depnepanbHbi 3akoH oT 12 anpena 2010 . N 61-$3
"O6 obpalleHnn nekapcTBeHHbIX cpeacTs”

C n3amMeHeHUAMMN 1 JOMNONHEHNAMMU OT:

27 vions, 11 okTs0ps, 29 Hosbpa 2010 r., 6 gekabpsa 2011 ., 25 uoHa, 25 gekadbpsa 2012 r., 2 vonsa, 25
Hosa6psa 2013 ., 12 mapTa, 22 okTabps, 22 gekabpst 2014 r., 8 mapTa, 29 noHs, 13 nons, 14, 29 gekabps
2015 r., 2 noHda, 3 nonsa 2016 r.

MpuHart NocyoapcteeHHon [lymon 24 mapta 2010 roga
OpobpeH Cosetom Pepepaumnm 31 mapta 2010 roga
FAPAHT:

CM. KOMMeHTapun K HacTosilemy defepanbHOMY 3aKOHY
MaBa 1. O6Lwune nonoxeHus

Crtatbs 1. lNpegmMeT perynnpoBaHus Hactoswwero ®enepanbHOro 3akoHa
MHdopmaumsa 06 nameHeHusx:
®edeparbHbiM 3aKoHOM om 6 Oekabps 2011 2. N 409-®3 6 yacmb 1 cmambu 1
Hacmosiweao ®edeparibHO20 3aKOHa BHECEHbLI UBMEHEHUS, BCmyraroujue 8 cusy no
ucmedeHuu mpuduamu OHel rocsie OHA oghuyuanbHo20 orybriukoeaHuUsi Ha38aHHO20
®edeparibHO20 3aKOHa

CM. mekem Yyacmu 8 rnpedbiOywel pedakyuu
1. Hactoawun depeparnbHbii 3aKOH perynvpyetr OTHOLUEHUHA, BO3HMKawlue B

cBA3M € oOpaiwleHnem -  pa3paboTkoW, OOKAMHUYECKMMW  UCCeLoBaHUAMM,
KITMHUYECKUMN  UCCefOBaHNAMKN, 3KCNEPTU30M, rOCyQapCTBEHHOW perncrpaumnen, co
cTaHgapTM3aumen W C KOHTpPOreM KadecTBa, MPOU3BOACTBOM, W3rOTOBIIEHUEM,
XpaHeHueMm, nepeBo3kon, BBO3oM B Poccuickyto degepaumio, BbIBO30M M3 Poccuinckomn
degepaumn, peknamon, OTMYCKOM, peanusauuen, nepegavyen, MNpPUMEHEHNEM,
YHUYTOXEHMEM NEKAPCTBEHHbIX CPEACTB.

MHdopmaumsa 06 nameHeHusx:

®edeparibHbIM 3akoHOM om 25 utoHs 2012 e. N 93-03 e vacmb 2 cmambu 1

Hacmosiuwezo @edepasibHO20 3aKOHa BHECEHbI USMEHEHUS

CM. mekem Yyacmu 8 rnpedbiOywel pedakuyuu
2. Hactoswmn ®epepanbHbll 3aKOH yCTaHaBNMBAET NPUOPUTET rocyaapCTBEHHOMO
perynupoBaHus 6e3onacHocTK, kayectBa M 3(PPEKTUBHOCTU JeKapCTBEHHbLIX CPEeACTB
npy nx obpalleHum.
FAPAHT:

CM. KoMMeHTapum K ctaTtbe 1 HacToswero ®efepanbHOro 3akoHa

Crtatbs 2. Chepa npumeHeHuns HacToswero degepanbHOro 3akoHa
HacTtoswmn denepanbHbli 3aKOH NPUMEHSAETCA K OTHOLUEHUSM, BO3HMKAOLUM
Npy obpalleHnn nekapcTBEHHbIX CPEACTB Ha Tepputopumn Poccuiickon ®egepaumn.
FAPAHT:

CM. KOMMeHTapum K cTaTbe 2 HacTosLero ®efepanbHOro 3akoHa
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Cratba 3. 3akoHogaTenbCcTBO 06 0bpaLleHnn nekapCTBEHHbIX CPeaCcTB

1. 3akoHogaTenbctBO 06 oOb6palleHnun neKkapcTBEHHbLIX CPeacTB COCTOMT U3
HacTtoswero ®degepanbHOro 3akoHa, Apyrx dedepanbHbiX 3aKOHOB U WUHbIX
HOpMaTUBHbIX NpaBOBbIX akToB Poccuiickon ®egepaumn.

MHdopmaums 06 usmeHeHusix:

®edeparbHbiM 3akoHOM om 29 utoHs 2015 e. N 160-©3 cmambsi 3 Hacmosuweao
®edeparibHO20 3aKoHa OoriosiHeHa Yacmbio 1.1

1.1. 3akoHogaTenbCcTBO 06 Ob6palleHUn NeKapCTBEHHLIX CPeACTB B OTHOLUEHUU
IOPUONYECKMX NUL WU nHOMBUAOYyanbHbIX  NpeanpuHUMaTtenen, OCYLLECTBASAHLWNX
AeATeNbHOCTb Ha TEPPUTOPUM MEXOYHAPOAHOIr0 MEeAMLMHCKOrO Knacrtepa, NnpuMeHsaeTcs
C y4eToM 0COBEeHHOCTEN, yCTaHOBMEHHbIX dPeaeparnbHbiM 3akoHoM "O MexagyHapoaHOM
MEANLMHCKOM KnacTtepe U BHECEHUN U3MEHEHWN B OTAESNbHbIE 3aKOHOAATENbHbIE aKThbl
Poccunckon ®epepauumn”.

2. [denctBue Hactodwero degepanbHOro 3akoHa pacrnpoCcTpaHsEeTCca Ha
obpalleHne HapKOTUYECKUX NEKAPCTBEHHbIX CPEACTB U MCUXOTPOMHbIX NEKapPCTBEHHbIX
cpeactB C yy4yeTtoM OCOBEHHOCTEN, YCTAHOBMEHHbIX 3akoHopaTternbcTBoM Poccunckom
degepaumm 0 HaAPKOTUYECKMX CPEACTBaX, MCUXOTPOMHbIX BelecTBax UM 06 wux
npeKkypcopax.

3. [HeunctBue Hactodwero ®enepanbHOro 3akoHa pPacrnpoCTpaHseTca Ha
obpalleHne  pagnodapmaueBTUYECKMX  FIEKApCTBEHHbIX  CPeacTB € yy4eToMm
0CcobEeHHOCTEN, YCTAHOBMNEHHbIX 3akoHogaTenscTBoM Poccuiickon ®egepaumm B obnactum
obecneyeHns paguaynoHHon 6e30nacHOCTM.

4. Ecnn mexagyHapoaHbiM foroBopom Poccunckon depgepaumm ycTaHOBEHbI MHbIE
npaBuna, 4eMm Te, KOTOpble NpeaycMOTpeHbl HacToswmm PenepanbHbIM  3aKOHOM,
NPUMEHSIOTCS NpaBuna MexayHapo4HOro 4orosopa.

5. B Poccurickon degepaummn B COOTBETCTBUM C MEXAYHAPOAHbIMM OOroBopamMmm
Poccuiickon ®egepauum u  (MAM) Ha OCHOBE MpuHUMNA B3aUMHOCTU MPU3HAKOTCH
pesynbraTbl  KIWUHUYECKUX  UCCNeaoBaHUMA  feKapCTBEHHbIX  npenapaTtoB  Ans
MEONLUWHCKOrO MpUMEHEHNHA, MPOBEAEHHbIX 3a npeaenamu Tepputopumn Poccunckomn
depepauymn.

FAPAHT:
CM. KOMMeHTapun K ctaTbe 3 HacTosLero deaeparnbHOro 3akoHa

Ctatbss 4. OcHOBHble MNOHSTUS, UCMNofb3yemble B HacTosiem denepanbHOM

3aKoHe

Ons uenen Hacrtosiwero ®enepanbHOro 3akoHa WCMONb3YOTCA creayowme
OCHOBHbIE MOHATUSA:

1) nekapCTBEHHble CPEeACTBa - BELIecTBa MNM UX KOMOWHaUMM, BCTynawolime B
KOHTaAKT C OpPraHM3MOM YerioBeKa WM >XMBOTHOFO, MPOHUKalOLIME B OpraHbl, TKaHU
opraHMaMa 4ernoBeka Unu XUBOTHOrO, NMPUMeHsieMble AN NPodUNaKkTUKN, ANarHOCTUKN
(3a McknYeHneM BEeLUECTB UMK UX KOMOMHAUUW, HE KOHTAKTUPYIOLMX C OpraHM3MOM
YyerioBeKa WNu >XMBOTHOIO), NevyeHns 3aboneBaHus, peabunutaumun, AN COXpaHeHwus,
NpenoTBpPaLLEHNs UMK NpepbiBaHUS OepeMEeHHOCTU U MOfyYeHHblE M3 KPOBW, MNasmbl
KPOBW, U3 OpraHoB, TKAHEeWn opraHnama 4YenoBeka UM XMBOTHOIO, PacTeHUI, MUHepanos
METO4aMM CUHTE3a UMK C NMPUMEHEHMEM OMONMOrM4Yecknx TexHomnornn. K nekapctTBeHHbIM
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cpeAcTBam OTHOCATCS papMaueBTMYecKkue cyobcTaHUmMn 1 NekapcTBEHHbIE Npenaparhbl;
MHdopmaums 06 usmeHeHusix:
®edeparibHbIM 3aKoHOM om 22 Oekabpsi 2014 2. N 429-®3 nyHkm 2 cmambu 4
Hacmosiuwe2o @edeparibHO20 3aKOHa U3/10)KeH 8 HOB8oU pedakyuu, ecmyrnaruw,el 8
cuny ¢ 1 urons 2015 a.

CmMm. mekem riyHKma 8 rpedbidywed pedakuuu

2) hapmaueBTMyeckasa cybcTaHums - nekapCTBEHHOE CPeaCTBO B BUAE OQHOIO UNu
HecKomnbkMx obnagarwmx gapmMakonormyeckon akTMBHOCTbHO OEeWCTBYHOLUMX BeLLecTB
BHE 3aBMCUMMOCTM OT MpuUpoabl MPOUCXOXKAEHUA, KOTOpOe npedHasHadeHo Aans
NPOM3BOACTBA, W3rOTOBMIEHNSA JNIEKAPCTBEHHLIX MpenapatoB W onpegenser ux
3P PEKTUBHOCTD;

3) BcnomorarternbHble BeLleCcTBa - BeLeCTBa HeOpPraHMYeCcKoro Unm opraHn4yecKkoro
NPOUCXOXOEHUS,  UCMNONMb3yeMble B  MNpouecce  MNpou3BOACTBA,  WU3rOTOBEHUS
NekapCcTBEHHbIX NpenapatoB ANs NpuMAaHust UM HeobxoauMbIX OU3MKO-XMMUYECKNX
CBOWCTB;

4) nekapCTBEHHbIE Npenapartbl - flIeKapCTBEHHbIE CPeacTBa B BUAE NEeKapCTBEHHbIX
dopM, npuMeHsieMble ONa NPOUMNAKTUKK, OMArHOCTUKK, JedeHus 3aboneBaHus,
peabunutaumn, ons CoOXxpaHeHus, NpegoTBpaLeHnsa unn npepbiBaHnst 6epemMeHHOCTH;

5) nekapctBeHHad dopma - COCTOsSlHUE JIeKapCTBEHHOro npenapaTa,
COOTBETCTBYtOLEE crnocobam ero BBeAeHUss U NpuMeHeHuss u  obecnedymBaroLlee
AoCTmKeHne Heobxoammoro nevebHoro adpekTa;

MHopmaums 06 usmeHeHusix:

®edeparibHbiM 3aKOHOM om 22 0ekabpsi 2014 2. N 429-®3 cmambsi 4 Hacmosuw,e2o
®edeparibHO20 3aKoHa OoriofiHeHa rnyHkmom 5.1, ecmynarowum 6 cusy ¢ 1 urons
2015 a.

5.1) posupoBka - cogep)xaHme O4HOro UM HECKONbKUX OAENCTBYIOLWMX BELECTB B
KONMMYECTBEHHOM BbIPXEHUN Ha eauHMUY A03bl, UNN eguHuly obbema, unn eguHuuy
MacCbl B COOTBETCTBMM C JleKapCTBEHHOW dopmon nmbo Ansi HEeKOTopbIX BUAOB
NeKapCTBEHHbIX (POpM KONMUYECTBO BbLICBODOXOAEMOro W3 JieKapCTBEHHOM (OOPMbl
AENCTBYIOLLEro BeLwecTBa 3a eQuHULY BPEMEHMU;

6) NepeyeHb XU3HEHHO HEOOXOAMMBIX U BaXKHENLUNX NEeKapCTBEHHbIX NpenapaTos -
exerogHo yTteBepxgaembln  [lpaButenbctBoM Poccunckon degepauum nepeveHb
NeKapCTBEHHbIX MpenapatoB AnAs8 MeOUUMHCKOro nNpuMeHeHus, obecneymBaroLmnx
NPUOPUTETHbLIE MNOTPEBHOCTN 3ApPaBOOXPAHEHUS B LENsX MpounakTukm n neveHus
3aboneBaHu, B TOM u4ucrne npeobnagawowmx B CTPyKType 3abonesaemoctM B
Poccuinckon degepaunu;

MHdopmaumsa 06 u3MeHeHusx:

®edeparibHbIM 3aKoHOM om 22 Oekabps 2014 2. N 429-03 cmames 4 Hacmosiuea2o
®edeparibHO20 3aKoHa OoriofiHeHa rnyHkmom 6.1, ecmynarowum 6 cusy ¢ 1 urons
2015 e.

6.1) opdaHHble feKkapCTBEHHble MpenapaTtbl - JleKapCTBEHHblIE Mpenaparhl,
npegHa3HayYeHHbIe MCKITIYUTESNBbHO ANS ANAarHOCTUKA UITM NaTOreHEeTUYEeCKOoro NevYeHuns
(neyeHus, HanpaBnNEeHHOro Ha MexaHw3M pa3BuTUS 3aboneBaHus) peaknx (OpdaHHbIX)
3aboneBaHun;

MHdopmaums 06 n3MeHeHusX:
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®edeparibHbiM 3aKOHOM om 22 0ekabpsi 2014 2. N 429-®3 cmambs 4 Hacmosuw,e2o
®edeparibHO20 3aKoHa 0oriofiHeHa nyHKkmom 6.2, ecmyrnarowum 6 cusy ¢ 1 urons
2015 a.

6.2) Buonorunyeckne nekapcTBeHHble npenapaTbl - fleKapCTBEHHblEe npenaparhl,
AENCTBylOLLEeE BELLECTBO KOTOPbIX MPOM3BEOEHO WNM BblAeneHo M3 Bronorn4eckoro
MCTOYHMKA U AN onpedeneHns CBOMCTB U KavyeCcTBa KOTOPbIX Heobxoamma KomOuHaums
BMonornMyecknx U QU3NKo-xmmmyecknx mMetogos. K OMonornyeckum nekapcTBeHHbIM
npenapataMm  OTHOCATCA  MMMYHOOMONOrMyeckMe  nekapCTBEHHble  npenapaThbl,
nekapCTBEHHble npenapaTbl, MOflydeHHble W3 KPOBW, MNfia3Mbl KPOBW YeroBeka WU
XMBOTHbIX (3@ WCKMOYEHMEM LEenbHOM KpoBW), OMOTEXHOMOrMYecKkne neKkapCTBEHHble
npenaparthbl, reHoTepaneBTUYECKNE NekapCTBEHHbIE Npenaparthbl;

MHdopmaums 06 usmeHeHusix:

®edeparibHbIM 3aKoHOM om 22 Oekabpsi 2014 2. N 429-®3 nyHkm 7 cmambu 4
Hacmosiuwe2o @edeparibHO20 3aKOHa U3/10)KeH 8 HOB8oU pedakyuu, ecmyrnaruwel 8
cuny ¢ 1 urons 2015 a.

CmMm. mekem riyHKkma 8 rpedbidywed pedakuuu

7) WUMMYHOOMOMOrMYEecKMe neKapCTBEHHble npenapatbl - NEeKapCTBEHHbIE
npenapaTtbl, nNpegHa3HayeHHble Ons QOPMUPOBAHMSA aKTUBHOIO WM MAacCUBHOIO
NMMMYyHUTETA  NMOO  OMArHOCTMKM  HanmuMyuust  UMMYHUTETA  WNWU  OAWNArHOCTUKM
cneununyeckoro  NPUOBPETEHHOrO0  M3MEHEHWA  MMMYHONOIMMYECKOro OTBeTa Ha
anneprmusnpytowme Bewectea. K MMMyHOBMOMNOrMYECKMM feKapCTBEHHbIM MpenapaTam
OTHOCATCA BaKUWHbI, AHATOKCUHbl, TOKCWHbI, CbIBOPOTKA, WMMYHOrNOBYynnHbl U
anneprexol;

MHdopmaumsa 06 nameHeHusx:

®edeparibHbiM 3aKOHOM om 22 0ekabpsi 2014 2. N 429-®3 cmambsi 4 Hacmosuw,e2o
®edeparibHO20 3aKoHa OoriofiHeHa nyHkmom 7.1, ecmynarowum 6 cusy ¢ 1 urons
2015 e.

7.1) ©BunotexHonornyeckne nekapcTBeHHble npenapaTtbl - NeKapCTBEHHbIE
npenapatbl,  MPOU3BOLACTBO  KOTOPbIX  OCYLWECTBMSIETCA C  WUCMNOSb30BaHNEM
buoTexHonornyecknx npoueccos m metogos (B ToM uucne [JHK-pekomMOMHAHTHOM
TEXHOMOMMMU,  TEXHOMOMMM  KOHTPOSIMPYEMOW  OKCMPECCUM  EeHOB,  KOAUPYHOLLMX
ouonornyeckn akTMBHble GeNKM B MpoKapuoTax M 3ykapuoTax, BKIOYask U3MEHEHHble
KNEeTKNn MnekonuTaroLwwmx), rmépnagoMHOro MeToga n MetToga MOHOKINOHAnNbHbIX aHTUTEN,

MHdopmaumsa 06 nsmeHeHusx:

®edeparibHbIM 3aKoHOM om 22 Oekabps 2014 2. N 429-03 cmambs 4 Hacmosiuea2o
®eldeparibHO20 3aKOHa O0rNosIHeHa MyHKMoM 7.2, ecmynarowum e cury ¢ 1 urons
2015 e.

7.2) reHOoTepaneBTMYECKNE feKapCTBEHHble nMpenapatbl - JNeKapCTBEHHbIE
npenapaTtbl, (apmMaueBTU4ecKkasi CyOCTaHUMS KOTOPbIX SBMSETCA PEKOMOMHAHTHOW
HYKNENHOBOW KMUCITOTOM UK BKNOYAeT B cebst peKOMOUHAHTHYIO HYKITEMHOBYIO KUCIIOTY,
NO3BONAIOLLYI0 OCYLLUECTBMNATL PerynupoBaHue, penapauuio, 3ameHy, gobasneHve unm
yAarneHne reHeTM4eckon nocrneaoBaTenbHOCTH;

8) HapKkoTuyeckume IneKkapCTBEHHbIE CPEACTBa - JleKapCTBEHHbIE npenapartbl U
hapmavneBTnyeckme cyobcTaHumm, cogepxallmne HapKoTU4ecKkue CpeacTBa v BKITHOYEHHbIE
B [lepeyeHb HaApPKOTUYECKUX CPeacTB, MNCUXOTPOMHLIX BELLECTB U UX MNPEKYPCOPOB,
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nognexawmx  KoHtpont B Poccuinckon  degepauum, B COOTBETCTBMU  C
3akoHopgatenbcTBoM  Poccunckon — depepaumn,  MexgyHapogHbIMW  4OroBopamu
Poccuickon degepaumn, B TOM vncne EQMHON KOHBEHLMEN O HAPKOTUYECKUX CpeacTBax
1961 roaa;

9) NCMXOTPONHbLIE NEKAPCTBEHHbIE CPEeACTBa - JEKapCTBEHHblE npenapaTtbl W
hapmavreBTUyeckme cyocTaHumm, cogepxallme ncuxXoTponHble BELECTBA N BKITHOYEHHbIE
B [lepeyeHb HapKOTUMYECKUX CPeacTB, MNCUXOTPOMHLIX BELLECTB U UX MNPEKYypCOopOB,
nognexawmx  KoHTponto B Poccuinckon  degepauum, B COOTBETCTBMU  C
3akoHogaTtenbctBoM  Poccunckon  ®epepauunn,  MexgyHapogHbIMW  OOroBopamu
Poccuinckon ®depepaummn, B TOM 4mucrne KoHBeHUMEN O MCUXOTPOMHbIX BeLlecTBax
1971 ropa;

10) pagnodapmaueBTUYECKME FleKapCTBEHHbIE CpeacTBa - JleKapCTBEHHbIe
cpefcTBa, KOTopble cogepXaT B roTOBOW A9 UCNOMb30BaHUSA hopme 0avH paganoHyKnng
NIIN HECKOSBbKO PaaWoHYKIMAO0B (pagnoaKTUBHbBIX M30TOMNOB);

MHdopmaums 06 usmeHeHusx:
®edeparbHbiM 3akoHoM om 13 urornis 2015 2. N 241-@3 e nyHkm 11 cmambu 4
Hacmosiuwe2o PedepasibHO20 3aKOHa 8HECEHbI USMEHEHUS

CmMm. mekem riyHKma 8 rpedbidywed pedakuuu

FAPAHT:

[o 1 auBapsa 2016 r. ons uenen HacTosiwero PeaeparnbHOro 3akoHa (B pegakumm

®epepanbHoro 3akoHa oT 13 nona 2015 . N 241-03) B kadecTBe pedepeHTHOro

nekapCTBEHHOro npenapara paccmMaTpuBaeTcsl OPUrMHanbHbIA NeKapCTBEHHbIN

npenapart

11) pedepeHTHbIN neKapCcTBEHHbIM npenapat - JleKapCTBEHHbIM npenapar,

KOTOpbI  BrepBble 3apeructpuposaH B Poccuickon degepaumn, KadecTso,
3pPeKkTMBHOCTL M 0E30MacHOCTb KOTOPOro [Aoka3aHbl Ha OCHOBaHUW pe3ynbTaToB
AOKITMHNYECKUX MUCCneaoBaHUM NIeKapCTBEHHbIX CPELCTB U KIMHUYECKUX MUCCregoBaHum
nekapcTBEHHbIX MpenapaToB, NPoBeAeHHbIX B COOTBETCTBUM C TpeboBaHUAMKN yvacTten 6
n 7 ctaten 18 HacToswero ®egepanbHOro 3akoHa B OTHOLLEHUUN NeKapCTBEHHbIX CPeacTB
Ans MeguUMHCKOro npuMeHeHust nmbo B COOTBETCTBUM C TpeboBaHmaMM cTatbn 12
HacToswero ®degepanbHOro 3akoHa B OTHOLIEHUW JIeKapCTBEHHbIX CPeacTB Aans
BETEPMHAPHOrO NPUMEHEHNS, n KOTOpbIN ncnonb3yeTtca ans OLEHKM
OMO3KBMBANEHTHOCTH nnu TepaneBTUYEeCKON 9KBMBaNeHTHOCTH, KayecTBa,
appekTMBHOCTM M 6e3onacHOCTM  BocnpousBegeHHoro  wunu  GuoaHanorosoro
(6ronogobHOro) nekapCTBEHHOrO Npenapara;

MHdopmaumsa 06 nsmeHeHusx:

®edeparibHbIM 3aKkOHOM om 22 0ekabpsi 2014 2. N 429-®3 nyHkm 12 cmambu 4

Hacmosiuwe2o @edeparibHO20 3aKOHa U3/10)KeH 8 Ho8oU pedakyuu, ecmyrnaruwel 8

cuny ¢ 1 uronsa 2015 a.

CmMm. mekcm riyHKma 8 rpedbidywed pedakyuu
12) BOCMNPOU3BEOEHHbIN NEeKapCTBEHHbIN MpenapaT - NIeKapCTBEHHbIW npenapar,
KOTOPbIA MMEET TaKOW e KayeCTBEeHHbIW COCTaB W KOMIMYECTBEHHLIN COCTaB
AENCTBYIOLMX BELWECTB B TaKOW Xe feKapCTBEHHOW opMe, YTO U pedpepeHTHbIN
neKapCTBEHHbIN npenapar, n OVMo3KBMBANIEHTHOCTb unn  TepaneBTUYeCKas
9KBMBANEHTHOCTb KOTOPOro pedepeHTHOMY nekapCTBEHHOMY npenaparty nogreepxaeHa
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COOTBETCTBYIOLWMMUN NCCnegoBaHNAMN,

MHdopmaumsa 06 uamMeHeHusx:

®edeparibHbIM 3aKOHOM om 22 0ekabpsi 2014 2. N 429-®3 cmambsi 4 Hacmosiuje2o
®eldeparibHO20 3aKOHa OorosiHeHa rnyHkmom 12.1, ecmynarowum e cusly ¢ 1 urons
2015 e.

12.1) TepaneBTMYecKasi  OKBMBANIEHTHOCTb -  AOCTMXKEHME  KIMHUYECKM
COMOCTaBMMOIo TeparneBTUYecKoro adpdpekta npu  NPUMEHEHUUM  NeKapCTBEHHbIX
npenapaToB ANs MegUUMHCKOro NPUMEHEHUA ONS OAHOW M TOW e rpynnbl 60MbHbIX MO
OLHVM U TEM e NOoKa3aHUAM K MPUMEHEHWIO;

MHdopmauumsa 06 u3MeHeHusx:

®eldeparibHbIM 3aKkOHOM om 22 0ekabpsi 2014 2. N 429-®3 cmambsi 4 Hacmosiuje2o
®eldeparibHO20 3aKOHa O0rosiIHeHa nyHKmom 12.2, ecmynarowum e cusly ¢ 1 urons
2015 e.

12.2) BuoaHarnoroBbl (6MoONoAO6GHLIN) NekapCTBEHHbLIM Npenapat (buoaHanor) -
OMONorMyecknin  NeKapcTBEHHbIM MpenapaTt, CXOXWUW No napaMeTpaMm KayecTBa,
appekTBHOCTN M BesonacHOCTU C pedepeHTHbIM BUOoNorMYecknM nekapcTBEHHbIM
npenapaTtoM B TaKOW e JieKapCTBEHHOW )OpMe U MMEKLWUN WOEHTUYHbIA Cnocob
BBEAEHMS;

MHdopmaumsa 06 nsmeHeHusx:

®edeparbHbIM 3aKoHOM om 22 0ekabpsi 2014 2. N 429-03 cmambs 4 Hacmosiueao
®edeparibHO20 3aKoHa OoriofiHeHa rnyHkmom 12.3, ecmynarowum 6 cusy ¢ 1 urons
2015 a.

12.3) B3aMMO3aMeHsSeMbI NIeKapCTBEHHbIW Npenapar - fieKapCTBEHHbIN npenapar
C [OKa3aHHOM TepaneBTUYECKOW 3KBUBANEHTHOCTbIO WM OUMO3KBMBANEHTHOCTLIO B
OTHOLLEHUN pedepeHTHOro NekapcTBEHHOro npenapaTta, UMeKLWNN SKBUBaNeHTHbIE eMy
KQYeCTBEHHbIN COCTaB W KONMMYECTBEHHbIN COCTaB AEWCTBYIOLUMX BeLlecTB, COCTaB
BCMOMOraTerbHbIX BELLECTB, JIeKapCTBEHHYIO hopmy 1 cnocob BBeaeHuS;

13) nekapcTBEHHOE pacTUTENbHOE CbIpbe - CBEXWE UMW BbICYLUEHHbIE pacTeHUs
nmbo  ux 4YacTu, ucnonb3yemble [Ons MNPOU3BOACTBA JIEKAPCTBEHHbIX CPeacTB
opraHusauusiMyM - Mpou3BOAMTENSMU FNEKapCTBEHHbIX CPeacTB WM U3roTOBIIEHMS
rfieKkapCTBEHHbIX NpernapaTtoB anTeYHbIMU OpraHn3aunamMu, BETepUHaAPHbIMU anTeYHbIMU
opraHusauusiMu, WHOMBUAYanNbHbIMU MpPeanpuHUMaTens Mn, UMeELWUMU JIMLEH3NIO Ha
drapmaLeBTUYECKYIO AeATENbHOCTb;

14) nekapCTBEHHbIN pacCTUTENbHbIN nNpenapat - JfeKapCTBEHHbIN npenapar,
Npon3BedeHHbI UM U3FOTOBMEHHbLIN U3 OOHOro BMAaA NEeKapCTBEHHOrO0 PacTUTENbHOro
CbIpbs UM HECKOSMBbKMX BUOOB TAKOro CbIpbsi U peanuayemMbli B pacdacoBaHHOM Bue BO
BTOPUYHON (MOTPebUTENLCKON) yrakoBKe;

MHdopmaLms 06 usmeHeHusix:

®edeparibHbIM 3aKoHOM om 22 Oekabps 2014 2. N 429-®03 nyHkm 15 cmambu 4
Hacmosiwezo ®edeparibHO20 3aKOHa U3/10)KeH 8 HOB8OoU pedakuyuu, ecmynaruw,el 8
cuny ¢ 1 uronsa 2015 a.

CM. mekcem riyHKkma 8 rpeodbidyuwed pedakyuu

15) romeonaTtnyecknn nekapCTBEHHbLIN MpenapaT - feKapCTBEHHbIA npenapar,
NPOU3BEOEHHbIA UMW U3FOTOBMEHHbLIM N3  dapmaueBTMYecKon cybcTaHuMm  unm
dapmaueBTUYeCcknx cybctaHuuMm B COOTBETCTBMM C  TpeboBaHmaMM  0OLLMX
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dpapmakonemnHblx cTaTen K roMeonaTtn4yeckumMm rekapCcTBEeHHbIM rMpenapataMm unu B
COOTBETCTBUN C TpeboBaHMAMM (papmMakonen CTpaHbl NPOU3BOAUTENS  TaKoro
rnekapCcTBEHHOro npenapara;
MHdopmaumsa 06 uamMeHeHusx:
®edeparibHbIM 3aKkOHOM om 22 0ekabpsi 2014 2. N 429-®3 6 nyHkm 16 cmambu 4
Hacmosiue2o @edepasibHO20 3aKOHa BHECEHbI UBMEHEHUS, acmyrarowjue 8 cusny ¢ 1
urons 2015 e.

CmMm. mekem riyHKma 8 rpedbidywed pedakuuu
16) mexgyHapooHOe HenaTeHTOBaHHOE HaMMEHOBaHME NEKapCTBEHHOINO CpeacTBa

- HaMMeHOoBaHWe [EeWCTBylOLEro BewecTBa apmaueBTU4eckon cybctaHuuu,
pekomeHaoBaHHOe BceMupHOM opraHmMsaumen 3apaBooxXpaHeHuns;

MHopmaumns 06 usmeHeHusix:

®edeparbHbiM 3aKOHOM om 22 0ekabpsi 2014 2. N 429-®3 6 nyHkm 17 cmambu 4

Hacmosiuwe2o @edepasibHO20 3aKOHa BHECEHbI UBMEHEHUS, acmyrarowjue 8 cusny ¢ 1

urons 2015 a.

CmMm. mekcm riyHKma 8 rpedbidywed pedakyuu

17) TOproBoe HauMMeHOBaHWE JEeKapCTBEHHONO CpeacTtsa - HauMMeHOBaHue
NeKapCTBEHHOr0 cpeactBa, MPUCBOEHHOE ero paspaboTyvkom, AepXatenem unu
BnagernbLem perMcTpaumoHHOro yaoCTOBEPEHNS NIeKapCTBEHHOIO npenapara;

MHdopmaumsa 06 nameHeHusx:

®edeparibHbIM 3aKoHOM om 22 Oekabps 2014 2. N 429-03 cmambsi 4 Hacmosiuez2o
®edeparnibHO20 3aKkoHa OorioniHeHa nyHkmom 17.1, ecmynarowum 6 cusny ¢ 1 urons
2015 e.

17.1)  rpynnuMpoBOYHOE  HaMMEHOBaHWE  fleKapCTBEHHOro  npenapata -
HauMeHOBaHWe fNeKapCTBEHHOro npenapara, He WMeKLWero MexayHapogHoro
HenaTeHTOBaAHHOIO HauvMEeHOBaHWA, WU KOMOMHaUMW NeKkapCTBEHHbLIX MpenapaTos,
Ncrnonb3yemMoe B Lenax obbeanHeHns ux B rpynny nog eanHbIM HaMMeHOBaHMEM UCX0as
N3 0QMHAKOBOro COCTaBa AeNCTBYHOLLMX BELLECTB;

MHdopmaumsa 06 uamMeHeHusX:

®edeparibHbIM 3aKkOHOM om 22 0ekabpsi 2014 2. N 429-®3 6 nyHkm 18 cmambu 4
Hacmosiuezo ®edepasibHO20 3aKOHa BHECEHbI UBMEHEHUS, acmyrarowjue 8 cusny ¢ 1
urons 2015 e.

CmMm. mekem riyHKma 8 rpedbidywed pedakuuu
18) obwas papmakonenHas ctaTbs - AOKYMEHT, YTBEPXKAEHHbIN YNONHOMOYEHHbIM

degepanbHbIM  OpraHoOM  UCMOSTHATENBLHOM  BNacTu W cogepXawmn  nepeveHb
nokasaTenen ka4yecTtea u (MnNn) METOAOB KOHTPOMSA KadecTBa KOHKPETHOW NEKapCTBEHHOM
dopMbl,  FIEKAPCTBEHHOrO  PacTUTENbHOrO  Cbipbsi, ONUCaHuMs  BUMONOrNYecKumX,
BMOXNMUNYECKUX, MUKPOBNOMOrMYecknx, (PU3NKo-XMmMmnyecknx, Ousmyeckmx, XMMmn4eckmnx
N Opyrux MeTodoB aHanusa JieKapCTBEHHOro CpeacTBa, a Takke TpeboBaHusa K
ncrnonb3yemMbiM B LEngax npoBefeHUss [OaHHOro aHanusa peakTMBaM, TUTPOBAHHbLIM
pacTBopaMm, HauKaTopaw;

MHdopmaums 06 usmeHeHusix:

®edeparibHbIM 3aKOHOM om 22 0ekabpsi 2014 2. N 429-®3 6 nyHkm 19 cmambu 4

Hacmosuwe2o ®edeparibHO20 3aKOHa 8HECEHbI UBMEHEeHUs], ecmynaroujue 8 cusny ¢ 1

uronsa 2015 a.
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CmMm. mekcm riyHKma 8 rpedbidywed pedakuyuu
19) dpapmakonenHasi ctatbs - [OOKYMEHT, YTBEPXAEHHbIA YNOSTHOMOYEHHbIM
degepanbHbIM - OpraHOM  UCMOSTHATENbLHOM  BNacTu W cogepXawmn  nepeyveHb
nokasaTenen kayectsa U METOL0B KOHTPOSSA KadeCTBa fleKapCTBEHHOIO CPeaCcTBa;

MHdopmaums 06 usmeHeHusix:

®edeparibHbIM 3aKoHOM om 22 0ekabps 2014 2. N 429-03 cmambs 4 Hacmosiuea2o
®edeparibHO20 3aKoHa OoriosiHeHa ryHkmom 19.1, ecmynarowum 6 cusy ¢ 1 urons
2015 e.

19.1) ctaHgapTHble obpa3subl - BELECTBA, NOCPEACTBOM CPABHEHUS C KOTOPbLIMU
OCYLLECTBMNAETCA KOHTPOSIb KayecTBa MWCCnefyeMblX JleKapCTBEHHbIX CpeacTts C
MOMOLLBI (PUBNKO-XUMUYECKMX N BMONOrMYECKMX METOOOB B LENAX NOATBEPXKAEHUS
COOTBETCTBUA JIEKAPCTBEHHbLIX CpeAcTB TpeboBaHUAM HOPMATUBHOW LOOKYMEHTaUuMK,
YCTAHOBSIEHHbIM MMPU  OCYLLECTBIIEHUM T[OCYLAPCTBEHHOM perncTpaunmn, u KoTopble
NPUMEHSIOTCSA AN KannbpoBKN CTaHOApPTHbIX 06pa3LoB NPOM3BOANTENS NEKaPCTBEHHbIX
CpeacTB, MCNOMb3yeMbIX ANS KOHTPONS KayecTBa M MHbIX uUenen npu obpaweHumn
neKapCTBEHHbIX CPEACTB;

MHdopmaums 06 nusmeHeHusix:

®edeparibHbIM 3aKoHOM om 22 Oekabps 2014 2. N 429-03 cmambs 4 Hacmosiuea2o
®eldeparibHO20 3aKoHa OoriofiHeHa rnyHkmom 19.2, ecmynarowum 6 cusy ¢ 1 urons
2015 e.

19.2) dapmakonenHbll cTaHgapTHbIM obpasel - cTaHaapTHbiM obpased,
npon3eBeaeHHbIN B COOTBETCTBUM C dapMaKkonenHoW CTaTbew;
20) HopmaTuBHas OOKYMeHTauusi - [OOKYMEHT, coepxallnn nepeyeHb

onpegensemMbix Mo pes3ynsratamM COOTBETCTBYIOLLMX 3KCMEpPTU3 MokasaTernen kKayectBa
nekapcTBEHHOro cpeacTsa and MeAMUMHCKOro MNPUMEHEHUsi, MeTOOO0B KOHTpOns ero
KayecTBa W yCTaHOBIIEHHbIV ero Npon3soguTernem;

21) HOpMaTMBHbIA OOKYMEHT - JOKYMEHT, codepXalumn nepeveHb onpenensemMbix
No pesyrbraTtaMm COOTBETCTBYIOLLMX IKCMEPTU3 MokasaTenen kavyectsa u (Unv) MeToaoB
KOHTPOMS KayecTBa flekapCTBEHHON (POpMbI, ONMcaHns BUONOrMYeckmnx, BUMOXMMMUYECKUX,
MUKPOBMOIIOrnyeckmx, PU3NKO-XMMmMYecknx, punsanyecknx, XMMm4ecknx n apyrux Metogos
aHanusa nekapCcTBEHHbIX CPeacTB AN BeTepUHApPHOro npumeHeHusi, TpeboBaHusa K
ncronb3yemMbiM B LEngax npoBefeHUs [OaHHOro aHanusa peakTuBaM, TUTPOBaHHbLIM
pacTBopam, MHOUKATOpPaM U YCTaHOBJSIEHHbIW €ro Npon3BoauTerNemM;

MHdopmaums 06 n3MeHeHusX:

®edeparibHbIM 3aKkOHOM om 22 0ekabpsi 2014 2. N 429-®3 cmambsi 4 Hacmosu,e2o
®edeparnibHO20 3aKkoHa OoriofiHeHa nyHkmom 21.1, ecmynarowum 6 cusy ¢ 1 urons
2015 e.

21.1) obwnin TEXHMYECKNA [OOKYMEHT - KOMMMEKT AOKYMEHTOB W MaTepuanos,
COCTOSILLMIA U3 HECKOSTbKUX pasfenoB - AOKYMEHTauuuM agMUHUCTPATMBHOINO XapakTepa,
XUMUYECKOWN, dapmaLeBTUYECKON n Ounonornyeckon AOKYMeHTauumu,
dpapmakosriorm4eckomn, TOKCUKONOrM4YeCKOM JOKYMEHTaLUUN, KINMHUYECKON JOKYMEHTaUun u
npeacraBnsgemMbli OLHOBPEMEHHO C 3adBMNEeHWEeM O roCygapCTBEHHOM perucrpaumm
fekapCcTBEHHOro npenapata And  MeOWUWHCKOrO  MpUMeEHeHust B (popmare,
YCTaHOBIIEHHOM YMNOSTHOMOYEHHbIM (befeparnbHbiM OPraHoM UCMNONHUTESbHOM BMAaCTU;

22) KayeCcTBO JleKapCTBEHHOrO0 CpeacTBa - COOTBETCTBME JEeKapCTBEHHOMO
cpeactBa TpeboBaHMsM (papmakonenmHon cTtaTbn NUMOO B crnyyYae ee OTCYTCTBMS
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HOPMaTMBHOW JOKYMEHTauuu Uinnm HOpMaTUBHOIO JOKYMEHTA;

23) 6Ge3onacHOCTb NeKapCTBEHHOrO CpPeAcTBa - XapakKTepucTuKa NekapCTBEHHOro
cpeactBa, OCHOBaHHasi Ha CpaBHUTENbHOM aHanu3e ero 3E@EKTUBHOCTU U puUCKa
NPUYNHEHUS Bpeaa 3400P0BbIO;

24) 3EKTMBHOCTbL NEKApCTBEHHOIO MpenapaTta - XapakTepUCTMKa CTEMEHU
NONOXUTENBHOIO BMSHUSA NIeKapCTBEHHOrO npenapara Ha TedeHne, NPOoAOIKUTENBHOCTb
3aboneBaHMss unM  ero  nNpegoTBpalleHne, peabunuTaumio, Ha  COXpaHeHue,
npegoTBpalleHre unu npepbiBaHne 6epemMeHHoCTy;

25) cepus nekapCTBEHHOro CpPeAcTBa - KONMMYECTBO feKapCTBEHHOro CpeacTtsa,
Npoun3BegeHHOe B pe3yribtaTe O4HOr0 TEXHOTOrMYEeCKoro LuMKna ero npoM3BoanTenem;

26) permctpauMoHHOEe YOOCTOBEpPEHME NeKapCTBEHHOro npenapata - OOKYMEHT,
noaTBepXXaaroLWwmm bakT rocyaapCTBEHHOW perncTpawmm nekapcTBEHHOro npenapara;

MHdopmaums 06 usmeHeHusix:

®edeparibHbIM 3aKoHOM om 22 0ekabps 2014 2. N 429-03 cmambs 4 Hacmosiuea2o
®edeparibHO20 3aKoHa OoriofiHeHa nyHKmom 26.1, ecmynarowum 6 cusy ¢ 1 urons
2015 e.

26.1) pepxaTenb wunuM  BnageneL,  pPermcTpaumMoHHOro  yOOCTOBEPEHMS
nekapCcTBEHHOro npenapaTa - pa3paboTynk NnekapCTBEHHOro CpeacTsa, NPOU3BOAUTENDb
neKapCTBEHHbIX CPEACTB UK NHOE opuamyeckoe nuuo, obnagarollee npaBoM BnageHus
perncTpaumMoHHbIM yAOCTOBEPEHNEM, KOTOpPble HECYT OTBETCTBEHHOCTb 3a KayecTBo,
3 heKTUBHOCTb N BE30NacHOCTb IEKAPCTBEHHOIO NpenaparTa;

27) peructpaumoHHbIn  HOMep - KogoBoe 0603HayYeHue, NPUCBOEHHOE
nekapcTBeHHOMY npenapary npuv ero rocyaapCTBEHHOM perncrTpauum;

MHdopmaums 06 usmeHeHusix:

®edeparibHbiM 3akoHOM om 6 0ekabpsi 2011 2. N 409-®3 8 nyHkm 28 cmambu 4
Hacmosiwezo ®edepasibHO20 3aKOHa BHECEHbI UBMEHEHUS, acmyriaroujue 8 cusy rno
ucmedyeHuUuU mpuduyamu OHel rocrie OHA oghuyuanbHo20 orybrukoeaHuUs Ha38aHHO20
®edepasibHO20 3aKOHa

CmMm. mekcm riyHKma 8 rpedbidywed pedakyuu

28) oOpalleHne nekapcTBeHHbIX CpeactB - paspaboTka, AOKIMHUYeCKue
nccnenoBaHus, KITMHUYeCKne  mnccrnegoBaHUs,  3KCnepTusa, rocygapcTBeHHas
perucTpauusi, ctaHgapTusaums M KOHTPONb KayecTBa, MPOU3BOACTBO, W3roTOBIIEHUE,
XpaHeHue, nepeBo3ka, BB0O3 B Poccuinckyio depepaumio, BbiBO3 M3  Poccuinckon
depgepaumn, peknama, OTMNyCK, peanu3aumsa, nepegada, NpPUMEHEHUE, YHUYTOXEHue
neKapCTBEHHbIX CPEeACTB;

29) cybbekTbl obpalleHnsa nekapcTBEHHbIX CPencTB - bhm3ndeckue nuua, B TOM
yucrne vHaueMayarnbHble NpegnpuHUMaTenu, u lpuguyeckme nuua, ocyllecTBhnsLwme
AesaTenbHOCTb Npu obpalleHnn NekapcTBEHHbIX CPEACTB;

MHdopmaumsa 06 M3MeHeHusx:

®edeparibHbIM 3aKOHOM om 22 0ekabpsi 2014 2. N 429-®3 6 nyHkm 30 cmambu 4
Hacmosiuwe2o PedepasibHO20 3aKOHa 8HeCEHbI USMEHEeHUSs, eacmyrnarouue 8 cusy ¢ 1
urons 2015 e.

CM. mekcem riyHKkma 8 rpeodbidyuwed pedakyuu
30) paspaboTynk rfekapCTBEHHOro cpeacrea - oOpraHusauus, obnagatouwas
npaBamu Ha pe3ynbraTbl OOKIMHUYECKUX WCCIEAOBaHUA JeKapCTBEHHOINO CpencTBa,
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KNMUHUYECKNX WUCCefOBaHUN JiekapCTBEHHOro npenapata u (MnNu) Ha TEexXHOMOoruo
Npon3BOACTBA NEKapCTBEHHOIO CPeacTBa;

31) Npou3BOACTBO NEKaApPCTBEHHbLIX CPEeACTB - AeATenbHOCTb MO MPOM3BOACTBY
neKapCTBEHHbIX CPEeACTB OpraHM3aunamMn - NPon3BOaUTENSIMU NEKAPCTBEHHbLIX CPeacTB
Ha OQHOW CTaZuW, HECKOSMbKUX UMM BCEX CTagusIX TEXHONOrMYeckoro rnpouecca, a Takke
MO XPaHEHUIO U peanusaunmn NPon3BeAEHHbIX NeKapCTBEHHbIX CPeaCTB;

MHdopmaums 06 usmeHeHusix:

®edeparibHbIM 3aKoHOM om 22 0ekabps 2014 2. N 429-03 cmamebs 4 Hacmosiuea2o
®eldeparibHO20 3aKkoHa OorioniHeHa rnyHkmom 31.1, ecmynarowum 6 cusy ¢ 1 urons
2015 e.

31.1) Npon3BOACTBEHHAA NnoLwjagka - TepputopmansHO 060CcObneHHbIN KOMMEKC
NpoON3BOaUTENS JIEKAPCTBEHHbLIX CPeACTB, NpefHa3HayYeHHbI 45 BbINOSIHEHUS] BCEro
npouecca Npon3BoACTBa fNekapCTBEHHbIX CPeaCTB UMM ero onpeaeneHHon ctaguu,

32) npousBoguTenb JIEKapCTBEHHbIX CPEACTB - OpraHuM3auusi, OCyLleCTBAsAoLas
NPOM3BOACTBO fEKAPCTBEHHbIX CPEACTB B COOTBETCTBMM C TpeboBaHWAMU HACTOSALLErO
denepanbHOro 3akoHa;

33) dapmaueBTUYeCKaad OEATENbHOCTb - AEATENbHOCTb, BKMOYawwasa B cebs
ONTOBYK TOProBMK NEKAPCTBEHHbIMW CPEACTBAMWU, UX XpaHeHue, NnepeBo3Ky WU (1)
PO3HUYHYIO TOPrOBIIO fleKapCTBEHHbIMU NpenapataMun, ux oTnyck, XpaHeHue, NepeBo3Ky,
N3roTOBIEHNE NEKapCTBEHHbIX NPEnapaTos;

34) opraHunsauus oNnTOBOW TOProBMM fIeKapCTBEHHBbIMU CPeACTBaMM - OpraHM3aums,
OCYLLECTBNAOLWAs OMNTOBYHO TOProOBMK JEKApCTBEHHbIMU CpeacTBaMU, WX XpaHeHue,
NepeBO3Ky B COOTBETCTBUMN C TpeboBaHUAMM HacTodLero degepanbHOro 3aKoHa;

MHdopmauumsa 06 u3MeHeHusx:

®edeparibHbiM 3akoHOM om 25 Hos16psi 2013 2. N 317-®3 8 nyHkm 35 cmambu 4
Hacmosuie2o ®edeparibHO20 3aKOHa BHECEHb! USMEHEHUS

CmMm. mekcm riyHKma 8 rpedbidywed pedakyuu

35) anTteyHas opraHu3auus - oOpraHu3auusi, CTPYKTypHOoe nogpasgeneHve
MEeOVLMHCKON OpraHM3auuu, OCYyLLECTBNSAIOWMNE PO3HUYHYIO TOProBrko fieKapCTBEHHBbIMU
npenapatamn, XpaHeHue, nNepeBO3KYy, MW3roTOBMEHME W OTNYCK JEeKapCTBEHHbIX
npenapatoB AN9 MEeOUUMHCKOTO MPUMEHEHUS B COOTBETCTBUM C TpeboBaHMsaMU
HacTosiwero ®efepanbHOro 3akoHa;

36) BeTepuMHapHas anTedyHas opraHu3auuMss - oOpraHmsauusi, CTPYKTYpHoOe
nogpasgerneHne BeTepUHapHOM opraHuM3auuun, OCYLLECTBASOWNE PO3HUYHYIO TOProBIto
neKapCTBEHHbIMU npenapaTtamMmn, XpaHeHwe, WU3roTOBIIEHME W OTMYCK JIeKapCTBEHHbIX
npenapatoB ANs BeTEPUHAPHOrO MNPUMEHEHUST B COOTBETCTBUM C TpeboBaHMaMU
HacTosLwero ®enepanbHOro 3akoHa;

37) hanbcnuumpoBaHHOE nNekapCTBEHHOE CPEACTBO - fleKapCTBEHHOE CPeacTBo,
COMNpoBOXAaeMOoe NOXHON MHdOpMaLMEN O ero coctase u (MnNn) NPON3BOAUTENE;

38) HepobpokayecTBEHHOE JfleKapCTBEHHOE CPEACTBO - JIeKapCTBEHHOE CPEeACTBO,
He cooTBeTCTBYylOLee TpeboBaHuAM dapmakoneHon crtateM nmMbo B cnyyae ee
OTCYTCTBUS TpeboBaHMAM HOPMATUBHOM AOKYMEHTaUMN NN HOPMATUBHOMO JOKYMEHTA;

39) koHTpadakTHOE neKapCTBEHHOE CpPeACTBO - JleKapCTBEHHOe CpencTBo,
Haxoaseecs B 060poTe C HapyLIeHMEM rpaxJaHCKoro 3akoHo4aTerbCcTea;

40) OOKNMHMYECKOEe UccnefoBaHWe NekapCTBEHHOro cpeacTtea - Guornornyeckue,
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MUKPOBUONOrniyeckne, UMMYHONOrMYEeCKNe, TOKCUKONOrnm4eckue, dpapmakoniormiyeckue,
dmsnyeckne, XMMmmyeckne u Opyrme uccrnenoBaHusi NeKkapCcTBEHHOrO CpeacTBa MyTem
NMPUMEHEHNS HayYHbIX METOAOB OLEHOK B Uenax nosiydeHuss goKasaTenbCTB
©e3onacHocCTH, KayecTBa 1 3 PEKTUBHOCTU fIEKAPCTBEHHOIO CPeACTBa;

41) KNUHMYECKOe WuccnegoBaHWE feKapCTBEHHOrO npenapata - U3yyYeHue
AVNAarHOCTUYECKNX, ne4vyebHblX, NpodUNaKTU4ECKMX, dapMaKoNoOrmM4yecknx CBOWCTB
rnekapCcTBEHHOro npenapara B rnpouecce ero NpMMeHeHus y Yenoseka, XXUBOTHOIo, B TOM
yucne npoLeccoB BcCacbiBaHWA, pacrnpeieneHusi, U3MeHeHWs W BbiBEAEHUs, NyTem
NMPUMEHEHNS HayYHbIX METOAOB OLEHOK B Uenax nosiydeHuss [goKasaTenbCTB
B©esonacHocTn, KadectBa M 3PEPEKTUBHOCTM NEKapCTBEHHOro npenapara, AaHHbIX O
HexXenaTesibHbIX  peakuMsax opraHMamMa 4desioBeka, >KMBOTHOIMO Ha NPUMEHeHue
nekapcTBeHHOro npenapata wu 06 addekTe ero B3aUMOAENCTBUMS C  OpYrnMuU
nekapCcTBEHHbIMUM Npenapatamu 1 (MnNn) NULEBLIMU NPOAYKTAMKN, KOpMaMU;

42) MHOrOLEHTPOBOE KITMHUYECKOE WCCredoBaHWe JeKapCTBEHHOrO npenaparta
Ana  MeOuUMHCKOrO MPUMEHEHUA - KIWHMYECKOE WCCredoBaHWe JIeKapCTBEHHOro
npenapata Angd  MeOUUMHCKOro  MNPUMEHEHusl, npoBoguMmoe  pas3paboTymMkoMm
fleKapCTBEHHOrO npenapaTta B ABYX M Gonee MeOMUMHCKUX OopraHM3auusix no eanHomy
NPOTOKOMY KIMHMYECKOro NccregoBaHns fiekapCTBEHHOro npenapara;

43) MexgyHapogHoe MHOrOLIeHTPOBOE KNUHUYeckKoe nccriegoBaHue
NeKkapCTBEHHOro npenapata Ans  MeOUUMHCKOro  MNPUMEHEHUs -  KIMHUYecKoe
nccrnegoBaHne  NeKapCTBEHHOro  npenaparta  ansg MeauuMHCKOrO  NPUMEHEHUS,
npoBoAUMOe pa3paboTyMKOM feKapCTBEHHOro npenaparta B pasfuM4YHbIX CTpaHax Mo
eOVHOMY NPOTOKOSTY KITMHUYECKOro UCCreaoBaHus nekapcTBEHHOro npenapara;

44) nNOCTPErmcTpaunuoHHOE  KMMHUYECKOEe  UCCredoBaHWe  fleKapCTBEHHOro
npenapata Ans  MeOUUMHCKOro  MPUMEHEeHMA -  KINWHUYECKOE  MCcregoBaHue
NeKapcTBEHHOro  npenapata Ans  MeOUUMHCKOro  NPUMEHEeHUsl,  NpOBOAMMOE
Npomn3BOAMTENEM  NIEKapCTBEHHOro MpenapaTta, rpaxgaHckmi  obopoT  KOTOpPOro
OCYLLECTBNAETCA Mnocne rocyaapCTBEHHOW pernctpauuu, B Lensx AOnoSIHATENbHOro
cbopa faHHbIX O ero 6e3onacHOCTM M 3PAPEKTUBHOCTU, pacCLUMPEHUs] MOKa3aHUM K
NPUMEHEHWNIO JAHHOIo NeKapCTBEHHOMO npenapara, a Takke BbIsIBIIEHUSA HexenaTternbHbIX
peakunn nauneHToB Ha ero 4eNCTBue;

MHdopmaums 06 usmeHeHusix:

®edeparibHbIM 3aKoHOM om 22 Oekabps 2014 2. N 429-03 nyHkm 45 cmambu 4
Hacmosiuwezo @edeparibHO20 3aKOHa U3/10)KeH 8 HOB8oU pedakyuu, ecmyrnaruwel 8
cuny ¢ 1 uronsa 2015 a.

CmMm. mekem riyHKma 8 rpedbidywed pedakuuu

45) wnccnepoBaHne OWMOSKBMBANEHTHOCTU FEKAPCTBEHHOrO npenaparta - BuAa
KNWHMYECKOrO0 WCCNeaoBaHUA NEeKapCTBEHHOro npenapara, MpoBedeHne KOTOPOro
OCYLLECTBNAETCA ONs OnpeaeneHusi CKOPoCTUM BCacCbliBaHUS U BbiBEAEHUS OQHOMO UMK
HeCKOmnbKMX obnagatowmx apmMakonormyeckon akTUBHOCTbIO OEWCTBYHOLLMX BELLECTB,
KONM4ecTBa JIEKapCTBEHHOro npenapara, LOCTUralwero CUCTEMHOrO KpOBOTOKa, W
pesynbratbl  KOTOPOro  MNO3BOMSAKT cAenatb BbiBOL O  OMO3KBMBANEHTHOCTM
BOCNPOM3BEAEHHOIO JIEKApPCTBEHHOrO Mpenapata B oOnpeaerieHHbIX feKapCTBEHHON
dopmMe U“ [O3MPOBKE, COOTBETCTBYKLUMX OpMe W [03MPOBKE pedepeHTHOro
rfieKapCTBEHHOrO npenapara;

46) wuccrnegoBaHWe — TepaneBTUYECKOM — OKBMBANEHTHOCTU  fleKapCTBEHHbIX
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npenapaTtoB - BWUA KIWHWYECKOrO WCCredoBaHWA NeKapCTBEHHbIX MpenapaTos,
NpoBedeHMe KOTOPOro OCYLIEeCTBRSeTCA AN BbISIBIEHUA OOMHAKOBbIX CBOWCTB
neKapCTBEHHbIX NpenapaToB onpeaesieHHOW fieKapCTBEHHOM (POopMbl, a Takke Hannduns
OOMHAKOBbIX  MNoOKasaTtenen 6e3onacHOCTM UM 3IPAEKTUBHOCTU  NEKAPCTBEHHbIX
npenapaTtos, O4MHAKOBbLIX KITMHUYECKUX 3CPMEKTOB MNPU UX NPUMEHEHUN;

47) npOTOKON KIWMHWMYECKOrOo WUCCNefoBaHWA JNeKapCTBEHHOro npenapara -
AOKYMEHT, B KOTOPOM OMpeensiTca uenu, (opmbl opraHu3aumm u MeTonornorus
NpoOBEeAEHUs]  KIIMHMYECKOro  MUCcnefoBaHusl, CcTaTtucTudeckne Metodbl 0bpaboTku
pe3ynsTaTtoB Takoro uccrefoBaHusa n mepbl No obecneyeHnto 6e3onacHOCTU or3nyecknx
nnL, Y4acTBYHOLLMX B KIMHUYECKOM UCCRea0oBaHUKM fieKapCTBEHHOro npenapara;

48) GpoLltopa nccnegoBaTens - CBoOOHOE U3IOXeHNe pe3ynbTaTtoB AOKINHNUYECKOTO
UccrnegoBaHNa  NeKapCTBEHHOrO  CpeacTBa M KIMHMYECKOro  UccriegoBaHus
nekapcTBEHHOro npenapara ans MeguumMHCKoOro NpUMeHeHus;

49) MHOPMALMOHHBIA NINCTOK NauueHTa - AOKYMEHT, B KOTOPOM COAepXaTcHa B
AOCTYyNHOM pOpMe CBefeHus, KacalLwmecs NpoBOANUMOro KMMHUYECKOro uccriegoBaHus
feKkapCcTBEHHOro npenapata, W B MNUCbMEHHOM opMme [obpoBoibHOE cornacue
nayueHTa Ha yyYacTue B KITIMHUYECKOM UCCreoBaHumM JIeKkapCTBEHHOIO npenapara nocne
O3HaKOMJIEHNA C OCOBEHHOCTAMMU KITIMHUYECKOro MccrneaoBaHusl, UMEKLWUMN 3HaYeHne
OS5 BblpaXXeHUs Takoro cornacus;

50) noboyHoe penctBMe - peakums opraHu3ma, BO3HUKLWAA B CBSA3N C
NPUMEHEHNEM fneKkapCTBEHHOro rnpenapara B 403aX, PeKOMeHAYEeMbIX B MHCTPYKUUKU MO
ero NpPUMeHeHuto, Ans NpPoduUNakTUKK, OUArHOCTUKK, nedvyeHnsa 3abonesaHust unu gns
peabunutaumm;

MHdopmaumsa 06 u3mMeHeHusX:

®edeparibHbIM 3aKoHOM om 22 Oekabps 2014 2. N 429-03 cmambs 4 Hacmosiuwea2o
®edeparnibHOo20 3aKkoHa dorioniHeHa ryHkmom 50.1, ecmynarowum 6 cusy ¢ 1 urons
2015 a.

50.1) HexxenaTenbHas peakumsa - HenpeaHamepeHHas HebnaronpusTHaa peakums
opraHuama, Kotopas MOXeT ObITb CBsi3aHa C NPUMEHEHMEM JleKapCTBEHHOIO Npenapara;

51) cepbesHas HexenaTenbHas peakumsa - HexenatenbHaa peakumsa opraHu3ma,
CBA3aHHad C MNpUMMEHEHVEM JleKapCTBEHHOro nmnpenapaTta, npueedwasi K CMepTH,
BPOXAEHHBIM aHOMasMsIM UK Nopokam pasBuTusa NMbo npeacTtasnsaowas cobon yrposy
XuU3HKM, Tpebylowas  rocnutanu3auunm MM nNpuBedwas K CTOMKOW  yTparte
TPYAOCNOCOBHOCTM U (MNN) UHBANUOHOCTN;

MHdopmaums 06 nusmeHeHusix:

®edeparibHbIM 3aKOHOM om 22 0ekabpsi 2014 2. N 429-®3 nyHkm 52 cmambu 4
Hacmosiwe2o @edepasibHO20 3aKOHa U3/10)KeH 8 HO8oU pedakyuu, ecmynaruw,el 8
cuny ¢ 1 uronsa 2015 a.

CmMm. mekcm riyHKma 8 rpedbidywed pedakyuu

52) HenpeaBunaeHHass HexenaTtenbHas peakumsa - HexenaTternbHasi peakums
opraHu3ma, KoTopas CBsidaHa C MPUMEHEHWeM JeKapCTBEHHOro npenapara B [o3ax,
peKOMeHOyeMbIX B  MNPOTOKOME €ero  KIWMHWYEeCKOro  uccriegosaHus,  6polutope
uccriegoBsartens, WM €  MpUMEHeHWeM JeKapCTBEeHHOro nmnpenapata B [Jo3ax,
PEKOMEHOYEMbIX B UHCTPYKLMM MO €ero NpUMEHEHUIO ANna nNpounakTuki, AMarHOCTUKN,
neyeHus 3aboneBaHMs WNU MeOULMHCKOW peabunutauun naumeHTa, U CyLHOCTb,
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TSXECTb WM UCXOO4 KOTOPOW He COOTBETCTBYeT WHGOpMaunMm O nekapCTBEHHOM
npenapaTe, coaepxalencsa B NPOTOKOMEe ero KIMHUYEeCcKoro mccnenoBaHus, dpolutope
nccregoBaterns Unu B MHCTPYKLUMN NO NPUMEHEHUIO NEeKapCTBEHHOIO npenapara;
MHdopmaumsa 06 uamMeHeHusx:
®edeparibHbIM 3aKoHOM om 22 Oekabps 2014 2. N 429-03 cmambs 4 Hacmosiuwea2o
®eldeparibHO20 3aKOHa OorosiHeHa rnyHKkmom 52.1, ecmynarowum e curly ¢ 1 urons
2015 e.

52.1) cbapmakoHagsop - BUO OeATENbHOCTU MO MOHUTOPUHTY 3PMEKTUBHOCTU U
6e30nacHOCTM JleKapCTBEHHbIX MpenapaToB, HampaBfeHHbI Ha BbISBMEHWE, OLEHKY U
npegoTBpalleHMe  HexenaTtesibHbIX — MNOCNeACTBUA  MPUMEHEHUS  NEeKapCTBEHHbIX
npenapaTos;

MHdopmauumsa 06 u3MeHeHusx:

®edeparibHbIM 3aKoHOM om 22 Oekabps 2014 2. N 429-03 cmambs 4 Hacmosiuea2o
®eldeparibHO20 3aKOHa O0rosIHeHa nMyHKmMom 52.2, ecmynarowum e cusly ¢ 1 urons
2015 e.

52.2) nnaH ynpaBneHus puckamum - nogpobHoe onucaHve MeponpuAaTUA Mo
dpapmakoHaa30py, HarpasfieHHbIX Ha BbISIBNEHWE, OLEHKY U npefoTBpalleHne wunuv
MUHUMMU3ALNIO PUCKOB, CBA3AHHbIX C NEeKapCTBEHHbIMU Mpenaparamu, BKIoYas OLEHKY
3PPEKTUBHOCTU OAHHBIX MEPONPUATUN;

53) peuent Ha nNeKapCTBEHHbIM nMpernapar - MUCbMEHHOe HasHavyeHue
rnekapCcTBEHHOro npernapara no yCTaHOBMEeHHOW bopme, BblaHHOE MEAULMHCKUM WUIv
BETEPUHAPHbLIM PabOTHUKOM, UMEIOLLIMM Ha 3TO NPaBo, B LLEeNAX OTrnycKa nekapCTBEHHOMO
npenapaTa unm ero N3roToBNeHus 1 OTnyckKa;

54) TpeboBaHWe MeOWUMHCKOW OpraHu3auuu, BeTEepPUHAPHOW opraHu3auum -
AOKYMEHT yCTaHOBMNEHHOU (POPMbI, KOTOPLIN BbIMUCaH MEANLVNHCKAM UITM BETEPUHAPHBLIM
paboTHUKOM, MMEKLMM Ha 3TO MpPaBo, U COOEPXUT B NUCbMEHHOW hOpMe yKasaHue
anTeyHon opraHm3aumm ob OTNycKe fiekapCTBEHHOro npenapara Uin o ero N3roToBneHnn
n o6 otnycke ons obecneyeHus nevyebHOro npouecca B MeOULMHCKOW OpraHuvsauuu,
BETEPMHAPHOW opraHu3auunuy;

MHdopmaums 06 n3MeHeHusX:

®edeparibHbIM 3aKkOHOM om 22 0ekabpsi 2014 2. N 429-®3 cmambsi 4 Hacmosu,e2o
®edeparnibHO20 3aKoHa OoriofiHeHa nyHKmom 55, ecmynarowum 6 cusny ¢ 1 urons
2015 e.

55) KkomnnekcHas  oueHKa  JleKapCTBEHHOro  npenapata -  OUEHKa
3aperMcTpmpoBaHHOrO JieKapCTBEHHOrNo Mpenaparta, BKovawowas B cebs aHanus
nHdopMauum O CPaBHUTENbHOW KNWHMYECKOW 3ddekTMBHOCTM U Be3onacHOCTU
rfekapCTBEHHOro npenapara, OLUEeHKY SKOHOMUYECKUX MOCIeACcTBUMA ero rnpuMeHeHus,
n3yyeHne [OOMNOSTHUTENbHbBIX MOCNEeACTBUM MPUMEHEHUSA JleKapCTBEHHOro npenapaTa B
LUensax MpPUHATUA peLlleHNn O BO3MOXXHOCTWU BKIHOYEHUSI JIeKapCTBEHHOro npenapara B
nepeyeHb XWU3HEHHO HeOOXOAUMbIX U BaXHEWWUX JieKapCTBEHHbLIX nNpenapaTos,
HOpPMaTMBHbIE NPAaBOBbIE aKTbl U UHblE AOKYMEHTbI, Onpeaenstowme nopsaok okasaHud
MeONUWNHCKON MOMOLLM, UMW UCKITIOYEHUS €ero M3 YKasaHHbIX MNepevHs, akToB W
AOKYMEHTOB.

FTAPAHT:

CM. KoMMeHTapum K ctaTbe 4 HacTosiLero ®enepanbHOro 3akoHa
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maBa 2. MNonHomMmouunsa cheaepanbHbIX OPraHOB UCNOSTHUTENbLHOW BrlacTuU, OpraHoB
MCNONHUTENNbHOU BnacTu cy6bekToB Poccuinckon deaepauum npu odpaiieHum
JNleKapCTBEHHbIX CpeaAcTB

Cratbs 5. lMonHomounss dedepanbHbiX OpPraHoB WCMONMHUTENbHOW BRacTtu npu
obpallleHnn nekapCTBEHHbIX CPEaCTB
K nonHomoumsam dpeaeparnbHbIX OpraHOB UCMONMHUTENBHOW BNacTu Npu obpatlleHnm
NeKapCTBEHHbIX CPeACTB OTHOCATCA:

MHdopmaumsa 06 u3mMeHeHusX:
®edeparibHbIM 3aKOHOM om 22 0ekabpsi 2014 2. N 429-®3 6 nyHkm 1 cmambu 5

Hacmosiue2o ®edepasibHO20 3aKOHa BHECEHbI UBMEHEHUS, acmyrarowjue 8 cusny ¢ 1
uronsa 2015 e.

CM. mekem riyHKkma 8 rpeodbioyuwied pedakyuu
1) npoBeneHne B Poccunckon degepaunmn eguHOM rocyqapCTBEHHOM MOSIUTUKA B

obnactn obecnevyeHnsa nekapCcTBEHHbIMM npenapatammn rpaxgaH B Poccuinckon
depepauum;

MHdopmaumns 06 usmeHeHusix:

®edeparibHbiM 3aKOHOM om 22 0ekabpsi 2014 2. N 429-®3 6 nyHkm 2 cmambu 5

Hacmosiuwe2o ®edepasibHO20 3aKOHa BHECEHbI UBMEHEHUS, acmyrarowjue 8 cusny ¢ 1

urons 2015 e.

CM. mekem riyHKkma 8 rpeodbidywied pedakyuu
2) ytBepxaeHne oOLWMX apmakonenHsbix crtaTen, (apmMmakonenHsix cTaTen,
n3gaHve  rocydapcTtBeHHoOW — papmakorieM, co3dgaHue U BeJeHuMe  peecTtpa
dapmakonerHbiX CTaHOAPTHbIX 06Pa3LOB;
MHopmaums 06 usmeHeHusx:
®edeparibHbIM 3aKkoHOM om 25 utoHs 2012 2. N 93-@3 8 nyHkm 3 cmambu 5
Hacmosuwe2o ®edeparibHO20 3aKOHa BHECEHbI USMEHEHUS

CmMm. mekem riyHKma 8 rpedbidywed pedakuuu
3) ocyulecTBrneHne rocyaapCTtBEHHOrO KOHTpons (Hagsopa) B cepe obpalieHus
neKapCTBEHHbIX CPEACTB;
4) NnueH3npoBaHe NPOM3BOLACTBA JIEKAPCTBEHHbLIX CPEACTB M (hapMaueBTUYECKON
AesaTenbHOCTU B COOTBETCTBUMN C 3akoHogaTenscTBoM Poccunmnckon degepaunu;
FAPAHT:
Cwm. lNonoxeHne o0 NMuUeH3npoBaHMN NPON3BOACTBA NEKapCTBEHHbIX CPEACTB,
yTBepxaeHHoe nocrtaHosrieHneMm lNpasutenscrea PO ot 6 nonsa 2012 r. N 686
MHdopmaumsa 06 nameHeHusx:
®edeparibHbiM 3aKOHOM om 22 0ekabpsi 2014 2. N 429-®3 6 nyHkm 5 cmambu 5
Hacmosiue2o @edepasibHO20 3aKOHa BHECEHbI UBMEHEHUS, acmyrarowjue 8 cusny ¢ 1
urons 2015 a.

CM. mekem riyHKkma 8 rpeodbidywel pedakyuu
5) opraHuzaumsa aKCNepTM3bl NEKAPCTBEHHbLIX CPEACTB, 3TUYECKOW 3SKCNepTu3bl
BO3MOXHOCTN MPOBEAEHNS KITMHUYECKOrO WMCCMNEeAOBaHWSA NEKapCTBEHHOro npenapaTta
AN MEeOUUMHCKOro MPUMEHEHUS, SKCNepTU3bl OOKYMEHTOB, MpPeACTaBfEHHbIX A4
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onpegeneHns  BO3MOXHOCTM  paccMmaTpmBaTb  JIeKapCTBEHHbIN  npenapaTt  Ans
MeOVLMHCKOrO NMPUMEHEHNSA NPy rocygapCTBEHHOW perncTpaunmn B kayectse opdaHHOro
riekapCcTBEHHOrO rnpenapara;

MHdopmaumsa 06 uamMeHeHusx:

®eldeparibHbIM 3aKkOHOM om 22 0ekabpsi 2014 2. N 429-®3 cmambsi 5 Hacmosiuje2o

®eldeparibHO20 3aKoHa OorosiHeHa rnyHkmom 5.1, ecmynarowum e cury ¢ 1 urons

2015 .

5.1) opraHusauusa nposegeHUs KOMMEKCHOM OLUEHKWN NlekapCTBEHHOro npenapara
B UEenAx MPUHATUA PELLUeHUA O BO3MOXHOCTU BKIIOYEHUS NEeKapCTBEHHOro npenaparta B
nepeyeHb XWU3HEHHO HeOOXOAUMbIX U BaXXHEWWWX JIeKapCTBEHHbLIX nNpenapaTos,
HOpPMaTUBHbIE NPABOBbIE aKTbl U UHbIE LOKYMEHTbI, onpefensiowmne nopsaaok okasaHus
MEOVLMHCKON TMMOMOLUM WU  UCKITIOYEHUA €ro U3 yKasaHHbIX MepeyHs, aKkToB W
AOKYMEHTOB;

6) Bbldaya paspeleHun Ha npoBedeHue  KIUHUYECKUX  UCCredoBaHUN
rNekapCTBEHHbIX NpenapaToB, BEAEHWE peecTpa BblJaHHbIX paspeLleHni Ha nposeneHne
KIMMHUYECKNX UCCrefoBaHUM NekapCTBEHHbIX Npenaparos;

7) rocygapCTBeHHas perncrpauus rekapcTBeHHbIX MpenapatoB, BedeHue
rocygapCTBEHHOIO peecTpa fekapCTBEHHbIX CPEACTB;

MHdopmaumsa 06 nsmeHeHusx:

®edeparibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-®3 nyHkm 8 cmambu 5
Hacmosiuwe2o @edepasibHO20 3aKOHa U3/10)KeH 8 HO8oU pedakyuu, ecmyrnaruw,el 8
cuny ¢ 1 saHeaps 2016 a.

CmMm. mekcm riyHKma 8 rpedbidywed pedakyuu

8) opraHusauma n (MnNun) NpoBedeHUe MHCNEKTUpPOBaHUS CybbekToB obpalleHus
NeKapCTBEHHbIX CPEACTB Ha COOTBETCTBME MpasuiamM Hagnexawen nabopaTtopHom
NPaKkTUKK, rfpasBunaMm Hagnexawen KIMHUYECKOW MNpakTUKW, npaBuiiam Hagnexallen
NPaKTUKN XpaHEeHUs U NepeBO3KU NeKapCTBEHHbIX NMpenapaToB, NpaBuiam Haanexallemn
ANCTPUBBLIOTOPCKOWN NPaKTUKKU, NpaBunamM Hagnexawlen anTe4Hon NpakTuKu;

MHdopmauumsa 06 uamMeHeHusx:

®edeparibHbIM 3aKoHOM om 22 Oekabps 2014 2. N 429-03 cmambs 5 Hacmosiuweao
®edeparibHO20 3aKoHa OoriofiHeHa rnyHkmom 8.1, ecmynarowum 6 cursy ¢ 1 urons
2015 e.

8.1) opraHusaumsa n (Mnu) NnpoBeaeHNe MHCNEKTUPOBaHUSA Cy6bekToB obpalleHus
NeKapCcTBEHHbIX CPeACTB Ha COOTBETCTBME TpeboBaHWAM npasusil  Hagnexallewn
NPON3BOACTBEHHOW TMPaKTUKW, Bblgaya 3aKMiOYEHUWW O COOTBETCTBUM MPOU3BOAUTENS
neKkapcTBeHHbIX cpeacts TpeboBaHWAM npasun  Hagnexawen npousBOACTBEHHOM
NpaKkTUKu;

MHopmaums 06 nusmeHeHusix:

®edeparibHbIM 3aKkOHOM om 22 0ekabpsi 2014 2. N 429-®3 cmambsi 5 Hacmosiuje2o
®eldeparibHO20 3aKOHa O0rosIHeHa MyHKmMom 8.2, scmynarowum e cury ¢ 1 urons
2015 e.

8.2) ycTaHoBneHve rnopsaka BeOeHUs U BedeHuWe rocydapCTBEHHOro peecTpa
3aKIOYEHUN O COOTBETCTBUM MNPOU3BOAUTENSA JIEKAapCTBEHHbLIX CPEACTB TpeboBaHUAM
npaBus Hagnexatlen Nnpou3BOACTBEHHOW NPAKTUKNY;

9) rocymapcTBeHHas peructpaumsi  YCTaAHOBSIEHHbIX  MPOU3BOAUTENAMMU
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neKkapCTBEHHbIX NpenapaToB npefesibHbIX OTMAYCKHbIX LeH Ha XXM3HEHHO HeobxoauMmble U
BaKHeWLWMe nekapcTBeHHble npenapatbl M BegeHue T[oCydapCTBEHHOrO peectpa
npegeribHbIX  OTMYCKHbIX LEeH nNpouM3BOAMUTENEN Ha reKkapCTBEHHble npenaparhl,
BKIMIOYEHHbIE B MNepevYeHb >XU3HEHHO HeOoBXOOMMbIX W BaXXHEWLIUX NeKapCTBEHHbIX
npenapaTos;
MHdopmaumsa 06 naMeHeHusX:
®edeparibHbiM 3akoHoM om 13 utons 2015 2. N 241-©3 cmambsi 5 Hacmosiu,eao
®eldeparbHO20 3aKoHa OorioniHeHa ryHkmom 9.1

9.1) cornmacoBaHve MNPOEKTOB pPELUEeHUN OpraHoOB WCMOMHUTENbHOW  BNacTu
cybbekToB Poccuinckon Pepgepaumm ob yctaHOBNEHUM U (UNN) N3MEHEHUN NpeaesibHbIX
pa3mepoB ONTOBbIX HaabaBOK M MpeferibHbIX pa3MepoB pPO3HMYHbLIX HagbaBoK K
PaKTUY4ECKMM OTMYCKHbIM LieHaM, YCTAaHOBMEHHbIM MNPOU3BOAUTENAMM JEKAPCTBEHHbIX
npenapaToB, Ha JleKapCTBEHHble Mnpenaparbl, BK/IOYEHHbIE B MNepevYeHb >XU3HEHHO
HEOOXOANMbBIX U BaXXHENLLNX FIeKapCTBEHHbIX NPenapaTos;

MHdopmaums 06 nusmeHeHusix:

®edeparibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-®3 nyHkm 10 cmambu 5
Hacmosiuwe2o @edepasibHO20 3aKOHa U3/10)KeH 8 HO8oU pedakyuu, ecmynaruw,el 8
cuny ¢ 1 uronsa 2015 a.

CmMm. mekcm riyHKma 8 rpedbidywed pedakyuu

10) ycTaHoBreHuWe ropsaka BBO3a JleKapCTBEHHbIX cpeacts B Poccuinckyro

depepaumio 1 BbiBO3a JIeKapCTBEHHbIX cpeacTtB n3 Poccuinckon denepauum;
MHdopmaums 06 nusmeHeHusix:
®eldeparibHbIM 3aKkOHOM om 22 0ekabpsi 2014 2. N 429-®3 cmambsi 5 Hacmosiuje2o
®eldeparibHO20 3aKkoHa dorioriHeHa ryHkmom 10.1, ecmynarowum e curly ¢ 1 urons
2015 .

10.1) Bblgaya, ycTaHOBIeHMe nopsigka Bblgauv M POPMbl [OKYMEHTA, KOTOPbIN
NOATBEPXAAET, YTO MPOM3BOACTBO JIEKAPCTBEHHOrO npenapara OCYLUeCTBreHO B
COOTBETCTBUN C TpeboBaHWAMU MpaBusil Hagnexawlen npou3BOACTBEHHOW MPaKTUKKU, U
NOANEXWUT npeacTaBrneHnio no TpeboBaHMIO YMOMHOMOYEHHOMO OpraHa CTpaHbl, B
KOTOPYI BBO3UTCS JIEeKapCTBEHHbIN Npenapar;

FAPAHT:

CM. AOMUHUCTPaTUBHBLIN pernamMeHT no npeacrasneHnto MnHnpomtoprom Poccum
rocygapCTBEHHOM YCIyru no Bblaaye JOKYMEeHTa, KOTOPbIW NOATBEPXKOAET, YTO
NPOWN3BOACTBO NEeKapCTBEHHOrO npenapara ANng MeguLMHCKOro nNpuMeHeHns
OCYLLIECTBIIEHO B COOTBETCTBUU C TpeboBaHMAMM NpaBui Haanexatien
NPON3BOACTBEHHOM MPaKTUKKU, U NOANEXUT NpeacTaBneHunto no TpebosaHmo
YMONMHOMOY€EHHOro OpraHa cTpaHbl, B KOTOPYIO BBO3UTCS NIEKapCTBEHHbIV Mpenapar,
yTBEPXXAEHHbIN npukazom MuHnpomTopra Poccum ot 31 gekabps 2015 . N 4369

MHdopmaums 06 usmeHeHusix:

®edeparbHbiM 3akoHOM om 13 utons 2015 a. N 241-®3 e nyHkm 10.2 cmambu 5
Hacmosweao PedepasibHO20 3aKOHa 8HECEHbI USMEHEHUS

CmMm. mekcm riyHKma 8 rpedbidywed pedakuyuu

10.2) Bblgaya, YCTaHOBieHME nMopsigka Bblgadnm W OopMbl  AOKYMEHTa,
cofepKallero CcBedeHna O CTagusix TEexXHOSIorMYecKoro npouecca npomn3BoaCcTBa
NeKapCTBEHHOro0 CcpeacTBa ANs MeOUUMHCKOro MNPUMEHEHUs, OCYLLECTBISIEMbIX Ha
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Tepputopun EBpasmMnckoro SKOHOMMUYECKOro CoK3a;
FAPAHT:

CMm. AoMUHUCTpaTUBHLIN pernameHT MuHnpomTopra Poccum no npegocrtaBneHunto
rocyaapcTBEHHOW YCINyrn No Bblgaye JOKYMEHTA, COAepKaLlero cBegeHust 0 ctagmax
TEXHONOrM4eckoro npouecca npon3BoACcTBa fiekapCTBEHHOro cpeacTsa ans
MeANLNHCKOro NPUMEHEHUS], OCYLLECTBNSEMbIX Ha TeppuTopumn EBpasnmnckoro
9KOHOMMYECKOro COol3a, YyTBEePXAEeHHbIN rnpvkazom MuHnpomTtopra Poccun ot 31
aekabps 2015 . N 4368

11) cosgaHne coBeTOB MO BOMpOCaM, CBA3aHHbIM C oOpalleHMeM NeKkapCTBEHHbIX

CPeAacTs;

12) aTTectauus n ceptudukaLms cneumnanmnucTtos;

13) yTpaTtun cuny;
MHdopmaumsa 06 nsmeHeHusx:

Cm. mekcm nyHkma 13 cmambu 5

®edeparibHbIM 3aKOHOM om 22 dekabpsi 2014 2. N 429-®3 nyHkm 14 cmambu 5
Hacmosiue2o ®edeparibHO20 3aKOHa U3IOXeH 8 Hosol pedakyuu, ecmynarouwel 8
cuny ¢ 1 uronsa 2015 a.

CmMm. mekcm riyHKma 8 rpedbidywed pedakyuu

14) ocywecTBneHne hapmakoHagsopa;

15) yyacTtme B MexayHapoaHOM COTPYAHUYECTBE;

16) nony4yeHne no 3anpocamMm YMNOSIHOMOYEHHOro defepanbHOro  opraHa
MCMNOMHNTENBHON BracTW OT OPraHoOB WCMONMHUTENBbHOW BracTu cybbekToB Poccunckom
depepaumn, a Takke OT CyObekToB OOpaleHusi neKkapCTBEHHbIX CpeacTB Ans
MEeONLUNHCKOrO NpPUMEHeHUs MHgopMauum no BOMpocam YCTaHOBMEHUA U MPUMEHEHUA
LieH Ha nekapcTBeHHble npenapartbl U HaabaBoK K HAM;

17) npuMeHeHWe Mep OTBETCTBEHHOCTM 3a HapylleHwe 3akoHogaTenbCTBa
Poccuiickon degepaunu;

MHdopmaumsa 06 nameHeHusx:

®edeparibHbIM 3aKOHOM om 22 0ekabpsi 2014 2. N 429-®3 cmambsi 5 Hacmosuw,ez2o
®edeparnibHO20 3aKoHa OoriofiHeHa nyHkmom 18, ecmynarowum 6 cusny ¢ 1 urons
2015 e.

18) yTBepxaeHwe npasurl Hagnexaiwlen nabopaTtopHOM MPaKTUKKW, MpaBusl
Hagnexawen KIMHUYECKOW MNpakTUKWA, nNpaBuil  Hagnexawen npou3BoLCTBEHHON
NpaKkTUKK, nNpaBui Hagnexawen MpakTUKN XpaHeHUs W NepeBO3KU IeKapCTBEHHbIX
npenapaTos, NpaBuin Haanexawen ANCTpMObIOTOPCKOM NPaKTUKKU, NpaBui Haasexallemn
anTe4YHoOW MpakTUKW, NpaBun Hagnexawen npakTuku dpapmakoHaasopa nekapCTBEHHbIX
npenapaToB 4NA MEAULMHCKOrOo NPUMEHEHWS;

MHopmaums 06 usmeHeHusix:

®edeparibHbIM 3aKoHOM om 22 Oekabps 2014 2. N 429-03 cmambs 5 Hacmosiuweao
®edeparibHO20 3aKoHa OoriosiHeHa rnyHkmom 19, ecmynarowum 8 cuny ¢ 1 urons
2015 e.

19) ycTaHoBneHMe nopsagka GOPMUPOBAHUS PErmcTpaumMoHHOro AoCbe Ha
nekapcTBeHHbIN nNpenapaT 1 TpeboBaHUN K JOKYMEHTaM B €ro COCTaBe;

MHdopmaums 06 nusmeHeHusix:

®edeparibHbIM 3aKoHOM om 22 Oekabps 2014 2. N 429-03 cmamebs 5 Hacmosiweao
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®edeparnbHO20 3aKoHa OoriofiHeHa nyHkmom 20, ecmynarowum 6 cusny ¢ 1 urons
2015 e.
20) yTBEpXaeHME NpaBun paunoHanbHOro Bbibopa HaMMeEHOBaHNIN NIEKAPCTBEHHbIX
npenapaToB 4NA MEAULMHCKOro NPUMEHEHWS;
MHdopmaums 06 usmeHeHusix:
®edeparibHbIM 3aKoHOM om 22 Oekabps 2014 2. N 429-03 cmambs 5 Hacmosiuweao
®edeparibHO20 3aKoHa OoriofiIHeHa rnyHkmom 21, ecmynarowum 8 cusny ¢ 1 urons
2015 e.
21) yTBepXXAeHME NepeyHs HaMeHOBaHNN NeKapCTBEHHbIX OPM;
MHdopmaums 06 usmeHeHusix:
®edeparibHbIM 3aKkOHOM om 22 0ekabpsi 2014 2. N 429-®3 cmambsi 5 Hacmosiu,e2o
®eldeparibHO20 3aKOHa O0rNOoJIHeHa MyHKMoM 22, scmyrnarowum e cury ¢ 1 urons
2015 e.
22) dopMmupoBaHMe peecTpa  TUMOBbLIX WHCTPYKUMKA MO  MeAULUHCKOMY
NPUMEHEHUNIO B3aMMO3aMeHAEeMbIX JIeKapCTBEHHbIX Npenaparos;

MHdopmaums 06 n3MeHeHusX:

®edeparibHbIM 3aKoHOM om 22 Oekabps 2014 2. N 429-03 cmambsi 5 Hacmosiuwez2o
®edeparnibHO20 3aKoHa O0riofiHeHa nyHKmom 23, ecmynarowum 6 cusy ¢ 1 urons
2015 e.

23) yTtBepxaeHue TpebOoBaHUN K WMHCTPYKUMW MO MEOULMHCKOMY MPUMEHEHUIO
NeKapCcTBEHHbIX npenapaTtoB W K MWHCTPYKUMWM NO BETEPUHAPHOMY MNPUMEHEHUIO
neKkapCTBEHHbIX Npenaparos;

MHdopmaLums 06 nusmeHeHusix:

®edeparnbHbiM 3aKoHOM om 22 Oekabpsi 2014 2. N 429-03 cmamebs 5 Hacmosiweao
®edeparibHO20 3aKoHa O0riofIHeHa NMyHKmMom 24, ecmynarowum 6 cusy ¢ 1 urons
2015 a.

24) pocynebHoe 3aKpbiTMe CanToB, COoAepXalwux WMHGOpMaLMO O PO3HUYHON
npogaxe OUCTaHUMOHHBIM crnocoboM, npeanoXxeHne o npuobpeTeHnn OUCTaHUMOHHBIM
crnocobom, JocTaBke ANCTAHUMOHHBLIM cnocobom u (unu) nepegade oU3an4ecKomy nuuy
ANCTaHLMOHHbIM crnocobom neKapCTBEHHbIX npenaparos, HapPKOTUYECKMX
neKapCcTBEHHbIX MpenapaTtoB W MCUXOTPOMHbLIX JIEKAPCTBEHHbLIX MpenapatoB, 3a
NCKNKOYEHNEM CryYaeB, YCTaHOBMNeHHbIX [MpaButensctBom Poccuimnckon denepauumm.

FAPAHT:

CM. KoMMeHTapumn K ctaTbe 5 HacTosiero ®egepanbHOro 3akoHa

MHdopmaums 06 usmeHeHusix:

®edeparbHbiM 3akoHOM om 13 utons 2015 e. N 233-03 Hacmoswulu ®edeparibHbit
3aKoH dororiHeH cmameed 5.1
Cratbs 5.1. [llepegmaya oOcCyLLeCTBIEHUS MOMHOMOYMA (hefeparnbHbIX OpraHoB
WUCMNONHUTENBLHON BractTu npu obpaweHun neKapCTBEHHbIX CPeacTB
opraHam McnonHUTenbHon Bnactu cybbekToB Poccunckon degepaumm
MonHomouns denepanbHbIX OPraHOB MCMOMNHUTENbHOW BRactu npu obpallueHumn
neKapcTBEHHbIX CPeacCTB, NPefyCMOTPEHHbIe HacToAwmuM deneparnbHbiM 3aKOHOM, MOTYT
nepenaBaTbCs Af1s1 OCYLLUECTBMIEHUA OpraHam MWCMNOSIHUTENbHOM BNactn CcyObekToB
Poccuinckon ®epepaunmn noctaHoBneHmamm lNpasutensctBa Poccuinckon degepaumm B
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nopsigke, yctaHoBneHHoM ®defeparbHbiM 3akoHOM OT 6 okTsbps 1999 roga N 184-03
"O6 o0wmx npuHUMNax opraHuMsauumM 3akoHogaTtenbHblX (NpeacTtaBUTENbHbBIX) U
MCNOSMHUTENbHbBIX  OpraHOB  rOCyQapCTBEHHOM  BRnactu  cybbektoB  Poccuiickon
depepaymn”.

FTAPAHT:

CMm. kKomMeHTapun K ctaTbe 5.1 HacTosiwero PegepanbHOro 3akoHa

Cratba 6. [NloflHOMOuYMA opraHoOB UCMOMHUTENbHOW Bnactu cybbekta Poccuinckon

depepaunn npn obpalleHnn nekapcTBEHHbLIX CPeacTB

K nonHomoumam opraHoB WCNONHUTENbHOM Briactm cybbekta Poccuiickon
depepaunn npy obpalleHnn rekapCcTBeHHbIX CpecTB OTHOCATCS:

1) paspaboTka u peanusaumnsa permoHasnbHbIX NporpaMm obecneyeHnss HaceneHus
nekapcTBeHHbIMM rnpenapaTtamu;

2) ycCTaHOBMeHue npegenbHbiX pa3mMepoB ONTOBbIX HaabaBOK M npeneribHbIX
pa3mMepoB PO3HUYHbIX HaOA0aBOK K (pakTUYECKMM OTMYCKHbIM LieHaM, YCTaHOBMEHHbIM
NPON3BOOUTENSIMU  NIEKapCTBEHHbIX MpenapaToB, Ha JleKapCTBeHHble npenaparhl,
BKMIOYEHHbIE B MepevYeHb XXU3HEHHO HEeoOXOOMMbLIX W BaXKHEWMLMX JeKapCTBEHHbIX
npenaparos;

MHdopmaumsa 06 u3mMeHeHusX:
®edeparibHbIM 3akoHOM om 25 utoHs 2012 2. N 93-®3 e nyHkm 3 cmambu 6
Hacmosuwie2o ®edeparibHO20 3aKOHa BHECEHbI USMEHEHUS

CmMm. mekcm rniyHKma 8 rpedbidywed pedakyuu
3) ocyulecTBrneHne permoHasribHoOro rocygapCTBEHHONO KOHTPOMSA 3a NPUMEHEHUEM
LileH Ha fiekapCTBEHHbIe npenaparbl, BKIOYEHHbIE B MepeyYeHb XN3HEHHO HEOBXOOUMbIX U
BaXXHEWLUMX JIeKapCTBEHHbIX NpenapatoB, OpraHu3auMsmMu  OMTOBOM  TOProsnw,
anTeYyHbIMWU OpraHu3auusamMu, WHAMBUAYaANbHLIMK NPeanpUHUMaTeNnsMu, UMeLWNMM
NUUEH3NI0 Ha papMaLEeBTUYECKYIO AeATENbHOCTb.
FAPAHT:

CM. KOMMeHTapun K ctaTbe 6 HacTosdLwero degeparnbHOro 3akoHa

MaBa 3. NlocyaapcTBeHHasa hapmakones

Cratbsa 7. PaspaboTka u m3gaHuMe rocygapctBeHHon dhapmakoneun, pasmelleHue
JAaHHbIX O HEN
1. Tlog rocygapcTBeHHOM  (bapmakoneenm  noHMMaeTcsa  cBog — obLimnx
dapMaKkonemnHbIx ctaten n hapmMakonenHblx CTaTen.

MHdopmaumsa 06 nameHeHusx:
®edeparbHbiM 3aKoHOM om 22 0ekabpsi 2014 2. N 429-®3 6 yacmb 2 cmambu 7

Hacmosuweao PedepasibHO20 3aKOHa BHECEHbI USMEHEHUS, eacmynarouwiue 8 cusy ¢ 1
uronsa 2015 e.

CM. mekem Yacmu 8 npedbidywieli pedakuyuu

2. PaszpaboTka obwmnx dapmakonenHblix cTaTten n hapmMakonenHblx craten, B TOM
yucne dapmMakonemHblx crtaten Ha dapmakonenHble CcTaHAapTHble obpasubl, W
BKMOYEHME WX B T[OCYOAPCTBEHHYD apMakorner OCYLLeCTBASATCA B Mopsiake,
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YCTaHOBIIEHHOM YMNOSTHOMOYEHHbIM (beaeparnbHbiM OPraHOM UCMONMHUTESTbHOM BMACTMU.
MHdopmaumsa 06 uamMeHeHusx:
®edeparibHbIM 3aKkoHOM om 22 0ekabpsi 2014 2. N 429-®3 e vacmb 3 cmambu 7

Hacmosiuwe2o @edepasibHO20 3aKOHa BHECEHbI UBMEHEHUS, acmyrarowjue 8 cusny ¢ 1
uronsa 2015 e.

CmMm. mekem Yacmu 8 rpedbioywel pedakyuu

3. PaspaboTtka dapmakonerHonm cTaTb Ha pedepeHTHbIN JlekapCTBEHHbIN
npenapart 1 BKINIOYEHNE ee B rocyapCTBEHHYIO (hapMakoneto B TeHEeHNe cpoka AeNncTBUd
3aWMTbl  UCKIIYUTENBHOIMO Mpasa, YOOCTOBEPEHHOro MaTeHTOM Ha pedepeHTHbIN
neKapCTBEHHbIV Npenapart, OCYLLECTBSATCA C cornacus ero paspabortyuka.

4. [ocypapcTBeHHas (papmakornea usgaeTca YroriIHOMOYEeHHbIM deneparbHbIM
OpraHoOM MCMNOSTHUTENBbHOM BMNacTy 3a CYET cpeacTB heaepanbHOro bromkera n NognexuT
nepensgaHnam He pexe Yem OAuH pas B NATb €T, B Nepuos Mexay KOTopbIM1 U3fatoTcs
NPUNOXEHUS K rocygapCcTBeHHOW hapmakonee, cogepxawme obwme dapmakonenHble
ctatb UM (MNKN) papmakonenHble CcTaTbW, YTBEPXKOEHHble Mocne u3gaHus wunu
nepensgaHna rocyaapcTBeHHON dpapmakoneu.

5. YnonHomouyeHHbI heneparnbHbli OpraH UCMNONHUTENBHOW BIlacTu pasmellaet
AaHHble O TroCydapCTBEHHOW dapmakonee W TMNPUIIOKEHUSX K HelW Ha CBOEM

odomumansHom cante B cetTn "MIHTepHeT" B yCTaHOBINEHHOM MM MOPSAKE.
FTAPAHT:

CM. KOMMeHTapum K cTaTbe 7 HacTosiero ®efepanbHOro 3akoHa

maBa 4. NlocynapcTBEHHbIN KOHTPOSb NPU ObpaLleHUU neKkapCcTBeHHbIX CpeacTB

Ctatbss 8. JluueH3snpoBaHMe NPOU3BOACTBA JIEKApPCTBEHHbIX CPEeAcTB W
drapmMaueBTUYECKON AeATENbHOCTH
1. JlnueHsnpoBaHne NPoM3BOACTBA JIeKapCTBEHHbIX CPEACTB U (hapMaLeBTUYECKON
NesaTenbHOCTU OCYLLEeCTBISIETCA B COOTBETCTBUM C 3akoHogaTernscTBoM Poccuinckon
depepauymn.
FAPAHT:
Cwm. lNMonoxeHne o NMUeH3npoBaHM NPON3BOACTBA NEKAaPCTBEHHbIX CPEACTB,
yTBepxaeHHoe nocrtaHosrieHneMm lNpasutenscrea PO ot 6 nonsa 2012 r. N 686
2. Ob6gsartenbHbiM yCrnoBueM nMpeaocTaBneHna nuueH3M Ha NPOU3BOACTBO
neKapCTBEHHbIX CPeaCTB ABMNAETCA MNPUIOXEHWE K 3afBMEeHU0 coucKkaTens nuueH3uu
NepeyvHss JieKapCTBEHHbIX opM U (MnNu) BUMAOB apmaleBTUYecKnx cybctaHuuy,
KOTOpble NPON3BOAUTESb NIEKapCTBEHHbIX CPEACTB HAMEPEH NPON3BOaUTb.
3. B cny4yae HeobxogmMmocTn paclumpeHnsi NPon3BOACTBA NIEKAPCTBEHHbBIX CPeaCTB
32 CYeT HOBbIX fleKapCTBEHHbIX (popM M BMAOB bapmaueBTUYECKMX CcybCcTaHuun
Npon3BoOaUTESNb JEKAPCTBEHHbIX CPEACTB AOIMKEH MOMyYUTb HOBYK JMLEH3UIO Ha
NPON3BOACTBO NEKapCTBEHHbIX CPEACTB.
FAPAHT:

CM. KoMMeHTapum K ctaTtbe 8 HacTosLero efepanbHOro 3akoHa

MHdopmaumsa 06 n3mMeHeHusX:
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®edeparnbHbiM 3akoHoM om 25 utoHs 2012 e. N 93-®3 cmamebsi 9 Hacmosiweao
®edeparibHO20 3aKoHa U3rloxXeHa 8 Hogol pedakuuu

CM. mekem cmambu 8 npedbidyuwiel pedakyuu

Cratba 9. [ocygapCTBeHHbIM  KOHTpPOfb (Hag3op) B cdepe obpaleHus

neKkapCTBEHHbIX CPeacTB

1. TocygapCTBEHHbIM KOHTpONb (Hag3op) B cdepe obpalleHus nekapCcTBEeHHbIX
CpencTB BKMOYaeT B cebs:

1) NNUEH3NOHHBIA KOHTPOSb B chepe NPOU3BOACTBA JIEKAPCTBEHHbLIX CPEACTB U B
cepe hapmayeBTNHECKON OEATENBHOCTH;

2) dbefepanbHbIN rOCYy4apCTBEHHbLIN HAA30p B cdepe obpalleHns nekapcTBEHHbIX
CpencTB;

MHdopmaumsa 06 nameHeHusx:

®edeparbHbiM 3aKoHOM om 22 0ekabpsi 2014 2. N 429-03 yacmb 1 cmambu 9
Hacmosiuwe2o @edepasibHO20 3aKoHa OOrofIHeHa rMyHKmMoM 3, ecmyrnarowum 8 cusly ¢
1 uronsa 2015 e.

3) BbIOOPOYHBIN KOHTPOSb KadecTBa JIeKapCTBEHHbIX CPeACTB.

2. JINLUEH3NOHHbIN KOHTPOrb B cdepe Npomn3BOLCTBaA fNeKapCTBEHHbIX CPeACTB U B
cthepe dapmaueBTMHECKON OEATENbHOCTM  OCYLLUECTBMSETCH  YNOSTHOMOYEHHbIMU
deneparnbHbIM OpraHoOM UCMOMHUTESNBbHOM BNacTM U opraHamMu UCMOSHUTENbHON BRacTu
cybbektoB Poccunckon degepauum  cornacHoO MX  KOMMETEHUMM B nopsigke,
ycTaHoBneHHoM PeaeparnbHbiM 3akoHOM OT 26 aekabps 2008 roga N 294-d3 "O 3awmTte
npaB pUONYECKNX NUL U UHOMBMAOYaNbHbIX NpegnpuHumaTenen npu OocyLecTBEeHUN
rocydapCTBEHHOIO KOHTpons (Hag3opa) M MyHUMUMNANbHOMO KOHTponsa", C y4eTom
0COBEHHOCTEN OpraHM3aumMm u NpoBefeHMs MPOBEPOK, YCTAHOBMNEHHbIX PefeparbHbIM
3akoHom oT 4 masa 2011 roga N 99-®3 "O nuueHaMpoBaHUM OTAENbHbLIX BUOOB
peatenbHocTn".

FAPAHT:

CM. AOMUHUCTPaTUBHBLIN pernamMmeHT ncrnonHeHns MuHnpomtoprom Poccum

rocygapCTBEHHOW (PYHKLMKN MO OCYLLECTBIIEHUIO NTULLEH3MOHHOIO KOHTPOMA

AEeATENbHOCTM NO NPOU3BOACTBY NIEKAPCTBEHHbBIX CPEACTB 4SS MEOULIMHCKOro

NPUMEHEHUS, YTBEPXKAEHHbIN Npukazom MuHnpomTtopra Poccun ot 4 oktabps 2013 .

N 1607

3. ®epepanbHbIN rocygapCTBEHHbIN HAA30p B chepe obpalleHnsa nekapCTBEHHbIX

cpeacTts OCyLLEeCTBNAeTCA YNONHOMOYEHHbIMU denepanbHbIMU opraHamu
MCNONMHUTENbHOM BNacTu (ganee - opraHbl rocygapCTBEHHOrO0 Hag3opa) COrfacHo KX
KOoMMeTeHumn B nopsaske, yctaHoBrneHHoM NpaButenbctBomM Poccuinckon ®epepauum.

MHdopmaums 06 usmeHeHusix:

®edeparibHbIM 3aKoHOM om 22 0ekabps 2014 2. N 429-03 yacmb 4 cmambu 9

Hacmosiwe2o PedepasibHO20 3aKOHa U3/IoXXeHa 8 Hogou pedakuuu, ecmynaruel 8

cuny ¢ 1 uronsa 2015 a.

CM. mekcm Yacmu 8 rnpedbiOywiel pedakyuu
4. ®epepanbHbI rocyaapCTBEHHbIM HaA30p B cdepe obpalleHns nekapcTBEeHHbIX
CpPEACTB BKIOYaEeT B cebs:
1) opraHM3auuio 1 NpoBeAeHNE NPOBEPOK cobntogeHns cybbektamu obpalleHus
NEKapCTBEHHbIX CPEACTB YCTAHOBMIEHHbIX HacToAwmMm PegepanbHbiM  3aKOHOM U
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NPUHATBIMA B  COOTBETCTBUM C HUM WHbIMM HOPMATUBHBLIMW MPaBOBbLIMU  aKTaMu
Poccuiickon ®epepaumm TpeboBaHnin K JOKITMHUYECKUM MCCNegoBaHNAM NEKapCTBEHHbIX
CPEACTB, KMAWHUYECKMM WUCCNeaoBaHMUSM feKapCTBEHHbIX MpenapatoB, XpaHEeHWHo,
nepeBo3ke, BBO3y B Poccuickyio depepaumio, OTNyCKy, peanu3aumm nekapCTBEHHbIX
CPEeACTB, MNPUMEHEHMUIO JeKapCTBEHHbIX MpenapaToB, YHUYMTOXEHUIO feKapCTBEHHbIX
CPeACTB, a Takke coOMoaeHMsT YNOTHOMOYEHHbIMW OpraHamMu WUCMOMHUTENbHON BRacTu
cybbekToB Poccunckon Pepepaumm MeETOOUKM YCTAHOBMEHUS MNpedenbHbiX pa3MepoB
ONTOBbIX HaabaBOK W MNpedernbHbiX pPasMepoB PO3HMYHbIX HaO0aBOK K (haKTU4ECKMM
OTMYCKHbIM LieHaM, YCTaHOBIIEHHbIM MPOU3BOAUTENAMM NIEKapCTBEHHbIX NpenapaTtos, Ha
fNeKapCTBEHHbIE Mpenapatbl, BKIOYEHHbIE B MNEpPeYeHb XU3HEHHO HEeoOXOo4MMBbIX |
BaXXHENLLMX NeKapCTBEHHbIX NpenapaToB (fanee - obs3aTenbHble TpeboBaHUS);

2) opraHu3aumio 1 NpoBedeHne NpoBEPOK COOTBETCTBUS NIEKAPCTBEHHbIX CPEACTB,
HaxoOsALWMNXCH B rpaxgaHcKoM obopoTe, yCTaHOBNEHHbIM TPEOOBaHUAM K UX Ka4ecTBy;

3) opraHunsaumio 1 nposegeHne hapmakoHaasopa;

4) npvMeHeHWe B nopsake, YCTAHOBEHHOM 3aKoHO4AaTenbCTBOM Poccumnckon
denepaumn, Mep NoO NpPeCceYEHMIO BbISIBNEHHbIX HapyLleHu obssaTtenbHbix TpeboBaHui
N (MNKN) ycTpaHeHo NOCNEeACTBUN TaknMX HapyLIEHUA, B TOM YMCNEe NPUHATUE PeLLeHUs O
HaXOXOEHWM NEeKapCTBEHHbIX Ccpeacts B obpalleHun, Bblgady npeanMcaHun ob
YCTPaHEHUN BbISIBAIEHHbIX HapyLleHun obs3aTernbHbiX TpeboBaHW W MNpuBREeYeHne K
OTBETCTBEHHOCTM NIL,, COBEPLUNBLLMX TaKNe HapyLLUEHUS.

MHopmaums 06 usmeHeHusix:

®edeparibHbIM 3aKoHOM om 22 Oekabps 2014 2. N 429-03 yacmb 5 cmambu 9
Hacmosiwe2o PedepasibHO20 3aKOHa U3/IoXXeHa 8 Hogou pedakuuu, ecmynarouel 8
cuny ¢ 1 uronsa 2015 a.

CmMm. mekcm Yacmu 8 rpedbioyuwel pedakyuu

5. ®egepanbHbIi rocygapCTBEHHbLIM HAA30p B chepe obpalleHns fiekapCTBEHHbIX
CpeLCTB OCYLUEeCTBNAETCS B nopsake, yctaHoBrieHHoM defepalibHbiM 3aKOHOM OT 26
aekabps 2008 roga N 294-03 "O 3awmte npasB LOpUOMYECKUX UL, U MHOUBUAYAIbHbIX
npeanpuHUMaTenen npu OCyLLEeCTBNEHUN TrOCYyOapCTBEHHOro KOHTpons (Hagsopa) wu
MYHULUMNANbHOIO KOHTpOMns", C y4eTOM OCOBGEHHOCTEN, YCTAHOBIIEHHbLIX HACTOSALLEN
ctatbenn. [lpeaBapuTenbHoOe corfacoBaHMe C  OpraHamu  MNpoKypaTypbl  CPOKOB
NpoBeAeHNs1 BHEMNTAHOBOW NPOBEPKM CyOBbEKTOB 0OpalLeHns nekapCTBEHHbIX CPeaAcTB, a
TaKke npeaBapuTernibHOe  yBeAOMIIEHME  IOPUAMYECKUX  Nuy,  MHAMBUAOYaNbHbIX
npegnpuHMmaTenen O Hadane npoBedeHUst 3TOM NpoBepku He Tpebyetcd. OpraHbl
NPOKypaTypbl U3BELLAOTCA O MpOBeAEeHMM BHEMMaHOBOM MNpoBepku CybbekToB
oOpallleHns nekapCTBEHHbIX CPeACTB MNOCPEeACTBOM HanpaBfeHUsi COOTBETCTBYHOLLNX
OOKYMEHTOB B TedeHue Tpex paboumx AHen C MOMEHTa OKOHYaHWA npoBedeHUs
yKa3aHHOMW BHENIaHOBOW MPOBEPKM.

6. [OMmKHOCTHble JfiMua opraHa TrocydapCTBEHHOrO Haasopa B nopsiake,
yCTaHOBIEHHOM 3aKoHogaTenbLcTBoM Poccunckon depgepaumm, UMeOT NpaBo:

1) nonyyaTb Ha OCHOBaHUN MOTUBUPOBAHHbIX MUCbMEHHbIX 3anpoCoOB OT CyOBHLEKTOB
obpallleHns neKkapCTBEHHbIX CPenCTB, OpraHoB WCMOSHUTENBHOW Bnactu CybbekToB
Poccuinckon ®epepaumm M OpraHOB MECTHOMO camMoOynpaBfeHUs OOKYMEHTbl U
MHopMaLMIo No Bonpocam obpalleHns nekapcTBEHHbIX CPeaCTB;

2) 6ecnpensTCTBEHHO MO NpeabsBEHMUN CNYXXeOBHOro yOOCTOBEPEHUST U KOMUK
npukasa (pacnopsKeHusl) opraHa rocy4apCTBEHHOro Hagsopa O Ha3HayeHuU MNpPOBEPKM
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nocewartb Ncrnonb3yemble topnanyeckumMm nmuamu, NHONBUAYanNbHbIMN
npegnpuHuMmaTensaMm, SensawmmMmmca cydbbektammn obpalleHns nekapCTBEHHbIX CPeacTB,
NPpU  OCYLLECTBNEHUN CBOEN [AOeATEeNbHOCTU TeppuTopun, 30aHus, MOMELLeHNs W
COOpPYXeHUs B Liendax NpoBeaeHna MeponpuaTUmM Mo KOHTPOSTHO;

3) npoBoauTb OTOOP 06pa3LOB NEKAPCTBEHHbLIX CPEACTB, NpeaHa3Ha4YeHHbIX AN
peanusaumm n peanunsyembix cybbektamm obpalleHusi nekapCTBEHHbIX CPeacTs, Ans
NPOBEPKN WX KavecTBa, MNpPOBEeAEHUS WCCNeaoBaHW, WUCMbITAHWA B COOTBETCTBUM C
npasBuramn oTbopa o06pa3uoB, YCTAHOBMEHHbLIMW YMNOSIHOMOYEHHbLIM beaepanbHbIM
OpraHoM MCMNOMHUTENBHOW BNacTu;

4) BblgaBaTb CybbekTam obpalleHnsa nekapCcTBEHHbIX CPeacTB npennucaHust o
NpekpaLweHnn HapyweHnin obasatenbHbiX TpeboBaHu U 06 yCTpaHEHUN BbISBMEHHbIX
HapyLeHnn obasaTenbHbIX TpeboBaHUN;

5) HanpaBnaATb B  YMNOMHOMOYEHHbIE OpraHbl MaTtepuanbl, CBA3aHHble C
HapyLeHnsaMn obsa3aTenbHbIX TpeboBaHWW, ONsl pelleHUs BOMNpOCOB O BO3DYXXAEHWUK
YrOnoBHbIX Aen no npusHakam npecTynieHun.

MHdopmaums 06 usmeHeHusix:
®edeparibHbIM 3aKkoHOM om 22 Oekabps 2014 2. N 429-03 cmambs 9 Hacmosiuweao
®edeparibHO20 3aKoHa OoriofiHeHa Yacmabio 7, ecmynarowet 8 cusy ¢ 1 uronsa 2015 e.

7. BbIOOPOYHBIN KOHTPOMb KayecTBa feKapCTBEHHbIX CPeacTB OCYLLeCTBISEeTCs
YNOSTHOMOYEHHbIM doefieparibHbIM OpPraHoOM UCMOMHUTENBHON BNacTu B YCTaHOBIIEHHOM
UM nopsake u BKNYaeT B cebs:

1) o6paboTKy cBeaeHun, B 0ba3aTenbHOM Nopsake NpeaocTaBnseMbiX cybbektamu
obpalleHns nekapCTBEHHbIX CPEACTB, O CepusX, MapTUsX JeKapCTBEHHbIX CPeacTs,
nocTynarLwmx B rpaxgaHcknn odopot B Poccuinckon ®epepauuu;

2) oTbop o06pa3uoB NEKApCTBEHHbIX CPEACTB Yy CyObekToB oOpalleHus
NEKapCTBEHHbIX CPEACTB B LENnsX MpoBeAeHUs MWCMbITaHMA Ha WX COOTBETCTBUE
TpeboBaHUAM HOPMATUBHOM AOKYMEHTaLMN NN HOPMATUBHbIX JOKYMEHTOB;

3) NpuHATME NO pesynbTataM NPOBEAEHHbIX UCMbITaHWUIA PEeLLEHNst O AanbHENLLEM
rpaXxgaHckom obopoTe COOTBETCTBYIOLLENO NIEKApPCTBEHHOMO CPeacTBa;

4) NpUHATUE YNOMHOMOYEHHbLIM hedeparibHbIM OPraHOM UCMOSNTHUTENbHOW BNacTy
peLLeHnst O nepeBoe NeKapCTBEHHOIo CpeAcTBa Ha NOCEPUNHBIN BbIBOPOYHbIN KOHTPOSb
KayecTBa feKapCTBEHHbIX CPEeACTB B CllydYae NOBTOPHOrO BbISIBIIEHUA HECOOTBETCTBUS
KayecTBa JleKapCTBEHHONO CpeacTBa  YCTAHOBMIEHHbIM  TpeboBaHmam wn  (Npwm
HeobXxoaAMMOCTN) O NpoBepke cybbekTa obpalleHust nekapcTBeHHbIX cpeacTB. Pacxoabl,
CBSI3aHHble C MNpoBedEeHMeM MOCEPUNHOIO  BbIDOPOYHOIO  KOHTPOMS  KayecTsa
neKapCTBEHHbIX CPenCcTB, OMnfayMBaloTCA NPOM3BOAMTENEM JIEKAapPCTBEHHOINo cpencTsa
nnbo gepxarenem nnu BnagenbuemM permcTpaLmoHHOro YaoCToBEPEHUS NEKapCTBEHHOMO
npenaparTa.

FTAPAHT:

CM. KOMMeHTapum K ctaTbe 9 HacTosiLero ®efepanbHOro 3akoHa

MmaBa 5. Paspa6oTka, JOKNUHUYeCcK1e uccrnenoBaHusi rieKapCTBeHHbIX CPeAcTB, a
TaKXe KIIMHUYecKue uccriefoBaHuUs NeKkapCcTBeHHbIX NpenaparoB Ans
BeTePUHAPHOro NpMMeHeHus
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Cratba 10. PazpaboTka nekapCTBEHHbIX CPeACTB

1. PaspaboTka nekapCTBEHHbIX CpeAcTB BKMAOYaeT B cebss MOUCK HOBbIX
dhapMakosiorm4eckn akTUBHbIX BELWECTB, nocrnenylolwee MU3ydeHne KX nekapCTBEHHbIX
CBOWCTB, [JOKNMHUYECKME MCCneaoBaHus, pa3paboTky TExXHONormm npoM3BoacTBa
dapmaueBTUYecknx cybctaHuui, pa3paboTKy COCTAaBOB WM TEXHOMOMMA MNpPOM3BOACTBA
rnekapcTBEHHbIX Npenaparos.

2.  ®uHaHcoBoe  obecneyeHne  pa3paboTKM  NEeKapCTBEHHbIX  CPEACTB
OCYLLIECTBNSAETCA 3a CYET:

1) cpencTB heaepanbHOro 6oaKeTa;

2) cpeacTs pa3paboTyNKOB SIeKapCTBEHHbIX CPEeACTB;

3) cpeacTB NpPoOM3BOAUTENEN NEKAPCTBEHHbLIX CPEACTB NPU BbINOSIHEHUN Hay4HO-
nccnenoBartenbCkux paboT No oroBopy Mexay pa3padoTyYnMKoM feKapCTBEHHbLIX CPEACTB
N NPOM3BOAMTENEM NIEKAPCTBEHHbIX CPEACTB;

4) WHbIX He 3anpelleHHbIX 3akoHogaTtenbcTBoM Poccuinckon ®degepauun
NCTOYHUKOB.

3. lNpaBa paspaboTymka nekapCTBEHHOro CPeacTBa OXPAHAKTCA rpaXaaHCKUM
3aKoHOAATENbCTBOM.

FAPAHT:

CMm. kommeHTapum k ctatbe 10 HacTosAwero deneparibHOro 3akoHa

Cratbss 11. [JOKNUHMYECKOE WUCCreaoBaHWe FeKapCcTBEHHOrO cpeacTsa  Angd
MEANLMHCKOTO NPUMEHEHUS
1. JoknuHmnyeckoe mnccrnegoBaHue fiekapCTBEHHOro cpeacTtBa Ana MeaumuUMHCKOro
NPUMEHEHNS MPOBOAUTCA MyTEM MNPUMEHEHUS Hay4HbIX METOAOB OLEHOK B Lensx
nonyyYyeHns gokasaTenbcTB 6e30nacHOCTH, KadyecTBa U 3(PPEKTUBHOCTUN NEKAPCTBEHHOIO
cpeacTtea.
MHdopmaumsa 06 u3mMeHeHusX:
®edeparibHbIM 3aKoHOM om 22 Oekabpsi 2014 2. N 429-®3 6 yacmb 2 cmambu 11
Hacmosiuwezo ®edeparibHO20 3aKOHa BHECEHbLI UBMEHEHUS, acmyrarowjue 8 cuny ¢ 1
uronis 2015 e.

CmMm. mekem Yacmu 8 rpedbioywel pedakyuu
2. [JoknnHn4eckoe mccreagoBaHe fiekapCTBEHHOrO cpeacTBa ANst MeAULMHCKOrO
NPUMEHEHNS NPOBOAUTCA B COOTBETCTBUM C MpaBuriamu Haanexaiien nadopaTopHou
NPaKTUKK, YTBEPXKAEHHBIMW YNONMHOMOYEHHbIM ddeaepanbHbIM OpraHoM UCMOSTHUTENbHOW
BMacTMu.

MHdopmaumsa 06 nameHeHusx:

®edeparibHbiM 3akoHoM om 2 utons 2013 2. N 185-®3 e vacmb 3 cmambu 11
Hacmosiuwezo ®edeparibHO20 3aKOHa BHECEHbLI UBMEHEHUS, acmyrarowjue 8 cuny ¢ 1
ceHmsibps 2013 a.

CM. mekem Yyacmu 8 npedbidyweli pedakuyuu

3. [Ona opraHMs3auuMm ©“  NpOBEAEHUs  OOKMMHUYECKOro  UccriegoBaHus
NEeKapCTBEHHOro0  cpeacTtBa AN MEAUUMHCKOrO  MPUMEHEHUs  pa3paboTymKkm
NeKapCTBEHHbIX CPEeACTB MOryT MpMBREKaTb Hay4YHO-UCCreaoBaTeNbCkue opraHusauuu,
obpasoBatenbHble OpraHuM3auuu BbiCLLEro 06pa3oBaHus, MMeEKLWMe HeobXoanMyro
mMaTepuanbHO-TeXHMYeckyto  6asy ©n  KBanUUUMPOBAHHbLIX  CMeunanucToB B
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COOTBETCTBYOLEN 06nacT nccrnegoBaHus.

4. [JoknuHn4eckoe uccnenoBaHne NeKapcTBEHHOro cpeactsa Ans MeAUUMHCKOro
NPUMEHEHNS NPOBOANTCS MO YTBEPXKAEHHOMY pa3paboTYMKOM NEKapCTBEHHOIO CpeacTBa
nnaHy c BegeHWeM NMpoToKoSia 3TOro uccrieqoBaHnsa U cocTaBneHMeM OT4yeTa, B KOTOPOM
cogepxaTtca pesynbraTbl 3TOr0 UCCNegoBaHWA U 3akfnioyYeHne O  BO3MOXHOCTU
NpoBeOEHNS  KITMHMYECKOro  MUCCrefoBaHUA  JIeKapCTBEHHOro  npenapata  Ans
MeOULUMHCKOro NpuMeHeHuns.

MHdopmaumsa 06 naMeHeHusX:

®edeparibHbIM 3aKoHOM om 22 Oekabpsi 2014 2. N 429-®3 6 yacmb 6 cmambu 11
Hacmosiwe2o @edepasibHO20 3aKOHa BHECEHbI UBMEHEHUS, acmyrarowjue 8 cusny ¢ 1
urons 2015 e.

CmMm. mekem Yacmu 8 rpedbioywel pedakyuu

5. lMpoBegeHne npoBepok cobntogeHns npasusil Hagnexauwen nadopaTopHoOK
NPaKTKM N NPaABOBbIX HOPM MCMOMb30BaHNSA XXMBOTHbLIX NPU NPOBEAEHNN OOKITMHUYECKMX
nccnegoBaHMn  NeKapCTBEHHbIX — CPeAcTB ANA  MEOMUUHCKOro  MpUMEHEeHUs
OCYLLIECTBNSAETCA YNONIHOMOYEHHbIM dheaeparnbHbIM OpPraHOM UCMONTHUTENBHOW BRacTu.

6. PesynbraTbl OOKMMHUYECKOTO MCCrEedOBaHUS NeKapCTBEHHOro cpeactsa Arnis
MEOULMHCKOTO  NPUMEHEHNA MOryT ObiTb nNpeacTaBneHbl B YNOSTHOMOYEHHbIN
denepanbHbI OpraH WUCNOMHUTENBHOW BacCTM B YCTAHOBMEHHOM nopsigke B Uenax
rocyaapCTBEHHOW perncTpawmm nekapCcTBeHHOro npenapara.

FAPAHT:

CM. komMmeHTapumn K ctatbe 11 HacTosiero ®eaepanbHOro 3akoHa

Ctatbss 12. [JoknuHMYecKoe WuccnegoBaHWe JeKapCTBEHHOrO cpeactea W
KNMHMYecKoe  UccredoBaHWe  flekapCTBEHHOro  npenapata  ans
BETEPUHAPHOIO NPUMEHEHMS

1. JJoknnuHn4yeckoe nccrnegoBaHue nekapCTBEHHOIO cpeacTtsa Ana BETEPUHAPHOro
NPUMEHEHUS NPOBOAUTCA MNyTEM MPUMEHEHUS HayYHbIX METOLOB OLEHOK B Lensax
nonyyYyeHns aokasaTenbCcTB 0e30nacHOCTU, KadyecTBa U 3(PPEKTUBHOCTN JIeKapCTBEHHOIO
cpeacTBa, B TOM 4ucre onpefeneHns cpoka ero BblBEAEHUA U3 OpraHM3ma XMBOTHOTO, B
uenax obecneyeHns 6Ge3onacHOCTM MPOAYKLUUM XKMBOTHOMO MPOUCXOXOEHUS nocre
NPUMEHEHN COOTBETCTBYIOLLLErO NIeKapCTBEHHOrO Npenapara.

2. [loknunHudeckoe wuccrnegoBaHWe neKapCTBEHHOrO CpeacTBa M KNMHUYECKoe
nccneoBaHne  NeKapcTBEHHOro  npenapata  And  BEeTEPUHAPHOrO  MPUMEHEeHUs,
nccregoBaHne  OMOSKBUBAIIEHTHOCTM  YKA3aHHOrO  JIeKapCTBEHHOrO  npenaparta
NPOBOAATCA B COOTBETCTBUM C MpaBuiamu, YTBEPXOEHHbIMU  YNONHOMOYEHHbIM
denepasnibHbIM OpraHOM UCMONHUTENBHOW BNacTu.

FAPAHT:

CMm. Metogunyeckume ykasaHus "lNMpoBeaeHne KavyeCTBEHHbIX UCcrnegoBaHum
BMO3KBNBANEHTHOCTM NEKAPCTBEHHbIX CPEACTB", yTBEPXKAEHHbLIE
Mwun3agpascoupassutmnsa Poccun ot 30 aBrycta 2004 .

3. [oknuHuyeckoe wuccrnegoBaHWe neKapCTBEHHOro cpeactBa U KIMHUYECKOEe
nccnegoBaHWe  FIEKAPCTBEHHOro  rnpernapata  Ans BETEPUHAPHONO  NPUMEHEHUS
NPOBOAATCS MO YTBEPXAEHHOMY pa3paboTyMKOM JEKapCTBEHHONO CpeAcTBa MnaHy C
BelEHMEM MNPOTOKONOB 3TUX MWCCrefOBaHMM W COCTaBNEHWEM OTYETOB, B KOTOPbIX
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cogepkatca pesynbraTbl 3TUX UCCNeLOBaHUMN.

4. [Ona opraHuMsauMm ©n  NpoBeOAEHUs  OOKIIMHUYECKOro  uccrnegoBaHus
NneKapCTBEHHOro CpeacTBa M KNMHUYECKOrO UCCreoBaHUS feKapCTBEHHOro npernapaTta
ANa  BETEPUHAPHOro MNPUMEHEHUST pa3paboTuMK NEeKapCTBEHHOro CpeacTBa MOXET
npuBnekaTb opraHunsauum, MMerLme Heobxoammyo MaTepuanbHO-TEXHUYECKYO 6asy u
KBannMduULUMpOBaHHbIX CNeunanncToB B COOTBETCTBYHOLLEN 0b6nacTn nccrneaoBaHus.

5. KnuHunyeckne nccnegoBaHust NekapCcTBEHHbLIX NpenapaToB Ansi BETEPUHAPHOro
NMPUMEHEHUS1 MNPOBOAATCA B BETEPUHAPHbLIX OpraHu3auMsax W B  OpraHu3aumsx,
OCYLLECTBNAIOLWMX pa3BegeHne, BolpallimBaHne n cogepXaHne XnBOTHbIX, B LENSX:

1) ycTaHOBNEHUsi NEepPeHOCUMOCTM JIeKapCTBEHHbIX MpenapaTtoB 340pPOBbIMU
XUBOTHbIMMU;

2) nogbopa onTMMmanbHbIX [OO3UMPOBOK JIEKAPCTBEHHbLIX MpenapaTtoB M Kypca
fie4eHNs Ha KOHKPETHOW rpynne XXMBOTHbLIX C ONpeaeneHHbIM 3aboneBaHnewm;

3) ycTtaHoBneHna 6esonacHocTn U 3PEEKTUBHOCTM JIEKapCTBEHHOIO npenapara,
npegHas3HayYeHHoOro And  JflevyeHuss OonpedeneHHblX 3aboneBaHUM  KMUBOTHLIX, WK
3P EKTUBHOCTM NEKAPCTBEHHOro npenapata Ans npodunakTukn  3abonesBaHui
3[0POBbIX XXUBOTHbIX;

4)  Kn3y4eHUs  BO3MOXHOCTEM  pacCLUMPEHMs MOKa3aHUM K  MNPUMEHEHUIO
3aperMcTpmMpoBaHHOrO JIEKapCTBEHHOIO npenapaTta M BblABNEHUA paHee HeU3BECTHbIX
NOBOYHbIX AENCTBUN.

6. KnnHunyeckoe unccnegoBaHwe nekapCTBEHHOro npenapara ans BeTepUHapHOro
NMPUMEHEHNS OCYLLECTBNSIETCA 3a CYeT CpeactB paspaboTymka NnekapCTBEHHOro
cpencrea.

7. OTyeTbl O pesynbratax [OOKIWMHMYECKOrO uccnegoBaHUs eKapCTBEHHOMO
cpeactBa W KINUMHMYECKOrO  UCCNedoBaHUs  JIEKApCTBEHHOro  npenapata Ans
BETEPUHAPHOIO NPUMEHEHNSA COCTaBNAKTCA pa3paboTYMKOM NIEKapCTBEHHOIO CpeacTea C
YYETOM 3aKMOYEHNIN OpraHM3aunin, NPMHUMAaBLLMX y4acTue B opraHmsauum 1 npoBeaeHum
3TUX nccnenoBaHUn.

8. KoHTponb 3a npoBefeHMeM OOKMMHUYECKUX WCCNeLoBaHUM JIeKapCTBEHHbIX
CPEeaCTB U KNMMHUYECKNX UCCNeaoBaHUM NIEKapCTBEHHbIX NpenapaToB AN BETePUHAPHOro
NPUMEHEHNS ocyLlecTBnsieTcs YNOSTHOMOYEHHbIM denepanbHbIM opraHom
NCNONHUTENBHOW BNacTu.

FTAPAHT:

CM. KoMMeHTapun Kk ctaTbe 12 HacTosiwero PegepanbHOro 3akoHa

Masa 6. OcywecTBneHne rocyaapcTBEHHOM permcTpaummn nekapcTBeHHbIX
npenaparoB

MHdopmaumsa 06 n3mMeHeHusX:

®edeparibHbIM 3aKoHOM om 22 Oekabps 2014 2. N 429-03 cmames 13 Hacmosiwezo

®edeparnibHO20 3aKOHa U3/I0XKeHa 8 HOBoU pedaKyuu, ecmynarouwed e cuny ¢ 1 urons
2015 e.

CmMm. mekem cmambu 8 npedbidyuwel pedakyuu
Crtatbs 13. [locynapCTBEHHas perncTpauns ekapcTBEHHbIX NpenapaTos

MHdopmaumsa 06 namMeHeHusx:
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®edeparnbHbiMm 3akoHoMm om 13 urons 2015 e. N 241-©3 yvacmb 1 cmambu 13
Hacmosiuwe2o @edepasibHO20 3aKOHa U3/10KeHa 8 Ho8oU pedakuyuu

CM. mekem Yyacmu 8 npedbidyuwieli pedakuyuu

1. B Poccunckon depepauum [onyckaroTca MNPOU3BOACTBO, W3rOTOBIEHME,
XpaHeHue, nepeBo3ka, BB0O3 B Poccuinckyio depepaumto, BbiBO3 K3  Poccuimnckon
depgepaumn, peknama, OTMNYCK, peanu3aumsa, nepegada, NpUMEHEHUEe, YHUYTOXEHue
NeKapCTBEHHbIX MpenapaToB, €CnM  OHWM  3aperucTpupoBaHbl  COOTBETCTBYIOLLUM
YNOSTHOMOYEHHbIM dbefiepalibHbIM OpraHOM UCMONHUTENBLHON BacTu.

2. [ocygapcTBEHHOM permcrpaumm nognexar:

1) BCe nekapCTBEHHbIE NpenapaTbl, BNepBbie noanexawme seogy B obpalleHne B
Poccunckon ®egepauum;

2) nekapCTBEHHble npenaparbl, 3aperncTpMpoBaHHbIe paHee, HO NPOU3BELEHHbIE
B [OPYrMX JI€KAapCTBEHHbIX OpMax B COOTBETCTBUM C MNepevyHeM HauMeHOBaHWUN
nekapcTBeHHbIX opM, B HOBOW [J03MPOBKE Mpu [oKasaTeNnbCTBe ee KINMHUYECKOM
3HAYNMOCTU N IPPEKTUBHOCTMU;

3) HOBble KOMBMHaALMKN 3aperMcTpMpPOBaHHbIX paHee fieKapCTBEHHbIX NpenapaTos.

3. TocyaapcTBeHHasa permcTpaumsa NnekapCTBEHHbIX MpenapaToB OCYLECTBNSAETCA
No pesynbraTtamM 3KCNepTu3bl IeKapCTBEHHbIX CPEACTB, a rocyaapCcTBeEHHAsa perncrpauus
opdaHHbIX NEKapPCTBEHHbIX NpPenapaTtoB OCYLLECTBNSAETCA NO pesynbratamM 3KCnepTu3bl
AOKYMEHTOB, nNpeAcCTaBneHHbIX And  onpegeneHna  BO3MOXHOCTM  paccMmaTpuBaThb
feKapCTBEHHbIN npenapat Ans MeOUUMHCKOrO MPUMEHEHUS NpPU  OCYLLECTBIEHUU
rocyapCTBEHHOW permcTpaumm B kadectse opdaHHOro siekapCTBEHHOro npenapara, u no
pesyrnbraTaM 3KCNepTU3bl JIEKaPCTBEHHbIX CPEACTB.

4. TocygapcTBeHHad perncrtpauus fiekapCTBEHHOro npernapara OCyLUeCTBSeTcs
COOTBETCTBYIOLMM YMNONTHOMOYEHHbIM (beaepanbHbiM OpraHOM UCMONHUTENBHON BRAcTU
B CPOK, He npeBbllUaloWwui CcTa LwWectuaecatn paboumx OHEeW CO OHA MPUHATUSA
COOTBETCTBYIOLLEINO 3adBfEHUS O rOCygapCTBEHHOW perncrtpaumm JekapcTBEHHOMO
npenapata. B ykasaHHbI CpPOK BKIKOYAETCHA BpeMs, Heobxogumoe [Ansi MOBTOPHOro
NPOBEAEHUST SKCNEepTU3bl JIEKAPCTBEHHOrO CpPeacTBa B COOTBETCTBMM CO cTathben 25
HacToswero  ®depepanbHoro  3akoHa. Cpok  rocygapCTBEHHOW — perncrpauuu
NIeKapCTBEHHOrO npenaparta MCYUCASETCA CO  [OHA  MNPUHATUS  COOTBETCTBYHOLLUM
YNOSTHOMOYEHHbIM doefiepasibHbIM OpraHOM MUCMOSTHUTENBHOW BNAacTW COOTBETCTBYHOLLErO
3a8BMeHNss O TOCYydapCTBEHHOW perunctpauuuM  NekapcTBEHHOro npenapata C
NPUNOXEHMEM HEOBXOAMMbIX [OOKYMEHTOB MO [€Hb Bblgaun pPerucrpaunoHHOro
yAOCTOBEPEHNSA NEeKapCTBEHHOrO npenaparta. Bpemsi, Heobxoaumoe Ansi HanpaeneHus
YNOSITHOMOYEHHbIM  befiepalribHbiIM  OpPraHOM  WUCMOSIHUTESNIbHOW  BriacTu  3anpoca o
npeacTaBneHnn HeoOXOAMMbIX MaTepuanoB W NPeAcTaBreHUa 3asiBUTENEM OTBETA Ha
AaHHbIA 3anpoc B COOTBETCTBUM cO cTaTbamn 16, 19 n 23 Hactosawero deneparnbHOro
3aKOHa, He Y4YUTbIBAETCA NPU WCYUCNEHMM CpOKa roCyaapCTBEHHOW perncrpauum
neKapcTBEHHOro npenapara.

5. locygapcTBeHHOM permcTpauum He noasiexar:

1) nekapcTBeHHble npenapartbl, W3roTOBIEHHbIE anTeYHbIMXU OpraHnsauusiMu,
BETEPMHAPHBLIMM aNTEYHbIMU OpraHn3aumaMu, MHAMBUAyanbHbIMU NpeanpuHuMaTensaMu,
KOTOpble MMEKT NUUEH3NI0 Ha dpapmaueBTMYECKYr OesATerbHOCTb, MO peuentam Ha
rniekapcTBEeHHbIE NpenapaTtbl N TpeboBaHNAM MEOULMHCKUX OpraHn3aunin, BETEPUHAPHbIX
opraHu3auuu;
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2) nekapcTBeHHble MpenapaTbl, MNPUOBPETEHHbIE (U3NYECKMMM NMUaMK  3a
npegenamun Poccuiickon degepaumm n npegHasHavyeHHble AN NIMYHOMo UCNoNb30BaHUS;

3) nekapcTBeHHble npenapaTbl, BBO3UWMble B Poccuinckyto degepaumo ans
oKasaHna MegULUMHCKOM MOMOLLM MO KMU3HEHHBbIM NOKa3aHUSAM KOHKPETHOro nauueHTta Ha
OCHOBaHWW pa3pelleHnsi, BblAaHHOrO YMOSHOMOYEHHbIM eaeparnbHbIM  OpraHoM
NCMOMNHNTENBHOWN BacTy;

4) nekapcTBEHHbIE CpeacTBa, BBO3MMble B Poccuiickyto Pegepaumto Ha OCHOBaHUM
BblAHHOIMO  YMNOSIHOMOYEHHbIM  (befeparnbHbIM  OpraHOM  UCMOSHUTENBLHOW  BNacTu
paspelleHnss 1 npedHasHavyeHHble On9 nNpoBedeHUS  KITMHUYECKUX uccrnegoBaHun
neKkapcTBEHHbIX npenapaTtoB U (Unn) NPoBeAEHUsT AKCNEPTU3bl NEKapCTBEHHbBIX CPeaCcTB
AJ151 OCYLLEeCTBIIEHUS rOCYOapCTBEHHOW perncrTpaumm nekapCTBeHHbIX NpenapaTos.;

5) dhapmavueBTUYeckme cybectaHumu;

6) paguodapmaueBTMYECKME FleKapCTBEHHbIe MpenapaTbl, W3roTOBIEHHbIE
HenocpeacTBEHHO B  MEOUUMHCKMX OpraHusauusix B rnopsagke, YCTaHOBIIEHHOM
YNOSTHOMOYEHHLIM doefieparnbHbIM OpraHoOM UCMONHUTENBHOW BRacTy;

7) NekapCTBEHHble npenaparbl, NPON3BOaUMbIE N4 3KCnopTa.

6. He gonyckaetca rocygapCTBeHHast permcTpauus:

1) nekapCTBEHHbIX MpenapaToB, OTNMYAKLWMXCA APYr OT Apyra KavyeCTBEeHHbIM
COCTaBOM [eNCTBYHOLUMX BelecTB, N0 0OMHaKOBbIM TOProBbIM HAMMEHOBaHNEM;

2) OQHOro nekapcTBEHHOro npenapara, BblMyCKaemMoro npoussBoguTernem noa
pasfnNYHbIMN TOProBbIMM HaMMEHOBaAHUAMWU U MNPELCTaBfIEHHOrO Ha rocyaapCTBEHHYHO
pernctpaumio B Buae AByx 1 6onee nekapCTBeHHbIX NpenapaTtos.

7. Mo 3anpocy (B anekTpoHHOW dopMe unm Ha BymaxkHom HocuTene) cybbekTa
obpallleHns  fleKapCTBEHHbIX  CPeacTs COOTBETCTBYIOLLUM YNONTHOMOYEHHbIM
deneparnbHbIM OpraHoOM UCMOMHUTENBHOW BNAcTW, OCYLLECTBNALWNM rocyaapCTBEHHYIO
perncTpaumio  fIeKapCTBEHHbIX MNpenapaTtoB, B  YCTAHOBMEHHOM WM  Mopsiake
OCYLLECTBNAETCA Hay4HOEe KOHCYNbLTUpOBaHMe No BOMNpocaMm, CBA3aHHbLIM C NpoBeeHNEM
AOKIMHNYECKUX  UCCNefoBaHWUNW,  KIWHUMYECKUX  UCCRedoBaHUM  NleKapCTBEHHbIX
npenapaTtoB, 3KCMepTu3bl KadecCTBa JEeKapCTBEHHbIX CpeacTs, 3PMEKTUBHOCTU W
©e30nacHOCTN, C OCYLUECTBMEHNEM T[OCYQapPCTBEHHOM perucTpaumm nekapCcTBEHHbIX
npenapaTtoB. KOHCYNbTUPOBaHME OCYLLECTBASAETCA C NpuBriedyeHneM doeagepanbHbIX
rocyaapCcTBEHHbIX BHOAKETHbIX yupexneHun, noaBeaoOMCTBEHHbIX AaHHOMY
degepanbHOMY OpraHy WCNOSTHATENTbHOM BAaCTM M He y4acTBYHOLIMX B OpraHuM3aumm
NpOBEeAEHUST AKCNEPTU3bl KaYeCTBa NIEKapCTBEHHbBIX CPELCTB B LIENAX OCYLECTBAEHUS UX
rocygapCTBEHHOW perncTpaumm B COOTBETCTBUMM CO cTatber 16 HacTosLero
depgepanbHOro 3akoHa, B Buae OTBeTa B MNUCbMEHHOM d)OpMe YNOfHOMOYEHHOro
degepanbHOro opraHa WCMONHUTENbHOWM BRNacTu Ha 3anpoc. Pasmep B3Mmaemon C
3aaBuTENs nnaTbl onpegenseTcss B COOTBETCTBUM C 3akoHoparternbcTBoMm Poccunckon
degepaumn 006 opraHu3aumm nNPEAoOCTaBEHUA TOCYAAPCTBEHHbLIX M MYyHMUMNANbHbIX
ycnyr. MHdopmauma o6 ocyllecTBIEHUN HAyYHOrO KOHCYMbTUPOBAHUS, B TOM 4ucne
cTtatbn, 0630pbl, CNpaBOYHble MaTepuanbl U MHaa uHGopmauus 06 OcCyLecTBEeHUN
Hay4YHOro KOHCYNbTUPOBAHUS, pa3MmellaeTcs Ha ouumanbHOM canTe YynorTHOMOYEHHOro
deoepanbHOro opraHa WUCMNOMNHUTENbHOM Bractu B cetn "MIHTepHeT" ¢ cobntogeHnem
OrpaHN4YeHNn, YCTAHOBSIEHHbIX 3aKOHOAATENbCTBOM O  MNEPCOHAsNbHbIX  AaHHbIX,
KOMMepYecKkomn 1 (Unn) rocygapCTBEHHOM TarHe.

8. TlocygapcTBeHHasi perucTpaumsa nekapCTBEHHbIX npenapatoB, KoTopble
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npegHasHayeHbl Ond MPUMEHEHUS B YCMNOBUAX BOEHHbIX [OEWUCTBUW, YpesBblY4anHbIX
cuTyaumn, npopunakTukn n rnedyeHust 3aboneBaHU W MOPaXEHUW, MNOSTyYEHHbIX B
pesyrnbraTe BO3ENCTBUSA HebnaronpusaTHbIX XUMUYECKUX, Buonornyeckmx,
paguMaunoHHbIX akTopoB, WM paspaboTaHbl NO 3agaHulo  enepanbHbIX OpraHoB
MCNOSMHUTENbHOM  BMacTW, YMNOMHOMOYEHHbIX B obnactu OBGOpOHbI  CTpaHbl W
OesonacHoOCTM  rocygapctsBa,  OCyLWeCTBNAeTcs B MNOpsidke,  YCTaHOBMEHHOM
MpaButensctesom Poccunckon ®enepauum.

FAPAHT:

CM. kommeHTapum K ctatbe 13 HacToswero deneparnibHOro 3akoHa

MHdopmaumsa 06 uamMeHeHusX:

®edeparibHbIM 3aKoHOM om 22 Oekabps 2014 2. N 429-03 cmames 14 Hacmosiwezo
®edeparnibHO20 3aKOHa U3/10XKeHa 8 HoBoU pedaKyuu, ecmynarouwed e cuny ¢ 1 urorns
2015 e.

CmMm. mekem cmambu 8 npedbidyuwel pedakyuu

Ctatbs 14. INpUHUMNbI 3KCNEPTU3bI NIEKAPCTBEHHbIX CPEACTB

1. JKkcnepTn3a nekapcTBeHHbIX CPeaCcTB OCHOBLIBAETCS Ha MPUHUMNAax 3aKOHHOCTH,
cobnogeHna npaB u cBoboa 4YenoBeka W rpaxgaHwHa, npasB HPUAMYECKOro nuua,
HEe3aBUCMMOCTUN 3KcnepTa, 06bEKTUBHOCTN, BCECTOPOHHOCTU U NOSTHOTLI UCCNenoBaHun,
NPOBOAMMBIX C WCMOMIb30BAHMEM COBPEMEHHbIX [OOCTMXKEHUA HayKM U TEXHUKMW,
OTBETCTBEHHOCTU (peaepanbHOro rocygapCTBEHHOINO OHOMKETHOrO  ydpexaeHus o
NPOBELEHNI0 3KCNEepPTU3bl JIeKapCTBEHHbIX CPEACTB M SKCNEepTOB 3a MpoBedeHue wu
KayeCTBO 9KCNepTU3bI.

2. JKcnepTusa NneKapCTBEHHbIX MpenapaToB Afs MeAUUMHCKOro NpUMEHEHUs
BKIOYaET B cebs:

1) aKkcnepTudy OOKYMEHTOB, NpeacTaBrieHHbIX ANA onpefernieHnsi BO3MOXHOCTU
paccMatpmBaTtb JIEKAPCTBEHHbLIM npenapat Ans MeOUUMHCKOro MNPUMEHEHUs npwu
OCYLLIECTBNEHUN rocyAapCTBEHHOW perncTpaunmn B Kadectse opdaHHOro SiekapCTBEHHOIO
npenaparTa;

2) aKCnepTu3y MpPeanoXeHHbIX METOAOB KOHTPOMs KadecTBa JleKapCTBEHHOrO
cpeactBa M KayecTBa npeacTaBrieHHbIX 06pas3LoB  fleKapCTBEHHOrO cpeactsa C
MCNonb3oBaHMEM 3TUX MeTOLOB (Janee - 9KCnepTM3a KadvecTBa JeKapCTBEHHOro
cpencTtea);

3) aKcnepTn3y OTHOLLEHUST OXXMAAEMOWN NOfb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS
rnekapCcTBEHHOro npenapara.

3. 3kcnepTusa nekapCTBEHHbIX nNpenapaTtoB Af1 BETEPUHAPHOrO MNpUMEHEHUs
BKNOYaeT B cebs 9KCnepTu3y KayecTBa JleKapCTBEHHOrO CpencTBa M 3KCNepTusy
OTHOLLEHUS OXWOAEMOW Mofib3bl K BO3MOXHOMY PUCKY MPUMEHEHUSI NeKapCTBEHHOIO
npenaparTa.

FAPAHT:

Cwm. lNMonoxeHne o nopsiake akcnepTusbl, UCNbITAHUA U perMcTpaumm BeTEPUHaPHbIX
npenapatos B PO, yTBepxaeHHoe [NaBHbIM rocyaapCTBEHHbIM BETEPUHAPHbBIM
nHcnektopom P® 3 oktsabps 1995 r.

CmM. kKoMMeHTapun k ctaTbe 14 HacTosiwero PegepanbHOro 3akoHa
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Ctatbss 15. ®epepanbHoe rocygapCTBEHHOE OHOMKETHOE YydpexaeHue o
NpPoBeAEHMIO 9KCNEePTU3bl NIEKapPCTBEHHbIX CPEACTB

JKcnepTusa nexkapcTBEeHHbIX cpencTts npoBoaANTCS denepanbHbIM
rocyaapcTtBeHHbIM OIOKETHBIM  YYPEXOAEHNEM COOTBETCTBYHOLLENO YMNOMHOMOYEHHOro
denepanbHOro opraHa WCMNOMHUTENbHOW BRAcTW, co3fgaHHbIM - aAna  obecneyeHus
MCMOMHEHNS MOSIHOMOYMA 3TOro pedepanbHOro opraHa Mo Bblgaye paspelleHun Ha
NpOBEAEHME KIMMHUYECKNX WCCNEedoBaHUN NeKapCTBEHHbIX MpenapatoB U (unm) no
rocya4apCTBEHHOW pernctpauum nekapCcTBEHHbIX npenapatoB (ganee - 3KCnepTHoe
yupexaeHue).
FAPAHT:

CM. KomMmeHTapum K ctaTbe 15 HacToswero deaeparnbHOro 3akoHa

MHdopmaumsa 06 u3mMeHeHusx:

®edeparibHbIM 3aKoHOM om 22 Oekabps 2014 2. N 429-03 HaumeHogaHUe cmambu
16 Hacmosiwe2o ®edeparibHO20 3aKOHa U3/I0XKEHO 8 HOBOU pedaKkyuu, ecmynaroujel
g cuny ¢ 1 urnsa 2015 a.

CmMm. mekcm HaumeHo8aHUs 8 rnpedbidywel pedakuuu

Cratba 16. OpraHusaums npoBeAeHNs 3KCNepTU3bl JIEKapCTBEHHbLIX CPeACTB

1. OKcnepTu3a JieKapCTBEHHbIX CPeacTB MPOBOAUTCA KOMMUCCUEW 3KCMepToB
9KCNEepPTHOro yypexaeHusi, Ha3Ha4YeHHOW ero pykoBoaMTeNneM, Ha OCHOBaHUWU 3aaHnNA Ha
NpoBedeHne 3KCnepTusbl feKapCTBEHHOro CpencTBa, BblAAHHOMO YMNOSIHOMOYEHHbLIM
degepanbHbLIM - OpraHOM  UCMOSTHUTENbHOM  BracTu. PykoBoguTenb  3KCNEepTHOro
yuypexgeHna obecneumBaeT Haanexawee npoBedeHNe 3KCNepTusbl JieKapCTBEHHbIX
CPeAcTB B COOTBETCTBMM C 3aaHWEM, BblAaHHbIM YMNONHOMOYEHHbIM eaepasnbHbIM
OpraHoOM UCMOJSTHUTENBHOW BlaCTU, N OpraHM3yeT NoLroTOBKY CBOLHOIO 3aKSHoYeHUs1 9TOM
komuccun. B cocTtaB 3TOM KOMUCCUM MO PeLIeHUo PyKoBOAUTENHA 3KCMEPTHOro
yuypexaeHna moryT ObiTb BKIHOMEHbI B Ka4yeCcTBe 3KCMepToB fvua, He paboTawowme B
AAHHOM 3KCMEPTHOM YYpeXAeHUU, ecrnin uxX creuuanbHble 3HaHWS Heobxoaumbl Ons
NpOBEAEHUsT 3KCMepTU3bl M TakMe 3KCNepTbl OTCYTCTBYOT B [JaHHOM 3KCMEPTHOM
yupexgeHuu.

2. JKCnepToM MO MPOBEAEHUIO 3KCMEPTU3bl JIEKAPCTBEHHbIX CPeacTB ABNAETCA
aTTeCcToBaHHbIA  PabOTHUK 3KCMEPTHOrO  yyYpexaeHusl, KOTOpblIi  UMeeT BbiCcLlee
MeguuMHCKoe, hapmaueBTudeckoe, Buornormyeckoe, BETEPUHAPHOE WM XUMUYECKOE
obpa3oBaHne 1 NPOBOAUT IKCNEPTU3Y NeKapCTBEHHbIX CPeacTB B MOPSAKE UCMNONHEHUS
CBOWX JOIMKHOCTHbLIX 0683aHHOCTEN (anee - aKcnepr).

3. lNpun npoBedeHUM 3KCNEPTU3bl NEKaApPCTBEHHbIX CPEACTB 3KCMEPT He MOXET
HaxoAUTbCA B KakKoOM-NMbO 3aBMCUMOCTM OT JfiMua, Ha3HauuBLUEro 3Ty 3SKCNepTusy,
paspaboTymka nekapcTBeHHOro CpeacTBa Unn Apyrux 3anHTepecoBaHHbIX B pesynbratax
3KCnepTm3bl NuL.

MHdopmaumsa 06 nameHeHusx:
®edeparibHbIM 3aKoHOM om 25 Hosi6psi 2013 2. N 317-®3 yacmb 4 cmambu 16
Hacmosuwe2o ®edeparibHO20 3aKOHa U3/ioXeHa 8 Hosol pedaKuuu

CmMm. mekem 4acmu 8 rpedbioywel pedakyuu
4. Tpu npoBeOeHUN 3KCNepTU3bl JEKApCTBEHHbIX CPEeACTB He [OOoMnycKaeTcs
nctpebosatb y 3asBuUTENS NUMOO MHbLIX WL, MaTepuanbl, HeobxoguMble ANa NPoBeLEHMS
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aKcnepTm3bl. B cnyyae HegoCTaTOMHOCTM NMPEACTaBMEHHbIX 3KCMEpPTYy MaTepuarnoB Ans
Aayn  3aKMYeHUst 3KCNepT CTaBUT BOMPOC O MpeacTaBreHnun emy HeobXoanMbIX
mMaTepuarnoB nepen pPyKOBOAMTENEM 3KCMEPTHOrO YYpeXaAeHUsl, KOTopbIn obpallaeTtcs ¢
COOTBETCTBYIOLLMM 3anpoCOM B YNONHOMOYEHHbIV dheaepanbHbiii OpraH UCMOMHUTENbHOM
BracTu, BblAaBLUMIA 3adaHMe Ha MNPOBEAEHUE 3KCMEepPTMU3bl JIEKAapCTBEHHOro CPEeACTBa.
YKkasaHHbIi deaepanbHblii OpraH MCMOMHUTENbHOW BracTU B TeYeHWe nATU paboumx
AHEN CO [OHs MOCTYNNeHWss 3anpoca PYKOBOAMTENS 3KCMEPTHOrO  yYpexaeHus
HanpasnsieT 3asBUTENIO 3anpoc O NpeacTaBneHnn HeobXxoaMMbiX MatepuanoB. [aHHbIN
3anpoc MoXeT ObITb NepegaH YNnofIHOMOYEHHOMY NPEACTaBUTENIO 3asBUTENS NIMYHO MNog
pacnucky, HanpaerneH Nno noyTe 3akasHbIM NMMCbMOM UMW NepeaaH B 3NEKTPOHHON hopme
Mo TENEKOMMYHMKALMOHHbIM KaHanam cBsi3n. B crnyyae HanpaBneHus gaHHOro 3anpoca
MO NnoYyTe 3aka3HbiM MMCbMOM OH CYMTaAETCS MOSTyYEHHbIM MO UCTEYEHUWN LUECTU OHEN C
AaTbl HanpaBneHWs 3aka3Horo NMcbma.

MHdopmaumsa 06 u3mMeHeHusX:

®edeparibHbIM 3aKoHOM om 25 Hos16psi 2013 2. N 317-©3 cmambsi 16 Hacmoswez2o
®edeparibHo20 3aKoHa OoriosIHeHa Yacmbio 4.1

4.1. Basasutenb o00s3aH NpeacTaBUTb OTBET Ha 3anpoc  YNOSIHOMOYEHHOro
doeiepanbHOro opraHa UCMOMHUTENBHOW BAacTU B CPOK, He MpeBbILaOWNn AeBAHOCTa
pabouMx OHeWn CO [AHA ero noryvyeHusi. YNOSTHOMOYEHHbIn dbefepanbHbi  opraH
MCMOMHUTENBHOW  BNacTW, BbldaBWMA  3aJaHMe Ha  MpOBedEeHWe  9KCNepTu3bl
NeKapCTBEHHOrO CpeacTBa, B TeYeHne nATM paboumx AHen cOo [HS MOCTYNneHus oT
3asBUTENS OTBETA Ha [JaHHbIA 3anpoCc Hanpasnser TakoW OTBEeT B 9KCNepTHoe
yupexgeHune. B cnyvyae HenpencrtaBneHuMst No UCTeYEHUMM AeBSIHOCTA pabounx OHeu
3asBuTENIEM OTBETA Ha [JaHHbIM 3anpoc YMOSHOMOYEHHbIM dbeaepanbHbld  OpraH
MCMONMHUTENBLHOW  BNactW, BblAaBWIMA  33aJaHMe Ha MpoBedeHWe  9KCNepTusbl
NeKapCTBEHHOrO CpeacTBa, B TedyeHne NATU paboumx OHer HanpasnsieT B 3KCMepTHOEe
yypexaeHne yBeOOMIIEHME O HernpeacTaBreHnn 3asiBUTenem OoTBeTa Ha 3anpoc
yKasaHHOro opraHa. Bpemsi co gHA HanpaBreHusa 3anpoca 3KCMepPTHOro yypexneHusa B
YNONMHOMOYEHHbIN doefieparibHblA OpraH WCMONMHUTENBHOW Bractu OO0 OHS MNONyyYeHus
3KCMepPTHbIM YyYpeXxaeHnemM OTBETA Ha 3anpoc UM yBeAOMSIEHUS O HenpeacTaBfieHun
OTBETa Ha 3anpoc He YYUTbLIBAETCA MPU WUCYMUCIIEHUN CPOKa MPOBEAEHUS 3KCNepTU3bl
rfeKkapCcTBEHHOro cpeacTBa.

5. OkcnepT npu npoBedeHUU MOPYYEHHOW €My pPYKOBOAUTENEM 3SKCMNEPTHOro
yupexnoeHnsa aKkcnepTuabl IeKapCcTBEHHOIO cpeacTBa 00s3aH:

1) NnpoBeCTN NONHOe uccregoBaHue npeacTaBneHHbIX eMy 06bekToB, MaTepuarnos,
AaTb 0BOCHOBaHHOE W OOBLEKTMBHOE 3aKfiYeHWe Mo MNOCTaBfEHHbIM neped HUM
BOMpoCcaM unM MOTMBUMPOBaAHHOE 3aKIllo4EHME O HEBO3MOXHOCTU MNPOBEAEHUS UM
3KCrnepTM3bl NEeKapCTBEHHOrO CpeacTBa, €Cnv MOCTaBfleHHbIE BOMPOCHI BLIXOAAT 3a
npegenbl crneumanbHbiX 3HaHWW 3JKcnepTa, OObEKTbl UCCRefoBaHUM W MaTepuansl
HenpuUrogHbl UM HeOCTaTOMHbl AN NPOBEAEHUS UCCNedoBaHUA U Jaun 3aKtoYeHUs
nMBO COBPEMEHHbIN YPOBEHb Pa3BUTUS HAYKM HE MO3BONSAET OTBETUTb HA NOCTaBIIEHHbIE
BOMpPOCHI;

2) He pasrmawaTtb CBeAeHusi, KOTopble CTanu €eMy W3BECTHbl B CBS3M C
NpoBedEeHMEM  3KCMEPTU3bl  NIEKapCTBEHHOr0  CpeacTtBa, a Takke  CcBedeHus,
COCTaBnsoLNe rocydapCTBEHHYIO, KOMMEPYECKYIO WIIM UHYKD OXPaHSAeMyk 3aKOHOM
TanHy;


http://ivo.garant.ru/document?id=70414766&sub=54032

3) obecneunTb COXPAHHOCTb NpPeacCTaBNEHHbIX OOBLEKTOB WCCNEeaoBaHUN W
MaTepuanos.

6. OKcnepT He Brpase:

1) nNpoBOAUTbL  3KCMEPTU3y JIeKapCTBEHHOrO cpeacrtea Mo obpalleHuto
HenocpeacTBEHHO K HEMY OpraHM3aunn unmn Puandyecknx nuu,;

2) camocTodaTenbHO cobupaTb MaTepuanbl AOns  NPOBEeAEHUs  9KCNepTusbl
rnekapcTBEHHOro CpeacTBa,;

3) npoBoauMTb  3KCMEPTU3Yy  JNeKapCTBEHHOro  cpeactBa B KadecTse
HerocyapCcTBEHHOro aKcnepTa.

7. B cnydae HeobxoauMocTM 3KCMepT BrpaBe XxogaTanucTBoBaTb nepen
pyKOBOOMTENEM 3KCMEPTHOro y4ypexaeHna o MNpuBnevYeHnn K npoBedEeHUI0 9KCNepTusbl
rekapcTBEHHOro CpeacTBa ApPYrux aKCnepToB.

8. Kaxgbln aKcnepT, BXOAALMMA B COCTaB KOMUCCUM 3KCNEPTOB, KOTOPOW NMOpPyYeHO
NpoBeAeHne IKCNepTU3bl NeKapCTBEHHOro cpeacTtBa, He3aBUCUMMO U CaMOCTOSTESIbHO
NPOBOAUT WUCCedoBaHUs, OUEHMBAET pesynbTaTbl, NOSlyYeHHble UM JIMYHO U APYruMu
akcrneptamun, M opMynupyeT BbIBOAbl OTHOCUTESIbHO MOCTaBfIEHHbLIX BOMPOCOB B
npegernax cBoMx creunarnbHbiX 3HaHUMN.

9. Pesynbratbl  9KCNepTU3bl  NIEKAPCTBEHHONo  cpefctBa  0POPMASATCA
3aKMNiO4YEHNEeM KOMUCCUM IKCMepToB. B 3aknoyeHnn KoMuccum 3KCrnepToB yKasbiBaKOTCH
nepevyeHb wuccregoBaHnMn, ob6bem MNPOBEAEHHbIX KaXdblM 9KCNEepTOM WUCCreaoBaHWUN,
YCTaHOBIEHHbIE KaXOblM U3 HUX (PaKTbl U cAenaHHble B pesynsrate uccrnegoBaHumn
BbIBOAbl. QKCMNEPT, MHEHNE KOTOPOro He COBMagaeT C PeLUEHNEM KOMUCCUM KCNEepTOoB,
BNpaBe Bblpa3nTb CBOE MHEHME B MNUCbMEHHOW popmMe, KoTopoe npuobliaercs K
3aKMYEHNI0 KOMUCCUKN SKCNEPTOB.

10. 3kcnepTbl, BXOAsWME B COCTaB KoMuUCCUKW, npeaynpexgarTcs o6
OTBETCTBEHHOCTW B COOTBETCTBUM C 3akoHoparternscTtBoM Poccunckon degepaummn 3a
Aady 3akrodeHud, cogepxawero HeobOCHOBaHHble unu  danbcnuunpoBaHHbie
BbIBOAbl, O YEM OHM OAlOT MOAMMUCKY.

11. OnpegeneHne YypoBHS MNPOGECCUOHANbHOW MNOATrOTOBKM  SKCMEPTOB U
aTTectauuas WX Ha nNpaBO MPOBEAEHUS IKCMNEPTU3bl NEKapCTBEHHbIX CPeacTB
OCYLLECTBNAITCA  3KCMEPTHO-KBANIMMPUKALUVMOHHBIMW  KOMUCCUAMW B MOPSAKE,
YCTAHOBMEHHOM  COOTBETCTBYIOLWMUM  YMNOMHOMOYEHHbIM  pefeparnbHbiM - OpraHoM
NCMONMHUTENBLHON  BriacTWU. YpoBeHb MNPOMEeCcCCUOHarbHOM  MOATOTOBKA  SKCNEepTOoB
NoANIEXNT NepecMOTPY YKazaHHbIMU KOMUCCUSIMU HE pexe YeM OAMH pa3 B NATb JeT.

MHdopmaumns 06 usmeHeHusix:

®edeparibHbIM 3aKOHOM om 22 dekabps 2014 2. N 429-©3 yacmb 12 cmambu 16
Hacmosiwe2o PedepasibHO20 3aKOHa U3rIoXXeHa 8 Hogou pedakuuu, ecmynaruwel 8
cuny ¢ 1 uronsa 2015 a.

CmMm. mekcm Yacmu 8 rpedbioyuwel pedakyuu

12. lNpaBuna npoBefeHNA 3KCNepTU3bl NEKapCTBEHHbLIX CPeAcTB U 0CODEHHOCTU
9KCNepTn3bl  OTAENbHbIX  BUAOB  JIEKAPCTBEHHbIX  nNpenapaTtoB  (pedepeHTHbIX
NeKapCcTBEHHbIX MNpenapatoB, BOCMPOU3BEAEHHbIX JEeKapCTBEHHbLIX  Mpenapartos,
OuonorMyecknx  nNeKapCcTBEHHbIX  npenapatoB, 6GuoaHanoroebix  (6MONOAOGHbLIX)
nekapcTBeHHbIX npenapatoB (buoaHanoroB), romeonaTUYecKUX NeKapCTBEHHbIX
npenapaTtoB, NeKapCTBEHHbIX pacTUTENbHbIX NpenapaToB, KOMOMHAUMA NeKapCTBEHHbIX
npenapaTtoB), ((oOpMbl  3aKMOYEHUM  KOMUCCUM  IKCMEPTOB  YyCTaHaBMMBAKOTCSA
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COOTBETCTBYOLWNMM YNOJITHOMOYEHHbLIM q)e,u,epaanblM OpraHom NCNOMHUTENBLHOW BRAcTH.
FAPAHT:

CM. KoMMeHTapum K ctaTbe 16 HacToswero deaeparibHOro 3akoHa

MHdopmaumsa 06 uamMeHeHusX:

®edeparibHbIM 3aKOHOM om 22 0ekabpsi 2014 2. N 429-®3 cmamebs 17 Hacmosu,e2o
®edeparnibHO20 3aKOHa U3/10XKeHa 8 HoBoU pedaKyuu, ecmynarouwed e cuny ¢ 1 urorns
2015 e.

CmMm. mekem cmambu 8 npedbidyuwel pedakyuu

Ctatbs 17. lNogaya n paccMoOTpeHME 3asaBfEHNS O roCy4apCTBEHHOM perncTpaumnm

nekapcTBEHHOro npenapara Aans BeTepuHapHOro npuMeHeHns

1. [Ons rocygapCTBEHHOM perncTpaumm  JfieKapCTBEHHOro npenaparta Aans
BETEPUMHAPHOIO MpUMeEHeHNa pa3paboTymKk Takoro fekapCTBEHHOro rnpenaparta unm
YNOMHOMOYEHHOE UM [pyroe topuaudeckoe nuuo (ganee B HacTosWwen cratbe -
3asBuUTENb) NpeacTaBnseT B YNOSIHOMOYEHHbIN heaepanbHbli OpraH UCNOSTHUTENbHOM
BMacTu, OCYLLECTBAIOLWMNI FOCY4apCTBEHHYIO PErMCTPaLMIO NEKAPCTBEHHbIX NpenapaToB
OS5 BETEPUHAPHOIo NPUMEHEHUS, B SNEKTPOHHOM dOpMe UM Ha BymakHOM HocuTerne
3asiBNeHne O rOCYyAapCTBEHHOW pernctpaumm riekapCTBEHHOro npenapata Ans
BETEPUMHAPHOIO MPUMEHEHUS, a TakkKe B Mopsike, YCTAaHOBNEHHOM COOTBETCTBYHLLMM
YNONMHOMOYEHHbIM defieparnbHbiM OpraHOM WCMOMHUTESNTbHON BracTu, B 3NEKTPOHHOM
dopme wnn Ha OymaxHOM HocuTerne HeobXxoauMble [OOKYMEHTbl, W3 KOTOPbIX
dopMupyeTCcs  pernctpaumMoHHOe [JOoCbe Ha JleKapCTBEHHbIM  nNpenapat  Ans
BETEPMHAPHOIO NPUMEHEHMUS.

2. B 3aaBneHuun o rocygapCTBeHHOW perncTpauunmn fiekapcTtBeHHOro npenapara gns
BETEPUMHAPHOIO NPUMEHEHUS YKa3blBalOTCS:

1) HammeHOBaHMe W agpec 3asBuTend, paspabotynMka W NPOU3BOAUTENS
NekapCTBEHHOro npenapata [And BETEePUHApHOro MpUMEHEHUs U agpec MecTta
OCYLLIECTBNEHUS MPOM3BOACTBA JIEKApPCTBEHHONo Mpenapata [Ans BeTepUHapHOro
NPUMEHEHNA (B Cnyyvyae Hanuyns HEeCKOSbKMX YYacTHWKOB Mpouecca npou3BOACTBaA
HeobX0AMMO yKa3aTb KaXXaoro U3 HuX);

2) HaMMeHOBaHMe JleKapCTBEHHOro npenapaTta Ans BeTepUHaApPHOro NpUMeEHeHUs
(MexxgyHapogHoe HenaTeHTOBaHHOE, UK rpynnMpoOBOYHOE, UM XMMUYECKOE U TOProBoe
HanMeHOBaHUSA);

3) nepeyeHb OEWUCTBYIOLIMX M BCMNOMOraTenbHbIX BeLecTB, BXOOSAWMX B COCTaB
neKkapCTBEHHOro npenaparta Assi BETEpUHAPHOro NpUMEHEeHUs!, C yKa3aHMeM Konnyectsa
KaXgoro u3 Hux;

4) nekapctBeHHasa hopma, 4O03MpPOBKa, CNOCOOLI BBEAEHUS U MPUMEHEHUA, CPOK
FOAHOCTW fleKapCTBEHHOro nNpenaparta A1 BETePUHapHOro NPUMeEHEHNS;

5) dhapmakoTepaneBTudeckas rpynna;

6) HeobXOOMMOCTb  MNPUMEHEHUSI  YCKOPEHHOM  Mpoueadypbl  9KCNepTu3bl
NeKapCTBEHHbIX CPeAcTB B LeNndxX rocyaapCTBEHHOW perncrtpauum nekapcTBEHHOro
npenapara;

7) KONun JOKYMEHTOB, NOATBEPXAaroLWmMX ynnaTy rocyqapCTBEHHOM MNOLSNHbI:

a) 3a NpoBefieHNe 3KCNepTU3bl Ka4ecTBa NIeKapCTBEHHOrO CPeaCcTBa U 3KCNepTUs3bl
OTHOLUEHUS OXMOAEMOW MOMb3bl K BO3MOXHOMY PUCKY NPUMEHEHUSI JIeKapCTBEHHOro
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npenapara Ans BeTepuHapHOro NpMMeHeHus Npu ero rocygapcTBeHHOM permcrpauuu,
0) 3a Bblgavy perncTpaumoHHOro yaoCToBEPEHUS NeKapCTBEHHOrO npenapara;
MHdopmaums 06 usmeHeHusx:
®edeparbHbiM 3akoHoM om 13 urorns 2015 2. N 241-@3 e nyHkm 8 yacmu 2 cmambu
17 Hacmosiwezo PedeparibHO20 3aKOHa 8HECEHbI USMEHEHUS

CmMm. mekem riyHKma 8 rpedbidywed pedakuuu

8) Hanu4umne cornacuda, NPeaycMOTPEHHOro 4YacTblo 7 HacCToALWEen CTaTbW, ecnn C
MOMEHTa pernctpaumm pedepeHTHOro fiekapCTBEHHOro npenapara Ansi BeTepUHAPHOro
NPUMEHEHUS NPOLLSIO MEHEE YEM LLECTb fEeT.

3. PerncrpaumoHHoe gocbe B Lensx aKCnepTusbl NekapCTBEHHOrO npenaparta ans
BETEPUHAPHOIO NPUMEHEHUS (POPMUPYETCS U3 CreayoLwnx JOKYMEHTOB:

1) Konns AOOKyMEHTa Ha PYCCKOM $3blke, BblAaHHOrO KOMMETEHTHbIM OpraHom
CTpaHbl NPOU3BOAUTENS ANA KaXOoW MPOU3BOACTBEHHOW NIIOLWAAKU PerucTpupyemMoro
NeKapCTBEHHOrO npenapata Ansi BETEPUHAPHOrO0 MpUMEHeHna (B TOM 4ucne Aans
npounsBoauTens apmaueBTUYeCcKon CcybcTaHumn), 3aBEepPeHHOro B YCTaHOBIIEHHOM
nopsiake W NOATBEPXAatlolWero COOTBETCTBME MNPOU3BOAUTENS  PETMCTPUPYEMOrO
NeKapCTBEHHOro npenapaTta A BETEPUHAPHOro NpUMEHeHUst TpeboBaHUAM MpaBusl
Hagnexawen npoM3BOACTBEHHOM NPaKTUKW, NMOO KOMUS NULUEH3UM Ha NPOW3BOACTBO
NeKapCTBEHHbIX CpPeacTB AN BETEPUHAPHOro MNpUMEHEeHUss Ond  POCCUMCKUX
npousBoauTeEnen;

FAPAHT:
[MyHKT 2 yactn 3 ctatbmn 17 HacToswero ®eaepanbHOro 3akoHa BCTyrnaeT B cusy ¢ 1
aHBapa 2017 r.

2) Konuna 3akni4eHnss 0 COOTBETCTBMM NPON3BOAUTENS NIEKapCTBEHHOrO Npenapara
ans BETEPUHAPHOIO NpPUMEHEHMS TpeboBaHNAM npaBun Hagnexallen
NPOVN3BOLACTBEHHOW MNPAKTUKW, BblAAHHOrO YMNOSHOMOYEHHbIM heaepanbHbiM OpraHoMm
NCNOSMTHUTENBHOM BRAacTW ON1S KaXXOoW NPOU3BOLACTBEHHOM MMOLWAAKN PErnMcTpupyemoro
NeKapCTBEHHOrO npenapata Ansi BETEPUHAPHOro MNpuUMeEHeHna (B TOM 4ucrne Ans
npon3sBoguTens dapmMaueBTUdeckon cyobcTtaHumm), nuMbo KonMMs NMUEH3UM  Ha
NPOM3BOACTBO JIEKAPCTBEHHbIX CPEACTB AN BETEPUMHApPHOro MNpPUMEHEHUs Ans
POCCUNCKMNX Npoun3soanTenen;

3) nNpPOeKT HOPMaTMBHOIMO [OOKYMEHTa Ha feKapCTBEHHbI npenapat Aans
BETEPUHAPHOIO NPUMEHEHUS;

4) [OOKYMEHT, coaepalwuih crneaylowy MHgopmMauuio o dapmMaueBTUYECKON
cybcTaHumm unu papmaueBTUYEeCKNX CyOCTaHUNAX, BXOASLWMX B COCTaB JIeKapCTBEHHOIO
npenapara ansg BeTepUHaAPHOro NpUMeHeHUs:

a) HaumeHoBaHWe dapmaueBTMyeckon cybcTaHuuK, ee CTpykTypa, obuiue
CBOMNCTBA;

0) HaumMeHOBaHWe 1 agpec NPOU3BOANTENS;

B) TEXHOMNOrMs MpoM3BOACTBA C OMNWCaHMEM CTaaun MNPOM3BOACTBA WU METOAOB
KOHTPOMSA Ha BCeX CTagusix NPOU3BOACTBA;

) MHpopMauus o NpUMeECsX;

A) cneundukaumnsa Ha dpapmMaueBTUYeCKyo cybCcTaHuuio;

€) onMcaHne MeToAuK KOHTPOMS Ka4yecTBa;

X) pesynbsraTbl aHanmn3a cepuin gapmaueBTUYECKON CyOCTaHUMK;
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3) nepeyeHb CTaHOApTHbIX o06pasuoB WM  BewecTB, MWCMNOMb3yeMbIX Mpu
OCYLLIECTBNEHUN KOHTPONS Ka4yecTBa;

N) oNUcaHMe XapakTeEPUCTUK U CBONCTB YNaKOBOYHbIX MaTepuasioB U yKynopoOYHbIX
CPEAcCTB;

K) AaHHblE O CTabUNbHOCTY;

n) CPOK rogHOCTW, YCIOBUSA XPaHEHUS;

5) oTyeT o0 pesynbratax JOKMMHUYECKOro UCCneaoBaHus fekapCTBEHHOMO cpeacTaa
AN BETEPUHAPHOIO NPUMEHEHWS;

6) OoTYyeT O pesynbraTax KIIMHMYECKOro UccnegoBaHnsa nekapcTBEHHOro npenaparta
ANS BETEPMHAPHOIO MPUMEHEHUS Y KaXX4oro BUAA XUBOTHLIX, YKA3aHHbIX B MHCTPYKLMUK
NO BETEPUHAPHOMY NPUMEHEHMUIO;

7) NPOEKT WHCTPYKUMM MO BETEPUHAPHOMY MNPUMEHEHMIO NEeKapCTBEHHOMO
npenaparta, cogepallen cnegyrouime cBeaeHus:

a) HaMMeHOBaHWe NeKapCTBEHHOro npenaparta Ana BEeTEPUHAPHOro NpUMEHEHUS
(MexxgyHapogHoe HenaTeHTOBaHHOE, UMW rpynnMPOBOYHOE, MU XMMUYECKOE U TOProBoe
HaNMEHOBaHUSA);

0) nekapcTBeHHasi ¢dopma C yKasaHMEM HaAUMEHOBAHUMN W KONMYECTBEHHOO
coCTaBa AENCTBYHOLLMX BELLECTB M Ka4ECTBEHHOIO COCTaBa BCNOMOraTerbHbIX BELECTB;

B) OnMuCaHWe BHELWIHero BWAa JeKapCTBEHHOro npenapara Afs BeTepuHapHOro
NPUMEHEHUS;

r) dapmakoTepaneBTMyeckasi rpynna JfeKkapCTBEHHOro  npenapata Ans
BETEPUHAPHOIO MPUMEHEHNA WM yKasaHue "roMeonaTUyeckUn NeKapCTBEHHbIN
npenapat";

A) dbapmakogmHamMmmka n oapMakoKMHETMKA (3a UCKtoYeHneM dpapMakoKUHETUKN
roMeonaTtMyeckux JeKapCTBEHHbIX MpenapaTtoB W pacTUTENbHbIX NeKapCTBEHHbIX
npenapatoB) WNXU onNuUcaHMe WMMYHOOMOMOrMYECKNX CBOWCTB  NIEKApPCTBEHHOMO
npenapara;

€) NokasaHust Ans NpUMeHeHns;

) NPOTUBOMNOKa3aHus Ans NpuMeHeHs;

3) Mepbl NPEOCTOPOXHOCTN NPU NMPUMEHEHUM;

N) yKasaHMe BO3MOXHOCTU W OCOBEHHOCTEN MpUMEHeHNa Yy BGepeMeHHbIX
XMBOTHbIX, Y XXMBOTHbIX B NEPMOA NaKkTauun, y NOTOMCTBA XXUBOTHbIX;

K) peXvm O03MpoBaHus, cnoco® BBeAeHMS U NMPUMEHEHUs, npu HeobxoaumMocTm
BpeMS npuema feKkapCTBEHHOro npenapata [Ans BeTepUHApPHOro  MpUMEHEHUs,
NPOAOIMKUTENBHOCTb NeYeHus;

n) BO3MOXHble MOBOYHbIE OENCTBUS, HeXenaTenbHble peakuun npu NpuMeHeHun
neKkapCTBEHHOro npenapaTta Ansi BETEpMHapPHOro NPUMeEHeEHNS;

M) CUMNTOMbI NEPEA03MPOBKN, MEPbI MO OKa3aHUKO MOMOLLM NpY NEPEA03NPOBKE;

H) B3aumMogencTeme ¢ ApYrmMu fniekapCTBEHHbIMW NpenapaTtamMmmn n (Unn) Kopmamu;

0) hopmbl Bbinycka fiekapCTBEHHOIo nNpenaparta Assi BETEPMHApPHOro NPUMEHEHNS;

n) ykasaHue (nNpu HeobxoaMMOCTM) OCOBEHHOCTENM LEWNCTBUS JEKAPCTBEHHOIO
npenapara Ansg BeTepUHAPHOro NPMMEHEHUs Npu NepBOM NpuemMe Ui Npu ero OTMEHE;

p) onucaHne (NpM HeobxoAMMOCTW) LEWCTBUA  BETEPUHAPHOrO  Bpadya
(BeTepmHapHoOro genbaulepa), MHoOro cneynanucTa B obnactu BeTepuHapum, Bnagensua
XMBOTHOIMO nMpu Mponycke npuema OAHOW WM HECKONbKUX [03 feKapCTBEHHOMO
npenapara ansg BeTepUHaAPHOro NpUMeEHeHs;



C) CPOK FOAHOCTU M yKasaHue Ha 3anpeT NpYMEeHEeHUs nekapcTBEeHHOro npenaparta
AN BETEPUHAPHOIO NPUMEHEHMS NO UCTEYEHNN CPOKA rOQHOCTMU;

T) YCNoOBUA XpaHEHUS;

y) YKasaHue Ha HeobXxoOMMOCTb XpaHEeHUs NeKapCTBEHHOro npenapaTta Ans
BETEPMHAPHOIO NPUMEHEHUS B MeCcTax, HEAOCTYNHbIX ANs AETEN;

@) ykasaHune (npy HeobXoAMMOCTW) creumasibHbIX Mep MPegoCTOPOXHOCTU MNpwU
YHUUTOXXEHMM HEMUCMNOSb30BAHHbIX JIEKAPCTBEHHbLIX MpenapaTtoB ONA BeTepUHaApPHOro
NPUMEHEHUS;

X) CPOKM BO3MOXHOMO MCMNOSMb30BAHUS MNPOAYKUMN >KUBOTHOMO MNPOUCXOXOEHUS
nocrne BBEOEHUS >KMBOTHOMY JIEKAPCTBEHHOro npenapata Afs BeTepUHApPHOro
NPUMEHEHUS;

L}) yCnoBusi OTNYycKa;

4) HaMMeHoBaHWA W agpeca NPOU3BOACTBEHHbLIX MOWAA0K MpPOoM3BOaMTENS
nekapCTBEHHOro npenapara Ans BeTepuHapHOro NpuMeHeHNs;

W) HauMMeHoBaHve, afpec opraHus3auuu, YNoSIHOMOYEHHOW AepXXaTenem unm
BnagernbLUemM perucTpaumoHHOro YO4OCTOBEPEHUs JleKapCTBEHHOro npenapaTta Ha
NPUHATUE NPETEH3NI OT NOTPebUTENS;

8) NpoeKkTbl MakeToB NEPBUYHOM YNAKOBKM U BTOPUYHOM YNAKOBKM JIEKAPCTBEHHOIO
npenapaTa ans BETEPUHAPHOro NPUMEHEHNS;

9) cnegywowme cBefeHUst O JleKapCTBEHHOM npenapate Ans BeTepUHapHOro
NPUMEHEHUS:

a) onuMcaHMe W CcocCTaB JIeKapCTBEHHOro nmnpenapata Afs BeTepUHapPHOro
NPUMEHEHUS;

0) onucaHue hapmaueBTUYECKON pa3paboTku;

B) onucaHue npolecca Npor3BoacTBa U ero KOHTPONs;

) onucaHme KOHTPONSA KPUTUYECKMX CTaguMh MNPOM3BOLCTBA M MPOMEXYTOYHON
npoayKuuu;

MHdopmaumsa 06 u3mMeHeHusX:
®edeparnbHbim 3akoHoOM om 13 utons 2015 e. N 241-03 e nodrnyHkm "0" nyHkma 9
yacmu 3 cmambu 17 Hacmosuwe2o PedeparibHo20 3aKOHa 8HECEHbI USMEHEHUS

CmMm. mekcm rnodriyHkma & rnpeobiOyuwel pedakyuu

A) HauMeHoBaHWs W agpeca paspaboTyuka, Aepxartens wnu Bragensua
pPErncTpaLmMoHHOro YyOoOCTOBEPEHUS JIeKapCTBEHHOro mnpenapara, Npou3BOACTBEHHbIX
nnowanok nNpou3BOOMTENSA  JIEKAPCTBEHHOro  rnpenapata And  BETEpPUHapHOro
NPUMEHEeHNS;

e) hapmavneBTU4eckasd COBMECTUMOCTb;

X) MUKpOBMONornyeckne xapakTepPUCTUKK;

3) MatepuanbHbIn BanaHc A4ns NPON3BOACTBA CEPUM rOTOBOMO NPOAYKTA;

N) onNncaHue XapakTePUCTUK U CBONCTB YNaKOBOYHbIX MaTepuasioB U yKynopoYHbIX
CPeAacTs;

K) AOKYMEHTanbHOE NOATBEPXKAEHNE (Banuaauuns) NpoLeccoB U (M) NX OLEHKa;

n) TpeboBaHMss K KayecTBy BCMOMOraTenbHbIX BeLwecTB (cepTudmkar,
crneundurkaumna Ha BcnomoraTterbHble BelecTBa U ux obocHoBaHue);

M) aHanuTuyeckme METOAMKW, WUCMOfb3yeMble MNPU OCYLLUECTBIIEHUN KOHTPOMS
KayecTBa BCNoMoOraTesnbHbIX BELLECTB;

H) [OKyMeHTarbHOe MOATBepXaeHne (Banugaumsa) aHanuTUYecKnx METOANK,
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MCNONb3yeMbIX NPU OCYLLLECTBIIEHNUM KOHTPOMNA KayecTBa BCNOMOraTesbHbIX BELLECTB;

0) UHdopmauma 06 MCNobL30BAHUN BCOMOraTeNbHbIX BELECTB YernoBEYEeCKOro u
YXMBOTHOIO NMPOUCXOXOEHUS;

n) nHpopmaumnsa o6 NCNonb3oBaHMM HOBbIX BCMOMOraTernbHbIX BELLECTB;

p) TpeboBaHMA K KayecTBY JlEeKapCTBEHHOro npenaparta ans BeTepuHapHOro
NpUMeHeHns (cepTudpmkat, crneunmukauma Ha nekapcTBEeHHbIM npenapar UM UX
obocHoBaHue);

C) aHanuTudeckme METOAMKN, MWCNOoSib3yeMble MpU  OCYLLECTBIIEHUN KOHTPOMS
KadecTBa JieKapCTBEHHOro npenapaTta ass BEeTePUHAPHOro NPUMEHEHUS;

T) [OOKYMeHTanbHoe MoATBepXaeHne (Banugaums) aHanuMTUY4ecKuX MeToauk,
NCNONb3yeMbIX MPU OCYLLLECTBIEHNUM KOHTPOMA KayecTBa fleKapCTBEHHOMO npenapara Ans
BETEPUHAPHOIO NPUMEHEHNS;

y) QAOOKYMEHT, MOATBEPXOAKLININ Ka4YecTBO JEKApCTBEHHOro npenapara Tpex
NPOMBILLAIEHHBIX Cepuin (NPOTOKOST aHanmsa unu ceptudukat aHanmsa), ogHa cepus
KOTOPOro AofmkHa coBnagaTb C cepuern obpasua nekapCTBEHHOro npenapaTta, NoOAaHHOro
Ha perncTpaumnio;

&) XxapakTepuctmka npuMecen;

X) nepeyvyeHb CTaHOapTHbIX 060pasuoB, WCMNOMNb3yeMbIX MPU  OCYLLECTBIEHUN
KOHTPONS KayecTBa fiekapCTBEHHOMO npenapara Ana BETEPUHAPHOro NpUMEHEHNS;

L) AdaHHble O CTabunbHOCTM JIeKapCTBEHHOrO npenaparta nna BeTepuHapHOro
NPUMEHEHUS;

10) Konusa AOKYMeHTa, cogepkallero tHgopmaumio 0 Hanndnm nnu ob oTCyTCTBUM
¢rakToB perucrpauum nekapcTBEHHOro rnpenapara And BETEPUHAPHOro NpUMEHEHUs 3a
npeaenamun Poccuinckon degepaumu;

MHopmaums 06 usmeHeHusix:
®edeparbHbim 3akoHOM om 13 utons 20156 e. N 241-03 e nyHkm 11 yacmu 3
cmambu 17 Hacmosiweao ®edeparibHO20 3aKOHa BHECEHbI USMEHEHUS

CmMm. mekem riyHKma 8 rpedbidywed pedakuuu

11) cornacve B NMUCbMEHHOW popMe, NPedyCMOTPEHHOE 4YacTbid 7 HaACTOSILWEN
cTaTbM, B Criydae permcrpawmm BOCNPOM3BEAEHHOMO SIeKapCTBEHHOIO npenapara;

12) KOnNusa AOKyMeHTa Ha pyCCKOM S3blke, 3aBEPEHHOro B YCTAHOBIIEHHOM MOpPsiKe
N noaTeBepXxaaroLlero npaBOMOYHOCTb 3asiBfIEHNUA O roCydapCTBEHHOW perucrpaumm
neKkapCTBEHHOro npenapaTa Ans BeTepUHApPHOro NpMMeHeHns (4OBEPEHHOCTD).

4. [pn npoBedeHUN YCKOPEHHOW Mpoueaypbl 9SKCNepTu3bl NeKapCTBEHHOrO
npenapara ansa BeTepuHapHOro NpUMeEHeHUs B LLeNsX ero rocyaapCcTBEHHON permcrpauum
MOXeT npeacTaBnATbCsa WMHGOPMaUMA, MOfydYeHHass Npu NpPoBeAEeHUUN  KIMHUYECKUX
nccnegoBaHMin NiekapCTBEHHOIo npenapata n onybrnvkoBaHHas B creumMann3npoBaHHbIX
NeYyaTHbIX WU3OaHUsSX, a Takke [OOKYMEHTbl, cofepXawue pesynbraTbl UcCreaoBaHus
OMO3KBMBANEHTHOCTN NEeKapCTBEHHOMO npenapara Ans BeTepuHapHOro NpuMeHeHus:.

5. Ha oakcneptnsy pasnnyHbiX JeKapCTBEHHbIX OPM OOHOMO M TOro Xe
neKkapCTBEHHOro npenapaTa ns BeTepMHApPHOro NpMMEHeHNsa 3aaBuTeNb npeacrasnsaer
OTAesNbHbIEe 3adBMNEeHUs N PerncTpaumoHHble JOCbE Ha KaXayl NeKapCTBEHHYHO hopMmy.
Mpun ycnoBun ogHOBPEMEHHON Modadn Ha 3KCNepTuU3y OOHOW feKapCTBEHHOW popMbl C
pasnNMYHbLIMN OO3UPOBKOW, KOHUEHTpaumen, obbemomM 3asBuTerb MpeacTaBnseT OAHO
3asiBNeHne N pernctpaumMoHHOe A0Cbe C NPUITOXKEHNEM MaKeTOB YMaKOBOK Ha KaXKayto
AO03UPOBKY, KaXXOYyH KOHUEHTpauulo, Kaxablh Oo6beM W Kaxpgoe KonmyecTBO 03 B
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ynakoBke.

6. 3asBuTenb BnpaBe MNpeacTaBUTb MO COOCTBEHHOW WHWUMATMBE BMECTE C
3asBrieHneM O TrOCydapCTBEHHOW perucTpaumMm JiekapCTBEHHOro npenapata gnsg
BETEPMHAPHOIO MPUMEHEHUS OOKYMEHTbl, MOATBEpXAalowme ynnaty rocygapCrBeHHON
MOWNMWUHbI W YKasaHHble B MyHKTe 7 4actu 2 Hactodwen crtatbn. B crnydyae wux
HenpeacTaBNeHnsl  COOTBETCTBYHOLMA  YMOMHOMOYEHHbIM  bedepanbHbii  OpraH
NCMONMHUTENBLHOW BracTu npoBepseT akT ynnaTtbl 3asBuTENeM rocyaapCTBEHHOMN
NOLWNMHLI NOCPEACTBOM WCMOMb30BaHMUSA MHpopMauun o6 ynnaTte rocyaapCTBEHHOM
MNOWNWHbLI, cogepxawenca B [ocyoapCTBEHHOW WHAOPMALMOHHOW cUCTEME O
roCyaapCTBEHHbIX W MYHUUMNANbHbLIX MfaTtexax, Ha OCHOBaHMWM MpeacTaBrieHHbIX
3asBMTErNeM KOnum JOKYMEHTOB, NOATBEPXAAoLWMX ynaTy rocyaapCTBEHHON NOLUSIUHBI.

7. He ponyckaeTca wucnonb3oBaHME B KOMMEPYECKUX Lensx WHdopmauum o
pesyrnbratax OOKIUHUYECKUX WUCCIedoBaHUN NeKapCTBEHHbIX CPeACTB WU KIMHUYECKUX
MCCrnefoBaHNN  NEeKapCTBEHHbIX MNpenapaTtoB A4S BETEPUMHAPHOro  MPUMEHEHUS,
npeacTtaBrieHHON 3adBuTENneM [Ans roCcydapCTBEHHOW perucTpaumm  nekapcTBEHHbIX
npenapaTtoB, ©e3 ero cornacuMss B Te4yeHWe WecTU JieT C Aartbl rocydapCTBEHHOM
perucTpauum pedepeHTHOro fiekapCcTBeHHOro npenapata B Poccunckon ®enepaunu.
FAPAHT:

CM. KomMMmeHTapum K ctaTbe 17 HacToswero deneparnibHOro 3akoHa

MHdopmaumsa 06 u3mMeHeHusX:

®edeparibHbIM 3aKoHOM om 22 Oekabps 2014 2. N 429-03 HaumeHo8aHUe cmambu
18 Hacmosiwe2o ®edeparibHO20 3aKOHa U3/I0XKEHO 8 HOBOU pedaKkyuu, ecmynarouiel
g cuny ¢ 1 urnsa 2015 a.

CmMm. mekem HaumeHo8aHUs 8 rnpedbidyuwel pedakuyuu
Crtatbs 18. lNogaya n paccMoTpeHne 3asaBreHNs O rocygapCTBEHHOM perncTpaumnm
nekapcTBEHHOro npenapara ans MeguumMHCKoro NpuMeHeHus
MHdopmaumsa 06 nameHeHusx:
®edeparibHbIM 3aKoHOM om 22 Oekabpsi 2014 2. N 429-®3 yacmb 1 cmambu 18
Hacmosiwezo ®edeparibHO20 3aKOHa U3/10KeHa 8 HO8oU pedakyuu, ecmynaruwel 8
cuny ¢ 1 urons 2015 e.

CM. mekem Yyacmu 8 npedbidywieli pedakuyuu

1. [Ona rocygapCTBEHHOW pernctpauum JiekapCTBEHHOro npenapaTta  Ans
MEeOULMHCKOTO MPUMEHEHNA topyandeckoe nuuo, OeucTByolwee B COBCTBEHHbIX
MHTepecax U1 ynosiTHOMOYEHHOEe NpeaCcTaBNATb MHTEPEChl APYroro puandeckoro nvua
N 3aaBnsoLLee NekapCTBEHHbIV NpenapaT Ha rocyAapCTBEHHYIO perucTpauuio (ganee B
HacTosiLen cTaTbe - 3asBuUTeNb), NpeacTaBnseT B YNOSIHOMOYEHHbIN drefepanbHbIn
opraH MWCMNOMNHUTENBbHOM BMNAcTW, OCYLLECTBASKLWMIA rOCYyOapCTBEHHYIO perucTpauuio
neKapCTBEHHbIX MpenapaToB AMs MEeOULMHCKOrO NPUMEHEHNS, B 3NIEKTPOHHON hopme U
Ha BymMaxHOM HocuTene 3asiBfieHne O rocyJapCTBEHHOW peructpaumm nekapcTBEeHHOro
npenapata ONA MeOWUMHCKOrO MNPUMEHEHUs, a TaKkke B Mopsaake, YCTaHOBIIEHHOM
YNONMHOMOYEHHbIM defieparnbHbiM OpPraHOM WCMOMHUTESNTbHON BracTu, B 3NEKTPOHHOM
dopme 1 Ha ByMaHOM HocuTene HeobxoauMble LOKYMEHTbI, U3 KOTOPbIX hopMupyeTtcs
perncTpaLmMoHHOe A0Cbe Ha NleKapCTBEHHbIN npenapart Ass MeaAnUUHCKOro NpUMEHEHMS.

MHdopmaumsa 06 nameHeHusx:
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®edeparibHbiM 3aKOHOM om 22 0ekabpsi 2014 2. N 429-®3 yacmeb 2 cmambu 18
Hacmosiue2o ®edeparibHO20 3aKOHa U3/IoXeHa 8 Hosol pedakyuu, ecmynarouwel 8
cuny ¢ 1 uronsa 2015 a.

CmMm. mekem Yacmu 8 rpedbioywel pedakyuu

2. B 3agBneHuun o rocygapCTBeHHOW perncTpauunmy fiekapcTtBeHHOro npenapara gns
MEeANLUNHCKOro NPUMEHEHUS YKa3blBalOTCSA:

1) HauMmeHOBaHME W agpec 3asBUTENs W NPOM3BOAUTENSA NEKapCTBEHHOMO
npenapata Ansg MeOuUMHCKOro MNpPUMEHEHUS W agpec MecTa OCYLLEeCTBfIeHUS ero
npou3BoacTBa (B Criydae HanuMyuusi HECKONbKMX YYaCTHMKOB Mpouecca npou3BOACTBa
HeobXoOMMO yKa3aTb KaXKAOro yy4acTHMKa B COOTBETCTBUM C OCYLLECTBNSAEMON CTagauen
Npon3BoacTBa);

2) HauMeHOBaHWEe feKapCTBEHHOro npenapaTta And MeauuUUHCKOrO MpUMEHEHUN
(MexxgyHapogHoe HenaTteHTOBaHHOE, UMK rPYNMNMPOBOYHOE, UM XMMUYECKOE U TOProBoe
HanMeHOBaHUSA);

3) nepeveHb OENCTBYIOLWMX W BCNOMOraTesibHbIX BELLECTB, BXOASWMX B COCTaB
nekapCcTBEHHOro npenapara gna MeauuMHCKOro nNpMMeHeHusd, ¢ ykazaHnemM Konuyectsa
KaXKaoro nu3 Hux;

4) nekapcTtBeHHas popma, 4O3MpPOBKaA, CNOCObbI BBEOEHUS U NMPUMEHEHMUS, CPOK
rOAHOCTU NEKapCTBEHHOrO npenapara ans MeamunuHCKoro NpUMeEHeHus;

5) (pbapmakoTepaneBTMyeckas rpynna, Kog aHaToMo-TepaneBTUYECKO-XMMUYECKON
Knaccuukaummn, pekomeHgoBaHHoOW BcemumpHoOW opraHuMsaumen 34paBOOXpPaHEHUS,
3asiBndemMble MNokasaHusi Ons  NPUMMEHEHUs NeKapCTBEHHOro npenapata And
MEANLMNHCKOrO NPUMEHEHUS;

6) oOTcyTCcTBME HEobXOoOMMOCTM NpefocTaBfieHMs oT4yeTa O  pesyrnbraTtax
KNWHMYECKOrO UCCenoBaHna, uccnenoBaHnss OMOSKBMBANEHTHOCTU NEKapCTBEHHOMO
npenaparta, paspeLlleHHoro Ansi MeauuuHcKoro npumMmeHenus B Poccuinckon ®epgepaunm
bonee gBaguaTu NeT, C ykazaHMEM HOPMAaTMBHbIX MPaBOBbIX aKTOB, MOATBEPXKOALLNX
AaHHbIN CPOK MPUMEHEHNS;

7) HeobxoaMMoCTb 0hOpMITIEHNA pa3peLLeHns Ha BBO3 B Poccunckyro deagepaumio
KOHKPETHOW  MapTuM  3aperncTpupoBaHHbIX U (UNKW)  HEe3aperncTpUMpoBaHHbLIX
NeKapCTBEHHbIX  CPeACTB, NpedHasHayeHHbIX AN NPOBEAEHUS1  IKCMepTu3bl
neKapcTBEHHbIX CPeacTB B LieNsAX rocygapCTBEHHOM pernctpauum;

8) HeobxooMMOCTb NPOBEAEHUSA IKCMEPTM3bl JOKYMEHTOB, NPenCTaBNEeHHbIX ANns
onpegeneHnss  BO3MOXHOCTM  paccMaTpuBaTb  JIEKAPCTBEHHbLIA  npenapat  ans
MEANLUMNHCKOTO MNPUMEHEHUST MPU  OCYLLECTBNEHUM TFOCYAAPCTBEHHON perncrpaummn B
KadyecTBe opdraHHOro NnekapCTBEHHOro npenapara;

9) HeobXOOMMOCTb  MNPUMEHEHUSI  YCKOPEHHOM  npoueaypbl  3KCNepTu3bl
NeKapCTBEHHbIX CPeAcTB B LUendx rocyaapCTBEHHOW perncrtpauum fekapcTBEHHOro
npenaparTa;

10) KOnMMM JOKYMEHTOB, NOATBEPXKAAKLWNX YNaTy rocygapCTBEHHOW MOLUSNHBI:

a) 3a NpoBedeHne IKCNepTU3bl JOKYMEHTOB, NPeACTaBNeHHbIX ANs onpeaeneHuns
BO3MOXHOCTM  paccMaTpuBaTb JIEKApPCTBEHHbIM  npenapar Ans  MeauuMHCKOro
NPUMEHEHNS NPU  OCYLLUECTBIIEHMM TOCYOAPCTBEHHOWM perucTpaumMm B KadecTBe
opdaHHOro SiekapCTBEHHOrO npenapara;

0) 3a NnpoBeAeHNE IKCNEPTU3bl KAa4YeCTBa JIEKAPCTBEHHOIO CPEeACTBa U 3KCNepPTU3bI
OTHOLUEHUS OXMOAEMOW MOfb3bl K BO3MOXHOMY PUCKY MNPUMEHEHUSI JIeKapCTBEHHOro
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npenaparta, paspeLlleHHOoro ans MeguuuHcKoro npumeHenus B Poccuinckon ®epepaunu
bonee pgBaguatuM  neT, NpU OCYLWECTBNEHUM T[OCyOapCTBEHHOW  perucrpauuu
rnekapCcTBEHHOro npenapara;

B) 3a NnpoBefeHMe IKCNepTM3bl Ka4ecTBa fIeKapCTBEHHOIO CpeacTBa U SKCNepTU3bl
OTHOLUEHUS OXMOAEMOW MOnb3bl K BO3MOXHOMY PUCKY MNPUMEHEHUS JeKapCTBEHHOro
npenapaTa ans MeauLMHCKOro NPUMEHeHUs Npu ero rocyaapcTBEHHON permcrTpaumm;

) 3a NnpoBeAeHNe 3KCNepTU3bl Ka4yecTBa NeKapCTBEHHOrO CpeacTBa M aKCnepTusbl
OTHOLUEHUS OXMOAEMOW MOMb3bl K BO3MOXHOMY PUCKY NPUMEHEHUSI JIeKapCTBEHHOro
npenapata AN MeOUUMHCKOrO MNPUMEHEHUS,, B OTHOLLUEHWW KOTOPOro MpOBeAEHbI
MeXOyHapoaHble MHOIOLEHTPOBbIE KIMHUYECKMEe WCCneoBaHus, 4YacTb U3 KOTOPbIX
npoeegeHa B Poccuickon degepaumn, npu OCYLLECTBIIEHUN  rOCYyAapCTBEHHOW
perncrpaumm nekapCTBEHHOro npenapara;

11) Hannume cornacusi NPoM3BoaUTENS fIeKapCTBEHHOrO nNpenapara, NpPou3BOACTBO
KOTOPOro ocyulectsnsieTca 3a npegenamu Poccuickon denepaummn, Ha npoBedeHue
WMHCNEKTUPOBaHNS NPOU3BOANTENS HA COOTBETCTBUE TpeboBaHMSM MNpaBus Haanexawen
NPON3BOACTBEHHOW NPaKTUKK;

12) Hanuyune cornacusi, NpegyCMOTPEHHOro YacTeto 18 HacTosLWen cTaTbMy;

13) yKasaHue Buga feKapCTBEHHOro npenapaTta, npeacTaBleHHOro Ha
pernctpaumio  (pedepeHTHbIM  NeKapCTBEHHbLIM  MpenapaTt,  BOCMPOM3BEOEHHbIN
rnekapcTBEHHbIN npenapart, buonornyecknin nekapcTBeHHbI npenapat, bnoaHanoroBbIn
(6ronogo6HbIN) neKkapCTBEHHbIN npenapart (bnoananor), romMmeonaTu4eckum
neKapcTBEHHbIN Npenapar, NekapCTBEHHbIM pacTUTENbHbIM Npenapar).

MHopmaums 06 usmeHeHusix:

®edeparibHbIM 3aKoHOM om 22 0ekabpsi 2014 2. N 429-®3 yacmb 3 cmambu 18
Hacmosiwe2o PedepasibHO20 3aKOHa U3/IoXXeHa 8 Hogou pedakuuu, ecmynarouel 8
cuny ¢ 1 saHeaps 2016 a.

CmMm. mekcm Yacmu 8 rpedbioyuwel pedakyuu
3. PeructpaunoHHoe [Oocbe Ha feKapCTBEHHbIM npenapaT Ans MeAUUMHCKOro
NPUMEHEHUN NpeaocTaBnseTcs B gopme ObLLEro TEXHUYECKOrO JOKYMEHTA.

MHopmaums 06 usmeHeHusix:

®edeparibHbiM 3aKOHOM om 22 0ekabpsi 2014 2. N 429-®3 yacmeb 4 cmambu 18
Hacmosiue2o ®edeparibHO20 3aKOHa U3IIoXeHa 8 Hogol pedakyuu, ecmynarouwel 8
cuny c¢ 1 sHeaps 2016 a.

CmMm. mekcm Yacmu 8 rpedbioyuwel pedakyuu

4. Pasgen gOKyMeHTauun aaMUHUCTPaTMBHOMO XapakTepa BKtoYaeT B cebs:

1) 3asBNeHMe O rocygapCTBEHHOW pPerncTpauumn nekapcTBEHHOro npenapara Aans
MEeOULIMHCKOrO MPYMEHEHUS B ANIEKTPOHHON hopMe 1 Ha ByMaXkHOM HOCUTENE;

2) KONUIO OOKYMEHTA Ha PYCCKOM SA3blKe, 3aBEPEHHOr0 B YCTAHOBIIEHHOM MopsaaKe
N MOATBEPXAAlLWEero npaBOMOYMHOCTb  3asABUTENs  NofdaBaTb  3asiBflieHMe O
rocydapCTBEHHOW perncrtpauun fekapCTBEHHOro npenapata Ans  MeguuMHCKOro
NPUMEeHeHUs (JOBEPEHHOCTD);

3) KOMUK INUUEH3UM Ha NPOU3BOACTBO JEKAPCTBEHHbLIX CPEACTB WU  KOMUIO
3aKIIOYEHNA O COOTBETCTBMM MNPOU3BOAUTENS JIEKAPCTBEHHbLIX CPEeACTB TpeboBaHUAM
npaBusl Hagnexalwen npou3BOACTBEHHOM MPAKTUKWA, BblAaHHbIE YMNOSIHOMOYEHHbLIM
denepanbHbIM - OpraHoOM WUCMOSMIHUTENbHOW BfiacTW, B Criyyae, ecnn Npou3BOACTBO
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nekapCcTBEHHOro npenapara ocywecTsnseTca B Poccunckon depepaumm;

4) KONWK Bbl4AHHOW YMOSTHOMOYEHHbIM OpraHOM CTpaHbl NPOW3BOAUTENS
NNUEH3MN Ha NPOM3BOACTBO FIEKAapPCTBEHHOMO Npenapara n ee NepeBod Ha PYCCKUN A3bIK,
3aBEpPEHHbIE B YCTAHOBNEHHOM MOPSAKE, WM KOMUIKO 3aKMNiovYeHMst O COOTBETCTBUM
Npon3BOOUTENS  NIEKAPCTBEHHbLIX CPeAcTB  TpeboBaHMsM  npaBusl  Hagnexawen
NPOVN3BOLACTBEHHOW MNPAKTUKW, BblAAHHOIO YMNOSHOMOYEHHbIM heaepanbHbiM OpraHoMm
MCMNONHNTENBHON BRacTu, B Cny4vae, ecnu NpOM3BOACTBO NEKAPCTBEHHOrO npenapaTta
ocyllecTBnseTca 3a npegenamm Poccuinckon degepaunm;

5) nNpoeKT WHCTPYKUMKU N0 MEOUUMHCKOMY MNPUMEHEHUIO NEKapCTBEHHOMO
npenapara, cogepxallen cnegyroume CBeaeHus:

a) HanMeHoBaHne nleKapCTBEHHOrO npenapaTta (MexgyHapoaHoe
HenaTeHTOBaHHOE, UMW rPYNNUPOBOYHOE, UM XMMNYECKOE N TOProBOE HAMMEHOBAHUS);

0) nekapcTBeHHasi ¢opma C yKasaHMEM HaAUMEHOBAHUMN W KONMYECTBEHHOMO
coCTaBa [ENCTBYIOLLINX BELECTB M Ka4eCTBEHHOro CocTaBa BCMOMOraTeSibHbIX BELLECTB
(NMpy HEOBXOANMOCTM KONMMYECTBEHHOIO COCTaBa BCNOMOraTefibHbIX BELLECTB);

B) onucaHve BHELLUHEro BWAa fEeKapCTBEHHOro npenaparta Aans MeauLUMHCKOro
NPUMEHEHUS;

r) omsmko-xmmmndeckmne cBoncTBa (Ana pagmodapmaueBTUYECKUX NEKAaPCTBEHHbIX
npenapaToB);

A) apmakoTepaneBTudeckas rpynna, KOA4 JleKapCTBEHHOro npenapata Ans
MEANLNHCKOTO NPUMEHEHMUSI MO aHaTOMO-TepPaneBTUYECKO-XMMUYECKON Knaccnudukaumm,
pekomeHOoBaHHONM BcemupHoOn opraHMsaumen 34paBOOXPAHEHUS, WAW  yKasaHue
"romeonaTmnyeckuin fiekapCcTBeHHbIN Npenapart”;

e) dbapmakognHamumka n hapmakokMHETMKA (3a MCKNIOYEHMEM (hapMaKOKMHETMKM
roMeonaTtuyecknx JeKapCTBEHHbIX MNpenapaTtoB W pacTUTENbHbIX FEKapCTBEHHbIX
npenapaToB);

) NoKasaHusa aAns NPUMEHEHUS;

3) NpOTMBONOKa3aHna s NPUMEHEHNS;

N) Mepbl NPEAOCTOPOXHOCTN NPU NPUMEHEHWUN;

K) yKasaHMe BO3MOXHOCTM U OCOBEHHOCTEN MPUMEHEHUSI NEeKapCTBEHHOMO
npenapaTta ans MeAULMHCKOro NpUMeHeHust 6epeMeHHbIMU XKEHLWMHAMK, XKEHLINHaMN B
nepuoa rpyaHoro BCKapMNuBaHWA, AETbMMW, B3POCAbIMU, UMEKLUMU XPOHUYECKMNE
3aboneBaHus;

n) pexvm 0O3MPOBaHUS, cnocobbl BBEAEHMSI U MPUMEHEHUS, NPU HEOBXO4MMOCTH
BpEMSI MNpMeEMa JeKapCTBEHHOro npenapata And MeOMUMHCKOrO  MPUMEHEHUS,
NPOAOIMKUTENBHOCTL fIe4eHUns1, B TOM YnUCne y AeTen OO 1 Nocne OgHOro roaa;

M) BO3MOXHbIE HeXenaTefbHble peakuMm npu NPUMEHEHUM FNEKAPCTBEHHOMO
npenapaTa aAns MeanuuMHCKOro NPUMeHeHUs;

H) CUMNTOMbI NEPEAO3NPOBKN, MEPLI NO OKa3aHWO NOMOLLN NPU NEPeaO3NPOBKE;

0) B3aMMogencTame ¢ gpyrumm nekapCcTBeHHbIMM NpenapataMmm 1 (Mnn) NMeBbIMu
npoayKTamu;

n) oopMbl BbINyCKa JIeKapCTBEHHOrO Npenapara;

p) ykaszaHue (npu HeobxoaumMocTn) ocobGeHHOCTEN OEWNCTBUS NEKAPCTBEHHOMO
npenapaTa aAns MeauuMHCKOro NpUMeHeHus Npyu NepeomM npuemMe Unm npu ero oTMeHe;

C) onucaHue (Npy HeobxoouMocCTu) OenctBurM Bpada (penbawepa) u (unu)
naumeHTa nNpu Nponycke npuemMa ogHOM UM HECKONbKMX 003 NIEKapCTBEHHOrO npenapaTta
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Ana MeaULMHCKOro NPUMEHEHUS;

T) BO3MOXHOE BNUSHME JIEKAPCTBEHHOrO npenapata Ans MeauLMHCKOro
NPUMEHEHNS HA CNOCOBHOCTL YNPaBnATb TPAHCNOPTHLIMWU CPEACTBAMWN, MEXAHU3MaMWU;

y) CPOK FOAHOCTU M yKasaHue Ha 3anpeT NpuMMeHeHUs fiekapCcTBEHHOro npenapaTta
ANa MeguLUMHCKOro NPUMEHEHUS No UCTEYEHUM CpOKa rOAHOCTY;

@) ycnoBusi XxpaHeHus;

X) YyKasaHue Ha HeobXxoOMMOCTb XpaHEeHUsi NEeKapCTBEHHOro npenapaTta Ans
MEeANLNHCKOrO NPUMEHEHUS B MeCTax, HeOCTYMHbIX ANs OeTeu;

L) ykasaHue (npy HeobXo4MMOCTM) cheumanbHblX Mep NpeaoCTOPOXHOCTU MNpu
YHUYTOXEHUN HEUCNONb30BaHHbIX JNEeKapCTBEHHbIX MpenapaTtoB AN MeOgULMHCKOro
NPUMEHEHUS;

4) yCrnoBus oTnycka;

L) HaMMEHOBaHMS WU agpeca MPOM3BOACTBEHHbLIX MNOWAaAoK MNpoOn3BOaUTENS
neKapCcTBEHHOro npenapara;

L) HauMMeHOBaHMEe, agpec opraHu3auumm, YMNOSTHOMOYEHHOW aepXaTenem Wwunu
BnagenbLuemM permcTpauuoHHOro YAOCTOBEPEHUA JleKapCTBEHHOro npenapara Aans
MEANLMNHCKOTO NPUMEHEHUS HA MPUHATUE NPETEH3UI OT noTpebuTens;

6) WHCTPYKUMIO NO MEAUUMHCKOMY MNPUMEHEHUID UMW KPaTKY XapakKTepUCTUKY
neKapCcTBEHHOro npenapara, yTBep)XAeHHble B CTpaHe Npon3BOANTENS;

7) NPOEKTbl MAaKeTOB NEPBUYHOWN YNAKOBKN U BTOPUYHOW YNAKOBKN fIEKAPCTBEHHOIO
npenaparta ans MeamumMHCKOro NpuMeHeHus;

8) nMpOeKkT HOpMaTMBHOM [LOKYMEHTauuuM WM HOPMATUBHOIMO [JOKYMEHTa Ha
NeKapCcTBEHHbIN  npenapar Ans  MEeOVMUMHCKOrO  nNpuMeHeHuss nmbo  ykasaHue
COOTBETCTBYOLEN (DapMaKOMNeNHON CTaTbMu;

9) OOKYMEHT, cogepxawmi nHdopmaumo 0 Hannimm nnu ob oTcyTCcTBUKM (hbakToB
perMcTpauum nekapcTBEHHOro npenapata Aansg  MeguvuuHCKOro npuMEHeHusa  3a
npeanenamn Poccnnckon depepaumu;

10) KkonMMM  OOKYMEHTOB, 3aBEPEHHbIX B  YCTAHOBMEHHOM MoOpsigke WU
noaTBepXAawLWmMX akT perncTpaumm JieKapCTBEHHOro rnpenapata B WMHOCTPaHHbLIX
rocygapcTBax B kKayecTBe opdaHHOro nekapCTBEHHOro npenapara;

11) nnaH ynpaBneHus puckamm ans 6uonornvyeckux nekapCcTBEHHbIX NpenapaTtos
Ana MeaULUMHCKOro NPUMEHEHNS;

12) OOKyMeHT o cucteme dapmakoHaas3opa Aepxartens wnu Bnagenbua
perncTpaumMoHHOro yaoCTOBEPEHUS NIeKapCTBEHHOrO npenapara;

13) OOKyMEHT, noATBEPXAalLWMi KavyeCTBO JIEKAPCTBEHHOro npenapara Tpex
NPOMBILLMIEHHBIX Cepuin (NPOTOKOST aHanmsa unu ceptudukat aHanmsa), ogHa cepus
KOTOPOro [OOfkHa coBnagatb C cepuvenn obpasua nekapCcTBEHHOrO npenapaTta Ans
MEeANLNHCKOrO NPUMEHEHUS, NPeaCcTaBIEHHOrO Ha rocyAapCTBEHHYO perncTpauuio.

MHopmaums 06 usmeHeHusix:

®edeparibHbIM 3aKoHOM om 22 0ekabpsi 2014 2. N 429-®3 yacmb 5 cmambu 18
Hacmoswe2o PedepasibHO20 3aKOHa U3/IoXXeHa 8 Hogou pedakuuu, ecmynarued 8
cuny c 1 saHeaps 2016 a.

CmMm. mekcm Yacmu 8 rpedbioyuwel pedakyuu
5. Pasgen xumwudeckoun, dapmaueBTUHecKOn U BUonorndyeckon OOKyMeHTauum
BKNOYaeT B cebs OOKyMeHTbl, cogepxawue uHhpopMaunio o dapmaueBTUYECKON
cybCTaHUMM 1 NekapCTBEHHOM npenaparte Ans MeAUUUMHCKOro NpUMeEHeHus, npolecce
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ero Npou3BOACTBA N MeToAax KOHTPOSS KavyecTBa, B TOM YUChe:

1)  KonNuio  [OKYMEHTa, coaepXkallero crnegywouwyr  mHdopmaumio 0
dapmaueBTuyeckon cybctaHuMm mnu apmaueBTUYECKMX CyOCTaHUMSX, BXOOAWMX B
COCTaB NekapCTBEHHOro Npenapara:

a) HaumeHoBaHWe dapmaueBTMyeckon cybcTaHuuK, ee CTpykTypa, obuiue
CBOUCTBA;

0) HaumMeHoBaHWe 1 agpec NPOU3BOANTENS;

B) TEXHOMNOrMs MpoM3BOACTBA C OMNWCaHMEM CTaaun MNPOM3BOACTBA WU METOAOB
KOHTPOMSA Ha BCeX CTagusix NPOU3BOACTBA;

r) onucaHne paspaboTkm npoLecca Npon3BoACTBa;

) OnucaHue KOHTPOSS KPUTUYECKMX CTagun MNpOU3BOACTBA M MPOMEXYTOYHOM
NpoAayKuuu;

€) JOKYMeHTanbHoe NOATBEPXAeHNe (Banvaauns) npoLueccos 1 (Unn) nx OLEHKa;

) CBOMCTBA M CTPYKTYpa AENCTBYHOLLMX BELLECTB;

3) XapakTepucTmka npuMecen;

n) cneundukaums Ha papmaueBTUYECKY0 CyOCcTaHLMIO N ee 060CHOBaHME;

K) aHanuTuyeckne MeTOAMKM, WUCMOoNb3yeMble MNpU OCYLLEeCTBIEHUUM KOHTPONS
KayecTBa hapMaLeBTMYECKON CybCcTaHumu;

n) [OKyMeHTanbHOe noaTBepXaeHve (Banupauusl) aHanuTUYeCcKUX MEeTOAWK,
MCNONb3yeMbIX MPU  OCYLIECTBNIEHUMM  KOHTPONSA KayecTBa (papmaleBTU4ECKON
cybcTaHumm;

M) pesynbTaTbl aHanuaa cepumn hapmaueBTnyeckon cybctaHumm;

H) nepevyeHb CTaHAApPTHbIX o06pas3uoB WM  BeELLECTB, WCMNOMb3yeMblX Mpu
OCYLLIECTBNEHUN KOHTPONS Ka4yecTBa;

0) OnucaHne XapakTepUCTUK U CBOMCTB YMaKOBOYHbIX MaTepuanoB U YKYNOPOYHbIX
CPEAcCTB;

M) AaHHble O CTabUNbHOCTU hapMaLleBTUYECKON CyOCTaHLuK;

p) CPOK rogHOCTH;

2) OOKYMEHT, cofepxalumMi crnegylolwmne cBefeHus O nekapcTBEHHOM npenapare
AN MEANLMHCKOrO NpUMEHEHUS:

a) onuMcaHnMe W CoCTaB JieKapCTBEHHOro npenapata pAngd MeauuuHCKOro
NPUMEHEHUS;

0) onucaHne papmaueBTnyeckon paspabotkm (obocHoBaHME BblbOpa cOCTaBa,
NEPBMYHON YNAKOBKN N NHOTO);

B) TEXHOMNornms npousBoAcTBa C OMNWCaHMEM CTaaun MNpPOM3BOACTBA U METOA0B
KOHTPOMSA Ha BCEX CTaausiXx MPON3BOACTBA;

) onucaHuMe KOHTPONSA KPUTUYECKMX CTaguMih npouecca MpouM3BOACTBA WU
MPOMEXYTOYHON NPOAYKLMM;

[) HauMeHOBaHWe N agpec MecTa OCYLLECTBEHNSA NPOM3BOACTBA fNIeKapCTBEHHOMO
npenapara Ansi MeguMuUMHCKOro NpUMeEHeHUs (B Crlydae Hanmymsi HECKOSbKMX Yy4aCTHUKOB
npouecca nponsBoAcTBa HEOHXOAMMO yKasaTb KaXK4oro 13 HuX);

e) hapmavreBTUYeckasd COBMECTUMOCTb;

X) MUKpoBUMonornyeckne xapakTepucTmkm;

3) maTepmanbHbIi 6GanaHc Ans NPon3BOACTBA CEpUM rOTOBOIO NPOAYKTA;

N) oNUcaHMe XapakTEPUCTUK U CBONCTB YNaKOBOYHbIX MaTepuasioB U yKyNnopoOYHbIX
CPEAcCTB;



K) OOKYMeHTanbHOe noaTeepXxaeHve (Banugauusi) npoLeccoB Npou3BoAcTBa U
(1K) nx oueHka;

n) TpeboBaHMs K KayecTBy BCMoOMoOraTenbHbIX BelwecTB (cepTudmkar,
crneundurkaumnsa Ha BCrnomoraTterbHble BELLECTBa U UX 060CHOBaHME);

M) aHanuTuyeckue MeTOOMKM, MWCMOofb3yeMble MNpU OCYLLECTBIIEHUN KOHTPONS
KayecTBa BCNoOMOraTernbHbIX BELLECTB;

H) [OOKYMeHTanbHoe noaTBepXxaeHve (Banugauusl) aHanuTU4ecKnx MeTOAWK,
MCNONb3yeMbIX MPU OCYLLECTBIEHUM KOHTPOMS Ka4ecTBa BCNOMOraTesbHbIX BELLECTB;

0) MHpopmaums 06 nCNoNb30BaHUN BCNOMOraTernbHbIX BELLECTB YeroBe4YecKoro u
XMBOTHOMO NPOUCXOXOEHUS;

n) nHgopmMaumsa 06 NCnonb30BaHMM HOBbIX BCMOMOraTesibHbIX BELLECTB;

p) TpeboBaHMA K KayecTBy JI€KapCTBEHHOro npenapata Aans MeguuMHCKOro
NpUMeHeHus (cepTudumkat, cheunmkauma Ha nekapcTBEHHbI npenapat M UX
obocHoBaHue);

C) aHanuTu4eckne MeTOAMKM, WCNOMb3yeMble MpPU OCYLLECTBIEHUN KOHTPOIS
KayecTBa NIeKkapCTBEHHOro npenapaTta Ansi MEAULUHCKOro NPUMEHEHWS;

T) [OOKYMeHTanbHOe noaTBepXaeHve (Banupaums) aHanuMTUYeCcKUX METOANK,
MCNoNb3yeMbiX MPU OCYLLECTBEHMM KOHTPOMNS KadecTBa NlekapCTBEHHOro npenapara ans
MeOULMHCKOrO NMPUMEHEeHUs;

y) pesynbraTbl aHanu3oB Cepui NeKapCTBEHHOro npenapata Ans MeauuMHCKOro
NPUMEHEHUS;

) XxapakTepuctmka npumecen;

X) nepevyeHb CTaHOapTHbIX 00pasLoB, MWCMNOMb3yeMbIX MNPU  OCYLLECTBIIEHUM
KOHTPOMS KayecTBa JiekapCTBEHHOIo npenapara ans MeAULMHCKOro NpUMEHEHIS;

L) AaHHble O CTabunbHOCTM feKapCTBEHHOro npenapata And MeguuMHCKOro
NPUMEHEHMS.

MHopmaums 06 usmeHeHusix:

®edeparibHbIM 3aKoHOM om 22 0ekabpsi 2014 2. N 429-®3 yacmb 6 cmambu 18
Hacmosiwe2o PedepasibHO20 3aKOHa U3/IoXXeHa 8 Hogou pedakuuu, ecmynaruel 8
cuny ¢ 1 saHeaps 2016 a.

CmMm. mekcm Yacmu 8 rpedbioyuwel pedakyuu
6. Pasgen cdapmakonorndeckon, TOKCUKONOrMYECKOM AOKYMEHTaLuMu BKIKOYaeT B
cebs oT4eThbl O pesynbratax OOKIIMHUMYECKUX UCCreaoBaHU NeKapCTBEHHOrO cpeacTtea
Ans MeQULMHCKOrO NPUMEHEHNS, B TOM YuCre:
1) oT4eT 0 hapMakogUHaAMUYECKUX UCCNEAOBAHUSX;
2) OTYET O (papMaKOKNHETUYECKUX NCCNEeOOBaHNSAX;
3) OTYET O TOKCUKONOMMYECKNX UCCefOBaHUSX.

MHopmaums 06 usmeHeHusix:

®edeparibHbiM 3aKOHOM om 22 0ekabpsi 2014 2. N 429-®3 cmambsi 18 Hacmosuweao
®edeparibHO20 3aKoHa OoriofiHeHa Yacmeto 7, sacmynatowied 8 cury ¢ 1 sHeapsi 2016
2.

7. Pasgen KnMHMYeckoW OOKyMEeHTauMu BKIYaeT B cebsa oTyeTbl O pesynbrarax
KNMUHUYECKNX  WUCCREedoBaHUMW  NIEKapCTBEHHOro  npenapata And  MeguuUMHCKOro
NPUMEHEHUS1, B TOM YUCHE:

1) otyetbl 00 wuccnegoBaHuAX OMOAOCTYNHOCTU UM BGUOIKBMBANEHTHOCTH,
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ncernegoBaHNAxX, YCTaHaBNMBaKOLWMX KOPPENAUMIO pe3yribTaToB, MNOMyYeHHbIX B YCITOBUSAX
in vitro u in vivo;

2) oT4ETbI O (hbapMaKOKMHETUYECKNX UCCNEOOBAHUSAX;

3) oT4eThbl O (hapMakoANHAMUYECKUX UCCIEA0BAHUSX;

4) oTYETbI O KIMHUYECKNX UCCreaoBaHUAX aPEKTUBHOCTU U BE30MACHOCTY;

5) oT4eT O NOCTPErnNCTPaLMOHHOM ONbITE NPUMEHEHUS (MPU HaANUYUK).

MHdopmaums 06 usmeHeHusix:

®edeparibHbIM 3aKoHOM om 22 0ekabps 2014 2. N 429-03 cmames 18 Hacmosiwezo
®edeparibHO20 3aKoHa OoriofiHeHa Yacmeto 8, sacmynatowieu 8 cusy ¢ 1 sHeapss 2016
2.

8. TpeboBaHua K o00bemMy WHpOpMaumMM, nNpeaocTaBnNseMon B CocTaBse
perncTpaumMoHHOro [ocbe, AN OTAENbHbIX BUAOB JEKApCTBEHHbIX MpenapaTtoB AN
MEAULUMHCKOTO MPUMEHEHUS  yCTaHaBNMBAKOTCA  YNOSIHOMOYEHHbIM  dhefeparnbHbIM
OpraHoOM UCMNOSNHUTESbHOW BRACTMU.

MHdopmaumsa 06 nsmeHeHusx:

®edeparibHbIM 3aKoHOM om 22 0ekabps 2014 2. N 429-®3 cmamebs 18 Hacmosiwezao
®edeparibHO20 3aKkoHa OoriofiHeHa Yacmeto 9, ecmynarowieu 8 cusy ¢ 1 sHeapsi 2016
2.

9. B oTHOWeEHMM nekapCTBEHHbIX MNpenapaToB, paspeLlleHHbIX A4S MeAULMHCKOro
npumeHeHns B Poccuinckon depepauum 6Gonee paBaguatyn net (3a UCKNKOYEHUEM
OMONOrMyecknx neKkapCcTBEHHbIX MpenapaToB), AOMYCKAaeTCs BKAOYEHME B COCTaB
pasgena @apMakofiorm4eckon, TOKCUMKONOrMYECKOM  [OOKYMEeHTauuu W pasgena
KNMUHUYECKON JOKYMEHTaLMN BMECTO oTyeTa paspaboTtumka o pesynbratax cOBCTBEHHbIX
AOKITMHNYECKUX MUCCeaoBaHU NeKapCTBEHHbBIX CPEACTB U KIMHUYECKUX MUCCnegoBaHum
neKkapCTBEHHbIX NpenapaTtoB ANd MeOUUMHCKOrO NpUMeHeHus ob63opa HayyHbIX paboT o
pesynbratax OOKMUHUYECKNX WUCCNedoBaHUN NeKapCTBEHHbIX CPeACTB U KIMHUYECKUX
nccneqoBaHNMM OaHHbIX JIEKAPCTBEHHLIX MpernapaTtoB, B TOM YUCIE BKNKOYasi onbiT UX
NOCTPErnMCTPaLNOHHOIO NPUMEHEHUS.

MHdopmaumsa 06 nsmeHeHusx:

®edeparibHbIM 3aKoHOM om 22 0ekabpsi 2014 2. N 429-®3 cmames 18 Hacmosiwezao
®edeparibHO20 3aKkoHa OorioniHeHa Yacmaetio 10, ecmynarowed 8 cury ¢ 1 sHeapsi
2016 e.

10. lpun rocyoapCTBEHHOM perncTpauum BOCNPOU3BELAEHHbIX JfeKapCTBEHHbIX
npenapaToB 4NA MEAULMHCKOro NPMMEHEHNs A0NYyCKaeTCsl BKOYEHNE B COCTaB pasgena
dpapMaKkoriorm4eckon, TOKCUKOSTIOrMYECKOM [AOKYyMEeHTauuMM W pasgena  KiMHUYeCKOMn
AOKYMEeHTaumMm BMECTO oOTyeTa paspabotumka O pesynbratax COBCTBEHHbIX
AOKIMHNYECKNX WCCREeQOBaHUM JeKapCTBEHHbIX CpeacTtB ob3opa HayudHbiXx paboT o
pesyrnbratax QOKIMHUYECKUX UCCreaoBaHnin peddepeHTHOro fiekapCTBEHHOrO npenaparta
N npeactaBfieHMe BMECTO  KMMHUYECKUX  UCCregoBaHMM B MOMAHOM  obbeme,
YCTAHOBMEHHOM pasferioM  KNWHMYECKOW AOOKyMeHTauuu, oTdeTa O pesynbraTtax
nccnenoBaHnin GUO3KBMBANEHTHOCTU BOCNPOU3BEAEHHOIO JIEKapCTBEHHOroO npenapaTta
Anst MeguumMHCKoro npumMeHeHusi. He TpebyeTca npeactaBneHne oTyeTa O pesynbratax
nccnenoBaHnin GUO3KBMBANEHTHOCTU BOCNPOU3BEAEHHOIO JIEKapCTBEHHOro npenapaTta
Ans  MeOUUMHCKOro  MPUMEHEHUS, eCnn  PermcTpupyrotca  BOCNPOu3BeaeHHbIe
neKapCcTBEHHble npenaparbl 419 MeOULMHCKOIO NPUMEHEHUS, KOTOpbIE:

1) npegHasHayeHbl A9 napeHTepanbHOro (MOAKOXHOro, BHYTPUMbBILLEYHOTO,
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BHYTPMBEHHOIO, BHYTPUIMasHoro, BHYTPUMOMNOCTHOrO, BHYTPUCYCTaBHOrO,
BHYTPMKOPOHAPHOIo) BBEAEHUS U NpeacTaBnsoT cobon BoAHbIE pacTBOpPbI;

2) NpeacTaBnAlT cobor pacTBOPbI ANA NepopanbHOro NPUMEHEHNS;

3) npousBedeHbl B dOpMe MOPOLIKOB U nMounmsatoB A58 NPUroTOBIEHUS
pacTBOpPOB;

4) ABNA0TCSA rasamu;

5) 4aBnalTCA  YWHLIMA UM [MNasHbIMW  FIeKapCTBEHHbIMW  NpenapaTtamu,
npounssegeHHbIMU B hOpMe BOOHbIX pacTBOPOB;

6) npegHa3HavYeHbl N9 MECTHOMO MPUMEHEHUSA Y NPUIrOTOBIIEHBLI B (hOpMe BOAHbIX
pacTBOpPOB;

7) npenctaenalOT cobor BOAHblE pPacTBOPbI Afs UCMONb3oBaHUs B opme
NHransumin ¢ NOMOLLbI Hebynansepa nnu B Ka4eCTBe Ha3arbHbIX CIPEEB, NPUMEHSAEMbIX
C MOMOLLbKO CXOAHbIX YCTPOWCTB.

MHdopmaumsa 06 u3mMeHeHusX:

®eldeparibHbIM 3aKOHOM om 22 0ekabpsi 2014 2. N 429-®3 cmamebsi 18 Hacmosiuje2o
®edeparnibHO20 3aKkoHa dorioniHeHa Yacmbto 11, ecmynatowed e cury ¢ 1 aHeapsi 2016
2.

11. lna cny4yaes, ykasaHHbIX B nyHkTax 1 - 3, 5 - 7 yactn 10 HacToslWEeN cTaTbM,
BOCMNPOU3BELAEHHbIN NEeKapCTBEHHbLIN npenapar ans MeanuuHCKOro NpuMeHeHns OOIKeH
cogepxaTb Takme e BCnomMoraTtesibHble BeLLeCTBa B TakUX Xe KOonm4yecTBax, Kak u
pedepeHTHbIN NeKapCTBEHHbIW MNpenapart. Ecnn cocTaBbl BCOMoOraTesibHbIX BELLECTB
pasnuyalroTcd, 3asBuUTeNb  OOMMKEH NpeAcTaBUTb — AoKasaTenbCTBa  TOro,  YTO
NCrornb3yemMble B AaHHbIX KOHLUEHTpauuax BCroMorartesibHble BelleCcTBa He BIIMAKT Ha
BesonacHocTb N (Mnn) adPEKTUBHOCTL fleKapCTBEHHOMO npenapara gngd MeauumMHCKoro
npumMmeHeHus. B cnyyae, ecnu 3assutens He MOXET NpeaCcTaBUTb Takue LoKasaTernbCcTBa
n (M) He wuMeeT [OCTyNa K COOTBETCTBYHOLMM [AaHHbIM, OH [OOSDKEH MNPOBECTU
COOTBETCTBYIOLUME MCCNeaoBaHUA ANA [oKasaTernbCTBa OTCYTCTBUA BIUAHUSA pPasHbIX
BCNoOMoOraTesibHbIX BELLECTB UM BCNOMOraTesibHbIX YCTPOUCTB Ha 6e30MacHOCTb U (Mnn)
3(PPEKTUBHOCTL JleKapCTBEHHOro rnpenapata Afsd MeOuUMHCKOro MNpUMEHEHUS B
nopsagke, YyCTaHOBMEHHOM YMOMHOMOYEHHbIM dhefepanbHbiM OpraHOM WUCMOMHUTENBHON
BMNacTu.

MHdopmaums 06 M3mMeHeHusx:

®edeparibHbIM 3aKkOHOM om 22 0ekabpsi 2014 2. N 429-®3 cmamebsi 18 Hacmosiuje2o
®edeparibHO20 3aKkoHa OoriofiHeHa Yacmaero 12, ecmynarowed 8 cusy ¢ 1 aHeapsi
2016 e.

12. [Npun rocygapCTBEHHOW perucTpaumm KoMomMHauum paHee 3aperncTpmpoBaHHbIX
nekapcTBEeHHbIX rnpenapaToB ANA MeAULMHCKOro NpUMEHeHNA OOMYyCKaeTCH BKITOYEHME B
cocTaB pasfgena apmMakonorMyeckon, TOKCUKOSMOrMYecKon [OOKyMeHTauun u pasgena
KNUHUYECKON JOKYMEHTaLMN BMECTO oTyeTa paspaboTumka o pesynbratax cOOCTBEHHbIX
OOKINMUHUYECKNX UCCIedOBaHUN JleKapCTBEHHbIX cpeacTtB ob3opa HaydHbix paboT o
pesyrbraTtax JOKNMMHUYECKUX UccrnegoBaHui pedpepeHTHbIX NeKapCTBEHHbIX NpenapaTos,
BXOOALMX B COCTaB KOMOWHaUMM NeKkapCTBEHHbIX npenapartoB, U 06 OTCYTCTBUN UX
B3aMMOAENCTBUS B OAHOWN JIeKapCTBEHHOM (hopMe.

MHdopmaLms 06 usmeHeHusix:
®edeparibHbIM 3aKOHOM om 22 0ekabpsi 2014 2. N 429-®3 cmamebsi 18 Hacmosiuje2o
®edeparnibHO20 3aKkoHa OoriofiHeHa Yacmero 13, ecmynarowed e cury ¢ 1 aHeapsi
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2016 a.

13. Ha oakcnepTusy pasnuuyHbiX NeKapCTBEHHbIX (POpM OOHOrO W TOro Xe
neKapcTBEHHOro npenaparta ans MeguuUUMHCKOro NpUMEHeHNa 3asBuTenb npeacrasnseT
OoTAesNbHblEe 3a8BMNEeHUs N PerncTpaumoHHbIe JOCbE Ha KaXayl NeKapCTBEHHYHO hopMmy.
[Mpn ycnoBun oaHOBPEMEHHOW MOJavYn Ha 9KCNepTU3y OO4HOW JieKapCTBEHHOW POPMbI C
pasnnYHbIMN O03MPOBKOW, KOHUEHTpauuen, obbeMoM 3asiBUTENb MNpeacrtaBnseT ogHo
3adBneHne nU perncTpaumoHHoe OOCbe C MPUITOXKEHNEM MAKETOB YMAKOBOK Ha Kaxaylto
AO03UPOBKY, KaXXOYyH KOHUEHTpauulo, Kaxablh Oo6beM W Kaxgoe KonmyecTBO 03 B
ynakoBkKe.

MHdopmaumsa 06 naMeHeHusX:

®eldeparibHbIM 3aKOHOM om 22 0ekabpsi 2014 2. N 429-®3 cmamebsi 18 Hacmosiuje2o
®edeparnibHO20 3aKoHa OoriofiHeHa Yacmabio 14, ecmynarowed 8 curly ¢ 1 aHeapsi
2016 a.

14. lNMpwn rocygapCTBEHHOW pernctpauun opcaHHoOro nekapcTBeHHOro npenaparta
3asBuTENb NpeacTaBnseT uHdopmaunmo, Heobxoaumyo ona gopmMmpoBaHus pasgena
KNWUHMYECKON  OOKYMeHTauun, B  obbeme,  YCTAHOBMEHHOM  YNOSIHOMOYEHHbIM
denepanbHbIM OpraHoM UCMOSTHUTENBHOW BNacTu.

MHdopmauumsa 06 u3MeHeHusx:

®edepasibHbIM 3aKkOHOM om 22 0ekabpsi 2014 2. N 429-®3 cmambsi 18 Hacmosiuje2o
®edeparibHO20 3aKkoHa OoriofiHeHa Yacmaero 15, ecmynarowed 8 cury ¢ 1 aHeapsi
2016 a.

15. lMpu pernctpaumm GUONOrMYeCcKoro nekapcTBEHHOro npenapara, nornyyYeHHoOro
M3 KPOBW, NNa3Mbl KPOBM YenioBeka, B COCTaBe pPEerMcTpaumMoHHOr0 [OCbe Ha
NeKkapCTBEHHbIM  npenapar Ans  MeOuUMHCKOro  MPUMEHEHUs  OOMKHbl  ObiTb
npeacTaBneHbl AONONHUTENBHO:

1) B pasgene [OOKYMEHTauuuM agMUHUCTPATMBHOINO XapakTepa [OOKYMEHT,
cogepxawmn mnHpopmaumio o cybbektax obpalleHus OOHOPCKOM KpoBM U (Mnn) ee
KOMMOHEHTOB, O TOM, rae 6bina ocyuwlecTBrneHa goHauma (KpoBu 1 (Mnun) nnasmbl KPOBHM),
a Takke OaHHble 06 MH(EeKUMOHHBIX 3aboneBaHusX, Nepedalronxcs napeHTeparbHbIM
nyteMm, uHpopmMauma o cybbekTax oOpalleHuss [OOHOPCKOW KpoBu U (Mnun) ee
KOMMOHEHTOB, B OTHOLUEHUN KOTOPbIX OCYLLUECTBMASETCS KOHTPOSfb LOHOPCKOW KPOBWU U
(Mnn) ee KOMNOHEHTOB;

2) B pasgerne XxmmMumyeckomn, hbapmaneBTUYeCcKon 1 BUonornieckon JOKyMeHTauuu:

a) Kputepum n crnocobbl OoTOOpa, TPAHCNOPTUPOBAHUA U XPaHEHUs AOHOPCKOW
KPOBU N (MSI1) €€ KOMMNOHEHTOB;

0) pesynbraTbl MUccnegoBaHU OTOBpPaHHbBIX AOHOPCKOWM KPOBM U (MNK) nnasmbl
KPOBM W MyNoOB Ha Hanuuue Bo3byauTenenm WHeKkumn, Bknovas UHdopmaumio o6
MCNONb30BaHHbLIX METOAMKaX UCCredoBaHUMM U B Cryyae uccnegoBaHusa Myrnos nrasmbl
KpOBM pe3ynbTaTbl AOKYMEHTanbHOro noaTrBepXaeHus (Banugaumu) UCnonb30BaHHbIX
METOANK,;

B) TEXHMYECKME XapaKTEPUCTUKN YNakoBKM Ons oTbopa SOHOPCKOWM KpoBu U (Mnn)
nnasmbl  KpPOBW,  BKNOYas  WHpopmaumio 06  MCNOMNb30BaHHbIX — pacTBoOpax
aHTUKOArynsiHToB.

MHdopmaums 06 n3MeHeHusX:

®edeparibHbIM 3aKOHOM om 22 0ekabpsi 2014 2. N 429-®3 cmamebsi 18 Hacmosiuje2o
®edeparnibHO20 3aKkoHa OoriofiHeHa Yacmero 16, scmynarowed e cury ¢ 1 aHeapsi
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2016 a.

16. KnuHnyeckne mnccnegoBaHMsa NekapcTBEHHOrO npenapara ans MeguuuHCKoro
NMPUMEHEHNA B LENsX ero rocygapCTBEHHOW perncrpaummn nposoasatca B Poccunckon
depgepaumn B nopsagke, yCTaHOBIEHHOM cTtaTbamu 38-44 Hactosiwero denepanbHOro
3akoHa. OT4eT O MNPOBEAEHHLIX WCCEeaOoBaHUAX BKIOYAETC B COCTaB pasgena
KNWHMYECKON OOKYMEeHTauunm pPerncTpauumoHHOro AOCbe Ha NeKapCTBEHHbIN npenapaT
ANa MeOUUMHCKOro npuMeHeHus. [nsa nekapcTBEHHbIX npenapaToB ANs MeauuuMHCKOro
NPUMEHEHNSI, B OTHOLUEHMW KOTOpPbIX B pesynbrate 9KCNepTusbl [OOKYMEHTOB,
NPeaCTaBfEHHbIX ANA onpederieHns BO3MOXHOCTW paccMaTpumBaTb NEKapCTBEHHbIN
npenapat ans MeamuMHCKOro nNpUMEHEHUst B KadecTBe opdaHHOro nekapcTBEHHOro
npenapata, Takad BO3MOXHOCTb [MpPuU3HaHa W B OTHOLUEHUM KOTOPbIX MNpPOBEAEHbI
KIMMHUYECKNe nccrnegoBaHus, BbINOMHEHHbIe 3a npeaenamun Poccunckon depepauunn B
COOTBETCTBUM C MpaBuriamn Hagnexawen nabopaTtopHOM MNpPakTUKM U npasunamm
Hagnexawen KIMHUYECKON MpakTUKW, [LOMYyCKaeTCA BKIOYEHMEe B COCTaB pasgena
KITMHWYECKON OOKYMeHTauumM BMEeCTO OTYyeTa O pesynbratax KIMHUYECKUX UccrnesoBaHnm
NeKapcTBEHHOro npenaparta Ans  MeOUUWMHCKOro MNPUMEHEHUs, TMPOBEAEHHbIX B
Poccuinckon ®depgepauumn, otdeTa O pesynbratax KAMHUYECKUMX  UCCneLoBaHWUM,
BbINOSTHEHHbLIX 3a npegenamun Poccuinckon denepauumn.

MHopmaums 06 usmeHeHusix:

®edeparibHbIM 3aKoHOM om 22 0ekabpsi 2014 2. N 429-03 cmames 18 Hacmosiwezo
®edeparibHO20 3aKoHa OoriofiHeHa Yacmbto 17, ecmynarowed 8 cusny ¢ 1 sHeaps
2016 e.

17. 3asBuTenb BnpaBe npeacTtaBuUTb MO COBCTBEHHOW MHMUMATMBE BMECTe C
3asBfieHMeM O T[OCydapCTBEHHOW perucTpauuMm JfekapCTBEHHOro npenapata  gng
MEONLUNHCKOTO MPUMEHEHNA OOKYMEHTbI, MOoATBepXAawlue ynnaty rocyaapCTBEHHOM
NOWSINHBLI M YyKa3aHHble B nyHkte 10 4yacty 2 Hacrtodwewn crtaten. B cnyyae wux
HenpeacTaBNeHnss  COOTBETCTBYHOLLMA  YMOMHOMOYEHHbIM  bedeparnbHbii  OpraH
NCMOMNHUTENBHON BNactu nposepsieT (akT ynnaTtbl roCyAapCTBEHHOW  MOLUSWHBI
3asBUTENEM MNOCpPenCTBOM MCMNOMNb30BaHUA MHpopMmauum ob ynnate rocygapCTBEHHOM
NOWSNHLI, codepxawenca B [ocygapCTBEHHOM WHAOPMAaUUMOHHOM cucTtemMe O
rOCygapCTBEHHbIX W MYyHMUMMNAnNbHbLIX Mfiarexax, Ha OCHOBaHWM MpeacTaBfiEHHbIX
3asBUTENEM KOMNUI JOKYMEHTOB, NOATBEPXKAALWNX YNaTy rocyaapCTBEHHON NOLUSTUHBI.

MHdopmaums 06 nusmeHeHusix:

®edeparibHbIM 3aKoHOM om 22 0ekabpsi 2014 2. N 429-®3 cmames 18 Hacmosiwezao
®edeparibHO20 3aKkoHa OoriofiHeHa Yacmabto 18, ecmynatowied 8 cusly ¢ 1 ssHeapsi
2016 e.

18. He ponyckaeTca wucrnonb3oBaHME B KOMMEPYECKMX Uernisgx WHdopmaumm o
pesynsratax AOKIMMHUYECKUX UCCedoBaHUN NeKapCTBEHHbIX CPeAcTB U KITMHUYEeCKNX
nccrnegoBaHNM  NekapCcTBEHHbIX  MpenapaTtoB  ONA  MEeOUUMHCKOro  MpUMEHEHUS,
NpeacTaBreHHON 3asBuTeneM A8 rocydapCTBEHHOW perncrtpauum fiekapCcTBEHHOro
npenapata, 6e3 ero cornacua B TeYyeHWe LWeCTU net C Aatbl rocygapCTBEHHOM
pernctpaumm pedepeHTHOro nekapcTBeHHoOro npenapara B Poccuickon ®egepauuu.

MHdopmaums 06 nusmeHeHusix:

®edeparibHbIM 3aKoHOM om 22 Oekabpsi 2014 2. N 429-®3 cmamebs 18 Hacmosiwezao
®edeparibHO20 3aKkoHa OoriofiHeHa Yacmaeto 19, ecmynarowied 8 cury ¢ 1 sHeapsi
2016 a.
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19. Hepxarernb nnu Bnageneu perMcTpaumMoHHOro  yaoOCTOBEpPEHUS
feKkapCTBEHHOro npenaparta Ha OMOTEXHONOrMYECKUA UM Op(PaHHbLIN NIeKapCTBEHHbIN
npenapat ob6sA3aH npegocTaBnAaTb Ha BO3Me34HOM oOcHOoBe obpasubl pedepeHTHOro
neKkapCTBEHHOro npenapara 3asiBuTensiM Ona npoBefeHUst KNMHUYECKUX UCCcrnegoBaHum.
CtoumocTb obGpasua pedepeHTHOro neKapCcTBEHHOroO npenaparta, BKMAKYEHHOIO B
nepevyeHb >XMU3HEHHO HEeoOXOAMMBbIX W BaXXHEWLWWUX FeKapCTBEHHbIX MpenapaTtoB, He
AOSDKHA  MpeBbllaTtb  3aperucTpuMpoBaHHYKO  MpefenbHyro  OTMYCKHYK  LUeHy Ha
pedepeHTHbIN NeKapCTBEHHbIN Mpenapat WM LEHY Ha JleKapCTBEHHbIW npenapaTt B
CTpaHe Npou3BOAUTENS.

MHdopmaumsa 06 naMeHeHusX:

®eldeparibHbIM 3aKOHOM om 22 0ekabpsi 2014 2. N 429-®3 cmamebsi 18 Hacmosiuje2o
®edeparnibHO20 3aKkoHa OorioniHeHa Yacmabro 20, scmynatowied 8 curly ¢ 1 aHeapsi
2016 e.

20. 3asaBneHve 0 TrOCyAapCTBEHHOW  perucrpaumm  BOCMPOU3BEAEHHOMO
neKkapCTBEHHOro npenaparta Ans MeauUUHCKOro MpUMEHEHNA MOXeT ObiTb nogaHo B
YNOSTHOMOYEHHbIN doefiepanbHbI OpraH UCMNOSTHUTESNTbHOM BracTW, OCYLUECTBAKOLLNNA
rocyapCTBEHHYIO PEerncTpaumio fiekapCcTBEHHbIX NpenapartoB, MO UCTEYEHUN YeTbipex
neT ¢ AaTbl rocyaapCTBEHHOW perncTpaunmn pedepeHTHOro nekapCTBEHHOro npenapara B
Poccunckon ®enepauum.

MHdopmauumsa 06 u3MeHeHusx:

®edepasibHbIM 3aKkOHOM om 22 0ekabpsi 2014 2. N 429-®3 cmamebsi 18 Hacmosiuje2o
®edeparnibHO20 3aKkoHa OoriofiHeHa Yacmaetro 21, ecmynatowed 8 cusy ¢ 1 aHeapsi
2016 e.

21. 3asiBrneHne o rocygapCTBeHHOM pernctpaumm buoaHanorosoro (bnonogobHoro)
rnekapcTBeHHOro npenapata (bwoaHanora) MoxeT ObiTb MOAAHO B YMNONHOMOYEHHbIN
deneparnbHbI OpraH MCMOMHUTENBbHOW BIacTW, OCYLLECTBNAWNA roCyaapCTBEHHYHO
perncTpauuio  fnieKapCTBEHHbIX MNpernapaTtoB, MO MWUCTeYeHUn Tpex neT ¢ gathl
rocygapCTBEHHOM  pernctpaumm  pedepeHTHOro fekapCTBEHHOro npenaparta B
Poccunckon ®enepauum.

MHdopmaums 06 n3MeHeHusX:

®edeparibHbIM 3aKkOHOM om 22 0ekabpsi 2014 2. N 429-®3 cmamebsi 18 Hacmosuje2o
®edeparnibHO20 3aKoHa OorofiHeHa Yacmero 22, scmynatowied e curly ¢ 1 aHeapsi
2016 e.

22. [epxaTtenb  wnu Bnageney,  perucTpaumMoHHOro  YAOCTOBEPEHUS
rekapCTBEHHOro npenapara npeacTtaBnseT B YMNOMHOMOYEHHbIM dpefepanbHbi opraH
MCNOSMTHUTENBLHOW BIlAaCTW, OCYLLECTBAIOWNA (PYHKUUN MO KOHTPOSIO U Haa3opy B ciepe
3[paBOOXpaHeHNs, OTYET Mo pesyrbrataM papmMakoHaa3opa OAMH pa3s B LLUECTb MecsLeB
B TeYeHune ABYX JIeT nocrne rocyaapCTBEHHOW pernctpaumm fiekapCTBEHHOro npenapaTta B
Poccunckon denepaummn, eXXerogHo B TedeHue nocnenyowmnx Tpex fieT 1 B AasribHenwem
OOVH pa3 B NATb feT.

FAPAHT:

CmMm. kKoMmMeHTapum k ctaTbe 18 HacTosiwero PegepanbHOro 3akoHa

MHdopmaLums 06 usmeHeHusix:

®edeparibHbIM 3aKOHOM om 22 0ekabpsi 2014 2. N 429-®3 cmambsi 19 Hacmosiue2o
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®edeparnibHO20 3aKOHa U3/I0XKeHa 8 HOBoU pedaKyuu, ecmynarouwed 8 cuny ¢ 1 urosns
2015 e.

CM. mekem cmambu 8 npedbidyuwiel pedakyuu

Crtatbs 19. MNpuHATME peLlleHnsa O Bbldaye 3KCNepPTHOMY YYpeXaeHUo 3agaHnsa Ha

npoBeaeHne 3KCNePTU3bl JIEKAPCTBEHHOIO CpeacTBa

1. B TeuyeHne pgecatm pabounmx QOHEN CO [OHA NPUHATUMSA 3asBneHns o
rocydapCTBEHHOW  perncTtpauum  NEeKapCTBEHHOro  npenapata  COOTBETCTBYHOLLNI
YNOSTHOMOYEHHbIN hefepanbHbIi OpraH MCMNOSTIHUTENbHOM BracTu MPOBOAUT MNPOBEPKY
MNOMHOTbI, AOCTOBEPHOCTU N MPaBUIIbHOCTU OOPMITEHNSA NPEeACTaBEHHbIX AOKYMEHTOB
PEerMcTpauuoHHOro A0CbE Ha feKapCTBEHHbIM Mnpenapart M NpPUHMUMAET pelleHne o
Bblaaye 3aaHnd Ha NpoBeaeHME:

1) aKkcnepTm3bl OOKYMEHTOB, MPenCTaBMNEeHHbIX ONA onpeaeneHnsi BO3MOXHOCTU
paccMaTtpmBaTb JIEKAPCTBEHHLIM nNpenapat Ans MeOUUMHCKOro MNPUMEHEHUS Mpwu
OCYLLECTBMNEHUN rocyAapCTBEHHON perucTpaumm B kKayectse opdraHHOro JiekapCTBEHHOIoO
npenaparTa;

2) 9KcCnepTusbl JIeKapCTBEHHOrO CpeacTBa B 4acTM  9KCNepTudbl KayvecTsBa
fleKapCTBEHHOMO CPeacTBa N 9KCNEPTU3bl OTHOLLEHNSA OXMOAEMOW MOSb3bl K BO3MOXHOMY
PUCKY NPUMEHEHUS NeKapCTBEHHOro npenapara ans MeguumMHCKOro NpUMeHeHus;

3) 9KcnepTM3bl JIEKApCTBEHHOIO CpPeAcTBa B 4acTM  9KCNepTU3bl KadvecTBa
neKkapCTBEHHOro CpeacTBa N 9KCNepTU3bl OTHOLLEHNSA OXMAAEMOW MOSb3bl K BO3MOXHOMY
PUCKY MNPUMEHEHUSI NEKapCTBEHHOro npenaparta And MeOUUMHCKOrO MNPUMEHEHUS B
nopsgKe YCKOPEHHOW npouenypbl 9KCNepTu3bl feKapCTBEHHbIX CPeaCTB B COOTBETCTBUM
co cTatben 26 Hactosiwero deanepanbHOro 3akoHa,;

4) aKcnepTmM3bl JIeKapCTBEHHOIO CpeAcTtBa B OTHOLWIEHUM  JIeKapCTBEHHOro
npenapaTa Ans BeETEpUHaAPHOro NPpUMEHEHNS.

2. YNOrTHOMOYEHHbIN beaepanbHbi OpraH UCNOSTHUTENBHOW BlaCcTu YBEAOMNSET B
3NEKTPOHHON hOpMeE UK Ha ByMaKHOM HOCUTESNe 3aaBUTENSA U IKCMEPTHOE yypexaeHme
O NPUHATOM peLLEeHN O Bblgade 3aaHui Ha NPOBeAEHMEe IKCNepTU3, NpeayCMOTPEHHbIX
yacTblo 1 HacTodAWEN cTaTbW, U B Crlydae HeOBXOOMMOCTU O BblAaye paspelleHust Ha
BBO3 B Poccuinckyto denepaumio KOHKPETHOM MapTUKM, Cepun 3apermcTpupoBaHHbLIX WY
(Mnn) HesaperncTpMpoBaHHbIX NIEKAPCTBEHHbLIX CPeacTB unm ob oTKase B NpoBEeAEHUU
NpeayCMOTPEHHbIX 3KCMEePTU3 C YKa3aHMEM NPUYNH TaKoro oTkasa.

3. B cnyyae BbISIBIEHUS OTCYTCTBUS WAWM HELOCTOBEPHOCTU WHopMaumn,
cogepxallencs B MNpeAcTaBfieHHbIX 3asBUTENeM [OOKYMeHTax, YMONIHOMOYEHHbIN
degepanbHbIi OpraH WCMNOMNHUTENbHOW BNacTU HanpaBnsaeT 3asiBUTENto 3anpoc 06
yTOYHEHUN 3TOW uMHOpMaumn (ganee - 3anpoc YMNorHOMOYEHHOro eaepansHoOro
opraHa WCMOMHUTENBbHOW BRacTu), KOTOPbIN MOXeT ObiTb nepefaH YnosIHOMOYEHHOMY
npeacTaBuUTENO 3asBUTENS JNMYHO MO pPacnucKy, HanpaefieH no royTe 3akasHbiM
NMMCbMOM WU NepefaH B 3MEKTPOHHOM hopMe MO TEeNEKOMMYHUKALUMOHHBLIM KaHanam
cBa3n. B cnyyae HanpaBneHust 3anpoca YnoSIHOMOYEHHOro denepanbHOro opraHa
MCMNOMHUTENBHON BACTU MO MOYTE 3aKa3HbIM MUCbMOM OH CYMTAETCs MOSTyYEeHHbIM MO
NCTEYEHNN LLECTU OHEN C AaTbl HANpaBfeHUs 3aKka3Horo NUcbma.

4. 3agsutenb o006s3aH NpeacTaBUTb OTBET Ha  3anpoc  YNOSIHOMOYEHHOMO
degepanbHOro opraHa UCMNOSMMHUTENBHOW BlaCTU B CPOK, HE MpeBbILaoWnM OeBAHOCTA
pabounx gHen co gHs ero nonyvyeHunsa. Cpok, ykasaHHbI B YacTn 1 HACTOSILWEN CTaTby,
NpUoCTaHaBNMBAETCA CO [HSA HanpasfieHUs 3adaBUTENO 3arnpoca YNoSIHOMOYEHHOro
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denoepanbHOro  opraHa  UCMOMHUTENbHOW  BRacTM A0  AHA  MNOMyYeHust UM
COOTBETCTBYIOLLETO OTBETA.

5. OcHoBaHveM Ansi 0Tkasa B opraHM3aummn aKCnepTus, NpeayCMOTPEHHbIX YacTbio
1 HacTosillel cTaTbu, SBNSETCS NpeAcTaBrneHne HeobXxoauMMbIX AN NpoBeaeHus
NPeayCMOTPEHHbIX 9KCNepTM3 OOKYMEHTOB B HEMOMHOM OObeMe UnM HenpeacTaBreHune
3asBUTENEM B YCTAHOBINEHHbIV CPOK OTBETA Ha 3anpoc YNoNHOMOYEHHOro doeaeparnbHOro
opraHa UCMOoNHUTENbHOWN BMacTu, a Takke NpeacTaBneHne AOKYMEHTOB, He coaepKallmx
MCYEpPNbIBAIOLLIETO NepeYHss HeoOXoaAUMbIX CBEOAEHWN.

FTAPAHT:

CmMm. kKomMeHTapun Kk ctaTbe 19 HacTosiwero PegepanbHOro 3akoHa

MHopmaumns 06 usmeHeHusix:

®edeparibHbiM 3aKOHOM om 22 0ekabpsi 2014 2. N 429-®3 cmambsi 20 Hacmosuw,eao
®edepalribHO20 3aKOHa U3/IoXKeHa 8 HoeoU pedaKyuu, ecmyrnarowed e cuny ¢ 1 urosns
2015 a.

CmMm. mekcm cmamabu 8 npeodbidyuw,el pedakyuu
Cratbss 20. OJkcneptusa [OOKYMEHTOB, MpeAcCTaBfieHHbIX ANs  onpeneneHuns
BO3MOXHOCTU paccMmatpmBatb  fleKapCTBEHHbIN npenapaT  anda
MEONLUNHCKOTO  MPUMEHEHNA MPU  OCYLLECTBIIEHUN  FOCYOApCTBEHHOM
permcrTpaumm B ka4ectse opdaHHOro NnekapCTBEHHOro npenapara

1. OKcnepTusa [OKYMEHTOB, NpenCTaBMeHHbIX ANA ornpeaeneHusi BO3MOXHOCTU
paccMatpmBaTb JIEKAPCTBEHHbLIM nNpenapat Ans MeOUuUMHCKOro MNPUMEHEHUS Mpwu
OCYLLECTBMNEHUN rocyAapCTBEHHON perucTpaumm B ka4yectse opdaHHOro JiekapCTBEHHOIO
npenapaTta, COCTaBfiEHWE KOMWCCUEN IKCMEPTOB 3aKMOYEHUA O BO3MOXHOCTU WIn
HEBO3MOXHOCTW paccMaTpuBaTb JfleKapCTBEHHbIN npenapar Ansa  MeavuuHCKOro
NPUMEHEHNS MNPU  OCYLLUECTBIIEHMM TOCYOQAPCTBEHHOW perucTpaumMm B Ka4yecTBe
opdaHHOro riekapCTBEHHOro npernapata W HanpasfieHWe [OaHHOro 3aKMiYeHus B
YNOSTHOMOYEHHbIN doefiepanbHbIi OpraH MCMOMHUTENBHOW BNacTu OCYLLECTBISATCS B
CPOK, He npeBbllWanwmi Tpuguatn pabounmx AHerW CO OHSA MONyYeHUs IKCMepTHbIM
yuypexnoeHnemMm 3agaHusi YNonHOMOYEHHOro deaeparibHOro opraHa MWCNOSTHUTENbHOM
BNacTM W B OMEeKTPOHHOM dopMe WM Ha OyMaXHbIX HOCUTENsX HeobxoauMbIX
AOKYMEHTOB, YyKasaHHbIX B nyHktax 1, 2, 5, 6, 10 yactm 4 u B 4Yactm 7 cratem 18
HacToswero ®enepanbHOro 3akoHa.

2. [JokymeHTbl, cogepkalinmecs B pernctpaumMoOHHOM [0Cbe Ha JeKapCTBEHHbIN
npenapaTt M MOCTYNMBLUME Ha OyMaXHbIX HOCUTENAX B 3KCMEPTHOE yypexaeHue Ong
OCYLLECTBMNEHUS WX IKCMNepTM3bl Ans onpeneneHns BO3MOXHOCTU paccMaTpuBaTtb
neKapcTBEHHbIN Npenapat Ans MeOUUMHCKOro MNpUMEHEHUs1 B KadecTBe OpgaHHOro
nekapCTBEHHOro npenapaTa, noanexar Bo3BpaTy B YMNOSIHOMOYEHHbLIN drefepanbHbIN
opraH WCMOMHUTESNIbHOW BNAacTM OAHOBPEMEHHO C 3aKSIHOYEHUSIMU COOTBETCTBYHOLLNX
aKCnepTuns.

FAPAHT:

CM. kommeHTapum k ctaTtbe 20 HacToswero PegepanbHOro 3akoHa

MHdopmaumsa 06 namMeHeHusx:

®edeparibHbIM 3aKOHOM om 22 0ekabpsi 2014 2. N 429-®3 cmambs 21 Hacmosuw,e2o
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®edeparnibHO20 3aKOHa U3/I0XKeHa 8 HOBoU pedaKyuu, ecmynarouwed 8 cuny ¢ 1 urosns
2015 e.

CM. mekem cmambu 8 npedbidyuwiel pedakyuu
CtaTtbsl 21. PelueHne 0 BO3MOXHOCTU paccMaTpuBaTb JIEKApPCTBEHHbIA npenapart
npu OCYLECTBNEHUM T[OCYyQapCTBEHHOM  perncrpauum B KavecTBe
opdaHHOro fiekapCTBEHHOrO npenapara

1. B cpok, He npeBbiwarLwmi NatTn pabodunx gHEN co OAHA NONyYEHUS 3aKtoveHNs,
yKkazaHHoro B Yactn 1 ctaten 20 HacToswero denepanbHOro 3akoHa, YNOfHOMOYEHHbIN
deneparnbHbIl opraH MWCMNOSMIHUTENbHOM BracTU OCYLLECTBNSET OUEHKY MOfy4YeHHOro
3aKnYeHna Ons  onpedeneHns ero  COOTBETCTBUSA  3aaHUi0  Ha npoBedeHue
COOTBETCTBYIOLLEN IKCNEPTU3bI N YBEOOMISET 3aABUTENSA B ANIEKTPOHHOM DOPME UK Ha
OymaxHOM HOcuTene O pesynbratax NPOBEAEHHOW 3KCMEPTM3bl C MPUIOXKEHUEM KOMuu
9KCMEPTHOro 3aKsitoyeHns (C COXpaHeHMEM KOHuaeHunanbHOCTU uHpopMauum o
COCTaBe 3KCMEPTHON KOMUCCUM) U O BO3MOXHOCTU UM HEBO3MOXHOCTWU paccmaTpusaTtb
feKapCTBEHHbIN npenapaTt Ans MeOUUMHCKOrO MPUMEHEHUS NpU  OCYLLECTBIEHUU
rocyapCTBEHHOW perncTpawmm B kKa4ecTse opdraHHOro nekapCTBEHHOro npenapara.

2. [lpn BbIHECEHMM KOMMUCCUEN OKCMEPTOB 3aKMOYEHUS O BO3MOXHOCTU
paccMatpmBaTtb JIEKAPCTBEHHbLIM npenapat Angd MeOUUMHCKOro MNpUMEHEHUs npwu
OCYLLECTBMNEHUM FOCYAAaPCTBEHHOWN perncTpaummn B kKa4yectse opdaHHOro fiekapCTBEHHOIO
npenapaTa YnofIHOMOYEHHbIN dpefepanbHbli OpraH UCNOSTHATENBHOW BNacTu B CPOK, He
NpeBbIlAOWNA  NATU  paboyunmx [HEW CO OHS MOfyYeHUst OaHHOro  3aKni4YeHus,
NMPUHUMaeET pelleHMe O Bblgade 3afaHus Ha MpoBedeHue 3KCNepTU3bl KadecTBa
NeKapCTBEHHOMO CPeacTBa N 9KCNEPTU3bl OTHOLLEHNSA OXMAAEMOW MOSb3bl K BO3MOXHOMY
PUCKY MNPUMEHEHUS NEeKapCTBEHHOro npenaparta And MegUUMHCKOrO NPUMEHEHUs B
nopsaKe YCKOPEHHOW NpoLeaypbl 9KCNePTM3bl FIeKapCTBEHHOMO CPeacTBa B COOTBETCTBUN
co ctatben 26 HacToswero ®efepanbHOro 3akoHa.

3. B cnyyae npuHATMA pelleHnsas O HEBO3MOXHOCTWM  paccMmaTpuBaTb
nekapcTBeHHbIN npenapaTt ans MeAULMHCKOro MNPUMEHEHUs Mpu  rocyaapCTBEHHOM
permctpaumMm B KadecTBe OpdraHHOro JieKapCTBEHHOro npenaparta YnoSIHOMOYEHHbIN
deepasrbHbIN opraH NCMNONMHUTESNbHON BnacTu npekpaLlaer npouenypy
rocydapCTBEHHOW perucTpauuMm nekapCTBEHHOro npenaparta. 3asiBuTenb Bhnpase
obpaTnUTbCA B PErMCTpPUPYHOLLMIA OpraH C 3asiBfieHWEM O roCyAapCTBEHHOW permcrpauum
yKa3aHHOro nekapcTBEHHOro npernaparta B COOTBETCTBUMM CO cTatben 18 HacTosawero
depepanbHOro 3akoHa.

FAPAHT:

CM. KoMMeHTapun Kk ctaTbe 21 HacTosiwero PegepanbHOro 3akoHa

Cratbs 22. YTpaTtuna cuny ¢ 1 mona 2015 r.

MHdopmaums 06 usmeHeHusix:
Cm. mekcm cmambu 22
®edeparibHbIM 3aKkOHOM om 22 0ekabpsi 2014 2. N 429-®3 cmamebsi 23 Hacmosuje2o

®edeparnibHO20 3aKOHa U3/10XKeHa 8 HogoU pedaKyuu, ecmynarouwed e cuny ¢ 1 urosns
2015 e.

CmMm. mekcm cmambu 8 npeodbidyuwel pedakyuu
Cratba 23. JKcnepTmsa KayecTBa JNeKapCTBEHHOro cpeactsa W 3KcnepTusa
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OTHOLWUEHUS OXMOAEMOW MoNb3bl K BO3MOXHOMY PUCKY MPUMEHEHUSA
nekapcTBEHHOro npenapara ans MeguumMHCKoro NpuMeHeHus

1. OKcnepTmsa KadecTBa feKapCTBEHHOrO CpeAcTBa M 3KCMepTM3a OTHOLUEHMS
OXMOaeMon Nosib3bl K BO3MOXHOMY PUCKY NPUMEHEHUsT TeKapCTBEHHOIO npenapara ans
MEONUNHCKOTO MPUMEHEHUs, COCTaBfieHMEe KOMMUCCUSMU 3IKCMEPTOB 3aKSIOMEeHUn Mo
pesynbrataM nNpoBedeHHbIX 3KCMNepTM3 W HanpaeBfeHue 3TUX  3akfyeHun B
YNONMHOMOYEHHbIN dbeeparnbHbld OpraH WCMOMHUTENbLHON BNacTW OCYLLECTBMAITCA B
CPOK, He MpeBbllaloWmnM cTa Aecatn paboyunmx OAHEen CO OHA MNOSTyYEHUS SKCNEePTHLbIM
yypexaeHneMm COOTBETCTBYHOLLEro 3afaHusa YnoSIHOMOYEHHOro eneparnsHOro opraHa
NCMNOMHNTENBHON BflaCTU U HEOOXOANMbIX LOKYMEHTOB B ONEKTPOHHOM (bopme unm Ha
ByMaXKHbIX HOCUTENSIX.

2. B TeueHne peBAHOCTa OHEW CO AHA MOMyYeHUsl pelleHUst YNONHOMOYEHHOro
doegepanbHOro  opraHa  MCMOSIHATENbHOW  BractTM O  MPOBEAEHUM  3KCMepTus,
NpeayCMOTPEHHbIX YacTbio 1 HaCTosILWEeN CTaTbn, 3asBUTESNb NPEACTaBNsSeT B 9KCNepTHoe
yupexaeHue onsi npoBeeHUs 9KCNepTM3bl Ka4ecTBa NiekapCTBEHHOMO cpeacTea obpasubl
nekapCcTBEHHOro npenapata Ana  MeAUUUMHCKOrO MNPUMEHEHUS, NPOU3BELAEHHOIO B
COOTBETCTBUN C TpeboBaHMAMU OMbITHO-NPOMBILISIEHHOMO U (UIM) NPOMbILLSIEHHOIO
perfnameHToB, YTBEPXOEHHbIX pyKoBOAUTENEM NPON3BOAMTENS NEeKapCTBEHHbIX CPeaCTB,
a TaKkke B COOTBETCTBYIOLLMX crnyyasx obpasubl dhapmMaueBTU4eckon cybctaHumm, TecT-
lUTaMMa MUKPOOPraHM3MOB, KYmNbTypbl KIeTok, obpasubl BewecTB, NpUMMeHsieMbIX ANs
KOHTPOSIS KayecTBa fleKapCTBEHHOro cpeacTsa nyTeM CpaBHEHUA C HAMW UCCIiedyemMoro
NeKkapCTBEHHOro CpeacTBa, B KONMUYecTBax, HeobxoauMmbiX ANs BOCNpou3BeneHUS
METOL0B KOHTPONA KavyecTsa.

3. MMpn nonyyeHnn obpasLoB fleKapCTBEHHOroO npenapaTta u gapmaueBTUYECKON
cybCcTaHUMM 3KCNepTHOE yypexaeHue BblAaeT 3asBUTEN0 JOKYMEHT, NMOATBEPXKAAtoLLNiA
nonyyeHne ykasaHHbIX 00pasLoB, M B CPOK, HE NpeBbllalowmn Tpex paboymx OHen,
yBeOOMSISIET B 9fEeKTPOHHOW dopmMe wunu Ha 6OymaxHoMm HocuTene o6 3Tom
YNOSTHOMOY€EHHbIN dpefepanbHbIi OpraH UCNOSTHUTENBbHOM BACTMU.

4. YKasaHHble B 4acTsax 2 M 3 HacToswen cTaTbM CPOK And npencTaBreHus
3asBuTenem obpasLoB fIekapCTBEHHOrO nNpenapara u hapMmaueBTU4eCcKon cyodCcTaHLmMm U
CPOK YBEAOMIEHUS 9KCMEPTHbIM y4ypexaeHnem o6 3ToM Ha OyMaXHOM HocuTene
YNOSTHOMOYEHHOrO hbeaepanbHOro opraHa WCMOMHUTENBHOW BNacTW He BKMAKOYAKTCA B
CPOK NpOoBeAEeHUs IKCrepTm3, NpegyCMOTPEHHbIX YacTbio 1 HACTOSALWEN CTaTbM.

5. [loKkymeHTbl, MNOCTynNuBLUME B 3KCMEPTHOE YyypexaeHne nans nposeaeHuns
3KCrnepTns, NpeayCMOTPEHHbIX YacTbio 1 HacTosiwen cTaTbu, MNoafiexart BO3BpaTy B
YNONIHOMOYEHHbIN  doefieparibHbIi  OpraH MCMNOSIHUTENbHOM BNacTM OO4HOBPEMEHHO C
3aKNIOYEHNAMIN, NONYYEHHbIMU MO pesynbTataM COOTBETCTBYHOLLMX IKCMEPTUS.

FAPAHT:

CM. KOMMeHTapum K ctaTbe 23 HacToswwero deaeparibHOro 3akoHa

Crtatbst 24. JkcnepTMsa KayecTBa JleKapCTBEHHOrO CpeacTBa WM 3IKcrnepTu3a
OTHOLUEHMSI OXMOAEMOW MNOMb3bl K BO3MOXHOMY PUCKY MNPUMEHEHUS
rekapcTBEHHOro npenapaTta Anisi BETEPMHAPHOMO NPUMEHEHUS

MHopmaums 06 usmeHeHusix:

®edeparnbHbiM 3akoHoM om 13 urons 2015 e. N 241-®©3 e vacmb 1 cmambu 24


http://ivo.garant.ru/document?id=71027950&sub=15

HacmosAw,eeso @eéepaanoeo 3aKOHa 8HeCeHbl USMEeHEeHUH

CmMm. mekem Yacmu 8 rpedbioywel pedakyuu

1. OKkcneptmsa kKayecTBa NEKapCTBEHHOMO CPeAcTBa U 3KCMEepTU3a OTHOLUEHUS
OXMOAaeMOWN NoSib3bl K BO3MOXHOMY PUCKY NPUMEHEHUsT IeKapCTBEHHOIO npenapara Aans
BETEPMHAPHOIO MPUMEHEHUS, COCTaBMNEHME KOMUCCUAMM ISKCMEPTOB 3aKMHOYEHUN MO
pesynbraTaM  YKasaHHbIX 9KCMepTM3 U HanpasfeHWe TakuX  3aKkfloYyeHun B
YNOSTHOMOYEHHbIN doefiepanbHbIi OpraH MCMOSHUTENBbHOW BNacTu OCYLLECTBISATCA B
CPOK, He MpeBbIalWNN cTa OecaTn paboynmx AHEW CO OHSA MNOfyYeHUs 3KCNepTHbIM
yypexnoeHnemMm 3agaHusi YNorHOMOYEHHOro degeparibHOro opraHa MWCNOSTHUTENbHOM
BNacT C OOKYMEHTaMM, YKasaHHbIMM B YacTu 3 crtatbu 17 Hactoswero degepanbHOro
3aKoHa.

2. B TeyeHme naTHaguatm pabounmx OHEN CO OHA NOMy4YeHUs peLleHus
YNOSTHOMOYEHHOIO (heaepanbHOro opraHa WCMNOMHUTENbHOWM BacTM O NpoBeaeHUn
yKasaHHbIX B 4actm 1 HacTosWwen cTaTbM 3KCNepTU3 3asiBuTernb NpeactaBnseT B
3KCMEPTHOE yupexaeHue Ans npoBefeHUd JKCNepTU3bl KadecTBa JleKapCTBEHHOIO
cpeactBa obpasubl NEKAapCTBEHHOro npenapara Ans BETEPUHAPHOro MNPUMEHEHUS,
NpPON3BEeOEHHOIO B COOTBETCTBUM C TPebOBaHUAMM TEXHOSOMMYECKUX PErfiaMeHTOB,
YTBEPXKOEHHbIX PYKOBOAMUTENEM MNPOU3BOAUTENA JEeKapCTBEHHbIX CPEACTB, a TaKke
obpasey dapmaueBTUYECKOM CyBCTaHUMM B  KONMUYECTBax, HeobXoauMbIX —AOns
BOCMNpPON3BeaeHNsI METOAOB KOHTPOSIS Ka4yecTBa.

3. MMpn nonyyeHnn obpasuoB flEeKAapCTBEHHOrO npenapaTta u dapmaueBTUYECKON
CcybGCcTaHUMM 3KCMNEPTHOE yypexaeHne BblAaeT 3asBUTEN0 AOKYMEHT, NOATBEPXAAoLLNA
nonyyeHne ykasaHHbIX 00pasuoB, M B CPOK, HE MNpeBbIAKWMA Tpex paboumx OHen,
yBe4OMSISieT B MUCbMEHHON dopme 06 3TOM YMNONHOMOYEHHbIM dheaeparnbHbi OpraH
NCMNOMNHNTENBHON BNacTu.

4. Cpok ans npencraerenuns 3aasuternieM obpasuoB NekapcTBEHHOro npenapara u
dhapmaueBTUYECKON CyBCTaHUMM U CPOK YBEAOMIIEHUSA 3KCMEPTHbIM yypexaeHuem ob
3TOM B MUCbMEHHOWN hOpMe YMNOSTHOMOYEHHOIO (heaepanbHOro opraHa UCNOSTHATENBHOM
BNacTW, yKasaHHble B 4acTdax 2 W 3 HacTosdweW CTaTbW, He BKIKYaKTCA B CPOK
NpoBeAeHUs yKa3aHHbIX B YacTu 1 HacTosLWEeN CTaTbn AKCNepPTU3.

5. [loKkymeHTbl, MNOCTYynNuBLUME B 3KCMEPTHOE YyuypexaeHne nans npoBeaeHuns
yKasaHHbIX B 4actu 1 HacToswen craTbW 9KCNepTus, noanexar Bo3BpaTy B
YNOSTHOMOYEHHbIN  doefiepanbHbI OpraH UCMNOSTHUTESNTbHOW BRacTU OAHOBPEMEHHO C

3aKNMi4YeHNAMN Mo pedynbraTtaM YKa3aHHbIX 3KCNepTua.
FAPAHT:

CM. KoMMeHTapun K cTaTbe 24 HacTosero ®enepanbHOro 3akoHa

MHdopmaLms 06 usmeHeHusix:

®edeparibHbIM 3aKoHOM om 22 Oekabps 2014 2. N 429-03 HaumeHogaHUe cmambu
25 Hacmosiwezo ®edeparibHO20 3aKOHa U3/1I0XKEHO 8 HOBOU pedaKkyuu, ecmynarou,el
g cuny c 1 uronsa 2015 a.

CM. mekcm HauMeHoegaHUsi 8 rpeodbidywel pedakyuu
Crtatbs 25. [NoBTOpHOE NpoBefeHMe 9KCNepPTU3bl JIeKapCTBEHHbIX CPEACTB

MHdopmaums 06 usmeHeHusix:

®edeparibHbIM 3aKkoHOM om 22 dekabpsi 2014 2. N 429-®3 6 yacmb 1 cmambu 25
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Hacmosiwe2o ®edeparnbHO20 3aKOHa BHECEHbI U3MEHEHUS], acmynaroujue e cusny ¢ 1
urons 2015 e.

CM. mekem Yyacmu 8 npedbidyuwieli pedakuyuu

1. B cny4asax HegoctaToyHOM OBOCHOBAHHOCTU WAW HEMOMHOTbl 3aKMtoYeHMUs
KOMUCCUN SKCNEPTOB, HanMuma B HEM MPOTUBOPEYMBLIX AaHHbIX, danbcudukaumm
BbIBOAOB 9KCMNEpPTU3bl JIeKapCTBEHHOINO CpPeacTBa, COKPbITUA OT  YNOSTHOMOYEHHOro
denepanbHOro opraHa WCMOMHUTENIbHOW BflacTM OCHOBaHMWM Ons OTBoAa 9JKcnepTa
BCMEeACTBME €ro 3aMHTepecOBaHHOCTUM B pesyrbraTtax COOTBETCTBYHOLLEN IKCNEpTU3bl,
HanMuMsi OaHHbIX O npssMoM NMBO KOCBEHHOM BMeELLATENbCTBE B Mpouecc
COOTBETCTBYIOLLEN IKCMEPTU3bI NUL, HE Y4aCcTBYHOLLMX B €e NpoBedeHUn, HO OKasaBLUMX
BNUAHME Ha NPOLIECC M pe3ynbraTbl €e NpPoBeAEeHUs, YNONMHOMOYEHHbIM heaepanbHbiM
OpraHoM UCMOSTHUTENBHOW BACTN Ha3Ha4YaeTCcsa NOBTOpPHAA 3KCNepTm3a JieKapCTBEHHOIO
cpeacTBa u (MNKn) aTMyeckas aKcnepTraa.

MHdopmaumsa 06 nameHeHusx:
®edeparbHbiM 3aKoHOM om 22 Oekabpsi 2014 2. N 429-03 6 yacmpb 2 cmambu 25

Hacmosiuweao PedepasibHO20 3aKOHa 8HECEHbI USMEHEHUS, acmyrnarouiue 8 cusy ¢ 1
uronsa 2015 e.

CM. mekem Yyacmu 8 npedbidywieli pedakuyuu
2. [loBTOpHasa aKcnepTu3a JIeKapCTBEHHOrO CpeacTBa MPOBOAUTCA C  YYETOM

pe3ynstatoB  paHee  MNPOBEOEHHOW  OKCNepTMsbl B CPOK,  YCTAHOBIIEHHbIN
YNONIHOMOYEHHbIM  doefiepalibHbIM ~ OpraHOM  UCMOSIHATENBbHOM  BRactTM U He
NpeBbIAWNN TpuauaTn paboumx AHEN CO OHS NOSNYYEHUS SKCNEPTHBLIM yYpeXaeHnem
3agaHnd Ha nNpoBeaeHne NOBTOPHOM 3KCNEPTM3bl JIEKAPCTBEHHOIO CpeacTea.

MHdopmaLms 06 usMeHeHusix:

®edeparibHbIM 3aKoHOM om 22 0ekabps 2014 2. N 429-03 6 yacmb 3 cmambu 25

Hacmosiuwezo ®edeparibHO20 3aKOHa BHECEHbLI USMEHEHUS, acmyrarouwue e cusny ¢ 1

uronsa 2015 a.

CM. mekem Yacmu 8 npedbidywiel pedakuyuu
3. ®uHaHcoBoe obecneyeHne BbINOMHEHUSI 3a4aHuUsA Ha NPOBEAEHNEe MOBTOPHOWN
9KCNepTmn3bl NEKAPCTBEHHOIO CpeacTBa He OCYLLECTBIISIETCA.
FAPAHT:

CM. KoMMeHTapun k ctaTbe 25 HacTosiwero PegepanbHOro 3akoHa

CTtaTtbs 26. YCKOpeHHas npoueaypa aKcnepTusbl JIeKapCTBEHHbIX CPEACTB
MHdopmaLms 06 usmeHeHusix:
®edeparibHbiM 3akoHoM om 13 utons 2015 2. N 241-@3 e vacme 1 cmambu 26
Hacmosiuwezo ®edepasibHO20 3aKOHa BHECEHbI USMEHEHUS

CmMm. mekcm Yacmu 8 rnpedbioywel pedakyuu
1. YckopeHHasa npouedypa 9KCNepTusbl eKapCTBEHHbIX CpeacTB B Lensax
rocyapCTBEHHOW perncTpaumnmn nekapCTBeHHbIX npenapaTtoB NPUMEHSETCHA B OTHOLLEHUN
OpdaHHbIX NeKapCTBEHHbIX MpenapatoB, NepBbIX TPeX feKapCTBEHHbIX npenapaTtos,
peructpypyemboix B Poccuinckon Pegepauum B KavyecTBe  BOCMNPOU3BELEHHbIX
NeKapCTBEHHbIX MpenapaToB, O4epedHOCTb KOTOPbIX onpefenseTrcd B COOTBETCTBUM C
HOMEpPOM W [JaTon BXOOAWMX 3adBNEeHUM O T[OCydapCTBEHHOM  perucrpaumm
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NeKapCTBEHHbIX NpenapaTtoB B paMKax OAHOMo MeXAyHapoaHOro HenaTeHTOBaHHOro
HaMMEHOBaHUSA JIeKapCTBEHHOro npenapata WM  rpynnmpoBOYHOIO  HaMMeEHOBaHUS
NekapCcTBEHHOro npenapaTta, W JIeKapCTBEHHbIX MpenapaTtoB, MpegHa3HaYeHHbIX
NCKNOYUTENBHO ANs NPUMEHEHNSA HECOBEPLLEHHONETHUMN rpaXKaaHaMM.
MHdopmaumsa 06 nameHeHusx:
®edeparibHbIM 3aKOHOM om 22 0ekabpsi 2014 2. N 429-®3 yacmeb 2 cmambu 26
Hacmosiwe2o PedepasibHO20 3aKOHa U3rIoXXeHa 8 Hogou pedakuuu, ecmynarued 8
cuny ¢ 1 uronsa 2015 a.

CmMm. mekcm Yacmu 8 rpedbioyuwel pedakyuu
2. YckopeHHada npoueaypa 93KCnepTusbl JfeKapCTBEHHbIX CPencTB B Lensx
rocygapCTBEHHOM pernctTpaumm fneKkapCTBEHHbIX MpenapatoB He MpUMEHSAETCS B
OTHOLUEHUMU:
1) GnoanHanoroBbix (6buonogobHbIX) NekapcTBEHHbIX NpenapaTtos (bruoaHanoros);
2) pedepeHTHbIX NneKapCTBEHHbIX npenapatoB (3a WCKYeHneM opdraHHbIX
neKkapCTBEHHbIX NpenapaTtoB);
3) BOCNpOM3BEAEHHbIX feKapCTBEHHbIX MNpenapaTtoB (3a WUCKOYEHWEM MepBbIX
Tpex pernctpupyemblx B Poccumnckon depepaumm B KayeCTBe BOCMPOU3BEAEHHbIX
neKapcTBEHHbIX MpenapaToB UM JNeKapCTBEHHbIX MNpenapaTtoB, MpeAHa3HaYeHHbIX
NCKITIOYUTENBHO ANSA NPUMEHEHUS HECOBEPLLEHHONETHUMM rpaxkgaHamu);
4) HOBbIX KOMOMHaLMI 3apErMCTPUPOBAHHbBIX paHee NlekapCTBEHHbIX NpenapaTos;
5) nekapcTBEHHbIX NpenapaToB, 3apermcTPUPOBaHHbIX paHee, HO NMPOoM3BeaEeHHbIX
B [OPYrMX JIeKapCTBEHHbIX OpMax B COOTBETCTBUM C MNepevyHeM HauMeHOBaHUM
neKapCcTBEHHbIX (hOpPM 1 B HOBOW O3MPOBKE.
MHdopmaumns 06 usmeHeHusix:
®edeparibHbiM 3aKOHOM om 22 0ekabpsi 2014 2. N 429-®3 yacme 3 cmambu 26
Hacmosiwe2o ®edeparibHO20 3aKOHa U3/loXeHa 8 Hogou pedaKyuu, ecmyrnarouwel 8
cuny ¢ 1 uronsa 2015 a.

CmMm. mekcm Yacmu 8 rpedbioyuwel pedakyuu

3. YckopeHHada npoueaypa 3KcnepTusbl NekapCTBEHHbIX CPenCcTB NpoBOAUTCA MO
peLLeHunto COOTBETCTBYIOLLETO YNOMHOMOYEHHOro deneparnbHoOro opraHa
NCMOMHUTENBHONW BNacTM Ha OCHOBaHUM  3asiBfieHNA 3adBUTENA B CPOK, He
NpeBbIAOWNIA  BOCbMNAECATU paboumx AHen. [pu 3TOM 3SKCnepTu3a AOKYMEHTOB,
cogepXxallmxcsa B permcTpaumoHHOM JOCbe Ha NekapCTBEHHbIN npenapat, NpoBoAUTCA B
CPOK, He MpeBblWaloWmnn aecatn paboynx gHen, akcnepTnsa KadecTsa NekapCTBEHHOIO
cpeactBa M 3KCNepTM3a OTHOLWIEHUS OXWOaemMou Monb3bl K BO3MOXHOMY  PUCKY
NPUMEHEHUS NeKapCTBEHHOro npenapaTta npoBoAATCA B CPOK, He MpeBbllatoLLmi
lecTngecatn pabounx gHen.

MHdopmaumsa 06 nameHeHusx:

®edeparibHbIM 3aKoHOM om 22 Oekabpsi 2014 2. N 429-03 cmames 26 Hacmosiuwezao
®edeparnibHO20 3aKkoHa OoriofiHeHa Yacmeto 3.1, ecmynarowed 6 cuny ¢ 1 urons
2015 e.

3.1. B oOTHOWweHMM oOpaHHbIX FfeKapCTBEHHbIX npenapaTtoB MoryT 6bITb
npeactaBneHbl pesynbraTtbl JOKNMUHUYECKUX UCCedOBaHUN fNeKapCTBEHHbIX CPeacTB U
KNWHUYECKNX  UCCNedoBaHUM  JIeKapCTBEHHbIX MpenapaToB AN MeguUMHCKOro
NPUMEHEHNS, BbIMNOMHEHHbIX 3a npegenamn Poccuinckon degepaumm B COOTBETCTBUN C
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npaBunamu Hagnexawen nabopaTtopHOW MPaKTUKM U MpasBuiamMu  Hagnexawen
KITMHNYECKOWN NMPaKTUKM.

4. YckopeHHas npoueaypa 3KCNepTu3bl JIeKapCTBEHHbIX CPeacTB MpoBOAMTCS B
nopsagke, yctaHoBrneHHoM ctatbamu 17 - 20, 23 n 24 Hactosiwero degepanbHOro 3akoHa,
N He O03HavaeT CHMXeHust TpeboBaHW K Ge30nNacHOCTU, KavyecTBy U 3(PPeKTUBHOCTH
neKapCcTBEHHbIX NpenapaTos.

FTAPAHT:

CM. KOMMeHTapun Kk ctaTbe 26 HacTosilero PegepanbHOro 3akoHa

Cratbss 27. PelweHne o0 rocygapCTBEHHOM pernctpauum fekapCTBEHHOrO
npenapara
MHopmaumns 06 usmeHeHusix:
®edeparibHbiM 3aKkOHOM om 22 dekabpsi 2014 2. N 429-®3 6 yacmb 1 cmambu 27
Hacmosiuwe2o @edepasibHO20 3aKOHa BHECEHbI UBMEHEHUS, acmyrarowjue 8 cusny ¢ 1
urons 2015 a.

CmMm. mekcm Yacmu 8 rpedbioyuwel pedakyuu

1. B Cpok, He npeBblarwmn [ecatn paboyunx AHenW CcOo OHA  NoslydeHus
3aKMIOYEHNUN  KOMMUCCUMM  SKCMEPTOB NO  pesynbraTaM  9KCNepTu3bl  KayecTBa
neKapCTBEHHOro cpeacTBa N 9KCNepTU3bl OTHOLLEHNSA OXMUOAEMOW MOSb3bl K BO3MOXHOMY
PUCKY MNPUMEHEHMSI NEKAPCTBEHHOro npenapara, COOTBETCTBYIOLINN YNOSTHOMOYEHHbIN
degepanbHbIM OpraH UCMOMHUTENBHOW BracTu:

1) pasmewaer Ha CBoeM odduuManbHoM cante B cetu "UHTepHeT"
COOTBETCTBYIOLUME 3aKITHOYEHUSS KOMUCCUN IKCMEPTOB U OCYLLECTBIISIET MUX OLEHKY Ansd
onpeaeneHns COOTBETCTBUA 3aaHNIO Ha NMPOBEAEHNE ITUX IKCMEPTUS;

2) NpUHUMaET pelleHne O TrocyaapCTBEHHOW perncTpaumm nekapCTBEHHOMO
npenapaTa unm ob oTkase B rocy4apCTBEHHOW pPeErncTpauumn rnekapcTtBEHHOro npenapara;

3) BHOCUT TMpU MNPUHATAN peLleHNs O [OCydapCTBEHHOMW  perucrpaumm
fNIeKapCTBEHHOrO0  npenapata AdaHHble O  3aperMcTtpupoBaHHOM  NEKapCTBEHHOM
npenapaTte, B TOM 4ucne o papmaueBTU4eCcKon cybcTaHuuu, BXOAsLLEN B COCTaB
fleKapCTBEHHOrO npenaparta, B rocyAapCTBEHHbIA PEECTP JEKapCTBEHHbIX CPEAcTB U
BblAaeT 3asaBUTEN0 pPermcTpauuoHHOe YOOCTOBEPEHWE NeKapCTBEHHOro npenapara,
dopma  KOTOPOro  yTBepXOaeTcd  YMNONHOMOYEHHbIM  hbeaepanbHbiM  OpraHoM
NCMOMHUTENBHOW BNACTU, COrMacoBaHHble HOPMAaTUBHY [OKYMEHTaLMo, HOPMaTUBHbIN
AOKYMEHT, WMHCTPYKUMIO NO MNPUMEHEHMIO JEKApPCTBEHHOrO npenaparta W MakeTbl
NepBUYHON YMNAKOBKM U BTOPUYHOW (MOTPEOUTENLCKON) YNAKOBKW C yKazaHMeM Ha HUX
HOMepa perncTpaumMoHHOro yOOCTOBEPEHUS NIEKAPCTBEHHOrO npenapata M gaTbl ero
rocydapCTBEHHOMW perucTpaumMm wunm B CryyYae MpUHATUA pelleHust o6 oTkase B
rocyaapcTBEHHOW perncTpaumm nekapCTBEHHOro npenapata yBegoMnsieT B MMCbMEHHOW
dopme 3aaBuTens ob6 I3TOM C yKasaHMEeM MpUYMH Takoro oOTKasa. 3a Bblgady
perncTpalmMoHHOro YAOCTOBEPEHUS neKapCTBEHHOrO npenapaTta B3MMaeTcH
rocygapctBeHHas nownuMHa B COOTBETCTBMM C  3akoHodaTterbCcTBOM  Poccuimnckon
denepaumm o Hanorax u cbopax.

MHdopmaumsa 06 namMeHeHusx:

®edeparbHbiMm 3akoHOM om 11 okmsibpst 2010 2. N 271-®3 6 yacmb 2 cmambu 27
Hacmosiue2o ®edepasibHO20 3aKOHa 8HECEHbI U3MEHEHUST
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CmMm. mekcm Yacmu 8 rpedbioywel pedakyuu
2. OcHoBaHMeM [N OTKa3a B rocydapCTBEHHOW perncrpauumn nekapCTBEHHOro

npenapata SBMSETCA pelleHne COOTBETCTBYIOLWEro YNorHOMOYEHHOro deneparnbHOro
opraHa WCMOMHUTENBHON BNAcTM O TOM, YTO KayecTBO WU (M) 3PPEKTUBHOCTb
PEerMcTpmMpyemMoro JfnekapcTBEHHOro npenaparta He MNoATBEpPXOeHbl  MNOoSTyYeHHbIMU
AaHHBIMM UMW YTO PUCK MNPUYMHEHUST Bpeda 300pPOBbI0 YernoBeka WU XUBOTHOMO
BCrNeaCcTBME MpuvemMa JeKapCTBEHHOro npenaparta npeBbliwaeT 3dekTUBHOCTb €ero
NPUMEHEHUS.

MHdopmaums 06 usmeHeHusix:

®edeparibHbIM 3aKoHOM om 22 0ekabps 2014 2. N 429-03 yacmb 3 cmambu 27
Hacmosiuwe2o PedepasibHO20 3aKOHa U3/IoXXeHa 8 Hogou pedakuuu, ecmynaruel 8

cuny ¢ 1 uronsa 2015 a.

CmMm. mekcm Yacmu 8 rpedbioyuwel pedakyuu

3. [lloBTopHOE nNpeactaBreHne B COOTBETCTBYHOLWMWA  YNOSTHOMOYEHHbIN
degepanbHbIM - OpraH  UCMONHUTENBHOWM  BlaCTM  fleKapCTBEHHOrO npenapaTa, B
OTHOLUEHMM KOTOPOro rMosflydeH OTKa3 B rOCydapCTBEHHOM pernctpauum u KOTopbIN
BMOCNeACTBMM MOABEPrcs M3MEHEHWI0 B 4acTW ero cocTaBa, paccMaTpuBaeTCHa Kak
npeacraBrieHne HOBOrO  JfleKapCTBEHHOro npenapata  Ha ero  rocyaapCTBEHHYH
perncTpawmo He3aBUCMMO OT COXPaHEHNS ero NepBUYHOrO HaMMeHOBaHWS.
FTAPAHT:

CM. KOMMeHTapum K cTaTbe 27 HacToswwero degepanbHOro 3akoHa

MHdopmaumsa 06 namMeHeHusx:

®edeparibHbiM 3aKOHOM om 22 dekabpsi 2014 2. N 429-®3 Hacmoswul
®edeparibHbil 3aKoH 0ornosIHeH cmambel 27.1, ecmynatowed e cury ¢ 1 urosns
2015 a.

Cratba 27.1. [lopsgok onpedeneHns B3aMMO3aMEHSIEMOCTU NEKapCTBEHHbIX

npenapartoB ANA MeOULUMHCKOrO MPUMEHEeHUs

1. Bsaumo3ameHsieMOCTb NeKapCTBEHHbIX MpenapaTtoB Ans  MeguLMHCKOro
NPUMEHEHNA onpeaenseTca B nopsake, ycraHoBneHHoM [lpasutensctBom Poccumnckomn
depepaummn, Ha OCHOBaHUK CrieayroLmMX NapamMmeTpoB:

1) aKkBMBaneHTHOCTb (ons OuoaHanoroBbiX (6UONOOOOHLIX) NeKapCTBEHHbIX
npenapatoB (6uoaHanoroB) - COMOCTaBMMOCTb) Ka4YeCTBEHHbIX W KONMUYECTBEHHbIX
XapakTepuCcTuK dapmMaueBTUYECKNX CyOCTaHUMA (MCNONb30BaHME pPasfnU4HbIX COMen,
3(hnpoB, KOMMIIEKCOB, M30OMEPOB, KPUCTANNMYECKUX (OopM M ApYyrnx MPOU3BOLHbIX
OOHOMO W TOro >e [OEeWCTBYILWEro BellecTBa He SBNSETCA MpenaTcTBueM Ans
B3aMMO3aMEHSEMOCTN  JfIeKapCTBEHHbIX  NpenapaTtoB, ecnu  Npu  NPOBEAEHUN
nccnenoBaHna OMO3KBMBANEHTHOCTU NIEKAPCTBEHHOrO npenapata wWniMm B criyvae
HEBO3MOXXHOCTM MNPOBEAEHNSA 3TOr0 WCCNefoBaHUS MNpU MPOBEOEHUM WUCCIeLoBaHUs
TepaneBTUYECKON IKBUBANIEHTHOCTM FIEKAPCTBEHHOrO npenaparta AoKasaHO OTCYyTCTBME
KMUHUYECKN 3HAYUMbIX pasnuumin - oapMakoKMHETUKM U (Mnn) 6Ge3onacHoCcTM M
3(ppeKkTMBHOCTN NekapCTBEHHOro Npenapara aAns MeguuUMHCKOro MpUMeHeHUs);

2)  3KBMBASIEHTHOCTb  JleKAapCTBEHHOM  oopMbl  (MO4  3KBMBANEHTHbIMU
nekapCcTBEHHbIMX (bOopMaMu MOHUMAIOTCH pasHble feKapCTBEHHbIE hOPMbI, UMeroLme
oguHakoBble cnocob BBegeHus U cnocob npumeHeHusi, obnagatowme conocTaBMMbIMU
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papMaKkoOKMHETUYECKUMU XapaKTepuctukamm u d¢apmMakornormdieckum OenucTtBuemMm u
obecneumBaoLme TakKe AOCTUXKEHNE HEOBXOAMMOro KnnHunyeckoro addekTa. Pasnnuna
nekapCTBEHHbIX (POPM He ABNATCA NPensaTCTBUEM ANSA UX B3aMMO3aMEeHAEeMOCTH, eCru
Npy NpoBefEeHNN UccrneaoBaHns OMO3KBMBANEHTHOCTI NIEKAPCTBEHHOIO nNpenapara unmn B
cnyyae HEBO3MOXHOCTM NPOBEAEHUs 3TOr0  UCCnefoBaHUs Npu  NpoBedeHUU
nccnegoBaHMa — TepaneBTUYECKOW — SKBUBANEHTHOCTM  NIEKAPCTBEHHOrO  npenapaTta
AOKa3aHO OTCYTCTBME KIMHUYECKN 3HAYUMbIX PasfiMyunin (apMakoKMHETUKM W (Ann)
©esonacHocT N 3dPPEKTUBHOCTM JIEKAPCTBEHHOrO npenaparta ans MeauUMHCKOro
NPUMEHEHUS);

3) 3KBMBANEHTHOCTb WM COMOCTaBMMOCTb COCTaBa BCMOMOraTeslbHbIX BELLEeCTB
neKkapCTBEHHOro npenapata And MeOUUUHCKOro MpUMEeHeHus (pasnuyus  coctasa
BCMOMOraTesnbHbIX  BELLUECTB  JIeKapCTBEHHOrO  npenapata Ans  MeAuUMHCKOro
NPUMEHEHUS He HABMAKTCA NpenaTcTBMEM ANA MX B3aMMO3aMEHSeMOCTW, ecnn npu
npoBedeHMn unccrneaoBaHMst OMO3KBMBANEHTHOCTU JIEKApCTBEHHOro npenapara Ans
MEOULMHCKOTO TMPUMEHEHNA WNW B Cliydae HEeBO3MOXHOCTU MpPOBEAEeHUs 3TOoro
nccnegoBaHna npu NPOBEAEHUN UCCNenoBaHUSA TepaneBTUYECKOW 3KBMBANEHTHOCTM
neKapCTBEHHOro npenapaTta Ans MeaUMUMHCKOro MpPUMEHEHUS [OKa3aHO OTCYTCTBuE
KMUHUYECKN 3HAYUMbIX pasnuumin - oapMakoOKMHETUKM U (Mnn) 6Ge3onacHoCcTM M
3(ppeKkTMBHOCTN NekapCcTBEHHOIO Npenaparta A5 MeaUUUHCKOro npuMeHeHus. MNMpu aTom
pasnuunMsi coctaBa BCMOMOraTerlbHbIX BELLECTB HEe [JOSMKHbl MPUBOAUTL K  PUCKY
BO3HMKHOBEHUS CEPbE3HbIX HeXenaTerbHbIX peakumi y oTAenbHbIX rpynn NauneHToB nnm
NOBbILLEHNSA YaCTOTbl X BO3HUKHOBEHWNS);

4) MOEeHTUYHOCTb cnocoba BBEAEHUS U MPUMEHEHNS;

5) oTcyTCTBME KIMMHUYECKN 3HAYMMbIX PasnunymMi npu nNpoBeAeHUN UCCreaoBaHuUs
OMO3KBMBANEHTHOCTU FEKapCTBEHHOrO npenaparta wunM B Cclyy4yae HEBO3MOXHOCTU
NpoBeLeHNs 3TOM0  WUCCNegoBaHUA OTCYTCTBME  KIIMHMYECKM 3HAYMMbIX  pasnnymim
nokasatenen 6e3onacHOCTM W 3(PPEKTMBHOCTM FNeKapCTBEHHOro mnpenapata npu
npoBefeHMN NccneoBaHNsa TepaneBTUYECKON 3KBMBANEHTHOCTU. [JaHHbIN napaMmeTp He
NMPUMEHSETCA B  OTHOLIEHUW BOCMNPOU3BEAEHHbIX JIEKapCTBEHHbLIX MpenapaTos,
ykasaHHbix B 4Yactm 10 ctateu 18 Hactosiwero depepanbHoro 3akoHa. B oTHowweHuM
BuoaHanoroBbix (6nonoaobHbIX) NekapCTBEHHbIX NpenapatoB (buoaHanoroB) AaHHbIe 06
OTCYTCTBMWN KMMHUYECKM 3HAYUMbIX pas3nuunin  6es3onacHocTn, 9 EPEKTUBHOCTM U
MMMYHOIreHHOCTM NIeKapCTBEHHOrO Npenapara no pesynsratam NpoBeaeHUs KITMHUYECKMX
nccnegoBaHMin NPeaoCcTaBNATCA B NOPSAKE, YCTAHOBNEHHOM HaCTOSLLEN YaCTbio;

6) COOTBETCTBME MNPOU3BOAUTENS JNEKApCTBEHHOINO cpeactBa TpeboBaHUAM
Hagnexawlen npom3BoACTBEHHON NPAKTUKN.

2. CpaBHeHMe napamMeTpoB pPerucTpupyembiX JeKapCTBEHHbIX npenapaTtoB s
MEOULMHCKOTO MNPUMEHEHNSI OCYLLECTBNSAETCA KOMWUCCUMEW SKCMEpPTOB IKCMEPTHOrO
yupexgeHusa npu npoBefeHUM IKCMepTU3bl TakuUX JIeKapCTBEHHbIX MpenapaTtoB B
npouecce nx rocygapCTBEHHOM perncTpaumm. BoiBoab! 9KCnepToB 0
B3aMMO3aMEHSAEMOCTU WU HEeB3aMMO3aMEHSIEMOCTM JIeKapCTBEHHbIX MpenapaToB Ans
MeOMLMHCKOrO NPUMEHEHNS, caeNnaHHble B pesyrnbrate 3TOro CpaBHEHUS, OPOPMAATCA
B BuOe TMPWUMOXEHUS K 3aKMiOYeHUI0 9KCMepToB MO dopme, YTBEPXKOEHHOM
YNOAHOMOY€EHHbIM heaepanbHbIM OpraHoOM UCMOMHUTENBHON BNAcTMW.

3. lMonoxeHna HacTosAWen cTaTbM HEe pacrnpoCTPaHATCA Ha pedpepeHTHble
neKapCTBEHHbIE npenaparbl, rfeKapCTBEHHbIE pacTuTenbHble npenaparhl,



romeonatuyeckne rnekapcTBeHHble npenapaTbl U NEKapCTBEHHbIE MpenapaTbl, KOTopble
paspelleHbl and  MeaumuuMHCcKoro npumeHenuss B Poccunckon depepaumm  Bonee
Agaguatv net U B OTHOLUEHMM KOTOPbIX HEBO3MOXHO NPOBEAEHME WUCCREeAOBaHUSA WUX
OWO3KBMBANEHTHOCTH.

FAPAHT:

CM. KoMMeHTapun K ctaTbe 27.1 HacTosiwero degepanbHOro 3akoHa

CrtaTtbs 28. PernctpaynoHHoe yooCcToBepeHMe nekapCTBEHHOMo npenapara

1. PernctpauMoHHoe yaocToBepeHne neKkapCTBEHHOro npernaparta C ykasaHuewm
NeKapcTBEHHbIX OPM U  OO3MPOBOK BbloaeTcsl 6eccpoyHOo, 3a  MCKMYEHUEM
perMcTpaunoHHOro yO4OCTOBEPEHUS JeKapCTBEHHOro rpenaparta, BbldaBaeMoro co
CPOKOM [OenCTBUSA MATb JeT, Ha Bnepsble pernctpupyemble B Poccuinckon depepaumm
nekapcTBEHHbIe npenaparbl.

2. o uctedeHUM ykasaHHOro B 4acty 1 HacToswen cTaTbM CpoKa Bblaaercs
BeccpoyHoe perncTpaunmoHHOE yOoCTOBEPEHME NEKAPCTBEHHOMO Npenapara npu ycnosum
NOATBEPXKAEHUSA ero rocyaapCTBEHHOW perncrpaunu.

MHdopmaumsa 06 u3mMeHeHusX:
®edeparibHbIM 3aKoHOM om 22 Oekabps 2014 2. N 429-03 cmames 28 Hacmosiwezao
®edeparnbHO20 3aKkoHa OoriofiHeHa Yacmero 3, ecmynaroweti 8 cuny ¢ 1 uronsa 2015 e.

3. B cnyyae BHeceHna B cooteBeTrcTBMM cO cTtatbamu 30 u 31 HacToswero
depepanbHOro 3akoHa M3MEHEeHUM B codeplKallmecs B permcTpaunmoHHOM [OCbe Ha
3aperncTpMpoBaHHbIA  NIeKapCTBEHHbIN  npenapar  OOKYMEHTbl,  3aTparvbBaroLmx
CBeJeHnNd, OTpaXeHHble B PEerucTtpaunmoHHOM  YOOCTOBEPEHUMU  NIEKapCTBEHHOrO
npenapaTa, YNOfMHOMOYEHHbIN defepanbHbIi opraH MUCMOSHUTENBHOW BNacTu BbloaeT
HOBOE perucTpaumoHHoe yOOCTOBEpEHME neKapCTBEHHOro npenapara, coaepxailee
BHECEHHbIE B HETO NU3MEHEHMS.

MHdopmaums 06 M3mMeHeHusx:

®edeparibHbIM 3aKoHOM om 22 0ekabpsi 2014 2. N 429-O3 cmames 28 Hacmosiwezao
®edeparibHO20 3aKoHa OoriofiHeHa Yacmbio 4, ecmynaroweu e cusny ¢ 1 urons 2015 e.
4. B cnyyae yTtpaTbl WM MOBPEXOEHUS PErMCTPaLUOHHOIO YAOCTOBEPEHUS

nekapCcTBEHHOro npernaparta Mo 3asBfieHN0 B MUCbMEHHOW doopMe Jepxartens wunu
BnagenbLua perncTpaumMoHHOro0 yOOCTOBEPEHUS JleKapCTBEHHOro npenapata  unm
YMNONMHOMOYEHHOTO  MMW  OpPYroro  puauYeckoro nuvua o Bblgade  aybnukata
permcTpaumMoHHOrO  yAOCTOBEPEHUSA fIEeKapCTBEHHOrO rnpenapata  YNoSIHOMOYEHHbIN
degepanbHbIM OpraH UCMNOSTHUTENTbHOM BNacTu B CPOK, HE TMpeBbllaloWnMn OecsaTn
pabounx gHen co OHS MNOCTYNfeHUa 3asiBneHus, BblaaeT ayonukat permcrpauyMoHHOro
YOOCTOBEPEHNS NeKapCTBEHHOro npenaparta. 3a Bblgady aybnvkarta pernctpaumoHHOro
YAOCTOBEPEHNSA NEKAapPCTBEHHOIO npenapata B3MMaeTCcs rocygapCTBEHHas nowsiMHa B
COOTBETCTBUM C 3aKoHogaTenscTteom Poccuiickon ®epepaumm o Hanorax n cbopax.

FAPAHT:

CM. KOMMeHTapum K ctaTbe 28 HacToswwero deaeparibHOro 3akoHa

MHdopmaumsa 06 namMeHeHusx:

®edepasibHbIM 3aKOHOM om 22 0ekabpsi 2014 2. N 429-®3 cmambsi 29 Hacmosiuje2o
®edeparibHO20 3aKOHa U3/IoXKeHa 8 Ho8oU pedaKkyuu, ecmyrnarouwed e curny ¢ 1
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sAAHeaps 2017 e.

CmMm. mekem cmamabu 8 6ydyuwel pedakyuu
Ctatbs 29. lloaTteBepxaeHne rocygapCTBEHHON perncrTpaumm nekapcTBEHHOMo
npenapaTta
MHdopmaumsa 06 namMeHeHusx:
®edeparibHbiM 3akoHoM om 13 utons 2015 e. N 241-©3 e vacme 1 cmambu 29
Hacmosiwezo ®edepasibHO20 3aKOHa BHECEHbI USMEHEHUS

CM. mekem Yacmu 8 npedbidywieli pedakyuu

1. MNMoaTBepXxaeHne rocyoapCTBEHHOM perucTpaumm JiekapCTBEHHOro npenaparta
OCyLLEeCTBNSAETCA nNpu Bblgaye 6ecCpoyHOro perucTpaumMoHHOro  YO4OCTOBEPEHUS
rneKkapCTBEHHOro npenapaTta B Crydae, yKasaHHOM B 4acTu 2 cTaTbW 28 HaCTosLWero
depepanbHOro 3akoHa, B CPOK, He MpeBblIAKLWNKA OeBAHOCTa paboymx OHEW CO AHS
nonyyeHns COOTBETCTBYIOLLUM YNOSTHOMOYEHHbIM denepanbHbIM opraHom
NCMNOMHNTENBHON BNacTu 3asBfeHns O NOATBEPXAEHMM roCyQapCTBEHHOW perncrpaumnm
NeKapcTBEHHOro npenapara Ana  MeguuuHCKOro rnpuMeHeHunsd, odOpPMIIEHHONO B
COOTBETCTBMN C YacTbto 2 crtatbu 18 Hactoswero PegepanbHOro 3akoHa, nubo
3a8BfieHNs O TMOATBEPXOAEHUN TrOCYyLapCTBEHHOM  perucTpaumm  fiekapCTBEHHOro
npenapaTa ans BETEPUHAPHOIo NPMMEHEHUS, 0OPOPMINEHHOIO B COOTBETCTBUN C YaCTbHO
2 ctatbu 17 HacToswero ®enepanbHOro 3akoHa.

MHdopmaLms 06 usMeHeHusix:

®edeparibHbIM 3akoHOM om 29 Hosi6pst 2010 e. N 313-©3 yacme 2 cmambu 29
Hacmosiwezo ®edeparibHO20 3aKOHa U3/10KeHa 8 Ho8oUl pedakyuu, ecmynaruwel 8
cuny ¢ 1 aHeaps 2011 e.

CM. mekem Yacmu 8 rnpedbidyuwiel pedakyuu
2. loaTBepXxaeHne rocyqapCTBEHHOM perncTpaumm JfiekapCTBEHHOro npenaparta

OCYLLECTBNAETCA MO pesynbratamM 3KCNepTM3bl OTHOLUEHUS OXMOAEMOW Monb3bl K
BO3MOXHOMY PUCKY MNPUMEHEHUS NEeKapCTBEHHOro npenapaTta, a TakkKe 3KCnepTusbl
KayecTBa JleKapCTBEHHOro cpeacTBa, NPOBOOVMMOW B Cryyae BHECEHUSI U3MEHEHUN B
HOPMAaTUBHYI AOKYMEHTaLMIO UM HOPMaTUBHbIA JOKYMEHT.

MHdopmaumsa 06 nameHeHusx:

®edeparibHbIM 3aKkoHOM om 29 Oekabps 2015 2. N 389-®3 yacmb 3 cmambu 29

Hacmosiwezo ®edeparibHO20 3aKOHa U3/10KeHa 8 Ho8oU pedakyuu, ecmynaruwel 8

cuny ¢ 1 saHeaps 2016 e.

CmMm. mekcm Yacmu 8 rpedbioywel pedakyuu

3. K 3aaBneHnuto o} noaTBEPKAEHUM rocyaapCTBEHHOW permcrpauum
rfekapCTBEHHOro npenaparta ans MeauuMHCKOro NPUMEHEHUs npunaratTcs OOKYMEHT,
noATBEpPXAawLWMA  ynnaty  rocydapCTBEHHOM  MOWSMHBbI 3@ MOATBEPXAEHME
rocydapCTBEHHOM perncrtpauun JiekapCTBEHHOro npenapata Angd  MeguumMHCKOro
NPUMEHEHUNS, [OOKYMEHT, cogepXawun pesynsratbl MOHUTOpMHra ©6e3onacHoCTH
neKapcTBEHHOro npenapara gng MeguunMHCKOro NpMMeEHeHNs, NPOBOANMOIO 3asiBUTENEM,
no dopme, YCTAHOBIEHHOW COOTBETCTBYIOLNM YMNOSTHOMOYEHHbIM hbeaepanbHbIM
OpraHOM WCMOMHUTESNIbHOM BracTu, AOOKYMEHT, nepeBefeHHbI Ha PYyCCKUM A3bIK,
noaTBEP)KAALWNA COOTBETCTBME NPOM3BOAUTENSA NEKAPCTBEHHOro npenapara Ans
MEONLNHCKOIO MPUMEHEHNs TpeboBaHMsM npaBuil Hagnexawen npouM3BOACTBEHHOM
NPaKTUKN, BblAAaHHbIA KOMNETEHTHbIM OPraHOM CTpPaHbl NPOU3BOANTENS NEKAPCTBEHHOIO


http://ivo.garant.ru/document?id=57403073&sub=293
http://ivo.garant.ru/document?id=71194576&sub=4
http://ivo.garant.ru/document?id=71194576&sub=4
http://ivo.garant.ru/document?id=71194576&sub=1
http://ivo.garant.ru/document?id=5658668&sub=292
http://ivo.garant.ru/document?id=12080682&sub=1701
http://ivo.garant.ru/document?id=12080682&sub=1701
http://ivo.garant.ru/document?id=12080682&sub=1351
http://ivo.garant.ru/document?id=57302046&sub=291
http://ivo.garant.ru/document?id=71027950&sub=171
http://ivo.garant.ru/document?id=57403074&sub=29
http://ivo.garant.ru/document?id=70351198&sub=1000
http://ivo.garant.ru/document?id=4090919&sub=1000

npenapaTta 4ns MeguuUMHCKOro NpUMEHEHUS U 3aBepPeHHbIM B YCTAHOBNEHHOM MOpsaKe,
AOKYMEHT, MepeBedeHHbI Ha pPYCCKMA  A3blK, NOATBEPXAAloWMMA COOTBETCTBME
npousBoguTensa apmaueBTUYecKon cybecTaHumMm TpeboBaHWAM MpaBun Hagnexaiiemn
NPON3BOACTBEHHON  MPAKTUKW,  BblAA@HHbLIN ~ KOMMETEHTHbIM  OpraHoM  CTpaHbl
npounsBoguTens (apmaueBTU4eckon CcybCcTaHuMK, 3aBepeHHbIn B  YCTAHOBMEHHOM
nopsgke WM cogepxawumn — HaumeHoBaHne — dbapmaueBTMYeckonm — cybcTaHumm
(MexxgyHapogHoe HernaTeHTOBaHHOE WM XMMWYEeCKOoe M TOproBoe HavMeHOBaHWS),
HaMMeHoBaHWe W agpec npomsBoauTeNs dapmaueBTUYeckon CcybcTaHuuKn, CpokK
FOAHOCTU hapMaLEeBTUYECKON CyBCTaHLmMM.

MHdopmaumsa 06 naMeHeHusX:

®edeparibHbiM 3akoHoM om 13 utons 2015 2. N 241-03 cmambsi 29 Hacmosiue2o

®edeparnibHO20 3aKkoHa OoriofiHeHa Yacmabio 3.1

3.1.K 3agBneHnio O nNoaTBEpPXOEHUM  roCydapCTBEHHOW  perucrpaumm
fleKkapCTBEHHOro npenapara Afsi BETePMHAPHOro NPUMEHEHUs npuraratoTca LOKYMEHT,
noaTBepX4awWwmi  yrnnaty  rocydapCTBEHHOM  MOWSIMHbI  3a  MOATBepXAeHue
rocydapCTBEHHOM perncTpauum nekapcTBEHHOro npenapata A1 BETEePUHapPHOro
NPUMEHEHUS, [OOKYMEHT, COAepXawun pesynsratbl MOHUTOPUHra 6e3onacHoCcTH
flekapCTBEHHOro npenapara, NpoBOAUMOro 3asiBuTenem, no ¢opme, yCTaHOBNEHHOM
COOTBETCTBYIOLUMM YMOSTHOMOYEHHbLIM befieparibHbIM OPraHoOM UCMOSTHUTENBHOW BMACTHU,
a TaKke JOKYMEHTbI, yKa3aHHble B nyHkTe 1 u nognyHkrax "a", "6", "k", "n" nyHkra 4 yactu
3 ctatbn 17 HacTosAiwero ®egepanbHOro 3aKoHa.

MHdopmaums 06 usmeHeHusix:
®edeparibHbiM 3akoHoM om 13 utons 2015 2. N 241-03 cmambsi 29 Hacmosiuez2o
®edeparibHO20 3aKoHa OoriofIHeHa Yacmeto 3.2

3.2. HopmaTtMBHass OOKyMeHTauuss WM  HOPMAaTMBHbIA  JOKYMEHT, MNPOEeKT
MHCTPYKUUM MO NPUMEHEHUIO NIeKapCTBEHHOro npenapara, NpoeKTbl MakeToB NepBUYHON
YNaKoBKM W BTOPUYHOW (NOTPEBUTENBCKOM) YNakoBKM JIeKapCTBEHHOro npenapara
npunaralTca K 3adABNEeHUI0 O MOATBEPXKAEHUN rOCydapCTBEHHOW  perucrpaumm
nekapCcTBEHHOro npenapara BHOBb TOSIbKO B Clly4ae, eCriv B HUX BHOCATCH U3MEHEHUS.

4. B TeyeHue pecatm pabounmx OHEW CO OHA TMPUHATUMS  3adBfeHUs O
NOATBEPXKAEHUM  FOCYOApPCTBEHHOMW  perucTpaumm rekapcTBEHHOro npenapara W
HeobXoaUMbIX AOKYMEHTOB COOTBETCTBYIOLLNA YNONMHOMOYEHHbIN befeparnbHbld opraH
NCMONHNTENBLHOWN BacTu:

1) npoBOAUT NPOBEPKY MOMHOTbI U LOCTOBEPHOCTU CBEOEHUN, COAepXalluMXcs B
npeacTaBreHHbIX 3adBUTENeM MaTepuanax;

MHdopmaums 06 M3MeHeHusX:

®edeparibHbIM 3akoHOM om 29 Hosi6ps1 2010 e. N 313-®3 nyHkm 2 yacmu 4 cmamabu
29 Hacmosiwe2o ®edepalribHO20 3aKOHa U3/I0XEeH 8 HO8oU pedaKyuu, ecmyrarouwel 8
cuny ¢ 1 aHeaps 2011 e.

CM. mekem riyHKkma 8 rpeodbioyuwied pedakyuu
2) NPUHMMaET peLleHne O nNpoBeaeHnn unm ob oTkase B NPOBEAEHUM IKCMEPTU3bI
OTHOLLEHNS OXWOAEMOW MOoMb3bl K BO3MOXHOMY PUCKY NPUMEHEHUSI NEeKapCTBEHHOrO
npenapaTa, a TakkKe 3KCMNepTu3bl KadecTBa NIEKapCTBEHHOro CpeacTBa, NPOBOANMON B
crnyyae BHECEHUS W3MEHEHWA B HOPMATUBHYIO [AOKYMEHTAUMIO WM HOPMAaTMBHbLIN
AOKYMEHT;
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3) yBegoMnsieT B NMUCbMEHHOW hopMe 3asiBUTENS O MPUHATOM pelleHun unn B
cnyyae npuHATUS pelleHns ob oTkase B NpoBeLeHUN SKCNepTU3bl C YKasaHMEM NPUYUH
TaKoro oTkasa.

MHdopmaumsa 06 uamMeHeHusx:

®edeparibHbiM 3akoHOM om 25 Hos16psi 2013 2. N 317-@3 cmambsi 29 Hacmosiweao
®edeparibHo20 3aKoHa OoriosIHeHa Yacmbio 4.1
4.1. B cny4ae BbISIBNEHNUS HEOOCTOBEPHOCTM CBEOEHUW, COLEpPKALLUMXCA B

NpeacTaBfeHHbIX 3asiBUTENneM Matepuanax, YnofIHOMOYEHHbIN enepanbHbli opraH
MCMNOMHNTENBHON BRacTU HanpaBnsieT 3asBUTENO 3anpoc 00 YTOYHEHUM YKa3aHHbIX
ceegeHnn. [JaHHbIn 3anpoc MoXeT ObITb nepegaH ynosITHOMOYEHHOMY npencTaBUTENto
3adBuUTENs NMMYHO NOA PACMUCKY, HanpaeneH no rnoyTe 3akasHbIM MMCbMOM WX NepeaaH
B 9NEKTPOHHOM dopMe MO TerlieKOMMYHUKAUWOHHBIM KaHanam cBdasn. B cnydvae
HanpasneHUsa JaHHOro 3anpoca no no4yTte 3akasHblM MMCbMOM OH CHUTAETCHA NOSTyYeHHbIM
MO UCTEYEHUM LLECTN OHEN C AaTbl HanpaBneHUsa 3akasHoro nMcbma.

MHdopmaumsa 06 nsmeHeHusx:

®edeparibHbiM 3akoHOM om 25 Hosi6ps 2013 2. N 317-©3 cmambsi 29 Hacmosiueao

®edeparibHO20 3aKoHa O0rosIHeHa Yacmbio 4.2

4.2. 3agsutenb o0643aH npenctaBUTb OTBET Ha 3anpoc YrNorHOMOYEHHOro

doeieparnbHOro opraHa UCMOMHUTENBHOW BRAacTU B CPOK, HE MpeBbllaloWwmin AeBAHOCTa
pabounx OHen co AHA nosnyvyeHus paHHoro 3anpoca. Cpok, yKasaHHbIM B 4actu 4
HacTosILEeN cTaTbW, NPUOCTAHABIMBAETCA CO AHS HanpaBneHusa 3asBUTEN0 3anpoca
YNOSTHOMOYEHHOIO heaepanbHOro opraHa MCNOSIHATENbHOM BNacTv 0 AOHA NOnyyYeHus
MM OTBETA Ha AaHHbIN 3aNpoc N HE YYUTLIBAETCS MPU UCHUCIIEHUN CPOKa NOOTBEPXKAEHUS
rocyaapcTBEHHOW perncTpawumm nekapCcTBEHHOro npenapara.

MHdopmaumsa 06 nsmeHeHusx:

®edeparibHbIM 3aKoHOM om 25 Hos16psi 2013 2. N 317-®3 6 yacmb 5 cmambu 29

Hacmosiuwe2o @edepasibHO20 3aKOHa 8HECEHbI USMEHEeHUSs

CM. mekem Yacmu 8 rnpedbiOyuwiel pedakuyuu

5. OcHoBaHnemM Ons oTkasa B NPOBEAEHUN SKCNEPTU3bl OTHOLLEHUSA OXMAOAEMOWN
NONb3bl K BO3MOXHOMY PWUCKY MPUMEHEHUS JIeKapCTBEHHOrO npenapata u (Mnu)
3KCNepTu3bl Ka4ecTBa fleKapCTBEHHOIO CpeACcTBa ABMSETCA nNpeacraBneHne JOKYMEHTOB,
yKasaHHbIX B 4YacTtax 1 u 3 HacToswen ctatbn, B HENOSTHOM 0ObeMe, HenpeacTaBneHme
3asBuTENEM B YCTAHOBIMEHHbIM CPOK OTBETA Ha YKasaHHbIM B 4Yacty 4.1 HacTodAlewn
cTaTbM 3anpoc YMNOSIHOMOYEHHOro doefepasibHoro opraHa WUCMOMHUTENbHOW BriacTu, a
Takke OTCYTCTBME B NpeacTaBneHHbIX JOKYMEHTax ncyepnbliBaloWmMx CBEAEHUN, KOTOpble
AOIMKHbI BbITb OTPaXXeHbl B HUX.

MHdopmaums 06 n3MeHeHusx:

®edeparbHbiM 3akoHoOM om 29 Hosib6pst 2010 2. N 313-®3 yvacme 6 cmambu 29
Hacmosiuwe2o @edeparibHO20 3aKOHa U3/10KeHa 8 Ho8oU pedakyuu, ecmynaruw,el 8
curny co OHs1 opuuyuansHo20 onybrukogaHus HazgaHHo20 ®edeparibHO20 3aKOHa U
pacrnpocmpaHsrouelcs Ha rnpasoomHoweHus, 8o3Hukwue ¢ 1 ceHmsbps 2010 a.

CmMm. mekem Yacmu 8 rpedbioywel pedakyuu
6. JKCnepTn3a OTHOLLEHUS OXMAAEMOWN MOSb3bl K BO3MOXHOMY PUCKY MPUMEHEHNSA
fieKapCTBEHHOro npenapara u (Mnn) aKcnepTrMsa KadecTBa NEeKapCTBEHHONO CpeacTea B
Luensax noaTBeEPXOEHUS TOCYyOapCTBEHHOM perucTpaumm nekapCcTBEHHOro npenapaTta


http://ivo.garant.ru/document?id=5658667&sub=296
http://ivo.garant.ru/document?id=12080682&sub=1704
http://ivo.garant.ru/document?id=12180682&sub=0
http://ivo.garant.ru/document?id=12080682&sub=1702
http://ivo.garant.ru/document?id=12080682&sub=1702
http://ivo.garant.ru/document?id=12080682&sub=1355
http://ivo.garant.ru/document?id=57955556&sub=295
http://ivo.garant.ru/document?id=70414766&sub=5473
http://ivo.garant.ru/document?id=70414766&sub=5472
http://ivo.garant.ru/document?id=70414766&sub=5471
http://ivo.garant.ru/document?id=70414766&sub=29041
http://ivo.garant.ru/document?id=5658668&sub=293
http://ivo.garant.ru/document?id=5658668&sub=291

NPOBOAATCSA Ha OCHOBaHWKM LOOKYMEHTOB, YKa3aHHbIX B 4acTu 3 HaACTOsdALWeW craTbu, B
nopsigke, YCTAHOBMIEHHOM Yactamu 5-8 crtatbM 23 KW ctateen 24 HacTOsLero
depeparnbHOro 3akoHa.

7. B nepuog nposegeHus npouenypbl MNOATBEPXKOAEHUA rocydapCTBEHHOM
perncTpaumm nekapCTBEHHOro npenapaTta ero rpaxkgaHcknin 06opoT OCyLLEeCTBSeTC Ha
Tepputopun Poccumnckon degepaumn.

MHdopmaumsa 06 nameHeHusx:

®edeparibHbIM 3aKOHOM om 22 okmsbps 2014 2. N 313-®3 cmambs 29 Hacmosiuez2o
®edepalribHO20 3aKoHa O0rofIHeHa Yacmaeio 8, ecmynarouwiel 8 cusly rno ucmeyeHuuU
mpudyamu OHel nocre OHsS oghuyuanbHo20 orybruKkoeaHuUs Ha38aHHO20
®edeparibHO20 3aKOHa

8. OcHoBaHMeM ans oTKkasa B MOATBEPXKOAEHWW FOCYLapCTBEHHOW perucrpaumm
nekapCcTBEHHOro nperapara SBNAeTcs pelleHne COOTBETCTBYHOLLEro YNOSIHOMOYEHHOIO
doefepanbHOro opraHa WCMOSHUTENbHOM BRNactTM O TOM, YTO KayectBO U (unun)
3P PEKTUBHOCTL NIEKAaPCTBEHHOIO npenapara He NoATBEPXKAEHbI MNONYyYEHHbIMN daHHbIMU
UM 4TO PUCK MPUYUHEHUSI Bpeda 300POBbI0 YerioBeka WM KMBOTHOMO BCreacTBue
npuema nekapcTBEHHOro npenapara npesbiaeT 3PPEKTUBHOCTb €M0 NPUMEHEHUS.

FAPAHT:

CM. KOMMeHTapum K ctaTbe 29 HacToswero deaeparnibHOro 3akoHa

Ctatbs 30. BHeceHMe WM3MEHEHWA B OOKYMEHTbI, COAepKalimecs
perMcTpaumMoHHOM [OOCb€ Ha 3aperncTpupoBaHHbLIA  NIEKAPCTBEHHDI
npenapat ans MeanumMHCKOro npuMeHeHus

MHdopmaumsa 06 nsmeHeHusx:

®edeparibHbIM 3aKOHOM om 22 0ekabpsi 2014 2. N 429-®3 (8 pedakyuu
®edeparnbHozo 3akoHa om 13 utons 2015 e. N 241-®3) yacmb 1 cmambsu 30
Hacmosiuwe2o PedepasibHO20 3aKOHa U3/IoXXeHa 8 Hogou pedakuuu, ecmynarued 8
cuny c¢ 1 saHeaps 2017 a.

CmM. mekcm yacmu 8 6yOywet pedakyuu

1. B uensx BHeceHMA WN3MEHEHUA B [OKYMEHTbl, codepXailunecs B
perncTtpaumMoHHOM [OCbe Ha 3aperncTpuMpoBaHHbIA NEKapCTBEHHbIM npenapar ans
MEONUWHCKOTO  MPUMEHEHUs,  3asBuTeNnb  npeacrtaBnser B YNOSITHOMOYEHHbLIN
doefiepasrnbHbI OpraH UCMNOMHUTESbHOM BNacTh 3asiBfieHNEe O BHECEHUN TakUX U3MEHEHUN
no ¢oopme, YyCTaHOBIIEHHOW YNOSTHOMOYEHHbIM doefieparibHbIM OpraHOM UCMOMHUTENBHON
BNactTu, U NPUIOXEHHblIE K HeMy W3MEHEHWA B YKasaHHble [OOKYMEHTbl, a TaKke
AOKYMEHTbI, NoATBepXKaatoLme HeobXxoaguMOCTb BHECEHUS TaKNX U3MEHeHWUI. MpuHaTne
peleHns 0 BHECEHUN TaKUX U3MEHEHUN unn 06 OTKase B UX BHECEHUM OCYLLEeCTBNAETCS
B CPOK, He nMpeBblawWnin OeBAHOCTa paboumx p[HeW Cco  OHS  NPUHATUSA
YNOSTHOMOYEHHbIM  doefieparibHbiIM  OpPraHOM WCMOSHUTENBHOW BlacTu  3asiBNEeHUs O
BHECEHUN TaKNX USMEHEHUN.

MHdopmaumsa 06 u3mMeHeHusX:

®edeparibHbIM 3aKkOHOM om 22 0ekabpsi 2014 2. N 429-®3 yacmb 2 cmambu 30
Hacmosiwe2o ®edeparibHO20 3aKOHa U3/ioXeHa 8 Hogou pedaKyuu, ecmyrnarouel 8
cuny ¢ 1 saHeapsi 2016 a.

CmMm. mekem Yacmu 8 rpedbioywel pedakyuu

B
n
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2. 3KkcnepTvM3a JfieKapCTBEHHbIX CPeACTB B YacTM  9KCMepTM3bl  KayecTsa
NeKapCTBEHHOrO cpeactBa M (MnM) 3KCNEepTU3bl OTHOLUEHUS OXMOaeMoW Monb3bl K
BO3MOXXHOMY PUCKY TMPUMEHEHUS JNeKapCTBEHHOro npenapata Ans  MeguumMHCKOro
NPUMEHEHU NPOBOAMTCS B CIlyYae BHECEHUSI UBMEHEHUIN B LOKYMEHTbI, cogepalimecs
B perncTpaumMoHHOM [OCbe Ha 3aperncTpuMpoOBaHHbIA JIeKapCTBEHHbLIM npenapaTt, B
OTHOLLIEHWMW:

1) CBedeHWN, yKa3aHHbIX B WHCTPYKUMM MO MEOAULMHCKOMY MPUMEHEHUIO
nekapCTBEHHOrO npenaparTa:

a) nekapcTtBeHHas dopma C yKa3aHMEM HAMMEHOBAHUMN W KONMYECTBEHHOO
coCTaBa [ENCTBYIOLINX BELECTB M Ka4eCTBEHHOro CocTaBa BCMOMOraTeSibHbIX BELLECTB
(Mpn HeOBXO0ANMOCTM KONMYECTBEHHOIO COCTaBa BCMOMOraTesSibHbIX BELLECTB);

6) cbapmakognHammka n hapmMakokMHETMKA (3a MUCKNIYeHnEM (hapMakoOKMHETMKM
roMeonaTtMyeckMx JeKapCTBEHHbIX MpenapaTtoB W pacTUTENbHbIX NeKapCTBEHHbIX
npenapaToB);

B) NokasaHua A5si NPUMEHEHNS;

) NnpOTMBONOKa3aHWs AN NpUMEHeHns;

A) Mepbl NPeaoCTOPOXKHOCTU NPY NPUMEHEHUU;

€) YyKasaHuMe BO3MOXHOCTM W OCOBEHHOCTEN MPUMEHEHUSA JEKapCTBEHHOIO
npenaparta Ang MeguuMHCKOro npuMeHeHns 6epeMeHHbIMU XXEHLMHAMK, XeHLMHaMN B
nepuoa rpyaHoro BCKapMNuBaHWA, AETbMMW, B3POCAbIMU, UMEKLUMU XPOHUYECKMNE
3aboneBaHus;

X) pexumm 003MpoBaHUSA, cnocobbl BBEAEHUS U NPUMEHEHMUS, NPU HEOBXO4MMOCTM
BpeMs npuema fnekapCTBEHHOro npenapara, npoaosPKUTENbHOCTb IeYeHNs, B TOM Yucne
y AeTen 4o u nocrne ogHoro roga;

3) BO3MOXHble NOBOYHbIE OENCTBUS U HEXenaTeNbHble peakumm npy NpuMeHeHum
neKapCTBEHHOrO npenaparTa;

N) CUMNTOMbI NEpPeo3NPOBKN, MEPbI MO OKa3aHWIo NOMOLLM Npu Nepeso3npOoBKe;

K) B3anMOLENCTBMNE C APYrMMU NieKapCTBEHHbIMM NpenapataMmu n (Mnun) NULLEBbLIMU
npoayKTamu;

n) bopMbl BbiNycKa fiekapCTBEHHOro npenapara;

M) ykasaHue (Npy HeobXoouMMOoCTM) OCOBEeHHOCTEN [OEeWCTBUS NeKapCTBEHHOrO
npenapara npu NepBom npuemMe Unun npu ero OTMeHe;

H) CBeJeHUsi O BO3MOXHOM BIIMSIHUM NEKapCTBEHHOro npenapaTta Ans
MEeOMLMHCKOTO MPUMEHEHUS1 Ha CNOCOOHOCTb yNpaBnATb TPaHCMOPTHLIMU CpencTBaMu,
MexaHu3Mamu;

0) CPOK rogHOCTM M YKa3aHue Ha 3anpeT NpuMeHEeHUs NeKkapCcTBEHHOro npenapara
MO NCTEYEHUM CPpOKa rOAHOCTY;

M) YCNOBUS XpPaHEHWS;

p) yCnoBusi OTNycKa;

2) cocTaBa NekapCTBEHHOro npenapaTa Anst MeEAULUHCKOro NPUMEHEHNS;

3) WUW3MeHeHMa MecTa nNpoOu3BOACTBA JleKApCTBEHHOro npenapata  Ans
MeOMLMHCKOrO NPUMEHEHUS;

4) un3MeHeHus1 nokasaTeneM KayecTBa JleKapCTBEHHOro npenapata Ans
MEOULMHCKOTO MPUMEHEHNA U (UNKM) METOOOB KOHTPOMSA KadecTBa NeKapCTBEHHOro
npenapara Ang MeguuUMHCKOro NpUMeHeHus;

5) nameHeHns cpoka rogHOCTU NeKapCTBEHHOro npenapaTta Ansi MeguumMHCKOro



NPUMEHEHUS;
6) cBedeHUn O HeoOXOAMMOCTM BHECEHUS WMHbLIX U3MEHEHUW B MHCTPYKUUIO MO

MeANLMHCKOMY MPUMEHEHUNIO NIEKapCTBEHHOIO npenapaTta, a Takke B UHble JOKYMEHTHI,
cogep)xawmeca B pPermctpaumoHHOM [OCbe Ha 3aperMcTpuvpoBaHHbIN FleKapCTBEHHbIN
npenapart. [lp1 9TOM pelleHne O NPOBELEHUM IKCNEPTM3bl KayecTBa NeKapCTBEHHbIX
cpeactB u (Unn) SKCNepTU3bl OTHOLLEHUA OXMOAEMOW MNOfb3bl K BO3MOXHOMY PUCKY
NPUMEHEHNS NIeKapCTBEHHOrO npenapara ans MeguunHCKOro npuMeHeHns npuHMMaeTcs
B COOTBETCTBMM C YTBEPXOEHHOM YMOSIHOMOYEHHbIM  doedeparibHbiM  OpraHoMm
MCMNONHUTENBHOM BfacTn Kraccudukaumemn Wu3MeHEeHUW, BHOCUMbIX B [JOKYMEHTHI,
cogep)awimecs B pPermcTtpaumoHHOM [OCbe Ha 3aperMcTpuvpoBaHHbIA FleKapCTBEHHbIN
npenapar.

MHdopmaumsa 06 u3mMeHeHusX:

®edeparibHbIM 3aKkOHOM om 22 0ekabpsi 2014 2. N 429-®3 yacmpb 3 cmambu 30
Hacmosiwe2o @edepasibHO20 3aKOHa U3/10KeHa 8 Ho8oU pedakyuu, ecmynaruw,el 8

cuny ¢ 1 urons 2015 a.

CmMm. mekem Yacmu 8 rpedbioywel pedakuyuu

3. C 3asBrneHMeMm O BHECEHMM U3IMEHEHWA B [OKYMEHTbl, coaepalumecs B
perncTpaumMoHHOM [0OCbe Ha 3aperncTpuMpoBaHHbIA NEeKapCTBEHHbIM npenapar ans
MeOULMHCKOrO NPUMEHEHUs, Hapsaay ¢ JOKYMEHTaMu, ykadaHHbIMU B YacTu 1 HacTosLwen
cTatbM, 3aaBUTENb NpPenCcTaBnseT Konuu [OOKYMEHTOB, MOATBEpXAAloWmnxX ynnarty
rocygapCTBeHHOM MOLWSMHBbI 3@ BHECEeHMe B  [JOKYMEHTbl, coAepxawuecs B
perncTtpaumMoHHOM [OCbe Ha 3aperncTpuMpoBaHHbIN NEeKapCTBEHHbIM npenapar ans
MEOULMHCKOTO MPUMEHEHNHA, U3MEHeHUn, Tpebyrwmnx npoBeaeHus  IKCnepTusbl
neKapCcTBEHHbIX CPeACTB B 4acTW 3KCMEpPTU3bl KavyecTBa JIeKapCTBEHHOro cpeactea u
(Mnn) akcnepTU3bl OTHOLLIEHUS OXMOAEMOW MNOfMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS
nekapCcTBEHHOro npenapata Ansg  MeOUUUHCKOrO  MNMPUMEHEHUsl, rocydapCTBEHHOM
MOLWMMHBI 3@ BHECEHWE B OOKYMEHTbl, coAaepXallmecs B permctpauMoHHOM [OoCbe Ha
3aperncTpMpoBaHHbIA  NEKapCTBEHHbIM NpenapaT And MeOUUMHCKOro MNpUMEHEHUs,
N3MEHEHUN, He TpebyloLmx NpoBeaeHNs 9KCNepTU3bl SIeKapCTBEHHOINo cpeacTea, nmbo
BrpaBe npeacTaBUTb MO COOCTBEHHOW MHUUMATUBE yKasaHHble JOKYMEeHThl. B cnyyae mx
HenpeacTaBneHna YMNOSIHOMOYEHHbIN dbeaeparibHbii opraH UCMNOSTHUTESNTbHOW BriacTu
npoBepAeT akT ynnatbl rOCYAAPCTBEHHbIX TMOLWMNH 3adBUTENeM MNOCPeACcTBOM
MCNonb3oBaHUa UHGopMaumm o6 ynnaTte rocygapCTBEHHbIX MOLUMWH, coaepXallencs B
[ocypapCTBEHHONW MHMOPMALMOHHOM CUCTEME O TOCYAapPCTBEHHbLIX U MYHUUMMANbHbBIX
nnaTtexax, Ha OCHOBaHUM MpPeACTaBfEHHbIX 3asiBUTENeM KOMWin  JOKYMEHTOB,
noATBepXXAatoLWMX ynnaTy rocygapCTBEHHOM MOLUSNHLI.

4. B TeueHne gecsatn paboumx OHEN cO AHSA NMOCTYNNEeHUsl yKkazaHHoro B Yactu 1
HacCTosILLEeNn CTaTbW 3adBfAEHUSs U HeoBXoOUMbIX OOKYMEHTOB  YMNOSIHOMOYEHHbIN
denepanbHbIM OpraH UCMOMNHUTENBHOW BacTu:

1) NpoBOAUT MPOBEPKY MOMHOTbI U LOCTOBEPHOCTU CBEAEHUMN, COAEepXalLUUXCHA B
NpeacTaBneHHbIX 3asaBUTENEM Matepuanax;

2) NPUHUMAET peLleHne O NPOBEAEHUM YKa3aHHbIX B 4acTu 2 HACTosLWen cTaTby
COOTBETCTBYIOLUMX SKCNEPTU3 JleKapCTBEHHOro cpeactsa wnnm o6 oTkasze B UX
NpoBeAEHUMU;

MHdopmaumsa 06 n3mMeHeHusX:
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®edeparibHbiM 3aKkOHOM om 22 dekabps 2014 2. N 429-®3 6 nyHkm 3 yacmu 4
cmambu 30 Hacmosiwe2o PedeparibHO20 3aKOHa 8HECEHbI UBMEHEHUS, ecmyrnarouue
e cuny c 1 uronsa 2015 a.

CmMm. mekem riyHKma 8 rpedbidywed pedakuuu
3) yBeOOMISIET B ANIEKTPOHHON UM NMUCbMEHHOW (bopme 3asiBUTENS O NPUHSTOM
pEeLLUEHNN UK B Cnyyae NMpUHATUS pelleHns 06 oTkase B NpoBeLEHMM COOTBETCTBYIOLLEN

3KCnepTm3bl C YKazaHMEM NPUYNH TaKOro OTKasa.

MHdopmaumsa 06 nameHeHusx:

®edeparnbHbiM 3aKoHOM om 25 Hosibpsi 2013 2. N 317-®3 cmamabsi 30 Hacmosiweao
®edeparibHo20 3aKoHa OoriosIHeHa Yacmbio 4.1
4.1. B cny4yae BbISIBEHNS HEOOCTOBEPHOCTM CBEOEHUW, CcoAepKalunxcs B

NpeacTaBreHHbIX 3asiBUTeneM Mmatepuanax, YnofIHOMOYEeHHbIN enepanbHbli opraH
MCMNOMHUTENBHON BracTU HanpaBnsieT 3asiBUTENO 3anpoc 00 YTOYHEHUM YKa3aHHbIX
ceegeHnn. [JaHHbIn 3anpoc MoXeT ObITb nepegaH ynosITHOMOYEHHOMY npencTaBUTENto
3asBMTENS NIMYHO NMOA PaACcnUCKy, HanpaemeH Mo noyTe 3akasHbIM NMUCbMOM UNKU NepeaaH
B ONEeKTPOHHOM doopMe MO TerleKOMMYHUKAUWOHHBIM KaHanam cBdasn. B cnydae
HanpaBfeHsl 4aHHOro 3anpoca no NoYTe 3akasHblM MUCbMOM OH CYMTAETCH NOMNYyYEHHbIM
MO UCTEYEHUM LLIEeCTN AHEN C AaTbl HanpaBreHNa 3aKka3Horo NUCbma.

MHdopmaumsa 06 u3mMeHeHusX:

®edeparibHbIM 3aKoHOM om 25 Hosi6psi 2013 2. N 317-©3 cmambsi 30 Hacmosweao
®edepasibHO20 3aKoHa O0rofIHeHa Yacmaeto 4.2
4.2. 3agsutenb o0643aH npenctaBUTb OTBET Ha 3anpoc  YNoOrHOMOYEHHOro

doeeparnbHOro opraHa UCMOMHUTENBHOW BAacTU B CPOK, HE MpeBblllalowmin AeBAHOCTa
pabounx OHen co AHA nosnydeHns paHHoro 3anpoca. Cpok, yKasaHHbIM B 4actu 4
HacTosLWeN cTaTbu, NPUOCTAHaBIMBAETCHA CO AHA HarnpasfeHus 3aaBUTENto 3anpoca
YNOSTHOMOYEHHOIO hefepanbHOro opraHa MCNoSIHATENbHOM BNacTtv 00 AOHA MNOnyyYeHus
MM OTBETa Ha [daHHbIA 3anpoC WU He Y4YUTbIBAETCHA MPU UCYUCINEHUU CPOKa MPUHATUSA
peweHnss 0 BHECEHUM U3MEHEHUN B OOKYMEHTbl, coaepXalimecss B pernctpaunoHHOM
AOCbe Ha 3aperucTpupoBaHHbIM  NeKapCTBEHHbIM npenapat aAng  MeauuMHCKOro
NPUMEHEHMS.

MHdopmauumsa 06 uamMeHeHusx:

®edeparibHbIM 3aKoHOM om 22 0ekabps 2014 2. N 429-03 6 yacmb 5 cmambu 30
Hacmosiuwe20 PedeparibHO20 3aKOHa 8HeCEHbI USMEHEeHUSs, eacmyrnarouiue 8 cusy ¢ 1
urons 2015 a.

CM. mekcm Yacmu 8 rnpedbiOywel pedakyuu

5. OcHoBaHMeM Afis OTKasa B MPOBEAEHUM YKasaHHbIX B 4acTu 2 HacCTosLLEeN
cTaTbM 3KCNEPTU3 ABMSETCH NpeacTaBrieHne JOKYMEHTOB, NEPEYNCTIEHHbIX B YacTax 1 un
3 HacTosiwen crtatbM, B HeENONHoOM ob6beme, HenpeacTtaBreHne 3asiBUTENEM B
YCTaHOBJSIEHHbIN CPOK OTBETA Ha YyKasaHHbIM B 4acTtu 4.1 HacToswen ctatbu 3anpoc
YNOSTHOMOYEHHOIo doeepanbHOro opraHa UCNOSTHUTENTbHOM BNacTu, a Takke OTCYTCTBUE
B NpeacTaBfeHHbIX  [OOKYMEHTax  [OOCTaTOYHbIX  CBeAeHWU,  noaTBepXaaroLmx
HeobxoaMMoCTb BHECEHUS N3MEHEHUN, nnu OTCyTCTBUE nHdopMaLmn,
noaTeepXxaarowen gakT ynnaTtbl roCydapCTBEHHbIX MOLWUMWH, YKa3aHHbIX B 4acty 3
HaCTOSILLIEN CTaTbMW.

6. YKazaHHble B 4acTu 2 HACTOSLEN cTaTby 3KCNEepTU3bl NPOBOAATCA B MNOpsiaKe,
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YCTaHOBJIEHHOM cTaTben 23 HacTosiwero ®enepanbHOro 3akoHa.

MHdopmaumsa 06 uamMeHeHusx:

®edeparibHbIM 3akoHOM om 22 dekabpsi 2014 2. N 429-®3 6 yacmpb 7 cmambu 30
Hacmosiwe2o ®edeparibHO20 3aKOHa 8HECEHbI U3MeHeHUs!, ecmynaroujue 8 cusny ¢ 1
urons 2015 e.

CmMm. mekem Yacmu 8 rpedbioywel pedakyuu

7. B cCcpok, He npeBblllalOWMA AOecAatTn paboumx OHEN CO AHA MNonyyYeHus
3aKITOYEHNN KOMUCCUIA 3KCMEPTOB MO pes3ynbrataM yKasaHHbIX B 4acTu 2 HacTosALen
cTaTbW 3KCNepTn3, YNONHOMOYEHHbIN beaeparnbHbi OpraH NCNONMHUTENBHOW BNacTu:

1) NpYHUMAET pelleHne O BHECEHUN U3MEHEHU B AOKYMEHTbI, cogepXalmecs B
perncTpaLmMoHHOM [0Cbe Ha 3aperMcTpupoBaHHbIA JIeKapCTBEHHbLIM npenapat Angd
MEeANLNHCKOrO NPUMEHEHUs1, Unn ob oTkase BO BHECEHUU TaKNX UBMEHEHWUN;

2) BHOCWUT B rOCYyJapCTBEHHbLIA pPeecTp feKapCTBEHHbIX CPeacTB Ha OCHOBaHUU
peweHnss 0 BHECEHUUM U3MEHEHUN B OOKYMEHTbl, CoAaepXalumecss B pernctpaunoHHOM
AOCbe Ha 3aperucTpupoBaHHbIA  NeKapCTBEHHbIM npenapaTt Ans  MeguuUMHCKOro
NPUMEHEHUs1, HeOBXO4MMbIE N3MEHEHUS U BO3BPALLAET UX 3asiBUTENIO;

3) BblOaeT 3adBUTENIO HOBOE pPEerucTpauuoHHoe yOOCTOBEpPEHME FIeKapCTBEHHOIo
npenapaTa B cinyyYyae naMeHeHNsa CBeLeHNN, COOAePXaLLNXCA B HEM.

8. OcHoBaHMeM [ns oOTkasa BO BHECEHUU WU3MEHEHUW B [OOKYMEHThI,
cogepxaiumeca B permcTpaumMoHHOM [OCbe Ha 3aperncTpupoOBaHHbLIA FIEKapCTBEHHbIV
npenapat ans MeauLUMHCKOro MPUMEHEHUs, SBNSETCA 3aknioveHue YNoSTHOMOYEHHOrO
doegepanbHOro  opraHa  WUCMOMHUTENbHOW  BNactTM O  BO3MOXHOCTU  CHWXKEHUSA
BGesonacHoCTW, KayecTBa, 9OMEEKTMBHOCTM JIEKApCTBEHHOIO CpeacTtBa B criyvae
BHECEHUA TaKNX UBMEHEHWUN.

MHdopmaumsa 06 u3mMeHeHusX:

®edeparibHbIM 3aKoHOM om 22 0ekabpsi 2014 2. N 429-®3 yacmb 9 cmambu 30
Hacmosiwezo ®edeparibHO20 3aKOHa U3/10XKeHa 8 HO8oU pedakyuu, ecmynaruwel 8
cuny ¢ 1 urons 2015 e.

CmMm. mekem Yacmu 8 rpedbioywel pedakyuu
9. [onyckaetca obpalleHne neKkapCTBEHHbIX MpenapaTtoB Ans MeAMLMUHCKOro

NPUMEHEHUS OO0 WCTEYEeHUs] CpoKa [OAHOCTWM, NPOM3BEeAEHHbIX B TeYeHue CcTa
BOCbMWOECATM OHEN nocne AaTtbl NPUHATUS YNONTHOMOYEHHbIM heaepanbHbIM OpraHoM
MCNOSMHUTENbHOM  BfacTM  peLlleHMss O BHECEeHUM U3MEHEHMA B OOKYMEHTHI,
cogepxawimecss B pPeErmcTtpauMoHHOM [OoCbe, B COOTBETCTBUMM C MHGOpMauunen,
coaepxawlencsa B JOKYMEHTaxX permcTtpaumMoHHOro AOCbe Ha feKapCTBEHHbIM npenapat
A0 OaTbl NPUHATUS TAKOro peLLeHus.

FAPAHT:

CMm. kommeHTapum k ctatbe 30 HacToswero PegepanbHOro 3akoHa

Ctatbs 31. BHeceHMe WM3MEHEHWA B OOKYMEHTbI, CcoOAepKalimecs
perMcTpaumMoHHOM [OOCb€ Ha 3apermcTpupoBaHHbLIA  NIEKAPCTBEHHDI
npenapat Ansi BEeTepMHapHOro NPMMeEHeHUs

MHdopmaumsa 06 nameHeHusx:

®edeparnbHbiM 3akoHoM om 13 utons 2015 e. N 241-®3 e vacmb 1 cmambu 31
Hacmosiuwe2o @edepasibHO20 3aKOHa BHECEHbI USMEHEHUSs

B
7
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CmMm. mekcm Yacmu 8 rpedbioywel pedakyuu
1. B uensx BHeCeEHMSS U3MEHeHUMM B [JOKYMEHTbl, coAepXalwimecss B

perncTpaumMoHHOM [OCbe Ha 3aperncTpuMpoBaHHbIN NEeKapCTBEHHbIN npenapar ans
BETEPMHAPHOIO  MNPUMEHEHUs, gepXaTtenbs wWnuM  Bnageney  perncTtpaumoHHOro
YOOCTOBEPEHNA IIeKapCTBEHHOroO npenaparta WNU  YNosIHOMOYEHHOE WM gpyroe
lopuandeckoe nuuUo (ganee B HACTOAWEWN CcTaTbe - 3asBUTeNb) MpeacTaBrnseT B
YNOSTHOMOYEHHbLIN (hefeparnbHblli OpraH UCNOSHUTENbHOW BacTy 3asiBfiEHNE O BHECEHUU
TakUX U3MEHeHU No hopMe, YCTaHOBSIEHHOW YMNONIHOMOYEHHbBIM doefiepasibHbIM OpraHoM
NCMNOSNMHUTENBHOW BRACTU, N NPUNOXEHHbIE K HEMY U3MEHEHUS B YKa3aHHble JOKYMEHTHI,
a TakkKe [OKYMEeHTbl, nogreepxgatolime HeobXxoaMMOCTb BHECEHUSI TakKMX U3MEHEHUMN.
MpuHATHE pelleHnss O BHECEHUW TakKMX W3MEHEHMrM unnm o6 oTkase B UX BHECEHUMU
OCYLLECTBNSAETCSA B CPOK, HE NpeBbILaLWmMn AEeBAHOCTA paboynx AHEN CO OHSA NPUHATUS
YNOSTHOMOYEHHbLIM  doefieparnbHbIM - OpraHoOM WCMOSMHUTENBHOWM BRNacTu 3asiBieHUss O
BHECEHUN TaKUX U3MEHEHUM.

MHdopmaums 06 usmeHeHusx:

®edeparibHbIM 3aKoHOM om 22 Oekabps 2014 2. N 429-®03 6 yacmb 2 cmambu 31

Hacmosiuwe2o0 PedeparibHO20 3aKOHa 8HeCEHbI USMEHeHUSs, acmyrnarouue 8 cusy ¢ 1

urons 2015 a.

CmMm. mekcm Yacmu 8 rpedbioyuwel pedakyuu
2. B cnyyae BHeceHWA W3MEHEHUM B [OOKYMEHTbl, coAep)xawmecs B
perncTpaumMoHHOM [OCbe Ha 3aperncTpuMpoBaHHbIN NEKapCTBEHHbIM npenapar Aans

BETEPUMHAPHOIO NMPUMEHEHNS, B OTHOLLEHUN CBEAEHUN, yKa3aHHbIX B nognyHkrax "e", "x",
"K', "n", "RY, "¢, "X" nyHkTta 7 4yactu 3 crtatem 17 Hactoswero denepanbHOro 3akoHa,
N3MEHEHNA U (MNK) OOMNOSHEHUST NPOU3BOACTBEHHOW MMOWAnKM NeKapCTBEHHOro
cpeactBa, a TakkKe B Crydae M3MEeHEeHUs MokasaTenen kadyecTtBa JleKapCTBEHHOro
npenapaTta Ansi BETEPUMHAPHOro MPUMEHEHUA U (UNIM) METOOOB KOHTPONS KadvecTBa
fleKapCTBEHHOro npenapara Ansi BETEPUHAPHOro NPUMEHEHUSI NMPOBOAUTCSA 3KCrnepTmsa
nekapCTBEHHOro CpeacTea Ans BeTepUHaApHOro npumeHeHuns. B criydae HeobxoaumocTu
BHECEHUS UHbIX UBMEHEHNI B AOKYMEHTbI, coAgepXallmnecs B permctpaumMoHHOM AOCbe Ha
3aperucTpuMpoBaHHbIN  NIEKAPCTBEHHbLIA Mpenapar Ana BETEPUHAPHOrO MPUMEHEHUS,
3aKcnepTm3a NekapCTBEHHOIO cpeacTBa Anst BETepuHapHOro NpUMEHEHUS HE NMPOBOANTCS.

MHopmaums 06 usmeHeHusix:

®edeparibHbiM 3aKOHOM om 22 okmsibpsi 2014 2. N 313-®3 6 yacmb 3 cmambu 31
Hacmosuwe2o ®edeparibHO20 3aKOHa 8HECEHbI U3MeHeHUs], ecmynarujue 8 cusy ¢ 1
sAAHeaps 2015 e.

CmMm. mekcm Yacmu 8 rpedbioyuwel pedakyuu

3. C 3asaBneHMeM O BHECEHUM WU3MEHEeHUM B [OOKYMEHTbl, COAepalmecs B
perncTtpaumMoHHOM [OCbe Ha 3aperncTpuMpoBaHHbIN NEKApCTBEHHbIM npenapar Aans
BETEPUMHAPHOIO MNPUMEHEHUs, Hapagy C [OOKYMEeHTaMW, YKasaHHbIMM B 4Yactn 1
HacTosiIlen cTaTbW, NPeacTaBnaAlTCA  AOKYMEHTbl, MOATBepXaawlwue  ynnarty
rocydapCTBEHHOM TMOLWJSMHbI 3@ BHeCeHWe B [OOKYMEHTbl, coaepXawmecs B
perncTpaumMoHHOM [0Cbe Ha 3aperncTpuMpoBaHHbIN NEKapCTBEHHbIM npenapar Aans
BETEPUHAPHOIO MPUMEHEHUS, WU3MEHEHU, TpebyllWwnx npoBeAEHNS 3IKCNepPTU3bl
NIeKapCTBEHHOrO cpeacTBa ANl BETEPUMHAPHOINO MNPUMEHEHUS, WM U3MEHEHUN, He
TpebyrLwmx NpoBedeHUs 3KCNepTU3bl FeKapCTBEHHOrO cpeacrtBa Ond BeTepUHapHOro
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NPUMEHEHUS.

4. B cpok, He npesblllawoWwmnm gecatn paboymx OHen Co [[HS NOCTYNieHus
yKaszaHHOro B 4actu 1 HacTosiwen cTaTbuM 3asdBrneHUs U HeobXOoAMMbIX [OKYMEHTOB,
YNONTHOMOYEHHbIN dpefepanbHbIn OpraH UCNOSTHUTESNbHOM BNACTMU:

1) npoBOAUT NPOBEPKY MOMHOTbI U LOCTOBEPHOCTU CBEOEHUN, COAepXalUuMXcs B
npeacTaBreHHbIX 3aaBUTENEM JOKYMEHTaXx;

2) NpUHUMAaET peLleHne 0 NPoBeAEHUN IKCNEPTU3bI SIEKapCTBEHHOIO cpeacTsa Ans
BETEPMHAPHOro NpUMeHeHust nu ob oTkase B ee NpoBeLeHUN;

3) yBegoMnsieT B NMUCbMEHHOW hopMe 3asiBUTENS O MPUHATOM pelleHun unnm B
cnyyvyae npuHATUA pewleHna ob oTkase B MPOBEAEHUM 3KCMEepPTU3bl JIeKapCTBEHHOro
cpencTtBa As1s BeTEPUHAPHOro NpUMEHEHNS C yKa3aHMeM MPUYMH Takoro oTkasa.

5. OcHoBaHMeM Onsi oTKasa B NMPOBEeAEHUN IKCNEePTU3bl NNEKAaPCTBEHHOIO CpeacTBa
AN BETEPUHAPHOIro NMpUMeHeHNa ABnAeTCA npeacraBrieHne OOKYMEHTOB, yKa3aHHbIX B
yactax 1 w©M 3 HacTodAwen cTaTbW, B HenorHoM obbemMe WM OTCYTCTBME B
npencraBrneHHbIX AOKYMeHTax A0CTaTOYHbIX cBefeHun, nogTeepXxaaroLLmx
HeoOXOANMOCTb BHECEHNSA U3MEHEHU.

6. OKcnepTmsa nekapCcTBEHHOro cpeactsa [Afsi BETEPUMHAPHOro MNpUMEHEHUsS B
Lensax BHECEHUS N3MEHEHUN B LOKYMEHTbI, cogepXallunecsa B permctpaumoHHOM OCbe
Ha 3aperncTpypoBaHHbLIN NeKapCTBEHHbIN npenapar Ans BETEPUHAPHOro npuMeHeHus,
OCYLLECTBNAETCA B MOpsiAKe, YyCTaHOBMNEHHOM cTaTbel 24 HacTtoswero denepanbHOro
3aKoHa.

MHdopmaumsa 06 u3mMeHeHusX:

®edeparibHbIM 3aKkOHOM om 22 okmsbpss 2014 2. N 313-®3 cmambsi 31 Hacmosiwea0
®edeparibHO20 3aKoHa OoriofiHeHa Yacmeto 6.1, ecmynarowed 8 cusy Mo ucmedyeHuu
mpuduamu OHeu rocrie OHA oghuyuanbHo20 orybrukoeaHusi Ha38aHHO20
®edepasibHO20 3aKOHa

6.1. B cpok, He npeBblwawwmn natTM pabounx AOHEM Cco AHA NOoNyvYeHus
3aKM4YEeHNA KOMUCCUW IKCMEpPTOB MO pesynbraTaM yKkasaHHOW B 4acTu 2 HacTosiwen
CcTaTbM 3KCMNepTU3bl, YNONTHOMOYEHHbIVN doefieparibHbI OpraH UCMONHUTENbLHOW BIlacTu:

1) NpYHUMAET peLleHne O BHECEHUN U3MEHEHUN B AOKYMEHTbI, cogepXalmecs B
perncTpaumMoHHOM [0Cbe Ha 3aperncTpuMpoBaHHbIN NEeKapCTBEHHbIN npenapar ans
BETEPMHAPHOIO NPUMEHEHUs!, NnNn 06 oTkase BO BHECEHUN TaKNMX N3MEHEHUN;

2) BHOCUT B roCydapCTBEHHbIN PEEeCcTp JleKapCTBEHHbIX CPeaCTB Ha OCHOBAHWUU
peweHnss 0 BHECEHUM U3MEHEHU B OOKYMEHTbl, CoAepXalimecss B pernctpauuoHHOM
AOCbe Ha 3aperncTpuMpoBaHHbIN JIeKapCTBEHHbIA npenapaTr Afis  BeTepuHapHOro
NPUMEHEHUNS, HeOBXoaMMblEe U3MEHEHUS U BO3BPALLAET 3TN AOKYMEHTbI 3asBUTENIO.

7. OcHoBaHmemM [Ons OTKa3a BO BHECEHUN U3MEHEHUA B [OOKYMEHTbI,
cogepxaiumeca B permcTpaumMoHHOM [OCbe Ha 3aperncTpupOBaHHbLIA FIEKapPCTBEHHbIN
npenapaT 4ns BETEPUHAPHOro NPUMEHEHUS, ABMNAETCA 3aKNioYeHWe YnosTHOMOYEHHOro
defepanbHOro  opraHa  WUCMOMHUTENbHOW  BNactM O BO3MOXHOCTUM  CHWXKEHUSA
6e3onacHoOCT, KayecTBa, 9A(MP@MEKTUBHOCTU  NeKAapCTBEHHOro  npenapata  Ans
BETEPMHAPHOIO NPUMEHEHUS B Cllydae BHECEHNA N3MEHEHUIN B YKa3aHHbIE JOKYMEHTHI.

MHdopmaumsa 06 nsmeHeHusx:

®edeparibHbIM 3aKoHOM om 22 Oekabpsi 2014 2. N 429-®3 yacmb 8 cmambu 31
Hacmosiuwe2o @edeparibHO20 3aKOHa U3/10KeHa 8 Ho8oU pedakyuu, ecmynaruw,el 8
cuny ¢ 1 uronsa 2015 a.


http://ivo.garant.ru/document?id=70726338&sub=41
http://ivo.garant.ru/document?id=70726338&sub=41
http://ivo.garant.ru/document?id=70726338&sub=1232
http://ivo.garant.ru/document?id=70671755&sub=0
http://ivo.garant.ru/document?id=70671754&sub=21
http://ivo.garant.ru/document?id=70671754&sub=153

CmMm. mekcm Yacmu 8 rpedbioywel pedakyuu
8. [onyckaeTcsa obpalieHne nekapcTBEHHbIX NpenapatoB Af1si BETepPUHAPHOro

NPUMEHEHNS 00 WCTEYEHNA CpoKa rO4HOCTWU, TMPOU3BELEHHbLIX B TeyeHWe CTa
BOCbMUAECATN OHEN nocne AaTbl MPUHATUA YNOSTHOMOYEHHbIM dhefepanbHbIM OpraHoMm
MCMOMHUTENBHON  BNacTM  peleHMss O BHECEHUN WU3MEHEHUM B  OOKYMEHTHI,
cogepXxawmecs B pPeruMcTpauuMoHHOM [OCbe Ha JeKapCTBEHHbI npenapaT, B
COOTBETCTBUN C MHGPOPMaLMEN, coaepKallencs B JOKYMEHTaxX PermcTpaumoHHOro 4ocbe
Ha NekapCcTBEHHbIN nNpenapaT Ao AaTbl MPUHATUS TaKOro peLUeHus.

FTAPAHT:

CmMm. komMmeHTapun k ctaTbe 31 HacTosiwero PegepanbHOro 3akoHa

CTtatbs 32. OTMeHa rocygapCTBEHHOM pernctpauumn nekapcTtBeHHOro npenapara

PelwweHne 06 oTMeHe rocyagapCTBEHHOW perncTpaumm nekapCTBEHHOro npenapara
M UCKITIOYEHMM  JIeKapCTBEHHOrO npenapata W3  rocy4apCTBEHHOro  peecTtpa
NeKapCTBEHHbIX CPeaCTB MNPUHUMAETCS YMNONMHOMOYEHHbIM doefeparnbHbIM - OpraHoM
NCMNOMHNTENBHOW BNacTu B Cryyae:

1) NnpeactaBneHns COOTBETCTBYHOLLUMM YMNOMHOMOYEHHbLIM doeaeparibHbiM OpraHoMm
NCMOMHUTENBHOW BracTU 3akfiYeHuss O pucke unnm o6 yrpose 300POBbHO, KU3HWU
YyerioBeka Ui XMBOTHOIO NPU NPUMEHEHUN NeKapCTBEHHOro npenapaTta, NpesBblLaoLwmx
ero a(peKkTMBHOCTb, NO pe3ynkTaTamM OCYLLECTBISEMOro MM MOHUTOPUHIa 6e3onacHoCTH
neKkapCcTBEHHOrO npenapara;

MHdopmaumsa 06 nameHeHusx:

®edeparibHbiM 3aKOHOM om 22 dekabpsi 2014 2. N 429-®3 6 nyHkm 2 cmambu 32
Hacmosiuwe2o @edepasibHO20 3aKOHa BHECEHbI UBMEHEHUS, acmyrarowjue 8 cusny ¢ 1
urons 2015 a.

CmMm. mekcm riyHKma 8 rpedbidywed pedakyuu

2) nogadn pepxatenem wnNu BragenbuemM pPerncTpauuoHHOro yaoCTOBEPEHUS
NeKapCTBEHHOro npenapara unM YynosIHOMOYEHHbIM UM OPYrUM HOPUANYECKAM NULIOM
3asBrieHnsa 06 OTMeHe rocygapCTBEHHOW perncTpaunmn nekapcTBEHHOro npenapara;

3) HenoATBEPXOEHUS rocyaapCTBEHHOW perncTpalmm nekapcTBeHHOro npenapara
MO UCTEYEHUN CPOKa AENCTBUS PErmcTpaumMoOHHOrO YOOCTOBEPEHUS, BblAAHHOIO Ha NATb
ner;

4) HenpencCTaBneHus 3asBUTeneM MWHpopMauumn, Kotopas MOXET MnoBneyvb 3a
cobonn HeobXoOUMOCTb BHECEHUA W3MEHEeHUW B [OOKYMEHTbl, cojepxawiuecss B
perncTpaumMoHHOM JOCbe Ha 3aperncTpupoBaHHbIN NeKapCTBEHHbIN Npenapart, B Te4eHne
Tpuauatn paboymx gHen co OHA HACTYNNEHNSA 3TUX N3SMEHEHUN;

MHdopmaumsa 06 n3mMeHeHusx:

®edeparibHbIM 3aKOHOM om 22 dekabpsi 2014 2. N 429-®3 6 nyHkm 5 cmambu 32
Hacmosiuje2o ®edeparibHO20 3aKOHa 8HECEHbI USMEHEHUs1, ecmynarouue 8 cusny ¢ 1
urons 2015 e.

CmMm. mekem riyHKma 8 rpedbidywed pedakuuu
5) ocyuwiecTBrneHna rocygapCTBEHHOM perucTpaumm nekapCTBEHHOro npenapaTta
nod TOProBbiIM HaWMEHOBAHMEM 3apPerncTpMpoBaHHOIO paHee nod 3TUM TOProBbIM
HaVMeHOBaHMEM NIeKapCTBEHHOroO npenapara, oTNM4YalLWerocsi Ka4eCTBEHHbIM COCTaBOM
AENCTBYIOLLMX BELLECTB;
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6) ocyLLeCcTBMNeHNs rocyaapCTBEHHON pernctpaumm 3asiButenemM O4HOro M TOro Xe
nekapCTBEHHOroO npenapata nog pasfnnuyHbIMU TOProBbiIMWU HaMMEHOBAHUSIMU,

7) BblHECEHMSI CYyOOM peLLeHUs O HapyLleHun npas npasoobnagartens ob6bekTos
NHTENeKTyanbHOM CO6CTBEHHOCTU Npu obpalleHnn nekapCTBEHHbIX CPEACTB;

MHdopmaums 06 usmeHeHusix:

®edeparibHbIM 3aKoHOM om 22 0ekabps 2014 2. N 429-03 cmames 32 Hacmosiwezao
®eldeparibHO20 3aKoHa O0rofIHeHa MyHKmMom 8, ecmynatowum 6 cusy ¢ 1 urons

2015 e.

8) oTCcyTCTBMS neKapCTBEHHOro npenapata B obpaweHnn B Poccunckon

denepaumn B TeyeHne Tpex u bonee ner;
MHdopmaums 06 nusmeHeHusix:
®edeparibHbIM 3aKoHOM om 22 0ekabps 2014 2. N 429-03 cmames 32 Hacmosiwezao
®eldeparibHO20 3aKoHa OoriofiHeHa rnyHKmom 9, ecmynarowum 6 cursy ¢ 1 urorns
2015 e.

9) HeBbINOMHEHUsI  Oep)Xatenem WKW BrRagenbuem  pPermcTpaumoHHOro
YAOCTOBEPEHNA FleKapCTBEHHOro npenapata JiMbo YNONMHOMOYEHHbIM UMW OPYTUM
IOPUONYECKUM JIMLIOM MeponpuaTnini no obecneveHnto ©e30nMacHOCTU JNleKapCTBEHHbIX
npenapaTos, YyCTaHOBJIEHHbIX YNONTHOMOYEHHbIM denepanbHbIM opraHom
NCMNONHUTENbHON Bnactu B COOTBETCTBUM C 4actamm 3 M 4 crtatbu 64 HaCTOSALEro
denepanbHOro 3akoHa, B paMkax OCYLLECTBIIEHNS (hapMaKoHaa30pa;

MHdopmaumsa 06 nsmeHeHusx:

®edeparibHbiM 3aKoHOM om 22 0ekabpsi 2014 2. N 429-®3 cmames 32 Hacmosiwezao
®edeparibHO20 3aKkoHa OorioniHeHa ryHkmom 10, ecmynarowum 6 cusy ¢ 1 urons
2015 e.

10) oTkasa pgepxaTtens wnu Bnagenbua perncTpaumoHHOro  yoOCTOBEPEHUS
rniekapcTBEHHOro npenapata fiMbo ynorIHOMOYEHHOro UMW OPYroro HpuanyecKkoro nuua
OT BHECEHUS U3MEHEHWN B MHCTPYKUUIO MO NPUMEHEHMUIO NIeKapCTBEHHOro npenapara,
KacaloLlmnXca HOBbIX MOATBEPXKAEHHbLIX AAHHbLIX O TOM, YTO PUCK MPUYMHEHUA Bpeda
3[0pPOBbIO0 YesioBeKa WS XXMBOTHOIO BCIEACTBME MNpuema nekapCTBEHHOro rnpenapara
npeBbllaeT 3aPPEKTUBHOCTL €ro NPUMEHEHMUS.

FAPAHT:

CM. KoMMeHTapun k ctaTbe 32 HacTosilero PegepanbHOro 3akoHa

CrtaTtbs 33. [locygapCTBEHHbIN peecTp fiekapCTBEHHbIX CPeacTB
FTAPAHT:

Cwm. MonoxeHne o M'ocyaapcTBEHHOM peecTpe NekapCTBEHHbIX CPeaCTB,
yTBepxaeHHoe Munsgpasom P® 1 nekabpsa 1998 r. N 01/29-15
1. locydapCTBEHHbIA peecTp JeKapCTBEHHbIX CPEACTB COAEPXUT NepeyeHb
NeKapCTBEHHbIX NpenapaToB, MPOLUEALUMX FOCYAAaPCTBEHHYIO pPEerncTpauuio, nepedeHb
dhapmaLeBTUYECKMX CYyDOCTaHUUK, BXOASALMX B COCTaB JIEKAPCTBEHHLIX MpenapaToB, U
cnegyloLwyo MHOpMaLnIo:
1) B OTHOLLEHMM NEKAPCTBEHHbIX NpenapaToB:
MHdopmaLms 06 usMeHeHusix:
®edeparibHbiM 3aKOHOM om 22 0ekabpsi 2014 2. N 429-®3 6 nodnyHkm "a" nyHkma 1
yacmu 1 cmambu 33 Hacmosiuez2o PedeparibHO20 3aKOHa 8HECEHbI U3SMEHEHUSI,
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ecmynarouwue 8 cuny ¢ 1 uronsa 2015 a.

Cm. mekcem rodrnyHkma e npeobidyuwel pedakyuu
a) HanMeHoBaHne NeKapCcTBEHHOro npenapaTta (MexxgyHapogHoe
HenaTeHTOBaHHOE, UK FPYNNMPOBOYHOE, UM XMMUYECKOE N TOProBoe HauMeHOBaHUs);
0) nekapcTBeHHas opMa C ykasaHMEM OO03UPOBKM NEKaApCTBEHHOro npenapara u
ero KonuyecTtea B NOTPeObUTENBCKOWN YNakoBKe;

MHdopmaumsa 06 namMeHeHusx:

®edeparibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-®3 nodrnyHkm "8" nyHkma 1
yacmu 1 cmambu 33 Hacmosiuea2o PedeparibHO20 3aKOHa U3/T0XKEH 8 HO80U
pedakuuu, scmynaruwed e cuny ¢ 1 urnsa 2015 a.

Cm. mekem rnodrnyHkma 6 rnpeobidyuwel pedakyuu
B) HAMMEHOBaHWE AepXaTensa unu Bnagenbua perMcTpaumoHHOro YaoCToBepeHUs
fiekapCTBEHHOro npenapara;
) HAaMMEHOBaHNE N agpec NPON3BOAUTESNS NEKAPCTBEHHOIO NpenaparTa;
MHdopmaumsa 06 nameHeHusx:
®edeparibHbIiM 3aKOHOM om 22 0ekabpsi 2014 2. N 429-®3 nodnyHkm "0" nyHkma 1
yacmu 1 cmambu 33 Hacmosiuez2o PedeparibHO20 3aKOHa U3/T0XKeH 8 HO80U
pedakuyuu, scmynarowet e cuny ¢ 1 urons 2015 e.

CmMm. mekem rodrnyHkma e rnpeobidywel pedakyuu

A) dapmakoTepaneBTMyeckaa rpynna, KoA JeKapCTBEHHOro npenapata no
aHaToMO-TepaneBTUYECKO-XMMUYECKOWN Knaccudukaummn, pekomeHgosaHHon BcecemupHom
opraHusauuen 3apaBooOXpaHeHus;

€) NnokasaHus 1 NPOTUBOMNOKa3aHUs K NPMMEHEHMUIO JIeKapCTBEHHOrO npenapara;

X) Nobo4HbIe OeCTBUSA NEKApPCTBEHHOrO NpenaparTa;

3) CPOK rOAHOCTY NIeKapCTBEHHOro npenapara;

N) YCNOBUS XpaHEHUs1 NeKapCTBEHHOMO npenapara;

K) yCroBWUA OTMNycKa JiekapCTBEHHOro npenapara;

) HoMep dapmakornenHon cTaTbM WNM B Crydae ee OTCYTCTBUS HOMepP
HOPMaTUBHOW JOKYMEHTaLMM IMbO HOPMATUBHOIO AOKYMEHTA;

MHdopmaums o6 nusmeHeHusix:

®edeparibHbIM 3aKkoHOM om 22 dekabpsi 2014 2. N 429-®3 e nodnyHkm "m" nyHkma 1
yacmu 1 cmambu 33 Hacmosiuea2o PedeparibHO20 3aKOHa 8HECEHbI U3MEHEHUSI,
ecmynarowue 8 cuny ¢ 1 uronsa 2015 a.

Cm. mekcem rodrnyHkma e rnpeobidyuwel pedakyuu
M) pQata rocygapCTBEHHOW perncrtpauumn nekapCTBEHHOro npenapata U ero

perncTpaumoHHbIn  HOMep, [data  3aMeHbl  PerncTpauuoHHOro  yAOCTOBEPEHUS
feKkapCcTBEHHOro npenapata Ha 6eccpoyHoe perncTtpauuoHHOe yOooCTOBEpEeHue
NeKapcTBEHHOro npenapara, Jgarta nogadyn  3adBneHna O  MOATBEpPXOeHUU
rocydapCTBEHHOW  perncTpaumm  nekapCcTBEHHOro  npenapaTta, Adata  OTMEHb!
rocyapCTBEHHOW perncTpawmm nekapCTBeHHOro npenapara;

MHdopmaLms 06 usmeHeHusix:

®edeparibHbIM 3aKOHOM om 22 0ekabpsi 2014 2. N 429-®3 nyHkm 1 yacmu 1

cmambu 33 Hacmosiweao ®edeparibHO20 3aKoHa O0rMOHEH MoOnyHKMom "H",

ecmynarowum 8 cuny ¢ 1 urons 2015 e.
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H) KayeCTBEHHbIN COCTaB W KONMMYECTBEHHbLIA COCTaB AEWCTBYHOLLMX BELLECTB U

Ka4yeCTBEHHbIN COCTaB BCNOMOraTesSibHbIX BELLECTB JIeKapCTBEHHOro npenapara;
MHdopmaums 06 usmeHeHusx:
®edeparibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-®3 nyHkm 1 yacmu 1
cmambu 33 Hacmosiweao ®edeparibHO20 3aKoHa O0rNOsIHEeH MooryHKMom "o0",
ecmynarowum 8 cuny ¢ 1 uronsa 2015 e.

0) UHgopmaums 060 BCeEX paspeLleHHbIX Buaax BTOPUMYHOM (MOTPEOUTENBLCKON)

yNaKoBKW;
MHdopmaums 06 nusmeHeHusix:
®edeparibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-®3 nyHkm 1 yacmu 1
cmambu 33 Hacmosiweao ®edeparibHO20 3aKoHa O0rosIHeH noodryHKmMom "n”,
ecmynarowum 8 cuny ¢ 1 uronsa 2015 e.

N) Oata MNPUHATUA pPeLUeHns O BO3MOXHOCTW paccMmaTpuBaTb JeKapCTBEHHbIN
npenapaT npu rocygapCTtBeHHOW perucrpauum B KayecTBe OpgPaHHOro nekapcTtBeHHOro
npenapara;

MHdopmaums 06 n3MeHeHusX:

®edeparibHbIM 3aKkOHOM om 22 0ekabpsi 2014 2. N 429-®3 nyHkm 1 yacmu 1
cmambu 33 Hacmosiuweao ®edeparibHO20 3aKoHa O0rOoHEH ModryHKmMom "p”,
ecmynarowum 8 cuny ¢ 1 urons 2015 e.

p) Hanuyne nekapcTBEHHOro npenapaTta B MNepeyHe XM3HEHHO HeobXxoauMMbIX U

Ba)XHEMLUNX JIEKApPCTBEHHbIX NpenapaTos;
MHdopmaLms 06 usmeHeHusix:
®edeparibHbIM 3aKkOHOM om 22 0ekabpsi 2014 2. N 429-®3 nyHkm 1 yacmu 1
cmambu 33 Hacmosiweao ®edeparibHO20 3aKoHa O0rMosIHEH ModnyHKMmMom "c”,
ecmynarowum 8 cuny ¢ 1 urons 2015 e.

C) Hann4mne B NEKapCTBEHHOM MpenapaTte HapKOTUYECKUX CPEACTB, NCUXOTPOMHbIX
BELLECTB U WX MPEeKypcopoB, nognexawmx KoHTponto B Poccuickon depepauuun, B
COOTBETCTBUM C 3akoHopartenbcTtBoM Poccuickon depepaunun, MexagyHapOAHbIMA
porosopamn  Poccunckon Pepepaunmn, B TOM uucne EagmHom  KoHBeHUMEN O
HapkoTuyecknx cpeactBax 1961 roga n KoHBeHUMEN O NCUXOTPONHbIX BewecTBax 1971
roga;

MHdopmaLms 06 usMeHeHusix:

®eldeparibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-®3 nyHkm 1 yacmu 1
cmambu 33 Hacmosiweao ®edeparibHO20 3aKoHa O0rNosIHEH ModnyHKmMom "m”,
ecmynarowum 8 cuny ¢ 1 urons 2015 e.

T) wHdopmMauma O TOM, SBMSETCA NIM AaHHbIN  NEeKapCTBEHHbIM NpenapaT
pedepeHTHbIM NEeKapCTBEHHbIM NpenapaToMm;

MHdopmaumsa 06 nameHeHusx:

®eldeparibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-®3 nyHkm 1 yacmu 1
cmambu 33 Hacmosiweao ®edeparibHO20 3aKoHa O0rNOIHEH ModnyHKmMom "y",
ecmynatowum 6 cusny ¢ 1 urona 2015 e.
y) cBedeHus O nofdaye 3asBlEHUS O BHECEHUUM W3MEHEHUA B [OKYMEHThI,
coaepxalyuecs B perucTpaumMoHHOM AOChbe Ha fleKapCTBEHHbIN Npenapar;

MHdopmaums 06 usmeHeHusix:

®edeparibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-®3 nyHkm 1 yacmu 1
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cmambu 33 Hacmosiwe2o ®edeparibHo20 3aKoHa O0MOIHEH ModnyHKMoMm "¢",
ecmynatowum 8 cusny ¢ 1 urona 2015 e.
d) cBegeHnsa o B3anmo3amMeHAeMOCTU NieKapCTBEHHOro npenapara;

MHdopmaumsa 06 uamMeHeHusx:

®edeparibHbIM 3aKkOHOM om 22 0ekabpsi 2014 2. N 429-®3 nyHkm 1 yacmu 1
cmambu 33 Hacmosiweao ®edeparibHO20 3aKoHa O0rosIHEH MooryHKMmMom "x”,
ecmynarowum e cusny ¢ 1 uronsa 2015 e.

X) CPOK BBEOEHMS NNEeKapCTBEHHOMO npenapara B rpaxaaHckumn obopor;

2) B OTHOLIEHUN hapMaLleBTUYECKUX CyOCTaHUUN:
MHdopmaums 06 usmeHeHusix:
®edeparibHbIM 3aKkOHOM om 22 0ekabpsi 2014 2. N 429-®3 g nodnyHkm "a" nyHkma 2
yacmu 1 cmambu 33 Hacmosiwez2o PedeparibHO20 3aKOHa 8HECEHbI USMEHEHUS,

ecmynatrowjue 8 cusny ¢ 1 urons 2015 a.

CMm. mekcm rnodnyHKma e rnpedbidyuwiel pedakyuu
a) HaumeHoBaHMe  (papmaueBTudeckon  cybcTtaHumm  (MexgyHapogHoe
HenaTeHTOBaHHOE, UMW rPYyNNUPOBOYHOE, UM XMMNYECKOE N TOProBOE HAMMEHOBAHUS);
0) HanmeHoBaHWe 1 agpec npoussoanTens apmaueBTUYeCcKon cybcTaHuuu;
B) CPOK rogHOCTM hbapmaLueBTUYEeCKon cybcTaHuuu;
) ycnosusa xpaHeHus bapmaueBTuyeckon cybcTaHuuu;
A) Homep dhapMakornernHoW cTaTbW WM B CryvYae e€ee OTCYTCTBUMS HOMep
HOPMaTUBHOW JOKYMEHTauun inbo HOpMaTUBHOIO AOKYMEHTA;

MHdopmaums 06 nusmeHeHusix:

®edeparibHbIM 3aKkOHOM om 22 0ekabpsi 2014 2. N 429-®3 nyHkm 2 yacmu 1
cmambu 33 Hacmosiweao ®edeparibHO20 3aKoHa O0rosIHeH nodryHKmMom "e”,
ecmynarowum e cusny ¢ 1 uronsa 2015 e.

e) Hanndmne chapmaueBTMYecKon cybcTtaHuMmM B nepevyHe HapKOTUYECKUX CPeacTB,
MCUXOTPOMHbIX BELIECTB U MX NPEKYpCopoB, norexawmnx KoHTporto B Poccunckomn
depepaumn, B COOTBETCTBUM C 3akoHogaTtenbCTBOM Poccuinckon denepaumn,
MexayHapogHbiMu  goroBopamu  Poccuinckon ®depepaummn, B TOM unucne EguHom
KOHBeHUMen o Hapkotmdeckux cpeactsax 1961 roga u KoHBeHUMEN O NCUXOTPOMHbIX
BewlecTtBax 1971 roga.

MHopmaums 06 usmeHeHusix:

®edeparibHbIM 3aKkOHOM om 22 0ekabpsi 2014 2. N 429-®3 yacmpb 2 cmambu 33
Hacmosiue2o ®edeparibHO20 3aKOHa U3/IoXeHa 8 Hogol pedakyuu, ecmynaruwel 8
cuny ¢ 1 uronsa 2015 a.

CmMm. mekem Yacmu 8 rpedbioywel pedakyuu

2. ®apmaueBTnyeckaa cybcTaHUMA, Npov3BedEeHHas AOns peanu3aumm, MOXeT
OblTb BKMOYEHA B rOCY4apCTBEHHbIN PEEecTp JeKapCTBEHHbIX CPEeACTB Ha OCHOBaHWUK
3asBneHnsa paspaboTymka unuM  NPOM3BOAUTENSA JIEeKapCTBEHHOro cpeacrea  nnbo
YNOSTHOMOYEHHOIO UMW IOPUONYECKOro nuua npu ycnoBun NPOBeAEHUA B OTHOLLUEHWUU
Takon dapmaueBTMYECKON CybCcTaHUuM 9SKCNepTudbl KadecTBa (apmMaueBTUYECKOMN
cybCcTaHumm B nopsigke, YCTaHOBNEHHOM cTathbeln 34 HacTosawero ®egepanbHOro 3akoHa.
B oTHOweHun hapmaueBTUYECKMX CyOCTaHuuK, NPou3BeLEHHbIX ANs peanusauuu, B
rocygapCTBeHHOM peecTpe rleKapCTBEeHHbIX CPeAcTB  COOEpXUTCA  crefyouwas
MHGOpMaUUS:
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1) HauMeHoBaHWe  dapmaueBTUYECKOMN cybcTaHumm (MexxgyHapogHoe
HenaTeHTOBaHHOE, UMW rPYNNUPOBOYHOE, UM XMMNYECKOE N TOProBOE HAMMEHOBAHUS);

2) HanmeHoBaHWe 1 agpec NpounsBoanTens rapMaueBTMYeCcKon CybcTaHuuu;

3) CPOK rogHOCTM (hapMaueBTU4eCKon cybcTaHumu;

4) ycnoBus xpaHeHus hapMaLeBTUYeCcKon cybcTaHumm;

5) Homep dapmakonenHonm ctaTtbM MO0 B Ccriydae ee OTCYTCTBUA HOMepP
HOPMaTUBHOW JOKYMEHTALMN UM HOPMATUBHOIO LOKYMEHTA;

6) Hannune dapmaueBTMYEeCKOn CybCTaHUMM B nepevyHe HapKOTUYECKUX CPencTs,
MCUXOTPOMNHbLIX BELIECTB U MX MNPEKYpCopOoB, nonexawmnx KoHTpornto B Poccunckon
degepaumn, B COOTBETCTBUMM C 3akoHogaTtenoctBoM Poccunckon depepauum,
MexayHapogHbiMm  goroBopamu  Poccuinckon ®depepaummn, B TOM unucne EguHon
KOHBEHLMEN O HapkoTuyeckmx cpeactBax 1961 roga n KoHBeHUMEN O MCUXOTPOMHbLIX
BewlectBax 1971 rona;

7) [aTa BKIOYEHNa dhapMaueBTUYecKon cybCcTaHuuM B rocy4apCTBEHHLIN peecTp
neKkapCTBEHHbIX CPeACTB, AaTa BHECEHUS UBMEHEHUN B AOKYMEHTbI dapMaLeBTUYECKOM
cybCcTaHumMn, gata UCKNYeHna dpapmaueBTUYeckon cybcTaHUuMM U3 rocygapCTBEHHOro
peecTpa JfiekapCTBEHHbIX CPeACTB.

3. lopsiaok BeOeHusl rocyqapCTBEHHOrO peecTpa NeKapCTBEHHbIX CPeacTB Ans
MeOULMHCKOTO MNPUMEHEHUST W MOpsLOK  BedeHUst  FOCyQapCTBEHHOro  peecTpa
NEKapCTBEHHbIX  CPeACTB  ANs  BETEpUMHApPHOro  MpUMEHEeHUs  yTBEpXOarTCs
COOTBETCTBYOLLUMM YNONHOMOYEHHBIM (hbeaepasnbHbIM OpraHOM UCMOMNHUTENbHOW BNacTy.

FAPAHT:

CM. KoMMeHTapum K ctaTbe 33 HacToswwero deaeparibHOro 3akoHa

MHdopmaumsa 06 u3mMeHeHusX:

®edeparibHbIM 3aKoHOM om 22 Oekabps 2014 2. N 429-03 HaumeHo8aHUe cmambu
34 Hacmosiwezo ®edeparibHO20 3aKOHa U3/I0XKEHO 8 HOBOU pedaKkyuu, ecmynarouiel
g cuny ¢ 1 urnsa 2015 a.

CmMm. mekem HaumeHo8aHUs 8 rnpedbidyuwel pedakuyuu
Ctatbs 34. BkniouyeHne B rocygapCTBEHHbIN PEECTP feKapCTBEHHbLIX CPEeACTB WU
UCKNIOYEHNE W3 TOCYAapCTBEHHOrO peecTpa JfieKapCTBEHHbIX CpPeacTB
dapmaueBTUYECKON cybCcTaHuMM, NPON3BEAEHHOM ONS peanu3auunm

MHdopmaumsa 06 namMeHeHusx:

®edeparibHbiM 3aKkOHOM om 22 dekabpsi 2014 2. N 429-®3 ¢ yacmb 1 cmambu 34
Hacmosiuje2o ®edeparibHO20 3aKOHa 8HECEHbI USMEHEHUs1, ecmynarouue 8 cusny ¢ 1
urons 2015 e.

CmMm. mekem 4acmu 8 rpedbioywel pedakyuu
1. Ona BKNOYEHUA dapmaueBTuyeckon cybctaHumn, Npou3BegeHHON Ans
peanusauuu, B T[OCYOApCTBEHHbIM peecTp J1eKapCTBEHHbIX CpeacTB, NPOBOAMTCA
3KcnepTn3a ee Ka4yecTBa.

MHdopmaumsa 06 nameHeHusx:

®edeparibHbIM 3aKOHOM om 22 dekabpsi 2014 2. N 429-®3 (8 pedakuuu
®edeparnbHozo 3akoHa om 13 urons 2015 2. N 241-®3) vacmb 2 cmambu 34
Hacmosiwezo ®edeparibHO20 3aKOHa U3/10KeHa 8 Ho8oUl pedakyuu, ecmynaruwel 8
cuny ¢ 1 saHeaps 2016 e.


http://ivo.garant.ru/document?id=70726338&sub=42
http://ivo.garant.ru/document?id=70726338&sub=42
http://ivo.garant.ru/document?id=71027950&sub=212
http://ivo.garant.ru/document?id=70726338&sub=1263
http://ivo.garant.ru/document?id=57403072&sub=341
http://ivo.garant.ru/document?id=70726338&sub=41
http://ivo.garant.ru/document?id=70726338&sub=1262
http://ivo.garant.ru/document?id=57403072&sub=34
http://ivo.garant.ru/document?id=70726338&sub=41
http://ivo.garant.ru/document?id=70726338&sub=41
http://ivo.garant.ru/document?id=70726338&sub=1261
http://ivo.garant.ru/document?id=12066377&sub=1000
http://ivo.garant.ru/document?id=71258650&sub=1000
http://ivo.garant.ru/document?id=2440237&sub=0
http://ivo.garant.ru/document?id=2440957&sub=0
http://ivo.garant.ru/document?id=2440957&sub=0
http://ivo.garant.ru/document?id=12012176&sub=1000

CmMm. mekcm Yacmu 8 rpedbioywel pedakyuu

2. JkcneptM3a KavecTBa YykasaHHOM B 4actm 1 HacToAwen cTaTby
dapmaueBTUYeCKon cybCTaHUUKM, COCTaBrieHME KOMUCCUEN IKCMEPTOB 3aKSHOYEHUA Mo
pesynsrataM 3TOW 3KCNepTu3bl U UX HanpaBreHue B YNONHOMOYEHHbIV heaepanbHbiv
opraH WCMOSIHUTENbHOW BRAcTM  OCYLLECTBASKOTCA B CPOK, He MpeBbllaoLwmnn
lwecTngecatn paboumx OHEeMm CO  AOHA  MNOMyYeHUst JKCMEpPTHbIM  ydpexneHuem
COOTBETCTBYIOLErO 3aaHns YNONMHOMOYEHHOro dpeeparibHoro opraHa UCMNOMHUTENbHON
BMacTu U crneayrowmx JOKYMEHTOB:

1) KOMMS NMUEH3MM Ha MPOU3BOLCTBO JIEKAPCTBEHHbLIX CPEeACTB WU KOMuUs
3aKIIOYEHNA O COOTBETCTBMM MNPOU3BOAUTENST JIEKAPCTBEHHbLIX CPEeACTB TpebGoBaHUAM
npaBuin  Hagnexawen npou3BOACTBEHHOW MPaKTUKW, BbldaHHbIE YMOAHOMOYEHHbIM
denepanbHbIM  OpraHoOM WUCMOSTHUTENbHOW BflacTW, B Criyyae, ecnv npou3BOACTBO
nekapCcTBEHHOro npenapara ocywecTsnseTca B Poccunckon depepaumm;

2) Konuns BblAAaHHOWM YMOMHOMOYEHHbLIM OPraHOM CTpaHbl MPOU3BOAUTENS NNLEH3UN
Ha MNpPOM3BOACTBO JIEKAPCTBEHHOINO CpeacTBa M ee MNepeBOd Ha pPYCCKU  A3bIK,
3aBEpPEHHbIE B YCTAHOBMEHHOM MOPSAKE, W KOMWUSA 3aKIOYEHUS O COOTBETCTBUM
NPOM3BOAMTENS  NeKapCTBEHHbIX cpedcTB TpeboBaHMsIM  npaBun  Haanexawlewn
NPOVN3BOLACTBEHHOW MNPAKTUKW, BblAAHHOrO YMNOSHOMOYEHHbIM heaepanbHbiM OpraHoMm
MCNOMHUTENbHOM BRacTW, B Criyvae, ecnv NpouM3BOACTBO JIEKAPCTBEHHOrO CpeacTsa
ocyllecTBnseTca 3a npegenamm Poccuinckon degepaunm;

3) MAOKYMEHT, coaepxawunh cnegywouwme cBegeHnss o  dapmaueBTUYECKON
cybcTaHumm:

a) HaumeHoBaHWe dapmaueBTMyeckon cybcTaHuuK, ee CTpykTypa, obuue
CBOMNCTBA;

6) HaumMeHOBaHWe 1 agpec NPOU3BOANTENS;

B) TEXHOMNOrMs MpoM3BOACTBA C OMNWCaHMEM CTaaun MNPOM3BOLACTBA WU METOAOB
KOHTPOMSA Ha BCeX CTagusix NPOU3BOACTBA;

r) onucaHne pa3paboTkm npoLecca Npon3BoACTBa;

A) OnuCaHue KOHTPONs KPUTUYECKMX CTagun npouecca npou3BoacTBa M
MPOMEXYTOYHON NPOAYKLMM;

€) JOKYMeHTanbHoe NOATBEPXAeHMe (Banvaauns) npoueccos 1 (Mnn) nx OLUEHKa;

) CBOMCTBA M CTPYKTypa AENCTBYHOLLMX BELLECTB;

3) XxapaKkTepucTmnka npumecen;

n) cneundukaums Ha papmaueBTUYECKY0 cybCcTaHLmMo N ee 060CHOBaHME;

K) aHanuTuyeckne MeTOAMKM, WUCMOoNb3yeMble MNpU OCYLLEeCTBIEHUUN KOHTPONS
KayecTBa hapMaLeBTMYECKON CybCcTaHLmu;

n) [OKyYMeHTanbHOe noaTBepXaeHve (Banujauusl) aHanuTUYeCcKUX MEeTOAWK,
MCNONb3yeMbIX MPXM  OCYLIECTBNIEHUMN KOHTPONSA KayecTBa (papmaueBTU4ECKON
cybecTaHumm;

M) pesynbTaTbl aHanuaa cepumn hapmaueBTnyeckon cybctaHumm;

H) nepevyeHb CTaHAApPTHbIX 06pas3uoB WM  BeELLECTB, WCMNOMb3yeMblX Mpu
OCYLLIECTBNEHUN KOHTPONS Ka4yecTBa;

0) OnucaHne XapakTepUCTUK U CBOMCTB YMaKOBOYHbIX MaTtepuanoB M YKYNOPOYHbIX
CPEAcCTB;

M) AaHHble O CTabUNbHOCTU hapMaLeBTUYECKON CyOCTaHLuK;

p) CPOK rogHOCTH.
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3. [1na npoBeaeHns aKCNepTmn3bl KayecTBa yKasaHHOW B YacTy 1 HACTOALLEN CTaTby
dhapmaueBTuyeckon cybcTaHuun 3asBuTenb NpeacrtaBndeTr B - YNONHOMOYEHHbIN
denepanbHbIM OpraH UCMOMNHUTENBHOW BACTU:

1) 3asiBreHne O BKOYEHUN B rOCYy0apCTBEHHLIN PEECTP NeKapCTBEHHbIX CPEeACTB
AaHHOW hapmMaLeBTUYeCKon cybcTaHLmm;

MHdopmaums 06 usmeHeHusix:

®edeparibHbIM 3aKkOHOM om 22 0ekabpsi 2014 2. N 429-®3 nyHkm 2 yacmu 3
cmambu 34 Hacmosiueao ®edepalribHO20 3aKOHa U3/I0XKeH 8 HO8oU pedaKyuu,
ecmynarowed e cuny ¢ 1 uronsa 2015 a.

CmMm. mekem riyHKma 8 rpedbidywed pedakuuu

2) Konus OOKyMeHTa, MOATBepXAatolero ynnaTty rocygapCTBEHHOW MOLUMUHLI 3a
BKIMIOYEHNE B rOCYAApPCTBEHHbIA PEECTP feKapCTBEHHbIX CpeacTB dhapmaueBTUYEeCKOn
cybCcTaHumMmM, nNpousBedeHHON Ans peanusaumm, Nnbo no COOBCTBEHHOW WHULMATMBE
yKasaHHbI JOKYMEHT. B cnyyae ero HenpeacTtaBrieHUsa 3asiBUTENEM YMNOSTHOMOYEHHbIN
degepanbHbIM - OpraH  UCMOSHUTESNTbHOW  BracTM  npoBepsieT  pakT  ynnatbl
rocyqapCTBEHHOM MOLUMNHBI 3asiBUTENEM C MCnofib3oBaHMeM uHdopmauumn ob ynnate
rocygapCTBEHHOW MOLWWNUHBI, cogepxawenca B [ocygapcTBeHHOM WHGOPMAaLMOHHOM
cUcteMe O TrOCyOapCTBEHHbIX W MyHMUMNAnbHbIX MnaTtexax, Ha OCHOBaHUU
NpeacTaBneHHOW — 3asiBUTENeM  KONUM  OOKyMeHTa, MOATBepXJarwlwero  ynnaty
rocyaapCTBEHHOW MOLUSIHbI;

MHdopmaumsa 06 u3mMeHeHusX:

®edeparibHbIM 3aKOHOM om 22 0ekabpsi 2014 2. N 429-®3 6 nyHkm 3 yacmu 3
cmambu 34 Hacmosiue2o ®edeparibHO20 3aKOHa 8HECEHbI UBMEHEHUS, 8cmyraroujue
g cuny ¢ 1 urnsa 2015 a.

CmMm. mekem riyHKma 8 rpedbidywed pedakuuu

3) OOKYMEHTbI, yKa3aHHble B YacTu 2 HACTOSALWEN CTaTby;
MHdopmaLms 06 nusmeHeHusix:
®edeparibHbiM 3aKkOHOM om 22 dekabpsi 2014 2. N 429-®3 yacmb 3 cmambu 34
Hacmosiwe2o @edeparibHO20 3aKoHa OOro/IHeHa rMyHKMoM 4, ecmyrnarouwum 8 cusly ¢
1 uronsa 2015 e.

4) 3asBneHWe O Bblgade paspeweHns Ha BB03 B Poccuickyo degepaumnto
KOHKpETHOW napTnm He3apermMcTpupoBaHHOIO neKapcTBEHHOro cpencTBa,
npegHa3Ha4YeHHoro Ans NposefeHNs ykazaHHOW SKCNepTU3bl.

MHdopmaumsa 06 nameHeHusx:

®edeparibHbIM 3aKoHOM om 22 Oekabpsi 2014 2. N 429-®3 6 yacmb 4 cmambu 34
Hacmosiuwe2o PedepasibHO20 3aKOHa 8HeCEHbI USMEHEHUSs, eacmyrnarouwjue 8 cusy ¢ 1
urons 2015 a.

CmMm. mekcm Yacmu 8 rpedbioyuwel pedakyuu

4. B TeyeHne gecatyn pabounmx OHEN CO AHSA MPUHATUS 3asiBMIEHUA O BKHOYEHUN
yKkazaHHoOM B 4Yactm 1 HacToswen ctaTtbM apmMaueBTUYECKOM cybCcTaHuuM B
roCyapCTBEHHbIA PEECTP NEeKapCTBEHHbIX CPeacTB U AOKYMEHTOB, NEepPevUCrEHHbIX B
YacTn 1 M NyHKTe 2 YacTn 3 HaCToSALWEN CTaTbU, YNOMHOMOYEHHbIM doeaepanbHbii opraH
NCMOMNHNTENBHOWN BNacTu:

1) npoBOAUT MPOBEPKY MOSIHOTbI U [OCTOBEPHOCTU AaHHbIX, COOEepXallMxcs B
npeacTaBreHHbIX 3adBUTENEM JOKYMEHTaXx;
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2) NPUHMUMAET PELLEHNE O HanpaBfiEHUN B IKCMEPTHOE yYpexaeHue 3agaHus Ha
NpoBedeHne 3KCNepTU3bl KadecTBa YyKasaHHOM B 4Yactu 1 HacToswen craTby
dapmaueBTHUyeckon cybctaHumm nnu o6 otkase B TaKOM HanpaBneHum;

3) yBeOOMIISIET B ANIEKTPOHHON UMM MUCbMEHHOW (bopMe 3asiBUTENS O NPUHSTOM
peLleHnn Unu B criydae oTkasa C yKkaszaHMeM NpuYnH Takoro oTkasa.

MHdopmaumsa 06 naMeHeHusX:
®edeparibHbiM 3akoHOM om 25 Hos16psi 2013 2. N 317-@3 cmambsi 34 Hacmosiweao
®edeparibHo20 3aKoHa OoriosIHeHa Yacmbio 4.1

4.1. B cny4ae BbISIBNEHNS HEOOCTOBEPHOCTM CBEOEHUW, COLEpKALLUMXCA B
NpeacTaBfeHHbIX 3asiBUTENneM Matepuanax, YnofIHOMOYEHHbIN enepanbHbli opraH
NCMNOMHUTENBHON BRacTU HanpaBnsieT 3asBUTENO 3anpoc 00 YTOYHEHUM YKa3aHHbIX
ceegeHnn. [JaHHbIn 3anpoc MoXeT ObITb nepegaH ynosITHOMOYEHHOMY npencTaBUTENto
3adBuUTENs NMMYHO NOA PACMUCKY, HanpaeneH no rnoyTe 3akasHbIM MMCbMOM WX NepeaaH
B 9NEKTPOHHOM dopMe MO TerlieKOMMYHUKAUWOHHBIM KaHanam cBdasn. B cnydvae
HanpasneHUsa JaHHOro 3anpoca no no4yTte 3akasHblM MMCbMOM OH CHUTAETCHA NOSTyYeHHbIM
MO UCTEYEHUM LLECTN OHEN C AaTbl HanpaBneHUsa 3akasHoro nMcbma.

MHdopmaumsa 06 nsmeHeHusx:
®edeparibHbIM 3aKoHOM om 25 Hosi6psi 2013 2. N 317-®3 cmambsi 34 Hacmosiweao
®edeparibHO20 3aKoHa O0rosIHeHa Yacmbio 4.2

4.2. 3agsutenb o0643aH npenctaBUTb OTBET Ha 3anpoc YrNorHOMOYEHHOro
doeieparnbHOro opraHa UCMOMHUTENBHOW BracTU B CPOK, HE MpeBbllalowmin AeBAHOCTa
pabounx OHen co AHA nosnydeHus paHHoro 3anpoca. Cpok, yKasaHHbIM B 4actu 4
HacTosILEeN cTaTbW, NPUOCTAHABIMBAETCA CO AHS HanpaBneHusa 3asBUTEN0 3anpoca
YNOSTHOMOYEHHOro hbefepasnibHOro opraHa UCMNOSTHATENbLHOM BNAacTWU A0 AOHA NosfyyYeHua
MM OTBETA Ha [AaHHbIA 3arnpocC N He YYUTbIBAETCA NPU UCYUCIIEHUM CPOKa IKCNEePTU3bI
KayecTBa (papmaueBTUYECKOM CyOCTaHLUMW, HEUCNonb3yemMon npu NPOU3BOACTBE
neKapCcTBEHHbIX NpenapaTtos.

MHdopmaums 06 n3MeHeHusX:

®edeparibHbIM 3aKoHOM om 22 Oekabpsi 2014 2. N 429-03 yacmb 5 cmambu 34
Hacmosiwe2o ®edeparibHO20 3aKOHa U3/10KeHa 8 Hoeol pedakyuu, ecmynaruw,el 8
cuny ¢ 1 uronsa 2015 a.

CM. mekem Yacmu 8 rnpedbiOywel pedakuyuu
5. OcHoBaHueM Ans OoTKasa B HanpaBfieHUN B 3KCMEPTHOE yupexaeHue 3agaHus

Ha NpoBedeHMe 9KCNepTu3bl KavecTBa ykaszaHHOW B 4Yactym 1 HacToswen craTby
dapmaueBTUYeCcKon cybcTaHunmn ABNsSETCA HENpeacTaBneHne JOKYMEHTOB, yYKa3aHHbIX B
4YacTn 2 HacTosIWen cTaTbu, OTCYTCTBUE MHPOpMaLMK, nogTeepXaaowen dakTt ynnaTtbl
rocygapCTBEHHOM  MOWSWHBLI  3a  BKMAYEeHMe  dapMaueBTUYecKkon  cybecTaHumu,
Npon3BegeHHON ANs peannsaummn, B rocyaapCTBEHHbIN PEECTP NeKapCTBEHHbIX CPEeaCTB,
HenpeacTaBneHne 3asBuUTeNeM B YCTAHOBITEHHbIN CPOK OTBETA Ha YKa3aHHbIW B YacTu 4.1
HacTosILLEeN CTaTbW 3anpoc YNOSHOMOYEHHOrO drefepanbHOro opraHa MUCMOMHUTENBHON
BNacTu Unu npeacTaBfieHne OOKYMEHTOB, HE coAepKalumX mcyepnbiBaloLLEero nepeyHs
HeobxoaMMbIX CBEAEHUNA.

MHdopmaums 06 n3MeHeHusx:

®edeparibHbIM 3aKoHOM om 22 Oekabpsi 2014 2. N 429-®3 6 yacmb 6 cmambu 34

Hacmosiuwe2o @edepasibHO20 3aKOHa BHeCEHbI U3MEeHeHUs, acmyrarouwjue 8 cusy ¢ 1
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uronsa 2015 e.

CmMm. mekem Yacmu 8 rpedbioywel pedakyuu

6. B TeyeHne natHaguatm paboymx OHEN CO OHA MOSfyYeHus peLleHus
YNOSTHOMOYEHHOrO heaepansbHOro opraHa WCMOMNHUTENbHOW BlaCTU O HanpaBfieHUn B
3KCMEepPTHOE yypexaeHue 3afaHus Ha NpoBefeHME IKCNEepTU3bl KadecTBa yKa3aHHOM B
yactu 1 HacTosAwen cTaTtbk hapmaueBTUYECKOM CyBCTaHUMM 3aaBUTENb NPEACTaBMsET B
3KCMEepTHOE  yuypexaeHne AOnsa  NpoBeAeHust  OaHHOM  JKcnepTusbl  obpasubl
dhapmaueBTUYECKON CybCTaHuMM B KonuyecTBe, HeoOXOoaMMOM Ans BOCMPOU3BELEHMS
METOLOB KOHTPONS KayecTBa. JKCNEPTHOE YyuYpeXaeHue npu nonyvyeHnn obpasuos
ykazaHHoM B 4Yactu 1 HacTtoswen cratbn dapmaueBTUYecKon cybcTaHumMuM BblgaeT
3a8BUTENO OOKYMEHT, MOATBEPXXKAANWMK MOfyyYeHne 3Tux obpasuoB, U B CPOK, He
NpeBbIAlWNN Tpex pabounx AOHEW, yBEAOMISIET B JNIEKTPOHHOM WM MUCbMEHHOWN
dopme 06 3TOM YNONMHOMOYEHHbIN dbeaeparnbHbid OpraH UCMOMHUTENBHON BRactu. OTu
CPOKM He BKITHOHAKOTCH B CPOK NpoBeAeHUs1 AaHHOW 3KCNEPTU3bI.

7. [OKYMEHTbl, MNOCTYyNMBLUME B 3KCMEPTHOE YyypexaeHne nans npoBeaeHuns
3KCnepTM3bl KadecTBa ykaszaHHOW B 4Yacty 1 HacTodwen cratbym dhapmaueBTUYEeCKOW
cybCcTaHumMn, noanexar BO3BpaTy B  YMNOMHOMOYEHHLIM  dpeaepanbHbii  opraH
NCMOMHNTENBHOWN B1IaCTU OOHOBPEMEHHO C 3aKNKYEHUAMN No pesyrnbratam NpoBeseHHON
3KCNepTmU3bl.

8. B cpok, He npeBblwarowmm Nt pabounx gHEN co OHS NONyYEeHUs 3aKnyYeHus
KOMUCCUN 3JKCMEPTOB MO pesynbTaTtaM 3KCNepTu3bl KavyecTBa YKaszaHHOM B 4Yacty 1
HacTosILLEeN cTaTbn hapMaueBTUYECKON CybCTaHUuKM, YNONMHOMOYEHHbIV dhedeparbHbIv
opraH UCNOJSTHUTENBbHOW BNAcTu:

1) OCyLLEeCTBMSET OLEHKY TaKoro 3akmntoveHnsa ans onpegeneHns ero CooTBeTCTBUSA
3a4aHuUI0 Ha NpoBeAEHNE AAaHHOW IKCMEPTU3bI;

2) NpUHUMAaET peLleHne O BKIIYEHUWN yKa3aHHOW B 4acTu 1 HacToslwen craTbu
dapmaueBTUYeCcKon cybCcTaHUMM B roCyqapCTBEHHLIN PEECTP NEKapCTBEHHbLIX CPeacTB
Unn pelueHne ob oTkase B TaKOM BKITHOYEHWUU;

MHdopmaumsa 06 namMeHeHusx:

®eldeparibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-®3 e nyHkm 3 yacmu 8
cmambu 34 Hacmosiweao ®edeparibHO20 3aKOHa 8HECEHbI UBMEHEHUS, 8cmyraroujue
g cuny c 1 uronsa 2015 a.

CmMm. mekem riyHKma 8 rpedbidywed pedakuuu
3) BHOCUT NpU NPUHATUM PELLEHUST O BKIKOYEHUN yKa3aHHOW B YacTi 1 HacToswewn
cTatbn hapMaueBTMYECKOM CybCTaHLMM B roCydapCTBEHHbIA PeecTp JeKapCTBEHHbIX
CpeaCTB NpeayCMOTPEHHYH MNyHKToM 2 Yactu 1 ctaten 33 HacToswero denepanbHOro
3aKoHa MHdopMauuio 1 yBegoMnsietr o6 3TOM B 9MEKTPOHHOM UM MUCbMEHHON hopme
3asBuUTEnNS.

MHdopmaums 06 usmeHeHusix:

®edeparbHbIM 3aKoHOM om 22 okmsbps 2014 2. N 313-03 cmambsi 34 Hacmosiweao
®edeparibHO20 3aKoHa OorofiHeHa Yacmaeko 9, ecmynarowiel 8 cusly rno ucmeyeHuU
mpudyamu OHel nocne OHsS oghuyuanbHo20 orybrukoeaHuUs Ha38aHHO20
®edepasibHO20 3aKoHa
9. OcHoBaHMeM [Onsa OTKasa BO BKIOYEHMM yKa3aHHOW B 4actu 1 HacTosiwewn
cTatbM (hapmMaueBTUYECKON cybCTaHUMM B TrOCyOapCTBEHHLIN pPeecTp NeKapCTBEHHbIX
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cpeacTB SBMNSETCH pelleHNne COOTBETCTBYHIOLLEro YrornHOMOYEeHHOro deaepansHoro
opraHa WCMONHUTENBHOW BracTh O TOM, YTO Ka4yecTBO (hapmaLeBTUYecKon cybcTaHumum
He NOATBEPXKAEHO MNOMYYeHHbIMU JAaHHLIMMU.

MHdopmaumsa 06 uamMeHeHusx:

®edeparibHbIM 3aKkOHOM om 22 0ekabpsi 2014 2. N 429-®3 cmambsi 34 Hacmosiuje2o
®edeparnibHO20 3aKkoHa dorioniHeHa Yacmbro 10, secmynarowet 8 cusy ¢ 1 urons
2015 e.

10. He ponyckaetcs BKMAOYEHWE B TOCYLAPCTBEHHbLIM peecTp NeKapCTBEHHbIX
CpeAcTB OA4HOWM (bapmaueBTUYEeCKOM CyOCcTaHumMn, Npov3BeLeHHOW ANdA peanusauuun u
BbIMyCKaemMon OOHMM U TeM Xe npou3BoauTenem, B BuAe OBYX M Ooree peecTpoBbiX
3anucen.

MHdopmauumsa 06 u3MeHeHusx:

®edepalibHbIM 3aKkOHOM om 22 0ekabpsi 2014 2. N 429-®3 cmambsi 34 Hacmosiuje2o
®edeparnbHO20 3aKkoHa OoriofiHeHa Yacmaero 11, ecmynarowed e cuny ¢ 1 urosns
2015 e.

11. BHeceHue u3MeHeHMN B AOKYMEHTbl Ha dhapmaueBTUYECKY CyOCTaHLMIo,
NpoOu3BEeOEeHHYI0 AN  peanu3auumM W BKITKOYEHHYHO B TOCYAapCTBEHHbIN  peecTp
neKapCTBEHHbIX CPeACTB, OCYLLECTBNAETCA B nopsiake, yctaHoBneHHoMm cratbsamun 30 m
31 HacTtosiwero ®denepanbHOro 3akoHa, C ynnaton rocyaapCTBEHHOW MOLUNUHGI,
npeaycMOTPEHHON 3akoHoaaTenscTBoM Poccunckon degepaumm o Hanorax u cbopax.

MHopmaums 06 nusmeHeHusix:

®edeparibHbIM 3aKoHOM om 22 0ekabpsi 2014 2. N 429-®3 cmames 34 Hacmosiwezao
®edeparibHO20 3aKoHa OoriofiHeHa Yacmeto 12, ecmynaroweu 8 cusy ¢ 1 urons

2015 e.

12. [onyckaetca obpallieHne apmMaueBTU4eCKnX cybcTaHumMn, Npou3BeOeHHbIX
Ans peanu3aumm, B TeYeHWe CcTa BOCbMWOECATU OHEW A0 W Nocne MNpUHATUSA
YNOMHOMOYEHHbIM  dpefeparibHbiM  OPraHOM  WUCMOSTHUTENbHOW BNacTM  peLleHus O
BHECEHUN  WN3MEHEHWW B  OOKYMEHTbl Ha  dapmaueBTMYeCKylo  cybcTaHumto,
NPOu3BEOEHHYI0 ANs  peanu3auumM W BKIIKOYEHHYHD B TOCYAapCTBEHHbIN  peecTp
neKapCTBEHHbIX CPeacTB.

MHdopmaums 06 usmeHeHusix:

®edeparbHbiM 3aKoHOM om 22 0ekabpsi 2014 2. N 429-O3 cmamebs 34 Hacmosiwezao
®edeparibHO20 3aKkoHa OoriofiHeHa Yacmebto 13, ecmynarowet 8 cusy ¢ 1 urons

2015 e.

13. PeweHne 06 WCKNIOYEHUN W3 FOCYLApPCTBEHHOrO peectpa JleKapCTBEHHbIX
cpeactB  bapmaueBTMYECKOM  cyb6CTaHuMM, Npou3BEeAEHHOW Ond  peanusauuu,
NPUHUMAETCA YNOSTHOMOYEHHbIM dhefeparibHbiM OpraHOM WCMOMHUTENbHON BracTu B
cnydae:

1) npencraBneHns COOTBETCTBYHOLLMM YNONIHOMOYEHHBbIM doefeparnbHbiM OpraHoM
MCMOMHUTENBHON BNAcCTU 3aKflOYEHUST O pUCKE UM 00 yrpo3e >XM3HWU WU 300POBbHO
YyernoBeka NMbo XXMBOTHOMO NPU UCMNONb30BaHUKN NIEKAPCTBEHHOIO CPEACTBA;

2) nogayn paspaboTyMKOM nEeKapCTBEHHONO CpeacTsa unmM NpomnsBoauTENEM
NeKapCTBEHHOrO cpefcTtBa NMOO YNOSTHOMOYEHHbIM UMW APYTMM HOPUANYECKM FNLOM
3aaBneHnsa 06 WUCKNIYEHUM M3 roCy4apCTBEHHONO peecTpa feKapCTBEHHbIX CPeacTs
dapmaueBTUYECKON CyBCTaHUMM, NPON3BEAEHHON AN peanu3aumm;
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3) oTcyTCTBMSA (hapMaueBTUYECKOM cybcTaHUuK, Npon3BeaeHHON AN peanu3aumm,
B obpalweHnn B Poccuinckon degepaumm B TedeHne Tpex u bonee ner.
FTAPAHT:

CM. kKoMMeHTapun Kk ctaTbe 34 HacTosiwero PegepanbHOro 3akoHa

Crtatbsa 35. YTpatuna cuny ¢ 1 mona 2015 r.

MHdopmaumsa 06 namMeHeHusx:

Cm. mekem cmambu 35

®edeparibHbIM 3aKoHOM om 22 Oekabpsi 2014 2. N 429-®3 cmames 36 Hacmosiwezao
®edeparibHO20 3aKoHa U3/loXeHa 8 Hoeol pedakuyuu, scmyrnaroweud e cusny ¢ 1 urons
2015 e.

CM. mekecm cmambu 8 npedbidyuwiel pedakyuu
Cratba 36. O6xanoBaHue peleHnsas o6 oOTKase B Bblgaye paspelleHnsa Ha
npoBefieHne KIIMHMYECKOro WCCcrneaoBaHuUs NekapcTBEHHOro npenapara,
peweHns o6 oTkase B rocygapCTBEHHOW perucTpauumn nekapcTBEHHOro
npenapara, 3akSilo4eHUs KOMUCCUW IKCMEPTOB IKCMEPTHOrO yvpexaeHus
UIn 3aKIOYeHUs coBeTa MNo aTUKe
PeweHne coOTBETCTBYIOLWEro  YNOSIHOMOYEHHOro  befdepanbHOro  opraHa
MCNONMHUTENBHOM BnactM o6 oOTka3e B Bblgaye paspelleHusl Ha npoBeaeHue
KIMMHUYECKOrO  UCCNefoBaHUA FeKkapCTBEHHOro npenapara, pelleHne  yKasaHHOro
denoepanbHOro opraHa WCMONMHUTENbHOM Bnactm o0 oOTkase B rocygapCTBEHHOM
pernctpaumMmM nekapCTBEHHOro npenapaTa, 3akfiovyeHue  KOMWUCCUM  3KCrepToB
9KCNEPTHOrO yuYpeXaeHUst Unn 3akntoveHne coBeTa no 3Tuke MOXET BbITb o6anoBaHo B
nopsiike, YCTaHOBIIEHHOM 3akoHogaTenbCcTBoM Poccuiickon depepauun. 3akniodeHve
aKkcriepta, OQOpPMIIEHHOE MO UToraM  3KCnepTusbl B Uendx  onpegerneHvusd
B3aMMO3aMEHAEMOCTN 3aperncTpUpoBaHHOIO NeKapCTBEHHOro npenaparta, MoXeT OblTb
obGxanoBaHo [fepxaTenem wnu BnagenbuemM  pPerMcTpauuoHHOro  yooCTOBEpPEHUs
NeKapCTBEHHOro npenapata B KOMMUCCUIO 3KCMEPTOB 3KCNEPTHOrO  yYpexxaeHus.
3akIitoyeHne KOMUCCUN IKCMEepPTOB 3KCMEPTHOrO yypexaeHusa, opopmMIieHHOe Mo utoram
nepecMoTpa o0OXanoBaHHOro 3akNiYeHUss  3Kcnepta, MOXeT OblTb  OCMOpPEHO
aepxarernem wunuv BragenbueMm pPerncTpauuoHHOro YAOCTOBEPEHUA NeKapCTBEHHOro
npenapata nM6o YNOMHOMOYEHHbIM UMW §NUWLUOM B MOPsSAKe, YCTaHOBIIEHHOM
3akoHogaTtenbctBOM  Poccuinickon  depepauuun. [py  obxanoBaHuMM  peLUeHus
YNONMHOMOYEHHOro befiepanbHOro oOpraHa MCMNOMHUTENbHOM  BrlacTW,  3akiioveHus
aKcrnepTa UMM KOMUCCUM IKCMEPTOB IKCMEPTHOrO yYpexaeHus, 3akrniovYeHna coBeTa Mo
3TVKe JepxaTenb UNu BnageneL, perucTtpauuoHHOro yOOCTOBEPEHUS NeKapCTBEHHOro
npenapata nMbo yYMNONMHOMOYEHHOE WMM §ULO BMpaBe MpeacTaBuTb pesynbraThl
3KCNepTu3bl NleKapCTBEHHOro npenapara, NPOTOKOMbl MOMYYEHHbIX akKkpeAUTOBaHHbIMU
ncnbiTatTenbHbIMU NabopaTtopmsiMn (LeHTpaMn) pesynsTaTtoB UCCnegoBaHNn, UCTIbITAHWIA.
FAPAHT:

CM. KOMMeHTapum K cTaTbe 36 HacToswero eaeparibHOro 3akoHa

Cratba 37. WHdopmaumsa, cBsi3aHHasi C OCYLIECTBIEHWEM T[OCyAapCTBEHHON
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perucrpauummu nexkapcTBEHHbIX npenaparos, MHdopmaums o]
3aperncTpMpoOBaHHbIX JNEKapCTBEHHbLIX Mpenapatax W neKkapCTBEHHbIX
npenaparax, UCKITIOYEHHbIX U3 rocyJapCTBEHHOIO peecTpa fekapCTBEHHbIX
cpencrTs
MHdopmaums 06 usmeHeHusix:
®edeparibHbIM 3aKoHOM om 22 0ekabpsi 2014 2. N 429-®3 6 yacmb 1 cmambu 37
Hacmosiuwe2o PedeparibHO20 3aKOHa 8HeCEHbI USMEHeHUSs, eacmyrnarouwue 8 cusy ¢ 1
urons 2015 a.

CmMm. mekcm Yacmu 8 rpedbioyuwel pedakyuu

1. CooTBETCTBYHOLMA YNONHOMOYEHHbIN dbefeparbHbid OopraH WUCMOMHUTENBHON
BNacTu pasMellaeT Ha CBOEM oduumanbHOM cante B ceTn "WHTepHeT" MHpopmaumio,
CBA3@HHYI0 C OCYLIECTBMEHNEM [OCYyAAapCTBEHHOW perncrpaummn  nekapCTBEHHbIX
npenapaTtos, B TOM 4YUCIe NPOBeAEHNEM IKCNEePTU3bl NIeKapCTBEHHbIX CPeacTB (BKIoYas
pesynbraTbl ee npoBefeHud), MHMOPMaUUIO O 3aperncTpUpOBaHHbLIX NEKapCTBEHHbIX
npenapatax W JieKapCTBEHHbIX Mpenapartax, WCKIYEHHbIX W3 roCy4apCTBEHHOMO
peecTpa NekapCcTBEHHbIX CPEACTB, HE NO3AHEee YeM 4yepes NATb paboyunmx OHEn COo AHSA
nonyvyeHns COOTBETCTBYOLLNM YNOMHOMOY€EHHbIM deneparnbHbIM OpraHom
NCMONHNTENBHON BNacTu 3asiBlIeHNA O roCyJapCTBEHHOM perucTpaumm nekapCTBEHHOro
npenapara.

MHopmaums 06 usmeHeHusix:

®edeparibHbiM 3aKOHOM om 22 dekabpsi 2014 2. N 429-®3 6 yacmb 2 cmambu 37
Hacmosiue2o ®edeparibHO20 3aKOHa 8HECEHbI USMEHEHUsI, ecmynarouue 8 cusny ¢ 1
urons 2015 e.

CmMm. mekcm Yacmu 8 rpedbioyuwel pedakyuu
2. Cpokn 1 Mnopsaok pasMelleHns ykasaHHoOM B 4actu 1 HacTosiwen craTby
WHOpPMaLMM  YCTaHaBNUBAKOTCA  YMOSIHOMOYEHHbIM denepanbHbIM opraHom
ncrnonHuTenbHon Bnactu. WHgopmauus, ykasaHHas B 4actu 1 HacTosiwen cTaTtbM,
SIBMSIETCS OTKPbITON M 06LWenOoCTYNHON 1 NpefoCTaBNsAeTCs 3anHTEPEeCOBaHHbIM NMLaM B
COOTBETCTBUM C 3aKOHoZaTenbLcTBoM Poccumrckon degepaumn.
FAPAHT:

CM. KomMeHTapumn K ctaTbe 37 HacTosLero ®efepanbHOro 3akoHa

MagBa 7. KnuHn4yeckune uccrnenoBaHus nNeKapCcTBeHHbIX npenapaToB Ans
MeAULIMHCKOro NpUMeHeHus, [,oroBop o6 Ux npoBeaeHUN, NnpaBa NaLUEeHTOB,
y4acTBYHOLUMX B 3TUX UCCNe[OBaHUAX

Cratbss 38. KnuHuyeckne wuccnegoBaHUs JeKapCTBEHHbIX MpenapaToB Ans
MEANLNHCKOrO NPUMEHEHNS
MHdopmaumsa 06 nameHeHusx:
®edeparnbHbiM 3aKoHOM om 22 Oekabpsi 2014 2. N 429-03 6 yacmb 1 cmambu 38
Hacmosiuwe2o @edepasibHO20 3aKOHa BHECEHbI UBMEHEeHUSs, acmyrarowjue 8 cusny ¢ 1
urons 2015 a.

CM. mekem Yacmu 8 npedbidyuwieli pedakuyuu
1. KnnHnyeckne mnccrnegoBaHns nekapcTBEHHbIX NpenapaTtoB ANs MeauuUMHCKOro
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NMPUMEHEHUs,, B TOM 4uClle MeXOyHapoAHble MHOroLEeHTPOBblE, MHOrOLEHTPOBbLIE,
NOCTPErncTpaumoHHble, MNPOBOAATCA B  OAHOW WM  HECKOMbKMX  MEOULMHCKMX
opraHusauusix B COOTBETCTBMW C MpaBuiiaMy Hagnexaiwlen KrMHUYEeCKOW MNpPaKTUKMK,
YyTBEPXXOEHHbIMU YNOSTHOMOYEHHbIM dhedeparibHbIM OpraHOM WCMOSNIHUTENbHOW BMacTMy,
COOTBETCTBEHHO B CneayoLwmx Lensax:

1) yctaHoBneHne 6e30NacHOCTM JIeKapCTBEHHbIX MNpenapaTtoB Ana 340p0BbIX
pobpoBonbuUeB ©“  (MNKM)  NEpeHoCMMOCTM  UX  340poBbiMM  gobpoBornbLamu, 3a
NCKITIOYEHNEM TakUX MUCCNenoBaHWA NEeKapCTBEHHbIX NpenapaTtoB, MPOu3BEeLEHHbIX 3a
npeanenamn Poccnnckon denepaumu;

2) nogbop onTUMarnbHbIX JO3NMPOBOK NEKAapCTBEHHOMO nNpenapaTta u Kypca fneyvyeHus
ANS NauneHToB C onpeaerneHHbiM 3abonesaHnem, onTUManbHbIX 403 U CXeM BaKUUHaLUMK
NMMYHOBMONOrMYECKMMI NIEKAPCTBEHHLIMY NpenapaTtaMmm 340POBbIX 40OPOBOSbLEB;

3) ycraHoBneHve 6e30MacHOCTM  NleKapCTBEHHOro  npenapata W ero
3 dEKTUBHOCTM AN NauUMeHTOB C onpeaeneHHbiM 3abonesaHnem, NpodnnakTn4eckom
3(ppekTMBHOCTU UMMYHOBMONOMMYECKNX FEKapCTBEHHbIX NpenapaTtoB Af1 340POBbIX
AoBpoBONbLEB;

4) un3yvyeHne BO3MOXHOCTW pacClMpPEHUs MNoKasaHun Ans  MeguUMHCKOro
NPUMEHEeHUs n BbISIBNEHUS paHee  Heu3BEeCTHbIX  MNOBO4YHbIX  AENCTBUN
3aperMcTpmpoBaHHbIX NeKapCTBEHHbIX NpenapaTos.

2. B OTHOWEHMM BOCMPOM3BELEHHLIX JIeKapCTBEHHbLIX MpenapatoB Ang
MeOULMHCKOrO NPUMEHEHNS NPOBOAATCA vccrneaoBaHus BMO3KBMBANEHTHOCTU U (UNn)
TepaneBTUYECKON 3KBMBANEHTHOCTU B MOpsigKe, YCTAHOBMEHHOM  YMOSIHOMOYEHHbIM
denepanbHbIM OpraHOM UCNONTHUTENBHOW BRacTu.

3. OpraHusaumio npoBeAeHUs] KIMHUYECKUX WCCNefOBaHUN NEeKapCTBEHHOMO
npenapara Ang MeguuMHCKOro NpMMeHeHUs Bnpase OCyLEeCTBATD:

1) pa3paboTymK nekapCTBEHHOro npenapara Uin ynosiHoMOYeHHOE UM NULLO;

MHopmaums 06 usmeHeHusix:

®edeparibHbiM 3akoHOM om 2 utons 2013 e. N 185-®©3 nyHkm 2 yacmu 3 cmambu 38
Hacmosiwe20 PedeparibHO20 3aKOHa U3NIOXeH 8 Ho8oU pedaKyuu, scmyraruel 8
cuny ¢ 1 ceHmsbps 2013 e.

CmMm. mekcm rniyHKma 8 rpedbidywed pedakyuu
2) obpasoBaTenbHble oOpraHM3auun Bbiclero obpas3oBaHWsA, oOpraHu3aunm
AOMNOMHUTENBHOIO Npod)eccnoHanbLHoOro obpasoBaHus;
3) Hay4YHO-uccnegoBaTenbCkue opraHmMsauun.
MHdopmaumsa 06 uamMeHeHusX:
®edeparbHbiM 3akoHoM om 13 utons 2015 2. N 241-©3 e vacme 4 cmambu 38
Hacmosuwe2o ®edeparibHO20 3aKOHa BHECEHbI USMEHEHUS

CmMm. mekcm Yacmu 8 rpedbioyuwel pedakyuu

4. KnuHunyeckne uccrnegoBaHUs fieKapCTBEHHOro npenapara ans MeguumMHCKOro
NPUMEHEHUST NMPOBOAATCA Ha OCHOBAHWW paspelleHns Ha npoBefeHue KIMHUYECKOro
nccrnegoBaHuns neKapCTBEHHOrO npenapara, Bbl@HHOIo YNOSTHOMOYEHHbIM
denepanbHbIM  OpraHOM  UCMONHUTENBHOW BriacTu. YMNOMHOMOYEHHbIN heaepanbHbIn
opraH WCMNOMHUTESbHOM BIiaCTU BeAEeT PeecTp Bbl4aHHbIX pas3pelleHun Ha npoBeadeHne
KNMUHUYECKNX UCCIedoBaHUM NeKapCTBEHHOro npenapaTta, coaepXallnin ykasaHue Ha ux
Lenb Uy uenu, B yCTaHOBSIEHHOM 3TUM OpraHoOM Mopsigke.
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5. Ytpatuna cuny ¢ 1 nong 2015 r.

MHdopmaumsa 06 uamMeHeHusx:

CmMm. mekcm yacmu 5 cmambu 38

6. K opraHuMsauuu npoBedeHUst KAMHUYECKUX WCCRNeaoBaHUN feKapCTBEHHOMO
npenapara ans MeauunHCKOro NpUMeHeHNs paspaboTykoM fiekapCTBEHHOro npenaparta
MOryT NMpuBReKaTbCsa topngnyeckme nuua nodon opraHM3aunoHHO-NPaBoBon hopMbl Npu
ycrnosum obecrnedyeHns COOTBETCTBUA 3TUX UCCeaoBaHu TpeboBaHWAM HACTOSILLEro
depepanbHOro 3akoHa.

7. KnuHnyeckne vccnenoBaHUs NleKapCTBEHHbIX npenapaTtoB A1 MeauLUUHCKOro
NPUMEHEHNS  NPOBOAATCA B MEOUUMHCKUX  OpraHum3aumsax,  akKkpeguTOBaHHbIX
YNONMHOMOYEHHbIM  (pefeparnbHbIM  OpPraHoOM  UCMOSIHUTENbHOW  BacTM B MOPSKe,
ycTaHoBreHHoM [paButensctBomM Poccuinckon ®egepauum.

8. [lepevyeHb MEOUUMHCKMX OpraHu3auun, UMELWKUX npaBo NPOBOAUTb
KIMMHUYECKNe  uccnefoBaHUA  NieKapCTBEHHbIX npenapatoB  ANd  MeauUMHCKOro
NMPUMEHEHUS, U pPeecTp BblJaHHbIX pa3peLleHnin Ha MpPoBedeHne  KIMHUYECKUX
NccrnegoBaHNn  NEeKapCTBEHHbLIX npenapatoB  onybrnmnkoBbIBAOTCA W pasMeLlaroTcs
YNONMHOMOYEHHbIM doefiepalibHbiIM OpPraHoOM WCMOMHUTENBHOW BNacTu B YCTaHOBIEHHOM
UM nopsiake Ha ceBoem ouumansHoM canTte B cetn "UIHTepHeT".

FTAPAHT:

CM. KoMMeHTapum K ctaTbe 38 HacTosLero PeaepanbHOro 3akoHa

MHdopmaums 06 nusmeHeHusix:

®edeparibHbIM 3aKoHOM om 22 Oekabps 2014 2. N 429-03 cmames 39 Hacmosiweao
®eldeparnbHO20 3aKOHa U3rioXeHa 8 Hogou pedakyuu, scmynarowed 8 cusy ¢ 1 utons
2015 e.

CmMm. mekcm cmambu 8 npeodbidyuwel pedakyuu

Ctatbss 39. PeweHne 0 nNpoBeAEHUMUM  KIMHUYECKOro  MUCCreaoBaHus

neKkapCTBEHHOro npenapara Angd MeguumnHCKOro npuMeHeHus

1. KnnHuyeckoe wnccrnegoBaHve NekapCTBEHHOro npenapata ans MeguuuHCKoro
NPUMEHEHNS MNPOBOAUTCA Ha OCHOBaHWW paspelleHusi Ha NpoBedeHUE KIMHUYECKOro
nccnegoBaHus neKkapcTBEHHOro npenaparTa, BblJAHHOIO YNOSTHOMOYEHHbIM
degepanbHbIM - OpraHOM  UCMNOSTHUTESNTbHOW  BNacTu No  pe3ynsrtataM  9KCNepTusbl
AOKYMEHTOB, HEOBXOOUMBIX AN NOSyYeHUs paspeLlleHns Ha npoBegeHune KIUHUYECKOro
nccrnenoBaHNA fekapCTBEHHOMO nNpenapara 1 3TUYECKON SKCNepTU3bI.

2. [Ina nonyyeHuss paspelleHns Ha NpoBedeHuEe KIMHUYECKOro WuccrneaoBaHus
neKapcTBEHHOro npenapara ans MeauumMHCKOro NpUMEHeEHUs 3asaBuUTenb NpeacTaBngdeT B
YNOSTHOMOYEHHbIN dpefepanbHbI opraH UCNOSTHUTENbHOM BNACTU:

1) 3asgBneHMe O Bblgaye paspelieHns Ha npoBeaeHMEe  KIMHUYECKOro
nccnenoBaHNs NekapCTBEHHOMO npenapaTa Ans MeEAULMHCKOTO NPUMEHEHUS;

2) KOonuu OOKYMEHTOB, MOATBEPXAAIOLWMX ynnaTy rocygapCTBEHHON MOLUMMHBLI 3a
NpoBedeHne 3TUYECKOM OKCNEepTU3bl, IKCMNEepTU3bl AOKYMEHTOB Ha JeKapCTBEHHbLIN
npenapat gna nosiydeHuss paspelleHns Ha npoBedeHUne KITMHUYECKOro uccnenoBaHus
fieKkapCTBEHHOro npenapara Ans MeguUMHCKOrO NpUMEHEHUSs, 3a Bblgadvy paspelueHus
Ha npoBedeHMe KITMHUYECKOro WCCnedoBaHUs feKapCTBEHHOro npenaparta Ans
MEONUNHCKOTO  MPUMEHEHUsl, 3a MpoBedeHWe  3KCrnepTusbl  [JOKYMEHTOB  Ha
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NneKkapCcTBEHHbIN  npenapatr  ONs  MONyYeHUs  paspelleHnss Ha  npoBefeHue
MEeXOYHapOo4HOro MHOFOLEHTPOBOro  KIIMHUYECKOro  UCCredoBaHUsA  nekapCTBEHHOrO
npenapaTta angd MeauvuuHCKOro nNpMMEHeHus, 3a Bbldady paspelleHus Ha npoBedeHue
MEeXOYHapOo4HOro MHOMOLEHTPOBOIro  KIIMHUYECKOro WUCCedoBaHUA  nekapCTBEHHOMO
npenapata ans MeOUUMHCKOrO MPUMEHEHUs, 3a NpoBedEeHNEe ITUYECKOM ISKCMepTusbl,
3KCnepTM3bl JOKYMEHTOB Ha NEKapCTBEHHbIN npenapart Anga nonyyvyeHusa paspeLleHust Ha
npoBedeHNe MNOCTPErnCTPaLMOHHOIO KIIMHUYECKOrO UCCNedoBaHUs  JIeKapCTBEHHOIO
npenapaTta Ans MeAMUUHCKOro NMpUMMEHEHUs, 3a BblAady paspelleHus Ha nposedeHune
NOCTPErnCTPaUMOHHOIO KIMHMYECKOro MCCreaoBaHMAa NeKapCTBEHHOro npenapara ans
MEANLNHCKOrO NPUMEHEHUS, UM NO COOCTBEHHON MHULMATUBE YKa3aHHble JOKYMEHTHI. B
cnydae HenpeacTaBneHus 3asiBUTENEM YKa3aHHbIX [JOKYMEHTOB YMOSIHOMOYEHHbIN
degepanbHbI - OpraH  UCMOMHUTENbLHOW  BracTu  npoeepsieT  pakT  ynnarbl
rocydapCTBEHHOM  MOWMWHbI  C  WUCMOMb30BaHMEM  WMHpopmauum 006  ynnaTte
rocyaapCcTBEHHOM MOLWWUHBI, cogepxallencsa B [ocygapcTBEHHON WHGOPMaLMOHHON
CUCTEME O TOCYOApPCTBEHHbLIX W  MYHMUMMNANbHbLIX Mnatexax, Ha OCHOBaHUK
nNpeacTaBreHHbIX 3asBUTENEM KOMUA JOKYMEHTOB;

3) npoTOKON KMAMHWUYECKOrO WCCreaoBaHWA feKapCTBEHHOro npenapata  Aans
MEANLMHCKOrO NPUMEHEHUS;

4) 6polutopy nccnegosaTens;

5) NHOPMALIMOHHBIN JIMCTOK NALMEHTA;

6) cBegeHuss o6 onbiTe paboTbl uccrnegoBaTenen MNO  COOTBETCTBYHOLLMM
cneumanbHOCTSM M X OnbiTe paboTbl MO NPOBEAEHUIO KITMHUYECKNX NCCreaoBaHNN,

7) cBeOeHuss O MEeOMUMHCKMX oOpraHuM3auusix, B KOTOPbIX npeanonaraercs
NpoBedEHNE  KMUHMYECKOrO  WUCCeAoBaHMA  NEeKapCTBEHHOro  npenapata  Ans
MEANLNHCKOrO NPUMEHEHUs (NOSTHOE U COKpaLLeHHOE HaMMEHOBaHWUS, OpraHM3aLnoHHO-
npaBoBas opmMa, MEeCTO HaxOXOEeHUsT M MEeCTO OCYLLUECTBIIEHNA [OeATeSlbHOCTN,
TenedoH, Tenedgakc, agpec ANEKTPOHHOWN NOYTbI KaXKAoW MEANLMHCKON opraHmM3auumn);

8) cBegeHuMss 0O npegnonaraeMblX  CpoOKax — MNpoOBeOEHUs  KITMHUYECKOro
nccrnenoBaHNA NekapCTBEHHOMO npenapaTa A MeANULUMHCKOTO NPUMEHEHUS;

9) konuto gorosopa 0bA3aTENBLHONO CTPaxoBaHWS, 3aKITHOYEHHOIO B COOTBETCTBUN C
TUNOBbIMK  npaBunaMmn 06s3aTenbHOro CTPaxoBaHWS, C YKasaHWeM npenenbHou
YUCNEHHOCTN NAUMEHTOB, Y4acTBYHOLUMX B KIMHUYECKOM UCCIeA0BaHUN JIeKapCTBEHHOIO
npenaparta ans MeamumMHCKOro NpuMeHeHus;

10) nHdopmauumio O cocTaBe fleKapCTBEHHOro npenapara gna MeguumMHCKOro
NPUMEHEHUS;

11) OOKYMEHT, COCTaBfEHHbIN MPOU3BOAUTENEM JIEKapCTBEHHONO npenaparta Ans
MEOANLUNHCKOTO MPUMEHEHUS W coaepXallunin nokasatenu (XapakTepPUCTUKK), a Takxke
cBeaeHMss O  NeKapCcTBEHHOM  npenapate And  MeOUUMHCKOro  MpUMEHEHUs,
Npou3BedeHHOM N9 NPOBeAEHUS KNUHNYECKUX UCCIeaoBaHum;

12) KONWUIO JNIMLEH3UM Ha NPOU3BOACTBO JIEKAPCTBEHHbBIX CPEACTB B Cryyae, ecnu
NPOM3BOACTBO JIEKApCTBEHHOIO npenapaTta ocylwectensaercs B Poccuinckon denepaunu,
UN KOMNUIKO 3akfioYeHUst O COOTBETCTBUM MPOU3BOAUTENS NEKAPCTBEHHOro npenapara
TpeboBaHMAM npaBun  Hagnexawen nNpou3BoACTBEHHOW  MPaKTUKW,  BblOAHHOIO
KOMMETEHTHbIM YMNOSIHOMOYEHHbIM OPraHOM CTpaHbl MPOU3BOAUTENS NEeKapCTBEHHOMO
npenapara.

3. B cpok, He npeBbIWAOWNN NATU paboymx gHEN CO OHS NPUHATUS YKa3aHHOro B
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NyHKTe 1 4Yactm 2 HacTodAwen CcTaTbU 3asBNeHUa U HeOobXOAUMbIX [AOKYMEHTOB,
YNONTHOMOYEHHbIN dpefepanbHbIn OpraH UCNOSTHUTESNbHOM BNACTMU:

1) npoBOAUT NPOBEPKY MOMHOTbI U LOCTOBEPHOCTU CBEOEHUN, COAepXalUuMXcs B
npeacTaBreHHbIX 3aaBUTENEM JOKYMEHTaXx;

2) NpMHMMaET peLleHne O NMPoBeOEeHUN IKCMEepPTU3bl JOKYMEHTOB AN NOSyYeHus
paspeLleHnst Ha NpoBeAEeHNEe KIMMHMYECKOrO MCCreaoBaHus nekapCTBEHHOro npenapaTta
ANS MegULUMHCKOTO NPUMEHEHNS U 9TUYECKOW 9KCNepTM3bl nnn o6 oTkase B NpoBeaeHUU
yKasaHHbIX 9KCNepTuns;

3) yBeOOMMSAET B 9NEKTPOHHOM (hopme mnm Ha ByMaxkHOM HocuTene 3asiBuTens o
NPUHATOM pelleHnn nMbo B criydae NPUHATUSA pelleHna ob oTKase Takke C yKasaHuem
NPUYNH TaKoro oTkasa,

4) noaroTaBnMBaeT M HanpaBnsieT B 9KCNEPTHOE yYpexdeHue M COBET Mo 3TUKe
3alaHne Ha NpoBefeHne COOTBETCTBYHOLLMX IKCMEPTUS.

4. B cnyyae BbISIBNEHUSI HENOSIHOTbl U (MNK) HEAOCTOBEPHOCTM WMHGOpPMaUMK,
cogepxallencsd B MNpeAcTaBrieHHbIX 3asBUTENeM [OOKYMeHTax, YMNONHOMOYEHHbIN
doefepanbHbI OpraH UCMOMHUTENBHOW BlaCTU HanpaenseT 3aaBuTENto 3anpoc oo
YTOMHEHUN YyKaszaHHOW uWHGopMauun. [aHHblh  3anpoc MoxeT ©OblTb nepefaH
YNOSIHOMOYEHHOMY NpPEeACTaBUTENO 3adBUTENSA JIMYHO MOA4 PacnucKy, HanpasfieH Mo
noyte  3akasHbiIM  MUCbMOM  WNW  nepedaH B 3EKTPOHHOW  dopme o
TeNeKOMMYHMKaUVOHHbBIM KaHanam cBa3u. B cnyyae HanpaBneHus 4aHHOro 3arnpoca rno
noyTe 3akasHbIM MMCbMOM OH CYMTAETCH NOSTYYEHHbIM MO UCTEYEHUM LWEeCTU OHEN C AaTbl
HanpaBfeHnUsl 3aka3Horo nucbma. 3asiButernb 00s3aH npeacTaBUTb OTBET Ha 3anpoc
YNONMHOMOYEHHOrO (pefepanbHOro opraHa WCMOMNHUTENbLHOW BlaCTM B CPOK, He
npeBblaoWmnn gessHocTa paboymx gHen co OHA ero nonydeHusi. Cpok, yKasaHHbIN B
YacTM 3 HacTosLWeWn cTaTbW, MPUOCTAHaBIMBAETCA CO [AHA HarnpasfeHus 3asaBuTento
3anpoca YnofIHOMOYEHHOro deaepanbHOro opraHa WCMOMHUTENbHOW Bnactm [0 AHSA
NOMy4YeHUss UM COOTBETCTBYIOLLEro OTBETa U He YYUTbIBAETCHA MPU UCHUCIEHUU CPOKa
NPUHATUS YNOSTHOMOYEHHbLIM doefiepalnibHbIM OPraHOM MUCMOSTHATENBHOM BIlAaCTU PeELLEHNS
O MNPOBEAEHUM IKCMNEepTU3bl AOKYMEHTOB AN MONyYeHUs paspelleHuUs Ha npoBefdeHue
KNMHMYECKOrO0  MUCCnefoBaHUs  JIeKapCTBEHHOro  npenapata  And  MeguuMHCKOro
NPUMEHEHUS.

5. OcHoBaHMeM p[nsa oOTKasa B MNPOBEAEHUM IKCNepTudbl [LOKYMEHTOB Ans
NONyyYeHUs paspeLleHnss Ha NpoBedeHne KNUHMYECKOro UCCreaoBaHUs nekapCTBEHHOMO
npenapata AnNa MeOUUUHCKOrO MPUMEHEHNA W  OTUYECKOW JKCNepTusbl SABNAEeTCA
npeacraBrneHne OOKYMEHTOB, MNPefyCMOTPEHHbIX YacTbio 2 HacToswen cTaTbW, B
HenosiHoM obbeme, HenpeacTaBneHne 3asiBUTENeM B YCTAHOBIEHHbIN CPOK OTBETA Ha
yKasaHHbIl B 4acTu 4 HacTosieW cTaTbM 3anpoc YMNOSTHOMOYEHHOro deaepanbHOro
opraHa WCMNOMHUTENbHOM BflacTM NUMBO OTCYTCTBME B NPELCTaBMEHHbIX AOKYMeHTax
ncyepnbiBalOLEro nepeyvyHs Heobxoammon WHpopmaumm mnu mnHdopmauumn, KoTopas
AOSMKHA OblTb OTpaXeHa B HUX, a Takke OTCYTCTBME WMHdOopMauuu, nogTeepxaaroLlen
dpakT ynnaTtbl rocygapCTBEHHOW TMOLWIMWHBLI 3a NpoBedeHWEe 3TUYECKOW 3KCrepTusbl,
3KCnepTm3bl JOKYMEHTOB Ha NEKapCTBEHHbIN npenapart Anga nonyyvyeHnsa paspeLleHust Ha
npoBedeHne  KIMHUYECKOro  WUCCredoBaHWA  fiekapCTBEHHOro  rnpenapara  ans
MEANLUNHCKOIO MPUMEHEHNS, 3a Bbldady paspelleHuMsi Ha npoBedeHne KITMHUYECKOro
nccrnegoBaHNA nekapCcTBEHHOro npenapaTta  Ansg  MeauuMHCKOro npuMeHeHus, 3a
NpoBedeHne 3IKCrnepTMsbl AOKYMEHTOB Ha JleKapCTBEHHbIM npenapaT Afs nonyYeHus



paspelleHnss Ha NpoBedeHue MeXayHapoAHOro MHOrOUEHTPOBOro  KIMHWUYECKOro
nccnegoBaHna nekapcTBEHHOro npenapara Ana MeauuUUHCKOro NpUMEHEHUs, 3a Bblaadvy
paspelleHnss Ha NpoBedeHue MeXayHapoAHOro MHOrOUEHTPOBOro  KIMHUYECKOro
nccnegoBaHNA NekapCTBEHHOro npenapata  Ans MeauuMHCKOro MNpuMEHeHus, 3a
NpoBedeHNe 3TUYECKOM OKCMNepTU3bl, 3KCMNEepPTU3bl AOKYMEHTOB Ha JeKapCTBEHHbLIN
npenapaT Ana noslyYyeHnsa paspelleHnsi Ha MpoBedeHne MoCTPerncTpaumoHHOro
KNWHMYECKOro  MUccrnegoBaHUs  JIeKapCTBEHHOro  npenapata  And  MeguumMHCKOro
NPUMEHEHNS, 3a Bblga4dyy paspelleHMss Ha npoBedeHuMe MNoCTPerncTpaumoHHOro
KNWHMYECKOro  MUccrnegoBaHUs  JIeKapCTBEHHOro  npenapata  And  MeguumMHCKOro
NPUMEHEHUS.

6. [lpoBegeHne 3KCNepTU3bl [OOKYMEHTOB [ANA MOflydYeHUs paspelleHns Ha
npoBedeHne  KIMHUYECKOro  UCCRedoBaHWA  fleKapCTBEHHOro  npenaparta  ans
MEONUWHCKOTO MPUMEHEHUS W 3OTMYECKOW OKCNepTusbl, COCTaBIieHNEe KOMMUCCUEN
3KCMepToB M COBETOM MO 3TUKE 3aKIlOYEHMA O BO3MOXHOCTM WIIM HEBO3MOXHOCTU
NPOBEAEHUS TaKOro KMUHMYECKOro UCCIedoBaHWA M HanpaefieHne 3TUX 3aKSloveHun B
YNOSTHOMOYEHHbIN bedeparnbHbld OpraH WUCMOMHUTENbLHON BacTM OCYLLECTBAAITCA B
CPOK, He npeBblakwmi Tpuauatn paboymx OHEen cO AHA MOnyvYeHUs 3KCNepTHbIM
yypexnoeHnemMm 3adaHus YNorHOMOYEHHOro degeparibHoro opraHa MWCNOSIHUTENbHOM
BNacTu C MNPUITIOKEHUEM LOOKYMEHTOB, YKasaHHbIX B nyHktax 3, 4, 10 u 11 yactm 2
HacTosiLen cTaTbW, M COBETOM MO 3TUKE 3aJaHusa YMNONHOMOYEHHOro enepansbHoro
opraHa MCMNOSHUTESTbHOM BIlaCTU C NPUMOXeHUEeM OOKYMEHTOB, YKa3aHHbIX B MyHKTax 3 -
6, 8 1 9 yacTn 2 HacToALEN CTaTbMW.

7. B cpok, He npeBbIWwatolWwmnn NAaTn pabounx gHen co AHSA NONyYeHNsa 3akoYeHni,
yKasaHHbIX B 4actu 6 HacToswen cTaTtbM, YMNONMHOMOYEHHbIN heaepanbHbld OpraH
NCMOMNHNTENBLHOWN BNacTu:

1) ocywecTBnser OUeHKY MOCTYNMBLUMX 3aKMiOYeHUn AONns onpegeneHvs ux
COOTBETCTBUA 3aaHNAM Ha NPOBeAeHNEe COOTBETCTBYHOLLMX SKCNEPTUS;

2) NpUHMMaeT pelleHne O Bblgaye paspelleHns Ha npoBefeHUE KITMHUYECKOro
nccnenoBaHNa NekapCTBEHHOro npenapata gns MeAUUMHCKOro MpuUMeEHeHns unn ob
OTKa3e B Bblaye YKa3aHHOro paspeLueHuns;

3) BblgaeT paspelleHne Ha npoBedeHue  KNMUMHUYECKOro  MCCredoBaHus
rfieKkapCcTBEHHOro npenapaTa Ansa MeguuMHCKOro NpMMeHeHNsa nnun peweHne ob otkase B
Bbla4e yKa3aHHOro paspeLlleHus ¢ ykasaHnem npuymH oTkasa.

8. OcHoBaHMeM Ons OTKasa B Bblgayve paspelleHns Ha npoBefeHne KIMHUYEeCKoro
nccrnegoBaHNA nekapcTBEHHOro npenapara afs MeaMUUMHCKOro NpUMEeHeHUs ABNAeTcs
HanuMymMe 3akfloYeHUsI KOMUCCUM IKCMEepPTOB UMM  3akryeHuUss coBeTa Mo 3TuKe O
HEBO3MOXHOCTW NPOBeLeHNA KIMMHUYECKOro UCCreaoBaHUa NekapCTBEHHOro npenaparta
Ans  MeOUUMHCKOro  MNPUMEHEHMs MO pesynbratam  NpPoOBedEHHbIX  3KCMNepTus,
NpeayCMOTPEHHbIX YacTbi 6 HACTOSALEN CTaTbMy.

9. PeweHne 06 oTkase B NpoOBeAEHUM 3KCNEPTU3bl LJOKYMEHTOB LNA NOSyYEeHUs
paspeLleHnss Ha NpoBedeHne KNUHMYECKOro UccrneoBaHUs NekapCTBEHHOro npenapaTta
AN MeANUUHCKOTO NPUMEHEHUST N 3TUYECKOM 9KCNEePTU3bl U B BblJaye paspelleHns Ha
npoBedeHne  KIMHUYECKOro  WUCCredoBaHWA  fiekapCTBEHHOro  rnpenapara  ans
MEONLUNHCKOTO MPUMEHEHNS MOXeT OblTb obXarnoBaHO B MoOpsiAke, YCTaHOBEHHOM
3akoHogaTtenbcTBoM Poccunckon denepaunn.

FAPAHT:



CM. KomMMeHTapum K ctaTbe 39 HacToswwero PegepanbHOro 3akoHa

MHdopmaumsa 06 namMeHeHusx:

®edeparibHbIM 3aKoHOM om 22 Oekabps 2014 2. N 429-03 Hacmoswut
®edeparbHbili 3aKoH dornosTHeH cmameel 39.1, ecmynatowed e cury ¢ 1 urons
2015 e.

Cratbs 39.1. OTuyeckaa akcnepTusa

1. 3Tnyeckasa aKcnepTmsa NPOBOAUTCS COBETOM MO 3TUKE, CO34aHHbIM B Nopsiake,
YCTAHOBMEHHOM YMNOMIHOMOYEHHbIM dhefieparnbHbiM OpraHoOM UCMOMHUTENBHOW BNacTu, B
Lenax Bblgayn 3akniodeHnsa ob atnyeckon 060CHOBAHHOCTM BO3MOXHOCTM MPOBEAEHUS
KIMWHWYECKOrO  UCCNefoBaHUA  JIeKapCTBEHHOro npenapata And  MeauuUMHCKOro
NPUMEHEHMUS.

2. JKcneptamu coBeTa NO 3TUKe MOryT ObiTb NpeacTaBUTENU MeOULMHCKUX
opraHuMsauun, HaydHbIX OpraHusauun, obpasoBaTesibHbIX OpraHu3aumin  BbICLLEro
obpa3oBaHundA, a Takke npeacTtaBUTENU OOLECTBEHHbIX OpraHusauun, penurnosHblx
opraHuMsauum Wn CcpeacTB MaccoBovM MHopMaumn. [aHHble 9SKCnepTbl He AO0SMKHbI
HaxoOuTbCSA B KaKON-NMBOo 3aBUCUMOCTU OT pa3paboTyYMKOB feKapCTBEHHbIX NpenapaTos
N Opyrux nuy, 3anHTepeCcoBaHHbIX B pesynbratax 3TMYeCKON 3KCNepTU3bI.

3. Onnata ycnyr 3KCcnepToB coBeTa MO 3TUKE OCYLLECTBNAETCS Ha OCHOBaHUM
AO0roBopa,  3akrf4YeHHOro  Mexay  YNOfIHOMOYEHHbIM  (hefeparnbHbiM  OpraHoMm
MCNOSMTHUTENBHOM BacTh, KOTOPbIM CO34aH COBET MO 3TUKe, U 3KCNepToM coseTa Mo
9TUKe, 3a cYeT ODKETHbIX aCCUrHOBaHWUW, MNPEAYCMOTPEHHbLIX YMOMHOMOYEHHOMY
denepanbHOMy OpraHy WUCMOSTHUTENbHOW BNacTu, KOTOPbIM CO34aH COBET MO 3TUKe, B
dhenepanbHoOM BrogKeTe Ha COOTBETCTBYHOLLMI o4 Ha obecneyeHne ero 4esTenbHOCTH, B
pasmepax, ycTaHoBrieHHbIX [paBuTenscTBom Poccunckon denepaumu.

4. JKkcnepTbl coBeTa MO 3TUKE HECYT OTBETCTBEHHOCTb B COOTBETCTBUMM C
3akoHogartenscTsoMm Poccumnckon denepaumn.

5. CoctaB coBeta No 93TuKe, nonoxeHne o6 3TOM coBeTe, MNOPAOOK €ero
AedarenbHocTn, TpeboBaHMs K KBanudukaumm n onblTy paboTbl MO 3KCNEPTHON OLIEHKe
Hay4HbIX, MEOULUMHCKMX W  3TUYECKUX acreKkTOB  KIIMHUYECKUX UccregoBaHui
neKapCTBEHHbIX npenapaTtoB ANs MeAUUUHCKOro MNPUMEHEHUd, npeabsBnsemMble K
aKcrneptam coBeTa MO 3TUKe, TMOopsaLOoK OpraHu3aumMm W NpoBeAEHUs 3TUYECKOM
3KcnepTusbl, hopma 3akniYeHNss CoBETa NO 3TUKE YCTaHaBMMBAKOTCS YNOSTHOMOYEHHbIM
degepanbHbIM OpraHoM UCNOMHUTENbHOW BriacTu. Yncno npeagcraButenen MeanumMHCKUX
opraHusauumn He MOXeT NpeBbllaTb MOfIoBMHY OT O6Lero YmMcra aKCnepToB coBeTa Mo
3TUKe.

6. MHdopmauma o coctaBe coBeTa MO 3TMKE, NNaHax ero paboTbl U TeKywen
AeATeNbHOCTN pasmellaeTca Ha odomumanibHOM canTe YrnorHOMOYeHHOoro dpefgepansbHoro
opraHa ucnosnHuTenbHom Briactu B cetu "MIHTepHeT" B yCTaHOBMEHHOM UM MOpAaKe.

FTAPAHT:

CM. kommeHTapum k ctatbe 39.1 HacTosilwero PegeparnbHOro 3akoHa

Ctatbs 40. NpoBegeHne KIMHUYECKOro UCCneaoBaHus NekapcTBEHHOroO Npenapara
Anst MeQULMHCKOrO NPUMEHEHNSA

MHdopmaumsa 06 namMeHeHusx:
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®edeparibHbiM 3aKkoHOM om 22 dekabpsi 2014 2. N 429-®3 6 yacme 1 cmambu 40
Hacmosiue2o ®edeparibHO20 3aKOHa 8HECEHbI USMEHEHUsI, ecmynarouue 8 cusny ¢ 1
urons 2015 e.

CmMm. mekem Yacmu 8 rpedbioywel pedakyuu

1. PykoBoauTenb MeOuUMHCKOM OpraHu3auuu, KoTtopas MNpoBOAUT KINUHUYECKOE
nccrnegoBaHne fekapCTBEHHOMO npenapaTa ans MeauuuHCKOro NnpuMeHeHns, HasHa4vyaeT
nccnegosarensi, OTBETCTBEHHOIO 3a MNPOBEAEHWE TaKoro MCCnefoBaHuUs U UMERLLEro
neyebHyl0O  cneunanbHOCTb,  COOTBETCTBYHOLLYHD  MPOBOAMMOMY  KITMHUYECKOMY
MCCNegoBaHMIO JIEKApCTBEHHONO MpenapaTta, CO CcTaxem paboTbl MO nNporpaMmmam
KITMHUYECKNX UccregoBaHnn NekapCTBEHHbIX NpenapaTtoB HE MEeHee 4YeM Tpu roga u no
ero npeanoXeHuto HasHavyaeT couccnegoBaTtenen M3 ymcna Bpavyen 3Ton MeauumMHCKOU
opraHu3auuu.

2. NccnepoBaTtenb OCYLLECTBISET BbIOOP MaUMEHTOB, KOTOPbLIE MO MEOULMNHCKAM
NoKasaHMsiM MOTyT ObITb NPUBMEYEHbl K y4acTMO B KAMHUYECKOM UccrnenoBaHun
nekapCTBEHHOro NpenapaTa aAns MeanLMHCKOro NPUMeEHeEHMS.

3. WccnepoBatenb W couccnegoBaTenn  AOOMMKHbI  OblTb  O3HAKOMMEHblI C
pesynsraTamu AOKITMHNYECKOro nccrnegoBaHuna NeKapCTBEHHOrO cpencTBa,
cogepxawmmmca B Opolwope uccnegoBaTtens, NPOEKTOM MPOTOKOMa KAMHUYECKOro
MCCrnegoBaHNa  NIEKApCTBEHHOro  npenapata  Ans MeOUUMHCKOrO  MPUMEHEHUS,
pa3paboTaHHbIM pa3paboTyMKOM NekapCTBEHHOrO npenapata UMM MHbIM PUANYECKUM
NMUOM, NPUBMEKAEMbLIM K OpraHu3aumMm npoBeAEHUs] KIMHUYECKOro uccnenoBaHus
nekapcTBEHHOro npenapara gns MeauuuMHCKOro NpUMEHeHUs, U ApyruMmn matepuanamm
Takoro nccnegoBaHus.

MHdopmaumsa 06 nameHeHusx:

®edeparbHbiM 3akoHOM om 29 Hosib6pst 2010 2. N 313-©3 cmambsi 40 Hacmosiweao
®edeparibHO20 3aKkoHa OoriofiHeHa Yacmeio 3.1, ecmynatowed 8 cusly ¢ 1 sHeapsi
2011 a.

3.1. PykoBoautenb MeauLMHCKOM OpraHu3aumMm B CPOK, HE MPEBbIAWNNA TpeX
pabounx OHEn CO [OHS Havana npoBeAeHUs  KIMMHWUYECKOro  UCCreaoBaHus
neKapcTBEHHOro npenaparta Ans MeauuMHCKOro npumMeHeHusi, coobliaer o6 aToMm B
YNOSTHOMOYEHHLIM  befeparnbHblin  OpraH  WUCMONHUTENbHOM  BRacTW,  BblAaBLUNK
paspeLlleHne Ha NpoBeaeHne Takoro nccnegoBaHns, No yCTaHOBNEHHOM UM (bopMe.

MHdopmaums 06 usmeHeHusix:
®edeparibHbiM 3akoHOM om 11 okmsbps 2010 2. N 271-®3 6 yacme 4 cmambu 40
Hacmosiwezo ®edeparibHO20 3aKOHa BHECEHbLI USMEHEHUS

CmMm. mekcm Yacmu 8 rpedbioyuwel pedakyuu

4. OpraHnsauuu, OCYLLEeCTBAIWME OpraHu3auuio npoBedeHUss KIMHUYECKOro
nccnegoBaHNA  NieKapCTBEHHOrO npenapata  Ans  MeOUUMHCKONO  MPUMEHEHUs W
ykasaHHble B 4actm 3 cratbk 38 Hactosiwero ®enepanbHOro 3akoHa, B cryyae
HeOBXOOUMOCTN BHECEHUSI U3MEHEHWW B NPOTOKOM KIMHWUYECKOro WUccrefoBaHUs
neKkapCcTBEHHOro npenapata Ans MeauuMHCKOro rfnpuMeHeHns coobwaiT ob aToM B
YNOSTHOMOYEHHLIM  befeparnbHblin  OpraH  WUCMONHUTENbHOM  BRacTW,  BblAaBLUNK
paspeLleHne Ha npoBegeHne Takoro nccnegoBaHus, rno yCTaHoBNEHHOW UM oopMme.

MHdopmaumsa 06 nameHeHusx:

®edeparibHbiM 3akoHOM om 11 okmsbpsi 2010 2. N 271-®3 cmambsi 40 Hacmosiwe20
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®edeparnibHO20 3aKoHa OoriofiHeHa Yacmero 4.1
4.1. dopma coobLieHna O BHECEHUUM W3MEHEHWW B MPOTOKOM KIIMHUYECKOro
nccrnegoBaHNA nekapcTBEeHHOro rnpenaparta Ansg MeauuuHCKOro NMpUMEHeHUa O0ShKHa
cogepxartb criegyroLwime ceefeHns:
1) HauMeHoBaHWe, UOAEHTUMPUKALNOHHBIN HOMEpP U AaTa NPOTOKOsa KAMHUYECKOro
nccnegoBaHng;
2) naTa BHECEHUS U3MEHEHUI B NPOTOKOM KIMMHUYECKOrO NCCneaoBaHus;
3) HaMMeHOoBaHMe N MEeCTO HaxXOXAeHNA 3aaBUTENS;
4) HanmeHoBaHWe opraHusaunn, NpuBreYeHHON pa3paboTyMKoM NeKapCTBEHHOro
npenapaTa K opraHM3aunmn NposeeHns KIMHUYECKOro nccrneaoBanuns (Mpyu Hannamm);
5) HauMeHOBaHMA M MecTa HaxoXOAEeHUs MEeOULMHCKUX OpraHu3auuin, B KOTOPbIX
NPOBOANTCS KIMHMUYECKOE UccreaoBaHue;
6) gata Bblgauyn paspelleHus Ha NpoBedeHUE KITMHMYECKOro MccrneaoBaHus U
HOMEep 9TOro paspeLLeHns;
7) N3MEHEeHUs1, BHOCUMbIE B NPOTOKOM KIMHUYECKOro nccnenoBaHus.
MHdopmaumsa 06 n3mMeHeHusX:
®edeparibHbIM 3aKoHOM om 22 Oekabps 2014 2. N 429-03 e yacmb 5 cmambu 40
Hacmosiwe2o @edepasibHO20 3aKOHa BHECEHbI UBMEHEHUS, acmyrarowjue e cusny ¢ 1
urons 2015 e.

CmMm. mekem Yacmu 8 rpedbioywel pedakyuu

5. B cpok, He npeBbiwawowmin Tpuguatn paboumx OHEN CO OHS NONyYeHUus
yKa3aHHOro B 4acTtu 4 HacCToOSLWeEN cTaTbh cOobLEeHUs, YNONHOMOYEHHbIN heaepanbHbIn
opraH WCMOSHUTENbHOW BNacTu paccMmartpueaeT 3To cooblleHne B YyCTaHOBIEHHOM UM
nopsagke n MPUHUMAET pelleHne O BHECEHUUM WU3MEHEHUM B MPOTOKOS KIMHUYECKOro
ncenenoBaHnsa rekapcTBeHHOro npenapara gngd MeauuuHCKOro npuMeHeHus mnu ob
OTKase BO BHECEHUM Takumx u3MeHeHun. [lpy paccmoTpeHun coollieHna o
HeoBXOOUMOCTN BHECEHUSI W3MEHEHWW B NPOTOKOM KIMHWUYECKOro WccrefoBaHUs
neKkapCTBEHHOro npenapata gngd  MeauuUMHCKOro MPUMEHEHUA B LEensiX  OLEHKU
0OOCHOBaHHOCTU nMpeanaraemMbiX W3MEHEHUM U onpefeneHus CcTeneHn pucka Aans
NauneHToB, NPUHMMAaKLWMX y4acTue B KIMHUYECKUX UCCIedoBaHUAX, YNONMHOMOYEHHbIM
denepanbHbIM OpraHOM MUCMOMHUTENBbHOW BIIAaCTU MOTYT NPUBMeKaTbCs 9KCNepThl COBETA
Nno aTuKe.

6. KnuHnyeckoe uccrnegoBaHue iekapCTBEHHOro npenaparta gnd MeguuuHCKOro
NPUMEHEHNS MOXET ObITb MPUOCTAHOBIIEHO WM MNpekpalweHo, ecrnn B npouecce ero
npoBefeHnsi oBHapyXeHa OMacHOCTb ANS XXW3HW, 340pOBbs MaumeHToB. B cnydae
BO3HUKHOBEHNA OMAacCHOCTU [ONA  >KU3HW, 300pOBbS MauMeHTa, YydacTBYIOLWEro B
KNMUHWYECKOM  UCCefoBaHUM  NleKapCTBEHHOro  npenapata Ans  MeauUMHCKOro
NPUMEHEHUs, nccnegosaTenu o06sa3aHbl NPonHgopMUpoBaTb 00 3TOM pyKOBOAUTENS
MeaMLMHCKON opraHusauum n opraHusaumio, NOMNyYMBLLYHO paspelueHne
YNOSTHOMOYEHHOTO (pefepanbHOro opraHa WCMNONHUTESNTIbHOM BIacTW Ha oOpraHusauuio
NpoBefeHNsT KIMHUYECKOrO MWCCredoBaHUs NekapcTBEHHOro npenapata. PeweHue o
NPUOCTAHOBMNEHUN KITMHUYECKOrO WCCReAoBaHUsA JleKkapCTBEHHOro npenapara Aans
MEeOULMHCKOTO MPUMEHEHUS MPUHUMAIOT PYKOBOOUTENb MEAMLMHCKOW opraHu3aumm u
(nnun) opraHmnsaums, NonyymsLLas paspeLleHne yrnoraHOMOYeHHoro heaepansHOro opraHa
MCNOMHUTENBHOM BNacTM Ha OpraHMsauuio MpoBefeHUs KIMHUYECKOro uccrnegoBaHud
nekapcTBEHHOro npenapaTa gnsa MeguuMHCKOro NPUMEHEHUS, peLleHne O npekpaleHum
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Takoro  uccrnegoBaHUs  NPUHMMAaET  YMNOMHOMOYEHHbIM  pedepanbHbid  OpraH
MCMOMHUTENBHONW BflaCTM  Ha OCHOBaHMM  COOBOWEHMss B MUCbMEHHOW  doopme
pyKoBoAMTENSA MeOULMHCKOW OpraHu3aunm unm opraHusaumd, nonyymellas paspeLueHue
YNOSTHOMOYEHHOIO (pefepanbHOro opraHa WCMNONHUTESNbHOM BracTWU Ha opraHuMsauuio
NpOBEeAEHUs  KIIMHUYECKOro  MUccnefoBaHUsA  NIeKapCTBEHHOro  npenapara  ang
MEeANLNHCKOTO NPUMEHEHUS.

7. B cpok, He npeBblawWwmin NaTM pabounx AOHEN CO OHS 3aBepLleHus,
NPUOCTAHOBMNEHUS UMW NPEKpPaALLEHUs KITMHUYECKOro WCCreaoBaHus JlekapCTBEHHOro
npenapata AnNa MeOuUMHCKOro npuMeHeHus, cooblieHne o6 9ToM Hanpasnsercs
opraHuM3auusaMmn, ykasaHHbIMK B 4acTu 3 ctatbn 38 HacToswero ®efepanbHOro 3akoHa, B
YNONMHOMOYEHHbIN heaepanbHbIi OpraH UCMOMMHUTENbHOW BIlaCTU NO YCTaHOBIIEHHOW UM
dopwme.

8. ®opma cooblieHns O 3aBepLUeHUM, MNPUOCTAHOBIIEHUM UMW MpeKpaLeHun
KNWHMYECKOro  MUCCnefoBaHUsl  JIeKapCTBEHHOro  npenapata  And  MeguumMHCKOro
NPUMEHEHNA OOMMKHA coadepXaTb:

1) nHpopmaLmio 0 MEOULIMHCKOM OpraHM3auun UM MeguumMHCKUX opraHmsaumsix,
NPOBOAUBLUNX JAHHOE UCCIenoBaHue;

2) onucaHne JaHHOro uccrnenoBaHus;

MHopmaums 06 usmeHeHusix:

®edeparbHbiM 3akoHoM om 11 okmsbps 2010 e. N 271-@3 e nyHkm 3 yacmu 8
cmambu 40 Hacmosiweao ®edeparibHO20 3aKOHa 8HECEHbI UBMEHEHUS

CmMm. mekem riyHKma 8 rpedbidywed pedakuuu

3) pnOaHHble wuccneposatenda (dbamunusa, uUMS, OTYECTBO, MecTO paboThl,
3aHMMaeMasi OOMMKHOCTb, CreunarnbHOCTb, CTaX paboTbl MO nporpaMmmamM KIMHUYECKNX
nccnegoBaHM NeKapCTBEHHbIX NpenapaTtoB, MepeveHb KIMHUYECKUMX UccnenoBaHum
NeKapCTBEHHbIX NpenapaToB, B KOTOPbIX OH MpuMHMMAan ydactue (nepuogbl y4actusi) B
KayecTBe uccregoBaTens Unn comccreaoBaTtens);

4) pesynbraT [aHHOMO WCCredoBaHus (3aBeplLueHue, MPUOCTaHOBMEHNE UMK
npekpalleHme AaHHOro UccneagoBaHna ¢ ykasaHnem Ux NPUYmnH U BIUSIHUSA Ha OLLEHKY ero
pe3ynsratoB, O6LLY OLEHKY pUcKa 1 0XXngaemMomn nosb3bl OT NPUMEHEHMUS UCCReayeMOro
NekapCTBEHHOrO npenapaTa, a Takke npeanonaraemble ganbHenwmne 0encTBums).

MHopmaums 06 usmeHeHusix:

®edeparnbHbiMm 3akoHom om 13 urons 2015 e. N 241-®3 yvacmb 8.1 cmambu 40
Hacmosiuwe2o @edepasibHO20 3aKOHa U3/10KeHa 8 HoeoU pedakuyuu

CmMm. mekem Yacmu 8 rpedbioywel pedakyuu

8.1. [lpn BbigBneHMn enepanbHblM  OpPraHoOM  UCMOSIHUTESNbHOW  BnacTw,
OCYLLECTBNAIWMM (PYHKUMM NO KOHTPOS M HaA30py B cdepe 30paBoOOXpaHEeHus,
HapylweHUn npaBuil  Hagnexawenm  KIMHWUYECKOW  MpakTUKM  npu  NpoBedeHuun
KIMHMYECKOro MccnefoBaHUs feKapCTBEHHOro rnpenaparta, BAUSIWKWX Ha MNOSTHOTY WU
(M) OOCTOBEPHOCTb JAHHOIO KIIMHMYECKOro UCCefoBaHus, ykasaHHbIn dheaeparnbHbIn
opraH UCMOMHUTENBHOW BRacTu NpuocTaHaBNMBaeT NpoBefeHne OAaHHOMO KIMHUYECKOro
nccnegoBaHNa U BbIHOCUT MEAMLMHCKOW opraHmsauun, B KOTOPOW MPOBOAMTCHA AAHHOE
KNMUHUYECKOoe  muccnegoBaHuve,  npeanucaHne o6 ycTpaHeHuM  BbISIBMIEHHbIX
HapyLwleHun. lNpn HeyCcTpaHeHUU MeOULMHCKON opraHusaumen BbISIBIEHHbLIX HapyLleHUNn
B YCTAHOBIEHHbIN B MNpeanucaHuM CpPOK  YyKasaHHbIM  doefeparnibHbii - OopraH
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MUCMONMHUTENBLHOW  BNactu MNPUHUMAaET peleHne O npekpaweHuM nposeaeHus
KNWHMYECKOrO  UCCRedoBaHUs  fleKapCTBEHHOro  npenaparta W HanpaenseTr B
deeparnbHbIN - OpraH UCMOMHUTESNbHOM  BNacTW, OCYLECTBNAWMA  QPyHKUMN  NO
BblpaboTke W peanu3aumm rocygapCTBEHHOM MOMUTUKM W HOPMAaTUBHO-NPaBOBOMY
perynupoBaHuio B cdepe 34paBOOXPaHEHUs, 3aKkfnioyYeHWe O BbIBNEHUU MNpwu
NpoOBEAEHUN OAHHOro KIIMHUYECKOro WUCCredoBaHWA HapyLLUeHUA NpaBuSl Haasexallemn
KNMUHUYECKON MNPakTUKM ONs MPUHATUMS  pelleHnss o0 OTMeHe paspelleHuns Ha
opraHuMsauuio NpoBeAEHUs AAaHHOro KIAMHUYECKOro UccnefoBaHna ¢ AaTbl NPUHATUS
peweHns O  MNPUOCTAHOBIIEHMUM  MPOBEOEHUS  KIIMHWYECKOro  uccriegoBaHus
rfiekapCTBEHHOro npenapara.

9.  YnonHoMo4eHHbIn  pefepanbHblii  OpraH  UCMOMHUTENIbHOM  BriacTu
onybnukoBbIBaeT M pasMellaeT Ha CBOeM odumumanbHOM cante B cetTu "UHTepHeT"
cooblleHne O 3aBeplUeHUU, MPUOCTAHOBMEHUN WM  MpPEKpaLeHUn KIMHUYECKOro
nccnegoBaHNa NekapcTBEHHONO npenapara Ansi MeauUMHCKOrO NPUMEHEHUST B CPOK, He
npeBbIWaloWnn Natn pabounx OHEM CO OHA ero noslyyeHusi, B YCTAHOBMEHHOM WM
nopsagke.

10.  YNonHoOMoO4eHHbI  pbedepanbHblid  OpraH  UCMNOSIHATENbHOW  BracTu
OCYLLECTBNAET BedeHMe peecTpa uccriegoBatenien, NpoBOLAWMX UK NPOBOAUBLUNX
KNWHUYECKNe  nCCnedoBaHWA  fleKapCTBEHHbIX  npenapatoB AN MeOUUMHCKOro
NPUMEHEHUNS, B COOTBETCTBUM C YTBEPXKAEHHbIMM MM MNpaBuriamu u pasmMmellaeT ero Ha
cBoeM oduumanbHoMm cante B cetn "HTepHeT" B YCTAHOBMNEHHOM WM TMOPSIKE.
YKasaHHbI peecTp CoOepXUT WMHopMauuo, NPedyCMOTPEHHY MyHKTOM 3 4actm 8
HacTosLLen cTaTbu.

11. OtyeT O pesynbratax KIAMHUYECKOrO MUCCNneoBaHUs  JNIeKapCTBEHHOro
npenapaTa Ans MeOMUUHCKOro NpUMEHEeHUs COCTaBnsaeTcs opraHusaumen, ykasaHHOW B
yactm 3 crtatbm 38 Hactoswero denepanbHOro 3akoHa, Ha OCHOBAHWW 3aKNHYEHWUM
MEeONUNHCKNX OpraHusauuin, npoBOAMBLUMX 3TO WUCCredoBaHWe, U MpeacTaBrisgeTcs B
YNOMHOMOYEHHbIN  (beaepanbHbli  OpraH  UCNOSTHUTENbHOW  BNacTu,  Bbl4aBLUWMA
paspelleHMe Ha nposedeHne 3TOro0 WUCCredoBaHWsA, B CPOK, He MpeBbIWAWNN Tpex
MeCsLeB CO [HS ero 3aBepLleHUsi, NPUOCTAHOBMEHUS UMW MpPeEKpaLLleHns, B Nnopsiake,
YCTaHOBIIEHHOM YMNOSTHOMOYEHHbIM (beaeparnbHbiM OPraHoOM UCMONMHUTESTbHOM BMACTMU.

MHdopmaumsa 06 u3mMeHeHusX:

®edeparibHbIM 3aKoHOM om 22 Oekabpsi 2014 2. N 429-®03 6 yacmb 12 cmambu 40
Hacmosiwe2o ®edeparibHO20 3aKOHa 8HECEHbI U3MEeHeHUs!, ecmynaroujue 8 cusny ¢ 1
urons 2015 e.

CmMm. mekem Yacmu 8 rpedbioywel pedakyuu
12. HapylweHune npasusi Hagnexawen KINMHUYECKOM MpakTuKku, dpanbcudukaumns

pe3ynbraToB  KMWMHUYECKOro  UCCredoBaHWS  fleKapCTBEHHOro  npenapata  ans
MEANLUNHCKOTO MNPUMEHEHUST BIEKYT 3a cobon OTBETCTBEHHOCTb B COOTBETCTBUMM C
3akoHogartenbcTBoM Poccumnckon denepaunn.

MHdopmaumsa 06 u3mMeHeHusX:

@®edeparibHbIM 3aKoHOM om 22 0ekabpsi 2014 2. N 429-®3 6 yacmb 13 cmambu 40

Hacmosiwezo ®edeparibHO20 3aKOHa BHECEHbLI UBMEHEHUS, acmyrarowue 8 cusny ¢ 1

urons 2015 a.

CmMm. mekem Yacmu 8 rpedbioywel pedakyuu
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13. lNpu npoBegeHUN KNUHMYECKOrO MUCCreaoBaHUA JieKapCTBEHHOro npenapaTta

ANs MeOVLUMHCKOrO MNpUMEHEeHUs aonyckaetcs 3abop y nauMeHToB 6OMOnornveckux
maTepmanoB (obpasubl OMONOrMYEeCKUX XNOKOCTEW, TKaHEeW, CeKpeToB W MpPOAYKTOB
XU3HeOeAaATenbHOCTM YernoBeka, (U3NONOrM4Yeckux W naTosiorm4yeckux BblOeNeHun,
Ma3KoB, COCKODOOB, CMbIBOB, MMWKPOOPraHW3MoB, OWONCUMMHBLIN MaTepuan) Ana ux
n3yyeHusi B Poccuickon degepaunmn n (unn) 3a npegenamm Poccunckon degepaumn.

MHdopmaums 06 usmeHeHusix:

®edeparibHbIM 3aKoHOM om 22 0ekabpsi 2014 2. N 429-®3 6 yacmb 14 cmambu 40

Hacmosiuwe2o0 PedeparibHO20 3aKOHa 8HeCEHbI USMEHEeHUSs, eacmyrnaroujue 8 cusy ¢ 1

urons 2015 a.

CmMm. mekcm Yacmu 8 rpedbioyuwel pedakyuu
14. lNopsagok BBo3a B Poccuinckyto degepaumio 1 BbiBo3a 3a npegensl Poccuinckon
denepaunn BGUonorMyecknx maTepuanos, NOSTYYEHHbIX MPU MPOBEOEHUN KITUMHUYECKOro
MccrnefoBaHNA  NleKapCTBEHHOro  npenapata  Ans MeguUMHCKOrO  MpUMEHEHUS,
ycTaHasnmBaetcs [MpaButensctBoMm Poccuickon denepauum.
FAPAHT:

CM. kommeHTapum k ctatbe 40 HacToswero PegepanbHOro 3akoHa

CrtaTtbs 41. [loroBop O NpoBeAEHUN KITIMHUYECKOro NUCCnefoBaHNAa nekapCTBEHHOMO

npenapara ans MeguuUmMHCKOro NnpuMeHeHus

1. KnuHunyeckoe uccrnegoBaHue ekapCTBEHHOrO npenapata anst MeguumMHCKOro
NpYMeHeHns NPOBOAUTCA B COOTBETCTBMM C JOMOBOPOM O MPOBEOEHUU KITMHWUYECKOro
MccrnefoBaHNA  NleKapCTBEHHOro  npernapata  Ans  MeguUMHCKOrO  MpUMEHEHUS,
3akrnoyaemMbiM  Mexay opraHusauuen, nonyvmBlLIen paspelleHre  YrnoSTHOMOYEHHOro
doeeparnbHOro opraHa WMCMNOMHUTENBHOW BracTU Ha OpraHu3auuio rnpoBedeHUst Takoro
nccrnenoBaHns, N MeguUUMHCKOM opraHmsaumen, ocyLlecTBRAWen npoBeaeHne Takoro
nccnegoBaHmA.

2. [oroBop O nNpOBEOEHUN KIIMHMYECKOro WCCnefoBaHUA JeKapCTBEHHOIO
npenapaTa ans MeauuMHCKOro NpUMeHeHUs A0SMKEH coaepXaThb:

1) ycnoBus 1 Cpokn NpoBeAeHnsa AaHHOTO NccneoBaHus;

2) onpegeneHve obwen CTOMMOCTM NporpaMmbl [aHHOMO WUCCRedoBaHUA C
yKazaHuem  CyMMbl, npegHasHavawwenca  gna  BbiNnaT — MccnegoBaTtensam,
couccriegoBartensw;

3) onpeneneHne opMbl NpeacTaBneHnsa pesynsTaToB AaHHOMO UCCneaoBaHus B
YNONTHOMOYEHHbIN dpefepanbHbI OpraH UCNOSTHUTENBHOM BRacTMU.

FAPAHT:

CM. KomMeHTapumn K ctaTbe 41 HacTosiLero ®efepanbHOro 3akoHa

Ctatba 42. O®wuHaHcoBoe obecnevyeHne  KIMHUYECKOro  mnccnegoBaHus
neKapCcTBEHHOro npenapara angd MeauumnMHCKOro NpuMeHeHus
dunHaHcoBoe obecneyeHne  KIMHUYECKOro  MUCCreaoBaHUsi  NeKapCTBEHHOMO
npenapaTa Ans MeAULMHCKOro NPUMEHEHUsT OCYLLIECTBIISIETCS 3a CYET:
1) cpeacTB chepepanbHoro GoaxeTa;
2) cpencTB opraHmMsauuni, NoNyYmMBLUMX paspeLleHne Ha opraHn3aumio NpoBeaeHns
AaHHOro uccneoBaHus, B COOTBETCTBUM C YCNOBUSIMU JOrOBOPa O ero NpoBefeHun;
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3) WHbIX He 3anpeleHHbIX 3akoHogaTenbCcTBOM Poccuiickon degepaunmn
NCTOYHUKOB.
FAPAHT:

CM. KOMMeHTapun Kk ctaTbe 42 HacTosiwero PegepanbHOro 3akoHa

Ctatbss 43. [lpaBa nauMeHTOB, Yy4acTBYKOLWUX B KIIMHUYECKOM WUCCIedoBaHUn
fiekapCTBEHHOrO Npenapara ans MeauLUMHCKOro NpUMMeHeHus
1. YyacTue naumeHToB B KIMHMYECKOM UCCReaoBaHNN NeKapCTBEHHOrO npenapaTta

Ona MmeamumnHCKOro npuMeHeHns ABnAeTcA ﬂ,OGpOBOJ’IbeIM.
FAPAHT:

O6 opraHM3aunn oTAENEHNN KITMHUYECKNX UCTNbITAHUI NEKapPCTBEHHbIX NpenapaToB Ha
300poBbIX Aobpososbuax cM. npukas Munagpasa P® ot 25 aBsrycta 1992 r. N 235

2. TMauneHT nnu ero 3akoHHbIM NpeacTaBuTENb AOMKEH ObiTb MH(OPMMPOBAH B
nMcbMeHHon dopMme:

1) 0 nekapcTBeHHOM npenapaTte ANs MEeOVLUMHCKOrO MPUMEHEHUSI N CyLLHOCTU
KITMHNYECKOro UccneaoBaHust 3Toro nekapcTBEHHOro npenapara;

2) o 6e3onacHOCTM NeKapCTBEHHOrO npenapara Ansi MeAULMHCKOro NpUMEHEHNS,
ero oxxugaemon apEKTUBHOCTUN U CTENEHN PUCKa ANSA NAUMEHTa;

3) 06 ycnoBusix ydacTms nauneHTa B KNMHUYECKOM UCCeaoBaHMM NeKapCTBEHHOMO
npenapaTa aAns MeanuuMHCKOro NPUMeHeHUs;

4) 0 uenn wnNn uUenax u NpPoaOIHKUTENBHOCTU KIMHUYECKOrO WCCreaoBaHus
neKapcTBEHHOro npenapara ang MeguuUnHCKOro NpUMeEHeHNs;

5) o penctBmAx naumMeHTa B criydae HenpeaBuAEHHbIX 3((EKTOB BrMSHUSA
NeKapCcTBEHHOro npenapata Angd MeAUUMHCKOrO MNPUMMEHEHUsI Ha COCTOSIHME €ro
3[0pOBbS;

6) 06 ycnosusax 06a3aTenbHOro CTpaxoBaHUS XXU3HW, 300POBbS NaUNEHTa;

7) O rapaHTusX KOH(MOEHUMANnbHOCTU Yy4yacTUs nauueHTa B KIMHUYECKOM
nccnegoBaHMKM NekapcTBEHHOro npenapara ang MeguunMHCKOro NpuMeEHeHus.

3. JobpoBonbHOE corfnacuve nauyneHTa Ha ydactue B KIMHMYECKOM MccnenoBaHum
NeKapcTBEHHOro npenapaTta Ana MeauUMHCKOro MpUMEHEeHUS NoATBepXOAaeTcs ero
noanMUCbI0 UNW NOAMUCBID €ro 3aKOHHOro npefcTaBuTena Ha MHAPOPMALMOHHOM JIUCTKE
nauueHTa.

4. TlauneHT nnNu ero 3aKkOHHbLIN NpeacTaBuUTENb MMEET MpaBO OTKasaTbCHA OT
y4yacTusi B KIMHUYECKOM MCCreaoBaHuUM NeKkapCTBEHHOro npenapara anst MeguumHCKoro
NPUMEHEHNS Ha NOOOM CTagnn NPoBeAEHNS TAaKOrO UCCreaoBaHUS.

MHdopmaums 06 nusmeHeHusix:

®edeparibHbIM 3aKkOHOM om 22 okmsbpsi 2014 2. N 313-®3 8 yacmb 5 cmambu 43
Hacmosuwe2o ®edeparibHO20 3aKOHa BHECEHbI USMEHEHUS, acmyrnarouue 8 cusly ro
ucmedyeHuu mpudyamu OHeu rocsie OHSA oguyuaribHo20 orybriukoeaHuUss Ha38aHHO20
®eldeparibHO20 3aKOHa

CM. mekcm Yacmu 8 rnpedbiOywiel pedakyuu
5. lNpoBeneHne KNUHMYECKOro WCCedoBaHUA NeKapCTBEHHOro npenapara ang
MEONLUNHCKOTO MPUMEHEHNA C y4acTMeM B KayecTBe MNauMeHTOB AeTen [OoMnycKaeTcs
TONbKO C COrfacusa B NUCbMEHHOMW popMe ux poauTenen, ycbiHoBuTenen. et moryt
paccMaTpmBaTbCA B Ka4ecTBe NOTeHUManbHbIX NaUMEHTOB Takoro nccnefoBaHus, TONbKO
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€Cnu ero npoBedeHne HeobxoaMmMo AONns  YKpenneHus 340pOoBbs  OETEM  Unu
NPOdOUNaKTUKN MHMEKUMOHHBIX 3aboneBaHMin B OETCKOM Bo3pacte nmbo ecnu uenbto
Takoro UWCCnegoBaHUst ABNSETCA NofydeHMe [daHHbIX O  Haunydlwen [O03MpoBKe
rfiekapCTBEHHOro npenapara Ans nevyeHna geten. B aTnx cnyvyasax Takomy nccriegoBaHuio
AOIMKHO NpeaLecTBOBaTh KNMHUYECKOE UCCNenoBaHME NeKapCTBEHHOrO npenapata ans
MEAULUMHCKOTO MPUMEHEHNS HAa COBEPLUEHHOMETHUX rpaXaaHax, 3a WCKNYeHneEM
cnyyaeB, eCcnn  uccneaoyeMbll  NeKapCTBEHHbIM  npenapat And  MeauuMHCKOro
NPUMEHEHUS npeaHasHadeH NCKIMOYUTENBHO ans NCnonb30BaHNSA
HeCOBEepPLUEHHONETHUMN rpaXKgaHaMu.

6. 3anpeltaetca npoBedeHUEe KIMHMYECKOrOo WCCreaoBaHUs feKapCTBEHHOMO
npenaparta ans MeamumMHCKOro NpUMeHeHns ¢ y4acTMeM B Ka4ecTBe NauMeHTOB:

1) oeTen-cnpoT n geTen, octTaBLUMXcs 6e3 nonedeHns poanTenen;

2) XEHLWMH B nepunog 6epeMeHHOCTH, XKEHLUMH B Nepnog rpyaHoro BCKapMinBaHus,
32 UCKMYEHWEeM  CrnyyaeB, €ecnn  NpOBOAUTCA  KIMHUYECKOEe  uccrefoBaHue
neKkapCcTBEHHOro npenapara, npegHasHa4yeHHoro AN ykasaHHbIX XEHLUWH, Npu yCcnoBun
HeoOXOAMMOCTU  MNONy4YeHna  MHopMauunm  TONbLKO BO  BpeMda  MpoBedeHUs
COOTBETCTBYHOLUMX KITMHUYECKUX NUCCNEAOBAHNA U MPUHATUA BCEX HEOOXOANUMBIX Mep No
NCKINIOYEHNIO pUCKa HaHECEHUs1 Bpeda XeHWwmuHe B nepnon 0epeMeHHOCTU, XEeHLWMHe B
nepuwog rpyaHoro BCKapMinBaHus, nroay nnn pebeHky;

3) BOEHHOCnyXalWmx, 3a WCKYEHNEM CrydaeB nNpoBeneHUA KITMHUYECKOro
MccnegoBaHNsa  NEKApCTBEHHOrO  npenapara, cneunanbHO  paspabotaHHoro  ans
NPUMEHEHNS B YCINOBUAX BOEHHbIX OEVUCTBUN, YpEe3BbIHaMHbIX CUTYyaLun, NPOUNaKTUKN
N neyeHus 3aboneBaHW U MOPaXEHWUW, MOMyYeHHbIX B pesynbrate BO3LAENCTBUSA
HeBNaronpuUATHbIX  XMMUYECKUX, duonornyeckumx, pagnaumoHHbIX  (©aKTopOB.
KnnHnyeckoe nccnenoBaHne Takoro SieKapCTBEHHOrO npenapara MOXeT NpoBOAUTLCS C
y4yacTMeM B KayecTBe NaumeHTOB BOEHHOCHYXaLUMX, 3a UCKIIOYEHNEM BOEHHOCYXaLLuX,
NPOXOOSLWMX BOEHHYHO Ccnyx0y no npusbiBy, C cobnogeHnem TpeboBaHun,
YCTaHOBMEHHbIX HacTosAWwmnM PefeparnibHbIM 3aKOHOM B OTHOLLUEHUWN rpaXgaHCKUX nnL;

4) cOTpyQHMKOB NPaBOOXPaHUTENbHbIX OPraHoB;

5) nuny, otbbiBalOWMX Haka3aHMe B MecTax nuweHus cBobofbl, a Takke nuu,
HaxoOALWMXCA NoL CTpaXKen B CNeacTBEHHbIX N30MATOpax.

7. [onyckaeTcsa npoBedeHMe KIIMHUYECKOro UCCneaoBaHus feKapCTBEHHOrO
npenapata Ans MeOUUMHCKOro MPUMEHEHUs, rnpegHasHa4YeHHoro [Ans  fevYeHus
ncuxudecknx saboneBaHun, C ydacTMeM B KadecTBe NauMeHTOB InL, C MCUXUYECKUMMU
3aboneBaHnsiMK, NPU3HAHHbIX HEOEecrnocoOHbIMM B  MNOpsgKe, YCTAaHOBIIEHHOM
3aKoHoOaTeNbCTBOM Poccunckon denepauymn. KnnHnyeckoe ncecriegoBaHme
NeKapCTBEHHOro npenaparta B 3TOM Crlydae NPOBOAUTCA MPU Hanuyum cornacus B
MMCbMEHHOW dOPMeE 3aKOHHbIX NpeacTaBuTenen ykasaHHbIX finL,.

FTAPAHT:

CM. KoMmMeHTapun Kk ctaTbe 43 HacTosiwero PegepanbHOro 3akoHa

MHopmaums 06 usmeHeHusix:

®edeparbHbiM 3akoHOM om 29 Hosi6ps 2010 e. N 313-©3 cmambs 44 Hacmosiue2o
®edeparibHO20 3aKOHa U3/loXKeHa 8 HoeoU pedaKkyuu, ecmyrnarowed e curny ¢ 1
sAAHeaps 2011 e.
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CmMm. mekcm cmamabu 8 npeodbidyuwel pedakyuu
Ctatbsn 44. O6gasaTenbHOe CTpaxoBaHME XWU3HW, 300POBbS  NaUMEHTA,
y4acTBYHOLLEro B KNMHMYECKOM UCCreoBaHUM JIeKapCTBEHHOrO npenapara
Ans MeQUUMHCKOro NPUMEHEHNS

1. OpraHmsauus, nonyymBllaa paspelleHne Ha opraHu3auuio npoBeneHus
KNWHMYECKOro  MUCCnefoBaHUsl  JIeKapCTBEHHOro  npenapata  And  MeguumMHCKOro
npuMeHeHus, obsa3aHa B KayeCcTBe CTpaxoBaTesisl CTpaxoBaTb PUCK MPUYUMHEHUS Bpeda
XW3HW, 300POBbLI0 NaUMEHTa B pesyrnbrate NPOBeAEHUs KIMHUYECKOro mccrnenoBaHus
nekapcTBeHHOro npenaparta nna MeAWUUMHCKOrO MNPUMEHEHUS 3a CBOW CHET nyTem
3akno4veHna gorosopa 0b6s3aTenbHOro CTpaxoBaHuA.

2. O6beKTOM 06s3aTENBHOIO CTPaxoOBaHUS SIBMSIETCA UMYLECTBEHHbBIN UHTEpPEC
nauneHTa, CBA3aHHbIN C NPUYNHEHMEM Bpeda ero XXW3HWU UM 300POBbIK0 B pesynbrate
NpOBEAEHUs  KIIMHUYECKOro  MUCcnefoBaHUSA  NIeKapCTBEHHOro  npenapara  ang
MEeANLNHCKOTO NPUMEHEHUS.

3. CTtpaxoBbiM crnyyaem Mo OOroBopy o0643aTefnbHOro CTpaxoBaHUsS SABMSETCS
CMepTb NauMeHTa wunuM yxygleHue ero 340poBbsA, B TOM 4YUChe Brekyllee 3a cobowu
yCTaHOBIEeHNe WHBaNUAHOCTU, MNPU HanMyMM NPUYMHHO-CNELACTBEHHOW CBA3U Mexay
HacTynseHnemMm 3Toro cobbITUA M yvyacTMeM nauuMeHTa B KIIMHMYECKOM UccrnenoBaHum
rnekapCcTBEHHOro npenapara.

4. TpeboBaHus O BO3MELLEHUN Bpeda, NPUYUHEHHONO XXW3HWU WUMAN 300POBbLIO
nauueHTa, npeabsBnsdlTCA B TEYEeHMe CPOKOB WCKOBOW [aBHOCTW, YCTAHOBIIEHHbIX
rpaXkgaHCKMM 3aKOHOAATENbCTBOM.

5. Pasamep cTpaxoBoW BbinfnaTtbl MO JOroBopy 06SA3aTenibHOr0 CTpaxoBaHMS
COCTaBIsieT:

1) B crniyyae cmMepTu nauueHTa gBa MunMoHa pybrnen Ha Kakgoro nauumeHTa,
y4aCTBOBaBLLENO B KNMHMYECKOM UCCnefoBaHMUM NIeKapCTBEHHOro npenapara;

2) Npy yxyaweHnn 30opoBbs NaumeHTa:

a) noenekwem 3a cobor yctaHoOBMeHWe UHBANMAHOCTW | rpynnbl, OOUH MUSFNOH
NATbCOT ThiCAY pybren Ha Kaxgoro naumeHTa, y4acTBOBaBLUErO B KIIMHUYECKOM
nccrnegoBaHM NiekapcTBEHHONO NpenaparTa;

6) noBnekwem 3a cobon ycTaHOBEHMEe MHBanNMAHoCTK Il rpynnbl, 0O4MH MUAMNOH
pybrnen Ha Kaxgoro nauuMeHTa, Yy4yacTBOBaBLUEro B KIIMHUYECKOM UCCregoBaHUn
rekapCcTBEHHOro npenapara;

B) noenekwem 3a cobon yctaHoBreHne nHsanuaHocTu Il rpynnbl, NATBCOT ThiCAY
pybnenm Ha Kaxgoro nauueHTa, yyacTBOBaBLUErO B KIIMHUMYECKOM uccrnegoBaHum
rfiekapCTBEHHOro npenapara;

MHopmaums 06 usmeHeHusix:

®edeparibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-®3 nodnyHkm "2" nyHkma 2
yacmu &5 cmambu 44 Hacmosiuez2o PedeparibHO20 3aKOHa U3/10XKeH 8 HO8oU
pedakuyuu, scmynaroweu 8 cuny ¢ 1 urons 2015 e.

CmMm. mekcm rnodriyHkma 8 rpeobiOyuwel pedakyuu
) He noBnekwem 3a coboKn yCTaHOBMEHUS MHBANMOHOCTW, He Bonee 4yem Tpucta
ThiCAY pyOnen Ha Kaxkaoro nauueHTa, y4acTBOBaBLUENO B KIMHUYECKOM UCCnefoBaHUU
nekapCcTBEHHOro npenapata, UCxoas U3 HOPMaTUBOB, OTPaXKaLMX XapakTep U CTeNeHb
NOBPEXOEHNA 340pOBbs, a Takke (aKTU4eCKM MOHECEHHbIX MauUMEHTOM pPacxoaos,
BbI3BaHHbIX MOBPEXAEHNEM 300POBbS, Ha MEOULUMHCKYHD MNOMOLb, npuobpeTeHune
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neKapCcTBEHHbIX Nnpenaparos.
6. YTpatuna cuny ¢ 1 nona 2015 r.
MHdopmaums 06 usmeHeHusx:
CM. mekem yacmu 6 cmambu 44
7. Cpok pgoroBopa 06s3aTenbHOro cTpaxoBaHUsi He MOXeT BbITb MeHee, YeM CPOK
NpoOBeAEHUS KIMHNUYECKOro NccnenoBaHna nekapCTBEHHOIo npenapara.
MHdopmaums 06 nusmeHeHusix:
®edeparibHbIM 3aKOHOM om 22 dekabpsi 2014 2. N 429-®3 ¢ yacmb 8 cmambu 44
Hacmosiuwe2o @edepasibHO20 3aKOHa BHeCEHbI U3MEeHeHUs!, acmyriarouwjue 8 cusy ¢ 1
uronsa 2015 e.

CmMm. mekcm 4acmu 8 rpedbioywel pedakyuu

8. YcnoBua poroBopa 00s1I3aTENbHOrO CTpaxoBaHWSl, B TOM 4YUCNE CTpaxoBble
Tapudbl No obaA3aTenbHOMY CTpaxoBaHUIO, NepeyvyeHb HeobXoaMMbIX AOKYMEHTOB And
OCYLLECTBNEHNS CTPaxoBOW BbiNnatbl, MNOPSAOK YCTaAHOBMEHUS CTpaxoBaTenem
NHOMBMAOYANbHOIO MAEHTUAMKALUMOHHOIO Koda nauMeHTa, nopsiaok MHGopMMpoBaHUS
cTpaxoBaTenemM CTpPaxoBLMKa O TMPUBMEYEHHbIX K KIAVMHUYECKOMY WCCNeLoBaHUIo
fleKapCTBEHHOro npenapaTta Anst MeOuUMHCKOro MNPUMEHEHUs nauMeHTax, Mnopsiaok
ynnatbl CTPaxoBOW MpeMun, MOPSAOK peanusauun  onpedeneHHbIX  HaCTOSLUM
depepanbHbiM 3aKOHOM U apyrumn defepanbHbiMU 3aKoHaMu npaB M 0b6a3aHHOCTEN
CTOPOH NO A0roBopy 06si3aTesibHOro CTpaxoBaHWs, a Takke HOpPMaTUBbI, OTpaxarowme
XapakTep M CTeneHb NOBPEeXAEHNSA 300POBbSl, YCTAaHABNMBAKOTCA TUMOBLIMU MpaBuiamm
00s13aTeNbHOro CTpaxoBaHus.

9. B cnyyae npuunMHEHMs Bpeda XKWU3HWU NauueHTa, Yy4yacTBOBaBLLUEIO B
KITMHWYECKOM MCCeaoBaHMN NEKapCTBEHHOrO npenaparta, Bbirogonpuobperartenamm no
AO0roBopy 00a3aTENbLHOrO CTPaxoBaHUS ABMAAOTCA [paXaaHe, WMMEKLWMe npaBo Ha
BO3MeLleHMe Bpeda B Cllydae CMepTU KOpMunbLa B COOTBETCTBUN C rPaxgaHCKUM
3aKkoHoAaTenNbLCTBOM, MPU OTCYTCTBUM TaKUX rpaxaaH - poauTenu, Cynpyr, 4eTU yMepLUero
nauyueHTa, y4acTBOBaBLLENO B KIIMHUYECKOM MUCCnegoBaHMM NleKapCTBEHHOrO npenapara,
B Cny4yae CMepTM naumeHTa, Yy4yacTBOBaBLUENO B KAMHUYECKOM WCCreaoBaHUn
neKapcTBEHHOro npenapaTta U He MMEBLLIENO CaMOCTOSTENBHOIO 4oXo4a, - rpaxaaHe, Ha
WKONBEHUN KOTOPbIX OH Haxoawurncs,, B OTHOLUEHUMM BO3MELLEHMSI pPacxodoB Ha
norpebeHne naumeHTa, y4acTBOBaBLLErO B KIIMHNYECKOM UCCea0oBaHUM NeKapCTBEHHOMO
npenapara, - Mo, NOHecLlee Takne pacxombl.

10. CtpaxoBass Bbinnata B CYET BO3MELLUEHUS Bpeda, MNPUYMHEHHOIO >KMU3HU
nayneHTa, y4acTBOBABLLENO B KITMHUYECKOM MCCneaoBaHMM NIEKapCTBEHHOrO npenapara,
pacnpegensieTca Mexay BblrogonpuobperatensaMm NponopLMoHanibHO UX KONUYEeCTBY B
paBHbIX ONSAX.

11. Tlpn HaCTynneHunm CTPaxoBOro cCrnyyass nauMeHT, Yy4yacTBOBaBLUMA B
KNWMHMYECKOM  UCCRedoBaHWMM  NEKapCTBEHHOrO npenapara, Bbirogonpuobperarernb
BripaBe npeabsABMTb HEMNOCPEACTBEHHO CTPaxoBLUiMKY TpeboBaHMe O BO3MELLEHUN
npuinHeHHoro Bpeaa. CTtpaxoBas Bbinnarta OCyLECTBNSAETCA CTPaxXOBLUMKOM B TEYEHUE
TpMauatTm [gHem Co [OHS MNpeacTaBrneHns Heobxoaumbix OOKYMEHTOB. [laumeHrT,
y4acTBOBaBLUMA B KAWMHUYECKOM WCCNEAoOBaHUN NEKapCTBEHHOro npenaparta, wunu
BblrogonpuobpeTaTens 0683aH COOBLWNTL CTPaxXOBLUMKY ANS OCYLIECTBEHNA CTPaxoBomn
BbINfaTbl WHAMBUAYANbHbLIM  NOEHTUUKALMOHHBLIA KoL MauMeHTa, YCTaHOBIEHHbIN
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CTpaxoBaTenem B COOTBETCTBMM C TUMOBLIMK NpasunamMmm 0b6a3aTenbHOro CTpaxoBaHus.

12. [Jo nonHoro onpegeneHust pasmMepa noanexawero BO3MELWEeHUo Bpeaa
CTPaxoBLMK MO 3asBfIEHUIO NaLUMeHTa, y4acTBOBABLLErO B KITIMHUYECKOM MCCreaoBaHum
NekapcTBEHHOro npenapata, WM 3adBfneHul0  Bblrogonpuobpertatena  Brpase
OCYLLECTBUTb  YacCTb  CTPaxoBOM  BbINfaTbl,  COOTBETCTBYWOLLUYIO  (paKTU4YeCKu
onpeneneHHon Yactn NpMYMHEHHOro Bpeaa.

13. CrtpaxoBass BbinflatTa B COOTBETCTBMM C [OroBopoM 006si3aTernibHoro
CTpaxoBaHUS OCYLLECTBISETCA He3aBMCMMO OT BbINNaT, NPUYUTAKOWMXCH MO OPYrnm
Buaam CTpaxoBaHUS.

14. He ponyckaeTcs y4vacTMe nNauueHTa B NPOBeAEHUN  KITMHUYECKOro
nccnegoBaHNsa NEKapCTBEHHOro npenapata npu OTCYyTCTBMM AoroBopa 06s13aTeribHoro
CTpaxoBaHuA.

15. KoHTposnb 3a WCNOMMHEHWEM oOpraHuMsauMen, nosyumBlleEN paspelleHne Ha
OopraHu3auuio NPoBedeHUsl KNMHUYECKOro WCCNedoBaHUsl NEeKapCTBEHHOro npenapara
Anst MeAULMHCKOro NPUMEHEHUS!, YCTAHOBMNEHHOW HACTOSALEN CTaTben 06A3aHHOCTW MO
obsi3aTeNlbHOMY  CTpaxoOBaHUIO  XW3HKW,  300POBbS  MNauueHTa,  y4vacTBylOLLEro
(yqacTBOBaBLWIEr0) B  KIMHMYECKOM WCCNEedoBaHWW NEKApPCTBEHHOrO npenapara,
OCYLLECTBNAETCA YNOSTHOMOYEHHbIM doefiepalsibHbIM OpraHOM WCMOMHUTENBHOW BRacTM,
BblJaBLUMM pa3pelleHne Ha NpoBedeHME KIUMHUYECKUX UCCedoBaHUN neKapCTBEHHbIX
npenapaTtoB ANs MeanuUMHCKOro NpUMeHEHUS.

FAPAHT:

CM. KoMMeHTapun Kk ctaTbe 44 HacTosiwero PegepanbHOro 3akoHa

MnaBa 8. NponsBoacTBO U MapKMPOBKA JNIeKapCTBEHHbIX CpeacTB

CTtaTtbs 45. NMpon3BoaCTBO NEKAaPCTBEHHbIX CPEACTB

MHdopmaumsa 06 naMeHeHusX:

®edeparibHbIM 3aKoHOM om 22 Oekabps 2014 2. N 429-03 6 yacmb 1 cmambu 45
Hacmosiwezo ®edeparibHO20 3aKOHa BHECEHbLI UBMEHEHUS, acmyrarowjue 8 cusny ¢ 1
uronsa 2015 a.

CmMm. mekem Yacmu 8 rpedbioywel pedakyuu

1. [Npou3BoACTBO  NeEKapCTBEHHbIX  CPEeACTB  OOMKHO  COOTBETCTBOBATb
TpeboBaHuAM npasuil  Hagnexawen npon3BoACTBEHHON MPAKTUKKU, YTBEPXOEHHbIM
YNONMHOMOYEHHbIM dbeaeparnbHbIM  OpraHoM UcnonHuTenbHon Bnactu. OcobeHHOoCTU
nepexoda MPOU3BOACTBA OTAESbHbLIX FEeKapCTBEHHbIX CPEeACTB K WX MPOU3BOACTBY B
COOTBETCTBUN C TpeboBaHUAMWU NpaBwuSl Hagnexallen npoM3BOACTBEHHOW MPAKTUKU
yctaHasnuBatoTca [NpaButensctBom Poccurickon depepaumn. Boigada 3aknioyeHun o
COOTBETCTBUN  MNPOM3BOAMTENS  NEKAPCTBEHHbIX CPeacTB TpeboBaHMsM  npaBun
Hagnexawen npOM3BOACTBEHHOM MNPaKTUKM  OCYLWECTBASETCA MO  pesynbrartam
NHCMNEKTUPOBAHUS NPOM3BOAMTENEN NIEKAPCTBEHHbLIX CPEACTB B NOPsSIAKE, YCTAHOBNEHHOM
MpaButenbctBoM Poccuinckon depepauun. Pasmep nnatbl 3a Bblgayy 3akNOYeHUs O
COOTBETCTBUN  MNPOM3BOAMTENS  NEKAPCTBEHHbIX CPeacTB TpeboBaHMsM  npaBun
Hagnexawen npou3BOACTBEHHOM MPAKTUKM  ycTaHaBnueaetcs  [1paBUTeNbLCTBOM
Poccuinckon depepauun. [lopsgok opraHusauum n npoBefeHUA UMHCNEKTUPOBaHUA
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Npoun3BoauTENEn NeKapCTBEHHbIX CPeaCTB Ha COOTBEeTCTBME TpeboBaHUAM npaBun
Hagnexawen npou3BOACTBEHHOW MpakTUKWM  ycTaHaenueaetTcd  [1paBUTENbCTBOM
Poccunckon ®enepauum.

MHdopmaumsa 06 uamMeHeHusx:

®edeparibHbIM 3akoHOM om 22 dekabpsi 2014 2. N 429-®3 6 yacmpb 2 cmambu 45
Hacmosiwe2o ®edeparibHO20 3aKOHa 8HECEHbI U3MeHeHUs!, ecmynaroujue 8 cusny ¢ 1
urons 2015 e.

CmMm. mekem Yacmu 8 rpedbioywel pedakyuu

2. [lpousBoactBo nekapcTBeHHbIX cpeactB B Poccuinckon  depepaummn
OCYLLECTBNAETCA NPON3BOAUTENSIMUN NEKAPCTBEHHbIX CPeACTB, MMELLMMUN JIULEH3UIO Ha
NPOM3BOACTBO JNeKapCTBEHHbIX cpeacTts. [loaTBepaeHWe COOTBETCTBUS NUUeH3naTa
npaBuriam Hagnexaiwlen npounsBOACTBEHHOM MNPaKTUKM OCYLLUECTBISETCA B paMKax
NMULEH3NOHHOINO KOHTPOSII B COOTBETCTBMW C  3aKoHogartenbCcTBoM Poccuinckomn
denepaumm ¢ y4eToM 0COBEHHOCTEN, YKa3aHHbIX B YacTu 1 HACTosLWEN CTaTbW.

3. lNpon3BoaCTBO NeKapCTBEHHbIX CPEenCTB OCYyLecTBnseTca C cobnogeHnem
TpeboBaHUN MPOMBILNIEHHOIO perflaMeHTa, KOTOpbIM YTBEPXKOAETCA PyKOBOAUTENEM
NPOM3BOAMTENS NEeKapCTBEHHbIX CPeACTB U BKMYaeT B cebsa nepedeHb UCNosib3yeMbiX
hapmaneBTnyeckmnx cybcTaHumMn U BCroMoraTesibHbIX BELLECTB C YKa3aHueM KonmyecTsa
KaXgoro U3 HuX, JaHHble 06 ncnonb3yemomMm obopygoBaHUKM, ONUcaHne TEXHONOMMYECKOro
npouecca n MeETOO0B KOHTPOMA Ha BCEX dTanax Nnpou3BoACTBa JIEKAPCTBEHHbIX CPEACTB.

MHdopmaumsa 06 u3mMeHeHusX:

®edeparibHbIM 3aKoHOM om 22 Oekabps 2014 2. N 429-03 6 yacmb 4 cmambu 45
Hacmosiwezo ®edeparibHO20 3aKOHa BHECEHbLI UBMEHEHUS, acmyrarowjue 8 cusny ¢ 1
uronsa 2015 a.

CmMm. mekem Yacmu 8 rpedbioywel pedakyuu
4. lNpu Npon3BOACTBE NleKapCTBEHHbIX CPEACTB UCMONb3YTCA hapMaLeBTUYECKMNE

cybCcTaHuMn, BKIOYEHHbIE B rOCYAapCTBEHHbLIA PEECTP NEeKapCTBEHHbIX CPEeAcTB, 3a
NcKNovYeHneMm dapmaueBTUYECKUX CYyOCTaHUMA, MPOM3BOAUMBIX AOns NpoBedAeHUs
KNWHMYECKNX  uccrnegoBaHMnM W ana  akcnopta. K npoueccy npousBoacTBa
dapmaueBTUyeckon cybCcTaHUuMM  OTHOCATCA ntobble  cTaguM  TEXHONOMMYEecKoro
npouecca, No3BosiALWME MNONYYUTb FOTOBLIM NPOAYKT, COOTBETCTBYOLNA TpeboBaHUSAM
drapmMakonemnHon ctatbu, B TOM YnUCne pepMeHTauus, SKCTpakuus, OM1CTKa, BblaerneHune,
nepekpuctannmsaumsi, BbiCyLLUMBaHUE, N3MeESbYEHNE.

MHdopmaumsa 06 nameHeHusx:

®edeparibHbIM 3akoHOM om 14 Oekabpsi 2015 2. N 374-®3 yacmb 4.1 cmambu 45

Hacmosiwezo ®edeparibHO20 3aKOHa U3/10)KeHa 8 HO80U pedakuyuu

CmMm. mekem 4acmu 8 rpedbioywel pedakyuu

4.1. llepeyeHb NeKapCTBEHHbLIX NpenapaTtoB AN MeAUUMHCKOro NPUMEHEHUS, B
OTHOLLEHMN KOTOPbIX YCTaHaBnuBalTCa TpeboBaHMA K oOObemy Tapbl, YyNakoBKE W
KOMMMAEKTHOCTN,  MNepeyvyeHb  JfIeKapCTBEHHbIX  MNpenapatoB  Af9 BETEPUHAPHOro
NPUMEHEHUS1, B OTHOLLEHMM KOTOPbIX yYCTaHaBnmBatoTcs TpeboBaHusa Kk obbemMy Tapbl, a
Takke TpeboBaHna K 0ObeMy Tapbl, YNaKoOBKE W KOMMIIEKTHOCTM JEeKapCTBEHHbIX
npenapatoB AnNd MEeOUUMHCKOrO MNpuMeHeHusi, TpeboBaHus K o00bemy Tapbl
NeKapCTBEHHbIX  MNpenapaTtoB  Afs BETEPUHAPHONO  MPUMEHEHUS1  onNpenensitoTcs
COOTBETCTBYIOLMMWN YNOSTHOMOYEHHbIMU  befeparibHbIMU  OpraHamMu  UCMNOSTHUTENbHOM
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BNacTu B rnopsiake, yctaHosrieHHoM [paButensctBoM Poccuinckon degepaunn.
MHdopmaumsa 06 uamMeHeHusx:
®edeparibHbIM 3akoHOM om 3 utonst 2016 2. N 261-©3 cmambu 45 Hacmosiwez2o
®edeparibHO20 3aKoHa 00rofHeHa Yacmeto 4.2, ecmynatowied e cury ¢ 1 sHeapsi
2017 e.

5. 3anpewiaeTca Npon3sBoacTBO:

1) nekapCTBEHHbIX CPeacTB, He BK/OYEHHbIX B [OCY4AapPCTBEHHbIN peecTp
NeKapCTBEHHbIX CPEACTB, 3a MCKIIOYEHMEM NEeKapCTBEHHbIX CPeAcTB, MPOU3BOAMMbIX
OS5 NTPOBEeAEHNS KITMHUYECKUX UCCIedoBaHNA U AN 9KCNopTa;

2) hanbCnPULMPOBAHHbBIX NIEKAaPCTBEHHbIX CPEACTB;

3) nekapCTBEHHbIX CpeAcTB 06e3 NUUEH3MM Ha MPOM3BOACTBO JflEKApPCTBEHHbIX
CpeacTs;

4) nekapCTBEHHbIX CPEACTB C HapyLUEeHWEM MpaBuil opraHn3auum Npon3BoacTBa U
KOHTPOSISI KayecTBa NeKapCTBEHHbIX CPeCTB.

MHdopmaums 06 nusmeHeHusix:

®edeparibHbIM 3aKoHOM om 22 Oekabps 2014 2. N 429-03 6 yacmb 6 cmambu 45

Hacmosiuwe2o @edepasibHO20 3aKOHa BHeCEHbI U3MEeHeHUs, acmyrarouwjue 8 cusy ¢ 1
urons 2015 a.

CmMm. mekcm Yacmu 8 rnpedbioywel pedakyuu

6. Npun BBOAE NEKAPCTBEHHbLIX CPEACTB B rpaKaaHCKMin 00OpoT YNOSTHOMOYEHHOE
nMUO  NPOM3BOAMTENS  NEeKapCTBEHHbIX CPeaCTB  OCYLLUECTBNSET noaTsepXxaeHue
COOTBETCTBUA JIEKApPCTBEHHbIX CpPeacTB TpeboBaHWAM, YCTAHOBSIEHHbIM MNpU  UX
rocygapCTBEHHOW perucTpauuu, W rapaHTupyet, 4YTO JleKapCTBEHHble CcpeacTsa
npov3BedeHbl B COOTBETCTBMM € TpeboBaHuaMMK npaBun  Hagnexailen
NPOM3BOACTBEHHON NPaKTUKN.

MHdopmaums 06 nusmeHeHusix:

®edeparibHbIM 3aKOHOM om 22 okmsbps 2014 2. N 313-®3 yacmb 7 cmambu 45
Hacmosiwe2o ®edeparibHO20 3aKOHa U3/ioXeHa 8 Hogou pedaKyuu, ecmyrnarouwel 8
cusly no ucmevyeHuuU mpudyamu OHeu rocrie OHS oghuyuaribHo20 orybruKkoeaHus
Ha3gaHH020 ®eldeparibHO20 3aKOHa

CM. mekcm Yacmu 8 rnpedbiOywel pedakyuu

7. YNONHOMOYEHHbBIM fNLOM MPOU3BOAMTESNS NEKAPCTBEHHbIX CPeacTB SIBMSEeTcs
ero paboTHWMK, aTTEeCTOBAHHbIN B YCTAHOBMIEHHOM YMNOSIHOMOYEHHbIM deaeparbHbIM
OpraHoM WCMOSTHUTENbHOW BNACTU MOPSAKE U UMEKLWNA cTax paboTbl HE MeHee YeMm
NsTb NeT B obnacty Npom3BoACcTBa U (MNK) KOHTPONSA KadecTBa NIeKapCTBEHHbLIX CPEACTB,
BbicLLee obpa3oBaHMe COOTBETCTBEHHO MO O4HOM U3 cneunanbHOCTEN U (M) OQHOMY M3
HanpaBneHuh MNoAroToBKW: Ouonorusi, OGUOTEXHONOrMs, BETEPUHapPUsl, KIMHU4YecKas
MeguuMHa, pagnauuoHHasl, XuMmudeckas u  Buonormyeckass 3awmTa, dapmauums,
dbyHOAamMeHTanbHasa MeguumHa, XuMmyeckas TEXHOMNOMNS, XUMUS.

8. [lpousBoguTenn nekapCTBEHHbIX CPEeACTB MOryT OCYLLEeCTBNATb Mpoaaxy
NEeKapCTBEHHbIX CPEACTB MW nepefaBatb MX B YCTAHOBEHHOM 3aKOHOAATENbCTBOM
Poccunckon depepaumm nopsagke:

1) OpyrMM  NpOM3BOAMTENAM JIEKApPCTBEHHbLIX CPEeACTB Ansi MNpOU3BOACTBA
neKapCTBEHHbIX CPEACTB;

2) opraHM3aumsam onToOBOW TOProBNW NIEKAPCTBEHHLIMU CpeaCcTBaMK;
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3) anTeyHbiM OpraHu3aumsaMm, BETEPUHAPHbLIM  anTeyvyHbliM  OpraHu3auusMm,
NHOMBMAOYaNbHbIM NpeanpuHMMaTensamM, UMeLWMM fULEH3NI0 Ha dapMaueBTUYECKYIO
AeATeNbHOCTb UM NILUEH3NI0 HA MEOULIMHCKYIO OEeATENbHOCTD;

4) Hay4yHO-uccnegoBaTeNbCKUM OpraHu3aumMam Ons HayyYyHo-uccrnegoBaTenbCKon
paboThl;

5) MeanuMHCKUM OpraHn3aumam U BeTepuHapHbIM OpraHu3auusm;

6) opraHmMsaumsiM, OCYLLECTBISOWNM pa3BegeHne, BblpallMBaHUe U coaepaHue
>KUBOTHbIX.

FAPAHT:

CM. KoMMeHTapun Kk ctaTbe 45 HacTosiwero PegepanbHOro 3akoHa

CTtaTtbs 46. MapkmpoBKa NneKkapCTBEHHbIX CPEeACTB

MHdopmaumsa 06 u3mMeHeHusx:

®edeparibHbiM 3akoHOM om 11 okmsbpsi 2010 2. N 271-®3 6 yacme 1 cmambu 46
Hacmosuwie2o ®edeparibHO20 3aKOHa BHECEHbI USMEHEHUS

CmMm. mekcm Yacmu 8 rpedbioyuwel pedakyuu
1. JlekapCTBeHHble MNpenapaTbl, 3a WCKMKYEHUEM reKapCTBEHHbIX MpenapaTos,

N3roTOBJIEHHbIX anTeYyHbIMU opraHusauusimu, BETEPUHAPHBLIMU anTeYyHbIMU
opraHuMsauuaMn, MHOMBUAYyanbHbIMU NpegnpuHUMaTeNaIMnN, UMEKLLNMU NNLEH3UIO Ha
dhapmaLeBTUYECKYIO AEATENBHOCTb, AOSMKHbI MOCTYNaTh B obpalleHne, ecnu:

MHdopmaLms 06 nusmeHeHusix:

®edeparibHbIM 3aKOHOM om 22 dekabpsi 2014 2. N 429-®3 6 nyHkm 1 yacmu 1

cmambu 46 Hacmosiwe2o ®edepalribHO20 3aKOHa 8HECEHbI UBMEHEHUS, scmyraroujue

g cuny c 1 uronsa 2015 a.

CmMm. mekem riyHKma 8 rpedbidywed pedakuuu

1) Ha WX nNepBMYHOM YynakoBKe (3a WCKIIOYEHMEM MNEPBUYHOM YNaKOBKM
NEeKapCTBEHHbIX PacTUTENbHbLIX MNPenapaTtoB) XOPOLIO YMTaeMbiM LUIPUATOM Ha PYyCCKOM
A3blKe yKa3aHbl HaMMEHOBaHWe JleKapCTBEHHOro npenapata (MexayHapoaHoe
HenaTeHToBaHHOEe, WM TPYNAMPOBOYHOE, WM XUMUYECKOe, WM  TOProBoe
HanMeHoBaHMe), HOMep cepuu, pdata Bbinycka (4N  UMMYHOBMOMNOrMYECKUX
NeKapCTBEHHbIX MpenapaToB), CPOK FOAHOCTU, OO3MPOBKA WM KOHUEHTpaund, obbem,
aKTUBHOCTb B eANHNLAX AeNCTBUSA U KONMYECTBO [03;

MHdopmaumsa 06 nameHeHusx:
®edeparibHbIM 3aKOHOM om 22 dekabps 2014 2. N 429-®3 6 nyHkm 2 yacmu 1

cmambu 46 Hacmosiue2o @edeparibHO20 3aKOHa 8HECEHbI USMEeHEeHUs!, ecmyrnarujue
e cuny c 1 uronsa 2015 a.

CM. mekem riyHkma 8 rpeodbidywed pedakyuu

2) Ha nx BTOpUYHOM (NOTPEBUTENBCKOM) YNAKOBKE XOPOLLO YNTAEMbIM LLUPUGTOM Ha
PYCCKOM A3blke YKa3aHbl HaUMEHOBaHMEe NeKapCTBEHHOro npenapata (MexayHapoaHoe
HenaTeHTOBAHHOE, UMW FPYNNUPOBOYHOE, UNNU XUMUYECKOE U TOProBO€ HaUMeEHOBAHUS),
HanMeHoBaHWe NpPOU3BOAMTENS JIeKapCTBEHHOro Mpenapata, HoOMep cepuu, pfaTa
BbiMycka (4N  UMMYHODMOMNOrMYecknx  NekapCTBEHHbIX  MpenapaTtoB),  HOMep
perncTpaLmMoHHOro yaoCToBepPEeHUs, CPOK FOAHOCTH, cnocob NnpuMeHeHus1, 403MPOBKa Unn
KOHUEHTpauns, obbemM, akTMBHOCTb B eauHuuax OencTBust nnbo KOonMyecTBO [[03 B
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yrnakoBKe, JNekapcTBeHHass ¢opma, YCnoBusi  OTMycKa, YCMOBUS  XPaHEHUs,
npeaynpeavTenbHble HaanuCK.

MHdopmaums 06 usmeHeHusx:

®edeparibHbIM 3aKoHOM om 22 Oekabps 2014 2. N 429-03 6 yacmb 2 cmambu 46
Hacmosiuwe2o PedeparibHO20 3aKOHa 8HeCEHbI USMEHeHUSs, acmyrnarouwiue 8 cusy ¢ 1
urons 2015 a.

CmMm. mekcm Yacmu 8 rpedbioyuwel pedakyuu

2. GapmaueBTrnyeckne cybctaHuumM SOMKHbI NOCTyNaTb B obpalleHne, ecnum Ha ux
NepBMYHON YMNaKOBKE XOPOLWO YMTaeMbiM LWPUAPTOM Ha pPYCCKOM £3blke YyKasaHbl
HanMeHoBaHWe dapmaueBTUyeckon cybcTtaHuun (MexgyHapooHOe HenaTeHTOBaHHOoe,
UM rpynnMpPoOBOYHOE, UMM XMMUYECKOE W TOProBOoe HaMMEHOBaHWUS), HaMMeEHOBaHWE
npounsBoguTens dapmMaueBTMyYeckon cyObcTaHummn, HOMep cepun M gaTta U3roToBIEHUS,
KOSIMYECTBO B YNaKOBKE U eONHULIbI U3MEPEHUS KONMYecTBa, CPOK rogHOCTU U YCroBUS
XpaHeHwUs.

3. JlekapcTBeHHble cpeacTBa B KadecCcTBe CbIBOPOTOK [OMMKHbI MOCTynaTb B
obpallleHne C yKasaHMEM >KMBOTHOrO, U3 KPOBW, MNSia3Mbl KPOBW, OpPraHOB U TKaHeEW
KOTOPOro OHW MOSyYeHbI.

4. Ha BTOpuYHylO (NOTPEOUTENbCKYK) YMAKOBKY JeKapCTBEHHbIX CpeacTs,
NOSTy4eHHbIX U3 KPOBU, Nia3mMbl KPOBU, OPraHOB U TKaHeW YyerioBeka, JoMmMKHa HaHOCUTLCS
Hagnuck: "AHTutena k BUY-1, BUY-2, k Bupycy renatuta C 1 NOBEPXHOCTHbLIN aHTUIEH
BUpyca renatuta B oTcyTCTBYIOT".

5. Ha nepBMYHYylO ynakoBKy W BTOPUYHYIO (NOTPEOUTENBbCKYIO) YMakoBKY
pagnodapMaleBTUYeCKUX  FIeKapCTBEHHbIX  CPeACcTB  OOSMKEeH  HaHOCUTbCA  3HakK
pagnaunoHHOW OnacHOCTMW.

6. Ha BTOpuYHYtO (NOTPEBUTENBCKYHD) YNAKOBKY roMeonaTn4yeckmnx riekapcTBeHHbIX
npenapaToB AOSMKHa HAHOCUTbLCSA Haanuck: "fomeonaTtnyeckmun”.

7. Ha BTOpu4Hyto (MOTPeOUTENBLCKYI) YMNAKOBKY fEeKapCTBEHHbIX PaCTUTENbHbLIX
npenapaToB [AOSMKHA HaHOCUTbCA Haanuck: "lpoaykuust npowna  pagnaumoHHbIN
KOHTpONb".

MHopmaums 06 usmeHeHusix:

®edeparibHbiM 3aKkoHOM om 22 dekabpsi 2014 2. N 429-®3 6 yacmb 8 cmambu 46
Hacmosiuwe2o @edepasibHO20 3aKOHa BHECEHbI UBMEHEHUS, acmyrarowjue 8 cusny ¢ 1
urons 2015 a.

CmMm. mekcm Yacmu 8 rpedbioyuwel pedakyuu

8. Ha nepBMYHylO YyMakoBKy (ecrnn Ans 3TOro0  CyLlecTByeT TexHuYeckas
BO3MOXHOCTb) WU BTOPUYHYHO (MOTPEOUTENBLCKYID) YNakoBKY NEKapCTBEHHbIX NpenapaTos,
npeaHasHadYeHHbIX A5 KNMHUYECKNX nccnegoBaHnin, AoMmKHa HaHOCUTbCA Hagnueb: "Ons
KNMWMHUYECKNX nccrnegoBaHmnin'.

9. YnakoBka neKkapCTBEHHbIX CPeacTB, MNpedHa3HaYeHHbIX MCKITIYUTESNbHO Ans
3KcnopTa, MapKkupyeTcs B COOTBETCTBUM C TpeboBaHMSMN CTpaHbI-MMnopTepa.

10. Ha TpaHcnopTHylo Tapy, KoTopasi He npegHasHadyeHa gnsa notpebutenen n B
KOTOPYI MOMELLEHO JleKapCTBEHHOE CPeACTBO, AOMMKHA HaHOCUTbCA MHGOopMauus o
HaWMEHOBaHUKW, Ccepun JIeKapCTBEHHOro CcpeacTBa, [haTte BbiMycka, KONMM4ecTBe
BTOPUYHbIX (NOTPEeOUTENbCKUX) YNAKOBOK JIeKapCTBEHHOro CpeacTsa, npou3soauTene
NeKapCTBEHHOr0 CpeacTtBa € yKa3aHMEM HauvMEHOBaHMS U MEeCTOHaxXOXOeHus
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NPOM3BOAMTENSA NIEKapCTBEHHOrO cpeacTBa (agpec, B TOM 4ucre cTpaHa U (Mnn) Mecto
NPOM3BOACTBA JIeKAapCTBEHHOro CpeacTBa), a Takke O CPOKe roAHOCTU NeKapCTBEHHOro
cpeactBa M 06  ycrnoBusiX e€ro  XpaHeHWs M NepeBO3KW,  Heobxoaunmble
npeaynpeauTenbHble HaaANMCU U MaHUNYNATOPHbIE 3HAKMW.

11. Ha nepBUYHylO ynakoBKy W BTOPUYHYKO (NOTPeBUTENbCKY) YMNakoBKY
NEKapCTBEHHbIX CPeacTB Afs BETEPUMHAPHONO MNPUMEHEHUs1 O0S/MKHA HAaHOCUTbLCS
Hagnuce: "[nsa BeTepMHapHOro npuMeHeHus".

12. Ha BTOpuYHYyK (MOTpebuTenbCckyto) ynakoBKY eKapCTBEHHOro npenapaTta
HaHOCUTCS LUTPUXOBOW KOf,.

FAPAHT:

CM. KOMMeHTapum K cTaTbe 46 HacToswero deneparibHOro 3akoHa

MHdopmaumsa 06 u3mMeHeHusx:

®edeparibHbIM 3aKkoHOM om 6 Oekabpsi 2011 2. N 409-03 6 HaumeHosaHue araebl 9
Hacmosiuwe2o ®edeparbHO20 3aKOHa BHECEHbI U3MEHEHUS], 8Cmyrnaruue 8 cusy ro
ucmedeHuUuU mpuduyamu OHel rocrie OHA oghuyuanbHo20 orybriukoeaHuUsi Ha38aHHO20
®edepasnibHO20 3aKOHa

CM. mekcm HauMmeHoegaHUs 8 npeodbidyuwel pedakyuu

MaBa 9. BB0o3 nekapcTBeHHbIX cpeacTB B Poccunckyro Pegepaumio v BbIBO3
neKapcTBeHHbIX cpeacTB u3 Poccunckoun depepaumm

MHdopmaumsa 06 nameHeHusx:

®edeparibHbIM 3aKoHOM om 6 Oekabpsi 2011 2. N 409-®3 6 HaumeHo8aHUe cmambu
47 Hacmosiweao dedeparnibHO20 3aKOHa 8HECEHbI U3MEHEHUS], Cmyrnaroujue 8 cusy
o ucme4vyeHuu mpudyamu OHeu rocrie OHS oguyuarbHo20 ornybrukogaHus
Ha3eaHH020 ®edeparibHO20 3aKOHa

CmMm. mekcm HaumeHo8aHUs 8 rnpedbidywel pedakuyuu

CrtaTtbs 47. Nopagok BBO3a fekapCTBEHHbIX cpeacTB B Poccurickyto degepaumnto n

BbIBO3a NleKapCTBEHHbIX cpeacTs U3 Poccuickon denepaumm

MHdopmaumsa 06 n3mMeHeHusx:
®edeparibHbIM 3aKoHOM om 6 Oekabpsi 2011 2. N 409-®3 6 yacmb 1 cmambu 47
Hacmosiuwezo ®edepasibHO20 3aKOHa BHECEHbLI UBMEHEHUS, cmyriaroujue 8 cusy rno
ucmedeHuUuU mpuduyamu OHel rocrie OHA oghuyuanbHo20 orybriukoeaHuUsi Ha38aHHO20
®edeparibHO20 3aKoHa

CM. mekem Yyacmu 8 npedbidyweli pedakuyuu
1. BBO3 nekapCTBEHHbIX cpeacTtB B Poccuinckyo defepaumio OCyLLECTBIISETCH B
nopsiake, ycraHosrieHHoM [NpaButensctBoMm Poccuinckon denepaumm, B COOTBETCTBUM C
TaMOXeHHbIM 3aKOHO4ATeNlbCTBOM TaMOXEHHOro coto3a B pamkax EBpA3OC (manee -
TaMOXeHHbIn cot3) u  (unn) 3akoHogartenscTtBoMm  Poccunckon depepauum o
TaMOXeHHOM Jene.

MHdopmaLms 06 usMeHeHusix:
®edeparibHbIM 3aKoHOM om 6 Oekabpsi 2011 2. N 409-®3 6 yacmb 2 cmambu 47

Hacmosiue2o ®edeparbHO20 3aKOHa BHECEHbI U3MEHEHUS, Cmyrnaruue 8 cusy ro
ucmedeHuUuU mpuduyamu OHel rocrie OHA oghuyuanbHo20 orybriukoeaHuUsi Ha38aHHO20
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®edepasibHO20 3aKOHa

CmMm. mekem Yacmu 8 rpedbioywel pedakyuu
2. BBosumble B Poccuinckyto Pegepanmo nekapcTBeHHbIE CpeacTBa AOMKHbI ObiTb
BKJTHOYEHbI B rOCY1apCTBEHHbLIN PEECTP NIeKapCTBEHHbIX CPEACTB.

MHdopmaumsa 06 namMeHeHusx:

®edeparibHbIM 3aKoHOM om 6 Oekabpsi 2011 2. N 409-®3 6 yacmb 3 cmambu 47
Hacmosiuwezo ®edepasibHO20 3aKOHa BHECEHbLI UBMEHEHUS, cmyriaroujue 8 cusy rno
ucme4dyeHuu mpudyamu OHel rnocsie OHS oguyuarbHo20 ornybriukoeaHUss Ha38aHHO20
®edeparnibHo20 3aKoHa

CM. mekem Yyacmu 8 npedbidywieli pedakuyuu

3. [Honyckaetca BB03 B Poccunckyro ®degepaumio  KOHKPETHOM  MapTum
3aperMcTpMpoBaHHbIX U (UNIK)  He3aperncTpuMpoBaHHbIX JIEKAPCTBEHHbLIX CPEeacTB,
NpeaHasHayYeHHbIX ANns  NPOBEAEHUSA  KITMHMYECKUX WCCNeaoBaHW  NeKapCTBEHHbIX
npenapaToB, MPOBEAEHUS 3KCMEPTU3bl FIEKAPCTBEHHbLIX CPEACTB AS1S OCYLUECTBEHUS
roCyqapCTBEHHOM perncTpaumm fnekapCcTBEHHbIX MpenapaTtoB WNu  Ansi  oKasaHus
MEOMLUNHCKON MNOMOLLUM MO  >KMU3HEHHbIM MOKa3aHMAM KOHKPETHOro nauMeHTa Ha
OCHOBaHMUM paspeLleHnsi, Bbl4AaHHOrO YMNOMHOMOYEHHbIM defeparnbHbiM  OpraHoMm
MCMNOMHNTENBHON BRAcTM NO 3adBMEHUSIM UL, yKa3aHHbIX B cratbe 48 HacToswero
depepanbHOro 3akoHa. PaccMOTpeHue Takoro 3asBfeHUss U MPUHATUME pPELLEHUS O
Bblda4ye paspelleHnss Ha BBO3 KOHKPETHOM NapTuUM 3aperncTpuMpoBaHHbIX U (MNK)
He3aperncTpupoBaHHbIX JIEKAPCTBEHHbLIX CPEACTB, NpeAHa3Ha4YeHHbIX ANns NpoBeAeHUd
KIMWHUYECKNX WCCNEeOoBaHUN NEKapCTBEHHbIX MpenapaTtoB, MNPOBEAEHUS 3KCNepTU3bl
NEeKapCTBEHHbIX CPeacTB  ANd  OCYLWEeCTBREHUS  FOCYAApPCTBEHHOW  perncrpaumm
fleKapCTBEHHbIX NpenapaToB UKW Ans oka3aHUs MEAULMHCKOW MOMOLLN MO XMU3HEHHbIM
MOKa3aHMsIM KOHKPETHOro naumeHTta nmbo o6 oTkase B Bblgave yKas3aHHOro paspeLueHns
NPON3BOOATCA B CPOK, HE MpeBblwarwmnn natm paboumx gHen. lMnata 3a Bblgadvy
yKa3aHHOro paspeLleHns He B3MaeTCs.

MHdopmaLms 06 usMeHeHusix:

®edeparibHbIM 3aKoHOM om 6 Oekabps 2011 2. N 409-®3 6 yacmb 4 cmambu 47
Hacmosiwezo ®edepasibHO20 3aKOHa BHECEHbBI UBMEHEHUS, cmyriaroujue 8 cusy rno
ucme4dyeHuu mpudyamu OHel rnocsie OHS oguyuarbHo2o ornybriukoeaHuUss Ha38aHHO20
®edeparibHo20 3aKoHa

CmMm. mekcm Yacmu 8 rpedbioywel pedakyuu

4. B Poccuinckyto ®defepauuio MOXHO BBO3UTb JIEKApCTBEHHbIE CPEACTBa,
Ka4eCTBO KOTOPbIX MNOATBEPXKOAEHO cepTUdMKATOM MNPOM3BOAUTENSA NEKAPCTBEHHbIX
CpeacTB, YOOCTOBEPSIOWMM  COOTBETCTBME BBO3UMbIX NEKAPCTBEHHbLIX CPEeAcTB
TpeboBaHuAM papmakonenHblx crtaterm nNuMbo B criyyae MX OTCYTCTBUA HOPMATMBHOM
AOKYMEHTaUMN Urm HOPMaTUBHOIO JOKYMEHTA.

MHdopmaLms 06 usMeHeHusix:

®edeparnbHbiM 3aKoHOM om 6 Oekabpsi 2011 2. N 409-®3 6 yacmb 5 cmambu 47
Hacmosuwe2o ®edeparnibHO20 3aKOHa BHECEHbI USMEHEHUS, Cmyrnaruue 8 cusy ro
ucmedyeHuu mpuduamu OHel rocsie OHA oghuyuanbHo20 orybriukoeaHuUsi Ha38aHHO20
®edeparibHO20 3aKOHa

CmMm. mekcm Yacmu 8 rpedbioywel pedakyuu
5. 3anpewaetrca BB03 B Poccuickyto degepaumio anbcmpnumpoBaHHbIX
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NeKapCTBEHHbIX  CpeacTB,  HegoOpOKayeCTBEHHbLIX — NIEeKApCTBEHHbIX  CPeacTB.,
KOHTpagaKTHbIX NNEKapCTBEHHbIX CPEACTB.

MHdopmaums 06 usmeHeHusx:
®edeparbHbIM 3aKoHOM om 6 Oekabpsi 2011 2. N 409-®3 6 yacmb 6 cmambu 47
Hacmosiwezo ®edeparibHO20 3aKOHa BHECEHbLI UBMEHEHUS, 8Cmyriarouue 8 cusy no

ucmedeHuu mpuduyamu OHel rocsie OHA oghuyuanbHo20 orybriukoeaHuUsi Ha38aHHO20
®edeparibHO20 3aKOHa

CmMm. mekem Yacmu 8 rpedbioywel pedakyuu

6. PanbcuduuMpoBaHHbIE NEKAPCTBEHHbIE CpeacTBa, HeaoObpoKayeCTBEHHbIE
neKkapcTBeHHble CpeacTBa noasniexar U3bATUI0O U NOCHeaywWeMy YHUYTOXEHUIO WUNn
BbiBO3y M3 Poccunckon depepaumn, KoHTpadpakTHble JieKapCTBeHHble cpeactBa -
N3BATUIO U MOCIEeaYoWEMY YHUUMTOXEHUIO. YHUYTOXEHMEe Unu BbiIBO3 U3 Poccuiickon
depepaunn anbCUPUUNPOBAHHBIX NEKapCTBEHHbIX CPencTB, HefobpOKayeCTBEHHbIX
neKapCTBEHHbIX CPeacTB, KOHTpadakTHbIX NeKapCTBEHHbIX CPeACTB OCYLLECTBISETCH 3a
cyeT nuua, OCyllecTBMBLIEro UX BBO3. [1OpSAOK  YHUMTOXEHUS  U3bATbIX
dranbCUPULNPOBaHHbIX neKapcTBEHHbIX cpencTs, HeaobpoKa4YeCTBEHHbIX
NeKapCTBEHHbIX CPeACTB, KOHTpadakTHbIX NEeKapCTBEHHbIX CPeacTB YyCTaHaBNMBaeTCS
MpaBuTenbcTBoM Poccumnckon degepaumn.

MHdopmaumsa 06 u3mMeHeHusX:
®edeparibHbIM 3aKoHOM om 6 Oekabpsi 2011 2. N 409-®3 6 yacmb 7 cmambu 47
Hacmosiuwezo ®edepasibHO20 3aKOHa BHECEHbLI UBMEHEHUS, 8Cmyriarouue 8 cusy no

ucmedeHuUU mpuduyamu OHel rocrie OHA oghuyuanbHo20 orybriukoeaHuUsi Ha38aHHO20
®edepasibHO20 3aKOHa

CmMm. mekcm Yacmu 8 rpedbioyuwel pedakyuu
7. Jlnua, ocyLlecTBnswoLwmne BBO3 B Poccunckyto denepaunto

danbcMrUMpOBaHHbIX neKkapCTBEHHbIX CpeacTs, HeaobpokavyeCTBEHHbIX
NEeKapCTBEHHbIX  CPEACTB, KOHTpadakTHbIX  FIEKapCTBEHHbIX  CPEeACTB,  HeCyT
OTBETCTBEHHOCTb B COOTBETCTBUMM C TaMOXEHHbIM 3aKOHOAATeNbCTBOM TaMOXEHHOro
coto3a 1 (Unn) 3akoHogaternscTsoMm Poccumrckon denepaumm o TaMOXXEHHOM Jene.

MHopmaums 06 usmeHeHusx:

®edeparibHbIM 3aKOHOM om 22 dekabpsi 2014 2. N 429-®3 6 yacmb 8 cmambu 47

Hacmosuwe2o ®edeparibHO20 3aKOHa 8HECEHbI UBMEHEeHUs], ecmynaroujue 8 cusny ¢ 1

uronsa 2015 a.

CM. mekem Yyacmu 8 npedbidyuwieli pedakuyuu
8. BbIBO3 nekapCTBEHHbIX cpencTB n3 Poccurckon denepaumm ocyecTBnAeTcs
0e3 npuMEHEHNa OrpaHMYEeHUn, YCTAHOBIIEHHbIX TaMOXEHHbIM 3aKOHOAATENbCTBOM
TamMoXeHHoro cowsa W (Mnu) 3akoHogatenbctBoMm Poccunckon depepaumm 0
rocyaapcTBEHHOM PErynimpoBaHNN BHELLHETOProBOW AEATENbHOCTH.
FAPAHT:

CM. KoMMeHTapun Kk ctaTbe 47 HacTosilero PegepanbHOro 3akoHa

MHdopmaums 06 usmeHeHusix:

®edeparnbHbiM 3akoHOM om 6 Oekabpsi 2011 2. N 409-®3 6 cmambio 48
Hacmosuwe2o ®edeparibHO20 3aKOHa BHECEHbI USMEHEHUS, Cmyrnaruue 8 cusy ro
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ucmedeHuu mpuduamu OHel rnocsie OHS oghuyuanbHo20 ornybriukoeaHuUsi Ha38aHHO20
®edeparibHO20 3aKoHa

CM. mekem cmambu 8 npedbidyuwiel pedakyuu

Cratbs 48. KOpuguyeckne nuua, KOTOPbIM paspelleH BBO3 J1IeKapCTBEHHbIX

cpencts B Poccunckyro denepauuto

lNekapcTBeHHble cpeacTBa B Poccunckyto enepaumio MoryT BBO3UTb:

1) npousBoOUTENW NEKapCTBEHHbIX CpeacTB And uenem  cobCTBEHHOro
NpOn3BOACTBA NEKAPCTBEHHbIX CPECTB;

2) WHOCTpaHHble pa3paboTyMKM FNEKApPCTBEHHbIX CPeACTB W MHOCTPaHHble
NPON3BOOUTESNM NIEKAPCTBEHHbLIX CPEACTB U Apyrve puandeckme nvua rno nopyyvyeHuto
pa3paboTymka nekapCTBEHHOro cpeacTsa AN NpoBeAeHUs KITMHUYECKUX UccnegoBaHni
NeKkapCTBEHHOro  rnpenapata,  OCYLUEeCTBIIEHUA  FOCydapCTBEHHOM  perucrpaumm
NeKapCTBEHHOro  npenapaTa, BKAYEeHUMS  hapMaueBTMYeckon  cybcTtaHumm B
rocyapCTBEHHbIA PeecTp NeKapCTBEHHbIX CPEeACTB, KOHTPOMS KayecTBa feKapCTBEHHbIX
CpeactB  nNpu  Hanuyuu paspelleHus  YrnoriHOMOYEeHHOro dpedeparnbHOro opraHa
NCMNOMHNTENBHOW BNACcTN Ha BBO3 KOHKPETHOW NapTuUM NeKapCTBEHHbIX CPEACTB;

3) opraH1M3auumn onToBOKW TOProBM NEKAaPCTBEHHLIMU CPEeACTBaMU;

MHdopmaumsa 06 nameHeHusx:

®edeparibHbiM 3akoHOM om 2 utons 2013 e. N 185-®©3 e nyHkm 4 cmambu 48
Hacmosiuwe2o @edepasibHO20 3aKOHa BHECEHbI UBMEHEeHUSs, acmyrarowjue 8 cusny ¢ 1
ceHmsibps 2013 a.

CM. mekem riyHkma 8 rpeodbidywed pedakyuu

4) HaydHO-uccregoBaTenbCkne opraHmsaumm, obpasoBaTernbHble OpraHu3auuu
BbiCLLEro 00pa3oBaHUsA, MNPOU3BOAMTENM FEKAPCTBEHHbLIX CPEeACTB ANns pas3paboTku,
nccnegoBaHnn, KoHTponsa 6e3onacHOCTW, KadecTtBa, 3PEEKTUBHOCTM NEKapCTBEHHbLIX
CPEACTB NPW  HanmMuuu paspelleHnst  YNorHOMOYeHHOro deaepanbHOro opraHa
NCMNOMNHNTENBHON BNacTy;

MHdopmaLms 06 usMeHeHusix:

®edeparibHbIiM 3akoHOM om 12 mapma 2014 2. N 33-®3 6 nyHkm & cmambu 48
Hacmosuwie2o ®edeparibHO20 3aKOHa BHECEHbI USMEHEHUS

CmMm. mekem riyHKma 8 rpedbidywed pedakuuu
5) MeguuMHCKME opraHu3aumm, MHble YyKasaHHble B MyHKTax 1 -4 HacTosiwewn

cTaTbW OpraHu3auum Ons okasaHna MeguuUMHCKOM NMOMOLLM MO KU3HEHHbIM MOKa3aHUsM
KOHKPETHOrO MaumeHTa npu Hanuumm paspeLlleHust yrnorHOMOYEHHOoro denepansbHoro
opraHa WCNOMHUTENbHOW BacTM Ha BBO3 KOHKPETHOW MapTUM NeKapCTBEHHOrO
npenapaTta, Bbl4AaHHOIMO B YCTAaHOBIEHHOM Mopsigke B oOpMe 3IEKTPOHHOIO AOKYMEHTA,
NOANMUCAHHOIO YCUITEHHOW KBanNUOULMPOBAHHOMW 3r1EKTPOHHOM MOAMUCHIO.

FAPAHT:

CM. KoMMeHTapun K ctaTbe 48 HacTosiwero PegepanbHOro 3akoHa

MHdopmaLms 06 usmeHeHusix:

®edeparibHbIM 3aKkoHOM om 6 Oekabpsi 2011 2. N 409-®3 6 HaumeHogaHUe cmambu
49 Hacmosiwezo ®edeparibHO20 3aKOHa BHECEHbI USMEHEHUS, cmyriarouwue 8 cusny
rno ucme4dyeHuu mpuoyamu OHel rnocre OHS ouyuaribHo20 ornybriukoeaHus
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HasgaHHo20 ®edepasibHoO20 3aKOHa

CmMm. mekcm HaumeHo8aHUs 8 rnpedbidywel pedakuyuu
Ctatbs 49. [JoKyMeHTbl, NpeacTaBnsieMble B TaMOXEHHble opraHbl Poccumnckom

degepaumn  nNpu  BBO3e JleKApCTBEHHbIX cpeactB B Poccuinckyto
depnepaunto

MHdopmaumsa 06 nameHeHusx:

®edeparnbHbiM 3akoHOM om 6 Oekabpst 2011 2. N 409-®3 6 yacmb 1 cmambu 49

Hacmosiue2o @edepasibHO20 3aKOHa BHECEHbI UBMEHEHUS, acmyriatoujue 8 cusiy rno

ucmedeHuu mpuduyamu OHel rnocrie OHA oghuyuanbHo20 orybriukoeaHuUsi Ha38aHHO20

®edepasibHO20 3aKoOHa

CmMm. mekem Yacmu 8 rpedbioywel pedakyuu

1. pn BBO3€e nekapcTBeHHbIX cpeacTB B Poccuinckyro defepaumio B TaMOXEHHbIE
opraHbl Poccunckon depepaumm Hapsgy € LOKYMEHTaMu, npencTaBneHune KoTopbIX
NpPeayCMOTPEHO TaMOXEHHbIM  3aKOHOAATENIbCTBOM  TaMOXEHHOro cok3a u  (unu)
3akoHopartensctesom Poccuinckon depepaumm 0 TaMOXEHHOM Aene, npeactaBnsoTCA
cnegylowme OKYMEHTbI:

1) cepTudmkat nNpousBoaMTENS JIeKapCTBEHHOrO CpPeAcTBa, YOO0CTOBEPAIOLLNM
COOTBETCTBME BBO3MMOIO JEKAapCTBEHHOro cpeactBa TpeboBaHusM dapMakonenHom
ctatby nMbBO B cnyyae ee OTCYTCTBMS HOPMATUBHOW OOKYMEHTAUUU UM HOPMaTMBHOMO
AOKYMEHTa;

2) paspelleHne YMNoSIHOMOYEHHOro doeadeparnibHOro opraHa WCMOSTHUTENBHOMN
BNacTM Ha BBO3 KOHKPETHOW MapTMM JIEKAapCTBEHHOrO CcpeactBa B chnyyasix,
YCTaHOBIEHHbIX YacTbto 3 cTaTbk 47 HacToswero deaepansHOro 3akoHa.

MHdopmaLms 06 usMeHeHusix:
®edeparibHbIM 3akoHOM om 6 Oekabpsi 2011 2. N 409-®03 6 yacmb 2 cmambu 49
Hacmosiwezo ®edepasibHO20 3aKOHa BHECEHbLI UBMEHEHUS, cmyriaroujue 8 cusy rno

ucme4dyeHuu mpudyamu OHel rnocsie OHS ouyuaribHo2o ornybriukoeaHuUss Ha38aHHO20
®edeparnibHo20 3aKoHa

CmMm. mekcm Yacmu 8 rpedbioywel pedakyuu
2. [JOKymMeHTbl, yKa3aHHble B rMyHkTax 1 M 2 4yactu 1 HacToswen craTby,
NPeAcTaBNAlTCA B TaMOXeHHble opraHbl Poccuiickon ®enepaumm npu  npmubbiTnn
nekapcTBeHHbIX cpeacTB B Poccuinckyto ®enepaumio.
FTAPAHT:

CmM. koMMeHTapun k ctaTbe 49 HacTosiwero PegepanbHOro 3akoHa

MHdopmaums 06 nusmeHeHusix:

®edeparnbHbiM 3akoHoM om 29 utoHs 2015 e. N 160-©3 e HaumeHosaHuUe cmambu 50
Hacmosuwe2o ®edeparibHO20 3aKOHa BHECEHbI USMEHEHUS

CM. mekcm HauMeHoeaHUsl 8 rpeodbidywel pedakyuu
Cratbs 50. BBo3 nekapctBeHHbIX npenapartoB B Poccuickyio Pepepauunio ons
NNYHOTO UCMOSb30BaHUS M UHbIX HEKOMMEPYECKMX Lenen, a Takke Ans
NCNONb30BaHNA Ha TEPPUTOPUN MEXOYHapPOL4HOro MeAMLMHCKOro Knacrepa

MHdopmaLums 06 usmeHeHusix:

®edeparibHbIM 3akoHOM om 6 Oekabpsi 2011 2. N 409-®03 6 yacmb 1 cmambu 50
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Hacmosiuie2o ®edeparbHO20 3aKOHa BHECEHbI U3MEHEHUS, Cmyrnarujue 8 cusy ro
ucmedeHuUuU mpuduyamu OHel rocsie OHA oghuyuanbHo20 orybriukoeaHuUsi Ha38aHHO20
®edepasibHO20 3aKOHa

CmMm. mekem Yacmu 8 rpedbioywel pedakyuu
1. JlekapcTBeHHble npenapaTbl MOryT ObiTb BBE3eHbl B Poccuickyto denepaumnto
6e3 yyeta TpeboBaHun, NPeayCMOTPEHHbIX Yactamu 1 -4 ctaten 47, ctatesamn 48 n 49
HacTosiwero ®enepanbHOro 3akoHa, eCriv OHU NpeaHasHa4vyeHbl Ans:

MHdopmaumsa 06 nameHeHusx:

®edeparibHbIiM 3aKkoHOM om 2 utoHs 2016 2. N 163-®3 nyHkm 1 yacmu 1 cmambu 50
Hacmosiuje2o ®edeparibHO20 U3II0XeH 8 Ho8oU pedaKyuu

CmMm. mekem riyHKma 8 rpedbidywed pedakuuu

1) NMNYHOrO MCNonb3oBaHUS PU3NYECKUMU NMUaMK, NpUbLIBLUMMK B POCCUIACKYIO
®epepaumto. MNpu atom BBO3 B Poccunckyro denepaunto nekapcTBEHHbIX Npenaparos,
cogepxalmx CcunbHogeucTeywowme u  (MnNn) SO0BUTbIE  BELWECTBa, BKITHOYEHHbIE
COOTBETCTBEHHO B ClUCOK CWUMNbHOOEUCTBYIOLLMX BELECTB ANs uernen YyroroBHOro
3akoHogartenscTBa Poccunckon degepaumm n B CrivMcok SA0BUTbIX BELWECTB ANS Lenen
YrosioBHOIo 3aKoHoaaTenbCcTBa Poccuinckon depepauymn, yTBEpPXOEeHHbIe
MNMpaButenbcTtBoMm Poccuinckon depepaunmn, OCyLECTBNAETCHA MPU HannMynm LOKYMEHTOB
(3aBEepEeHHbIX KOMUWN OOKYMEHTOB UMW 3aBEPEHHbIX BbIMUCOK U3 HUX), NOOTBEPXOaroLLmxX
HasHayeHne U3MYECKOMY §ULY YKasaHHbIX JeKapCTBEHHbIX MpenapaTtoB (3a
NCKMIOYEHNEM JIEKapCTBEHHbIX MNpenapaTtoB, 3aperncTtpupoBaHHbIX B Poccumnckomn
denepaumn n otnyckaembix B Poccuiickon denepaumm 6e3 peuenTta Ha NeKkapCTBEHHbIN
npenapart). [NoaTBepxaarowmne LOKYMEHTbl (UX 3aBEpPEHHble KOMUW WM 3aBepeHHble
BbIMUCKN M3 HWUX) AOOSMKHbl COAEepXaTb CBEAEHUSI O HaMMEHOBAHUM W KOSNMYECTBE
Ha3HaA4YeHHOro JiekapCTBEHHOro npenapata. B cnyvae, ecnu noareepxgatoime
AOKYMEHTbI (MX 3aBEPEHHbLIE KOMUU UIM 3aBEPEHHbIE BLINMUCKM M3 HUX) COCTaBrEHbl Ha
MHOCTPAHHOM A3bIKe, K HUM NpuaraeTcs HoTapmasbHO 3aBepeHHbIN NepeBo Ha PYCCKUn
A3bIK;

2) NCNOb30BaHUS paboTHMKamMu AnnomMaTn4ecKkoro Kopnyca nnm
npeacTaBUTENAMN  MeXOyHapoOHbIX OpraHusaumn, akkpeamToBaHHbIX B Poccuickon
depepauum;

3) NnevYeHns naccaxmpoB M YNEHOB 3KUNAXKEN TPAHCMOPTHbLIX CPEACTB, NOE3OHbIX
Opurag v BoguTenen TpaHCNOPTHbIX CPeacTB, NpubbiBLLMX B Poccuiickyto Pegepaunto;

4) neYyeHnss y4aCTHUKOB MeXOYHapPOAHbIX KYNbTYPHbIX, COPTUBHBIX MEPONPUATUIA
N YYaCTHUKOB MeXOYyHapOaHbIX SKCneauuun,

5) neyeHns KOHKPETHLIX XUBOTHbIX B 300MapKax, a Takke >XMBOTHbIX, BBO3UMbIX B
Poccunckyto degepaumnio onsa y4actns B CrOPTUBHBIX U 3PESTULLHBIX MEePONPUATUSX;

MHdopmaLms 06 usmeHeHusix:
®edeparibHbiM 3akoHOM om 29 utoHs 2015 2. N 160-®3 yvacmb 1 cmambu 50
Hacmosiwezo ®edeparibHO20 3aKOHa O0rofIHeHa rMyHKMom 6

6) NCNonNb30BaHNA Ha TEPPUTOPUN MEXOYHAPOLHOIO MEeANLMHCKOro KracTepa.
MHdopmaumsa 06 nameHeHusx:
®edeparibHbIM 3akoHoOM om 6 Oekabpsi 2011 2. N 409-03 6 yacmb 2 cmambu 50
Hacmosiwezo ®edepasibHO20 3aKOHa BHECEHbLI UBMEHEHUS, 8Cmyriarouue 8 cusy rno
ucmedeHuUuU mpuduyamu OHel rocrie OHA oghuyuanbHo20 orybriukoeaHuUsi Ha38aHHO20
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®edepasibHO20 3aKOHa

CmMm. mekem Yacmu 8 rpedbioywel pedakyuu
2. B cnyyasx, npeayCMOTPeHHbIX YacTbio 1 HacTosLwen cTatbu, AOMNYCKAETCS BBO3
B Poccunckyto denepaumio nekapCTBEHHbIX MNpenapaToB, He 3apermcTpupoBaHHLIX B
Poccunckon degepauumn.

MHdopmaumsa 06 nameHeHusx:

®edeparnbHbiM 3akoHOM om 6 Oekabpst 2011 2. N 409-®3 6 yacmb 3 cmambu 50
Hacmosuwe2o ®edeparibHO20 3aKOHa BHECEHbI USMEHEHUS, Cmyrnarouue 8 cusy ro
ucmedeHuu mpuduyamu OHel rnocrie OHA oghuyuanbHo20 orybriukoeaHuUsi Ha38aHHO20
®eldeparbHO20 3aKOHa

CmMm. mekem Yacmu 8 rpedbioywel pedakyuu
3. JlekapcTBeHHble npenapartbl, NpeAHas3HavyeHHble On9 rymaHuTapHOW MOMOLLM

(copencTeus) MnNu NOMOLLM MNPU YpesBblHaWHbIX CUTyaUMUAX, BBO3ATCA B Poccunckyto
depepaumo B rnopsake, ycrtaHosrieHHoM [lpaButensctBoMm Poccuinckon depepaumn.
3anpewaeTcs BBo3 B Poccuinckyto Pepepaumio HesapermcTpupoBaHHbIX NeKapCTBEHHbIX
npenapaToB, NpegHa3HayYeHHbIX A5 ryMmaHUMTapHON NoMOLLM (COAENCTBUS) UMK NOMOLLIN
Npw YpesBbl4anHbIX CUTYaLUSX.

FTAPAHT:

CM. kKomMeHTapun Kk ctaTbe 50 HacTosiwero PegepanbHOro 3akoHa

Cratbs 51. CoTpygHumyecTBO hefepanbHOro opraHa MCNoSIHATENbHOW BRacTw,
YNONMHOMOYEHHOr0O B 0bnactM  TaMOXeHHoro gena, W Apyrux
YNONIHOMOY€EHHbIX doefiepasibHbIX OPraHOB UCMONTHUTESNTbHOW BIlacTu

1. YnonHomouyeHHble  peadepanbHble  OpraHbl  UCMOMHUTENbHOW  BiacTu

NpegocTaBnAlT B pacrnopskeHue denepanbHOro opraHa WCNOSIHATENbHOW BRNacTw,
YNOMHOMOYEHHOrO B 00nactm TaMOXEHHOro ferna, rocydapCTBEHHbIM — peecTp
neKkapCTBEHHbIX CPeACTB, a Takke MHMOpMauuio O BblAaHHbIX paspelleHnsX Ha BBO3
KOHKPETHOW MNapTUM FNEeKapCTBEHHbIX CPeACTB B Cryvasx, YCTAHOBJIEHHbIX 4acTblo 3
ctaten 47 HacTosiwero ®eagepanbHOro 3aKoHa.

MHdopmaums o6 nusmeHeHusix:

®edeparibHbIM 3akoHOM om 6 Oekabpsi 2011 2. N 409-®3 6 yacmb 2 cmambu 51
Hacmosiwezo ®edepasibHO20 3aKOHa BHECEHbLI UBMEHEHUS, cmyriarouue 8 cusy rno
ucme4dyeHuu mpudyamu OHeU rnocsie OHS ouyuaribHo20 ornybriukoeaHUss Ha38aHHO20
®edeparibHO20 3aKoHa

CM. mekem Yyacmu 8 npedbiOywel pedakuyuu

2. ®epepanbHbIn OpraH MCNOMHUTENBHOW BNacTW, YNOMHOMOYEHHbIM B obnacTtu
TaMOXEHHOro Jena, WHMOPMUPYET YyKasaHHble B 4acTu 1 HacToswen cTtaTbu
yNOfHOMOYEHHbIE  (hbedepanbHble  opraHbl  UCMOSHUTENbHOW  BnactM O  BBO3€
nekapcTBeHHbIX cpeactB B Poccuiickyto defepaumnio N BbIBO3€ NEeKapCTBEHHbIX CpeacTB
n3 Poccuinckon depepaumm no cGopmMe M B Nopsake, KOTOpble YCTaHOBMEHbI

MpaBuTenbcTBOoM Poccuinckon degepaumn.
FAPAHT:

CmM. kKoMmMeHTapun k ctaTbe 51 HacTosiwero PegepanbHOro 3akoHa


http://ivo.garant.ru/document?id=5661738&sub=512
http://ivo.garant.ru/document?id=70003053&sub=0
http://ivo.garant.ru/document?id=70003052&sub=262
http://ivo.garant.ru/document?id=70003052&sub=239
http://ivo.garant.ru/document?id=5661738&sub=503
http://ivo.garant.ru/document?id=70003053&sub=0
http://ivo.garant.ru/document?id=70003052&sub=262
http://ivo.garant.ru/document?id=70003052&sub=2384
http://ivo.garant.ru/document?id=5661738&sub=502
http://ivo.garant.ru/document?id=12078516&sub=1000

MaBa 10. ®apmaueBTUYECKaA AeATENIbHOCTb
FAPAHT:

Cm. ®egepanbHyto Lernesyto nporpammy "Passutue hapmaueBTU4ecKon u
MeaULMHCKOW npoMblwneHHocTn Poccnnckon ®egepaummn Ha nepuog go 2020 roga w
OanbHeNLWYo nepcnekTusy", yTBepXXaeHHy noctaHosneHuem Npasutenscrea PO ot
17 pepans 2011 . N 91

Cwm. Ctparteruio passutma dpapmaueBTUYEeCKon npomMblllneHHocTn PO Ha nepuog oo
2020 r., yTBEpxAeHHY0 npukazom MuHnpomtopra Poccum ot 23 oktabps 2009 r.
N 965

CraTtbs 52. OcywecTtBneHme hapmMmaueBTUHECKON AEATENBHOCTHU
MHdopmaums 06 nusmeHeHusix:
®edeparnbHbiM 3aKkoHOM om 25 Hosibpsi 2013 2. N 317-®3 8 yacmb 1 cmambu 52
Hacmosiuweao PedepasibHO20 3aKOHa 8HECEHbI USMEHEHUS

CM. mekem Yacmu 8 rnpedbidyuwiel pedakyuu

1. ®apmaueBTUyeckas OedATerbHOCTbL OCYLLECTBIISETCA OpraHu3auusiMm OnTOBOW
TOProBNN NeKapCTBEHHbIMW CpeacTBaMn, anTeyYHbIMU OpraHu3aumMsMu, BeTepPUHapPHbLIMU
anTe4yHbiIMW OpraHuM3auusMu, WHAUBUAYaNbHbIMW MNpeanpuUHUMaTENsS MU, UMEKLWUMM
NUUEH3NI0 Ha drapMaLeBTUYECKYID [OeATerbHOCTb, MeAWUUMHCKUMU OpraHu3aumsmMu,
NMELWNMN NULEH3NI0 Ha dpapMaLeBTUYECKYD AeATenbHOCTb, U UX 060COoBNeHHbIMU
nogpasgeneHusamu (ambynaTopusamMmu, denballepckumMn n genbawepcko-akyLepcKuMm
NyHKTaMu, UeHTpamn (oTgeneHusmn) obuwen BpadebHOM (CeMeWHOW) MpakTUuKu),
PacrnonoXeHHbIMU B CEIbCKMX HaCereHHbIX MyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeyHble
opraHusauuu, W BeTEepUHapHbIMKW OpraHusauusMu, WUMEKLWMMU  JFULEH3U  Ha

cbapmaueBTquCKyro OeATEelNnbHOCTb.
FAPAHT:

Cwm. lNonoxeHne o nuueH3npoBaHMn dapmMaueBTUYEeCKON AeATENbHOCTH,
yTBepxaeHHoe noctaHosneHnem lNpasutensctea PO ot 22 aekabps 2011 . N 1081

CM. meTogunyeckue ykasaHusi no ocyLLeCTBEHUIO opraHaMn rocygapCcTBEHHOW BnacTu
cybbekToB PO nepegaHHbIX NosiHOMoYnin PO nNo nMueH3npoBaHuto
drapmMaueBTUYECKON AeATENBHOCTN, YTBEPXOEHHbIE npukazom MunHagpascoupasBuTus
Poccum ot 6 noHa 2008 . N 263H

MHdopmaums 06 nusmeHeHusix:

®edeparibHbiM 3akoHOM om 27 utons 2010 e. N 192-03 vacmb 2 cmambu 52
Hacmosuwe2o ®edeparibHO20 3aKOHa U3/IoXeHa 8 Hogou pedaKyuu

CM. mekem Yacmu 8 rnpedbiOywel pedakyuu

2. dusmyeckme nmua MoryT ocyLLecTBNATbL papMaLeBTUYECKYI0 OeATeNTbHOCTb Npu
HanMyMM BbICLLEro WNKU cpegHero apmauesTndeckoro obpasoBaHus U cepTuukaTa
crneumanucTa, BbICLLEro WU cpegHero BeTepuHapHoro obpasoBaHust M cepTudumkaTa
cneynanucta, a Takke BbICLLEro WAM CpegHero MeauuuHCKOro obpasoBaHus,
ceptudmkaTa cneumanncta U OMNOSHUTENBHOrO NpodeccuoHanbHoro obpasoBaHus B
4YacTU PO3HUYHOW TOPrOBIIM NIEKAPCTBEHHBIMU NpenapaTtaMmn npu ycrosBum nx paboTbl B
000COBNEHHbIX noapasfeneHnsax MeguuUMHCKUX OpraHu3auumn, ykasaHHblx B 4actu 1
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HaCTOSILLIeN CTaTbMw.
FAPAHT:

CM. KOMMeHTapum K cTaTbe 52 HacToswwero deaeparibHOro 3akoHa

Cratbss 53. [lpogaxa, nepegada neKapCTBEHHbIX CPEeACTB OpraHM3auusMm
ONTOBOW TOProBfiv NeKapCTBEHHbIMU CpeacTBaMu

OpraHusaumMmM  ONTOBOM  TOPrOBMM  NIEKApCTBEHHbIMKM  CpeacTBaMu  MOryT
OCYLLEeCTBNATb NPOAaXy NekapCTBEHHbIX CPeACTB UM nepefasaTb UX B YCTAHOBIEHHOM
3akoHogatenbcTBOM Poccunckon ®enepaunm nopagke:

1) ApyrMm opraHn3aumam ONTOBOW TOProBfn SIeKapCTBEHHLIMW CpeacTBaMu;

2) nNpou3BOAUTENSM JleKapCTBEHHbIX CpeacTtB  Ans  uenenm npousBoacTea
neKapCcTBEHHbIX CPecTB;

3) anTe4YHbIM opraHn3auusam 1 BeTepMHapPHbIM anTeYHbIM OpraHn3auusaM;

4) Hay4yHO-uUccnegoBaTeNnbCKUM OpraHu3aumMam Ons HayyYyHo-uccrnenoBaTernbCKon
paboThl;

5) uvHOuBMAyanbHbIM  NpeanpuHUMaTenaMm,  UMEKLWWUM  JIMLEH3UK  Ha
hapMaLeBTUYECKYIO AeATENBHOCTb UMW NINLEH3UIO HA MEANLNHCKYIO OeATENbHOCTb;

6) MEeANLMHCKUM OpraHn3aumam, BeTepuHapHbIM OopraHMsauusm;

7) opraHusauusiM, OCyLLEeCTBASAILWNM pasBefeHune, BblpalimBaHnue U cogepXxaHue
XXUBOTHbIX.

FAPAHT:

CM. KoMMeHTapun Kk ctaTbe 53 HacTosiwero PegepanbHOro 3akoHa

MHdopmaumsa 06 nameHeHusx:

®edeparibHbIM 3aKoHOM om 22 Oekabpsi 2014 2. N 429-03 6 cmambio 54
Hacmosiwezo ®edeparibHO20 3aKOHa BHECEHbLI UBMEHEHUS, acmyrarowjue 8 cuny ¢ 1
uronsa 2015 a.

CM. mekem cmambu 8 npedbidyuwiel pedakyuu
CrtaTtbs 54. NpaBuna onToBOM TOProBfn fieKapCTBEHHbIMU CpeaCcTBaMU
OnToBas TOproens nekapCTBEHHbIMM cpeacreBamu OCYyLLEeCTBNAETCSA
NPON3BOAUTENSAMN JIEKAPCTBEHHbLIX CPeacTB M OpraHM3auusiMM  OrMTOBOM  TOProBMv
rfieKkapCTBEHHbIMUM CpeacTBaMM Mo rnpasuiaMm Hagnexallen ancTpnbbLTOPCKON MPaKTUKA
M npaBunamM Hagnexawen npakTUKM XpaHeHUa W NepeBO3KU  feKapCTBEHHbIX
npenapaToB, YTBEPXKAEHHbIM COOTBETCTBYHOLLUMMMK YMNOMHOMOYEHHbIMU doeaepanbHbIMK
opraHamu MUCMNoOSTHUTENbHOM BNacTMU.
FAPAHT:
O6 ocobeHHOCTAX NpoAaXkm NekapCTBEHHbIX NpenapaToB 1 U3genuin MeaunLMHCKOro
HasHadeHusa cM. noctaHosneHue lNpasutensctea PO ot 19 aHBaps 1998 r. N 55

CM. KoMMeHTapun k ctaTbe 54 HacTosiwero PegepanbHOro 3akoHa

CtaTbs 55. Nopsgok pO3HUYHOW TOProBv NEKapPCTBEHHLIMU NpenapaTtamm
MHdopmaums 06 usmeHeHusix:
®edeparibHbIM 3aKoHOM om 22 Oekabpsi 2014 2. N 429-03 6 yacmb 1 cmambu 55
Hacmosuwe2o PedepasibHO20 3aKOHa 8HECEHbI USMEHEHUS, acmyrnarouiue 8 cusy ¢ 1
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uronsa 2015 e.

CmMm. mekem Yacmu 8 rpedbioywel pedakyuu

1. PoO3HW4YHass TOProBns feKapCTBEHHbIMW Mpenapatamm B  KONMYecTBax,
HeobXoauMbIX [Ons  BbINONHEHMS BpadebHbiX (henballepCcKknx) HasHavyeHurn Unu
Ha3Ha4YeHWn cneumanucTtoB B obnacTn BeTepuUHapUK, OCYLLECTBIISETCA anTeYHbIMK
opraHusauusmMu, BETEPUMHAPHbIMW  anTeYyHbIMU  OpraHu3auusMn, WHAMBUAYaNbHbIMM
npeanpyuHUMaTenaMn, UMEKLWNMN NULEH3NI0 Ha (hapmaueBTUYECKY AesATeSNbHOCTb,
MEOULUMHCKAMM  OpraHusauusamMy, UMeLWUMN  JIMLEH3NID  Ha  dapMaueBTUYECKYHO
AeaTenbHOCTb, WM MX  00ocoOneHHbIMM  nogpasgeneHusmmn  (ambynaTtopusimu,
denbawepckuMmn N enbawepcKo-akyLWepCkUMN NyHKTaMun, ueHTpamu (oTaeneHusMm)
obuien BpadebHOM (CEMENHOWN) NPaKTUKK), PACMNOSIOKEHHBIMU B CEMbCKUX HACENEHHbIX
MyHKTax, B KOTOpPbIX OTCYTCTBYHOT anTevHble opraHusauun, wn BeTepUHapHbIMK
opraHusauusMiM, WUMEKLLMMU  FULEH3N0  Ha (papmaueBTUYECKYID OeATerbHOCTb.
PaspelueHa  po3HMYHasi  TOProBnsA  TOMbKO  fleKApCTBEHHbIMM  npenapaTtamu,
3apernctpupoBaHHbiMu B Poccunckon degepaumm Mnm U3roTOBMEHHBLIMU anTeYHbIMU
opraHusauusiMM, BETEPUMHAPHLIMW anTeYHbIMW  OpraHu3auusaMn, WHAMBUAYaNbHbIMM
npeanpyuHUMaTeNnaMn, UMELWNMM NULEH3NI0 Ha (apmaueBTUYECKY0 AeATeNIbHOCTb.
Po3HMYHaa TOproBns feKkapCTBEHHbIMM MpenapaTtamMn OCYLLECTBISIETCA NO npaBunam
Hagnexawen anTedHOW NPaKTUKW, YTBEPXOEHHbIM YMNOSIHOMOYEHHbLIM heaepanbHbIM
OpraHoM MCMOMHUTENBHOW BNAcTMW.
FAPAHT:

Cwm. Mopsgok oTnycka NnekapcTBEHHbIX CPEACTB, YTBEPXKAEHHbIN MPUKa3oMm
MwuH3aapaBcoupassutusa Poccum ot 14 gekabps 2005 . N 785

MHdopmaLums 06 nusmeHeHusix:

®edeparnbHbiM 3aKkoHOM om 25 Hosib6psi 2013 2. N 317-®3 8 yacmb 2 cmambu 55
Hacmosuwie2o ®edeparibHO20 3aKOHa BHECEHbI USMEHEHUS

CM. mekem Yacmu 8 npedbidywiel pedakuyuu

2. Buabl anTeyHbIX OpraHu3auumi 1 npasuna oTnycka fieKapCTBEHHbIX NpenapaTos
AN MEeOUUWHCKOro MPUMEHEHNA anTeYHbIMM  OpraHuM3aumsMu, UHAMBUAYaNbHbIMU
npeanpyHUMaTENSaMN, UMEOLLMMN NIMLEH3NIO Ha (hapMaLEeBTUYECKYHO OEeATENbHOCTb, a
TaKke npasusia OTNyCcKa NeKkapCcTBEHHbIX npenapaToB ANs MeAUUUHCKOro NpUMeEHEHUs
MEOVULUMHCKAMM  OpraHusaumsamMy, UMEeLWUMN  JIMLEH3NI0  Ha  dapMaueBTUYECKYHO
AedatenbHocTb, W uUX  0b6ocobrneHHbIMM  nogpasgeneHusamu  (ambynatopusmu,
denbawepckuMmn 1 enbawepcKo-akyLWepCkUMN NyHKTaMKn, ueHTpamu (oTaeneHusMm)
obuien BpadebHOM (CEMENHOWN) NPaKTUKK), PACMNOSIOKEHHBIMU B CEMbCKUX HACENEeHHbIX
MyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeuvHble OpraHusauuu, YTBepXaatTcd
YNONMHOMOY€EHHbBIM (hefepanbHbIM OpraHOM UCMOMHUTENbHOW BNAacTMU.

MHdopmaLms 06 usMeHeHusix:

®edeparnbHbiM 3akoHom om 3 uronst 2016 2. N 305-®3 6 yacmb 3 cmambu 55
Hacmosuwie2o ®edeparibHO20 3aKOHa BHECEHbI USMEHEHUS

CmMm. mekcm Yacmu 8 rpedbioywel pedakyuu

3. [llpaBuna oTnycka HaAPKOTUYECKUX CpeacTB U MCUXOTPOMHbIX BeLLECTB,
3aperncTpMpoBaHHbIX B Ka4yeCTBE JIEKApPCTBEHHbIX MNpenapatoB, NeKapCTBEHHbIX
npenapaToB, COAEpXalMX HapKOTUYECKME CpeactBa W MNCUXOTPOMHblE BeLecTBa,
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yTBEPXOATCA YNOSTHOMOYEHHbIM dheaeparibHbIM OpraHOM WUCMONTHUTESNbHOW BRacTu Mo
corrnacoBaHuio ¢ dpegeparnbHbIM OpraHoOM MCMOMHUTENbHON BNACTU, YNOTHOMOYEHHbLIM B
chepe BHYTPEHHUX gern.

4. JlekapcTBeHHble npenapaTtbl AN BETEPMHAPHOrO MPUMEHEHUs nognexar
OTMNYCKY BETEPUHAPHBIMW anTEYHbIMN OpraHM3aumsiMmn, BETEPUHAPHBIMU OpraHn3aumnsamu,
NHONBUAYanbHbIMU npeanpuHNMaTensamu, NMEOLLMMHN NNLEH3NIO Ha
hapMaLeBTUYECKYIO AeATenbHOCTb. [paBuna oTnycka fiekapCTBEHHbIX NpenapaToB Ans
BETEPUHAPHOIO NPUMEHEHMUS YTBEPXKOAKTCA YNONHOMOYEHHBbIM dheaepanbHbiM OpraHoMm
NCNOSTHUTENbLHOW BNAacTW.

MHdopmaumsa 06 naMeHeHusX:

®edeparibHbiM 3akoHOM om 25 Hos16psi 2013 2. N 317-@3 8 yacmb 5 cmambu 55
Hacmosuwe2o ®edeparibHO20 3aKOHa 8HECEHb! USMEHEHUS

CmMm. mekcm Yacmu 8 rpedbioyuwel pedakyuu
5. TlepeyeHb  MEOUUUHCKMX  OpraHusauui, UMEKLWUX  NUUEH3UI  Ha

dapmaLeBTUYECKYIO AeATENbHOCTb, N X 000COBNEHHbIX NoapasgeneHnin (ambynaTopun,
denbawepcknx n enbalepcko-akyLepckux MyHKTOB, LUEHTPoB (oTaeneHun) obuien
Bpa4yebHOMN (CEMENHOM) NPaKTUKKN), PacnONOXEHHbIX B CENbCKUX HACENEHHbIX NYHKTax, B
KOTOpPbIX OTCYTCTBYIOT anTeuvHble OpraHusauum, a Takke MepeyeHb feKapCTBEHHbIX
npenapatoB (3a WCKNIOYEHMEM HAPKOTUYECKUX JIeKapCTBEHHbIX MpenapatoB U
MCUXOTPONMHbIX NEeKapCTBEHHbIX NpenapaToB), NpoAaxa KOTOPbIX MOXET OCYLLEeCTBNATLCA
yKaszaHHbIMK opraHusauusmMm n nx  0B60CoBNEeHHbIMM noapasaeneHnsamu,
yCTaHaBNMBAIOTCA OpraHaMmy  UCMONHUTENbHOW  Briactm  cybbektoB  Poccumnckon
depepauyumn.

MHdopmaumns 06 usmeHeHusix:

®edeparibHbiM 3akoHOM om 25 Hosi6psi 2013 2. N 317-®3 yacmb 6 cmambu 55

Hacmosiwe2o ®edeparibHO20 3aKOHa U3/loXeHa 8 Hogou pedaKyuu

CmMm. mekem Yacmu 8 rpedbioywel pedakyuu
6. ANTeYyHble oOpraHu3auuu, WHOuBUAOYanbHble MpeanpuHUMaTenn, uMeroLmne
AMUeH3no  Ha  dapMaueBTMYECKYD  OesaTenbHOCTb, 00s3aHbl  obecnevvBaTb
yTBepXaeHHblin [MpaButenbctBom Poccuinckon depepaumm mn oopMmpyembin B
YCTaHOBMEHHOM UM MopsaKke MUHUMANbHBIA aCCOPTUMEHT NeKapCTBEHHbIX NpenapaTos,
HeobXoauMbIX OS5 OKa3aHUS MeAULIMHCKON NOMOLLM.

MHdopmaumsa 06 namMeHeHusx:

®edeparibHbiM 3akoHOM om 25 Hosi6psi 2013 2. N 317-®3 6 yacme 7 cmambu 55
Hacmosiue2o ®edepasibHO20 3aKOHa 8HECEHbI U3MEHEHUST

CM. mekem Yyacmu 8 npedbidyuwieli pedakuyuu

7. AnTedHble opraHusauuun, wHauBMAyanbHble MpeanpuHUMaTEnn, uMetoLmne
NUUEH3NI0 Ha (apmMaueBTUYECKYD OAEeATEeNbHOCTb, Hapsagy C  NeKapCTBEHHbIMM
npenapatamm WMeKT npaBo npuobperatb M npogaBaTb MeAULMHCKME U3Oenus,
Ae3nHduumpylowme cpeactesa, npeameTbl U CPeAcTBa JIMMHOW TUMMEHbl, nocygy Aans
MeOUUMHCKNX Uenen, npeametbl M CPeacTBa, nNpefHasHavyeHHble Ans yxoda 3a
GOnbHbIMW, HOBOPOXAEHHbIMW U OAETbMU, HE OOCTUIUMMMK BO3pacTa TPeX NET, OYKOBYHO
ONTUKY M CpeacTBa yxo4a 3a HeW, MMHeparbHble BOAbl, NPOAYKTbl Ne4ebHOoro, 4EeTCKOro u
ANETUYECKOro MUTaHus,, Ouonornyeckn akTtmeBHble pobaBku, napdoMepHble U
KOCMETU4Yeckme cpeactsa, MeAUUMHCKME W CaHMTapHO-MPOCBETUTENbHbIE MNeYaTHbIe
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n3gaHus, NpeaHasHadYeHHble Ans nponaraHabl 300poBoro obpasa XM3HW.
MHdopmaums 06 usmeHeHusix:
®edeparibHbiM 3akoHoM om 13 utons 2015 2. N 262-©3 e vacme 8 cmambu 55
Hacmosiuwe2o @edepasibHO20 3aKOHa BHECEHbI UBMEHEHUS, acmyrarowjue 8 cusny ¢ 1
sAAHeapsi 2016 e.

CmMm. mekem Yacmu 8 rpedbioywel pedakyuu

8. [esAtenbHOCTb anTeYHbIX opraHuM3auun BoopyxeHHbix Cwun  Poccurckon
depepaumn, OpyrMx BOWCK, BOUHCKUMX (OPMUPOBAHMA W OpPraHoB, B KOTOPbIX
3akoHopatenbctBOM Poccuinckon ®depepaumm npegycMOTPEHO MNPOXOXAEHME BOEHHOW
CNyXoObl nnm deneparnbHoOM rocyapcTBEHHOMN cnyx6bl, CBs3aHHON C
NPaBOOXPAHUTENBHON AEATENbHOCTLIO, perfaMmeHTupyeTca Hactoswmm degepanbHbIM
3aKOHOM UM YTBEPXAEHHbIMW  COOTBETCTBYHOLWMMU  (hbeaepanbHbiMM  OpraHamu
MCNOMHUTENBHOM BracTn nonoxeHnsamu. KoHTponb 3a cobntogeHnemM  ykasaHHbIMK
anTedHbIMM  opraHuMsauuaMn  nonoXxeHun  Hactoswero PegepanbHOro  3akoHa
OCYLLIECTBNSAETCA COOTBETCTBYHOLLMMN (hedeparibHbIMU  OpraHamMu  UCMOSNHUTENBHOM
BMNacTu.
FAPAHT:

CM. KoMMeHTapun Kk ctaTbe 55 HacTosiwero PegepanbHOro 3akoHa

CTtaTtbs 56. I3rotoBneHne n OTNycK fIeKapCTBEHHbIX NpenapaTos
FAPAHT:

Cwm. EanHble npaBuna oopmnieHnst nekapcTs, NPUroTOBNSIEMbIX B anTeYHbIX
yupexaeHmnax (npegnpusatmsax) pasfimyHbiX popmMm cOBCTBEHHOCTH, YTBEPXKAEHHbIE
MwuHucTepcTBoM 3apaBooxpaHeHus P® ot 24 nionsa 1997 r.

1. W3rotoBneHne nekapCTBEHHbLIX MNpenapaTtoB anTeYHbIMU OpraHM3auusMu,
BETEPMHAPHBLIMU anTeYHbIMWU OpraHn3aumamu, MHAnBUAyarnbHbLIMU NpegnpuHuMaTensaMu,
NMEKLWNMN  JIMLEH3NIO Ha (papMaueBTUYECKYD LesTEeNbHOCTb, OCYLECTBAAEeTCA Mo
peLenTtam Ha rekapCTBeHHble npenaparbl, N0 TpeboBaHUAM MeAULMHCKUX OpraHn3aunin,
BETEPMHAPHbIX OpraHn3aumin B COOTBETCTBUW C rpaBufiaMy U3rOoTOBIIEHUSA W OTMycCKa
neKapcTBEHHbIX npernapartoB, YTBEPXOAEHHbIMUM  YNONMHOMOYEHHbIM  doefepasibHbIM
OpraHOM UCMNOSNHUTESbHOW BRACTMU.

2. pn n3roToBNeHUM rekapCTBEHHbIX MpenapaTtoB anTeYHbIMU OpraHu3auusamMu,
BETEPMHAPHBLIMY anTeYHbIMU OpraHn3aumsaMu, MHOUBUAyanbHbIMU NpeanpuHUMaTENsIMu,
MMELWNUMN  NULUEH3NI0  Ha  JpapMaueBTUYECKYyl0  OesTerbHOCTb,  MCMNOSb3YTCA
hapmaneBTuyeckme cybcTtaHuMKn, BKITHOYEHHbIE COOTBETCTBEHHO B OCY4ApPCTBEHHbIN
peecTp NekapCTBEHHbIX CPeacTB ANA MeAULMHCKOro NPUMEHEHUs U rocygapCTBEHHbLIN
peecTp IeKapCTBEHHbIX CPeACTB ANs BETEPUHAPHOro MPUMEHEHUA B YCTaHOBIEHHOM
nopsgke. He gornyckaeTcsa M3rotoBrieHWe anTeyHbIMU OpraHn3aumamu, BeTepUHapHbLIMU
anTeyHbIMM  OpraHM3auusMn, WHAMBUAOYaANbHbIMKA NpeanpuHMMaTeEnaMi, UMELWNMN
NUUEH3NI0  Ha JapMaueBTUYECKYD [AeATeNnbHOCTb, JeKapCTBEHHbIX Mpenapartos,
3aperncTpmpoBaHHbIX B Poccuickon denepaunn.

3. MapkupoBka nekapcTBeHHbIX MpenapaToB, W3rOTOBMEHHbIX anTeYHbIMU
opraHuMsauusaMn, BeTEpPUHAPHbIMWA  anTeYHbIMW  OpraHmMsauusiMn, UHAMBUAOYaSNbHLIMU
npegnpuHMMaTenaMn, UMeLWnMN NULEH3NI0 Ha dpapMaueBTUYECKY0 OesATernbHOCTb, U
odoopMIiIeEHNEe TakuMX MpenapaTtoB LOSMKHbI COOTBETCTBOBATb MpaBwusiaMm, ykKasaHHbIM B
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yactn 1 HacTosLLEeN CTaTbu.

4. AnTeyHble  oOpraHu3auuu, BeTepuHapHble  anTeYHble  OopraHu3auuu,
MHOMBUAYanNbHbIE nNpeanpuHMaTenn, MMelLMe JMUEH3NI0 Ha (apMaueBTUYECKYHO
AeaTenbHOCTb, HECYT OTBETCTBEHHOCTb 3a HecobniogeHwe npaBusl U3roTOBMEHUS W
OTMyCKa fekapCTBEHHbIX NpenapaToB B COOTBETCTBUM C 3aKoHOAaTeNbCTBOM Poccuimnckom
depepauymn.

FTAPAHT:

CM. KOMMeHTapum K ctaTbe 56 HacTosero PeaepanbHOro 3akoHa

Cratbss 57. 3anpelleHne npodaxu qanbCUPULMPOBAHHBIX J1IeKapCTBEHHbIX

CpeacTs, HeaobpoKa4YeCTBEHHbIX neKkapCTBEHHbIX CPeAcTs,
KOHTpad)aKTHbIX JIeKapCTBEHHbIX CPeACTB
Mpopaxa dranbcnpuuMpoBaHHbIX neKapCTBEHHbIX cpencTs,

HenoOpOKaYeCTBEHHbIX TNEKAPCTBEHHbIX CPEACTB, KOHTpadakTHbIX NeKapCTBEHHbIX
CpeacTB 3anpeluaeTcs.
FAPAHT:

CM. KOMMeHTapum K cTaTbe 57 HacToswwero degepanbHOro 3akoHa

CrtaTtbs 58. XpaHeHune nekapCcTBeHHbIX CPeACTB

MHdopmaumsa 06 nameHeHusx:

®edeparibHbIM 3aKOHOM om 22 okmsibpsi 2014 2. N 313-®3 6 yacme 1 cmambu 58
Hacmosiwezo ®edepasibHO20 3aKOHa BHECEHbLI UBMEHEHUS, 8Cmyriarouue 8 cusy rno
ucmedeHuUuU mpuduyamu OHel rocsie OHA oghuyuanbHo20 orybriukoeaHuUsi Ha38aHHO20
®edepasibHO20 3aKOHa

CmMm. mekem Yacmu 8 rpedbioywel pedakyuu

1. XpaHeHue neKapCTBEHHbIX CPEeACTB OCYLECTBAAETCA MNpPOU3BOAUTENSMU
NEeKapCTBEHHbIX CPeacTB, OpraHu3auusiMm OMNTOBOW  TOProBfiM  JIEKAPCTBEHHbLIMU
cpeacTBaMu, anTeYHbIMU OpraHn3aunsMn, BETEPUHAPHbLIMU anTeYHbIMU OpraHn3aunamMu,
NHanBMAYyanbHbIMU npeanpuHUMaTensaMu, NME MM NULEH3NI0 Ha
hapmaLeBTUYECKy AeATENbHOCTb WM NIUUEH3NI0 Ha MEOULUMHCKYH AeATenbHOCTb,
MEONLUUNHCKAMM  OpraHu3aumsamMn, BETEPUHAPHLIMW  OpraHM3auuMs MM U UHbIMK
opraHM3auusiMn, OCYLLECTBIISIOLWMMUM ODpalleHne NeKapCTBEHHbIX CpeacTB. XpaHeHue
NEeKapCTBEHHbIX CPeacTB [AONs  BETEPUHAPHOrO MPUMEHEHUS  opraHm3aumamMm U
NHOMBMAOYANbHbIMM  NpeanpuHMMaTensMm B CRyyvasix, €CfiM  OHW  UCNOSb3YHTCSA
NCKMIOYNTENBHO MpU pasBefeHUN, BbipallMBaHUN, COOAEPXKAHMU U NIEYEHUU XKUBOTHbIX,
MOXET  OCyLLecTBNATbCA 6e3  MonyyeHust §NUUeH3MM Ha  (papMaueBTUYECKYHO
NEeATeNnbHOCTb.

2. MNpaBuna xpaHeHUs1 NeKapCTBEHHbIX CPEACTB YTBEPXKOATCA COOTBETCTBYHOLLMM
YNOAHOMOY€EHHbBIM (heaepanbHbIM OpraHOM UCMOMHUTENBHON BNAcTMW.

3. XpaHeHuMe HapKOTUYECKUX  JNEeKAPCTBEHHbIX CPeacTB,  MNCUXOTPOMHbIX
NeKapCTBEHHbIX  CPeacTB,  paguModapmMaueBTUYECKUMX  JIEKAPCTBEHHbLIX  CPeacTB
OCYLLIECTBNAETCH B COOTBETCTBUM C 3akoHoaaTenscTteomM Poccumnckon depnepauum.

FAPAHT:

O Mepax rno ynydweHUo y4yeTa, XpaHeHUA, BbINMNCbIBaHNA N NCMNOJb30BaHUA
HapPKOTUYECKNX CPEeOCTB N NCUXOTPOINHbLIX BELLECTB CM. MNMPUKas MMqupaBa P® ot 12
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Hos6ps 1997 . N 330
CM. KoMMeHTapun K ctaTbe 58 HacTosiwero PegepanbHOro 3akoHa

MHdopmaLms 06 usmeHeHusix:

®edeparibHbIM 3aKoHOM om 25 Oekabpsi 2012 2. N 262-®3 enasa 10 Hacmosiuez2o
®edeparnbHO20 3akoHa doriofiHeHa cmameel 58.1, ecmynarow,el 6 cusny rno
ucmeyeHUU cma eocbMudecsimu OHel rocrie OHs oghuyuanbHo20 orybruKkoeaHusi
Ha3eaHHO20 ®edepasibHO20 3aKOHa
Ctatbs 58.1. [NpeoMeTHO-KONUMYECTBEHHbBIA Y4YeT JleKapCTBEHHbIX CpeacTB Ans
MEANLNHCKOrO NPUMEHEHNS
1. TllepevyeHb neKapCTBEHHbIX CPEACTB AN  MEAULUMHCKOro NPUMEHEHMS,
noanexawmx npeamMmeTHO-KONMYEeCTBEHHOMY YYETYy, YTBEPXOaeTcs YMNOSHOMOYEHHbIM
denepanbHbIM OpraHoOM UCNONTHUTENBHOW BRacTu.

MHdopmaLms 06 usMeHeHusix:

®edeparibHbiM 3akoHoM om 3 urornist 2016 2. N 305-®3 6 yacmb 2 cmambu 58.1
Hacmosiweao PedeparibHO20 3aKOHa 8HECEHbI UBMEHEHUST

CmMm. mekcm Yacmu 8 rpedbioywel pedakyuu

2. [opsaoK BKIOYEHUS NIEKAPCTBEHHbIX CPEeACTB ANA MEeAULNHCKOrO NPUMEHEHUS
B NnepeyeHb NeKapCTBEHHbIX CPeacTB AN MEOUUMHCKOro MpUMEHEHUs!, noanexalumx
NpeaMeTHO-KONMYECTBEHHOMY yYeTy, yCTaHaBnMBaeTcs YNONTHOMOYEHHbIM
degepanbHbIM OpraHOM WCMNOSTHUTENTbHOM BRacTU MO cornacoBaHuio ¢ dedepanbHbiM
OpraHOM UCMONHUTESbHOM BNACTU, YNOSTHOMOYEHHbIM B chepe BHYTPEHHUX Oen.

3. lNpeoMeTHO-KONNMYECTBEHHbIN YYET JIeKapCTBEHHbIX CPeaCTB AS1 MeAULMHCKOro
NPUMEHEHNS BeOyT MNPOU3BOOUTENM NEKAPCTBEHHbIX CPEeACTB, OpraHu3aumm OnTOBOW
TOProBfv feKkapCTBEHHbIMM CpeacTBaMu, anTedHble opraHusauun, WHOMBUAyarbHble
npegnpuHuMaTeny, MMerwme nUUEH3NI0 Ha (apMaueBTUYECKYID OeATEeNbHOCTb WK
NMUUEH3NI0  Ha  MEOUUMHCKYI  OedATeNnbHOCTb, W  MeauuMHCKME  opraHusauuu,
ocywecTensawowme obpaweHme  NeKapCTBEHHbIX CpeacTB  And  MeOuUMHCKOro
NPUMEHEHUS, NyTeM permcrTpauumn nobbix CBA3aHHbIX C UX obpalleHMeM onepaunn, npu
KOTOPbIX M3MEHSETCS UX KONMMYECTBO M (MNN) COCTOSIHME, B crieumarbHbIX XypHanax
yyeta onepauun, CBsi3aHHbIX C oObpalleHnem neKkapCTBEHHbIX CpPeacTB  Ans
MEeONLNHCKOro NpUMEHeHUs (ganee - cneunarnbHble XXypHanbl).

4. MpaBuna perncrpauum onepauumn, CBA3aHHbIX C obpalleHnemM neKkapCcTBEHHbIX
cpeactB ans MeOMUUHCKOrO MPUMEHEHUS, BKMAOYEHHbIX B MEpeYeHb NeKapCTBEHHbIX
cpeacTB Ong MeOUUMHCKOrO NpUMEHEeHUs, nognexawmx npegMeTHO-KONMYeCTBEHHOMY
y4yeTy, B cCneuuanbHbIX XypHanax W rpasuia BeAeHUSt U XpaHeHus1 crneumanbHbIX
XYPHanoB yTBepXAatoTCs YNOSTHOMOYEHHbIM (heaepanbHbiM OpraHoM UCMONTHUTENBHOMN
BMacTu.

5. KoHTponb 3a cobniogeHnem npasBun perucrpaumm onepaumm, CBA3aHHbIX C
obpalleHneM nekapCTBEHHbIX CPEACTB ANs MEAULMHCKOro NPUMEHEHUS, BKIKOYEHHbIX B
nepeyeHb JEeKapCTBEHHbLIX CPeAcTB ANs MEeOUUMHCKOrO MPUMEHEHUA, noasexalmx
NpegMeTHO-KONMMYECTBEHHOMY  y4yeTy, B CreumanbHblX >KypHanax, a Takke 3a
cobnogeHnemM npaBun Be4EHUS U XpPaHEHUs creuumanbHbIX XypHaroB BoO3raraercsi Ha
YNONIHOMOYEHHbIE  doefiepalrnibHble  OpraHbl  WUCMOSMIHUTENbHOM BNactTM U OpraHbl
MCNONMHUTENbHOM BRacTu cybbekToB Poccuinckon degepauun, OcyLlecTBNsAOLMNE
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JIMUueH3npoBaHmne npon3BoAcCTBa J1IeKapCTBEHHbIX cpencTs, cpapmaueBqueCKon
NEATENbHOCTM U MEOUUMHCKOW OEeATENbHOCTU, WU OCyLllecCTBIIAeTCA B paMKaX
JIMUEH3NOHHOIO KOHTPOIIA.

FAPAHT:

CMm. komMmeHTapun k ctaTbe 58.1 HacToswero PeneparnbHOro 3akoHa

MaBa 11. YHMUYTOXeHne nekapCcTBeHHbIX CPeacTB

Crtatba 59. OCHOBaHM1S 1 NOPSLOK YHUMTOXEHUS NIeKapCTBEHHbIX CPeacTB
MHdopmaums 06 usmeHeHusix:
®edeparibHbiM 3aKkOHOM om 22 dekabpsi 2014 2. N 429-®3 ¢ yacmb 1 cmambu 59
Hacmosiuwe2o ®edepasibHO20 3aKOHa BHECEHbI UBMEHEHUS, acmyrarowjue 8 cusny ¢ 1
urons 2015 e.

CmMm. mekcm Yacmu 8 rpedbioyuwel pedakyuu
1. HepobpokayecTBeHHble NEKapCTBEHHbIE CpPeAcTBa, danbCUdULMPOBAHHbIE
fekapCcTBEHHbIE CpeacTBa NoAafiexaT MU3bATUID M3 00palLEeHUs U YHUYTOXEHUIO B
nopsagke, ycraHosneHHoM [lpasutensctBom Poccuinckon ®epepaunmn. OcHoBaHMEM aAns
YHUUTOXEHUS NIEKAPCTBEHHbLIX CPEACTB SBMSETCS pelleHne Bragenbua NekapCTBEHHbIX
CpeacTB, pelleHne COOTBETCTBYHOLLEro YMNOSIHOMOYEHHOrO doefepanbHOro opraHa
NCMNOMHUTENBHON BNACTU UNn peLleHne cyaa.

MHdopmaumsa 06 namMeHeHusx:

®edeparibHbiM 3aKOHOM om 22 dekabpsi 2014 2. N 429-®3 ¢ yacmb 2 cmambu 59
Hacmosiuje2o ®edeparibHO20 3aKOHa 8HECEHbI USMEHEHUSsI, ecmynarouue 8 cusny ¢ 1
urons 2015 e.

CmMm. mekem Yacmu 8 rpedbioywel pedakyuu

2. KoHTpadhakTHble NnekapcTBEHHbLIE CpeacTBa noanexaT n3batuio n3 obpalleHus
N YHUYTOXEHUIO NO pelweHuio cyda. [lopagok  YHUYTOXEHUSA  KOHTpadakTHbIX
neKapCcTBEHHbIX CpeacTB ycTaHaBnmBaeTcs [NpaButensctBom Poccunckon denepaunu.

3. Pacxogbl, cBfi3aHHble C YHUYMTOXEHWEM KOHTpaaKTHbIX JIeKapCTBEHHbIX
cpeactB, HegobpoKaydeCTBEHHbLIX JEKAPCTBEHHbIX CPeacTB, danbCUPULMPOBAHHbIX
neKapcTBEHHbIX CPeacTB, BO3MELLAKTCA UX BragenbuemM.

4. Bnapgeneuy, NnekapCTBEHHbIX CPeACTB AOSMKEH NpeacTaBuUTb B YMNONTHOMOYEHHbIN
defepanbHbI - OpraH  UCMOSTHUTENBbHOW  BNacTM  OOKYMEHT WU 3aBEPEHHYK B
YCTAHOBMEHHOM ropsgKke ero  Konuw, noareepxgawwme @akT  YHUYTOXEHUS
neKapcTBEHHbIX CPeacTB.

5. CooTBeTCTBYIOLWMIA YNONHOMOYEHHbBIN doeaeparbHbii OpraH UCMOMHUTENBHON
BMACTW, NPUHABLLMIA peLleHne 00 YHUYTOXEHUN NeKapCTBEHHbIX CPEACTB, OCYLLECTBNSAET
KOHTPOSb 32 NX YHUYTOXEHMEM.

6. YHUYTOXEHME JIeKapCTBEHHbIX CPeACcTB MNPOU3BOAUTCS  OpraHmMsauusiMu,
NMEIOLLMMN COOTBETCTBYHOLLYIO JIMLIEH3UIO, HA creumnanbHO 000pYyAOBaHHbIX MoLllagKkax,
NonmMroHax n B cneumnanbHO 060pyLOBaHHbIX NOMELLEHMSX ¢ cobnogeHnem TpeboBaHni
B 00nactu oxpaHbl OKpyXalwwen cpedbl B COOTBETCTBUM C 3aKOHOAATENbCTBOM
Poccunckon denepauum.

7. HapkoTunyeckme nekapCTBeHHble CpPeacTBa, MNCUXOTPOMHbIE JIeKapCTBEHHbIE
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cpeacTBa, paavodapMaleBTUYEeCKMe IeKapCTBEHHblE CpeAcTBa YHUUTOXAKTCHA B
COOTBETCTBUM C 3aKkoHoaaTernbcTBoM Poccuitckon Penepaumm.
FAPAHT:

CM. KoOMMeHTapum K ctaTbe 59 HacTosero PeaepanbHOro 3akoHa

MaBa 12. locyaapcTBeHHOE perynupoBaHue LieH Ha JfleKapCTBEeHHbIe npenapaTbl
Ana MeaAULUHCKOro npuMeHeHus

CrtaTtbs 60. [ocynapcTBEHHOE perynmpoBaHue LEeH Ha fnekapcTBEHHbIE npenapaTbl
A5 MeQULMHCKOrO NPUMEHEHNSA
[ocynapCcTBeHHOE perynupoBaHMe LUeH Ha nekapCTBEHHble npenapaTbl And
MeANLNHCKOrO NPUMEHEHUS OCYLLLECTBNSAETCA NOCPeaCTBOM:

NHdbopmaumsa 06 nsmeHeHusx:
®edeparibHbIM 3aKOHOM om 22 dekabpsi 2014 2. N 429-®3 nyHkm 1 cmambu 60
Hacmosiwezo ®edeparibHO20 3aKOHa U3/10)KEH 8 HOBOU pedakuyuu, ecmynaru,el 8
cuny ¢ 1 urons 2015 e.

CmMm. mekem riyHKma 8 rpedbidywed pedakuuu

1) yrBepxaeHusa [lNMpasutensctBoMm Poccurickon degepaumm nepeydHs KU3HEHHO
HEOOXOANMbBIX M BaXKHEWLUUX JIeKapCTBEHHbIX MnpenapaTtoB, KOTOPbIA cOpMUPOBaH B
YCTAHOBMEHHOM WM ropsgke Ha OCHOBE KOMIMIIEKCHOW OLEeHKM JleKapCTBEHHbIX
npenapaTtoB, BKM4Yad aHanu3 CBeAeHU O  CPaBHUTENbHOWM  KIMHUYECKOM
appekTMBHOCTN M Be30NacHOCTU NEeKapCTBEHHOro CpeacTsBa, OUEHKY 3KOHOMWUYECKUX
nocneacTBUA NPUMEHEHUs] NEeKapCTBEHHONO CpeacTBa U U3ydYeHue [OONOSTHUTENbHbIX
NoCreacTBU NPUMEHEHUS NIeKapCTBEHHOIO CPeaCTBa;

MHdopmaumsa 06 namMeHeHusx:

®edeparibHbiM 3aKkOHOM om 22 dekabpsi 2014 2. N 429-®3 6 nyHkm 2 cmambu 60
Hacmosiuje2o ®edeparibHO20 3aKOHa 8HECEHbI USMEHEHUs], ecmynarouue 8 cusny ¢ 1
urons 2015 e.

CmMm. mekem riyHKma 8 rpedbidywed pedakuuu

2) yTBEPXOEHUS METOAMKM YCTAHOBIIEHUA MPOU3BOAUTENAMU FNEKAPCTBEHHbIX
npenapaToB npeaenbHbIX OTMYCKHbIX LEeH Ha fleKkapCTBEHHbIE npenapaThl, BKIHOYEHHbIE B
nepeyvyeHb XXN3HEHHO HEOBXOOUMbIX U BaXXHEMWLLMX NEKAPCTBEHHbIX NpenapaToB, a Takke
BHeAPEHUSI MEXaHM3MOB (POPMUPOBAHNS CUCTEMbI pePEPEHTHBIX LIEH;

3) rocyaapcTBEHHOM permcTpaumMm  YCTaHOBMEHHbIX  MPOM3BOAUTENSMU
neKapCcTBEHHbIX MpenapaToB MNpedesibHbIX OTNYCKHbIX LUEeH Ha JieKapCTBEHHble
npenapaTbl, BKIOYEHHbIE B MNEPEYEHb >KU3HEHHO HEeOBXOoOUMbBbIX W  BaKHEMLUMX
neKapCcTBEHHbIX Npenapartos.;

4) BeOeHus  roCydapCTBEHHOrO  peectpa  nNpefernibHbiX  OTAYCKHbIX  LEeH
NPOM3BOAUTENEN Ha NEKApPCTBEHHbIE MpenapaTbl, BKMAOYEHHbIE B MNepedYeHb XU3HEHHO
HEeOOXOANMbBIX U BaXXHENLLNX NIEKapCTBEHHbIX NPenapaTos.;

5) yTBEpXOEHUs MeToAMKM YCTAHOBMNEHWUS OpraHaMmu WCMOSTHUTENBHOW BriacTu
cybbektoB Poccuinckon depepaunmn npenernbHbIX pasmMepoB ONTOBbIX HaabaBoK U
npeaenbHbIX PasMepoB PO3HUYHBbIX HagbaBOK K (akKTUYECKMM OTMYCKHbIM LieHaM,
YCTAHOBMEHHbIM MPOU3BOANTENSMU JIEKAPCTBEHHbLIX MpenapaToB, Ha JfeKapCTBEHHbIE


http://ivo.garant.ru/document?id=57403072&sub=620
http://ivo.garant.ru/document?id=70726338&sub=41
http://ivo.garant.ru/document?id=70726338&sub=1412
http://ivo.garant.ru/document?id=57403072&sub=610
http://ivo.garant.ru/document?id=70726338&sub=41
http://ivo.garant.ru/document?id=70726338&sub=41
http://ivo.garant.ru/document?id=70726338&sub=1411
http://ivo.garant.ru/document?id=12071699&sub=100000
http://ivo.garant.ru/document?id=52390025&sub=0
http://ivo.garant.ru/document?id=12080591&sub=1000
http://ivo.garant.ru/document?id=70628348&sub=100
http://ivo.garant.ru/document?id=12007402&sub=29

npenapaTbl, BKIOYEHHbIE B MNEPEYEHb >KU3HEHHO HEOBXOOUMbBIX W  BaKHEWLUMX
neKapCcTBEHHbIX Npenapartos.;

6) yCTaHOBNEHUs MpeferibHbIX pasMepoB ONTOBbIX HaabaBOK W npeaenbHbIX
pa3sMepoB PO3HMYHbLIX HaA6aBOK K (PaKTUYECKMM OTMYCKHbIM LieHaM, YCTaHOBJIEHHbIM
NPOM3BOAUTENAMM FIeKapCTBEHHbIX MNpenapaToB, Ha JIeKapCTBEHHble npenaparhbl,
BKITIOYEHHbIE B MEpPEeYEeHb XU3HEHHO HEeOobXOoOMMbIX W BaXKHEWULUUX FeKapCTBEHHbIX
npenapartos;

7) yTBEPXKOEHMSA NOPSAKa Bblgaum rnpeanmcaHmini opraHam UCNosTHATENbHOM BNacTn
cybbektoB  Poccuickon  depepaumm O NpUMBEOEHUMM B COOTBETCTBME  C
3akoHogaTtenbcTBOM Poccuickon denepaunmn pewleHun 06 ycTaHOBNEHUU NpenesibHbIX
pa3sMepoB ONTOBbIX HaabaBOK W MpedenbHbIX pPasMepoB PO3HUYHBLIX HaabaBoOK K
paKkTUY4ECKMM OTMYCKHbIM LieHaM, YCTAaHOBMEHHbIM MNPOU3BOAUTENAMM NEKAPCTBEHHbIX
npenapaTtoB, Ha JIeKApPCTBEHHbIE MnpenapaTbl, BKMIOYEHHbIE B MNepedYeHb XU3HEHHO
HEeOBXoOMMbIX W BaXXHEMLINX NEeKapPCTBEHHLIX MnpenapaToB, €CfM OHW MNPUHATbI C
HapyLeHneM 3akoHogaTensctea Poccuinckon depepauumm, B nopsigke, yCTaHOBNEHHOM
MpaBuTenbcTBoM Poccunckon degepaumu;

8) HanpaBneHnsa YNosIHOMOYEHHbIM dbedepanbHbiM OpPraHOM  MUCMOMHUTENBHOM
BNacTM opraHaMm WCMOMHUTENbHOW Bractn cybbektoB Poccuickon denepaunn
npeanucaHn O MNpuBeOEHUM B COOTBETCTBME C 3akoHogaTtenbCTBOM Poccuirckon
degepaumn MNpUHATBIX C HapylleHMeMm 3akoHopatenbcTBa Poccurckon Pepepauum
peweHnn o6 ycTaHOBMNEHUN NpenenbHbiX pa3MepoB ONTOBbIX HaAL0aBOK M nNpeaenbHbIX
pa3mMepoB PO3HNYHbIX HAaAbaBOK K LleHaM Ha NleKapCTBEHHbIE NpenapaThbl, BKNOYEHHbIE B
nepeyvyeHb XN3HEHHO HEOBXOANMbBIX N BaXKHEMLLMX NTEKAPCTBEHHbLIX NPEenaparos;

MHdopmaumsa 06 u3mMeHeHusX:
®edeparibHbiM 3akoHOM om 25 utoHsA 2012 2. N 93-@3 nyHkm 9 cmambu 60
Hacmosiuweao PedepasibHO20 3aKOHa U3OXEeH 8 HO8oU pedakuyuu

CmMm. mekcm riyHKma 8 rpedbidywed pedakyuu
9) ocywecTBneHns denepanbHOro rocygapCTBEHHOro Haasopa B cdepe
obpalleHns nekapCTBEHHbIX CPeaCTB U permoHasribHOro rocyAapCTBEHHOIO KOHTPONA 3a
NPUMEHEHNEM LIEH Ha JleKapCTBEHHbIEe npenapaTbl COOTBETCTBEHHO YMNOMHOMOYEHHbIMN
denepanbHbIMM  OpraHamMu  UCMOSNTHUTENbHON BRacTm U opraHaMuM UCMOMHUTESNbHON
Bnactn cybbektoB Poccurckon ®degepauum cornacHO MX KOMMETEeHUMW B Mopsagke,
ycTaHosrieHHoM lNpaBsutensctBomM Poccuickon ®egepaunu;
10) npMMeHeHns NpeayCMOTPEHHbIX 3akoHoaaTenbcTBoM Poccuinckon denepaunm
Mep OTBETCTBEHHOCTM 3a HapylleHue nopsgka LUeHooOpasoBaHUA Ha KU3HEHHO
HeoOXoAnMble N BaXKHeWLLME fnekapCTBEHHbIE npenaparhbl.
FAPAHT:

CM. kKomMeHTapun Kk ctaTbe 60 HacTosiwero PegepanbHOro 3akoHa

MHdopmaumsa 06 nameHeHusx:

®edeparibHbIM 3akoHOM om 8 mapma 2015 2. N 34-03 HaumeHosaHue cmambu 61
Hacmosiwezo ®edeparibHO20 3aKOHa U3/10)KEHO 8 HOBOU pedakyuu, ecmynaruwel 8
cuny ¢ 1 urons 2015 e.

CM. mekcm HauMeHoegaHUs 8 npeodbidywel pedakyuu
Crtatbs 61. TocygapCTBEHHas perncrtpauus yctaHaBnmBaeMblX NPoOn3BoaUTENSMN
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neKkapcTBEeHHbIX  MpenapaTtoB  MpeferibHbiX  OTNYCKHbIX  LUEeH  Ha
nekapcTBeHHble nmnpenapartbl, BKMNIOYEHHblIE B MepeyvYeHb KU3HEHHO
HeoBXoOUMbBIX N BaXKHENLLMX NIEKapCTBEHHbIX NpenapaTos
MHdopmaumsa 06 uamMeHeHusx:
®edeparibHbiM 3akoHOM om 8 mapma 2015 2. N 34-®@3 yacmb 1 cmambu 61
Hacmosiwe2o @edepasibHO20 3aKOHa U3/10XKeHa 8 Ho8oU pedakyuu, ecmynaruw,el 8
cuny ¢ 1 uronsa 2015 a.

CmMm. mekem Yacmu 8 rpedbioywel pedakyuu
1.  YctaHaBnMBaemblie  MPOU3BOOUTENSMW  JIEKAPCTBEHHbIX  MNpenapaTtoB
npeaenbHble OTMYCKHbIE LieHbl Ha NIeKapCTBEHHbIE NpenapaTthl, BKOYEHHbIE B NepeyeHb
XU3HEHHO HEOBXOOMMbBIX W BaXXHEWLIMX JIeKapCTBEHHbIX MpenapaToB, noanexar
rocyqapCTBEHHOM  perncrpaumMm B nopsike,  yCTaHoBreHHOM  [1paBUTENbCTBOM
Poccuinckon ®egepauum.

MHopmaumns 06 usmeHeHusix:

®edeparbHbiM 3akoHOM om 8 mapma 2015 2. N 34-®3 yacmb 2 cmambu 61
Hacmosiwe2o ®edeparibHO20 3aKOHa U3/ioXeHa 8 Hogou pedaKyuu, ecmyrnarouel 8
cuny ¢ 1 uronsa 2015 a.

CmMm. mekcm Yacmu 8 rpedbioyuwel pedakyuu

2. Ha ocHoBaHunm nogaHHoro Ao 1 oKTabpsa Kaxgoro roga  3asiBNeHUs
NPON3BOAUTENS FNEKApPCTBEHHbIX MpPenapaTtoB, BKMIOYEHHbIX B MEpPeYeHb >XMU3HEHHO
HeoBXoOMMbIX W BaXHEWLWMUX JIEKAapCTBEHHbIX npenapaToB, 3aperncTpupoBaHHas
npegenbHasi OTMyCKHasi LEeHa Ha JeKapCTBEHHbIM  npenapatr MOXeT ObITb
nepeperucTpypoBaHa OOWH pa3 B KaneH4apHOM rogy B ropsjike, YCTaHOBIIEHHOM
MNMpaBuTenbcTBoM Poccunckon denepaumn.
FAPAHT:

CwMm. cnpaBky 0 NpeaenbHbIX pasMepax onToBbIX HAA0aBOK M NpeaenbHbIX pasMmepax
PO3HUYHbIX Ha40aBOK K LleHaM Ha XXM3HEeHHO HeobxoauMble U BaXHenLmne
nekapctBeHHble npenapatbl (KHBJIIM), ycTaHOBNEHHbIE B CyObekTax PO

2.1. Ytpatuna cuny ¢ 1 nonsa 2015 r.
MHopmaums 06 usmeHeHusix:
Cm. mekem yacmu 2.1 cmamabu 61

2.2. Ytpatuna cuny ¢ 1 niong 2015 r.

MHdopmauumsa 06 M3mMeHeHusx:

CM. mekecm yacmu 2.2 cmambu 61

®edeparibHbIM 3akoHoM om 8 mapma 2015 2. N 34-©3 yacmb 3 cmambu 61
Hacmosiwezo ®edeparibHO20 3aKOHa U3/10KeHa 8 HO80U pedakyuu, ecmynaruwel 8
cuny ¢ 1 urons 2015 e.

CmMm. mekem Yacmu 8 rpedbioywel pedakyuu
3. PacyeTt npegenbHbIX OTMYCKHbIX LEH, YKasaHHbIX B 4YacTtax 1 v 2 HacTodAwen
cTaTby, NPU UX rOCYOapCTBEHHOW perncTpaumm unm nepeperucTparmm ocyLecTBrseTcH B
COOTBETCTBUN C METOOUKON, yTBEpXKAeHHoM [MpaBuTtenbctBoM Poccuickon denepaumm m
YyUMTbIBaOLLEN, B YACTHOCTH:
1) cobnogeHne GanaHca MHTepPecoB NoTpedbutTenen nekapCTBEHHbLIX NpenapaTos,
BKIIOYEHHbIX B MNEPEYEeHb >XMU3HEHHO HEOBXOOUMbIX M BaXXHEWULMX NEeKapCTBEHHbIX
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npenapaTtoB, U NPOU3BOANTENEN NEKAPCTBEHHbIX NpenapaToB, BKMNKOYEHHbIX B NEpeYeHb
XN3HEHHO HEOOXOANMbBIX N BaXKHENLLMX NEKAPCTBEHHbIX Npenaparos;

2) haKTMYECKyl0 OTMYCKHYIO LIEHYy Ha NeKapCTBEHHble npenapaTtbl B Poccumnckom
depgepaumn, LeHy BBO3a neKapCTBEHHbIX MpenapaTtoB B Poccuickyto depepaumio, a
TaKKe LEeHbl Ha aHanorMyHble fieKkapcTBEHHbIE NpenapaTthbl, Haxoasawmecs B obpalleHum
B Poccuinckon denepauum;

3) 3aTpaTbl NPOU3BOAMTENS JIEKapCTBEHHOro npenaparta Ha Mpou3BOACTBO W
peanusauuio nekapCTBEHHOro npenapara;

4) UeHy Ha nekapCTBEHHbIN npenapat MHOCTPAHHOrO NPOM3BOACTBA, €ro LEHY B
CTpaHe Npou3BoauTENs U B CTpaHax, B KOTOPbIX npenapart 3apernctpupoBaH u (Mnu) B
KOTOpble NOCTaBMSAETCA NHOCTPAHHbLIM NPON3BOAUTENEM.

FAPAHT:

CMm. MeToauky ycTaHOBMEHUS1 NPOM3BOANTENAMM NEKAPCTBEHHbIX NpenapaToB
npeaenbHbIX OTMYCKHbIX LEH Ha NIeKapCTBEHHbIE Npenaparbl, BKITHOYEHHbIE B
nepeyveHb XN3HEHHO HEOOXOANMbBIX N BaXKHENLLMX NIEKAPCTBEHHbLIX Npenaparos,
yTBEPXKOAEHHYIO Npunka3zoM MUHUCTEPCTBA 34paBOOXPaHEHNSA U COLManbHOro pasBuTus
P® n ®depepanbHom cnyx6bl no Tapudgam ot 3 Hosbpa 2010 . N 961H/527-a

MHdopmauumsa 06 u3MeHeHusx:

®edeparibHbiM 3akoHOM om 3 utornisi 2016 2. N 350-03 e yacmb 4 cmambu 61
Hacmosiue2o ®edepasibHO20 3aKOHa 8HECEHbI U3MEHEHUST

CmMm. mekcm Yacmu 8 rnpedbioywel pedakyuu
4. He ponyckalwTca peanu3auma W OTNYCK JIeKAPCTBEHHbIX MNpenaparos,

BKIMIOYEHHbIX B MEPEYEHb XU3HEHHO HEOBXOOMMbBIX W BaXHEMLWUX NEeKapCTBEHHbIX
npenapatoB, Ha KOTOpble MNPOU3BOAMUTENSIMU  NEKAPCTBEHHbLIX MpenapaTtoB He
3aperucTtpypoBaHa npegenbHas  OTNYCKHAs  LeHa, peanu3aums KW OTNycCK
NPOM3BOAUTENSAMM  NIEKAPCTBEHHLIX  MNpenapaTtoB NO  LEHaM, NpeBbllaloWLmm
3aperucTpmpoBaHHble NpeaenbHble OTNYCKHbIE LIEHbI HA NTEKapPCTBEHHbLIE Npenaparbl.

MHdopmaumsa 06 nsmeHeHusx:

®edeparibHbiM 3akoHOM om 8 mapma 2015 2. N 34-®3 cmambsi 61 Hacmosiwea0

®edeparibHO20 3aKoHa OorofIHeHa Yacmeto 5, ecmynarowied 8 curny ¢ 16 mapma

2015 a.

5. OcobeHHOCTN rocyaapCTBEHHOIO perynupoBaHus npedenbHbIX OTMYCKHbIX LEeH

Ha NEeKapCTBEHHblE Npenapatbl, BKIOYEHHbLIE B MEPEYEHDb XM3HEHHO HEOoOXoAUMbIX W
BaXKHENLUMX NEKapCTBEHHbIX MpenapaTtoB, B 3aBUCUMOCTU OT 3KOHOMWUYECKMX WU (MNK)
coumanbHbIX KpuTepueB (M3MEHEHWE YCNOBWW, Mopsidka U CTOMMOCTW MNPOM3BOACTBA
NeKapCTBEHHbIX MpenapaTtoB, WCMNOMb30BaHWE HOBbLIX (opM, MeEToAoB W crnocobos
rocygapCTBEHHOIO pPeryrnmpoBaHns LEeH Ha NeKapCTBEHHbIe npenapatbl, B TOM YuUChe Ha
OCHOBE MexaHu3ma pedepeHTHOro LeHoobpas3oBaHWUS, U3MEHEHUW MopsaaKa OKasaHuA
MEONLUNHCKON MNOMOLLKN, U MWHble WU3MEHEHUS) YycTaHaBnmBawTcs [lpaBUTENLCTBOM
Poccuiickon degepauum.

FAPAHT:

CM. KoMMeHTapun k ctaTbe 61 HacTosilero PegepanbHOro 3akoHa

Cratba 62. [oCyOoapCTBEHHbI peecTp  NpedenbHbIX — OTMYCKHbIX  LeEH
Npou3BoaMTENEN Ha NeKapCTBEHHbIE Npenapatbl, BKNIOYEHHbIE B NEPEYEHb
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XN3HEHHO HEOBXOOUMBIX N BaXXHENLLMX NIEKapCTBEHHbIX NpenapaToB

1. 3apeructpvpoBaHHble npefenbHble OTMYCKHble UEHbl Ha JleKapCTBEHHbIe
npenapatbl, BKMIOYEHHbIE B MNepeyvyeHb >XU3HEHHO HeOBXOAUMbIX W  BaXXHEWLUMX
NeKkapCTBEHHbIX MpenapartoB, noasiexar BKMNIOYEHU0 B rOCYLapCTBEHHbLIN  peecTp
npegeribHbIX  OTMYCKHbIX LEeH nNpouM3BOAMUTENEN Ha reKapCTBEeHHble npenaparhl,
BKIMIOYEHHbIE B MNepevYeHb >XMU3HEHHO HeOoBXOOMMbIX W BaXXKHEWLWIUX NeKapCTBEHHbIX
npenaparos.

2. TocyoapCTBEHHbIM peecTp npederibHbIX OTMYCKHbIX LUEeH npou3BoauTenen Ha
nekapcTBeHHble npenapaTbl, BKIOYEHHble B MepevYeHb >XU3HEHHO HeobXoauMbIX U
BaXHENLLMX NeKapCTBEHHbIX NpenapaToB, COAEPXUT B cebe crieayoLyo MHpopmaumio:

MHdopmaums 06 usmeHeHusix:

®edeparibHbIM 3aKOHOM om 22 Oekabpsi 2014 2. N 429-®3 nyHkm 1 yacmu 2
cmambu 62 Hacmosiweao ®edepalrlbHO20 3aKOHa U3/10XeH 8 HogoU pedaKyuu,
ecmynarowied 8 cuny ¢ 1 uronsa 2015 a.

CmMm. mekcm riyHKma 8 rpedbidywel pedakyuu
1) HaMmeHOBaHWe gepXxatena unu BrnagernbLua perncTpaunoHHOro yaoCToBEPEHUS
NeKapCTBEHHOro  npenapaTta, HauMMeHOBaHWe  Npou3BOAUTENA  fleKapCTBEHHOro
npenapaTta, MeCTO HaxOXOEeHUS TMPOU3BOACTBEHHbLIX MMOWAaA0K, Y4acTBYHOLWNUX B

npoLecce Npou3BOACTBa NeKapCTBEHHOrO npernaparta, C ykasaHvem cTaguu npolecca
NMPON3BOACTBA;

MHdopmaumsa 06 u3mMeHeHusX:

®edeparibHbIM 3aKOHOM om 22 0ekabpsi 2014 2. N 429-®3 6 nyHkm 2 4acmu 2
cmambu 62 Hacmosiue2o ®edeparibHO20 3aKOHa 8HECEHbI UBMEHEHUS, 8cmyraroujue
g cuny ¢ 1 urnsa 2015 a.

CmMm. mekem riyHKma 8 rpedbidywed pedakuuu
2) HanMeHoBaHne neKapCTBEHHOrO npenapaTta (MexxgyHapogHoe
HenaTeHTOBaHHOE, UMK rPYNNMPOBOYHOE, UMM XMMNUYECKOE N TOProBoe HauMeHoBaHus);
3) HOMEp pPEerucTpaunoHHOro yaocToBEepPEHUS fIekapCTBEHHOIo npenapara;
MHdopmaumsa 06 namMeHeHusx:
®edeparibHbiM 3aKOHOM om 22 0ekabpsi 2014 2. N 429-®3 6 nyHkm 4 yacmu 2
cmambu 62 Hacmosiweao ®edepalribHO20 3aKOHa 8HECEHbI UBMEHEHUS, scmyratoujue
g cuny c 1 uronsa 2015 a.

CmMm. mekem riyHKma 8 rpedbidywed pedakuuu
4) nekapcTtBeHHada (popmMa C ykasaHMEM LO3MPOBKU NIEKAPCTBEHHOIO npenapara u
ero KonnyecTtea BO BTOPUYHOM (NOTPeOUTENBbCKOM) YNakoBKe, a TakkKe KOMMNIIEKTHOCTb;
5) saperncTpupoBaHHada npegenbHasi OTNyckHas LeHa B pyonsx;
MHdopmaumsa 06 nameHeHusx:
®edeparibHbiM 3aKOHOM om 22 dekabpsi 2014 2. N 429-®3 nyHkm 6 yacmu 2
cmambu 62 Hacmosuw,e2o PedeparibHO20 3aKoHa U3oXeH 8 Ho8oU pedaKuyuu,
ecmynarowed e cuny ¢ 1 uronsa 2015 a.

CM. mekem riyHKkma 8 rpeodbidywed pedakyuu
6) pata w“ HOMep TnpuKasa YMNOSIHOMOYEHHOro pegepanbHOro opraHa
MCMOMHUTENBHONW BMacTM O [OCydapCTBEHHOW  peructpauuu, nepeperucrpaumm
npegesibHoM OTMYCKHOM LEeHbl Ha NeKapCTBEHHbIN npernapart, BKIOYEHHbIN B MepeyeHb
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YXM3HEHHO HEOOX0AMMbIX U BaXKHEMLLINX JIEKapCTBEHHbIX NpenapaTtos,

MHdopmaumsa 06 uamMeHeHusx:

®edeparibHbIM 3aKkOHOM om 22 0ekabpsi 2014 2. N 429-®3 yacmb 2 cmambu 62
Hacmosuwe2o ®edeparibHO20 3aKOHa OOMOJIHeHa MyHKMOoM 7, ecmyrnarouwuM 8 cusly ¢
1 urons 2015 e.
7) WTPUXOBOM KOO, HaAHECEHHbIA Ha BTOPUYHYHK (MOTPEOUTENBLCKYID) YMNaKoBKY
rnekapCcTBEHHOro npenapara;

MHdopmaumsa 06 n3MeHeHusX:

®edepasibHbIM 3aKkOHOM om 22 0ekabpsi 2014 2. N 429-®3 yacmb 2 cmambu 62
Hacmosiwezo @edeparibHO20 3aKoHa O0ro/IHeHa rMyHKMoM 8, ecmyrnarowum 8 cusly ¢
1 urons 2015 e.

8) Kog nekapCTBEHHOro npenapara Mo aHaToMO-TepaneBTUYECKO-XMMUYECKON
Knaccudumkauum, pekomeHaoBaHHOM BceMnpHoM opraHnsaumen 3agpaBooXpaHeHus.

3. [ocypapcTBeHHas perucrpauus npegenbHbIX OTNYCKHbIX LIeH Ha SleKapCTBEHHbIE
npenapatbl, BKMIOYEHHbIE B MepeyvyeHb >KMU3HEHHO HeOBXOAUMbIX W  BaXXHEWLLMX
NeKkapCTBEHHbIX MpenapatoB, BeAeHWe TrocygapCTBEHHOro peectpa npedernbHbIX
OTMYCKHbIX LIEH nNpou3BOAMTENEN Ha JNeKapCTBEHHble rpenapartbl, BK/IOYEHHble B
nepeyeHb XWU3HEHHO HeOOXOAMMbBbIX U BaXHEWWUX JieKapCTBEHHbLIX nNpenapaTos,
OCYLLeCTBNATCA B  Nopsgke, ycrtaHoBneHHoMm  [lpaButenbctBom  Poccuinckon
depepauymn.

FAPAHT:

Cm. AgMunHucTpaTtmBHbIN pernameHT MuHsgpasa Poccum no npegocTaBneHnio
rocyaapCTBEHHOW YCIYrn No rocyaapCTBEHHON perncTpaunm npenenbHbIX OTNYCKHbIX
LeH Ha fiekapCTBEHHbIe npenaparbl, BKITHOYEHHbIE B NepedeHb XU3HEHHO
HeoBXoaUMbIX N BaXKHENLLMX NIEKAPCTBEHHbIX NpenapaToB, yTBEPXKOEHHbIN NPUKa3oMm
MwuHucTepcTBa 3apaBooxpaHeHust oT 24 uons 2012 r. N 42H

CM. KOMMeHTapum K cTaTbe 62 HacTosLwero deneparibHOro 3akoHa

Cratba 63. YcraHoBrneHve opraHamMmy UCMOMHUTENbHOM BNactu CyObekToB
Poccuiickon ®epepaumn npefenbHbiX pasMepoB OMTOBbLIX HagbaBOK W
npegernbHbIX pa3MepoB PO3HUYHbIX HAL0aBOK K (PaKTUYECKMM OTMYCKHbIM
LeHaM, YCTaHOBIEHHbIM MPOU3BOAUTENAMMU JIEKapCTBEHHbLIX MpenapaTos,
Ha nekapcTBeHHble NpenapaTbl 4NA MeAULMHCKOro NPUMEHEHUs

MHopmaums 06 usmeHeHusix:
®edeparbHbiM 3akoHoMm om 13 urons 2015 e. N 241-®3 e vacme 1 cmambu 63
Hacmosiuwe2o ®edepasibHO20 3aKOHa BHECEHbI USMEHEeHUs

CmMm. mekem Yacmu 8 rpedbioywel pedakyuu

1. OpraHbl UcCNONHUTENLHOM BractTn cybbekToB Poccuinckon depepauyum
yCTaHaBnMBalT MpefenbHble pa3Mepbl ONTOBbIX HaAbaBOK M npefenbHble pasmMepsbl
PO3HMYHbLIX HaabaBOK K  (PaKTUY4ECKMM  OTMYCKHbIM  LieHaMm, YCTaHOBMEHHbIM
NPON3BOOUTENSIMU  NIEKapCTBEHHbIX MNpenapaToB, Ha JleKapCTBEHHble npenaparhl,
BKMIOYEHHbIE B MepevYeHb XXU3HEHHO HEeoOXOOMMbIX W BaXKHEWMLMX JeKapCTBEHHbIX
npenapatoB, B COOTBETCTBUM C YTBEPXOEHHOM B nopsigke, YCTaHOBNEHHOM
lNMpaButenbctBom Poccunckon degepaummn, MeTOOMKOW YCTAHOBIIEHUS OpraHamMmm
NCMNONHUTENBHON Bnactu cybbekToB Poccuiickon Pepepauum npeferibHbiX pasmepos
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ONTOBbIX HaabaBOK W MNpefenbHbIX PasMepoB PO3HMYHbIX HaO0aBOK K (haKTUYEeCKUM
OTMNYCKHbIM LieHaM, YCTaHOBMNEHHbIM MPOU3BOAUTESNSIMWN NIEKAPCTBEHHbBIX NpenapaTtos, Ha
nekapCTBeHHble Mpenapatbl, BKIOYEHHbIE B MepeyYeHb XU3HEHHO HeoOXO4MMBbIX U
BaXKHEWLUMX JSIeKapCTBEHHbIX npenapaTtoB. [1poeKkTbl peleHnin opraHoB NCMONMHUTENBHON
Bnactn cybwbektoB Poccuinckon Pegepaumm o6 yCTaHOBREHUUM U (MNKN) U3MEHEHUU
npegeribHbIX pasMepoB OMNTOBbIX HaAbaBOK W MpedenbHbIX pasmMepoB  PO3HUYHBIX
HagbaBOK K (aKTUYEeCKMM OTMNYCKHbIM LeHaM, YCTaHOBIIEHHbIM MPOU3BOAUTENSMU
rnekapCTBEHHbIX MpenapaToB, Ha NeKapCTBEHHbIE npenaparbl, BKIIKOYEHHbIE B NepeYveHb
XU3HEHHO HeOBXOAMMbIX W BaXHEWLWUMX FeKapCTBEHHbIX MpenapaToB, nognexar
cornacoBaHuio ¢ pegepanbHbIM OpPraHoOM MCMNOSMTHUTESNBbHOM BNAcTW, YNOSTHOMOYEHHbIM
OCYLLEeCTBNATbL MPaBOBOE perynvpoBaHne B cdepe rocygapCTBEHHOro perynupoBaHus
ueH (TapudoB) Ha TOBapbl (ycnyrun), B Mopsigke, YCTaHOBMEHHOM [lpaBUTENbLCTBOM
Poccunckon ®enepauum.

FAPAHT:

Cwm. MNpaBwuna ycTaHOBNEHNA NpeaenbHbIX pa3MepoB OMTOBbLIX U NpeaeribHbIX

pa3MepoB PO3HUYHbLIX Ha0aBOK K hakTUYECKMM OTMYCKHbIM LieHaM Npoun3soguTenemn

Ha nekapcTBeHHble nNpenaparbl, BKIIOYEHHbIE B NepedeHb XU3HEHHO HEOBXOANMbIX U

BaXKHEMLLMX JIeKapCTBEHHbIX NpenapaTtos, B cybbekTax PP, yTBepXaeHHbIe

noctaHoeneHnem MNpasutensctea P® o1 29 oktsabps 2010 . N 865

2. OpraHumsaumMm OMTOBOM TOProBM U (MNK)  anTeYHble  opraHM3aumm,
NHOMBMAOYanbHble NpeanpuHUMarTenn, UMerLwmMe nUUeH3n Ha dapmaueBTUYeCcKyro
AeATeNbHOCTb, OCYLLECTBNSAKT peanusauuio NekapCTBEHHbIX NpenapatoB, BKAKYEHHbIX
B NnepeveHb >XM3HEHHO HeOOXOAMMbLIX M BaKHENLIMX feKapCTBEHHbIX MpenapaTtos, Mo
LeHaM, YpOBEHb KOTOpbIX He npeBbiaeT CyMMy akTUY4EeCKOW OTMYCKHOW LEHBbI,
YCTaHOBIIEHHON MPOU3BOAUTENEM JIEKAPCTBEHHbLIX MNpenapaTtoB M He npeBbllaloLemn
3aperncTpMpoBaHHON NpeaenbHOM OTMYCKHOW LeHbl, U pa3Mep OnToBoM HaabaBku U
(vnn) pasmep PO3HUYHOM HaabaBKWM, He MpeBbialoWne COOTBETCTBEHHO pasmepa
npegenbHon onTtoBon Hagbasknm M (MNK) pasmepa npedenbHONM PO3HMYHOM HaabaBKw,
YyCTaHOBMNEHHbIX B cybbekTe Poccuickon ®egepaunn.

3. OpraHbl ucnonHuTenbHon Bnactnm cybbektoB Poccuickon denepaunm
pasmewaror B cetm  "WHTepHeT" wunuM  onybnukoBbIBaAKOT  UMHOpMaUMO O
3aperncTpMpoBaHHON npeaesibHoM OTMNYCKHOW LeHe Ha JlekapCTBEHHble npenaparhl,
BKMIOYEHHbIE B MepevYeHb XXU3HEHHO HEeOOXOOMMbIX W BaXKHEWLMX JeKapCTBEHHbIX
npenapaTtoB, 06 ycTaHoBfneHHbIXx B cybbekte Poccuinckon dPepepaumm pasmepe
npeaenbHOM onToBoM Haabasku M (Mnn) pasmepe npenenbHOM PO3HUYHOW HagbaBku K
YCTAHOBMEHHbIM  MPOU3BOOUTENSIMU  JIEKAPCTBEHHbIX  MNpenapatoB  (©akTU4ECKUM
OTNYCKHbIM LieHaM Ha NeKapCTBEHHble MnpenapaTbl, BKITHOYEHHbIE B NepeyYeHb XU3HEHHO
HEeOOXOANMbBIX U BaXXHEWMLUMX NEeKapCTBEHHbIX npenapaTtoB, U 06 ykaszaHHOW B 4yactu 2
HacToswen crtatbu cymme. WHdopmauus, npesycMOTPEeHHas HacToswen 4acTbio,
AOSMKHA pasMeLlaTtbCa Takke B anTeyvHblX OpraHu3aumax B AOCTYNHOM ANS cBefeHus
BCEX 3aUHTEPECOBaHHbIX 1L, hopme 1 OBHOBATLCA NO Mepe ee onyBNMKoBaHUS.

4. MpuHATbIE C HapyLleHneM 3akoHoaaTenbcTBa Poccunckon denepaumm peleHus
OpraHoB MCMOMHUTENbHOW BracTn cybbekta Poccuickon ®enepauum o6 yctaHOBNEHUN
npegeribHbIX pasMepoB ONTOBbIX HaAbaBOK W MpedenbHbIX pPasmMepoB  PO3HUYHBIX
HaabaBOK K 3apermcTpMpoBaHHbIM NpefesibHbIM OTMYCKHbIM LieHaM Ha feKapCTBEHHble
npenapaTbl, BKIOYEHHbIE B MNEepevYeHb >KU3HEHHO HeobXoOuUMbIX W BaXKHEWLUMX
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nekapCTBEHHbIX NpenapaToB, noafexaTr oTMeHe B CyAeOHOM nopsiake.
FAPAHT:

CM. KOMMeHTapum K cTaTbe 63 HacTosLwero deaeparibHOro 3akoHa

MHdopmaumsa 06 uamMeHeHusX:

®edeparibHbIM 3aKoHOM om 22 Oekabps 2014 2. N 429-03 6 HaumeHosaHue arasbl
13 Hacmosiwezo ®edeparibHO20 3aKOHa BHECEHbI UBMEHEHUS, 8Cmyrnaroujue 8 cusly ¢
1 urona 2015 e.

CmMm. mekcm HaumeHo8aHUs 8 rnpedbidywel pedakuuu

Maea 13. MoHUTOpPUHTI 3chPEKTUBHOCTU U 6E30MNaCHOCTHU JIEKAaPCTBEHHbIX
npenaparoB, HaxogaawWwuxcsa B oopaweHumn B Poccunckon Pegepaumm

MHdopmaumsa 06 namMeHeHusx:

®edeparibHbiM 3aKOHOM om 22 0ekabpsi 2014 2. N 429-®3 cmambsi 64 Hacmosuweao
®edepalribHO20 3aKOHa U3/IoXKeHa 8 HoBoU pedaKyuu, ecmyrnarouwed e cuny ¢ 1 urosns
2015 a.

CmMm. mekcm cmambu 8 npedbidyuwel pedakyuu

CtaTbs 64. apmakoHaa3op

1. JlekapcTBeHHble npenapartbl, Haxogswmecss B obpauweHun B Poccuickon
depgepaumn, nognexar MOHUTOPUHTY 3PGEKTUBHOCTM UM BesonacHOCTM B LeEensx
BbISIBIIEHNA BO3MOXHbIX HEraTuMBHbIX MOCNEACTBUN UX MNPUMEHEHUs, UHOMBUAOYaNbHON
HEeNepeHoOCUMOCTH, NpeaynpexneHna MeouuMHCKMX  pabOTHUKOB, BeTepUHapPHbIX
cneumanucToB, NMauueHTOB WUNU BNagenbueB XMBOTHbLIX U UX 3alUUTbl OT NPUMEHEHUS
TaKMX NIEKAPCTBEHHbIX NpenapaTos.

2. ®dapmakoHag3op OCYLLECTBMSETCA COOTBETCTBYHOLMM  YNOSIHOMOYEHHbBIM
denepanbHbIM OpraHoOM UCMOMHUTENBHOW BriacTU B YCTAHOBIIEHHOM UM MOPsiAKe nyTem
aHanusa npegocTtaBndemon cybbektamm obpalleHuss NeKapCTBEHHbIX CpeacTB
MHopMaumMm O MNOBOYHbIX OEWCTBUSAX, HeXenaTemnbHbIX peakumsiX, Cepbe3HbIX
HeXxenaTeNbHbIX  peakuusix, HenpeaBuAEHHbIX HeXenaTemnbHbIX — peakumsax  npu
NPUMEHEHUN NEKAPCTBEHHbLIX npenapaTtoB, 06 WHAMBUAYaNbHOW HENEpPEeHOCMMOCTN,
OTCYTCTBMMN 3(P(PEKTUBHOCTN NEKAPCTBEHHbIX MpenapatoB, a Takke 00 MHbIX dhakTax u
obcToATENLCTBAX, MNPEACTaBNAOWMX Yrpo3y >XU3HU WKW 300POBbI0  Yenoseka nnbo
YXMBOTHOIO NPV NPUMEHEHNN NEeKapCTBEHHbIX NpenapaToB U BbisIBIEHHbLIX HA BCEX aTanax
obpalleHns nekapcTBeHHbIX npenapatoB B Poccunckon depepaummn u  gpyrnx
rocygapcrBax.

3. CybbekTbl obpalieHnss nekapCTBEHHbIX CPeacTB B MOpsiAKe, YyCTaHOBNEHHOM
YNOMHOMOYEHHbIM  dbefeparibHbiM ~ OpPraHOM  UCMOSHUTENbHOW  Bnactu, o064a3aHbl
coobuwateb B YMNOSIHOMOYEHHbIN eaepanbHblii  OpraH WCMOMHUTENBHON BRactu o
NOOOYHbIX OEWCTBUSAX, HEeXenaTernbHbIX peakumsx, Cepbe3HbiX HexXenaTerbHbIX
peakuusix,  HenpeaBuOEHHbIX  HeXenaTenbHbIX  peakuusax  nNpu  MNPUMEHEHUN
neKkapCTBEHHbIX MnpenapaTtoB, 006 uWHAMBMAYaNbHONW HEMNEPEHOCUMOCTU, OTCYTCTBUM
3 EKTUBHOCTM NEKaApCTBEHHbIX npenapatoB, a Takke 00 WHbIX dQaktax wu
obcTosATENbCTBAX, NPEACTaBMAIWMX YrPo3y >KMU3HM WM 340POBbID 4YernoBeka nnbo
XMBOTHOIO NPWU NPUMEHEHUN NIEKAPCTBEHHLIX NPenapaToB M BbISIBMIEHHbIX HA BCEX aTanax
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obpalleHns nekapcTBeHHbIX npenapatoB B Poccuinickon degepauumn un - Opyrnx
rocygapcrBax.

4. [JepxaTtenu unun Bnagenblbl PerMcTpaumMoHHbIX YOOCTOBEPEHNIN JIEKAPCTBEHHbIX
npenapaToB, lpuanYeckne nuua, Ha UMst KOTOpPbIX BblAaHbl paspeLlleHnsa Ha NpoBeaeHne
KNUHUYECKNX uccneposaHui B Poccuinckon depepauumn, nnbo ynosIHOMOYEHHbIE UMM
apyrve opugumyeckne nuua B pamMkax obecneveHns 6e30MacHOCTU JfIeKapCTBEHHbIX
npenapatoB B MOpsAgKe, YCTAHOBIIEHHOM COOTBETCTBYIOWMM  YNOSTHOMOYEHHbIM
defeparnbHbIM OpraHoOM UCMOSHUTENbHOW BNacTn, 0683aHbl OCYLECTBIATL NPUEM, YYeET,
006paboTKy, aHanM3 nU XpaHeHMe MOCTynawLlnX B UX agpec OT CyObeKkToB obpalleHus
neKapCTBEHHbIX CPEeACTB U OpraHoB rocy4apCTBEHHOM BriacTu coObLWeHnn 0 NOBOYHbIX
AENCTBUSAX, HeXenaTenbHbIX peakumnax, Cepbe3HbIX HexenaTenbHbIX U HenpeaBuaeHHbIX
HeXenaTeNibHbIX  peakumsix nNpu  NPUMMEHEHUM NEeKapCTBEHHbIX MpenapaTtoB, o006
OCOBEHHOCTAX WX B3aMMOAEWCTBMS C APYrMMW  JNIEKApPCTBEHHbIMM  MpenapaTamu,
NHOMBMAOYaANbHON HENEPEeHOCUMOCTU, a Takke 006 MHbIX ¢hakTax M obcToAaTenbCcTBax,
NpeacTaBnsaloWNX Yrpo3y >XU3HU WU 300POBbH0  YenoBeka nMbO KMBOTHOMO WIn
BNUAIOWMX HaA WU3MEHEHME OTHOLUEHUS OXMAAaeMOW Mofb3bl K BO3MOXHOMY PUCKY
NPUMEHEHNS NeKapCTBEHHbIX NpenapaToB.

5. lNpn BbIIBNEHMN WHGOPMaUUM O Cepbe3HbIX HeXenaTernbHbIX peakuusix wu
HenpeaBUAEHHbIX HeXenaTernbHbIX peakuusx Mpu  NPUMEHEHUM  NEeKaPCTBEHHbIX
npenapatoB, 006 OCOBEHHOCTAX WX B3aUMOOEWUCTBUA C APYrMMWU  JIeKapCTBEHHbIMU
npenapataMmn, WHOMBUAYanbHOW HENEpPeHOCUMOCTU, a Takke 00 WHbIX dakTax wu
obcToATenbCTBax, BAUSIIOLWLUMX HA W3MEHEHWE OTHOLUEHUSI OXMOAEeMOW Mofb3bl K
BO3MOXXHOMY PWUCKY TMNPUMEHEHUS JIEKApPCTBEHHbIX MpenapaTtoB, AepxXaTtenu unu
Bnagenblbl  PEerMcTpauMoHHbIX  YOOCTOBEPEHUM  NEKApPCTBEHHbIX  Mnpenaparos,
topuanyeckue nuua, Ha UM KOTopbiX BbldaHbl paspeLlleHns Ha NnpoBeaeHne KIMHNYECKNX
nccnegosaHnn B Poccuinckon Pepepauuun, nubo  yNoONMHOMOYEHHbIE UMW Opyrue
topuanyeckue nuua obs3aHbl NPUHATL MEPbI, HanpPaBeHHbIE Ha YCTPaHEHME HEraTUBHbIX
nocneacTBMn  MPUMEHEHUS TaKUX JeKapCTBEHHbIX MpenapartoB, npeaynpexneHve
NPUYNHEHUS Bpeda XWU3HM WUMKN 300POBbLI0 YernoBeka NMBO XXMBOTHOrO, 3alUUTy UX OT
NPUMEHEHUST TaKNX NEKAPCTBEHHbIX NpPenapaTtoB, Ha AOMOMHUTENbHbIN COOP AaHHbLIX 00
3 eKTMBHOCTN M 6€30MaCHOCTUN TakUX NEKAPCTBEHHbIX NpenapaToB.

6. 3a HecoobLleHNe UM CoKpbITUe WHdOopMaLMK, NPeaycCMOTPEHHON YacTbio 3
HacTosILEen CcTaTbW, AepxaTtenun wunn Brnagesnblbl PeruMcTpauuoHHbIX YOOCTOBEPEHUN
neKapCcTBEHHbIX NpenapaToB, pUaNYeCKMe nmua, Ha UMst KOTOPbIX BblAaHbl pa3peLLeHuns
Ha npoBedeHME KIMHMYECKNX uccnegoBaHuMi B Poccuinckon ®depepaunn, nmbo
YNONIHOMOYEHHbIE UMW Apyrve puandeckue nuua, a Takke [LOMMKHOCTHble nuua,
KOTOpPbIM 3Ta MWHpoOpMauma cTana wu3BecTHa No poay WUuxX npodeccmoHanbHON
AEeATEeNbHOCTN, HeCcyT OTBETCTBEHHOCTb B COOTBETCTBUM C  3aKOHOOATENbCTBOM
Poccunckon ®enepauum.

7. MNMpwn nony4yeHnn ynorHOMOYEHHbLIM beaepanbHbiM OPraHOM UCMONHUTENBHOWN
BNnacTh B paMKax OCYyLlecTBneHMa uM dapmMakoHagsopa [JokasaTtenbCTB O
HEeCOOTBETCTBMW J1IEKApPCTBEHHONO npenapara yCTaHOBMEHHbIM TpeboBaHMAM Wnu nNpwu
nonyyYeHnn uHpopMauum O HECOOTBETCTBUM [aHHbIX 006 9¢deKTUBHOCTM U O
©e30nacHOCTU fleKapCTBEHHOrO npenaparta AaHHbIM O JeKapCTBEHHOM npenapare,
cogepXxallummMcst B MHCTPYKUMWN MO ero NPUMEHEHUIO (B TOM YMCIE BbISBMEHHbIX B X04€
OCyLleCTBNeHns ¢apmMakoHaa3opa KOHTPOSIbHO-HAL30PHbIMM OpraHamMyM WMHOCTPAHHbIX



rocyaapcTtB), YMNOSIHOMOYEHHbIN dbeaepanbHbiA  OpraH WCNOSTHATENbHOW BRactTn B
YCTaHOBIIEHHOM MM MopsiKke paccMaTpuBaeT BOMNPOC O NPUOCTaAHOBIIEHUN MPUMEHEHNSA
TaKoro nekapCcTBeHHOro npenapara.
FAPAHT:
Cwm. Metoguyeckme pekomeHgaumm "OpraHnsaums cnyx6bbl MOHUTOPUHTa
BGe3onacHOCTM NekapCTBEHHbIX CpeacTB (papmakoHag3opa) B KOMNaHUSX
NPON3BOAMTENSX NIEKAPCTBEHHbLIX CPEACTB UNKN AepXKaTensx perncTpaunoHHbIX
yaoctoBepeHnin", yteepxaeHHble PocagpaBHagsopom oT 25 oktsa6pa 2008 .

CM. KOMMeHTapun k ctaTbe 64 HacTosilero PeaepanbHOro 3akoHa

MHdopmaums o6 usmeHeHusix:

®edeparnbHbiM 3aKoHOM om 22 0ekabpsi 2014 2. N 429-®3 cmames 65 Hacmosiwezo
®edeparibHO20 3aKoHa U3/loXeHa 8 Hoeol pedakuuu, scmyrnarowed e cusny ¢ 1 urons
2015 a.

CmMm. mekcm cmambu 8 npeodbidyuwel pedakyuu

Crtatba 65. NpnoctaHoBNeHne NpUMEHEHUS NekapCTBEHHOro npenapaTta

1. MMpn nony4YeHnn nHdoOpMaUnM O HexenaTenbHbIX peakuusax Npy NpUMEHEeHUM
NeKapCTBEHHOro npenaparta, He YKasaHHblX B  WHCTPYKUMM MO  MPUMEHEHUIO
NeKapCTBEHHOrO npenapara, Cepbes3HblX HexenaTerbHbIX peakumsax, 06 ocobeHHOCTAX
ero B3aMMOOEeNCcTBUA C OPYrMMU JieKapCTBEHHbIMWU MpenapatamMu, KOTopble MOryT
NPeACcTaBNATb Yrpo3y >KU3HWU WNKU 340POBbLIHD YeroBeka NMbOo XMBOTHOrMO, a Takke O
HEeCOOTBETCTBMM [AaHHbIX 00 3ddeKkTMBHOCTM M O ©e30nacHOCTU fneKapCTBEHHOrO
npenapaTa JaHHbIM O fleKapCTBEHHOM npenapare, CoAepXallMMCca B UHCTPYKLUMK MO ero
NPUMEHEHUIO, B TOM 4uUCrie OT YMNOSTHOMOYEHHbIX OPraHoOB MHOCTPaHHbLIX rOCydapcCTB,
oOMEeH KOTOpOM OCYLLEeCTBASIETCA B COOTBETCTBUM C  COrMaLIEHUMSMU  Mexay
YNONMHOMOYEHHbIM degeparnbHbIM OopraHom NCNOSTHUTENbHON BMacTu n
YNOSTHOMOYEHHbIMU opraHamu WHOCTPAHHbLIX  rOCydapcCTB, YNOSTHOMOYEHHbIN
deneparnbHbI OpraH UCMOSNTHUTESNBbHOW BacTu paccMaTpyMBaeT BONPOC O BO3MOXHOCTU
NPUOCTaHOBNEHNA oObpalleHnss Takoro JieKapCTBEHHOro mnpenapata B nopsgke,
YCTaHOBMNEHHOM YMOMHOMOYEHHbIM (beepanbHbIM OpraHOM UCMOMHUTENbHOW BNAacTy.

2. [lpy HeucnonHeHUn wunu HeHaanexaiwlem WCNOSTHEHUN AepXaTensaMmn unm
BnagenbuamMn  pPerucTpauuoHHbIX  YOAOCTOBEPEHUA  NEeKapCTBEHHbIX  npenapaTos,
IOPUANYECKUMN NULAMM, HA UMA KOTOPbIX BbldaHbl paspelleHuss Ha npoBefeHue
KNUHUYeCKnX uccregosaHun B Poccunckon degepauun, MAn yrnosITHOMOYEHHLIMU UMW
APYrMMn topuandecknmMmm nuuamm obsa3aHHOCTEN, YCTAHOBMNEHHbIX YacTamu 3 U 4 ctatby
64 Hactosiwero depepanbHOro 3akoHa, nMbo B cnyyasx —npeactaBneHus
COOTBETCTBYIOLMM YMNONTHOMOYEHHbIM (beaepanbHbiM OpraHOM UCMONHUTENBHOW BRACTU
3aKMYeHNa O HeOOCTOBEPHOCTW  pes3ynbraToB  KMMHUYECKOrOo  UCCreaoBaHus
rnekapCcTBEHHOro rnpenapata Ans MeauUMHCKOro MpUMEHEHUS, KOTOPOe OCHOBaHO Ha
pesynsratax MpoOBEPKU  MEOULMHCKOW  opraHuMsauun, nNpoBOAMBLUEN  yKa3aHHoOe
KNWHMYECKoe unccnefoBaHMe C  HapyweHueMm rnpasBuSl  Hagnexawen KIMHUYEeCKON
NPaKTUKK, W MPUBENO K MOMYYEeHUI HeOOCTOBEPHbIX pesyrnbratoB, nNmbo B criyvae
HEBbIMNOSNIHEHUS NpeanUCaHus, BblOAHHOMO YMNOMIHOMOYEHHbIM hefeparnbHbIM OpraHoMm
MCNOMHUTENBLHOM BIlacTW MO UTOraM OCYLLECTBIIEHUS BbIBOPOYHOro KOHTPOMS KadecTsa
rfekapCcTBEHHOro rnpenaparta, YNnoSIHOMOYEHHbIN heaepanbHbii OpraH MCNOSTHUTENbHOM
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BNacTu B YCTAHOBMEHHOM WM MopsKke paccMaTtpuBaeT BOMPOC O MPUOCTaHOBMEHUU
NPUMEHEHNS TaKoro fekapcTBEHHOro npenapara.
FTAPAHT:
O npepgocTtaBneHun TepputopuanbHbiMn YnpasneHnamn PocsgpaBHagsopa
NHopMaLmn 0 HegobpokavyeCTBEHHbIX U (hanbCUPULNPOBAHHBIX JIEKAPCTBEHHbIX
cpeacTBax cM. npukas degeparnbHon cnyxbbl Mo Haa3opy B cdepe 30paBooXpaHeHus
n couymnanbHoro passutusa ot 8 goespansa 2006 r. N 255-1p/06

CM. KOMMeHTapun K ctaTbe 65 HacTosiwero PegepanbHOro 3akoHa

MHdopmaLms 06 usMeHeHusix:

®edeparibHbIM 3aKoHOM om 22 Oekabps 2014 2. N 429-03 e cmambro 66
Hacmosiweeo ®edeparnibHO20 3aKOHa 8HECEHbI U3MEHEHUs], eacmynaroujue e cusny ¢ 1
urons 2015 a.

CM. mekcm cmambu 8 npedbidyuwiel pedakyuu

CrtaTtbs 66. IHpopmauus o pesynesratax oapmakoHaasopa

YNONHOMOYEHHbIN denepanbHbIn opraH NCNOMHUTENBLHON BfacTu,
ocyLlecTBnsaAOWNA  bapMakoHaa3op, Haxogawmxcs B obpaweHun B Poccuinckon
depnepaumn, no pesynsratam dgapmakoHag3opa pasmellaeT Ha CBOeEM oduuManbHOM
cante B ceth "MIHTepHeT" nHdopMaumio O MPUHATBLIX PELLEHUSX O BHECEHUU N3MEHEHNS B
MHCTPYKUMIO MO MNPUMEHEHUI0 JIEKAapCTBEHHOro npenapata, O MNPUMOCTaHOBEHUN
NPUMEHEHNS NIEKAPCTBEHHOrO npenapara, 06 u3bATMn 13 obpalleHns NeKkapCTBEHHOro

npenapara mnnm o BO300OHOBNEHMN npMMeHeHUA nNeKkapcTtBeHHOro npenaparta.
FAPAHT:

CM. KOMMeHTapun Kk ctaTbe 66 HacTosilero PegepanbHOro 3akoHa

Magsa 14. UHdopmaumsa o nekapCTBEeHHbIX Npenaparax

CraTtbs 67. IHhopmaums o nekapCTBEHHbIX NpenapaTax

1. MHbopmauusa O nekapcTBEHHbIX Mpenaparax, OThycKaeMblX Mo peuenTy Ha
fleKapCTBEHHbIV MpenapaT, OOSfPKHa coaepXaTbCs TOMbKO B  CneuvanmsavpoBaHHbIX
n3gaHnax, NpegHasHayYeHHbIX ANS MeguuMHCKUX, dhapmaueBTUYECKUX, BeTepUHapPHbIX
paboTHukoB. MHopmaumsa 0 nekapCcTBEHHbIX Npenapartax Ansa crneuvannctos B obnactum
obpalleHns rekapCTBEHHbIX CPeacTB  MOXET codepXaTbCAa B MOHorpadumsx,
CrpaBoOYHMKAX, HayudHbIX CTaTbsX, B [AOKNagax Ha KOHrpeccax, KOH(epeHuusXx,
CMMNO3NYyMax, Hay4HbIX COBETax, a TakkKe B WHCTPYKUMAX MO MPUMEHEHUIO
rfeKapCTBEHHbIX NpenapaTos.

2. Hbopmauma o nekapcTBEHHbIX Mpenaparax, OTnyckaembix 6e3 peuenTta Ha
neKapCTBEHHbIV Npenapart, MOXeT cogepXaTbCa B Nybnvkaumsax n obbasneHnax cpeacts
MaccoBOW WHopMaLmK, CcrneumanmanpoBaHHbiX U OOLWMX MevaTHbIX U3OaHusX,
NHCTPYKLMSAX NO MPUMEHEHWNIO NIEKAPCTBEHHbBIX NPEenapaToB, UHbIX N3AaHUAX Cy6bekToB
obpalleHns nekapCTBEHHbIX CcpeacTB. PeknamHble Martepuanbl O JfleKapCTBEHHOM
npenaparte, oTtnyckaemom 6e3 peuenta Ha JfeKapCTBEHHbIN Npenapat, AOSMKHbI
COOTBETCTBOBATb MHCTPYKLMM MO NPUMEHEHUIO NIeKapCTBEHHOIO nNpenapara.

3. JonyckaeTcs ncnonb3oBaHMe NOObLIX MaTepuarnbHbIX HOCUTENEN, NO3BOMSAIOLLNX
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XpaHUTb, NepedaBaTb U UCMOMb30BaTb MHPOPMALMIO O NeKapCTBEHHbIX NpenapaTax 6es
€e UCKaXKeHs.
FAPAHT:

CM. KOMMeHTapun K ctaTbe 67 HacTosilero PegepanbHOro 3akoHa

MHopmaums 06 usmeHeHusix:

®edeparibHbiM 3akoHOM om 25 Hosi6psi 2013 2. N 317-©3 Hacmosiwuti ®edeparibHbil
3aKoH dorornHeH anasou 14.1

MaBa 14.1. OrpaHn4eHus, HanaraemMble Ha opraH1M3auum, ocyLecTBRAOLWne
AEeATEeNbHOCTb N0 O0OpaLLEeHNIO NIeKapCTBEeHHbIX CPeacTB

Cratbsa 67.1. OrpaHnyeHus, Hanaraemble Mpu OCYLLUECTBNEHUN OEATENbHOCTU B

cthepe obpalleHnsi NeKapCTBEHHbIX CPEACTB

1. OpraHusauun, 3aHMmarowmecss paspaboTkor, Mpom3BoACTBOM U (Unun)
peanu3auMen  NekapcTBEHHbIX npenapaToB AN MEeOULMHCKOrO  MpUMEHEHUs,
opraHusauuu, obnagatwouie npaBamMu Ha MCMNOMb30BaHWE TOProBOr0 HaMMEHOBaHMS
fekapCTBEHHOro npenapaTta Ans MeaULUMHCKOrO MPUMEHEHUs, opraHmsauum OnTOBOM
TOProBNM fEeKapCTBEHHbIMU CpPeaCcTBaMW, anTeuvHble opraHmsauun (MX npeacTaBuUTENM,
WHble (pU3nYeckne n puanyeckme nuua, OCYLLEeCTBASWME CBOK LeATEeNbHOCTb OT
MMEHN 3TUX OpraHM3aunin) B OTHOLUEHUN MEAULMHCKMX PabOTHUKOB W pyKOBOAMTENEN
MeOULMHCKNX OpraHn3auuin He Bnpase:

1) Bpy4aTb MoAaApKW, BbINSaYMBaTb [AEHEXHble cpeacTBa (3a WCKITYEHNEM
BO3HArpaXxgeHnn no [oroBopaM nNpu MNpoOBEeAEHUN  KIMHUYECKUX  UccnenoBaHum
NEeKapCTBEHHbIX npenapaTtoB A1  MEOUUWHCKOrO MPUMEHEHUS, BO3HarpaxgeHum,
CBSI3@HHbIX C OCYLEeCTBMEHMEM MeaUUMHCKUM paboTHMKOM negarormyeckon u (unm)
Hay4YHOW OEeATENbHOCTK), B TOM YMCe OnfiadnBaTb pas3BreyeHusl, oTablx, Npoess K MecTy
oTAbIXxa, a Takke npuBrekaTb K Yy4acTUiO B pasBrekaTeSlbHbIX MeponpuaTUsX,
NPOBOAMMbBIX 3a CYET CBOUX CPEACTB;

2) 3aknwyaTb COrfalleHMsi O Ha3HadYeHun unM pekoMeHJauuu nauueHTam
NEeKapCTBEHHbIX npenapaTtoB Ansi MeOUUMHCKOrO MNPUMEHEHMs (3a UCKITHYEHNEM
AOroBOPOB O NPOBEAEHUN KIMMHUYECKUX UCCEeAoBaHUM NiekapCTBEHHbIX NpenapaToB Ais
MEeONLIMHCKOrO MPUMEHEHUS);

3) npepocTtaBnATb O6pasubl NEeKapCTBEHHbIX MnpenapaToB AfsS MeAUUUHCKOro
NPUMEHEHU B LENAX BPYYEHUs MaumMeHTam (3a MCKMNIOYEHMEM CryyaeB, CBSI3AHHbIX C
npoBefeHMEM  KIIMHMYECKUX  WUCCMedoBaHWA  fleKapCTBEHHbIX  npenapaTtoB  Ans
MEeONLIMHCKOrO NMPUMEHEHUS);

4) npepocTaBNATb HEOOCTOBEPHYH W (MNW)  HEMOSHYyK  WMHopmaumio o
neKapCTBEHHbIX Npenapartax Ansi MEANULUHCKOro NPUMEHEHNS;

5) nocewaTtb 1Mx B pabovee Bpems Ha paboymx mecTtax, 3a UCKNYEHNEM CIy4aEeB,
CBSI3@HHbIX C NPOBEAEHWEM KITMHUYECKMX WCCreaoBaHW feKapCTBEHHbIX MpenapaTtos
AN MEeOVUMHCKOrO  MPUMEHEeHusl, C YydyacTmem B nopsgke, YyCTaHOBIEHHOM
PYKOBOAUTENEM MEOULMHCKOW OpraHmM3aumm, B cobpaHusiX MeguuMHCKMX paboTHMKOB U
NHbIX MEPONPUATUSAX, HanpaBfieHHbIX Ha MOBbILEHME UX NPOeCCMOHaNbHOro YpPOBHSA
WNN Ha npegocTaBreHne MHGOPMaUuKn, CBA3AHHOW C OCYLLECTBIIEHMEM MOHUTOPWUHra
6e30nacHOCTY NekapCTBEHHbIX NpenapaTtos;
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6) nobyxaaTb K BbINUCbIBAHUIO NEKAPCTBEHHbIX NpenapaTtoB Afsi MeAULMHCKOro
npuMeHeHns1 Ha bnaHkax, cogepXxawmx nHdopMaLmlo PeKaMHOro Xxapakrtepa, a Takke
Ha peuenTypHbiX 6naHkax, Ha KOTOPbLIX 3apaHee HarneyataHo HauMeHOBaHue
nekapcTBEHHOro nNpenapara aAns MeauuMHCKOro NPUMeHeHus.

2. OpraHusauuu, ykasaHHble B ab3aue nepBomM 4actyi 1 HacTosIWEen cTtaTbU, U UX
NpeacTaBuTENM B OTHOLWIEHUMM apMaueBTUYECKMX PabOTHUKOB M pyKoBoAUTENEWN
anTeyvHbIX opraHM3auuin He BNpaBee:

1) Bpy4yaTb NOAApKM, BbiNaynBaTb AEHEXHbIE CPEACTBA, B TOM YMCre onfaymBaTtb
pasBnevyeHnd, oTablX, nNpoe3n K MeCTy OoTablxa, W npuBrekatb K Yy4acTuio B
pa3BnekaTenbHbIX MeponpuaTUSaX, NPOBOANMbIX 3a CHET CBOMX CPEACTB;

2) npepocTtaBnaTb 06pasubl NEeKapCTBEHHbIX MpenapaTtoB Ans MeAMUMHCKOro
NPUMEHEHUs ONS BPYYEHUS HACENEHWIO;

3) 3akniouyaTtb CornaweHust O MNpPeaniokXeHMM HaceneHuo  onpeaeneHHbIX
nekapCTBEHHbIX NpenapaToB At MeAULMHCKOrO NPUMEHEHUS;

4) npepocTaBNATb HEOOCTOBEPHYH W (MNW)  HEMOSHYy  WMHopmaumi o
nekapcTBEHHbIX npenapartax ans MeauuMHCKOro NMpUMEHEHUs, B TOM YMCIEe UMELLNX
OOMHAKOBOE MeXOyHapo4HOE HeNnaTEHTOBAHHOE HAaMEHOBaHME.

FAPAHT:

CM. KoMMeHTapun K ctaTbe 67.1 HacTosiwero deneparnbHOro 3akoHa

Ctatbs 67.2. TpeboBaHUsA K opraHnsaumm 1 NPoBeLEHUNIO HAY4YHbIX MEPONPUSATUN,
WHbIX MEPONPUATUIA, HanpaBneHHbIX Ha NoBbIWeEHNe NPOodeCcCUOHaNbLHOro
YPOBHS MEAUUMUHCKUX pabOoTHMKOB UK Ha npefocTasneHne nHgopmauuu,
CBS3aHHOM C OCYyLLEeCTBNEHNEM MOHUTOPUHra BesonacHocTu
rnekapCcTBEHHbIX NpenapaTos

1. Mpu nNpoBegeHUn Hay4HbIX MEPONPUATUN, UHBIX MEPONPUATUN, HanNpaBIieHHbIX
Ha MOoBbIlWEHNE MPOMEeCCMOHaNbHOrO YPOBHA MeOUUMHCKMX pabOoTHUKOB WM Ha
npegocTtaBreHne  CBA3aHHOM C  OCYLLEeCTBNEHMEM  MOHUTOpPUHra  6e3onacHoCTH
nekapcTBeHHbIX rnpenapaToB UHOPMaLMN, OpraHM3yeMbiX opraHM3auuaMn, ykasaHHbIMU
B absaue nepeBom 4Yactu 1 cratem 67.1 Hactoswero ®PegepanbHOro 3akoHa, WX
npeactasutensMm n (Unuv) UHaHCMpyeMblX 3a CYET CPeacTB 3TUX OpraHuM3aumim u unx
npegcraBuTenen, 3anpeLllaeTca nNpenaTcTBoBaTb y4aCcTUO B YKa3aHHbIX MepPOonpUAaTUSIX
WHbIX OpraHusauuin, KOoTopble NPOU3BOAAT UNU peanua3yloT fiekapCTBeHHble npenapaTbl
AN MeOUUMHCKOro MNPUMEHEHUS CO CXOXMM  MEeXaHW3MOM  hapMaKkosiorm4yeckoro
aencteus, nnbo cosgaBaTb AUCKPUMUHALMOHHbBIE YCNOBUA ANA O4HMX YYaCTHUKOB MO
CpaBHEHUIO C OPYTMMWN YYaCTHUKAMW, @ UMEHHO:

1) npegocTaBnNATb  pPasfMYHOE KOMMYECTBO BPEMEHU [ONA  BbICTYNSIEHUN
YYaCTHUKOB, pasfiMyHble Mo pasMepy 3aHMMaemoun nnowaan mecta gng AeMOHCTpauum
00pa3L 0B NekapCTBEHHbIX NpenapaToB 4S5 MeOULMHCKOrO NMPUMEHEHUS UMNN PeKITaMHbIX
MaTepuanoB O JleKapCTBEHHbIX npenapatax Ans MeauUMHCKOro MpUMEHEHUS Ha
3KCno3mumax, CTteHaax, 3a MCKIlYeHMeM CriydaeB, ecrin Takue YCroBUA 3akpenseHbl B
cornalleHusix 3aTMx opraHuMsauun, ux npeacrasuTener o (PUHaAHCUPOBAHUM YKa3aHHbIX
MepOonpUATUIA U 0BYCNOBMEHbI Pas3NUYHbIMKN 3aTpaTaMn Y4aCTHUKOB Ha UX OpraHn3aLmio;

2) ycTaHaBnmMBaTb pasMep B3HOCA ANSA y4aCTHUKOB MEPONPUATUNA, YKasaHHbIX B
ab3aue nNepBOM HacTosILENn 4acTu, MNpPEeBbIWAWNA CyMMYy 3aTpaT Ha opraHusauuio
yKasaHHbIX MeponpuaTMA U Beaywun K HeoOOCHOBAHHOMY OrpaHWYeHWUo 4ucna ux
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Y4aCTHUKOB.

2. OpraHusauuu, ykasaHHble B ab3aue nepsom 4actm 1 ctatem 67.1 HacToswero
depepanbHOro 3akoHa, WX npeactaBUTENW, OCYLLECTBASKOWME OpraHu3aumio u (1num)
oMHaHCUpOBaHME MepPONPUATUN, YKasaHHbIX B 4acTy 1 HacTodwen ctatbW, 0b6si3aHbl
obecneunBaTtb 4OCTYN K MHpopmaLumm o fate, Mecte 1 BpeMeHU NpoBeaeHUs YKasaHHbIX
MepOnpUATUI, NNaHax, nporpammax npoBedeHUs YKa3aHHbIX MEepPOornpuUaATUA U Temax,
nnaHvpyemMbix [On9 pPacCMOTPEHUSA, COCTaBe WX YYaCTHUKOB MyTeM pasMeLLeHus
COOTBETCTBYIOLLEN MH(POPMaALUUM Ha CBOUX OuLManbHbIX canTax B cetn "MIHTepHeT" He
nos3gHee ABYX MeCsUeB 40 Hayana npoBefeHus yKkasaHHbIX MeponpuaTUN.

3. VIHdopmaums o npoBegeHUn MeponpusiTUin, ykasaHHbIX B YacTu 1 HacTosiwen
CTaTbW, B CPOK, YCTAHOBIIEHHbIN YacTbio 2 HAaCcTOsLWEeN CTaTbk, JOMMKHA BbITb HanpaBneHa
B bedepanbHbli OpraH WCMOMHUTENBHOW BNAacTW, OCYLIECTBASOWNA  YHKUMN MO
KOHTPOSIIO U HaA3opy B cdepe 3OpaBoOXpaHeHus, AN nocnegyowero pasmelleHus ee
Ha ohnumanbHOM canTe 3Toro opraHa B cetu "UIHTepHeT".

FTAPAHT:

CM. KOMMeHTapun K ctaTbe 67.2 HacTosiwero degepanbHOro 3akoHa

aBa 15. OTBeTCTBEHHOCTb 3a HapylueHue 3aKkoHoaatenbcTBa Poccumnckon
depgepaunm npm obpaLleHnn NneKapcTBEeHHbIX CPeACTB U BO3MelleHne Bpeaa,
NPUYNHEHHOro 340POBLI0 rpaXaaH BcrieAcTBUE NPUMEHEHUS NeKapCTBEHHbIX
npenaparos

MHdopmaumsa 06 uamMeHeHusx:

®edeparibHbIM 3aKoHOM om 22 Oekabps 2014 2. N 429-03 6 cmambro 68
Hacmosiwe2o ®edeparnbHO20 3aKOHa BHECEHbI U3MEHEHUS], acmynaroujue e cusny ¢ 1
uronsa 2015 a.

CmMm. mekem cmambu 8 npedbidyuwel pedakyuu

Ctatbss 68. OTBETCTBEHHOCTb 3a HapylleHue 3akoHopatenbcTBa Poccuinckon

denepaumn npu obpalleHnn nekapcTBeHHbIX CPeacTs

1. HapyweHune 3akoHogatenbcTBa Poccuickon ®depepauum npu  obpalleHuu
neKapcTBEHHbIX CpeacTB BriedeT 3a CoOOM  OTBETCTBEHHOCTb B COOTBETCTBUM C
3akoHopartenbcTBoM Poccunckon ®enepaunn.

2. 3a HenpeacTtaBneHne WHGopMauMm wn  (MNKM) OaHHbIX, MPeayCMOTPEHHbIX
HacTosAwmnm deaepanbHbiM 3aKOHOM, CyObeKTbl ObpalleHus NeKapCTBEHHbIX CPeacTB

HecCyT OTBETCTBEHHOCTb B COOTBETCTBUWN C 3aKOoHoZaTenlbcTBOM Poccurckon denepaumn.
FAPAHT:

CM. KOMMeHTapun K ctaTbe 68 HacTosiwero PegepanbHOro 3akoHa

CtaTtbsa 69. Bo3melleHne Bpena, NpUYMHEHHOrO 340POBbLIO rpaXkaaH BCNeacTeBue
NPUMEHEHUSI NEKAPCTBEHHbIX NpenapaTos
1. [llpousBoauTens nekapcTBeHHOro rnpenaparta o6s3aH BO3MECTUTb Bpe[,
MPUYMHEHHbI  300POBbKD  rpaXkgaH BCMNEACTBME  MPUMEHEHUS  NIEKApCTBEHHOro
npenapaTta, ecnm gokasaHo, 4To:
1) nekapcTBeHHbI npenapaTt MNPUMEHANCA MO Ha3HAYEeHUO B COOTBETCTBUM C
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MHCTPYKUMEN NO MPUMEHEHMIO NEKapCTBEHHOMO npenapara u npuYnHOW Bpeda ABWUIICS
BBOZ B rpakgaHckuim obopoT HegobpokayeCcTBEHHOrO JiekapCTBEHHOrO rnpenapara;

2) Bped 300pOBbl0  MPUYMHEH BCREACTBME HEOOCTOBEPHOM MHGOpMaumw,
cogepxallencss B MHCTPYKUMK NO NPUMEHEHMUIO NEKapCTBEHHOro npenapara, usgaHHom
Npou3BOAUTENEM NNEKAPCTBEHHOIO Npenapara.

MHdopmaums 06 usmeHeHusix:
®edeparibHbIiM 3aKkoHOM om 25 Hos16psi 2013 2. N 317-@3 8 yacmpb 2 cmambu 69
Hacmosiuwezo ®edepasibHO20 3aKOHa BHECEHbI USMEHEHUS

CmMm. mekcm Yacmu 8 rpedbioyuwel pedakyuu

2. B cnyvae, ecnu Bpeq 340pOBbI0 rpaxdaH NPUYMHEH BCNeacTBME NMPUMEHEHMS
nekapCTBEHHOro npenapara, npuwewero B HErogHocTb B pesyrnbrate HapylleHus
NpaBuil  XpaHEHWA  feKapCTBEHHbIX  CPeacTB, MpaBuil  ONTOBOW  TOProBnu
nekapCTBEHHbIMW MpenapatamMu, NpaBun OTMyCKa feKapCTBEHHbIX MpenapaTos, Npasus
M3rOTOBNEHNA M  OTMNyCKa JeKapCTBEHHbIX MpenapatoB, BO3MelleHMe Bpeda
OCYLLIECTBNSAETCA COOTBETCTBEHHO OpraHu3auuen OMTOBOW TOProBnv NeKapCTBEHHbIMM
cpeacTBamu, anTeYHOW  opraHusauuen, uvHAMBMAYanbHbIM  NpeanpuHUMaTENEM,
MMELMMN  JIMLUEH3NIO Ha apMaueBTUYECKYl0 OeATenbHOCTb WM JIMUEH3UI0 Ha
MEOULMHCKYIO AesATeNbHOCTb, MEOMUMHCKON opraHu3aunen, UMerolen fULEH3N0 Ha
dapmaLEeBTUYECKYHO AeaTenbHOCTb (ee 060CO6NEHHbBIM nogpasneneHnem
(ambynaTopuen, denbalepcknm un enbawepcKko-akyLWepCkuM MyHKTamMu, LEHTPOM
(otoaeneHnem) obien BpavyebHON (CEMENHOM) NPaKTUKK), PAchONOXEHHbIM B CESTbCKOM
HaceneHHoOM MNyHKTe, B KOTOPOM OTCYTCTBYET anTedyHas opraHusauusi), 4OnyCTUBLLMMMU
NpoAaxy UnNn oTAYCK Takoro nekapcTBEHHOro npenapara.

3. BosmeweHne Bpema, nNPUYMHEHHOrO 300POBLID  rpaXagaH BcreacTeBue
NPUMEHEHUS NEeKapCTBEHHbLIX NpenapaToB Un COBEPLLEHUS] NPOTUBOMPAaBHbLIX AENCTBUN
cybbekTammn obpalleHns nekapcTBeHHbIX CPeACcTB, OCYLLECTBSIETCA B COOTBETCTBUM C

3akoHogartenscTsoMm Poccumnckon denepaumn.
FAPAHT:

CM. KOMMeHTapum K cTaTbe 69 HacTosLwwero PegepanbHOro 3akoHa

MaBa 16. 3aknuyuTenbHbie NONoOXeHUs

Crtatbsa 70. O npu3HaHUM yTpaTUBLLMMWU CUIY OTAENbHbIX 3aKOHOAATENbHbBIX aKTOB
(nonoxeHuin 3akoHoaaTenbHbIX akToB) Poccuinckon ®egepauunm

Mpn3HaTb yTpaTUBLLMMW CUAY:

1) ®epepanbHbii 3akoH OT 22 uioHsa 1998 roga N 86-©3 "O nekapCTBEHHbIX
cpeactBax" (CobpaHue 3akoHogatenbctBa Poccuinckon ®Pepepauumn, 1998, N 26,
ct. 3006);

2) ®epepanbHbi 3akoH oT 2 aHBapsa 2000 roga N 5-93 "O BHeCEHUN N3MEHEHNA U
pononHeHnn B depepanbHbii 3akoH "O nekapcTBeHHbIXx cpeacTtBax”" (CobpaHue
3akoHopartenbcTBa Poccunckon depepaumm, 2000, N 2, cT. 126);

3) cratbto 40 PepepanbHoro 3akoHa oT 10 auBaps 2003 roga N 15-¢3 "O
BHECEHUN U3MEHEHUN U OOMNOSTHEHNN B HEKOTOPblEe 3aKoHoAaTemnbHble akTbl Poccumnckom
degepaumm B cBA3M ¢ npuHaTMem degepanbHoro 3akoHa "O  niMUEH3MpOBaHUMU
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oTaenbHbIX BuaoB  aestenbHocTn" (CobpaHme  3akoHogaTenbcTBa  Poccuinckon
®enepaumn, 2003, N 2, cT. 167);

4) ctatbto 31 PegepansHoro 3akoHa ot 30 noHa 2003 roga N 86-93 "O BHeceHuun
M3MEHEHUN W OOMNOMHEHUA B HEKOTOpble 3akoHodaTenbHble akTbl Poccuinckonm
degepaumn, NpuU3HaAHUM YTPaTUBLUMMK CUNY OTAENbHbIX 3aKOHOAATENbHbIX aKTOB
Poccuiickon degepaunn, npegocTaBneHnn oTAeNbHbIX rapaHTUn COTPyaHUKaAM OpraHoB
BHYTPEHHUX Aefn, OpraHoB MO KOHTPOM 3a O6OPOTOM HapKOTUYECKMX CpPeactB W
MCUXOTPOMHbIX BELECTB U yrnpa3gHaeMblx defepanbHbiX OpraHoB HaNOroBom Nonuumm B
CBS13M C OCYLLECTBIIEHNEM MEP MO COBEPLUEHCTBOBAHMIO rOCYAapCTBEHHOIO ynpasneHms"
(CobpaHue 3akoHogaTenbcTBa Poccuinckon ®egepaunu, 2003, N 27, ct. 2700);

5) crateto 101 depepanbHoro 3akoHa ot 22 asrycta 2004 roga N 122-93 "O
BHECEHUN U3MEHEHU B 3akoHodaTenbHble akTbl Poccuinckon degepaumm n npusHaHUm
yTpaTMBLLUMMWN CUITy HEKOTOPbIX 3akoHodaTerlbHbIX akToB Poccunckon Penepauum B
CBsA3M C npuHATMEM deaepanbHbiX 3aKoHOB "O BHECEHUN M3MEHEHWN N AOMNOSTHEHUA B
depgepanbHbii  3akoH  "O6 0oOWMX nNpuMHUMNAX OpraHu3auMmM 3akoHoOaTeNbHbIX
(npeacTaBuTENbHBIX) N UCNOMTHUTENbHBIX OPraHOB rOCYAApCTBEHHOW BRacTu CyObekToB
Poccuinckon  ®epepaumn” wn  "O6 oOWmMX MOpuHUMNAX oOpraHM3auum  MECTHOrO
camoynpasneHusi B Poccunckon depepaumn” (CobpaHue 3akoHogatensctea Poccmnmnckom
®epepaunn, 2004, N 35, ct. 3607);

6) cratelo 28 depepanbHoro 3akoHa ot 18 pekabpsa 2006 roga N 231-93 "O
BBEOEHUN B [encTtBMe 4actu detBepton [paxgaHckoro kogekca Poccunckon
®epepaumn” (CobpaHue 3akoHogatTenbctBa Poccuinckon ®epepauumn, 2006, N 52,
cT. 5497).

FAPAHT:
CM. kommeHTapum Kk ctatbe 70 HacTosAwero deaeparnibHOro 3akoHa

Crtatbs 71. BctynneHnue B cuny Hactosiwero ®egepanbHOro 3akoHa

1. Hactoswun ®egepanbHbii 3akoH BCTynaeT B cuny ¢ 1 ceHTabpsa 2010 roga.

2. JlekapcTBeHHble cpeacTBa, 3aperMcTpupoBaHHble 00 OHA BCTYNIEHUA B CUIY
HacTosilwero ®efeparnbHOro 3akoHa, noanexar BKNIYEHUIO B rocy4apCTBEHHbIE PEECTPbI
NeKapCTBEHHbIX CPeACTB C BHECEHMEM YyKa3aHHbIX B 4dacty 1 ctatbu 33 HacTosAwero
denepanbHOro 3akoHa cBefjeHUn 06 3TUX NekapcTBeHHbIX cpeacTBax 6e3 npoxoxaeHus
BHOBb Mpouenypbl rocyaapCTBEHHOM perncrpawmm nekapCTBeHHbIX NpenapaTos.

MHopmaums 06 usmeHeHusix:
®edeparibHbiM 3akoHOM om 11 okmsbpsi 2010 2. N 271-@3 ¢ vacmb 3 cmambu 71
Hacmosuwe2o ®edeparibHO20 3aKOHa 8HECEHb! USMEHEHUS

CmMm. mekem Yacmu 8 rpedbioywel pedakyuu
3. FocynapcTBeHHast perucTpauust NekapCTBEHHbIX NpenapaToB, 3a UCKITHYEHNEM
NeKapCcTBEHHbIX npenapatoB AnNs MeAUUWMHCKOro MNPUMEHEHUs, NpeacTaBMNeHHbIX Ha
yKaszaHHyl0 permctpaumio OO0 OHS BCTynneHust B cuny Hactosiwero deaepanbHoOro
3aKOHa, OCYLLECTBMSIETCA B COOTBETCTBUM C Hactosawmm degepanbHbiM 3aKOHOM Ha
OCHOBaHMM [OOKYMEHTOB M AaHHbIX, NPEeACTaBMNEHHbIX 00 OHA BCTYMMEHUa B CUMy
HacTosilwero deaepanbHOro 3akoHa.

MHdopmaumsa 06 nameHeHusx:

®edeparibHbIM 3akoHoOM om 29 Hosi6pst 2010 e. N 313-©3 yvacmb 3.1 cmambu 71
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Hacmosiwezo ®edeparibHO20 3aKOHa U3/10XKeHa 8 HO80U pedakyuu, ecmynaruwel 8
cursy co OHs oghuyuarnbHoz0o orybriukoeaHusi HadgaHHo20 PedeparibHO20 3aKoHa U
pacrpocmpaHsouelcs Ha rnpasoomHouweHus!, 803HuUKkwue ¢ 1 ceHmsbps 2010 a.

CmMm. mekem Yacmu 8 rpedbioywel pedakyuu

3.1. locypapcTBeHHass  perucTpaums  NeKapCTBEHHbIX  MpenapatoB AN
MEONUNHCKOTO MPUMEHEHUs, NpeacTaBreHHbIX Ha roCydapCTBEHHYH pernctpauuio o
AHS BCTynneHus B cuny Hactosuwero ®denepanbHOro 3akoHa, WM rocygapcTBeHHas
peructpaumsi  fnieKapCTBEHHbIX  MpenapaTtoB  Ansd  MeOUUMHCKOrO  NpUMEHEHUS,
NpeacTaBreHHbIX Ha 9KCNepTU3y JIEKAapCTBEHHbIX CPEeACTB A0 AHS BCTYNSIEHUSA B CUNY
HacToswero ®defepanbHOro 3akoHa B UenaxX WX Mocrneaylowen rocygapCTtBEHHON
perncrtpaumm, OCyLLECTBIISAIOTCA Ha OCHOBAHUM OOKYMEHTOB M AAHHbIX, NPeacTaBfeHHbIX
A0 OHS BCTyNneHus B cuny Hacrtosdwero denepanbHOro 3akoHa, a Takke 3asiBlieHns o
rocydapCTBEHHOW  perncTtpauun  NekapCTBEHHOro  npenaparta, npeacTaBleHHOro
Npon3BoauTENEM JIeKapCTBEHHbIX MpenapaToB WM YNOSIHOMOYEHHbIM MM NULOM B
COOTBETCTBUN C HacTosawmm deneparnbHbiM 3aKOHOM B YMNONTHOMOYEHHbIN hefeparnbHbIn
opraH wucnonHuTenbHon Bnactm o 1 mapta 2011 roga, 6e3 TpebosaHua ynnathbl
rocygapCTBEHHOW MOLUNWHBI, NpPeayCMOTPEHHOM  3akoHogaTternscTtBoM  Poccuinckon
depepaumn o Hanorax u cbopax.

MHdopmaumsa 06 namMeHeHusx:

®edeparibHbIM 3akoHoOM om 29 Hosi6pst 2010 e. N 313-©3 yacme 3.2 cmambu 71
Hacmosiwezo ®edeparibHO20 3aKOHa U3/10KeHa 8 Ho8oUl pedakyuu, ecmynaruwel 8
cusly co OHs oghuyuanbHoe20 orybriukoeaHusi HazeaHHo20 PedeparibHO20 3aKOHa U
pacripocmpaHsrouelicss Ha rnpasoomHoweHusi, 603HUKwue ¢ 1 ceHmsbps 2010 a.

CM. mekem Yyacmu 8 npedbidywieli pedakyuu

3.2. NoareepxaeHne rocyaapCTBEHHON pernctTpaunmn nekapcTBEHHbIX NpenapaTos
ans MEANLMHCKOro NPUMEHEHMUS, npeacTaBreHHbIX  Ans noATBEPXAEHUS
rocy4apCTBEHHOW perucTpaumm 0o OHS BCTYNSieHUsa B cuiy Hactodwero degepanbHOro
3aKOHa, U NoATBEPXKAEHNE rOCydapCTBEHHOM perucTpaumm nekapcTBEHHbIX NpenapaTtoB
AN MeOUUMHCKOrO MpPUMEHEHUdA, NpeacTaBfieHHbIX Ha 9KCNepTudy eKapCTBEHHbIX
cpeactB OO OHSA BCTyNneHust B cuiy Hactoswero defepanbHOro 3akoHa B LEensax
nocnegyoLwero NogTBEPXAEHUS UX rOCYAapCTBEHHOW perncTpaunmn, OCyLLECTBIISAKTCA Ha
OCHOBaHUM OOKYMEHTOB W [aHHbIX, NPEeACTaBMEHHbIX A0 [OHSA BCTYMSEHUS B Cuny
HacToswero degepanbHOr0 3akoHa, a TakKkKe 3asaBfeHUMs O MOATBepPXAeHUU
rocydapCTBEHHOW  perncTtpauun  NekapCTBEHHOro  npenaparta, npeacTaBleHHOro
Npon3BoauTENEM JIeKapCTBEHHbIX MpenapaToB WM YNOSIHOMOYEHHbIM MM NULOM B
COOTBETCTBUN C HacToAwmM PeneparnbHbiM 3aKOHOM B YMNONTHOMOYEHHbIN hefeparnbHbIn
opraH wucnonHuTenbHon Bnactm o 1 mapta 2011 roga, 6e3 TpebosaHua ynnathbl
rocygapCTBEHHOW  MOLUMWHBI, NPeayCMOTPEHHOM  3akoHogaTternscTBoM  Poccuimnckon
depepaumn o Hanorax u cbopax.

MHdopmaLms 06 usmeHeHusix:

®edeparibHbIM 3akoHOM om 29 Hosi6ps1 2010 e. N 313-©3 yvacmb 3.3 cmambu 71
Hacmosiwezo ®edeparibHO20 3aKOHa U3/10KeHa 8 Ho8oUl pedakuyuu, ecmynaruwel 8
cusly co OHs oghuyuarnbHo20 orybriukoeaHusi HazeaHHo20 PedeparibHO20 3aKOHa U
pacripocmpaHsrouelicss Ha rnpasoomHoweHusi, 603HUKwWue ¢ 1 ceHmsbps 2010 a.

CmMm. mekcm Yacmu 8 rpedbioywel pedakyuu
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3.3. lNpuHATHE pelleHnst 0 BHECEHUN M3MEHEHNIN B OOKYMEHTbI, cogepxalimeca B
pPerMcTpaumMoHHOM [OCbe Ha 3aperncTpupoBaHHbIN fEeKapCTBEHHbIN npenapaTt Aans
MEANLIMHCKOrOo NPUMEHEHNS N NpeacCTaBfeHHble 40 OHS BCTYMNIEHUS B CUIY HACTOSLLENO
defgepanbHOro 3aKkoHa, U MPUHATUE PeLleHUsi O BHECEHUN WU3MEHEHUW B [OKYMEHTHI,
cogepXxawimeca B pPermctpaumoHHOM [OCbe Ha 3aperMcTpuvpoBaHHbIN fleKapCTBEHHbIN
npenapat Ans MeOUUMHCKOro MNPUMEHEHUS W  NpeacTaBfieHHble Ha  3KCrnepTusy
neKapCTBEHHbIX CPeACTB 40 OHA BCTYNNeHna B cuny Hactoswero deneparnbHOro 3akoHa,
OCYLLECTBMNATCA Ha OCHOBAHUW [OKYMEHTOB W [AdaHHbIX, NPeACTaBNeHHbIX A0 AHS
BCTYNSIEHUS B cuny Hactoswero denepanbHOro 3akoHa, a Takke 3asiBfieHUs O BHECEHUMN
M3MEHEHMN B [OOKYMEHTbl, cofepXawuecs B  pPerucTpaumMoHHOM [0Cbe  Ha
3aperucTpmpoBaHHbIN  JIEKApPCTBEHHbLIA Mnpenapat Ansg MeauuMHCKOro MNpUMEHEHUs,
npeacTaBneHHOro NPon3BoaMTENEM fNleKapCTBEHHbIX NpenapaTtoB UK YNONHOMOYEHHbIM
MM JIMLUOM B COOTBETCTBMM C HacToswmm defeparnbHblM 3aKOHOM B YNOSTHOMOYEHHbIN
degepanbHbIM opraH ucnonHuTensHon Bnactn go 1 mapta 2011 roga, 6e3 TpeboBaHus
ynnatbl  rocydapCTBEHHOW  MOLUSIMHbI, NpesyCMOTPEHHON  3aKoHO4ATelIbCTBOM
Poccuickon degepauunm o Hanorax u coopax.

MHopmaums 06 usmeHeHusix:

®edeparibHbIM 3akoHOM om 29 Hosibpsi 2010 e. N 313-©3 vacmb 3.4 cmambu 71
Hacmosiwe2o PedepasibHO20 3aKOHa U3/IoXXeHa 8 Hogou pedakuuu, ecmynarued 8
cusny co OHs oghuyuarnbHoz20 onybrukoeaHus HadgaHHo20 ®edeparibHO20 3aKoHa U
pacripocmpaHsirou,elcsi Ha rnpasoomHyoweHusi, 603HUKwue ¢ 1 ceHmsbps 2010 a.

CmMm. mekem Yacmu 8 rpedbioywel pedakyuu

3.4. Bblgada paspelleHMn Ha npoBedeHMe  KITMHUYECKUX UccreaoBaHui
NeKapCcTBEHHbIX MpenapaTtoB Ans  MEOUUMHCKOro MPUMEHEHMA MO 3asiBfIEHUSIM,
NodaHHbIM 0O OHS BCTYMMeHus B cuny Hactosiwero deaepanbHOro 3akoHa, a Takke no
3asiBfieHnsIM, NoAaHHbIM MOCrie AOHSA BCTYNSeHust B curly Hactoswero degepanbHOro
3aKOHa Ha OCHOBaHWUWN AKCMNEPTU3, NMPOBEAEHHbIX 4O AHS BCTYMNIEHUS B CUIY HACTOSLLErO
denepanbHOro 3akoHa, OCYLLECTBIISIETCS B COOTBETCTBMM C HacToswmum PenepanbHbIM
3aKOHOM Ha OCHOBaHWW LOKYMEHTOB M AaHHbIX, MPEACTaBIEHHbIX UMW MOMYyYeHHbIX A0
AHS BCTyNneHust B cuny Hacrtosdwero denepanbHOro 3akoHa, a Takke Ha OCHOBaHUU
KONnn npenBapuTeEnbHOro AoroBopa 006s3aTenbHOr0 CTPaxoBaHUS >KU3HW, 300POBbS
NauneHToB, Y4acTBYHOLWMX B KIMHUYECKOM UCCeLOBaHUN NeKapCTBEHHOro npenapaTta
Anst MeOUUMHCKOro MNPUMEHEHUs, UM Konuu goroBopa 06s3aTenbHOro CTpaxoBaHUS
XW3HW, 300pOBbS  MAUMEHTOB, Y4acTBYKWOWMWX B  KIMHUMYECKOM  UCCregoBaHun
fieKapCTBEHHOro npenapara ans MeguuMHCKOro NpuMeEHeHusi, nMbo npeacTaBneHHOM
KonunM pgoroBopa o006s3aTenbHOro CTpaxoBaHWUS, 3aKNYEeHHOr0 B COOTBETCTBUU C
TMNOBbIMK npaBunaMmm 00s3aTenbHOr0 CTPaxoBaHWS, C YKasaHueM npenenbHom
YNCNEHHOCTN NAUVEHTOB, Y4acTBYHOLMX B KIMHUYECKOM UCCIeA0BaHUN JIEKapCTBEHHOIO
npenapaTta ans MeauuMHCKOro npuMeHeHusi, 6e3 TpeboBaHus ynnaTbl rocyaapCTBEHHON
NOLWNWHBI, NPeAYyCMOTPEHHOM 3akoHogaTenscTBoM Poccunckon degepauumn o Hanorax u
cbopax.

MHopmaums 06 usmeHeHusix:
®edeparibHbiM 3akoHOM om 11 okmsibpsi 2010 2. N 271-®3 cmambsi 71 Hacmosiue20
®edeparibHo20 3aKoHa O0rosIHeHa Yacmbto 3.5

3.5. 3apeructpmpoBaHHble B WHOCTPAHHOW BasntoTe A0 AHA BCTYMNSIEHUS B CUMY
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HacTosiwero ®enepanbHOro 3akoHa npedenbHble OTNYCKHble LeHbl WMHOCTPaHHbIX
NPOM3BOAUTENEN Ha NEKAPCTBEHHbIE MpenapaTbl, BKAOYEHHbIE B NepedYeHb XU3HEHHO
HEeOOXOANMbIX U BaXKHENLLNX NIEKAPCTBEHHLIX NpenapaTtoB, noanexar nepecyeTy B pybnum
no kypcy LeHTpanbHoro 6GaHka Poccuickon degepaumm Ha [aty, YCTaHOBMEHHYIO
MpaButenbctBoM Poccuiickon Pegepaumm, 6€3 npeactaBneHmst 3asiBfieHNs 0 nepecyeTe
LUEeHbl C BHECEHMeM COOTBETCTBYHOLMX W3MEHEHUWW B TrOCYLAPCTBEHHbLIN peecTp
npefenbHbIX  OTMYCKHbIX LEeH nNpov3BoauUTENen Ha JeKkapCTBeHHble npenaparhbl,
BKITIOYEHHbIE B MEpPEeYEeHb XU3HEHHO HEeOobXOoOMMbIX W BaXKHEWULUUX FeKapCTBEHHbIX
npenapaTos.

MHdopmaums 06 usmeHeHusix:

®edeparibHbiM 3akoHoM om 11 okmsibps 2010 2. N 271-®3 cmames 71 Hacmosiweao

®edeparibHo20 3aKoHa OoriosIHeHa Yyacmabto 3.6

3.6. 3apernctpmpoBaHHble A0 OHS BCTYNeHUs B cury Hactoswero deaepanbHOro

3aKkoHa npegeribHble OTMYCKHbIE LieHbl POCCUNCKUX MPOU3BOAUTENEN HA fIeKapCTBEHHbIE
npenapaTbl, BKIOYEHHbIE B MNEPEYEHb >KU3HEHHO HEOBXOOUMMbBIX W  BaKHEWLUMX
neKapCcTBEHHbIX NnpenapaTtos, noanexar nHaekcaumm ¢ 1 Hoa6ps 2010 roga ucxoasa wms
NPOrHO3MPYEMOro YPOBHA WHAQNSAUMK, yCTaHoBrieHHoro defeparbHblM 3aKOHOM OT 2
nekabps 2009 roga N 308-93 "O depepanbHom Brogxete Ha 2010 rog u Ha NaHOBLIN
nepuog 2011 n 2012 rogos" Ha 2011 rog.

MHdopmauumsa 06 u3MeHeHusx:

®edeparibHbIM 3aKoHOM om 6 Oekabpsi 2011 2. N 409-®3 6 yacmb 3.7 cmambu 71

Hacmosiwezo ®edepasibHO20 3aKOHa BHECEHbI UBMEHEHUS, acmyriaroujue 8 cusy rno

ucmedyeHuUU mpuduyamu OHel rocrie OHA oghuyuanbHo20 orybrukoeaHuUs Ha38aHHO20

®edeparibHo20 3aKoHa

CmMm. mekcm Yacmu 8 rnpedbioywel pedakyuu

3.7. Nocne 1 mapta 2011 roga He p[onyckawTCs NPOM3BOACTBO M BBO3 B
Poccunckyio depepaumio nekapCTBEHHbIX NpernapartoB B ynakoBKax C MapKUPOBKOW,
KoTopas Oblna HaHeceHa 40 AHA BCTYMfeHnsa B cuny Hactoswero denepanbHOro 3akoHa.
MO MCTeYeHUM yKa3aHHOIO CpoKa [aHHble JleKapCTBEeHHble npenapatbl  MOryT
OTMNyCKaTbCs, peann3oBbiBaTbCs, NepeaaBaTbCs U NPUMEHATLCA OO0 UCTEYEHUS] UX CpoKa
FOAHOCTW.

4. Co gHA BCTynneHus B cuny Hactoswero deagepanbHoro 3akoHa un no 30 anpens
2011 roga BKIOMMTENBHO OOMNYyCKaeTcs MpoBedeHne 3KCMepTu3bl NeKapCTBEHHbIX
CPEACTB 3KCMepTaMn 3KCMEPTHOro ydpexneHus A0 NPOXOXAEHUS UMM aTTecTaumm B
nopsiake, YyCTaHOBMEHHOM YMNOMIHOMOYEHHbIM dhefeparbHbIM OPraHOM WMCMOSTHUTENbHOW
BMacTu.

5. Co pHAa BcTynneHna B cuny Hactosiwero ®degepanbHoro 3akoHa v no 31
aekabps 2013 roga  BKIIOYUTENBLHO  OCYLLECTBSIETCSA Nepexod K  Npou3BOLCTBY
NeKapCTBEHHbIX CPeACTB B COOTBETCTBMM C MpaBuiiaMy opraHmsauun npousBoacTsa U
KOHTPOMS KayecTBa JIeKapCTBEHHbIX CPeAcTB, YKasaHHbiMM B 4Yactu 1 cratem 45
HacTosilwero degepanbHOro 3akoHa, B noriHoM obveme. Cpoku nepexofa npou3BoacTBa
NEeKapCTBEHHbIX CPeacTB K MX MpPOM3BOACTBY B COOTBETCTBUM C  KOHKPETHbLIMM
TpeboBaHUAMM [aHHbIX NpaBwusSl, BKMOYaAsi CPOKU aTTecTaummn YnoSIHOMOYEHHbIX NuL,
yKasaHHbIX B 4Yactax 6 u 7 cratem 45 Hactosiwero degepanbHOro 3akoHa,
yctaHasnuBatoTca Npasutensctsom Poccunckon degepaumn.


http://ivo.garant.ru/document?id=5661738&sub=7137
http://ivo.garant.ru/document?id=70003053&sub=0
http://ivo.garant.ru/document?id=70003052&sub=262
http://ivo.garant.ru/document?id=70003052&sub=2310
http://ivo.garant.ru/document?id=12079335&sub=1112
http://ivo.garant.ru/document?id=12071321&sub=0
http://ivo.garant.ru/document?id=7917&sub=0

6. JInueH3nm Ha NPoOn3BOACTBO JNIEKAPCTBEHHbLIX CPEeACTB, BbldaHHble 0O 1 sHBaps
2014 ropga, pgencteytoT nocne 1 aHBapsa 2014 roga 0O UCTEYEHUA CpoKa UX OENCTBUSA MpuU
YCNOBUN COOTBETCTBUSA NULIEH3MATa npasuiiaMm opraHu3aunm npous3BoAcTBa U KOHTPOSIS
KayecTBa JeKapCTBEHHbIX CPeACTB, YKasaHHbiIM B 4actu 1 crtatbm 45 HacToswero
depeparnbHOro 3akoHa.

MHdopmaumsa 06 naMeHeHusX:

®edeparibHbiM 3akoHOM om 29 Hos16psi 2010 2. N 313-@3 cmambsi 71 Hacmosiwe20

®edeparibHO20 3aKoHa O0rofIHeHa Yacmabio 7, scmynarouiel 8 cusly co OHS

oghuuyuarnbHo20 ornybrnukoeaHusi HazeaHHo20 PedeparibHO20 3aKOHa

7. dopmMupoBaHME TrocyaapCTBEHHOrO 3adaHus Ha npoBedeHne 3KCnepTusbl

neKkapCTBEHHbIX CpeacTB dreaepanbHOMY rocyaapCTBEHHOMY BHOIKETHOMY yUpeXaeHUo
N0 NPOBEOEHMIO IKCMEepTU3bl NEeKapCTBEHHbIX CPeacTB U (muHaHCOBOe obecneveHue
BbIMOMIHEHNS  3TOr0  3afaHWs  OCYLLEeCTBNAKTCA B nNopsgke, YCTaHOBEHHOM
depepanbHbiM  3akoHoM oOT 12 gHBapa 1996 roma N 7-03 "O HekoMMep4vecKunx
opraHusaumnsax"”.

FAPAHT:

CM. KoMMeHTapum K ctaTbe 71 HacToswero deaeparnibHOro 3akoHa

MpesnageHT Poccumrckon depgepaunm [1. MeoBenes

Mocksa, Kpemnb
12 anpensa 2010 .
N 61-03
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