U3MEHEHUN. [1pn HeoBXO0AMMOCTU BHECEHUSA U3MEHEHUN B
AOKYMEHTbI perMcTpauyoHHOro JOCbe Ha 3aperncTpupoBaHHbIM NeKapCTBEHHbLIM Npenapar,
TpebyroLmx NpoBeAEHNS SKCNEPTU3bI KAYECTBA FIEKAPCTBEHHbIX CPEACTB U (Mnn) 3KCNepTu3bl
OTHOLWUEHUS OXMAAEeMOM MoSib3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NeKapCTBEHHOIo
npenapaTta and MeauUMHCKOro NPUMEHEHUS, 3asBUTENb AOMNOSIHUTENbHO NpeAcTaBnseT B
YNONMHOMOYEHHbIN  (hefepanbHbli OpraH MCMNOSIHUTENBHOM BNAacTU KOMWUIO NNMLEH3UM Ha
NPON3BOACTBO JNEKAPCTBEHHbLIX CPEACTB WM KOMUKO  3aKMYEeHMss O COOTBETCTBUM
NnpPoM3BOAMTENS  NIEKApCTBEHHbIX  CpeacTtB  TpeboBaHMsIM  npaBus  Hagnexallen
NPON3BOACTBEHHON MPAaKTUKW, BblAaHHbIE YMNOSHOMOYEHHbIM defepanbHbiM  OpraHoMm
UCMONHUTENbHOW BracTn, B Cryvae, ecnu Npou3BOACTBO JleKapCTBEHHOro npenapata
ocywectensaetca B Poccunckon Pepepauumn, nnubo KONUKIO BblAAHHOW YNOHOMOYEHHbLIM
OpraHoM CTpaHbl NPOU3BOANTENS NULIEH3MM HA NPOU3BOACTBO NEKapCTBEHHOro npenapara u
ee NepeBo Ha PYCCKU A3blK, 3aBEPEHHbIE B YCTAHOBIEHHOM MOPSAKE, N KOMUIO 3aKMOYEHNS
O COOTBETCTBMM MNPOM3BOAUTENS JIEKAPCTBEHHbLIX CPeAcTB TpeboBaHUAM  npaBur
Hagnexawen NpousBOACTBEHHOW MNPAKTUKW, BblAAHHOIMO YMNONHOMOYEHHbIM deaeparbHbIM
OpraHOM WUCMOJSTHUTENBHOW BracTu, B Ccnyyae, €ecnn MpOu3BOACTBO JleKapCTBEHHOIO
npenapaTta ocyuiecTsngeTcs 3a npegenamm Poccunckon degepauuun. MNpuHaTMe peleHust o
BHECEHUM WU3MEHEHMA WM o0 OTKase B WX BHECEHUW OCYLLECTBMSIETCA B Chnyyae
HEeobXoOMMOCTM MNPOBEAEHUS SKCMEPTU3bl KavyecTBa JIEKAPCTBEHHbIX CpPeactB U (Mnun)
9KCNepTM3bl OTHOLWIEHUA OXWOaeMOW MNoNb3bl K BO3MOXHOMY PUCKY MNPUMEHEHUS
NIEeKapCTBEHHOro npenapata And MeOULMHCKOrO MPUMMEHEHUS B CPOK, HE MpPEBbILIAOLLNIA
AeBAHOCTa pabounx gHen, a B OCTarbHbIX CryyasiX B CPOK, He MpeBbillarowmi Tpuauatm
paboumnx gHEen Co OHS NPUHATUS YNONTHOMOYEHHbLIM dheaeparnbHbIM OPraHoOM UCMOMHUTENTbHON
B1AaCTV 3a9BNEHNSA O BHECEHUM TaKNX N3MEHEHU.

MHdopmaums 06 naMeHeHusix:

®edepasibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-®3 yacmb 2 cmambu 30
Hacmosiweao PedeparibHO20 3aKOHa U3JI0XKeHa 8 Hogol pedaKkyuu, ecmynarowed e cusny
c 1 aHeapsi 2016 e.

CmMm. mekcm yacmu e npedbidyuweli pedakuyuu

2. 3OKcneptMsa nNeEKapCTBEHHbIX CPeACTB B 4YacTM  3KCNepTu3bl  KadecTBa
NEeKapCTBEHHOro cpeactBa W (MNW) 3KCNepTU3bl OTHOLUEHWA OXWOaemMoW Nomnb3bl K
BO3MOXHOMY PUCKY NPUMEHEHUS NEeKapCTBEHHOro npenapata And  MeguuMHCKOro
NPUMEHEHNs NPOBOAUTCA B Cllydyae BHECEHWS M3MEHEHWUI B LOKYMEHTbI, COAepKalimecsi B
perncTpaumoHHOM 4OCbEe Ha 3aperncTpUpOBaHHbIN NEKapCTBEHHBIN Npenapart, B OTHOLEHUN:

1) cBedeHW, YyKa3aHHbIX B  WHCTPYKUMM MO  MEAMLMHCKOMY  MPUMEHEHMUIO
NeKkapCcTBEHHOro npenaparTa:

a) nekapcTBeHHasi (bopmMa C yka3aHMEM HAaMMEHOBAHWA U KONMYECTBEHHOro COCTaBa
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AENCTBYIOLUMX BELWECTB W KayeCTBEHHOrO0 CoCTaBa BCMoMoOraTenbHbIX BewecTB (npu
HEeoBX0aMMOCTM KONMMYECTBEHHOIO COCTaBa BCNoOMOraTesibHbIX BELLECTB);

6) capmakognmHammka u apmakoKMHeTUKa (3a WCKNoYeHneM ¢apMaKOKUHETUKM
roMeonaTn4yecknx nekapCcTBEHHbIX NpenapaTtoB W pacTUTENbHbIX  JIEKAPCTBEHHbIX
npenapaToB);

B) NOKa3aHus Ans NPUMEHEHNS;

r) NPOTUBOMNOKAa3aHUA ANA NPUMEHEHNS;

) Mepbl NPeAOCTOPOXHOCTU NPU NPUMEHEHUN;

€) ykaszaHne BO3MOXHOCTU N 0COBEHHOCTEN NMPUMEHEHNSA NEKapCTBEHHOro npenapara
AN MeOUUMHCKOro MNpPUMEHEHNA OepeMEHHbIMU KEHLMHAMK, XEHLMHaMn B nepuog
rpy4HOro BCKapMIiMBaHud, 4eTbMW, B3POCTbIMU, UMEIOLLMMUN XpOHMYeCcKne 3abonesaHus;

X) pexuMMm O03UpOoBaHWUSA, CnocoObl BBEAEHUA U MPUMEHEHUs, NPpU HeobXoauMOCTu
BpeEMS npuemMa nekapCTBEHHOro npenapara, NPoAOSKUTENbHOCTL NIeYeHUs, B TOM 4ucne y
JeTen 0o 1 nocne ogHoro roga;

3) BO3MOXHble MOOOYHbIE OENCTBMA M HexenaTeslbHble peakunn npyu NpUMEHEHUU
rfleKapCTBEHHOrOo npenapara;

n) CUMNTOMbI NEPEAO3MPOBKN, MEPbI MO OKa3aHWM0 MOMOLLM NpU Nepeo3nNpPOBKE;

K) B3auMOAENCTBME C APYrMMM NEKapCTBEHHbIMM npenapatamn u (Mnu) nueBbIMA
npoaykramu;

n) dopMbI BbiMyCKa NEKAPCTBEHHOrO Npenapara;

M) YykasaHue (npu HeobxoAMMOCTM) OCOBEHHOCTEN [OEeWCTBUS NEeKapCTBEHHOro
npenapaTa npu NepBomM NpMemMe Unmn nNpu ero OTMEHe;

H) CBEOEHUS O BO3MOXHOM BIIMSIHUM FIEKApCTBEHHOrO npenapara Anst MeguumMHCKOro
NPUMEHEHNSA Ha CNOCOBHOCTL YNpaBNATb TPAHCNOPTHLIMU CPEACTBAMU, MEXAHU3MaMU;

0) CPOK rOAHOCTU U yKasaHue Ha 3anpeT NpUMEHEHUs NieKapCTBEHHOro npenapara no
NCTEYEHMN CPpOKa ro4HOCTY;

Mn) yCrnoBus XpaHeHus;

p) yCnoBus OTNyckKa;

2) cocTaBa NnekapCTBEHHOro npenapara ans MeguumMHCKOro NpPUMeEHeHus;

3) n3aMeHeHnsa mecrta Npou3BOACTBA fIEKAPCTBEHHOro npenaparta ans MeauuMHCKOro
NPUMEHEHNS;

4) n3MEeHeHNs nokasaTerien KayecTBa fIeKapCTBEHHOrO npenapaTa Anst MegULMHCKOro
npUMeHeHna wn (Mnn) MeToOOB KOHTPOMsS KayecTBa JieKapCTBEHHOro npenapaTta Ans
MEANLMHCKOrO NPUMEHEHWS;

5) n3MeHeHMs cpoka rogHOCTM JleKapCTBEHHOro npenapata Ans MeguuMHCKOro
NPUMEHEHNS;

6) cBegeHUn O HeobOXOAMMOCTM BHECEHUSI WUHbIX W3MEHEeHUM B WHCTPYKUMIO MO
MEANLMHCKOMY MPUMEHEHUIO NEKAPCTBEHHOIO npenapaTta, a Takke B WHble [OOKYMEHTHI,
cogepxalimecsi B pPEerncTpauMoOHHOM [OCbe Ha 3aperMcTpUpOBaHHbLIN NEKAapCTBEHHbIN
npenapart. [1p1 3TOM peLleHne 0 NPOBEAEHNN SKCNEPTU3bI KAYECTBA JIEKAPCTBEHHbLIX CPEACTB
n (MnNn) aKcnepTU3bl OTHOLUEHUS OXWMOAEMOW MNOMb3bl K BO3MOXHOMY PUCKY MNPUMEHEHUS
NleKapCTBEHHOrO npenapara ansi MegUUNHCKOro NPUMEHEHUS NPUHMMAETCsl B COOTBETCTBUM C
YTBEPXXAEHHOW  YMOMHOMOYEHHbIM  ddefepanbHbiM  OpraHoOM  WUCMOSTHUTENbHOW  BracTu
Knaccudukaumen N3MEHEHUN, BHOCUMbIX B  [OKYMEHTHI, copepxawmecad B
perncTpaunuoHHOM OOCbEe Ha 3aperncTpMpoBaHHbIN NEKAPCTBEHHbLIN Npenapar.

MHdopmaums 06 naMeHeHusix:

®dedepanbHbIM 3akoHOM om 22 Oekabps 2014 2. N 429-®3 yacmb 3 cmambu 30
Hacmosiweao PedeparibHO20 3aKOHa U3/I0XXeHa 8 HogolU pedaKyuu, ecmynarowed e cusny
¢ 1 urons 2015 e.
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CM. mekcm Yacmu e npedbidyujeli pedakyuu

3. C 3asBneHnem O BHECEHWM U3MEHEHMN B [OOKYMEHTbl, coepxawmecs B
perucTpauuoHHOM [OOCbe Ha 3apermcTpypoBaHHbIA  JFIeKapCTBEHHbIM npenapaTt  Ans
MEANLMHCKOrO NPUMEHEHNS, Hapsigy C AOKYMEHTaMM, yKa3aHHbIMM B 4acTu 1 HacTosLen
cTaTtbu, 3asBUTENb MNpeacTaBnseT KonMuu  OOKYMEHTOB, NOATBepXAawwux ynnaty
rocyapCTBEHHOM MOLUSMHbI 32 BHECEHWE B AOKYMEHTbI, COAepXaLlmecs B pernctpaLMoHHOM
A0Cbe Ha 3aperncTpupoBaHHbLIN NleKapCTBEHHbIM NpenapaT AN MegUUNHCKOro NpUMEHEHUS,
N3MeHeHun, TpebylwWwmnx nNpoBeAeHNS 3KCMNepTU3bl JeKapCTBEHHbIX CPeacTB B YacTu
3KCNepTu3bl KayecTBa JIeKAapCTBEHHOro cpeacrea U (MnM)  3KCNepTU3bl  OTHOLUEHUS
OXMAAEMOW MNONb3bl K BO3MOXHOMY PUCKY NPUMEHEHUSA rieKapCTBEHHOro npenapata ans
MeANUMHCKOrO MNPUMEHEHUs, TOCYOapCTBEHHOM MOWMMHbI 32 BHECEeHWe B [OOKYMEHThI,
cogepXxaiwimecsas B pPerucTpauMoHHOM [0Cbe Ha 3aperMcTpuMpoBaHHbIA  JIEKAapCTBEHHbIN
npenapaTt Ans MeguUUMHCKOrO MPUMEHEHUs, U3MEHEeHUW, He Tpebywunx npoBeaeHus
9KCNepTM3bl NEeKapCTBEHHOro cpeacTsa, NMbo BhnpasBe nMpeacTaBuTb MO  COBCTBEHHOM
WHULUMaTMBE YKasaHHble [OKYMeHTbl. B crnyyae ux HenpeacTtaBreHus YNONHOMOYEHHbIN
doeepanbHbI OpraH UCNOSTHUTENBHOW BIlaCTU NpoBepsieT (hakT ynnaTbl rocygapCTBEHHbIX
NOWSKNH  3asBUTENIEM  MOCPEeACTBOM  UCMONb3oBaHWA  uMHopmaumm o6  ynnate
rocyapCTBEHHbIX MOLWSIMH, cogepxallencs B ['ocygapCTBEHHON MH(POPMALMOHHON CUCTEME
O TrOCyAapCTBEHHbIX W MyHAUMNANbHBLIX MnaTexax, Ha OCHOBaHMW NpeacTaBfiEHHbIX
3aaBuUTENEM KON AOKYMEHTOB, MOATBEPXAAOLWMX ynnaTy rocyaapCTBEHHOM MOLUSINHBI.

4. B TeyeHne pecatun paboumx gHeEW CO OHA NOCTYNSIeHUs YKasaHHoOro B 4actu 1
HacTosille cTaTbu 3adBfeHMss U HeobXxoOuMMbIX  AOKYMEHTOB  YNOSHOMOYEHHbIN
deaepanbHbIn opraH UCNOSTHATESNbHOW BACTU:

1) npoBoAMT NpPOBEPKY MOMHOTbI UM [OCTOBEPHOCTUM CBEOEHUN, coaepXXalmxcs B
npeacTaBnNeHHbIX 3asiBUTeNeM MmaTepuanax;

2) NPUHMMAaET pelleHne O MPOBEAEHUN YKa3aHHbIX B 4YacTuM 2 HACTOSALLEN CTaTbu
COOTBETCTBYHLLMX IKCNEPTU3 NIEKAPCTBEHHOIO cpeacTBa unm ob oTkase B MX NpoBeaeHUN;

MHdopmaums 06 nameHeHusix:

®edepasibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-®03 e nyHkm 3 yacmu 4 cmambu
30 Hacmosiwezo PedeparsibHO20 3aKOHa 8HECeHbl USMEeHeHUs!, ecmynaroujue e cusny ¢ 1
urons 2015 a.

Cm. mekcm nyHkma e npedbidyuwel pedakyuu
3) yBeOooOMnsieT B 3IEKTPOHHOW MW MUCbMEHHOW OOpMe 3asaBUTENS O MPUHATOM
peweHnn nnu B crnyyae NpUHATUSA pelleHnst o6 oTKase B MpOBEAEHUM COOTBETCTBYHOLLEN
3KCNepTu3bl C yKaszaHMEM MNPUYMNH Takoro oTkasa.

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3aKOHOM om 25 Hosibpsi 2013 2. N 317-©3 cmambsi 30 Hacmosiweao
®edeparsibHo20 3aKoHa 0orosiHeHa Yacmbio 4.1
41. B cnyyae BbiSiBrieHUss HeOOCTOBEPHOCTUM CBeOEeHWW, CoAepXaluxcs B
nNpeaCTaBNeHHbIX 3asiBUTeNneM Martepuanax, YnoSIHOMOYEHHbIN bedepanbHbI - OpraH
NCNOSNTHUTENbHOW BMacTW HanpaenseT 3asBUTENo 3anpoc 06 YTOYHEHUM YKa3aHHbIX
cBedeHun. [laHHbIM 3anpoc MOXeT ObiTb nepedaH YNoSIHOMOYEHHOMY nNpeacTaBUTENO
3asBuUTENS NMYHO NOL PacnucKy, HanpasfieH Mo MoyTe 3akasHblM MUCbLMOM UMW NepejaH B
3MEKTPOHHOM hOpMe MO TEeNEeKOMMYHUKALUWOHHBLIM KaHanam cBsa3n. B cnyvyae HanpasneHus
AaHHOro 3anpoca Mo noyTte 3aka3HblM MUCbLMOM OH CYMTaETCHA MONyYEeHHbIM MO UCTEYEeHUU
LIeCTN OHeWN C AaTbl HanpaBieHns 3aKkas3Horo NMcbma.

MHdopmaums 06 naMeHeHusix:

®edepasibHbIM 3aKOHOM om 25 Hosibpsi 2013 2. N 317-©3 cmambsi 30 Hacmosiuezao
®edeparnbHo20 3aKoHa 00rnosiHeHa Yacmbto 4.2
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4.2. 3asgsutenb 00s3aH npeactaBuTb OTBET Ha  3anpoc  YNOSIHOMOYEHHOro
doefepanbHOro opraHa WCMOMHUTENbHOM BNacTM B CPOK, HEe MNpeBbllalowWmnn aeBsHocTa
paboynx gHen co AHsS NonyveHus AaHHoro 3anpoca. Cpok, ykasaHHbIN B YacTu 4 HaCcTOALLEN
cTaTbu, NPUOCTaAHABNMBAETCS CO [HS HanpaBfieHUsl 3asBUTENIO 3anpoca YNOSIHOMOYEHHOIo
beiepanbHOro opraHa MCMNOSIHUTENBHOM BIlaCcTU A0 AHSA MOfyyYeHus MM oTBeTa Ha [daHHbIN
3anpoCc M He YYUTbIBAETCA MNpPU MCYUCIIEHUN CpPOKa TMPUHATUS PELUEHUs O BHECEHUMU
M3MEHEHUN B  [OKYMEHTbl, codepXawumecd B  pPermcTpauMoHHOM  [OCbe  Ha
3aperncTpupoOBaHHbIN NIEKAPCTBEHHbIN NpenapaT 419 MeANLNHCKOro NPUMEHEHUS.

MHdopmaums 06 naMeHeHusix:

®edepasibHbIM 3aKkoHOM om 22 Oekabpsi 2014 2. N 429-®3 8 yacmb 5 cmambu 30
Hacmosiweao ®edeparibHO20 3aKOHa BHECEHbl U3MEHEeHUsl, ecmynarouwue e cusy c 1
uronss 2015 a.

CmM. mekcm 4acmu e npedbidyuwjell pedakyuu

5. OcHoBaHveM AN OTkasa B NPOBEAEHUM yKa3aHHbIX B 4acTU 2 HacCTOsLLEN cTaTby
3KCNepTn3 ABMSETCA NpeacTaBfieHMe AOKYMEHTOB, MEPEYUCNEHHbIX B 4Yactax 1 u 3
HacTosLLen cTaTbW, B HEMOMHOM Oobbeme, HenpeacTaBieHe 3asiBUTENeM B YCTAHOBMEHHbIN
CpOK OTBeTa Ha YyKasaHHbIn B 4acTtu 4.1 HacTodwen crtaTbW 3anpoc YnoSITHOMOYEHHOro
heiepanbHOro opraHa MCMNOMHUTESNBHOM BNacTW, a Takke OTCYTCTBME B NpenCTaBEeHHbIX
AOKYMEHTaX [OOCTaTOYHbIX CBEAEHWW, noaTBepXxdawwmx HeobxoaMMOCTb BHECEHUS
M3MEHEHUN, unn  OTCyTCTBME  UMHGOpMauuu, noAaTBepxaawwen  gakt  ynnathbl
rocy4apCTBEHHbIX MOLUSNH, YKa3aHHbIX B YacTu 3 HacTOsILLEN CTaTbM.

6. YKasaHHble B 4YacTu 2 HacTosilen cTaTbM 3KCMepTU3bl MPOBOAATCA B nopsgke,
YyCTaHOBIIEHHOM cTaTben 23 HacTosdwero defeparnbHOro 3akoHa.

MHdopmaumsa 06 nameHeHusax:

®PedepasibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-©3 8 vacmb 7 cmambu 30
Hacmosiwezo ®edeparnibHO20 3aKOHa BHECEHbI U3MEHEeHUsl, ecmynarouwue e cusy c 1
urons 2015 a.

CmM. mekcm 4acmu e npedbidyuwjell pedakyuu

7. B cpok, He npeBbllaWnn gecatn paboumx AHEN CO OHS MONYYEeHUs 3aKOYEHUN
KOMMCCUI 3KCMEePTOB MO pesynbTaTtaM yKa3aHHbIX B 4acTU 2 HACTOsILLEN CTaTbU 3KCNepTus,
YNOSTHOMOYEHHbIN doeepanbHbIi OpraH UCNOSTHATESNbHOW BI1ACTU:

1) NpyHUMaeT pelleHne O BHECEHUU U3MEHEHWA B OOKYMEHTbI, coaepXalumecsi B
pPEerMcTpauuoHHOM [OOCbe Ha 3apermcTpMpoBaHHbIA  NIEKAPCTBEHHbLIM npenapat  ans
MEOMLNHCKOro NpMMeHeHNs, uinn od oTkase BO BHECEHUN TaKUX U3MEHEHWUN;

2) BHOCWUT B TOCYyJapCTBEHHbIN PEEeCcTp JeKapCTBEHHbIX CPEeACTB Ha OCHOBaHWMU
peLleHna o BHECEHUN U3MEHEHUN B OOKYMEHTbI, COAepXallneca B perucTpaumoHHOM Aockbe
Ha 3aperncTpupoBaHHbIN NEKApPCTBEHHbIN Npenapat AN MeOUMLUHCKOro MNPUMEHEHUS,
HeobXxoauMble N3MEHEHUS 1 BO3BPALLAET UX 3asBUTENTIO;

3) BblgaeT 3adBUTEN0 HOBOE pPErnCTpPauMOHHOE YOOCTOBEPEHUE JIEKAPCTBEHHOIO
npenapaTta B Clfiydae U3MeHeHNsa CBEAEHNI, COgePXKaLLMXCH B HEM.

8. OcHoBaHMeM ans oTkasa BO BHECEHUN M3MEHEHUI B JOKYMEHTbI, coaepXalwmeca B
perMcTpaunuoHHOM [OCbe Ha 3aperncTpupoBaHHbIA  NIEKApCTBEHHbLIM  npenapaT  Aans
MEONUMHCKOrO MpPUMEHEHUs, SBNSIETCS 3akroyeHue YNONIHOMOYEHHOro eaeparbHOro
opraHa WCMONHUTENbHOM BNacTM O BO3MOXHOCTM CHMXEHus ©e30macHOCTW, Ka4yecTsa,
3cpheKTMBHOCTM NeKkapCTBEHHOro cpeacTBa B Cllydae BHECEHUSA TaKMX U3BMEHEHUN.

MHdopmaLms 06 naMeHeHusix:

®edepasibHbIM 3aKOHOM om 22 Oekabpss 2014 e. N 429-®3 yacmbs 9 cmambu 30
Hacmosiweao PedeparsibHO20 3aKOHa U3JI0XXeHa 8 Ho8oU pedaKkyuu, ecmynaroweu 8 cusny
c 1 uronsa 2015 e.
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CM. mekcm Yacmu e npedbidyujeli pedakyuu
9. [onyckaetca obpalieHMe neKkapCTBEHHbIX nMpenapaTtoB Ans  MeOULMHCKOro

NPUMEHEHNA OO0 UCTEYEHUs1 CpOoKa roAHOCTU, NPOU3BEOEHHbBIX B TEYEHME CTa BOCbMUAECATU
AHen nocne AaTbl NPUHATUSA YNOSTHOMOYEHHbIM doefeparnibHbIM OpPraHoOM WCMOMHUTENBHOWN
BNacTu peLlleHnss 0 BHECEHUN U3MEHEHUN B LOKYMEHTbI, CoOAepXalmnecs B permctpaLmMoHHOM
[0Cbe, B COOTBETCTBUM C MH(POpMaLMEN, CoaoepKallenca B JOKYMEHTax perncTpaumoHHOro
A0Cbe Ha NeKapCTBEHHbIN npenapaT Ao AaTbl NPUHATUSA TaKoro peLleHust.

FAPAHT:

CmMm. kommeHTapum k ctatbe 30 HacTosiero ®eaepanbHOro 3akoHa

CraTtbsa 31. BHeceHne M3MEHEHUI B JOKYMEHTbI, CoOAepXKalmecsa B permcTpaumoHHOM
AOCbe  Ha  3aperncTpupoBaHHbI  FIEKapCTBEHHbLIN npenapat  Aans
BETEPMHAPHOro NPUMeHeHus

MHdopmaumsa 06 nameHeHusx:

®edepanibHbiM 3akoHomM om 13 uwna 20152. N 241-©3 e vyacmb 1 cmambu 31
Hacmosiwezao PedepasibHO20 3aKOHa BHECEHbI UBMEHEHUS

CmMm. mekcm Yacmu 8 npedbidyuweli pedakyuu

1. B uenax BHeceHUs UI3SMEHEHU B JOKYMEHTbI, cogepxallinecs B permctpaumoHHOM
A0Cbe Ha 3aperncTpupoBaHHbIN NeKapCTBEHHbIV NpenapaT Ang BeTepMHapHOro NpUMEHeHs,
aepxartenb unu Brageney perncTpaunoHHOro yaoCTOBEPEHUSA fleKapCTBEHHOro npenapaTta
WUNN YNONTHOMOYEHHOE MM [pyroe lopuaudeckoe nvuo (Janee B HacTosilWen cTraTbe -
3asiBuUTENb) npeacrtaBndeT B YMNOMIHOMOYEHHbIN defepanbHbii OpraH MCNOSIHUTENBHOM
BflaCTU 3asiBfieHNe O BHECEHUM TaknX WU3MEHeHMn no d¢opmMe, YCTaHOBSIEHHOM
YNONHOMOYEHHbIM hefeparnbHbIM OPraHoOM UCMNOMHUTENBHOW BNACTU, U NPUMOXEHHbIE K HEMY
M3MEHEHUS B YKa3aHHble [OOKYMEHTbl, a Takke [OOKYMEeHTbl, MOATBepXxaatoue
HEOOXOOUMOCTb BHECEHUSI TakuxX WU3MeHeHun. [puHATUE pelleHns O BHECEHUU Takux
n3MeHeHun unm ob oTkase B UX BHECEHUW OCYLLUECTBMSETCH B CPOK, He MpeBbIaoLnin
AeBaHocTa paboyunMx OHerW CO OHA NPUHATUS YNOMHOMOYEHHbIM defdeparibHbIM OpraHoM
NCNOSTHUTENbHOW BNAaCcTN 3a8BMEHNS O BHECEHUN TaKUX U3MEHEHWIA.

MHdopmaumsa 06 nameHeHusax:

®edepasibHbIM 3akOoHOM om 22 Oekabpsi 2014 2. N 429-®3 8 yacmb 2 cmambu 31
Hacmosiweao ®edeparnibHO20 3aKOHa BHECEHbI U3MEHEHUs, ecmynarowue 8 cusy ¢ 1
urons 2015 a.

CmM. mekcm Yacmu e npedbidyujell pedakyuu

2. B cnyyae BHeceHUs UBMEHEHNI B OKYMEHTLI, coAepXalimecs B permcTpaumMoHHOM
[0Cbe Ha 3aperncTpupoBaHHbIN IEKAPCTBEHHbIN NpenapaTt ANns BETEPUHAPHOIO NPUMEHEHUS,
B OTHOLLEHWW CBeAEeHUN, yKa3aHHbIX B noagnyHkrax "e", "x", "k", "n", "n", "c", "x" nyHkTa 7
yactn 3 ctatbmu 17 HacToswero denepanbHOro 3aKkoHa, U3MEHEHUa n (Mnn) AOMNONHEHMUS
NPOU3BOLCTBEHHON MNSIOWAAKA NIEKAPCTBEHHOIO CPeACcTBa, a Takke B Clyyae W3MEeHeHus
rokasaTeren ka4ecTBa fiekapCTBEHHOro npenapara Ansg BETEPMHAPHOro NpUMEHEHNs 1 (Mnwm)
METOAOB KOHTPOSSI Ka4ecTBa fieKapCTBEHHOro npenapaTta Ans BeTEPUHAPHOro NpUMeHeHus
NPOBOANTCA 3KCNepTM3a JNEKapCTBEHHOrO cCpeacTBa ANA BeTepMHApPHOro npuMeHeHusi. B
cnyyae Heob6XOAMMOCTM BHECEHUSI MHbIX M3MEHEHUW B [OKYMEHTbI, cogepxalimecs B
perMcTpaunuoHHOM [OCbe Ha 3aperncTpupoBaHHbIA  NEKapCTBEHHbLIM npenapaTt ang
BETEPUHAPHOIO MNPUMEHEHMUS, AKCMEpPTU3a JIEKAapCTBEHHOrO0 CpeacTtBa Ansi BETEPUHAPHOro
NPUMEHEHNSA HE NPOBOANTCS.

MHdopmaumsa 06 nameHeHusx:

®dedepanbHbIM 3akOHOM om 22 okmsbps 2014 e. N 313-®3 e yacmb 3 cmambu 31
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Hacmosiweao ®DedepanibHO20 3aKOHa 6HECEHbl U3MEHEeHUs, ecmynarouwjue 6 cuny c 1
sAHeaps 2015 a.

CM. mekcm Yacmu e npedbidyuwieti pedakyuu

3. C 3aaBneHMemM O BHECEHUM WU3MEHEeHUM B [OOKYMEHTbl, cogepxawimecs B
pPermcTpauuoHHOM [0Cbe Ha 3aperucTpupoBaHHbIN  JleKapCTBEHHbIM  npenapaTt  Ans
BETEPUHAPHOIo NPUMEHEHUS, Hapsa4y C OOKYMEeHTaMu, ykasaHHbIMM B 4acTtu 1 HacTtosiwen
cTaTbW, NPeacTaBNATCA JOKYMEHTbI, NoATBepXKAatoLWwue ynnaTty rocygapCTtBEHHON NOLUSNHbI
32 BHeCeHMe B [JOKYMEHTbl, coAepXawuecd B  perucrpaumMoHHOM [OCbe Ha
3aperncTpuMpoBaHHbIA  JIEKapCTBEHHbIM  npenapat Ans  BeTEPUHAPHOro  NpUMEHEHUs,
N3MEeHeHUn, Tpebylwmx nNpoBeAEHNA IKCMepTU3bl EKapCTBEHHOrO cpeacTBa  Ans
BETEPMHAPHOIO MNPUMEHEHUS, WUNN WU3MEHEHW, He Tpebylomnx npoBedeHUsa 3aKCnepTusbl
neKkapCTBEHHOro cpeacTea AMs BeTepuUHapHOro NpMMeHeHus:.

4. B CpoK, He npeBbIlWaWnn ecaTtn paboumx gHen co AHA NOCTYNMEHNSA yKa3aHHOMo
B 4Yactu 1 HacTosilen cTtaTbu 3asBfEHUA U HEODXOOUMbIX LOKYMEHTOB, YNOSTHOMOYEHHbIN
doeepanbHbIn opraH UCNOSTHATENBHOW BIACTU:

1) npoBOOMT NPOBEPKY MOMHOTbI M OOCTOBEPHOCTU CBEAEHWU, codepXalmnxca B
npeacTaBfieHHbIX 3adBUTENEM JOKYMEHTAX;

2) NpMHMMaeT pelleHMe O MPOBEeAEHUN IKCNepTU3bl NeKapCTBEHHOro cpeacTBa Ans
BETEpPMHapHOro NpuMeHeHnsa nnmn ob oTkase B ee NpoBeaeHUM;

3) yBegomMnsaeT B MMCbMEHHOMN hOpMe 3asiBUTENS O MPUHATOM peLLUeHUn Unn B criydae
NPUHATUA peleHns o6 oTkase B NpoOBeAeHMM IKCNepTU3bl NeKapCTBEHHOro cpeacTtsa Ans
BETEPUHAPHOIO NMPUMEHEHUS C yKa3aHUeM NPUYMH Takoro oTkasa.

5. OcHoBaHMeM A5is 0TKasa B NPOBEAEHUN IKCNEPTU3bl NIeKapCTBEHHOIO CpeacTBa Ans
BETEPUHAPHOIO NPUMEHEHNA SIBMSIETCA NpeacTaBneHne JOKYMEHTOB, yKa3aHHbIX B YacTax 1
M 3 HacTosilleh cTaTbM, B HEMNONIHOM oObeme wunuM OTCYTCTBME B NpPenCTaBfEeHHbIX
AOKYMEHTax [OOCTaTOYHbIX CBeAEHWW, noaTeBepXxdarwmnx HeobXxoaMMOCTb BHECEHUS
N3MEHEHUN.

6. JKkcnepTu3a NekapcTBEHHOro cpeacTsa Al BETEPUHAPHOIrO NPUMEHEHUs B Lensx
BHECEHNS W3MEHEeHWA B [OKYMEHTbl, coAepXalwmecs B pPerucTpauMoHHOM [JOCbe Ha
3aperncTpupoOBaHHbIN  FIEKAPCTBEHHbLIM  NpenapaT ANd  BEeTEPUHAPHOro  NPUMEHEHUS,
OCyLLeCTBNAeTCA B NOpsiaKe, YCTaHOBMEHHOM cTaTtben 24 HacTtoswero ®PenepanbHOro
3aKoHa.

MHdopmaums 06 nameHeHusix:

®dedepanbHbIM 3akoHOM om 22 okmsbps 2014 2. N 313-®3 cmambsi 31 Hacmosweao
®edepanbHo20 3aKkoHa OoriofIHeHa Yacmbto 6.1, ecmynaroweli @ cusy o ucmedYeHuu
mpudyamu OHel riocrie OHA oghuyuasnibHO20 onybnukoeaHusi Ha3gaHHO20 ®edepasibHO20
3aKoHa

6.1. B cpok, He npesblWaoWmnn Nt paboumx AHENn CO OHSA MOMyYeHUs 3akmntoYeHns
KOMMCCUM IKCNEepTOB MO pe3yribTaTaM yKa3aHHOW B 4acTW 2 HACTOSLLEN CTaTbW SKCNepTU3bl,
YNOSTHOMOYEHHbIN doeepanbHbIN OpraH UCMNOSTHUTENbHOW BI1aCTU:

1) NpUHUMaeT pelleHne O BHECEeHMM M3MEHEHU B OOKYMEHTbI, coaepXkalumecsa B
pPerMcTpauuoHHOM [OCbe Ha 3apermcTpMpoBaHHbIA  FIEKApPCTBEHHbIM  npenapaTt  Aans
BETEPMHAPHOro NPUMEHeHNs, nnn ob oTkase BO BHECEHUU TakUX MU3MEHEHWN,;

2) BHOCUT B TOCYyOapCTBEHHbIN peecTp JieKapCTBEHHbIX CPeacTB Ha OCHOBaHUU
peleHns 0 BHECEHUN U3MEHEHNN B JOKYMEHTbI, coaepalimecs B permcTpaumoHHOM JoCbe
Ha 3aperncTpMpoBaHHbIN NEKapCTBEHHbIN npenapaT Ans BeTepUHApPHOro MNpUMEHEHUS,
Heob6Xxo4MMble U3BMEHEHMS U BO3BpALLAET 3T LOKYMEHTbI 3asBUTENIO.

7. OcHOBaHMeM 118 OTKa3a BO BHECEHUN M3MEHEHWU B JOKYMEHTbI, cogepXalimecs B
perucTpauuoHHOM [OOCbe Ha 3aperncTpypoBaHHbIA  JIeKapCTBEHHbIM npenapaTt  Aans
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BE€TEPpUHApPHOro npuMeHeHud, 4dBndeTcAa 3akrno4veHune YnosIHOMOYEHHOro cbe,u,epaanoro
opraHa NCMNOSTHATENbHOM BfacTM O BO3MOXHOCTU CHWXKeHUa ©6e30nacHOCTU, KadecTBa,
Sq)q)eKTI/IBHOCTI/I JIeKapCTBEHHOIo npenapara nOnd BeTepuMHapHOro rnpMMeHeHnAa B Criyyae
BHECEHUNSI UBMEHEHNW B YKa3aHHble JOKYMEHTbI.

MHdopmaums 06 naMeHeHusix:

®edepasibHbIM 3aKOHOM om 22 Oekabpss 2014 2. N 429-®3 yacmb 8 cmambu 31
Hacmosiweao ®edeparibHO20 3aKOHa U3/I0XXeHa 8 Hogol pedaKkyuu, ecmynarowed e cusny
c 1 urons 2015 e.

CmM. mekcm 4acmu e npedbidyuwel pedakyuu
8. [onyckaetca obpalweHne nekapCcTBEHHbIX MpenapaTtoB AN BeTEpUHAPHOro

NMPUMEHEHNSA OO0 UCTEYEHMSI CpOKa FOAHOCTM, NPOU3BEAEHHbIX B TEYEHME CTa BOCBMUOECATM
AHen nocne Aatbl NPUHATMS YNOSTHOMOYEHHbIM heaepanbHbiM OpPraHoOM WCMOSHUTENbHOWN
BMNacCTh peLLeHNsi O BHECEHUN U3MEHEHMWI B AOKYMEHTbI, COAEpKaLLMeCcs B PErmcTpaumoHHOM
AOCbe Ha feKapCTBEHHbI npenapaTt, B COOTBETCTBMM C MHOpMaUMen, coaepxallencs B
AOKYMEHTaX PEermcTpaumMoHHOIO [OCbe Ha JeKapCTBEHHbIM npenapaTt A0 AaTbl MPUHATUSA
TaKoro peLueHus.

FAPAHT:

CM. kommeHTapumn K ctaTbe 31 HacTosiwero degepanbHOro 3akoHa

CraTtbsa 32. OTMeHa rocygapCTBEHHOW perMcTpaumm nekapcTBeHHOro npenapara

PeweHne 06 oTMeHe rocygapCTBEHHOW perncrpaumm fnekapCTBEHHOro npenapara u
UCKMIOYEHNN NeKapCTBEHHOro npenapata M3 rocyaapCTBEHHOrO peecTpa feKkapCTBEHHbIX
CpeacTB NPUHUMAETCS YNONMHOMOYEHHbIM dbeaeparnbHbIM OpPraHoOM WUCMNOSIHUTENBbHOW BNacTu
B criyyae:

1) npeacrtaBneHMst COOTBETCTBYHLUMM YMNONHOMOYEHHLIM hbeaepanbHbIM  OpraHoM
NCMONHUTENbHOW BIIAaCTU 3aKMioYeHns o pucke unm ob yrpose 340POBbHO, XMU3HU YeroBeka
UM XXMBOTHOFO MNpU  MPUMEHEHMM JIEKAPCTBEHHOro npenapaTta, npeBbllaWmnX ero
3(PPEKTUBHOCTb, MO pesynbTataMm OCYLLECTBSEMON0O MM MOHUTOpPUHra ©e3onacHoCTU
fleKapCTBEHHOrO npenapara;

MHdopmaumsa 06 nameHeHusax:

®dedepanbHbIM 3akOHOM om 22 Oekabpsi 2014 2. N 429-®3 e nyHkm 2 cmambu 32
Hacmosiweao PedeparibHO20 3aKOHa BHECEHbl U3MEeHeHus, ecmynaruwue 8 cusy c 1
urorns 2015 a.

CmM. mekcm nyHkma e npeodbidyuw,el pedakyuu

2) nogaun pepxaTteneMm WNu BnagenbueM pPerMcTpauuoHHOro  YAOCTOBEPEHMS
NeKapCTBEHHOro npenapata WnM YNOfHOMOYEHHbIM UMM  OPYrMM  IOPUONYECKM  JTULIOM
3asBneHus 06 0TMeHe rocyapCTBEHHOW perMcTpauumn nekapcTBEHHONO Npenapara;

3) HenoaTBEPXXAEHUSA FOCYSAPCTBEHHOW pPerncrpaumm riekapcTBEHHOro npenapara no
NCTEYEeHUN CpoKa OEeNCTBUS PErMCTPALMOHHOIO YAOCTOBEPEHUS, BbIAAHHOMO Ha NATb NeT;

4) HenpeacTaBneHus 3asBUTENEM MHOPMaLMK, KOTopas MOXET MOBMeYb 3a CoboM
HeoOX0AMMOCTb BHECEHUS U3MEHEHMI B OOKYMEHTbI, COAepXKalluMecsi B PerMctTpaLmoHHOM
AOCbE Ha 3apermcTpupoBaHHbIA NEKAapCTBEHHbIN Npenapart, B TeYeHue Tpuauatn paboumx
AHEN CO OHSA HAaCTYNneHus 3TUX U3MEHEHWN;

MHdopmaums 06 naMeHeHusix:

®edepasibHbIM 3akOHOM om 22 Oekabpsi 2014 2. N 429-®3 8 nyHkm 5 cmambu 32
Hacmosiweao ®edepasribHO20 3aKOHa B6HeCEHbl U3MeHeHus, ecmynarowue 8 cusny c 1
uronss 2015 a.

CmM. mekcm nyHkma e npedbidyuwell pedakyuu
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5) ocywecTBneHns rocyaapCTBEHHOM pernctpauumn rnekapCcTBEHHOro npenapata nog
TOProBbiIM  HAaMMEHOBAHMEM  3apPEerucTpupoBaHHOINO paHee nog 3TUM  TOProBbIM
HaMMeHOBaHMeM JleKapCTBEHHOro npenapara, OT/IMYaloLWeroca Ka4eCTBeHHbIM COCTaBOM
OENCTBYIOLLNX BELLECTB;

6) ocyLlecTBMneHNa rocygapCTBEHHOW pernctpauun 3asiButerieMm OAHOro U TOro Xxe
fleKapCTBEHHOro npenapara noa pasfiMyHbIMM TOProBbIMWN HAUMEHOBaHUSIMU;

7) BblHECEHMSI CyAOM peLleHns O HapyleHun npaB npaBoobnagatenss o6bekToB
WMHTEeNNeKTyanbHOM COGCTBEHHOCTU NpK 0OpaLLEeHNN NEKapCTBEHHbIX CPEACTB;

MHdopmaums 06 naMeHeHusix:

®edepasibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-®3 cmambsi 32 Hacmosiu,eao
®edepasnibHo020 3aKoHa 0orosIHeHa ryHkmom 8, ecmynarowyum 8 cusy ¢ 1 urons 2015 a.
8) oTcyTCTBMA NEKapCTBEHHOro npenapara B obpaweHum B Poccuinckon ®egepauum B
TeyeHune Tpex n bonee nerT;

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-®3 cmambsi 32 Hacmosiuezo
®edeparibHO20 3aKoHa QorosiIHeHa ryHkmom 9, ecmynarowyum 8 cusy ¢ 1 urons 2015 a.

9) HeBbLINOSTHEHUS OepXaTeneM unu BnagensuemM perncTpaumoHHOro yaoCcToBEPEHUS
fleKapCTBEHHOro npenapaTta nMbo YNOSTHOMOYEHHbIM WMU OPYTUM  HOPUANYECKMM JIMLIOM
MeponpuaATUin No obecnevyeHnto 6e30NacHOCTUN NeKapCTBEHHbLIX NpenapaToB, YCTaHOBMNEHHbIX
YNONMHOMOYEHHbIM hbeaepanbHbIM OpraHoM WCMOMHUTENbHON BNactTM B COOTBETCTBMM C
yactamu 3 n 4 ctatbu 64 HacToswero PenepanbHOro 3akoHa, B paMKax OCYLLECTBIIEHUS
drapmakoHag30pa;

MHdopmaumsa 06 nameHeHusax:
®edepasibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-®3 cmambsi 32 Hacmosiu,e2o
®edepanbHo20 3aKoHa dorosiHeHa nyHkmom 10, ecmynarowum e cusy ¢ 1 urons 2015 a.

10) oTkasa pgepxatensa wWNu Bnagenbua PEerncTpaumoHHOro  yooCTOBEPEHUS
rfiekapCTBeHHOro npenapara fiMbo ynoNHOMOYEHHOrO UMW OPYroro puandeckoro nuua ot
BHECEHMSI W3MEHEHUN B WHCTPYKUMIO MO NPUMEHEHUIO NEKApCTBEHHOro npenapara,
KacaloLMXCsl HOBbIX MOATBEPXKAEHHbLIX AAHHbLIX O TOM, YTO PUCK NPUYMHEHNS Bpeda 300POBbLI0
YyenioBeka WM >XMBOTHOIO BCNEACTBME MNPUEMA NEKapCTBEHHOro npenaparta npeBbllaeT
3(PPEKTUBHOCTb €ro NPUMEHEHNS.

FTAPAHT:

CM. koMmeHTapumn K cTaTbe 32 HacTosiwero degepanbHOro 3akoHa

CraTtbsa 33. [ocygapCTBEHHbBIV pEECTP NeKapCTBEHHbIX CPeACTB
FAPAHT:

Cwm. MonoxeHune o [ocygapCTBEHHOM peecTpe NEeKapCTBEHHbIX CPeACTB, YTBEPXKOAEHHOE
Mwunagpasom PO 1 gekabps 1998 r. N 01/29-15
1. TocyoapCTBEHHbIN peecTp NEeKapCTBEHHbIX CPeAcTB  COAEPXUT NepeveHb
NneKapCTBEHHbIX MpenapaTtoB, MpOoLWeaWnX roCygapCTBEHHYKD perncrtpaumio, nepeyeHb
hapmMaueBTUYECKMX CYyOCTaHUUKW, BXOAALWMX B COCTaB JieKapCTBEHHbIX MpenapaTtoB, U
cnegyoLyo NHpopmMauuio:
1) B OTHOLLEHMM NEKAPCTBEHHbIX NPenapaTos:

MHdopmaums 06 naMeHeHusix:

®edepasnibHbIM 3aKOHOM om 22 Oekabps 2014 2. N 429-®3 e nodnyHkm "a" nyHkma 1
yacmu 1 cmambu 33 Hacmoswezo @edeparibHO20 3aKoHa BHECEeHbl U3MEHEHUS,
ecmynarowjue 8 cuny c 1 urons 2015 a.

CmMm. mekcm nodnyHkma e npedbidyuw,el pedakyuu
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a) HauMeHoBaHMe NeKkapCcTBEHHOro npenapara (MexayHapoaHoe HenaTeHToOBaHHoe,
UNW rpynnMpoBOYHOE, UNN XMMUYECKOE U TOProBoe HauMeHOBaHUA);

6) nekapcTBeHHas cdopma C ykazaHMEM LO3MPOBKU FIEKaPCTBEHHOrO npenapata u ero
KonmM4ecTBa B MOTPeOUTENLCKOM YNAKOBKE;

MHdopmaums 06 nsmMeHeHusix:

®dedepanbHbIM 3aKOHOM om 22 Oekabps 2014 2. N 429-®3 nodnyHkm "8" nyHkma 1
yacmu 1 cmambu 33 Hacmosiweao ®edepaslbHO20 3aKOHa U3IOXEH 8 HosoU pedakuuu,
ecmynarowieu 8 cuny c 1 urons 2015 a.

CmMm. mekcm nodnyHkma e npeodbidyuw,el pedakyuu
B) HaMMeHOBaHMe [epXaTens wnu BnagenbLa PerncTpalyMoHHOro yaooCTOBEPEHUS
rNlekapCTBEHHOrO npenaparTa;
r) HaMMEHOBaHWE 1 agpec NPOM3BOANTENS NeKapCTBEHHOIO Npenapara;

MHdopmaumsa 06 nameHeHusx:

®dedepanbHbIM 3akoHOM om 22 Oekabpsi 2014 2. N 429-®3 nodnyHkm "0" nyHkma 1
yacmu 1 cmambu 33 Hacmosiwezo PedeparsibHO20 3aKOHa U3/IOXeH 8 HosoU pedakuuu,
ecmynarowiel 8 cuny c 1 uronsa 2015 a.

CmMm. mekcm nodnyHkma e npeodbidyuw,el pedakyuu

) bapmakoTepaneBTUYeckas rpynna, Kog nekapcTBEHHOro npenapara no aHaToMo-
TepaneBTUYECKO-XMMUYECKON Krnaccudukaumm, pekomeHgosaHHON BcemupHom opraHnsaumen
3paBOOXpPaHEHWS;

€) NoKa3aHnsa 1 NPOTUBOMOKa3aHUA K NPUMEHEHUIO NeKapCTBEHHOrO npenapaTa;

X) NoB6oYHbIe AeNCTBUSA NEKapCTBEHHOrO npenapara;

3) CPOK roO4HOCTU NieKapCTBEHHOrO npenapara;

N) yCnoBusa XpaHeHWsi nekapcTBEHHOro npenapara;

K) yCnoBusi OTNycKa nekapCTBEHHOro npenapara;

n) Homep dpapmakoneMHOM cTaTbM WNM B Cryd4ae ee OTCYTCTBUA HOMep
HOPMaTUBHOW AOKYMeHTaLum nmbo HOPMaTUBHOIO JOKYMEHTA;

MHdopmaumsa 06 nameHeHusax:

®edepasnibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-03 e nodnyHkm "M" nyHkma 1
yacmu 1 cmambu 33 Hacmosiwezo @edepasibHO20 3aKOHa BHECEHbl U3MEHEHUS,
ecmynarouwjue 8 cuny c 1 urons 2015 a.

CmM. mekcm nodnyHkma e npeodbidyuw,el pedakyuu
M) [fgaTa roCydapCTBEHHOM peructpauum JeKkapCTBEHHOro npenapata W €ro
perucTpaumMoHHbI  HOMep, daTta  3aMeHbl  PEerucTpaumMoHHOro  YOOCTOBEPEHMS
neKkapcTBEHHOro  npenapata Ha  0OeccpoyHoe  perncTpaumMoHHOEe  YOOCTOBEpPEHME
nekapCcTBEHHOro npenapaTa, gaTa nogayv 3asiBfieHus 0 NoATBEPXAEHUN rocynapCTBEHHON
perucTpauumn nekapcTBEHHOro npenaparta, gaTa OTMeHbl rocydapCTBEHHOW perncrpaumu
NlekapCTBEHHOrO npenaparTa;

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3akOHOM om 22 Oekabps 2014 2. N 429-®3 nyHkm 1 yacmu 1 cmambu 33
Hacmosiweao ®edeparnbHO20 3aKoHa O0roIHEH nodnyHKMom "H", ecmynarouwjum e cusny ¢
1 urons 2015 a.
H) KayeCTBEHHbI COCTaB M KONMWYECTBEHHbIA COCTaB [OENCTBYHOLUMX BELLECTB WU
KayeCTBEHHbIW COCTaB BCMOMOraTesbHbIX BELECTB NNEKApCTBEHHOIO npenapara;

MHdopmaumsa 06 nameHeHusx:

®dedepasibHbIM 3akOHOM om 22 Oekabpsi 2014 2. N 429-®3 nyHkm 1 yacmu 1 cmambu 33
Hacmosiweao PedeparibHO20 3aKoHa AOroJsIHeH rnodrnyHKmMom "0", ecmynarowyum 8 cursy ¢
1 urons 2015 a.
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0) WHopmauus 000 BCex paspelleHHbIX Buaax BTOPUYHOM (NOTPebUTENbCKOW)
YMaKOBKY;

MHdopmaums 06 naMeHeHusix:

®edepasibHbIM 3akOHOM om 22 Oekabpsi 2014 2. N 429-®3 nyHkm 1 yacmu 1 cmambu 33
Hacmosiweao PedeparnibHO20 3aKkoHa A0MoIHEH nodnyHKmMomMm "n”, ecmynarouwium e cusy ¢
1 urons 2015 a.
n) gata nNPUHATUMS pelleHnss O BO3MOXHOCTU paccMaTpumBaTb JflEKApPCTBEHHbIN
npenapaTt npu rocygapCTBEHHOW pernctpauun B KayecTBe Op¢aHHOro fiekapCTBEHHOMO
npenapara;

MHdopmaumsa 06 nameHeHusx:

®dedepasibHbIM 3akOHOM om 22 Oekabpsi 2014 2. N 429-®3 nyHkm 1 yacmu 1 cmambu 33
Hacmosiweao PedeparibHO20 3aKOHa Q0rosiIHeH nodnyHKMoM “p”, ecmynarowum 6 cusly ¢
1 urons 2015 a.
p) Hanuune nekapCTBEHHOro npenapaTta B MepeyvyHe >XU3HEHHO HeobXoOuMbIX WU
BaXKHENLLMX NIEKapCTBEHHbIX NpenapaTos;

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3akOHOM om 22 Oekabpsi 2014 2. N 429-®3 nyHkm 1 yacmu 1 cmambu 33
Hacmosiweao PedeparibHO20 3aKkoHa Q0MosIHeH nodnyHKmMom “c”, ecmynarowum 8 cusy ¢
1 uronsa 2015 a.

C) Hanuune B NEKAPCTBEHHOM npenapaTe HapKOTUYECKUX CPEACTB, MCUXOTPOMHbIX
BELECTB M MX MPEKypcopoB, Moanexawmx KoHTponto B Poccunckon Pepepaumm, B
COOTBETCTBMM C 3akoHopaTtenbctBOM  Poccumnckon  Pepepaumn, MexnyHapoOOHbIMU
porosopamn Poccuinckon degepauuun, B TOM vncrne EAMHOM KOHBEHLMEN O HapKOTUYECKUX
cpeacteax 1961 roga n KonBeHumen o NCMXOTPONHbIX Bewecteax 1971 roaa;

MHdopmaumsa 06 nameHeHusax:

®edepasibHbIM 3aKkOHOM om 22 Oekabpsi 2014 2. N 429-®3 nyHkm 1 yacmu 1 cmambu 33
Hacmosiwezao ®edeparnibHo20 3aKoHa O0MNOSIHEH NOONyHKMoM "m", ecmynarouwium e cusy ¢
1 urons 2015 a.
T) WHpopmauuss O TOM, SABNSAETCA 1M [aHHbIA  NEeKapCTBEHHbLIN  npenapat
pedepeHTHbIM NIEKaPCTBEHHLIM NpenapaTomMm;

MHdopmaumsa 06 nameHeHusax:

®edepanbHbIM 3aKOHOM om 22 Oekabps 2014 2. N 429-®3 nyHkm 1 yacmu 1 cmambu 33
Hacmosiweao PedeparibHO20 3aKkoOHa AonMosiIHeH nodnyHKmMom "y", ecmynarowum 6 cusly ¢
1 urons 2015 a.
y) cBedeHusa O nogave 3asBfeHWss O BHECEHUM W3MEHEHWA B [OOKYMEHTbI,
coaepXalumecs B permctpalumMoHHOM A0Cbe Ha NEeKapCTBEHHbIV npenapar;

MHdopmaumsa 06 nameHeHusx:

®dedepanbHbIM 3akOHOM om 22 Oekabps 2014 2. N 429-®3 nyHkm 1 yacmu 1 cmambsu 33
Hacmosiweao ®edeparibHo20 3aKoHa Q0MNosIHEH NOOryHKMom """, ecmynarowyum 8 cusy ¢
1 urons 2015 a.

&) cBeAeHMs1 0 B3anMO3aMeHSAEeMOCTU NIeKapCTBEHHOMO npenapara;

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3akOHOM om 22 Oekabps 2014 2. N 429-®3 nyHkm 1 yacmu 1 cmambu 33
Hacmosiweao ®edeparnbHO20 3aKoHa O0rosIHEeH rnodrnyHKMom "X", ecmynarouwum 8 cusy ¢
1 urons 2015 a.

X) CPOK BBEAEHUSA NIEKAPCTBEHHOrO NpenapaTta B rpakgaHckuin obopor;

2) B OTHOLIEHMN (hapMaLeBTMYECKUX CyOCTaHUMN:

MHdopmaumsa 06 nameHeHusx:
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®dedepanbHbIM 3akOHOM om 22 Oekabps 2014 2. N 429-®3 e nodnyHkm "a" nyHkma 2
yacmu 1 cmambu 33 Hacmoswezo @edepasribHO20 3aKOHa 6HECEHbl U3MEHEHUS,
ecmynarouwjue e cuny c 1 urons 2015 a.

CM. mekcm nodnyHkma e npedbidyujell pedakyuu

a) HanMeHoBaHue hapmaueBTUYECKON cybeTaHuum (MexxgyHapoaHoe
HenaTeHTOBaHHOE, NN rPYNMNMPOBOYHOE, UMM XMMUYECKOE N TOProBOE HAaMMEHOBAHWS);

0) HauMeHoBaHWe 1 agpec NPoOM3BOANTENS hapMaLeBTUYECKON cybcTaHUuu;

B) CPOK rogHOCTM hapMaLeBTUYECKOM CyOCTaHUMK;

) yCrnoBua XxpaHeHusi bapmaLeBTUYECKOM CyOCTaHLMK;

) Homep dhapMakonemHon ctaTbu UK B Criyd4ae ee OTCYTCTBUA HOMEpP HOPMaTUBHOW
AOKYMeHTauun imbo HOpMaTUBHOIO JOKYMEHTA;

MHdopmaumsa 06 nameHeHusx:

®PedepasibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-®3 nyHkm 2 yacmu 1 cmambu 33
Hacmosiweao PedeparibHO20 3aKOHa QOMNOJIHEH odnyHKMoM "e", ecmynarowum e cusly ¢
1 urona 2015 e.

e) Hanuune papmaueBTMYEeCKOM CybCTaHUUM B mepeyHe HapKOTUYECKUX CPeacTs,
NMCUXOTPOMHbIX BELLECTB M MX MNPEKYpcopoB, noanexawmnx KoHTponto B Poccuinckon
depepaumm, B COOTBETCTBMM C  3akoHogaTenbcTBOM  Poccumnckon  depepaumu,
MexXxayHapoaHbiMu gorosopammn Poccuiickon degepaumm, B TOM Yncrne EQMHON KOHBEHLMen
0 HapkoTuyeckmx cpeactBax 1961 roga n KoHBeHUMen O NCUXOTpornHbiX BewecTBax 1971
roga.

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-©3 yacmb 2 cmambu 33
Hacmosiweao PedeparibHO20 3aKOHa U3/I0XXKeHa 8 Ho8olU pedaKkuuu, ecmynarowed e cusny
¢ 1 urns 2015 e.

CmM. mekcm Yacmu e npedbidyuwjell pedakyuu

2. ®apmaueBTnyeckaa cybcTaHumMs, Npou3BedeHHaa ONs peanusaunn, MOXeT ObiTb
BKMNOYEHA B rocyapCTBEHHbIN peecTp NeKapCTBEHHbIX CPeACTB Ha OCHOBAHWUWU 3asiBfEHUS
paspaboTymka unv nNpom3BoauTENS NeKkapCcTBEHHOro cpeacTBa NMbO YyNnosIHOMOYEHHOrO UMK
IOPUANYECKOTO fnua npu ycrnoBuu MpPOBEAEHUA B OTHOLIEHUW Takon hapmaueBTUYeCKOMn
cybCcTaHuMn  3KcnepTM3bl  KayecTBa  apmaueBTUYEeCKOM CcybcTaHuMm B NOpsSake,
yCTaHOBMeHHOM cTaTtbel 34 Hactoswero degepanbHoro 3akoHa. B oTHoweHun
dhapmaLeBTU4ECKUX CyOCTaHUMA, MPOM3BEOEHHbIX ONS peanu3auun, B rocyaapCTBEHHOM
peecTpe nekapcTBEHHbIX CPEACTB COAEPXKUTCA creaytolias nHpopmaums:

1) HanmeHoBaHue dhapmaveBTU4ECKOM cybcTaHuum (mexxgyHapoaHoe
HenaTeHTOBaHHOE, NN rPyNNMPOBOYHOE, UMM XMMUYECKOE N TOPrOBOE HAaMMEHOBAHWS);

2) HauMeHoBaHWe N agpec NpousBoauTeNs hapMaueBTUYECKON cybcTaHuuu;

3) CpOK rogHOCTH (hapmaueBTUYECKON cybcTaHumu;

4) ycnoBus XpaHeHus hapmMmaueBTnieckon cybctaHumm;

5) Homep chapmakonenHom ctatbn MO0 B Criyyae ee OTCYyTCTBUSA HOMEP HOPMaTUBHOM
AOKYMEHTauUM Unmnm HOPpMaTUBHOIO JOKYMEHTA;

6) Hanuune dapmaueBTMYECKON CyOBCTaHUMM B MepeyHe HapKOTUYECKUX CPeacTB,
NMCUXOTPOMHbIX BELLECTB W WX MPEKYPCOPOB, MoAanexawmx KOHTponw B Poccuinckon
depepaumm, B  COOTBETCTBMM C  3akoHogaTenbCcTBOM  Poccumckon  depepauumn,
MexXxayHapoaHbiMu gorosopamun Poccuiickon ®egepaumm, B TOM Ynucne EQMHON KOHBEHLMen
0 HapkoTuyeckmx cpeactBax 1961 roga n KoHBeHUMen O NCUXOTporHbIX BewecTBax 1971
roga;

7) pata BKIOYEHUs dapMaueBTUYEeCKOW cybGCTaHuMmM B rocyaapCTBEHHbIA peecTp
NeKapCTBEHHbIX CPeACTB, AaTa BHECEeHUS W3MEHEeHWA B [AOKYMEHTbl dpapMaueBTUYeCcKom
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cyGcTaHuMK, gaTa WCKM4YeHus dapmaueBTUYeckon cyOGcTaHUMM U3 FOCYAapCTBEHHOrO
peecTpa nekapcTBEHHbIX CPEACTB.

3. Mopsgok BedeHUsi rocyoapCTBEHHOIO peecTpa NeKapCTBEHHbIX cpeacTB Ans
MEAVMUMHCKOrO  MPUMEHEHMSI U MOPAAOK  BedeHUsl  rocydapCTBEHHOTO  peecTtpa
neKapCcTBEHHbIX cpeacTB ans BETEpMHAPHOro NPUMEHeHUs! yTBEPXKAAoTCS
COOTBETCTBYIOLUM YNONTHOMOYEHHbIM heaeparnbHbiM OpraHoOM UCMOSTHUTENbHOW BacTw.

FTAPAHT:

CM. koMmeHTapumn K ctaTbe 33 HacToswero ®egepansHOro 3akoHa

MHdopmaums 06 naMeHeHusix:

®edepasibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-®3 HaumeHosaHUe cmambu 34
Hacmosiweao PedeparibHO20 3aKOHa U3IIOXXKEHO 8 HO8OU pedaKkyuu, ecmynarowed e cusny
c 1 urons 2015 e.

CM. mekcm HauMeHo8aHus1 8 npedbidyuw,el pedakyuu
Crtatba 34. Bknwo4veHne B rocydapCTBEHHbIA PEECTP NEeKapCTBEHHbIX CPeacTB W
UCKMIOYEHNE U3 TOCYdapCTBEHHONo peecTpa JleKapCTBEHHbIX CpeacTs
dhapmaueBTUYeCKOn cybcTaHumnmn, NpoM3BeAeHHON ANs peanu3aumm

MHdopmaumsa 06 nameHeHusax:

®PedepasibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-®3 e vacmb 1 cmambu 34
Hacmosiweao ®edeparnibHO20 3aKOHa BHECEHbI U3MEHeHUsl, ecmynarouwue e cusy c 1
uronss 2015 a.

CmM. mekcm 4acmu e npedbidyuwjell pedakyuu
1. Ona BknwoveHna apmauyeBTUYECKOUW CcyOCTaHUMKM, NPOU3BEAEHHON Ars
peanu3auuun, B roCygapCTBEHHbIA PeecTp NeKapCTBEHHbIX CPEeACTB, NPOBOAUTCSA JKCnepTu3a
ee KayecTBa.

MHdopmaums 06 nameHeHusIx:

®dedepasibHbIM 3aKOHOM om 22 Oekabpsi 2014 . N 429-®3 (8 pedakuyuu PedepasibHO20
3akoHa om 13 urons 2015 2. N 241-®3) yacmb 2 cmambu 34 Hacmosiwezo ®edeparibHO20
3aKoHa Uu3roxeHa 8 Hogol pedakuyuu, ecmynarouw,eu e cusy ¢ 1 sHeaps 2016 a.

CmM. mekcm Yacmu e npedbidyuiel pedakuyuu

2. JKcnepTm3a KavyecTBa yKka3aHHOM B YacTu 1 HacToswen ctaTb dhapManeBTUYECKON
cybcTaHuuKn, cocTaBfneHne KOMWUCCUEW IKCNEepTOB 3aKkM4vyeHUn Mo pesynbTaTtam  3Tomn
3KCNepTu3bl N UX HaripaBrieHne B YNONHOMOYEHHbIN beaeparibHbI OpraH UCNOSTHUTENBHOM
BNacTU OCYLLECTBASAOTCA B CPOK, HE MpEBbIWAOWMIA WecTuaecatTn paboumx gHen co OHS
Nnosly4eHus 3KCMepTHbIM y4ypexageHuem COOTBETCTBYHOLLEro 3afaHus YNOSTHOMOYEHHOro
defepanbHOro opraHa UCNOMHUTENBHOM BAACTU U CNeayoWwmnx JOKYMEHTOB:

1) KON NMUEH3UN Ha NPOU3BOLCTBO FIEKAPCTBEHHbIX CPEACTB UM KOMUS 3aKITOYEHNS
O COOTBETCTBMM MNPOU3BOAUTENS JIEKApPCTBEHHbIX CpeacTtB  TpeboBaHusM  npaBun
Hagnexawen npou3BOACTBEHHOW MPAKTUKW, BblOaHHblE YMNONMHOMOYEHHbIM eaeparbHbIM
OpraHOM WUCMOSTHUTENBHOW BRacTu, B Ccnyyae, €ecnn MpOV3BOACTBO JleKapCTBEHHOIO
npenapaTta ocywiectandaeTcs B Poccuinckon ®egepaunu;

2) KOnusi Bbl4@HHOMW YNOSIHOMOYEHHbLIM OPraHoOM CTpaHbl MPON3BOAUTENS NULEH3UN Ha
NPOU3BOACTBO JIEKAPCTBEHHOrO CpeAcTBa U ee MepeBOd Ha PYCCKUA A3blK, 3aBEepeHHble B
YCTAHOBMIEHHOM MOpsiAKE, W  KOMUS  3aKMiOYeHWs O COOTBETCTBMM  Mpou3BoauTens
NeKapCTBEHHbIX CpeacTs TpeboBaHWAM npaBun Hagnexailen Npou3BOLACTBEHHON MPaKTUKK,
BblAA@HHOMO YNOSIHOMOYEHHbIM dhefepanbHbiM OpraHoOM WUCMOMHUTENBHOW BRacTu, B Crnydyae,
ecnu Npon3BoACTBO JIEKAapCTBEHHOIO CpeacTBa OcyllecTBnsaeTcs 3a npegenamm Poccunckon
depepauunm;
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3) OOKYMEHT, coaepalumi cnegyouime ceeaeHmst o papmaleBTUYeCcKon cyGCcTaHUmm:

a) HauMeHoBaHWe hapmaLleBTUYECKON CybCcTaHUMK, ee CTPyKTypa, obLumne CBOMCTBA;

6) HanmeHoBaHWE 1 agpec NPOU3BOAUTENS;

B) TexHosorms mnpou3BoACTBa C ONWCaHWEM CTaauvi NPoOu3BOACTBA M METOAOB
KOHTPOMSs Ha BCeX CTaansax Npou3BOACTBA;

r) onucaHue paspaboTkn npouecca NPoOM3BOACTBA;

A) OnNucaHume KOHTPONs  KPUTUYECKMX CTaaum npouecca npou3BoACTBA M
NPOMEXYTOYHOWN NPOoAYKLNN;

€) JOKYyMeHTarnbHoe noareepXxaeHue (Banvgaumns) npoueccoB U (Mn) nx OLEHKa;

)K) CBONCTBA M CTPYKTypa OENCTBYIOLLNX BELLECTB;

3) XapaKkTepuCcTuKa npumecen;

n) cneumdmrkauma Ha papmaueBTUYECKYIO CyBCcTaHUuMIO 1 ee 060CHOBaHNE;

K) aHanuTn4eckme MeToaukn, MCNonb3yeMble NpU OCYLLIECTBIIEHUN KOHTPONA KayecTBa
dapmaueBTUYeCKon cybcTaHumu;

n) [OOKYMeHTanbHOe MOATBepXaeHve (Banugauusl) aHanuTUYeckux MeToaMK,
NCNosib3yeMblX NPU OCYLLIECTBEHUM KOHTPOSA KavyecTBa hapMaLeBTUYECKON CyOCTaHUMK;

M) pe3ynbTaTbl aHanu3a cepun papMmaueBTU4eckon cybcTaHuuu;

H) nepeyeHb CTaHOapTHbIX o06pasuoB WNU  BeWwecTB, MWCMNOMb3yeMbIX Npu
OCYLLIECTBIIEHNM KOHTPOSIS KAYeCTBa;

0) OnucaHWe XapakTepUCTUK U CBOWCTB YMNAKOBOYHbIX MaTepuanoB U YKYNMOPOYHbIX
CpencTs;

n) AaHHble 0 cTabunbHOCTM (hapmaLeBTMYECKON CyOCTaHLMK;

p) CPOK rogHOCTH.

3. [Ina npoBeAeHus 3KCnepTusbl KadecTBa ykasaHHOM B 4acTtu 1 HacTosALeEN cTaTbn
dapmaueBTU4eckon  cybctaHumm  3asBUTENb  MpPeAcTaBnsieT B YNONIHOMOYEHHbIN
doeaepanbHbIN opraH UCNONTHNTENBHOW BIIACTMU:

1) 3asBneHne O BKIHYEHUN B rOCYAAPCTBEHHbLIA PEECTP NEKApPCTBEHHbIX CPEeACTB
AaHHON dhapmaueBTUYECKON cybcTaHuuu;

MHdopmaumsa 06 nameHeHusx:

®PedepasibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-®3 nyHkm 2 yacmu 3 cmambu 34
Hacmosiweao ®edepasibHO20 3aKOHa U3/I0XKEH 8 HOBOU pedakyuu, ecmynarouwel 8 cusny ¢
1 urons 2015 a.

CM. mekcm nyHkma e npedbidyuw,el pedakyuu

2) KoOnus OOKYMeHTa, NOATBepXgatowlero ynnaTty rocyaapCTBEHHOM MNOLWSMHbI 3a
BKMNIOYEHNE B TrOCYOApCTBEHHbIN peecTp feKapCTBEHHbIX CpeacTB dpapmaueBTUYeCKOU
cybcTtaHuun, npomsBeaeHHoOM [Ans peanusauun, nubo no CcobCTBEHHOW WHULMATMBE
yKasaHHbI [OKYMEHT. B cnyyae ero HenpeacrtaBrieHUsi 3asiBUTENEM YNOSTHOMOYEHHbIN
defepanbHbIi OpraH MCMNOMTHUTENBHOW BNacTu NpoBepsaeT (hakT ynnaTtbl rocyaapCTBEHHOM
NOLMNHbI 3asiBUTENEM C WCMNONb30BaHMEM uWHGopmaumm 06 ynnaTte rocygapCTBEHHOM
NnownHbI,  cogepxawenca B [ocygapCTBEHHOM  MHOPMAUUMOHHOW  cUCTEMe O
rOCydapCTBEHHbIX M MyHMUMNANbHbIX MfaTtexax, Ha OCHOBaHUM npeacTaBfeHHOMN
3asiBUTENEM KONUM AOKYMEHTa, NOATBEPXKAAIOLErO ynnaTy rocy4apCTBEHHOW MOLSIVHbI;

MHdopmaums 06 naMeHeHusix:

®edepasibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-®03 6 nyHkm 3 yacmu 3 cmambu
34 Hacmosiwezo PedeparibHO20 3aKOHa 8HECEHbI U3MEHEHUSs, ecmynaroujue e cusny ¢ 1
urons 2015 a.

CmMm. mekcm nyHkma e npeodbidyuwel pedakyuu
3) OOKYMEHTbI, YKa3aHHble B 4acTu 2 HaACTOsLWEN CTaTby;

MHdopmaumsa 06 nameHeHusx:
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®edepasibHbIM 3akOHOM om 22 Oekabpsi 2014 2. N 429-®3 vyacmb 3 cmambu 34
Hacmosiweao PedeparsibHo20 3aKoHa OorosiHeHa rnyHKmom 4, ecmynarouwjum e cuny ¢ 1
uronsa 2015 a.
4) 3asaBneHne o0 Bblgaye paspelLeHnsa Ha BBO3 B Poccuickyto degepaumto KOHKpPETHON
napTMm He3aperMcTpMpoOBaHHOIO FEKApPCTBEHHOrO CpeacTBa, NpeAHasHayeHHoro Ans
npoBeaeHUs YKa3aHHOW 3KCnepTusbl.

MHdopmaums 06 naMeHeHusix:

®edepasibHbIM 3aKkOoHOM om 22 Oekabpsi 2014 2. N 429-®3 8 yacmb 4 cmambu 34
Hacmosiweao ®edeparnibHO20 3aKOHa BHECEHbI U3MEHeHUsl, ecmynarouwue e cusy c 1
urons 2015 a.

CmM. mekcm 4Yacmu e npedbidyuiel pedakuyuu

4. B TedeHne pecatn paboumx OHEW CO OHS MNPUHATUA 3asiBIIEHUA O BKIOYEHUN
ykazaHHom B 4actm 1 HacTosiwen craTbn (papmaueBTMYECKOM CyOCTaHuMM B
rocy4apCTBEHHbIV PEECTp feKapCTBEHHbIX CPeACTB N JOKYMEHTOB, NepeyYncrneHHbIX B YacTu 1
MW NyHKTe 2 Yactm 3 HacToswen CcTaTbM, YMNOSIHOMOYEHHbIM eaeparnbHbii  OpraH
NCMONHUTESTbHOW BacTu:

1) npoBOAMT NPOBEPKY MOSIHOTbI WM [AOCTOBEPHOCTW [AaHHbIX, COAepXallnxcs B
npeacTaBNeHHbIX 3asiBUTENeM AOKYMEHTaX;

2) NPUHUMaET peLleHne O HarnpaBfieHUU B IKCMEPTHOE Yy4dpexaeHue 3adaHus Ha
npoBefeHMe 9KCNepTU3bl KayecTBa yKasaHHOM B 4actm 1 HacToswen craTbu
hapmaLeBTU4EeCKOM cybcTaHLmMm nm 06 oTkase B TAaKOM HarnpasfeHuu;

3) yBegoMnsieT B 3SIEKTPOHHOM MW MUCbMEHHOW doopMe 3aaBUTENA O MPUHSTOM
peLleHnn Unn B crydae oTkasa C ykasdaHueM Npu4mH Takoro oTkasa.

MHdopmaumsa 06 nameHeHusax:

®edepasibHbIM 3aKOHOM om 25 Hosibpsi 2013 2. N 317-©3 cmambsi 34 Hacmosiweao
®edeparnibHO20 3aKoHa A0MnosIHeHa Yacmbko 4.1
41. B cnyvyae BbISIBIEHUS HeLOCTOBEPHOCTU CBEAEHUW, coAepXawuxcs B
npeacTaBfeHHbIX 3asiBUTENeM Martepuanax, YMNoNHOMOYEHHbIN deaeparnbHblii  opraH
WCMONHUTENbHOM BRacTU HanpaenseT 3asiBUTEN0 3anpoc 06 YTOYHEHMM YyKa3aHHbIX
ceBedeHun. [laHHbIM 3anpoc MOXeT ObiTb nepedaH YNoSIHOMOYEHHOMY nNpeacTaBUTENto
3asBUTENSA NNYHO NOL PacnuCKy, HanpasfieH MO MoYTe 3akasHbiM MUCbMOM WUNW NepenaH B
9NEKTPOHHOM (hopMe MO TENEKOMMYHMKALMOHHBIM KaHanam cBasn. B cnyyae HanpaBneHus
AAHHOro 3anpoca Mo MnoyTe 3aka3HbiM MUCbMOM OH CYMTAETCH MOSYYEHHbLIM MO UCTEYEHUU
LLECTX AHEN C AaTbl HANpaBNeHUs 3aka3Horo NUcbMa.

MHdopmaums 06 naMeHeHusix:

®edepasibHbIM 3aKOHOM om 25 Hosibpsi 2013 2. N 317-©3 cmambsi 34 Hacmosiuezao
®edeparibHo20 3aKoHa 00rnosiHeHa Yacmbio 4.2
4.2. 3agsutenb o00s3aH nNpeactaBuTb OTBET Ha 3anpoc  YNoSIHOMOYEHHOro

beepanbHOro opraHa MCMOMHUTENBHOMW BracTuM B CPOK, He MpeBbllaloWmin OeBAHOCTa
paboymnx gHen co OHS NonyyYeHus aaHHoro 3anpoca. Cpok, ykasaHHbIM B 4acTu 4 HacTosLeNn
cTaTbW, NPUOCTaHaBNMBAETCA CO AHA HanpaBfieHUs 3asiBUTENIO 3anpoca YnoSIHOMOYEHHOIO
defepanbHOro opraHa MCMNOSIHUTENBHOM BRlacTu A0 AHSA MOfyyYeHus UM OoTBeTa Ha AaHHbIN
3anpoc U He YyYUTLIBAETCS NPU MCYUCIIEHNN CPOKa SKCNEPTU3bl KayecTBa hapmMaLeBTUYECKON
cybcTaHuumn, HeMcnob3yeMon Npu NPOM3BOACTBE SIeKapCTBEHHbIX NpenapaTos.

MHdopmaums 06 naMeHeHusix:

®edepasibHbIM 3aKOHOM om 22 Oekabpss 2014 2. N 429-®3 yacmb 5 cmambu 34

Hacmosiweao PedeparibHO20 3aKOHa U3/I0XXeHa 8 Hogol pedaKkyuu, ecmynaroweu e cusny

c 1 uronsa 2015 e.

CmM. mekcm yacmu e npedbidyuiel pedakuyuu
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5. OcHoBaHWeEM AN oTKasa B HanpaBfieHUM B 3KCMEPTHOE yuypexaeHue 3ajaHusa Ha
npoBeeHne 3KCnepTudbl KadecTBa YyKasaHHOM B 4actu 1 HacTosdwen craTbu
dhapmaueBTU4eCKon cybCcTaHuMM ABNAETCA HenpencTtaBrneHue OOKYMEHTOB, YKa3aHHbIX B
yacTn 2 HacToswen craTbWl, OTCYTCTBME WH(opMauun, noaTeBepxgatowen gakTt ynnarbl
rocyapCTBEHHOM MOLUMNHbI 32 BKIOYEHNE hapmaueBTUYeCKon cybCcTaHuuKn, Npon3BeaeHHON
ANa peanusauun, B rocyapCTBEHHbIA peecTp NeKkapCTBEHHbIX CPeacTB, HenpeacTaBneHune
3asiBUTENEM B YCTAHOBMEHHbIN CPOK OTBETa Ha yKkasaHHblM B 4acTtu 4.1 HacTosLen crtaTby
3anpoc  YMNOMHOMOYEHHOro  defeparnbHOro opraHa MWCMNOMHUTENbHOW  BRactu  unu
npeacTaBneHne AOKYMEHTOB, He CoAeplKallmx MCYEpnbIBAKOLWEro nepeyHs HeobxoammbixX
cBeLeHUMN.

MHdopmaums 06 naMeHeHusix:

®PedepasibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-®3 e yacmb 6 cmambu 34
Hacmosiweao ®edeparnibHO20 3aKOHa BHECEHbI U3MEHeHUsl, ecmynarouwue e cusy c 1
urons 2015 a.

CM. mekcm Yacmu e npedbidyuwieli pedakyuu

6. B TeyeHue naTHaguatTM pabouUnmx OHEN CO  OHA  NOSlYyYEHUS  peLueHus
YNONMHOMOYEHHOIo beaepanbHOro opraHa WCMOMHUTENbHONW BNactTM O HanpasfieHUM B
3KCNepTHOE yYpexaeHne 3aJaHus Ha npoBefeHne SKCNepTU3bl KayecTBa yKasaHHOM B YacTu
1 HacTtoswen cTatbuM dapmMaueBTU4eCcKon cybcTtaHuMn 3aaBUTENb NpeacTaBnseT B
3KCnepTHOoE yypexaeHue ans npoBedeHnsa JaHHOW 3KenepTuabl 06pasubl hapmMaueBTUnYecKom
cybcTaHuuMM B KOnM4YecTBe, HeobxogMMOM ANl BOCMPOU3BEAEHMS METOLOB KOHTPOMs
KadyecTBa. OKCMepTHOE y4YpexaeHwe npu nonyyeHun o6pasloB ykasaHHOM B 4actn 1
HacTosWwen cTatbl dapmaueBTMYECKOM CyOCTaHUMM BblaaeT 3asiBUTEN0  [LOKYMEHT,
nogTeepXxaaroLwmnmn nosiydeHme atux obpasuyos, U B CPOK, He MpeBbilaroWwmnn Tpex pabovmx
OHen, yBeoOMISIET B SNEKTPOHHOM UMM MUCbMEHHOW d)opMe 00 3TOM YNOSTHOMOYEHHbIN
degepanbHblil  OpraH WUCAONHUTENTbHOW BRacTu. 3TU CPOKM HEe BKMNKYAlTCss B CPOK
npoBeaeHNs1 AaHHOW 3KCNEPTU3bI.

7. JOKyMeHTbI, NOCTYNMBLUME B SKCMEPTHOE yupexaeHue A51s NpoBeAeHNs SKCnepTusbl
KayecTBa YykaszaHHOM B 4actm 1 HactodAwen cratbym dapMaueBTUYECKON CyObCTaHUumM,
nognexaT Bo3BpaTy B YMNOMHOMOYEHHbIM doefdepasribHbIi OpraH MCMOMHUTENBHOMW BracTu
OLAHOBPEMEHHO C 3aKNYEHUAMM MO pe3yrbTaTaM NPOBEAEHHON SKCNEPTU3bI.

8. B cpok, He npeBbiwawWwmMM NATU paboymx OHEW CO OHS MONyYeHUs 3aknioYeHus
KOMMUCCMM SKCMEPTOB MO pesyrbTaTtam 3KCNepTudbl KadecTBa ykazaHHOM B 4actum 1
HacTosLen ctaTbk hbapmaleBTMYeckon cybCcTaHumMm, YNONHOMOYEHHbIN doedeparibHbIn opraH
NCMNOMNHUTENBHOW BNACTU:

1) ocyLlecTBNSET OUEHKY TaKoro 3aKkmuveHus N9 onpeaenieHns ero CoOoTBETCTBUS
3aJaHuo Ha NpoBeLeHNEe JAaHHOM 3KCNepTu3bl;

2) NPUHUMAET peLleHMe O BKIKYEHUM YyKa3aHHOM B Yactu 1 HacTosiwen craTbu
dapmaueBTUYECKON CyOCTaHUMM B rOCYy4apCTBEHHbLIA PEECTP NEKAPCTBEHHbBIX CPEACTB Unun
pelweHne ob oTkase B TaKOM BKITHOUYEHWUU;

MHdopmaums 06 naMeHeHusix:

®edepasibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-®03 e nyHkm 3 yacmu 8 cmamabu
34 Hacmosiweao PedepallbHO20 3aKOHa 8HECeHbl U3MeHeHUs, ecmynarouwjue e cuny ¢ 1
urons 2015 a.

Cm. mekcm nyHkma e npeodbidyuwel pedakyuu
3) BHOCUT Mpu MNPUHATUN peLleHUs O BKITHOYEHUM yKa3aHHOW B 4acTu 1 HacTosLwewn
ctatbM bapmaueBTMYECKOM CyOCTaHUMM B TOCYLApCTBEHHbIN peecTp NeKapCTBEHHbIX
CpeacTB NpeaycMoTpPeHHYy nyHKkToMm 2 vactu 1 ctatbu 33 Hactoswero denepanbHOro
3aKoHa WHGopMauui 1 yBegoMnseT o6 3TOM B 3MEKTPOHHOW WAW MUCbMEHHOW dopme


garantf1://70726338.1267/
garantf1://70726338.41/
garantf1://57403072.346/
garantf1://70726338.1268/
garantf1://70726338.41/
garantf1://57403072.3483/

3adaBUTENA.

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3aKOHOM om 22 okmsbpsi 2014 2. N 313-®3 cmambsi 34 Hacmosiuezo
®edepanibHo20 3aKkoHa OOrofIHeHa Yacmbio 9, ecmynarowed e cusy o ucmeyeHuu
mpuduamu OHel rnocre OHS oghbuyuasibHO20 onybsiukoeaHusi HazeaHHO20 PedepasibHO20
3aKoHa
9. OcHoBaHMeM ana oOTKasa BO BK/IOYEHMM YKa3aHHOM B 4acTu 1 HacTosLen
cTtaTtbu (hapmaLeBTMYECKOM CYOCTaHUMM B rOCYAApPCTBEHHLIM PEECTP NeKapCTBEHHbIX
CPEACTB SABMSETCS pelleHne COOTBETCTBYIOLLEro YNOSIHOMOYEHHOro doefepanbHOro opraHa
UCMONHUTENbHOM BflaCTM O TOM, 4YTO KayecTBO (papmaLeBTMYECKOM CyOCTaHUuM He
noaTBepPXXAeHO NOoMy4YeHHbIMU AaHHbLIMMU.

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-®3 cmambsi 34 Hacmosiuezao
®eldeparibHo20 3aKkoHa dorioniHeHa Yyacmeto 10, ecmynarowseu 6 cusny ¢ 1 urtons 2015 e.
10. He ponyckaeTtcs BKNOYEHME B rOCY4APCTBEHHbIV peecTp fieKapCTBEHHbLIX CPEACTB
oAHOM (hapmaueBTUYECKOW cybCcTaHumMn, Npou3BeEeHHOM ANS peanusauun 1M BbiMyCKaemMomn
OLHUM M TEM Xe NponsBoauTeneMm, B Buae ABYX 1 6onee peectpoBbIX 3anvcen.

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-®3 cmambsi 34 Hacmosiuezao
@eldeparibHO20 3akoHa dorioniHeHa Yyacmeto 11, ecmynaroweu e cuny ¢ 1 urtons 2015 e.
11. BHeceHMe wu3MeHeHMA B [JOKYMEHTbl Ha dapMaueBTU4ecKyto cybctaHumto,
NPoOu3BEAEHHYID ANA  peanu3auum U BKIKOYEHHYHD B FOCYAAPCTBEHHbLIN  peecTp
NEeKapCTBEHHbIX CPeacTB, OCYLLECTBSETCA B Nopsagke, yCTaHOBNEHHOM ctatbsamu 30 n 31
HacTosiwero  degepanbHOro  3akoHa, C  ynnaTtoM  rocydapCTBEHHOM  MOLUSIMHDI,
npegycMOTPEHHON 3akoHoaaTenbcTBoM Poccurckon egepauyum o Hanorax u cbopax.

MHdopmaums 06 naMmeHeHusIx:

®dedepanbHbIM 3akOHOM om 22 Oekabps 2014 2. N 429-®3 cmambsi 34 Hacmosuwe20
®edeparnibHo20 3aKoHa 0oriofiIHeHa Yacmbio 12, ecmynarowet e cusny ¢ 1 urons 2015 a.
12. Jonyckaetca obpawieHne hapmaueBTUYecknx cybcTaHumn, nponsseneHHbIX ASis
peanu3auuun, B TedeHue CcTa BOCbMUOECATM OHEeN A0 M nocne NPUHATUS YNONHOMOYEHHbIM
denepanbHbIM OpraHoM WCMOSTHUTENbHON BRacTu pelleHnss O BHECEHWUM WU3MEHEeHUN B
OOKYMEHTbl Ha (papMaueBTMYECKYH0 CyOCTaHUMio, MPOU3BEAEHHYD ANA peanu3aumm u
BKMOYEHHYH0 B rOCYAapCTBEHHLIN PeecTp fleKapCTBEHHbIX CPeaCTB.

MHdopmaums 06 naMeHeHusix:

®edepasibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-®3 cmambsi 34 Hacmosiuw,ezao
®edeparibHo20 3aKkoHa dorosiHeHa Yacmbio 13, ecmynarowieu e cuny ¢ 1 uronsa 2015 a.

13. PelwieHne 06 UCKMYEHN U3 FOCYAapCTBEHHOIO peecTpa fieKapCTBEHHbIX CPEeACTB
dapmaueBTU4ecko cybcTtaHuuK, NpPOM3BEAEHHOW Ans  peanusauun, npuHMMaeTcs
YNOMHOMOY€EHHbIM doefepanbHbIM OPraHoOM UCNOSTHUTENbHOW BNAcTu B Cnyyae:

1) npeacTaBneHns COOTBETCTBYHOLWMUM YMNOMHOMOYEHHbIM doefeparibHbiM  OpraHoM
WCMONHUTENbHOM BIACTU 3akflOYeHUst O pucke unum o6 yrpose XWU3HW WUNU 300POBbLHO
Yyenoseka nMbOo XMBOTHOMO NPU NCNONb30BaHUKN NIEKApPCTBEHHOIO CPeacTBa;

2) nogayn paspaboTyMKOM JfleKapCTBEHHOrO CpeacTsa WM Npou3BOAUTENEM
NIEKApCTBEHHOro cpeactea nMBO YNOSTHOMOYEHHBIM UMW  OPYIMM  HOPUONYECKMM  NINLOM
3asBneHna 06 WCKMYEeHMM W3 TOCYAApCTBEHHOrO peecTpa JfeKapCTBEHHbIX CPeacTB
hapmaLeBTU4ECKOM CybCTaHLmMmM, NPOM3BEAEHHON ANA peanu3auunu;

3) otcyTcTBMA hapmaueBTUYECKOM CcybCcTaHuMKn, NpoOu3BEaEeHHON NS peanu3auuu, B
obpawieHnn B Poccunckon denepaunm B Te4eHmne Tpex u dbonee ner.

FAPAHT:


garantf1://70671754.16/
garantf1://70671754.21/
garantf1://70671755.0/
garantf1://70726338.1269/
garantf1://70726338.41/
garantf1://70726338.1269/
garantf1://70726338.41/
garantf1://10800200.200253/
garantf1://70726338.1269/
garantf1://70726338.41/
garantf1://70726338.1269/
garantf1://70726338.41/

CM. KoMmeHTapum kK ctatbe 34 HacTosuwero degepanbHOro 3akoHa

CraTtbsa 35. YTpartuna cuny ¢ 1 niona 2015 .

MHdopmaums 06 naMeHeHusix:

CM. mekcm cmambu 35

®edepasibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-®3 cmambsi 36 Hacmosiuezao
®edeparibHO20 3aKOHa U3/IoXeHa 8 Hoeou pedakuyuu, ecmynarouwjeu e cusny ¢ 1 urrns
2015 a.

CM. mekcm cmambu 8 npedbidyuw,el pedakyuu
Cratba 36. OOGxanoBaHue pelweHns o6 oTkase B Bblgavye paspeLlleHnsa Ha
npoBedeHEe KIMHUYECKOTO UCCNeaoBaHWUsl fieKkapCTBEHHOro npenaparta,
peweHnss o6 OTKase B rOCy4apCTBEHHOW perucTpauum JfekapCcTBEHHOMO
npenapara, 3aK4YeHNss KOMUCCUM IKCNEPTOB IKCNEPTHOrO yYpexaeHnsa unm
3aKmMYeHNst coBeTa No 3TUKe
PelweHnne COOTBETCTBYIOLLENO YyNOMHOMOYEHHOI0O dhenepanbHoOro opraHa
NCNONHUTENbHOM BNacTn o6 OoTKase B BblAaye paspelleHus Ha NpoBeAEHME KITMHUYECKOro
nccnenoBaHnsl NEKapCTBEHHOrO npenaparta, pelleHne ykasaHHOro deaepanbHOro oprada
NCNOMNHUTENbHOM Bnactm 006 OTka3e B roCygapCTBEHHOW perncrpaumm nekapCTBEHHOrO
npenapara, 3aKf4YeHne KOMUCCUM IKCMEPTOB IKCMEPTHOrO YyYpPEeXOEHUA UM 3akmnoyeHue
coBeTa Mo 3TMKe MOXET ObITb 00XanoBaHO B NOPSAKE, YCTAHOBIIEHHOM 3aKOHOAATENTbCTBOM
Poccuinckon depepaummn. 3aknodeHne akcneprta, opopMneHHoe No uTtoraMm 3KCnepTusbl B
uensax onpegeneHnss  B3aMMO3aMEHSIEMOCTM  3aperMcTpMpPOBAHHOIO  NIEKAPCTBEHHOINO
npenaparta, MoxeT ObITb 0OXanoBaHO AepXaTtenem unu BrnagenbLemM perMcTpaumMoHHOro
YAOCTOBEPEHUSA  JIEKAPCTBEHHOIO npenapata B KOMWCCUIO  3KCMEPTOB  3KCMEPTHOrO
yupexaeHus. 3aknoyeHne KOMMCCUN SKCMEPTOB IKCNEPTHOMO ydpexaeHus, opopmieHHoe no
nToraMm nepecMmoTpa O0OXanoBaHHOIO 3aKYEHUst 3KcrnepTa, MOXeT ObiTb OCMOpeHO
aepxatenem wnu  BnagenbuemM  PerncTpaumoHHOro  YAOCTOBEPEHUSI  NEKapCTBEHHOro
npenapata JMbGO  yNOSIHOMOYEHHbIM MMM NIMUOM B  MOPsSiAKEe,  YCTaHOBIEHHOM
3aKoHOAATEeSNIbCTBOM Poccunckon depepaumm. Mpwn obxanoBaHuu pelueHns
YMOSTHOMOYEHHOrO oeaepanbHOro opraHa MCMONTHUTENBHOW BMNACTW, 3aKMOYEHUs1 SKcnepTa
UM KOMWUCCUM SKCMEPTOB IKCMEPTHOrO YYpEeXOEHUs, 3aKkryYeHus coBeTa Mo  3TuKe
AepxaTtenb unv Brageney perycTpaumoHHOro yooCTOBEPEHMS NIEKAapCTBEHHOMO npenapara
nmbo  ynonHOMOYEeHHOE MMKM §NUUO BNpaBe nNpeactaBuTb pes3yrnbTaTbl  3KCNepTusbl
NeKkapCTBEHHOro npenapaTa, NPOTOKOSbl MOfyYEeHHbIX aKKpeanTOBaHHbIMU UCMbITaTeNbHbIMU
nabopartopusimu (LeHTpamMmn) pe3ynbTaToB UCCNeLOBaHNN, UCNbITAHWA.
FTAPAHT:

CM. KoMmeHTapum K cTaTbe 36 HacToswero ®enepanbHOro 3akoHa

Cratba 37. WHpopmauus, cBs3aHHasi C OCYLLECTBIIEHMEM TOCYy4apCTBEHHON
permcrpauum nekapCTBEHHbIX npenapaTos, NHdopmMaums o}
3aperucTpupoOBaHHbIX  FIEKAPCTBEHHbLIX MNpenapatax W  feKapCTBEHHbIX
npenapaTax, WCKIHOYEHHbIX U3 rOCyJapCTBEHHOrO peecTpa JleKapCTBEHHbIX
cpeacTts

MHdopmaumsa 06 nameHeHusx:

®edepanibHbIM 3aKkOHOM om 22 Oekabpsi 2014 2. N 429-®3 8 wacmb 1 cmambu 37
Hacmosiweao PedeparibHO20 3aKOHa BHECEHbl U3MEHEeHUs, ecmynarowue 8 cusy c 1
urons 2015 a.
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CmM. mekcm Yacmu e npedbidyuw,el pedakyuu

1. CoOTBETCTBYHOLWMIA YNONHOMOYEHHbIM deaeparnbHblii  OpraH UCMOSHUTESNbHON
BflaCTM pasMellaeT Ha CBoeM oduumanbHom caute B cetun "HTepHeT" uHpopmauuto,
CBSI3aHHYIO C OCYLLECTBIEHNEM rocy4apCTBEHHON perncTpaumm ekapCTBEHHbIX NpenapaTos,
B TOM 4uCne npoBefeHneM IKCNepTU3bl NIeKapCTBEHHbIX CpeAcTB (BKMOYasa pesynbtatbl ee
nposefeHnst), uHGOpMauMio O 3aperucTpupoBaHHbIX JIEKAPCTBEHHbIX nNpenapatax Wu
NeKapCTBEHHbIX npernapartax, UCKIMOYEHHbIX U3 rOCyAapCTBEHHOIO peectpa JleKapCTBEHHbIX
CpencTB, He No3gHee YeM 4vepes NATb paboumx OHEN CO OHSA NOSyYEeHUs COOTBETCTBYOLUM
YNOMHOMOYEHHbIM ~ doefeparnbHbiM  OpPraHOM  MCMOMHWUTENBbHON BNacTuU  3asiBNEHUss O
rocygapCTBEHHOW permcTpauumn nekapCcTBEHHOIo npenapara.

MHdopmaums 06 naMeHeHusix:

®PedepasibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-®3 8 wvacmb 2 cmambu 37
Hacmosiwezao ®edeparnibHO20 3aKOHa BHECEHbI U3MEHEeHUsl, ecmynaruwue e cusy c 1
urons 2015 a.

CmM. mekcm 4acmu e npedbidyuwjel pedakyuu
2. Cpoku w nopsifok pasMelleHuss yKasaHHoW B 4Yactu 1 HacTosiwen craTbu
MHdopMauunm yCTaHaBnMBalOTCA YNOSTHOMOYEHHbIM denepanbHbIM opraHom
ncnonHuTenbHom Bnactu. MiHgopmaums, ykazaHHasa B 4acTtu 1 HacTosLwen ctaTbm, ABNSETCS
OTKPbITON 1 06LLEOOCTYNHON M NPeaoCTaBnsaeTCcs 3aMHTEPECOBAHHbIM NMLAM B COOTBETCTBUM
C 3akoHoaaTenbcTBOM Poccuinckon degepauuu.
FAPAHT:

CM. koMmmeHTapumn K cTaTbe 37 HacTosiwero degepanbHOro 3akoHa

MnaBa 7. KnuHu4yeckue uccnenoBaHusi NeKapCcTBeHHbIX NpenapaToB AnsA
MeAULMHCKOro NPpUMeHeHus, 4OroBop o6 ux npoBeAeHUU, NpaBa NaLMEeHTOB,
y4yacTBYHOLMX B 3TUX UCCNEeOBaHUAX

Cratban 38. KnuHuyeckne wuccrnenoBaHus JIEKapCTBEHHbLIX nNpenapatoB AnA
MeONUNHCKOIro npuMeHeHns

MHdopmaumsa 06 nameHeHusax:

®dedepanbHbIM 3akOHOM om 22 Oekabps 2014 e. N 429-®3 e vacmb 1 cmambu 38
Hacmosweao PedepasribHO20 3aKOHa BHECEHbl U3MEeHeHus, ecmynaruwue 8 cusy c 1
urons 2015 a.

CmM. mekcm Yacmu e npedbidyuwjell pedakyuu

1. KnuHunyeckue uccnenoBaHuUsA NeKapCTBeHHbIX NpenapaTtoB Af1si Me4UUMHCKOro
NPUMEHEHNA, B TOM 4WUCNe MEeXAyHapoAHble MHOrOLEHTPOBbIE, MHOrOLEHTPOBbLIE,
NoCTPErncTpaunoHHble, NPOBOASTCA B O4HOM UMW HECKOMbKNX MeOULMHCKUX OpraHn3aumsax B
COOTBETCTBMM C nNpaBufiaMyu Hagnexawlenm KIMHUYECKOW MpakTuKK, YyTBEPXOEHHbIMN
YNOMHOMOYEHHbIM beaeparnbHbIM OpraHoM WCMNOMHUTENbHOW BMacTh, COOTBETCTBEHHO B
crnegyrowmnx Lensx:

1) yctaHoBneHne 6e30NacHOCTU fEeKapCTBEHHbLIX npenapaTtoB ANs  340pPOBbIX
pobpoBonbLeB U (MNK) NEPEHOCMMOCTU UX 300POBbIMU JOOPOBOMbLAMU, 3a UCKNHOYEHNEM
Takux WCCneaoBaHWMA NeKapCTBEHHbIX MpenapaToB, MNPOW3BEAEHHbLIX 3a npegenamu
Poccuinckon ®epgepaunu;

2) noabop onTMManbHbIX 403MPOBOK NIEKApPCTBEHHOIO Npenapara 1 Kypca nevyeHus ons
naumeHToB C onpegeneHHbiM 3aboneBaHneM, ONTMMAanbHbIX [03 M CXeM BaKLMHauuu
NMMYHOBNONOrMYECKMMI NieKapCTBEHHBIMI NpenapaTamMmu 340pPOBbIX 4OOPOBONbLEB;

3) yctaHoBneHne 6e30nacHOCTM NEeKapCTBEHHOro npenapata u ero 3deKTUBHOCTH
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Ans nauMeHToB C onpeaeneHHbiM 3aboneBaHuMeMm, npodunakTnyeckon 3dEdEKTUBHOCTH
NMMYHOBMNONOrMYECKMX NIEKAaPCTBEHHbBIX NpenapaToB AN 300POBbIX 40OPOBOIbLEB;

4) n3ydeHne BO3MOXHOCTW pacLUMPEHNS NoKasaHUW 4519 MeANLUHCKOro NpUMEHEHNS |
BbISIBIEHNSA paHee HEM3BECTHbIX MNOOOYHbLIX OENCTBUA 3apermcTpupoBaHHbIX NIEKAaPCTBEHHbIX
npenapaTos.

2. B oTHOWweHWM BocCnpousBefeHHbLIX JleKapCTBEeHHbLIX MnpenapartoB An4d
MeONLMHCKOrO MpUMEHEHUs MPOBOAATCA uccriefoBaHUsi OMO3KBUBANEHTHOCTU U (MNN)
TepaneBTMYECKOW 3KBUBANIEHTHOCTU B NOpsAdKe, YCTAHOBIEHHOM  YNOSIHOMOYEHHbLIM
deaepanbHbIM OpraHOM UCNOSTHNUTENBHOW BIACTM.

3. OpraHuzaumio npoBeAeHns  KIMMHUYECKUX  UCCREeOOBaHUM  NIEKAaPCTBEHHOO
npenapaTa ang MeauuuUHCKOro NpMMeHeHus Bnpase OCYLLECTBIATb:

1) pa3paboTumk NnekapCTBEHHOro npenapara uin ynoriHOMOYEHHOE UM JLO;

MHdopmaumsa 06 nameHeHusax:

®edepasibHbIM 3akoHOM om 2 urons 2013 2. N 185-03 nyHkm 2 yacmu 3 cmambu 38
Hacmosiweao ®edepasibHO20 3aKOHa U3/I0XKEH 8 HOBOU pedaKkyuu, ecmynarouwel 8 cusny ¢
1 ceHms6ps 2013 a.

CmM. mekcm nyHkma e npeodsbidywel pedakyuu
2) obpasoBaTenbHble  OpraHuM3auuu  Bbicliero obpasoBaHWs,  OpraHu3auuu
AOMOSTHUTENBHOrO NpodeccnoHanbHOro o6pasoBaHus;
3) Hay4YHO-UccnegoBaTenbCKUe opraHmMsaunu.

MHdopmaumsa 06 nameHeHusx:

®dedepanbHbiM 3akoHoM om 13 uwonsa 2015e. N 241-©3 6 wyacmb 4 cmambu 38
Hacmosiweao PedepalribHO20 3aKOHa BHECEHbI U3MEHEHUS

CmM. mekcm 4acmu e npedbidyuwjel pedakyuu

4. KnuHuyeckne wunccrnegoBaHUs IEKapCTBEHHOro npenapaTta Anst MeguuMHCKOro
NPUMEHEHNS MNPOBOAATCA Ha OCHOBAHMM paspelleHust Ha npoBeAeHME KIMHUYECKOro
nccnegoBaHnsa NekapcTBEHHOrO npenapaTa, BblOaHHOMO YMNOSIHOMOYEHHbIM doeaeparibHbIM
OpraHoM UCMNOSTHNTENbHOM BRacTW. YNONMHOMOYEHHbIN heaepanbHbii opraH UCNOMHUTENbHON
BNacT BeOET PEECTP BblAaHHbIX paspeLLeHnii Ha NpoBeaAEeHNE KIMHUYECKNX UCCnenoBaHum
fieKapCTBEHHOro npenaparta, cogepXallnn ykaszaHme Ha Ux uenb Unun uenm, B ycTaHOBNIEHHOM
3TUM OpraHoM Mopsiake.

5. YTpatuna cuny ¢ 1 nonsa 2015r.

MHdopmaums 06 nameHeHusIx:

Cm. mekcm yacmu 5 cmambu 38

6. K opraHmsaumm npoBeOeHUsa KIMHUYECKUX WUCCedoBaHUN  feKapCTBEHHOIO
npenapaTta Ans MeauuMHCKOro NpuMeHeHnsa pa3paboTYmMKoM JfieKapCTBEHHOro npenapara
MOryT MpuBreKaTbCa topuandeckne nuua nobon opraHn3aumoHHO-NPaBoBOM (POPMbI MpK
ycrnoBun obecrneyeHnss COOTBETCTBUSA ITUX UccnefoBaHu TpeboBaHUAM HaCTOSLLErO
depeparnbHOro 3akoHa.

7. KnuHuyeckne wuccnegoBaHMsa FEKaApCTBEHHbIX nNpenapaToB Ansd MeauuuHCKOro
npUMeHeHna NPOBOAATCS B MeOULNHCKNX opraHusaumsx, aKKpeauTOBaHHbIX
YNONMHOMOYEHHbIM  doefiepalibHbIM ~ OpraHoOM  UCMNOJSIHUTENbHOW  Bnactm B Nopsigke,
ycTaHoBrieHHoM [paBuTtenbcTBom Poccurckon depepaumn.

8. MNepeyeHb MeaNUMHCKUX OpraHu3auumn, MMerLmMX NpaBo NpoBOAUTb KITMHUYECKME
nccrnegoBaHUs nekapCcTBEHHbIX MpenapaTtoB Ans MeAUUMHCKOrO MPUMEHEHUS, U peecTtp
BblAAHHbIX paspeleHnin Ha npoBeaeHMEe KIMHUYECKMX WCCNeAoBaHUN feKapCTBEHHbIX
npenapaTtoB Ony6rMKOBbLIBAIOTCA M pa3MeLLaloTcs YNONMHOMOYEHHbIM doeaeparnbHbiM OpraHoM
NCMONHUTENbHOW BIaCTU B YCTAHOBSIEHHOM MM MNOpsike Ha CBOEM oduuManbHOM canTe B
cetn "HTepHeT".
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FAPAHT:
CM. kKommeHTapum k ctaTbe 38 HacTosiero ®eaepanbHOro 3akoHa

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-®3 cmambsi 39 Hacmosiuezao
®edeparibHO20 3aKOHa U3/I0XeHa 8 Hoeou pedakuuu, ecmynarouwjeu e cuny ¢ 1 urrns
2015 a.

CM. mekcm cmambu 8 npedsbidyuwiel pedakyuu

Cratbsa 39. PelweHne o npoBedeHUN KIIMHUYECKOro UCCnenoBaHUs NeKapCcTBEHHOroO

npenapaTa Ana MeauunuHCKOro npuMeHeHus

1. KnuHuyeckoe wuccrnegoBaHue IrekapCTBEHHOro npenaparta Ansg MeguuMHCKOro
NPUMEHEHNA NPOBOAUTCA Ha OCHOBaHMM paspelleHns Ha npoBedeHue  KITMHUYECKOro
nccrnegoBaHNa nekapcTBEHHOro npenapaTta, BblOaHHOrMo YrNoNHOMOYEeHHbIM doeaeparnbHbIM
OpraHOM UCMNOMHUTENBbHOM BMAcTU MO pesynbTaTaM 3KCNepTu3bl JOKYMEHTOB, HEOOXOAMMbIX
ANA nonyvYeHnsa paspelleHns Ha nposBedeHne KIMHUYECKOro UccrnegoBaHUs fekapCTBEHHOMO
npenapaTa 1 3TUYECKON IKCNEepTU3bI.

2. [na nonyyeHus paspelleHnd Ha npoBedeHne KIMHUYEeCKOro uccrieqoBaHus
NeKapCTBEHHOro npenapara Ass MeguUMHCKOro NpUMEHEHUsA 3aaBuUTeNb NpencTaBnseT B
YNOSTHOMOYEHHbIN doeepanbHbIi OpraH UCNOSTHATENBHOW BI1ACTU:

1) 3aaBneHMe O Bblade paspelleHusl Ha NpoBedeHne KIMHMYECKOro uccneoBaHus
neKkapCcTBEeHHOro npenapara ans MeauumMHCKOro NnpuMeHeHus;

2) KOMMM [OKYMEHTOB, MNoATBEPXAAlLWMX ynnaTty rocyaapCTBEHHOM MOLWSIMHbLI 3a
npoBefeHne 3TUYECKON IKCNEepPTU3bl, IKCNEepPTU3bl JOKYMEHTOB Ha NneKapCTBEHHbIW npenapar
A5 NonyYeHnsa paspelleHns Ha npoBedeHne KIMHUYECKOro UccrnegoBaHUs NekapCTBEHHOMO
npenapaTta And MeOWUWHCKOrO MpPUMEHEeHUs, 3a Bblgayy paspelleHnd Ha npoBefeHue
KIMHMYECKOro UccrneaoBaHnsa fnekapCTBEHHOro npenapaTta gns MeguumMHCKOro npuMeHeHus,
3a npoBefdeHne 3KCnepTudbl LOKYMEHTOB Ha JleKapCTBEHHbIW npenapaTt Ans noryvyeHus
paspeleHnss Ha npoBefeHuMe  MeXAyHapOAHOro  MHOFOLEHTPOBOrO  KIMHWUYECKOro
nccrnegoBaHNA nekapCTBEHHOro npenapaTta Ansg MeguuMHCKOro NpUMEHEHWs, 3a Bblgaudy
paspeleHnss Ha npoBefeHVMe  MEeXOYyHapOAHOro  MHOFOLEHTPOBOrO  KMUMHUYECKOro
nccregoBaHNA rnekapCTBEHHOrO npenapara ansg MeguumMHCKOro NpUMeHeHus, 3a npoBegeHue
3TUYECKOM 3IKCNEepTU3bl, IKCNEepTU3bl [JOKYMEHTOB Ha JfleKapCTBEHHbIN npenapaT Ansg
noslyyeHuss  paspelleHns Ha  npoBedeHue  NOCTPErnmcTpaumMoOHHOro  KIMHUYECKOro
nccnegoBaHnsa nekapCcTBEHHOro npenaparta gnd MeauUMHCKOro NPUMEHEHUS, 3a Bblgady
paspelleHns Ha npoBedeHue MOCTPEerucTpaumMoHHOro  KIMHUYECKOro  UccrneoBaHus
fleKapCTBEHHOro npenapata Ans MeAUUMHCKOrO MNPUMEHEHUdA, unm no CcobCcTBEHHOM
WHULUMaTMBE YyKasaHHble OOKYMeHTbl. B crnyyae HenpegcTtasneHus 3asiBUTENEM YKa3aHHbIX
AOKYMEHTOB YMNOSTHOMOYEHHbIN doefeparbHbli OpraH MCNOSIHUTENBbHOMW Bnactu npoBepsaeT
dakT ynnaTtbl roCygapCTBEHHOW MOWSMHBI C UCMONb3oBaHMEM WHdopMauun o6 ynnate
rocyfapCTBEHHOM MOLWNUHbLI, coaepxawenca B [ocygapCTBEHHOM WHGOPMALMOHHOM
cucTeMe O rocyaapCTBEHHbIX M MyHUUUNANbHbIX MraTtexax, Ha OCHOBaHUU NpeacTaBrieHHbIX
3asiBUTENEM KONUM AOKYMEHTOB;

3) nNpOTOKON KIAMHWYECKOro UCCrefoBaHWa NleKapCTBEHHOro npenapata Ans
MeANLMHCKOrO NPUMEHEHWS;

4) 6poLutopy nccnegoBartens;

5) HOPMALMOHHBIN NIMCTOK NALNEHTA;

6) cBegeHns 06 onbiTe paboTbl uccrnegoBaTenenM Mo COOTBETCTBYHOLUM
crneumanbHOCTAM U UX OnbiTe paboTbl MO NPOBEAEHWNIO KIMHUYECKUX UCCreaoBaHu,;

7) cBeeHNs O MeOUUMHCKMX opraHuM3aumnsax, B KOTOPbIX npegnonaraeTcs nposeneHve
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KIMHMYECKOro mnccnefoBaHus nekapCTBEHHOro npenapata gnsg MeauuMHCKOro npuMeHeHUs
(nonHOe ¥© cokpalleHHOe HaMMeHOBaHWs, OpraHu3auuoHHO-NpaBoBas opma, MecTo
HaxoXOeHUss W MeCTO OCYLLECTBIeHUs [OedTeNnbHOCTU, TenedoH, Tenedakc, agpec
3NIEKTPOHHOM MOYTbI KaXX4oM MeANLMHCKOM OpraHm3auunn);

8) cBegeHus O npeanonaraeMblXx Cpokax NpPoBedAeHUA KITMHUYECKOro uccregoBaHus
nekapCcTBEHHOro npenapaTa Ans MeanLMHCKOro NpUMeEHEHMS;

9) konuo goroBopa 0b6A3aTenbHOro CTpaxoBaHWs, 3aKIOYEHHOro0 B COOTBETCTBUM C
TUMOBbLIMM MnpaBunamm o00A3aTeNbHOr0 CTpaxoBaHUSA, C YyKasaHMeM npenenbHOn
YUCMNEHHOCTM MaUWEeHTOB, Y4YacCTBYHOLMX B KIIMHMYECKOM MWCCreoBaHUM feKkapCTBEHHOro
npenapata Ans MeguuUUHCKOro NpUMEHEHNS;

10) wHdopmauuio O cocTaBe feKkapCTBEHHOro npenapata Ans  MeguuMHCKOro
NPUMEHeHUs;

11) OOKYMEHT, COCTaBfIEHHbI NPOM3BOAUTENEM JlIeKapCTBEHHOro Mnpenapara Aans
MEOVLUMHCKOrO MNPUMEHEHUA W coAepXalimMi nokasatenu (XapakTepucTuku), a Takke
CBeleHNs O NeKapCTBEHHOM npenapaTte Afs MeOUUMHCKOro MpUMeHeHus, NponsBedeHHOM
ANSA NpoBeAeHNs KITMHUYECKUX NCCneoBaHuim;

12) KOMMIO NUUEH3MM Ha MNPOU3BOACTBO JIEKAPCTBEHHLIX CPeACTB B Criydyae, ecnu
NPOM3BOACTBO NeKapCTBEHHOrO npenapara ocyuiectendeTcs B Poccunckon denepaumn, nnm
KOMWIO  3aKIoYeHUss O COOTBETCTBUM  NPOM3BOAUTENS  FIEKAapCTBEHHOro npenaparta
TpeboBaHMAM  NpaBun  Hagnexawen  NpOU3BOACTBEHHOW  MPaKTUKW,  BblOAHHOTO
KOMMETEHTHbIM  YMOSIHOMOYEHHbIM OpPraHOM CTpaHbl MPOU3BOAUTENS  NeKapCTBEHHOIo
npenapara.

3. B cpok, He npeBblwawWwmnm NATM paboymx gHEW CO OHS MPUHATUS yKa3aHHOro B
nyHkTe 1 Yactm 2 HacToslen cTaTbh 3asBNEHUA U HEODXOAUMbIX [JOKYMEHTOB,
YNONHOMOYEHHbIN beaepanbHbI OpraH UCNOSTHUTENBHOW BNACTU:

1) NpoBOAUT MPOBEPKY MOSIHOTbI M [OCTOBEPHOCTM CBEOEHWUN, coaepXalumxcs B
npeaCcTaBNeHHbIX 3asiBUTENeM AOKYMEHTaX;

2) NpMHMMaeT pelleHne O MpPOBEeOEeHUN IKCNepTu3bl AOKYMEHTOB ANA MOnyvYeHus
paspeLleHnst Ha NpoBeaeHne KITMHUYECKOro UccnefoBaHus nekapcTBEHHOro npenapara ans
MEAVLUMHCKOrO MNPUMEHEHNS W 3TUYECKOM IKcnepTusbl mnu o6 oOTkase B MNpoBeAeHUM
yKa3aHHbIX 9KCNepTus;

3) yBeoOMInSieT B 3fEKTPOHHOW hopme unm Ha BGymMakHOM HocuTene 3asaBuTens O
NPUHATOM pelleHun nNnbo B criydae NpUHATUS pelleHna ob OTKase Takke C YyKasaHuem
NMPWYMH TaKoro 0TKasa;

4) nogrotaBnMBaeT M HanpasnsieT B 9KCMNEPTHOE YYpEeXOeHWe W COBEeT Mo 3TuKe
3ajlaHune Ha npoBefeHe COOTBETCTBYOLLNX KCMEPTUS.

4. B cnyvyae BbISIBIEHUST HEMOMHOTbI WM (MNKN) HEAOCTOBEPHOCTU WHAOPMaLUUW,
cogepxallenmca B NpeacTaBfieHHbIX — 3asBUTENeM  JOKYMEHTaX,  YNOSTHOMOYEHHbIN
degepanbHbIl - OpraH UCMOSTHATENBbHOW BNacTWU HanpaenseT 3asBuUTento 3anpoc 06
YTOYHEHUN  YyKa3aHHOW  WHopmauun. [aHHbIM  3anpoc  MoOXeT OblTb  nepeaaH
YNONMHOMOYEHHOMY MpPeACTaBUTENO 3asBUTENS JIMYHO MO PacnUCKy, HanpasfieH Mo no4yte
3aKa3HbIM MUCbMOM WIW nepefaH B 3MeKTPOHHOW dopMe MO TeneKOMMYHUKAUWUOHHBLIM
KaHanam cBa3u. B crniydae HanpaBneHus 4aHHOro 3anpoca no no4vte 3akasHbiM NMUCbMOM OH
cyMTaeTCcs rnoryydeHHbIM MO UCTEeYEHUN LWEeCTU OHEN C AaTbl HanpaBreHna 3aKka3Horo nucbma.
3agasutenb 0643aH NpeacTaBuMTb OTBET HA 3anpoc YNOSIHOMOYEHHOrO heaepanbHOro opraHa
NCNOSTHUTENbHOW BacT B CPOK, HE MpeBblalowmnn geBaHocTa pabounx gHen co OHA ero
nonyyeHns. Cpok, ykasaHHbIM B 4acTu 3 HaACTOsLLen cTaTbW, NMPUOCTaHaBMMBaETCA CO AHS
HanpaBrieHMss  3asBUTEN0  3anpoca  YNoSIHOMOYEHHOro  doegepasribHoro  opraHa
WCNOSTHUTENbHOW BNacTM [0 [AHA NOSlyYeHUMA WM  COOTBETCTBYHOLIEro OoTBeTa M He
YYMTbIBAETCA MPU UCHUCIIEHUN CpOKa MPUHATUA YNOSTHOMOYEHHbIM dhefeparnbHbiM OpraHoM
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NCMONHUTESTbHOW BNacTu pelleHns O NpoBeAeHUN 3KCNepTU3bl JOKYMEHTOB ANA NoslyvyeHus
paspeLlueHus Ha rnpoBedeHne KIMHMYECKOro nccneoBaHus nekapCcTBEHHOro npenapara ans
MeANLMHCKOro NpUMEHEHMUS.

5. OcHoBaHMeM Ons OTKasa B NpoBeAeHMM IKCNepTusbl JOKYMEHTOB ANSA MofyvyeHus
pas3pelleHns Ha nposeaeHne KIMHUYECKOro UccregoBaHNA fiekapCTBEHHOro npenapara ans
MeANLMHCKOro NpUMEHEHUS U 3TUYECKOM IKCNepPTU3bl ABMSEeTCHA npeacTaBrneHne JOKYMEHTOB,
NpeayCMOTPEHHbIX YacTbi 2 HACTOSLEN cTaTbl, B HEMOMHOM obbeme, HenpencTaBneHme
3adBuUTENEM B YCTAHOBIIEHHbIA CPOK OTBETa Ha yKa3aHHbI B 4acTu 4 HaACTOsLLEN CTaTbu
3anpoc ynosIHOMOYEHHOro heaepanbHOro opraHa UCNONHUTENbHOM BNacTn nnbo oTcyTcTBme
B NpeAcTaBfeHHbIX JOKYMEHTax ucyepnbiBatoLero nepevHss Heobxoaumon nHopmaumm unm
MHpopmauumn, KoTopas OormkHa OblTb OTpaXeHa B HUX, a Takke OTCYTCTBME MHOopMaLmu,
noareepxgaroLien gakT ynnaTbl rocy4apCTBEHHOM MOLWWUHbLI 3@ MpoBefeHNEe ITUYECKOM
3KCNepTu3bl, 9KCNepTU3bl [AOKYMEHTOB Ha JeKapCTBEHHbIM npenapaT Ans nosiyvyeHus
paspeLlleHus Ha rnpoBedeHne KIMHMYECKOro nccnesoBaHus nekapcTBeHHOro rnpenapara ans
MeOMUMHCKOrO MpUMEHEeHUs, 3a Bbldady paspelleHnss Ha npoBedeHne KIMHUYECKoro
nccrnegoBaHNAa nekapCTBEHHOrO npenapara ansg MeauumMHCKOro NpUMeHeHus, 3a npoeegeHue
3KCNepTM3bl JOKYMEHTOB Ha NeKapCTBEHHbIN npenapaT Ans MofyvYeHus paspelleHus Ha
nposegeHve MeXayHapoaHoro MHOIOLIEHTPOBOIO KIMUHWUYECKOro nccrnegoBaHns
neKapCcTBEeHHOro rnpenaparta Ansg MeguuMHCKOro NpuMeHeHus, 3a Bblaady paspelleHus Ha
nposegeHve MeXayHapoaHoro MHOIOLIEHTPOBOIO KIMUHWUYECKOro nccrnegoBaHns
NeKapCTBEHHOro npenapata ans MeguuMHCKOro MpUMEHeHus, 3a npoBedeHNe 3TUYECKOW
3KCNepTu3bl, IKCMepTU3bl [OOKYMEHTOB Ha JNeKapCTBEHHbIM npenapaTt Ans nosiyvyeHus
paspelleHns Ha npoBedeHne MNOCTPErucTpaumoHHOro  KMMHUYECKOro  UccriegoBaHus
neKapCTBEHHOro npenapaTta Ans MeAuUUHCKOro NpUMEHeHUs, 3a Bbldadyy paspelleHus Ha
nposeeHne  MOCTPErucTpaunuoHHOro  KIUHMYECKOro  UcCrefoBaHus  NeKapCTBEHHOro
npenapaTa Ana MeanuuuHCKOro NpuMeHeHus.

6. lMpoBeaeHne aKcnepTU3bl AOKYMEHTOB 41151 MONyYeHUs paspeLLeHns Ha nNpoBeaeHne
KIMHMYECKOro uccriejoBaHna nekapCTBEHHOro npenapaTa Ans MeanuuHCKOro NpUMeHeHnsa u
3TUYECKOM SKCMepTU3bl, COCTaBfIEHWE KOMMUCCUMEN IKCNEepTOB U COBETOM MO 3TUKE
3aKMYeHNn O BO3MOXHOCTU WUIIM HEBO3MOXHOCTU MPOBEAEHUA TaKoro KIMHUYECKOro
nccrnegoBaHna U HanpasfieHne 3TUX 3akNYEeHUN B YNOSTHOMOYEHHbIN dhefepanbHbli opraH
NCNOSTHUTENbHOW BNAcTM OCYLLECTBIISAIOTCA B CPOK, He NpeBbilatowmi Tpuguatn pabounx
OHEN CO [OHA NONMyYeHUs OKCMEPTHbIM  ydpeXXaeHWem 3afaHus  YNoSITHOMOYEHHOro
dbeiepanbHOro opraHa MCMNOSIHUTENbHOM BNAacTy C NPUOXeHNneM OOKYMEHTOB, yKa3aHHbIX B
nyHktax 3, 4, 10 n 11 4yactu 2 Hacrosdwen craTtbu, U COBETOM MO 3TUKE 3aJaHus
YNONMHOMOYEHHOro  doeflepasribHOro opraHa WCMOSIHATENBHOW Bractu C  NpUIIoXeHnem
OOKYMEHTOB, YKa3aHHbIX B MyHKTax 3 - 6, 8 1 9 yacTtu 2 HacToALen CTaTbM.

7. B cpok, He npeBbiWwawun natu paboumx OHEW CO AHA MONYyYEHMsT 3aKHOYEHUN,
yKasaHHbIX B 4actu 6 HacTtoswewn cTaTbW, YMNONMHOMOYEHHbLIN doeaeparnbHbI  OpraH
NCMONHUTESTbHOW BIacTu:

1) ocyLllecTBnseT OUEeHKY MOCTYNUBLUMX 3aKMlYeHUn AOns  onpefeneHns  ux
COOTBETCTBUA 3aaHMAM Ha NpoBedeHNEe COOTBETCTBYIOLLNX IKCNEPTUs3;

2) nNpuHMMaeT pelleHne O Bblgade paspelleHuss Ha NpoBeAeHUEe KIMHUYECKOro
nccnenoBaHns NeKapCTBEHHOMO nNpenapara Angd MeauMumMHCKOro npuMmeHeHus unm ob otkase B
BblJaye yKa3aHHOro paspeLlueHus;

3) BblgaeT paspelleHMe Ha  NpoOBeAEeHMEe  KIIMHUYECKOro  MccrnenoBaHus
NeKkapCcTBEHHOro npenaparta Ans MeOULMHCKOro NpUMeHeHWs unu pelleHve ob oTkase B
BblJaye yKa3aHHOro paspeLleHuns ¢ yka3aHMeM npuymH oTkasa.

8. OcHoBaHMeM [Onis OTKa3a B Bbldaye paspelleHns Ha npoBedeHue KIMHUYECKOro
nccrnegoBaHNA nekapCTBEHHOro npenapaTta gnsg MeguuMHCKOro MpPUMEHEHUs SBnsieTcs



Hanuune 3akf4YeHUsT KOMWUCCUM OSKCNEPTOB WM 3aKMlYeHUst coBeTa No 3TUKE O
HEBO3MOXXHOCTM MPOBEAEHNSA KITMHMYECKOrO UCCneoBaHus fIeKapCTBEHHOro npenapara ans
MEAMLMHCKOrO NPUMEHEHNS NO pes3ynbTaTaM NPOBEAEHHbIX 3KCMEPTM3, NPeayCMOTPEHHbIX
yacTblo 6 HACTOSALLEN CTaTbW.

9. PeweHne o6 oTkaze B NpoBeOEHMM IKCMEPTU3bl AOKYMEHTOB ANSA MNONydYeHus
paspeLleHnst Ha NpoBeAEHNE KITMHMYECKOro UccneoBaHus fieKapCTBEHHOro npenapara ans
MEANLMHCKOrO NPUMEHEHUA W 3TUYECKOM 3SKCNepTu3bl M B Bblgave paspelleHust Ha
npoBefeHne KIMHUYECKOro UCCNenoBaHUS NeKapCTBEHHOrO npenapaTta Ans MeauuMHCKOro
NpUMEHEeHNa MOXeT ObiTb o6XanoBaHO B MOpsAke, YCTAHOBMEHHOM 3aKOHOL4ATENbCTBOM
Poccunckon ®epepaumn.

FAPAHT:

CM. koMmmeHTapumn K ctaTbe 39 HacTosiwero ®egepanbHOro 3akoHa

MHdopmaumsa 06 nameHeHusx:

®PedepasibHbIM 3aKOHOM om 22 O0ekabps 2014 e. N 429-®3 Hacmoswul PedeparsibHbil
3aKkoH dornosiHeH cmameed 39.1, ecmynarowet 8 cuny ¢ 1 urons 2015 e.

CraTtbsa 39.1. OTudeckasn akcnepTunsa

1. OTndeckas akcnepTvMsa NPOBOAUTCA COBETOM MO 3TUKE, CO34AaHHbLIM B MNOpPsiaKe,
YCTAHOBIEHHOM YMOMHOMOYEHHLIM deaeparnibHbIM OpPraHOM WCMNOSIHUTENBHOW BRacTu, B
Lenax Bbldadn 3akmfovyeHust ob 3TMYeckon OOOCHOBAHHOCTU BO3MOXHOCTM MpOBeAeHus
KNMHMYECKOro nccrnegoBaHus NIeKapCTBEHHOMO npenapaTa Ang MeanLUHCKOro NpUMeHeHMs.

2. JkcneptamuM coBeTa MO 9TMKE MOryT OblTb nNpeacTaBUTeENU  MeAMUMHCKUX
OopraHuM3aumi, Hay4yHblX OpraHusauui, obpasoBaTenbHbIX OpraHm3auuni  BbICLLErO
obpasoBaHMd, a TaKke npeacTaBUTENM OOLLECTBEHHbLIX OpraHu3aunn, pPerMrmo3HbIX
opraHusaumn n cpeacts Maccoson MHopmMaunn. [JaHHble aKcnepTbl HE OOSMKHbI HAXO4UTLCS
B Kakom-nmbo 3aBMCMMOCTM OT pa3paboTyMKOB fEKAapCTBEHHbIX NpenapaToB W ApYrux nuy,
3aMHTEPECOBAHHbLIX B pe3yribTaTax 3TUYECKON 3KCNEePTU3bI.

3. Onnata ycnyr 3kcnepToB coBeTa MO 3TUKE OCYLEeCTBNSeTCSs Ha OCHOBaHWUU
Aoroeopa, 3aKJTIO4YEHHOro mMexay YNONMHOMOYEHHbIM deaeparnbHbIM opraHom
NCMNOJSTHUTENbHOW BACTU, KOTOPbLIM CO34aH COBET MO 3TUKE, N SKCNEePTOM COBETa MNo 3Tuke, 3a
cyeT OHDKETHbIX aCCUrHOBaHMW, NPEenyCMOTPEHHbIX YMNOSTHOMOYEHHOMY denepanbHOMYy
opraHy WCMOMHUTENIbHOW BracTW, KOTOPbIM CO34aH COBET Mo 3Tuke, B deaeparibHOM
OlopkeTe Ha COOTBETCTBYWOLMA rog Ha obecneyeHue ero AeATeNnbHOCTWM, B pasmepax,
ycTaHoBneHHbIX Mpasutensctsom Poccurickon ®epepauuu.

4. OkcnepTbl coBeTa MO 3TUKE HECYT OTBETCTBEHHOCTb B COOTBETCTBMM C
3akoHopaTenbcTBoM Poccuiickon degepaumm.

5. CocTtaB coBeTa Mo 3TUKe, NoNoXeHne 06 3TOM COBETE, MNOPSAOK Ero AeATENbHOCTH,
TpeboBaHna K KBanudukauMm un OnbiTy paboTbl MO 9SKCNEPTHOM OLEHKE Hay4HbIX,
MEOULUMHCKNX W  OTUYECKUX acCMeKTOB KINUMHUYECKMX WUCCeAoBaHUN  NeKapCTBEHHbIX
npenapaToB ANs MEOULUMHCKOrO NPUMEHEHUs, NpeabsaBlisieMble K 3Kcneprtam coBeTa Mo
3TUKE, NMOPSAAOK OpraHM3aumMm U NpPoBeAeHUs 3TUYECKOM AKCnepTusbl, hopma 3aknioyeHus
coBeTa MO 3TUKE YCTaHaBMMBAKOTCA  YNOSIHOMOYEHHbIM  drefepanbHbiM  OpraHoM
NCNOSTHUTENBbHOM BRacTn. Yucno npeacraBuTenen MeauUMHCKUX OpraHuMsauum He MOXeT
npeBbIaTh NOSIOBMHY OT 0OLLEro Ymcna aKCnepToB COBETA MO 3TUKE.

6. WHdopmaumss o coctaBe coBeTa MO 3TMKe, NnaHax ero paboTbl U TekyLlen
AeATenbHOCTN pasMellaeTcsa Ha oduumanbHOM canTe YNOoSITHOMOYEHHOro doeaepanbHOro
opraHa UCnosiHUTeNbHOM Bnactu B ceTn "MIHTepHeT" B yCTaHOBNEHHOM UM MOPSAKE.

TAPAHT:

CM. kommeHTapuum k ctatbe 39.1 HacToswero PegepanbHOro 3akoHa
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Cratba 40. [NpoBeaeHne KIMHUYECKOTO WUCCNenoBaHUs NEKapCTBEHHOrO npenapara
A9 MeQULMHCKOro NpUMeEHeHUs

MHdopmaumsa 06 nameHeHusx:

®edepanibHbIM 3aKkOHOM om 22 Oekabpsi 2014 2. N 429-®3 8 yacmb 1 cmambu 40
Hacmosiweao ®edeparnibHO20 3aKOHa BHECEHbI U3MEHeHUs, ecmynarowue 8 cusy ¢ 1
urons 2015 a.

CM. mekcm Yacmu e npedbidyuwieli pedakyuu

1. PykoBogutenb MeauMUMHCKOM OpraHu3auuu, KoTopad MpoBOAMT  KIMHUYECKoe
nccrnegoBaHne nekapcTBEHHOro npenapaTta Ansg MeauMUUMHCKOrO MPUMEHEHUs, HasHayaeT
nuccrnegoBaTtensi, OTBETCTBEHHONO 3a MNPOBEAEHME TaKoro WUCCrnegoBaHWa M MMERLEero
ne4vyebHylo cneynanbHOCTb, COOTBETCTBYIOLLYO MPOBOANUMOMY KIMHUYECKOMY UCCNea0BaHMIo
fIeKapCTBEHHOro npenapaTta, C€O CTaxemM paboTbl MO nporpaMmmam  KIUMHUYECKMX
nccrnegoBaHU NeKapCTBEHHbBIX NpenapaToB HE MEHEE YEM TPpU roga M Nno ero nNpeasnoXeHuto
HasHa4yaeT couccriegoBaTtenemn n3 Yncna Bpadvyemn 3Ton MegULNMHCKON opraHn3saunm.

2. Wccneposatenb ocyuwlecTtsnseT BblOOp MauUMEHTOB, KOTOpble MO MeAULUHCKUM
nokasaHusiM MOryT OblTb MNPUBMEYEHbI K Yy4acTUO B KIIMHMYECKOM MCCregoBaHuK
nekapCTBEHHOro npenapara ana MeguMunuHCKOro NpMMeHeHus.

3. ViccnepoBaTtenb 1 couccrneaoBaTenu AOMKHbI OblTb O3HAKOMIIEHbI C pe3ynbTaTaMm
AOKIMMHNYECKOro MCCnegoBaHUsl NeKkapCTBEHHOrO CpeacTBa, coaepXawumuca B Opolltope
nccrnegoBartens, MNPOEKTOM MPOTOKOMa KIIMHMYECKOro UCCNefoBaHUs  NeKapCTBEHHOro
npenapata Ans  MEOUUWMHCKOrO  MPUMEHEHUS, pa3paboTaHHbiM  pa3paboTymKom
rIeKapCTBEHHOrO Npenapara UM UHbIM IPUANYECKAM NULOM, NMPUBIIEKAEMbLIM K OpraHmM3aumm
NPOBEAEHUs] KITMHUYECKOro MUCCNeaoBaHUs NEeKapCTBEHHOro npenaparta afisi MeguUMHCKOro
NPUMEHEHNS, N OPYrMMX MaTepuanamMmm Takoro nccregoBaHus.

MHdopmaumsa 06 nameHeHusax:

®edepasibHbIM 3aKkoHOM om 29 Hosibps 2010 2. N 313-®3 cmambsi 40 Hacmosuwezo
®edepanbHO20 3aKoHa 0orosiIHeHa Yacmbio 3.1, ecmynarowet e cuny ¢ 1 sHeaps 2011 a.
3.1. PykoBoauTenb MeaMUMHCKOM OpraHu3aumm B CPOK, He MnpeBbllarowmn Tpex
paboynx gHen Co OHSA Hayana npoBefeHUs] KIMHUYECKOro MUCccrnefoBaHusi nekapcTBEHHOro
npenapaTta Ans MeOWUUHCKOro NpUMEHEHnd, coobwaetr o6 3ToOM B YNONHOMOYEHHbIN
drefepanbHbIi OpraH UCMONHUTESNTbHOW BMNacTW, BblOaBLUMA paspelleHne Ha npoBefeHue
TakKoro nccnegoBaHusl, N0 YCTaHOBIIEHHOW UM dopMe.

MHdopmaumsa 06 nameHeHusx:

®edepanbHbiM 3akoHoM om 11 okmsbpsi 2010e2. N 271-©3 6 yacmb 4 cmambu 40
Hacmosuweao ®edepasibHO20 3aKOHa 8HECEHbI U3SMEHEHUS

CmMm. mekcm yacmu e npedbidyuweli pedakuyuu

4. OpraHu3auuu, OCYLECTBSKOWMNE OpraHM3aumio NpPOBEAEHUS  KITMHUYECKOrO
nccnenoBaHns NekapCTBEHHOro npenaparta Ans MeguLMHCKOro NPUMEHEHUS U yKa3aHHble B
yactu 3 ctatbm 38 HacToswero PefepanbHOro 3akoHa, B Cnydae Heo6X04MMOCTM BHECEHWS
N3MEHEHUN B MPOTOKON KIMHWYECKOro WUCCnefoBaHWs FEeKapCTBEHHOro npenapaTta Aans
MEAMLMHCKOro NpuMMeHeHusi coobwatoT 06 3TOM B YMNOMHOMOYEHHLIN doeaepanbHbli opraH
NCNOSTHUTENbHOW BNAacTK, BblAABLUMI pa3peLleHne Ha NpoBeAeHNe Takoro nccrnegoBaHus, no
YCTaHOBJIEHHOW UM dhopMe.

MHdopmaums 06 naMeHeHusix:

®dedepanbHbiM 3akoHomM om 11 okmsabps 2010 2. N 271-®3 cmambsi 40 Hacmosweao
®edeparnbHo20 3aKkoHa 0orosiHeHa Yacmbio 4.1

4.1. dopma coobuleHNss O BHECEHUM WNIMEHEHUA B MPOTOKON  KIMHUYECKOro

nccnenoBaHWsl NEKapCTBEHHOrO npenapata  Ans  MeguuMHCKOro NPUMEHEHUs  O0JShKHa
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cogepxaTb crneayoLine ceegeHus:

1) HaumeHoBaHWe, NOEHTUUKALMOHHBIA HOMEP W JaTa NPOTOKoNa KAMHUYECKOro
nccnenoBaHus;

2) haTa BHECEHUSA N3MEHEHWIN B MPOTOKON KITMHMYECKOro UCCrnegoBaHus;

3) HauMeHoBaHEe N MECTO HaxXOXOeHUs 3asiBUTENS;

4) HanMeHOBaHME oOpraHu3auumm, MpUBMAEYEHHOW pa3paboTyMKOM FEeKapCTBEHHOMO
npenapaTa K opraHu3aumm NpoBeAeHUs KITMHUYECKOro nccneosaHus (Npu Hanmyuum);

5) HanmeHOBaHMS U MecTa HaxOXOEHUS MEOULMHCKMX OpraHu3auui, B KOTOPbIX
NPOBOANTCA KITMHNYECKOE NCCIeaoBaHuNE;

6) gata Bblgaun paspelleHnsl Ha NpPoBeAeHME KIMHUYECKOrO UCCNeaoBaHUs 1 HOMeEpP
3TOro paspeLueHus;

7) NUBMEHEHNS, BHOCUMMbIE B MPOTOKOS KINMHNUYECKOIO UCCreaoBaHus.

MHdopmaumsa 06 nameHeHusax:

®PedepasibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-©3 8 wvacmb 5 cmambu 40
Hacmosiweao ®edeparnibHO20 3aKOHa BHECEHbI U3MEHeHUsl, ecmynarouwue e cusy c 1
urons 2015 a.

CM. mekcm Yacmu e npedbidyuwieli pedakyuu

5. B cpok, He npeBbiwanwmu Tpuauatn paboumx gHen co gHS NosTlyvYeHUst yKkasaHHOro
B 4YactM 4 HacToswen craTtbM COOBLLEHUS, YMNONTHOMOYEHHbIN doedeparnbHbIi  OpraH
NCMONHUTESTbHOW BRacTu paccmaTpuBaeT 3TO cOObLeHne B YCTaHOBIIEHHOM UM nopsiake U
NPUHUMAET peLleHNE O BHECEHMM U3MEHEHWNA B MPOTOKON KIMHUYECKOro uccriegoBaHus
NeKapCTBEHHOro npenapara ans MeamuuMHCKOro NnpuMeHeHnsa unm ob oTkase BO BHECEHUU
TaknMx nameHeHui. MNMpun paccMoTpeHnn coobLeHns o He0BX04MMOCTM BHECEHUS U3BMEHEHUN B
NPOTOKOST KIIMHMYECKOro WCCreaoBaHUs nekapCTBEHHOro npenaparta Aang MeauvuuHCKOro
NPUMEHEHNSA B LENsiX OLEHKNM 0OOCHOBAHHOCTW NMpeanaraeMblX M3MEHEHUA U OnpeaeneHus
CTENeHN pucka Ans naumMeHToB, NPUHUMAIOLWNX yvacTue B KIMHUYECKUX UCCenoBaHusIX,
YNONMHOMOYEHHbIM heaepanbHbiM OpPraHoOM WCMNOSTHATENBHOW BNacTM MOryT MpuBEKaTbCa
3KcnepTbl cOBETA NO 3TUKE.

6. KnuHuyeckoe wuccnegoBaHue IEeKapCTBEHHOrO npenapata Ans MeOULMHCKOro
NPUMEHEHNA MoXeT ObiTb MPUOCTAHOBMEHO UMW MNpekpaweHo, ecnu B npouecce ero
npoBeneHnMsi obOHapyXeHa OMacHOCTb AN KW3HKW, 340POBbA nNauueHToB. B cnyvae
BO3HUKHOBEHNSA ONACHOCTU ANSA XU3HW, 300POBbS NaLMeHTa, y4acTBYIOLWEro B KIMHUYECKOM
nccnegoBaHUM — NEKapCTBEHHOro  npenapaTta  Ans MEANLMHCKOIO  MPUMEHEHMS,
uccrnegosatenn o0643aHbl  NpouHgopMmnpoBatb 06 3TOM pykoBOAUTENS MEeAULUHCKOMN
OpraHu3aumm 1 opraHn3auuio, NoMyYUBLLYIO paspeLleHne YNosTHOMOYEHHOro dpedepanbHOro
opraHa UCMoNHUTENbHOM BNAcTM Ha opraHn3aumio NpoBeaeHUs1 KNMHUYECKOro nccrnenoBaHns
nekapcTBeHHOro npenapaTta. PeweHne O NpUOCTaHOBNEHUU KIMHUYECKOrO MCCnegoBaHUs
fleKapCTBEHHOro npenapata Ans MeAMUUHCKOrO MNPUMEHEHUA MNPUHUMAKOT PYKOBOAUTENb
MEOVUMHCKOW  opraHmsaumm 1 (MnM)  opraHusauusi, NonyuvBlIas  paspelueHue
YNONMHOMOYEHHOIO  (befepanbHOro opraHa WCMOMHUTENBbHOM BfacTM Ha OpraHu3auumio
npoBeAeHnss KITMHUYECKOro MUCCnedoBaHUs NIeKapCTBEHHOro npenapara afs MeguuMHCKOro
NPUMEHEHNS, peLleHne O NpekpaLleHn Takoro nccrnegoBaHus NPUHUMaET YNONHOMOYEHHbIN
denepanbHbIi OpraH UCMOMHUTENBHOW BNAacTM Ha OCHOBaHUM COOOLLEHMS B MUCbMEHHOM
dopme pykoBOAMTENA MEAULMHCKOW OpraHu3auuMmM Wnu  opraHu3auusi, nonyyunsLuas
paspelleHne YnorIHOMOYEHHOro denepanbHOro opraHa MWCNOfHUTENbHOW BlacTM  Ha
opraHuM3aumio NpPoBeAeHNa KIMHUYECKOro MCCreaoBaHUsS FieKapCTBEHHOro npenaparta Aans
MEOMLMHCKOrO NPUMEHEHNS.

7. B cpok, He npeBbiwawwWunM natm paboumx QOHeW CO [OHA 3aBeplueHud,
NPUOCTAHOBMNEHNA UMW NPEKPaLLEHNs  KMMHUYECKOro UCCnedoBaHUs fneKkapCTBEHHOro


garantf1://70726338.1332/
garantf1://70726338.41/
garantf1://57403072.405/
garantf1://12079074.1000/

npenapata Aand MeOouUMHCKOro npUMeEHeHns, coobuweHne o6 3ToOM HanpaBnseTcs
opraHuMsaumsamMm, ykasaHHbiMM B Yactu 3 ctatbu 38 Hactosduwero denepanbHOro 3akoHa, B
YNONMHOMOYEHHbIN doefiepalribHbIi OpraH UCMNOSTHATENbHOW BRacTu MO YCTaHOBMIEHHOW UM
¢dopwme.

8. ®opma coobueHnss O 3aBepLUeHUM, MPUOCTAHOBIIEHUN WM  NpPEKpaLLEHNN
KIMHMYECKOro UccnefoBaHus NekapcTBEHHOro npenaparta Ans MeauuUMHCKOro MpUMEHEHUS
AOIMKHa coaepxaTb:

1) vH(opMaumMo 0 MEeLUUMHCKOM OpraHusauum Unu MeauuMHCKUX OpraHu3aumsix,
NPOBOAUBLUNX AAHHOE UCCreLOBaHUeE;

2) onucaHne JaHHOro UccrneaoBaHus;

MHdopmaums 06 naMeHeHusix:

®edepasnbHbIM 3akoHOM om 11 okmsabps 2010 e. N 271-®3 e nyHkm 3 yacmu 8 cmamabu
40 Hacmosiwezo ®edeparibHO20 3aKOHa BHECEHbI USMEHEHUS

CmMm. mekcm nyHkma e npedbidyuwel pedakyuu

3) OaHHble uccnegosaTens (pamunusa, UMsi, OTY4eCTBO, MecTo paboTbl, 3aHMMaemas
AOJDKHOCTb, CneuuanbHOCTb, CTax paboTbl MO nporpaMmaM KIMHUYECKUX WCCNeaoBaHWin
NEeKapCTBEHHbIX MNpenapatoB, MNepeYeHb KIMHUYECKUX WCCNedOBaHUN JeKapCTBEHHbIX
npenapatoB, B KOTOPbIX OH MNpPUHUManN y4yactue (nepuogbl YyyacTusi) B KadecTBe
nccnegosBaTtens Unu comccnegoBaTens);

4) pesynbTaT [AaHHOrO UcCCnefoBaHWA (3aBeplUeHue, MNPUOCTaAHOBMEHME UMK
npekpaweHne OaHHOro UccnegoBaHus C ykasaHWeM WX MPUYUH U BNUSHUS HA OLIEHKY €ero
pe3ynbTaTtoB, OOLLY0 OLIEHKY puUcKa M OXWOaeMoW Monb3bl OT NPUMEHEHUA UccreayemMoro
NeKkapCTBEHHOro npenapaTa, a Takke npegnonaraemMble ganbHenwme gencTens).

MHdopmaumsa 06 nameHeHusax:

®edepanibHbiM 3akoHoMmM om 13 urona 20152 N 241-®3 yacmb 8.1 cmambu 40
Hacmosiwezao PedeparibHO20 3aKOHa U3/10XKeHa 8 Hogol pedakuuu

CmMm. mekcm 4yacmu e npedbidyuweli pedakyuu

8.1. [Tllpn BbigBNeHUn dedepasnibHbIM  OpraHOM  UCMOSTHUTENbHOW  BMacTw,
OCYLLECTBNAWMM  (PYHKUMM MO KOHTPOMO W Haas3opy B cdepe 34paBOOXpaHEHMS,
HapyLeHW npaBui Hagnexawen KIMHUYEeCKOM MNPakTUKM Nnpu NpoBeOeHUU KITMHUYECKOro
nccnenoBaHns NekapCTBEHHOMo npenapara, BIMSAIWMX Ha NOMHOTY U (M) AOCTOBEPHOCTb
AAHHOIo KIIMHMYECKOro MccrnefoBaHus, ykasaHHbIM doefeparibHbIi opraH UCMOMAHUTENbHOM
BNacTu NpuocTaHaBnNuBaeT NpoBeAeHMe AaHHOro KIIMHWUYECKOro MccrneaoBaHus U BbIHOCUT
MeANLMHCKON OopraHusauuu, B KOTOPOW MNPOBOAUTCHA AAHHOE KIIMHMYEecKoe uccrefoBaHue,
npegnucaHne o6 ycTpaHeHWW BbISIBMEHHbIX HapyleHun. [pyu HeycTpaHeHUn MeauuUMHCKON
opraHusaumen BbISBNEHHbIX HapyLIEeHUN B YCTAHOBSIEHHbIW B NpeannucaHumM CpoK yKkasaHHbIN
deqepanbHbli  OpraH WCMOMAHUTESNIbHON BNactM MNPUHUMAaET pelleHMe O npekpaweHum
npoBefeHUsT KIMHUYECKOrOo MUCCreaoBaHUA JeKapCTBEHHOro npenaparta W HanpasnseTr B
deaepanbHbI opraH UCNOMHUTESNTbHON BAcTK, OCYLWECTBASAOLWNA (OYHKUUKN MO BblpaboTke 1
peanusauun rocygapCTtBEeHHOW MOMMUTUKM W HOPMAaTMBHO-NPaABOBOMY pPeEryriMpoBaHuio B
chepe 30paBOOXpPaHEHMUs, 3akflOYEeHME O BbISBIEHMM NPU  NPOBEAEHUM  [AHHOro
KIMHMYECKOro nccneaoBaHUs HapyLeHUn nNpaBui Haanexawen KNMHUYeCcKor NpakTuku Ons
NPUHATUA pelleHnss 06 OTMeHe paspelleHusl Ha OopraHMsauuio nNpoBeAeHnd OaHHOro
KITMHMYECKOro uccrefoBaHna ¢ AaTbl MPUHATUS peLlleHns O NPUOCTaHOBNEHUM NpoBeaeHus
KIMHMYECKOro nccrnegoBaHus fekapCTBEHHOMO npenaparTa.

9. YNonHOMOY€eHHbIN hefepanbHblili OpraH UCNOSTHUTENbHOW BNacTn onybnmkosbiBaeT
N pasmMellaeT Ha cBoeM oduumanbHoOM cante B ceT "MHTepHeT" coobLleHne o 3aBepLUeHnn,
NPUOCTAHOBNEHUN UKW MpPeKpawleHnn KIMHUYECKOro WUCCnedoBaHUa  neKkapCTBEHHOro
npenaparta Ang MeauuMHCKOro NPUMEHEHUS B CPOK, He MpeBbIlakoWwmn natTn paboumx gHen
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CO OHS ero nosly4yeHns, B yCTaHOBIIEHHOM UM NOpPSAKE.

10. YNonHoMo4YeHHbIN heaepanbHbii OpraH UCMNOSTHUTENBHOW BNAacTU OCyLLeCTBrseT
BeJeHue peecTpa wuccriegoBaTtesierd, MpPOBOAAWMX WM MPOBOAUBLUMX  KIMHUYECKME
nccnefoBaHWss  NEKapCTBEHHbLIX — NpenapaTtoB  ANs  MEeAUUMHCKOrO  MPUMEHEHUd, B
COOTBETCTBUWN C YTBEPXKAEHHBIMM UM MpaBunamMm U pasmMeLLaeT ero Ha cBoeM oduvumnaribHOM
cante B ceTn "MIHTepHeT" B YCTaHOBMNEHHOM UM nopsake. YKasaHHbIA PeecTp COoOepXuT
MHOpMaUUIo, NPeayCMOTPEHHYIO MYHKTOM 3 YacTu 8 HacTosILLEN CTaTbW.

11. OTyeT 0 pesynbTaTax KIMHUYECKOrO UCCredoBaHUs fekapCTBEHHOro npenaparta
AN MeANUUHCKOro NpUMEHEHNA COCTaBnseTCa opraHn3aunen, ykasaHHoM B 4acTu 3 cTtaTtbu
38 Hactosiwero ®PegepanbHOro 3akoHa, Ha OCHOBAHWW  3aKMOYEHUA  MeOULMHCKMX
opraHuMsauuMn, NpoBOAMUBLUMX 3TO MUCCredoBaHWe, U npeacraBnaeTcsa B YNONHOMOYEHHbIV
doefepanbHbI OpraH UCNOSHUTENBHOW BNacTu, BblOaBLUMKA paspelleHMe Ha npoBefeHune
3TOro MUCCrneaoBaHUs, B CPOK, He NpPeBbIWAWNA TpeX MecsaueB CO OHSA ero 3aBeplueHus,
NMPUOCTAHOBMNEHNS UMM  MNpeKpaweHus, B Mopsake, YCTaHOBIIEHHOM  YMOSTHOMOYEHHbIM
dreaepasnbHbIM OpraHoM UCMONHUTENbHOW BRacTu.

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-03 8 yacmb 12 cmambu 40
Hacmosiweao ®PedepasribHO20 3aKOHa 6HeCeHbl U3MeHeHus, ecmynarowue 8 cusny c 1
urons 2015 a.

CmM. mekcm Yacmu e npedbidyuiel pedakyuu
12. HapyweHue npaBun Haanexawen KIMHUYECKOW npakTukK, danbcudmkaumns
pes3ynbTaToB KIMHUYECKOTO UCCeAoBaHNA NekapCcTBEHHOro npenapata gns MeguumHCKOro
NPUMEHEHNa BreKyT 3a COOON OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOL4ATENbCTBOM
Poccuinckon ®egepaunn.

MHdopmaums 06 nameHeHusIx:

®dedepanbHbIM 3aKOHOM om 22 Oekabps 2014 2. N 429-®3 e yacmb 13 cmambu 40
Hacmosiweao ®edepalsibHO20 3aKOHa BHECeHbl U3MeHeHusi, ecmynaroujue e cusy c 1
urons 2015 a.

CmM. mekcm Yacmu e npedbidyuiel pedakuyuu
13. lNpn NpoBeAeHUN KIMHUYECKOrOo MCCneaoBaHUs feKapCTBEHHOro npenapara ans

MEANLMHCKOrO NPUMEHEHUsT AonyckaeTcs 3abop y naumMeHToB GMOMOrMyecknx martepuanos
(obpasubl Bronornyecknx XUAKOCTEN, TKAHEW, CEKPEeTOB U MPOAYKTOB KU3HEAEATENbHOCTU
yenoseka, PM3MONOMMYECKMX M MATONOMMYECKUX BblAENEHUA, Ma3KoB, COCKOOOB, CMbIBOB,
MUKPOOPraHn3mMoB, BUONCUNHBIN MaTepuan) gna ux naydeHus B Poccuinckon depepauym u
(vnn) 3a npegenamn Poccuiickon Pegepaumn.

MHdopmaums 06 naMeHeHusix:

®edepasibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-®3 8 yacmb 14 cmambu 40
Hacmosiweao PedeparlbHO20 3aKOHa BHECEeHbl U3MeHeHUs, ecmynarowue 6 cusny c 1
urons 2015 a.

CmM. mekcm Yacmu e npedbidyuwjell pedakyuu
14. MNMopspok BBO3a B Poccuinckyto defepaunto 1 BbiBo3a 3a npepensl Poccunckon
depgepaumm OMONOrMYECKMX MaTepuarnoB, MOMYYEHHbLIX NPU MNPOBEAEHUUN KITMHUYECKOrO
nccrnegoBaHUs  NeKkapCTBEHHOro  npenapata  Angd MEOULUMHCKOIO  MPUMEHEHMUS,
yctaHaBnuBaetcs Npasutensctsom Poccurckon ®egepauuu.
FAPAHT:

CmMm. kommeHTapum k ctatbe 40 HacTosiwero ®eaepanbHOro 3akoHa

Cratbsa 41. [JoroBop O NpoBeAEHUN KIMHWUYECKOro WUCCreaoBaHUs NeKapCTBEHHOro


garantf1://4090946.1000/
garantf1://70726338.1334/
garantf1://70726338.41/
garantf1://57403072.412/
garantf1://71373446.1000/
garantf1://70726338.1335/
garantf1://70726338.41/
garantf1://57403072.413/
garantf1://70726338.1336/
garantf1://70726338.41/
garantf1://57403072.414/
garantf1://12078570.10000/

npenapata ans MeauumMHCKOro npuMeHeHns

1. KnuHnyeckoe uccnegoBaHue fieKapCTBEHHOro npenaparta ansa MeauuuHCKOro
NPUMEHEeHUsA NPOBOOUTCA B COOTBETCTBUM C [LOrOBOPOM O MPOBEAEHUN KITMHUYECKOro
nccnefoBaHns NekapcTBEHHOro npenapaTa Ans MeguUUHCKOro NpUMEHEHUs, 3aKroyaemMbim
MeXay opraHusaumen, rnonyymelLEn paspelleHne YnorHOMOYEHHOro eaepansHOro opraHa
WCNOSTHUTENbHOW BMacTM Ha OpraHuM3auuio NPOBEAEHWA Takoro WccrnegoBaHus, WU
MeANUMHCKOWN opraHu3aumen, ocyLLecTBNAILWen NpoBeaeHne Takoro nccneaoBaHuns.

2. [loroBop O nNpoBeAeHUN KIMHUYECKOTO MUCCefoBaHUA NekapCTBEHHOro npenapara
A1 MeQULIMHCKOTO NPUMEHEHNA OOMKEH coaepaThb:

1) ycnoBusi U CpOKM NpPoBEAEHNA AAHHOIO UCCreA0BaHUs;

2) onpegeneHve obwen CToMMOCTW NporpamMMbl 4aHHOIO MUCCNeaoBaHWs C YKasdaHUeMm
CyMMbI, NpefHa3Havatowencs ang sbinnaT uccnegoBartensam, couccnegoBatensm;

3) onpegeneHve ¢OpMbl NpeacTaBfieHUs pe3ynbTaToB [AaHHOrO UCCreaoBaHUsA B
YNOSTHOMOYEHHbIN doeepanbHbIi OpraH UCNOSTHATENBHOW BIlaCTu.

FTAPAHT:

CM. KommeHTapum K ctaTbe 41 HacTosiero ®eaepanbHOro 3akoHa

Cratba 42. duHaHcoBoe obecneyvyeHne KIMHNUYECKOro nccrneaoBaHust NekapcTBEHHOro
npenapaTa ans MeAnLUHCKOro NpUMeHeHus

dunHaHcoBoe obecneyeHne KIMHUYECKOro UCcneaoBaHus NekapCTBEHHOro npenapara
AN MeQULIMHCKOrO NPUMEHEHNS OCYLLIECTBIISIETCA 3a CYET:

1) cpencts chenepanbHoro GooxeTa;

2) cpeacTB opraHuM3auui, NONyYMBLUMX paspelleHne Ha OpraHm3auuio npoBeAeHUs
AAHHOro nuccrnegoBaHusi, B COOTBETCTBUM C YCITOBUSIMW JOrOBOpa O ero npoBeAeHuu;

3) MHbIX HE 3anpeLLUeHHbIX 3aKoHogaTeNnbCcTBOM Poccuickon deaepaumm MCTOYHNKOB.

FAPAHT:

CM. KOMMeHTapun K ctaTbe 42 HacTosilero ®eaepanbHoro 3akoHa

Cratba 43. [lpaBa nauueHTOB, Y4acCTBYHOLWMX B KIUHUYECKOM WUCCreaoBaHUN
nekapCTBEHHOro npenapara ans MeguMuUnHCKOro NpMMeHeHns
1. YyacTne nauMeHTOB B KIIMHMYECKOM WCCIEeAOBaHWN JEKAapCTBEHHOrO npenapaTta
Anst MeAULMHCKOro NpuMeHeHns aBnsieTcs 406pPOBONbHBIM.
FAPAHT:

O6 opraHusaunm OTAENEHUN KIAMHUYECKUX WUCMbITAHUN FEeKapCTBEHHbLIX MpenapaTtoB Ha
300poBbIx gobpoBonbuax cM. npukas MuHsgpasa PO ot 25 asrycta 1992 r. N 235
2. lNaumMeHT vnNu ero 3aKkOoHHbLIM MNpeacTaBuTENb AOMKEH ObiTb MHMOPMMPOBaH B
NMUCbMEHHON dhopMme:
1) o nekapcTBeHHOM nMpenapaTte Ans MeAUUMHCKOrO MPUMEHEHUST U CYLLHOCTU
KITMHNYECKOro nccriegoBaHNA 9TOro fIEKapCTBEHHOro npenapara;
2) o 6e30MacHOCTM fiekapCTBEHHOro npenapaTa Ans MeauuMHCKOro npuMeHeHusl, ero
oxungaemMmon 3pPEKTUBHOCTU N CTENEHU pUCKa AN NauneHTa;
3) 06 ycrnoBusx yyactmsa nauuMeHta B KAMHUYECKOM WCCNedoBaHUM NEKapCTBEHHOMO
npenapaTta ans MeanuuHCKoro npuMeHeHus;
4) o0 uenu wunu uenax W NPOAOIHKUTESNIbHOCTU  KIMHUYECKOrO  MCCrenoBaHus
nekapCTBEHHOro npenapara ans MeguuuHCKOro NpMMeHeHus;
5) o0 penctBuMaAx naumMeHTa B Cchnyyae HenpenBuAEHHbIX 3dEKTOB BNUAHUA
nekapCTBEHHOro npenapara gna MeguMuUnHCKOro NPUMMEHEHNA Ha COCTOSIHME €ro 340pPOBbS;
6) 06 ycrnoBusix 0683aTeNbHOr0 CTPaxoBaHUs XN3HN, 300POBbS NALVEHTA;
7) O rapaHTUaX KOHWUOEHUManbHOCTU Yy4yacTuss NaumMeHtTa B KIMHUYECKOM
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nccneooBaHMM NekapcTBEHHOro npenapaTa Ans MeanuuUnHCKOro NpUMeEHEeHUs.

3. [obGpoBonbHOE corfacve nauvMeHTa Ha y4dacTue B KIMHMYECKOM WccregoBaHum
nekapCcTBEHHOro npenapata AN  MeOUUMHCKOrO MNPUMEHEHMs MoATBEPXOaeTcs ero
MOAMUCLI0O WU MOAMNUCBHID €ro 3aKOHHOro npeacTaBuTeENs Ha WHAGOPMAaLMOHHOM TNUCTKE
nauueHTa.

4. MauneHT nnn ero 3aKoHHbIN NpeacTaBUTENb UMEET NPaBo OTKasaTbCs OT y4acTus B
KNMMHMYECKOM MCCneaoBaHUM NeKapCcTBEHHOMO Npenapara Ans MeauLUHCKOro NpuMeHeHus Ha
noboK cTagun NPoOBEAEHMS TAKOrO NCCrefoBaHMS.

MHdopmaums 06 naMeHeHusix:

®edepasibHbIM 3akOHOM om 22 okmsibpsi 2014 2. N 313-®3 6 yacmb 5 cmambu 43
Hacmosiweao ®edeparibHO20 3aKOHa BHECEHbl U3MEeHEeHUs, ecmynaroujue e cuJsiy rio
ucmeyeHuu mpuduyamu OHel rocne OHA oghuyuanibHO20 onybsiukoeaHusi Ha38aHHO20
®edeparnbHO20 3aKOHa

CmMm. mekcm Yacmu 8 npedbidyuweli pedakyuu

5. lNpoBegeHne KIMHMYECKOrO WCCNEedoBaHUS NeKapCTBEHHOro mnpenapaTta Aansd
MeANLMHCKOro NPUMEHEHNA C y4acTMeM B Ka4yeCTBe NauMeHTOB AeTeun JONYyCKaeTCs TOMbKO C
cornacuss B MUCbMEHHOM opMe UX poauTenen, YycblHoBuTenewn. [etn  Moryt
paccmaTpmBaTbCsl B KayecTBe MnoTeHuumarnbHbIX MaunMeHTOB TaKoro MccriegoBaHWUs, TOSMbKO
€eCnun ero npoBefeHne HeobxoaMmo ANs YKpensneHust 340poBbsa AeTen Unu npodunakTukm
MHGEKUNOHHBIX 3aboneBaHnin B 4ETCKOM BO3pacTe NnMbo ecnn uenblo Takoro nccrnegoBaHus
SABMSETCA MNOSlyYeHME [aHHbIX O Haunydlen OO3MPOBKE NEKApCTBEHHOro npenapara nns
nevyeHns peten. B aTux cnydadax TakoMy WcCCnenoBaHUIO OOSDKHO MpejwecTBoBaTb
KNMHMYECKOE NCCneaoBaHMe NekapCTBEHHOro npenapaTa Ans MeguuMHCKOro NpMMeHeHus Ha
COBEpPLUEHHOMNETHUX rpaxgaHax, 3a WCKNYeHWeM CcriydaeB, ecnu  uccrnegyembli
NIeKapCTBEHHbIN NpenapaT Ans MeOUUMHCKOro NPUMEHEHUS NpedHas3HaYeH WUCKHYUTENBHO
AnNs1 UCNONb30BaHMS HECOBEPLUEHHONETHUMU rpaXKaaHaMu.

6. 3anpewaeTcs nNpoOBEAEHUE KIIMHMYECKOrO MWCCreaoBaHUs  NIEKAaPCTBEHHOTO
npenapaTa ans MeauuuHCKOro NpUMEHEHUs C y4acTMeM B KadeCcTBe NaLuMeHTOB:

1) neTen-cnpoT u AeTen, octaBunxca 6e3 noneyveHns poanTenen;

2) XeHLWWWH B nepmnog 6epeMeHHOCTH, XEHLUNH B Nepuog rpyaHoro BCKapMsMBaHus, 3a
WCKMIOYEHNEM CIyvyaeB, €Cnn MPOBOAUTCSA KIMHUYECKOE WCCReAoBaHUE neKapCTBEHHOIO
npenapaTa, NpegHa3Ha4YeHHOro AS1 yKasaHHbIX >XEHLWH, MpU YCMoBUM HeoBXoaumMocTu
nosny4YeHmst MHopMauumn TONMbKO BO BPEMS MPOBEAEHUS COOTBETCTBYHOLLMX KIMHUYECKUX
nccrnegoBaHUM M NPUHATUS BCEX HEOOXOANMBIX Mep MO UCKINIYEHMIO pucka HaHeceHa Bpeaa
XEHLWMUHe B nepuog 6epeMeHHOCTU, XKEHLUMHE B Nepuoa rpyaHoro BCKapMIMBaHUSA, Nioay
nnu pebeHky;

3) BOEHHOCNyXalWuxX, 3a MWCKMYEHMEM ClnyyYyaeB MpoOBeAeHUs1  KIMHUYECKOro
nccrnenoBaHus fiekapCTBEHHOro npenaparta, cneumanbHO pa3paboTaHHOro Afsi NPUMEHeHUs
B YCNOBUAX BOEHHbIX [OEWUCTBUW, 4Ypes3BbldarHbIX CUTyauuwn, MpounakTukn u neveHuns
3aboneBaHn U MNOpaxeHW, MONYYEHHbIX B pea3ynbTaTe BO3AENCTBUS HebnaronpuUsaTHbIX
XUMUYECKMX, DMONOrMYeckmx, pagnaumoHHbIX akTopoB. KnnHnyeckoe nccnegosaHmMe Takoro
fleKapCTBEHHOro npenapata MOXeT MNpPoBOAMTLCSA C Yy4acTMEM B KadecTBe MauueHToB
BOEHHOCNYXAaLLUMX, 3a WUCKIMHOYEHNEM BOEHHOCHYXXAaLUMX, NMPOXOAALLUMX BOEHHYK CNyx0y no
npu3bIBy, ¢ cobntogeHnem TpeboBaHnin, yCTaHOBIEHHbIX HacTosAWwmM deaepanbHbIM 3aKOHOM
B OTHOLLEHWUWN rpaXKgaHCKMUX Nnu,;

4) cOTPYyAHMKOB NPaBOOXPaHNTESTbHbIX OPraHoB;

5) nuy, oTbbIBalOWMX Haka3aHMe B MecTax nuweHus cBoboabl, a Takke nuu,
HaxoAALMXCH NOA CTpaXen B CneaCTBEHHbIX N30MATOPax.

7. [onyckaetca npoBefeHue KIWHUMYECKOro UCCnegoBaHUs  NIeKapCTBEHHOrO
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npenapata 458 MeavUMHCKOro NpUMEHeHUs, npegHa3HayeHHoro Ans nevyeHnsa ncuxndeckux
3aboneBaHun, C y4acTMem B Ka4yecTBe MauMeHTOB NUL, C NCUXUYeCcKMMKU 3aboneBaHusIMU,
NMPU3HaHHbIX HegeecnocobHbiMM B NOpsSiAKe, YCTAHOBMEHHOM  3aKoHoAaTesNlbCTBOM
Poccunckon ®epepaumn. KnnHndeckoe uccrnegoBaHne NekapCTBEHHOrO npenapaTta B 3TOM
crnyyae npoBOAUTCA TMPU  HanmMyuMuM  corfacus B MUCbMEHHOW (opMe  3aKOHHbIX
npegcraBuTenen ykasaHHbIX nuu,.

FTAPAHT:

CM. KoMmeHTapum K ctaTbe 43 HacToswero ®eaepanbHOro 3akoHa

MHdopmaums 06 naMeHeHusix:

®edepasibHbIM 3akoHOM om 29 Hosibpsi 2010 e. N 313-@3 cmambsi 44 Hacmosiuezo
®edepanibHO20 3aKOHa U3/oXeHa 8 Hoeol pedakuuu, ecmynaroweu 8 cuny ¢ 1 sHeaps
2011 a.

CM. mekcm cmambu 8 npedsidyuwiel pedakyuu
CraTtbsa 44. Ob6ga3aTtenbHOE CTpaxoBaHUE XWU3HW, 300POBbSA NauMeHTa, y4acTBYHOLLErO
B KIMHMYECKOM  WCCNEeAOBaHUM  NEKApCTBEHHOro  npenapata  Ans
MEANLMHCKOro NpUMEHEHUS

1. OpraHmsaumsa, nonyYMBLIAA paspelleHne Ha OopraHu3auuio  npoBedeHus
KIMHMYECKOro UCCreaoBaHNsA fniekapCTBEHHOro npenapaTta Anst MeAULMHCKOrO NpUMEHeHUs,
06s3aHa B Ka4yeCTBE CTpaxoBaTens CTpaxoBaTb PUCK NPUYMHEHUS Bpena XW3HW, 300POBbHO
nauyveHta B peaynbTarte MpOBEAEHUS KIMHUYECKONO WCCReAoBaHUA nekapCcTBEHHOIO
npenapata Ang MeAuUMHCKOro NMpUMMEHEHMS 3a CBOW CYET MyTem 3akryYeHus OoroBopa
006s13aTeNbHOr0 CTpaxoBaHmS.

2. O6bektom 0653aTenbHOr0 CTpaxoBaHWUs SBNAETCA MMYLIECTBEHHbIA MHTepec
nayneHTa, CBA3aHHbI C NPUYUMHEHMEM Bpeda €ro XM3HWM WM 300POBbLI0 B pesynbTaTte
NpoBeAEeHNsT KNMMHUYECKOrOo MCCNefoBaHUSA NekapCTBEHHOro npenaparta ans MeaumumMHCKOro
NPUMEHEHNS.

3. CTpaxoBbIM crly4aemMm no JoroBopy o6s13aTenbHOro CTpaxoBaHusa SBNSAETCA CMepTb
nauyneHTa unm yxyguweHue ero 340poBbsi, B TOM 4uCre Briekyllee 3a cobon ycTaHOBNEHue
WHBaNMOHOCTN, NPU HanMyun NPUYNHHO-CNEACTBEHHOW CBA3M MEXAy HacCTynfieHMem 3TOoro
cobbITUA N yYyacTUEM NMaLMEHTA B KIMMHUYECKOM UCCNENOBaHMM NEKAPCTBEHHOIO npenapara.

4. TpeboBaHMs 0 BO3MELLEHMM Bpeaa, MPUHUHEHHOIO XXN3HN NN 300POBbLIO0 NALMEHTA,
npeabsaBnATCA B TEYEHME CPOKOB WCKOBOM [OABHOCTWU, YCTAHOBMNEHHbIX TrpaXgaHCKUM
3aKOHOAaTesIbCTBOM.

5. Pasvep cTtpaxoBou BbiNfaTbl MO A0roBopy 06A3aTenbHOro CTpaxoBaHMWs
COCTaBnseT:

1) B cny4yae cmepTu nauueHTa ABa MUIMMOHA pybnenm Ha KaxOoro naumeHTa,
y4aCTBOBABLLENO B KIMMHMYECKOM MCCIe4OBaHUN NeKapCTBEHHOrO npenapara;

2) Npy yxXyALweHun 30opoBbs NauneHTa:

a) nosnekwem 3a cobon yCTaHOBREHWE WHBaNWAHOCTM | rpynnbl, OOWUH MWIIVOH
NATbCOT ThicAY pybrem Ha Kaxgoro nauueHTa, Y4acTBOBaBLUENO B KIIMHMYECKOM
nccnegoBaHMn NekapCTBEHHOMo nNpenapara;

0) nosnekwem 3a cobon ycTaHoBreHWe uHBanuaHoctu |l rpynnbl, OAWUH MWIFINOH
pybnen Ha Kaxgoro nauueHTa, Yy4acTBOBaBLUErO B  KIIMHUYECKOM  MCCreaoBaHuu
NeKkapCcTBEHHOro npenaparTa;

B) nosrekwem 3a cobon yctaHoBreHue wuHBanugHocTtw Il rpynnbl, NATLCOT ThICAY
pybnenm Ha Kaxgoro naumeHTa, YyyacTBOBaBLUENO B  KIMHWMYECKOM UCCneLoBaHUM
NeKkapCcTBEHHOro npenaparTa;

MHdopmaumsa 06 nameHeHusx:
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®dedepanbHbIM 3aKOHOM om 22 0Oekabpsi 2014 2. N 429-®3 nodnyHkm "2" nyHkma 2
yacmu 5 cmambu 44 Hacmosiwezo PedepasibHO20 3aKOHa U3JIOXeH 8 HO8oU pedaKyuu,
ecmynarowiel 8 cuny c 1 urons 2015 a.

CM. mekcm nodnyHkma e npedbidyujell pedakyuu

r) He nosrekwem 3a cobon YCTaHOBMEHUA WHBaNMAHOCTW, He Oonee yem TpucTta
ThiCAY pybnen Ha Kaxaoro naumeHTa, ydacTBOBaBLUErO B KIMMHWYECKOM UccnegoBaHum
neKapCTBEHHOro npenapaTa, UCXO04s W3 HOPMAaTMBOB, OTpaXaloLMxX XapakTep W CTeneHb
NnoBpeXOeHNss 300pOBbs, a Takke (aKTUYECKM MOHECEHHbIX MNaUMEHTOM pPacxXo4os,
BbI3BaHHbIX MOBPEXAEHNMEM 300pPOBbS, HA MEAUUMHCKYD MOMOLb, npuobpeTeHne
NeKapCTBEHHbIX NpenapaTos.

6. YTpatuna cuny c 1 nona 2015r.

MHdopmaumsa 06 nameHeHusx:

CM. mekcm yacmu 6 cmambu 44
7. Cpok poroBopa ob6s3aTenbHOro CTpaxoBaHUs HE MOXeT ObiTb MeHee, YeM CPOK
NnpoBeaeHnst KITMHUYECKOro NCCreaoBaHus NekapCTBEHHOro npenapara.

MHdopmaumsa 06 nameHeHusx:

®PedepasibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-®3 e vacmb 8 cmambu 44
Hacmosiwezo ®edeparnibHO20 3aKOHa BHECEHbl U3MEHeHUsl, ecmynarouwue e cusy c 1
uronss 2015 a.

CmM. mekcm 4acmu e npedbidyuwjeli pedakyuu

8. Ycnosua goroBopa 06s13aTenbHOro CTpaxoBaHUs, B TOM YMCIE CTpaxoBble Tapudbl
no obsi3aTtenbHOMY CTpaxoBaHWto, NepeyeHb HeoBXO0AMMbIX JOKYMEHTOB 4151 OCYLLeCTBNEHUS
CTpaxoBOM  BbiNNaTbl, MNOPSAOK  YCTAHOBMEHWs  cTpaxoBaTenem  MHAUBUMAYaNbHOro
NOEHTUMPUKALUMOHHOMO Koda MaumMeHTa, nopsgok  MHMOPMUPOBAHUS  CTpaxoBaTernem
CTpaxoBLUMKa O NMPUBMIEYEHHbIX K KIMHUYECKOMY MCCNea0oBaHUI0 NeKapCTBEHHOro npenapara
AN MeOULMHCKOro NpUMEHEHNsa nauueHTax, NopsiAoK ynnatbl CTPaxoBOW npemuun, nopsgok
peanuaauun onpegerneHHbix HacToawmnm deaepanbHbIM 3aKOHOM U ApyrumMu beaepanbHbIMU
3aKoHaMu npaB M 00513aHHOCTEN CTOPOH MO 4OroBopy 0643aTenbHOro CTpaxoBaHUsl, a Takke
HOpPMaTUBbI, OTPaXaroLme xapakTep U CTeneHb NOBPEXAEHUS 300POBbS, YCTaHABIMBAKOTCS
TUNOBBLIMU NpaBunamm oba3aTenbHOro CTPaxoBaHus.

9. B cnyyae npuvynHEHUa Bpeda XWM3HW MauMeHTa, y4acTBOBaBLUETO B KIMHUYECKOM
nuccrnegoBaHUM  fieKapCTBEHHOro  npenaparta, BbirogonpuobpetaTtensaMmm  nNo  4OroBopy
06a3aTeNbHOr0 CTpaxoBaHUsA ABMASIOTCA rpaxaaHe, MMeloLLmMe NpaBo Ha BO3MeLLEeHne Bpena
B Criydae CMepTW KOpMUIibLa B COOTBETCTBUWN C rpaAaHCKUM 3aKoOHoAaTenbLCTBOM, Mpu
OTCYTCTBUM TaKuX rpaxgaH - pogutenu, cynpyr, 4eTn ymepLuero rnaumMeHTa, ydacTBoBaBLLEro
B KIMHWYECKOM WCCnefoBaHUM NeKapCTBEHHOro rnpernaparta, B Clydyae CMepTW MNauueHTa,
y4acTBOBAaBLLEIO B KIIMHUYECKOM UCCNeLOBaHMM NIEKAaPCTBEHHOMO npenaparta U He MMEBLLETO
CaMOCTOATENbLHOrO [oxoda, - rpaxaaHe, Ha WKOMBEHUUM KOTOpPbIX OH Haxoauncs, B
OTHOLIEHMM BO3MELLUEHUS pacxodoB Ha norpebeHMe naumeHTa, Yy4yacTBOBaBLUENO B
KIMHMYECKOM UccrieoBaHnn fiekapCTBEeHHOro npenapara, - JiMuo, NoOHecLlee Takue pacxoabl.

10. CtpaxoBas BbinsaTta B cHeT BO3MELLEHUS Bpeaa, NPUINHEHHOMO XU3HU NauueHTa,
y4yacTBOBaBLUErO B KIWMHWUYECKOM  UCCreJoBaHUM  JIeKapCTBEHHOro  npenapara,
pacnpegensieTca mexay BblrogonpuobpetarensaMm MNponopunuoHanbHO MX KOMUYECTBY B
paBHbIX AONAX.

11. MNpwn HacTynneHMn CTPaxoBOro cryyas nauueHT, Yy4acTBOBaBLUMW B KITMHUYECKOM
nccnefoBaHMM NeKapCTBEHHOrO npenapata, BbirogonpuobpeTtatens BnpaBe MNpeabsBUTb
HenocpeaCcTBEHHO CTpPaxoBLUMKYy TpeboBaHMe O BO3MELLEHMM NPUYUHEHHOro Bpeaa.
CTpaxoBasi BbinnaTa OCYLWECTBMSETCA CTPaxOBLUMKOM B TevyeHue Tpuauatu AHEen cO AHSA
npeacraBneHns HeobxoAuMMbIX [OOKYMEHTOB. [lauMeHT, y4yacTBOBaBLUMW B KITMHUYECKOM
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nccnegoBaHMM NiekapCTBEHHOrO npenapara, unu BbirogonpuobpeTtatens 0683aH coobWmTb
CTPaxoBLUUKY ans OCYLLIeCTBNEHNS CTpaxoBou BbInnaTbl NHOnBMAOYyarbHbI
NOEHTUMPUKALMOHHBIN KOA4 MauMeHTa, YCTaHOBIMEHHbIN CTpaxoBaTeneM B COOTBETCTBUM C
TUNOBbLIMU NpaBunamm oba3aTenbHOro CTPaxoBaHus.

12. [Jo nonHoro onpegeneHna pasmMepa noafiexailero BO3MELLEHUIO Bpeaa
CTPaxoBLUK MO 3asiBMEHWO NauueHTa, y4acTBOBaBLUErO B KIMHWYECKOM MUCCrieLoBaHUN
NeKapCTBEHHOro npenapaTa, unu 3asBrneHunto BbirogonpuobpeTatensa BnpaBe OCYLLECTBUTb
YacTb CTpPaxOBOW BbiNNaTbl, COOTBETCTBYLLUYD aKTU4YECKM OMnpeserieHHoOM 4YacTu
NPUYNHEHHOTO Bpeaa.

13. CtpaxoBas Bbinfata B COOTBETCTBUW C AOroBOPOM 0bBA3aTenbHOro CTpaxoBaHUA
OCYLLEeCTBMNAETCA He3aBUCUMO OT BbINSaT, NPUYMTaoOLWLMNXCS MO APYrMM BUaM CTpaxoBaHUA.

14. He ponyckaeTtcs yyacTue nauueHTta B NpoBeAeHUU KIMHUYECKOro UccrenoBaHuns
rfleKkapCTBEHHOro npenapara npu OTCyTCTBUM JOroBopa 06s13aTeNbHOro CTpaxoBaHuS.

15. KOHTpOnb 3a WCMOSIHEHMEM oOpraHusauuen, MonyymBlLlEN pas3pelleHne Ha
opraHuMsaumio nNpoBedeHNsa KIMHUYECKOro WCCrefoBaHUs feKapCTBEHHOro npenaparta Aans
MEANLMHCKOrO MNPUMEHEHMUSI, YCTAHOBIMEHHOW HacTosiwen crtatberd 00s3aHHOCTM No
0bs13aTenbHOMY CTPaxoBaHUIO XXU3HU, 300P0Bbs NauneHTa, yqacTByoLwero (y4actBoBaBLUEro)
B KIMHWYECKOM  UCCnefoBaHWM — NeKapCTBEHHOro  npenaparta,  OCyLlecCTBrsieTcs
YNONMHOMOYEHHbIM  dbefiepanbHbiM  OPraHOM  UCMOSIHUTENbHOM  BRacTW,  BblAaBLUUM
paspelleHne Ha npoBedeHne KIMHUYECKUX UcCneoBaHUn fiekapCTBEHHbIX MpenapaToB Anis
MeANUMHCKOrO NPUMEHEHMUS.

FAPAHT:

CM. koMmmeHTapun K ctaTbe 44 HacToswero ®efepanbHOro 3akoHa

MnaBa 8. npOM3BOACTBO n MapkKnpoBKa JieKapCTBeHHbIX cpeancTB

CraTtbs 45. Npon3BoacTBO NEKAPCTBEHHbLIX CPEACTB

MHdopmaumsa 06 nameHeHusax:

®PedepasibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-©3 8 wvacmb 1 cmambu 45
Hacmosiwezo ®edeparnibHO20 3aKOHa BHECEHbI U3MEHEeHUsl, ecmynarouwue e cusy c 1
urons 2015 a.

CM. mekcm Yacmu e npedbidyuwieti pedakyuu

1. [lpou3BoacTBO  JeKapCTBEHHbIX CcpeaAcTB  [AOMMKHO  COOTBETCTBOBATb
TpeboBaHnAM npaBun  Hagnexawen npou3BOACTBEHHOMW MPaKTUKK, YTBEPXAEHHbLIM
YNONMHOMOYEHHbIM  bedepanbHbIM  OpraHoM  uUcnomnHutenbHon Bnactu. OcobeHHOCTU
nepexoga npoOM3BOACTBA OTAENbHbIX JNEKAapCTBEHHbIX CPeACTB K WX NPOM3BOACTBY B
COOTBETCTBMM C TpeboBaHMSMW MpaBun Hagnexawen npon3BOACTBEHHON MPAKTUKN
ycTaHasnuBatwTca [lpaButensctBoM Poccunckon depepaumn. Bblgaya 3aknoveHun o
COOTBETCTBUN NPOU3BOAMTENS NIEKAPCTBEHHbBIX CPeacTB TpeboBaHMsM nNpasus Haanexawemn
NPOM3BOACTBEHHOM MPaKTUKM  OCYLLUECTBNSAETCA NO pes3ynbTataM  WHCNEKTUPOBaHMUS
npou3BoauTENEN NEKAapCTBEHHbIX CPeACTB B nopsiake, YCTaHOBMEHHOM [lpaBUTENbLCTBOM
Poccunckon ®depepaumn. Pasmep nnatbl 3a Bblgayy 3akf4YeHUs O COOTBETCTBUM
npou3BoaMTENSA  NEKapCTBEHHbIX  CpeacTB  TpeboBaHMsIM  npaBun  Hagnexawen
NPOM3BOACTBEHHOM MNpaKTUKM ycTaHaBnmBaeTca [NpaButensctBom Poccurckon depepaumn.
Mopspok opraHMsauun u NPoBeAeHNA NHCNEKTUPOBAHUS NPOM3BOAMTENEN NEKapCTBEHHbIX
CpencTB Ha COOTBETCTBME TPEOOBaAHMAM MpaBu Hagnexalwlen Npon3BoACTBEHHON NPaKTUKU
ycTaHaBnmBaetcs Npasutensctsom Poccurickon ®epepauuu.

MHdopmaLms 06 naMeHeHusix:
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®edepanibHbIM 3akOHOM om 22 Oekabpsi 2014 2. N 429-®3 8 yacmb 2 cmambu 45
Hacmosiweao ®edepalsibHO20 3aKOHa 6HeCeHbl U3MeHeHusi, ecmynarowue 8 cuny c 1
urons 2015 a.

CmM. mekcm Yacmu e npedbidyujell pedakyuu

2. [lpou3BoACTBO  NiekapCTBeHHbIX cpeactB B Poccuickon  depepaumn
OCYyLLEeCTBNAETCA NPOU3BOAUTENSMU NEKapCTBEHHbIX CPeACTB, UMEKLWUMU NNLEH3NI0 Ha
NPON3BOACTBO JIEKAPCTBEHHbIX CcpeacTB. [loaTBepXaeHWe COOTBETCTBMS nUuUeH3vaTta
npasunam Hagnexawen rnpous3BOACTBEHHOM MNPaKTUKM  OCYLLEeCTBNAeTCs B paMkax
NNLEH3NOHHOIO KOHTPONSA B COOTBETCTBMM C 3aKOHoOaTenbCcTBOM Poccuiickon degepauun ¢
y4yeToM 0COBEHHOCTEN, yKa3aHHbIX B 4acTu 1 HAacTOsLWEN CTaTbW.

3. [lpon3BOACTBO fEKAPCTBEHHbIX CPeaCTB OCYLECTBNAeTcs C cobnogeHnem
TpeboBaHNN NPOMbLILSIEHHOrO pernamMeHTa, KOTOpbI yTBepXOAaeTcs pykoBoauTenem
Npon3BOAMTENSA JIEKAPCTBEHHbLIX CPEACTB W BKMNOYaeT B cebsa nepeveHb MCNosib3yemblX
chapmMaueBTUYECKMX CYOCTaHUMMA U BCnoMoraTesibHbIX BelWeCcTB C YyKasaHUeM
KONMMYecTBa KaXOaoro M3 HUX, daHHble 06 wncnonb3dyemoMm o6opyaoBaHuMK, OnMuUcaHue
TEXHOMNOMMYEeCcKoro npouecca W MEeTOOOB KOHTPONS Ha BCex 3JTanax npou3BOACTBa
NeKapCTBEHHbIX CPEACTB.

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-©3 8 vacmb 4 cmambu 45
Hacmosiweao ®edeparnibHO20 3aKOHa BHECEHbI U3MEHeHUsl, ecmynarouwue e cusy c 1
uronss 2015 a.

CmM. mekcm 4acmu e npedbidyuwjeli pedakyuu

4. lMpn npons3BoACTBE NEeKapCTBEHHbIX CPEeACTB MCMONb3YKTCA dhapMaueBTUdeckue
cybCTaHuuK, BKIMOYEHHbIE B TOCYOAPCTBEHHbIN peecTp feKapCTBEHHbIX CPeacTB, 3a
ucknoveHnem  dapmMaueBTUYECKUX  CyOCTaHUMWA, MPOM3BOAMMBIX AN NpoBefeHust
KITMHUYECKMX UccnegoBaHum n ans akcnopta. K npoueccy nponssoacTsa hapmaleBTUYECKON
cybcTaHuum oTHocATca nbble CTagum  TEXHOMOMMYEeCKoro npouecca, no3Bonstowme
NoSly4YMTb rOTOBbLIN NPOAYKT, COOTBETCTBYHOLLMI TpeOOBaHMAM hapMakonenHom ctaTbn, B TOM
ynucne  pepmeHTauusi,  3KCTpakUuMda, OYUCTKa, BblaeneHue, nepekpuctannuaauus,
BbICyLLUMBaHWE, U3MernbYeHMe.

MHdopmaumsa 06 nameHeHusax:

®edepanbHbIM 3akoHOM om 14 Oekabps 20152. N 374-©3 wvacmb 4.1 cmambu 45
Hacmosiuje2o ®edepasibHO20 3aKOHa U3MoXeHa 8 HogoU pedaKkyuu

CmM. mekcm Yacmu e npedbidyujell pedakyuu

4.1. lMepeyeHb NEKAPCTBEHHbIX MpenapaToB AN MEOULUHCKOrO MPUMEHEHUS, B
OTHOLLEHMM KOTOPbIX YCTaHaBMMBalTCs TpeboBaHMA K OObemMy Tapbl, YyMNakoBke W
KOMMMNEKTHOCTN, NepeYeHb NeKkapCTBEHHbIX NpenapaToB Ans BETEPUHAPHOIO NPUMEHEHUS, B
OTHOLLIEHMM KOTOpPbIX YyCTaHaBNMBaKTCA TpeboBaHNSA kK 06beMy Tapbl, a Takke TpeboBaHus K
oO6beMy Tapbl, YNakoBKe M KOMMMEKTHOCTU NeKapCTBEHHbIX NpenapaTtoB AN MeAULMHCKOro
NpUMeHeHns, TpeboBaHMA K 06beMy Tapbl NEKAPCTBEHHbLIX NpenapaToB Afs BETepPUHAPHOro
NPUMEHEHUS OMNpPedensaTC COOTBETCTBYHOLUMMWU  YNONTHOMOYEHHBIMU  dedepanbHbIMU
opraHamu  WCMONHWUTENbHOW BRacTM B NOpPsiAKe, YCTAHOBMNEHHOM  [1paBUTENbCTBOM
Poccuinckon ®egepaunn.

MHdopmaums 06 naMeHeHusix:

®edepasibHbIM 3akoHoM om 3 uwons 2016 2. N 261-®3 cmambu 45 Hacmosiuwezo
®edeparnibHo20 3aKoHa 0oriofIHeHa Yacmbio 4.2, ecmynarowel e cusy ¢ 1 aHeaps 2017 a.
4.2. OpraHusaumm, ocyLlecTBASALWMe NPoOn3BOACTBO hapMaueBTU4Yeckon cybctaHumm
cnvpta 39TUNOBOro (3TaHona) Ans Mpou3BOACTBA  CNUPTOCOAEPXalLMX feKapCTBEHHbIX
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npenapartoB, 0653aHbl OCYLLECTBMATb y4eT U AeKnapupoBaHne B NOpsiake, YCTaHOBEHHOM
cratbaMm 8 un 14 ®depepanbHOro 3akoHa oOT 22 Hosibpa 1995 roga N 171-¢3 "O
rocyaapCTBEHHOM perynumpoBaHuy NpoM3BoacTBa U 06opoTa 3TUMOBOrO CNUpTa, ankorosibHOM
N cnupTocoaepXallen npoaykumm n o6 orpaHndyeHnn notpebneHus (pacnuTtusl) ankorosibHON
npoaykumn®.

MHdopmaumsa 06 nameHeHusx:

Cmamebs 45 dononHeHa dyacmbto 4.3 ¢ 1 siHeapsi 2018 2. - PedepanbHbIU 3aKOH om 29

urons 2017 2. N 278-@3

Cwm. 6ydywyro pedaKkyuro

5. 3anpeLlyaeTcs npon3BoaCTBO:

1) nekapCTBEHHbIX CPEACTB, He BKMYEHHbIX B FOCYyAapCTBEHHbIA  peecTp
NeKapCTBEHHbIX CPEACTB, 3@ MCKIHOYEHMEM IeKapCTBEHHbLIX CpeacTB, MPOU3BOAMMbLIX OJiS
NPOBeAEHNsI KNMHUYECKNX UCCIeA0BaHUNA 1 AN 9KCNopTa;

2) chanbcnpUUMpPOBaHHbIX NIEKAPCTBEHHbIX CPEACTB;

3) nekapcTBeHHbIX cpeacTB 6e3 NMUEH3Mn Ha NPOM3BOACTBO JIEKAPCTBEHHbIX CPEACTB;

4) nekapCTBEHHbIX CpPeACTB C HapylUeHMEM NpaBun OpraHun3auuMu Npou3BOACTBA M
KOHTPOIS Ka4yecTBa fleKapCTBEHHbIX CPeACTB.

MHdopmaumsa 06 nameHeHusax:

Yacmb 5 dononHeHa nyHkmom 5 ¢ 1 sHeapsi 2018 2. - ®edepasibHbIU 3aKOH om 29 utosis
2017 e. N 278-®3

Cwm. 6ydywyro pedakyuro

®edepasibHbIM 3aKkOHOM om 22 Oekabpsi 2014 2. N 429-®3 8 yacmb 6 cmambu 45
Hacmosiweao ®edepanbHO20 3aKOHa BHECEHbl U3MEHEeHUsl, ecmynarouwue e cusy c 1
urons 2015 a.

CmM. mekcm 4acmu e npedbidyuwjell pedakyuu
6. Mpn BBOAE NEKapCTBEHHbIX CPEACTB B rpaXkaaHCKUin 060poT YNONTHOMOYEHHOE NULO
NpOM3BOANTENSI NEeKAPCTBEHHbIX CPEACTB OCYLLEeCTBNSET NOATBEPXKAEHME COOTBETCTBUS
NeKapCTBEHHbIX CpeacTB TpeboBaHUSIM, YCTAHOBMEHHbIM MpPUM  UX FOCyAapCTBEHHOM
perucTpauumn, U rapaHTUpyeT, YTO NeKkapCTBEeHHble CpeacTBa NPoun3BeaeHbl B COOTBETCTBUN C
TpeboBaHUAMU NpaBu Haanexallen NPon3BOACTBEHHONM NPaKTUKK.

MHdopmaums 06 nameHeHusix:

®dedepanbHbIM 3akoHOM om 22 okmsbps 2014 2. N 313-®3 vacmb 7 cmambu 45
Hacmosiuwezo PedeparibHO20 3aKOHa U3/0XeHa 8 Hoeol pedakuuu, ecmynarouwel e cusy
rno ucmeyeHuu mpuduamu OHel rocrie OHs oghuyuasibHo20 onybsiukoeaHuUs1 Ha38aHHO20
®edeparibHO20 3aKOHa

CmM. mekcm Yacmu e npedbidyuwjell pedakyuu

7. YNONHOMOYEHHbIM JIMLIOM MPOU3BOAUTENS NEKapCTBEHHbLIX CPEACTB SABNAETCHA €ro
pabOTHUK, aTTeCTOBaHHbIN B YCTAHOBMEHHOM YMNOMHOMOYEHHbIM (headeparbHbiM OpraHoMm
NCNOSTHUTENbHOW BnacTu nopsifke M UMeLWnn ctax paboTbl HEe MeHee YeM NSATb NeT B
obnactu npousBoAcTBa U (MNM) KOHTPONSA KayecTBa reKapCTBEHHbIX CPeAcTB, BbiCLUee
obpa3oBaHMe COOTBETCTBEHHO MO OOHOW U3 cneuuanbHOCTEW W (MNK) OAHOMY U3
HanpaBneHun noaroToBku: 6Guonorus, OBUOTexHonorus, BeTepuHapus, KIMHWYecKas
MeavumMHa, paguauuoHHas, xuMmudeckas wn buonornyeckas  3awuTa,  dpapmaums,
dyHAaMeHTanbHaa MeavumHa, XMmuyeckasi TEXHOMOIMMs, XUMUS.

MHdopmaumsa 06 nameHeHusx:

Hacmb 8 usameHeHa ¢ 1 aHeaps 2018 2. - ®edepanbHbili 3akoH om 29 urons 2017 2. N 278-
®3
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Cwm. 6ydywyro pedakuyuro

8. TpousBoantenn nekapcTBEHHbIX CPeacTB MOryT OCYLWECTBMATb npoaaxy
NEeKapCTBEHHbIX CPeACTB WM nepedaBaTtb WX B YCTAHOBMIEHHOM 3aKOHOAATENbCTBOM
Poccunckon ®epepaumn nopsagke:

1) A4pyrMMm  nNpou3BOAUTENSAM  FIEKAPCTBEHHbIX CPeAcTB AN Npou3BOACTBA
NeKapCTBEHHbIX CPEACTB;

2) opraH13aumsiMm ONTOBOW TOProBIM NEKAaPCTBEHHBIMW CPEeACTBaMU;

3) anTeyHbiM oOpraHu3auusiM, BeTepUMHAPHbIM anTe4YyHbIM OpraHM3auusm,
MHOMBMAOYANbHBIM  NPeanpuUHUMAaTensM, UMEKLWUM NULEH3MI0 Ha apmaueBTUYECKYHO
AEATENbHOCTb UMK NMLEH3UIO HA MEANLMHCKYIO OeATeNbHOCTb;

4) Hay4HO-UccnegoBaTeNbCKMM  OpraHM3aumsiMm  Ans  Hay4HO-MUCCrefoBaTeNbCKon
paboThbl;

5) MeguuUMHCKMM opraHm3aumam 1 BeTepUHapPHbIM OpraHM3aumsaMm;

6) opraHusaumsaM, OCYLLECTBNALWMM pa3BedeHue, BblpallMBaHMe W coaepkaHue
XXUBOTHbIX.

MHdopmaumsa 06 nameHeHusx:

Cmamebsi 45 dononHeHa yacmebio 9 ¢ 1 siHeapsi 2018 a. - PedepasibHbIU 3aKOH om 29 Urons
2017 2. N 278-®3

Cwm. 6ydywyro pedaKkyuro
FTAPAHT:

CM. kKoMMeHTapun K ctaTbe 45 HacTosiero ®eaepanbHoOro 3akoHa

CraTtbsa 46. MapkupoBKa NekapCTBEHHbIX CPEACTB
FTAPAHT:

Cm. [lMonoxeHune O npoBedeHUN SKCNEpPUMEHTA MO MapPKUPOBKE KOHTPOSbHbIMU
(MOeHTUPUKaALMOHHBbIMW)  3HAaKaMM W MOHUTOPUHIY 3a O06OpPOTOM OTAENbHbIX BUOOB
NeKapCTBEHHbIX  MpenapaToB AN MeOVMUMHCKOrO  MPUMEHEHWUs,  YTBEpXOAEHHOe
nocrtaHoBrneHuem [pasutensctea PP oT 24 aHBapsa 2017 r. N 62

MHdopmaums 06 nameHeHusIx:

®edepanbHbIiM 3akoHoM om 11 okmsbps 2010e. N 271-®3 8 yacmb 1 cmambu 46
Hacmosiweao PedepalribHO20 3aKOHa BHECEHbI U3MEHEHUS

CmM. mekcm 4Yacmu e npedbidyuwjell pedakyuu
1. JlekapcTBeHHble npenapaTtbl, 3a WCKMOYEHNEM NeKapCTBEHHbIX MpenapaTos,
N3roTOBMEHHbIX anTeYyHbIMW OpraHu3auusiMu, BETEPUHAPHLIMM anTeYHbIMU OpraHu3auusimMu,
NHaMBUAYanbHbIMW NPeAnpUHUMATENSMA, UMEKLMMN FNMLEH3NI Ha dapMauleBTUYECKYH
AEeATeNbHOCTb, AOMKHbI NOCTYNaTb B 0bpalleHue, ecnu:

MHdopmaumsa 06 nameHeHusx:

®PedepasibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-®3 e nyHkm 1 yacmu 1 cmamabu
46 Hacmosiwezao ®edepasibHO20 3aKOHa 8HECEHbI U3MeEHeHUs, ecmynarouwue e cusny c 1
urons 2015 a.

CmM. mekcm nyHkma e npeodsbidyw,el pedakyuu

1) Ha UX NEepPBUYHOWM yNakoBKe (3a UCKIMIOYEHNEM NEPBUYHON YNaKOBKWN NeKapCTBEHHbIX
pacTUTENbHbBIX NPenapaToB) XOPOLIO YUTAEMbIM LWPUATOM HaA PYCCKOM SA3blKE YyKa3aHbl
HaMMeHOBaHMEe IeKapCTBEHHOro npenapata (MexayHapogHoe HernaTeHTOBaHHoOe, Win
rPynnuMpoOBOYHOE, WU XMMWYECKOE, UM TOProBoe HauMeHOBaHMe), HOMep cepuu, aarta
BbiNycka (4N WUMMYHOOMONOINMYECKUX JIEKapCTBEHHbIX NpenapaToB), CPOK TrOOHOCTY,
A03pPOBKa MM KOHLUEHTpauus, o6bem, akTUBHOCTb B eQMHMLAX OEWCTBUSI UMN KONMYECTBO
A03;
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MHdopmaumsa 06 nameHeHusx:

®PedepasibHbIM 3aKOHOM om 22 dekabpsi 2014 2. N 429-®3 8 nyHkm 2 yacmu 1 cmambu
46 Hacmosiwezo PedeparsibHO20 3aKOHa 8HeCeHbl U3MeHeHUs!, ecmynaroujue e cusny ¢ 1
urons 2015 a.

CmM. mekcm nyHkma e npeodbidyuwel pedakyuu

2) Ha MX BTOPUYHOM (NOTPEOUTENBLCKOM) YNaKoOBKE XOPOLLUO YMTaAeMbIM LIPUGTOM Ha
PYCCKOM $3blke yKasaHbl HaMMeHOBaHMEe JleKapCTBEHHOro npenaparta (MexayHapogHoe
HenaTeHTOBaAHHOE, WU TPYNMUPOBOYHOE, WM XMMUYECKOE M TOProBOE HaMMEHOBaHWS),
HanMeHoBaHWE MPOU3BOAMTENS NEKAPCTBEHHOrO npenaparta, HoOMep cepwun, gaTa Bbinycka
(ans MMMyHOGMONOrMYecknx rekapCcTBEeHHbIX MNpenapaTtoB), HOMEP PEerncTpaumoHHOro
yAOCTOBEPEHUS, CPOK FOAHOCTU, CNOCO6 NPUMEHEHNS, A03UPOBKA UMW KOHLIEHTpauus, obbem,
aKTMBHOCTb B €AMHMLAX A4ENCTBUS MO0 KONMYECTBO J03 B YNAKOBKE, NeKapCTBEHHast hopma,
YCIoBua OTMycKa, YCNOBMSA XpaHeHus1, npeaynpeanTenbHble Haanucu.

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3aKkOoHOM om 22 Oekabpsi 2014 2. N 429-®3 e yacmb 2 cmambu 46
Hacmosiweao ®PedepasribHO20 3aKOHa 6HeCeHbl U3MeHeHus, ecmynarowue 8 cusny c 1
urons 2015 a.

CmM. mekcm 4acmu e npedbidyujell pedakyuu

2. ®apmaueBTU4eckMe cybCcTaHUMM OOIMKHbI NocTynaTb B obpalleHue, ecnn Ha ux
NepBUYHON YMaKOBKE XOPOLUO YUTaeMbiM LWIPUEPTOM Ha PYCCKOM  A3blke  YKa3aHbl
HanmMeHoBaHWe dapMaueBTUYecKon cybcTaHuMu (MexayHapoaHOe HenaTeHTOBaHHOE, WUNn
rpynnMpPoOBOYHOE, UMM XUMWUYECKOe U  TOProBoe HaMMEHOBaHUs), HauMeHOBaHue
npousBoauTens apmaueBTnyeckon cyobcTaHumm, HOMep cepuu U aata MW3roTOBMEHWS,
KONMYeCTBO B YMaKOBKE W €AWHULbI U3MEPEHUs KONMYecTBa, CPOK FOAHOCTU U YCIOBUS
XpaHeHus.

3. JlekapcTBeHHbIe cpeacTBa B Ka4eCTBe CbIBOPOTOK JOMMKHbI NOCTyNaTh B obpalleHune
C YKasaHMEM >XWMBOTHOIO, U3 KPOBM, MNNasmbl KPOBW, OPraHOB W TKaHEN KOTOPOro OHU
NoJSlyYeHbl.

4. Ha BTOpUYHYO (NOTPeOUTENBbCKYIO) YNAKOBKY NTEKAPCTBEHHbIX CPEACTB, NOMyYeHHbIX
M3 KpOBW, MNSia3aMbl KPOBW, OpPraHOB W TKaHeW 4ernoBeKka, AO0JMKHA HAHOCUTbCHA Haamnuchb:
"AHTuTtena k BWY-1, BNY-2, k Bupycy renatmta C u NOBEPXHOCTHbIN aHTUreH Bupyca
renatuta B otcyTcTBylOT".

5. Ha nepBMYHYO ynakoBKy W BTOPMYHYK (MOTPEOUTENBLCKYKD)  YyNaKoBKY
pagnodapmaueBTUYECKUX JIeKapCTBEHHbIX CpeacTB  [[O/MKEH  HAHOCUTbCS  3HaK
pagnaumoHHOM ONacHOCTW.

6. Ha BTOpMYHYO (NOTPEBUTENBCKYIO) YNAaKOBKY roMeonaTUYeCKUX FieKapCTBEHHbIX
npenaparoB JOSMKHA HAHOCUTBLCSA HaanNueb: "flomeonaTnyeckuin'.

7. Ha BTOpuYHylO (NOTpebuTenbCkyo) ynakoBKY JeKapCTBEHHbIX pacTUTesbHbIX
npenaparoB A0OJPKHA HAHOCUTbCA HaanNuck: "lMpoaykumna npowna paganaunoHHbIN KOHTPOIb".

MHdopmaumsa 06 nameHeHusx:

®PedepasibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-©3 8 vacmb 8 cmambu 46
Hacmosiweao PedeparibHO20 3aKOHa BHECEHbl U3MeHeHUs, ecmynarowue 6 cusny c 1
urons 2015 a.

CmM. mekcm Yacmu e npedbidyuwjell pedakyuu
8. Ha nepBu4Hy0 ynakoBKy (ecnu Ons aToro CywecTByeT TEXHUYeCcKas BO3MOXHOCTb)
N BTOPUYHYIO (NOTPEOMTENBLCKYHD) YNaKoBKY fIEKapCTBEHHbIX NpenapaTtoB, npeaHasHavYeHHbIX
ONs  KNWHUYECKUX uccnegoBaHWW, AOMmKHA HAaHOCUTbCA Haanucb: "[Ona  KNUMHUYEeCKUX
nccnegosaHnn'.
9. YnakoBka IneKkapCTBEHHbIX CpPeACTB, NpeAHa3HaYeHHbIX WCKIIYUTENBHO Ans
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3KCnopTa, MapkmpyeTcs B COOTBETCTBMU C TpeboBaHUAMN CTpaHbI-MMnopTepa.

10. Ha TpaHcnopTHyi Tapy, KoTopasi He npegHasHadeHa ans notpebutenen u B
KOTOPYO MNOMELLEHO JleKapCTBEHHOe CpeAcTBO, [AOMMKHA HaHOCUTbCA UHGOpMauus o
HanMeHOBaHUN, Cepun rieKapcTBEHHOro cpeacTBa, JaTe BblMycKa, KofmyecTBe BTOPUYHBIX
(noTpebuTenbCcKkMxX) ynakoBOK feKapCTBEHHOro cpeacrtsa, nNpoussBoguTene fnekapcTBEHHOro
CpeAcTBa C ykasaHMeM HaUMEHOBAHUA N MECTOHaXOXAEHNS MPOM3BOAUTENS SIeKapCTBEHHOIO
cpeactea (agpec, B TOM 4ucne cTpaHa M (Mnv) MecTO MpPOM3BOACTBA JleKapCTBEHHOro
CpeacTBa), a TakkKe O CpOKe rofHOCTUM feKapCTBEHHOro cpeacrtsa M 06 ycrnoBusIX ero
XpaHeHns 1 NepeBO3kn, Heobxoaumble npegynpeanTenbHble HaanUCKU U MaHUNynAaTOpPHbIE
3HaKu.

11. Ha nepBuYHYlO YynakoBKy W BTOPUYHYIO (NOTPEOUTENbCKYKD)  YNakoBKY
NeKapCTBEHHbIX CPeACTB AN BETEPUMHapPHOro NpPUMEHEHUs LOOMKHA HaHOCUTbLCS HaOmnuchb:
"[lNa BeTepUHAPHOro NpUMeHeHns".

12. Ha BTOpMYHyO (NOTPEOUTENbLCKYKD) YMNaKoBKY JIEKApCTBEHHOro mnpenapaTta
HaHOCUTCS LUTPUXOBOW KOA.

FAPAHT:

CM. koMmeHTapumn K cTaTbe 46 HacTosiwero degepanbHOro 3akoHa

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3aKOHOM om 6 Oekabpsi 2011 2. N 409-03 8 HaumeHosaHue anaebi 9
Hacmosiweao ®edeparibHO20 3aKOHa BHECEHbI U3MEHEHUs, ecmyrnaroujue 8 cusy 1o
ucmeyeHuu mpuduamu OHel rocne OHS oghuyuanbHO20 onybsukoeaHusi Ha38aHHO20
®edeparibHO20 3aKOHa

CM. mekcm HauMeHo8aHus1 8 nNpedbidyuw,el pedakyuu

naBa 9. BB03 nekapcTBeHHbIX cpeacTB B Poccunckyro ®eaepaumio n BbiBO3
nekapcTBeHHbIX cpeacTB n3 Poccuinckon ®epepauumn

MHdopmaumsa 06 nameHeHusax:

®edepasibHbIM 3aKOHOM om 6 Oekabpsi 2011 2. N 409-®3 8 HaumeHog8aHUe cmambu 47
Hacmosiwezao ®edeparibHO20 3aKOHa BHECEHbl U3MEHEHUs, ecmynaroujue 8 cusy 1o
ucmeyeHuu mpuduyamu OHel rocrne OHA oghuyuanibHO20 onybsiukoeaHusi Ha38aHHO20
®edepanbHO20 3aKoHa

CM. mekcm HauMeHo8aHuUs 8 npeodbidyuw,el pedakyuu
CraTtbsa 47. [Nopagok BBO3a NeKapCTBEHHbIX cpeacTB B Poccuickyto degepauunio u
BbIBO3a NlekapCTBEHHbIX cpeacTs n3 Poccuickon ®enepauunn

MHdopmaums 06 naMeHeHusix:

®edepanibHbIM 3aKkoHOM om 6 Oekabpss 2011 2. N 409-O®3 6 yacmb 1 cmambu 47
Hacmosiweao ®edepasibHO20 3aKOHa BHECEHbI U3MEHEHUs, ecmyrnaroujue e cusy 1o
ucmeyeHuu mpuduamu OHel rocne OHS oghuyuanbHO20 onybsiuKkoeaHuUsi Ha38aHHO20
®eldeparnbHO20 3aKoHa

CmM. mekcm Yacmu e npedbidyuwjell pedakyuu
1. BB03 nekapcTBeHHbIX cpeactB B Poccuickyto defepaumio OCywlecTBAsSeTCs B
nopsgke, ycraHosrieHHoMm [lpaButenbctBom Poccunckon ®depepaummn, B COOTBETCTBUUN C
TaMOXXeHHbIM 3aKoHoaaTerlbCTBOM TaMOXeHHoro cot3a B pamkax EBpA3BC (panee -
TamoxeHHbIN coto3) 1 (unu) 3akoHopaTenscTtBoMm Poccuinckon degepauumn 0 TaMOXEHHOM
aene.

MHdopmaLms 06 naMeHeHusix:
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®PedepasibHbIM 3aKkoHOM om 6 Oekabpss 2011 2. N409-©3 6 yacmb 2 cmambu 47
Hacmosiweao ®DedeparibHO20 3aKOHa BHECEHbl U3MEHEHUs, ecmynaroujue 8 cusy 1o
ucmeyeHuu mpuduamu OHel rocne OHA oghuyuanbHO20 onybsiuKkoeaHusi Ha38aHHO20
®edeparsibHO20 3aKOHa

CmM. mekcm 4acmu e npedbidyuwel pedakyuu
2. Beo3umble B Poccuiickyto ®enepauunio nekapcTBeHHble CpeacTtBa OOSMKHbI ObITb
BKIMIOYEHbI B rOCYAApPCTBEHHbIN PEECTP NIEKAPCTBEHHbIX CPEACTB.

MHdopmaums 06 nsMeHeHusix:

®edepanibHbIM 3aKkoHOM om 6 Oekabpss 2011 2. N 409-®3 6 yacmb 3 cmambu 47
Hacmosiwezo PedepanibHO20 3aKOHa B6HECEHbl U3MEHEHUs, ecmynarujue 8 cuJsly 1o
ucmeyeHuu mpuduyamu OHel riocrne OHA oghuyuaribHO20 onybsiukoeaHuUsi Ha38aHHO20
®edepasnibHO20 3aKOHa

CmM. mekcm Yacmu e npedbidyujell pedakyuu

3. [Honyckaetca BBO3 B Poccuinckyto degepaumio  KOHKPETHOW  maptum
3aperucTpupoBaHHbiX M (MNKW)  HEe3aperncTpupoBaHHbIX  NleKapCTBEHHbIX  CPEACTB,
npegHasHayeHHbIX ONd  NPOBeAEeHUA  KIMMHUYECKUX  WUCCNedoBaHWM  feKapCTBEHHbIX
npenapaTtoB, MpPOBeOEHUs 3KCNepTu3bl JEeKapCTBEHHbIX CPeacTB AN OCYLLeCTBEeHMUS
rocygapCTBEHHOW  perucTpauuuM  NekapCTBEHHbIX  MnpenapaTtoB WM ANA  OKa3aHus
MeANLUMHCKON NOMOLLM MO XXU3HEHHbIM MOKa3aHUAM KOHKPETHOro naumMeHTa Ha OCHOBaHuu
paspeLleHns, BbIAHHOIO YMOSTHOMOYEHHbIM bedepanbHbIM - OPraHOM  UCMOMHUTENBHON
BNacTu Mo 3asiBMEHNAM NuL, yKadaHHbIX B cTtatbe 48 HacToswero degepanbHOro 3akoHa.
PaccmoTpeHne Takoro 3asiBNeHust U MpUHATUE peLleHna O Bblgaye paspelleHus Ha BBO3
KOHKPETHOW napTuUM 3aperncTpupoBaHHbLIX U (MNKN) He3aperncTpMpoBaHHbBIX JIEKAPCTBEHHbLIX
CpeAcTB, npefHa3HadYeHHbIX ANS NPOBEAEHUSA KMMHUYECKUX UCCNeLOBaHUN NeKapCTBEHHbIX
npenapaToB, NPOBEOEHUS 3KCNEepTU3bl JIEKAPCTBEHHbLIX CPeACTB AN  OCYLLECTBIEHUS
rocydapCTBEHHOM  peructpaumMmM  fneKapCTBEHHbIX npenapaTtoB  uMAM  ANs  oKasaHus
MeANLMHCKON NOMOLLIM NO XXU3HEHHbIM MOKa3aHUsIM KOHKPETHOro naumeHTa nnbo ob otkase B
Bbldaye YyKa3aHHOro paspeLleHns npou3BOAATCA B CPOK, He MpeBbllarowmnn natm paboumnx
AHen. [naTta 3a Bblgayvy yKka3aHHOro paspeLlleHnsa He B3nMaeTCs.

MHdopmaums 06 nameHeHusix:

®edepanibHbIM 3akoHoM om 6 Oekabpsi 2011 2. N 409-O®3 6 yacmb 4 cmambu 47
Hacmosiweao ®edeparibHO20 3aKOHa B6HECEHbl U3MEHEHUS, ecmyrnarujue 8 cuJly o
ucmeyeHuu mpuduamu OHel rocne OHA oghuyuasibHO20 onybsiukoeaHusi Ha38aHHO20
®edeparsibHO20 3aKOHa

CmM. mekcm 4Yacmu e npedbidyuiel pedakuyuu
4. B Poccuickyro degepaumio MOXHO BBO3UTb JleKapCTBEHHble CpedcTBa, KayecCTBO
KOTOpPbIX MNOATBEPXKOEHO CepTUdUKATOM  MPOMU3BOAUTENS  NEKAPCTBEHHbLIX  CPeacTB,
YyAOCTOBEPSIOLWLMM  COOTBETCTBME BBO3UMbIX JIEKAPCTBEHHbLIX CpeacTB  TpeboBaHUAM
hapMakonenHblx ctaTten nubo B criydae MX OTCYTCTBUS HOPMATUBHOW LOKYMEHTauum unuv
HOPMaTUBHOIrO JOKYMEHTA.

MHdopmaumsa 06 nameHeHusx:

®PedepasibHbIM 3aKkoHOM om 6 Oekabpss 2011 2. N409-©3 6 yacmb 5 cmambu 47
Hacmosiweao ®edeparibHO20 3aKOHa BHECEHbI U3MEHEHUSs, ecmyrnarujue 8 cuJly 1o
ucmeyeHuu mpuduyamu OHel rocne OHA oghuyuanibHO20 onybsiukoeaHusi Ha38aHHO20
®edeparsibHO20 3aKOHa

CmM. mekcm 4yacmu e npedbidyuiel pedakyuu
5. 3anpewaetca BB0o3 B Poccunckyio ®depepauunio  panbcudPUUMPOBaHHBIX
neKapCTBEHHbIX CpeacTB, He40OPOKAYECTBEHHbIX NEKAPCTBEHHbIX CPEACTB, KOHTPadaKTHbIX
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JNieKapCTBeHHbIX CPeacCTB.

MHdopmaumsa 06 nameHeHusx:

®PedepasibHbIM 3aKkoHOM om 6 Oekabpss 2011 2. N409-0®3 6 yacmb 6 cmambu 47
Hacmosiweao ®edeparibHO20 3aKOHa BHECEHbI U3MEHEHUs, ecmyrnaroujue 8 cusy 1o
ucmeyeHuu mpuduamu OHel rnocne OHA oghuyuanibHO20 onybsiuKkoeaHuUsi Ha38aHHO20
®edeparsibHO20 3aKOHa

CmM. mekcm 4acmu e npedbidyuwel pedakyuu

6. danbcMdmunMpoBaHHbIE IEKApCTBEHHbIE CpPeAcTBa, HeaobpokaydeCTBEHHble
nekapcTBeHHbIE CpeacTBa noanexart U3bsATUIO N NOCNeayLWeMY YHUUTOXEHUIO NN BbIBO3Y
n3 Poccunckon Pepepaunmn, KoOHTpadakTHble JIEKAapCTBEHHblE CpeacTBa - MU3bATUIO U
nocrnegywemMy YHUYTOXEHMIO. YHUYTOXEHME WnNu BbiIBO3 M3 Poccuinckon ®egepauunm
danbCcMUUMPOBAHHLIX JIEKAPCTBEHHbIX CPeAcTB, HeaobpOoKa4yeCTBEHHbIX feKapCTBEHHbIX
CpencTB, KOHTpadaKTHbIX JIEKAPCTBEHHbIX CPEACTB OCYLUECTBMSETCA 3a C4yeT numua,
ocywiectemBlero ux BB03. [lopAAOK YHUYTOXEHUS WU3BATBIX danbCUPUUUPOBAHHBIX
neKkapcTBEHHbLIX CPeacTs, HegoOpPOKaYECTBEHHbBIX NEKAPCTBEHHbLIX CPEACTB, KOHTpadaKTHbIX
nekapcTBeHHbIX CpeacTB ycTaHaBnueaeTcs [pasutensctBom Poccuiickon egepaumu.

MHdopmaumsa 06 nameHeHusx:

®PedepasibHbIM 3aKkoHOM om 6 Oekabpss 2011 2. N409-03 6 yacmb 7 cmambu 47
Hacmosiweao ®DedeparibHO20 3aKOHa BHECEHbI U3MEHEHUs, ecmyrnaroujue 8 cusy [0
ucmeyeHuu mpuduamu OHel rocne OHS oghuyuanbHO20 onyb6siuKkoeaHusi Ha38aHHO20
®edeparibHO20 3aKOHa

CmM. mekcm Yacmu e npedbidyuwjell pedakyuu
7. Ilvua, ocywectensawowme Beo3 B Poccurckyto degepaumnto dpanbcunumpoBaHHbIX
neKkapcTBEHHbIX CPeacTB, HeQO0OpPOKaYEeCTBEHHbLIX NEKAPCTBEHHbLIX CPeACTB, KOHTpaaKTHbIX
NEeKapCTBEHHbLIX CPeACTB, HECYT OTBETCTBEHHOCTb B COOTBETCTBMM C TaMOXEHHbIM
3aKkoHoAaTeriIbCTBOM TaMOXEHHOro cokw3a M (Mnu) 3akoHopaTternbcTtBoM Poccuickon
depepaumm 0 TaMOXEHHOM Jene.

MHdopmaumsa 06 nameHeHusax:

®edepasibHbIM 3akOHOM om 22 Oekabpsi 2014 2. N 429-®3 8 yacmb 8 cmambu 47
Hacmosiwezo ®edeparnibHO20 3aKOHa BHECEHbI U3MEHEeHUsl, ecmynarouwue e cusy c 1
urons 2015 a.

CmM. mekcm 4acmu e npedbidyuwjell pedakyuu
8. BbiBO3 nekapcTBeHHbIX cpeacTts M3 Poccunckon depepaumn ocyuwectendgetca 6e3
NPUMEHEHNS  OrpaHUYEHWUA,  YCTAHOBMEHHbIX  TaMOXEHHbIM  3aKOHO4aTesIbCTBOM
TamoxeHHoOro cotw3a wn (unn) 3akoHogatenbctBoM  Poccuiickon  depepaumm o
rocygapCTBEHHOM pPErynmpoBaHMM BHELLHETOPrOBOM AEATENbHOCTN.
FAPAHT:

CM. KoMmeHTapum K ctaTbe 47 HacTosiero ®egepanbHOro 3akoHa

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3aKoHOM om 6 Oekabpsi 2011 2. N 409-03 8 cmambto 48 Hacmosiueao
®eldeparnibHO20 3aKOHa B6HECEHbl U3MEHEHUS, ecmyrnaroujue 8 cusy o ucmeyeHuu
mpuduamu OHel nocre OHSA oghbuyuasibHO20 onybsiukoeaHusi HazgaHHO20 PedepasibHO20
3aKoHa

CmM. mekcm cmambu 8 npedbidyuwieli pedakyuu
Cratbs 48. KOpuanyeckue nmua, KOTOPbIM pa3peLleH BBO3 NIEKAPCTBEHHbIX CPEACTB B
Poccunckyto enepaumto
JlekapcTBeHHble cpeacTBa B Poccunickyto degepaumo MOryT BBO3UTb:
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1) NnpousBOANTENN NEKAapPCTBEHHbIX CPeacTB Ans uenen coGCTBEHHOrO Npou3BoacTBa
neKapCTBEHHbIX CPeACTB;

2) WHOCTpaHHble pa3paboTyMKkM  JeKapCTBEHHbIX CPEeACTB M MHOCTPaHHble
NPON3BOANTENN NEKAPCTBEHHbIX CPEeACTB UMW Apyrue puanyeckMe nuua no nopyyeHuo
paspaboTyMka NeKkapCTBEHHOrO CpeacTBa Afs NPOBEAEHMST KIMHUYECKUX WCCneaoBaHuin
neKapCcTBEHHOrO npenapara, OCYLLLECTBNEHMS rocyaapCTBEHHOM perncTpaumm
neKkapcTBEHHOro  npenaparTa, BKNtOYEHMs1  dpapMaueBTUyeckon  cybctaHummM B
rocyAapCTBEHHbIN pPeecTp JeKapCTBEHHbIX CPEACTB, KOHTPOSsS KayecTBa JlekapCTBEHHbIX
cpeacTB  MNpyM  HanMWuuu  paspelleHus  YrnoriHOMOYeHHoro  deaepanbHOro  opraHa
NCMNONTHUTENbHOWN BracTu Ha BBO3 KOHKPETHOW NapTUN NeKapCTBEHHbIX CPeACTB;

3) opraH1M3auuM oNTOBOM TOProBMY NleKapCTBEHHbIMU CpeaACcTBaMMU;

MHdopmaumsa 06 nameHeHusx:

®edepanibHbIM 3akoHoM om 2 uwons 2013 e. N 185-03 e nyHkm 4 cmambu 48
Hacmosiuweao ®edepalribHO20 3aKOHa 6HeCeHbl U3MeHeHus, ecmynarowue 8 cusny c 1
ceHmsbps 2013 a.

CM. mekcm nyHkma e npedsbidyuwel pedakyuu

4) Hay4dHO-uccrnegoBaTenbCKMe oOpraHusdaumm, obpasoBaTeribHble OopraHusauuu
BbiCcllero o6pas3oBaHus, MNPOM3BOAUTENM JIEKAPCTBEHHbIX CPEeACTB Ans  pas3paboTkuy,
nccnegoBaHnn, KoHTponsi 6e3onacHOCTW, KadecTBa, 93(EEKTUBHOCTU FEKAPCTBEHHbIX
CpeactB  MNpU  HanmMuuu  paspelleHusl  YnosIHOMOYEHHOro  pegepanbHOro  opraHa
WNCMNONHUTENbHOW BNacTK;

MHdopmaumsa 06 nameHeHusx:

®edepanbHbiM 3akoHOM om 12 mapma 2014 2. N33-©3 6 nyHkm 5 cmambu 48
Hacmosiweao PedepasibHO20 3aKOHa BHECEHbI UBMEHEHUSs

CmM. mekcm nyHKkma e npeodsbidyuwel pedakyuu
5) MeguuMHCKMe opraHusauuu, UHble yKasaHHble B nyHkTax 1 - 4 HacToswen ctaTby

opraHusauum anga okasaHus MeguLUMHCKOM MOMOLLM MO XXM3HEHHbIM MOKa3aHUAM KOHKPETHOro
nauyveHta npu  Hanuumm  paspelleHuss  YNorTHOMOYEHHOro  pefepanbHoro  opraHa
WCNOSNTHUTENbHOW BNacTU Ha BBO3 KOHKPETHOW MapTUM FNeKapCTBEHHOro npenapara,
BblJAHHOIO B YCTAHOBSIEHHOM nopsiake B POPME INEKTPOHHOrO JOKYMEHTa, NoAnMCaHHOro
YCUNEHHOW KBanMuumMpoBaHHON 35EKTPOHHOMU NOANMUCHHO.

FTAPAHT:

CM. kommeHTapumn K ctaTbe 48 HacTosiwero degepanbHOro 3akoHa

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3aKOHOM om 6 Oekabpsi 2011 2. N 409-®3 e HaumeHogaHuUe cmambu 49
Hacmosiweao DedepanibHO20 3aKOHa BHECEHbl U3MEHEHUS, ecmynaroujue 8 cusy 1o
ucmeyeHuu mpuduyamu OHel rocne OHA oghuyuasibHO20 onybsiukoeaHuUsi Ha38aHHO20
®edepanbHO20 3aKoHa

CM. mekcm HauMeHo8aHuUsl 8 npeodbIdyuw,el pedakyuu
Cratba 49. [loKyMeHTbl, npeacTaBnsieMble B TaMOXEHHble opraHbl Poccuiickon
degepaumm Npm BBO3E NEKApCTBEHHbIX CpeacTB B Poccuinckyto ®efepaunio
MHdopmaums 06 naMeHeHusix:

®edepasibHbIM 3aKkoHoM om 6 Oekabpss 2011 2. N 409-@3 6 vacmb 1 cmambu 49
Hacmosiweao ®edeparibHO20 3aKOHa BHECEHbl U3MEHEHUs, ecmynaroujue e cusy 1o
ucmeyeHuu mpuduamu OHel rocne OHS oghuyuasnbHO20 onybsiuKo8aHuUsi Ha38aHHO20
®edeparibHO20 3aKOHa

CmM. mekcm 4acmu e npedbidyujell pedakyuu
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1. Mpu BBO3e nekapCTBeHHbIX cpeacTB B Poccuinckyto denepaumio B TaMOXEHHblEe
opraHbl Poccuinickon ®depepauumn Hapsgy C  AOKYMEHTaMu, NpeactaBfieHne  KOTopbIX
npegycCMOTPEHO TaMOXEeHHbLIM 3aKoHoAaTerIbCTBOM TaMOXEHHOro cotsa U (Mnn)
3akoHopaTtenbcTBOoM Poccuinickon ®degepaumm O TaMOXEHHOM [Aene, NpeacTaBnsoTcs
cnegyowme JOKYMEHTbI:

1) cepTudumkat npoM3BOAUTENSA JIEKAPCTBEHHOIO CpeacTBa, YOOCTOBEPSHOLLUMA
COOTBETCTBME BBO3MMOIO JEKaApCTBEHHOrO cpeacrtea TpeboBaHMsM  dapmakonemHomn
cTtatbM NUMOO B crnyyae ee OTCYTCTBMS HOPMATMBHOM OOKYMEHTauuM WM HOPMaTMBHOIO
AOKYMEHTa;

2) paspelleHune ynosIHOMOYEHHOro dpefepanbHOro opraHa UCNOSTHUTENBHOW BNacTh Ha
BBO3 KOHKPETHOW MapTUWM NeKapCTBEHHOro CpeacTBa B Crydasdx, YCTAHOBMEHHbIX YacTbio 3
ctatbun 47 HacTodwero ®enepanbHOro 3akoHa.

MHdopmaumsa 06 nameHeHusax:

®edepasibHbIM 3aKkoHOM om 6 Oekabps 2011 2. N 409-©3 6 yacmb 2 cmambu 49
Hacmosiwezo ®edepanibHO20 3aKOHa B6HECEHbl U3MEHEeHUs, ecmyrnarujue 8 cuJsly o
ucmeyeHuu mpuduyamu OHel rocne OHA oghuyuanbHO20 onybsiukoeaHusi Ha38aHHO20
®edeparnibHO20 3aKOHa

CmM. mekcm 4acmu e npedbidyujell pedakyuu
2. [1OKyMeHTbl, yKasaHHble B nyHktax 1 M 2 vyactm 1 Hactodwewn craTby,
NPeacTaBnsAlTCA B TaMOXeHHble opraHbl Poccunckon degepauum npy  OpubbITMK
nekapcTBeHHbIX cpeacts B Poccuinckyto denepaumio.
FAPAHT:

CM. KoMmeHTapum K ctaTbe 49 HacToswero ®eagepanbHOro 3akoHa

MHdopmaums 06 nameHeHusix:

®edepasibHbIM 3aKkoHOM om 29 uroHs 2015 2. N 160-®3 e HaumeHosaHue cmambu 50
Hacmosiweao PedepasibHO20 3aKOHa BHECEHbI UBMEHEHUS

CM. mekcm HauMeHo8aHus1 8 nNpedbidyuw,el pedakyuu
Crtatba 50. BBO3 nekapCcTBeHHbIX npenapatoB B Poccuinckyto Pepepauuio ans
NINYHOTO MCMOSb30BAHUA U MHbIX HEKOMMEPYECKUX Uenen, a Takke ans
NCNONb30BaHMA Ha TEPPUTOPUM MEXOYHAPOLHOro MEANLMHCKOTO KnacTtepa
MHdopmaums 06 nameHeHusIx:

®edepanibHbIM 3akoHoM om 6 Odekabpss 2011 2. N 409-©3 6 yacmb 1 cmambu 50
Hacmosiweao ®edeparibHO20 3aKOHa BHECEHbI U3MEHEHUs, ecmyrnaroujue e cusy 1o
ucmedyeHuu mpuduamu OHel rocne OHS oghuyuanbHO20 onybsiuKoeaHuUsi Ha38aHHO20
®eldeparnbHO20 3aKoHa

CmM. mekcm Yacmu e npedbidyuwjell pedakyuu
1. JlekapcTBeHHbIE NpenapaTtbl MOryT ObiTb BBe3eHbl B Poccuiickyto ®eagepauuio 6e3
yyeTa TpeboBaHWN, NpeayCMOTPEHHbIX 4YacTtsamu 1 -4 crtatbu 47, ctatbamu 48 n 49
HacTosiwero ®efepansHOro 3akoHa, eCnv OHWM NpefHasHayYeHbl Ans:
MHdopmaums 06 naMeHeHusix:

®edepasnibHbIM 3akoHOM om 2 utoHs 2016 2. N 163-®3 nyHkm 1 yacmu 1 cmambu 50
Hacmosiuwe2o @edepasibHO20 U3IIOXeH 8 Ho8oU pedaKkuyuu

CmM. mekcm nyHkma e npeodbidyuw,el pedakyuu

1) NMYHOro MCNONB30OBaHUA U3NYECKMMU nMUaMK, MNPUMOLIBLWIMMKW B POCCUMICKYIO
depepaumio. Npu atom BBO3 B Poccuiickyto Pepepauuio nekapCTBEHHbIX MpenapaTtos,
cogepXawmx  cunbHogeucTsywwme u (MnNn)  A00BUTbIE  BELLECTBA,  BKIOYEHHbIE
COOTBETCTBEHHO B CMMUCOK CUNbHOAENCTBYIOWNX BeLleCcTB ANfs Uenerh YrosioBHOro
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3akoHopaTenbcTBa Poccunckon degepaumm um B CrMCOK S00BUTLIX BeLLECTB ANdA Uenewn
YroNoBHOro 3akoHogatenoctBa Poccuinckon Pepepaumun, yTeepxaeHHble NMpaBUTENbLCTBOM
Poccunckon ®depepaumu, ocylecTBNAeTCs Npu Hanuyunm OOKYMEHTOB (3aBEpeHHbIX KOomui
OOKYMEHTOB MMM 3aBEPEHHbIX BbIMUCOK M3  HWUX), MNOATBEpPXAalWmMX HasHavyeHue
PU3MYEeCKOMY  NULY  YKa3aHHbIX  JleKapCTBEHHbIX npenapatoB (3a  MCKNYEeHueM
NEKapCTBEHHbIX MNpenapaToB, 3apernctpupoBaHHbiXx B  Poccuickon depepaumm  un
oTnyckaemblx B Poccuinckon ®epepaumm 6e3 peuenta Ha feKkapCTBEHHbI npenapar).
MoaTeepxaaroLlime OOKYMEHTbI (MX 3aBepeHHble KOMUW UIM 3aBepeHHble BbIMUCKU U3 HUX)
OOSDKHbI  cofdepXaTb CBEAEHUS O HaMMEHOBaHMM U KOSIMYEeCTBE  Ha3HaYeHHOro
nekapcTBEHHOro npenaparta. B cnyyae, ecnvu nogreepxgatolime JOKYMEHTbl (UX 3aBEPEHHbIe
KOMUW WUIM 3aBepeHHble BbLINMUCKU U3 HUX) COCTaBfieHbl Ha MHOCTPAHHOM 4A3blke, K HUM
npunaraeTcsa HoTapuanbHO 3aBepPEHHbIN NepeBos Ha PYCCKUN A3bIK;

2) NCnosb3oBaHUA paboTHMKaAMW AUNNIOMATUYECKOro Kopryca unv npeacraButensmm
MeXayHapoaHbIX opraHn3aunn, akkpeanTosaHHbIX B Poccunckon denepaumm;

3) fleYyeHus naccaXxvpoB W YNEHOB IKUMaXeW TPaHCMOPTHbIX CPeacTB, NOe3aHbIX
Opvrag v BoguMTenen TpaHCNOPTHbLIX CpeacTs, NpubbiBLINX B Poccuickyto ®enepaunio;

4) nevyeHNs y4yaCTHUKOB MEXOYHapPOAHbIX KYNbTYPHbIX, CMOPTUBHbLIX MEPONPUATUA U
YYaCTHMKOB MEeXAYHapOAHbIX aKCneanLmi;

5) neyeHns KOHKPETHBLIX XWBOTHbLIX B 300Mapkax, a TaKXe >XMBOTHbIX, BBO3MMbIX B
Poccuiickyto ®efepaumio Ans y4actusi B CNOPTUBHBIX U 3pENULLHBIX MEPONPUATUSX;

MHdopmaumsa 06 nameHeHusax:

®edepasibHbIM 3akoHoM om 29 uwHa 2015 2. N 160-®3 yacmb 1 cmambsu 50
Hacmosiweao ®edeparibHO20 3aKoHa OOMNoSIHEHa MyHKMom 6
6) MCNONMb30BaHNSI HA TEPPUTOPUM MEXAYHAPOAHOro MeAULIMHCKOro KracTepa.

MHdopmaumsa 06 nameHeHusax:

®edepasibHbiM 3aKkoHOoM om 6 Oekabps 2011 2. N409-©3 6 yacmb 2 cmambu 50
Hacmosiweao ®edeparibHO20 3aKOHa BHECEHbl U3MEHEHUs, ecmyrnaroujue e cusy o
ucmeyeHuu mpuduyamu OHel rocrne OHA oghuyuasibHO20 onybsiukoeaHusi Ha38aHHO20
®edeparnbHO20 3aKoHa

CmM. mekcm Yacmu e npedbidyuiel pedakyuu
2. B cnyyasax, npeayCMOTPEHHbIX YacTbi 1 HaCTOALWEeN cTaTbU, OOMYCKAeTCs BBO3 B
Poccunckyto ®epepaumnio  nekapcTBEHHbIX MpenapaTtoB, He 3aperncTpupoBaHHbIX B
Poccuinckon ®epepaunn.

MHdopmaumsa 06 nameHeHusx:

®PedepasibHbiM 3aKkoHoM om 6 Oekabps 2011 2. N409-©3 6 yacmb 3 cmambu 50
Hacmosiweao DedeparibHO20 3aKOHa BHECEHbl U3MEHEHUs, ecmynaroujue 8 cusy 1o
ucmeyeHuu mpuduyamu OHel rocne OHA oghuyuanibHO20 onybsiukoeaHusi Ha38aHHO20
®edeparsibHO20 3aKOHa

CmM. mekcm 4yacmu e npedbidyuiel pedakuyuu

3. JlekapcTBeHHble npenapaTbl, NpeAHasHavyeHHble Ans FYMaHUTapHOW MOMOLLM
(cogencteus) unM nNOMOLWM MNPW  Ype3BblHalHbIX CUTyauusx, BBO3ATCA B Poccuinckyro
depgepaumio B nopsigke, ycrtaHoBneHHoMm [lpaButensctBoM Poccuinckon dPegepauumn.
3anpewaeTtca BBO3 B Poccunckyto Pefepaumio Hes3apermcTpupoBaHHbIX NeKapCTBEHHbIX
npenapaToB, NpeHa3HaYeHHbIX ANs1 'YyMaHUTapHOW NOMOLLUM (COOENCTBUS) UM NOMOLLM Npw
YpesBblYarHbIX CUTyaUUsX.
FAPAHT:

CM. kommeHTapun K ctaTbe 50 HacToswero ®egepansHOro 3akoHa


garantf1://10008000.1/
garantf1://12058202.2000/
garantf1://71008014.2422/
garantf1://71008014.0/
garantf1://70003052.2383/
garantf1://70003052.262/
garantf1://70003053.0/
garantf1://5661738.502/
garantf1://70003052.2384/
garantf1://70003052.262/
garantf1://70003053.0/
garantf1://5661738.503/
garantf1://12078516.1000/

Cratba 51. CoTpyaHundyecTBo dhefeparibHOro opraHa WCMNOSIHATENbHOW BriacTy,
YMNOMHOMOYEHHOro B 06n1acT TaMOXEHHOro Aena, u Apyrnx yrnofHOMOYEHHbIX
drefieparnbHbIX OPraHoOB UCMNOSTHUTENBHOW BNacTu

1. YnonHoMo4YeHHble hefepanbHble opraHbl UCNOMAHUTENBHOW BNacTu NpesocTasnsoT

B pacrnopskeHue deaepasibHOro opraHa WCMONHUTENbHOM BRNacTu, YNOSTHOMOYEHHOro B
obrnacTn TamMOXeHHOro Aerna, rocygapCTBEHHbIN peecTp feKapCTBEHHbIX CPEACTB, a Takke
MHOPMaUUIO O BblAAHHbIX paspelleHnaxX Ha BBO3 KOHKPETHOW MNapTUM NeKapCTBEHHbIX
CpeacTB B Criyvasix, YCTaHOBMEHHbIX 4YacTbik 3 ctaTbu 47 Hactosiwero PenepanbHOro
3aKoHa.

MHdopmaumsa 06 nameHeHusx:

®PedepasibHbIM 3aKkoHOM om 6 Oekabps 2011 2. N409-03 6 yacmb 2 cmambu 51
Hacmosiweao ®DedeparibHO20 3aKOHa BHECEHbl U3MEHEHUs, ecmynaroujue 8 cusy o
ucmeyeHuu mpuduamu OHel rocne OHS oghuyuanibHO20 onyb6suKkoeaHusi Ha38aHHO20
®edeparibHO20 3aKOHa

CmM. mekcm 4acmu e npedbidyuwjel pedakyuu
2. ®epepanbHbld OpraH MWCMNOMHUTENBHOM BNAcTW, YMOHOMOYEHHbIM B obriactn

TaMOXeHHOro pgena, wuWHgoOpMMpyeT YyKasaHHble B 4Yactm 1 HacToswen craTbu
YNONHOMOYEHHbIe (hefepanbHble OpraHbl UCMOMHUTESTbHOW BAacTU O BBO3€ JIeKapCTBEHHbIX
cpeacts B Poccunckyto denepaumio M BbiBO3e JleKapCTBEHHbIX CpeacTtB M3 Poccuinckon
depgepaumm no dopme M B nopsagke, KOTopble ycTaHoBreHbl [paButensctBoMm Poccumnckon
depepaumn.

TAPAHT:

CM. KoMMeHTapun K ctaTbe 51 HacTosiero ®eaepansbHOro 3akoHa

MnaBsa 10. ®apmaueBTUYECKasa AeATENBLHOCTb
FAPAHT:

Cm. ®epepanbHyro LeneByro nporpammy "Passutre hapmMaueBTU4eCKOn U MeULMHCKON
npomblwneHHocTn Poccunckon Pepepaumm Ha nepuog go 2020 roga u ganbHEWLWYHo
nepcnekTuBy", YTBEPXOEHHYO nocTtaHoBrneHunem [lpaButensctea P® ot 17 deBpansa
2011 r.N91

Cwm. CtpaTteruio passutusa dapmaueBTUYeckon npombilunieHHocTn PO Ha nepuoa oo 2020
r., YTBEpPXOEHHY0 npukasom MuHnpomTopra Poccum ot 23 oktabpsa 2009 r. N 965

CraTtba 52. OcyulecTerneHve papmaLeBTUYECKON AeATENbHOCTY

MHdopmaums 06 naMeHeHusix:

®edepasibHbIM 3aKOHOM om 25 Hosibpss 2013 e. N 317-®3 e yacmb 1 cmambu 52
Hacmosiweao ®edeparibHO20 3aKOHa 8HECEHbI UBMEHEHUS

CmM. mekcm Yacmu e npedbidyujell pedakyuu

1. ®apmaueBTUYECKaA OeATeNIbHOCTb OCYLLECTBMSAETCS OpraHunsauuMsiMu OnTOBOW
TOProBNN neKapCTBEHHbIMW CpeacTBaMu, anTevyHbiMM OpraHn3aumsiMn, BeTepuHapHbIMU
anTeyYHbIMM  OpraHu3auvamMu, UHAMBMAOYyaNbHbIMU  NpeanpuHUMaTENsSAMKU,  UMEHLLUMUN
NMUEH3NI0  Ha (apMaLeBTUYECKYD OeATeNbHOCTb, MEAUUMHCKAMW  OpraHuM3aumsimMu,
UMELWUMU  NNLEH3NI0 Ha dapMaueBTUYECKYID OeATeNbHOCTb, U UX 060COo6neHHbIMM
nogpasgeneHunamn (ambynatopusimu, penbawepckummn 1 - enbaLepcKo-akyLLepCcKuMm
nyHKTamn, UeHTpamn (oTaeneHnamun) obuwen BpadyebHom (CeMEWHOW) MpPaKTUKKM),
PacnosiOXKEHHbIMU B CENbCKUX HACENEHHbIX MyHKTax, B KOTOPbIX OTCYTCTBYKT anTeyHble
opraHuM3auum, W  BETEPUHAPHbIMW  OpraHM3auusaMK,  UMEKLMMW  JIMUEH3WUIO  Ha
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d)apmaueBqueCKyro OeATEelIbHOCTb.
FAPAHT:

Cwm. lMonoxeHue o nNUUEH3MpoBaHUM bapMaueBTUYECKON OeATEeNbHOCTU, YTBEPXKOAEHHOE
noctaHoBneHuewm lpasutenbctea PP ot 22 gekabps 2011 r. N 1081

CM. meTogmyeckue ykKasaHuUsA MO OCYLECTBIIEHUIO OpraHamMu rocyaapCTBEHHOM BRNacTu
cybbektoB P® nepegaHHbIX nosiHoMounMn PO no numueH3npoBaHU dhapmMaueBTUYeCKOn
NeATenbHOCTN, YTBEpPXAEHHble npukazomMm MwuH3gpaBcoupassutna Poccun oT 6 uUioHS
2008 r. N 263H

MHdopmaums 06 nsmMeHeHusix:

®edepanbHbIM 3akoHOoM om 27 utonsa 20102, N192-®3 yacmbe 2 cmambu 52
Hacmosiweao ®edeparibHO20 3aKOHa U3/0XeHa 8 Ho8oUl pedaKyuu

CmM. mekcm 4acmu e npedbidyujell pedakyuu
2. duanyeckme nuua MOryT OCYLLEeCTBASATb hapMaueBTUYECKYID AesATeNbHOCTb Mpu

HanMuun BbICLLEro WNN cpegHero dapmaueBTUYeckoro obpasoBaHus U cepTudumkaTta
cneumanucTa, BbICLUErO WM CpeaHero BeTepuHapHoro obpasoBaHWst U cepTudmkarta
cneunanucTa, a Takke BbICLLUEro MUnM cpedHero MeauumnHcKoro obpasoBaHusi, cepTudmkarta
cneumanucTa u LOMNOMHUTENbHOrO NpodeccuoHanbHoro obpasoBaHMs B 4acTuM PO3HUYHOM
TOProBfM JIEKApPCTBEHHbIMWU MpenapaTtaMyM Npu ycrnoBuM WX paboTbl B 00OCOONEHHbIX
nogpasaeneHnsix MeauLUMHCKUX opraHu3aunii, ykasaHHbIX B 4acTu 1 HacTosiLLen cTaTby.

FTAPAHT:

CM. KOMMeHTapun K ctaTbe 52 HacTosilero ®eaepansbHoOro 3akoHa

MHdopmaumsa 06 nameHeHusax:

Cmambsi 53 usmeHeHa ¢ 1 siHeapsi 2018 e. - ®edepanibHbIU 3akoH om 29 uronsa 2017 e.
N 278-@3

Cwm. 6ydywyro pedakyuro
Cratbsa 53. lNpooaxa, nepegada NeKapCTBEHHbIX CPEACTB OpraHu3aumsMm OnTOBOW
TOProBfn NekapCTBEHHbIMU CPeaCcTBaMm
OpraHusaumm ONTOBOW TOProBfU JIEKAPCTBEHHbIMU cpeAcTBaMuM  MOryT
OCYLLECTBNATb MPOAaxy JEKapCTBEHHbIX CPeaCTB WNM nepefaBaTb UX B YCTAaHOBIIEHHOM
3akoHogaTtenbcTBoM Poccuickon ®egepaunm nopsgke:
1) opyrMm opraHvM3aumsiMm ONTOBOW TOProBIM NEKAaPCTBEHHbIMU CPEeACTBaMU;
2) npou3BOAUTENSM  JfleKapCTBEHHbIX CPeACcTB  And  uenenm  npou3BoACTBa
neKapCTBEHHbIX CPeACTB;
3) anTeyYHbIM opraHM3aumsam U BeTepMHapHbIM anTeYHbIM OpraHM3aumsm;
4) Hay4HO-uccnegoBaTeNbCKMM  OpraHmM3auMsiM  ans  Hay4HO-MCCrefoBaTeNbCKon
paboThl;
5) nHaAnBMOYyanbHbIM npeanpuHMMmaTensam, UMELNM NULEH3NIO Ha
hapMaueBTUYECKYHO AeATENbHOCTb UMW JIMLIEH3NIO HA MEOULMHCKYHO AEATENbHOCTD;
6) MeguLUMHCKMM OpraHm3aumsaM, BeTepUHapHbIM OpraHu3aumsm;
7) opraHmsauusiM, OCYLLECTBASKLWNM pa3BefeHue, BblpalluBaHne U cogepxaHue
YKMBOTHBbIX.
TAPAHT:

CM. koMMeHTapumn K cTaTbe 53 HacToswero ®efepansbHOro 3akoHa

MHdopmaumsa 06 nameHeHusx:
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®dedepasibHbIM 3aKkOHOM om 22 Oekabpsi 2014 2. N 429-03 e cmambro 54 Hacmosiuezao
®edeparibHO20 3aKOHa 8HECEHbI U3MeHeHUsl, ecmynarowue 8 cusy ¢ 1 urons 2015 a.

CM. mekcm cmamabu 8 npedbidyuweli pedakyuu
CtaTtbsa 54. [1paBurna onToBOM TOProBnn fiekapCTBEHHbIMU cpeacTBaMm
OnToBas TOoprosns nekapCTBEHHbIMU cpeacTeamu ocyllecTBnsaeTcs
NPOU3BOAUTENAMM JleKapCTBEHHbIX CpPencTB W OpraHuM3auusiMM OMNTOBOM TOPrOBIM
NeKkapCcTBEHHbIMU CpeacTBaMu MO npaBusiaM Hagnexalwen OUCTpUObLIOTOPCKON NPaKTUKK U
npasuniaMm Hagnexawen npakTUKU XpaHeHWs W NepeBO3KU JIeKapCTBEHHbIX MnpenapaTos,
YTBEPXAEHHbIM  COOTBETCTBYHOLUMMM  YNOSIHOMOYEHHbIMW  ddefeparnbHbIMU  OpraHamu
NCNOSTHUTENbHOW BNACTW.
FAPAHT:

O6 o0cobeHHOCTSAX nNpoAdaXknm neKkapCcTBEHHbIX MpenapaTtoB WM U3Oenuin MeauLMHCKOro
Ha3Ha4yeHnsa cM. noctaHoBneHue lNpasutensctea PO ot 19 aHBapsa 1998 r. N 55

CM. KOMMeHTapun K ctaTbe 54 HacTosilero ®eaepanbHoOro 3akoHa

CraTtba 55. [Nopagok po3HMYHOW TOProBN NeKapCTBEHHBIMKU NpenapaTamMmm

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-03 6 wvacmb 1 cmambu 55
Hacmosiweao ®edeparnibHO20 3aKOHa BHECEHbI U3MEHeHUsl, ecmynarouwue e cusy c 1
urons 2015 a.

CmM. mekcm 4acmu e npedbidyuwjel pedakyuu
1. PO3HMYHass TOpProBnsi NieKapCTBEHHbIMW  Mnpenapatamu B  KONU4YeCTBax,
HeobXxoauMbIX ANS BbINOMHEHU BpadYebHbIX (PenballepCknx) Ha3HaYeHNM UNN Ha3HaAYEeHUN
crneumanicToB B obnactu BeTepuHapun, OCYLLECTBIISETCA anTe4YHbIMU OpraHu3aLusaMMm,
BETEPMHaPHbIMM anTeYHbIMW OpraHu3aumMs M, WHAMBUMAYANbHbIMU NpeanpuHUMaTensMu,
UMELWUMMN  JNIMUEH3NI0  Ha  dapMaueBTUYECKYldD  AEeATEeNbHOCTb,  MEOULUHCKUMM
opraHusaunamu, UMEKLWUMU JIULEH3NI0 Ha dapMaueBTUYEeCKylo OeATeNbHOCTb, U KX
000cobneHHbIMM nogpasgeneHmsammn (ambynaTtopuamn, denbawepckumm n denbalepcKo-
aKyLWepCKUMM  MNyHKTaMW, UEeHTpamu (oTaeneHmsimmn) obuwen BpadebHon (CemMenHomn)
NPaKTUKKN), PaCNONOXEHHbIMU B CESfIbCKUX HACENEHHbIX MYyHKTaX, B KOTOPbIX OTCYTCTBYHOT
anTeyHble OpraHu3auun, U BeTEPUMHapPHbIMW OpraHM3auusa My, UMELUMU JIMLEH3UI0 Ha
dapmaueBTUYECKyt0  OeATenbHOCTb.  PaspelleHa  po3HMYHAsi  TOProBfisi  TOJbKO
nekapCTBeHHbIMW npenapaTaMmu, 3aperMctpupoBaHHbiMM B Poccuickon depepaumm mnu
N3roTOBMEHHbIMM anTEYHbIMN OpraHn3aunsaMmn, BeTepUHAPHLIMU anTeYHbIMU OpraHn3aunsamu,
MHOUBMAYaNbHbIMU NpeanpyHUMaTENAMUN, UMELWNMUN JIMLEH3NIO Ha dhapMaueBTUYECKYHO
AeAatenbHocTb. PO3HMYHas TOproens nekapCTBEHHbIMU MpenapaTtamu OCyLLeCTBRseTCs Mo
npaBunaMm  Hagnexawiem anTeyHOW  MpPakTUKW,  YTBEPXKAEHHbIM  YMNOMHOMOYEHHbIM

denepanbHbIM OpraHoOM UCNOSNTHUTENbHOW BNACTW.

MHdopmaums 06 naMeHeHusix:

®edepasibHbIM 3aKOHOM om 25 Hosibpsi 2013 e. N 317-®3 e yacmb 2 cmambu 55
Hacmosiweao ®edepasibHO20 3aKOHa 8HECEHbI USMEHEHUS

CmM. mekcm Yacmu e npedbidyujell pedakyuu
2. Buabl anteyHblX opraHusauuii U npaBuna OTNycKka fekapCTBEHHbIX MpenapaToB
AN MEAWUMHCKOrO  MPUMEHEHUs  anTeYHbIMUM  OpraHM3auusiMv,  WUHOAUBMAOYalbHbIMU
npeanpuHMUMaTensiMM, UMELIMMU NULEH3NI0 Ha dapMaueBTUYECKYD AeATeNnbHOCTb, a
Takke npaBusia OTNycka JIeKAPCTBEHHbIX MpenapatoB ANs MEAUUMHCKOTO MNPUMEHEHUS
MEOVUUUHCKAMW  OpraHuM3auusiMy,  UMeWUMU  NULEH3MI0  Ha  dpapMaueBTUYECKYH
AEATENBHOCTb, N NX 060CcO0BNeHHbIMKN NoapasaeneHnaMn (amoynaTtopusamm, denbawepcKumm
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n denbalepcKo-akyLepckuMmM MNyHKTaMn, LeHTpamu (oTaeneHnsmn) obuien BpavyebHoM
(cemenHon) NpakTUKK), PacCnONOXEHHbIMWU B CEMbCKUX HACENEHHbIX MyHKTax, B KOTOPbIX
OTCYTCTBYIOT arnTeyHble OpraHu3auuu, YTBEepXOarTca YNONHOMOYEHHbIM deaeparibHbIM
OpraHoOM UCMOSHUTESTbHOW BRacTu.

MHdopmaums 06 nsmMeHeHusix:

®edepasibHbIM 3akoHoM om 3 urwns 2016e. N305-03 8 vacmb 3 cmambu 55
Hacmosiweao ®edeparibHO20 3aKOHa 8HECEHbI USMEHEHUS

CmM. mekcm Yacmu e npedbidyujell pedakyuu

3. TMpaBuna oTnycka HapKOTUYECKUX CPEeacTB W MNCUMXOTPOMHbLIX BELLECTB,
3apermcTpMpoBaHHbIX B KQYECTBE NEKapCTBEHHbIX NpenapaToB, NeKapCTBEHHbIX NpenapaTos,
coAepXalumx HapKoTMyeckMe cpeactBa M MNCUXOTPOMHbIE BELWLECTBa, YTBepXOatoTcs
YNOSTHOMOY€EHHbIM hbeaepanbHbiM OpraHoOM WCMOMHUTENBHOW BNAcTU MO COrfacoBaHUKD C
denepanbHbIM OpraHOM WCMONMHUTENbHOW BMNAacTu, YNONHOMOYEHHbIM B cdepe BHYTPEHHMX
aen.

4. NekapcTBeHHble Npenapatbl AN BETEPUHAPHOrO MPUMEHEHUst noanexart OTnycKy
BETEPMHAPHbIMM  anTeYHbIMWM  OpraHM3auuMsiMi,  BETEPUHAPHbIMW  OpraHM3aLusIMU,
NHOMBUAYanbHbIMU NPeAnpUHUMATENSMU, UMEKLLIMMU FNMUEH3NI0 Ha dapmaleBTUYECKYH
aesTenbHocTb. [lpaBuna oTnycka NeKapCTBEHHbLIX MNpenapaToB Ansi BETEPUHAPHOro
NPUMEHEHUS YTBEPXKAATCA YNONMHOMOYEHHbIM deaeparnbHbIM OpraHoOM WUCMONHUTENbHOM
BnacTu.

MHdopmaumsa 06 nameHeHusx:

®dedepanbHbIM 3aKkoHOM om 25 Hosi6psi 2013 2. N 317-©3 e yacmb 5 cmambu 55
Hacmosiuwe2o ®edepasibHO20 3aKOHa 8HECEHbI U3MEHEHUS

CmM. mekcm 4acmu e npedbidyuwjeli pedakyuu

5. MNepeyeHb MeONLIMHCKNX opraHusauuu, MMeEIoLLMX TNNLIEH3NIO Ha
hapMaueBTUYECKYD OeATeNnbHOCTb, U X 060COBNEeHHbIX nogpasgeneHun (ambynaTopun,
denbawepcknx un  enbawepcko-akyLepPCKUX MyHKTOB, LUEHTPOB (OTAeneHun) obuien
Bpa4yebHON (CemMenHOM) MpPaKTUKK), PacrnoSsIOXKEHHbIX B CEMbCKUX HaceneHHbIX MyHKTax, B
KOTOpPbIX OTCYTCTBYIOT anTeuyHble opraHuMsaumm, a Takke nepevyeHb JeKapCTBEHHbIX
npenapaTtoB (3a UCKIMOYEHNEM HAPKOTMYECKUX NeKapCTBEHHbLIX NPEenapaToB U NCUXOTPOMHbIX
NeKapCTBEHHbIX MpenapaToB), NpoJaxa KOTOPbIX MOXET OCYLWeCTBNATbCA YKa3aHHbIMU
opraHmsaumsamMmn mn ux obocobneHHbIMKM noapasfeneHnsamMu, yCTaHaBNMBAKOTCA OpraHamu
NcnonHuTenbLHon BrnacTn cybbvekToB Poccurckon ®epepaunn.

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3aKOHOM om 25 Hosibpss 2013 e. N 317-®3 vacmb 6 cmambu 55
Hacmosuweao ®edepalsilbHO20 3aKOHa U3/10XeHa 8 Hoeou pedaKkyuu

CmM. mekcm 4Yacmu e npedbidyuiel pedakuyuu
6. AnTeyHble oOpraHusauuuv, uvHOUBMAOYyanbHble nNpeanpuHUMaTenn, uMeroLne
NNUEH3NI0 Ha dhapmaleBTUYECKYD AeATEeNbHOCTb, 06583aHbl obecnevnBaTbh YyTBEPXKOEHHbIN
MpaButensctBoM Poccuinckon degepaumm n oopMupyembin B YCTaHOBNIEHHOM UM nopsiake
MVWHUMarbHbIM aCCOPTUMEHT JlIeKapCTBEHHbLIX NMpenapaTtoB, HEOOXO0OMMbIX N9 OKasaHud
MeOULMHCKOM NOMOLLM.

MHdopmaumsa 06 nameHeHusx:

®edepanibHbIM 3akOHOM om 25 Hosibpsi 2013 e. N 317-®3 e yacmb 7 cmambu 55
Hacmosiweao PedepasibHO20 3aKOHa BHECEHbI U3MEHEeHUSs

CmM. mekcm yacmu e npedbidyuiel pedakuyuu
7. AnTeuyHble opraHusauumu, UWHAMBMAYyanbHble NpeanpuHUMaTENnU, UMeroLme
NULEH3NI0 Ha bapMaLEeBTUYECKYIO AeATENbHOCTb, HApsiAy C NekapCTBEHHbIMK npenapaTtaMmu
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UMeT npaBo npuobpeTaTb M NpodaBaTb MeAUUMHCKME W3[enus, Aes3vHuuupyowme
cpenctea, nNpeameTbl M CpeacTBa JIMMHOW TUMMEHbl, Nocydy ANs MeOUUMHCKUX Lenew,
npegmMeTbl U CpeacTBa, NpeaHasHayeHHble Ans yxoda 3a O60MbHbIMU, HOBOPOXAEHHBIMU U
AEeTbMU, HE OOCTUMUMMKM BO3pacTa Tpex NeT, OYKOBYH OMNTMKY M CPEeACTBa yxOAda 3a Hewn,
MUHepanbHble BOAbl, MPOAYKTbl fiedyebHOro, M[eTCKoro W  AMEeTUYECKOro  nuTaHus,
Buonornyeckn akTuBHble Aob6aBkW, NnaproMepHbIE N KOCMETUYECKNE CPEACTBA, MEOULNHCKME
N CaHUTapHO-MPOCBETUTENbHbIE MNEeYaTHble M34aHus, npefHasHadeHHble Ang nponaraHabl
340pOBOro obpasa KnsHu.

MHdopmaums 06 naMeHeHusix:

®edepanibHbIM 3akoHoM om 13 uwns 20152. N 262-@3 e yacmb 8 cmambu 55
Hacmosiweao ®edepasribHO20 3aKOHa B6HECEHbl U3MEHeHUs, ecmynarowue 8 cusy c 1
saHeaps 2016 e.

CmM. mekcm 4acmu e npedbidyuwjell pedakyuu
8. [eaTenbHOCTb anTeudHblx opraHusauunm BoopyxeHHbix Cun  Poccuickon

depepaumn, Opyrmx BOWCK, BOWHCKMX (OPMUPOBAHUW W  OpraHoB, B  KOTOPbIX
3akoHopaTenbcTBoM Poccurckon depepauumn npeagycCMOTPEHO MPOXOXOEHME BOEHHOW
cnyxbbl nnu deagepanbHON rocynapCTBEHHON CNyXbbl, CBA3aHHOW C NPaBOOXPaHUTENbHOM
AEATENbHOCTbLIO, pernameHTnpyeTca HacToawmm deaepanbHbIM 3aKOHOM U YyTBEPXKOAEHHBIMU
COOTBETCTBYHOLWNMM defeparnbHbiMU OpraHaMyu UCMOSTHUTENbHON BRACTU  MOSIOXEHUSIMMU.
KoHTponb 3a cobnogeHnem ykasaHHbIMM  anTeYHbIMW  OpraHM3aumsaMn  NOJTOXKEHUN
HacTosiwero ®efepanbHOro 3akoHa OCYLLECTBMASETCH COOTBETCTBYHOLWMMKU deaepanbHbIMU
opraHamu UCMONHUTENbHOW BNacTu.

FTAPAHT:

CM. koMMeHTapumn K cTaTbe 55 HacToswero ®efepanbHOro 3akoHa

CraTba 56. M3rotoBrneHne v oTnyck NiekapcTBEHHbIX NpenapaTos
FAPAHT:

Cm. EpauHble npaBuna odQOpMMEHUs nekapctB, MNPUroToBASiIEMbIX B anTeudHbIX
yypexaeHuax  (Npeganpuatusax) pasnuyHbiX  OpM  COBCTBEHHOCTW,  YTBEpPXOAEHHbIE
MwuHuctepcTBoM 3gpaBooxpaHeHna P® ot 24 nona 1997 r.

1. W3rotoBneHMe nekapCTBEHHbIX MNpenapaTtoB  anTeYHbIMU  OpraHM3auusMu,
BETEPUHAPHLIMA anTEeYHbIMW OpraHn3auusMn, WHAUBUAYaANbHbIMU NpeanpuHUMaTensaMu,
UMELWUMM  NNULUEH3NI0 Ha dapMaLeBTUYECKYD OeATeNbHOCTb, OCYLEeCcTBNseTcsa no
peuenTtam Ha nekapcTBeHHble npenapaTbl, N0 TpeboBaHNAM MeOULMHCKUX OpraHuM3auun,
BETEPUHAPHbLIX OpraHusauuMi B COOTBETCTBUM C MpaBuiiamMmum W3roTOBIIEHUS U OTMycKa
NEeKapCTBEHHbIX MpenapaToB, YTBEPXKAEHHbIMU YMOMHOMOYEHHbLIM (heaepanbHbiM OpraHoM
NCMONHUTESTbHOW BracTu.

2. lNpn wn3roToBNEHUN neKapCcTBEHHbLIX MNpenapaTtoB anTeYHbIMW OpraHu3auusmMu,
BeTEPUHAPHbLIMU anTeYHbIMU OpraHusauusiMu, UHOMBUAYANbHLIMU NpeanpuHUMaTensmu,
UMEKLWNMM  JNULEH3NIO  Ha  (bapMaueBTUMYECKYD  AeATENIbHOCTb,  UCMOMb3YHTCS
dhapmaueBTU4eckMe CybcTaHLmMmM, BKNIOYEHHbIE COOTBETCTBEHHO B rOCYAapCTBEHHbIN peecTp
NEeKapCTBEHHbIX CPeAcTB ANA MeAUUMHCKOrO MNPUMEHEHUA W rOCy4apCTBEHHbIA peecTp
NeKapCTBEHHbIX CpeaCcTB AN BETEPUHAPHOro NpMMEHEeHUs B yCTaHOBMEHHOM nopsgke. He
AOMNyCKaeTCs WU3roToBfIEHME anTeYHbIMWU OpraHu3aumsiMn, BeTepuHapHbIMW  anTeYHbIMU
opraHuvsaumamMu, UWHAMBMAYanbHbIMW NpeanpuHUMaTensaM, UMeWwuMn fULEH3NI  Ha
hapmaLeBTUYECKY0 OeATeNbHOCTb, NeKapCTBEHHbIX MpenapaToB, 3aperncTpupoBaHHbIX B
Poccunckon denepaunn.

3. MapkupoBka rnekapcTBEeHHbIX rpernapaTtoB, W3roTOBMEHHbIX anTeYHbIMU
opraHuvsauMamMu, BeTepuHapHbIMW  anTeYyHbIMW  OpraHus3auusaMu,  UHOUBUAYaNbHbIMU
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npegnpuHuMaTensMy, MMerLWwuMn JUUEH3NI0 Ha (apmMaueBTUYECKYD AeATEeNbHOCTb, U
odhopMIiEHME TakMX NpenapaToB AOSMKHbI COOTBETCTBOBATL NpaBusiaMm, ykadaHHbIM B YacTu 1
HacTosLEN cTaTbM.

4. AnTeyHble opraHm3aunn, BETEPUHAPHbIE anTeYHble OpraHM3aunn, MHanBMAyanbHble
npegnpuHMaTenu, UMmerwme nUUEH3NI0 Ha (apMaueBTUYECKY AeATeNbHOCTb, HecyT
OTBETCTBEHHOCTb 3a HecobnogeHne npaBun WU3rOTOBIIEHUST U OTNyCKa JeKapCTBEHHbIX
npenapaToB B COOTBETCTBUM C 3aKoHOA4ATeNbCTBOM Poccunckon denepaumm.

TAPAHT:

CM. KoMMmeHTapum Kk ctaTbe 56 HacTosiero ®eaepanbHOro 3akoHa

CraTtbsa 57. 3anpelwieHune npogaxu hanbCcuuLmMpoBaHHbIX JIEKAPCTBEHHbIX CPEACTB,
HeJO0BpoKa4YeCTBEHHbIX neKapCTBEHHbIX cpencTs, KOHTpadaKkTHbIX
NeKkapCTBEHHbIX CPeaCTB

Mpopaxa danbCnUuMpPOoBaHHbIX NEKApPCTBEHHbIX CpeacTB, HedobpokayeCTBEHHbIX

NeKapCTBEHHbIX CPEACTB, KOHTPAMaKTHbIX SleKapCTBEHHbIX CPeACTB 3anpeLLaeTcs.
FTAPAHT:

CM. KOMMeHTapum K ctaTbe 57 HacTosilero deaeparnbHOro 3akoHa

CraTtbsa 58. XpaHeHne nekapcTBEHHbIX CPEACTB

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3aKOHOM om 22 okmsbps 2014 2. N 313-®3 e vacmb 1 cmambu 58
Hacmosiweao ®edepanibHO20 3aKOHa BHECEHbl U3MEHEHUs, ecmyrnaroujue e cusy o
ucmeyeHuu mpuduyamu OHel rocne OHA oghuyuasibHO20 onybsiukoeaHusi Ha38aHHO20
®edeparnibHO20 3aKOHa

CmM. mekcm Yacmu e npedbidyuiel pedakuyuu

1. XpaHeHue rneKapCTBEHHbIX CPeACTB  OCYLIECTBMSETCA  NpoM3BOAUTENAMMU
neKapCTBEHHbIX CPeAcTB, OpraHM3auusiMm ONTOBOW TOProBfn NeKapCTBEHHbIMU CPpeaCcTBaMy,
anTeYHbIMu opraHusaumsamm, BeTEpUHAPHbLIMN anTeyHbIMU opraHusaumnamm,
nHanBUAyanbHbIMU NpeanpuHUMaTeNnaMn, NUMEKLWUMN NULEH3NI0 Ha dapMaueBTUYEeCKYH
OeATeNbHOCTb  WUIN  JIMUEH3UI0 Ha  MEeOUUMHCKYK  OesTeNnbHOCTb, MeOULMHCKAMU
opraHmsaumsamu, BeTEpPUHaAPHbIMU opraHusaumnamm n NHBIMN opraHusauusimu,
OCYLECTBAALWNMM  obpalleHne neKkapCTBEHHbIX CPeacTB. XpaHEeHWe neKapCTBEHHbIX
cpedCTB  [ONA  BETEpUHAPHOro MpPUMEHEHWs  opraHusaumamMuM U UHOUBUAYaNbHbIMA
npegnpuHMMaTenamMmn B criydasax, eCrnm OHM UCMOSb3YKTCHA UCKNIYUTENBHO NPU pa3BeaeHnu,
BblpalLMBaHNN, COAEPKAHMUM U NEYEHUN XKMBOTHBIX, MOXET OCYLLECTBATLCA 0e3 nonyyeHus
NULEH3UN Ha hapMaLEeBTUYECKYIO AeATENbHOCTb.

2. lNpaBuvna xpaHeHus NekapCTBEHHbIX CPEeACTB YTBEPXOAKTCA COOTBETCTBYHOLLMM
YNOSTHOMOYEHHbIM (hefeparbHbIM OpraHOM UCMONMHUTENBLHOM BNacTy.

3. XpaHeHne HapKOTUYECKUX NEeKapCTBEHHbIX CPEACTB, NCUXOTPOMHbIX JIEKAPCTBEHHbIX
cpeacTtB, pagnodapmMaueBTUYECKMX  NIEKAPCTBEHHbLIX  CPeACTB  OCYLWECTBMSeTCs B
COOTBETCTBUM C 3akoHoaaTenbcTBOM Poccuinckon degepauumn.

FAPAHT:

O mepax Mo yny4yleHuto y4eTa, XpaHeHUs, BbINMUCbIBAHUS N UCMOSIb30BaHMUA HapKOTUYECKMX
CpeacTB M NCUXOTPOMHLIX BELWECTB CM. npuka3 Munagpasa P® ot 12 Hosi6psa 1997 r. N 330

CM. KoMmeHTapum Kk ctaTbe 58 HacTosiero ®eaepanbHOro 3akoHa

MHdopmaumsa 06 nameHeHusx:

®dedepanbHbIM 3akoHOM om 25 Odekabps 2012 e. N 262-®3 enasa 10 Hacmosuwe2o
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®edepanbHo20 3aKoHa OorioslHeHa cmambeli 58.1, ecmynaroweli 8 cusy no ucmevyeHuu
cma eocbmudecsamu OHeli nocre OHA ogpuyuanbHo20 onybsiukoeaHusi Ha3eaHHO20
®edeparibHO20 3aKOHa
Cratba 58.1. [lpeaMeTHO-KONMYECTBEHHLIM YYeT JeKapCTBEHHbIX CpPeacTB Aans
MEeANLMHCKOro NpMMeEHEHMS
1. NepeyveHb NekapCTBEHHbIX CPEACTB ANA MEOULNHCKOrO NPUMEHEHUS, nogexatimx
NpeaMeTHO-KONMMYECTBEHHOMY  y4yeTy, YTBepXZaeTcs YNoNHOMOYEHHbIM dheaepanbHbIM
OpraHoM MCMOMHUTENBHOW BNacTu.

MHdopmaums 06 naMeHeHusix:

®edepanibHbIM 3akoHOoM om 3 uwnsa 2016 2. N 305-®3 e yacmb 2 cmambu 58.1
Hacmosiweao ®edeparibHO20 3aKOHa 8HECEHbI USMEHEHUS

CmMm. mekcm 4acmu e npedbidyuweli pedakyuu

2. MNMopagok BKMOYEHUS NEKapCTBEHHbIX CPeacTB AN MeOULUHCKOrOo NMpUMEHEHMUS B
nepe4vyeHb JEKAPCTBEHHbIX CPeACTB AN MEeAULMHCKOrO MNPUMEHEHUs, noanexalumx
NnpeaMeTHO-KONMYECTBEHHOMY Yy4eTy, YCTaHaBNMBAETCHA YMNONMHOMOYEHHbIM deaepanbHbIM
OpraHOM WCMONHUTENbHOM BMAcTM MO COrMacoBaHUK C  denepanbHbiM  OpraHoM
NCNOJTHUTENbHOW BMNAcTU, YNOJTHOMOYEHHbIM B cpepe BHYTPEHHUX Aen.

3. lMpeamMeTHO-KONMYECTBEHHLIN Yy4eT NeKapCTBEHHbIX CPeACcTB ANs MeAULMHCKOro
NpUMeHeHns BeayT NPOU3BOAUTENN NEeKapCTBEHHbIX CPeACTB, OpraHusauum OMNTOBOW
TOProBNN NEKapCTBEHHbIMW CpPeACTBaMu, anTeuyHble OpraHu3auuu, WHAuBMAOYalbHble
npeanpuHUMaTenu, uUMerwmne IUMUEH3NI0 Ha dapMaueBTUYECKYD AeATeNbHOCTb UMK
NULEH3MIO HA MEOULMHCKYO AEATENbHOCTb, U MEAULMHCKME OpraHM3aLmm, OCyLeCcTBNSAOLWMNE
obpalleHne NekapcTBEHHbIX CPeacTB AN MeAWMLUMHCKOro NPUMEHEeHUs, NyTeM perncrpauum
NobbIX CBA3AHHLIX C UX OOpalleHneM onepaummn, Npu KOTOpbIX N3MEHSIETCHA UX KONMUYECTBO U
(vnn) cocTosiHMe, B cneymanbHbIX XXypHarax yyeTta onepauun, cBs3aHHbIX C obpalleHnem
NEeKapCTBEHHbIX CPEACTB ANA MeOULMHCKOro NPUMEHEeHUs (aanee - cneumanbHble XXypHanbl).

4. TpaBuna peructpaumMmM onepauun, cBsi3aHHbIX C oObpalleHMeM neKapCTBEHHbIX
cpencTB Anst MeAULMHCKOrO NPUMEHEHNS, BKINIOYEHHbIX B NepeYeHb NeKkapCTBEHHbIX CPeacTB
ANs  MeOUUMHCKOrO MPUMEHEHMUs, Noanexawmx npeamMeTHO-KONMMYECTBEHHOMY Y4eTy, B
crneuvanbHbIX >KypHanax W npaBufia BefeHMs WU XpaHeHMs1 chneumarnbHbIX >XypHanos
YyTBEpPXXAakTCs YNONHOMOYEHHbIM heaepanbHbIM OpraHoM UCMONHUTENBbHON BNacTu.

5. KoHTponb 3a cobniogeHnem npaBwuil pernctpaumm onepauuin, CBSA3AHHbIX C
obpalleHnemM nekapcTBEHHbIX CPeacTB AN MeOULMHCKOrO MNPUMEHEHUS, BKITHOYEHHbIX B
nepedyeHb JEKApCTBEHHbIX CPeacTB And  MEeOULUMHCKOrO MNPUMEHEHUs, noanexalumnx
npeaMeTHO-KONMMYECTBEHHOMY YYETY, B CneumarnbHbIX XXypHanax, a Takke 3a cobniogeHnem
npaBun BEOEHUS U XpaHEeHUs1 cneumnarnbHbIX XXYpHaroB BO3naraeTca Ha YNOSIHOMOYEHHbIe
denepanbHble oOpraHbl  MCMOMHUTENBHOW BRacTu W OpraHbl UCMOSHUTENbHOW BRacTu
cybbektoB Poccuiickon degepaumn, OCYLLECTBSAOWMNE NULEH3NPOBaHME MNPOU3BOACTBA
NEKapCTBEHHbIX CPEACTB, dapMaLeBTUYECKON AEATENbHOCTU U MEOMLMHCKON AEATENbHOCTH,
N OCYLLECTBNSETCS B paMKaX NMMLEH3MOHHOIO KOHTPOSS.

FAPAHT:

CM. AQMMHUCTPaTUBHbIN pernamMmeHT ucnonHeHms denepanbHon cnyxbom nNo Hag3opy B
chepe 30paBOOXpPaHEHUSA rOCydapCTBEHHOMW OYHKUMKM MO OCYLLECTBIIEHUO NULEH3NOHHOIO
KOHTpONsa (papmMaueBTUYEeCKOM [LeATEeNIbHOCTU, YTBEpPXOEeHHbIM npukasom MwuH3gpasa
Poccum ot 1 ceHTabps 2017 r. N 585H

CM. koMmMeHTapuum Kk ctatbe 58.1 HacToswero degepanbHOro 3akoHa

MnaBa 11. YHUUYTOXEeHue neKkapcTBeHHbIX CPeACTB
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CrtaTtbsa 59. OcHoBaHMsA 1 NOPSAOK YHUUTOXEHUS NEeKapCTBEHHbIX CPeacTB

MHdopmaums 06 naMeHeHusix:

®edepasibHbIM 3aKkOHOM om 22 Oekabpsi 2014 2. N 429-®3 8 yacmb 1 cmambu 59
Hacmosiweao ®edeparnibHO20 3aKOHa BHECEHbI U3MEHEeHUsl, ecmynarouwue e cusy c 1
uronss 2015 a.

CmM. mekcm 4acmu e npedbidyuwel pedakyuu
1. HepnobpokayeCTBEHHble FEKApPCTBEHHble cpeacTBa, danbCUPUUMPOBaHHLIE
NleKapCTBEHHbIE CpeaCcTBa Moasiexar U3bATUIO U3 0BpaLleHns U YHUYTOXEHMUIO B Mopsiake,
ycTaHoBreHHoM [NpasutensctBom Poccuinckon denepaumm. OcHOBaHMEM ANA YHUHMTOXEHUS
NEeKapCTBEHHbIX CPEeACTB ABMAETCSA peLUeHne Brnagenbla NekapCTBEHHbIX CPEACTB, peLleHne
COOTBETCTBYHLLENO YNOIHOMOYEHHOro heaepanbHOro opraHa MUCMNOMHUTENBHOM BlacTn uUnm
pelleHune cyaa.

MHdopmaumsa 06 nameHeHusx:

®PedepasibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-©3 8 vacmb 2 cmambu 59
Hacmosiwezao ®edepanbHO20 3aKOHa BHECEHbI U3MEHeHUsl, ecmynarouue e cusy c 1
urons 2015 a.

CmM. mekcm 4acmu e npedbidyuwjell pedakyuu

2. KoHTpachakTHbIE NekapcTBeHHbIe cpeacTBa Noanexar N3bsatuio n3 obpalleHns un
YHUMTOXEHUIO MO pelleHnto cyaa. MNMopaaok YHUYTOXEHUS KOHTpadaKTHbIX JleKapCTBEHHbIX
cpeacTs ycTtaHasnueaeTtcs [NpaButensctsom Poccunckon depepauum.

3. Pacxogbl, cBA3aHHbIE C YHUUTOXEHNEM KOHTpadakTHbIX NEKapCTBEHHbIX CPeacTs,
He[OOpOKaYECTBEHHbBIX JTIEKAPCTBEHHbIX CPeacTB, (hanbCMPUMUNMPOBAHHBLIX NEKApPCTBEHHbIX
CpeacTB, BO3MeELLATCH X BnagenbueM.

4. Bnapgeneu nekapCTBEHHbIX CPEACTB OOMMKEH NpeacTaBUTb B YNOSTHOMOYEHHbIN
denepanbHbIi OpraH UCNONMHUTENBHOM BNACcTU OKYMEHT Ui 3aBEPEHHYIO B YCTAHOBNEHHOM
nopsake ero Konu, nogTeepxgarwme akT YHUUTOXEHNSA NeKapCTBEHHbIX CPEACTB.

5. CoOTBETCTBYIOLWNA YNOMHOMOYEHHbLIN defepanbHbli  OpraH  UCNOSTHUTENBHOWN
BNacTu, NPUHABLUMA pelleHne 06 YHUYTOXEHUM NEeKapCTBEHHbIX CPEACTB, OCYLLECTBNSET
KOHTPOJIb 32 UX YHUHYTOXEHNEM.

6. YHUUTOXEHME NEKapCTBEHHbIX CPEACTB NPOM3BOANTCSA OpraHn3auusaMm, MMerLMn
COOTBETCTBYHOLLYIO NNLUEH3UI0, Ha cneuunanbHo 060pyaoBaHHbIX NoLwagkax, NofIMroHax u B
cneunanbHO 060pyaOBaHHbLIX NMOMELLEHUAX ¢ cobnogeHmem TpeboBaHu B 06nacTn oxpaHbl
OKpYy)KatoLlen cpeabl B COOTBETCTBMM C 3akoHoaaTenbcTBoM Poccurickon ®egepauuu.

7. HapkoTuyeckne neKapCTBEHHble CpeAcTBa, [MCUXOTPOMHbIE JIEKAPCTBEHHbIE
cpenctBa, pagnodapMaueBTUYECKME  JIEKAPCTBEHHbIE  CPEACTBA  YHUUTOXAKTCA B
COOTBETCTBUM C 3akoHoaaTenbcTBoM Poccuinckon degepauumn.

FAPAHT:

CM. KoMmeHTapum K cTaTbe 59 HacToswero ®enepanbHOro 3akoHa

MmaBa 12. l'ocypapcTBeHHOE perynmpoBaHue LieH Ha NeKapCcTBeHHbIe npenapaTbl AnA
MeAULIMHCKOro NpMMeHeHuUs

Cratba 60. [ocygapCTBeHHOe perynupoBaHWe LeH Ha nekapCTBeHHble npenaparhbl
AN MeANLIMHCKOrO NMPUMEHEHNS
[ocymapCcTBeHHOE perynupoBaHMe LEeH Ha feKkapCTBEeHHble npenapatbl  Ans
MEeOVLNHCKOro NPUMEHEHUS OCYLLIECTBIISIETCA NOCPECTBOM:

MHdopmaums 06 naMeHeHusix:
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®edepanibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-®3 nyHkm 1 cmambu 60
Hacmosiweao @edepasibHO20 3aKOHa U3/I0XKeH 8 Ho8oU pedakyuu, ecmynarowel 8 cusny ¢
1 urona 2015 a.

CM. mekcm nyHkma e npedbidyuw,el pedakyuu

1) yTtBepxaeHus [lpaButenbctBoM Poccuiickon ®degepaumm nepeyHs >KU3HEHHO
HeobXo4MMbIX W BaXXHEWLWWMX JlIeKapCTBEHHbIX MNpenapaTtoB, KOTOpbiM copMnpoBaH B
YCTaHOBMEHHOM UM nopsifke Ha OCHOBE KOMMJIEKCHOW OUEHKWN NeKapCTBEHHbIX NpenapaTos,
BKIMOYasa aHanu3 CBeAeHW O CPaBHUTENBHOM KIMMHMYECKON 3¢hdeKTUBHOCTM N Ge30nacHOCTK
NEeKapCTBEHHOIO  CPeAcTBa,  OUEHKY  9KOHOMWYECKMX  MOCMeACTBUA  NPUMEHEeHUs
NEeKapCTBEHHOro cpeacTBa W U3ydeHWe OOMNOSTHUTENbHbLbIX MNOCHeACTBUMA  MPUMEHEHUS
neKkapCcTBEHHOro CpeacTBa;

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3aKkOHOM om 22 Oekabps 2014 2. N 429-®3 e nyHkm 2 cmambu 60
Hacmosiweao ®edeparnibHO20 3aKOHa BHECEHbI U3MEHeHUsl, ecmynarouwue e cusy c 1
uronss 2015 a.

CmM. mekcm nyHkma e npeodbidyw,el pedakyuu

2) yTBEPXKOEHUST MEeTOOAMKU YCTAHOBMNEHUS MPOU3BOAUTENAMU JEKAPCTBEHHbLIX
npenapaToB npefenbHbIX OTMYCKHbIX LEeH Ha feKkapCTBeHHble npenapaTbl, BKMOYEHHbIE B
nepeyeHb >XM3HEHHO HEeOoBXOAMMBIX N BaXXKHEWLUMX NEeKapCTBEHHbIX MpenapaTtoB, a Takke
BHepeHUs1 MeXaHNU3MOB (DOPMUPOBAHUS CUCTEMbI pePEPEHTHbLIX LIEH;

3) rocygapCTBEHHOM perncTpauumn yCTaHOBEHHbIX NPOU3BOAUTENAMM JIEKaPCTBEHHbIX
npenapaToB npeaeribHbiX OTMNYCKHbIX LEH Ha JleKapCTBEHHble npenapartbl, BKMOYEHHbIE B
nepeYyeHb XNU3HEHHO HEOBXOAUMBIX 1 BaXKHENLLUNX NEeKapCTBEHHbIX NpenapaTos;

4) BedeHWs rocydapCcTBEHHOro  peecTtpa  npedenbHbiX  OTNYCKHbIX  LeH
npoM3BoaMTENEN Ha IeKapCTBEHHble npenapaTbl, BKIOYEHHble B MNepe4vYeHb XXU3HEHHO
HEeOoOX0OMMbIX N BaXKHEULLMX NIEKAPCTBEHHbIX NpenapaTos;

5) yTBepXOoeHUs MeTOAMKW YCTAHOBMEHUS oOpraHaMuv WCMONMHUTENbHOM BRacTn
cybbektoB Poccuiickon ®depepaunmn npedenbHbIX pa3MeEpoB  ONTOBbIX HagbaBoOK U
npefenbHbIX pPasmMepoB PO3HUYHbIX HagbaBOK K  (PAKTUYECKMM  OTMAYCKHbIM  LieHaM,
YCTAHOBJIEHHbIM MPOU3BOAUTENSAMU FIEKAPCTBEHHbLIX MNpenapaTtoB, Ha JIEKapCTBEHHbIE
npenapaTbl, BKMAOYEHHbIE B MNEpeYeHb >KMU3HEHHO HEeobXoAMMbIX U BaXKHEWLWUX
neKkapCTBEHHbIX NpenapaTos;

6) ycCTaHOBMeHUst npeaesibHbIX pa3MepoB ONTOBbIX HaabaBoOK W npeaesnibHbIX
pasMepoB pPO3HUYHbIX HaabaBOK K (PAKTUYECKMM OTMYCKHbIM LiEeHaM, YCTaHOBMEHHbIM
NnPOM3BOOMTENSAMN  NIEKAPCTBEHHbIX MNpenapaToB, Ha JleKapCTBEHHble Mpenaparhbl,
BKIMIOYEHHbIE B MNepevYeHb XU3HEHHO HEeoOXOoOUMbIX W BaXHEWLWUX JEKAPCTBEHHbIX
npenapaTos;

7) yTBEPXOEHMA nopsiAka BblAayu npeanuMcaHuMi opraHaMm MCMOMHUTENbHON BRacTu
cybbekToB Poccuiickon degepaumm 0 nNpuBeeHMM B COOTBETCTBME C 3aKOHOAATENbLCTBOM
Poccuiickon ®epepaunn peweHnn 06 yCTaHOBNEHUW nNpeesibHbiX pa3MepoB OMTOBbIX
HafbaBOK M NpefenbHbIX pasMepoB PO3HUYHBIX HAg0aBOK K (haKTUYECKMM OTMYCKHbIM LiEHaM,
YCTAHOBJIEHHbIM MPOU3BOAUTENSMU FIEKAPCTBEHHbLIX MNpenapaTtoB, Ha JEKapCTBEHHbIE
npenapaTtbl, BKMAOYEHHbIE B NEepe4YeHb >KU3HEHHO HEOOXOAMMbIX W BaXXHEWLUNX
NeKapCTBEHHbIX npenapaTtoB, €CNM OHW MNPUHATBI C HapyLweHMeM 3aKoHodaTenbCTBa
Poccunckon depgepaumm, B nopsgke, yctaHosneHHoMm [lpaButensctBoMm Poccuinckon
depepauum;

8) HanpaBneHnst yNnoNHOMOYEHHbIM dhefepanbHbiM OpraHoOM UCMOMHUTENBbHON BacTu
opraHam WCnosiHUTEnNbHOM Briactu cybbektoB Poccuiickon Pepepaumm npegnucaHuin o
npuBeAeHMn B COOTBETCTBME C 3akoHoaaTenbCTBOM Poccuiickon degepauum NpUHATBIX C
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HapyweHnem 3akoHopaTtenbcTBa Poccuinckon depepauumn pelseHun o6  yCTaHOBMEHUM
npegenbHbIX pasMepoB ONTOBbIX HAA0aBOK U NpefenbHbIX pasMepoB PO3HUYHbIX HaabaBoK K
LeHaM Ha NneKapCTBEHHble NpenapaTbl, BKNIOYEHHbIE B NepeveHb XU3HEHHO HEOBXOOUMBIX U
BaXKHEMLLMX NeKapCTBEHHbIX NpenapaTos;

MHdopmaums 06 nsmMeHeHusix:

®dedepanbHbIM 3akoHOM om 25 utoHs1 2012 2. N 93-®3 nyHkm 9 cmambu 60 Hacmosiweao
®edeparnibHO20 3aKOHa U3/10)KeH 8 HO8oU pedakuuu

CM. mekcm nyHkma e npedbidyuw,el pedakyuu
9) ocywecTtBneHus enepanbHOro rocygapCTBEHHOrO Haasopa B cepe obpalueHus
NEeKapCTBEHHbIX CPeACTB U pernoHaribHoro rocygapCTBEHHOrO0 KOHTPONA 3a NpUMEHeHueM
LUEeH Ha IekapCTBEHHble npenapaTbl COOTBETCTBEHHO YMNOSIHOMOYEHHbIMU beaepanbHbIMU
opraHamu UCMOSIHUTENbHOM BMNacTM W oOpraHaMm WCMNOMHUTENBbHOM Bnactu Cy6bekToB
Poccuinckon ®epgepaumm  cornacHO UX  KOMMETEHUMW B nopsiake,  YCTaHOBIIEHHOM
MpasutensctBoM Poccuinckon denepaumm;
10) npumeHeHnss NpenyCMOTPEHHbIX 3akoHodaTenbCcTBOM Poccuickon Pepepauunm
Mep OTBETCTBEHHOCTM 3a HapyleHue nopsgka ueHoobpas3oBaHWA Ha  KU3HEHHO
HeobXxo4MMble 1 BaXKHEeNLINe NneKkapCTBEHHbIE NpenapaTbl.
FTAPAHT:

CM. kommeHTapumn K ctaTbe 60 HacTosiwero ®egepansHOro 3akoHa

MHdopmaumsa 06 nameHeHusx:

®dedepanbHbIiM 3akoHoM om 8 mapma 2015e. N 34-®3 HaumeHoeaHue cmambu 61
Hacmosiuweao ®edeparibHO20 3aKOHa U3IIOXEHO 8 HO8oU pedaKkyuu, ecmynarouwel e cusny
¢ 1 uronsa 2015 e.

CM. meKkcm HauMeHo8aHus1 8 nNpeodbidyu,el pedakyuu
Cratba 61. [ocynoapcTBeHHas peructpauusi ycTaHaBNMBaAEMbIX NPOU3BOAMTENSIMM
neKapCTBEHHbIX NpenapaToB NpeaerbHbIX OTNYCKHbIX LIEeH Ha NeKkapCTBEHHbIE
npenapaTbl, BKMOYEHHbIE B NEPEYEHDb KN3HEHHO HEOBXOAMMbIX U BaXKHEMLLMX
neKapCTBEHHbIX NpenapaToB

MHdopmaums 06 nameHeHusix:

®edepasibHbIM 3akoHOM om 8 mapma 2015 2. N 34-®3 yacmb 1 cmambu 61 Hacmosiwezao
®edeparibHO20 3aKOHa U3/IoXeHa 8 HoeoU pedakuyuu, ecmynarouwjeu e cuny ¢ 1 urrns
2015 e.

CmM. mekcm 4Yacmu e npedbidyuiel pedakuyuu
1. YcraHaBnvMBaemble NPOU3BOAUTENSIMU NEKAPCTBEHHbLIX NpenapaTtoB npenenbHble
OTNYCKHblE LEHbl Ha JEeKapCTBEHHble npenapaTbl, BKMIOYEHHbIE B Mepe4vYeHb >KU3HEHHO
HeOOXOAMMbBIX W BaKHEMWMX NeKapCTBEHHbIX MNpenapaToB, MnoAanexaT rocyaapCTBEHHON
pernctpauumn B nopsigke, yctaHoneHHom lNpaButensctBomM Poccuinckon ®egepaumn.

MHdopmaums 06 naMeHeHusix:

®edepasnibHbIM 3akoHOM om 8 mapma 2015 2. N 34-®3 yacmb 2 cmambu 61 Hacmosiweao
®edepasnibHO20 3aKOHa U3/IoXeHa 8 HoesolU pedakuyuu, ecmynarouwjel e cusny ¢ 1 urrns
2015 e.

CmM. mekcm 4Yacmu e npedbidyuiel pedakuyuu
2. Ha ocHoBaHun nogaHHoro go 1 oktsabps Kaxaoro roga 3asiBfieHUst Npou3BoanTens
NEKAPCTBEHHbIX MNPENapaToB, BKMIOYEHHbIX B Mepe4YeHb XWU3HEHHO HeobXxoaMMbIX W
Ba)KHEMNLLUNX NeKapCTBEHHbIX NpenapaToB, 3aperncTpmpoBaHHas npegernbHas oTnyckHasa ueHa
Ha NeKapCTBEHHLIN NpenapaT MOXEeT ObiTb NepeperncTpupoBaHa oguH pas B KaneHaapHoOM
rogy B nopsake, yctaHoBneHHoM [pasuTtensctBom Poccuiickon ®eagepauum.
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FAPAHT:

CM. cnpaBKy O npeferbHbiX pa3mepax ONToBbIX HaabaBokK M npefernbHbIX pa3mepax
PO3HUYHLIX HaabaBoOK K LeHaM Ha XW3HEeHHO HeobxoAuMble UM BaXHeWluue
nekapcrtBeHHble npenapatbl (X KHBJIMM), yctaHoBnNeHHbIe B cybbekTtax PO

2.1. Ytpatuna cuny c 1 niona 2015 .

MHdopmaums 06 naMeHeHusix:

Cm. mekcm yacmu 2.1 cmambu 61
2.2. YTpaTtuna cuny ¢ 1 nonsa 2015 .

MHdopmaumsa 06 nameHeHusx:
Cm. mekcm yacmu 2.2 cmambu 61

®edepanibHbIM 3akoHOM om 8 mapma 2015 2. N 34-®3 yacmb 3 cmambu 61 Hacmosiweao
®edeparnibHO20 3aKOHa U3/I0oXeHa 8 HoeoU pedakuyuu, ecmynarouwjeu e cuny ¢ 1 urrns
2015 .

CmM. mekcm 4acmu e npedbidyujell pedakyuu

3. PacyeT npefenbHbIX OTNYCKHbIX LEH, YKa3aHHbIX B YacTax 1 1 2 HacTodALen cTaTby,
npu WX TrOCYyAAapPCTBEHHOW perucTpauum wunuM nepeperucrpauum  OCyLLECTBMSIETCA B
COOTBETCTBUM C MeToauKoW, yTBepxaeHHon [lpasutenbctBom Poccuinckon Pepepauuun um
YYMTbIBAOLLEN, B YACTHOCTMU:

1) cobniogeHne GanaHca WHTepecoB noTpebuTenen nekapcTBEHHbIX MNpenapaTos,
BKIMIOYEHHbIX B MNepe4YeHb >KU3HEHHO HEOOXOAMMBbIX W BaXHENWWUX FEKapCTBEHHbIX
npenapaToB, U MNPOU3BOAUTENEN NEKAPCTBEHHbIX MpPenapaToB, BKMKOYEHHbIX B MNepeveHb
XXN3HEHHO HEOBXOAMMBIX U BaXXHENLLNX NIEKAPCTBEHHbIX NPenapaTos;

2) akTMYecKyto OTMYCKHYK LeHYy Ha JiekapCTBEHHble npenapatbl B Poccuickon
depepaummn, LeHy BBO3a feKapCTBEHHbIX npenapatoB B Poccuinckyto denepauunto, a Takke
LeHbl Ha aHanornyHble rnekapcTBEeHHble npenapaTbl, Haxogsdwmeca B obpalleHun B
Poccuinckon ®epepaunu;

3) 3aTtpatbl Npou3BOAMTENSA JIEKAapCTBEHHOro npenapaTta Ha Npou3BOACTBO M
peanu3auunio nekapCTBEHHOro npenapara,;

4) uUeHy Ha neKapCTBEHHbIN npenapaTt MHOCTPaAHHOrO MPOM3BOACTBA, €ro LiEHYy B
CTpaHe Npou3BOAUTENS M B CTpaHax, B KOTOpPbIX MpenapaTt 3apeructpuposaH v (Mnu) B
KOTOpble NOCTaBNSAETCA NHOCTPAHHBIM NPON3BOAUTENEM.

FAPAHT:

CMm. MeToamky YCTaHOBMEHUA  MNPOU3BOAUTENSMU  JIEKAPCTBEHHbIX  MpenapaToB
npeaenbHbIX OTMAYCKHbIX LEH Ha feKapCTBEeHHble npenapaTbl, BKIOYEHHbIE B NepeveHb
XWM3HEHHO HEOBXOOUMBIX W BaXHEWULIMX JeKapCTBEHHbIX MpenapaToB, YTBEPXOEHHYIO
npukasom MuHuUCTEpPCTBa 34paBOOXPaHEHUS N coumarnbHOro passutna PO n depepansHomn
cnyx6bl no Tapudam ot 3 HoA6psa 2010 r. N 961H/527-a

MHdopmaums 06 naMeHeHusix:

®edepanbHbiM 3akoHoM om 3 uronsa 20162, N350-®3 & uvacmb 4 cmambu 61
Hacmosiweao PedepasibHO20 3aKOHa BHECEHbI U3MEHEHUS

CmM. mekcm Yacmu e npedbidyuwjell pedakyuu
4. He ponyckatoTca peanusaums U oTNyck NekapCTBEHHbIX NpenapaToB, BKMOYEHHbIX B
nepeyveHb XN3HEHHO HEOOXOOMMbIX U BaXKHENLLMX NEeKapCTBEHHbIX NpenapaToB, Ha KOTopble
NMPOU3BOAUTENSIMN  NEKAPCTBEHHbIX NpenapaTtoB He 3aperncTtpupoBaHa npenenbHas
OTMYCKHas LieHa, peanu3auust U OTMyCcK NPOU3BOAUTENSIMU NEKAPCTBEHHBLIX MpenapaToB Mo
LeHaM, npeBblllaloWMM 3aperucTpupoBaHHble npeaenbHble  OTMYCKHble LUeHbl  Ha
nekapCcTBEHHble npenaparbl.

MHdopmaumsa 06 nameHeHusx:
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®edepanbHbIM 3akoHOM om 8 mapma 20152. N 34-03 cmambsi 61 Hacmosiwezo
®edeparnibHO20 3aKoHa QoriofIHeHa Yacmbio 5, ecmynarowet e cusy ¢ 16 mapma 2015 .
5. OcobeHHOCTN rocyaapCTBEHHOIO perynvpoBaHus npeaesnbHbiX OTMYCKHbIX LiEeH Ha
NeKapCTBEHHbIE MpenapaTbl, BKMAKYEHHbIE B MNepeyYeHb XU3HEHHO HeobXoOuUMbIX W
BaXKHENLLMX JeKapCTBEHHbIX MpenapaTtoB, B 3aBUCMMOCTU OT 3KOHOMMUYECKUX U (Mnn)
coumanbHbIX KpuTepueB (M3MEHEHME YCMOBWW, Mopsiaka M CTOMMOCTU MNpOM3BOACTBA
NEeKapCTBEHHbIX NpenapaTtoB, MWCNOMb30BaHWE HOBbIX ¢bopM, MeTogoB U crnocobos
rocygapCTBEHHOrO perynnmpoBaHus LIEH Ha fleKapCTBEHHble npenapaTtbl, B TOM 4ucCne Ha
OCHOBE MexaHu3ama pedepeHTHOro LeHooOpa3oBaHnsl, WM3MEHEHU NopsAka oOKasaHWs
MeANLMHCKOM NMOMOLLM, U NHbIE N3MEHEHNS) YCTaHaBnmBatoTcs MNpaButensctBoMm Poccumnckon
depnepaumn.
FAPAHT:

CM. koMmMeHTapumn K cTaTbe 61 HacTosiwero degepanbHOro 3akoHa

Ctatba 62. [0CyaapCTBEHHbIN peecTp npeaenbHbIX OTMNYCKHbIX LLEH Npon3BoauTenemn
Ha neKapCTBEHHble npenapaTtbl, BKMOYEHHbIE B MNEpPeYeHb XU3HEHHO
HeobXO04MMbIX N BaXXHENLLNX NeKapCTBEHHbIX NpenapaTos
1. 3apernctpuvpoBaHHble npeferbHble OTMAYCKHblEe LEHbl Ha JNeKapCTBEHHbIe
npenapatbl, BK/MIOYEHHble B MNepe4YeHb JKU3HEHHO HEeoOXOAMMBbIX U BaXHeWLWwunx
NEeKapCTBEHHbIX MnpenapaToB, noanexaT BKMAKYEHUIO B roCyAapCTBEeHHLIW peecTp
npegenbHbIX OTMYCKHbIX LieH NpouM3BoauTEeNen Ha NekapcTBEHHble npenaparbl, BKNIOYEHHbIE
B NepeYveHb XN3HEHHO HEODXOOUMbIX U BaXKHENLLMX NIeKapCTBEHHbIX NpenapaTos.
2. [ocynapCTBeHHbIM peecTp npedenbHbIX OTMYCKHbIX LEH npousBoauTenen Ha
NeKapCTBEHHbIE npenapaTbl, BKIOYEHHbIE B MepeyvyeHb XU3HEHHO HeobXoauMbIX U
Ba)XKHEMLLMX NeKapCTBEHHbIX NpenapaToB, COAEPXUT B cebe cnenyoLLyo MHopMaumio:

MHdopmaumsa 06 nameHeHusax:

®edepasibHbIM 3akOHOM om 22 Oekabpsi 2014 2. N 429-®3 nyHkm 1 yacmu 2 cmambu 62
Hacmosiweao ®edepasibHO20 3aKOHa U3/I0XKEH 8 HOBOU pedakyuu, ecmynarouwel 8 cusny ¢
1 urons 2015 a.

CmM. mekcm nyHkma e npeodbidyuwiel pedakyuu
1) HauMeHoBaHWe pJepxaTens unM Bnagenbla PerucTpauvoHHOro YAOCTOBEPEHUS
NeKapCTBEHHOro npenapaTta, HaMMeHOBaHWEe MNPOU3BOAUTENS NEKapCTBEHHOro npenapara,
MECTO HaxXOXOeHUs MPOU3BOACTBEHHbIX NMOLWAA0K, y4acTBYHOLMX B NpoLiecce Npou3BoacTBa
nekapcTBEHHOro nNpenapaTa, C ykasaHnem cTaaum npouecca npov3BOACTBa;

MHdopmaums 06 naMeHeHusix:

®edepasibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-®03 &8 nyHkm 2 yacmu 2 cmambu
62 Hacmosiweao PedeparibHO20 3aKOHa 8HECEHbI U3MEHEeHUs, ecmynarowue 8 cuny ¢ 1
urons 2015 a.

CmM. mekcm nyHkma e npedbidyuwell pedakyuu
2) HauMeHOBaHWe NeKkapCTBEHHOrO npenapaTa (MexayHapoaHoe HenaTeHTOBaHHoe,
UNKU rpynnNMpOBOYHOE, NN XMMUYECKOE M TOProBOe HaMMeHOBaHUSA);
3) Homep perucTpaumoHHOro yaocToBepeHus fIieKapCTBEHHOro npenapara;

MHdopmaumsa 06 nameHeHusx:

®PedepasibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-®3 8 nyHkm 4 yacmu 2 cmambu
62 Hacmoswezo PedepasibHO20 3aKOHa 8HECEHbI USMEHEeHUSs, ecmynaroujue 8 cusy ¢ 1
uroria 2015 a.

CmM. mekcm nyHkma e npedsbidyuwel pedakyuu
4) nekapcTBeHHasi oopma C ykasaHMeM O03MPOBKM NEKapCTBEHHOrO npenaparta u ero
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KOnM4yecTBa BO BTOPUYHOW (MOTPEBUTENBLCKOW) YNakoBKe, a TakkKe KOMMIMEKTHOCTD;
5) sapernctpmpoBaHHas npegenbHas OTNyckHas LeHa B pyonsx;

MHdopmaums 06 naMeHeHusix:

®edepasibHbIM 3aKkOHOM om 22 Oekabpsi 2014 2. N 429-®3 nyHkm 6 yacmu 2 cmambu 62
Hacmosiwezao ®edepasibHO20 3aKOHa U3/I0XKEH 8 HOB0U pedaKkyuu, ecmynarouwel 8 cusny ¢
1 uronsa 2015 a.

CmM. mekcm nyHkma 8 npeodsbidyw,el pedakyuu
6) gaTa M HOMep npukasa yrnosTHOMOYEHHOro dedepanbHOro opraHa UCMNONHUTENBHON
BMNacTu O rocyaapCTBEHHOW perncTpauumn, nepeperncrpaumm npeaenbHom OTNyCKHOM LieHbI Ha
NEeKapCTBEHHbIN NpenapaT, BKMIOYEHHbIN B NepeYeHb XXU3HEHHO HEOOXOANMbIX U BaXKHENLLINX
neKapCTBEHHbIX NpenapaTos.;

MHdopmaumsa 06 nameHeHusax:

®edepasibHbIM 3aKOHOM om 22 Oekabpss 2014 o. N 429-®3 yacmb 2 cmambu 62
Hacmosiweao ®edepanbHO20 3aKkoHa O0MOSIHEHa nyHKmMoM 7, ecmynarouwum e cusy ¢ 1
urons 2015 a.
7) LWTPUXOBOW KOO, HAHECEHHbIW Ha BTOPUYHYK (NOTPEBUTENBCKYID) YNakoBKY
nekapCcTBEHHOro npenaparTa;

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3aKOHOM om 22 Oekabps 2014 e. N 429-®3 yacmb 2 cmambu 62
Hacmosiweao PedeparsibHO20 3aKoHa O0rosiHeHa rnyHKmom 8, ecmynarouwjum e cusy ¢ 1
urons 2015 a.

8) KoO nekapCTBEHHOro npenapata MO aHaToOMO-TepaneBTUYECKO-XMMNYECKON
Knaccugukaumm, pekomeHgosaHHoM BecemMupHon opraHmsaumnen 3gpaBoOXpaHeHus.

3. ocypapcTBeHHasa perncrpaums npegenbHbiX OTAYCKHbIX LIEH Ha NEeKapCTBEHHblEe
npenapaTbl, BKMOYEHHbIE B MNEepeyYeHb XU3HEHHO HeOoOXOAUMBbIX U BaXKHEMLIMUX
NIEKapCTBEHHbIX NpenapaTtoB, BEAEHME rOCy4apCTBEHHOrO peectpa npeaernbHbIX OTNYCKHbIX
LeH Npoun3BOAMTENEN Ha NEeKapCTBEHHble npenapaTtbl, BKIHYEHHbIE B NEpPeYeHb XU3HEHHO
HeobXO4MMbIX M BaXXHEWLLMX NEKApCTBEHHbIX MpenapaToB, OCYLLUECTBNATCA B MOpsAke,
ycTaHoBrieHHoM [NpaBuTtenbcTBom Poccurckon depepaumn.

FTAPAHT:

CMm. ApgMuHUCTpaTUBHbLIN pernameHT MwuH3gpaBa Poccum no npegoctaBneHuto
rocyfapCTBEHHOW YCnyrn No rocyaapCTBEHHOM perncTpaumm npeaeribHbiX OTMYCKHbIX LEeH
Ha neKkapCTBEHHble npenapaTbl, BKMOYEHHbIE B MNepeyeHb >XU3HEHHO HEeobXoanMbIX W
Ba)XXHEMLUMX JIEKAPCTBEHHbIX MNpenapaToB, YTBEPXOEHHbIM npukazoMm MuHUcCTepcTBa
3apaBooxpaHeHna ot 24 nonga 2012 r. N 42H

CM. KOMMeHTapum K cTaTbe 62 HacTosiwero ®eaepanbHOro 3akoHa

Cratbaa 63. YcTaHOBNeHWe opraHamm WUCMOMHUTENBHOW BracTu CyOBLEKTOB
Poccuinckon ®epepaumn npegenbHbiX pas3mMepoB OMNTOBbIX HaabaBOK u
npenenbHbiX Pa3MeEpPoOB PO3HUYHbLIX HaabaBOK K (PAKTUYECKMM OTMYCKHbIM
LeHaM, YCTaHOBMEHHbIM MPOU3BOAUTENSMU JNleKapCTBEHHbIX MpenapaTos, Ha
nekapcTBeHHble Npenapatbl 4N MeAULMHCKOro NpuMeHeHns

MHdopmaumsa 06 nameHeHusx:

®edepanbHbIM 3akoHoM om 13 uwnsa 20152, N 241-©3 e yacmb 1 cmambu 63
Hacmosiwe2o PedeparibHO20 3aKOHa BHECEHbI U3MEHEeHUSs

CmM. mekcm 4yacmu e npedbidyuiel pedakuyuu
1. OpraHbl ucnonHuTenbHOW Bnactm cybbektoB  Poccunckon  degepaumm
yCTaHaBNMBalT npedenbHble pa3Mepbl ONTOBbIX HaabaBOK WM npegenbHble  pasmepbl
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PO3HUYHbIX HaAbaBOK K (hakTUYECKMM OTNYCKHbIM LieHaM, yCTaHOBIIEHHbIM MPOM3BOAUTENSAMM
NeKapCTBEHHbIX MpenapaToB, Ha feKapCTBeHHble Mnpenapartbl, BKMIOYEHHblE B MNepeyeHb
XN3HEHHO HEOOXOAMMBIX WU BaXKHENLWIMX NeKapCTBEHHbIX MNpenapaTtoB, B COOTBETCTBUM C
yTBEPXOEHHON B nopsiake, ycTtaHoBneHHoM [lpaButensctBom Poccuinickon ®depepaumn,
MeTOAMKOW YCTaHOBIMIEHUS OpraHamMu WCMNOMNHUTENbHOM Briactu CyOGbekToB Poccumnckon
depepaumm npeaenbHbIX pasMepoB OMTOBLIX HAA0aBOK U NpeaeribHbIX Pa3MepoB PO3HUYHbIX
HanbaBoK K (PaKTUY4ECKMM OTMNYCKHbIM  LEeHaM, YCTAHOBMEHHbIM  MPOM3BOAUTENAMMU
NeKkapCTBEHHbIX MpernapaToB, Ha JieKapCTBEHHble MpenapaThl, BKIYEHHbIE B MNepeyveHb
XN3HEHHO HEOBXOOUMBIX M BaXHEWLLMX IeKapCTBEHHbIX npenapaTtoB. [1poekTbl pelueHun
OpraHoB MCMONHUTENBHOM BnacTu cybbekToB Poccunckon depepaumm o6 ycTaHOBREHUN Y
(M) mM3MeHeHMM npefenbHbIX pa3mMepoB OMNTOBbIX HaAb0aBOK M MNpedenbHbIX pasMepoB
PO3HNYHbIX HAAB6aBOK K PaKTUYECKMM OTMYCKHbIM LieHaM, YCTaHOBIEHHbIM MPOM3BOAUTENAMM
NeKapCTBEHHbIX NpenapaTtoB, Ha JleKapCTBEHHble Mpernapatbl, BKIOYEHHble B MepeyeHb
XW3HEHHO HEeOoOXOAMMbIX W  BaXHEWWMX FNeKapCTBEHHbIX MpenapaTtoB, noanexar
cornacoBaHuio C egepanbHbiM  OpraHOM WCMOSMIHUTENBHOMW BacTu, YMNOAHOMOYEHHbIM
OCYLLEeCTBNATb MpaBOBOE perynvpoBaHve B cdepe rocygapCTBEHHOro peryrnupoBaHus LeH
(TapudoB) Ha TOBapsbl (ycryrun), B nopsake, ycraHoBrieHHoM [lpaButensctBoM Poccumnckon
depepaumn.

FTAPAHT:

Cwm. lMpaBuna ycrtaHoBnNeHUs npefesibHbIX pa3mMepoB OMTOBbLIX W NpefesibHbIX pa3MepoB

PO3HUYHbIX HaabaBOK K akTUYEeCKMM OTMYCKHbIM  LeHam npousBoamMTesnien Ha

neKkapCTBEHHble MpenapaTbl, BKMAYEHHble B MepeyYeHb XWU3HEHHO HEeOOXOAUMbLIX U

BaXXHENLWWNX  JIeKapCTBEHHbIX MpenapatoB, B cybbektax P®, yTBepXaeHHble

noctaHoBneHuem lpasutensctea P® ot 29 oktabps 2010 r. N 865

2. OpraHu3aumm onToBOW TOProBnn u (UNn) anTeyHble opraHn3aunn, MHanBUAYyanbHble
npegnpuHMaTeny, UMelwmne  NUUEH3NI0  Ha  (papMaueBTUYECKYI  AeATEeNbHOCTb,
OCYLIECTBAAIT peanu3aumio JfeKapCTBEHHbIX MnpenapaToB, BKMAYEHHbIX B MNepeyvYeHb
XN3HEHHO HEeOBXOAMMbBIX U BaXXHEWLLMX NEKapCTBEHHbIX MpenapaTtos, MO LUeHaMm, ypOBEHb
KOTOPbIX He npeBblllaeT CyMMy (aKTU4eCKOW OTNYCKHOW UeHbl, YCTaHOBEHHOMN
nponssoguTeneM reKkapCTBEHHbIX NpernapatoB M He MpeBbllalowen 3aperMcTpupoBaHHON
npegensHOM OTMYCKHOM LieHbl, N pa3Mep OnToBOW HagbaBku M (Unv) pasmep PO3HUYHOW
HanbaBkW, He MpeBbllaloLMe COOTBETCTBEHHO pa3mMepa npedenbHOM ONTOBOM HanbaBKu U
(vnn) pasmepa npefenbHOM pO3HUYHOW HagbaBKK, YCTAHOBMEHHbIX B CyObekTe Poccumnckon
depepauymn.

3. OpraHbl cnonHUTENbHOM Bnactun cybbektoB Poccunckon defepaunm pasmeLlaroT
B ceTn "HTepHeT" unu onybnmnkoBbIBaOT MHPOPMALMIO O 3aperncTpupoBaHHON NpeaensHON
OTNYCKHOW LIEHEe Ha neKapCTBEHHble npenapatbl, BKAOYEHHbIE B MNEepevYeHb >KU3HEHHO
HeobXO4MMbIX N BaXXHEWLUUX NEKapCTBEHHbIX npenapaTtoB, 06 YCTaHOBMEHHbIX B CybbekTe
Poccunckon ®depepaumn pasmepe npedenbHoM ontoBouM Hagbaskm w (Mnn) pasmepe
npegenbHOM PO3HUYHOWM HagbaBKM K YCTAHOBIIEHHbIM MNPOWU3BOAUTENSIMU NEKAaPCTBEHHbIX
npenapaToB oakTUYECKUM OTMYCKHbIM LIeHaM Ha fIeKapCTBEHHbIE NpenapaThbl, BKIOYEHHbIE B
nepeyYeHb >XM3HEHHO HEeOOXOAMMbBIX M BaXHEWLWUX feKapCTBEHHbIX MnpenapaTtoB, uU 06
yKasaHHOW B 4acTu 2 Hacrtoswen crtateM cymme. KWHdopmaumsa, npenycMoTpeHHas
HacTOsLLEeN YacTblo, AOIMKHA pa3MellaTbCa TakkKe B anTeyHblX OopraHusauusx B OOCTYNMHOW
ANs  CBefeHUs BCeX 3aMHTepecoBaHHbiX vy dopmMe n OBHOBNATLCA MO Mepe ee
onyGnMKoBaHumS.

4. MNpuHATbIE C HapyweHneM 3akoHopaTtenbctBa Poccunckon depepaumm pelleHus
OpraHoB WCMNONHUTENBHOW BnacTn cybbekta Poccunckon depepaumm 06 yCcTaHOBREHUM
npegenbHbIX pasMepoB ONTOBbIX HAA0AaBOK U NpefenbHbIX pasMepoB PO3HUYHLIX HaabaBoK K
3aperncTpupoBaHHbIM npefernbHbIM  OTNYCKHbIM LieHaM Ha JiekapCTBEHHble npenapaTbl,
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BKITIOYEHHbIE B TMepe4vYeHb >XU3HEHHO HeoOXOAMMbIX W BaXkHEWLWUX NeKapCTBEHHbIX
npenapaTtoB, NOANeXaT OTMEHE B CyAeOHOM nopsiake.
FAPAHT:

CM. koMMeHTapumn K cTaTbe 63 HacTosLero ®efepansbHOro 3akoHa

MHdopmaums 06 naMeHeHusix:

®edepasibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-®3 e HaumeHosaHue enaebl 13
Hacmosiweao ®edeparnibHO20 3aKOHa BHECEHbI U3MEHeHUs, ecmynarowue 8 cusy ¢ 1
urons 2015 a.

CM. mekcm HaumMeHo8aHuUs e npedbidyujeli pedakyuu

Mnaea 13. MoHUTOpUHI 3chPeKTUBHOCTU N Be30nacHOCTU NeKapCTBEHHbIX NpenapaTos,
Haxoaswumxca B obpaweHun B Poccunckon depgepaumm

MHdopmaumsa 06 nameHeHusx:

®PedepasibHbIM 3aKOHOM om 22 Oekabps 2014 a. N 429-©3 cmambs 64 Hacmosuwezo
®edeparnibHO20 3aKOHa U3/I0XeHa 8 HoesolU pedakuuu, ecmynarouwiel e cuny ¢ 1 urons
2015 e.

CmM. mekcm cmambu 8 npedbidyuwieli pedakyuu

Cratbsa 64. PapmakoHagsop

1. JlekapcTBeHHble npenapaTbl, Haxogswwmecs B obpaweHnn B Poccuinckon
depgepaumm, nognexar MOHUTOPUHTY IPAEKTUBHOCTU N BE30MNaCHOCTU B LIENAX BbISBIIEHUS
BO3MOXHbIX HEraTUBHbLIX NOCNEACTBUN UX NPUMEHEHUS, MHONBUAYANbHON HEMNEPEHOCMMOCTH,
npegynpexneHns MeguunHCKuX paboTHUKOB, BETEPUHAPHBLIX CNeunanumucToB, NauneHToB nnu
BNafenbLeB XUBOTHbIX U UX 3aLlUTbl OT NPUMEHEHUS TAKNX NIEKAPCTBEHHbIX NPenapaTos.

2. ®dapmakoHag3op — OCYLIEeCTBASIETCA  COOTBETCTBYWOLMM  YNOSIHOMOYEHHbLIM
denepanbHbiM OpraHoM MCMOSNTHUTENBHOW BNacTM B YCTAHOBIIEHHOM WM nopsake nyTem
aHanmsa npegoctaBndemMon cybbekTaMmm obpalleHnsa nekapcTBeHHbIX CpeacTs nHgopmaumm
0 NOBOYHbIX OENCTBUAX, HEXENATENbHbIX PeaKUMsaX, CEPbE3HbIX HEXeNaTemnbHbIX peakuusx,
HenpeaBUAEHHbIX HeXenaTenbHbIX peakunsix npy NpUMEHeHUN neKkapCcTBEeHHbIX NpenapaTos,
00 wuHOMBMAOyanNbHOW HENepeHOCUMOCTWN, OTCYTCTBUU 3(PPEKTUBHOCTU NEKAPCTBEHHbIX
npenapaToB, a Takke 06 MHbIX hakTax n 0b6CTOATENLCTBAX, NPEACTABNALWNX YIPO3Y KU3HU
Unn 300pOBbLI0 YenoBeka NMbBO XMBOTHOrO NPU NPUMEHEHUN NEKAPCTBEHHbIX NpenapaToB U
BbISIBNEHHbIX Ha BCEX 9Tanax obpaleHusa nekapcTBeHHbIX npenapatoB B Poccuinckon
depepaumm n gpyrux rocygapcraeax.

3. CybObekTbl ObpalleHus neKkapCTBEHHbIX CpeacTB B MNOPsiAKe, YCTaHOBIEHHOM
YNONMHOMOYEHHbIM beaeparnbHbIM OPraHoOM WCMNOMNMHUTENbHOM Bnactu, obsi3aHbl coobuwiatb B
YNONTHOMOYEHHbIM dhefepanbHbii OpraH UCMOMNHUTENbHOW BNactu O MOBOYHbIX OENCTBUSIX,
HeXenaTesibHbIX peakumsax, Cepbe3HblX HeXenaTemnbHbIX peakumsx, HenpeaBuaeHHbIX
HeXenaTenbHbIX  peakuusix npu  MNPUMEHEHUN  NEeKapCTBEHHbIX  npenapaTtoB, 06
WHOMBUOYaNbHONW  HEMNEPEHOCUMMOCTW,  OTCYTCTBUN  IPAEKTUBHOCTU  FIEKAPCTBEHHbIX
npenapaToB, a Takke 06 MHbIX hakTax N 0BCTOATENLCTBAX, NPEACTABASOWMX YIPO3Y KU3HU
Unn 300pOBbLI0 YenoBeka NMbBO XKMBOTHOrO NpU NPUMEHEHUN NEKAPCTBEHHbLIX NpenapaTtoB U
BbISIBNEHHbIX Ha BCEX dTanax oOpaleHusa nekapcTBeHHbIX npenapatoB B Poccuinckon
depnepaumu n gpyrux rocygapcreax.

4. [epxatenu wunu Bnagenblbl PerMcTpaunoHHbIX YAOCTOBEPEHUI JIEKapPCTBEHHbIX
npenapaToB, lOpuUANYECKne nuua, Ha UMsS KOTOPbIX BblgaHbl paspelleHuMs Ha npoBeaeHue
KNUHMYecknx nccnegosanum B Poccuinckon ®egepauum, nmbo ynonHOMOYEHHbIE UMW Apyrue
opuandeckne nuua B pamkax obecneyeHus 6€30nNacHOCTU NEKapCTBEHHbLIX NpenapaTtoB B


garantf1://71479170.1000/
garantf1://70726338.144/
garantf1://70726338.41/
garantf1://57403072.1300/
garantf1://70726338.145/
garantf1://70726338.41/
garantf1://57403072.64/
garantf1://71534896.1000/

nopsigke, yCTaHOBMIEHHOM COOTBETCTBYHOLMM YMNOMIHOMOYEHHbIM defepalnbHblM OpraHoM
NCMONHUTENbHOW BracTn, 06s3aHbl OCYLLECTBNATbL MPUEM, YyyeT, o00paboTKy, aHanu3 u
XpaHeHue MNOoCTynawLnx B UX agpec oT cyObekToB obpalleHnsa NnekapCTBEHHbIX CPeACTB U
OpraHoB rocyJapCTBEHHOW BflaCTU COOOLWEHMA O MNOBOYHbIX AENCTBUSAX, HExXenaTerbHbIX
peakumsix, cepbe3HblX HeXenaTerbHbIX N HenpeaBUOAEHHbIX HexenaTemnbHbIX peakumnsx npu
NPUMEHEHNN NEKaAPCTBEHHbIX NpenapaTtoB, 06 0COB6EHHOCTAX UX B3aUMOLAENCTBUSA C OPYrMU
NeKapCTBEHHbIMX MpenapaTtaMu, MHAMBUAYaNbHOW HENnepeHOCUMOCTU, a Takke 06 WHbIX
dhakTax n obCToATENLCTBAX, NPEACTABMAAOLWNX YIPO3Yy XU3HU UK 340POBbIO YeroBeka nmbo
XWBOTHOMO UMW BAUSAIOWINX HA U3MEHEHWE OTHOLLUEHUA OXUAAeMOMW MOfb3bl K BO3MOXHOMY
PUCKY NPUMEHEHNS NEKaAPCTBEHHbIX NpenapaTos.

5. lpn BbIgBNEHMN WHGOPMALMM O Cepbe3HbIX HeXenaTeSibHbIX peakumsax u
HenpeaBUAEHHbIX HeXenaTeNbHbIX peakuusax npyu NPUMEHEHUN NeKkapCcTBEHHbIX NpenapaTtos,
00 0COBEeHHOCTAX WX B3aUMOOEWCTBUS C APYrMMW  NekapCcTBEHHbIMW  MpenapaTamu,
WHOMBMAYANbHOW HEMNEPEHOCMMOCTM, a Takke 00 uHbIX daktax u obcTosaTenbcTBax,
BNUSAIOWMX HA U3IMEHEHWE OTHOLWIEHUS OXMaaeMom Mnosfib3bl K BO3MOXHOMY PUCKY
NPUMEHEHNSA NEKAPCTBEHHbIX NpenapaTtoB, AepXaTenu unv Bnagenblbl perncTpaunoHHbIX
yOOCTOBEPEHUIN NleKapCTBEHHbIX NpenapaToB, puanyeckme nuua, Ha UM KOTOPbIX BbldaHbl
paspelleHns Ha NPoBeAEHME KNMHUYECKMX uccrnegoBaHnin B Poccuninckon ®epepauunn, nnbo
YNONTHOMOYEHHbIE MU Apyrve opuamnyeckme nuua obssaHbl NPUHATL Mepbl, HanpaBfeHHbIe
Ha yCTpaHEeHWe HeraTMBHbIX MOCNEACTBUN NPUMEHEHUSA TaKUX NEKAPCTBEHHbIX NpenapaTos,
npegynpexaeHve npuUYUHEeHUs Bpeda >KM3HM UM 300POBbK YenoBeka nnbo KMBOTHOTO,
3aWmMTy UX OT MPUMEHEHMUS TaKUX JNIEKAPCTBEHHbIX MpenapaToB, Ha LOMOMHUTENbHbIN cOop
AaHHbIX 06 3 PEKTUBHOCTN 1 6E€30MacHOCTU TaKNX fIEKapCTBEHHbLIX NpenapaTos.

6. 3a HecoobLleHMe wnu COKpbITUE WHOPMaUUKW, NPeayCMOTPEHHOW YacTbi 3
HacTosiLen CcTaTbW, gepXaTenu Wnu Bragenbubl PerucTpauuoHHbIX  YOOCTOBEPEHUN
NIEKapCTBEHHbIX NpenapaToB, OPUANYECKNE NNLA, HA UMSI KOTOPbIX BblAaHbl pa3peLlleHnsa Ha
npoBegeHne KNMHU4Yecknx nccnegosaHui B Poccunckon ®egepauun, nnbo ynonHOMOYEHHbIE
UMM Opyrve puguyeckme nuua, a Takke AOSMKHOCTHbIE Nuua, KOTOpbIM 3Ta MHgopmaums
cTana u3BecTHa No poay Mx npodeccnoHanbHON OeATenbHOCTU, HECYT OTBETCTBEHHOCTb B
COOTBETCTBUM C 3aKoHOZaTenbCcTBOM Poccumrckon denepaumn.

7. Tpu nonyyeHUM YMNONHOMOYEHHbIM eaeparibHbIM OpPraHoOM UCNOSTHUTENBHON
BNacTM B pamMKax OCYLLUECTBMEHUA UM dhapMakoHaa3opa AOKa3aTenbCTB O HECOOTBETCTBUM
NIeKapCTBEHHOro npenapata YCTaHOBMEHHbIM  TpeboBaHWAM MAM  NpU  NOSTyYeHUn
WHOPMAUUM O HECOOTBETCTBUM AaHHbIX 06 3dpdekTMBHOCTM M O 6Ge3onacHoCTU
NeKapCTBEHHOro npenapaTta [AaHHbIM O JEeKapCTBEHHOM npenapaTe, coaepXawumcs B
WHCTPYKLUMM MO €ero NpUMEHEHUo (B TOM YMCNE BbISBMEHHbIX B XOA4E OCYLLECTBMEHUS
hapMakoHag3opa  KOHTPOSIbHO-HAA30pPHbIMW  OpraHamMu  MHOCTPaHHbIX  rOCy4apcTB),
YNOSTHOMOYEHHbIN (pefepanbHbii OpraH WCMOSIHUTENbHOM BIlaCTM B YCTAHOBMIEHHOM UM
nopsifike paccMaTpuBaeT BOMNPOC O MPUOCTAHOBIIEHNN MPUMEHEHUSI TAKOrO NIEKapCTBEHHOIO
npenapara.

FAPAHT:

CMm. Metogunyeckue pekomeHaauum "OpraHmsaums cnyxbbl MOHUTOpUHra 6e3onacHocTn
NeKapCcTBEHHbIX  cpeactB  (tbapmakoHag3opa) B KOMMAHUAX — NPOM3BOAUTENNAX
nekapCTBEHHbIX CPeaCcTB WM gepXaTenax  pPermcTpaumoHHbIX — yOOCTOBEPEHUn",
yTBepXaeHHble Poc3apaBHaas3opom ot 25 oktsa6psa 2008 r.

CM. KoMMeHTapum K cTaTbe 64 HacToswero ®enepanbHOro 3akoHa

MHdopmaums 06 uaMeHeHusix:

®edepasibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-®3 cmambsi 65 Hacmosiwezao
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®edepasnibHO20 3aKOHa U3/I0XeHa 8 HosoU pedaKkuyuu, ecmynarowelt e cuny ¢ 1 urns
2015 a.

CM. mekcm cmambu 8 npedbidyuwiel pedakyuu

CraTtbs 65. [MpnoctaHoBNeHNe NPUMEHEHNA NeKkapCcTBEHHOro npenapara

1. Mpn nonyyeHnn wuHOPMaLMM O HexenaTerbHbIX peakuusx npu NpUMeHeHUn
NeKapCTBEHHOro npenapara, He yKasaHHbIX B MHCTPYKUUW NO MPUMEHEHUIO JIEKapCTBEHHOIO
npenaparta, cepbe3HbIX HexenaTenbHbIX peakumsix, 06 0COBeHHOCTAX ero B3aMMoaencTans ¢
APYrMMKn nekapcTBEHHbIMWU MpenapaTtamMu, KOTopble MOryT NpeacTaBfiaTb Yrpo3y XU3HU UMn
300pOBbLI0 YerioBeka JMOO >KMBOTHOrO, a TakkKe O HeCOOTBETCTBMM [aHHbIX 06
apbekTMBHOCTN M O Be30NacHOCTU NeKapCTBEHHOrO npenaparta gaHHbIM O JieKapCTBEHHOM
npenaparte, coAepXawuMca B WHCTPYKUMW MO €ero nNpUMEHEeHWIo, B TOM u4ucne oT
YNONTHOMOYEHHbIX OPraHoOB MHOCTPAaHHbLIX rocygapcTB, OOMEH KOTOPOW OCYyLeCcTBAAeTCs B
COOTBETCTBUM C COrMalleHUsAMM MexXAy YNONHOMOYEHHbIM defeparnbHbiM  OpraHoM
UCMOMNHUTESNTIbHOW BNactTM U YNOSIHOMOYEHHBbIMW OpraHaMuM WHOCTPAHHbLIX rOCydapcTB,
YNOSTHOMOYEHHbIN (hefeparbHbli OpraH UCMNOMHUTENBHOW BNacTu paccMmaTpuBaeT BOMPOC O
BO3MOXXHOCTM MPUOCTaAHOBIIEHUST 0BpaLleHnsi Takoro fiekapCTBEHHOroO npenapaTa B nopsake,
YCTaHOBMEHHOM YNOSTHOMOYEHHbIM heaepanbHbiM OPraHoM UCNOSTHUTENBHOM BaCTMy.

2. Tllpn HeuCnonHeHUW WM HeHaanexawem WCMONHEHUN gepxaTensaMv  Unm
Bnagensuamm perncTpaunoHHbIX yOOCTOBEPEHUI NeKkapCTBEHHbIX npenaparos,
IOPUANYECKUMU NNULAMN, HA UMSA KOTOPbLIX Bbl4aHbl paspeLlleHnsa Ha npoBefeHne KIMHUYECKNX
nccnegosaHnn B Poccunckon depepaumn, wUnm - YrNoSIHOMOYEHHbIMM UMK  OPYrMMKU
opuandeckumm  nuuamm  0643aHHOCTEN, YCTaHOBMEHHbIX 4Yactamu 3 U 4 crtatbu 64
HacTosiwero ®defepanbHOro 3akoHa, NMMBO B cryvasix NpeacTaBfeHns COOTBETCTBYHOLMM
YNONMHOMOYEHHbIM  dbefiepalnbHbIM  OPraHOM  UCMOSIHUTENbHOM BRAcTU  3aKMYeHUss O
HEeJOCTOBEPHOCTU pe3ynbTaToB KIMHUYECKOro WCCredoBaHUs JeKapCTBEHHOro npenapaTa
A5 MeOULIMHCKOrO NPUMEHEHUS, KOTOPOE OCHOBAHO Ha peayrbTaTtax NpoBEepPKU MegULNHCKON
opraHusauun, NPOBOAMBLLEN YKa3aHHOE KNMHUYEeCcKoe UccnegoBaHne ¢ HapyLleHnem npasus
Hagnexawen KnMHNYECKON NpPakTUK1, 1 NPUBESIO K MNOMyYEeHUI0 HeAOCTOBEPHbIX Pe3ybTaToB,
nmbo B criyyae HeBbINOMHEHUS NpeanuMcaHns, BbIGAHHOMO YNOSTHOMOYEHHbIM dheaeparibHbIM
OpraHOM WCMOSIHUTENbHOM BfacTM MO WUTOraM OCYLECTBEHUS BbIDOPOYHOrO KOHTPOMS
KadecTBa  JleKapCTBEHHOro  npenapaTa, YMNOfIHOMOYEHHbIN  defepanbHbIn  opraH
UCMONHUTENIbHOW BNacTM B YCTAHOBMEHHOM WM MopsiAke paccMmaTpuBaeT BOMpPoOC O
NPUOCTaHOBMNEHNN MPUMEHEHMWS TaKOro fIeKapCTBEHHOMO Npenapara.

FTAPAHT:

O npepocTtaBneHnn TepputopnanbHbiMK Ynpaenenusamm Poc3gpaBHagsopa nHdopmaumnm o
HegobpokavyecTBEHHbIX U (hanbCnPUUMPOBaHHbLIX NIEKAPCTBEHHbLIX CPeacTBax CM. MpUKas
depepanbHoM cnyxbbl N0 Haa3o0py B chepe 30paBOOXPAHEHUS U COLMANBHOIO PasBmTUS OT
8 dbeBpans 2006 r. N 255-INp/06

CM. KoMMeHTapum K cTaTbe 65 HacToswero ®enepanbHOro 3akoHa

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3aKOHOM om 22 Oekabpsi 2014 e. N 429-03 e cmambio 66 Hacmosiuw,ezao
®edeparsibHO20 3aKOHa 8HeCeHbI USMeHeHUs!, ecmynaroujue e cuny c 1 uronsa 2015 a.

Cm. mekcm cmambu 8 npedbidyuwell pedakyuu
CraTtbsa 66. VIHopmauuma o pesynbtatax dpapmakoHagsopa
YnonHoMmoyeHHbIn beaepanbHbI opraH UCNOSTHATENBHOW BacTW, OCYLLECTBAIOLLMN
dhapmakoHaa3op, Haxoadawmxca B obpaweHnn B Poccuiickon ®egepaumm, no pesynbratam
dapmakoHag3opa pasmewlaer Ha cBoeM odwmumansHom caute B cetn "UHTepHeT"
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NHOPMALIMIO O NMPUHATBIX PELLEHUSIX O BHECEHUN U3MEHEHMS B MHCTPYKLMIO MO NPUMEHEHUIO
rekapcTBEHHOro npenaparta, 0 NPUOCTaHOBMNEHMUN NPUMEHEHUSI NEKapCTBEHHOMO Npenapara,
00 M3bATUN U3 obpalLeHNs NTeKapCTBEHHOIO npenaparta UM 0 BO30OHOBNEHUN NPUMEHEHNS
rnekapcTBEHHOro npenapara.

FTAPAHT:

CM. KoMMeHTapumn K cTaTbe 66 HacTosiwero ®egepanbHOro 3akoHa

Mmaea 14. UHdopmaumsa o neKapCcTBEeHHbIX Npenaparax

CraTtbs 67. VIHpopMauna o nekapcTBeHHbIX npenapaTax

1. WHcpopmauma o rnekapCTBEHHbIX MpenapaTtax, OTMyCKaembiX MO peuenTty Ha
reKkapcTBeHHbIM npenapart, [AOJDKHa codepXaTbCa TOMbKO B creumanm3mpoBaHHbIX
n3gaHuax, npefHasHadeHHblX Ans  MeOUUMHCKMX, (apMaueBTUYECKUX, BeTepUHapHbIX
paboTHMKOB. MHMopMauusa o nekapCTBEHHbIX npenapartax Ans cneuvanuctoB B obnactu
obpalleHnsa nekapcTBEHHbIX CPeACTB MOXET coaepaTbCa B MOHOrpadusix, crpaBovHUKaX,
Hay4HbIX CTaTbdAX, B AOKNagax Ha KOHrpeccax, KOH(epeHUuusX, CMMMNo3nymax, Hay4HbIX
coBeTax, a Takke B MHCTPYKLUMSX MO NMPUMEHEHUIO NEKapCTBEHHbIX NpenapaTos.

2. NHdopmaumsa O nekapCTBEHHbIX Mpenapartax, oTnyckaemblx 6e3 peuenta Ha
NeKkapCTBEHHbIAN Npenapart, MOXeT cofepXaTbCs B Nybnukaumsx u obbABNEHUSIX CPeacTB
MaccoBOM MHOpMaLnn, creunanmampoBaHHbIX U 0BLLMX NeYaTHbIX U3OaHUAX, UHCTPYKLMAX
No MNPUMEHEHUNIO NEeKapCTBEHHbIX MpenapaTtoB, WHbIX U3AaHUsX cybbekToB obpalleHus
NeKapCTBEHHbIX cpeacTB. PeknamHble MaTepuanbl O JIeKapCTBEHHOM Mpenaparte,
oTnyckaemMom 06e3 peuenTa Ha neKkapCTBEHHbIM npenapaT, LOMKHbl COOTBETCTBOBATb
WHCTPYKLUUKM NO NPUMEHEHUIO NIEKapCTBEHHOIO npenapara.

3. [onyckaeTca mcnonb3oBaHWe nOObLIX MaTtepuarnbHbIX HOCUTENEW, NO3BOSISAKOLLMX
XpaHUTb, NepedaBaTtb M UCNOMb30BaTb MHGOPMAUMIO O fieKapCTBEHHbIX nNpenapaTtax 6e3 ee
NCKaXKEHUS.

FTAPAHT:

CM. KOMMeHTapun K ctaTbe 67 HacTosLero PenepanbHOro 3akoHa

MHdopmaums 06 nameHeHusix:

®PedepanibHbIM 3akOHOM om 25 Hosibps 2013 2. N 317-®3 Hacmoswul ®PedeparbHbil
3aKoH QorosiHeH enasou 14.1

MmaBa 14.1. OrpaHnyeHuns, HanaraemMmble Ha opraHu3aLum, ocyllecTBnAOLWMNE
OeATeNbHOCTb NO O0paLeHNI0 NIeKapCTBEeHHbIX CpeacTB

Cratba 67.1. OrpaHunyeHus, Hanaraemble NpU OCYLLECTBMEHUN [OeATENbHOCTU B
cepe obpalleHnsa nekapCcTBEHHbIX CPeaCTB

1. OpraHusauun, 3aHumatowmecst paspaboTkon, NPonM3BOACTBOM U (MNnN) peanusaunen
NEeKapCTBEHHbIX NpenapaToB ANsi MEOULMWHCKOrO NMpUMEHEHWUs, opraHu3auuu, obnagaoLlume
npaBaMy Ha WUCNONb30BaHME TOProBOr0 HaMMEHOBaHWS JeKapCTBEHHOro npenaparta Ans
MEeAMLMHCKOro NpUMEHEHNsI, OpraHmM3aumm ONTOBOW TOProBW fIEKAPCTBEHHBbIMU CpeacTBamMu,
anTeyHble opraHusauum (MX npeacTaBuTENU, WHble usnyeckue M pugudeckne nuua,
OCYLLECTBNAOLWME CBOKW [OeATENbHOCTb OT MMEHW 3TUX OpraHu3auui) B OTHOLLUEHUU
MEeANLMHCKNX pabOTHUKOB N pyKOBOAUTENEN MEOULMHCKMX OpraHM3aLmi He Brnpase:

1) BpydaTb nogapky, BbiNfa4MBaTbh [OEHEXHble CcpeactBa (3@ UCKAYEHUEM
BO3HarpaxxgeHui no  AoroBopaM  Mpu  NPOBEAEHUN  KIUMHUYECKUX  UccregoBaHumn
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NeKapCTBEHHbIX NpenapaToB AN MEOULUVNHCKOIO NMPUMEHEHNS, BO3HArpaXKaeHUn, cBA3aHHbIX
C OCYLWECTBNEHNEM MEOULMHCKMM paboTHMKOM negarormdyeckon wn  (Mnm) Hay4vyHOW
AEATENbHOCTM), B TOM YuMCIe onnavvMBaTb pasBreyeHusl, oTablX, Npoesn K MecTy oTAabixa, a
TaKke nNpuBMekaTb K y4acTUO B pasBnekaTeslbHbIX MepornpuaTUax, NpOBOAMMBIX 3a cyeT
CBOWX CPEACTB;

2) 3aknwyaTb COrfaweHns O HasHayYeHun wunu pekomMeHgauuuM nauveHTam
NeKapCTBEHHbIX NpenapaToB ANg MegUMLUMHCKOro NpuMeHeHus (3a UCKNIYEeHEM LOroBOPOB O
npoBefeHUN KIMHUYECKUX UCCNeLOoBaHUN fnekapCTBEHHbIX npenapaToB Ans MeauUMHCKOro
NPUMEHEHNS);

3) npepocTaBnATb o06pasubl fleKapCTBEHHbIX MpenapaToB And  MeauUMHCKOro
NPUMEHEHNA B LENsX BPyYeHUs NaumeHTam (3a WCKMNIOYEHMEM CrlyvaeB, CBSI3@HHbIX C
npoBefeHNEM KITMHUYECKMUX UCCnegoBaHUA NekapCTBEHHbIX NpenapaToB AN MeauUMHCKOro
NPUMEHEHNS);

4) npeaoCcTaBnsaATb HEAOCTOBEPHYIO N (MNN) HENOMHYIO MHGOPMALMIO O NIEKAPCTBEHHbLIX
npenapartax ans MeguumMHCKOro NpUMeEHeHUs;

5) nocewatb nx B paboyee BpeMs Ha paboumx mMecTax, 3a UCKIHYEHUEM Crlydaes,
CBSI3aHHbIX C NPOBEAEHMEM KIMHUYECKMX UCCNeaoBaHWA NeKapCTBEHHbLIX MpenapaToB Ans
MEAVLUMHCKOrO MNPUMEHEHNH, C YyyacTueM B Nopsgke, YCTaAHOBIIEHHOM pyKoBOAUTENEM
MEeAMLMHCKOW opraHusauun, B cobpaHmax MeanumHCKnX paboTHUKOB N MHbIX MEPONPUATUSX,
HanpaBfeHHbIX Ha MOBbIWEHME WX NPOEeCCMOHaNbHOrO0 YPOBHS UMW Ha npefocTaBreHve
MHpopmauun, CBA3aHHOM C OCYLLECTBIIEHMEM MOHUTOpPMHra 6e30NacHOCTU NEeKapCTBEHHbIX
npenaparTos;

6) nobyxgaTb K BbIMMCbIBAHUIO NEKApPCTBEHHbIX MpenapaToB ANs MeauUMHCKOro
npuMeHeHna Ha GnaHkax, cogepXalimx MHopMaUnio peKNaMHOro xapakrtepa, a Takke Ha
peuenTypHbiX GnaHkax, Ha KOTOPbIX 3apaHee HaneyaTaHO HauMeHOBaHWE NEKapCTBEHHOMO
npenapata Ans MegUUUHCKOrO NPUMEHEHNS.

2. OpraHunsaummn, ykasaHHble B ab3aue nepBoM 4acTtu 1 HacTodwen craTbu, U KX
npeacTtaBUTeENn B OTHOLIEHMM (bapMaueBTUYECKUX PabOTHUKOB U PyKOBOAUTENEN anTeYHbIX
opraHusauuin He Bnpase:

1) Bpy4aTb nogapku, BbiNnaynBatb AEHEXHble CpeacTBa, B TOM Yucne onfavvsaTb
pasBrievyeHuns], oTAblX, Npoe3a K MeCcTy OTAbIXa, U NpUBNeKaTb K y4acTuio B pa3BneKkaTesbHbIX
MEepPONPUATUSAX, NPOBOAMMbIX 32 CHET CBOMX CPEACTB;

2) npepocTaBnATb 06pasubl leKapCTBEHHbLIX MpenapaToB Ans  MeauuUMHCKOro
NPUMEHEHNSa ANsa BpyYEHUS HaceneHuio;

3) 3aknouvaTb CcOrfnaweHuss o MpeanoXeHUW  HaceneHuio  onpeaeneHHbIX
NeKapCTBEHHbIX NpenapaToB A1 MeANLMHCKOrO NPUMEHEHMS;

4) npenocTaBnATb HEAOCTOBEPHYIO U (MMN) HEMOSHY MHOPMAaLMIO O NIEKapPCTBEHHbIX
npenapatax Ana MeOUUUHCKOrO MPUMEHEHWS, B TOM 4MCMEe UMELWNX OOUHAKoBOEe
MeXayHapoaHOe HenaTeHTOBaHHOE HaMeHOBaHMe.

FTAPAHT:

CM. KOMMeHTapuum K ctatbe 67.1 HacToswero PefeparnbHOro 3akoHa

Cratba 67.2. TpeboBaHuA K opraHu3auuMm U NPOBEAEHUIO Hay4HbIX MEPOMNPUSTUMN,
WUHBbIX MEPOMNPUATUIN, HaMNpPaBfiEHHbIX Ha MNOBbIWEHNE NPOdeCCNOHaNbLHOMO
YPOBHS MeOUUUHCKUX paboOTHMKOB MM Ha npegoctaBneHve mHdopmaumm,
CBSAI3aHHOW C OCYLLEeCTBNEeHNEM MOHUTOPUHra 6e30MacHOCTN fieKapCTBEHHbIX
npenapaTos
1. Mpn npoBegeHUN Hay4YHbIX MEPONPUATUNA, UHBIX MEPONPUATUA, HanpaBfeHHbIX Ha
noBblilEeHNEe  NPOdECCMOHANBbHOMO  YPOBHSA  MEOMUMHCKMX  pabOTHMKOB  MAM  Ha
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npegoctaBfieHne  CBS3aHHOW C  ocyLllecTBreHnemM MOHUTOpPUHra  ©Ge3onacHoOCTH
NeKapCTBEHHbIX NpenapaToB UHGOPMaUUK, OpraHn3yemMblX OpraHu3auusiMu, ykasaHHbIMU B
abzaue nepBom 4yactm 1 cratbm 67.1 HacToswero degepanbHOro 3akoHa, WX
npegcrasutenaMmm n (unuv) UHaHCUPYEMbIX 3a CYET CPeACTB 3TUX OpraHM3auum m ux
npegcraBuTesnien, sanpeLllaeTcs NpPenaTcTBOBaTh Y4aCTUIO B YKa3aHHbIX MEPONPUATUAX UHBIX
opraHuM3aumn, KoTopble MNPOU3BOOAT WU peanu3yloT JeKapCTBEHHblE MpenapaTbl AN
MEANLMHCKOro NMPUMEHEHNS] CO CXOXMM MEXaHM3MOM hapmaKkonorm4yeckoro aencrems, nnbo
co3faBaTb OUCKPUMUHALMOHHbBIE YCNOBUA N9 OOHMX YYACTHUKOB MO CPaBHEHUIO C APYrMMU
y4yacTHUKaMu, a UMEHHO:

1) NpepocTtaBnATb pasfMYHOE KONMYECTBO BPEMEHW ANSA BbICTYNSIEHUN YYaCTHMKOB,
pasnuyHble Mo pasMepy 3aHMMaeMou nfowaan Mecta Ans AeMOHCTpauun obpasuos
NleKapCTBEHHbIX NpenapaToB Ansi MeANLMHCKOrO NPUMEHEHMNS UNN PEKNaMHbIX MaTepMarnos O
nekapCTBEHHbIX npenapaTtax Ansi MeaUMLUMHCKOrO NPUMEHEHUST Ha 3KCMNO3MUMAX, cTeHdax, 3a
NCKIMIOYEHNEM CITyYaEB, €CNN TakMe YCroBUS 3aKpenseHbl B COrnalleHnsX 3TUX opraHmsaunn,
ux npegcrasutTenien o (PUHAHCMPOBaAHUM YKa3aHHbIX MeponpusaTui u  obycroBreHbl
pasnuyHbIMK 3aTpaTamMy y4aCTHMKOB Ha UX OpraHn3aumio;

2) ycTaHaBnuBaTb pasMep B3HOCa ONA YYaCTHUKOB MEpPOMPUATUIA, YKasaHHbIX B
ab3aue nepBOM HaCTOALEN YacTW, NPEeBbIWAKLWNA CyMMY 3aTpaT Ha OpraHusauuio
yKasaHHbIX MeponpuaTMn 1 Begywun K HeobOCHOBAHHOMY OFpaHUYEHUID 4ucrna ux
Y4aCTHUKOB.

2. OpraHusaummn, ykasaHHble B ab3aue nepsBom 4actu 1 cratbm 67.1 HacToswero
depgepanbHOro 3akoHa, WX MNPeaCcTaBUTENM, OCYLLUECTBMAKOWME oOpraHuM3aumio u (Mnm)
(PUHaHCUPOBAHNE MEPOoNPUATUIA, YKasaHHbIX B 4acTtu 1 HacToswen crtatbM, 065A3aHbI
obecneunBatb OOCTYyNn K MHopmMaumm O garte, MEcTe U BPEMEHU MNPOBEOEHMUS YKa3aHHbIX
MEpPONPUATUA, NnaHax, nporpammMmax MpoBeAEHNS YKasaHHbIX MeponpuaTUn un  Temax,
nNnaHMpyembiX AOnsi  pacCMOTPEHUsi, COCTaBe WX Y4YaCTHUMKOB MNyTEM pasMeLLeHust
COOTBETCTBYHOLEN MHPOPMAUUM Ha CBOUX OoduuManbHbIX canTax B ceTn "UIHTepHeT" He
nosgHee ABYyX MecsiLEB A0 Havarna npoBeAeHNs yKa3aHHbIX MEPONPUATUNA.

3. WHdpopmaumsa o npoBedeHUM MeponpusiTUi, ykasaHHbiXx B 4actu 1 HacTosiwen
cTaTby, B CPOK, YCTAHOBIIEHHbIN YacTbI 2 HACTOSLWEN CTaTbW, AOIMKHA ObiTb HaNpaBeHa B
hefepanbHbI OpraH UCMNOSTHUTENBHOM BNAcTU, OCYLLECTBISIOWMIA PYHKLUMM MO KOHTPOSIHO U
Hag30py B chepe 3a4paBOOXpPaHEHUs, ONs NOCAEaYOLWEro pasMmeLleHns ee Ha odmunanbHOM
canTe aToro opraHa B cetn "MIHTepHeT".

TAPAHT:

CM. KOMMeHTapuum K cTatbe 67.2 HacToswwero defepanbHOro 3akoHa

MnaBa 15. OTBeTCTBEHHOCTb 3a HapyLlleHue 3aKkoHoaaTenbcTBa Poccuinckon
depepaumm npu obpaLleHUn NeKapcTBEHHbIX CPeACcTB U BO3MeLLeHue Bpeaa,
NPUYUHEHHOrO 340POBbLIO rpaXxaaH BCreacTBue NPUMMeEHeHUs NeKapCTBEHHbIX

npenapaToB

MHdopmaumsa 06 nameHeHusx:

®PedepasibHbIM 3aKOHOM om 22 Oekabps 2014 2. N 429-®03 8 cmambio 68 Hacmosweao
®edeparsibHO20 3aKOHa 8HeCeHbI USMeHeHUs!, ecmynaroujue e cuny ¢ 1 uronsa 2015 a.

Cm. mekcm cmambu 8 npedbidyuwel pedakyuu
Cratbsa 68. OTBeTCTBEHHOCTb 3a HapylweHue 3akoHogaTenbcTBa Poccuiickon
depepaumm npu obpalleHnn nekapcTBEHHbIX CPEeACcTB
1. HapyweHnue 3akoHogaTenbctBa Poccuiickon ®egepaumm npu  obpalleHun
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NEeKapCTBEHHbIX CPeAcTB Breyer 3a Ccobon OTBETCTBEHHOCTb B COOTBETCTBMM C
3akoHogaTtenbcTBOM Poccunckon degepaumn.

2. 3a HenpeactaeneHve uHopmauuMM U (MNKW)  OaHHbBIX, NPeayCMOTPEHHbIX
HacTosAwmm PeaeparnbHbIM 3aKOHOM, CYyObEKTbl ObpaLleHns NekapCTBEHHbIX CPEeACTB HecyT
OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKoHogaTenbCcTBOM Poccuinckon enepaumm.

FAPAHT:

CM. KoMMeHTapum K cTaTbe 68 HacTosero ®egepanbHOro 3akoHa

Cratba 69. Bo3melweHne Bpeaa, NPUYMHEHHOrO 340POBLI0 rpaxaaH BcneacTBue
NPUMEHEHNA NIeKapCTBEHHbIX NpenapaToB

1. lMpousBoguTenb rekapcTBEHHOro npenapata o0683aH BO3MECTUTb Bpe[,
NPUYMHEHHbBIN 300POBLI0 FpaXkaaH BCReACTBME MNPUMEHEHUSI NEeKapCTBEHHOro npenaparta,
€Cnn JoKasaHo, 4To:

1) nekapCTBeHHbIN npenapat MNPUMEHSNCA NO Ha3Ha4YeHUK B COOTBETCTBUMU C
WHCTPYKUMEN NO NPUMEHEHMIO NIEKAPCTBEHHOIO NpenapaTa 1 NpuYnHON Bpeaa siBUICs BBOJ, B
rpaxkgaHckum obopoT HeJobpoKkaueCTBEHHOIO fieKapCTBEHHOrO npenapara,

2) Bpea 300pOBbl0  MPUYMHEH  BCNeACTBME  HEOOCTOBEPHOM  MHApopMauuu,
cogepxallemcsa B WMHCTPYKUMM NO MNPUMEHEHUIO JleKapCTBEHHOro npenaparta, wu3gaHHoOMu
npoun3BoaMTENEM FIEKAPCTBEHHOMO NpenaparTa.

MHdopmaumsa 06 nameHeHusax:

®edepasnibHbIM 3akoHOM om 25 Hosibpsi 2013 2. N 317-®3 e yacmb 2 cmambu 69
Hacmosiuweao ®edepasibHO20 3aKOHa 8HECEHbI U3MEHEHUST

CmMm. mekcm 4yacmu e npedbidyuweli pedakyuu

2. B cnyyae, ecnu Bpen 340pOBb rpaxdaH NPUYUHEH BCREACTBME MNPUMEHEHUS
fIeKapCTBEHHOro npenaparta, npuweaLwero B HErogHOCTb B pe3ynbTaTte HapyLlleHUsa npaBun
XpaHEeHUs1 NeKapCTBEHHbIX CpPeacTB, NpaBuil  ONTOBOW TOProBnvM  NeKapCTBEHHbIMMU
npenapatamy, npaBun OTNyCKa JEKApCTBEHHbIX MpenapaToB, MpaBuil U3rOTOBMNEHUA U
OTNycKa fiekapCTBEHHbIX NpenapaToB, BO3MELLEHNE Bpeaa OCYLLECTBNAETCA COOTBETCTBEHHO
opraHusaumen OnNTOBOW TOProBSiM JNIEKAPCTBEHHbIMU CpeAcTBaMu, anTe4YHOW opraHusauven,
MHOMBMAOYANbHBbIM NpeanpuHUMaTeneM, UMELWNMN JMUEH3MIO Ha dapMaueBTUYECKYHO
AEeATENbHOCTb UNU NULEH3NIO HA MEOULMHCKY OEATENbHOCTb, MEAULMHCKOW OpraHM3aumen,
UMEIoLWEeNn nNUUEH3NID Ha  dapmMaueBTUYECKYD AedATeNbHOCTb (ee  060COoBneHHbIM
nogpasgeneHmem (ambynaTtopuen, dbenbawepckumMm n henbalepcKo-akyLepCKUM NyHKTaMu,
ueHTpom (oTgeneHuem) obwen BpavyebHOM (CEMENHOW) MpPakTUKK), PacrofioXeHHbIM B
CEeNnbCKOM HaCeneHHOM MNyHKTe, B KOTOPOM OTCYTCTBYeT anTeyHas opraHusauus),
AONYCTUBLLUMMW NPOAAXY UM OTNYCK TAKOro NeKapcTBEHHOrO npenapara.

3. BoamelleHne Bpena, NpUYMHEHHOTO 340POBbLIO rpaXkaaH BCNeAcTBUE NPUMEHEHUS
NEKApPCTBEHHbIX MpenapaTtoB WU COBEPLUEHMSI MPOTMBOMPABHbIX AEWCTBUM CybObLekTamm
obOpallueHMsa  rekapcTBeHHbIX CpeacTB, OCYLEeCTBMAsSieTCs B COOTBETCTBUM  C
3akoHopaaTenbcTtBoM Poccurckon denepaumm.

FAPAHT:

CM. KoMMmeHTapum K ctaTbe 69 HacTosilwero ®eagepanbHOro 3akoHa

MnaBa 16. 3aknounuTernibHble NOJIOXeHUs

Cratba 70. O npusHaHUM yTpaTUBLUMMUK CUNY OTAESbHbIX 3aKOHOAATENbHbIX aKTOB
(mnonoxeHu 3akoHoaaTenbHbIX akToB) Poccuinckon ®epepauunm
Mpu3HaTb yTpaTMBLLIMMMK CUNY:
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1) ®epepanbHbIA 3akoH OT 22 wmoHA 1998 roga N 86-®3 "O nekapcTBEHHbIX
cpenctBax” (CobpaHue 3akoHogaTtenbcTBa Poccunckon degepaunn, 1998, N 26, ct. 3006);

2) ®epepanbHbIA 3akoH oT 2 aHBapsa 2000 roga N 5-03 "O BHeceHUN U3MeHeHNsa n
pononHeHnn B depepanbHbin  3akoH  "O  nekapctBeHHbIX  cpeacTtBax"  (Cobpanwue
3akoHogartenbcTBa Poccuinckon egepauunun, 2000, N 2, cT. 126);

3) ctatbio 40 ®epepanbHoro 3akoHa ot 10 aHBapa 2003 roga N 15-93 "O BHeceHuu
N3MEHEHNN U OOMOSIHEHM B HEKOTOpPblE 3akoHodaTesbHble akTbl Poccuinckon denepauum B
cBA3M C npuHaTMem depepanbHoro 3akoHa "O nMUEH3MPOBaHUM OTAENbHbIX BUOOB
pearenbHocTn" (CobpaHune 3akoHogaTenbctBa Poccuiickon ®egepaumm, 2003, N 2, cT. 167);

4) ctatbio 31 ®epepanbHoro 3akoHa ot 30 moHa 2003 roga N 86-®3 "O BHeceHuu
N3MEHEHNN WU OOMNOSIHEHMM B HEKOTOpble 3akoHoaaTesbHble akTbl Poccunckon depepauum,
NPU3HaAHUM  yTPaTMBLUMMK CUIly OTAENbHbIX 3aKoHOAATEeNbHbIX akToB  Poccuinckon
denepaumm, NnpegocTaBNeHNN OTAENbHbLIX rAPAHTUA COTPYAHMKAM OpraHoB BHYTPEHHUX Aernl,
OpraHoB MO KOHTPOSIKO 3a 0O0OPOTOM HAPKOTUYECKUX CPEACTB U MCUXOTPOMHbLIX BELLECTB M
ynpasgHseMbix heaepanbHbIX OpraHoB HANoOroBow NOAMLUKN B CBA3W C OCYLLIECTBNEHNEM MeEp
No COBEPLUEHCTBOBAHUIO rocyaapcTBeHHoro ynpaeneHus" (CobpaHue 3akoHoAaTenbCcTBa
Poccunckon ®epepaunn, 2003, N 27, ct. 2700);

5) cratbo 101 depgepanbHoro 3akoHa ot 22 aerycta 2004 roga N 122-¢3 "O
BHECEHMM W3MEHEHUA B 3aKoHogaTenbHble akTbl Poccuickon degepaumm n nNpusHaHUU
yTpaTMBLLUMMMK CUNY HEKOTOPbIX 3akoHodaTesbHbIX akToB Poccuinckon denepaunmn B CBA3M C
npuHATHEM defepanbHbiX 3akKoHoB "O BHeECEHUU U3MEHEHUN 1 aonosniHeHu B PeaeparbHbin
3akoH "O6 o0wmx npuvHUMNaxX opraHu3auMmM 3akoHodaTenbHbIX (NPeacTaBUTENbHbIX) WU
NCMONHUTESNbHBLIX OPraHoOB rocyAapCTBEHHOM Bnactu cybbektoB Poccuickon degepaunn” un
"O6 obLmMxX NpMHUMNax opraHM3aumm MecTHOro camoynpasneHuns B Poccurickon degepaummn’
(Cobpanue 3akoHogaTtenbcTBa Poccurickon ®epgepauuun, 2004, N 35, ct. 3607);

6) crtatbio 28 depepanbHoro 3akoHa ot 18 pekabpsa 2006 roga N 231-3 "O
BBEAEHUN B OENCTBME YacTu deTBepTon [paxgaHckoro kogekca Poccuickon depepauymmn”
(Cobpanue 3akoHogaTtenbcTBa Poccuiickon ®egepauum, 2006, N 52, cT. 5497).

FAPAHT:

CMm. koMMeHTapun k ctaTbe 70 HacTosLero PenepanbHOro 3akoHa

CraTtbsa 71. BctynneHue B cuny HacToswero degepanbHOro 3akoHa

1. Hactosawwmn denepanbHbii 3aKOH BCTynaeT B cuny ¢ 1 centabpsa 2010 roga.

2. JlekapcTBeHHble CpeacTBa, 3apermcTpypoBaHHble OO0 AHS BCTYMSIEHUS B Cuny
HacToswero defepanbHOro 3akoHa, noariexaT BKMIOYEHWIO B rocyapCTBEHHble peecTpbl
NEeKapCTBEHHbIX CPEeACTB C BHECEHMEM YKasaHHbIX B 4Yactu 1 cratbu 33 HaCTOsILWEro
depepanbHOro 3akoHa cBefeHun 06 3TMX NeKapCTBEHHbIX cpeacTBax 6e3 npoxoxaeHus
BHOBb NpoLeaypbl rocyaapCTBEHHOW perncTpaumm nekapcTBEHHbIX NpenapaTos.

MHdopmaums 06 naMeHeHusix:

®dedepanbHbiM 3akoHOM om 11 okmsbps 2010e. N 271-®3 e yacmb 3 cmambu 71
Hacmosiweao PedepasibHO20 3aKOHa 8HECEHbI U3MEHEeHUSs

CM. mekcm Yacmu e npedbidyuwieti pedakyuu
3. locypnapcTBeHHast permcTpaumsi NekapCTBeHHbIX NpenapaToB, 3a WUCKIIOYEHUEM
NEeKapCTBEHHbIX NpenapaTtoB Ans MeOWUUWHCKOrO MNPUMEHEeHUsl, NpeAcTaBNEeHHbIX Ha
yKasaHHYyl peructpauuto 0o OHS BCTYMNNeHust B cuny Hactosiwero depepanbHOro 3akowa,
OCYLLECTBNSAETCA B COOTBETCTBUM C HacToAwmum PenepanbHbiM 3aKOHOM Ha OCHOBaHWUM
AOKYMEHTOB W [aHHbIX, NpeacTaBneHHbIX A0 [AHS BCTYNNIEHUs B CUNY HacTosILLero
depneparnbHOro 3akoHa.

MHdopmaumsa 06 nameHeHusx:
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®edepasibHbIM 3akoHOM om 29 Hosibpss 2010 2. N 313-®3 yacmb 3.1 cmambu 71
Hacmosuweao PedeparibHO20 3aKOHa U3foXeHa 8 HoeolU pedakuuu, ecmynarouwel e cusy
co OHSA oguyuanbHo20 onybnukoeaHuss Ha3eaHHo20 @edepasilbHO20 3aKoHa U
pacripocmpaHsirowelicsi Ha rnpasoomHOWeHUs, 803HUKWuUe ¢ 1 ceHmsbpsi 2010 e.

CmM. mekcm 4acmu e npedbidyuwel pedakyuu

3.1. N'ocygapcTBeHHasa pernctpaums nekapCTBEHHbIX NpenapaToB ANns MeAUUMHCKOro
NPUMEHeHNs, NpeacTaBrieHHbIX Ha rocyJapCTBEHHYIO perucTpaumio A0 AHS BCTYNMeHus B
cuny Hactoswero ®enepanbHOro 3akoHa, U rocygapCTBEHHAA perncTpauns nekapCTBEHHbIX
npenapatoB Ans  MeOUUWHCKOrO  MPUMEHEHUs, MNpeACTaBfieHHbIX Ha  9KCnepTusy
NeKapCTBEHHbIX CPeACTB A0 OHA BCTYMNIIEHUA B cuny Hactosiwero deaepanbHOro 3akoHa B
uenax ux nocnegylowen rocyagapCTtBEHHON perucTpaumm, OCyLLeCTBASKOTCA Ha OCHOBaHWUK
AOKYMEHTOB W AaHHblX, MNPeACTaBNEHHbIX A0 [OHA BCTYMAEHWS B CUMY HacTOSALWEro
depepanbHOro  3akoHa, a Takke 3asiBNeHWs O [OoCydapCTBEHHOW  perncrpauuun
NEeKapCTBEHHOro  npenapaTta, NpeacTaBfeHHOro  MPOM3BOAMTENEM  JleKapCTBEHHbIX
npenapaToB U1 YNONHOMOYEHHbIM UM FIMLIOM B COOTBETCTBUM C HacTtosawmm deagepanbHbIm
3aKOHOM B YMOSIHOMOYEHHbIN heaepanbHbI OpraH MCNOMHUTENbHOM BnactTu Ao 1 mapTta
2011 ropga, 6e3 TpeboBaHMs ynnaTbl FOCYAAPCTBEHHOW MOLWMWHLI, MPEeAyCMOTPEHHOM
3akoHopaTenbcTBOoM Poccuinckon degepauum o Hanorax u cbopax.

MHdopmaumsa 06 nameHeHusx:

®PedepasibHbIM 3akoHOM om 29 Hosibps 2010 2. N 313-®3 yacmb 3.2 cmambu 71
Hacmosuwezo PedeparibHO20 3aKOHa U3foXeHa 8 HoeolU pedakuuu, ecmynarouwel e cusy
co OHSA oguyuanbHo20 onybnukoeaHuss Ha3eaHHo20 @edepasibHO20 3aKoHa U
pacripocmpaHsirowelicss Ha rnpasoomHOWEHUSs, 803HUKWUe ¢ 1 ceHmsbps 2010 e.

CmM. mekcm 4acmu e npedbidyuw,ell pedakyuu

3.2. NoaTBepxaeHue rocyaapcTBEHHOM perncTpaunm nekapCcTBeHHbIX npenapaTos Angd
MEAVLUMHCKOrO MPUMEHEHUS, NPeACTaBfeHHbIX AN NOATBEPXOEHUS roCcyaapCTBEHHOM
peructpauum OO [AHS BCTynneHuss B cuny Hactoswero ®degepanbHOro 3akoHa, U
noaTBepXAeHWe rocygapCTBEHHOW  pernctpauuMuM  feKapCTBEHHbIX MnpenapatoB  Ans
MeANLMHCKOrO NPUMEHEHNA, NPeaCcTaBfieHHbIX Ha 3KCNepTU3y JIeKapCTBEHHbIX CPeacTB A0
OHS BCTynneHuss B cuny Hactoswero ®defepanbHOro 3akoHa B Lensx nocreayoLlero
NnoaTBEPXAEHUS WX rOCydapCTBEHHOW pernctpauun, OCyLeCTBNATCS Ha OCHOBaHUMU
OOKYMEHTOB W [aHHblX, MNpeACTaBNEeHHbIX [0 [AOHA BCTYNMEHUMS B CUMYy HACTOSILLEro
degepanbHOro 3akoHa, a Takke 3asBNeHusi O MOATBEPXOEeHUMM ToCcyaapCTBEHHOM
pernctpauuu nekapcTBeHHOro npenapara, npencraBneHHoro npoussoauTenemM
NeKapCTBEHHbIX NpenapaToB UM YyNosITHOMOYEHHBbIM UM FINLOM B COOTBETCTBMM C HACTOSILLUM
depeparnbHbIM 3aKOHOM B YNOSTHOMOYEHHbIN pefeparnbHbli OpraH UCMONHUTENBHOM BnacTu
no 1 wmapta 2011roga, ©e3 TpeboBaHna ynnaTbl rOCygapCTBEHHOW  MOLUSIUHBI,
npeaycMoOTpeEHHOM 3akoHopaTenbcTBoM Poccuickon Pegepaumm o Hanorax n cbopax.

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3akoHOM om 29 Hosibpss 2010 2. N 313-®3 yacmb 3.3 cmambu 71
Hacmosuwezo PedeparibHO20 3aKOHa U3JI0XeHa 8 Hogou pedakyuu, ecmynarouweu 8 cusy
co OHA oguyuanbHo20 onybnukoeaHuss Ha3eaHHo20 @edepasibHO20 3aKoHa U
pacripocmpaHsirowelicsi Ha rnpasoomHOWeHUs, 803HUKWuUe ¢ 1 ceHmsbps 2010 e.

CmM. mekcm 4Yacmu e npedbidyuiel pedakuyuu
3.3. lNpuHATNE pelleHna O BHECEHWU U3MEHEHUW B [OKYMEHTbI, cofepXalimecs B
perMcTpauuoHHOM [OOCbe Ha 3aperncTpupoBaHHbIA  NEKapCTBEHHbIM npenapaTt ang
MeANLMHCKOrO NPUMEHEHUST U NMPeACTaBfeHHbIe A0 OHA BCTYMMEHUS B CUNY HacTOSLWEro
depgepanbHOro 3akoHa, U MNPUHATUE peLleHUs O BHECEHUU WU3MEHEHUW B [OOKYMEHTHI,
cogep)xawmecs B PErncTpauMoOHHOM [OOCbe Ha 3aperncTpupoBaHHbIA  NIEKAPCTBEHHbIN
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npenapat aOnd  MeOUUUHCKOrO MNPUMEHEeHUs W NpeacTaBfeHHble Ha  9KCnepTusy
NEKapCTBEHHbIX CPEeACTB A0 AHSA BCTYNSIEHMs B Cuny HacTtosuwero denepanbHOro 3akoHa,
OCYLLEeCTBMAITCA Ha OCHOBaHWW [OKYMEHTOB W [aHHblX, NpeacTaBneHHbIX A0 [OHS
BCTYNneHna B cuny Hactoswero degepanbHOro 3akoHa, a Takke 3asiBiEHUS O BHECEHUU
M3MEHEHUN B  [OKYMEHTbl, coAepXawuecs B  pPermctpauMoHHOM  [OCbe  Ha
3aperncTpupoOBaHHbLIN  NIEKAPCTBEHHbIM  NpenapaT ANl  MeOUUMHCKOro  NPUMEHEHUS,
npeacTaBNeHHOro Npomn3BoauTenemM fnekapCTBEHHbIX NpenapaToB UM YyNnosTHOMOYEHHbIM UM
AMUOM B COOTBETCTBUM C HacTtosawmm degepanbHbIM  3aKOHOM B YNOSTHOMOYEHHbI
denepanbHbii opraH mucnonHutenoHon Bnactu go 1 maprta 2011 roga, 6e3 TpeboBaHus
ynfiaTtbl rocyfapCTBEHHOW MOLUSNHLI, NPesyCMOTPEHHOW 3aKoHoaaTenbCTBOM Poccuimnckon
depepaumm 0 Hanorax n cbopax.

MHdopmaumsa 06 nameHeHusx:

®edepasibHbIM 3akoHOM om 29 Hosibps 2010 2. N 313-®3 yacmb 3.4 cmambu 71
Hacmosuwezo PedeparibHO20 3aKOHa U3foXeHa 8 HoeolU pedakuuu, ecmynarouwel e cusy
co OHS od¢uyuanbHo2o onybnukoeaHusi HasgeaHHo20 ®edeparibHO20 3aKoHa U
pacrpocmpaHsirowelicss Ha rnpasoomMHOWEHUSs, 803HUKWUe ¢ 1 ceHmsbps 2010 e.

CmM. mekcm Yacmu e npedbidyuwjell pedakyuu

3.4. Bblgaya paspelleHMn Ha NpoBedEHWE  KMUHUYECKUX  UCcnegoBaHuin
NleKapCTBEHHbIX NpenapaToB ANd MEOULMHCKOrO NPMMEHEHUS MO 3asdBNeHnaM, NogaHHbIM 4O
OHS BCTynneHust B cuny Hactosiwero degepanbHOro 3akoHa, a Takke Mo 3asBNEHUsAM,
nogaHHbIM NoOCne AHA BCTynneHusa B cuny Hactoswero ®degepanbHOro 3akoHa Ha
OCHOBaHWUW 3KCMNEPTM3, NPOBEAEHHbIX OO AHS BCTYMNNEHNA B cuny Hactosiwero ®egepanbHoro
3aKoHa, OCYLLIEeCTBNSIETC B COOTBETCTBUM C HacToswmm PegepanbHbIM  3aKOHOM  Ha
OCHOBaHWUWN AOKYMEHTOB W AaHHbIX, NPeACTaBMEeHHbIX NN MOMYYEHHbIX 40 AHSA BCTYNNEHUS B
cuny Hactoswero denepanbHOro 3akoHa, a Takke Ha OCHOBaHMM KOMUW NpeaBapuTenbHOro
aoroBopa 0643aTefNibHOr0 CTpPaxOBaHUS >KU3HU, 300POBbSA MAUMEHTOB, Yy4acTBYHOLMX B
KIMHMYECKOM UCCeAoBaHUN NEKAapCTBEHHOrO npenapaTta Ana MeAUMLUMHCKOro NMpUMEHEHUS,
UM  KONMM OOoroBopa o00s13aTeNibHOr0 CTPaxOBaHUSI  KU3HW, 300POBbsS  MAUWEHTOB,
y4acTBYHOLLMX B KNIMHMYECKOM UCCEA0BaHNN NIEKAPCTBEHHOrO nNpenapaTa ans MeauumMHCKOro
npumeHeHuns, nmbo npeacTtaBfneHHOW Konuu AoroBopa o00s3aTeNibHOro0 CTpaxoBaHus,
3aKMOYEHHOrO B COOTBETCTBUM C TUMOBBLIMW MpaBunamu o0b6s3aTeNbHOrO CTpPaxoOBaHUs, C
yKasaHMeMm npedenbHOM  YMCNEHHOCTU NauMEeHTOB, YYacTBYHLWMX B  KIMHUYECKOM
nccnegoBaHMM  NEKApPCTBEHHOrO  Mpenapata  Ans  MeaUMUUMHCKOro  NMpuUMeHeHusi, ©6e3
TpeboBaHNA ynnaTbl rocygapCTBEHHON MOLUSUHLI, NPeSYCMOTPEHHON 3aKoHOAAaTerIbCTBOM
Poccuiickon ®egepaunm o Hanorax n cbopax.

MHdopmaumsa 06 nameHeHusx:

®edepanbHbiM 3akoHOM om 11 okmsabps 2010 e. N 271-®3 cmambes 71 Hacmosiueao
®edeparsibHo20 3aKoHa QorosiHeHa Yacmbio 3.5
3.5. 3apeructpupoBaHHble B MHOCTPaHHOW BantTe A0 AHS BCTYNNEeHUs B CuUny
HacToswero ®degepanbHOro 3akoHa npefernbHble  OTNYCKHble  UeHbl  MHOCTPaHHbIX
npoussoguTenen Ha nekapcTBeHHble npenapaTbl, BKIIOYEHHble B MNepevYeHb XU3HEHHO
HEeoBX0OUMbIX N BaXKHENLUMX NIEKAPCTBEHHbBIX NpenapaToB, Noanexar nepecyeTty B pybnv no
Kypcy LUeHTpanbHoro ©6aHka Poccuiickon ®depepaumm Ha gaTty, YCTAHOBMEHHYIO
MpaButenbctBom Poccuiickon Pegepaunn, 6e3 npeactaBneHUss 3asiBieHUs O nepecyeTe
LUeHbl C BHECEHMEM COOTBETCTBYHOLIMX U3MEHEHN B rOCY4AapPCTBEHHbIM peecTp npeesibHbIX
OTNYCKHbIX LieH Npomn3BoauTenen Ha rnekapCTBEHHble npenaparbl, BKMNIOYEHHbIE B NepedYeHb
XN3HEHHO HEOBXOANMbIX N BaXXHEWLLMX NEKapCTBEHHbIX NpenapaTos.

MHdopmaumsa 06 nameHeHusx:

®dedepanbHbiM 3akoHoM om 11 okmsbps 2010 2. N 271-®3 cmambsi 71 Hacmoswe2o
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®edepanbHO20 3aKoHa QoriosIHeHa Yyacmeio 3.6

3.6. 3apernctpmpoBaHHble 0O OHS BCTyMsieHUs B cuny Hactoswero ®eagepanbHOro
3aKoHa npeaenbHble OTMYCKHble LieHbl POCCUMCKMX MNPOW3BOAUTENEN Ha JEeKapCTBEHHble
npenapaTbl, BKMIOYEHHbIE B NEPeYEeHb KU3HEHHO HEOOXOOMMbBIX W BaXKHEMLWuX
NEeKapCTBEHHbIX MNpenapaTtoB, noanexar umHaekcaumm ¢ 1 Hosdpss 2010 roga ucxoos w3
NPOrHO3NPYEMOro YpPOBHSA MWHMNAUMKM, ycTaHoBrieHHoro ®egepasribHbIM 3akKOHOM OT 2
aekabps 2009 roga N 308-®3 "O depnepansHom Grogxkete Ha 2010 rog M Ha NNaHOBbLIN
nepuopg 2011 n 2012 rogos" Ha 2011 rog.

MHdopmaums 06 naMeHeHusix:

®edepasibHbIM 3akoHOM om 6 Oekabpsi 2011 2. N 409-®3 8 yacmb 3.7 cmambu 71
Hacmosiwezo PedeparibHO20 3aKOHa B6HECEHbl U3MEHEHUs, ecmyrnarujue 8 cuJsly 1o
ucmeyeHuu mpuduyamu OHel rocne OHA oghuyuanibHO20 onybsiukoeaHusi Ha38aHHO20
®edepasnibHO20 3aKOHa

CmM. mekcm 4acmu e npedbidyuiel pedakyuu

3.7. MNocne 1 mapTta 2011 roga He gonyckalTCA NPOM3BOACTBO U BBO3 B POCCUICKYHO
degepaumio NeKapCTBEHHbLIX MNpenapaTtoB B YyNakoBKax C MapKMPOBKOMW, KoTopas 6bina
HaHeceHa [0 OHA BCTynreHusa B cuny Hactosuwero ®enepanbHoro 3akoHa. Mo ucrevyeHum
YKas3aHHOro  cpoka [aHHble  JleKapCTBEHHble  npenapaTbl  MOryT  OTNycKaTbCH,
peann3oBbIBaTbLCH, NepegaBaTbCA U NPUMEHSATLCH A0 UCTEYEHUS UX CPOKa rOAHOCTMU.

4. Co gHA BCTynneHua B cuny Hactosiwero degepansHoro 3akoHa v no 30 anpens
2011 roga BKMIOYUTENBLHO OOMycKaeTcs npoBefdeHne 3KCNepTusbl NeKapCTBEHHbIX CPeacTB
aKcnepTamMm 3IKCNEePTHOro ydpexaeHna OO NPOXOXOeHUss UMM aTTecTaumm B NOpsiake,
YCTaHOBIIEHHOM YMOSTHOMOYEHHbIM dpefeparnbHbIM OpraHoM UCNOSTHUTENBLHOW BNacTu.

5. Co gHa BecTynneHus B cuny Hactosiwero ®egepanbHoro 3akoHa un no 31 gekabps
2013 roga BKIIOYUTENbHO OCYLUECTBNAETCH Mepexosd K MpOou3BOLCTBY JIeKapCTBEHHbIX
CpeacTB B COOTBETCTBMM C MpaBuSiiaMm OpraHuM3aumm npovMsBOACTBA M KOHTPOSS KayecTea
NeKapCTBEHHbIX CPeAcTB, ykasaHHbiMM B 4actu 1 ctatbum 45 Hactoswero deneparnbHOro
3akoHa, B nonHom obbeme. Cpokn nepexoda NPOM3BOACTBA FIEKAPCTBEHHbIX CPeaCTB K MX
NPOU3BOACTBY B COOTBETCTBUWM C KOHKPETHbIMU TpebOoBaHUAMW [aHHbIX NpaBur, BKOYas
CPOKM aTTecTaunmn ynofIHOMOYEHHbIX UL, YKa3daHHbIX B 4acTax 6 n 7 ctatbu 45 HacTosILWEro
depepanbHOro 3akoHa, yctaHasnmeatoTca NpasutensctBom Poccumrckon depepaumn.

6. JInueHann Ha Npom3BOACTBO fEKAPCTBEHHbIX CPeACTB, BblAaHHble A0 1 AHBaps
2014 ropa, peuncteytoT nocne 1 aHBaps 2014 roga 0O UCTEYEHUs CpOKa UX OEUCTBUS MNpu
YyCrnoBMM COOTBETCTBUSA NULEH3MaTa npasBuriaMm opraHuvsaumm npoumsBOACTBA U KOHTPONS
KayecTBa JIeKapCTBEHHbIX CpPeacCTB, YyKa3aHHbIM B 4actm 1 ctatbu 45 HacToswero
depeparnbHOro 3akoHa.

MHdopmaums 06 naMeHeHusix:

®edepasibHbIM 3akoHOM om 29 Hosibpsi 2010 e. N 313-©3 cmambsi 71 Hacmosiueao

®edepanibHo20 3aKoHa OOrofIHeHa 4Yacmbito 7, ecmynaroweu e curny Cco OHS

oghuyuanbHo20 onybsiukoeaHusi HadgaHHO20 PedeparsibHO20 3aKOHa

7. ®dopmMmupoBaHue rocygapCTBEHHOro 3aJaHus Ha npoBedeHVe  SKCNepTusbl

NeKapCTBEHHbIX cpeacTB dpefepanbHOMY rocyaapCTBEHHOMY BHOOXKETHOMY YYPEXAEHWUIO MO
NPOBEAEHUIO  9KCMEPTU3bl  NEKAPCTBEHHbIX CpeactB U bmHaHcoBoe obecnedeHne
BbIMOSIHEHUS 3TOr0 3afaHusl OCYLIECTBASAOTCA B Nopsiake, ycTaHoBeHHOM ®depepanbHbIM
3akoHoM OT 12 aHBaps 1996 roga N 7-93 "O HekomMMepyecKkux opraHnsaumnax”.

FAPAHT:

CM. KommeHTapum k ctaTbe 71 HacTosiwero ®egepanbHOro 3akoHa

MpesngeHT Poccuickon depepaumm . MenBenes
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Mockea, Kpemnb
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