12 anpeng 2010 roaa N 61-03

POCCUNCKASA ®EOEPALIUA
®EOEPANbHbIA 3AKOH
OB OBPALLEHUU NEKAPCTBEHHbIX CPEACTB

MpuHAaT
FocynapcTtBeHHOM [yMol
24 mapTa 2010 roga

OpobpeH
CoseToM Oenepaumu
31 mapTa 2010 roga

CnncokK naMeHsiLwmnx AOKYMEHTOB

(B pea. ®epepanbHbiX 3akoHOB 0T 27.07.2010 N 192-03,
o7 11.10.2010 N 271-®3, o1 29.11.2010 N 313-®3, o1 06.12.2011 N 409-03,
oT 25.06.2012 N 93-03, o1 25.12.2012 N 262-®3, o1 02.07.2013 N 185-03,
oT 25.11.2013 N 317-®3, o1 12.03.2014 N 33-03, oT 22.10.2014 N 313-03,
0T 22.12.2014 N 429-®3 (pea. 13.07.2015), ot 08.03.2015 N 34-03,
oT 29.06.2015 N 160-®3, o1 13.07.2015 N 233-®3, o1 13.07.2015 N 241-03,
oT 13.07.2015 N 262-03, o1 14.12.2015 N 374-®3, o1 29.12.2015 N 389-03,
oT 02.06.2016 N 163-®3, ot 03.07.2016 N 261-®3, ot 03.07.2016 N 305-03,
oT 03.07.2016 N 350-®3, oT 29.07.2017 N 242-®3, oT 29.07.2017 N 278-03,
oT 28.12.2017 N 425-®3, o1 04.06.2018 N 140-®3, ot 28.11.2018 N 449-03,
oT 27.12.2018 N 511-®3, ot 06.06.2019 N 134-03)

fnasa 1. OBLUME NMONOXEHUA

Cratbs 1. pegmeT perynupoBaHua HacToswero PeaepasnbHOro 3akoHa

1. Hactoswmnn denepanbHblii 3aKOH peryampyeTr OTHOLWEHWS, BO3HUKAOWMeE B CBA3M C
obpaweHnem - pa3paboTkon, AOKINHMYECKUMW  UCCNeaoBaHUSMU,  KIIMHUYECKUMU
nccnenoBaHMAMKM, SKCNEPTU30M, FroCyaapCTBEHHOW permcrpaunen, co ctaHgapTmsauuen m ¢
KOHTpONEeM KayecTBa, NMPOU3BOACTBOM, M3roTOBSIEHWEM, XPAHEHWEM, MEPEBO3KON, BBO3OM B
Poccuiickyto @depepauunto, BbIBO30M M3 Poccurickon @deaepaumu, peksaMoun, OTMYCKOM,
peanusaumen, nepegadvyen, NnpUMeHEeHNEM, YHUUTOXEHMNEM SIeKApPCTBEHHbIX CPeACTB.

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

2. Hactoswmin ®epepanbHbiil 3akKOH YyCTaHaBAMBaeT MNpPUOPUTET OCYyAapCTBEHHOro
perynmpoBaHusa 6e30nacHOCTU, KavyecTBa U 3hPEeKTUBHOCTU JIeKapCTBEHHbIX CPeacTB Mpu mx
obpatlueHun.

(B pea. ®egepanbHoro 3akoHa ot 25.06.2012 N 93-03)



Cratbs 2. Cchepa npumeHeHUus1 HacTosilero PeaepanbHOro 3akoHa

HacTtoawmin ®degepasnbHblii 3aKOH MPUMEHSIETCS K OTHOLIEHMSIM, BO3HUKAOWWUM Mpu
obpaleHnn nekapCTBeHHbIX CPeacTB Ha Tepputopumn Poccuinckon degepaunm.

CraTbs 3. 3akoHogaTenbCTBO 00 OOpaLLeHUn NneKapCTBEHHbIX CPEeACTB

1. 3akoHopaTenbCcTBO 06 ObpalleHMn NeKapCTBEHHbIX CPeACTB COCTOUT M3 HacTosILWero
denepanbHOro 3akoHa, Apyrux denepanbHbIX 3aKOHOB M MHbIX HOPMATMBHbIX MpPaBOBbIX
akToB Poccuickon deaepaumn.

1.1. 3akoHopaTenbctBO 06 ob6paweHnn nekapCTBEHHbIX CpPeaCTB B OTHOLIEHUU
OPUANYECKUX NTNL N UHAMBUAYANbHbBIX NpearnpuHUMaTeneii, OCyLWeCcTBASIOWNX AeSTeNbHOCTb
Ha TeppuTopuUM MEeXAYHapoAHOro MeAMUMHCKOrO Khnacrtepa, MpuMMeHseTcs C  y4deToMm
0cobeHHOCTEel, yCTaHOBMNEHHbIX deaepanbHbIM 3aKOHOM "O MeXAyHapoAHOM MeAULUMHCKOM
Knactepe W BHECEeHMW WU3MEeHEHWW B OTAeNbHble 3aKoHoAaTeslbHble akTbl Poccuinckomn
Qdepepauymn”.

(yacTtb 1.1 BBegeHa denepanbHbiM 3aKoHOM OT 29.06.2015 N 160-03)

2. [eictBue HacTtosiwero deaepanbHOro 3akoHa pacnpocTpaHseTca Ha obpalleHue
HAapKOTMUYECKMX JIEKAPCTBEHHbIX CPEACTB M NMCUXOTPOMHbIX JIEKAPCTBEHHbIX CPEACTB C YYETOM
0CO6EHHOCTEN,  YCTAQHOB/IEHHbIX  3aKOHOAATeNbCTBOM  Poccuiickoin  degepaumm 0
HapKOTMUYECKMX CPeACTBaX, NCUXOTPONMHbIX BeWecTBax n 06 Ux npekypcopax.

3. [eicTteme Hactoswero ®degepanbHOro 3akoHa pacrnpocTpaHsieTcs Ha obpaueHue
paanodapMaLeBTMUYECKMX NIeKAPCTBEHHbIX CPeACcTB C YY4EeTOM 0CO6eHHOCTEeN, YCTaHOB/IEHHbIX
3aKoHoAaTenbCcTBOM Poccuinckon Odegepaumm B obnactn obecneveHns pagmauMOHHOMN
6e3omacHocTu.

4. Ecnn mexayHapoaHbiM agoroBopoMm Poccuiickon ®degepaumm yCTaHOB/EHbI WHble
npaeumna, 4YeM Te, KOTOpble nMpeaycMoTpeHbl HactosawmMm @denepasbHbIM  3aKOHOM,
NPUMEHSAITCS NpaBuia MexayHapoaHoro Aorosopa.

5. B Poccuinckon ®Pegepaumm B COOTBETCTBMM C MeXAYHapoAHbIMM A0OroBOpamu
Poccuinckon d®epepaumun n (UaM) Ha OCHOBE MpPUHLMMA B3aMMHOCTM MPU3HAOTCS pe3ybTaThbl
KNIMHUYECKNX UCCNefoBaHMIM NeKapCTBEHHbIX NpenapaTtoB ANS MeAMUMHCKOro NnpuMeHeHus,
NpoBeAEeHHbIX 3a npeaenamu Tepputopun Poccuinckon denepauumn.

CtaTtbf 4. OCHOBHbIE NOHATUA, UCNONb3yeMble B HacTosweM PenepanbHOM 3aKoHe

Ans uenei Hactosiuero ®eaepanbHOr0 3aKoHa WCMNOJb3YHTCA Cleaylolne OCHOBHbIE
NOHATUA:

1) nekapcTBeHHble CpeACTBa - BELLeCcTBa UM UX KOMBMHALMK, BCTYNAOLWME B KOHTAKT C
OpraHM3MOM YesloBeKa WM >KMBOTHOIO, MPOHMKAKLWME B OpraHbl, TKAHM OpraHu3Mma
yenioBeka WM XKMBOTHOrO, TMpUMeHsieMble ANns  NpodUNakTUKM, AMarHocTukm  (3a
NCK/TIIOYEHMEM BELLECTB WU UX KOMBWHALUMIA, HE KOHTAKTUPYHOLINX C OPraHM3MOM 4YesioBeka
NN XKMBOTHOIMO), leyeHns 3aboneBaHus, peabunurtaumnmn, Ans cCoxXxpaHeHus, npeaoTBpaLLeHUSs
UNN npepbiBaHNsS 6epeMeHHOCTU W MOoJSlyYeHHble W3 KpPOBW, MiasMbl KPOBU, M3 OPraHos,
TKaAHeW opraHM3Ma 4YesioBeKa UM XXUBOTHOMO, pacTeHWUIt, MMHEpPANoB MEeToAaMM CUHTE3a UK
C NpUMEHEHMEM 6MONOrMYecKMx TexHoNorni. K nekapCTBEHHbIM CpeacTBaM OTHOCATCS
apmaueBTUUecKkme cybCcTaHUMM M NIeKapCTBEHHbIE NpenapaThl;

2) dapmaueBTMyeckas cybcTtaHuMsa - fieKkapCTBEHHOEe CpeaCTBO B BMAE OAHOrO UNum
Heckonbknx obnagatowmx dapMakonorMyeckom akTUBHOCTbIO AENCTBYHOWMX BELWECTB BHe
3aBMCUMMOCTM OT MpUpPOAbl MPOUCXOXAEHUS, KOTOPOE npefHa3HayeHo A1 Mpou3BOACTBA,
N3roTOBJIEHUS JIEKAPCTBEHHbIX NpenapaToB 1 onpeaenseTt ux ahdeKTUBHOCTD;

(n. 2 B pea. ®enepanbHOro 3akoHa ot 22.12.2014 N 429-03)



3) BCnoMoraTtesibHble BeELWECTBa - BeLWEeCTBa HeEOopraHWM4eckoro Wan opraHmM4yeckoro
NMPONCXOoXXAEHNA, UCMNOJIb3YyEMbIE B MNMpouUecCe Npon3sBoacCTBa, U3roToBJIEHNA NEKAPCTBEHHbIX
npenapaTtoB And npunaaHmnda nm HeobxoanMbIX CI)M3MKO-XMMM‘-I€CKMX CBOVICTB;

4) NEeKapCTBEHHbIE MpenapaTtbl - JIEKAPCTBEHHbIE CpeEACTBA B BUAE J1IEKAPCTBEHHbIX
CbOpM, npuMeEHAeMblE  ANd I'IpOCbVIJ'IaKTVIKVI, ANArHOCTUKMU, neyeHunA 3a6OJ'IEBaHVIFI,
peaﬁVIJ'IVITaLI,VIVI, AnAa COXpaHEHUA, NpeaoTBpalleHnda ninm npepbiBaHUA 6epeMeHHOCTM;

5) nekapctBeHHass opMa - COCTOSIHWE NIEKApPCTBEHHOrO npernapaTta, COOTBETCTBYlOLLEE
crnocobaM ero BBeAeHUS U MPUMEHEHUs KU obecrneumBalllee AOCTUXEHME HeobXoauMoro
neyebHoro adpdekTa;

5.1) posmpoBKa - coAepXXaHue OAHOro WM HECKONbKUX AENCTBYHOLMX BeLLeCcTB B
KOJINYECTBEHHOM BbIpaXXEHMU Ha eAnHULY A03bl, NN eANHULY 06beMa, Uau eanHuLy Macchl
B COOTBETCTBUMW C JieKapCTBEHHOM ¢GopMon nnMbo ANs HEKOTOPbIX BWAOB JIEKAPCTBEHHbIX
dOopM KOMYECTBO BbICBOOOXAAEMOrO N3 JIeKapCTBEHHOM (DOPMbl AENCTBYIOLLEro BEWECTBA 3a
€VHNLY BPEMEHMU;

(n. 5.1 BBeaeH ®eaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

6) nepeyeHb XM3HEHHO HeobXOAMMbIX W BaXHEWLWUX JieKapCTBEHHbIX MpenapaTtoB -
€XerogHo  yTBepXXAaeMbli MpaBnTENbLCTBOM Poccuickonm depepauunmn nepeyeHb
neKapCcTBeHHbIX  npenapaTtoB AN  MegUMUMHCKOro  npuMeHeHus,  obecneymsatolmx
NPUOpPUTETHbIE NOTPebHOCTM 34paBOOXpPaHEHUs B Uenax npoduaakTMKu w  fedeHus
3aboneBaHuii, B TOM 4ducne npeobnagatowmx B CTpykType 3aboneBaemMocTn B Poccuiickom
Qdepepauvn;

6.1) opdaHHble fekapcTBeHHble nMpenapaTbl - JieKapCTBEHHble npenapaThl,
npeAgHasHayeHHble WUCKAKUYUTENbHO AN8 AUMAarHOCTUKM WM NaTOreHeTUYecKoro JsedeHus
(neyeHMs, HanMpaBfeHHOr0 Ha MeXaHM3M pas3BuTUS 3abonesaHusa) peakunx (opdaHHbIX)
3aboneBaHui;

(n. 6.1 BBeaeH ®eaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

6.2) 6uonornyeckme nekapcTBeHHble MpenapaTtbl - JeKapCTBeHHble npenapaThl,
JelcTBylolee BewecTBO KOTOpPbIX MpPOU3BEAEHO WM  BblAeNeHO M3 6Moornyeckoro
UCTOYHWKA W AN onpefeneHus CBOMCTB M KayecTBa KOTOpbIX Heobxoamma koMbuHauwms
buonornyecknx u GU3NKO-XUMUYeckux MetodoB. K 6HBuonorndeckmm nekapcTBEHHbIM
npenapaTtam OTHOCATCH UMMYHOBUWoONornyeckue nekapcTBeHHble rnpenapaThbl, JIeKapCTBEHHble
npenapaTbl, NOJly4YeHHble U3 KPOBMW, NNa3Mbl KPOBU YesioBeKa U XMBOTHbIX (3@ UCKITHOUYEHNEM
LuenbHOM KpoBMW), BuoTexHonorndeckme nekapcTBeHHble MnpenapaTbl, reHoTepaneBTUYeckue
neKapCcTBeHHble npenapaThbl;

(n. 6.2 BBeaeH ®epepanbHbIM 3aKOHOM 0T 22.12.2014 N 429-03)

7) MMMyHobuonornyeckme nekapcTBeHHble npenapaTtbl - NeKapcTBeHHble npenapaTsl,
npegHasHayeHHble A1 (GOpPMUPOBAHMSA aKTUMBHOIO MAW MAacCUMBHOMO WMMyHuUTeTa nunbo
AVNATHOCTUKM Hannuus MMMyHUTETa WM AMArHOCTUKWM cneunduyeckoro npuobpeTeHHOoro
M3MEHEHUSS  MMMYHOJSIOFMYECKOro  OoTBeTa  Ha  anneprusupyrowme  BellecTsa. K
NMMYHOBMONOrMYECKNUM NEeKAPCTBEHHbLIM MpenapaTtaM OTHOCATCA BaKUMHbI, @HATOKCUHBbI,
TOKCWHbI, CbIBOPOTKW, UMMYHOI106yNHbI U annepreHsbl;

(n. 7 B pea. ®egepanbHOro 3akoHa ot 22.12.2014 N 429-03)

7.1) buoTexHonormyeckme sieKkapCTBeHHble npernapaTtbl - JileKapCTBEHHble npenaparsbl,
NpoM3BOACTBO  KOTOPbIX OCYLECTBASETCA C  WUCMONb30BaHMEeM  BMOTEXHOMOrMYECKnX
npoueccoB M MetoaoB (B TOM uucne [AHK-pekoMbUMHAHTHOM TEXHONOrMM, TEXHONOrUM
KOHTPONIMPYEMOMN 3KCMpecCum reHoB, KoAupylowmx 6uMonormyeckn akTuBHble 6enku B
npokKapuoTax n ayKapmoTax, BKOYass M3MEHEHHbIE KIeTKM MaeKonmTarwmx), rmébpnaoMHoro
MeTo4a M MeToAa MOHOKJ/OHAMNbHbIX aHTUTEN;

(n. 7.1 BBeaeH ®eaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

7.2) reHoTepaneBTMYECKNE NeKapCTBEHHbIE MNpenapaThl - JIEKAapCTBEHHbIE MpenapaTsl,
dapmMmaueBTnyeckas CcybCTaHUMS KOTOPbIX SBASETCS pPEeKOMOUMHAHTHOMW  HYK/IEeMHOBOU
KWCNOTON MAM BKJO4YaeT B cebs peKOMOMHAHTHYH HYKIEMHOBYH KWUCOTY, MO3BOJISIOLLYHO



OCYyLWecTBNATb  peryanpoBaHvme, penapauuio, 3ameHy, pobasneHue wam  yaaneHuwe
reHeTM4YeCcKon nNocneaoBaTesIbHOCTH;
(n. 7.2 BBeaeH ®egepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

8) HapkoTMueckue fekapCTBeHHble CcpeacTBa - JIeKapCTBEHHble nmnpenapaTtbl W
dapmMaueBTMUeckne cybctaHumun, coaepxalime HapKoTUYecKue cpeacTBa W BK/IHOUYEHHbIE B
MepeyeHb HapKOTUYECKUX CPeAcTB, [MCUXOTPOMHbIX BewecTB U  UX NpPeKypcopos,
noanexawmx KoHTposnto B Poccuinckon degepauunm, B COOTBETCTBUMM C 3aKOHOAATEbCTBOM
Poccuinickon ®depepaumun, MexayHapoAHbIMM aorosopamu Poccuiickon depepaumn, B TOM
yncne EAVMHON KOHBEHUMENn 0 HapKoTu4Yeckux cpeacrteax 1961 roaa;

9) ncuMXOTponHble JfleKapCTBEHHblE CpeacTBa - JieKapCTBEeHHble npenapaTtbl W
dapmaueBTnyeckme cybCcTaHuMmM, coaepxawme MNCUXOTPOMHbIE BeLeCTBa M BK/KOYEHHbIE B
lMepeyeHb HaApPKOTUYECKUX CPeacTB, MNCUXOTPOMHbIX Bewecte U WX NPEKYpPCOpOB,
noanexawmx KoHTponto B Poccuiickon ®epepaunn, B COOTBETCTBMM C 3aKOHOAATENIbLCTBOM
Poccuiickon ®degepaunm, MexayHapoAHbIMWM porosopamm Poccuiickon ®degepaunu, B TOM
umncne KoHBeHUMEN O NCUXOTPOMHbIX BewecTBax 1971 roaa;

10) paanodapmaueBTUYECKME NleKapCTBEHHble cCpeAcTBa - JIeKapCTBEHHble CpeacTsa,
KOTOpble coAepXaT B TrOTOBOM ANS MCMoAb30BaHMa ¢dopMe OAWH pPagUOoOHYKAIUMA Wn
HECKOJIbKO paanoHYKNMAoB (pagmMoaKTUBHbLIX M30TOMOB);

11) pedepeHTHbIN NnekapCTBEHHbIA nNpernapaTt - JIeEKAapCTBEHHbIN npenapaT, KOTOopbIi
BNnepBble 3apeructpupoBaH B Poccuickon ®depepaumm, KadvectBo, 3PHEKTUBHOCTL U
6e30MacHOCTb  KOTOpPOro  AoKa3aHbl Ha  OCHOBaHMW  pe3yfbTaTOB  AOKJIMHUYECKUX
NCCNefoBaHUN NeKapCTBEHHbIX CPeACTB U  KJMHUYECKUX WCCNEeAOBaHWUIA JNleKapCTBEHHbIX
npenapaTtoB, MNPOBEAEHHbIX B COOTBETCTBMM C TpeboBaHMAMM dacTen 6 m 7 ctatbum 18
HacTosiwero ®deaepanbHOro 3akOHA B OTHOWEHWWM  JIeKapCTBEHHbIX CpeacTB  ANs
MEeANUMHCKOro npuMeHeHuss nmbo B COOTBETCTBMM C TpeboBaHMSAMU CcTaTbM 12 HacTosiwero
denepanbHOro 3akOHa B OTHOWEHWM NEeKApPCTBEHHbIX CPeacTB A1 BeTepuHapHOro
NMPUMEHEHUS, W KOTOPbIN WUCNONb3yeTcss AN OUEHKM OMO3KBUBANEHTHOCTU  WUn
TepaneBTMYECKON  3KBMBANEHTHOCTM, KayectBa, 3ddeKTMBHOCTM U 6e30nacHoOCTH
BOCMpom3BeaeHHOro nnu éunoaHanorosoro (bnonogobHoro) nekapCcTBeHHOro npenapara;

(B pen. PepgepanbHbiX 3aKOHOB OT 22.12.2014 N 429-®3, ot 13.07.2015 N 241-03)

12) BocnpousBeAeHHbI fNeKapCTBEHHbIM npenapaTt - JleKapCTBEHHbIA npenapar,
KOTOpbI MMEET TaKOM Xe KauyeCTBEeHHbI COCTaB M KONMYECTBEHHbIN COCTaB AENCTBYHOLLMX
BeLLeCTB B TAKOW Xe fieKapCTBeHHOW opMe, UTo U pedepeHTHbIN NeKapCTBEHHbIM npenapar,
N 6M0IKBMBANEHTHOCTb WAW TepaneBTUYecKas 3KBUBANEHTHOCTb KOTOporo pedepeHTHOMY
neKkapCcTBeHHOMY rnpenapaTy NoATBepXAeHa COOTBETCTBYOWMMU UCCIef0BaHUSAMN;

(n. 12 B pea. ®eaepanbHOro 3akoHa ot 22.12.2014 N 429-03)

12.1) TepaneBTMYecKasl 3KBMBANEHTHOCTb - AOCTMXEHWE KJIMHWUYECKM COMOCTaBUMOro
TepaneBTMyeckoro addekta npu  NPUMEHEHMW  JIEKAPCTBEHHbLIX MpenapaTtoB A/
MEeOULMHCKOro MNPUMEHEHUS AN OAHOM U TOW Xe rpynnbl 60/bHbIX MO OAHUM U TEM Xe
NoKasaHWAM K NPUMEHEHMUIO;

(n. 12.1 BBeaeH dPenepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

12.2) 6wuoaHanoroBbln (6MonofobHbIN) nekapcTBeHHbIM npenapat (6uoaHanor) -
buonornyeckuin  fleKapCTBeHHbIM  npenapat, CXOXWW MO  napaMeTpaMm  KadecTBa,
apdekTMBHOCTM U 6e3onacHocTn ¢ pedepeHTHbIM  6UONorMYeckKMM  NIeKapCTBEHHbIM
npenapaToM B TaKOW Xe neKapcTBeHHON hopMe N UMELWN NAEHTUYHbIA CNocob BBeAEHUS;
(n. 12.2 BBeaeH depepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

12.3) B3auMoO3aMeHsleMblli NeKapCTBEHHbIA MpenapaT - JieKapCTBEHHbIM npenapaTt C
[OKa3aHHOW TepaneBTUYECKON 3KBMBANEHTHOCTLIO WUIN BUO3KBMBANEHTHOCTLIO B OTHOLIEHUU
pedepeHTHOro f1eKapCcTBEHHOro npenaparta, UMEKLWMn SKBMBANEHTHbIE €My KayeCTBEHHbIM
COCTaB W KONWYECTBEHHbIM COCTaB AENUCTBYHOLWMX BeELeCTB, COCTaB BCMOMOraTesbHbIX
BeLLeCTB, NeKapCTBEHHYO POpMy 1M cnocob BBeAEHUS;

(n. 12.3 BBeaeH depepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)



13) nekapcTBeHHOE pacTUTENbHOE Cbipbe - CBEXWE WNU BbICYLWEHHble pacTeHus nnbo
MX 4acTW, Mcnofnb3yemble A7 NPOM3BOACTBA JIEKApPCTBEHHbIX CPEeACTB OpraHuMsaumsmMm -
NpoM3BOAUTENSMN NNEKAPCTBEHHbLIX CPEACTB WM U3rOTOBNEHMS NleKapCTBEHHbIX MpenapaToB
anTe4YyHbIMn opraHmsaumsamu, BEeTEPUHAPHbIMU anTe4yHbIMK opraHmsaumamu,
WHANBUAYANbHBbIMX NpeanpuHUMaTENAaMU, WUMEKLWMMN NIMLEH3UID Ha dapMaueBTUYECKYHO
AesATeNbHOCTb;

14) nekapCTBEHHbI1 pacTUTeNbHbI MNpenapaT - JieKapCTBEHHbIM  npenapar,
Npou3BeAeHHbI NN N3FOTOBNEHHbIA N3 OAHOM0 BUAA NIEKAPCTBEHHOMO pacTUTENbHOMO Chipbs
NN HECKOJIbKUX BUAOB Takoro Cbipbs U peanusyeMbli B pachacoBaHHOM BUAE BO BTOPUYHOM
(noTpebuTtenbckoit) ynakoske;

15) romeonaTnyeckuin JieKapCTBEHHbIM nNpenapaTt - JleKapCTBEHHbIN Mpenapar,
NMPoOM3BeAEeHHbIN  WUNM  WU3rOTOBJIEHHbLIN U3  dapMaueBTUUYeCcKon  cybCcTaHumm  Uam
dapmMaueBTUUYECKMX CybCTaHUMI B COOTBETCTBMW C TpeboBaHUAMM 06WMX dapMaKONeENHbIX
cTatelr K TroMeomnaTUYeCKMM JlIeKapCTBEHHbIM nMpenapaTtaM WM B COOTBETCTBUMM C
TpeboBaHMsAMU papMakoneun CTpaHbl NPOM3BOAUTENS TaKoro JeKapCTBEHHOro npenapara;

(n. 15 B pea. ®eaepanbHOro 3akoHa ot 22.12.2014 N 429-03)

16) MexayHapogHOe HernaTeHTOBaHHOE HaMMeHOBaHMe eKapCTBEHHOro cpeacTtea -
HanMeHoBaHue AENCTBYIOLLErO BellecTBa dapmMaLeBTUUECKOMN cybcTaHumm,
peKkoMeHAoBaHHOe BceMmpHoOM opraHusaumen 34paBoOXpaHeHns;

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

17) ToproBoe HauMMeHOBaHWe JfleKapCTBEHHONo CpeacTBa -  HaMMeHOBaHMWe
NleKapCTBEHHOro CpeacTBa, NPUCBOEHHOE ero pa3paboTumkoMm, AepxaTtenem uanm BnagenbLuem
perncTpaunuoHHOro yaAoCTOBEPEHUS TeKapCTBEHHOMO npenapara;

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

17.1) rpynnnpoBO4YHOE HAaMMEHOBAHWE JNEKApPCTBEHHOrO npernapata - HaMMEHOBaHWe
NleKapCTBEHHOro  npernapata, He MMEWLWeEero MexXAyHapoAHOro HenaTeHTOBaHHOro
HaMMeHOBaHMs, WAN KOMOMHAUWMKM NEeKapCTBEHHbIX MNpenapaTtoB, WCNOAb3yeMoe B UensXx
obbeanHeHnsa Mx B rpynny nog eavHbiM HaMMeHOBaHMeM MCX0oAsl M3 OAMHAKOBOrO COCTaBa
OENCTBYOWNX BELWeCTB;

(n. 17.1 BBeaeH ®enepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

18) obwas dapmakonenHas CTaTba - AOKYMEHT, YTBEPXAEHHbIA YMOJHOMOUYEHHbIM
denepanbHbIM OpraHoOM WCMONHUTENbLHOM BACTU W COAEPXKallM MNMepeyeHb MNoKasaTenemn
KayectBa M (MAK) METOAOB KOHTPO/SIS KayecTBa KOHKPETHOW JieKapCTBEHHON (OpMbl,
NeKapCTBEHHOro pacTUTENIbHOrO  Cbipbsl, OMNMCaAHUA BMONOrMYecKnx, BUOXMMUYECKUX,
MUKPOBUMONOrnYecknx, MU3NKO-XUMUUYECKUX, (PUNYECKNX, XUMUYECKUX WU OAPYTMX METOoA0B
aHanusa JieKapCTBEHHOro cpeacTtBa, a Takxke TpeboBaHUs K WCNOMb3yeMbiM B Lenax
npoBeneHns aHHOrO aHanu3a peakTueaM, TUTPOBAHHbLIM pacTBOpaM, nHAMKaTopam;

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

19) dapmakonenHas cTaTtbss - [OOKYMEHT, YTBEpPXAEHHbI  YMOJHOMOYEHHbIM
denepanbHbIM OpraHoOM WCMONHUTENLHOM BACTU U COAEPXKallMii MepeyeHb MNokKasaTenemn
KayecTBa M MeTOA0B KOHTPONSA KayecTBa SIeKapCTBEHHOro CpeAcTBa;

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

19.1) craHaapTHble o6pa3ubl - BewecTBa, NOCPeACTBOM CpPaBHEHUS C KOTOPbIMU
OCYLLECTB/IAETCA KOHTPOJIb KayecCTBa WCCMeaAyeMbIX NEKapCTBEHHbIX CPeACTB C MOMOLLbHO
DUBNKO-XMMMYECKMX N BMONOrM4YeckMx MeToAOB B UENSX NOATBEPXAEHUS COOTBETCTBMS
NIeKapCTBEHHbLIX CPeAcTB TpeboBaHMSAM HOPMATUBHOM AOKYMEHTAUWM, YCTAHOB/EHHbLIM MNpwU
OCYLLECTB/IEHUN IrOCYAAPCTBEHHOW permcrtpauum, U KoTopble NPUMEHSIOTCA ANS KanmbpoBKu
CTaHAapTHbIX 06pa3uoB MNPOU3BOANTENS NEKAPCTBEHHbIX CpeacTB, WCMNOJSb3yeMbIX Ans
KOHTPONS Ka4yecTBa U MHbIX Lenen npn obpaleHnn nekapCTBEHHbIX CPeACTB;

(n. 19.1 BBeaeH ®eaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)



19.2) (apmakonenHblii  CTaHdapTHbIM  obpasey -  cTaHAapTHbIn  obpasedu,
NpoM3BEeAEHHbIM B COOTBETCTBUM C (papMaKOMNeMNHON CTaTbeN;
(n. 19.2 BBeaeH ®enepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

20) HOopMaTMBHas AOKyMeHTauus - OOKYMEHT, coAepXXalui nepedeHb onpenesnsieMbixX
no pesyfbTaTaM COOTBETCTBYIOLWMX IKCNEPTM3 MnoKalaTeslen KayecTBa JieKapCTBEHHOMo
cpeactBa AN MeAMUMHCKOrO  NpPUMMEHEeHMsl, METOAOB KOHTPO/Sisi ero KayectBa W
YCT@HOBJIEHHbIN €ro NPoOM3BOAUTENEM;

21) HOpPMaTMBHbIN AOKYMEHT - [LOKYMEHT, COAEepXaliuii nepedyeHb onpenensieMbix Mo
pe3ynbTaTaM COOTBETCTBYIOLWMX 3SKCMepTU3 nokasaTtenen kayectsa M (uMnu) MeToAOB
KOHTPONSI KayecTBa NeKapCTBEHHON dopMbl, ONMcaHUs 6GMONOrMYEcKnX, BUOXUMUYECKUX,
MUKPOBNONOrNUYECKNX, PU3UKO-XUMUYECKUX, (PUBNUYECKUX, XUMUYECKUX U OAPYrUX METoAO0B
aHanM3a JIeKapCTBEHHbIX CPeACTB ANl BETEpUMHaApHOro MpuMeHeHus, TpeboBaHus K
MCNoNb3yeMbiM B  LeNsiX MNpoBeAEeHMS [AAHHOrM0 aHanmMsa peakTMBaM, TUTPOBAHHbLIM
pacTBopaM, MHAMKATOPaAM U YCTaHOBJIEHHbIN €ro Npon3BoOAUTENEM;

21.1) o06WKUA TEXHUYECKMA [OOKYMEHT - KOMIMJIEKT [AOKYMEHTOB W MaTepuanos,
COCTOSALLUMMA M3 HECKONbKUX pasfenoB - AOKYMeHTauuMu aAMUHUCTPATUBHOMO XapakTepa,
XUMUNYECKON, (apMaLEeBTUUYECKON M OBMONOrMYECKO AOKYMeHTauuu, dhapMaKoNornyeckomn,
TOKCUKOJSIOTMYECKOW AOKYMEeHTauuun, KIAMHUYECKOM [AOKYMEeHTauMuM W nNpeacraBisieMbli
OAHOBPEMEHHO C 3asiBJIEHNEM O FOCYAapCTBEHHOW perucrpaumm NeKapCcTBEHHOro npenapaTta
AN MeAUUMHCKOro  npuMeHeHMss B ¢opmaTe, YCTaHOBJ/IEHHOM  YMNOJIHOMOYEHHbIM
denepanbHbIM OpraHoM UCMOJIHUTESNbHOM BacTu;

(n. 21.1 BBeaeH d®enepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

22) KayecTBO JIeKapCTBEHHOrNO CpeAcTBa - COOTBETCTBME JleKapCTBEHHOINo CpeacTBa
TpeboBaHMsaAM dapMakonemHon craTtbMm nAmnbBO B Cry4ae ee OTCYTCTBUS HOPMaTUBHOM
AOKYMEHTaUumM nnm HOpMaTUBHOIO AOKYMEHTA;

23) 6e30MacHOCTb /1IeKapCTBEHHOIO CPeACTBa - XapaKTepuUCTUKA JIEKApCTBEHHOrO
cpeactBa, OCHOBaHHasi Ha CpaBHUTENbHOM aHanu3e ero 3GdEKTUBHOCTM U pUCKa
NPUYNHEHUS Bpeaa 340POBbi0;

24) 3bdEKTUBHOCTb NIeKapCTBEHHOro rpernapata - XapakKTepucTMka CTeneHu
MOJIOXKMUTENIbHOrO B/IMSIHUS NIEKapCTBEHHOrO Mnpenapata Ha TeyeHue, MpPOAO/IKUTENbHOCTb
3aboneBaHus UKW ero NpefoTBpalleHne, peabunmTaumio, Ha COXpaHeHue, NpefoTBpaLleHune
NN npepbiBaHMe 6epeMeHHOCTH;

25) cepua JNIEKapCTBEHHOro CpeACTBa - KOJIMYECTBO JIEKAPCTBEHHOrO CpPEeACTBa,
Npou3BefleHHOe B pe3y/bTaTe 0AHOr0 TEXHOIOMMYECKOro LIMK/a ero npou3BoAUTENEM;

26) perncrpauMoHHOE yAOCTOBEpPEHME JIeKAapCTBEHHOro npenapata - [AOKYMEHT,
noaTBepXAatowmn akT rocyaapCTBEHHOW perncrpaunm neKkapCcTBeEHHOro npenapara;

26.1) pepxaTtenb wUAuM BNageney, perncTpaumMoHHOro yAoCTOBEPEHMUS 1I€KapCTBEHHOrO
npenapata - pa3paboTumMK J1EeKapCTBEHHOro0 CpeacTsa, MNPOM3BOAUTENb JIEKAPCTBEHHbIX
CPeAcCTB UM NHOEe tpuandeckoe numuo, obnagatouwee npaBoM BNaAAEHUS PErnMCTPaLMOHHbBIM
YAOCTOBEPEHMEM, KOTOpble HEeCyT OTBETCTBEHHOCTb 3a KayecTBO, 3(PEPEKTUBHOCTL W
6e30nMacHOCTb NeKapCTBEHHOMO npenapaTa;

(n. 26.1 BBeaeH ®eaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

27) perucTpaumoHHbIi HOMEpP - KOAOBOE 0603HAUYeHME, NMPUCBOEHHOE NIEKAPCTBEHHOMY
npenapaTy Mpu ero rocyAapcTBEHHON perncrpauum;

28) obpaleHne nekapcTBeHHbIX CPeAcTB - pa3paboTka, AOKIMHUYECKUE NccnefoBaHus,
KNIMHUYEeCKne uccnenoBaHus, 3KCNepTusa, rocyaapcTBeHHas perucrpaums, ctaHgapTusaums
W KOHTPONb KayecTBa, NpPOU3BOACTBO, W3roTOBMiEHWE, XpaHeHue, repeBo3Kka, BBO3 B
Poccuiickyto ®enepaumio, BbiB03 N3 Poccuiickon depepaunmn, peknama, oTnyck, peanunsaumns,
nepegaya, NpUMEHeHMe, YHUUTOXEHNE NeKapCTBEHHbIX CPeACTB;

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



29) cybbekTbl 0b6palleHns NeKapCTBEHHbLIX CPeacTB - duM3nyeckme nuua, B TOM 4ucne
MHAMBMAYaANbHbIE  MNpeanpuHUMaTENU, W OpMAMYECKME  uua,  OCYLLEeCTBAsalLWne
AEeATEeNbHOCTb NpU 0bpalleHnn NeKapCTBEHHbLIX CPEACTB;

30) pa3paboTumk NekapCTBEHHOro CpeacTBa - opraHm3aumsl, obnagatowas npaBamMn Ha
pe3yfibTaTbl OOK/JIMHUMYECKMX WCCNEeAOBaHWIA JIEKAPCTBEHHOrO CPeacTBa, KJIMHUYECKUX
NCCneaoBaHU  flekapCTBEHHOro npenapata W (MWAKM) Ha TEXHONOrM Mpou3BOACTBA
NleKapCTBEHHOIo CpeacTBa;

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

31) npon3BoACTBO J1IEKAPCTBEHHbIX CpeACTB - [A€ATE/IbHOCTb MO Npou3BoACTBY
NEeKapCTBEHHbLIX CpeaACTB OpraHmsaunsaMmm - nNpom3BoanTENIAMU JNTEKAPCTBEHHbLIX CpPEACTB Ha
oAHoM’ CTaann, HECKOJIbKMUX WJIN BCEX CTaauUAX TEXHOJIOFMYECKOro npouecca, a TakKXe rno
XpaHeHUIO N peann3aunmn npomnsBeaeHHbIX NeKapCTBEHHbIX CPeEACTB,

31.1) npou3BOACTBEHHAs njowaaka - TeppuTopmanbHo 060Cc0ob6/1eHHbIM KOMMNAEKC
NnpoM3BOAUTENS JNleKapCTBEHHbIX CPeacTB, NpefHa3HadYeHHbIn ANs  BbINOJIHEHUS BCEro
npolecca Npon3BoOACTBa /IEKAaPCTBEHHbIX CPeACTB WN ero onpeaesieHHON CTaguu;

(n. 31.1 BBeaeH denepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

32) npousBoauTENb J1EKAPCTBEHHbIX CpeacTB - OpraHusauus, ocyuectsistowas
NpoOn3BOACTBO J1EKAPCTBEHHbIX CPeACTB B COOTBETCTBMM C TpeboBaHUSIMM HACTOSILLEro
®depepanbHOro 3aKoHa;

33) cdbapmaueBTMUECKan AEATENbHOCTb - AEATEeNbHOCTb, BKJoYawwasa B cebs onToByto
TOProB/it0 JIEKAPCTBEHHbLIMU CpeACTBaMW, WX XpaHeHue, nepeBo3Ky WU (MAKN) PO3HUYHYIO
TOProB/it0 NEKAPCTBEHHbIMM MpenapaTamMu, UX OTNYCK, XPaHEHUE, NEepPeEBO3KY, M3rOTOBJ/IEHNE
JIEKapCTBEHHbIX NpPenapaToB;

34) opraHusauus ONTOBOW TOProBAM JIEKAPCTBEHHbIMM CpeacTBaMW - OpraHusauus,
OCYLUECTBNAKOLIAA ONTOBY TOProBAO JIEKAPCTBEHHbIMU CPEACTBaMU, WX XpaHEHWUe,
nepeBo3Ky B COOTBETCTBUKN C TpebOBaHUAMMU HacTosALero deaepanbHOro 3aKoHa;

35) anTeuyHas opraHmM3aums - opraHmMsauusl, CTPyKTypHoe nogpasaeneHne MeanumHCKomn
opraHmM3aumu, OCYLLECTBSIOWMNE PO3HUYHYIO TOProB/AO JIEKAapCTBEHHbIMW MpenapaTamu,
XpaHeHMe, nepeBO3KYy, W3roToB/EHWE W OTNYCK JIeKapCTBEHHbIX MNpenapaToB Ans
MEANUMHCKOro MPUMEHEHUSI B COOTBETCTBMW C TpeboBaHMsiMM HacTosiwero deaepanbHOro
3aKOHa;

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

36) BeTepuHapHas anTeyHas  opraHusauusa -  opraHumsaumsi,  CTPYKTYpHoOe
nogpasaeneHme BeTEpPUHAPHON OpraHmM3aumu, OCYLECTBASIOWME PO3HUYHYIO TOProB/ko
NleKapCTBEHHbIMWM MpenapaTaMn, XpaHeHue, WU3roToBAeHUe U OTMNYCK JleKapCTBEHHbIX
npenapaTtos A8 BETEPUHAPHOro NpuUMeHeHns B COOTBETCTBUM C TpeboBaHMAMKU HaACTOSALWEro
®depepanbHOro 3aKoHa;

37) danbcnMduumMpoBaHHOE JieKapCTBEHHOE CPeACTBO - JieKapCTBEHHOE CpPeacTBo,
COMpOoBOXAaeMoe JIOXKHOW MHpOpMaUMen 0 ero coctase U (UK) NponsBoanTene;

38) HepobpokayeCTBEHHOE NeKapCTBEHHOE CPeACTBO - JIEKapCTBEHHOE CpeAcTBO, He
cooTBeTCTBYHOLLEee TpeboBaHusaM apMakonemHOW cTaTbM NGO B Criydae ee OTCYTCTBUSA
TpeboBaHMSAM HOPMATUBHOM AOKYMEHTauMn Uan HOPpMaAaTUBHOIO AOKYMEHTa;

39) KOHTpadakKTHOE /leKapCTBEHHOE CpeaACTBO -  JIEKApPCTBEHHOE  CpeacTBo,
Haxoaseecs B 060poTe C HapyLIEHWEM FpaXKAaHCKOro 3aKOHOAaTENbCTBA;

40) J[AOKNMHMYECKOe wuccnegoBaHMe JNeKapCTBEHHOro cpeacrtea - 6uonormyeckue,
MUKpOBMONOrMdeckne, MMMyHOJIOrMYecKkme, TOKCUKonorundyeckue, dapmakonornyeckue,
dusnyeckne, xXuMMuUYecKMe W Apyrue uccnefoBaHWs NeKapCTBEHHOro cpeacrtBa nyTeM
NMPUMEHEHMST Hay4HbIX METOAOB OLEHOK B LENSIX MOAy4YeHUs AoKasaTeNbCTB 6e30MacHOoCTH,
KayecTBa N 3pPeKTUBHOCTU NIEKApPCTBEHHOIO CPeACTBa;



41) KJAMHUMYECKOE  MUCCnedoBaHME  JIeKapCTBEHHOro  npenapata -  M3y4YeHue
ANAarHoCTUYecKunx, neye6bHbIX, npodunakTnyeckunx, dhapmMakonormyeckmx CBOWNCTB
neKkapCTBEHHOro npenapaTta B MNpouecce ero npuMeHeHus y 4enoBeKka, XMBOTHOrO, B TOM
yucre npoueccoB BcacblBaHWA, pacnpeneneHus, W3MeHeHUs W BblBeAEeHUs, nyTeMm
NPUMEHEHMST Hay4HbIX METOAOB OLEHOK B Lensx NnoaydeHus aokasaTenbcTB 6e30MacHoCTH,
KayectBa W 3PGDEKTUBHOCTM JNeKapCTBEHHOro npenapaTta, AaHHbIX O HexXenaTesbHbIX
peakuusax opraHusMa 4esioBeka, XMBOTHOIMO Ha NMpUMEHeHMe fieKapCTBEeHHOro npenapaTa u
06 >3(ddexkTe ero B3aUMOAENCTBUS C APYrMMW NEKapCTBEHHbIMKM npenapataMn un (Mnu)
nuLeBbIMM NPOAYKTaMU, KOpPMaMu;

42) MHOrOLEHTPOBOE KJIMHMYECKOEe WccneaoBaHME JieKapCTBEHHOrO MpenapaTta Ans
MEeAMLMHCKOro MPUMEHEHUS - KJIMHMYECKOoe UccneaoBaHMe NieKapCTBEHHOrO npenapaTta Ans
MEeAMLMHCKOro MpUMEHeHUsl, NpoBoAMMOe pa3paboTuMKOM JIeKapCTBEHHOro npenapata B
ABYX W 6onee MeAMUMHCKMX OpraHM3aumMsix no eAMHOMY MpPOTOKONY KJAMHUYECKOro
nccneaoBaHUs NIeKapCTBEHHOrO npenapara;

43) MeXxayHapoAHOE MHOMOLIEHTPOBOE KJ/IMHUMYECKOE WCCNeA0oBaHME JIEKApCTBEHHOMO
npenapaTta Ans MeAMUWHCKOro NMPUMEHEHUS - KIIMHUMYECKOe WCC/ef0BaHWE JIEKApPCTBEHHOIO
npenapaTta A/ MeAULMHCKOro MPUMEHEHMUS, NPOBOANMMOE pa3paboTUMKOM JIEKAPCTBEHHOIO
npenapaTta B Pa3/IMYHbIX CTpaHax MO eAMHOMY TMpPOTOKOJY KIMHUYECKOro WCCNeAoBaHUs
NIEKapCTBEHHOrO NpenaparTa;

44) NoCTpPerncTpaumoHHOEe KIMHUYECKOE WCC/eNoBaHME NeKapCTBEHHOro npenapaTa
AN MEeAMLMHCKOro NMPUMEHEHUS - KIIMHUUYECKOEe WCCNef0oBaHME JIEKAapCTBEHHOro npenaparta
AN MeAMLMHCKOro NpuUMEeHeHus, NpoBoAMMOoe NPOU3BOAMTENEM NIEKAapCTBEHHOMO Npenaparta,
rpa)AaHCKMin 060pOT KOTOPOro OCYLLECTBASAETCSA MOC/E rocyAapCTBEHHOW perucrtpauuu, B
Lensax AonosIHUTENbHOro cbopa AaHHbIX 0 ero 6e30MacHOCTU N 3MPEKTUBHOCTM, pacLLUMPEHUS
NoKasaHuii K MNPUMEHEHUI0 OAHHOrO0 JIEKAPCTBEHHOro npernapaTta, a TakXe BbIABEHUSA
HeXenaTeNbHbIX peakLuii NauMeHToB Ha ero AeNCTBUE;

45) wnccneposaHnme 6MO3KBMBANEHTHOCTM  JIEKApPCTBEHHOro npenapata - BuA
KIMHWYECKOro  MCCneaoBaHMsl  fleKapCTBEHHOro  npenapaTta, nNpoBeAeHMe  KOTOporo
OCYLLECTBNASIETCA AN onpeAeneHuss CKOPOCTU BCacbiBaHMS W  BbIBEAEHUS OAHOrO UK
HeckoNbkmnx obnagaowmx GapMakoNOrMyeckom akKTMBHOCTbIO AENCTBYHOWMX BELLECTB,
KONIM4yecTBa J1IeKapCTBEHHOro npenapata, AOCTUralwero CUCTEMHOrO KpOBOTOKAa, W
pe3ynbTaThl KOTOpOro Mo3BONAOT caenaTb BbIBOA, o 6103KBMBANIEHTHOCTU
BOCMpPOM3BEAEHHOIrO0 NNIEKAPCTBEHHOIO Mpenaparta B onpeaeneHHbIX NeKapCTBEHHOW dhopMe U
[O3MPOBKEe, COOTBETCTBYWOWNX dopMe U [A03UpoBKe pedepeHTHOro JleKapCTBEHHOro
npenapara;

(n. 45 B pea. ®eaepanbHOro 3akoHa ot 22.12.2014 N 429-03)

46) nccnegoBaHMe TeparneBTUYECKOM 3KBUBAJIEHTHOCTU JIEKAPCTBEHHbLIX MpenapaTos -
BMA KJ/IMHWYECKOro MWCCNenoBaHUsl JeKapCTBEHHbIX MpenapaToB, MpoBeAeHMe KOTOpOoro
OCYLUecTBASIeTCS AN1s  BbISIBNIEHUS OAMHAKOBbIX CBOWCTB JIEKAPCTBEHHbLIX TMpenapaToB
onpeaeneHHon nekKapcTBeHHOM @OpMbl, a TakKXe Hanauums OAMHAKOBbIX MoKasaTenen
6e3onacHoCTM M 3(PHEKTUBHOCTM NEKAPCTBEHHbIX MpernapaToB, OAMHAKOBBLIX KIMHUUYECKUX
3 PeKToB NpU NX MPUMEHEHUN;

47) NpOTOKON KJMHUYECKOro UCcrefoBaHUs NEeKapCTBEHHOro npenapaTa - AOKYMEHT, B
KOTOPOM onpegensatwTca uenn, ¢GOopMbl  opraHusaumMmM u  MeToAosI0rnMs  npoBeaeHus
KNIMHMYECKOro MUCCNnefoBaHusl, CcTaTucTMdecknme wMetoabl 06paboTku pe3ynbTaTOB TakKoro
nccnepoBaHus M Mepbl No obecreveHuio 6e30nacHOCTM GU3NYECKUX NNL, YYacTBYHOLWNX B
KJIMHMYECKOM MccnenoBaHMn NeKapCcTBEHHOroO npenapaTa;

48) 6powtopa uccnenoBaTenss - CBOAHOE MW3JI0XKEHWE pe3ynbTaToB AOKIMHUYECKOro
NCCNefoBaHNS JIEKAPCTBEHHOMO CpeacTBa M KIMHMYECKOro WCCNEeA0BaHUS JIEKAPCTBEHHOIO
npenapaTa 478 MeAULMHCKOrO NPUMEHEHUS ;

49) WHDOPMAUMOHHBIA NIMCTOK MaumeHTa - AOKYMEHT, B KOTOPOM coAep)aTcs B
AOCTynHol dopMe cBedeHus, Kacalwwmecss MNpoBOAMMOro KJIMHWUYECKOro MCCenoBaHus
JlIeKapCTBEHHOro NpenapaTta, U B NUCbMeHHOW dopme A06poBONbHOE Cornacue nauneHTa Ha



yyacTue B KJIMHMYECKOM UCCNeA0BaHUM NEeKapCTBEHHOro npenaparta nocne 03HaKOM/IEHUS C
0COB6EHHOCTAMMU K/IMHUYECKOrO UCCNeA0BaHUsA, UMEIOLWMMN 3HAUEHNE ANA BblpaXKeHMS Takoro
cornacuvs;

50) nobo4yHoe AeNCTBME - peakuus OpraHM3Ma, BO3HUKILAS B CBA3U C MPUMEHEHUEM
NTEKAPCTBEHHOro npenapaTta B [03aX, PEKOMEHAYEMbIX B MHCTPYKLUWU MO €ro NMpuMEHEHUIo,
AN NpodUNaKTUKN, AMArHOCTMKMK, NeYeHns 3aboneBaHua unu ans peabunutauuu;

50.1) HexenaTenbHas peakuums - HenpeaHamepeHHass HebnaronpuaTHas peakuus
opraHusMma, KoTopast MOXET 6bITb CBsi3aHa C NPpUMMEHEHNEM SleKapCTBEeHHOro npenapaTa;
(n. 50.1 BBeaeH depepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

51) cepbe3Has HexenaTenbHas peakuuss - HexenaTenbHas peakuuss OopraHusMma,
CBsI3aHHas C NPUMEHEHMEM NNIEKAPCTBEHHOrO Npenapara, npuBewas K CMepTu, BPOXAEHHbIM
aHoManMaM  WAKM  nopokam passutus nNmbo npeacrasnswowas cobom  yrposy  XKU3HM,
Tpebywuwasa rocnutannsaumn man npueBedllass K CTOMKOM yTpaTte TpyaocnocobHocTn mn (nnn)
WHBaNMAHOCTH;

52) HenpeaBuaeHHas HexenaTenbHas peakuums - HeXenaTesibHas peakuusi opraHusma,
KOoTOpas CBs3aHa C MpPUMEHEHWEM JleKapCTBEHHOro npenaparta B A03aX, PpeKOMeHAYEeMbIX B
NpoTOKOSiE ero KAWMHWYECKOro uccnenoBaHusl, Opowtope wuccrnegosatens, winm C
NpUMEHeHMeM JfieKapCTBEHHOro npenapaTta B A03axX, PeKOMeHAYEeMbIX B UMHCTPYKLMUWU MO ero
NPUMEHEHUIO AN NMpoPUIaKTUKKM, ANArHOCTMKKU, NedvyeHus 3aboneBaHns MM MeAULMHCKOMN
peabunntaumm naumeHTa, M CYLWHOCTb, TAXeCTb WAM WUCX0[ KOTOPOWN He COOTBETCTBYeT
MHdOopMaunm O fleKapCTBEHHOM MNpenapaTte, coAep)Kallencs B MpoTOKOAe ero KAMHUYECKOro
uccneposaHus, b6powtope  uccnegosaTtens WM B UHCTPYKUMWM MO MPUMEHEHUIO
NeKkapCcTBEHHOro npenapaTa;

(n. 52 B pean. ®egepanbHOro 3akoHa ot 22.12.2014 N 429-03)

52.1) dapmakoHag30p - BUA AeATeNbHOCTM MO0 MOHUTOPUHIY 3PMOEKTUBHOCTUM U
6e30MacHOCTM NeKapCTBEHHbIX MpenapaToB, HanpaBfieHHbIW Ha BbIIBNEHUE, OUEHKY W
npefoTBpalleHne HexenaTenbHblX NoCNeACTBUI NPUMEHEHUs fieKapCTBEHHbIX NpenapaTos;
(n. 52.1 BBeaeH ®enepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

52.2) nnaH ynpaBneHumss puckamMum - noapobHoe onucaHMe MeponpusaTUin Mo
dapMakoHaa30py, HanpaB/ieHHbIX Ha BbIIBNEHME, OLEHKY W NpeaoTBpalleHne wunm
MUHUMM3AUMIO PUCKOB, CBSI3aHHbIX C JIEKAPCTBEHHbIMM MNpenapaTaMu, BKOYaAs OLEHKY
3 HEKTUBHOCTUN AAHHbBIX MEPOMPUATUI;

(n. 52.2 BBegeH ®eaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

53) peuenT Ha neKkapCTBEHHbLIN MNpenapaT - MEAUUMHCKUIA OOKYMEHT YCTaHOBNEHHOM
¢dopMbl, coaepXalinii Ha3HayeHWe JieKapCTBEHHOro npenapata Ansa  MeauUMHCKOro
NPpUMEHEeHUsl, BblAAHHbIA MeAUUMHCKUM paboTHUMKOM B ULensaX OTNycKa JieKapCTBEHHOro
npenapata WM ero M3roToB/eHMs U OTrnycka Ha 6yMaxHOM HocuTene wuam C cornacus
nauuveHTa WM ero 3aKOHHOro npeacrtaBuTens B  (OpMe 3NEeKTPOHHOro AOKYMEHTa,
NOAMMWCAHHOIO C MUCMNOSIb30BAaHUEM YCUNEHHOMW KBanUMOUUMPOBAHHON 31EeKTPOHHOW noanucu
MeauumMHCcKoro paboTHumka, nuMbo AOKYMEHT YyCTaHoBAeHHoW dopMbl, coaepXaliuin
Ha3HayeHue JeKapCTBEHHOro npenapaTta A479 BeTepUHApHOro MpuMeHeHUs, BblAaHHbIN
BeTepuMHapHbiM paboTHMKOM B LUengx OTMNycka JlekapCTBEHHOro rnpenapata wWin ero
N3roTOBNEHUS U OTNyCKa Ha ByMaxXHOM HocuTene;

(n. 53 B pean. ®egepanbHOro 3akoHa ot 29.07.2017 N 242-®3)

54) TpeboBaHne MegMUWMHCKONA OpraHmM3aunn, BETEPUHAPHOW OpraHmM3aumn - AOKYMEHT
yCTaHOB/IEHHON (DOpPMbI, KOTOPbIA BbINUCAH MeAULMHCKUM WUN BeTEPUHAPHbLIM PaboTHUKOM,
MMeLWMM Ha 3TO NpaBo, W COAEPXUT B MNUCbMeHHOM dopMe YyKasaHue anTe4yHoWn
opraHusauum ob oTnycke nekapCTBEHHOro rnpenapaTta UaM 0 ero M3rotosseHnn n o6 oTnycke
ana obecnedeHns neyebHoOro npouecca B MeAMUMHCKOM oOpraHusauum, BeTepUHaApPHOWN
opraHusauum;

55) KOMM/IEKCHas OLEeHKa IeKapCTBEHHOrO MpenapaTta - OLUEeHKa 3aperncTtpMpoBaHHOro
NleKapCTBEHHOro npenapara, Bk/ovawllas B cebs aHanmMs uHGopMauuu O CPaBHUTEbHOWM



KNMHn4Yeckorm 3dpdekTUBHOCTM KW 6e30MaCHOCTM NIEKApPCTBEHHOrNO npernaparta, OLUEHKY
3KOHOMWYECKNX MOCNEACTBMA €ro NpUMEHEHMUS, U3YUYEeHME AOMOSIHUTENbHbIX MOCNEeACTBUMN
NPUMEHEHNS NEKapCTBEHHOro0 npenapata B UENsX MNPUHSATUS pPELIEHMn O BO3MOXHOCTHU
BK/IIOYEHNSA NIEKAPCTBEHHOrO NpenapaTta B NepeyeHb XXU3HEHHO HEO6XO0AUMbBIX N BaXKHEMLINX
NIeKapCTBEHHbLIX MpernapaTtoB, HOPMATMBHbIE TMpPaBOBble aKTbl W UWHbIE AOKYMEHTHI,
onpepensiouwme nNOpsSAOK OKasaHMs MEeAMLMHCKOM TMOMOLWN, WAM  WUCKIIIOYEHUS €ero U3
YKa3aHHbIX NepeyHsi, akTOB N AOKYMEHTOB;

(n. 55 BBegeH denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

56) cucteMa MOHUTOpPUHIa ABMXEHUS NIEKApPCTBEHHbLIX MpenapaTtoB 4S8 MeAUMLMHCKOro
npuMeHeHna - deaepanbHas rocyaapcrBeHHas WMHAGOpPMaUMOHHAs CUCTEMA MOHUTOPUHraA
ABMXEHMUS NTeKapCTBEHHbIX NpenapaToB A1 MeAMUMHCKOro npMMeHeHus oT Npou3BoAnTens
0O KOHe4YHoro notpebutenss ¢ MCNOSb30BaHMEM B OTHOLUEHWUW NEKAPCTBEHHbIX MpenapaTtoB
AN MeanUNHCKOro npuMeHeHns CpeacTs naeHTuduKaumm.

(n. 56 BBegeH ®egepanbHbIM 3aKOHOM OT 28.12.2017 N 425-03)

Mnaea 2. MOJITHOMOYUA GEAEPANBbHLIX OPFTAHOB UCMONMHUTENBLHOW
BITACTU, OPTAHOB UCMONHUTENBHON BITACTU CYBBEKTOB POCCUNCKON
®EOQEPALIUU NMPU OBPALLEHUN NEKAPCTBEHHbLIX CPEACTB

Ctatbsa 5. MonHomouus deaepanbHbIX OPraHOB UCMOSTHUTENLHOW BRacTu Npu obpalyeHum
rneKapcTBEHHbIX CPeAcTB

K nonHoMouusam denepanbHbiX OpPraHoB WCMNOAHUTENbHOW BAacTM npu obpalleHuu
neKapCTBEHHbIX CpeACcTB OTHOCATCA:

1) nposeaeHne B Poccuiickon depepaumnm eaAnNHON roCyAapCTBEHHOM MOSIMTUKN B
obnactn obecneueHus nekapCTBEHHbIMM NpenapaTaMun rpaxaaH B Poccuniickon ®epepaunn;
(B peqn. ®epgepanbHOro 3akoHa ot 22.12.2014 N 429-03)

2) yTBepxaeHue obwmx dapMmakonenHbix ctateir, dapMakonemHbiX cTaTer, magaHue
rocyfapctBeHHon  dapmakoneun, co3gaHve U BeAeHUMe peecTpa (dapMakonenHblX
CTaHAapTHbIX 06pa3LoB;

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

3) ocyuwecTBfieHne rocyaapCTBEHHOro KoOHTponsa (Haa3opa) B cdepe obpaweHus
NleKapCTBEHHbIX CPeACTB;
(B peqn. ®epgepanbHoro 3akoHa ot 25.06.2012 N 93-03)

4) NNUeEH3npoBaHne nNpom3BoacCTBa JIEKAPCTBEHHbLIX CpPeACTB WU q)apMal_leBTquCKOVI
OEeATEeNbHOCTM B COOTBETCTBMU C 3aKOHOAATENbCTBOM Poccuiickonm CDen,epau,MM;

5) opraHuzaumMsi 3KCNepTu3bl JIEKAPCTBEHHbIX CPeACTB, STUMYECKOM 3KCNepTu3bl
BO3MOXHOCTU MNPOBEAEHUS KJIMHWMYECKOrO MCCNeaoBaHUs NleKapCTBEHHOro rnpenaparta Aans
MEeAMUMHCKOrO MPUMEHEHUs, 3KCNepTU3bl AOKYMEHTOB, MpeACTaB/IEHHbIX ANS onpeaeneHus
BO3MOXHOCTW paccMaTpuBaTb JIEKAPCTBEHHbIA MNpenapaTt AN MeAWUMHCKOrO MpUMEHEHUs
Npu rocyAapCTBEHHOW perncrtpaunmn B kavyectse opdaHHOro IeKapCTBEHHOro npenapara;

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

5.1) opraHm3auus npoBeaeHUs KOMMJIEKCHOW OLEHKW JieKapCTBEHHOro npenapaTta B
Lenax nNpUHATUS pelleHUn O BO3MOXHOCTU BKJIIOUEHUS JIEKApCTBEHHOro npenapaTta B
nepeyeHb >XWU3HEHHO HeobXxoAMMbIX U BaXHEWWMUX JIeKAapCTBEHHbLIX MpPenapaTos,
HOpPMaTUBHblE MNpaBOBble aKTbl U WHble AOKYMEHTbI, onpejenstowmne nopsaoKk OKasaHus
MEeAMUMHCKON MOMOLLW UIN UCKNTOYEHUS ero M3 yKasaHHbIX MepeyHsi, akToB U JOKYMEHTOB;
(n. 5.1 BBeaeH ®eaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

6) Bblgaya paspeweHnin Ha NpoBeAeHNE KIMHUYECKUX UCCNefoBaHUN NeKapCTBEHHbIX
npenapaTtoB, BeAeHMe peecTpa BblAaHHbIX paspeweHnii Ha npoBeAeHne KIIMHUYECKMX
nccrenoBaHUM nekapCTBEHHbIX NpenapaTos;



7) rocydapCTBEHHass  perncrpauusi  JlIeKapCTBEHHbIX  MpenapaToB,  BeAeHue
roCyZapCTBEHHOIO peecTpa NeKapCTBEHHbIX CPeACTB;

8) opraHuzaumsa n (Mnun) npoBeaeHne MHcNnekTupoBaHusa cybbekToB obpalleHuns
neKapCcTBeHHbIX CPeACTB Ha COOTBETCTBME MpaBuiaM Haanexawen nabopaTtopHon NpakTmKu,
npaswuiam Hagnexaulen KIMHNYECKOM NpakTUKKN, NpaBunaM Haanexallen npakTukm
XpaHEeHUs U NepeBO3KN NeKapCTBEHHbIX MpenapaToB, NpaBuiam Hagnexallemn
ONCTPUBBLIOTOPCKON NpakTUKK, NpaBmnaM Hagnexallen anTeyHon NpakTuKKu;

(n. 8 B pea. ®enepanbHOro 3akoHa oT 22.12.2014 N 429-03)

8.1) opraHuzauma wn (Mnu) npoBeAeHWE WHCMNEeKTUpoBaHUA CcybbekToB obpalleHus
NeKapCcTBeHHbIX  CpeACTB  Ha  cooTBeTCTBMe  TpeboBaHMAM  npaBun  Hagnexauwemn
NpOU3BOACTBEHHOMW MpPaKTUKW, BblAdada 3aKMl4YeHWn O COOTBETCTBMM NpomsBoauTens
neKapcTBeHHbIX cpeacTB TpeboBaHUAM nMpasua Hagnexawen Npon3BoACTBEHHON NPaKTUKK;
(n. 8.1 BBeaeH PenepanbHbIM 3aKOHOM 0T 22.12.2014 N 429-03)

8.2) ycTaHoBneHMe nopsaka BeAeHUMS UM BedeHMe TroCydapCTBEHHOro peectpa
3aK/IKYEHNN O COOTBETCTBUM NPOU3BOANTENS NeKAPCTBEHHbIX CpeacTB TpeboBaHMAM NpaBui
Hagnexawlen nNponsBoACTBEHHON NPaKTUKU;

(n. 8.2 BBeaeH ®epepanbHbIM 3aKOHOM 0T 22.12.2014 N 429-03)

9) rocynapcCTBeHHasi perucrpauus npegenbHbiX OTAYCKHbIX LEeH npousBoauTenei Ha
NeKapCcTBeHHble npenapaTtbl, BKJ/IIOYEHHbIE B MNepeyYeHb >XWU3HEHHO HeobXoAUMbIX WU
Ba)XXHeWWmnX JieKapCTBEHHbIX MpenapaTtoB, W BeAEHWE rocyAapCTBEHHOro peecTpa
npeaenbHbIX OTMYCKHbIX LLEeH NPOU3BOAUTENEN Ha NeKapCTBEHHbIE MpenapaTbl, BKIOYEHHbIe
B NepeyeHb XM3HEHHO HEOH6XO0AMMbIX U BaXXHEMLWMX NEeKapCTBEHHbIX NpenapaToB;

(B pea. ®egepanbHoro 3akoHa ot 06.06.2019 N 134-03)

9.1) cornacoBaHWe MpPOEKTOB pEeLIEHUN OpraHoB WCMOSIHUTENbHOW BAacTn CcybbekToB
Poccuiickonn ®degepaumn 06 ycrtaHoBneHum wu (UNM) MN3MEHEHUM NpeaesibHbIX pa3MepoB
ONTOBbIX HaabaBOK W npefesibHbiX pa3MepoB PO3HWUYHbLIX HaAbaBoOK K daKTUYeCKuUM
OTNYCKHbIM LleHaM, YCTaHOBJIEHHbIM MNPOM3BOAMTENSAMM JNeKapCTBEHHbIX MpenapaToB, Ha
NleKapCTBEHHble npenapaTbl, BKJ/OYEHHbIE B MNepeyYeHb >XU3HEHHO HeobXoAUMbIX W
BaXXHEMLIMX NEeKapCTBEHHbIX NpenapaTos;

(n. 9.1 BBeaeH depepanbHbIM 3aKOHOM OT 13.07.2015 N 241-03)

10) ycTraHoBneHne nopsiaka BBO3a NeKapCTBEHHbLIX cpeacTB B Poccuinckyto deaepauuto
M BblBO3a /1IeEKApPCTBEHHbIX CpeacTs n3 Poccuimnckon Gepnepaunn;
(n. 10 B pea. ®eaepanbHOro 3akoHa oT 22.12.2014 N 429-03)

10.1) Bblgaya, YyCTaHOB/EeHME nMopsiaka Bbigaun UM GOpMbl AOKYMEHTa, KOTOpbIi
NnoATBEPXAAET, UTO NPOM3BOACTBO JNIEKApPCTBEHHOro MNpenapata OCYLWEeCTB/AEHO B
COOTBETCTBUMM C TpeboBaHMAMM MpaBua Hagexalern npousBOACTBEHHOW NpPaKTUKKU, W
noANeXxuT npeacraBieHnto No TpeboBaHMIO YMOSIHOMOYEHHOrO0 opraHa CTpaHbl, B KOTOPYHO
BBO3UTCS JIeKapCTBEHHbLIN Npenapart;

(n. 10.1 BBeaeH ®enepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

10.2) Bblgava, yCTaHOBMeHWe nopsaka Bblgadn u GHOpMbl AOKYMeHTa, coAepallero
CBefleHNsa O CTaausaAX TEXHOI0rM4yecKkoro npouecca nNpou3BOACTBA NEeKapCTBEHHOro CpeacTBa
AN MeAMUMHCKOro TMpUMEHEeHUs, OCYLEeCTBASEMbIX Ha TeppuTtopun  EBpasminckoro
DKOHOMWYECKOro CO3a;

(n. 10.2 BBeaeH deaepanbHbIiM 3aKOHOM OT 22.12.2014 N 429-03, B pea. deanepanbHOro
3akoHa o1 13.07.2015 N 241-03)

11) cospaHue COBETOB MO BOMPOCAaM, CBA3aHHbIM C o6palleHWEM JIEKapCTBEHHbIX
CpPeAcCTB;

12) aTTrecraumsa v ceptudurKaumns CrneumaancToB;

13) ytpatun cuny c 1 centsbpa 2013 roga. - ®egepanbHbii 3akoH oT 02.07.2013 N
185-03;



14) ocywecTBneHne apMakoHaasopa;
(n. 14 B pea. ®eaepanbHOro 3akoHa oT 22.12.2014 N 429-03)

15) yyactmne B MexayHapoaHOM COTpyAHWYECTBE;

16) nony4yeHune no  3anpocam YNOAHOMOYEHHOI0 denepanbHoOro opraHa
WUCMONMHUTENBHON BNacTu OT OpraHoB WCMNOSIHUTENBbHOM BNactn cybbekToB Poccuiickoi
denepaumn, a Takxe oT CybbekToB obpalleHNs feKapCTBEHHbIX CpeacTB AN MeAMLMHCKOro
npUMeHeHns UHdOpMaUMM MO BOMNPOCaM YCTAaHOBNEHMA W TMPUMEHEHUS LeH Ha
NleKapCTBeHHbIe NpenapaTbl M HaAbaBOK K HUM;

17) npuMeHeHue Mep OTBETCTBEHHOCTM 3a HapylwleHue 3akoHodaTtenbcTBa Poccuickon
®depepaumnm;

18) yTBepxaeHue npaBun Haanexailen nabopaTopHOM NpakTUKKU, NpaBua Haasexallen
KJIMHUYECKON NpaKTUKKM, nNpaBwa Haanexallein npou3BOACTBEHHOW MpaKTUKKW, MpaBui
Had/exalwen npakKTUKM XPaHEHUS M MNEepeBO3KU JIeKAapCTBEHHbLIX MpenapaToB, MpaBui
Hagnexalwen ANCTPUOLIOTOPCKOM NpaKTUKKX, MpaBui HaANneXawen anTeyHoM NpaKTUKWU,
npaBun Haanexawen npakTukm dapMakoHaa3opa NeKapCTBEHHbIX MpenapaTtoB AN
MEeANLMHCKOro NPUMEHEHUS;

(n. 18 BBeaeH ®eaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

19) ycraHoBneHne nopsaka  @OPMUPOBAHUS  pPErncTpaLMOHHOro  AOCbe  Ha
JIeKapCTBEHHbIN npenapaT n TpeboBaHMIN K IOKYMEHTaM B ero CocTaBe;
(n. 19 BeBeaeH ®GeaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

20) yTBepxAaeHuMe npaBua paumMoHanbHOro BblbOpa HaWMEHOBaHWW JieKapCTBEHHbIX
npenapaTtoB Aas MeANLMHCKOro NPUMEHEHUS ;
(n. 20 BBeaeH ®eaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

21) yTBEpXAEHME NepedyHs HAaMMEeHOBaHWUIM fleKapCTBEHHbIX hopM;
(n. 21 BeBeaneH ®GeaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

22) dopMupoBaHue peecTtpa TUMOBbIX WMHCTPYKUMA MO MeAULMHCKOMY MpPUMEHEHUIO
B3aMMO3aMeHseMbIX JIeKapCTBEHHbIX NpenapaTos;
(n. 22 BeBeaeH ®GeaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

23) yTBepxaeHne TpeboBaHMM K WHCTPYKUMWM NO MeAMUMHCKOMY MPUMEHEHUIO
NeKapCTBeHHbIX NpenapatoB M K  WHCTPYKUMM NO  BeTEpPUMHApPHOMY MPUMEHEHUIO
neKkapCcTBeHHbIX NpenapaTos;

(n. 23 BBeaeH degepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

24) pocynebHoe 3aKpbiTUE CalToB, coAepXalimX MHPOPMALUIO O PO3HUYHOW MNpoaaxe
AOVUCTAHUMOHHBIM cnocoboMm, npeanoxeHue o npuobpeTeHun AUCTaHUMOHHBbIM crnocobom,
AOoCTaBKe AUCTaHUMOHHBIM cnocobom u (nnm) nepepade dGuM3nMyecKOMy nuuy ANCTAHLWMOHHbBIM
CNoCoboM NeKapCTBEHHbLIX MpenapaTtoB, HApKOTUYEeCKUMX JIeKApCTBEHHbLIX MpenapaTtoB WU
NCUXOTPONMHbIX NEKAapCTBEHHbIX MpenapaToB, 3a MWCK/IOYEHWEM CllyyYaeB, YCTaHOBIEHHbIX
MpasuTenbcTBoM Poccuiickoin degepauun.

(n. 24 BBeneH degepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

KoHcynbTaHTIIOC: NnpuMedaHue.
C 29.11.2019 cT. 5 pononHsgetca n. 25 (®3 o1 28.11.2018 N 449-03).

KoHcynbTaHTlNOC: NnpnMedaHune.

CT. 5.1 pacnpocTpaHseTcsl Ha NOSIHOMOYMS, KOTOpblE HE NepeaaHbl 415 OCYyLWeCTB/eHNs
opraHaMm rocygapcTtBeHHoM BfiacTu cybbekToB PO 1 opraHam MeCcTHOro camoynpasJ/ieHus
COOTBETCTBYHWOLWMMU deaepanbHbiMM 3akoHaMn (O3 ot 13.07.2015 N 233-03).



Ctatba 5.1. [Tlepepaya ocywecTBneHMA nNonHoMouYun denepanbHbIX OpraHoB
MCMNONHUTENbLHON BNacTyM Npu obpalieHun NeKapCcTBEHHbIX CPeAcTB OpraHaM UCMOSNIHUTENbHOMN
BnacTtu cybbektoB Poccumckon depepauum

(BBegeHa denepanbHbiM 3aKOHOM OT 13.07.2015 N 233-93)

MonHomoumna denepanbHblX OPraHOB MWCMOSIHUTENBHOW Bfactu npu  obpalieHumn
NneKapCTBEHHbIX CPeACTB, MNpeayCMOTPeHHble HacToawuMm QdeaepanbHbIM 3aKOHOM, MOryT
nepegasaTbCs AN8 OCYLECTBAEHUS opraHaMm UCNOSIHUTENbHOW BNacTu cybbekToB Poccuimnckom
Qepepaumn  noctaHoBneHmamu [paButenbctBa Poccuitckon ®depepaumn B nopsake,
yCTaHoB/leHHOM ®deaepanbHbIM 3aKOHOM OT 6 oOkTa6pa 1999 roga N 184-03 "06 o06uwmx
NpUHUMNAX OpraHu3auuum 3akoHoAaTeslbHbiX (NpeacTaBUTENbHbIX) W UCMONHUTENbHbIX
OpraHoB rocyaapcTBeHHol BnacTu cybbekTtoB Poccuiickon deaepaumn®.

Cratba 6. [lMonHOMOYMA oOpraHoB WCMONHUTENILHOM BRacTtu cybbekta Poccuirckon
®Peaepauumn npu obpaLieHUn NneKapcTBeHHbIX CpeacTB

K nonHOMO4YMSM OpraHoB WMCMNOMHUTENbHOW BfacTu cybbekTa Poccuiickon depepaumu
npun obpalleHnn NeKkapcTBeHHbIX CPeaCTB OTHOCATCS:

1) paspaboTka W peanusauus pervoHasnbHbIX MNporpamMM obecrneyeHus HaceneHus
NTEKAPCTBEHHbIMU NpenapaTtamu;

2) yCTaQHOB/IEHME MpeaesbHbIX pa3MepoB ONTOBbIX HAA6ABOK U MpeaAesbHbIX pa3MepoB
PO3HMYHbIX HaA6aBOK K aKTUYECKMM OTMYCKHbIM LieHaM, YCTaHOBJ/IEHHbIM MPOU3BOAUTENAMM
NTEKAPCTBEHHbIX MpenapaToB, Ha JIEKAPCTBEHHbIE MNpenapaTbl, BK/OUEHHble B MNepedeHb
XU3HEHHO HEOBXOAMMBIX U BaXHENLINX NeKapCTBEHHbIX NMPenapaTos;

3) ocyLiecTBieHMe permoHasibHOro rocygapCTBEHHOr0 KOHTPOJISt 3@ NMPUMEHEHUEM LeH
Ha JNeKapCTBEHHble nMpenapaTbl, BKJILOYEHHbIE B MNEpeyYeHb XMU3HEHHO HEOOXOAUMLIX W
BaXXHEMLUMX JIeKApCTBEHHbIX MpenapaToB, OpraHM3aumMsiMM OMTOBOW TOPrOBAM, anTEYHbIMU
OpraHusauusamu, WHAUBUAYaASbHbLIMWU NpeanpUHUMATENSIMU, WMEWMMM  JIMLUEH3UIO Ha
(dapMaLEBTUYECKYIO AEATENbHOCTbL;
(B pea. ®egepanbHoro 3akoHa ot 25.06.2012 N 93-03)

4) npuHATMEe peweHnss 06 KWCNOAb30BaHWMM Ha TeppuTopum cybbekTa Poccuinckonm
defepaumm Hapsgy € peuenTaMm Ha JieKapCcTBeHHble npenapatbl, OMOPMAEHHbLIMW Ha
6yMaxXHOM HOocuTene, peuenToB Ha JieKapCTBeHHble npenapaTbl, cOpMUPOBaAHHbBIX B opMme
3NEKTPOHHbIX AOKYMEHTOB.

(n. 4 BBegeH degeparsnbHbIM 3aKOHOM OT 29.07.2017 N 242-03)

Mnaea 3. TOCYAJAPCTBEHHAA ®APMAKOINESA

CraTtbsa 7. PaszpaboTka u uspaHue rocygapcTtBeHHOW chapmakoneun, pasMmelleHue AaHHbIX O

1. Mop rocypapcTBeHHoM dapMakoneen MNoHUMaeTcsa cBoA o6wWwux dapMakonenHbIxX
cTaten u hapMakonenHblX cTaTen.

2. PazpaboTka obwmx dhapMakonenmHblx ctaTter n dapMaKonenHblx cTaTte, B TOM 4ucne
dapMakonenHbiX cTaTten Ha dapmakonenHble CTaHAapTHbie o06pasubl, U BKAKOYEHME UX B
rocyfapCTBEHHYO dapmakoneto OCYLEeCTBNAOTCS B nopsiake, YCTaHOB/IEHHOM
YyNOJIHOMOY€EHHbIM heaepanbHbiM OPraHoM MUCMOSHUTESIbHOWM BacTy.

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

3. Pa3paboTka dhapMaKomnemHom ctaTbM Ha pedepeHTHbIA NIeKapCTBEHHbIM npenapaTt u
BK/IlOUEHME €e B TroCyAapCTBEHHYK (apMakonew B Te4yeHuMe Cpoka JAencCTBUS 3aluTbl
NCKJIIOUYNTENIbHOrO MpaBa, YAOCTOBEPEHHOro MaTeHTOM Ha pedepeHTHbIN NeKapCTBEHHbIN
npenapar, OCYLLEeCTBASKTCS C corjlacus ero paspaborymka.

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



4. l'ocypapcTBeHHasa dapMmakoness U34aeTcs YrnosHOMOYEHHbIM deaepasibHbIM OpraHoM
WUCMONMHUTENBHOM BMacTM 3@ CUYEeT cpeactB deaepanbHoro 6woakera W NOANEXUT
nepemsgaHusM He pexxe 4yem oAuMH pa3 B NATb JIET, B Nepuoa Mexay KOTOPbIMW M34akTCs
NPUIOXKEHNA K rocyaapCcTBeHHOM dapMakonee, coaepxauwme obuime papMmakoneliHblie CTaTby
n (nnn) dapmakonerHble CcTaTbl, YTBEPXAEHHblIE NOCNE WU3AAHUSA WM Nepen3aaHus
rocyaapcTtBeHHOM pbapMakoneu.

5. YnonHoMo4ueHHbIn deaepanbHblii OpraH MCNOAHUTENbHOM BNacTM pa3MellaeT AaHHble
O rocygapcTBeHHolM dapMmakornee U MPUNOXEHUSAX K HEN Ha CBoeM oduuManbHOM caiTe B
cetn "MHTepHeT" B yCTAHOB/IEHHOM UM MNOpsAKe.

Masa 4. TOCYAAPCTBEHHbIA KOHTPOJb MNP OGPALLEHUX
JNIEKAPCTBEHHbIX CPEACTB

CratbA 8. JluueH3anpoBaHue NPOM3BOACTBA NIeKapCTBEHHbLIX CPeACTB U (hapmaLeBTMYECKON
OeATeNnbHOCTH

1. JlnueH3npoBaHuWe MNpOU3BOACTBA JlIeKapCTBEHHbIX CpeacTB M  dapMaueBTUYeCKom
OeATeNbHOCTU  OCYLecTBASeTCd B COOTBETCTBMWM C 3aKoHOAATeNnbCTBOM  Poccuiickoi
denepauun.

2. ObgzaTtenbHbIM  yCNnoBMeM npeaocTaBfieHnUs  JIMLEH3MM Ha  NpPOU3BOACTBO
NIeKapCTBEHHbIX CpPeaCTB SB/SIETCA MPUJIOXKEHNE K 3asiB/IEHUIO COUCKaTens JIMUEH3uun
nepevyHs nekapcTtBeHHbIX ¢opM u (Mnm) BuaoB dapMaueBTUYECKUX CybCTaHuun, KoTopble
Npon3BOAMTENb JIEKAPCTBEHHbIX CPeACTB HAaMepeH NpoOn3BOAMUTb.

3. B cny4dyae Heo6xoamMOCTU pacliMpeHns NMpoM3BOACTBA JSIEKAapPCTBEHHbIX CPeACTB 3a
CYeT HOBbIX /IeKapCTBEHHbIX (OpPM M BUAOB (phapMaLeBTUYeCcKnx CybCcTaHunii NpoMsBoanTesb
NeKapCTBEHHbIX CpeaCTB  AO/DKEH  MOJlyYuTb  HOBYK  JIMLUEH3UI0 Ha MNpOM3BOACTBO
NeKapCTBEHHbIX CpeacTB.

Cratba 9. NocyaapcTBeHHbIM KOHTponb (Hag3op) B cdepe obpaweHus nekapCTBEHHbIX
cpeacTs
(B pea. ®epepanbHOro 3akoHa ot 25.06.2012 N 93-03)

1. FT'ocynapcTBeHHbIN KOHTpONb (Haa3op) B chepe obpalleHna nekapCTBEHHbIX CPeacTB
BK/tOUaeT B ceba:

1) NMUEH3NOHHbIN KOHTPOJIb B cdhepe NpomM3BOACTBA JIEKapCTBEHHbIX CpeacTB n B cdhepe
dapMaueBTUYECKON AeATENbHOCTH;

2) denepanbHbIi rocyaapCTBeHHbI Haa3op B cdepe obpalweHus sieKapCTBEHHbIX
CpeacTs;

3) BbIGOPOYHBIN KOHTPO/Ib KayecTBa JieKapCTBEeHHbIX CPeACTB.
(n. 3 BBeaeH ®enepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

2. JINUEH3MOHHbIN KOHTPO/b B cdepe Npomn3BOACTBa JIEKAPCTBEHHbLIX CPEACTB U B cdhepe
dapMauLeBTNUYECKON AEATENbHOCTM OCYLLECTB/SETCA YMOJIHOMOYEHHbIMKM  deaepasibHbIM
OpraHoM WCMOJSIHUTENIbHOWN BMaCTM W OpraHamm WCNOJSIHUTENbHOW BNacTu Cyb6bLEKTOB
Poccuinckon ®depepaumm cornacHO MX KOMNETEHUMM B  MOpsiAKe, YCTaHOBJIEHHOM
denepanbHbIM 3aKOHOM OT 26 aekabpsa 2008 roga N 294-03 "O 3awunTe npaB LOPMANYECKUX
vy M nHamMBUAYaNlbHbIX MpeanpuHMMaTeNnem nMnpuM  OCYLWECTBAEHUN TOCyAapCTBEHHOIo
KOHTpons (Haasopa) U MyHUUMNanbHOro KOHTpons", ¢ y4eToM 0COBeHHOCTEN opraHmM3aumm u
nposBeAeHUs NPOBEPOK, YCTAaHOBJIEHHbLIX denepasbHbiM 3aKOHOM OT 4 Masa 2011 roga N 99-
®3 "O AMUEeH3NpOoBaAHUN OTAENMbHbLIX BUAOB AESATENbHOCTU",

3. Q®epepanbHbin rocygapCTBeHHbI Haa3op B cdepe obpalleHns nekapCTBEHHbIX
CpeAcCTB OCYLWLeCTBNSAETCS YMNOSIHOMOYEHHbIMWU deaepanbHbIMU OpraHaMmM MCMOSTHUTETbHOWN



Bnactn (panee - opraHbl rocyaapCTBEHHOro HaA30pa) COrlacHO MX KOMMETEHUUM B NOpPSAKeE,
yCTaHOB/IEHHOM [NpaBuTenbCcTBOM Poccuiickon depgepaunn.

4. ®depepanbHblii rocyAapCTBEHHbLIM Haa30p B cdepe obpaweHnss neKapCTBEHHbIX
CpeAcTB BKOYaeT B cebs:

1) opraHusaumio u npoBeaeHne npoBepok cobnoageHns cybbekTamMn obpalleHus
NeKapCTBEHHbIX CPeACTB YCTaHOBMEHHbIX HacToAawmM GeaepanbHbiM 3aKOHOM U MPUHATbIMU B
COOTBETCTBMM C HUM MHbIMM HOPMaTWMBHbIMM MPaBOBbIMW akTamum Poccunckon deapepauumm
TpeboBaHMN K [AOKINHUYECKMM WUCCNEeAOBaHUAM NeKapCTBEHHbIX CPeacTB, KIWHWUYECKUM
nccnefoBaHMSAM NIEKapCTBEHHbIX MpenapaTtoB, XpaHEHWIo, nepeBo3Kke, BBO3Y B POCCUMMCKYHO
depepaumio, OTNYCKY, peann3aunm NeKapCTBEHHbIX CPeaCTB, MPUMEHEHUID NEKAPCTBEHHbIX
npenapaTtoB,  YHUYTOXEHWIO  JIEKAapCTBEHHbIX  CpPeACTB, a Takxke  cobnwogeHus
YNOSIHOMOYEHHbLIMM OpraHaMm MCMOAHUTENbHON BNactn cybbekToB Poccuinckon depepaunu
METOAWKM YCTaHOBNEHUSA MpeaesbHbiX pa3MepoB ONTOBbIX HaabaBok W npeaenbHbIX
pa3MepoB PO3HUYHbIX HaabaBoK K GAKTUYECKUM OTMYCKHbIM LEeHaM, YCTaHOBMEHHbIM
NpoM3BOAMTENSAMW  NIEKApCTBEHHbIX  MpenapaTtoB, Ha  JieKapCTBEHHble  npenapaThl,
BK/IIOYEHHbIE B TMepeyvYeHb I>KUM3HEHHO HeOobXOAUMbIX W BaXHEWWUX JfeKapCTBEHHbIX
npenapaTtoB (Aanee - oba3aTesnbHbie TpeboBaHUA);

2) opraHusauMio U NpOBeAEHNE MPOBEPOK COOTBETCTBUSA JIeKApPCTBEHHbIX CPEAcTs,
HaxoAsIWMXCA B Fpa>xAaHCKOM 060poTe, YCTaHOB/IEHHbIM TPe6OBaHUSAM K UX KAUYecTByY;

2.1) npoBeAeHME KOHTPOJNbHbIX 3aKyMnoK B LENsX NpoBepku cobntogeHns cybbekTamm
obpalleHns  NeKkapCTBEHHbIX  CPeACTB,  OCYLUECTBASIOWMMM  PO3HUYHYKD  TOProOB/IIO
NleKapCTBEHHbIMM  MpenapaTaMm AN MeAUMUMHCKOrNO MPUMEHEHUs, nMpaBui  OTNycka
NleKapCTBEHHbIX MpenapaToB ANsS MeAUUMHCKOro MpUMeHeHus u (Mnu) 3anpeta npoaaxu
danbCcnPUUNpPOBaHHbBIX JIEKAPCTBEHHbLIX CpPeACTB, HeAobpoKauyeCTBEHHbIX JIEKAPCTBEHHbIX
CpeacTB M KOHTpadaKTHbIX NEKAPCTBEHHbIX CPEACTB;

(n. 2.1 BBeaeH deaepanbHbIM 3aKOHOM OT 27.12.2018 N 511-®3)

3) opraHusauuio u nposeaeHne dapMakoHaa30pa;

4) npuMEHeHMe B nNopsaKe, YCTAHOBNEHHOM 3aKoHOAaTenbCTBOM Poccuiickon
depgepaumn, Mep Mo npeceyvyeHulo BbISIBJIEHHbIX HapylweHun obs3aTenbHblx TpeboBaHun u
(unAn) ycTpaHeHUlo NOCNeACTBMK TaKMX HapyWeHWN, B TOM 4YUC/E MNPUHATME peLlleHUs o
HaXoXXAEeHUN NeKapCTBEHHbIX CpeacTB B obpalleHun, Bblaady npeanucaHuin 06 ycTpaHeHuu
BbISIB/IEHHbIX HapyweHun obsasatenbHbiX TpeboBaHUM W MpUBAEYEHUE K OTBETCTBEHHOCTMU
VL, COBEPLUMBLUNX TaKNe HapyLUueHus.

(4acTtb 4 B pen. PegepanbHOro 3akoHa oT 22.12.2014 N 429-03)

5. depepanbHbi rocyaapCTBEHHbIM Haa3op B cdepe obpalleHus NeKapCTBEHHbIX
CPeACTB OCYLLEeCTBSETCS B NMopsAKe, YCTaHOBeHHOM PeaepasibHbIM 3aKOHOM OT 26 gekabps
2008 roga N 294-03 "O 3awuTte npaB OpPUANYECKUX UL U MHAUBUAYAbHbIX
npeanpuHuMaTtenen npu OCYLWECTB/IEeHMN TrOoCyAapCTBEHHOro KOHTpons (Haa3opa) w
MYHULMMANbHOro KOHTponsa", ¢ y4eToM 0CO6EeHHOCTEN, YCTaHOBNEHHbIX HACTOSLWEN CTaTbeMn.
MpepBapuTenbHoOe  corjacoBaHMe C  oOpraHamuM  MNpOKypaTypbl CPOKOB  MNpoOBeAeHus
BHEMNAHOBOM MNpoBepkn CybbekToB obpalleHns NeKapCTBEHHbIX CPeACTB, a Takxe
npensapuTesibHOE yBeAOMJIEHME PUANYECKUX UL, WHAMBUAYANbHbIX NpeanpuHuMaTenei o
Hayasie npoBeAeHust 3TOW NpoBepkn He TpebyeTrcs. OpraHbl MPoOKypaTypbl M3BELATCS O
npoBefeHNUN BHEMSIAHOBOM MpPoOBepKN CybbekToB oO0bpaleHns neKkapCTBEeHHbIX CpeacTs
NOCpeACTBOM HanpaB/ieHUs COOTBETCTBYHOWMX AOKYMEHTOB B TeyeHue Tpex paboumx gHemn c
MOMEHTa OKOHYaHMS NpoBeAeHMs YKa3aHHOM BHEMNJaHOBOW NMPOBEpPKMW.

(4acTtb 5 B pea. ®egepanbHOro 3akoHa oT 22.12.2014 N 429-03)

6. JO/MKHOCTHbIE NMLA OpraHa rocyAapCTBEHHOro Haz3opa B NopsiAaKke, YCTaHOBMEHHOM
3aKoHoAaTenbCTBOM Poccuinckon degepaunm, MMerT Npaso:

1) nonyyatb Ha OCHOBaAHUMN MOTUBUPOBAHHbLIX MUCbMEHHbLIX 3anpocoB OT CY6'beKTOB
06paLLl,eHMF| NEeKapCTBEHHbIX CpeacCTB, OpraHoB WUCMONMHUTENBHON  BNacTn CY6'beKTOB



Poccuitickon ®depepaumm U OpraHoOB MeCTHOrO CaMOynpaB/ieHUs AOKYMEHTbl U MHbOopMauuto
no Bonpocam obpalleHns nekapCcTBEHHbIX CPeaCTB;

2) 6ecnpensATCTBEHHO MO MPeabsBAEeHUM CyXXe6HOro y40CTOBEPEHUS M KOMUKU NpUKasa
(pacnopsixeHusa) opraHa rocyZapCTBEHHOrO HaA30pa O Ha3Ha4YeHUM MNpPOBEPKM MocellaTb
NCNONb3yeMble  IOPUAMYECKUMU  AULAMU,  WUHAMBMAYANbHbIMW  MNpeanpUHUMATENAMN,
ABNAWMUMUCA Cy6beKTaMu 06palleHns TIeKapCTBEHHbIX CPeACTB, NPU OCYLLECTB/IEHUM CBOEW
NEeATENbHOCTU TEppUTOPUKN, 3AaHUSA, MOMELLEHUS U COOPYXKEHUA B LEnax MNpoBeAeHUs
MEpPOMNPUATUIA MO KOHTPOSIO;

3) npoBoauTb OT6Op 06pa3uoB NeKapCTBEHHbIX CpPeACTB, nNpeaHa3HayYeHHbIX A8
peanusauMn Un peanusyemblXx CcybbekTamm ob6palleHuss NeKapCTBEHHbIX CpeacTs, Ans
NPOBEPKM WX KadecTBa, TMpPOBEAEHUS WCCNefOoBaHUM, WCMbITAHUA B COOTBETCTBUU C
npaesunamMm otbopa ob6bpa3uoB, YyCTAaHOBMEHHbLIMU YMOJIHOMOYEHHbIM deaepasibHbIM OpPraHoM
NCNONHUTENbHOW BNacTy;

3.1) NpoBOANTbL KOHTPOJIbHbIE 3aKYMKM NNIEKAPCTBEHHbIX NpenapaToB A9 MeaULMHCKOro
NPpUMEHEHMs1 B Lensx MnpoBepkn cobnwogeHns cybbekTamm obpalleHus seKapCTBeHHbIX
CPpeacTB, OCYLUEeCTBASAKLWMMM PO3HMUYHYIO TOProBAlO JleKapCTBEHHbIMW MNpenapaTtamMu Ans
MeOMUMHCKOro  MpUMeHeHus, npaBwuia  OTNyCKa JIeKAapCTBEHHbIX MpenapaToB  Ans
MeOMUMHCKOro  npuMMeHeHus wn  (uan)  3anpeta npogaxum  danbcndpuunMpoBaHHbIX
neKapCTBeHHbIX CpeacTB, HenobpokavyeCTBEHHbIX JIeKapCTBEHHbIX CPpeACcTB M KOHTpadaKTHbIX
neKapCTBEHHbIX CPeacTB;

(n. 3.1 BBeaeH depgepasnbHbIM 3aKOHOM OT 27.12.2018 N 511-03)

4) BblgaBaTtb cybbekTaMm ob6paleHns neKkapCTBEHHbIX CpeAacTB npeanucaHus o
npekpaweHun HapyuweHunin obasatenbHbiX TpeboBaHM M 06 YyCTpaHEHUW BbISIBEHHbIX
HapyLlweHuin obsa3aTenbHbIX TpeboBaHWi;

5) HanpaBnsTb B YMOJIHOMOYEHHbIE OpraHbl MaTepuaribl, CBS3aHHble C HapyLleHUsIMu
obsi3aTenbHbiXx TpeboBaHUIA, ANA peleHuUs BOMpOCOB O BO36YXAEHWM YrofIoBHbIX Aen Mo
Npu3HaKaM NpecTyrnieHni.

7. Bbl6OpOYHbBIN KOHTPOSb KauyecTBa JIEKAPCTBEHHbIX CPeACTB OCYLEeCTBASETCS
YMOJITHOMOY€EHHbIM deaepanbHbIM OpPraHoM MCMONIHUTENIbHOM BNAacTU B YCTAHOBMIEHHOM WM
nopsiake M BKJIOYAET B cebs:

1) o6paboTky cBegeHun, B ob6s3aTe/lbHOM Mopsake NpeaocTaBAseMbiX CybbekTamu
obpalleHns neKapCTBEHHbIX CpeacTB, O CepusiX, NapTUsSX JieKapCTBEHHbIX CPeacTs,
nocTynawwmx B rpaxaaHcknin o6opot B Poccuinckon denepauum;

2) otbop 06pa3uLoB fleKapCTBEHHbIX CPeACTB Y CyObLEKTOB Ob6palleHnss NeKapCTBEHHbIX
CpeacTB B LUENSX MpoBEeAEHUS UCMbITAHMN Ha UX COOTBETCTBME TPebOBaHMSIM HOPMaTUBHOWM
AOKYMEHTaUUM MNM HOPMATUBHbIX IOKYMEHTOB;

3) nNpuHATME No pe3yfbTaTaM MNpPOBEAEHHbIX WCMbITAaHUIA peleHns O JAasibHenlem
rpaxaaHCKoM 060poTe COOTBETCTBYIOLLErO SIEKAPCTBEHHOIO CPEACTBA;

4) nNpUHATUE YMONHOMOYEHHbIM deaepasibHbIM  OpPraHoM WCMOMHUTENBbHOM BRacTy
pelweHns o0 nepeeBoAe NIEKAPCTBEHHOrO CpeacTBa Ha MOCEPUNHLIA BbIBOPOYHbBIA KOHTPOJb
KayecTBa JIeKapCTBEHHbIX CpPeACTB B C/yyae MOBTOPHOrO BbISIB/IEHNS HECOOTBETCTBUS
KayecTBa NIeKapCTBEHHOro cpeAcTBa YCTAaHOBMEHHbIM TpeboBaHusaM m (Npm Heob6xoamMocTn)
0 npoBepke cybbekTa obpalleHns nekapCTBEHHbIX CpeacTB. Pacxoabl, cBfA3aHHble C
npoBeneHNeM MOCEPUIMHOIo BbIGOPOYHOrO KOHTPOSIS KayecTBa JIeKApCTBEHHbLIX CPeAcTB,
onflayMBaloTCs  MPOM3BOAUTENIEM JIeKapCTBEHHOro cpeacrsa Aubo gepxartenem  uam
BNnajenbueM perMcTpaunmoHHOro yaAoCToOBEPEHUS sleKapCTBEHHOro npenapara.

(4yacTtb 7 BBeaeHa denepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

nasa 5. PASPABOTKA, AOKITMHWYECKWUE UCCITIEQOBAHUA
NEKAPCTBEHHbIX CPEACTB, A TAKXE KNMHUYECKWE UCCITIEOOBAHUA



NEKAPCTBEHHbIX MPENAPATOB ONnA BETEPUHAPHOIO NMPUMEHEHUA

CraTtbsa 10. PaspaboTka nekapcTBeHHbIX CpeAcTB

1. Pa3paboTka JfieKapCTBEHHbIX CpPeACcTB BkJw4vaeT B cebd nouck  HOBbIX
dapmMakonormyeckm akTUBHbIX BeLWeCcTB, Mocaenyolwee WulyvyeHMe WX JeKapCTBEHHbIX
CBOWCTB, AOK/IMHMYEcKMe uccnefoBaHus, pa3paboTky  TEeXHONOru  nNpov3BOACTBA
dapmMaueBTMUecknx cybctaHumii, pa3paboTKy COCTaBOB M TeXHONOrMn Mnpou3BOACTBA
neKapCcTBeHHbIX NpenapaTos.

2. ®nHaHcoBoe obecneyeHune pa3pa60TKV| NEKApPCTBEHHbIX CpeACTB OCYLLECTBNIAETCA 3a
CYeT.

1) cpeacts peaepanbHoOro 6roaxeTa;
2) cpeacTtB pa3paboTuMKOB SieKapCTBEHHbIX CPEACTB;

3) cpeactB MNpPoOU3BOAMTENEN JIEKAPCTBEHHbIX CPeACTB MpU  BbIMOJIHEHUM Hay4HO-
nccnefoBaTeNbCkMX paboT No A0OroBopy Mexay pa3paboTyMKOM JIeKapCTBEHHbIX CPeAcTB M
NPOU3BOAMUTESIEM JIEKAPCTBEHHbIX CPEACTB;

4) MHbIX He 3anpeLLeHHbIX 3aKOHOAATENbCTBOM Poccuiickoit ®deaepaumm UCTOYHUKOB.

3. MpaBa paspaboTunmka NeKapCTBEHHOrO CPeACTBa OXPAHSIOTCS  MPaKAaHCKUM
3aKOHOAATENbCTBOM.

Cratba 11. [JoknuHu4yeckoe uccriegoBaHue NNeKapCTBeHHOro cpeancTtea AnAaA MeauUUMHCKOro
npuMeHeHus

1. [JoKnuMHW4Yeckoe WccneaoBaHMe JfleKapCTBEHHOrO CpeacTBa AN  MeAULMHCKOro
NPUMEHEHUS MPOBOANTCSA MYTEM MPUMEHEHUS HAYUYHbIX METOAOB OLIEHOK B LIENIIX MOMy4YeHUs
[10Ka3aTenbCTB 6€30MacHOCTM, KayecTsa M 3pdPpeKTUBHOCTM IEKAPCTBEHHOMO CPeACTBa.

2. [oknuHM4yeckoe wuccnefoBaHWe JIeKapCTBEHHOrO CpeacTBa AN MeAULMHCKOro
NPUMEHEHUsT NPOBOAWUTCS B COOTBETCTBMM C MpaBuiaMu Hagnexauwen nabopaTtopHoWn
NPaKTUKN, YTBEPXAEHHbIMW YMOJIHOMOYEHHbIM deaepasibHbIM OpPraHOM WCMOIHUTENbHOWN
BNacTu.

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

3. OQns opraHusaumu M NpoBeneHUs AOKJIMHUYECKOrOo WUCCNeAoBaHUSA JIeKapCTBEHHOro
cpeacTea AN MeAUUMHCKOro MNpPUMMEHeHUs pa3paboTumku NEeKApCTBEHHbLIX CPeACTB MOryT
npueriekaTb Hay4YHO-UCCNegoBaTe/lbCKMe oOpraHusaumm, obpasoBaTesbHble OpraHmM3auum
Bbiclero o6pa3oBaHusa, wuMewwmne HeobXxoaAnMytd MaTepuanbHO-TEXHMYECKYD 6a3y w
KBaNM@MUMPOBAHHbIX CNELVasnuCcToB B COOTBETCTBYHOLLEN 061acTn nccnegoBaHms.

(B pea. ®egepanbHoro 3akoHa ot 02.07.2013 N 185-03)

4. [OKNMHWYECKOE WCCNeA0oBaHME JIEKApPCTBEHHOro cpeacTBa AN  MeAULMHCKOro
NPUMEHEHUS TMPOBOAMTCS MO YTBEPXAEHHOMY pa3paboTyMKOM JIeKapCTBEHHOrO CpeacTBa
nnaHy C BeAEHMEM MpOTOKOMAa 3TOr0 WCCIEeA0BaHUS W COCTaB/IEHMEM OT4YEeTa, B KOTOPOM
coAepXaTca pesysbTaTbl 3TOM0 WCCEA0BAHUS U 3aKJ/IlOYEHME O BO3MOXHOCTM MpOBEAEHMS
KJIMHMYECKOro MccnenoBaHUsa NekapCTBEHHOMO npenapaTta Ass MeAULMHCKOro NPUMEHEHMS.

5. MNpoBeaeHne NpoBepok Cob6AAEHUS NpaBun Haanexawen nabopaTtopHOW NpakTUKK
W  NpaBOBbIX HOPM WCMNOMb30BAHUS XXMBOTHbIX MPU  MPOBEAEHMN  AOKIIMHUYECKUX
NCccnefoBaHUN NeKapCTBEHHbIX CpeAcCTB AN MeAUMUMHCKOro MpUMEHEeHUs OCyLecTBnseTcs
yNOSIHOMOYEHHbIM dheaepanbHbiM OpraHoM UCMONHUTENbHOM BacTu.
(B pea. ®epepanbHOro 3akoHa ot 22.12.2014 N 429-03)

6. Pe3ynbTaTbl AOK/IMHUYECKOrO0 WCCIeAoBaHUs JleKapCTBEHHOro CcpeacTea  Ans
MeaULUMHCKOro NpuMeHeHns MoryT 6biTb NpeacTaBsieHbl B YNOAHOMOYEHHbI denepanbHbIn



opraH WCMNOMIHUTENbHOM BNAcTM B YCTAHOBMIEHHOM MOpPSAKE B LENSX roCyAapCTBEHHOM
perncTpauum nekapcTBEHHOro npenapara.

Crtatba 12. [JoKnuHu4Yeckoe wuccrnenoBaHMe JEeKapCTBEHHOro cpeacTtBa U KIIMHUYeECKoe
MccrnegoBaHMe NeKapCTBEHHOro npenapara st BeTepMHapHoOro npumMeHeHus

1. [lOKNMHMYeckoe uccneaoBaHne neKapcTBEHHOroO CpeacTBa A/l BETEPUHAPHOro
NPUMEHEHUS NMPOBOANTCSA MyTEM MPUMEHEHUS Hay4YHbIX METOAO0B OLEHOK B LEeNsX nosydeHus
AoKa3zaTenbcTB 6e30MacHOCTM, KayecTBa U 3 HEKTUBHOCTU IEKAPCTBEHHOIO CPeACTBa, B TOM
ymncne onpeaesieHNs Cpoka ero BbIBEAEHUS M3 OpPraHn3Ma XWBOTHOro, B Lensx obecnedyeHus
6e3onacHoCcTH npoayKumm XXMBOTHOIO NPOUCXOXAEHNS nocne NPUMEHEeHMUs
COOTBETCTBYIOLLErO JIEKAPCTBEHHOr0 Npenapara.

2. [oknuHunyeckoe wuccnegoBaHue NeKapCTtBEHHONro cpeacrea U KIAMHUYECKOE
nccnegoBaHMe nNeKapCTrBEHHONoO npenaparta Ana BETEPUHAPHOIro npMMeHeHund, nccnegoBaHne
61MO03KBNBANEHTHOCTH YKa3aHHOIro NeKapCTBEHHONO npenaparta NpoBoadaTCA B COOTBETCTBUUN C
npasuiaamun, yTBeEpPXAE€HHbIMU YMNOJIHOMOYEHHbLIM cbe,qepaanblM OopraHom WUCMONTHUTENBHOMN
BNnacTu.

3. [JokauHu4yeckoe wuccneaoBaHMe NEeKapCTBEHHONO CpeacTBa W KJMHUYeECKoe
nccnenoBaHue fieKapCTBEHHOro npenapaTa A9 BeTepMHapHOro npMMeHeHns nNpoBoasaTCcsa no
yTBEpPXXAEHHOMY pa3paboTUMKOM fieKkapCTBEHHOro cpeacTBa nNiaHy C BeAeHWEM MPOTOKOJI0B
3TUX WCCNedoBaHM M COCTaBfieHMEM OTYETOB, B KOTOPbIX cCoAep)aTCcsa pe3ynbTaTbl 3TUX
nccneaoBaHun.

4. Ans opraHvsauum u NpoBeAEHUs AOKINHUYECKOro UCCNeaoBaHUs JIeKapCTBEHHOIO
cpeacTBa M KIIMHWUYECKOro WCCNeA0BaHUA NeKapCTBEHHOro rnpenapaTa A/ BETEPUHAPHOIro
NPUMEHEHNSA pa3paboTumK JIEKAPCTBEHHOrO CpeACTBa MOXET MpPUBNEKATb OpraHusauumu,
nMerlMe HeobxoAUMYKD MaTepuanbHO-TEXHUMYECKYD 6asy U KBanndpuUUMpPOBAHHbIX
CMeumaancToB B COOTBETCTBYHOLLEN 06/1aCTU UCCNEAOBAHMS.

5. KnunHu4yecknme wuccnenoBaHMs feKapCTBEHHbIX MpenapaTtoB A/ BeTepuHapHOro
NPpUMMEHEeHMs  MNPOBOASITCA B  BETEPMHApPHbIX OpraHuMsauuMsx W B OpraHuM3aumsax,
OCYLLEeCTBASAIOLWMX pa3BefeHne, BbipallMBaHMe U COAEPXKAHNE XUBOTHbIX, B LENsX:

1) YCTAHOBJIEHUA NEPEHOCUMOCTUN NEKAPCTBEHHbIX NMpenapaTtoB 340p0BbIMUN XXNBOTHbLIMU,

2) noabopa onTUManbHbIX A03MPOBOK SIeKapCTBEHHbIX NMPenapaToB U Kypca le4eHus Ha
KOHKPETHOW rpyrnne >XMBOTHbIX C onpeaesieHHbIM 3aboneBaHneM;

3) ycTtaHoBneHus 6e3onacHocT U 3MHEKTUBHOCTU JIEKAPCTBEHHOrO npenapara,
npegHasHa4YeHHOro A1 JlIeYeHuss  onpefdeneHHbix  3aboneBaHWin  XUBOTHbLIX, WU
3(DEKTUBHOCTN JIeKAapCTBEHHOro npenaparta Ans npoduiakTMku 3aboneBaHUn 340pPOBbIX
XXMBOTHbBIX;

4) n3yyeHus BO3MOXHOCTEMN paclwmpeHums nokasaHui K NMPUMEHEHUIO
3apermMcTpMpoBaHHOrO JieKapCTBEHHOro npenapata W BbISBNEHUA paHee HeU3BeCTHbIX
No60oYHbIX AEeNCTBUNA.

6. KnunHuueckoe wuccneaoBaHWe JNIEKAapCTBEHHOrO Mpenapata Ans BeTepMHApHOro
NPUMEHEHUS OCYLLECTB/ISETCA 3@ CYET CPEACTB pa3paboTunKa JIEKAPCTBEHHOrO CPeACTBa.

7. OTUYeTbl 0 pe3ynbTaTax AOK/IMHMYECKOro UCCNeaoBaHUs NeKapCcTBEHHOro CpeacTBa U
KJIMHMYECKOro UCCNeA0BaHMUS JIEKAPCTBEHHOro npenapaTa ANl BETEPUHAPHOro NMpUMeEHeHUs
COCTaBNATCS pa3paboTuyMKOM  JIEKApCTBEHHOrO CpPeAcTBa C  YUYETOM  3aKJ/IlOYeHUi
OopraHusaumii, NpMHMMABLLUMX y4acTue B OpraHmMsauum 1 npoBeaeHUn 3TUX UCCeA0BaHNN.

8. KOoHTposnb 3a NpoBeAeHNEM AOKIMHUYECKUX UCCEA0BAHUI JIEKAPCTBEHHbIX CPeACTB
M KIMHUYECKUX  UCCNeAoBaHWI  JIeKapCTBEHHbIX MpenapaTtoB ANl BETEpUHApPHOro
NPUMEHEHUS OCYLLECTBASIETCS YMNOSIHOMOYEHHbLIM elepasbHbiM OpraHOM WCMOJIHUTENbHOWN
BNacTu.



Masa 6. OCYLLUECTBJIEHUE TOCYOAPCTBEHHOW PETMCTPALMU
NEKAPCTBEHHbIX NMPEMNAPATOB

CrtaTtbsa 13. locynapcTBeHHas perMcTpaums fekapcTBeHHbIX NpenapaTtoB
(B pea. ®egepanbHOro 3akoHa ot 22.12.2014 N 429-03)

1. B Poccuickoin depepaumm AONYyCKAOTCS MPOU3BOACTBO, M3roTOBJIEHME, XPaHEHUE,
nepeso3ka, BB0O3 B Poccuiickyto denepaunto, BbiBO3 U3 Poccuitckon depepaumun, peknama,
OTNYyCK, peanusauus, nepegada, NpuUMeHeHMe, YHUUYTOXEeHWEe JfieKapCTBEHHbIX MNpenapaTos,
€C/IN OHW 3aperncTpmpoBaHbl COOTBETCTBYIOLIMM YMNOJHOMOYEHHbLIM deaepanbHbIM OpraHom
WUCMONIHUTENbHON BNacTw.

(4actb 1 B pea. ®egepanbHOro 3akoHa ot 13.07.2015 N 241-03)

2. [ocynapCTBEHHOW perncrpauum noanexar:

1) Bce nekapcCTBeHHble npenapaTbl, BrepBble nognexawme BBoay B obpalleHve B
Poccuinckon depnepaunu;

2) nekapcCTBeHHble MpenapaTbl, 3aperncTpupoBaHHbIE paHee, HO MNpou3BeAEHHble B
ApYruX feKapCcTBeHHbIX popMax B COOTBETCTBUM C MepeyHeM HauMeHOBAHUM JIeKapCTBEHHbIX
¢dopM, B HOBOM [03MPOBKE nMpW JAoKasaTeNbCTBE €€ K/AMHUYECKOM 3HAYMMOCTM W
3 HEeKTUBHOCTH;

3) HoBble KOMBUHaLNM 3aperncTpMpoBaHHbIX paHee NeKapCcTBEHHbIX NpenapaTos.

3. FocynapcTBEHHasi perncrpauusi IeKapCTBEHHbIX MpenapaToB OCYLLECTBASETCA MO
pe3yfnbTaTaM 3KCMNepTU3bl N1eKApCTBEHHbIX CPEeACTB, a [roCyAapCTBEHHas perucrpauuns
opdaHHbIX JIeKapCTBEHHbIX MpenapaToB OCYLECTBAAETCS MO pe3ysbTaTaM 3KCMNepTu3bl
AOKYMEHTOB,  NpeACTaBfeHHbIX AN OnpeaeneHuMss  BO3MOXHOCTM  paccMaTpuBaThb
NIEKAPCTBEHHbIA  npenapaT Ans  MeAMUMHCKOrO MNPUMEHEHMS MNpU  OCYLLECTBNEHUMU
roCyAapCTBEHHOW perncTpauumM B KadecTBe OpchaHHOro JieKapCTBEHHOrO npenapaTta, U no
pe3yfbTaTaM 3KCNepTU3bl IEKAPCTBEHHbIX CPEACTB.

4. TocynapCTBEHHAss perucTtpaumMs JIeKapCTBEHHOrO npenapaTta OCYLIEeCcTBAseTcs
COOTBETCTBYIOLMM YMNOMHOMOUYEHHbIM deaepanbHbiM OpraHoM WCMOJIHUTENbHON BNacTn B
CPOK, He nMpeBbialWNIA CcTa WecTnaecatTn pabounx [OHern Cco  AHA  NPUHATUS
COOTBETCTBYIOLLErO0  3asB/IEHMA O rOCYAapCTBEHHOW  perucrpauum  JIeKapCTBEHHOMO
npenapaTta. B yKasaHHbIA CPOK BK/IOYAETCS BpeMs, HeobxoauMoe ANA MOBTOPHOro
NpPOBEAEHUA 3KCMEepPTMU3bl JIEKAPCTBEHHOrO CpeacTBa B COOTBETCTBMM CO CTaTben 25
HacTosuwero deaepanbHOro 3akoHa. CpoK rocyaapCTBEHHOW perncrpauum JeKapCTBEHHOro
npenapata WCUYUCISETCA CO [AHA  MNPUHATMS  COOTBETCTBYHOLWMM  YMNOSTHOMOYEHHbIM
¢enepanbHbIM  OpraHOM  UCMOJIHUTENbHOM BNAacTU  COOTBETCTBYHOLWEro 3asBleHUS O
roCyapCTBEHHOW pEerncTtpaumMmn NeKapCTBEHHOro npenapata C NPUIoXeHUEM HeobXoAMMbIX
[OKYMEHTOB MO [JAeHb BblAAUM PErncTpauMoOHHOro YAOCTOBEPEHUS JIEKAPCTBEHHOro
npenapaTta. BpeMs, HeobxoauMoe AONA HanpaBfeHUs YMNOJIHOMOYEHHbIM deaepasnbHbIM
OpraHoM MCMOJIHUTENbHOM BNIAacTU 3amnpoca O MpeAcTaB/eHUN HeoBXOAMMbIX MaTepuanos U
npeacTaBfeHns 3assBUTENIEM OTBETA Ha AaHHbIM 3anpoc B COOTBETCTBUM CO CTaTbsAMK 16, 19 n
23 Hactoswero ®eaepanbHOro 3akoOHa, HE Y4yMTbIBAeTCs MpU  WMCUYUCIIEHUM CpoKa
roCyfapCTBEHHOW pPerncTpaunmn eKapCTBEHHOro npenaparTa.

5. F'ocynapcTBEHHOW perncrpaumm He noasexar:

1) nekapcTBeHHble npenapaTtbl, W3rOTOBMEHHbIE aNTEYHbIMKM  OpraHu3aumsaMu,
BEeTEPMHApPHbIMWU anTeYHbIMW OpraHM3auusMn, WHAUBUAYANbHbIMKU MpeanpUHUMATENSMHU,
KOTOpble MMeKT uueH3u Ha dapMaueBTUUeCcKyo AesaTeNbHOCTb, Mo  peuenTtaMm Ha
nekapcTBeHHble npenapaTtbl M TpeboBaHMAM MeAWUMHCKUX OpraHusauuin, BeTepuHapHbIX
opraHusauumi;



2) nekapCTBeHHble npenapaTtbl, NpuobpeTeHHble GU3MYECKMMU NMUAMM 3a nNpeaenamum
Poccuiickon ®epgepaunn U npeaHasHauYeHHbIE A8 IMYHOIO UCMNOJSIb30BaHUS;

3) NeKapCTBEHHbIE MpenapaTbl, BBO3UMbIE B POCCMﬁCKy}O CDeﬂ,epau,mo Ana OKa3aHud
MEeANLMHCKOMN MOMOLLN MO XM3HEHHbIM MOKa3aHMAM KOHKPETHOro nauneHTta Ha OCHOBaHUU
pa3peweHnd, BblAaHHOIoO YMNOJIHOMOYEHHbLIM Cbeﬂ,epaﬂbelM OopraHom WUCMOSTHUTENBbHOMN
BNacTu,

4) nekapcTBeHHble cpeacTBa, BBO3MMble B Poccuiickyio ®degepauymio Ha OCHOBAHMU
BblAAHHOMO YMNOJIHOMOYEHHbIM (heaepasibHbIM OpraHOM UCMOSIHUTENBbHOM BAacTU pas3pelleHuns
M npegHasHa4yeHHble A7 MpoBeAeHUS  KIWMHUYECKUX WUCCNefoBaHUM fleKapCTBEHHbIX
npenapatos U (U1X) NPOBEAEHUS IKCNEPTU3bl JIeKAPCTBEHHbIX CPeacTB AN OCYLWEeCTB/eHUs
rocyaapcTBeHHOW perncrpaummn ekapCTBeHHbIX NpenapaTos;

5) dbapmaueBTUUECKME CYOBCTAHUNK;

6) paavodapMaueBTUyeckue NIEKAPCTBEHHbIE npenapartsl, N3roTOBJIEHHbIE
HEenoCpeaCTBEHHO B MEAMLMHCKUX  OpraHusaumax B nopsaake,  YCTAaHOBMEHHOM
YNO/THOMOYEHHbIM (hefepasbHbIM OpraHOM UCMOSTHUTENBHOW BNACTU;

7) NekapCTBEHHble npenapaTtbl, Npou3BOAUMbIE ANS 3KCMNOpTa.
6. He gonyckaeTcs rocyaapCTBeHHas perncrpauuns:

1) nekapcTBeHHbIX NpenapaToB, OT/INYALWKUXCA APYr OT Apyra KayeCTBEHHbIM COCTaBOM
OENCTBYIOWNX BEWweCTB, Nog 04MHAKOBbIM TOProBbiIM HAMMEHOBAHMNEM;

2) OAHOro JsieKapCTBEHHOro npenapaTta, MpeaACTaB/IeHHOr0 Ha r[OCYAApPCTBEHHYHO
perncTpaumuio B OTHOLEHMN OAHOIMO U TOro Xe AepXaTens uiu Bragesnbla perMcTpaumMoHHOro
yAOCTOBEpPEHUS NEeKapCTBEHHOrO npenapata B Buae [ABYyX W 6onee nekapCTBEHHbIX
npenapaTtoB NoA pas/IMYHbIMW TOPrOBbIMW HAUMEHOBAHUSAMMU.

(n. 2 B pea. ®egepanbHoro 3akoHa ot 04.06.2018 N 140-03)

7. Mo 3anpocy (B 31eKTpOHHOW GopMe uAM Ha OyMaxXHOM HocuTene) cybbekTa
obpaleHns nekapcTBeHHbIX CPeACTB COOTBETCTBYHOWMWM YMNOJNHOMOUYEHHbLIM defepasbHbIiM
OpraHoM WCMNOSIHUTENIbHOM BflacTu, OCYLWECTBASKWNMM FOCYAAapCTBEHHYD perucrpaumio
neKapCcTBeHHbIX npenapaTtoB, B YCTAaHOBJIEHHOM WM MNOpsiAKE OCYLLeCTBASeTCs Hay4dHoe
KOHCYNbTMpOBaHWe MO  BOMpOCaM, CBA3@HHbIM C  nNpoBeAeHWeM  AOKIIMHUYECKUX
NCccnefoBaHUn, KIMHUYECKUX WCCef0oBaHUM JieKapCTBEHHbIX MpenapaToB, 3KCNepTu3bl
KauecTBa JNleKapCTBEHHbIX cpeacTtB, 3PdeKTUBHOCTM M 6e30MacHOCTU, C OCYLLeCTBAeHUEM
rocyfapcTBeHHOM peruvcrpaymm neKapCcTBeHHbIX npenapaTos. KoHcynbTpoBaHue
ocyllecTBasieTcs €  npuBnedyeHneMm  denepanbHbiX  rOCyAapCTBEHHbIX  BIOAXKETHbIX
yypexaeHun, noaBeAoMCTBEHHbIX AaHHOMY deaepanbHOMY OpraHy WUCNOAHUTENbHON BNacTu
W He Yy4yacTBYWOLWMUX B OpraHusaumum npoBeAeHUs 3KCNepTU3bl KadecTBa JieKapCTBEHHbIX
CpeAcCTB B Lensax OCYLeCTB/IeHUA WX rocyAapCTBEHHOW perucrpauum B COOTBETCTBUM CO
cTatbein 16 HacToswero degepanbHOro 3akoHa, B BuAe OTBeTa B MUCbMEHHOW QopMme
yrnoSHOMOYEHHOro denepanbHOro oOpraHa MWCMONHUTENbHOW BfacTu Ha 3anpoc. Pasmep
B3MMaeMoOM C 3asaBuTens nnaTbl OnpeaensdeTcad B COOTBETCTBMM C 3aKOHOAATENbCTBOM
Poccuinickon  ®depepaunnm 06 opraHusaumu  npefocTaBfieHUs  FOCYAapCTBEHHbIX WU
MyHUUUNaNbHbIX ycnyr. MHpopMauna o6 ocywecTBAeHUM Hay4YHOro KOHCY/NbTUPOBAHUSA, B
TOM uyucne cTaTbM, 0630pbl, CnpaBo4yHble MaTepuanbl W WHas UWHGopMauus 06
OCYLLECTB/IEHNM HAY4YHOr0 KOHCY/bTUPOBAHUSA, pasMellaeTcs Ha oduuManbHOM canTe
YNOMHOMOYEHHOro eaepanbHOr0 opraHa WCMNOSIHUTENbHOW BNactu B ceTn "WHTepHeT" C
cobnoaeHneM orpaHMYeHUin, YCTaHOBEHHbIX 3aKOHOAATE/IbCTBOM O MEepCOHasbHbIX AaHHbIX,
KOMMep4yeckon u (Mnn) rocyaapCTBeEHHOM TalHe.

8. FocypapcTBeHHas perucrpaums  JIeKapCTBEHHbIX npenapartos, KoTopble
npeaHasHaveHbl 4519 NPUMEHEHUS B YC/I0BUSAX BOEHHbIX AENCTBUIA, YpE3BbIUaMHbIX CUTYaLUUHA,
NpouUNaKTUKN U JiedeHusa 3aboneBaHUM U MOPaXeEHUN, MONYYEHHbIX B pe3y/bTaTe
BO34eNCTBUS HEBNAronpuaTHBIX XMMUYecKuX, bunonornyeckux, pagmaumoHHbIX hakTopoBs, U
pa3paboTaHbl no  3agaHuto denepanbHbiX  OpraHoB WUCMONTHUTENTbHOMN BfacTh,



YNOMHOMOYEHHbLIX B  obnacth 060poHbl  CTpaHbl M  6e30MacHOCTM  rocyaapcTea,
OCYLLECTB/ISAETCA B MopsiAKe, YCTaHOBNEHHOM [paBuTensCcTBoM Poccuimnckon degepaumu.

Cratbsa 14. NpuHUMNbI 3KCNEpPTU3bl NIeKapCTBEHHbIX CPeAcTB
(B pen. ®epepanbHOro 3akoHa oT 22.12.2014 N 429-03)

1. DKkcnepTv3a JIeEKapCTBEHHbIX CPEACTB OCHOBbLIBAETCS Ha MPUHLMMAX 3aKOHHOCTH,
cobnoaeHnsa npaB W cBo604 4YenoBeKa M rpaxaaHuHa, MpaB HPUANYECKOrO /Mua,
HE3aBMCMMOCTM 3KcCrepTa, O6BEKTUBHOCTU, BCECTOPOHHOCTM W MOJIHOTbI MCCNeaoBaHWUM,
NPOBOAUMbBIX C  WCMOJIb30BAHWEM COBPEMEHHbLIX AOCTMXKEHUM HAYKM U TEXHUKM,
OTBETCTBEHHOCTN  elepasibHOro  rocyAapCTBEHHOro  GHOAXKETHOrO  YYpexAeHus Mo
NPOBEAEHUI0 SKCMEPTU3bl IEKAPCTBEHHbIX CPEACTB WU 3KCMEPTOB 3a NMpPOBEAEHME N KAauyecTBO
3KCNepTu3blI.

2. DKCNepTM3a NeKapCTBEHHbIX NpernapaTtoB 4S9 MeAMLMHCKOro NpUMEHEHUS BKJIOYaEeT
B cebs:

1) >2KcnepTu3y [AOKYMEHTOB, MpPEACTaB/IEHHbIX AN OnpeaesieHMs BO3MOXKHOCTM
paccMaTpuBaTb  JIEKAPCTBEHHbIM  npenapat AN  MeAULMHCKOro  MPUMEHEHUS  MpU
OCYLLECTB/IEHUM FOCYNApPCTBEHHOW perncrpauum B KayecTBe OpdpaHHOro JIeKapCTBEHHOro
npenapaTa;

2) 3KCNepTMU3Yy MNPEANIOXKEHHbIX METOAOB KOHTPO/SA KayecTBa JIeKapCTBEHHOrO CPeacTBa
M KayecTBa MpeacTaB/ieHHbIX 06pa3L 0B JIEKAPCTBEHHOIO CPEACTBA C UCMOMIb30BAHUEM 3TUX
MeToA0B (Aanee - 3KCNepTM3a KauyecTBa JIeKapCTBEHHOrO CPeACTBaA);

3) 3KCNepTM3y OTHOLUIEHUS OXWMAAEMOW MOMb3bl K BO3MOXHOMY PWUCKY MNPUMEHEHUS
neKapCcTBEHHOro npenaparTa.

3. DKCnepTM3a NeKapCcTBEHHbIX NMpenapaToB ANA BETEPUHAPHOIO NPUMEHEHUS BKIOYAET
B ceba >3KCNepTu3y KauyecTBa JIEKAPCTBEHHOrO CPeAcTBa M IKCMEpPTU3Y OTHOLIEHUSA
0XXWAAEMOM NOMb3bl K BO3MOXHOMY PUCKY NPUMEHEHUS NeKapCTBEHHOro npenaparTa.

Cratba 15. ®PepmepanbHoe rocygapcTBeHHoe OrogXeTHoe yupexaeHue no npoBeAeHUI
AKCNepTu3bl NIeKapCTBeHHbIX cpeacTB

DKCnepTM3a JIeKapCTBEHHbIX CPeAcTB MNpoBoAMTCS deaepasibHbiM FOCYAapCTBEHHbIM
BGIOAXKETHLIM YYpEXAEHNEM COOTBETCTBYIOLWLErO YMO/IHOMOYEHHOrO (eaepanbHOro opraHa
MCNONHUTENbHOM BNAcTW, CO3A4aHHbIM AN o6ecrneyeHuss WUCMOSIHEHMS TMOSTHOMOYUA 3TOro
(henepanbHOro opraHa no BblAaYe paspeLleHnii Ha NpoBeaeHne KIMHUYECKUX UCCneaoBaHui
NeKapCTBEHHbIX MpenapaTtoB M (MAM) MO rocyAapCTBEHHOW perncrpaumm NeKapCTBEHHbIX
npenapaToB (Aanee - 3KCNEPTHOE yUYpexaeHue).

Cratbsa 16. OpraHu3aumsa npoBeaeHUs1 IKCNEePTU3bI NNeKapCTBEHHbIX CPEeACTB
(B pea. ®epepanbHOro 3akoHa ot 22.12.2014 N 429-03)

1. DkcnepTMsa NeKapCTBEHHbIX CpeacTB  MPOBOAUTCA  KOMWUCCUEW  3KCMEpTOB
3KCMEpPTHOro yuypexaeHusi, Ha3HayeHHOW ero pyKoBOAUTENEM, Ha OCHOBAHUM 3aAaHusa Ha
NpoOBEAEHNE IKCMEPTM3bl NIEKAPCTBEHHONO CPEeACTBa, BbIAAHHOIMO  YMOSIHOMOYEHHbIM
¢henepanbHbIM OpraHoM WCMOJIHUTENbHOW BIAaCTU. PyKOBOAUTENb 3KCMEPTHOrO yUpexaeHus
obecrneumMBaeT Haanexallee TMpoBeAeHME 3SKCMNepTU3bl JIEKAPCTBEHHbIX CPeACTB B
COOTBETCTBMM C 3a4aHMEM, BblAAHHbIM  YMNOJIHOMOYEHHbIM  eaepanbHbIM  OpPraHoM
NCMOJTHUTENIbHOW BJIAaCTU, U OPraHM3yeT MOAroTOBKY CBOAHOIO 3aK/IHOYEHUSI 3TOM KOMUCCUMU.
B cocTtaB 3TOli KOMUCCUM MO PELUEHUID PYKOBOAUTENSI SKCMEPTHOIO YUpeXAeHUs MoryT 6biTb
BK/IlOYEHbl B KayecTBe 3JKCMEPTOB /Mua, He paboTalowme B AAHHOM  3KCMEPTHOM
YUpEeXAEHUU, eCn UX CrneumanbHble 3HaHUA HeobXxoAWMbl ANsl MPOBEAEHUS SKCMEpPTU3bl U
TakKue 3KCMepTbl OTCYTCTBYIOT B JAHHOM 3KCMEPTHOM yUpexaeHuu.

2. DJKCNepToM MO MNpPOBEAEHUID 3SKCMepTU3bl NEKAPCTBEHHbIX CPEACTB SBASETCSH
aTTeCTOBaHHbIN paboTHUK SKCMEPTHOrO yUYpeEXAEHUS, KOTOPbIN MMEET BbICLLEE MEAULIMHCKOE,



dapmaueBTMyeckoe, 6buonornyeckoe, BeTEpUMHApHOE WM XMMUYeckoe obpas3oBaHue W
NPOBOANT 3KCNEPTU3Y NIEKAPCTBEHHbIX CPEeACTB B NOPSAKE MCMONHEHNS CBOUX AO/HKHOCTHbIX
obsa3aHHOCTel (ganee - akcnepT).

3. Mpu npoBeaeHUM 3KCNEepTU3bl JIEKAPCTBEHHbIX CPEeACTB 3KCNepT He MOXeT
HaxoAMTbCS B Kakoh-nMbo 3aBUCMMOCTM OT J/Mua, Ha3HauMBLUEro 3Ty 3KCMepTusy,
paspaboTumMka NeKapCcTBEHHOr0 CPeACTBa WMAW APYrMX 3auHTEPeCcOBaHHbIX B pe3yfbTaTax
3KCMepTU3bl 1L,

4. Mpu npoBeAeHUN 3KCNEPTM3bl NEKAaPCTBEHHbIX CPeACTB He AonycKaeTcsa uctpebosaTb
y 3asaButens nmbo MHbIX NUL MaTepuanbl, HeobXxoauMblie AnS8 NMpoBeAeHus 3KCnepTusbl. B
cny4vyae HenoCTaTOYHOCTM MpeAcCTaBNeHHbIX 3KCNEepTy MaTepuanoB ANS Aayn 3aK/lu4YeHus
3KCNepT CTaBWUT BOMPOC O MNpeacCTaBleHUM eMy HeobxoammbiX MaTepuanoB nepea
pyKOBOAUTENEM 3KCMEPTHOro Yy4ypexaeHus, KOTopbih obpawaetcs C COOTBETCTBYIOLLUM
3anpocoM B YMOJIHOMOYEHHbIN deaepanbHbii OopraH MCNONHUTENbHOW BNAacTWU, BblAaBLUWUN
3ajaHMe Ha NpoBeaeHne 3KCNepTM3bl JIEKApPCTBEHHOrO cpeAcTBa. YKa3saHHbin denepanbHbin
OpraH MCMoSHUTENbHOM BAACTN B TeYeHue NATM paboumnx AHEeN Co AHSA MOCTYMeHUs 3anpoca
PYKOBOAUTENS 3KCMEepPTHOro yypexaeHns HanpasaseT 3asBUTENI0 3anpoc O npeacTtaBneHun
HeobxoaMMbIX MaTepuanoB. [aHHbIA 3anpoc MoxeT 6bITb nepegaH YMNO/HOMOYEHHOMY
NnpeacTaBUTENO 3asBMTENSA JIMYHO MNOA pacrnucKy, HanpaBNeH Mo noyte 3aka3HbiM MUCbMOM
WNu nepedaH B 3NEKTPOHHOM (DOpME MO TENIEKOMMYHUKALUMOHHBLIM KaHanam CBs3u. B cnyuae
Hanpas/ieHNs AAaHHOro 3anpoca Mo NnoyTe 3aka3HbiM MUCbMOM OH CUYMUTAETCS MOJIYYEHHbIM MO
NCTEYEHUUN LLIECTN AHEN C AaTbl HaNpaBNEHUSA 3aKa3HOro NMcbMa.
(4actb 4 B pea. PegepanbHoro 3akoHa ot 25.11.2013 N 317-®3)

4.1. 3asButenb 0653aH npeactaBMTb OTBET Ha  3anpoc  YMNOJIHOMOYEHHOro
denepanbHOro opraHa WCNOJIHUTENLHOW BMACTU B CPOK, HE MNpeBblWAWNA AEBAHOCTA
pabounx AHen CO [AHS ero noayyeHusl. YNOJHOMOYEHHbI deaepanbHbii  OpraH
WUCNOMHUTENbHON BMacTu, BblAABWWIA 3aJaHMe Ha npoBeAeHue 3KCNepTU3bl JIeKapCTBEHHOro
CpeacTBa, B Te4yeHue NaTu paboumx AHEN CO AHSA MOCTYynNeHUs OT 3asBUTENSd OTBETa Ha
OAHHbIA  3anpoc HanpaBfsieT TakoW OTBeT B 3KCNepTHoOe yuypexaeHue. B ciydae
HenpeacTaB/ieHMs MO uUcTeyeHun aessiHoCcTa paboumx gHel 3asBUMTENeM OTBeTa Ha AaHHbIN
3anpoc YMNOJIHOMOYEHHbIN dedepanbHbIA  OpraH WCNOJHUTENIbHOWM BfacTW, BblAABLUUN
3ajaHue Ha npoBeAeHWe 3KCNepTU3bl SIEKApCTBEHHOMO CpeAacTBa, B TeyeHue natu pabouunx
AHen HanpaBnseT B 3KCNepTHOe yupexaeHne yBeaoMaeHne 0 HenpeacTaBieHun 3asaButenem
OTBEeTa Ha 3anpoc yKa3aHHOro opraHa. Bpemsa co gHA HanpaBneHus 3anpoca 3KCNepTHOro
yupexaeHus B YMNOJHOMOYEHHbIN deaepanbHbli OpraH WCMONHUTENbHOM BNacTu A0 AHS
NOAy4YeHUs 3SKCNEPTHbIM  Yy4ypexaeHWeM OoTBeTa Ha 3anpoc Wan  yBeaoOMSeHUs o
HenpeacTaB/ieHMN OTBETa Ha 3arnpocC He yuuTbiBaeTCs Npu UCHUCIEHUU CpoKa MNpoBeAeHus
3KCnepTu3bl NeKapCTBEHHOro CpeacTBa.

(4yacTtb 4.1 BBegeHa PenepanbHbiM 3aKoHOM OT 25.11.2013 N 317-03)

4.2. Ecnn B cocTaBe perucTtpauMoHHOro A0Cbe Ha JfeKapCTBeHHbI npenapaTt Ans
MeaULMHCKOro NMpUMEHEeHNs COAEPXUTCHA npeayCcMOTpeHHas cTtaTtbelr 18, yacTtbio 1.1 cTatbu
30 n cratbenn 34 HacToswero deaepanbHOro 3akoHa KOMUSA pelleHUs YNOJHOMOYEHHOro
denepanbHOro oOpraHa WCMOJHUTENbHOM BacTM O MPOBEAEHMU  UHCNEeKTUPOBaHUSA
npousBoAMTENS JIeKapCTBEHHbIX CPeACTB, 3KCNepTy A0 0QOpMJIeHUA  pe3ysibTaToB
3KCrnepTu3bl flIeKapCTBEHHOr0 CpeAcTBa MpefocTaBnsdeTcs B MOpsAAKe UM Ha YCI0BUSX,
KOoTOopble MpenycMoTpeHbl 4actamMm 4 u 4.3 HacTosdwen CcTaTbW, KOMUS 3aK/IOYEHUS O
COOTBETCTBUM MNPOU3BOAUTENS NleKapCTBEHHbIX CpeAcTB TpeboBaHMAM npaBwui Haanexallemn
NpOU3BOACTBEHHOMW MPaKTUKW, BbIAAHHOMO YMNO/HOMOYEHHbIM deaepasnibHbiM  OpraHoMm
NUCNONTHUTENbHON BNacTU.

(4yacTtb 4.2 BBeaeHa depepanbHbiM 3akoHOM OT 04.06.2018 N 140-03)

4.3. 3agasuTenb o6s3aH npeacTtaBUTb B YMNOJIHOMOYEHHbIN deaepanbHblii  OpraH
WCMOMHUTENbHOM  BMAacTM  KOMMUKO  3aK/IlOYEHUS O  COOTBETCTBMW  MpOM3BOAMTENS
neKapCcTBeHHbIX cpeacTB TpeboBaHMSAM NpaBua Haanexallem Npon3BoOACTBEHHOW MPaKTUKKN B
CPOK, He MpeBblWaoWnii CTa BOCbMMAECATM paboumx AHEN CO AHS NMOSy4YeHUs 3anpoca o ee
npenocTaBsieHUN. YMOSIHOMOYEHHbIN  dedepanbHbli  OpraH  WUCMOJIHUTENbHOW  BacTy,
BblAABLUIMI 3aaHMe Ha NpOBeAEeHNEe SKCNEPTM3bl EKAPCTBEHHOIO0 CPeACTBa, B TEYEHNE NATU



pabounx AHen Co AHS NOCTYM/IEHMS OT 3asBUTENs KOMMK 3aK/IlOYEHMS O COOTBETCTBUMU
npomsBoamTens NleKapCTBEHHbIX CpeAacTs TpeboBaHMAM npasun Haasexaullen
NpoM3BOACTBEHHOW MpPaKTUKK, HanpaBisieT €ee B 3KCNepTHOe yupexaeHune. B cnyuae
HenpeacTaBAeHUS 3asiBUTENIEM B YKas3aHHbI CPOK KOMWM 3aK/lOYEHUS O COOTBETCTBUMU
npomssoanTens NIeKapCTBEHHbIX CpeAacTs TpeboBaHMAM npasun Haanexaullen
NpoOM3BOACTBEHHOM MNPAKTUKM YMNOJIHOMOYEHHbIM denepanbHbin  OpraH MCNOAHUTENbHOWN
BNacTW, BblAaBLWWIA 3adaHMe Ha MNpoBeAEeHME 3SKCNepTU3bl JIEKApCTBEHHOrO cCpeacTesa, B
TeyeHne naATM paboumx [OHer HanpaBnsieT B 3KCMEPTHOE YyuypexaeHne yBeaoMAeHue o
HenpeacCcTaBAEHUN 3asBUTENIEM KOMUW  3aK/KOYEHMS O COOTBETCTBUM MNPOU3BOANTENS
NleKapCTBEHHbIX CpeacTB TpeboBaHUSAM NpaBua Haanexallen nNpou3BOACTBEHHOM MpPaKTUKMU.
BpemMss coO AHS HanpaBfeHMs 3anpoca 3KCMEepTHOro yupexaeHuss B  YMOSHOMOYEHHbIN
denepanbHbIfi opraH UCMOSIHUTENbHOM BACTU 40 AHS MONYYEHUS] SKCMEPTHLIM yYpexaeHuem
KOMUWN 3aKIK4YEeHUsT O COOTBETCTBMU MPOM3BOAUTENS NIeKAapPCTBEHHbIX CpeacTB TpeboBaHMAM
npasmn  Haanexauwem Npou3BOACTBEHHOW  MNpaKTMKM  WMAM  yBEAOMJEHUs 0 ee
HenpeacCTaBAEHUN He Y4YUTbIBAETCA NpPU  WUCUYMUCIEHUM CPOKa MpoBeAeHMs 3SKCNepTu3bl
NleKapCTBEHHOro cpeacTtea.

(4yacTtb 4.3 BBeaeHa denepanbHbiM 3akoHOM OT 04.06.2018 N 140-03)

5. 3KCI‘IepT npn npoBeaeHnn nopyquHoM eMy pyKoBoOAUTENEM 3SKCNEPTHOrO
yypexaeHnsa sKCnepTmn3bl JIEKAPCTBEHHOIO Cpeactea o6s3aH:

1) npoBecTu NosHOe UccneaoBaHME NMpPeACTaB/IEHHbIX eMy 06bEKTOB, MaTepuasnos, AaTb
060CHOBaHHOE UM O6BLEKTUBHOE 3aKJIlOUEHME MO MOCTaB/IEHHbIM Mepes HWUM BOMpoOCaM WK
MOTMBMPOBAHHOE  3aK/IlOYEHME O  HEBO3MOXHOCTM  MPOBEAEHUS UM 3KCNEpTU3bl
NTEKApPCTBEHHOrO CpPeAcTBa, €CAW  MOCTaB/IEHHblE  BOMPOCbI  BbIXOAAT 32  npeaenbl
cneumnanbHbIX 3HaAHWMI 3KcnepTa, 06bEeKTbl UCCEAO0BaAHMA M MaTepuasnbl HEMPUIrOAHbI WK
HeAOCTaTOYHbl ANS MPOBEAEHUS WUCCNEA0BaHUA U Aayu 3aK/Io4vYeHust 1nMbo COBPEMEHHbIN
YPOBEHb Pa3BUTUS HAYKM HE MO3BOJISIET OTBETUTb Ha MOCTABMIEHHbIE BOMPOCHI;

2) He pa3srnallaTtb CBeAEHUS, KOTOpble CTaJiu eMY WU3BECTHbl B CBSI3UM C MPOBEAEHMEM
3KCMNepTM3bl  JIeKapCTBEHHOro  CpeacTBa, a TakXe  CBefeHusi,  coCTaBnsowune
rocyZlapCTBEHHYI0, KOMMEPUYECKYH MU UHYO OXPaHSEMYIO 3aKOHOM TalHy;

3) obecneumnTb COXpPaHHOCTb NpeAcTaB/ieHHbIX 06bEKTOB NCCNef0BaHNIM U MaTepuanos.
6. DKCrnepT He Bnpa.e:

1) npoBOAUTbL 3KCMEpPTU3Y JIEKApPCTBEHHOro cpeacTesa No obpaleHnto HenocpeacTBEHHO
K HEMY OpraHmsauunm nnm dusnyeckux nuu;

2) caMocTosiTeNnbHO  cobupaTb  MaTepuanbl  ANS  MPOBEAEHUS  3KCNEPTU3bI
NeKapCTBEHHOr0 CpeacTBa;

3) NpoBOAUTb 3KCMEPTU3Y NIEKAPCTBEHHOIO CPEACTBA B KAaYeCTBE HErocyaapCTBEHHOro
aKcnepTa.

7. B cnyyae Heo6xoaMMOCTU 3KCMepT BrpaBe XoA4aTalcTBOBaTb Mepes pyKoBOAWUTENEM
SKCMEPTHOro YYpexAeHWss O MPUBIEYEHUM K MPOBEAEHWUIO 3KCMNEepTU3bl JIEKAPCTBEHHOMO
cpeAacTBa Apyrux sKCrnepToB.

8. Kaxablh aKcnepT, BXOASLWMUNA B COCTaB KOMUCCMM DKCNEPTOB, KOTOPOW MNOPYyYEHO
npoBeneHne 3SKCNepTU3bl JIEKAPCTBEHHOrO CpeAacTBa, HE3aBUCMMO WM CaMOCTOSITENBHO
NpoBOAUT WCCeA0BaHUS, OLUEHWBAET pe3y/bTaTbl, MOJY4YEHHble WM JIMYHO W APYrvMMMK
aKkcnepTaMmn, U (GopMyImnpyeT BbiBOAbl OTHOCUTESIbHO MOCTaB/IEHHbLIX BOMPOCOB B MNpeaenax
CBOMX crneumasnbHbIX 3HaHUN.

9. Pe3ynbTaTbl 3KCNEPTM3bl NIEKAPCTBEHHOrO CpeacTBa OMOPMASIOTCS 3aKIOYEeHUEM
KOMUCCUM 3IKCMEpTOB. B 3akNlO4YeHUMM KOMWUCCUM 3SKCMEPTOB YyKasbiBalOTCA MNepeyeHb
nccnenoBaHuii, ob6beM MpoBeAeHHbIX KaXAbIM 3KCNEepTOM MCCnefoBaHWM, YCTaHOBMIEHHble
KaXablM M3 HUX daKTbl U caenaHHble B pe3ynbTaTe WCCNefoBaHW BbiBOAbl. DKCMepT,



MHEHWE KOTOpPOro He coBnagaeT C peleHMeM KOMUCCUM IKCNEpTOB, BrpaBe Bbipa3nTb CBOE
MHEHME B NMNMCbMEHHOW (pOopMe, KOTOpoe NMpuobLLaeTCs K 3aK/IHYEHNI0 KOMUCCMN SKCNEPTOB.

10. 3KCI'IeprI, BXoAasuwme B COCtaB KOMUCCUUN, NpeaynpexagaoTcd 06 OTBETCTBEHHOCTM
B COOTBETCTBMM C 3aKoHOoAaTenbCTBOM Poccuinckon CDep,epau.MM 3a fAadyy 3aKw4deHud,
cogepxaulero HeoboCHOBaHHblE WN (baJ'IbCVICbVILI,VIpOBaHHbIe BbiBOAbl, O 4YE€M OHW A[OaloT
noaAnnCKy.

11. OnpeaeneHne ypoBHS npodeccmMoHanbHOM NOANOTOBKM 3KCMNEPTOB M aTTecTtauus mnx
Ha MpaBO MPoOBeAEHMS 3KCNEepPTU3bl NIEKAPCTBEHHbIX CPEeACTB OCYLLEeCTBASIOTCA 2KCNepTHO-
KBanUMMKALUMOHHBIMW  KOMUCCUMSAMM B MNOpsiAKe, YCTAaHOB/IEHHOM  COOTBETCTBYIOLLUM
YNOSIHOMOYEHHbIM denepanbHbIM opraHom WUCMOSTHUTENTBHOMN Bf1aCTW. YpoBeHb
npocdeccmoHanbHOM MOAFOTOBKM 3KCNEPTOB MNOANEXUT NEPeCcMOoTpy YKa3aHHbIMWU KOMUCCUSIMU
He pexe 4YyeM OAMH pa3 B NsATb JET.

12. MpaBuna npoBeAEeHUs 3SKCMepTU3bl JIEKAPCTBEHHbIX CpPeACTB M 0COH6EeHHOCTM
3KCNEepTM3bl OTAENbHbIX BUMAOB JIEKApPCTBEHHbIX MpenapatoB (pedepeHTHbIX NeKapCTBEHHbIX

npenapaTtos, BOCMNPOM3BEAEHHbIX JNleKapCTBEHHbIX npenapaTtos, brnonornyeckmnx
neKapCcTBeHHbIX npenapaTtos, 6buoaHanorosbiXx (6MONOA06HbLIX) SleKapCTBEHHbIX MNpenapaToB
(brnoaHanoros), roMeonaTnyeckux  eKapCTBeHHbIX npenapaTos, neKapCTBEHHbIX

pacTUTeNbHbIX NpenapaToB, KOMOBUHaUMIM nekapCTBEHHbIX npernapaTos), GOpPMbl 3aKIHOHEHUN
KOMUCCUM IKCMNEPTOB yCTaHaBNMBAKTCS COOTBETCTBYIOLWMM YNO/IHOMOYEHHbIM deaepasibHbIM
OpraHoM MCMONHUTESNbHOM BRacTu.

(4actb 12 B pea. PegepanbHOro 3akoHa ot 22.12.2014 N 429-03)

Cratba 17. lNopaya u paccMmoTpeHue 3asiBNEHUs1 O TrOCyAapCTBEHHOM perucrTpauuu
nekapcTBeHHOro npenapara Ansi BeTepMHapHOro NnpuMeHeHus
(B pen. ®epepanbHOro 3akoHa oT 22.12.2014 N 429-03)

1. Ang rocynapCTBEHHOW perncrtpaunm nekapCcTBEHHOro npenaparta Ans BeTepuHapHOro
npuMeHeHns pas3paboTumMK TakKoro JsieKapCTBEHHOro rnpenapata WM YMNOJIHOMOYEHHOEe WM
Apyroe wpuanyeckoe nuuo (panee B HAcTosWen cTaTbe - 3asBUTENb) MNpencrtaBnseT B
YNOMHOMOYEHHbIN  deaepanbHblii  OpraH  UCMOMHWUTENbHOW  BNAcTW, OCYLLECTBASAIOLWMIA
rocyfapCTBEHHYIO  perucrpauuito  NeKapCcTBEHHbIX MpenapaToB AN9  BETEpUHAPHOro
NpUMEHeHns, B 3NeKTpoHHOW dopMe wuanm Ha 6yMaxHOM HocuTene 3asB/ieHne o
rocyfapCTBEHHOW  pernctpaummM  fneKapCcTBEHHOro  npenapata Ans  BETEepUHApHOro
NpYMEHEeHUs, a TaKXe B NopsaKke, YCTAaHOB/IEHHOM COOTBETCTBYHOLMM YMNOJTHOMOYEHHbIM
denepanbHbIM OpraHOM WUCMONHUTENBbHOMN BNACTU, B 3/IEKTPOHHOMN popMe nan Ha 6yMa>kHOM
HocuTene Heob6xoauMble AOKYMEHTbI, U3 KOTOPbIX (hOPMUPYETCA perncTpaunmoHHoe A0Cbe Ha
NeKapCcTBEHHbIW Npenapar A/ BeTePUHAPHOro NpMMeHeHus.

2. B 3asBneHMM o rocyaapCTBEHHOW perncrpaumMm nekapcTBEHHOro npenapata Aans
BETEPMHAPHOro NPUMEHEHUS YKa3blBalOTCS:

1) HaumeHoOBaHMe W agpec 3asBuTens, paspaboTuMka WM nNpousBOAMTENS
neKkapCTBEHHOro npenaparta Aas BEeTepUHapHOro NpMMeHeHus 1 agpec MecTa OCyLLeCTB/IeHUS
Npon3BOACTBA JIeKApPCTBEHHOro rnpenapaTta ANs BeTepuMHApHOro mnpuMmeHeHus (B ciydae
HaINM4YMs HECKONbKMX YYACTHMKOB MpoLecca Npomn3BoacTBa He0bXoaMMO yKasaTb KaXaoro 13
HUX);

2) HanMeHoBaHME JNEKAPCTBEHHOINO rnpenapata ANd BETEPUHAPHOIro rnpuMEHEHUA
(Me)KLI,YHapO,CI,HOE HEMNATEHTOBAHHOE, W/IN TpynnnMpoBOYHOE, WM XMMUYECKOE N TOpProeoe
HaMMEHOBaHMFI);

3) nepeyeHb AEWCTBYHOWMX W BCNOMOraTeNlbHbIX BELWECTB, BXOASLWMX B COCTaB
NIEKApPCTBEHHOro rnpenapaTta A/ BETEPUHAPHOrO MPUMEHEHUS, C YKasaHWEM KoJIyecTBa
KaXaoro U3 HuX;

4) nekapcTBeHHass dopma, A03UpoBKa, crnocobbl BBEAEHUS W MNPUMEHEHUS, CPOK
rofAHOCTM NeKkapCTBEHHOIro npenaparta ANns BETEPUHAPHOrO NPUMEHEHNS;



5) dbapmakoTepaneBTnyeckasa rpynna;

6) Heo6xo0aMMOCTb MPUMEHEHNA YCKOpeHHOﬁ npoueaypbl 3KCNeEpPTU3bl NeKapCTBEHHbIX
CpeAacTB B Uendax FOCYﬂapCTBeHHOVI peErncTpaunm neKapCTtBeHHOrNro npenaparta,

7) KOMUM AOKYMEHTOB, NOATBEPXKAAIOLWMX YNaTy rocyAapCTBEHHOW MOLIMHbI:

a) 3a MNpOBEAEHME 3KCMEPTM3bl KAyecTBa JIEKAPCTBEHHOrO CPEeACTBA M 3KCMEPTU3bI
OTHOLLUEHUA OXMAAEMOW MOJb3bl K BO3MOXHOMY PUCKY TMPUMEHEHUA NIEKAPCTBEHHOMO
npenapaTa Ana BETEPMHAPHOIrO NMPUMEHEHUNS NMpPU ero rocyapCTBEHHON perncrpaunmu;

6) 3a BblAauyy pernMcTpaLMoHHOro YAOCTOBEPEHMUS NIeKapCTBEHHOIoO nNpenapara;

8) Hanuume cornacumsa, nNpeaycMOTPEHHOro 4acTblo 7 HacTosIWeWn CTaTbM, ecnn C
MOMEHTa perucrpaumm pedepeHTHOro JieKapCTBEHHOro rnpenapaTta Af9 BeTepUHApHOro
NPUMEHEHMS MPOLLIO MEHEE YEM LLECTb NeT.

(B peqn. ®epgepanbHoro 3akoHa ot 13.07.2015 N 241-03)

3. PerucrpauvoHHoe [oCbe B LeNsX 3KCNepTu3bl JIEKApPCTBEHHOro rnpenapata Aans
BETEPUHAPHOIO NPUMEHEHUS OPMUPYETCS U3 ClIeAYLWNX AOKYMEHTOB:

1) konusa JMUEH3MM Ha NpPOU3BOACTBO  JIEKAPCTBEHHbLIX CpPeAcCTB, BblAAHHOWM
NpousBOAMUTEND  PEerncTpupyemMoro JieKkapCTBEHHOro npenapata Ansg BeTepUHapHOro
NPpUMEHeHUs, AN POCCUINCKNX NPOU3BOAUTENEN;

(n. 1 B pea. ®egepanbHoro 3akoHa ot 04.06.2018 N 140-03)

2) KoOMuUsA JIMUEH3UM Ha NPOU3BOACTBO JIEKAPCTBEHHbIX CPEACTB, BblAAHHOWM
nponssoamTento dapmMaueBTUYeCcKon cybCTaHuun, BXoAsLlel B COCTaB perncrpmpyemoro
NneKapcTBEHHOro npenapaTta AN BETEPUHAPHOro  MNPUMEHeHUsl, ANS  POCCUMACKUX
npounssoauTenen;

(n. 2 B pea. ®egepanbHoro 3akoHa ot 04.06.2018 N 140-03)

2.1) Konusl AOKYMEHTA, BblAAHHOMO YMOJIHOMOYEHHbLIM OpPraHOM CTpaHbl MPOM3BOAUTENS
ONS KaXKaon Mnpou3BOACTBEHHONM MOWAAKN PErMcTpUpyeMoro siekapCTBeHHOro npenaparta
ONST BETEPUHAPHOro TMpPUMEHEHUS W MNOATBEPXKAAIOLWEro COOTBETCTBME MPOM3BOAUTENS
JlIeKapCTBEHHOro npenapata TpeboBaHMSM nMpaBun  Hagsexawew npom3BOACTBEHHOMN
NpakTUKW, U €ro nepeBoj Ha PYCCKUIM A3blK, 3aBEpeHHble B YCTAHOBJIEHHOM Mopsake, a
TakKXe KOMus 3aK/IloYeHUss O COOTBETCTBMW MPOU3BOAUTENS JIEKAPCTBEHHbIX CpPeacTB
TpeboBaHusAM npaswun Haanexatemn NpON3BOACTBEHHOM NpaKTUKK, Bbl4AHHOIO
YMNO/ITHOMOYEHHbIM  (pedepasibHbIM  OpraHoM  UCMOJSIHUTENbHOMW  BAAcTU AN KaXaok
NPOU3BOACTBEHHOM  MNOWAAKM  PErncTpupyeMoro JIeKapCTBEHHOro npenapata Ans
BETEPMHAPHOrO MpPUMEHeHns, nbo KOoMusa peleHns O TMpPoBeAeHUMU WHCMEKTUPOBaHUS
NpoOn3BOAMTENS JIEKAapPCTBEHHbIX CPeACTB, MPUHATONO YMNOJIHOMOYEHHbIM deaepasibHbIM
OpraHoM  WUCMNOJIHUTENbHOW  BfacTM  AAS  KaXAOW  MNPOM3BOACTBEHHOW  MAOLAAKM
pPErMCTPUPYEMOro NEKAPCTBEHHOrO MpenapaTa ANs BETEPUHAPHOrO NPUMEHEHMUS. YKa3aHHble
JOKYMEHTbl NpeACTaBAATCA B CNyyae, ec/in NpOU3BOACTBO JIEKAPCTBEHHOro npenapaTta
OoCyLlecTBNseTCa 3a npegenamm Poccuiickon degepaunm;
(n. 2.1 BBeaeH ®epepanbHbIM 3aKOHOM oT 04.06.2018 N 140-03)

2.2) Konusl AOKYMEHTa, BblAAQHHOIO YMOJIHOMOYEHHbLIM OPraHOM CTpaHbl NPoOU3BOAMTENS
dapmMaueBTMYEeCcKOn CcybCTaHUuMM W NOATBEPXAAKLWero COOTBETCTBME MNPOU3BOAUTENS
dapmaueBTnyeckon cybctaHUMM, BXOASLLEN B COCTaB pPErncTpupyemMoro J1eKapCTBEHHOro
npenapata AfsS BeTepUMHApPHOro npuMeHeHus, TpeboBaHMaM nMpaBua  Haanexawemn
NPOU3BOACTBEHHOM MpPaKTUKXW, WU €ro rnepeBo4 Ha PYCCKUMA $A3blK, 3aBepeHHble B
YCTaHOBJ/IEHHOM NOpSAKe, B Cly4dae, ec/iM Npou3BOACTBO dapMauleBTUYECKOl cybCcTaHuum
ocyllecTBnseTca 3a npegenamm Poccuiickon degepaunm;

(n. 2.2 BBeaeH ®epgepanbHbIM 3akKOHOM oT 04.06.2018 N 140-03)

3) NpPOEKT HOPMaTMBHOIO AOKYMEHTa Ha JIEKApCTBEHHbIV npenapaTt ANl BETEPUHAPHOro
NPUMEHEHMUS;



4) [OOKYMEHT, coAaepxawui cnegywoowy UHbopMauuio o0 dapMaleBTUYECKOWN
cybcTtaHumm unmn dapMaueBTUUYECKUX CYBCTaHUMSX, BXOASLWMX B COCTaB JIEKAPCTBEHHOMO
npenaparta Ans BETEpUHAPHOIro NPUMEHEHUS:

a) HanMeHoBaHMe dapmaueBTMUYECKON cybCcTaHUmMK, ee CTPYKTypa, obLline CBONCTBA;
6) HanMeHoOBaHWe N agpec NpounsBoanTens;

B) TEXHOI0MMSA NPOM3BOACTBA C ONMUCAHWMEM CTaAMW NPOU3BOACTBA M METOAOB KOHTPOSA
Ha BCEX CTaaundax npounssoacTBa,

r) uHpopMaumns o npumecsx;

A) cneundukaums Ha dapMaLeBTUYECKYO CybCcTaHuuIO;

€) onnucaHne MeToAMK KOHTPO/SA KayecTBa;

XX) pe3ynbTaTbl aHanu3a cepuin dapMmaueBTUYecKon cybctaHumm;

3) NepeyeHb CTaHAAPTHbIX 06Pa3LOB UM BELLECTB, UCMOJIb3YEMbIX MPU OCYLLECTB/IEHUN
KOHTPOJIS Ka4yecTBa;

M) OMUCaAHME XapaKTEPUCTMK W CBOWCTB YMaKOBOYHbLIX MATEpPUasnioB U YKYMOPOUHbIX
CpeacTs;

K) AaHHble 0 CTabunbHOCTY;
) CpOK rogHOCTMU, YC/I0BUS XPaHEHUS;

5) oTueT o pesynbTaTax AOK/IMHNUYECKOro UCCeA0BaHUS NEKapCTBEHHOIO cpeacTBa ANs
BETEPMHAPHOro NMPUMEHEHUS;

6) OTYET O pe3ynbTaTaxX KJAMHMYECKOro MCCNefoBaHUsA fleKkapCTBEHHOro npenaparta ans
BETEPUHAPHOIr0 MPUMEHEHUS Y KaXAOoro BMAA XXMBOTHbIX, YKa3aHHbIX B WMHCTPYKUMW MO
BETEPUHAPHOMY NMPUMEHEHMUIO;

7) NPOEKT MHCTPYKUUM MO BETEPUHAPHOMY MPUMEHEHMUIO NIEKapCTBEHHOro npenaparta,
coaepallen cneayolwme CBeaeHus:

a) HauMMeHOBaHMe JleKapCTBEHHOro nmnpenapata ANs BeTepuMHApHOro npuMeHeHus
(MexxayHapo4Hoe HenaTeHTOBaHHOEe, WU rpynnupoOBOYHOE, UM XMMUYECKOe W TOproBoe
HanMeHoBaHUA);

6) nekapcTBeHHas ¢opMa C yKa3aHWMEM HAMMEHOBAHWIM U KONIMYECTBEHHOrO COCTaBa
OENCTBYIOWNX BELWECTB M Ka4eCTBEHHOr0 CoCTaBa BCMOMOraTe/ibHbIX BELLECTB;

B) OMNWCaHMe BHELWIHEro BWAA JIeKapCTBEHHOro npenapaTta Als BETEPUHAPHOro
NPpUMEHEHUS;

r) dapMmakoTepaneBTUyeckasl rpynna sieKkapCTBEHHOro npenapaTta Anas BETEPUHAPHOro
NPUMEHEHNS UM YKa3aHMe "roMeonaTUYeCcKnii NeKkapCcTBEHHbLIN npenapat”;

A) dapMmakoanHammka u dapMakokuHeTuka (3a wucknodeHneM dapMakoKUHETUKN
roMeonaTnyeckux JieKapCTBeHHbIX MNpenapatoB W pacTUTENbHbIX  JIeKapCTBEHHbIX
npenapaTos) MM onucaHne MMMYHObMONOrMYecKnx CBOMCTB JIeKapCTBEHHOro npenaparta;

e) nokasaHusa Ans NpUMeEHEHUS;
) NPOTMBOMOKAa3aHUS AN NPUMEHEHUS;
3) Mepbl NPeAOCTOPOXHOCTU MPU NPUMEHEHUN;

M) yKasaHuMe BO3MOXHOCTU M O0COBEHHOCTEN NMPUMEHEHUS Y 6epeMeHHbIX XWBOTHbIX, Y
XXMBOTHbIX B MepMoj NaKTauum, y NoTOMCTBA XMBOTHbIX;



K) peXuM A03npoBaHusa, criocob BBeAEHUS N MPUMEHEHUS, NMPU HEOBXOAMMOCTU BpEMS
npuema sieKapCTBEHHOro npenaparta Anas BETEPMHAPHOro NpMMEHEHUS, NMPOAOIKUTENIbHOCTb
nleyenus;

}'I) BO3MOXHble MN060YHbIE ,U,eVICTBMFI, HEXeNaTe/ibHblE pe€akKuun npun MNpuUMEHEHNN
NEeKapCTBEHHOIO Npenaparta AJid BETEPUHAPHOIro NpuMeEHEHUA;

M) CUMNTOMbI NEPEAO3NPOBKN, MEPbI MO OKAa3aHMIO MOMOLLW MpU Nepeno3npoBKe;
H) B3aUMOAENCTBME C APYTMMU SIeKapCTBEHHbLIMK nNpenapatamm n (Uan) KopMamm;
0) bopMbl BbIMyCKa /IeKapCTBEHHOrO NpenapaTa ANs BETEPMHAPHOIo MPUMEHEHUS;

n) ykasaHume (nNpy HeobXxoaAMMOCTM) OCOBEHHOCTEN AENCTBUA  J1IEKApCTBEHHOrO
npenaparta 419 BeTEepUHAPHOro NpUMEHEHMS NpU NepPBOM NpUEME UK NMPU ero OTMEHE;

p) onucaHue (Npn HeobXxoAMMOCTW) AEeNCTBUA BeTepuMHaApHOro Bpayva (BeTepuHapHOro
denbaliepa), uUHoro crneuyuanucta B obnactu BeTepuHapuu, BRagenbua >XWUBOTHOMO Mpwu
nponycke npuemMa OAHOM WAW HEeCKONbKUX [03 JNleKapCTBEHHOro npenapaTta Ansd
BETEPUHAPHOIro NpUMEHEHUS;

C) CPOK rogHOCTM W yKa3aHMe Ha 3arnpeT NPUMEHEHUs JIeEKapCTBEHHOroO npenapaTta ans
BETEPMHAPHOro NPUMEHEHUS MO UCTEUYEHMUM CPOKA FOAHOCTU;

T) YCNOBUS XpPaHEHUS;

Y) yYKasaHne Ha Heo6xo0aMMOCTb XpPaHEHNA nNEeKapCTBEHHONo0 npenapata And
BETEPUHAPHOIo NpNMEHEHNA B MeCTaX, HEAOCTYNHbIX ANd Ll,eTeﬁ;

¢) ykasaHue (Npy Heob6XOAMMOCTU) cCneumanbHbiX Mep NpegoCTOPOXHOCTU MNpwU
YHUUTOXEHUU HEWUCMNOSIb30BAHHbIX JfleKapCTBEHHbIX MpenapaTtoB Afls BeTepuMHapHOro
NpUMeHeHus;

X) CPOKM BO3MOXHOIO MCMOMIb30BaHUSA MPOAYKLUM XXUBOTHOIO MPOUCXOXAEHUS Mocie
BBEAEHUS XXMBOTHOMY JIEKapCTBEHHOrO NMpenapaTa A/ BETEPUHAPHOIO NPUMEHEHUS ;

L) yC/I0BUS OTNYCKA;

l-I) HanMeHOoBaHNA n aapeca MPOnN3BOACTBEHHDbIX naowaaok npounssBoanTend
NeKapCTBEHHOIO Npenaparta AJid BETEPUHAPHOIro NnpuMeHeEHUA,;

W) HauMMeHoBaHMe, ajapec opraHmsauum, YMNOJHOMOYEHHOM AepXaTenem  unu
BNnajenbueM perucTtpauMoHHOro yAOCTOBEpPEHUs NeKapCTBEHHOrO npenapaTta Ha MpuHATME
npeTeH3ni oT noTpebutens;

8) NpoekTbl MakeToB MNEPBMYHON YMNAKOBKM M BTOPUYHOM YMNaKOBKM J1€KAPCTBEHHOIO
npenaparta Ans BETEPUHAPHOrO NPUMEHEHUS ;

9) cneaywwue CBeAeHUSs O JIEKAPCTBEHHOM npenapate AN BeTepMHApHOro
NPUMEHEHUS

a) onMcaHWe K CocTaB NEKApPCTBEHHOrO NpenapaTa A/ BETEPUHAPHOI0 NPUMEHEHMUS;
6) onncaHue dapmaueBTUYECKON pa3paboTku;
B) onucaHme npouecca NpousBoACTBa WU €ro KOHTPONs;

r) OMuCaHMe KOHTPONS KPUTUUYECKUX CTagunhn NpoM3BOACTBA W MPOMEXYTOYHOMN
npoayKuumn;

A) HavMeHOBaHMs UM agpeca paspaboTuvka, Jgepxatensa waM  Bnagesnbua
perncTpaumMoHHOro yAOCTOBEpPEeHMs] NeKapCTBEHHOro npenapata, MNpPOU3BOACTBEHHbIX
NJ0WaA0K NMPOM3BOANTENS JIeKapCTBEHHOrO Npenaparta A/ BeTepMHapHOro NpuMeHeHus;

(B pea. ®epepanbHoro 3akoHa ot 13.07.2015 N 241-03)



e) dapMaueBTUYECKass COBMECTUMOCTb;
) MUKpO6MONOrnMdYeckne XxapakTepucTuku;
3) MaTepuarnbHbIli 6anaHc Ans NpousBoACTBa CEPUM FOTOBOMO NMPOAYKTa;

M) OMUCaHME XapaKTEPUCTUK W CBOWCTB YMNAKOBOYHbIX MaTepuasioB U YKYMOPOYHbIX
CPEeACTB;

K) AOKyMeHTasibHOe noaTeepxaeHne (Banmaaums) npoueccoB u (Mam) nx oueHka;

}'I) TDGGOBaHMﬂ K Ka4yecCTBY BCMNoMoOraTtesibHbIX BELWECTB (CepTM('bMKaT, CI'IeLl,I/IdJMKaU,MFI Ha
BCnoMoraTesbHblE BELWECTBA U UX 060CHOBaHMG);

M) dHaNMNTNUYECKHNE METOAUKUN, UCMONb3YEMbIE MPU OCYLLECTB/IEHNN KOHTPOJIA Ka4eCTBa
BCNOMOIraTe/ibHbIX BELWECTB,

H) [OOKYMEHTalbHOe noATBepXxAeHue (Banvaauus) aHanuTUUYEeCKUMX  MeToauK,
NCMOJb3yEeMbIX NMPU OCYLLECTB/IEHUN KOHTPOJIS Ka4yeCcTBa BCMOMOraTe/lbHbIX BELLECTB;

0) WHopMauusa 06 MCNoNb30BaHWUM BCNOMOraTe/bHbIX BELWECTB YENOBEYECKOro W
XMBOTHOIO NPOUCXOXAEHUS;

n) nHdopmaumsa 06 NCNONb30BaHUM HOBbIX BCMIOMOraTesbHbIX BELWEeCTB;

p) TpeboBaHMSA K KayecTBy JIeKapCTBEHHOro npenapata Ans BETEpUHApPHOro
npumeHeHnst  (ceptudukaT, crneumduKaums Ha JeKapCTBEHHbIM npenapat UM UX
obocHoBaHue);

C) aHanUTUYecKue MeTOAMKWN, UCMOJIb3YyEMbI€ MPU OCYLLECTB/IEHUN KOHTPOJSA KayecTBa
NTEKAPCTBEHHOro npenaparta Ans BeTepUHapHOro NpUMeHeHus;

T) [OOKYMeHTaNbHOe noaTBepxAaeHwe (Banupauusl) aHalUTUYECKUX  MEeTOoAMK,
NCMONb3yeMbIX MpPU OCYLLECTBIEHUM KOHTPOJSIS KayecTBa JIeKApCTBEHHOro npenapaTta Aans
BETEPMHAPHOro NMPUMEHEHUS;

Y) AOKYMEHT, MoATBepXAaloWmMii KayecTBO JIeKapCTBEHHOro npenapata Tpex
MPOMbILWNEHHbIX Ccepuii (NPOTOKON aHanusa wnn ceptudukaT aHanusa), oaHa cepus
KOTOpPOro A0JIXKHa coBnagaTb ¢ cepuelt obpasua nekapcTBEHHOro npenapaTa, NoAaHHOro Ha
perucrTpauuio;

&) xapakTepucTuka npmmecen;

X) nepeyeHb CTaHAAPTHbIX 06pasuoB, MCMOJSIb3YEMbIX MPU OCYLLECTBNIEHUN KOHTPONSA
KayecTBa JIeKapCTBEHHOro npenaparta ANl BEeTEPUHAPHOr0 NPUMEHEHUS ;

U) JdaHHble O CTabuIbHOCTM JIEKApPCTBEHHOrO Mpernapata Ans BeTEpUMHApHOro
NPUMEHEHUS;

10) konua [OoOKyMeHTa, coaepxawero uHpopMaumio O Haamumm unm o6 OTCYTCTBUMU
¢daKToB permcTtpauMnm nNekapcTBEeHHOro npenapaTta AN BeTepuMHApHOro MpuMeHeHus 3a
npeaenamn Poccuinckon denepaumn;

11) cornacue B NUCbMEHHOW popMe, NpeayCMOTPEHHOE YacTbio 7 HaACcTosIWEN CTaTbn, B
cny4ae permcrpaumm BoCnponsBeaneHHOro ieKapCTBEHHOro npenapaTa;
(B peqn. ®epgepanbHoro 3akoHa ot 13.07.2015 N 241-03)

12) Konusi AOKYMEHTa Ha PYCCKOM $13blKe, 3aBEPEHHOro B YCTAaHOBJIEHHOM MOpsiAKe U
NoATBEpPXAaloLWero MNpaBOMOYHOCTb  3asBIEHUSS O  FOCYAApCTBEHHOM  perncrpauum
NleKapCTBEHHOro npenapaTa A9 BeTEPMHAPHOro NpuUMeHeHust (A0BEPEHHOCTL).

4. MNpu npoBeAEHUN YCKOPEHHOW npoueaypbl 3KCNEepPTU3bl JIeKapCTBEHHOrO npenapara
AN BETEPUHAPHOr0 MNPUMEHEHWUST B LENAX €ero rocyAapCTBEHHOW permcrpaumm MOXeT
NpeacTaBNsATbCA MHMOPMaUMs, MoJlyYeHHas Npu NPOBEAEHUM KIIMHUUYECKUX MCCefoBaHWi



neKapcTBEHHOro npenapata W onybnnkoBaHHas B CNeuvMann3mMpoBaHHbIX MNeYaTHbIX
n3gaHuax, a Takxe AOKYMEHTBI, coAepxaiune pe3ynbTaTbl nccnenoBaHms
6103KBMBaANEHTHOCTWN IeKapCTBEHHOrO npenapaTta A5 BEeTeEPUHAPHOro NpMMeHeHus.

5. Ha akcnepTm3y pasfinyHbIX eKapCTBEHHbIX (DOPM OAHOI0 U TOrO e JIEKAPCTBEHHOIO
npenapata Ans BeTEPUMHApPHOro TMpUMEHEeHUsl 3asiBUTEeNb NpeacTaBnseT OTAeSbHble
3a8B/IEHNS U PErncTpaumMoHHbIE A0Cbe Ha KaXAyl JieKapcTBeHHY ¢opMy. Mpu ycnosum
OAHOBPEMEHHOW MnoJauyM Ha 3KCNepTU3y OAHON neKapCTBEHHON dOpMbl C  pPas3UYHbIMU
[O3MPOBKOWM, KOHLEHTpauueli, o6beMoM 3asBUTeNnb NpeACTaBAsSiET OA4HO 3asiBNieHne U
pPerncTpaunmoHHoe A0Cbe C NPUSIOXKEHMEM MAKETOB YNAaKOBOK Ha KaX Ayt A03MPOBKY, KaXXayHo
KOHLIEHTpaLMIO, KaXablii 06BbEM U KaXkaoe KOIMYECTBO 403 B YNaKoBKe.

6. 3agBuTenb BrpaBe NpeacTtaBuUTb N0 COBCTBEHHOW MHULMATMBE BMECTe C 3asiBNIeHUeM
O TrOCyOoapCTBEHHOW perncrpaumu JIeKapCTBEHHOro nmnpenapata Al  BeTepuMHApHOro
NPUMEHEHNUsI OOKYMEHTbl, MoATBEpXAalwWwme ynaaTy rocyaapCTBEHHOMW MNOWJINHBL W
YKasaHHble B TMyHKTE 7 4acTum 2 HacToslwen cratbn. B ciyyae wmx HenpeacrtaBneHUs
COOTBETCTBYIOLIMA  YMOSIHOMOYEHHbIN  deaepanbHbli  OpraH  WUCMNOAHWUTENbHOWM  BfacTu
npoeepsieT GakT ynaaTbl 3asBUTENEM TOCYAAPCTBEHHOM  MOLW/AWHbI  NOCPeaCTBOM
NCMonb30BaHMsa MHMOpMaumMnu 06 ynsaTe rocyAapCTBEHHOM MOLWWIWHBI, cCoAepXallencs B
FocyaapcTBEHHON MHMOPMALMOHHON CUCTEME O TrOCYAAPCTBEHHbLIX W MYHMUMNANbHbIX
nnaTexax, Ha  OCHOBaHMUMU MpeacTaBNeHHbIX  3assBUTeNneM KOMNUA  OOKYMEHTOB,
noATBepXAatloWmMX ynaaTy rocyaapCTBEHHON MOLWNHBI.

7. He ponyckaeTrcsa Ucnosib3oBaHME B KOMMEpYeCKNx Luensx nHdopmaumm o pesynbTatax
OOKJIMHNYECKUX WCCNEeAOBaHUIM NeKapCTBEHHbIX CPeACTB U KJIMHUUYECKUX WCCNeaoBaHUM
NIeKapCTBEHHbIX NpenapaToB A/19 BETEPMHAPHOr0 NPUMEHEHUS, NpeaCTaBIeHHON 3asBUTENEM
AN rocyaapCTBEHHOM pernctpaumm nekapcTBeHHbIX npenapaTtoB, 6e3 ero cornacma B
TeYeHMe WeCTMn NeT C AaTbl roCyAapCTBEHHOMN perncrpaumm pedepeHTHOro NeKapCcTBEHHOro
npenaparta B Poccuiickon degepaunn.

Ctratba 18. MMopaya M paccMoTpeHWe 3asBMeHWSA O TFOCyAapCTBeHHOW perucrpauum
JNleKapCTBeHHOro npenapara And megnumnHCKoro npumeHeHuns
(B pea. ®epepanbHOro 3akoHa ot 22.12.2014 N 429-03)

1. [na rocyaapCTBEHHOW perncrpaumu nekapcTBeHHOro npenaparta Assa MeaumunHCKOro
NpUMEHeHNa Kpuanmyeckoe nuuUo, JAencTeylollee B COBCTBEHHbIX WHTEpecax Wau
YNO/IHOMOYEHHOE NpPeAcCTaB/ATb WHTEPEChbl APYroro HPWAMYECKOro sunua wn 3aasndwlouiee
JIeKapCTBEHHbIN NpenapaT Ha rocyAapCTBEHHYO perncrtpauuto (aanee B HacTosiLen cTaTbe -
3aaBuTENb), MNpeacTaBnsieT B YMOJIHOMOYEHHbLIN deaepanbHbli OpraH MCNONHUTENbHOMN
BN1IACTU, OCYLLECTBASIOWMNIA FOCYAapCTBEHHYIO perncTpaunto JIeKapCTBEHHbIX NpenapaTosB As
MeOMLUMHCKOro NpUMMEHEHMUS, B 3/IEKTPOHHOM dopMe M Ha ByMaxKHOM HocuTesie 3asiBNieHne o
rocyfapcTBeHHOM  perncrtpaummM  nekapCTBeHHOro  npenapata A4nd  MegMUMHCKOro
NPUMEHEeHMUsl, a TakXxe B NopsaKe, yCTaHOB/IEHHOM YMNOSIHOMOYEHHbIM dbefepasibHbIM OpraHoM
WCNONHUTENbHON BNacTU, B 3/1eKTPOHHOW dopMme u Ha 6yMaxkHOM HocuTene Heobxoaumble
OOKYMEHTbl, W3 KOTOpPbIX (OPMUPYETCA perncrpaunoHHoe J[JoCbe Ha JIeKAapCTBEHHbIM
npenapart Ans MegmuMHCKOro NpMMeHeHus.

(4actb 1 B pea. ®egepanbHOro 3akoHa oT 22.12.2014 N 429-03)

2. B 3aABneHMW O rocynapCTBEHHOM perucTpauuMm fekapCTBEHHOro npenapaTta Ans
MeAULMHCKOro NpUMEHEHMS YKa3bIBaOTCS:

1) HanMeHoBaHWe, aapec 3asBUTENS U NPON3BOAUTENS NIEKAPCTBEHHOrO NpenapaTa Ans
MEeAMLMHCKOro NpUMeHeHunsl, cBedeHnst 06 Ux perucTpaumm B KayecTBe HanoronjaTenblinka
B CTpaHe peructpauum (Ans poCCUNCKUX OpUANYECKUX NUL - MAEHTUDUKALUNOHHBIN HOMEp
Hanoronnatenbwmka (MHH), ANsS MHOCTPAHHbIX HOPUAMYECKUX NUL - CTPaHa perucrpaumm,
HanMMeHoBaHue PEerncTpupyoLLero opraHa, pPermcTpaumoHHbIN Homep, KoA,
HanoronnaTenblWwMKa B CTpaHe peructpaumMm (MHKOpriopauuMn) WM ero aHasnor) u agpec
MeCTa OCYLIeCTBNIEHUS MPOU3BOACTBA JIEKAPCTBEHHOro npenapata (B c/lyYyae Hanmuus
HECKONIbKMX YYaCTHMKOB Mpouecca ero npou3BoACTBa HeobxoAMMO YyKasaTb KaXaoro
y4yacTHMKa B COOTBETCTBMM C OCYLLECTB/ISIEMOI CTaamMelt Npou3BOACTBA);



(n. 1 B pea. ®enepanbHoro 3akoHa ot 28.12.2017 N 425-03)

2) HauMeHOoBaHWe JfieKapCTBEHHOro npenapata And MeauUMHCKOro MNpUMEeHeHUs
(MexxayHapoAHoOe HenaTeHTOBaHHOe, WU TPYNMNMPOBOYHOE, WM XMMUYECKOe WU TOoprosoe
HaMMeHoBaHuA);

3) nepeyeHb Ll,el‘/’ICTBYPOLU,VIX M BCNoMoraTesibHbIX BeEWECTB, BXoAaAWwWMUX B COCTaB
NeKapCTBEHHOINo npenaparta Aand MeanunmHCKoro rnpmMMeHeHumd, C YyKa3aHUMeEM KoJin4decTtBa
Ka>aoro n3 HuxXx;

4) nekapcTtBeHHas dopma, A03MpoBKa, Crnocobbl BBEeAEHUS W MNPUMEHEHUS, CpPOoK
rOAHOCTM JIeKapCTBEHHOr0 npenapaTa AN MeAULMHCKOro NpUMeHeHus;

5) dapmakoTepaneBTMyeckas rpynmna, Ko aHaToMO-TepaneBTUUYECKO-XMMNYECKOM
Knaccudumkaumm, pekoMeHAOBaHHOM  BceMMpHOWM  opraHu3aumen  34paBOOXPaHEHUS,
3asB/isieMble MOKa3aHus AJsi NMPUMEHEHUsl NIeKapCTBEHHOro rnpenapaTta 4ns MeaunuuHCKOro
NPUMEHEHUS;

6) OTCyTCTBME HEOH6XOAMMOCTM MpPEAOCTaBNEHUS OTYETaA O pesysibTaTax KIMHUYECKOro
nccnenoBaHuUsl,  MccnenoBaHMs  BMOSKBMBANIEHTHOCTM  JIEKApCTBEHHOro  npenapaTa,
paspeLleHHoro Ans MeanumHCKoro npumeHeHus B Poccuiickon ®epepaunm 6onee aBaauaTtu
NeT, C YyKa3aHMEM HOPMATMBHbIX MpPaBOBbIX aKTOB, MOATBEPXAAWOLWMX [AaHHbIA CpOK
NPUMEHEHUS;

7) HeobxoauMMOCTb OGOpMIIEHUS pa3pelleHnMss Ha BBO3 B Poccuiickyto ®eaepauumio
KOHKPETHOW MapTUM 3aperucTpupoBaHHbIX U (MNM) HE3apPerucTpUpPOBAHHbIX J1IeKapCTBEHHbIX
cpeacTs, NpeAHa3HaYeHHbIX ANS NPOBEAEHUS 3KCMEepPTU3bl 1IeKapCTBEHHbIX CPEACTB B Lensx
rocyAapCTBEHHOM perncrpauum;

8) Heo6xoAMMOCTb TMpPOBEAEHUSI 3SKCMEpPTU3bl [AOKYMEHTOB, MpPEeACTaB/IEHHbIX AN
onpeaeneHnss BO3MOXHOCTU pacCMaTpMBaTb JIEKApCTBEHHbIN MpenapaTt Ans MeAULMHCKOro
NPUMEHEHUS MPU OCYLLECTB/IEHUN TOCYAAPCTBEHHOM perncrpauum B KadectBe opdaHHOro
NIEKApPCTBEHHOrO Npenapara;

9) Heo6x0AMMOCTb MPUMEHEHUS YCKOPEHHOW Mnpoueaypbl 3KCNepTU3bl SIEKAPCTBEHHbIX
CpeAcTB B LeNsiX rocyaapCTBEHHOW perncTpaunm nekapCcTBeHHOro npenapara;

10) KONUM AOKYMEHTOB, NOATBEPXAAKLWMX YNAATy rocyAapCTBEHHOM MOLMHbI:

a) 3a npoBeAeHWe 3KCMNepTU3bl [AOKYMEHTOB, NpeACTaB/IeHHbIX 478 onpeaeneHus
BO3MOXHOCTM pacCcMaTpuBaTb JIEKAPCTBEHHbIM npenapaTt Ans MeauUMHCKOro MNpUMEHEHMS
NMpW OCYLLECTBNEHUM rOCYAapPCTBEHHOM perucTpaumm B KadectBe opdaHHOro n1eKapCTBEHHOro
npenapaTa;

6) 3a npoBedeHME 3KCMepTM3bl KayecTBa JIEKAPCTBEHHOrO CPEeACTBA M 3KCMEPTM3bI
OTHOLLUEHUA OXMAAEMOW MOJIb3bl K BO3MOXHOMY PUCKY TMPUMEHEHUA JIEKAPCTBEHHOMO
npenapaTa, paspeLeHHoro 4sas MeauumMHCKOro npuMmeHeHuns B Poccuiickoin ®eaepaumm 6onee
ABaaLATU JeT, Npu  OCYLWECTB/€HUM [OCYAAPCTBEHHOW perucTpaumMm neKapCTBEHHOro
npenapaTa;

B) 3a npoBeageHmne 3KCNepTU3bl KadecCTBa JIEKAPCTBEHHOIo cCpeactBa U 3KCNEPTU3bI
OTHOLLUEHUS OXWAAEMOW MONb3bl K BO3MOXHOMY PUCKY MNPUMEHEHUNA J1IEKAPCTBEHHOIO
npenapata ana MeanumnHCKoro npunMeHeHnsa npu ero FOCYLI,apCTBeHHOVI perncrtpaunun,

r) 3a MNpoBeAEeHMEe 3KCNepTU3bl KauyecTBa /1IeKapCTBEHHOro CpeacTBa M 3KCNepTU3bl
OTHOLUEHUA OXWAAEMOW MOMb3bl K BO3MOXHOMY PUCKY TMPUMEHEHUSA JIEKAPCTBEHHOMO
npenapata AN MeAUUMHCKOro TMPUMEHEHUS, B OTHOLWIEHMM KOTOPOro TMpOBEeAEHbI
MEXAYHapOAHbIE MHOrOLEHTPOBbIE K/IMHUUYECKME WCCNEeNOBaHUSA, 4acTb W3  KOTOPbIX
nposeaeHa B Poccuiickoit degepaummn, Npu OCYLLECTBIEHUN TOCYAAPCTBEHHOM perncrpaumm
NTEKApPCTBEHHOrro npenapara;



11) HanuMume cornacua MNpPoOU3BOAUTENSA JNEKAapCTBEHHOro npenaparta, Mpou3BOACTBO
KOTOPOro OCYLIEeCTBNAeTCca 3a npedenamMmm Poccuitckoit ®depepauuun, Ha nposBedeHUe
NHCNEKTUPOBAHUA MNPOU3BOAUTENA HA COOTBETCTBME TpeboBaHWSAM MpaBui Haafexallen
NMPOW3BOACTBEHHON MPaKTUKN;

12) Hanuuue cornacus, NpeaycMoTPEeHHOro 4acTbio 18 HacTosLeln cTaTbhm;

13) ykasaHue BuAa feKapCTBEHHOro npenapaTta, NpeAcTaBNeHHOro Ha perucrpaumio
(pedepeHTHbIM NeKapCTBEHHbIM MNpenapaT, BOCNPOM3BEAEHHbI NeKapCTBEHHbIN npenapar,
buonormyecknin nekapCTBeHHbIn npenapat, buoaHanorosbin (6MonoaobHLIN) NeKapCTBEHHbIN
npenapat (6buoaHanor), romMeonaTU4yecKM nNeKapCTBEHHbIM nMpenapaTt, JIeKapCTBEHHbIN
pacTUTeNbHbIM Npenapar).

(4yacTtb 2 B pea. PeaepanbHOro 3akoHa oT 22.12.2014 N 429-03)

3. PerucrpaumoHHoe [oOCbe Ha NeKapCTBEHHbIM npenapat AnS MeAUUMHCKOro
npYMeHeHus npenocTasnseTcs B dopme oblero TeXHMYeCcKoro 4oKyMeHTa.
(4yacTtb 3 B pea. PeaepanbHOro 3akoHa oT 22.12.2014 N 429-03)

4. Pa3gen AoKyMeHTauMn aiMMHUCTPATMBHOIO XapakTepa BKoYaeT B cebs:

1) 3agBneHMe O TrocyAapCTBEHHOM perncrpauum nekapcTBEHHOro rnpenapaTta And
MeaMLMHCKOro NpUMEHeHns B 3N1IEKTPOHHOM opMe 1 Ha ByMaxXHOM HocuTene;

2) KOMMK AOKYMEHTa Ha PYCCKOM 43blKE, 3aBEpPEHHOrNo B yCTaHOBJIEHHOM NopdaAKe U
noaTBEP>XJakoWeEro npaBOMOYHOCTb 3adBUTENA NMOAaBaTb 3asdB/IEHUE O FOCYLI,apCTBeHHOﬁ
peErncTpaunm neKapCTtBeHHOro npenaparta and MeEAUUMHCKOro npnMeHeEHUA (D,OBepeHHOCTb);

3) KON NINLEH3MN Ha NPOM3BOACTBO JIEKAPCTBEHHbIX CPEACTB MM KOMUIO 3aKIl0YEHNS
O COOTBETCTBUW NPOU3BOAUTENS JIEKAPCTBEHHbIX CpeAcTB TpeboBaHUSAM NpaBua Haasexallen
NpOu3BOACTBEHHOMW MNPaAKTUKKM, BblAAHHbLIX YMOJHOMOYEHHbLIM deaepanbHbiM  OpraHoM
WMCNONHUTENbHON BflaCTU B OTHOLIEHMW NPOM3BOACTBEHHOM MJIOWAAKN PErnCTPUPYEMOro
NleKapCTBEHHOro npenapaTta, B Ciy4dae, eCcnvM MNpOM3BOACTBO JIEKAPCTBEHHOro npenapaTta
ocyuwectenaetca B Poccuiickon depepauun;
(B pean. ®egepanbHoro 3akoHa ot 04.06.2018 N 140-®3)

4) KOMNUK0 BblAAHHOM YMOJHOMOYEHHbLIM OPraHOM CTpaHbl MPOM3BOANTENS IMLEH3UN Ha
NpoM3BOACTBO JIEKAPCTBEHHOrO Mpenapata U ee NepeBoj Ha PYCCKUIN A3blK, 3aBEepPeHHble B
YCTaHOBNEHHOM MOpsiAKE, a TaKXe KOMWUI 3akK/IlYEHUS O COOTBETCTBMW NPOU3BOAUTENS
NeKapCTBEHHbIX CpeACcTB TpeboBaHMSIM MpaBuN Haanexallein NpouM3BOACTBEHHOW MPaKTUKM,
BblAAHHOIO YMNOJIHOMOYEHHbIM heaepanbHbIM OPraHoOM WUCMOSTHUTENbHOM B/IaCTU B OTHOLLEHWUM
NpOM3BOACTBEHHONM NJOWAAKN PErMcCTpUpPYEMOro JieKkapCTBEHHOro npenaparta, WM KOoMuko
pelleHns yrnosHOMOYEeHHOro deaepanbHOro opraHa MCMNOSIHUTENbHOM BNacTU O NpoOBeAEHUMU
WHCNEKTUPOBAHUS NPOM3BOAMTENS NEKAPCTBEHHbLIX CPeACTB, B C/lyvae, ecnv npouM3BOACTBO
NleKapCTBEHHOr0 npenapaTa OCyLeCcTBNSeTCs 3a npeaenamm Poccuinckon denepaumm;

(B pea. ®egepanbHoro 3akoHa ot 04.06.2018 N 140-®3)

5) NpPOEKT MHCTPYKLUUM MO MEAULMHCKOMY MPUMEHEHUIO JIEKAPCTBEHHOrO npenaparta,
coAepyallen cneayoume cBeaeHus:

a) HauMeHoBaHMe NeKapCcTBEHHOro npenapata (MexayHapoaHoe HenaTeEHTOBaHHOE, UK
rpynnMpoBOYHOE, NN XMMUYECKOE N TOProBOE HAaMMEHOBAHKUSA);

6) neKapcTtBeHHasd d)opMa C yKa3aHumem HauMeHOBaHUMN N KOJMYECTBEHHOrO COCTaBa
ﬂemCTBy}OMMX BEWECTB WM Ka4yeCTBEHHOINo COCTaBa BCMNOMOraTe/ibHbIX BELWECTB (an
Heo6Xx0AMMOCTM KONMMYECTBEHHOIO COCTaBa BCMOMOraTeNbHbIX BeLLl,eCTB);

B) OnMnMcCaHne BHEWHEro BWAa JIEKAPCTBEHHONO npenapata Ana MeanunHCKoro
NMPpUMEHEHNA,

r) dusnko-xmMmmyeckme ceonctea (ana pagmodapMaleBTUYECKNX JE€KapCTBEHHbIX
npenapaTtoB);



A) dapMmakoTepaneBTuyeckasa rpynna, Ko JieKapCTBEHHOro npenapata Ans
MeOMUMHCKOro TMpUMEHEHUss N0 aHaTOMO-TepaneBTU4YeCcKo-XMMMYecKor knaccudukaumm,
pekoMeHAOBaHHOW  BceMupHOlM  opraHusaumert  34paBOOXpPAHEHUs,  WAM  yKasaHue
"romMmeonaTnyecknii ekapCcTBeHHbIN npenapaTt”;

e) dapMakoaMHaMmka W dapMakoKMHETMKA (3@ WCKIIYEHMEM apMaKOKUHETUKN
roMeonaTMyeckux JieKapCTBEHHbIX MNpenapatoB W pacTUTENbHbIX  JIEKApPCTBEHHbIX
npenapartos);

) NMokasaHus ANns NpUMeHeHus;
3) NpOTMBOMNOKa3aHus AJ1si NPUMEHEHUS;
n) Mepbl NPeAOCTOPOXXHOCTU NPU NPUMEHEHUN;

K) YKasaHne BO3MOXHOCTU U ocobeHHOCTEN NMPUMEHEHNA JNTEKAPCTBEHHOIO npenaparta
ana  MeanunmHCKOro npuMeHEHUA 6€peMeHHbIMVI XEeHWMHaMKN, XeHwmnHaMmn B Nepunoa
rpyaHoOro sCKapmanMBaHmd, A€TbMn, B3pOC/ibiIMHN, UMEWOLWLMNMU XPOHNYECKNE 3a60ﬂeBaHMFI;

N) pexum [03MpoBaHuUsl, cnocobbl BBEAEHUS U MPUMEHEHUS, NpU HEO6XOAUMOCTUN BpeMs
npueMa NekapCTBEHHOro npenapaTta Ans MeAWUMHCKOro NpUMeHeHUs, MPOAOSIKUTENbHOCTb
NeyeHunsi, B TOM YuCe y AeTeil 40 U Nocne O4HOro roaa;

M) BO3MOXHble HEXeslaTe/lbHble peakunmn rnpu NpMMEHEHUN NeKapCTBEHHOro npenapaTta
AN MEANLIMHCKOrO NMPUMEHEHUS;

H) CUMNTOMbI NepPeao3nPOBKM, MepPbl MO OKa3aHMIO NMOMOLLKX NpU Nepeao3npoBKe;

0) B3aMMOAENCTBME C APYrMMU JNeKapCTBEHHbIMW MpenapatamMuv M (MNK) MULWEBbLIMU
NnpoAyKTaMmu;

n) ¢opMbl BbiNyCcKa IEKapCTBEHHOro npenapara;

p) VYykasaHue (npym HeobxoauMMOCTW) o0cobeHHOCTEN AEeNCTBUS JIeKapCTBEHHOro
npenaparta ans MeaMUMHCKOro NpUMEHeHus Npyu NepBOM NpUeMe Un Npu ero OTMEHe;

c) onucaHue (nMpu HeobxoamMoCTW) AencTBuiA Bpada (denbawepa) v (MnAn) nauymeHTa
npu nponycke npuemMa OAHOM WAM HECKONIbKMX [03 JIeKapCTBEHHOro npenaparta Aans
MEeANLMHCKOro NPUMEHEHUS;

T) BO3MOXHO€E BJ/IUAHNE NEKAPCTBEHHOIO Npenapata anada MEANUMHCKOIro npuMeHeEHNA Ha
CnocobHoCTb ynpaBsidTb TPAQHCNOPTHbIMK CpeACTBAMU, MEXAaHNU3MaMU,

Y) CPOK rogHoCtT U yKa3aHume Ha 3anpeTt nNpuMMeHEHNA NeKapCTBEHHOIo npenaparta Aans
MEANLIMNHCKOIo npnMeHeHna no NCted4eHnm CpokKa rogHoCTu,

d) ycnoBus XxpaHeHus;

X) yKasaHume Ha HeobxoAMMOCTb XpaHEHWUsI JIEKAPCTBEHHOro npenapata Ans
MEeANLMHCKOrOo NPUMEHEHUS B MECTaX, HEAOCTYMNHbIX A4S AETEN;

U) YykasaHue (Npn HeobxoAMMOCTWM) crneunasnbHblX MEp NpeaoCTOPOXHOCTU Mpu
YHUUTOXEHNUN  HEUCNO/Ib30BaHHbLIX JIEKAPCTBEHHbLIX MpenapaTtoB Ans  MeAMLMHCKOro
NpUMeHeHus;

4) yCnoBusa OTNycka;

W) HaMMEeHOoBaHMS W ajgpeca MNPOM3BOACTBEHHbIX MNOWAA0K MNPOU3BOAUTENS
NleKapCTBEHHOro npenapaTa;

W) HauMMeHOBaHWe, ajApec oOopraHusauuu, YMoJIHOMOYEHHOW JepXaTenem  uau
BNafenblLEM  pPerncTtpauMoHHOro  yAOCTOBEPEHUS  JIeKapCTBEHHOro rnpenapata Ans
MEeANLMHCKOro NPUMEHEHMUS Ha NPUHATUE NPETEH3UI OT NoTpebuTens;



6) MWHCTPYKUMIO NO MEAMLMHCKOMY MNPUMEHEHUIO WM KpPaTKyl XapaKTepUCTUKY
NeKapCTBEHHOro npenapaTa, YTBEPXAEHHbIE B CTpaHe Npou3BOAUTENS ;

7) NMpPoOEeKTbl MAKETOB nepsquoM YNaKOBKU U BTOpW-IHOﬁ YNaKOBKWU J1IEKAPCTBEHHOIO
npenapata ana MeanumnHCKoro npuMeHeHunA,;

8) npoekT HOopMaTMBHOW AOOKYMEeHTauuMu WAM  HOPMATMBHOrO AOKYMEeHTa Ha
NleKapCTBEHHbIM npenapat  A4ns MeaULMHCKOro NpUMEHEeHUS nnmbéo  ykasaHue
COOTBETCTBYIOLWEN (hapMaKONeNHOM CTaTbu;

9) AOKYMEHT, coaepXalun unHbopMaumio O Hanuuumm unnm o6 OoTCyTCTBUM (HaKTOB
perucTpaumm neKapCTBEHHOro rnpenapaTta Aas MeAuUMHCKOro MpUMeHeHus 3a npegenammu
Poccuiickon ®enepauun;

10) KONMW AOKYMEHTOB, 3aBEPEHHbIX B YCTAaHOBJIEHHOM MopsiAKe W MOATBEPXAAKLWMX
(hakT perucTpauum nekapcTBEHHOro MpenapaTta B WHOCTPaHHbIX rocyaapcTBax B KayecTBe
op¢daHHOro flekapCTBEHHOMO NpenapaTa;

11) nnaH ynpasneHus puckamm anst 6MONIOrMUYEcKnX JIeKapCTBEHHbIX MpenapaToB ANS
MeAMLMHCKOro NpuUMeHeHus;

12) pokyMeHT o0 cucteMe dapMakoHaa3opa JAepxaTens WAn  Bragenbua
PEerncTpaunoHHOro y0CTOBEPEHUS JIEKAPCTBEHHOMO Nnpenapara;

13) L[OKyMeHT, noATBEpXAAaloWMA KayecTBO JIeKApCTBEHHOro npenaparta Tpex
MPOMbILINEHHbIX Ccepuii (NPOTOKON aHanusa wnn ceptudukaT aHanusa), oAHa cepus
KOTOPOro JAo/hkHa coBnagatb C cepuel obpasua NekapCTBEHHOro npenapaTta  Ans
MeaMLMHCKOro NpMMeHeHuns, NpeacTaBleHHOro Ha rocyAapCTBEHHYO perncrpaumto.

(4acTtb 4 B pea. PefepanbHOro 3akoHa oT 22.12.2014 N 429-03)

5. Paszgen xmMu4yeckomn, dapMaLeBTUYECKON U BUONOrMYECKON AOKYMEHTAUMU BKIOYAET
B cebs p[OKyMeHTbl, coaepxawune wnHdbopMaumio o dapMaueBTUYECKOW CybCTaHuum wu
leKapCTBEHHOM MnpenapaTe Ans MeAULUMHCKOro NMpUMeEHEHUs, NpoLecce ero Npomn3BOACTBa U
MeToZaX KOHTPOJS KadecTBa, B TOM YuUChe:

1) KONWI AOKYMEHTa, CoAEepiKallero cieayllly MHdopMauuio o dhapMaueBTUYECKOoN
cybCcTaHUuM unm dapMaueBTUUYECKUX CyBCTaHUMAX, BXOAALWMX B COCTaB JlIeKapCTBEHHOMO
npenapaTa:

a) HaMMeHoBaHue dapMaLeBTUYeCcKon cybcTaHumMn, ee CTpyKTypa, oblumne CBOMNCTBA;
6) HanMeHOBaHMeE N aapec Npous3BoaAnTENS;

B) TEXHONOMMSA NPOM3BOACTBA C OMUCAHUEM cragum nponsBoaCcTBa U METOAOB KOHTPOA
Ha BCEX CTaandax npounssoacTBa,

r) onncaHme pa3paboTku npouecca Npon3BoOACTBa;

) ONUCaHME KOHTPONA KPUTUUYECKUX CTaauii Npou3BOACTBA W MPOMEXYTOUHOM
npoayKuumu;

€) AOKYyMeHTasbHOe NoATBepXAeHue (Banngaumsa) npoueccoB n (MNn) nx oueHka;
)X) CBOWCTBaA U CTPYKTYpa AENCTBYOWNX BELWECTB;

3) XapaKTepucTuka npuMecen;

n) cneumdurkauma Ha papmaLeBTUHeCcKYyto cybcTaHuunio n ee 060cHoBaHUE;

K) aHannTU4YecKkme MeTOAMKMK, WUCMOb3YEMbIe MPU OCYLLECTB/IEHNUM KOHTPONS KayecTsa
dapmaueBTnyeckon cybctaHumu;

Nn) [OOKYMEHTaNnbHOE NoATBeEpXAeHWe (Banuaauums) aHalIUTUUYECKUX  MeTOoauK,
NCMOJb3yEeMbIX NMPU OCYLLECTB/IEHUN KOHTPO/S KayecTBa apMaLeBTUYeCcKoM Cyb6CcTaHunm;



M) pe3ynbTaTbl aHanm3a cepuii dapmMaleBTUYecKomn cybctaHumnm;

H) nepeyeHb CTaHAapTHbIX O6pa3LI,OB NN BELWECTB, NCMNOJIb3YEMbIX NMpU OCYLLECTBIEHUN
KOHTPOJ1A Ka4yeCTBa,

0) OMNUCaHMe XapaKTEepUCTUK W CBOWCTB YMNaKOBOYHbIX MaTepuasnioB U YKYMNOPOYHbIX
CcpeacTs;

M) AaHHble 0 CTabMNbHOCTU (hapMaLLEBTUUYECKON cybCcTaHUMK;
p) CPOK roaHOCTH;

2) NOKYMEHT, coAepXallMi crneaylolue CBeAeHUs O JIeKapCTBEHHOM npenapaTte Aans
MEAULMHCKOrO NPUMEHEHMUS !

a) ornncaHne n CcoCrtaB NIEKApPCTBEHHOIO npenaparta and MeanumnHCKOro npuMeHeEHus,;

6) onucaHue dapmaueBTMyeckor paspabotkn (obocHoBaHMe Bbibopa cocCTaBa,
NnepBUYHOM YMNaAaKOBKN U MHOIO);

B) TEXHONOIMA nponseBoacTtBa C onnMcaHMUeEM cragum nponssBoAacTBa U METOAOB KOHTPOA
Ha BCEX CTaaunAax npon3BoacTBea,

) oNMucaHme KOHTPONS KpUTUYECKMX CTaZauii npouecca NnponsBoACcTBa MU NMPOMEXYTOYHOM
NpoayKUWUKn;

/) HauUMeHOBaHWE U aApec MecTa OCYLIECTBMIEHUS MPOU3BOACTBA J1€KapCTBEHHOIO
npenapaTta Ans MeAMUMHCKOrO MpuMeHeHus (B Crlyyae Halauumsi HECKONIbKMX YUYACTHUKOB
npouecca Npou3BoACTBa HEO6XOANMO YKa3aTh KaXA0ro M3 HUX);

e) dapmaueBTnyeckass COBMECTUMOCTD;
) MUKpobMonorndeckme XxapakTepucTuku;
3) MaTtepuanbHbIi 6anaHc Ans NpomM3BoACTBa CEPUM FOTOBOIO NPOAYKTA;

M) OMUCaAHME XapaKTEPUCTMK W CBOWCTB YMaKOBOYHbLIX MATEpUasnoB U YKYMOPOUHbIX
CpeacTs;

K) IOKYMeHTasNlbHOe NoATBepXxAeHMe (Bannaaumns) npoueccos NpovsBoAacTBa M (MIn) mnx
OLEeHKa;

Nn) TpeboBaHMs K Ka4yecTBYy BCroMoraTenbHbIX BewecTB (cepTndmkaT, cneundukaumsa Ha
BCNOMOraTesibHble BewecTBa n nx obocHoBaHue);

M) dHaNInTN4YEeCKNE METOANKN, UCMOSIb3YyEMbIE MPU OCYLUECTBIEHNUN KOHTPONA KaydeCTBa
BCNOMOIraTe/IbHbIX BELWLECTB,

H) AOKYyMeEeHTaJlbHOE noaTBeEp>XAEHNE (Banm,u,aum) aHaINTUYECKNX METOoAUK,
MCNOJ1Ib3yEMbIX MPU OCYLLECTBJIEHNN KOHTPOJ1A Ka4YeCTBa BCNOMOraTesibHbIX BELWECTB,

O) VIHCbOpMaLI,VIFI 06 Kncnonb3oBaHMKM BCMOMOraTesibHbIX BELEeCTB 4Ye0BEeYecKoro u
XXMUBOTHOIO NMPOUCXOXAEHUA,

n) nHpopmaumsa 06 MCNONb30BaHUN HOBbIX BCMOMOraTe/ibHbIX BELLECTB;

p) TpeboBaHUA K Ka4yeCcTBY JIEKApPCTBEHHOroO npenapaTa AN MeANUMHCKOro NMpUMeHEeHUs
(ceptudukaT, cneundunkaumsa Ha IeKapCTBEHHbIN npenapaTt n nx 060CHOBaHue);

C) daHalInTn4YeCKne METOANKUN, UCNOJIb3yEMbIE MPU OCYLLECTBIAEHNN KOHTPOJIA Ka4yecTBa
NeKapCTBEHHOIO Npenaparta and MEANLUMUHCKOIro NnpnMeEHEHUA,

T) AOKYMeHTaJIbHOE noarBeEp>XgeHme (Banvm,au,m) dHANUTUYECKUX METOoAUK,
MCNOJIb3YyEMbIX MPU OCYLLECTBJZIEHNUN KOHTPOZIA KaydecCTBa JIEKAPCTBEHHOIO Mnpenaparta Ans
MEANLIMHCKOIO NpUMEHEHUA;



y) pe3ynbTaTbl aHalAW30B CEpUI JIEKApCTBEHHOro npenapata Ansa MeauuMHCKOro
NPUMEHEHMUS;

&) xapakTepucTuka npmmecen;

X) nepeyeHb CTaHAAPTHbIX 06pasuoB, MCMOJSIb3YyEMbIX MPU OCYLLECTBIEHUN KOHTPONSA
KayecTBa JIeKapCTBEHHOro npenaparta ANs MeAULMHCKOro NpuUMeHeHus;

L) JAaHHble O CTabuNbHOCTM nNeKapCTBEHHOro npenapata AnS  MeAULMHCKOro
NpUMEHEHUS.
(yactb 5 B pean. ®enepanbHOro 3akoHa oT 22.12.2014 N 429-03)

6. Pazpen dapmakonornyeckom, TOKCUMKOJIOMMYECKON AOKYMEHTaUuunM BKJOYaAeT B cebs
oT4yeTbl O pe3yfbTaTax AOKINMHUYECKUX WCCeaoBaHUA JieKapCTBEHHOro CcpeacTea AN
MeaMLMHCKOro NpUMEHeHns, B TOM 4Yucne:

1) oTtueT 0 hapMakoAMHAMNYECKNX UCCNEAOBAHMUSX;
2) oT4yeT 0 hapMaKOKMHETUYECKNX UCCNEeAOBaHMUSX;

3) oT4YeT 0 TOKCUMKONOrMYECKNX UCCNeaoBaHmsaX.
(4yactb 6 B pea. PeaepanbHOro 3akoHa oT 22.12.2014 N 429-®3)

7. Pazgen kanHu4eckomn AOKYMEHTaunMm BKJ/IKOYAET B cebs oT4yeTbl O pe3ynbTaTaXx
KJIMHNUYECKNX nccnenoBaHum NEKaApCTBEHHOINO npenaparta Anad MEAUUNHCKOIo NpMMEHEHNA, B
TOM 4ucne:

1) otyetbl 06 nccnenoBaHmax  6MoAOCTYMHOCTHU n  6MO3KBMBANEHTHOCTH,
nccnefoBaHUAX, YCTaHaBIMBAKOLWNMX KOPPENSAUUIO pe3ynbTaToB, MONYYEHHbIX B YCNOBMUSAX in
vitro v in vivo;

2) oT4yeTbl 0 papMakKOKNHETUYECKUX NCCIIea0BaHUSX;
3) oTuyeTbl 0 phapMakKoAMHAMNYECKNX UCCNEeA0BaHUSAX;
4) OTYETbI O KJIMHNYECKMX nccnenoBaHnax apdekTMBHOCTU U 6e30nacHOCTH;

5) oTyeT 0 NoOCTperncTpaymMoHHOM OMNbITE NPUMEHEHUS (MPY HaANMN4YUn).
(4yacTtb 7 BBegeHa depepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

8. TpeboBaHma K o06beMy MWHIOpMaUMKW, MNpenocTaBfseEMON B COCTaBe
perncTpauuoHHOro Aocbe, AN OTAeNbHbIX BWAOB JNEeKapCTBEHHbIX MNpenapaToB AN
MEeAWUMHCKOrO MPUMEHEHUS YCTaHaBIMBAKOTCA YMOJIHOMOYEHHbLIM deaepanbHbiM OpraHoM
NCNONHUTENbHOM BNACTW.

(4yacTtb 8 BBeaeHa denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

9. B OTHOWEHWM neKapCTBEHHbIX MpenapaToB, pa3pelleHHbIX A9 MeAUMLMHCKOro
npumeHeHns B Poccuinckonn ®epepaunn 6onee aBaguatm net  (3a  UCK/IIOYEHUEM
buonornmyeckmx nekapCTBeHHbIX NpenapaToB), AOMYyCKaeTCs BK/AKOYEeHWE B COCTaB pasjena
dhapMaKkoNoOrmM4yeckom, TOKCUKOJOMMYECKON AOKYMEeHTauum wn pasgena KINHUYEeCKOU
AOKYMeHTauum BMeCcTO oT4yeTa pa3paboTumka O pesysbTaTax CO6CTBEHHbIX AOKIMHUYECKUX
nccnefoBaHUn JleKapCTBEHHbIX CPeAcTB UM KAMHUYECKUMX WCCNefoBaHUM feKapCTBEeHHbIX
npenapaTtoB Ans MeaULMHCKOro npuMeHeHuss o0630pa HayudHbiX paboT o pe3ynbratax
OOKJIMHNYECKUX WCCNeAoBaHUM NeKapCTBEeHHbIX CPeACTB U KIMHUYECKUX WuccnenoBaHuin
JaHHbIX NeKapCTBEHHbIX NMpenapaToB, B TOM 4YMC/e BKAOYasa OMNbIT UX NOCTPerncTpaumoHHOro
npuUMeHeHuns.

(4yacTtb 9 BBeaeHa deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

10. [Mpum rocyaapCTBEHHOM  perncrtpaumm  BOCMPOU3BEAEHHbIX  JIEKAPCTBEHHbIX
npenapaTtoB A8 MeAULMHCKOro MpMMEHEHUs AOMyCKaeTCcs BKJIlOYUEHME B COCTaB pasaena
dhapMakonormyeckom, TOKCUKOMOTMYECKOW [AOKYMeHTauumm W pasgena  KJAMHUYECKOM
OOKYMEHTaLUuUM BMECTO oTyeTa pa3paboTumka O pesynbTaTax COOBCTBEHHbIX AOKIMHUYECKUX
nccneaoBaHUM  NEKapCTBEHHbIX CcpeaAcTB  o0630pa  HayyHbiX paboT o0 pe3ynbraTtax



NOKJTMHMYECKMX UCcneaoBaHnini pedepeHTHOro IeEKapCTBEHHOro npenapaTa U NpeacTaBieHne
BMECTO KJ/IMHWMYECKMX WCCNeA0oBaHMA B TMOJIHOM O6beMe, YCTaHOBJIEHHOM pa3AesioM
KIMHMYECKOM AOKYMEHTaLWM, OTYETA O pe3ysbTaTax MCCcneaoBaHuii 6MO03KBMBANIEHTHOCTHU
BOCMNPOMU3BEAEHHOIO JIEKApCTBEHHOrO Mpenapata ANd MeAMLMHCKOro npuMeHeHus. He
TpebyeTca npeacTaB/ieHWE OTYETA O pe3ynbTaTax WCCNeaoBaHUii 6UO3KBUBANEHTHOCTU
BOCMNPOM3BEAEHHOIO /1IEKAPCTBEHHOro npenapaTta ANA MeAULMHCKOrO MPUMEHEHUSA, €Cln
PErUCTPUPYIOTCA BOCTMPOM3BEAEHHbIE JIEKAPCTBEHHbIE npenapaTtbl ANS  MeAMLUHCKOro
NPUMEHEHUS, KOTOpbIE:

1) npepHasHadeHbl AN NapeHTepanbHoro  (MOAKOXHOMO,  BHYTPUMbILIEYHOrO,
BHYTPUBEHHOIO, BHYTPUIasHoro, BHYTPUMOSOCTHOTO, BHYTPUCYCTaBHOrO,
BHYTPUKOPOHApPHOIro) BBEAEHWUS U NpeacTaBnstoT coboi BOAHbIE pacTBOPbI;

2) npeacrtaBnsoT cobor pacTBopbl 418 NepopasnbHOro NpUMeHeHUs;

3) npou3BegeHbl B ¢dOpMe MOPOWKOB WAM NMOPUIN3ATOB AN MNPUrOTOBJIEHUS
pacTBOpPOB;

4) ABNAOTCA rasamu;

5) SBNAIOTCS YWHbBIMW UAW TNa3HbIMU IeKapCTBEHHLIMU NpenapaTaMu, NPou3BeAeHHbIMU
B hopMe BOAHbIX PacTBOPOB;

6) npeaHa3HayeHbl AN MECTHOro MPUMEHEHUS U MPUrOTOB/IEHbI B (opMe BOAHbIX
pacTBOpPOB;

7) npeactaBnsoT cobon BOAHbIE pacTBOPLI AN UCMNO/Ib30BaHUA B (popMe MHransaumi c
noMmowbio Hebynamsepa WAM B KayecCTBE Ha3asibHbIX CnpeesB, MPUMEHSEMbIX C MOMOLLbIO
CXOAHbIX YCTPOWCTB.

(4yactb 10 BBeaeHa deneparnbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

11. Anga cny4yaeB, yKa3aHHbIX B NyHKTax 1 - 3, 5 - 7 yactn 10 HacTosWwen craTby,
BOCMNPOM3BEAEHHbI NIEKAPCTBEHHbLIA MpenapaTt AN MeAUMUMHCKOro MpUMeHEeHUs AO0JKeH
cogepxaTb TaKue e BChoMoraTesibHble BellecTBa B TaKMX >e KOAM4YecTBax, Kak W
pedepeHTHbI NeKapCTBEHHbIA npenapaT. Ecnm cocTtaBbl BCroMoraTeslbHbIX BELLECTB
pasnuyalrTCcs, 3aaBuTeNb AO/KEH NpeAcTaBUTb AOKasaTesbCTBa TOro, YTO MCMNOJib3yeMble B
AAHHbIX KOHLEHTpauMsax BCcrioMoraTesibHble BewecTBa He BAUAT Ha 6e30nacHoCcTb n (unan)
3(phHeKTMBHOCTb JIeKAapCTBEHHOrO npenapaTta Ans MeAUUMHCKOro npuMmeHeHusa. B cnyuae,
€Cnun 3asBuUTElb HE MOXeT MpencTaBuUTb Takue goKasaTenbcTBa U (MNM) He MMeeT AoCcTyna K
COOTBETCTBYHOLLMM [AAHHbIM, OH [OO/KEH MpPOBEeCTU COOTBETCTBYOLWME WCCNefoBaHUsS ANns
JoKaszaTenbCTBa  OTCYTCTBUS  BAIMSHUA  pas3HbiX  BCAOMOraTenbHbIX  BeEWecTB WK
BCrioOMoraTesibHbIX YCTPOUCTB Ha 6e3onacHocTb U (Man) 3hPeKTUBHOCTb JSIeKapCTBEHHOro
npenapata Ans MeAUUMHCKOrO NMpUMeHeHUs B nopsiake, YCTaHOBJIEHHOM YMNOJIHOMOYEHHbIM
denepanbHbIM OpraHoOM UCMONHUTENBHOM BacTu.

(dacTtb 11 BBeaeHa ®eaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

12. Mpwn rocynapCTBeHHOW permcrpaumn KoMbuHaumi paHee 3aperncTpupoBaHHbIX
neKapCcTBeHHbIX MpenapaToB ANS MeAUUMHCKOro MpUMeHeHWs AOoNyCKaeTcs BKAKYeHue B
coctaB pasgena dapMakonormMyeckom, TOKCUKOMNOMMYECKON A[OKyMeHTauum w pasgena
KNIMHUYECKON [AOKYMeHTauMuM BMeCTO oT4deTa paspaboTumka o pesysbTaTtaX COH6CTBEHHbIX
OOK/INHNYECKUX UCCNefOBaHW neKapcTBeHHbIX cpeAcTB 0630pa  HayyHbix paboT o
pe3ynbTaTax AOKIMHUYECKUX UCCNefoBaHuin pedepeHTHbIX JfieKapCTBEHHbIX MpernapaTos,
BXOASAWNX B COCTaB KOMBMHauMM neKapCTBEHHbIX rMpenapaTos, M 06 OTCYTCTBUM UX
B3aMMOAENCTBUA B OQHON NeKapcTBEHHOW dopme.

(YacTtb 12 BBeaeHa ®eaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

13. Ha 3KCNEPTU3Y pa3s/inyHbliX NEKapCTBEHHbLIX CbOpM oaHOro wn TOro Xe
NeKapCTBEHHONo npenapata Anda MeanmunHCKOoro rnpuMeHeEHuUa 3adaBUTENIb NpeacTaB/IAET
OTAENbHbIE 3aABNEHNA U PETNCTPAUNOHHBIE AOCbE Ha KaXAytlo JNIEKAPCTBEHHYIO cbopMy. I'Ile
yCnoBuu OAHOBpeMEHHOVI nogaynm Ha 3KCNepTunly OAHOW ﬂeKapCTBEHHOVI d.)OprI C
pa3/IM4YHbIMU ,D,OBVIpOBKOVI, KOHLleHTpaLLMEVI, obbemMoM 3asBUTENb npeacrasnder oOA4HO



3asB/ieHMe N perucTpaumMoHHoe A0Cbe C MPUIOXKEHWEM MaKeTOB YMakKOBOK Ha KaXAayko
OO3MPOBKY, KaXAyl KOHLUEHTPaUUIO, KaxXablil 06beM 1 Kaxaoe KOAn4ecTso 403 B YNaKoOBKe.
(4actb 13 BBeageHa degepanbHbIM 3aKOHOM 0T 22.12.2014 N 429-03)

14. Tlpu rocymapCTBEHHOW perncrpaumm opd@aHHOro JieKapCTBEHHOrO npenapaTta
3aaBUTEeNb NpeacTtaBnseT WHGopMauuto, Heobxoaumyro ans @oOpMUpoBaHMA pasgena
KNIMHWYECKOM AOKYMeHTauun, B obbeMe, YCTaHOBJIEHHOM YMOJIHOMOYEHHbIM deaepanbHbIM
OpraHoM UCMNOJSIHUTENIbHOWN BNaCTW.

(yacTtb 14 BBeaeHa ®eaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

15. Mpwn perncrtpauunmn énonormyeckoro NEKapCTBEHHONO npenaparta, nNoJay4YeHHOro wm3
KpoBU, nnia3Mbl KpOBU 4esiOBEKaA, B COCTaBE perncrpaumMoHHOro AoCbe Ha ﬂeKapCTBeHHblﬁ
npenapat and MeEANUNHCKOro npuMMeHeHn4a A0/ 1>KHbI ObITb npeacrtasfeHbl AONO/JIHUTENbHO!

1) B pa3zgene AOKYMeHTauUuW aAMUHUCTPaTUBHOIO xXapakTepa AOKYMEHT, coAepikalimi
nHdopMmaunto o cybbektax obpalleHus AOHOPCKOM KpoBUM U (MNIN) ee KOMMOHEHTOB, O TOM,
roe 6blna ocywectBneHa goHaumsa (KpoBu M (UAn) nnasMbl KPOBWM), a Takxke AaHHble 06
WHMEKLUMOHHbIX 3aboneBaHusAX, nepefarwlmMxca napeHTepasbHbIM MyTeM, WHdopMaumsa o
cybbekTax obpalleHns AOHOPCKOW KpoBWU M (MIN) €e KOMMOHEHTOB, B OTHOLWIEHWUWN KOTOPbIX
OCYLLECTBAETCA KOHTPOJIb LOHOPCKOMN KPOBU U (UIN) €€ KOMIMOHEHTOB;

2) B pasaene XMMuU4eckon, papMaleBTUUYECKON U BUONIOrMYECKON AOKYMEHTaUUN:

a) Kputepum u cnocobbl oTbopa, TPaHCNOPTUPOBAHUA U XPAHEHUS AOHOPCKOW KPOBU WU
(nnn) ee KOMMOHEHTOB;

6) pe3ynbTaTbl UccnegosaHuUin 0To6paHHbIX AOHOPCKOM KPOBWU M (UAKW) NnasMbl KPOBU U
Nys70B Ha Hannuyme BO3byauTenen MHdekumn, Bkno4vas nHdbopmaumio 06 MCNoNb30BaAHHbIX
MeToAMKaX WCCNefoBaHWM M B CAy4dae uccnefoBaHus MynoB Mfa3Mbl KPOBM pe3ynbTaThbl
OOKYMeHTaslbHOro NoATBepXAeHus (Banuaauum) Ucnofb30BaHHbIX METOAMUK;

B) TeXHMYECKMe XapaKTepuCTUKKW ynakoBku Angd otbopa AOHOPCKOM KpoBu u (unn)
niaasMbl KPOBU, BKoYasa MHpopMaumio 06 NCNob30BaHHbLIX pacTBOpax aHTUKOArynsaHToB.
(4yacTtb 15 BBegeHa PenepasibHbIM 3aKOHOM OT 22.12.2014 N 429-03)

16. KnuHunyeckne wuccnenoBaHUsa JfleKapCTBEHHOrO npenapata Ansa MeanumHCKOro
NpUMEHEHNa B LUeNnax ero rocygapCTBEHHOW pernctpaumm nposoaaTcad B Poccuinckon
®denepaumn B nopsake, ycTaHOBNEHHOM cTaTbsaMu 38 - 44 HacTtoswero ®denepasnbHOro
3aKkoHa. OT4yeT 0 NpoBeAeHHbIX UCCNef0BaHMUAX BKOYAETCA B COCTaB pa3sfena KINHUYecKomn
AOKYMeHTaunmn perncrpaunoHHOro A0Cbe Ha JsleKapCTBEHHbIM npenapaTt And MeaUUMHCKOro
npuMeHeHnsa. [na fnekapcTBEHHbIX MNpenapaTtoB AN MeAUMUMHCKOro MNpUMEHEHUS, B
OTHOLWEHWU KOTOpPbIX B pe3ynbTaTe 3KCNepTu3bl [AOKYMEHTOB, MpenCTaBNeHHbIX ANns
onpegeneHns BO3MOXHOCTWM paccMaTpuBaTb NeKapCTBEHHbIA npenapaTt And MeauUMHCKOro
NpUMeHeHNa B KayecTBe opdaHHOro JIeKapCTBEHHOro npenaparta, Takas BO3MOXHOCTb
Npu3HaHa U B OTHOLWIEHUWN KOTOPbIX MPOBEAEHbl KJIMHUYECKME UCCNeN0BaHUSA, BbIMOSHEHHbIE
3a npeaenamn Poccuiickon ®degepaumm B COOTBETCTBUM C  MNpaBuIaMu  Haanexallen
nabopaTopHON MpaKTUKWU U NpaBuiaMu Hagnexalwen KIMHUYECKOW MpaKTUKK, AOMNyCKaeTcs
BK/IlOUEHWE B COCTaB pasfena KIMHUYECKON AOKYMeHTauum BMecTO OTyeTa O pe3ysibTatax
KJIMHWUYECKUX UCCNeAOBaHMA NleKapCTBEHHOro npenapata ANns MeAWUMHCKOro MpUMEeHEeHus,
nposefeHHbIXx B  Poccuiickon  ®depepaunum, oT4yeTa O pe3ynbTaTax  KIMHUYECKUX
nccneaoBaHUin, BbINOJIHEHHbBIX 3a npeaenamMu Poccuinckon deaepaumm.

(4acTtb 16 BBeaeHa deneparnbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

17. 3asBuTenb Brnpase NpeacTtaBuUTb NO COBCTBEHHOM MHMLMATMBE BMECTE C 3asiBNIeHNEM
O roCydapCTBEHHOMW perucTpauum NeKapcTBEHHOro nmnpenapata Ana  MeauuMHCKOro
NPUMEHEHNsT OOKYMEHTbl, MnoATBepXaalwme ynaaty rocyaapCTBEHHOMW MNOWWHBI W
yKasaHHble B nyHkTe 10 4yactm 2 HacToswen crtaTbu. B cnydae ux HenpeacTtaBneHus
COOTBETCTBYHOLMIA  YNONHOMOYEHHbIN  deaepasnbHblii  OpraH  WCNOMHUTENbHON  BNacTu
npoeepsieT dakT ynaaTbl roCyAapCTBEHHON  MNOWJWHBbI  3asBUTeneM  NnocpeacTBOM
NCcrnonb3oBaHMsa MHMOpMaumMnu 06 yniaTe rocyAapCTBEHHOM MOLWNHBI, cCoAepXallenca B
FocynapcTBeHHONM MHAOPMALMOHHONM CUCTEME O T[OCYAAPCTBEHHbLIX WM MYHMUMNANbHbIX



nnartexax, Ha  OCHOBaHWM  MpeacCTaBfeHHbIX  3asBUTENeM  KOMWI  AOKYMEHTOB,
NoATBEPXAAKLWMX yniaTy rocy4apCTBEHHOM MOLWAMHbI.
(4actb 17 BBeageHa degepanbHbIM 3aKOHOM 0T 22.12.2014 N 429-03)

18. He ponyckaeTcs WCNoONb30OBaHME B KOMMEPYECKUX Uensx uHdopMmaumm o
pesynbTaTax AOKIMHUYECKUX WCCNeA0BaHUN NeKapCTBEHHbIX CpPeaCTB U KJIAMHUYECKMX
nccnenoBaHui NeKapCTBEHHbIX npenapaTos ans MEeANLMHCKOro NpUMeHeHns,
NnpeacTaBNEeHHOW 3asiBUTENeM Ansl  rocygapCTBEHHOW  perncrpaumm  JieKapCTBEHHOro
npenaparta, 6e3 ero cornacusi B Te4eHne LWeCTU NET C AaTbl rOCYyAapCTBEHHOM perncrpaumm
pedepeHTHOro 1eKapCTBEHHOro npenaparta B Poccuinckon deaepaumu.

(yacTtb 18 BBeaeHa ®eaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

19. [epxaTtenb wnu Bnagenel perncrtpaumoHHOro yAoCTOBEPEHUS NeKapCTBEHHOro
npenaparta Ha OWOTEXHONOrMYecknin mnn opdaHHbIA NeKapCTBEHHbLIN npenapaT o6s3aH
npeaocTaBnsaATb Ha BO3Me34HON OCHOBe ob6pa3ubl pedepeHTHOro 1eKapCcTBEHHOro npenapaTta
3aaBUTENaAM  Ans  NpoBeAeHUS  KAMHMYEeCKUX  uccnegoBaHumii. CTtoumMmocTb  obpasua
pedepeHTHOro JieKapCTBEHHOro npernapaTta, BK/AKYEHHOr0 B MepeydYeHb XMU3HEHHO
Heob6X0AMMbIX W BaXXHEMWUX JleKapCTBEHHbIX MpenapaToB, He AOJ/KHA npeBblwaTb
3aperncTpupoBaHHyO0 npeaenbHyr OTAYCKHYK UeHY Ha pedepeHTHbIN neKapCTBEHHbIN
npenapart Win LeHy Ha NeKapCTBEHHbIN npenapaT B CTpaHe Npou3sBoauTens.

(YacTtb 19 BBeaeHa ®eaepasnbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

20. 3asgBneHne 0 rocygapCTBEHHOW perucrpauuMm BOCNPOU3BEAEHHOr0 JIeKapCTBEHHOro
npenapata 418 MegUUUMHCKOro MpuUMeHeHUs MoxeT O6blTb nogaHo B YMNOJHOMOYEHHbIN
denepanbHbii  opraH WCNOAHUTENbHON BAcTU, OCYLWECTBAAWWUA rOCyAapCTBEHHYO
perucTpauuto NeKapcTBeHHbIX MpenapaTtoB, MO MWCTEYEHUW YeTblpex NeT C AaTthl
rocyapcTBEeHHOW perncrtpaumm pedepeHTHOro sekapCcTBeHHOro npenapata B Poccuickon
denepauunu.

(4yacTtb 20 BBeaeHa PenepasibHbIM 3aKOHOM OT 22.12.2014 N 429-03)

21. 3asaBneHuMe O rocydapcTBeHHoOW peructpaunmn 6uoaHanorosoro (6uonogobHoro)
nekapcTBeHHoro npenapaTta (6woaHanora) MoxeT O6bITb MNOAAHO B YMNOJHOMOYEHHbIN
denepanbHblii  OpraH WUCNOSHWUTENbHOM  BMAcTW, OCYLWECTBASOWMA roCyaapCTBEHHYIO
perncrpauuio nekapcTBeHHbIX NpenapaToB, N0 UCTEYEHUU Tpex NET C AaTbl roCcyAapCTBEHHOM
perncrtpaummn pedepeHTHOro nekapcTBeHHoro npenaparta B Poccuiickon ®depgepaunn.

(4yacTtb 21 BBeaeHa PenepasibHbIM 3aKOHOM OT 22.12.2014 N 429-03)

22. [epxaTenb unun BRagenel perucTtpaumoOHHOr0o YyAOCTOBEpPEHUsS JieKapCTBEHHOro
npenaparta npeacTaBnsgeT B YNOJIHOMOYEHHbIV deaepanbHbIN OpraH UCNOJIHUTENBbHOM BNacTy,
OCYLLECTBAAWMA DYHKLUNN MO KOHTPOMK U Haa30opy B chepe 34paBOOXpaHEHUs, OTYET Mo
pe3ynbTataM ¢dapMakoHag3opa OAMH pa3 B WeCTb MecsaueB B TeyeHue ABYX NeT nocne
rocyaapcTBEHHOM perncTtpaunm nekapcTBeHHOro rnpenapata B Poccuiickon deaepauuu,
eXerogHo B TeveHune nocaeayrLlumnx Tpex neT n B AasibHENLWEM OAUH pa3 B NATb feT.

(4yacTtb 22 BBeaeHa PenepasibHbIM 3aKOHOM OT 22.12.2014 N 429-03)

Ctatba 19. TMpuHATME peweHUss O BblAaye 3IKCMEePTHOMY YUPEXAEeHUI0 3adaHus Ha
npoBeAeHUe 3KCNepTU3bl TIeKapCTBEHHOro cpeacTBa
(B pen. ®epepanbHOro 3akoHa oT 22.12.2014 N 429-03)

1. B TedeHne gecatn paboumx AHEN CO AHS NPUHATUSA 3asiBNEHUS O rOCyAapCTBEHHOM
perncrpauumu neKapCTBEHHOro npenaparta COOTBETCTBYHOLUNI YNO/THOMOYEHHbI
denepanbHbii opraH UCNOJHUTENBHON BAACTM NPOBOAUT MPOBEPKY MOJSIHOTbI, 4OCTOBEPHOCTU
N NpaBWbHOCTM OMOpPMIEHNS MNpeacTaB/ieHHbIX AOKYMEHTOB PermcTpauMoHHOro A0Cbe Ha
neKapCTBEHHbIM npenapaT u NpUHUMaeT pelleHne O Bblgade 3a4aHus Ha NpoBeaeHune:

1) 3KcnepTMsbl [OKYMEHTOB, MpPEACTaB/EHHbIX AN OnpeaefneHnss BO3MOXXHOCTM
paccMaTpuBaTb  JIEKAPCTBEHHbIM  npenapat AN  MeAULMHCKOro  MPUMEHEHUs  Mpu
OCYLLECTB/IEHUN TOCYAapPCTBEHHOW perucTpaumMmM B KauyecTBe OpdpaHHOro fieKapCTBEHHOMO
npenapara;



2) 3KCNepTM3bl NIeKApCTBEHHOro CpeacTBa B 4acTM  3KCMEepTM3bl  KadecTBa
NeKapCTBEHHOr0 CpeAacTBa M 3KCMNEPTM3bl OTHOLIEHUS OXWMAAEMOWM MOJSib3bl K BO3MOXHOMY
PUCKY NMPUMEHEHUNS NeKapCTBEHHOro npenapaTa A1s MeaANUMHCKOro NpUMeHeHus;

3) 3KCNepTM3bl N1IeKapCTBEHHONO CpeacTBa B 4YaCTM  3KCMEepTM3bl  KayecTBa
NIeKapCTBEHHOr0 CPeACTBa M 3KCMNEepTM3bl OTHOLIEHMS OXWAAEMOI MOosib3bl K BO3MOXHOMY
PUCKY NMPUMEHEHUS NIEKApCTBEHHOIO npenapaTta ANs MeAULMHCKOro NMpuUMeHeHust B nopsiake
YCKOPEHHOW npoLeaypbl 3KCNepTnsbl NeKapCTBEHHbIX CPeACTB B COOTBETCTBUM CO CTaTbel 26
HacToswwero ®eaepanbHOro 3aKOHa;

4) 3KCnepTU3bl JIEKApCTBEHHOINO CPEACTBa B OTHOLIEHUMW NIEKAPCTBEHHOrO npenapara
[ANS BETEPUHAPHOIO NPUMEHEHMUS.

2. YNosHOMOYeHHbI denepanbHblii OpraH WCNOAHUTENbLHON BAAacTU yBeAOMAsIeT B
3N1EeKTPOHHOM dopMe mam Ha BymMaxHOM HocuTene 3asBuUTensl U IKCNEpPTHOE y4dpexaeHue o
NPUHATOM pelleHMn O Bbldaye 3ajaHuM Ha MnpoBeAeHMe 3KCNepTu3, MNpeayCMOTPEeHHbIX
yacTbto 1 HacTosiwel cTaTbn, U B Clly4ae HeobxoAMMOCTM O Bblgaye paspelleHus Ha BBO3 B
Poccuinckyto ®depepaumto KOHKPETHOM nNapTuM, Cepun  3aperncTtpuMpoBaHHbIX U (Man)
He3aperucTpmMpoBaHHbIX JIEKAPCTBEHHbLIX CpeacTB wWanm o6 oOTkase B MpoBeAeHun
NpeayCMOTPEHHbIX 3KCMepTU3 C yKasaHMEM NPUYMH TaKOro oTkasa.

3. B cnyyae BbISIBIEHUS  OTCYTCTBMA WAM  HEAOCTOBEPHOCTM  MHdopMauuu,
coaepxallelncs B MNPEACTaB/EHHbIX  3aABUTENEM  [OKYMEHTaX,  YMOJIHOMOYEHHbI
benepanbHbIl opraH UCNOMHUTENbHON BIACTM HaNpPaBASeT 3asaBUTENIO 3anpoc 06 yTOYHEHUU
3To  WHdopMauum (panee - 3anpoc  YMNoOJHOMOYEHHOro  dedepanbHOro  opraHa
WUCMOMHUTENbHOMW  BAcTU), KOTOPbIN  MOXeT 6blTb  nepeaaH  YNoJIHOMOUYEHHOMY
NpeacTaBUTENIO 3asABUTENA JIMUHO MOJA PacnMCKy, HanmpasieH Mo MoyTe 3aKasHbIM MUCbMOM
NN nepenaH B 3NEKTPOHHON opMe Mo TENEKOMMYHUKALMOHHbLIM KaHanam cBsa3u. B cnydae
HanpaBieHusa 3anpoca ynoJIHOMOYEHHOro dheaepanbHOro opraHa UCMoHUTENbBHOI BNacTu no
noyTe 3aKasHbIM MUCbMOM OH CYUTAETCH MOJSIYYEHHbIM MO UCTEYEHUW LIECTU AHEN C AaThl
HanpaB/eHUsa 3aKa3Horo NucbMa.

4. 3asaBuTtenb 06a3aH nMpeacTaBUTb OTBET Ha 3anpoc YMNOJIHOMOYEHHOro geaepanbHoOro
opraHa UCNosHUTENbHOW BNacTu B CPOK, HEe MpeBbllatowmin geBsaHocTa paboumx gHEN CO AHS
ero nonyyeHuns. Cpok, yKasaHHbIM B 4acTu 1 HaCTosLWEN CcTaTbW, NMPUOCTaAHaBAMBAETCH CO
OHS  HanpaB/ieHMs  3asiBUTEN0  3anpoca  YMNoJIHOMOYEHHOro denepanbHOro opraHa
WMCNONMHUTENbHON BNACTU A0 AHS NOJSlyYeHUsl UM COOTBETCTBYHOLLEro OTBETa.

5. OcHoBaHMeM ans oTKasa B OpraHM3aumMu 3KCNepTus, NpeaycMOTPEHHbIX 4YacTbio 1
HacTosIWEN  CTaTbW, SABNSETCA  MNpeAcTaBfieHMe  HeobxoauMMbliX ANl NpoBeaAeHus
NpeayCMOTPEHHbIX 3KCNEpPTM3 AOKYMEHTOB B HEMNOSIHOM 06beMe WM HenpeacraB/eHue
3a8BUTENIEM B YCTAHOBJ/IEHHbLIN CPOK OTBETA Ha 3anpocC YMNOJHOMOYEHHOro deaepanbHOro
opraHa WCMNOJSIHUTENIbHOW BlACTU, a TaKXe NpeacTaBfieHMe AOKYMEHTOB, HE coaepiKalimX
McyepnbliBaOLWEro nepeyHss Heo6xoAMMbIX CBEAEHUIA.

Cratbsa 20. dKcnepTusa AOKYMEHTOB, NMpeacTaBneHHbIX ANns onpegereHnus BO3MOXHOCTU
paccmaTpuBaTthb JSIEKapCTBEHHbLIN NMpenapart AN MeAULMHCKOro NpUMeHeHUs1 Npu oCcyLeCcTBNEeHUN
rocyaapcTBeHHOM peructpaumum B Kadyectse opdaHHOro nekapcTBeHHOro npenapara

(B pes. ®epepanbHOro 3akoHa oT 22.12.2014 N 429-03)

1. DSkcneptmM3a [AOKYMEHTOB, MpeAcCTaB/IeHHbIX AN OnpeaesieHnss BO3MOXHOCTU
paccMaTpuBaTb JIEKAapCTBEHHbIM  npenapat A4l  MeaAUUMHCKOrO  MNPUMEHEHMS  npwu
OCYLLECTBIEHUN TOCYAapPCTBEHHON perncrpaumm B KadecTBe Op@aHHOro J1eKapCTBEHHOro
npenaparta, COCTaB/ieHWE KOMWUCCMEN IDKCNEPTOB 3aK/OUYEHMS O BO3MOXHOCTU WK
HEBO3MOXHOCTM pacCMaTpuBaTb JIeKAapPCTBEHHbIN npenapaT Ans MeaAUUMHCKOro NMpuMeHeHus
Npv OCyLLEeCTBNEHUN roCyAapCTBEHHOW permcrtpaunm B Kavyectese opdaHHOro sieKapCTBeHHOro
npenapata M HanpaB/ieHMEe AAHHOM0 3aK/IlOYEHUS B YMNOSIHOMOYEHHbIN deaepanbHbii opraH
NCNONHUTENbHON BNACTU OCYLLECTBAAIOTCS B CPOK, He MpeBbialowun Tpuauatm paboumx
OHEN CO AHS TMONYYEHUS] SKCMEepPTHbIM  YYpeXxAeHMeM 3adaHus  YMNOJIHOMOYEHHOro
denepanbHOro opraHa UCMOSIHUTENBHOW BIACTU U B 3/IEKTPOHHON dopMe nnnm Ha 6yMaxkHbIX



HOCUTENSAX HEOBXOAMMbIX AOKYMEHTOB, YKa3aHHbIX B NyHKTax 1, 2, 5, 6, 10 yactmn 4 u B
yactn 7 ctatbn 18 HacTosawero denepanbHOrO 3akKoHa.

2. ,D,OKYMEHTbI, cogepxXxauwmecsa B permctpaumMoOHHOM AOCbE Ha ﬂeKapCTBeHHbIVI npenapart
M NOCTynmBLUMNE Ha 6YMa)KHbIX HOCUTENAX B 3KCNEPTHOE y4ypexageHne ansa oCyLlwecTB/IEHNA UX
3KCNEPTU3bl And onpeaeseHna BO3MOXXHOCTU paCCMaTpuBaTb J'IEKapCTBeHHbIl\/‘l npenapart and
MEANLUMNHCKOIo nNnpnMeEHEHNA B Ka4eCTBE Op(baHHOFO NEeKapCTBEHHONO npenapata, noanexat
BO3BpaTy B yrlOJ'IHOMO‘-IGHHbIVI cbe,qepaanbm opraH WUCMONMHUTENBHON BNacTu OAHOBpPEMEHHO
C 3aKJTIYEHNAMU COOTBETCTBYHOLWNX SKCNEPTUI.

CtatbAa 21. PeweHne o BO3MOXHOCTM paccMaTpuMBaTb J€eKapCTBEHHbIM npenapat npu
OCYLLEeCTBNeHUN TFOCyAapCTBEHHOW peructpauum B KavyecTBe oOpdaHHOro JeKapcTBeHHOro
npenaparta

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

1. B cpok, He npesBblwawwmm natnm pabounx AHENM CO AHS NONYyYEHMS 3aKN4YeHus,
yKasaHHoro B 4yactu 1 crtatbm 20 Hacrtosawero depepasbHOro 3akoHa, YMOSIHOMOYEHHbIN
depepanbHbin  OpraH WCNOAHUTENBHON BNACTU  OCYLLECTB/ISIET OLEHKY MOJIyYEeHHOro
3aK/iloyeHna ans onpenenieHuMs  ero  COOTBETCTBMS  3adaHMI0  Ha  MpoBeAeHue
COOTBETCTBYIOLLEN IKCMepTU3bl U yBEAOMISIET 3asBUTENs B 3/IEKTPOHHOW ¢dopMe WM Ha
byMaxXHOM HoOcuTene o pe3ynbTaTtax MpPOBEeAEHHON 3KCNepTU3bl C MPUSIOXKEHUEM KOMUK
3KCMNEPTHOro 3ak/tovyeHuss (C CoXpaHeHMEM KOHMDMAEHUMANbHOCTU MH@OpPMaUMM O COCTaBe
3KCMNepTHOM  KOMWUCCMM) M O BO3MOXHOCTM  WIN  HEBO3MOXHOCTM  paccMaTpuBaTb
NIeKapCTBEHHbLIA  NpenapaTt A8 MeAUUMHCKOrOo MNPUMEHEHMS MNpU  OCYLWECTB/IEHUN
rocyaapCTBEHHOW perncrpaumm B KayectBe opdaHHOro nNeKapCTBEHHOro npenapara.

2. MNpn BbIHECEHUN KOMWUCCUEN SKCMNEPTOB 3aK/IIOYEHUS O BO3MOXHOCTU paccMaTpmBaTb
NeKapCTBEHHbIM  npenapat AN  MeAUUMHCKOro  MPUMMEHEHUS Npu  OCYLLEeCTBIIEHUN
rocyAapCTBEHHOM pernctpauum B KadecTBe OpdaHHOro JfieKapCTBEHHOro npenapara
YNOSIHOMOYEHHbIN (heaepanbHblit OpraH UCMONMHUTENbHOW BNIAaCcTM B CPOK, HE MpeBblwatoLLmii
naTM paboumx AHEN COo AHSA MOMy4YeHUS AAHHOrO 3aK/loYeHUs, MPUHUMAET pelleHue o
BblAaye 3a4aHUA Ha MpoBeAEHWEe 3SKCNepTM3bl KayecTBa J/1IeKapCTBEHHOro cpeacTBa M
3KCMepTU3bl OTHOLWIEHUS OXWAAEMOM MOMb3bl K BO3MOXHOMY PUCKY TMpPUMEHEHUS
NleKapCTBEHHOro npenapata Ans MeAMUMHCKOro MpUMEHEHUss B MNOPsSiAKE YCKOPEHHOW
npoueaypbl 3KCMepTu3bl JIeKAapCTBEHHOrO CpeacTBa B COOTBETCTBMM CO  CTaTbel 26
HacToswwero ®eaepanbHOr0 3aKoHa.

3. B cnyyae npuHSATUS pelleHMs 0 HEBO3MOXXHOCTU pacCMaTpuBaTb JIEKAPCTBEHHbIN
npenapart Ans MeANMUMHCKOrO MPUMEHEHUS MPU rOCyAapCTBEHHOM perucrpaumMm B KayecTBe
opdaHHOro  JieKapCTBEHHOro npenapata  YMNOJIHOMOYEHHbIM  deaepanbHbin  OopraH
WCNONMHUTENbLHON  BflacTM  MNpeKpalwaeT npouenypy rocyaapCTBEHHOMW  perucrpauum
NeKapCTBEHHOro npenaparta. 3asBUTeNnb BrpaBe 06paTUTbCS B PErucTpupylowun opraH c
3asiB/IeHMEM O rOCyAapCTBEHHOW perucrtpaumMu yKa3aHHOro JIeKapCTBEHHOro npenaparta B
COOTBETCTBMU CO CTaTben 18 HacTosdwero degepanbHOro 3akoHa.

Cratbsa 22. YTpatuna cuny ¢ 1 utonsa 2015 roga. - PegepanbHbiv 3akoH oT 22.12.2014 N 429-
D3,

Crtatbs 23. JkcnepTu3a KayecTBa JleKapCTBEHHOro cpeicTBa WM 3KCMepTU3a OTHOLUEHUS
omu.qaemoﬁ noNnb3bl K BO3MOXHOMY PUCKY nNpUuMeHeHUA JneKapCTBeHHOro npenaparta Ana
MeaAUUUNHCKOro npuMeHeHus

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

1. DkcnepTmsa KayecTBa JIeKApCTBEHHOrO cCpeactBa M 3KCMepTvM3a OTHOLIEHUS
OXMaaemMor nosib3bl K BO3MOXHOMY PUCKY MNPUMEHEHUs JIeKapCTBEHHOro npenapaTta Aans
MEOUMLMHCKOrO TMPUMEHEHUSl, COCTaB/IEHNE KOMMUCCUSIMMU 3IKCMEPTOB 3aKJ/IOYEHWUIA MO
pe3yqbTaTaM  MpPOBEAEHHbIX 3KCMepTU3 W  HampaBieHWe  3TUX  3aK/IKUYEHUA B
YMOSIHOMOYEHHbIN deaepanbHbli OpraH MCMNONHUTENbHOW BNACTU OCYLLECTBASIOTCA B CPOK,
He MpeBbIWAKLWNI CTa AeCATU pabounx AHEN CO AHS MOYYEHUS SKCMEPTHLIM yupeXAeHUEM



COOTBETCTBYHOLLEr0 3aJaHusa YMNOJHOMO4YeHHoro denepanbHOro opraHa WCMNOAHUTENbHOM
BNACTN U HEO6XOANMbBIX AOKYMEHTOB B 3/IeKTPOHHOM hopMe mnm Ha 6yMaxKHbIX HOCUTENSIX.

2. B TeuyeHue [AeBAHOCTA [AHEW CO [AHS MOSyYeHWUS pEeLIeHUs YMOSIHOMOYEHHOro
(benepanbHOro  opraHa  WCMOMIHUTENbHOM  BACTM O  MPOBEAEHMU  3SKCMEpTus,
NpefyCMOTPEHHbIX YacTblo 1 HacTosiwen cTaTbM, 3asiBUTENb MNpeAcTaBnseT B 3KCNepTHoe
yuypexaeHue Ans NpoBeAeHWs 3KCMepTu3bl KayecTBa J1IeKapCTBEHHOrO cpeacTBa 06pasupbl
NeKapCTBEHHOro npenapata AN MeAUMUMHCKOro  MpUMEHEeHus,, MNpoOu3BEeAEHHOro B
COOTBETCTBUM C TpebOBaHMSIMU  OMbITHO-MPOMbIWAEHHOrO U (MAM)  MNPOMbILWIEHHOMO
pernaMeHToB, YTBEPXAEHHbIX PYKOBOAUTENEM MpPOU3BOAUTENS SIEKAPCTBEHHbIX CPeACTB, a
TaKXXe B COOTBETCTBYOLMX cnyyasx obpasubl hapMaLeBTUYeCcKoin cybcTaHuMmn, TecT-lwTaMMa
MMKPOOPraHM3MOB, KyNbTypbl KETOK, 06pasubl BELECTB, MPUMEHSEMbIX AN KOHTPOSS
KayecTBa JIeKapCTBEHHOrO0 CpeacTBa MyTeM  CpaBHEHWS C  HUMKM  UCCNeayeMoro
NeKapCTBEHHOro CpeacTBa, B KO/M4yecTBax, Heo6XoAMMbIX ANS BOCMPOM3BEAEHUS MEeTOAO0B
KOHTpOS KayecTsa.

3. Mpun nonyyeHunm o6pa3LOB NEKApPCTBEHHOro npenapata W dapMaueBTUYECKOM
cybCTaHUMM 3IKCMEPTHOE Yy4upeXAeHWe BblAAeT 3asaABUTENI0 OOKYMEHT, MNOATBEepXXAakoLmi
MoJsly4YeHMe yKasaHHbIX 06pa3uoB, M B CPOK, He MNpeBblWalOWMin Tpex paboumx aOHewn,
YyBEOAOMNSET B 3/1EKTPOHHON (popMe unm Ha 6yMaHOM HocuTesie 06 3TOM YNOJTHOMOYEHHbIN
denepanbHbIfi OpraH MCNOMHUTENIbHOW BacTH.

4. YKasaHHble B 4acTsx 2 M 3 HACTOSILLEN CTaTbW CPOK AJ1S MpeACTaB/IeHUS 3asiBUTESIEM
06pa3LUoB fleKapCTBEHHOro npenapata W ¢apMaueBTMUYecKolr cybCcTaHUMM WU CPOK
yBEeAOMJIEHUSI SKCNEPTHbLIM yupexaeHMeM 06 3TOM Ha ByMaxXHOM HocuTene yrnosIHOMOYEHHOMO
epepanbHOro opraHa MWCMNOMHUTENbHOM BMACTM He BK/KYAKTCS B CPOK MNpOBEAEHMS
3KCMepTuU3, NpeayCMOTPEHHbIX YacTbio 1 HacTosWwen cTaTby.

5. I,E',OKYMeHTbI, NOCTYyNMBLLUME B 3KCMEPTHOE y4ypexageHne aAnd nposeaeHmnsAa aKCneptus,
npeaycMOTpEHHbIX 4acCTbiO 1 HacTosawen CTatbn, noagnexart BO3BpaTy B ynOﬂHOMOquHbIVI
d)e;l,epaﬂbelVl opraH NCMONHUTENBHON BNnactu OAHOBpPEMEHHO C 3aKJTIOYEHNAMMHU,
noNy4YeHHbIMW NO pe3yJibTaTaM COOTBETCTBYHOLNX SKCNEPTU3.

Crtatba 24. 9KCI19pTVI3a KayecCcTBa J1eKapCTBEHHOro cpeanctBa U 3KCnepTtu3a OTHOLUEHUs
oXnpgaemMou nonb3bl K BO3MOXHOMY PUCKY nNpuMeHeHUA J1neKapCcTBeHHOro npenaparta AnAa
BeTepnHapHOro npuMmeHeHus

1. DkcnepTm3a KayecTBa JiIeKapCTBEHHOro cpeacrtBa M 3KCMepTvM3a OTHOLUEHUS
OXnaaemor nosib3bl K BO3MOXHOMY PUCKY MNPUMEHEHWs fieKapCTBEHHOro npenapaTta Ans
BETEPMHAPHOr0 MpPUMEHEHUs, COCTaB/iIeHNe KOMUCCUSIMU DKCMepTOB 3ak/loYeHuMin no
pe3yfbTaTaM yKa3aHHbIX 3KCMepTU3 M HanpaBieHUe TakuUX 3aK4YeHMn B YNOJHOMOYEHHbIN
denepanbHbIii OpraH MCNOJHUTENbHOWM BNAcTM OCYLLECTBASIOTCA B CPOK, HE MpEBbILLAKOLWNMN
cTa pecatn pabounx AHen CO AHS MNONYyYEeHUS SKCMepTHbIM y4uypeXaeHWeM 3ahaHus
YNOSIHOMOYEHHOr0 deaepasibHOro opraHa MWCMOMHUTENbHOMW BAacTM € AOKYMEHTaMu,
yKasaHHbIMM B YacTu 3 ctaTbn 17 HacToswero deaepanbHOro 3aKoHa.

(B pea. ®egepanbHbIX 3akoHOB OT 22.10.2014 N 313-®3, o1 13.07.2015 N 241-03)

2. B TeueHMe naTHaguatM pabouMx AHEW CO  AHA  MONYYEHUA  peLLUeHUs
YNO/THOMOYEHHOro  (eaepanbHOro opraHa MWCMNOMHUTENIbHOW BflaCTM O MNPOBEAEHUU
YKa3aHHbIX B 4acTW 1 HacTosllen CTaTbM IKCMEPTU3 3aABUTENb NPEACTaBNSAET B IKCMEPTHOE
yupexaeHue AN MpoBeAEeHUS SKCMEepTU3bl KAauyecTBa JIEKAPCTBEHHOro cpeacTBa o6pasLbl
NIEKAPCTBEHHOro npenapata Ana BETEPUHAPHOro TMPUMEHEHUS, TMPOU3BEAEHHOIO0 B
COOTBETCTBUM C  TpeboBaHUAMW  TEXHOMOMMYECKUX  PErnaMeHTOB,  YTBEPXAEHHbIX
PYKOBOAMTENIEM  MpPOM3BOAUTENS  JIEKAPCTBEHHbIX  CpeacTB, a Takxe  obpasely
¢dapmaueBTHUeckoir cyb6CcTaHUMM B KONMYECTBaxX, Heo6XOoAMMbIX AN BOCNPOU3BEAEHMUS
METOA0B KOHTPO/S KayecTBa.

3. Mpu nonyyeHun o6pas3uoB JieKapCTBEHHOro npenapata W dapMaueBTUYeCcKomn
cybCTaHUMM 3KCMEPTHOE Y4upeXAEeHWE BblAAET 3asABUTENI0 AOKYMEHT, MNOATBEPXXAAHLMi
noslyyeHme ykasaHHbiXx 06pa3uoB, M B CPOK, He nMpeBbillalWUN Tpex pabounx aHewn,



yBeaoOMNseT B MUCbMEHHOM ¢opMe 06 3TOM YNOSIHOMOYEHHbLIN deaepanbHbIA  OpraH
NCMOSIHUTENbHON BNacCTW.

4. Cpok ANns nNpeacTaBneHus 3asBuTeneMm o6pasuoB JIEKAPCTBEHHOro npenaparta wu
hapmMaueBTUUECKOl cy6CTaHUMM U CPOK YBEAOMIEHUS DKCMEPTHbLIM yupexaeHneMm o6 3ToM B
NMUCbMEHHOM ¢OopMe YMOSIHOMOYEHHOrO (eaepanbHOro opraHa MWCMNONHUTENbHOM BRacTy,
yKasaHHble B 4yacTaAX 2 M 3 HaAcTosleh CcTaTbW, HEe BKJIOYAKTCA B CPOK MpoOBeAeHMUs
YKa3aHHbIX B YacTu 1 HaCTOSALLEN CTaTbN SKCNEPTU3.

5. [JOKyMeHTbl, MOCTYNUBLUME B IKCNEPTHOE yUYpexaeHue Ans NpoBeneHUs] YKa3aHHbIX B
yacth 1 HacToslwen cCcraTbM 3SKCNepTu3, nogjsexaTr BO3BpaTy B  YMNOJIHOMOYEHHbIN
denepanbHbli  OpraH WCMNOSIHUTENbHOW BNAacTU OAHOBPEMEHHO C  3aK/JKYEeHUSMU Mo
pe3ysbTaTaM yKa3aHHbIX 3KCMNepTus.

CtaTtbs 25. [loBTOpHOE NpoBeAeHMe IKCNEePTU3bI NIeKapCTBEHHbIX CPeAcTB
(B pea. ®enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

1. B cnyyasax HegocTaTOYHOM O60OCHOBAHHOCTM MAW HEMOAHOTbI 3aK/4YEHUs KOMUCCUMK
SKCNepToB, HanuMumss B HeM [MpPOTUBOPEYMBBIX AaHHbIX, danbcmdmKaumm BbIBOAOB
9KCNepTM3bl NeKapCTBEHHOr0 CpeacTBa, COKPbITUA OT YMOJHOMOYEHHOro deaepanbHOro
opraHa WCNOMHUTENbHOM BNAacTU OCHOBAaHWKM ANa OTBOAA 3SKCnepta BCNeACTBME ero
3auHTEpecoBaHHOCTM B pe3yfbTaTaX COOTBETCTBYHOLWEN 3SKCNEpPTU3bl, HanM4umsa AaHHbIX O
npsiMOM NMMH60 KOCBEHHOM BMeLLATENbCTBE B MPOLLECC COOTBETCTBYIOLWEN IKCNepTu3bl nNul, He
y4yacTBYIOWNX B ee NpoBeAeHWW, HO OKasaBLIMX BIMSHME Ha Npouecc U pe3ynbTaTbl ee
npoBeAeHUs,  YMOJIHOMOYEHHbIM  deaepanbHbiM  OpPraHoM  UCMOJIHUTENbHOW  BNacTu
Ha3HayaeTcs MOBTOpPHAasi 3KCNepTu3a JlekapCTBEHHOro cpeactsa M (MAM) 3TMyeckas
3KCnepTm3a.

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

2. [loBTOpHas 3KcnepTM3a JIeEKApCTBEHHOrO CpeAcTBa MNpoOBOAUTCS C  YYETOM
pe3y/qbTaTOB paHee MpPOBEAEHHOW 3KCMepTU3bl B CPOK, YCTAHOBJIEHHbIN YMOJIHOMOYEHHbIM
denepanbHbIM OpPraHOM MCMOJSIHUTENbHOW BNacTW U He NpeBbiWalownn Tpuauatn paboumnx
OHEN CO AHSA MNOJyYeHUS! 3KCMNEPTHbIM Yy4YpexAeHMeM 3adaHuMs Ha npoBeAeHMe MOBTOPHOM
3KCMNepTM3bl IEKAPCTBEHHOIO CpeacTBa.

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

3. ®wuHaHcoBoe obecneyeHne BbINOJIHEHNA 3afaHUs Ha npoBedeHWe MNOBTOPHOM
3KCMNepTM3bl IEKAPCTBEHHOIO CpeacTBa HE OCYLLEeCTBASETCS.
(B pea. ®epepanbHOro 3akoHa ot 22.12.2014 N 429-03)

CraTbA 26. YcKOpeHHasi npoueaypa 3KCnepTu3bl NeKapCcTBeHHbIX CpeacTB

1. YckopeHHas npoueaypa 3KCNepTM3bl JIEKAPCTBEHHbLIX CpeaACTB B Lensax
rocygapCTBEHHOW perncrpaumm neKapCTBEHHbIX MpenapaToB MNPUMEHSETCS B OTHOLUEHUMU
OpdaHHbIX NeKapCTBEHHbLIX MpenapaToB, MNEepBbIX Tpex JNEeKapCTBEHHbIX MNpenapaTtos,
pernctpmpyembolx B Poccuiickon degepaunm B KavyecTBe BOCNPOU3BEAEHHbIX /IeKapPCTBEHHbIX
npenapaTtoB, O4YepeaHOCTb KOTOPbIX onpeaenseTca B COOTBETCTBMM C HOMEpPOM W AaToW
BXOASLWMX 3asABNIeHMI O rocynapCTBEHHOM perncrpaumm nekapcTBEeHHbIX MpenapaTtoB B
paMKax OAHOro MeXAyHapoAHOro HenaTeHTOBAHHOMO0 HaMMEHOBAHWUA JieKapCTBEHHOro
npenapata wWIn rpynnupoBOYHOro HaMMEHOBaHWS JieKapCTBEHHOro npenapaTta, W
NIeKapCTBEHHbLIX MNpenapaToB, MpeAaHa3HaYeHHbIX WUCKAKYUTENbHO ANs  NPUMEHEHUS
HECOBEPLUEHHOJIETHUMM Ipa)kaaHaMu.

(B pean. PenepanbHbIX 3aKOHOB OT 22.12.2014 N 429-03, o1 13.07.2015 N 241-03)

2. YcKkopeHHasi npoueaypa 3KCNepTu3bl N1IeKapCTBEHHbIX CpeacTB B Lensx
rocyAapCTBEHHOM perncTpaumnm eKkapcTBEHHbIX MPenapaToB He NPUMEHSIETCA B OTHOLLIEHUN:

1) 6unoaHanoroBbix (6MonoaobHbIX) NEKapCTBEHHbIX NpenapaTtoB (buoaHanoros);



2) pedepeHTHbIX JIeKapCTBEHHbLIX MNpenapaTtoB (3a WUCKIOUYEHMEM  OpdaHHbIX
JIeKapCTBEHHbIX NpenapaToB);

3) BOCMpPOU3BEAEHHDbLIX JIEKAPCTBEHHbLIX TMpenapaTtoB (3a NCKTIOYEHMEM TMEPBbLIX TpEX
PETNCTPUPYEMDBIX B Poccuiickoi (De,u,epau,MM B KayeCcTBE€ BOCMpPOU3BEAEHHDbLIX JTIEKAPCTBEHHbIX
npenapatoB W JNeKapCTBEHHbLIX MpenapaTtoB, MpeAHa3HAY€HHbIX WCKAKYUTEIbHO A1
npUMeEHEHNA HECOBEPLUEHHONETHUMM rpam,anaMM);

4) HOBbIX KOMBMHaLWIM 3aperMcTpMpoBaHHbIX paHee fieKapCTBEHHbIX MPenapaTos;

5) nekapcTBeHHbIX MpernapaToB, 3aperncTrpMpoBaHHbIX paHee, HO MNPOU3BEAEHHbLIX B
APYrnX nekapcTBeHHbIX opMax B COOTBETCTBMWU C NEpeYHEM HAaUMEHOBAHWIM TeKapCTBEHHbIX
¢dOopM 1 B HOBOM A03UPOBKE.

(4acTtb 2 B pea. PefepanbHOro 3akoHa oT 22.12.2014 N 429-03)

3. YcKkopeHHas npoueaypa 3KCNepTusbl NeKapCTBEHHbIX CpeacTB MNpOBOAUTCA MO
peLIEeHN0 COOTBETCTBYIOWEro YMOJHOMOYEHHOro denepanbHOro opraHa WCNOSIHUTENbHOMN
BNlAaCTU HA OCHOBAHWM 3asBNeHUS 3asBUTENs B CPOK, He MpPEeBbIAWUA BOCbMUAECSTH
pabounx pgHein. MNpun 3TOM 3KCNepTU3a AOKYMEHTOB, COAEPXALUMXCS B PerucTtpauyMoHHOM
[OCbe Ha JIeKapCTBEHHbIM npenapaTt, MNpPOBOAUTCS B CpPOK, He MpeBbllalWwmin AecaTn
pabounx gHen, aKCnepTusa KayecTBa NIEKAPCTBEHHOrO CpeacTBa M 3KCMEpPTM3a OTHOLIEHUS
OXnaaemMor nonb3bl K BO3MOXHOMY PUCKY MNPUMEHEHUSI NeKapCTBEHHOro npenapaTta
NpoBOAATCSA B CPOK, HE MPEeBbIWAWMIA WecTnaecaTn pabouynx gHen.

(4acTtb 3 B pea. PegepanbHOro 3akoHa oT 22.12.2014 N 429-03)

3.1. B oTHOWeHNN OpdaHHbIX NIEKAPCTBEHHbLIX NpenapaToB MOryT 6biTb NpeacTaBneHbl
pe3ynbTaTbl AOKJAMHUMYECKMX WCCeA0BaHUA NEeKapCTBEHHbIX CPeACTB M KJIMHUYECKUX
nccnefoBaHUM nekapCTBEHHbIX NpenapaTtoB ANS MeguUMHCKOro NpUMEHEHMUs, BbIMOSHEeHHbIX
3a npeaenammn Poccuiickonn ®epepaunmn B COOTBETCTBMM C MNpaBuAaMm  Haanexalemn
nabopaTopHOl NpaKTUKK U NMpaBuiamMm Hagnaexawen KIMHNYEeCKOn npakTUKu.

(4actb 3.1 BBegeHa PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

4. YcKOpeHHas nmpoueaypa 3KCNepTu3bl JIEKApCTBEHHbLIX CPeACTB MNpoOBOAMTCS B
nopsake, yctTaHoBMEHHOM cTaTbaMu 17 - 20, 23 n 24 HacTodwero ®deagepanbHOro 3akoHa, u
He oO3HayaeT CHMXeHnss TpeboBaHUN K 6e30MaCHOCTU, KayvyecTBY U 3DPEKTUBHOCTU
JNIeKapCTBEHHbIX NpenapaTos.

CraTtbs 27. PewueHue o rocyaapCTBEHHOM permcTpauum nekapcTBeHHOro npenapara

1. B CcpoK, He MpeBbIWAKWNA AECATU paboumx AHEN CO AHS MONYyYEeHUS 3aKHOUEHUN
KOMUCCUM 3KCMNEPTOB MO pe3y/ibTaTaM 3KCMepTM3bl KayecTBa JIEKapCTBEHHOro0 CpeacTtBa M
3KCNEepPTM3bl OTHOLUEHUS OXMAAEMOM MNOMb3bl K BO3MOXHOMY PUCKY MNpPUMEHEHMUS
NIeKapCTBEHHOr0 npenapaTta, COOTBETCTBYHLWMIA YMNOJTHOMOYEHHbIN deaepanbHbIA  OpraH
WUCMONMHUTENBHOMN BNacTu:

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

1) pasmMewaer Ha cBoeM oduuUMaNbHOM canTe B ceTu "WHTepHeT" CcOoOoTBETCTBYOWME
3aK/IIO4YEHNST KOMMUCCUMM 3SKCNEPTOB M OCYLUECTBMSET UX OUEHKYy Ansa onpeaenexHus
COOTBETCTBMSA 3aaHNIO0 Ha NPOBEeAEHME STUX SKCNEPTU3;

(n. 1 B pea. PegepanbHOro 3akoHa ot 22.12.2014 N 429-03)

2) NpUMHMMAET peLleHne O rocyAapCTBEHHOW perncrpaumm fekapcTBEHHOro npenapaTa
nnn 06 oTkase B rocyaapCTBEHHOW perMcTpaumm NekapcTBEHHOMO Npenapara;

3) BHOCUT MpU MPUHSTUM pPELUEHUS O FOCYAapCTBEHHOW perucTpauum JIeKapCTBEHHOro
npenapaTta AaHHble O 3aperucTpMpoBaHHOM JIEKAPCTBEHHOM npenapate, B TOM 4ucle O
hapmaueBTHUeckol cybCcTaHUMKM, BXOAsILlE B COCTaB JIeKapCTBEHHOro npenapaTta, B
roCyAapCTBEHHbIN peecTp JIEKapCTBEHHbIX CPEACTB M BblAAET 3asiBUTENIO PEerucTpalmMoHHOe
yOOCTOBEpPEHMEe  fleKapCTBEHHOro  npenapata,  dopma KOTOpPOro  yTBepXxAaaeTcs
YNOMHOMOYEHHbIM  dhefiepanbHbIM  OPraHOM  WMCMOMHUTENIbHOW  BRacTW, COrflacoBaHHbIe
HOPMATUBHYIO [AOKYMEHTaLM0, HOPMATUBHbIA [AOKYMEHT, WHCTPYKUWMIO MO MPUMEHEHUIO



NIeKapCTBEHHOro  npenapata W MakeTbl MNEPBUYHOM  YMAKOBKM WU BTOPUYHOM
(noTpebutenbCckon) YynakoOBKM C YyKa3aHMEM Ha HUX HOMepa pPerucrtpaunmoHHOro
YAOCTOBEPEHUSA JIEKAPCTBEHHOrO npenapaTta U AaTbl ero rocyaapCTBEHHOM perncrpaunm mnm
B CNlyyae NpuHATUS pelleHnss 06 oTKase B rocyAapCTBEHHOW perucrpaunm ekapCcTBEHHOro
npenapata yBeAOMASIET B MNUCbMEHHOM dopMe 3aaButens o6 3TOM C yKasaHMEM MPUYUMH
TaKoOro oTkasa. 3a BblAayy perncrpaumoHHOro yAOCTOBEpPEHUS fieKapCTBEHHOro npenapaTta
B3MMaeTCs rocyaapcCTBeHHas MnowsnHa B COOTBETCTBMWM C 3aKOHOAATeNbCTBOM Poccuiickoi
denepaumn o Hanorax un cbopax.

(B peqn. PepgepanbHOro 3akoHa ot 22.12.2014 N 429-03)

2. OcHoBaHMeM AN oOTKasa B roCynapCTBEHHOM pervcrtpauuMm  1eKapCTBEHHOro
npenapata An8 MeAMUMHCKOro MpUMEHEHUS SBASIETCS 3aKJ/loyYeHMe COOTBETCTBYHOLWENO
YNONHOMOYEHHOro deaepanbHOro opraHa MCNOSHUTENbLHOM BNacTM O TOM, YTO KauyecTBoO W
(nnn) a3dhdIEKTUBHOCTb PErMCTPUPYEMOro NIeKApCTBEHHOro npenapaTta Ans MeanuMHCKOro
NPUMEHEHN He MoATBepPXAEHbl MOAYYEHHbIMU AAQHHLIMW WM YTO PUCK MPUYMHEHUS Bpeaa
300POBbI0 4YenoBeka BCNeACTBME NpueMa fieKapCTBEHHOro npenaparta Ans MeauunMHCKOro
npuMeHeHns npesbiwaeT 3PHEKTUBHOCTbL €ro NPUMeHeHUs.

(4YacTtb 2 B peq. PegepanbHoro 3akoHa ot 04.06.2018 N 140-93)

3. loBTOpHOE npeacTaB/ieHMe B COOTBETCTBYIOLWMA YMNOMHOMOYEHHbIN deaepanbHbli
OpraH WCMNoNHUTENbHOMW BNacTuU JfieKapCTBEHHOro nMpenapaTta, B OTHOWEHUMW KOTOPOro
nonyyeH OTKa3 B rOCyAapCTBEHHOW perucrpauum u KOTOpbl BROCNeACTBUWM MoABeprcs
M3MEeHEeHUID B YacTWM ero cocCTaBa, paccMaTpuBaeTcs Kak nMpeacTaB/ieHMe HOBOro
neKapCcTBEHHOro npenapata Ha €ero rocyAapCTBEHHYK perncTpaunto HesaBuCcuMo OT
COXpaHeHus ero nepBMYHOro HAaMMEHoBaHUS.

(4yacTtb 3 B pea. PenepanbHOro 3akoHa oT 22.12.2014 N 429-03)

4. Tlpn npenocTaBfeHUN 3asBUTENlEeM B COCTaBe perucrpauuoHHOro AoCbe Ha
NIeKapCTBEHHbIA  MNpenapaTt Ans  BETEPUHAPHOr0  MNPUMEHEHMS  KOMUU  peELLUEHUS
YNO/THOMOYEHHOro  deaepanbHOro OpraHa WCMOJHUTENBHOM BNacTM O NpOBeAEeHUMU
WHCMEKTUPOBaHNA NpOM3BOAUTENS JIEKAPCTBEHHbIX CPeaCTB CPOK TMPUHATUS peLlleHus o
rocyfapCcTBEHHOM  pernctpaumm  JIeEKapCTBEHHOrO  npenapata ANs  BETEpPUHApPHOro
NPUMEHEHMSI MPUOCTAHABAINMBAETCA CO AHS MOJYYEHUS 3aKJTHOYEHUN, YKasaHHbIX B 4Yactu 1
HacToAWwen CTaTbW, [0 AHS TMPUHATUS  YNOJHOMOYEHHbIM  deaepasibHbiM  OpraHoM
WCNONMHUTENbHON BNACcTU peweHnss O Bbldade wam o6 oTKasze B Bbldaye 3akK/UYeHus o
COOTBETCTBUM MPOU3BOAUTENS JIEKAPCTBEHHbLIX CpeacTB TpeboBaHMAM MpaBwui Haasexallen
NMpoM3BOACTBEHHOW NPAKTUKKN, HO He 6os1ee YeM Ha CTO BOCEMbAECAT pabounx AHEN.

(4yacTtb 4 BBeageHa denepanbHbiM 3aKOHOM OT 04.06.2018 N 140-d3)

5. OcHoBaHMeM ang oOTKasa B roCyfapCTBEHHOM perncrtpauuMm  n1eKapCcTBEHHOro
npenapata Ans BeTEepMHAPHOro rMPUMEHEHUS SABASETCA 3aK/loyYeHue YMNOJHOMOYEHHOoro
denepanbHOro opraHa MWCNOSHUTENBHOM BNactTM O TOM, YTO KayectBo U (nnm)
3P (PEKTUBHOCTb PErUCTPUPYEMOro JieKapCTBEHHOro npenapata AN BeTepUHApPHOro
NPUMEHEeHN He MOoATBepXAEHbl MOAYYEHHbIMU AAHHLIMW UM YTO PUCK NPUYMHEHUS Bpeaa
300POBbI0 XUBOTHOMO BCAEACTBME MpUeMa JsieKapCTBEeHHOro npenapaTta Ans BeTepMHapHOro
npuMeHeHnst npesblwaeT 3M@PEKTUBHOCTL €ro MpPUMEHEHUs, O0TKa3 YMNOJIHOMOYEHHOro
denepanbHOro opraHa WCNOSHUTENIbHOM BacTM B Bblgaye 3aK/K4YeHMS O COOTBETCTBMMU
nponsBoauTens NleKapCTBEHHbIX CcpencTs TpeboBaHusAM npasun Hagnexatwemn
NPON3BOACTBEHHOM MPaKTUKWU AN1S KaXXAOW NPOU3BOACTBEHHOM MNJIOWALKMN PEerncTpupyeMoro
neKapCTBEHHOro npenaparta A4/ BETepUHapHOro NpuMeHeHns B Ciiyvyae, ecin Npomn3BOACTBO
NeKapCTBEHHOro npenapata A/l BeTEepMHAPHOro MNpUMEHEeHUsl OCYLeCTBAsSeTCa 3a
npeaenammn Poccuinckon deanepaumn, nam oTCyTCTBME TAaKOro 3aK/OUYEHUS.

(4acTtb 5 BBeageHa ®enepanbHbiM 3akoHOM OT 04.06.2018 N 140-d3)

Crtatba 27.1. MNopsapok onpeneneHNs B3auMO3aMeHAeMOCTU JleKapCTBEHHbIX npenapaTtoB
ANA MeAULMHCKOro NpMMeHeHuns
(BBeaeHa d®eagepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)



1. B3aMM03aMeHAEMOCTb NEKAPCTBEHHbIX NpenapaTtoB AN MeAULMHCKOro NPUMEHEHUS
onpeaensieTcs B Mopsake, ycTaHOBNeHHOM [lpaBuTenbCcTBOM Poccuiickon depepauunn, Ha
OCHOBaHMK CreAyroLnX napamMeTpoB:

1) akBMBaneHTHOCTb (AN 6muoaHanorosbix (6MONOA06HbLIX) NekapCTBEHHbIX nMpenapaToB
(bnoaHanoros) - COMOCTAaBUMMOCTb) KAYeCTBEHHbLIX W KOMMYECTBEHHbIX XapaKTepUcTuK
dapmMaueBTMUecknx cybctaHunii (MCnosb3oBaHWE pasfMYHbIX Conen, 3PUpoB, KOMMIEKCOB,
NU30MepoB, Kpuctannmueckmx dopM 1 Apyrux Npov3BOAHbIX OAHOMO U TOro Xe AeMCTBYIoLWero
BelwecTBa He gBAdeTcd nNpenaTcTBMEM ANs  B3auMMO3aMEHSAeMOCTU  JleKapCTBEeHHbIX
npenapaTtoB, €CnNu Mpu MpoBeAeHUn unccnenoBaHms 6UMOIKBMBANEHTHOCTU JIEKApCTBEHHOro
npenaparta Wi B cllydae HEBO3MOXXHOCTU MpoOBeAEeHUS 3TOro UCCeA0BaHUA NMpu NposBeaeHun
nccnenoBaHWs TepaneBTUYECKOM 3KBMBANEHTHOCTM f1eKapCTBEHHOro npenapata AoKas3aHo
OTCYTCTBME K/IMHUYECKM 3HAYUMbIX pasnymii dpapMakoKMHETUKN n (nnun) 6e3onacHoCTn wm
3 PEeKTUBHOCTM SIeKapCTBEHHOrO npenapaTa AN MeANLMHCKOro NpUMEHeHns);

2) 3KBMBANEHTHOCTb /eKapCTBeHHOM dopMbl (NO4 3KBUBANIEHTHbIMU N€KapCTBEHHbIMU
¢dopMaMn MOHMMAIOTCA pa3Hble JIeKapCTBEHHble (OpPMbl, MMeKLWMe OAMHAKOBbIE CNocob
BBeAEHUST M Cnocob npuMeHeHus, obnagatoime conocTaBUMbIMK (apMaKOKMHETUYECKUMU
XapakKTepuctukamMm wn  dapMakosiorM4yeckuMm AencTBMEM WU obecneumBalolme TaKxXe
OOCTMXEHME HeobX0oAMMOro KAMHM4YecKkoro addekta. Pasznmumsa nekapCcTBeHHbIX (GOpPM He
ABNATCA MpensaTcTBMEM A1  UX  B3aMMO3aMEHSieMOCTM, €C/iM  Mpu  NpOBEAEHUNU
nccnepoBaHuss  6MOSKBUBANEHTHOCTM  NIEKAPCTBEHHOrO  npenapata  wWAKM B Cly4ae
HEBO3MOXHOCTW MNpOBeAEHUs 3TOr0 UCCNeAoBaHMs Npu  NpPOBEeAEHUUM  UCCNefOoBaHuUS
TepaneBTMYECKOM 3KBMBANEHTHOCTM JIEKApPCTBEHHOrO nMpernapaTta [AOKa3aHO OTCyTCTBMEe
KNMHMYECKM  3HauuMMbIX  pas3nnymii  dapMakokuHeTMkn 1 (Mnu) 6HesonacHoCTM un
3 HEKTUBHOCTN NEKAPCTBEHHOrO npenaparta 4718 MeanUNHCKOro NpMMeHeHus);

3) 3KBWMBANEHTHOCTb WM COMOCTaBMMOCTb COCTaBa BCMOMOraTesbHbIX BeLecTB
neKkapcTBeHHOro npenapata ANns  MeAULUUMHCKOrOo  MpuMeHeHus  (pasnnumsa  cocTaBa
BCrOMOraTesibHbIX BellecTB JiIeKapCTBEHHOro npenaparta Ans MeguuMHCKOro NpuMMeHeHUs He
ABNSAKTCA NpensaTcTBMEM Af9 MX  B3auWMO3aMEHSAeMOCTW, eCcaM Npu  npoBeAeHuu
nccnepoBaHus 6MO03KBMBANIEHTHOCTU fleKapCTBEHHOro npenapata  Ans  MeauMUMHCKOro
NPUMEHEHNS WKW B Cllydae HEBO3MOXHOCTU MpOBeAeHUS 3TOr0  uccnefoBaHus  npu
npoBefeHUN UccnenoBaHuUsa TepaneBTUYEeCKON 3KBMBANEHTHOCTM NIeKapCTBEHHOro npenaparta
AN MeAUMUMHCKOro MpUMEHeHUs [A0KAa3aHOo OTCYTCTBME KAMHUYECKM 3HAUUMbIX pasnuynii
dapmakokuHeTukn un (nnm) 6esonacHoctn n 3bOEPEKTUBHOCTU NeKapCTBEHHOrO npenapaTta
AN MeANUNHCKOro npuMeHeHus. MNpu 3TOM pasnnuymsa coctaBa BCNOMOraTesbHbIX BELWEeCcTB He
OO/DKHbI NPUBOAUTL K PUCKY BO3HUMKHOBEHUSA Cepbe3HblX HeXenaTesbHbIX peakuni vy
OTAENbHbIX FPYNM MauneHTOB UAN NOBbIWEHUS YAaCTOTbl MX BO3SHUKHOBEHUS);

4) NAEHTUYHOCTb cnocoba BBEAEHUS U MPUMEHEHUS;

5) oTcyTcTBME KIMHUYECKM 3HAYMMbIX pas3iMyMiA Npu MNpOBeAEHUMUN WCCenoBaHUS
6M03KBMBANEHTHOCTU  JIEKAPCTBEHHOr0 npenapata wWAM B Cly4Yae HEBO3MOXHOCTU
npoBenEeHNst 3TOr0 NCCIeA0BaHNSA OTCYTCTBME KIIMHMYECKM 3HAaYUMbIX pasivunin nokKasaTesnemn
6esonacHocT U1 3PEPEKTMBHOCTU  JIEKAPCTBEHHOro  npenapata nNpu  NpoBeAEHUMU
nccnefoBaHUs TepaneBTUYEeCKOMW 3KBMBANEHTHOCTM. [aHHbIA napaMeTp He MpuUMeHseTCs B
OTHOLUEHNM BOCNPOU3BEAEHHbIX /IeKapCTBEHHbIX NpenapaToB, yKa3aHHbIX B Yactn 10 ctaTbu
18 HacToawero ®egepanbHOro 3akoHa. B oTHoweHun 6GuoaHanorosbix (6MONOAO6HBIX)
NleKapCTBEHHbIX nMpenapaTtoB (6noaHanoroB) AaHHble 06 OTCYTCTBUM KIIMHUYECKN 3HAUUMBbIX
pasnuunii 6esonacHoCcTn, 3pHeKTUBHOCTU U UMMYHOFEHHOCTUM SIeKapCTBEHHOro npenapara no
pe3ynbTaTtaM npoBeAeHUs KAWHWYECKUX UCCnefoBaHUMM NpeaocTaBasioTca B NOpsake,
YCTaHOBJIEHHOM HaCTOoALWEN YacTblo;

6) COOTBETCTBME NMPON3BOANTENIA NEKAPCTBEHHOIO CpeACTBA TpeGOBaHMHM Haanexallen
HpOMBBO,D,CTBeHHOVI NMPpaKTUKNH.

2. CpaBHeHMe NapaMeTpoB pPErnucTpupyeMblX JIEKAPCTBEHHbIX MpenapaToB Ans
MEAULMHCKOrO  MNPUMEHEHUS  OCYLLUECTBJISETCA  KOMMUCCUEN  ISKCMEPTOB  3KCMEPTHOro
yupexaeHus Npu NpoBeAeHUN SKCMepPTU3bl TaKMX JNIEKapCTBEHHbIX MpenapaToB B MpoLlecce



MX roCydapCTBEHHOW permcrtpaumMn. BbiBoAbl 3KCNEPTOB O B3aWMO3aMEHSAEMOCTU WU
HEB3aMMO3aMEHSAEMOCTN JIeKapCTBEHHbIX MpenapaTtoB AN MeAUMLMHCKOro MpPUMEHEHUS,
cAenaHHble B pe3ynbTaTe 3TOro cpaBHeHUs, OMdOpPMNAITCA B BUAE MNPUNOXEHUS K
3aK/IIOYEHNID 3KCNEpPTOB Mo ¢dopMe, YTBEPXKAEHHOW YMOJHOMOYEHHbLIM deaepanbHbIM
OpraHoM MUCMONHUTENbHOM BacTu.

3. TlonoXeHusa HacToAWwein CTaTbW HEe pacnpoCTPaHATCA Ha pedepeHTHble
NTEKAPCTBEHHbIE MpenapaTbl, NeKapCTBEHHblE pacTUTENbHbIE MpenapaTbl, roMeonaTuyeckme
NTEKAPCTBEHHbIE MpenapaTthl W JIEKAPCTBEHHbIE MpenapaTbl, KOTOpble paspelleHbl Aans
MEeAULMHCKOro NpuMeHeHus B Poccuiickon depepaumn 6onee ABaauatv NeT U B OTHOLLIEHUN
KOTOPbIX HEBO3MOXHO NPOBEAEHNE UCCNEA0BaHUS UX 6MO3KBUBANIEHTHOCTH.

CraTbf 28. PeructpauvoHHOe yaoCTOBepeHue nekapcTBeHHOro npenapara

1. PerucrpauMoHHOe YyAOCTOBEpPEeHWe JIeKapCTBEHHOro npenapata C YyKasaHueM
NeKapCTBeHHbIX  (GopM ¥ [003MPOBOK  BblhaeTcss  6eccpoyHO, 3a  WUCKJIIOYEHMEM
PErncTpaunMoHHOro yAOCTOBEPEHUS NIeKapCTBEHHOrO npenapaTa, BblAAaBaeMOro CO CPOKOM
[AENCTBUA NSATb NIET, Ha BNepBble perncTtpupyemolie B Poccuiickoli ®enepaumm nekapcTBeHHble
npenapaTbl.

2. Mo WCTEYEHUM YKA3aHHOrO B YacTM 1 HacTosulel CcTaTbM CpoKa BblAaeTcs
6eccpoyHoe pEerncTpaLnoHHOe Y/OCTOBEPEHME JIEKAPCTBEHHOrO MpernapaTta npu ycnoBuu
NOATBEPXAEHUS €ro rocyapCTBEHHOW perncrTpaumm.

3. B cnyyae BHeceHMs B COOTBETCTBUM cO cTaTbsaMu 30 n 31 HacTodwero ®enepanbHOro
3aKOHa W3MEHEeHWN B coAeprkalunmecss B pernMcTtpauMoHHOM A0Cbe Ha 3aperncTpupoBaHHbIN
NeKapCTBeHHbI npenapaTt AOKYMEeHTbl, 3aTparMBalOlMx CBeAeHUsl, OTpPaXeHHble B
perucTpaumMoHHOM  yAOCTOBEpPEeHMM  fleKapCTBEHHOro  npenapaTta,  YMNOJHOMOYEHHbIN
denepanbHbiii  OpraH  WUCNOJIHUTENbLHOW  BAAaCTM  BblAAeT HOBOE  PerncrpaumoHHoe
YAOCTOBEpPEHUE NNeKapCTBEHHOrO NpenapaTa, coAepXXallee BHECEHHbIE B HEMO U3MEHEHUS.
(4yacTtb 3 BBegeHa ®enepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

4. B cny4ae yTpaTbl WAWM  MOBPEeXAEHUS  PerncrpauuoHHOro  yAOCTOBEepeHUs
neKapCTBEHHOro npenaparta no 3asB/IeHNI0 B MMCbMEHHON bopMe AepXkaTens uaun snagenbua
pernMcTpaumMoHHOro ya0CTOBEPEHMS NeKapCTBEHHOro npenapata WUan ynosIHOMOYEHHOro UMKn
ApYyroro topuanyeckoro nuua o Bblgade aybnmkata permcTtpauMoHHOro yAOCTOBEpeHUS
neKkapCcTBeHHOro npenapaTa YnoJIHOMOYEHHbIN defepasibHbIi OpraH UCMOAHUTENBHOW BacTu
B CPOK, He MpeBbllanwWwmn gecatm pabounx gHen cCo AHS MNOCTYN/IeHUS 3asiBNeHUs, BblaaeTt
aybnukat pernctpaumoHHOr0 YyAOCTOBEpEeHUs JieKapCTBEHHOro rmpenapaTta. 3a Bblgady
aybnukata perncrtpaunmoHHOr0 YyAOCTOBEpPEHUs JieKapCTBEHHOro npenapaTta B3MMaeTcs
rocyfapcTBeHHas noLwvHa B COOTBETCTBUM C 3aKOHOAATENbCTBOM Poccuiickonn ®enepaunm o
Hanorax n cébopax.

(4acTtb 4 BBeAeHa denepasnbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

Cratba 29. NMoaTBepxaeHue rocynapCcTBeHHON perucTpauum nekapcTBeHHOro npenapara
(B pen. ®epepanbHOro 3akoHa ot 22.12.2014 N 429-03)

1. TlMoaTeepXxaeHne rocydapCTBEHHOM perucrtpauum JnekapCTBeHHOro npenapaTta
ocyLlecTBnseTcs npwu Bblgauye 6eccpoyHoro perncTpaumMoHHOro  yAoCTOBEpPEeHUs
JleKapCTBEHHOro npenapata B C/flydae, YKasaHHOM B 4acTu 2 CcTaTtbM 28 HacTosiwero
defepasnbHOro 3aKkoHa, B CPOK, He MpeBbllaloWwmMin wecTtnaecatm paboumx AHEN CO AHS
NoJsly4YeHns COOTBETCTBYHOLUMM YMNOMHOMOYEHHbLIM denepanbHbiM OpraHoM MCNOAHUTENbHOWN
BNaCTU 3asiBieHNs O MNOATBEPXAEHMN roCyAapCTBEHHOW perncrpaumm JieKapCTBEeHHOro
npenapata. He ocywecTBnsieTtca MNOATBEPXAEHME TOCYyAapCTBEHHOW perucrpaumm B
OTHOLLEHUN JNIeKapCTBEHHOro rnpenapaTa, He HaxoAuBLUErocs B obpauweHun B Poccuitckom
denepaumn B TedeHne Tpex n bonee neT, a TakXKe B OTHOLWEHUN NEKAPCTBEHHOIrO CPeAcCTBa,
NMpOM3BEAEHHOIN0 C HapyweHueM TpeboBaHUs, YCTAHOBJIEHHOro 4acTtbio 3.7 cTtatbm 71
HacToswero ®enepasnbHOro 3aKoHa.



2. 3asBneHMe 0O MNOATBEPXAEHUM T[OCYAAPCTBEHHOM perucrtpaunm neKapCTBEHHOro
npenapata MNpeacTaBNseTCcss B COOTBETCTBYHLWMIA YMNOJHOMOYEHHbLIN deaepanbHbii OpraH
WUCMOMHUTENBbHOM BfIACTU HE paHee 4YeM 3a CTO BOCEMbAECAT AHEN A0 MCTEYEeHUs CpokKa
OENCTBUA PErMcTpaunMoOHHOro yaA0oCTOBEPEHUS NEKAPCTBEHHOrO NpenapaTa.

3. TloatBepXAaeHuWe TroCyAapCTBEHHOW perncrpaunm nekapCTBEHHOro npenaparta
OCyLlecTBASeTCAS MO pe3ynbTaTaM 3KCNepTu3bl OTHOLWEHUS  OXuaaemMonh nofb3bl K
BO3MOXXHOMY PUCKY MPUMEHEHUS JIeEKapCTBEHHOrO npenapata Ha OCHOBaHWUW pe3ysibTaToB
MOHUTOpUHra addeKTUBHOCTM M 6e30MacHOCTU JsieKapCTBEHHOro npenapaTta, NpoBOAMMOro
jepxaTteneMm win  BragenbueM  perncTtpaumMoHHOro  yAOCTOBEPEHUS  NNIeKapCTBEHHOro
npenapata nN1Mb6o ynNOMHOMOYEHHbLIM UMW IOPUANYECKUM NINLOM, a TakKXe COOTBETCTBYHOLLUM
YNO/IHOMOYEHHbIM  defepanbHbiM OpraHoM WCNOJIHUTENbHON BNAacTM B COOTBETCTBUM C
TpeboBaHMAMK cTaTbk 64 HacTosiwero ®egepasbHOro 3aKoHa.

4. K 3asBfIEHUI0 O MOATBEPXAEHUW TFOCYAAPCTBEHHOW pErncrpaumm JieKapCTBEHHOMO
npenapaTa A/ MEAULMHCKOrO NPUMEHEHUS NpuaaratTcs:

1) poKyMeHTbl, cogepxawue pe3yabTaTbl MOHUTOpUHra 3Gh@PEKTUBHOCTU WU
6e30MacHOCTM fleKapCTBEHHOro npenapaTta Aas MegumuMHCKOro rnpuMeHeHusi, NpoBeAeHHOro
aepxatenem uwau  BnagenbueM  perncTpaumMoHHOro  yAOCTOBEpPEHMS  JIeKapCTBEHHOro
npenapata 478 MeAUMUMHCKOro rMpuMeHeHns nnbo YMNOSIHOMOYEHHbIM WM  OPUAUYECKUM
avmuoMm, no  QopMme,  yTBEpPXAEHHOW  yrnosHOMOYeHHbIM  deaepanbHbiM  OpraHoM
NCNOMHUTENbHON BNacTu;

2) KOMUSA NULEH3UN Ha NMPOU3BOACTBO JIEKAPCTBEHHbIX CPEACTB UNN KOMUS 3aK/HOYEHNUS
O COOTBETCTBMW NPOU3BOAMTENSA NEKAPCTBEHHbIX CPEACTB TPeboBaHNAM NpaBui Haanexallen
NPOU3BOACTBEHHOW MPAKTUKK, BblAAHHbIX YMNOJIHOMOUYEHHbIM defepasibHbiIM  OpraHoM
WUCMONTHUTENBHOW BNAacTU B OTHOLIEHUW TMPOU3BOACTBEHHON NIOWAAKM JIEKAPCTBEHHOIO
npenapaTta A8 MeAULMHCKOrO TMNPUMEHEHUs, FOoCyAapCTBEHHAas perucrpauuss KoToporo
noaATBEPXAAETCA B C/lyyae, €civM [MpoU3BOACTBO JIEKAPCTBEHHOro npenapata Aans
MEeAULMHCKOro NPUMEHEeHMUs ocyLLecTBnseTca B Poccuiickon degepaunu;

3) Konus BblAAHHOW YMNOAHOMOYEHHbIM OpPraHOM CTpaHbl MPOM3BOAUTENS JINLEH3UU Ha
NpoM3BOACTBO JIeKapCTBEHHOro npenapaTta 419 MeauUMHCKOro NpMMeHeHNs N ee nepesos Ha
PYCCKUN A3blK, 3aBEPEHHble B YCTAHOBJEHHOM MoOpsAKe, a TakKXe KOMuUS 3akl4YeHus o
COOTBETCTBUM MPOU3BOAUTENS JIEKAPCTBEHHbLIX CpeacTB TpeboBaHMAM MpaBwui Haasexallen
NPOM3BOACTBEHHOW MPaKTWUKW, BbIAAHHOIO YMNOJIHOMOYEHHbIM deaepasibHbiM  OpPraHoM
WUCMONIHUTENBHOM BNacTM B OTHOLWEHWM MPOU3BOACTBEHHOM MIOWAAKM JIeKapCTBEHHOro
npenapata Ana MeauMUMHCKOro TMpUMEHEHUS, OCyAapCTBEHHAs perucrpaunms KoToporo
NOATBEPXAAETCH, WM  KOMNUS  pelleHUss  yNnoJHOMO4YeHHoro deaepanbHOro opraHa
WUCMOSTHUTENBHOM BNAcTM O NPOBEAEHUUN WHCMNEKTUPOBAHUSA MPOU3BOAUTENS JIEKAPCTBEHHbIX
CpeAcTB B Ciyyae, ecin NPOM3BOACTBO JIEKAPCTBEHHOrO rnpenapaTta ANns MeauMLUHCKOro
NpUMeEHEHNS OCYLLECTBSIETCS 3a nNpeaenamu Poccuinckon deaepaumm.

(4yactb 4 B pea. PegepanbHoro 3akoHa ot 04.06.2018 N 140-®3)

4.1. B OTHOWEHUM BMONOrMYECKNX neKapCTBEHHbIX MNpenapaToB A9 MeAULUMHCKOro
NPUMEHEHNsT  3asiBUTeNb  AOMNOJHUTENbHO MNpeAcTaBnAsieT  pe3ynbTaTbl  MEpPonpuUAaTUN,
NpefyCMOTPEHHbIX MNaHOM YMpaB/ieHUSs pUCKaMu, YTBEPXAEHHbIM  YMNOJIHOMOYEHHbLIM
denepanbHbiM OpPraHOM WCMOAHUTENBHOM BAACTU MPU OCYLECTBNEHUM [OCYAapCTBEHHOM
perncTpaummn nekapCcTBEHHOro npenaparta Ans MeaAnUUMHCKOro NnpMMeHeHus.

(4yacTtb 4.1 BBeaeHa denepanbHbiM 3akoHOM 0T 04.06.2018 N 140-03)

4.2. K 3as8BfeHN0 0 NMOATBEPXKAEHUM FOCYAAPCTBEHHOW perucrpaumm nekapCTBeHHOro
npenapata Afs BeTEPUHAPHOro rMpUMEHEeHUa npunaralTcs AOKYMeHTbl, coaepxalme
pe3ynbTaTbl MOHUTOPUHIA 3hdPEKTUBHOCTN N 6e30MacHOCTN NeKapCTBEHHOro npenaparta Ans
BEeTEPUHapPHOro npuUMeHeHus, NpoBOANMOIO aepxartenem nnm Bnagenbuem
perncTpaumMoHHOro YyAOCTOBEpPEeHMsl JieKapCTBEHHOro npenapata Afls  BETepPUHApHOro
npuMeHeHns 60 YMNONHOMOYEHHbIM UM KPUAMYECKUM NNLOM, No ¢dopMe, YTBEPXAEHHOMN
YNOSHOMOYEHHbIM  denepanbHbiM  OpPraHoOM  UCMONHWUTENbHOMW BRactu, WU  AOKYMEHTHI,



yKasaHHble B NyHKTax 1, 2 - 2.2, noanyHkTtax "a", "6", "k", "n" nyHkta 4 yactn 3 ctatbun 17
HacToawero ®enepanbHOro 3aKoHa.
(4yacTb 4.2 BBegeHa denepanbHbiM 3akoHOM OT 04.06.2018 N 140-03)

4.3. C 3asBfIEHMEM O NOATBEPXAEHMN FOCYAAPCTBEHHOM perncrpaunm nekapcTBeHHOro
npenapata 3asiBUTENb NpeacTaBAsieT KOMWUK AOKYMEHTa, MoATBep)XAaawouwero ynaaTty
rocygapCTBEHHOM  MOW/AWMHbLI 3@  MNOATBEPXAEHME  rOCyAapCTBEHHOW  permcrpauuu
NIeKapCTBEHHOro npenapaTta, NAMbB0 MOXET nNpeaACTaBUTb YKas3aHHbIA  AOKYMEHT Mo
COBCTBEHHOM  MHMUMATMBE. B cnyyae  HenpeacTtaBfieHUss  yKa3aHHOro  AOKYMeEHTa
YNOMHOMOYEHHbIN deaepanbHbiii OpraH UCNOSIHUTENLHOM BfAcTU nposepsieT dakT ynnatbl
rocyJapCTBEHHOW TMOW/INHBI 3asABUTENIEM MNOCPeACTBOM WCMONb30BaHMSA WHOpMaunum o6
ynnate rocyaapCTBEHHOM MOLWAMHLI, coaepxawencss B FocynapCTtBeHHOM MHGPOPMaLMOHHOMN
CUCTEME O roCcyaapCTBEHHbLIX U MyHUUMNAMbHbLIX MfaTexaX, Ha OCHOBaHMKW NpeacTaB/IEHHOMN
3asBUTENIEM KONUKM AOKYMEHTA, NOATBEPXAAOLWEro ynaaTy rocyaapCTtBeHHOM NOLWINHBLI.
(4yacTtb 4.3 BBegeHa PenepanbHbiM 3akoHOM OT 04.06.2018 N 140-03)

5. B TeueHue pecsatm paboumx AHer CO AHS MPUHSATUSA 3asiBNeHUS O MOATBEPXAEHUU
rocyfapCTBEHHOW perucrpauum nekapcTBeHHOro npenapata M AOKYMEHTOB, coAepXalimx
pe3ynbTaTbl MOHUTOpUHra 3PpdeKTUBHOCTM M 6e30macHOCTM NeKapCcTBEHHOrO npenapaTa,
nNpoBOAMMOro  AepXxaTtenem  uauM  BnagenbueM  perncTtpaumoHHOro  yAOCTOBEpeHus
nekapcTBeHHoro npenapata Anbo  YyNO/IHOMOYEHHbIM UMW OPUAUMYECKUM  JINLIOM,
YNOSHOMOYEHHbIN defepanbHbli opraH MCNOSHUTENbHOMN BNAcTH:

1) npoBOAMT TMpPOBEPKY MOJMIHOTblI CBEAEHWUN, COAEPXALMUXCA B TMpPeACTaB/EHHbIX
3asBUTENEM JOKYMEHTAX;

2) NpUHUMaeT peleHue O NpoBeaeHUM unm o6 oTKase B MPOBEAEHUWN 3SKCMepTU3bl
OTHOLLUEHUS OXWAAEMOW TMMONb3bl K BO3MOXHOMY PWUCKY MNPUMEHEHUS J1IEKAPCTBEHHOrO
npenapata Ha OCHOBaHWM pPE3yNbTaTOB MOHUTOPUHIra 3PEdEeKTUBHOCTM U 6e30nacHOCTU
JIeKapCTBEHHOro npenapaTa, NPOBOANMOro AepXXaTesieM UM BraaesbLeM perncTpaumoHHOro
YAOCTOBEPEHUSA JNEKAPCTBEHHOro npenapata AMb0 YMOSIHOMOYEHHBIM WMMW HOPUONYECKUM
nMuoM, a Takxke deaepanbHbIM OPraHOM MWCMNONIHUTENbHOW BlIaCTU B COOTBETCTBUU C
TpeboBaHMAMK cTaTbh 64 HacTosiwero denepasnbHOro 3aKOHa;

3) yBegoMnseT B D3/IeKTPOHHOM dopMe UM nuMcbMeHHOM dopMe 3aaBuTensd u
3KCrepTHOe YyuypexaeHue O MNPUHATOM pelleHun nnbo B cnydyae npuHATUS pewleHus ob
OTKase B NpoBeAeHMN SKCNepTU3bl yKasbiBaeT NPUYNHbI TaKOro OTKasa.

6. B cnydae BbISBNEeHUA HeAOCTOBEPHOCTU U (MAW) HefoCTaTOYHOCTU MHbopMaumu,
copepxalwiencs B NpeacTaBfieHHbIX — 3asBUTENEM  AOKYMeHTaX,  YMNOJIHOMOYEHHbIN
denepanbHbIi OpraH UCMOMIHUTENbHOW BNAaCTU HanpasaseT 3asBUTENO 3anpoc 06 yTOYHEHUN
yKasaHHOM MHdopMaunm. 3anpoc ynosHOMo4YeHHoro deaepanbHOro opraHa UCNosTHUTENbHOMN
BflaCTM MoXeT ObiTb nepeAaH YMNOSIHOMOYEHHOMY MpeacCTaBUTENIO 3asBUTENS JIMYHO NOA
pacrnucky, HanpasneH No no4yte 3aka3HbiM NMUCbMOM WU NepefaH B 3/71eKTPOHHON dopMe no
TeneKOMMYHWKALNOHHbIM KaHanam CBS3W. B cnyvae HanpasneHus  3anpoca
YNOSIHOMOYEHHOro deaepanbHOro opraHa MWCMOJIHUTENIbHOW BNACTUM MO MOYTE 3aKa3HbIM
MMUCbMOM OH CYMTAEeTCA MNOSYYEHHbIM MO WCTEYEHUW LWeCTU AHEeW C AaTbl HarnpasleHus
3aKa3Horo nucbMa.

7. 3asaBuTenb 06s3aH NpeacTaBUTb OTBET Ha 3arnpoc YMOJIHOMOYEHHOro deaepanbHOro
opraHa WUCMoJSIHUTENbHOMN BNacTU B CPOK, HE MPEeEBbIWAOWMNIA AEBSHOCTA pabounx AHEN CO AHS
ero nonyyenus. CpokK, yKasaHHbIA B 4yacTu 5 HacTosilleln CcTaTbW, NPUOCTaHABIMBAETCSA CO
OHS  HanpaB/ieHMs  3asaBUTEN0  3anpoca YMNO/JHOMOYEHHOro deaepanbHOro opraHa
WUCMONHUTENBbHOMN BNACTM A0 AHSA MONYYEHUS UM COOTBETCTBYIOLLErO OTBETA M HE YYUTbIBAETCS
NpU WCYUCNEHUN CpOKa MOATBEPXAEHUSA TOCYAAPCTBEHHOW perncrpaumm eKapCTBEHHOro
npenapara.

8. OcHoBaHMeM an4 oTKasa B npoBeaeHNN 3KCNEPTU3bl OTHOLUIEHUSA 0XXNAAEMOWM NOJb3bl
K BO3MOXHOMY PWUCKY MNPUMEHEHUNA NEKAPCTBEHHOIO MNpenapata ABAAETCA NnpeacrtaBieHUNeE
AOKYMEHTOB, coAep>Xallnx pe3y/ibTaTbl MOHUTOPUHra 3(beeKTVIBHOCTVI n 6e3onacHoOCTH
NeKapCTBEHHOINo npenaparta, w“ (VIJ'IM) B OTHOWeEHMN 6KoNnornyeckmnx NEeKapCTBEHHbIX



npenapaToB pe3y/ibTaTOB OCYLIECTB/IEHUS MEpPonpuUsSTUA B COOTBETCTBUM C  MJIAHOM
ynpaBneHUss puUCKaMK, YTBEPXAEHHbIM  YMOJIHOMOYEHHbIM  dedepasibHbiM  OpraHoM
NCMONTHUTENbHOW BacTu npu OCYLLECTB/IEHUU rocyAapCTBEHHOW perucTpauum
NeKapCTBEHHOro  npenapata, B  HEMNO/JHOM  ob6beMe, OTCYTCTBME  WMHGOpMauuu,
noaTBepxaatowenn dakT ynnatbl rocyAapCTBEHHOM  MOWJMHBbI 3@  NOATBEPXAEHUE
roCyAapCTBEHHOW perucTpauum JeKapCTBEHHOro npenapaTta, avMbo HenpeacTaBleHUue
3asiBUTENEM B YCTaHOBJIEHHbIN CPOK OTBETA Ha YKas3aHHbIM B 4acTuM 6 HacTosLWen cTaTbu
3anpoc  YMNoOSIHOMOYEHHOro eaepanbHOro oOpraHa WCNOMHUTENbHOM BNacTM, a TakXxe
OTCYTCTBME B yKa3aHHbIX AOKYMEHTax MHMOpMaLmMm, KOTopas A0JKHA ObiTb B HUX OTpaXeHa.

9. DKkcrnepTu3a OTHOWEHUSA OXWAAeMOW NOJb3bl K BO3MOXHOMY PWUCKY MNpPUMEHEeHUs
NeKapCTBEHHOro npenapaTta B UeNnax MNOoATBEPXAEHUS TrOCyAapCTBEHHOW peruvcrpaumu
NeKapCcTBEHHOro npenapaTta NpoOBOAUTCS KOMUCCUMEWN SKCMEepPTOB 3KCMEPTHOro y4ypexaeHus B
CPOK, He npeBbllaloLWnin copoka pabounx aHen.

10. B cnyyae HeaoCTaTOYHOCTW NpeACTaBfEeHHbIX 3KCNepTy MaTtepuanoB AN Aayu
3aKayeHnsa  akcnepT obpawaeTcs K pyKOBOAUTEN  IKCMEPTHOro  yypexaeHus o
npeaocTaBNeHnn eMy HeobxoAMMbIX MaTepuanosB. PykoBoAMTENb 3KCMEPTHOrO y4ypexaeHus
obpalllaeTca C COOTBETCTBYHLIMM 3arNpocoOM B YMNO/JHOMOYEHHbIN deaepanbHblA OpraH
NMCNONMHUTENbHOM BNAacTW, BblAABLIMIM 3ajaHMe Ha NpOBeAEHME 3KCNepTU3bl OTHOLIEHMUS
0XMAaeMon nosib3bl K BO3MOXHOMY PUCKY MNPUMEHEHUS NeKAapCTBEHHOro npenapaTa Ha
OCHOBaHMW [OKyMeHTa, coJepXalwero pe3ynbTaTbl MOHUTOPUHIra 3GMMdEKTUBHOCTM W
6e3omacHOCTM NnekapcTBEHHOro npenapata. B TeueHue natm paboumx [AHENM CO  AHSA
NOCTYNJIEHMS 3anpoca PyKOBOAWUTENSI 3KCMEPTHOrO y4YpexaeHUs yKasaHHbI deaepanbHbli
opraH WCMNOJIHUTENbHOM BfaCTU HanpaBnseT 3asBUTEN0 3anpoc O NpeacTaBleHumn
HeobXxoaMMbIX  MaTepuanoB, KOTOpbIn  MOxeT 6biITb nepegaH  yNoO/IHOMOYEHHOMY
NpeACcTaBUTENO 3as8BUTENS JIMYHO MO PacnuCKy, HanpasieH Mo NoYTe 3akKa3HbiM MUCbMOM
WKW nepefaH B 3/1IEKTPOHHOM (opMe Mo TeNeKOMMYHMKaUWOHHbIM KaHanam cBasn. B cnyuae
Hanpas/ieHMs 3anpoca YNoJHOMOYEHHOro dheaepasbHOro opraHa UCNOSIHUTENbHOW BNAcTu Mo
noyTe 3aka3HblM MUCbMOM OH CYMTAETCS MOJIyYEeHHbIM MO WUCTEYEHWUM LEeCTU AHEen C AaTbl
Hanpas/ieHMs 3aKa3HOoro nucbMa.

11. 3aasutenb 0653aH NpeacTaBMTb OTBET Ha 3arnpoc YNOJIHOMOYeHHOro deaepanbHOro
opraHa WCMONHUTENbHOM BNACTM B CPOK, HE MpeBbIAKWNMA WecTuaecaTu pabounx aHen co
OHS  NONyYeHMs  yKas3aHHOro  3anpoca. YMNoJIHOMOYEHHbIM  deaepanbHblii  opraH
WUCMONMHUTENBbHON BNacTW, BblAaBLWKWWA 3adaHWe Ha npoBeAeHMe 3KCNepTM3bl OTHOLLUEHUS
OXWAAEMOM NOSb3bl K BO3MOXHOMY PWUCKY MPUMEHEHUS JIeKapCTBEHHOro npenaparta Ha
OCHOBaHMW [OKYMeHTa, coaepXalero pesynbTtaTbl MOHUTOPUHIa 3(MEHEKTUBHOCTM ¢
6e30MacHOCTM NeKapCTBEHHOrO npenapata, B TedyeHue nsATM paboumx [OHEen Co  AHS
NOCTYM/JEHNS OT 3asiBUTeNs OTBeTa Ha 3anpocC YMOJIHOMOYEHHOro deaepanbHOro opraHa
WMCNONHMUTENbLHON BNACTU HamnpaBnseT 3TOT OTBET B 3KCMepTHOe yupexaeHue. B cnydae
HEeNpeACTaB/IEHMSA MO WUCTEYEHUM LIECTMAECATU paboumx [HeK 3asBuTesieM OTBETa Ha
yKa3aHHbIA 3anpoc YMoOJIHOMOYEHHbLIN deaepanbHblii  OpraH WCNOAHUTENbHOW BRacTy,
BblOaBLWMIM 3af4aHMe Ha nNpoBeAeHMe 3SKCNEepPTU3bl OTHOLIEHMS OXWOAEMOM Nofb3bl K
BO3MOXHOMY PWCKY MNpPUMEHEHMUS JIeKapCTBEHHOro npernapata Ha OCHOBaHWM [OOKYMEHTa,
coaepxallero pesynbTaTbl MOHUTOPUHIa 3P@PEeKTUBHOCTU M 6€e30MacHOCTM NeKapCTBEHHOrO
npenapata, B TedeHMe naTM paboumx [HEN HanpaBnseT B 3KCNEPTHOE y4dpexaeHue
yBeAOMJIeEHME O HenpeacTaBeHUM 3asiBUTENIEM OTBETA Ha 3arpoc YKa3aHHOro opraHa. Bpems
CO AHS HanpaBJ/ieHMs 3anpoca 3KCMNEPTHOro y4dpexaeHust B YNOJHOMOYEHHbIN denepasnbHbIi
OpraH WCMNOJSIHUTESIbHOM BfacTM A0 AHS MOJIYYEHUS 3KCNEPTHbIM y4ypexaeHMeM OTBeTa Ha
3anpoc WM yBeAOMJIEHUSI O HenpeacTaB/eHMM OTBETa Ha 3arnpocC He Yy4YUTbiBaeTcs npu
NCUYMNCNEHUN CPOKA NMPOBEAEHUS SKCNEPTU3bl OTHOLIEHMNS OXWMAAEMOM MOSb3bl K BO3MOXHOMY
PUCKY MNPUMEHEHMS JIeKapCTBEHHOro npenapata Ha OCHOBaHMW AOKYMEHTa, COoAepiKallero
pe3ynbTaTbl MOHUTOPUHIa 3MPHEKTUBHOCTU M 6€30MacHOCTU JIeKapCTBEHHOrO Npenapara.

12. B cpokK, He npeBblWaWmin aecatn paboumx AHEN CO AHS MONYYEHUS 3aK/IHYEeHUs
KOMUCCUM IKCNEpPTOB MO pe3ynbTaTaM 3KCNEepTU3bl OTHOWEHUS OXWMAaeMon Monb3bl K
BO3MOXHOMY  PUCKY TMNpPUMEHEHUs  fleKapCTBEHHOro npenapaTta, COOTBETCTBYHOLWMUN
YNOSTHOMOYEHHbIN denepasnbHbIi opraH MCNOSTHUTENbHOM BNAcCTn:



1) ocywecTBNSET OUEHKY 3TOro 3aK/YeHUs ANsl onpefdenieHusl ero COOTBETCTBMS
3aZlaHuI0 Ha NpoBeAEeHME YKa3aHHOW 3KCrnepTusbl;

2) NMpUHUMaET peweHne 0] noaTBEP>XAEHNN FOCY,D,apCTBeHHOVI perncTtpaunm
NEeKapCTBEHHONoO npenaparta wWin 06 oTkaze B noarBep>XXaeHnn FOCYD,apCTBeHHOVI
peErncTtpaunm neKapCTtBeHHOro npenaparta,

3) BHOCUT MpU MNPUHATUN pELLUEHUS O MOATBEPXAEHUU rOCYAapCTBEHHOW perucTpauuu
NIeKapCTBEHHOr0O MnpenapaTta CBEeAEHMUS B rOCYAapCTBEHHbIN PeecTp JIEKAPCTBEHHbLIX CPEACTB
M BblAAET 3aABUTENO 6ECCPOYHOE PErucTpaLMOHHOE Y/AOCTOBEPEHUE J1IEKAPCTBEHHOIO
npenaparTa.

13. OcHoBaHMeM pns oOTKasa B MNOATBEPXAEHUM TOCYAAPCTBEHHOM perncrpauum
NeKapCTBEHHOro npenaparta SBASeTCA 3aK/lyeHne COOTBETCTBYHOWEro YnoJHOMOYEHHOro
denepanbHOro oOpraHa MWCMNOMHWUTENbHOMW BAAcTM O TOM, 4YTO PUCK MPUYMHEHUS Bpeaa
340pOBbI0 4YenoBeKa WM XMBOTHOrO BCAeACTBME MpuMeMa JieKapCTBEHHOro mnpenaparta
npesblwaeT 3pPEKTUBHOCTbL ero NpMMeHeHus.

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

14. B nepmoa nposeaeHus npouenypbl NOATBEPXAEHMS rocy4apCTBEHHOM permcrpaumm
JIeKapCTBEHHOro  rnpenapata ero obpaweHme B  Poccuiickon  depepaumm  He
npuoCTaHaBNMBaETCH.

15. [onyckaeTtca obpalleHne NeKapCTBEHHbIX TMpenapaTtoB And MeAULMHCKOro
NPUMEHEHUS A0 UCTEYEHUS CPOKa rOAHOCTM, NMPOU3BEAEHHbIX B TEYEHME CTa BOCbBMUAECATU
KaneHAapHbIX [AHEel nocne AaTtbl MPUHATUA  YMOSIHOMOYEHHbIM deaepanbHbiM  OpPraHoM
NCMONTHUTENBHOW BNACTU PELIEHNA O MNOATBEPXKAEHUN TFOCYAAPCTBEHHOW perncrpauvun, B
COOTBETCTBUM C UHDOPMALME, COAEPKALLENCA B AOKYMEHTAX PErncTpaLMOHHOro 0ChE Ha
NEKAPCTBEHHbIN NpenapaT A0 AaTbl MPUHATUSA TAKOrO pPeLLIEHUS.

Cratbsa 30. BHeceHMe U3MeHeHU B AOKYMEHTbI, coAepKalumecsa B permcTpaumoHHOM Aocbe
Ha 3aperMcTpuMpoBaHHbIN NieKapCTBEHHbINW NpenapaT Anst MegULMHCKOro NpuMeHeHus

1. B uensax BHeCeHUS U3MEHEeHWI B AOKYMEHTbl, CoAepXaluecs B perncrpaumoHHOM
[0Cbe Ha 3aperucTpMpoBaHHbIN NeKapCTBEHHbIN nNpenapaTt AN MeauUMHCKOro NpUMEHeHus,
AepXxaTtenb unuM Bnagenel pernctpaumMoHHOro yAOCTOBEepeHUs fieKkapCTBEHHOro npenaparta
WAM YNOSIHOMOYEHHOE WM Apyroe wpuandeckoe nuuo (Aanee B HACTOAWEN CcTaTbe -
3asBuTeNb) NpeacTaBnseT B YNOJHOMOYEHHbIN dpeaepanbHblii OpraH UCMOJHUTENbHOM BacTu
3asB/ieHMe O BHECEHUW TaKUX MU3MeHeHuin no ¢dhopMe, YCTAHOBMAEHHOW YMNONHOMOYEHHbIM
denepanbHbiM OpPraHOM WCMOAHUTENBHOM BAACTW, WU MNpuiaraeMmble K HEMY W3MEHeHUs B
yKasaHHble AOKYMEHTbl, a TakXe AOKYMEeHTbl, noaTeepxjatowmne HeobXoaAnMOCTb BHECEHUS
TaknUX U3MEHEHUN.

(B peqn. PepgepanbHbiX 3aKOHOB OT 22.12.2014 N 429-03, ot 04.06.2018 N 140-03)

1.1. MNpn HeEO6XO0AMMOCTU BHECEHUS B AOKYMEHTbI, COAEpXKalLMecss B permcTpaunmoOHHOM
AOCbe Ha 3aperncTpupoBaHHbIA NEKApPCTBEHHLIN npenapaT AnA8 MeANUMHCKOro NpUMEHEHUS,
M3MEHEHWN, YKa3aHHbIX B MYHKTE 3 4acTuM 2 HACTOsLWeEN CTaTbl M TpebyLwmnx nposBeaeHus
3KCNEepPTM3bl KayecTBa NIeKapCTBEHHbIX CPEACTB, 3asBMTE/Nb AOMONHUTENbHO NPeAacTaBaseT B
YNOMHOMOYEHHbIN deaepanbHblii OopraH MCNOMHUTENbHON BNAacTU KOMWUKD NUMLUEH3UM Ha
NnpoM3BOACTBO JIEKAPCTBEHHbIX CPEACTB WM KOMUIO 3aK/JIKYEHUSs O COOTBETCTBUMU
nponssoamTens NleKapCTBEHHbIX CpeacTs TpeboBaHMAM npasun Haanexalluen
NPOM3BOACTBEHHOW MPaKTUKW, BblAAHHbLIX YMOJHOMOYEHHbIM deaepasibHbiIM  OpPraHoM
UCMOSTHUTEbHOM B/N1ACTU B  OTHOLUEHWUU M3MEHEHHON 7] (vnn)  poNOSIHEHHOM
NpoM3BOACTBEHHOW MNJOWAAKM NIEKapCTBEHHOro npenapaTa, B Cny4dae, eCcnm npom3BoACTBO
NleKapCTBEHHOro npenapaTta ocyuwectensetrcas B Poccuiickonn ®epepaunn, nunbo Konuto
BblAAHHOW YMOSIHOMOYEHHbIM OPraHoM CTpaHbl MPOM3BOAUTENS JIMLEH3UM Ha MPOM3BOACTBO
NleKapCTBEHHOro npenapaTta U ee NepeBoa Ha PYCCKUIA A3blK, 3aBEPEHHble B YCTAHOBIEHHOM
nopsigke, a TaKkXe KOMUIO 3aKJ/IIOYEHUSS O COOTBETCTBUMM MNPOM3BOAUTENS JIeKAapCTBEHHbIX
cpeacte TpeboBaHUSIM NpaBua Haanexalwen MNpon3BOACTBEHHOW MPaKTUKK, BblAAHHOIO
YMNOJIHOMOYEHHbIM  deaepanbHbiM  OPraHOM  WMCMNOJSIHUTENIbHOW BNAacT B OTHOLUEHUMU



U3MEeHEeHHOW n (MAK) JAOMNOSIHEHHOW NPOU3BOACTBEHHOM MNJIOWAAKM  JIeKapCTBEHHOro
npenaparta, Win KOnuio peleHns yrnoaHOMOYEHHOro denepanbHOro opraHa MCNOSIHUTENbHOMN
BNaCTU O NpoBeAEHUN MHCNEKTUPOBAHUS NPOU3BOAUTENS JleKapCTBEHHbIX CpeacTB B Clyvyae,
eCcnm Npomn3BOACTBO NIEKAapCTBEHHOMO NpenapaTta ocyLecTBAseTca 3a npeaenamm Poccminckonm
denepauunn.

(yacTtb 1.1 BBegeHa denepanbHbiM 3akoHOM OT 04.06.2018 N 140-03)

1.2. MNpn HeobxoaMMOCTN BHECEHMUS B AOKYMEHTbl, coAepXalinecs B perncrpaumoHHOM
[O0Cbe Ha 3aperucTpupoBaHHbIN NeKapCTBEHHbIN npenapat AN MeaUUMHCKOro NpUMEHeHus,
W3MEHEHWN, yKa3aHHbIX B NYHKTe 4 yacTu 2 HacTosAwen ctaTtbMn U Tpebylowmnx nposeaeHus
3KCrnepTM3bl KayecTBa JleKapCTBEHHbIX CPeAcCTB, 3asBUTENb AOMNOSHUTENIbHO NpeacTaBnseT B
YNOSHOMOYEHHbIN denepanbHbli  OpraH WCNOSHUTENIbHOW BACTU  KOMWUIKO JIMLEH3UU Ha
NpOU3BOACTBO NIEKApCTBEHHbIX CPeACTB  WAM  KOMUIO  3aK/lo4YeHUss O COOTBETCTBUMU
nponssoauTens NeKapCTBEHHbIX cpencTs TpeboBaHuAM npasun Haanexatemn
NpOU3BOACTBEHHOMW MNpPaKTUKK, BbIAAHHbLIX YMOJHOMOYEHHbIM deanepanbHbIM  OpraHoM
WUCNOMHUTENbHON BNACTU B OTHOLWEHWU MNPOU3BOACTBEHHOM MNJIOWAAKN JIeKapCTBEHHOro
npenaparta, B cllyyae, eciu Mpou3BOACTBO JSIEKApPCTBEHHOro npenaparta OCyLecTBASeTCs B
Poccuinickon @epepaumn, nmb0 KOMUIO BbIAAHHOW YMNOJIHOMOYEHHbLIM OpraHoM CTpaHbl
npousBoauTeNns NUMUEH3MM Ha NPOU3BOACTBO JIEKAPCTBEHHOro npenapaTta U ee nepesBoj Ha
PYCCKUA $A3blK, 3aBepeHHble B YCTaHOB/IEHHOM MNOpsAKe, a TakXe KOMUIo 3ak/loveHus o
COOTBETCTBUMN MNPOU3BOAUTENS NIeKApCTBEHHbLIX CpeAcTB TpeboBaHWAM NpaBwui Haanexallemn
NPOM3BOACTBEHHOM MNPaKTUKW, BbIAAHHOIO YMOJIHOMOYEHHbIM deaepanbHbIM  OpraHoM
NCNONHUTENbHOM BNAcTM B OTHOLWEHUW MPOU3BOACTBEHHON NMOWAAKM NeKapCTBEHHOro
npenaparta, Uan KOmnuio peleHns ynolHOMOYEeHHOro geaepanbHOro opraHa UCNoNHUTENbHOM
BflAaCTM O MpPOBEAEHUN MUHCMNEKTUPOBAHUSA MNpPOU3BOAUTENS JleKapCTBEHHOro CpeacTBa B
cny4vae, ecnm NpoOv3BOACTBO JIEKapCTBEHHOrO rnpenapaTta OCyLWeCcTBASeTCs 3a npeaenaMmu
Poccuiickon degepauyunn.

(yacTtb 1.2 BBEeaeHa denepanbHbiM 3akoHOM OT 04.06.2018 N 140-03)

1.3. TlpuHATHME pelweHns O BHECEHUN U3MEeHEeHUN unm o6 oTKasze BO BHECEHUU
N3MEeHeHUN B AOKYMEHThI, cogepxatmecs B perucTpayMoHHOM Aocbe Ha
3aperucTpupoBaHHbIN NeKapCTBEHHbIN npenapaT Ansg MeAWMUMHCKOro NMpUMEHeHusa, B cnydae
HeobXoAMMOCTN TMpOBEeAEeHUS 3KCNepTU3bl KayecTBa JIeKapCTBEHHbLIX CpeacTB U (Mnu)
3KCMNepTu3bl OTHOLWEHUS  OXWAAeMOW MoNb3bl K BO3MOXHOMY PWUCKY TMPUMEHEHUS
neKapCcTBeHHOro npenaparta 479 MeAUUMHCKOro MNpPUMEHEHUS OCYLLECTBISeTCS B CpPOK, He
npesblWaOWMn  AeBsHOCTa pabounx [AHer, a B OCTalbHbIX CAyyasx B CPOK, He
npesblWaWwmn Tpuauatnm pabounx AHEN Co AHA NPUHATUS YNONHOMOYEHHbIM deaepanbHbIM
OpraHoOM MCMNOJSIHUTENBbHOW BNAcTN 3a8BNEHNSA O BHECEHUM TaKUX U3MEHEHUN.

(yacTtb 1.3 BBEeaeHa denepanbHbiM 3akoHOM OT 04.06.2018 N 140-03)

2. DKCMepTM3a NIEKApPCTBEHHbIX CPEeACTB B YaCTW 3KCNEpPTU3bl KayecTBa NeKapCTBEHHOIO
cpeactBa M (MNK) 3KCNEPTM3bl OTHOLIEHWUS OXWAAEMOW MOJb3bl K BO3MOXHOMY PUCKY
NPUMEHEHUS JIEKApPCTBEHHOro npenapaTta And MeAULMHCKOrO MPUMEHEHUA MPOBOAUTCA B
C/lyyae BHECEHUS U3MEHEHUN B AOKYMEHTbl, COAepXallneca B perncTpaluMoHHOM [0Cbe Ha
3aperucTpMpoOBaHHbIN IEKAaPCTBEHHbIM NMpenaparT, B OTHOLLIEHUN:

1) cBedeHWlt, YKas3aHHbIX B  MHCTPYKUUM MO  MEAULMHCKOMY  TMPUMEHEHUNIO
NTEKApCTBEHHOro Npenapara:

a) NneKapCcTtBeEHHaA cbopMa C yKasaHumem HauMeHOBaHUMN N KOJMYECTBEHHOro COCTaBa
ﬂ,el\/‘lCTBy}OLIJ,VIX BEWECTB WM Ka4yeCTBEHHOINo COCTaBa BCMNOMOraTes/ibHbIX BELWECTB (I'Ipl/l
Heo6Xx0AMMOCTM KONMMYECTBEHHOIO COCTaBa BCNOMOraTefbHbIX BELLI,eCTB);

6) dapmakognHamMnuka u dapMakoknHeTnka (3a WUCKAOYEeHnEM QapMaKOKUHETUKN
roMeonaTnyeckmMx JieKapCTBEHHbIX MNpenapatoB W pacTUTENbHbIX  JIeKapCTBEHHbIX
npenapartoB);

B) NOKa3aHWsa ANa NPpUMEHEHUS;

r) NpoTUBOMNOKasaHusa Ans NMPUMEHEHUS;



) Mepbl NPeAOCTOPOXHOCTM NPU NPUMEHEHUN;

e) yKasaHue BO3MOXHOCTM M OCOBEHHOCTEN MPUMEHEHUA NEKapCTBEHHOrO npenapaTta
AN MEAULMHCKOrO TMNPUMEHEHUSS 6epeMEHHbIMU XEHLUMHAMW, >XXEHLUMHAMWU B Mepuoa
rPYAHOr0 BCKapM/IMBaHWUA, AETbMU, B3POC/bIMU, UMEIOLWMMN XPOHUYECKME 3a60neBaHuns;

X) peXuM [03MpoBaHUsl, cnocobbl BBEAEHUS U MPUMEHEHMUS, NPU HEOBXOANMMOCTU BpeMs
npueMa neKkapCTBEHHOro npenapaTa, NPOAO/IKUTENbHOCTL SlIeYeHUs, B TOM Yncne y aeTen 40
M Nnocne oO4HOro roaa;

3) BO3MOXHble MOBOYHbIE [AENCTBUA U HEXenaTesbHble peakumMm Mpu MpUMEHEHUN
NleKapCTBEHHOro NpenapaTa;

M) CUMNTOMbI Nepeao3nPOBKM, MepPbl MO OKa3aHMIO NMOMOLLM NpU Nepeao3npoBKe;

K) B3aMMOAEeWNCTBME C APYTMMU NeKapCTBEHHbIMW npenapatamMm u (UanM) nNUWEeBbIMU
npoayKramu;

n) dopMbl BbiNycka eKapCTBEHHOrO NpenapaTa;

M) yKaszaHume (npun HeobxogmmocTtn) ocobeHHOCTEN AOENCTBUSA JIeKapCTBEHHOro
npenaparta Npv NepBOM NpuUeMe Uan Npu ero OTMeHe;

H) CBeAeHWS O BO3MOXHOM BJIMSSHUM NIeKapCTBEHHOro npenapaTta Ans MeAULMHCKOro
NPUMEHEHMS Ha CNOCOBHOCTb yNpaBnaTb TPAHCMOPTHLIMM CPeACTBaAMU, MEXAHU3MaMU;

0) CPOK FOAHOCTM M yKa3aHMe Ha 3anpeT NpUMMEHEHUS JIEKApPCTBEHHOro npenapaTa no
NCTEUYEHUM CpOKa FrOAHOCTU;

n) yCNoBus XpaHeHus;
p) ycnosus OTNycka;
2) cocTaBa JleKkapCTBEHHOro npenaparta 4as MeamumMHCKOro NpuMeHeHus;

3) M3MEHEHNA MECTa Npoun3BOoACTBa JIEKAPCTBEHHOIO Mnpenapata Anda MeanunHCKOro
npUMEHeHN4,

4) M3MEHEHNS NoKasaTesiell KayecTsa NEKapCTBEHHOINoO npenapata Ana MeANLUMHCKOro
NMPUMEHEHNA U (MJ'IVI) METOAOB KOHTPOJZIA Ka4yecCcTBa JIEKApPCTBEHHOro npenaparta And
MEANLIMNHCKOIoO NpUMEHEHUA,;

5) MW3MeHeHusl Ccpoka TrOAHOCTM JIeKAapCTBEHHOro mMpenapata AN MeAULMHCKOro
NpPUMEHEHUS ;

6) cBeaeHUn O HeobXOoAMMOCTU BHECEHUS WHbIX WU3MEHEHUA B MHCTPYKUWUIO 1O
MeAVUMHCKOMY MPUMEHEHUIO NIeKapCTBEHHOro rpenapaTta, a TakXe B WHble [OKYMEHTHI,
cogepxawpmecs B perncrtpaumMoHHOM [OCbe Ha 3aperucTtpmpoBaHHbl  JIeKapCTBEHHbIN
npenapat. [1pn 3TOM pelleHne 0 NpoBeAeHUN IKCMepTU3bl KAaYecTBa JIeKapCTBEHHbLIX CPeACcTB
N (MAKN) 3KCNEpTU3bl OTHOLUEHUS OXMAAEMOW MNOMb3bl K BO3MOXHOMY PWUCKY MNPUMEHEHUS
neKapCcTBEHHOro npenapaTa 418 MeauumMHCKOro nNpuMeHeHns NpMHMMaeTCs B COOTBETCTBUU C
YTBEPXAEHHON  YMNOJIHOMOYEHHbIM  defepasibHbiM  OpPraHoOM  MUCMOJHWUTENBbHOMW  BNacTu
Knaccmdukaumen n3MeHeHum, BHOCUMbIX B AOKYMEHTbI, coAepXXalimecs B perMcTpauMoHHOM
[0Cbe Ha 3aperucTpmMpoBaHHbIN NeKapCTBEHHbIA Npenapar.

(4acTtb 2 B pea. PegepanbHOro 3akoHa oT 22.12.2014 N 429-03)

3. C 3asBneHMEM O BHECEHWM U3MEHEHWN B [AOKYMEHTbl, CcoAepXalunecs B
pPErMcTpauuMoHHOM [AOCbe Ha 3aperncTpMpoBaHHbIM  NIEKAPCTBEHHbIM  MpenapaTt  Ans
MEeAULMHCKOrO MPUMEHEHUS, Hapsiay C AOKYMEHTaMM, yKa3aHHbIMW B 4acTu 1 HacToslewn
CTaTbW, 3asBUTENb MNpPEeACTaBAsSEeT KOMUM  AOKYMEHTOB, MOATBEpXAalWwMX ynnaTty
rocyapCTBEHHONM MOLWWIMHbI 3@ BHECEHWE B AOKYMEHTbI, coaepXalmecs B perMcTtpaumoHHOM
[OCbE Ha 3aperucTpMpoBaHHbIN IeKapCTBEHHbIM NMpenapaTt Ans MeaMUMHCKOro NpuMeHeHus,
N3MEHEHUN, Tpebylwmx nNpoBEeAEHUS 3KCMNEepTU3bl JIeKapCTBEHHbIX CpPeaACTB B 4acTu



3KCNEepTM3bl KayecTBa JieKapCTBEHHOro cpeacrtea W (MAKW)  3KCNEPTM3bl  OTHOLUEHMS
OXWOAEMOW MONb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NEKapCTBEHHOro npenapaTta Ans
MEANLMHCKOrO MNpPUMEHEHMUS, rOCyAapCTBEHHOW MOW/NHbI 3@ BHECEHME B [AOKYMEHThI,
coagepxkaliMecs B pPeructpauMoHHOM [AOCbE Ha 3aperucTpupoBaHHbIA  JIEKAPCTBEHHbLIN
npenapat A4Ana MeAMUMHCKOro MNpUMEHEHUS, WU3MEHEHWI, He Tpebywmnx npoBeaeHUs
3KCNEepTM3bl JEKApPCTBEHHOro cpeactsa, nnMbo BhNpaBe nMpeactaBuUTb NO  COBCTBEHHOM
MHULMATUBE YKasaHHble AOKYMEHTbl. B cnyyae ux HenpeacTtaBfieHUS YMOSHOMOYEHHbIN
denepanbHbIii OpraH MCNOJIHUTENbLHOW BMacTu nposepseT daKT ynnaTbl rocyaapCTBEHHbIX
MOLUMH 3aaBUTENEM nocpencTsoM MCMonNb30BaHMs MHopMaunm o6 ynnate
rocyAapCTBEHHbIX NOLWWJIMH, coaepXallerica B FocyaapCTBEHHOM MHPOPMAUNMOHHON CUCTEME O
rocyJapCTBEHHbIX M  MYHMUMNANbHbLIX MjaTeXxax, Ha OCHOBaHWM NpeacTaB/eHHbIX
3asBUTENIEM KOMNUI AOKYMEHTOB, NOATBEPXAAOLWMX YNaTy rocyaapCTBEHHOW MOLUIMHGI.
(yacTtb 3 B peq. PegepanbHOro 3akoHa ot 22.12.2014 N 429-03)

4. B TeuyeHne pecdatu pa6oqu OHel co AHs NoCTyna€EHNA YyKa3aHHOro B 4actu 1
HaCTOSWEN CTaTbM 3a8BNIEHNS U HEOBXOAUMbIX AOKYMEHTOB ynOﬂHOMOquHbIVI q)ep,epaanblﬁ
opraH WUCMOSIHUTENIbHOWN BNacTun:

1) npoBoAMT NpPOBEPKY MOJIHOTbI WM [AOCTOBEPHOCTM CBEAEHUN, COAEPXALMXCS B
npeacTaB/ieHHbIX 3asaBUTENEM MaTepuanax;

2) NpPUHUMAET peLleHne O MNPOBEAEHUM YyKasaHHbIX B 4YacTM 2 HaCToOsILWEN CTaTby
COOTBETCTBYHOLLMX SKCMEPTU3 JIEKAPCTBEHHOIO CPeACTBa UM 06 0TKase B UX MPOBEAEHUN;

3) yBeaoMnsieT B 3EKTPOHHOMW WM MNUCbMEHHON dopMe 3asaBuTenss O MNPUHATOM
peweHnn unan B cilyyae NpuHATUA peleHns 06 OTKase B NpoBeAEeHUM COOTBETCTBYHOLLEWN
3KCMNepTM3bl C YKa3aHUeM NpUYUH Takoro oTkasa.

(B pea. ®enepanbHOro 3akoHa oT 22.12.2014 N 429-03)

4.1. B cny4dae BbIIBieHUS HeAOCTOBEPHOCTU  CBEAEHUM, coaepXalwumxcs B
npeAcTaBfeHHbIX 3asdBuTeneM MaTepuanax, YMNoJIHOMOYeHHbI denepanbHblin  opraH
WCNOMHUTENbHON BfacTU HanpasnsdeT 3asaBUTENt0 3anpoc 06 YTOYHEHMW YKa3aHHbIX
cBegeHUin. [aHHblA 3anpoc MoxeT 6biTb nepefaH YMNOSHOMOYEHHOMY npeAcTaBUTento
3asaBUTENa SIMYHO NOJ pacrnucky, HanpasfeH No no4yte 3aka3HbiM MUCbMOM UK rMepejaH B
3NEKTPOHHOM opMe Mo TeeKOMMYHUKALUWMOHHbIM KaHanaM CBA3M. B cnyyae HanpasneHus
JaHHOro 3anpoca no no4yTe 3aKas3HbIM MUCbMOM OH CYMUTAETCH MOJSIYYEHHbIM MO UCTEYEHUMU
WeCcTu AHEeN C AaTbl HanpaB/ieHUS 3aKa3Horo NUcbMa.

(4yacTtb 4.1 BBegeHa PenepanbHbiM 3akoHOM OT 25.11.2013 N 317-03)

4.2. 3asBuTenb o06a3aH nNpeacTaBUTb OTBET Ha 3anpoc  YMNOJIHOMOYEHHOro
denepanbHOro opraHa WCNOJHUTENLHOW BNAcTUM B CPOK, He MNpeBbllIAKOWMNIA AeBAHOCTA
paboumnx AHEN CO AHSA MOoNy4yeHus AaHHoro 3anpoca. CpoK, yKasaHHbIM B 4acTu 4 HacTosiwen
CTaTbW, NMPUOCTaAHaAB/IMBAETCA CO AHS HanpaBJ/iEHMS 3asiBUTESIIO0 3amnpoca YMNOJIHOMOYEHHOIro
denepanbHOro opraHa WCMOJIHUTENbLHOW BNlAaCTU A0 AHS MONYYEHUS MM OTBETA Ha AaHHbIN
3anpoc M He YUYUTbIBAETCSA TMPU WUCYUCIIEHUM CpOKa TMPUHSATUS PpELIEHUSS O BHECEHUU
N3MEHEHUN B OOKYMEHThI, coaepalmecs B perucTpaumMoHHOM  A0Cbe  Ha
3aperncTpmpoBaHHbIN NEKApCTBEHHbIN NpenapaT AN MeAMUMHCKOro NpMMeHeHUs.

(4yacTtb 4.2 BBeaeHa denepanbHbIM 3akoHOM OT 25.11.2013 N 317-03)

5. OcHoBaHMeM pansl oTKasa B NpoBEeAEHWMM YKa3aHHbIX B 4acCTW 2 HACTosIWEW CcTaTbu
3KCNEepTM3 SABNAETCS npeacTaB/leHne [OKYMEHTOB, MepeudyncreHHbiX B 4Yactax 1 wmn 3
HacTosWEN CTaTbW, B HEMOSIHOM 06beMe, HenpeacTaBNeHMe 3asiBUTEIEM B YCTaHOBJIEHHbIN
CpPOK OTBETa Ha YyKasaHHblM B 4yacTn 4.1 HacTosAwen craTtbM 3anpocC YMNOSHOMOYEHHOro
denepanbHOro opraHa WMCNOSIHUTENILHOW BflaCTW, @ TaKXe OTCYTCTBME B MNpeAcTaBNEHHbIX
OOKYMEHTax AOCTaTOYHbIX CBEAEHMW, MNOATBEPXAAWMX HeobX0AMMOCTb BHECEHUS
N3MEHEHUN, nnu OoTCyTCTBME MHdopMauuu, noaTBepXaatoLen dakT  ynnaThl
rocyAapCTBEHHbIX MOLWJIMH, YKa3aHHbIX B YacTW 3 HACTOSILLEN CTaTbM.

(B pea. ®epepanbHbIX 3akKoHOB OT 25.11.2013 N 317-03, o1 22.12.2014 N 429-03)



6. YKasaHHble B 4acCTM 2 HacCTosLWeN CTaTbM 3KCMNepTu3bl NpPOBOAATCS B MOPsAKe,
YCTaHOBJIEHHOM CTaTbel 23 HacTosiwero ®eaepasbHOro 3aKoHa.

7. B cpok, He npeBblWAKWNIA AecaTn pabounx AHENn co AHS MNOAYYEeHWUA 3aKYeHWUin
KOMUCCUIA 3KCNEpPTOB NO pe3ysibTaTaM yKa3aHHbIX B YacTW 2 HAcTosWeln CTaTbu 3KCNepTus,
YMNOSHOMOYEHHbIN deaepanbHblii opraH MCNOSHUTENbHOW BNACTH:

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

1) NpUHMMaET peweHne o0 BHECEHUU M3MEHEHUN B AOKYMEHTbI, coAep>Xallnecda B
pernctrpaumMoHHoM oCb€ Ha 3apeFVICTpVIDOBaHHbIl71 ﬂeKapCTBeHHbIVI npenapar Aans
MEANLMNHCKOIo npuMeHeHunA, nimn 06 oTKase BO BHECEHMU TaKnx VI3MeHeHVIl7I;

2) BHOCUT B roCyAapCTBEHHbIN peecTp JIeKapCTBEHHbIX CPeACTB HAa OCHOBAHMU peLleHus
O BHECEHUM W3MEHEHWI B [OKYMEHTbl, coAepXallnmecs B pPerncrpaumoHHOM [OCbe Ha
3apernucTpupoBaHHbIM  NeKaApCTBEHHbIA  npenapat Anas  MeAUUMHCKOro  MpUMEHEeHMs,
HeobXxoaMMble N3MEHEHUS U BO3BPALLAET UX 3a8BUTENIO;

3) BblAaeT 3asABUTE/NII0 HOBOE pEerucTpaumMoHHOEe YAOCTOBEPEHWE J1IEKAPCTBEHHOMO
npenaparta B C/lyyae U3MEeHEeHUS CBeAEeHUI, CoAepXKalLUNXCS B HEM.
(n. 3 BBeaeH degepasnbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

8. OcHoBaHMEM Ana oTKasa BO BHECEHWM M3MEHEHWI B AOKYMEHTbI, CoAepyKalinecs B
pPErMcTpauuMoHHOM [AOCbe Ha 3aperncTpMpoBaHHbIM  NIEKAPCTBEHHbIM  MpenapaTt  Ans
MEAULMHCKOrO TMPUMEHEHUS, SBNSIETCS 3aK/Il0YEHME YMOSIHOMOYEHHOro deaepanbHOro
opraHa WCMOJIHUTENbHON BMACTM O BO3MOXHOCTU CHMXEHUSI 6e30MacHOCTU, KayecTsa,
3 HEKTUBHOCTN IEKAPCTBEHHOMO CPeACTBa B C/ly4ae BHECEHUS TaKUX U3MEHEHUIA.

9. [Honyckaetca obpalweHne eKapCTBEHHbIX MpenapaTtoB Ans MeAMLMHCKOro
NPUMEHEHNA A0 UCTEYEHUS CpOoKa rogHOCTU, NPOM3BEAEHHbLIX B TEYEHME CTa BOCbMUAECATU
AHel nocne patbl NPUHATMS YNOSIHOMOYEHHbLIM deaepasibHbiIM OpPraHoM MCNOAHUTENbHOWM
B/1aCTU peleHns O BHECEHUMN U3MEHEHUN B AOKYMEHTbI, coaepXalunecs B perMcTpaunoHHOM
AOCbe, B COOTBETCTBMK C MHDOpMauUMen, coaepxkalleincs B AOKYMEHTaxX perncrpaumoHHOro
AOCbe Ha NNeKapCTBEHHbIN npenapaTt A0 AaTbl NPUHATUS TaKOro peLleHuns.

(4acTtb 9 B peq. PegepanbHOro 3akoHa ot 22.12.2014 N 429-03)

CraTtbs 31. BHeceHMe U3MeHEHUN B [OKYMEHTbI, coaepalimecs B perucTpauMoHHOM AoCbe
Ha 3aperMcTpupoBaHHbIN NIeKapCTBEHHbIV Npenapar ANA BEeTepUHAPHOro NpMMeHeHus

1. B uenax BHECEHUS M3MEHEeHWN B AOKYMEHTbl, coAepXaluecs B perncrpaumoHHOM
AOCbe Ha 3aperncTpMpoBaHHbIN NEKAPCTBEHHbIM NpenapaTt ANs BETEPUHAPHOro NMpUMEHEHUS,
AepxaTtenb WM Bnajeney perucTtpaumoHHOro yAOCTOBEPEHWUS JSIEeKapCTBEHHOrO npenaparta
WIN YMOJIHOMOYEHHOE MM JApyroe puanyeckoe nuuo (Janee B HacTosilen cratbe -
3asBuTeNb) NPeACcTaBseT B YNOJHOMOYEHHbIN peaepanbHblii OpraH UCMOSHUTENbHOW BacTu
3asB/ieHMe O BHECEHWWM TaKMX M3MEeHeHuMin no ¢dhopMe, YCTAHOBMEHHOW YMOSHOMOYEHHbIM
denepanbHbiM OpPraHOM WCMOAIHUTENBHOM BAACTW, W MNpuiaraeMmble K HEMY W3MEHeHUs B
yKa3aHHble OOKYMEHTbl, @ TakXe AOKYMEHTbl, NoATBepxaatowmne HeobXoanMoCTb BHECEHUS
Takux uaMeHeHuin. MNMpu HeobXxoaMMOCTN BHECEHUS U3MEHEHWA B AOKYMEHTbI, coaepialimecs
B PperucrpauMoHHOM [0OCbe Ha 3aperucTpMpoOBaHHbI JieKapCTBEeHHbIM npenapaTt Ans
BETEPMHAPHOro NPMMEHEHUs, B CNyYasax naMmeHeHnsa u (Mam) AONOSHEHUS NPOM3BOACTBEHHOMN
NIoWaaKM fleKapCTBEHHOr0 CpeacTBa, a TakKXe W3MeHeHWs MokKasaTeseln KadecTsBa
neKapCTBEHHOro npenapaTta A/ BeTepuMHapHOro npuMeHeHums u (Uam) MeToAOB KOHTPOSS
KayecTBa JieKapCTBEHHOro npenapaTta Afs BEeTEepPUHApPHOro MNpUMEHEeHUs 3asiBUTenNb
OOMONHUTENBbHO NpeAacTaBAseT B YNOJAHOMOYEHHbIn denepasnbHblil opraH MCNONHUTENbHOM
BNacTu crefyrowime AOKYMEHThI:

1) konuga JMUEH3UM Ha NpOM3BOACTBO  JIEKAPCTBEHHbLIX CpPeAcCTB, BblAAHHOWM
Npou3BOAMTEND NIeKapCTBEHHOrO Mpenapata Ansg BeTepuMHApHOro rmnpuMeHeHus, Ans
POCCUNCKUX NpOU3BOAUTENEN;



2) KomMMs  JINUEH3MM Ha MNPOW3BOACTBO JIEKAPCTBEHHbIX CPEACTB, BblAaHHOM
npomssoamTento dapMmaueBTUyeckor cybcTtaHuMK, BXOASLWEN B COCTaB JIEKAPCTBEHHOrO
npenaparta 419 BETEpUHAPHOro NPUMEHEHMS, ANst POCCUMNCKMUX NPOU3BOAUTENENR;

3) KonNMs AOKYMEHTa, BblAAHHOINo YMNOJIHOMOYEHHbLIM OpPraHoOM CTpaHbl NpPou3BOAMTENS
ONS KaXxkaor Npou3BOACTBEHHOM MJIOWAAKM EeKAapCTBEHHOrO rnpenapaTta ANa BETepMHapHOro
npUMEHeHMa W  MoATBepXAalwlwero COOTBETCTBME  MNpPOU3BOAUTENS  JIeKApPCTBEHHOro
npenaparta TpeboBaHUSAM NpaBMa Haanexallen NpoM3BoACTBEHHOM NpPaKTMKU, U ero nepesoa
Ha PYCCKMM 43blK, 3aBepeHHble B YCTAHOBJIEHHOM MOpsAKe, a TakXe KOMus 3akoyeHus o
COOTBETCTBMW MPOM3BOAUTENS NEKAPCTBEHHbIX CpeacTB TpeboBaHMAM NpaBua Haanexawemn
NpoM3BOACTBEHHOW MPaKTUKW, BblIAAHHOrO YMNOJIHOMOYEHHbIM deaepasnbHbiIM  OpPraHoM
WMCNOMHUTENbLHON BNAcTU ANs  KaXAaoW MNpOM3BOACTBEHHOW MNJIOWAAKM JIEKApPCTBEHHOMO
npenapata ANs BeTEPMHAPHOrO TMpUMeEHeHUs, NnMbo KOMMSA peLlleHMs O MpoBeAEeHUN
WHCMEKTUPOBaHUA MPOM3BOANTENS JIEKAPCTBEHHbLIX CPEACTB, MPUHSATOrO YMNOJIHOMOYEHHbIM
denepanbHbIM OpPraHoOM MUCMOSTHUTENbHOW BMACTU ANS KaXAoM NpoM3BOACTBEHHOM MAOLWAAKU
NleKapCTBEHHOro rpenapaTta A/ BETEPUHAPHOro MpUMEHEHUs. YKas3aHHble [OOKYMEHTHI
npeacTtaBnalTCa B C/lyyae, eCcaM MpoOU3BOACTBO JIEKAPCTBEHHOro rnpenapaTta Ans
BETEPMHAPHOIO NPUMEHEHUS OCYLLECTBSeTCs 3a npeaenamu Poccuiickon ®epepauum;

4) KONUS AOKYMEHTa, BblAAHHOM0 YMOSIHOMOYEHHbIM OpPraHoOM CTpaHbl MPOW3BOAUTENS
¢dapmMaueBTMYeCcKon CcybCTaHUuMM W NOATBEpPXAAKLWero COOTBETCTBME MPOU3BOAUTENS
dapmMaueBTMyeckon cybCcTtaHumMM, BXOoAslWeN B COCTaB JieKapCTBEHHOro npenapata Ans
BETEPUHAPHOIro nMNpuUMEHeHus, TpeboBaHMAM nMpaBua Hagnexaulen npou3BOACTBEHHOWM
NpakTUKW, U ero nepeBoj Ha PYCCKWUI A3blK, 3aBEpeHHble B YCTAaHOB/IEHHOM Mopsake, B
cny4ae, ecnv nNpousBoACTBO papMaLEeBTMYECKOM CybCTaHLUMN OCYLECTBASETCA 3@ Nnpeaenamm
Poccuinckon depepaunm.

(4acTtb 1 B pea. ®egepanbHoro 3akoHa ot 04.06.2018 N 140-93)

1.1. B cnyyae wu3MeHeHMss wn (Mnn) AOOMOSHEHUS MPOU3BOACTBEHHOM MNOLLAAKMK
NIeKapCTBEHHOrO0 CpeacTBa [AOKYMEHTbl, YKa3aHHble B 4acTu 1 HacTodawen craTtby,
npeacTaBnsalTCa  3asdBUTeNIeM B OTHOWEHWUM U3MeHseMon U (Mau)  AOMNOSIHAEMOW
NpoM3BOACTBEHHOW MNOLWAAKN JIeKAapCTBEHHOro cpeacTtBa. PeweHne o BHECEHMN M3MEHEHMUN
B [OOKYMEHTbl, coAepXawmnecs B PErncTtpauMoHHOM [AOCbe Ha 3aperncTtpmpoBaHHbIN
NIeKapCTBEHHbLIN npenapaT A/ BETEPUHAPHOro NpUMeHeHUs, nnnm o6 oTkase B UX BHECEHUMU
npuHMUMaeTcs B clydae Heo6XoAMMOCTU MPOBEAEHUS dKCNepTM3bl NeKapCTBEHHOrO CpeacTsa
B CPOK, He mnpeBbllaloWwmnii AeBHOCTa paboumx AHEN, a B OCTalibHbIX C/yyasiX B CPOK, He
npesbilaWnn TpnauatTn pabounx gHen co AHA NPUHATUS YMONHOMOYEHHbIM deaepanbHbIM
OpraHoM MCMOJSIHUTENIbHOW BMIACTU 3a8B/IEHNS O BHECEHMN TaKNUX M3MEHEHMUA.

(vacTtb 1.1 BBegeHa denepanbHbiM 3akoHOM OT 04.06.2018 N 140-03)

2. B cnyyae BHeceHUs U3MEHEHWN B AOKYMEHTbI, coAepXalinmecs B perncrpaunoHHOM
[0Cbe Ha 3aperncTpvpoBaHHbI IeKapCTBEHHbIN npenapaT ANs BeTepUHaApHOro NpuMeHeHus,
B OTHOLUEHWM CBEAEHWN, YKa3aHHbIX B nognyHkTtax "e", "x", "k", "n", "n", "c", "x" nyHkTa 7
yactn 3 ctatbn 17 HacToawero denepanbHOro 3akoHa, M3MeHeHus u (Uan) AOMNOoSHEeHUs
NpOU3BOACTBEHHOM MNMOWAAKM fleKapCTBEHHOro CpeacTBa, a TakXke B C/lydae M3MeHeHus
nokasaTenien KayecTBa JieKapCTBEHHOro npernapaTta ANs BeTEepUHAPHOro MpUMEHEHUs W
(nnn) MeToAOB KOHTPOSA KadecTBa JieKapCTBEHHOro npenapaTta Af9 BeTepUHapHOro
NPUMEHEeHNa MNpPOBOANTCA 3SKCMepTM3a JIeKapCTBEHHONO0 CpeacTtBa ANls BeTepuHapHOro
npuMeHeHns. B cnyyae Heo6XO0AMMOCTM BHECEHUSI WHbIX WU3MEHEHUMN B AOKYMEHThI,
cogepxawimecss B peructpauMoHHOM A[0Cbe Ha 3aperucTpupoBaHHbLIA  fIeKapCTBEHHbIN
npenapart As8 BETEPUHAPHOro MPUMEHEHUs, 3KCNepTM3a JieKapCTBEHHOro cpeacTesa Ans
BETEPUHAPHOro NpUMeHeHns He NpoBOAUNTCA.

(B pea. ®epepanbHbiX 3akKoHOB 0T 22.10.2014 N 313-03, o1 22.12.2014 N 429-03)

3. C 3asBneHneM O BHECEHMW W3IMEHEHWA B [OKYMEHTbl, coaepXalinecs B
PErmcTpauMoHHOM [AOCb€ Ha 3aperucTpuMpoBaHHbIM  JIEKAPCTBEHHbIM  Mpenapat  Ans
BETEPUHAPHOrO MPUMEHEHMUS, Hapsiay C AOKYMEHTaMM, yKasaHHbIMKM B 4acTu 1 HacTosLiel
CTaTbM, NPeACTaBASAOTCS AOKYMEHTbI, NOATBEPXAAOWME ynnaTy rocyaapCTBEHHOM MOLWINHDI
3a BHeECeHMe B [AOKYMEHTbl, cojepXalimMecs B  PerucTpauMoHHOM  JoCbe  Ha
3apernucTpMpoBaHHbIN  NIeKapCTBEHHbLIM  npenapaT Ans  BETEPUHApPHOro  MNPUMEHEHUS,



U3MEHeHUN, Tpebylwunx npoBeAeHNs IKCMepTu3bl NEeKapCTBEHHOr0 cpeactea  Ans
BETEPUHAPHOr0 MPUMEHEHUs, WKW U3MEeHeHMn, He Tpebylwmx npoBeAeHUS 3KCnepTu3bl
neKkapCcTBEHHOro cpeacTsa AN BETepMHAPHOro NpUMEHeHus.

(B pea. ®egepanbHoro 3akoHa ot 22.10.2014 N 313-03)

4. B CpoK, He npesbllaoWwmn gecatn paboumnx gHen co AHS NOCTYMN/IEHUS YKa3aHHOro B
yactTu 1 HacToswen cTaTbM 3asBfeHUS U HeobXOoAUMbIX AOKYMEHTOB, YMNOJHOMOYEHHbIN
denepanbHbIi OpraH UCMONHUTENBbHOM BacTu:

1) npoBOAUT MpPOBEPKY MNOJIHOTbI U AOCTOBEPHOCTU CBeﬂ,eHMVI, cogepxawnxca B
npeactaB/IEHHbIX 3adBUTENEM AOKYMEHTAX;

2) NPUHMMAET pelleHMe O MpPOBEAEHUWN 3SKCMEpPTM3bl JIEKAPCTBEHHOro cpeacTBa Ans
BETEPMHAPHOro NPMMEHEHUS UM 06 OTKA3e B ee NMpoBeAeHUN;

3) yBeAoMSIET B NMUCbMEHHOW (OpMe 3asiBUTENISI O MPUHSITOM PELUEHUM UK B Cly4dae
NPUHATUS pelleHnss 06 oTKase B MPOBENEHUM SKCNEepPTU3bl JIEKAPCTBEHHOrO CpeacTBa Ans
BETEPUHAPHOI0 NPUMEHEHUS C YKasaHMeEM MPUUMH TaKOro oTKasa.

4.1. B cnyyae BbiSIBIeHUS HeEAOCTOBEPHOCTM WU (MAN) HefoCTAaTOYHOCTU CBeAeHWM,
cogepxawuxcsa B NpeacTaBfieHHbIX — 3asgBUTENeM  AOKYMEHTaX,  YMNOJIHOMOYEHHbI
denepanbHbii OpraH UCNOMHUTENbHON BAcTM HanNpasBisgeT 3aaBUTeNto 3anpoc 06 yTOUHEeHUH
yKasaHHbIX cBeAeHUW. 3anpoc MoxeT O6biTb nepeaaH YNOJAHOMOYEHHOMY npeAcTaBUTento
3asBUTeNa noj pacnucky, HanpasAeH Mo no4yTe 3aKa3HbIM MUCbMOM WM nepejaH B
SNEKTPOHHON opMe Mo TeeKOMMYHUKALUWOHHbIM KaHanaM CBA3M. B cnyyae HanpasneHus
3anpoca 06 YyTOUYHEHMW YyKa3aHHbIX CBEAEHMN MO MoYTe 3aKa3HbIM MUCbMOM OH CUYMUTAETCH
NOAYYEHHbIM NO UCTEYEHUN LLIeCTU AHeN C AaTbl HanpaBNeHUs 3aKa3Horo NucbMma.

(4yacTtb 4.1 BBegeHa PenepanbHbiM 3akoHOM OT 04.06.2018 N 140-03)

4.2. 3asBuTenb o06a3aH nNpeacTaBUTb OTBET Ha 3anpoc  YMOJIHOMOYEHHOro
denepanbHOro opraHa WCNOJHUTENLHOM BAAcTUM B CPOK, He MpeBbllAKWMNI AEeBSAHOCTA
pabounx AHEN CO AHS MNOoNy4YeHuMss AaHHoro 3anpoca. Cpoku, ykasaHHble B 4yactn 1.1
HacTosIWEN CTaTbW, NPUOCTAHABAMBAKTCA CO [AHS HanpaB/ieHMs 3asiBUTEN0 3anpoca
yNOSIHOMOYEHHOro deaepanbHOro opraHa WCNOJHUTENLHOW BacTM A0 AHS  TMOJIyYEHUS
OTBETa Ha AaHHbIA 3anpoC U HE YUYUTbIBAIOTCSA MPU UCYUCIEHNU CPOKa MPUHATUS PELLEHUS O
BHECEHUM U3BMEHEHMN B [AOKYMEHTbl, CcoAep)Kallnecs B perncTpaumMoHHOM [OCbe Ha
3aperncTpupoBaHHbIN NeKapCTBEHHbIN NpenapaT Al BETEPUHAPHOIO NMPUMEHEHUS.

(4yacTtb 4.2 BBeaeHa denepanbHbIiM 3akoHOM OoT 04.06.2018 N 140-03)

5. OcHoBaHMeM ans oTKasa B MNpOBeAEHWUM DKCMepTU3bl IEKapCTBEHHOINO CpeacTBa Ans
BETEPUHAPHOro NMpUMEHeHUs SBNAETCS npeacTaB/ieHne AOKYMEHTOB, yKa3aHHbIX B 4yacTax 1
M 3 HacTosiWwen ctaTbM, B HEMNOAHOM 06beMe WM OTCYTCTBME B NpeACTaBfIEHHbIX 4OKYMEHTax
AOCTaTOUHbIX CBeAeHWN, noaTBepXAalwmx HeobXxoAMMOCTb BHECeHUS M3MeHeHuir, nunbo
HenpeacTaB/ieHMEe 3asiBUTENIEM B YCTAHOB/IEHHbLIA CPOK OTBETA Ha YyKa3aHHbIM B 4Yactu 4.1
HacTosAWEN CTaTbM 3arnpoc YMNOJIHOMOYEHHOro deaepanbHOro opraHa WCNOSIHUTENbHOMN
BJ1ACTU.

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

6. DKCnepTu3a JIEKAapCTBEHHOro CpeacTBa A/ BETEPUHAPHOrO MPUMEHEHUS B LENax
BHECEHUS W3MEHEHWI B [OOKYMEHTbl, coAepXallMecs B PerncTpauMoHHOM [AOCbe Ha
3aperucTpMpoBaHHbIN  NIEKApCTBEHHbIM  NpenapaTt Afs  BETEPUHAPHOro  MpPUMEHEHUS,
OCYLLIECTBNSIETCS B NOPSAKE, YCTAHOBNIEHHOM cTaTbel 24 HacTosiwero ®eaepanbHOro 3akoHa.

6.1. B cpok, He npeBblWaWNA NATU pabouynx AHEN CO AHSA MONYyYEeHUs 3aK/loUYeHUS
KOMWCCUM IKCMNEPTOB MO pe3dysibTaTaM yKa3aHHOM B 4YacTu 2 HaAcTosALWEN CTaTbW 3KCNEpPTU3bI,
yNOSIHOMOYEHHbIN denepasnibHbI opraH MCNOSTHUTENIbHOM BAACTWH:

1) npuHMMaeT pelweHne O BHECEHUMW WU3MEHEHUW B [AOKYMEHTbl, coaepXkalwuecs B
permcTpaumMoHHOM AOCbe Ha 3aperncTpMpoBaHHbIN  leKapCTBEHHbIM  npenapat  Ans
BETEPUHAPHOIro NpPUMEHeHUs, NN 06 oTkase BO BHECEHUU TaKUX U3MEHEHUN;



2) BHOCUT B roCyapCTBEHHbIN peecTp NeKapCTBEHHbIX CPeACTB Ha OCHOBAHUW peLleHuns
O BHECEHUM W3MEHEeHWI B [OKYMeHTbl, coaepXalinecs B perncrpaumoHHOM [0OCbe Ha
3aperucTpupoBaHHbIM  leKapCTBEHHbIA npenapaTt Af9 BeTepUHapHOro NpUMEHeHus,
HeobxoaMMble U3MEHEHUS U BO3BpaLLaeT 3TU AOKYMEHTbI 3asaBUTENIO.
(4actb 6.1 BBeaeHa ®enepanbHbIM 3aKoHOM oT 22.10.2014 N 313-03)

6.2. B cnyyae BHeCceHUst UBMEHEHUI B AOKYMEHTbI, COAepXallMecss B PErMCTpaLMOHHOM
[OCbe Ha 3aperncTpmMpoBaHHbIN TeKapCTBEHHbIN NpenapaT A/l BETEPUHAPHOIrO NPUMEHEHUS,
B 4YacTu, Kacawllencs msMeHeHnss n (UAK) AOMNONHEHUS MNPOU3BOACTBEHHONM MaoWAAKN
NleKapCTBEHHOro mpenapaTa, Npu npeacTaBNeHUM 3asiBUTENEM B COOTBETCTBUM C MYHKTOM 3
yact 1 HacTosiwelh cTaTbM KOMMWU pelleHnst YNOJIHOMOYEHHOro deaepanbHOro opraHa
WMCNONHMUTENbHON BNAacTU O MPOBEAEHUM MHCNEKTUPOBAHUS MPOM3BOAUTENS JIEKAPCTBEHHbIX
CpeAcCTB CPOK, YKa3aHHbIM B 4yacTu 6.1 HacToslen cTaTbM, NPUOCTAHABIMBAETCA CO AHS
NOMyYeHNS 3aK/IOYEHUS KOMWUCCUWM 3SKCNEPTOB A0 AHSA MPUHATUS  YNOTHOMOYEHHbIM
denepanbHbiM OpraHoOM WCMOJIHUTENbHOW BflAaCTU pelleHnsl O Bblgade umnm o6 oTkase B
BblAaye 3aKJ/II0YEHUS O COOTBETCTBUM MPOU3BOANTENS NEKAPCTBEHHbLIX CPeAcTB TpeboBaHMAM
npaBwui Haanexauwen rnpouMsBOACTBEHHOM MPaKTUKW, HO He 6oJlee YeM Ha CTO BOCEMbAECAT
pabounx gHen.

(4yacTtb 6.2 BBeaeHa denepanbHbiM 3akoHOM OT 04.06.2018 N 140-93)

7. OCHOBaHMEM Ansl OTKasa BO BHECEHWM U3MEHEHWN B AOKYMEHTbI, coAepxallnecs B
pPErucTpaUuMoOHHOM AO0Cbe Ha 3aperncTpupoBaHHbIA  IeKApCTBEHHbLIA  MNpenapaTt Aans
BETEPMHAPHOIO TMPUMMEHEHUs, B Ciy4dasix, He TpebywwmMx nNpoBeAeHNUs 3SKCMNepTu3bl
NIeKapCTBEHHOIO CpPeAcCTBa, SIBNSAETCS NpeAcTaB/ieHMe AOKYMEHTOB, YKa3aHHbIX B 4acTax 1 u
3 HacTosllWeln cTaTbW, B HEMOJIHOM 06bEME MNM OTCYTCTBME B MNPEACTaBJ/IEHHbIX AOKYMEHTax
CBeAleHUI, KOTOpble AO0/KHbI ObiTb B HUX OTPaXeHbl, TM60 HenpeacTaB/ieHMe 3asBUTENEM B
YCT@HOB/IEHHbIA CPOK OTBeTa Ha YKas3aHHbli B 4yactu 4.1 HacTosiwen cTaTbW 3anpoc
YMOJIHOMOYEHHOTro deaepanbHOro opraHa UCNONIHUTENIbHOM BNacTu.

(4yactb 7 B pea. ®egepanbHoro 3akoHa ot 04.06.2018 N 140-®3)

7.1. OcHOBaHMeM Ansa oTKasa BO BHECEHWUU U3MEHEHUIM B AOKYMEeHTbl, coaepXkalumecs B
perncTpaumMoHHOM [0Cbe€ Ha 3aperncTtpMpoBaHHbIl  NeKapCTBEHHbIN npenapaTt Ans
BETEPUMHAPHOIro MNpuUMEHeHus, B  caydasax, Tpebywwmx npoBeneHns  3KCNepTu3bl
NleKapCTBEHHOr0 CpeacTBa, ABMSETCS 3aKal4vYeHne ynosIHOMOYeHHOro geaepasbHOr0 opraHa
WUCMONMHUTENBHOM  BAAacCTM O  BO3MOXHOCTM  CHMXeHuss  6e30macHOCTM,  KaudecTsa,
3P (HEKTUBHOCTM SIeKapCTBEHHOIro NpenapaTta BCAeACTBUE BHECEHUS U3MEHEHWUIN B YKa3aHHble
OOKYMEHTbI, OTKa3 YMNosIHOMo4YeHHoro deaepanbHOro opraHa WCMOSHUTENbHOM BflacTu B
Bblgaye 3aKJ/II0YEeHUS O COOTBETCTBUM MPOU3BOANTENS NNIEKAPCTBEHHbIX CpeAcTB TpeboBaHMsAM
npaBua Haanexauwenm npous3BOACTBEHHOW MNpPaKTUKM B ciydyae u3MeHeHus u  (unun)
AOMNOSIHEHMS NPOU3BOACTBEHHOM MAOLWAAKN SleKapCTBEHHOro npenapaTta, ecan NpouM3BoACcTBO
NleKapCTBEHHOr0 npenapata AN BETEPUHAPHOrO MNPUMEHEHUSA  OCYLLUeCcTBAseTcs 3a
npegenammn Poccuinckon degepaunm, Uam oTCyTCTBME ITOMO 3aKIKOYEHMUS.

(yacTtb 7.1 BBEeaeHa denepanbHbiM 3akoHOM 0T 04.06.2018 N 140-03)

8. [Jonyckaetcsi obpaweHne NeKapCTBEHHbIX rMpenapaToB A7 BETEPUHAPHOro
NPUMEHEeHNa A0 UCTEYEHUS CpoKa FOAHOCTU, NPOM3BEAEHHbIX B TeYeHMe CTa BOCbMUAECATH
AHen nocne Aatbl MNPUHATUS YNOJHOMOYEHHbIM defepanbHbiM OpPraHoM WCNOJAHUTENbHOM
BN1ACTU pelleHns 0 BHECEHUU U3MEHEHMN B AOKYMEHTbI, CoAepXalimecs B perMcTpauMoHHOM
AOCbe Ha J/eKapCTBEHHbLIA MpenapaTt, B COOTBETCTBUMW C MHMOpMaUMen, coaepkallencs B
OOKYMEHTax perncrpaunoHHOro AoCbe Ha JieKapCTBEeHHbIM npenapat A0 AaTbl MPUHSATUS
TaKoro peweHus.

(4acTtb 8 B pea. ®egepanbHOro 3akoHa oT 22.12.2014 N 429-03)

CraTtbsa 32. OTMeHa rocyfapCcTBEHHOW permcrpaumm fiekapcTBEHHOro npenapara

PelweHne 06 OTMeHe rocyAapCTBEHHOM PperncTpauumn JeKapCTBEHHOro npenaparta M
NCKNIOYEHUN NIEKAPCTBEHHOrO MNpenapata M3 rocyAapCTBEHHOrO peecTpa 1eKapCTBEHHbIX
CcpeacTB NMPUHMMAETCS YNOJIHOMOYEHHbIM heaepanibHbIM OPraHoM MCMOJIHUTENbHON BNacT B
cnyyae:



1) npeacTaBneHUss COOTBETCTBYHOLWIMM  YMOJIHOMOYEHHbIM (deaepanbHbiM  OpraHoMm
NCMONTHUTENIbHOW BNACTU 3aK/IOUYEHUS O pUCKE UK 06 yrpose 340pPOBblO, XU3HW 4YenoBeKa
WA XXMBOTHOTFO TMpY TMPUMEHEHUM NeKapCTBEHHOro npenapaTta, MpeBbIWAWMX ero
3¢ dEKTUBHOCTb, MO pe3ynbTaTaM OCYLWECTBASEMOr0 WM MOHUTOpPMHra 6e30MacHoOCTU
NIeKapCTBEHHOrO NpenapaTa;

2) nogayn pgepxaTtenem uAnM  BnagenbueM  perncTpaumMoHHOro  yAOCTOBEPEHUS
NeKapCTBEHHOro npenapata WM YMNOJIHOMOYEHHbIM WM  APYrMM  HOPUAMYECKUM  JINLOM
3asBneHns 06 OTMeHe rocyapCcTBEHHOWM perncTpaummn NeKapcTBEHHOro npenaparta;

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

3) HEMNOATBEPXAEHUNA I'OCYLI,apCTBEHHOl\;I peErncTpaunm nNeEKapCTtBeHHOro npenaparta no
NCTEYEHNN CPOKa OencTeus PErMCTpaumnMoHHOro yaoCtoBepeHuA, BblAaHHOIO Ha NATb NIET,

4) HenpeacTaBneHus 3asBuTeneMm uHdoOpMaumu, KOTOpas MOXET noBfedb 3a cobon
Heo6X0AMMOCTb BHECEHUS W3MEHEHWIA B AOKYMEHTbI, COAepXaliuecs B PerucTtpauyMoHHOM
[OCbe Ha 3apervcTpMpoBaHHbIN JIEKApPCTBEHHbIA MpenapaT, B TeyeHue Tpuauatn paboumx
OHEN CO AHS HACTYyN/eHUs 3TUX U3MEHEHUN;

5) ocywecTtBneHus rocyaapCTBEeHHOW pervcrpaumMm neKapCcTBEeHHOro npenapaTta noj
TOpProBbiM  HauMMeHOBaHWEM  3aperucTpMpoBaHHOrO  paHee nog  3TUM  TOProBbIM
HaMMeHOBaHMEM JieKapCTBEHHOro npenapaTta, OT/IM4aloLwerocss KayeCTBEHHbIM COCTaBOM
OENCTBYHOLLMX BELLECTB;

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

6) ocyLlecTBAeHNs rocyaapCTBEHHOM perncrpauum O4HOro M TOro Xe JieKapCTBEHHOro
npenapata B OTHOLWIEHWM OAHOIO U TOrO Xe AepXxaTens Win Bnajenbua perucTpauyMoHHOro
YAOCTOBEpPEHUS NEeKapCTBEHHOrO npenapata B Buae [ABYX W 6onee nekapCTBEHHbIX
npenapaTtoB NOA pas/IMYHbIMW TOPrOBbIMW HAUMEHOBAHUSAMMU;

(n. 6 B pea. ®egepanbHoro 3akoHa ot 04.06.2018 N 140-03)

7) BblHECEHWs1 CyAOM peleHus O HapyweHuu npas npasBoobnagatens o06beKToB
WHTeNeKTyanbHon cO6CTBEHHOCTM Npu obpalleHnmn nekapcTBeHHbIX CPeaCTB;

8) oTcyTCcTBMA NeKapCTBEHHOro npenaparta B obpauweHnn B Poccuitckon degepaumn B
TeyeHune Tpex n 6onee ner;
(n. 8 BBeaeH degepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

9) HeBbINOSIHEHUS AepXaTefeM WAW BAaAeNbLEM pPerncTpaunMoHHOro yaoCTOBepeHums
NleKapCTBEHHOro npenapata /AMb0 YMNO/JHOMOYEHHBIM MMU APYIrUM HOPUANYECKMM NIMLIOM
MeponpusaTnii no obecneyeHnto 6€30MacHOCTM NeKAapPCTBEHHbLIX NpenapaToB, YCTAaHOB/IEHHbIX
YNOMHOMOYEHHbIM deaepanbHbiM OPraHoM WCNOAHUTENbHOM BAcTU B COOTBETCTBUM C
yactamMm 3 n 4 ctatbn 64 HacTtoswero denepanbHOro0 3aKoHa, B paMKax OCYLW,ECTB/IeHUs
dapmakoHaa3opa;

(n. 9 BBeaeH denepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

10) oTkasa JepxaTtensa unAM  Bnagenbua  perucTpauMoHHOro  yAoCTOBepeHUs
neKapcTBeHHoro rnpenaparta nM60 yMNnONHOMOYEHHORO UMW APYroro KpUAnMYecKoro nuua ot
BHECEHUS W3MEHEeHWNW B MUHCTPYKUMIO MO TMPUMEHEHUID JleKapCTBEHHOro rnpenapaTa,
KacalwLWmXcsa HOBbIX MNOATBEPXKAEHHbIX [AaHHbIX O TOM, 4YTO pPWUCK TMPUYUHEHUSA Bpeda
300POBbI0 YesioBeKa WM XWBOTHOrO BCNeACTBME MnpuveMa 1eKapCTBEHHOro rnpenapaTta
npesbiwaeT 3 HEKTUBHOCTb €ro NpUMeHeHus.

(n. 10 BBeaeH denepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

Crartbs 33. FlocyaapCcTBEeHHbIN peecTp NeKapCcTBEeHHbIX CPeACTB

1. TlocynapCTBeHHbI peecTp JleKapCTBEHHbIX CPeACTB  COAEPXWUT  MnepeveHb
NneKapCTBEHHbIX NpenapaTtoB, MpoWeAWwnx rocyaapCTBEHHYD perncrpauuto, nepedeHb
dapmaueBTMUecknx cybcTtaHuui, BXOASWMX B COCTaB JIeKApPCTBEHHbIX MpenapaTtos, W
cneayouyo nHdopMaumio:



1) B OTHOLIEHNM NEeKaApPCTBEHHbIX NpenapaToB:

a) HaMMeHoOBaHWe NeKapCTBEHHOro npenapaTta (MexayHapoAHOEe HeNaTeHTOBAHHOE, UNN
rpynnnMpoBOYHOE, N XUMUYECKOE N TOProBoe HaMMeHOBaHUSA);
(B pen. ®epgepanbHOro 3akoHa ot 22.12.2014 N 429-03)

6) nekapcrtBeHHas dopMa C yKa3zaHWEM A03MPOBKM SIeKAapCTBEHHOro npenapata u ero
KONM4yecTBa B NMOTPEBUTENBLCKON YNaKoBKe;

B) HauMeHOBaHWe pepxaTens WAn Bnagenbua perncTpaumMoHHOro YAOCTOBEPEHUS
IeKapCTBEHHOro TrpenapaTta W CBeAEHUSs O perncTtpaumu gepxartens wiu Bnagenbua
PErucTPauMoOHHOro YyAOCTOBEPEHMSI JIEKAPCTBEHHOrO npenapata Anas MeaMUMHCKOro
NPUMEHEHMsI B KadecTBe HanorornnaTtenblunMka B CTpaHe perucrtpaumu (418 pPOCCUNCKUX
pUANYECKMX NNy - WAeHTUPUKAUMOHHbIN HoMep Hanoronnatenswmnka (MHH), ansa
WHOCTPaHHbIX HOPUANYECKUX NUL - CTpaHa perucrpauvm, HamMeHoBaHWE PEerucTpupytowero
OpraHa, perucTpauuMoHHbI HOMep, Kog HanoronjaTtenblimka B CTpaHe peruvcrpaumu
(MHKOpNOpaunmn) nam ero aHanor);

(nn. "B" B pea. ®eaepanbHOro 3akoHa ot 28.12.2017 N 425-03)

r) HaMMeHOBaHME M aJpec NPou3BOAUTENS JIEKAPCTBEHHOrO npenapaTta U CBeAeHUs o
perucrpauum npov3BoANTENS JIEKAapCTBEHHOro npenapata 418 MeAnUMHCKOro NpMMeEHEHUs B
KayecTBe HasjloronjaTesiblimMKka B CTpaHe perncrpaummn (4ns pocCUMMCKUX KpUANYECcKUX vl -
MOEHTUDUKALNOHHBLIN HOMep Hanoronnatenswmka (MHH), ans MHOCTPaHHbIX HOPUANYECKUX
UL - CTpaHa perucrpauuMm, HamMeHoBaHWE PEerucTpyupylowero opraHa, permcrpaumoHHbIN
HOMep, KOA HasoronnaTtesblinKa B CTpaHe perucrpaummn (MHKOpPropaunm) uan ero aHasnor);
(nn. "r" B pea. ®epepanbHOro 3akoHa ot 28.12.2017 N 425-03)

4) dapmakoTepaneBTuyeckas rpynna, Ko /eKapCTBEHHOro npenapata No aHaTOMO-
TepaneBTUYECKO-XMMUYECKON Knaccudumkauum, pPEKOMEHA0BAaHHOWM BcemunpHoi
OpraHusaumnen 3apaBooOXpaHeHns;

(nn. "a" B pen. ®enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

€) NoKasaHMs 1 NPOTUBOMNOKA3aHMA K MPUMEHEHMIO JIeKapCTBEHHOro npenapara;
X) NoboYHblE AENCTBUSA NTEKAPCTBEHHOrO Npenaparta;

3) CpPOK FOAHOCTU NIeKapCTBEHHOro npenapaTa;

M) YCNOBUS XpaHEeHUs NeKapCTBEHHOro rnpenapaTa;

K) YCNoBMS OTNyCKa /leKapCTBEHHOro npenapara;

n) HOMep apMaKOMEWHOW CTaTbW UM B Cliydae €e OTCYTCTBUSI HOMep HOPMaTUBHOWM
AOKYMeHTaunn nnbo HOPMaTUBHOIO IOKYMEHTA;

M) paTta rocydapCTBEHHOM perncrpaumMm  NekKapCTBEHHOro npenapata W ero
PErncTpaumMoHHbIN HOMEpP, AaTa 3aMeHbl PErnMCTPaLMOHHOIO YAOCTOBEPEHUSA JIEKAPCTBEHHOMO
npenapata Ha 6eccpo4yHoe perncTpaumoHHOe yAOCTOBepeHWe nekapCTBEHHOro npenapaTa,
AaTa noaayn 3asBNeHMs 0 NOATBEPXAEHUMN FOCYyAApPCTBEHHOM pEerncTpauum nekapcTBeHHOro
npenaparta, AaTa OTMEHbl roCy4apCTBEHHOMN perncTpaummn nekapCTBEHHOro npenaparta;

(B peqn. ®egepanbHOro 3akoHa ot 22.12.2014 N 429-03)

H) KayeCTBEHHbIA COCTaB M KOJMYECTBEHHbIN COCTaB AEUCTBYHOWMX BELECTB U
Ka4yeCTBEHHbI COCTaB BCMOMOraTesibHbIX BELLECTB IEKAPCTBEHHOrO NpenapaTa;
(nn. "H" BBeaeH ®enepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

0) wuHdopMauma 060 BCex paspeleHHbIX BuAAX BTOPUYHOW (NOTPEebUTENbCKOM)
yrnakoBKU;
(nn. "o" BBeaeH ®enepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

n) gaTta NMpUHATUA PELLEHMS O BO3MOXHOCTM pacCcMaTpuBaThb NIEKAapCTBEHHbIN NpenapaTt
Npu rocylapCTBEHHON perncTpaunmn B Kayectse opdaHHOro JIEKApCTBEHHOro Npenapara;



(nn. "n" BBeaeH ®enepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

p) HanMumMe nekapCTBEHHOro npenapata B MepeyHe >XU3HEHHO HeobxoAUMbIX U
BaXXHENLWMX JileKapCTBEHHbIX NpenapaTos;
(nn. "p" BBeaeH ®enepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

C) HanuuMe B J1IEKAPCTBEHHOM nMpenapaTe HApPKOTUYECKUX CPeACTB, MCUXOTPOMHbIX
BEWECTB W WX MpPeKypcopoB, nNoanexawux KOoHTponto B Poccuiickon O&epepauuun, B
COOTBETCTBMW C 3aKOHOAATENbCTBOM Poccuickoinn degepaummn, MexayHapoaHbIM1U AOroBOpaMm
Poccuiickon depepaumn, B TOM uymncne EAMHON KOHBEHUMEN O HApKOTMUYECKMX CpeacTsax
1961 roga v KoHBeHLMEN 0 NCMXOTPOMHbIX BewectBax 1971 roaa;

(nn. "c" BBeaeH ®egepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

T) MHOpMaUUSa O TOM, ABASETCS NN AaHHbIN NEeKapCTBEHHbIN npenapaT pedepeHTHbIM
neKapCcTBeHHbIM NpenapaToMm;
(nn. "1t" BBeaeH PepepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

y) cBeaoeHmss O nogayvye 3asBNEeHMS O BHECEHMM WU3MEHEHWMII B AOKYMEHThI,
coAepxKallumecs B permcTpaumoHHOM A0CbE Ha JIEKapCTBEHHbIN npenapar;
(nn. "y" BBeaeH ®denepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

¢) cBeaeHmnsa o B3aMM0O3aMeEHSIEMOCTWN NEKApCTBEHHOIO npenapaTa;
(nn. "®" BBeaeH ®egepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

X) CPOK BBeAeHMUs nekapCTBEHHOro npenaparta B rpaxaaHckun ob6opoT;
(nn. "x" BBegeH deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

2) B OTHOWEHUN hapMaLLEBTMYECKUX CYOCTaHUNNA:

a) HanMeHoBaHue dapMaleBTUYECKOM cybCcTaHunm (MexayHapoaHoe HenaTeHTOBaHHOE,
WAW rpynnupoBOYHOE, NN XMMMYECKOE M TOProBoe HanMeHOBaHUSA);
(B pen. ®epgepanbHOro 3akoHa ot 22.12.2014 N 429-03)

6) HaMMeHOBaHue n agpec npomssoautens dapMaueBTUUYecKon cybcrtaHumu;
B) CPOK rogHoCTu hapmaueBTUYeCKon cybcTaHumu;
r) yCnoBus xpaHeHus hapMaLeBTUUYECKON CcybcTaHUMK;

A) HOoMep dapMakoOnenHOM CTaTbM MM B C/lydyae ee OTCYTCTBMS HOMEep HOPMaTUBHOM
OOKYMeHTauum nnbo HOpMaTUBHOINO AOKYMEHTA;

€) Hanuume dapMaueBTMYECKON cybCcTaHUMM B NepeyHe HapKOTMYECKUX CpeacTs,
MCUXOTPOMHLIX BELECTB W WX MPEKYpcopoB, Moanexalwmnx KOHTpont B Poccuiickoi
denepaumu, B COOTBETCTBMM C  3aKoHOAATeNIbCTBOM Poccuiickon  ®depepaunn,
MexayHapoaHbIMKM gorosopamm Poccuinckon depgepauunn, B TOM yncne EANHON KOHBEHUMEN O
HapKoTu4Yecknx cpeacrteax 1961 roga n KoHBeHUMENH O MCMXOTPONHbIX Beuwectsax 1971
roga.
(nn. "e" BBeaeH PenepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

2. GdapMaueBTMUeckas Cy6CTaHUMs, Npou3BeAeHHas ANa peanusaunmn, MoxeT 6biTb
BK/IIOYEHA B rOCYAApPCTBEHHbIN peecTp JIeKapCTBEHHbIX CPeACTB Ha OCHOBaHMW 3asiB/IEHMUS
paspaboTumMka MM MPOM3BOAUTENS JIEKAPCTBEHHOro cpeacTsa /iM60 YNoSHOMOYEHHOro MMMU
lOpUANYECKOro SMua Npu YC/IOBMM MpPOBEAEHUS B OTHOLUEHMM Takolh dapMaueBTUYeCcKolM
cybCcTaHuMM  3KCnNepTusbl  KavecTBa  dapMaueBTMYeckon cybcTaHuMM B nopsiake,
YCTaHOB/IEHHOM cTaTbeli 34 HacTtosiwero ®defepanbHOro 3akoHa. B oTHowWweHuu
bapmaueBTUUECKMX CYy6CTaHUWMI, NpPOM3BEAEHHbIX ANS peanusaunn, B rocyAapCTBEHHOM
peecTpe NeKapCTBEHHbIX CPEACTB COAEPXUTCS creaytowas nHbopmaums:

1) HauMeHoBaHMe dapmaueBTnyeckom cybctaHumm (MexayHapoaHoe HenaTeHTOBaAHHOeE,
W FPYNMNUpPOBOYHOE, UM XMMUYECKOE U TOProBOe HaMMEHOBaHMUS);



2) HaMMeHoBaHMe, agpec npousBoauUTeNns apMaueBTUYECKON CybCTaHUMM, a TakXe B
OTHOLUEHUN JIEKApPCTBEHHbLIX CpeacCTB AN MeAMUMHCKOro MNpPUMEHEHUSA CBEAEHUs O
permcrpaumm npomssoamTens dapMaueBTMUECKOMN cybcTaHumnm B KayecTtse
HanoronnaTenbliMka B CTpaHe pernctpaumm (Ans pPOCCUMCKUX OPUANMYECKUX nuy -
MAEHTUMDUKALMOHHBLIN HOMep Hanoronnatenswmka (MHH), ans MHOCTpaHHbIX HOpUANYECKNX
vy, - CTpaHa perucrpaunm, HaMMeHOBaHME PErucTpupyrolWero opraHa, permMcTpauuoHHbIN
HOMeEp, KOA HanoronsaTesbliMKa B CTpaHe perncrpaunm (MHKopnopauun) Uan ero aHasnor);
(n. 2 B pea. PegepanbHOro 3akoHa ot 28.12.2017 N 425-03)

3) CcpoK rogHoCcT dbapMaueBTUYECKOM CybCcTaHumnm;
4) ycnoBus xpaHeHus gapmaueBTUHECKon cybcTaHuum;

5) HoMep cdapmakonenHon ctaTb NMBO B cny4dyae ee OTCYTCTBUMS HOMEpP HOPMaTMBHOM
OOKYMEHTaUUM Mnm HOPMaTUBHOIO AOKYMEHTA;

6) Hannume dapMaLeBTUYECKON CybCTaHUMM B MNepeyHe HapKOTMUYECKUX CpeacTs,
MCUXOTPOMHbLIX BELIECTB W WX TMPEKYPCOPOB, MNoANexallux KOHTpont B Poccuiickoi
degepaumn, B  COOTBETCTBMM C  3aKoOHoZaTenbCTBOM  Poccuitckon  depepaumm,
MexayHapoaHbIMKM goroBopaMmn Poccuitckon ®deanepauunn, B TOM yncne EANHON KOHBEHUMEN O
HapkoTuyecknx cpeactBax 1961 roga m KOHBeHUMEN O MCUMXOTPOMHbLIX BewectBax 1971
rona;

7) paTta BKA4YeHua dapMaueBTMUeckon cybcTaHuMM B roCyAapCTBEHHbIM peecTp
neKapCcTBeHHbIX CpeacTB, AaTa BHECEeHWA W3MEeHeHW B [AOKYMeHTbl dapMaueBTU4YecKomn
cybcTtaHumm, pata MWCKIYeHUs dQapMaLeBTUMYeckon cybCcTaHuMm U3 rocyaapCTBEHHOro
peecTpa NeKapCTBEHHbIX CPeaCTB.

(4acTtb 2 B peqn. PegepanbHOro 3akoHa ot 22.12.2014 N 429-03)

3. nOpﬂﬂ,OK BeaeHNA TrocygapCrtBeHHOro peectpa J1eKapCTBEHHbIX CpeACTB AN
MEANLIMHCKOIo NpnMEHEHNA N NOPAAOK BEAEHUNA TOCYAapPCTBEHHOIO peectpa NEKApPCTBEHHbIX
CpeacTB Aans BETEPUHAPHOIO npuMeEHeEHNA YTBEPXAAOTCA COOTBETCTBYHOLWWNM
YNO/IHOMOYEHHbLIM Cbe,D,epaJ'IbelM OpraHom NCMONHUTENbHOMN BNacTw.

Ctartbs 34. BknioueHue B rocyfapCTBEHHbIN peecTp fleKapCTBEHHbIX CPeACTB U UCKITIoYeHne
M3 rocyAapCTBEHHOro peecTpa NeKapcTBeHHbIX cpeacTB dapMaLeBTUYEeCKON cy6cTaHuuu,
npousBeAeHHOW ANA peanu3auum
(B pea. ®epepanbHOro 3akoHa ot 22.12.2014 N 429-03)

1. Ansa BknoyeHnsa dapMaueBTUYECcKon cybcTtaHunm, NponssBeaeHHON Ans peanusayum,
B FOCY[ApPCTBEHHbIN PEECTp NIeKapCTBEHHbIX CPeAcTB, MPOBOAUTCS 3KCMNepTM3a ee KadecTaa.
(B pea. ®enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

2. DKCnepTu3a KayecTBa YKasaHHOW B 4acTu 1 HacToswen ctaTbM dapMaLeBTUYECKOMN
cybcTtaHumm, cocTaBfieHMEe KOMMUCCMEWN ISKCMEepTOB 3aK/JAYEeHUN Mo pesyabTataM >3Tou
3KCMNepTu3bl U UX Hanpae/ieHWe B YMNOJIHOMOYEHHbIN deaepanbHblii OpraH UCNOAHUTENbHOM
B/IACTU OCYLLUECTBASIOTCA B CPOK, HE MpeBbllaWMN WecTnaecatn pabouymx AHEW Co AHSA
NOMy4YEeHNS SKCMEPTHbIM YUYpeXAeHUEM COOTBETCTBYIOLWEro 3adaHusl YMNOJIHOMOYEHHOro
denepanbHOro opraHa UCNOMHUTENbHON BNACTU U CNeAYOWNX LOKYMEHTOB:

1) Konus NNUEH3MM Ha NPOMU3BOACTBO JIEKAPCTBEHHbIX CPeACTB WM KOMWS 3aK/IUYeHUs
0 COOTBETCTBUM NPOU3BOAUTENS SIeKapPCTBEHHbIX CpeAcTB TpeboBaHWSAM NpaBua Haaexallen
NpPOM3BOACTBEHHOMW MNPaKTUKK, BbIAAHHbIX YMOJIHOMOYEHHbLIM  deaepanbHbiM  OpraHoM
WCNOMHUTENbHON BAAcTW, B C/lyyae, €CiM NpoOU3BOACTBO JIeKApPCTBEHHOro CpeacTsa
ocyuwectensaerca B Poccuiickon denepauun;
(B pea. ®epepanbHoro 3akoHa ot 04.06.2018 N 140-03)

2) KOMnuA AOKYMEHTA, BblIAAHHOMO YMOJIHOMOYEHHbLIM OPraHoM CTpaHbl MPOU3BOAUTENS
NeKapCTBEHHOro CpeAcTBa M MOATBEPXKAAIOLLErO paspelleHne nNpoM3BoACcTBa JIEKAPCTBEHHOMO
CpeAcTBa, M ero nepeBofi HA PYCCKUIM A3blK, 3aBEPEHHble B YCTAHOB/IEHHOM MopsAKe, a



TakKXXe KOMWUs 3aK/IloYeHMsT O COOTBETCTBMM MPOM3BOAUTENS JNIEKAPCTBEHHbIX CpeacTB
TpeboBaHMAM npasun Haanexalluen Npon3BOACTBEHHOM NpaKkTuKK, BblAAaHHOI0
YNONMHOMOYEHHbLIM deaepanbHbiIM OpraHoM MCMOJIHUTENbHON BRacTu, NMB6O KOMUSA peLlleHus
YNONMHOMOYEHHOro deaepanbHOro opraHa WCNOSHUTENbLHOM BNacTM O MNpoOBEeAEHUNU
MHCNEKTUPOBAHMS MNpPOM3BOAMTENS JIEKAPCTBEHHOrO CpPeAcTBa. YKa3aHHble AOKYMEHThI
NpeacTaBNATCA B Clly4yae, eciM Npou3BOACTBO JIEKAPCTBEHHOrO CpeAcTBa OCYLLECTBAAETCS
3a npeaenamun Poccuinckon depepaumu;

(n. 2 B pea. PegepanbHoro 3akoHa ot 04.06.2018 N 140-03)

3) AOKYMEHT, coaepXxalmii cneaytouwme ceeaeHns o dapmaueBTUYecKkon cybctaHumu:
a) HaMMeHoBaHue dapMaLeBTUYeCcKon cybcTaHumMn, ee CTpyKTypa, oblumne CBOMNCTBA;
6) HanMeHOBaHME N agpec NpousBoanTENs;

B) TEXHONOIMA nponseBoacTtBa C onnMcCaHUEM cragum nponssBoacTBa U METOAOB KOHTPOA
Ha BCeEX CTaaunAax npon3BoacTBa,

r) onncaHme pa3paboTku npouecca Npon3BoOACTBa;

[l) OfNWCaHWe KOHTPONS  KPUTUYECKMX CTaaui  npouecca Npou3BOACTBA MU
NPOMEXYTOUYHON NPOoAYKLUMM;

€) AOKYMeHTasbHOe NnoATBepXAeHue (Banngaums) npoueccoB n (Mnn) nx oueHka;
>X) CBOWCTBaA U CTPYKTYpa AENCTBYIOWNX BELWECTB;

3) XapaKTepucTuka npumecen;

n) cneuymdurkauma Ha papmaLeBTUHecKyto cybcTaHuuno n ee o6ocHoBaHueE;

K) aHannTU4yecKme MeTOAMKMW, WUCMONb3YEMble MPU OCYLLECTB/IEHUM KOHTPOS KayecTsa
dapmaueBTnyeckon cybctaHumu;

Nn) [OOKYMEHTaNnbHOE MoATBeEpXAeHWe  (Banuaauumsl) aHalmUTUUYECKUX  MeTOoauK,
NCMOJb3yEeMbIX NMPU OCYLLECTB/IEHUN KOHTPOJS KayecTBa apMaLeBTUYECKOM Cyb6CcTaHuum;

M) pe3ynbTaTbl aHanM3a cepuii dapMaleBTUYECKON cybcTaHumu;

H) NepeyeHb CTaHAapPTHbIX 06pa3LOB UM BELWECTB, NCMOb3YEMbIX NPU OCYLLECTBIEHUN
KOHTPO/NS KayecTBa;

0) OMUCaHMEe XapaKTEpPUCTMK W CBOWCTB YMAKOBOYHbLIX MaTEpManoB W YKYMOPOYHbIX
CpeacTs;

n) AaHHble 0 cTabmnbHOCTU hapMaLeBTUYECKON cybcTaHumu;
p) CPOK roaHoCTH;

4) [OKYMEHT, COoAepXalunii cBeaeHUs1 O perncrpauum npousBoANTENS NeKapCTBEHHbIX
CpeacTB Ana MeaAVMUMHCKOro TMpUMEHEeHUs B KayecTBe HajnoronnaTenblinka B CTpaHe

permctpaumm (a4na pOCCUNCKUX  OPUAMYECKMX UL - WAEHTUPUKAUMOHHBIA  HOMep
Hanoronnatenbwmka (MHH), ANa MHOCTpPaHHbLIX PUAMYECKUX NUL - CTpaHa peruvcrpauumu,
HaMMeHoBaHMe perucTpmpytowero opraHa, permcTpaumoHHbIN HOMep, Kozg,

HanoronnaTenblmMKa B CTpaHe perncrpaunm (MHKopnopauun) nnm ero aHanor).
(n. 4 BBegeH depeparsnbHbIM 3aKOHOM OT 28.12.2017 N 425-03)

(4acTtb 2 B pea. ®enepanbHOro 3akoHa oT 22.12.2014 N 429-03 (pea. 13.07.2015))

3. [na npoBeAeHMs 3KCNepTu3bl KayecTBa yKa3aHHOWM B 4yacTu 1 HacTosiwen craTbu
dapmMaueBTMYECKOn cybcTaHunm 3aaBUTENb npeactaBnser B YMNOJHOMOYEHHbIM
denepanbHbIi OpraH UCMOSHUTENBbHOW BacTu:



1) 3asBneHMe 0 BKJIOYEHUW B TOCYAApPCTBEHHbLIA PEECTp JIeKapCTBEHHbLIX CpeacTB
AaHHOW dapMaueBTUYeckon cybctaHumu;

2) KOMUS [OKyMeHTa, NoATBepXAakwlwero ynaaty rocyAapCTBEHHOM MOWAWHbI 3@
BK/IlOUEHWE B TrOCYAApPCTBEHHbLIA peecTp JeKapCTBEeHHbIX CpeacTB dapMaueBTUYecKomn
cybcTaHuMmM, npousBedeHHOW Ans peanusaumn, nmbo no CcobCTBEHHOW MHUUMATUBE
YKasaHHblA OOKYMeHT. B cnydae ero HenpeactaBneHusl 3asiBUTENeM YMNOJHOMOYEHHbIN
denepanbHblii OpraH WUCNOSIHUTENbHOW BNacTM nposepseT dakT yniaTbl rocyaapCTBEHHOM
MOWAMHbI 3asiBUTENEeM C WCNOMb30BaHMEM WHGopMaunm o6 ynnate rocynapCTBeHHOWM
MOWNMHbI,  cogepxawenca B  [ocygapCTBeHHOW  MHMOPMAUMOHHOM  cucTtemMe O
rocyaapCTBEHHbIX M MyHULUMNAMbHbIX NaTeXax, Ha OCHOBAHUW NMpeacTaBNeHHOM 3asaBUTeNEM
KOMWUU AOKYMEHTa, NOATBEPIXKAAIOLWErO ynaaTy rocyaapCTBEHHOWM MOLUIVHBDI;

(n. 2 B pea. ®egepanbHOro 3akoHa ot 22.12.2014 N 429-03)

3) AOKYMEeHTbI, yKa3aHHble B YaCTn 2 HaCTosALWEN CTaTby;
(B pea. ®enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

4) 3asBNeHMe 0 Bblaaye paspelleHns Ha BBO3 B Poccuinckyro degepauntio KOHKPETHOM
napTum He3aperncTpMpoBaHHOIO JIEKApCTBEHHOrO CpeacTBa, MNpeAHa3Ha4YeHHoro Ans
NpoBeneHNst YKa3aHHOWM aKCrepTuUsbl.

(n. 4 BBeaeH denepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

4. B TeueHue pecatTn paboumx AHEN CO AOHA MPUHATUSA 3a8BIEHUMS O BKJIKOYEHWUU
yKasaHHOM B 4actM 1 HacToswen ctatbM dapmaueBTUMYECKON CybCTaHuuMm B
roCyAapCTBEHHbIN peecTp /IeKapCTBEHHbIX CPEACTB U JOKYMEHTOB, NEPEUYMNCIEHHbIX B YacTu 1
M NyHKTEe 2 yacTh 3 HacTosiwewn CcTaTbM, YMNOJHOMOYEHHbIM deaepanbHbIn  OpraH
NCNONHUTENBHOM BNACTn:

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

1) npoBoAMT nNpoBepKYy MOMHOTbI W AOCTOBEPHOCTM [AaHHbIX, COAEpXalUMXca B
npeacTaBfieHHbIX 3aBUTENEM AOKYMEHTax;
(B pea. ®egepanbHoOro 3akoHa ot 25.11.2013 N 317-03)

2) MpUHMMaeT pelleHMe O HamnpaB/ieHMWM B 3SKCMEepPTHOE YuypexneHue 3af4aHusa Ha
npoBefeHMe 3KCNepTM3bl KayecTBa YKa3aHHOM B 4YacTm 1  HacToswen cratbu
dapmMaueBTnyeckon cybctaHumm nnm ob oTkase B TaKOM HanpasB/ieHUN;

3) yBegoMnsieT B 31I€KTPOHHOMW WM MNUCbMEHHON dopMe 3asaBuTenss O MNPUHATOM
peLeHnn nnum B ciydae oTkasa C YKasaHMeM NpUUYMH Takoro oTkasa.
(B pea. ®epepanbHOro 3akoHa ot 22.12.2014 N 429-03)

4.1. B cnyyae BbiIIBNEHUS HEOOCTOBEPHOCTM CBEAEHWN, CoAepXalmxcs B
npeAcTaBfieHHbIX 3asdBuUTeNneM MaTepuanax, YMNoJIHOMOYeHHbI deaepanbHblin  OpraH
WCNOMHUTENbHON BfacTM HanpaBnseT 3asBUTeNto 3anpoc 06 yTOYHEHMW YKa3aHHbIX
cBedeHuin. [aHHblA 3anpoc MoXeT O6biTb nepeaaH yMNO/JHOMOYEHHOMY MpeacTaBUTENto
3a8BUTENa SIMYHO MO pacrnucky, HanpasfieH No no4yTe 3aka3HbiM MUCbMOM UK MepefaH B
3N1EKTPOHHOM opMe MO TeIeKOMMYHUKALUWMOHHBIM KaHasaM CBA3M. B cnyyae HanpasneHus
JAHHOro 3anpoca no no4yTe 3aKa3HbIM MUCbMOM OH CYMUTAETCA MOJSIYYEHHbIM MO UCTEYEHUMU
WeCcTn AHEN C AaTbl HanpaB/ieHMS 3aKa3Horo NMcbma.

(4yacTtb 4.1 BBeageHa denepanbHbiM 3aKOHOM OT 25.11.2013 N 317-03)

4.2. 3asButenb 0653aH npeacTtaBMTb OTBET Ha  3anpocC  YMNOJIHOMOYEHHOro
denepanbHOro opraHa WCNOAHUTENbHOW BAAcTM B CPOK, He MNpeBbllWanWwmii AeBsHOCTa
pabounx AHEN COo AHA NoNy4YeHus AaHHoro 3anpoca. Cpok, yKasaHHbIM B YacTu 4 HacToswen
CTaTbW, NpPUOCTaAHaABAMBAETCA CO AHS HanpaBJfieHMs 3asiBUTESN0 3anpoca YNOJHOMOYEHHOro
denepanbHOro opraHa MCNOMHUTENbHOW BNACTU A0 AHS MONYYEeHUS MM OTBETa Ha AaHHbIN
3arnpoc M He YUYUTbIBAETCSA NPU UCUYMUCIIEHUN CpOoKa SKCMepTuU3bl KayecTBa dapmaLeBTUyeckomn
cybcTaHunmM, Hencnosb3yemon npu NpoM3BoACTBE NIEKAPCTBEHHbIX MpenapaTos.

(4yacTb 4.2 BBegeHa PenepanbHbiM 3aKoHOM OT 25.11.2013 N 317-03)



5. OcHoBaHMeEM Ans OTKasa B HarnpaB/IEHMW B 3KCMEPTHOE yuypexaeHue 3adaHus Ha
npoBeAeHME 3KCMNepTU3bl KayecTBa YKas3aHHOM B 4acTM 1 HacToslWwen CcraTbM
dapMaueBTNUECKON CYyObCTaHUMWN SBNSAETCS HenpeacTaB/ieHWe AOKYMEHTOB, YKa3aHHbIX B
yacTM 2 HacToslWelr CcTaTbW, OTCYTCTBME WHGOpPMauum, noaTeBepxkaawowen dakT ynnatbl
rocyapCTBEHHOW MOLWJINHbBI 3@ BKJItoYeHME dapMaLEeBTUYECKOW CybCTaHUMN, NpOM3BEAEHHOM
ONS peanu3aumu, B rocyaapCTBEHHbLIN peecTp JIEKapCTBEHHbIX CPeACTB, HernpeacTtaB/ieHUne
3a8BUTENIEM B YCTAHOBJIEHHbIN CPOK OTBETa Ha YKasaHHbI B YacTn 4.1 HacToslWEeN CcTaTby
3anpoc  YMNO/JHOMOYEHHOro  deAepanbHOro oOpraHa  WCMNONHUTENbHOM  BMACTU UK
npeacTtaBfeHne AOKYMEHTOB, He coaepXalunx uncdepnbiBaloWeEro nepeyHss HeobxoamMmbix
CBeAEeHN.

(yacTtb 5 B peqn. PegepanbHOro 3akoHa ot 22.12.2014 N 429-03)

6. B TeyeHme nATHaguatum paboumx AHEHN CO  AHSA  MOSyYeHUs  pelleHus
yrnonHoMo4YeHHOro deanepanbHOro opraHa WCNONHUTENbHOW BAacTM O HanpaBieHuu B
3KCrepTHOe yupexaeHne 3a4aHnsa Ha npoBefeHue 3KCNepTu3lbl KadecTBa yKa3aHHOM B YacTu
1 HacTtodwen cTtaTbun dapMaueBTUUYECKONn cybCTaHuMM 3aaBUTeNb MNpeAacTaBnseT B
3KCrepTHOe yupexaeHune An4 NpoBeaeHns aHHOW aKcnepTusbl obpasubl dapMaueBTUYeCcKom
cybcTtaHuMmM B Konm4yecTtBe, Heo6XoAMMOM An9 BOCMPOU3BEAEHUS METOAOB KOHTpONs
KayecTBa. IDKCMepTHOe YyuypexaeHue npu nonydyeHunm obpasuoB ykKasaHHOW B 4actm 1
HacToAwen craTbM dapMaueBTUUECKOW CcybCTaHuMM BblaeT 3asaBUTEN0  OOKYMEHT,
noAaTBepXAawLWnii nonydyeHne 3tux ob6pasuUoB, U B CPOK, HE MNpeBbiwanwmn Tpex paboumx
AHel, yBeooMNsieT B 3/1EKTPOHHOM MM MUCbMeHHOW ¢dopMe 06 3TOM YMOSHOMOYEHHbIN
denepanbHbIi  OpraH WCNOSHUTENbHOM BNACTU. DTU CPOKM HE BK/IKOYAKOTCS B CPOK
npoBeAeHNs AaHHOW 3KCMNepTu3bl.

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

7. [OKyMeHTbl, NOCTYNMBLUNE B 3KCMNEPTHOE y4ypexaeHue Ans NpoBeAeHUs 3KCNepTU3bl
KayecTBa YKas3aHHOW B 4actm 1 Hactoswen cTtatbM dapMaueBTMyeckon cybctaHumu,
noanexaTt BO3BpaTy B YMOJIHOMOYEHHbLIN deaepanbHbiii OpraH WCNOJHUTENbHOM BNAacTu
OAHOBPEMEHHO C 3aKJ/IIOYEHUSIMU MO pe3yfibTaTaM NMpoBeAeHHON 3KCNepTU3bl.

8. B Ccpok, He rnpeBblllavWUn NGt pabouymx AHEN CO AHS MONYyYEHUS 3aK/loYeHUs
KOMUCCUM 3IKCNEPTOB MO pe3yjbTaTaM 3KCNepTu3bl KavecTBa YyKasaHHOM B 4yactum 1
HacToSWEN CTaTbh (papMaLEBTMYECKON CybCTaHUMKN, YMONMHOMOYEHHbIN deaepanbHbii opraH
NCNONTHUTENbLHOW BNACTK:

1) OCYLLECTBNAET OUEHKY TaKOro 3aK/l4YeHUA Ana onpeneneHna e€ro CooTBETCTBUA
3aJaHUNIO Ha npoBeaeHmne OaHHOM 3KCNEepPTU3hbI,

2) nNpuvHMMaeT peleHne O BKJIIOYEHMM YKasaHHOW B 4YacTu 1 HacTosiwen cTaTbu
(hapmaueBTUYECcKOl CcybCTaHUMM B rOCYAapCTBEHHbIA peecTp JIeKapCTBEHHbIX CpeacTB Wau
pelweHne 06 0TKaze B TaKOM BK/IHOUYEHUU;

3) BHOCUT MpU NPUHATUN PELIEHUS O BKJIHOYEHUM YKA3aHHOM B 4acTu 1 HacTosLwen
CTaTtbu phapMaueBTMYECKON cybCTaHUMM B rOCYAapCTBEHHbIN peecTp 1IeKapCTBEHHbIX CPeaCcTB
npeaycMOTpEHHYID NYHKTOM 2 4vactu 1 crtatbu 33 Hacrtoswero ®denepasnbHOro 3akoHa
nHdopMauuo n yeegomnsiet o6 3ToM B 3N1€KTPOHHOM UM NUCbMEHHON dopMe 3asaBuUTens.

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

9. OcHoBaHMeM Anas OTKa3a BO BKJ/IIOYEHUMM YKa3aHHOM B 4acTM 1 HaCTOSLWEN CTaTbw
dapmMaueBTUYECKON cCybCTaHUMM B TrOCYyAapCTBEHHbI pPEECTp JIeKapCTBEHHbLIX CpeacTB
SABNAETCS 3aK/J4YeHWEe COOTBETCTBYIOLWEr0 YMNoJHOMOYeHHoro deaepanbHOro opraHa
WUCMONIHUTENBHON BRacTu O TOM, YTO KadectBo ddapMaueBTUYecKol cybcTtaHuMu He
NoATBEPXAEHO NOJSIYYEHHbIMU AaHHbIMW.

(4yactb 9 BBeageHa denepasnbHbiM 3aKOHOM OT 22.10.2014 N 313-®3; B pea. deaepanbHOro
3akoHa oT 04.06.2018 N 140-93)

10. He ponyckaeTcs BKHOYEHWE B rOCYAApPCTBEHHbIN peecTp sieKapCTBEHHbIX CPeacTB
oaHoln dapMaueBTUYecKon cybcTaHuMu, Npou3BeAeHHON AN peann3aunm U BbllMyCKaeMomn
OAHWM N TeM Xe Npou3BoAUTENEM, B BUAe ABYX U 6oniee peecTpoBbIX 3anucen.



(4acTtb 10 BBeaeHa denepasibHbIM 3aKOHOM OT 22.12.2014 N 429-03)

11. BHeceHMe wu3MeHeHWN B [OKYMeHTbl Ha dapmaueBTUyeckyro cybcTtaHuumto,
NpOU3BEAEHHYD ON9 peanu3aumm W BKJKOYEHHYID B rOoCydapCTBEeHHbI  peecTp
neKapCTBeHHbIX CPeacTB, OCYLLeCTBASEeTCA B MNopsake, yCTaHoBfeHHOM crtatbsmm 30 m 31
HacTosLwero denepanbHOro  3aKoHa, C ynnarton rocyaapCTBeHHOM MOLWUHbI,
npeaycMOTPEHHOM 3aKoHOAAaTeNnbCTBOM Poccuinckon degepaunm o Hanorax u céopax.

(4actb 11 BBeaeHa degepanbHbIM 3aKOHOM 0T 22.12.2014 N 429-03)

12. JdonyckaeTtcs obpalleHne dapMaueBTUHECKMX CcybCTaHuMi, Npou3BeAeHHbIX AN
peanusaumn, B TeyeHuMe CTa BOCbMWUAECATUM AHEN A0 U MOcCie MPUHATUS YNOJHOMOYEHHbIM
denepanbHbiM OpPraHOM WCMOSHUTENBHOW BAACTU pelleHMs O BHECEHUW U3MEeHEHUN B
OOKYMeHTbl Ha QapMaueBTUUeCcKytlo CcybCTaHuuo, MpOM3BEAEHHYIO AN peanusaumm u
BKJIIOUEHHYIO B rOCYZAapCTBEHHbIN peecTp NeKapCTBEHHbIX CPeacCTB.

(yacTtb 12 BBeaeHa ®eaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

13. PeweHne 06 UCKIOYEHUU U3 FOCYAapCTBEHHOIO PEECTPa JIEKAPCTBEHHbIX CPEeACTB
¢dapmaueBTHUeckoir  cyb6CcTaHUMM, NPOM3BEAEHHON ANA  peanu3aumu, NpPUHUMAETCS
YNO/THOMOYEHHbIM (hefepanbHbIM OpraHOM UCMOSTHUTENBHOW BNACTU B C/lyYae:

1) npeacrasjeHnda CooTBETCTBYHOWMM  YNOJIHOMOYEHHbIM q)en,epaanblM OpraHom
WUCMOMHUTENIbHOM BNAacTU 3aK/4veHus o pucke wmnaun 06 yrpose >XuW3Hn Wwin 3400pPOBbIO
yenoseka nmMb0O XXMBOTHOIO npn ncnoib3oBaHMKN NIEKAaPCTBEHHOIO CpeacTBa,

2) nogaunm pa3paboTuMKOM JieKapCTBEHHOro CpeacTBa WM MPOM3BOAUTENIEM
JNIeKapCTBEHHOIo cpeacTBa JiIM60 YMNOMHOMOYEHHBIM WMMWU  APYIMM  HOPUANYECKUM  NINLLOM
3aaB/eHns 06 UCKIKYEeHUM U3 ToCyAapCTBEHHOro peecTpa JieKapCTBEHHbIX CpeacTB
dapmaueBTNUYECKON cybCcTaHUMK, MPON3BEAEHHOM ANS peannsaunm;

3) otcyTcTBMSA dapMaueBTUYECKOM CybCTaHUuMM, NpPOU3BEAEHHOW ANS peanusauuun, B
obpalleHnn B Poccuiickon degepaunm B TedeHne Tpex u 6onee ner.
(4acTtb 13 BBeaeHa denepasibHbIM 3aKOHOM OT 22.12.2014 N 429-03)

Cratbsa 35. YTpatuna cuny ¢ 1 uonsa 2015 roga. - ®egepanbHbin 3akoH oT 22.12.2014 N 429-
3.

Crtatba 36. O6xanoBaHue pelweHusi 06 OTKase B Bblgave pa3pelleHUs HA NpoBegeHue
KIMHUYECKOTO  UCCrNeAoBaHUSA  JieKapCTBEHHOro npenapata, pelweHus o6 oTkase B
rocyfapCTBEHHOW perucTpaumm nekapcTBeHHOro npenapara, 3ak/l4YeHU KOMUCCUM 3KCNepToB
JKCMEepPTHOro y4ypexaneHusa Unu 3akrnw4vyeHus coeeTa no 3Tuke

(B pes. ®epepanbHOro 3akoHa oT 22.12.2014 N 429-03)

PeweHne COOTBETCTBYHOLLENO YMNO/THOMOYEHHOI O denepanbHOro opraHa
WUCNONHUTENbLHON BNacTu 06 OTKase B BblAade pa3pelleHUst Ha NpoBeAeHUE KIIMHUYECKOro
nccrnenoBaHUs JIeKapCTBEHHOrO NpenapaTta, peweHne ykKasaHHoro deaepanbHOro opraHa
NMCNONHUTENbHON BractTu 06 o0Tkasze B rOCYyAapCTBEHHOW pervcrtpaumn JieKapCTBEHHOro
npenaparta, 3akK/llo4EHME KOMUCCUM 3IKCMEPTOB 3SKCMEPTHOrO YYpPEXAEHUS MM 3aKJIlOYEHUe
COBETa MO 3TMKe MOXeT 6biTb 06)kanoBaHO B NopsAKe, YCTAHOB/IEHHOM 3aKOHOAATE/bCTBOM
Poccuiickonn ®epepaumun. 3akniodeHume skcneprta, odpopMAeHHOE MO UTOoram 3SKCNepTUsbl B
uenssx onpegefsieHNss  B3aMMO3aMEHSIEMOCTUM  3aperuMcTpMpOBaAHHOIO  JIEKAPCTBEHHOrO
npenapata, MoxeT O6biTb 06XKanoBaHO JAepXaTeneM uau BrajesibLeM pPerucTpauyMoHHOro
yAOCTOBEPEHUS  JIeKApCTBEHHOro npenapata B  KOMUCCUIO  3KCMEPTOB  3KCMEepTHOro
yuypexaeHus. 3aktoyeHne KOMUCCUMWM 3KCMEepTOB 3KCMEPTHOro y4ypexznaeHus, odopMaeHHoe
no wuToram nepecMoTpa 06>asloBaHHOIo 3akKJ/IloYeHMs 3KCnepTa, MOXeT ObiTb OCMOpeHo
aepxatenem wnu  BnagenbueM  perncTpaumMoHHOro  yAOCTOBEPEHMS  JIeKapCTBEHHOro
npenapata AmMbo  yNoOJHOMOYEHHbIM  WUMWM  NMLOM B NOpPSAKE,  YCTaHOBJIEHHOM
3aKOHOAATENbLCTBOM Poccuiickoi denepauumn. Mpun 06>xanoBaHuu peLleHuns
ynoJIHOMOYEeHHOro denepasbHOro opraHa WCMOJHUTENbHOM BRAacTM, 3aK/lOYEeHUs 3KcnepTa
MAM KOMWUCCUM SKCNEPTOB 3SKCMEPTHOrO YYpeXAEHUS, 3aK/lOUeHMss CoBeTa MO 3TUKe



Jepxatenb unuM Bnageney perncTpaumMoHHOro yAOCTOBEepeHUs fieKapCTBEHHOro npenaparta
nmbo  ynonHOMOYEHHOEe MMW MU0 BNpaBe nMpeacTaBuTb  pe3ynbTaTbl  IKCNEPTU3bI
neKapCcTBeHHOro npenaparta, NPOTOKOSbl NOSyYeHHbIX aKKpeauToOBaHHbIMU UCMbITaTEbHbIMU
nabopatopusamum (LeHTpaMn) pe3ynbTaToB UCCNeAOBaHWM, UCNbITaHUN.

Cratbsa 37. UHdopmauus, cBs3aHHasA C OCYLUeCTBIIeHUEM FOCy[JapCTBEHHOW perucrpauum
NeKapCTBEHHbIX NpenaparoB, MH(POpMaLUsa O 3aperMcTPpMpPOBaHHbIX NIeKapCTBEHHbIX Npenaparax
M neKapCcTBeHHbIX Npenapartax, UCKMIOYEHHbIX U3 FoCyAapCTBEHHOro peecTpa reKapCcTBEHHbIX
cpeacTB

1. CooTBETCTBYIOLWNI YNOMHOMOUYEHHbIN denepanbHblil OpraH UCNONHUTENbHOMN BNacTu
pa3MellaeT Ha ceBoeM odwuuManbHOM canTe B ceTu "NHTepHeT" nHdOpMauUnIo, CBA3AHHYIO C
OCYLLeCTB/IeHNEM roCyAapCTBEHHOW perncrpaummn nekapcTBeHHbIX npenapaToB, B TOM yucne
npoBeAeHNEM IKCMNepTU3bl NIeKapCTBEHHbIX CPeACTB (BKAOYasa pe3ynbTaTbl ee NpoBeAeHus),
nHdOPMaLMIO O 3aperucTpupoBaHHbIX JieKapCTBEHHbIX Mpenapatax W neKapCTBeHHbIX
npenapatax, WCK/IYEHHbIX W3 roCyAapCTBEHHOro peecTpa JIeKapCTBEHHbIX CpeacTB, He
nosgHee 4yeMm 4epe3 nATb paboumx AHEW CO AHA  MOJyYeHMs COOTBETCTBYHOLMM
YMNOMHOMOYEHHbIM  deaepanbHbIM  OPraHOM  UCMONHUTENbHON  BNAacTUM  3asB/IEHUA O
rocyAapCTBEHHOM perncrpaumn nekapcTBEHHOro npenapara.

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

2. CpokM U1 nopsaok pasMeweHus YyKasaHHOM B 4acTm 1 HacTosiwen craTbM
MHOpMaLUKMM YCTaHABINBAKOTCA YNOAHOMOYEHHbIM deaepanbHbiM OpraHoM MCNOAHUTENbHOWN
Bnactn. MHdbopMaumsa, ykasaHHass B 4acTM 1 HaAcTosAWeNn CTaTbW, SBNSETCS OTKPbLITOM W
obwenoCTynHON W NpeaocTaBNsieTCd 3auMHTEepecoBaHHbIM  fiMLaM B COOTBETCTBUM C
3aKoHoaaTenbCcTBOoM Poccuimnckon dOegepaunn.

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

Mnasa 7. KMIMHUWYECKUE UCCNEOOBAHUA NEKAPCTBEHHbIX
NPENAPATOB ANnA MEAULUMHCKOIO NPUMEHEHWA, OTOBOP
OB UX NMPOBEAEHWU, MPABA NMALMUEHTOB, YHACTBYIOLLUMNX
B 3TUX UCCIIEAOBAHUAX

Cratba 38. KnuHn4yeckne mccnegoBaHus JNNIeKapCTBEeHHbIX npenapatoB AnA MmeanULUHCKOro
npuMeHeHuns

1. KnuHunyeckme wuccnenoBaHWs JieKapCTBEHHbIX NpenapaTtoB AN MeAUUMHCKOro
NpMMEHeHnss, B TOM 4uCNe MeXAyHapoAHble MHOrOUEHTPOBble, MHOMOLEHTPOBbLIE,
NOCTPerncTpaunmoHHble, MPOBOAATCA B OAHOM MW HECKONbKMX MEAMLMHCKUX OpraHn3aumsax B
COOTBETCTBMM C MpaBwiaMum Haanexawen KJIMHUYECKOM NpPaKTUKK, YTBEPXAEHHbIMU
YNONIHOMOYEHHbIM (eaepanbHbIM OpPraHOM WCMNOSIHUTENbHON BacTU, COOTBETCTBEHHO B
cnepywwmx uensx:

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

1) ycraHoBneHuMe 6e30MaCHOCTM NIEKAPCTBEHHbIX MpenapaToB Ans  340pPOBbIX
pobposonbueB M (MIN) NepeHoCMMOCTU UX 340pOBbIMM A06poBOAbLAMM, 3@ UCK/IOYEHUEM
Taknx WCCNeAoOBaHMW JfeKapCTBEHHbIX MpenapaToB, TMPOU3BEAEHHbIX 3a npeaenamu
Poccuiickon degepaumnn;

2) noabop onTMMasbHbIX AO3MPOBOK NIEKAPCTBEHHOrO NMpenapaTa U Kypca JieyeHns ans
NauMeHTOB C OnpeaeneHHbiM 3abosieBaHMEM, OMTUMMAalbHbIX A03 M CXEeM BaKUMHAUUK
MMMYHOBMONOrMYECKUMIN JIEKAPCTBEHHbBIMU NpenapaTamMmn 340poBbiX A06POBO/bLEB;

3) yctaHoBneHne 6e30nacHOCTM NeKapCTBEHHOro npenapaTta n ero adeKTUBHOCTU AN
nauuveHToB C onpegeneHHbiM 3aboneeBaHueM, npodunakTnyeckorn 3d@PeKTUBHOCTH
UMMYHOBMOMOrNMYECKNX NEKapPCTBEHHbIX NpenapaToB 419 340Pp0BbIX 406pOBONbLEB;



4) n3yyeHne BO3MOXHOCTU paclUMpPEHUs NMOKasaHWh AN MeAUULMHCKOro NpUMEHEeHUs U
BbISIBNEHUSI paHee Hen3BeCTHbIX MOO6OYHbIX AEUCTBUIA 3aperncTpmpoBaHHbIX IeKapCTBEHHbIX
npenapartos.

2. B oTHOweHNHN BOCNpounsBeaA€EHHbIX NeKapCTBEHHbIX MpenapaTtoB As1d MeEANLMNHCKOIro
NMPpUMEHEHNA NpoBOAATCA WNCCNEAOBAHUA 6M03KBUBANEHTHOCTN U (MJ'IVI) TepaHEBTMHeCKOVI
3KBUBANEHTHOCTN B nopsaake, yCtaHOBJIEHHOM YMNMOJIHOMOYEHHbLIM cbe,qepaanblM OpraHom
WUCMOSIHUTENbHOM BNacTw.

3. OpraHusauunto NpoBeaeHnsa KIMHUYECKMX UCCNeaoBaHMi NekapCTBEHHOro npenapara
ANs MeANLUMHCKOro NpUMeEHeHNs BnpaBe OCYLEeCTBAATb:

1) pa3paboTumK nekapcTBEHHOro npenapaTta Uin yrnoJIHOMOYEHHOE UM INLO;

2) obpasoBaTefnbHble  OpraHusauum Bbiclwero  obpasoBaHus,  opraHusaumu
AONONHUTENbHOro nNpodeccnmoHanbHOro o6pasoBaHus;
(n. 2 B pea. ®egepanbHoro 3akoHa ot 02.07.2013 N 185-03)

3) Hay4HO-UCCNeaoBaTeNbCKME OpPraHn3aLmnu.

4. KnuHMYeckMe WUCCNeaoBaHUs JeKapCTBEHHOro npenapata Ans MeanumHCKOro
NPUMEHEHMSI MPOBOASITCS Ha OCHOBaAHWM paspelleHnss Ha MNpoBeAeHMEe KIINMHUYECKOro
NCccneaoBaHUs JIeKapCTBEHHOro npenapaTa, BblAAHHOMO YMNOJIHOMOYEHHbIM deaepasibHbIM
OpraHoM MCMONIHUTENbHOM BacTU. YNO/IHOMOYEHHbIN heaepanbHbii OpraH UCMOJHUTENBHOM
BNaCTU BeAET peecTp BblAaHHbIX pa3pelleHMn Ha MpoBeAeHUE KIIMHUYECKUX UCCefoBaHUmn
NleKapCTBEHHOro npenapaTta, CoAepXalMi yKasaHMe Ha WUuxX Uuelb WM  uenum, B
YCTaHOBJIEHHOM 3TUM OpPraHOM NOpsAKe.

(B pean. PenepanbHbIX 3aKOHOB OT 22.12.2014 N 429-03, o1 13.07.2015 N 241-03)

5. Ytpatun cuny c 1 uiong 2015 roga. - ®eaepanbHbii 3aKoH OT 22.12.2014 N 429-03.

6. K opraHmsaumm npoBegeHusl KIAMHUYECKUX UCCNedoBaHU 1eKapCTBEHHOrO
npenapata Ans MeauuMHCKOro npuMeHeHus pa3paboTUMKOM fNeKapCTBEHHOro npenapaTta
MOryT MNpuUBMEKaTbCHa topuandeckme nuua nobon opraHmsauuoHHO-NMpaBoBoM GOpPMbl MNpwu
ycnoeum obecnedyeHuss COOTBETCTBMA 3STUX UCCNenoBaHui TpeboBaHUSAM  HacTosWero
®depepanbHOro 3akoHa.

7. KnuHuyecknme wnccnegoBaHUs JieKapCTBEHHbIX MpenapaTtoB ANns MeAUMLMHCKOro
NnpUMeHeHns npoBoAATCS B MEeANLMHCKUX opraHusaumsx, aKKpeaANTOBaHHbIX
YNOMHOMOYEHHbLIM  deaepanbHbIM  OpraHoOM  WUCMNOJHUTENbLHOM BNactM B Mopsake,
yCTaHOB/IEHHOM [NpaBuTenbCTBOM Poccuiickoin deagepaunn.

8. lNepeyeHb MeoUMUMHCKUX OpraHusauuin, MMerLWmnx npaBo MNpPOBOAUTb KIIMHUYECKue
NUccnefoBaHUs NeKapCTBEHHbIX MpenapaToB ANs MeAUMUMHCKOro MpUMEHEeHUs, W peecTtp
BblAJ@HHbIX pa3pelleHnin Ha npoBefAeHue KIMHUYECKUX UuccnefoBaHun feKkapCTBeHHbIX
npenapaTtoB onyb6aMKOBLIBAOTCS M pa3MeLLanTCa YyNOJHOMOYEHHbIM defepasibHbIM OpraHoM
WCNONMHUTENbHON BNAcTU B YCTaHOBAEHHOM MM nNopsiake Ha cBoeM odwuuuanbHOM caliTe B
cetn "UHTepHeT".

Ctatba 39. PeweHue O nNpoBeAeHUM KIUHUYECKOro WCCrefoBaHUSA JleKapCTBEHHOro
npenaparta gna MeaUUUHCKOro npuMeHeHus
(B pen. ®epepanbHOro 3akoHa oT 22.12.2014 N 429-03)

1. KnuHuyeckoe wnccnegoBaHme JieKapCTBEHHOro rnpenapata Ans MeauumMHCKOro
NPUMEHEHMsT MPOBOAUTCS Ha OCHOBaAHWM pas3pelleHnss Ha MnpoBeAeHMe KIIMHUYECKOro
NCccrefoBaHUs JieKapCTBEHHOro rnpenapaTa, BblAAHHOMO YMNOJIHOMOYEHHbIM deaepasibHbIM
OpraHoOM WCMONIHUTENbHOM BAcTU MO pe3ysbTaTaM 3KCNepTU3bl AOKYMEHTOB, HEOOXOANMbIX
AN NOJTYYEHMS pa3pelleHns Ha NpoBeAEHNE KIMHMYECKOro MCCNeaoBaHMs NeKapCTBEHHOIo
npenaparta u 3TUYECKOW 3KCNEPTU3bI.



2. [na nony4vyeHuMsa paspeleHnus Ha rpoBeAeHune KIAWMHUYECKOro uccienoBaHus
neKkapCcTBeHHOro npenapata Ans MeAuMUMHCKOro nMpuMeHeHusa 3asiBuTeNb npeacTtaBnseT B
YyMNOSIHOMOYEHHbIN denepasnbHbIi opraH MCNOSTHUTENbHOM BNACTU:

1) 3adaBJZIEHNE O BblAa4ye pa3peweHnda Ha npoBeaAeHUE KIIMHUYECKOro ucciegoBaHus
NEeKapCTBEHHOIO nNpenaparta and MEANUMUHCKOro npnMeEHEHUA,

2) KOMWUM [AOKYMEHTOB, NOATBEpXAalWnMX YynnaTy rocyaapCTBEHHOW MOLWMHbI 3a
npoBeAeHne 3TUYECKON 3KCMepTU3bl, SKCNEPTM3bl AOKYMEHTOB Ha JleKapCTBEHHbIN npenapart
ANa NoNyyYeHus paspelleHns Ha NpoBeAeHue KJMHUYECKOro MccnenoBaHns nekapcTBEHHOro
npenapata ANns MeAWUMHCKOrO MpPUMEHEHWUs, 3@ BblAaydy paspeleHus Ha npoBeAeHue
KJIMHNYECKOro MCCeAOBaHUs fIeKapCTBEHHOrO npenaparta Ans MeauMuMHCKOro NMpuMeHeHus,
3a npoBeAeHMe 3KCMNepTu3bl AOKYMEHTOB Ha J1IeKapCTBEHHbIM MnpenapaTt Ans MoayvYeHus
paspeweHns Ha  NpoBeAEeHWE  MeXAYHApOAHOro  MHOrMOUEHTPOBOrO  KJIMHMYECKOro
nccnenoBaHWs NleKapCTBEHHOrO npenapaTta ANns MeAMUMHCKOro MNpUMEHEeHUs, 3a Bblaady
paspeweHns Ha  NpoBeAeHWe  MeXAYHapOAHOro  MHOrMOUEHTPOBOrO  K/IMHUMYECKOro
nccnenoBaHMs NeKapCTBEHHOro npenaparta Ans MeauMuuMHCKOro npuMeHeHus, 3a nposeaeHue
3TUYECKOMW 3SKCNepTu3bl, 3KCNepTM3bl [AOKYMEHTOB Ha JIeKapCTBEHHbIM rMpenapaTt Ans
NONy4YeHUs  paspelleHMs Ha  NpoBeAeHWe  MOCTPErncTpaumoHHOro  KJIMHMYECKOro
nccrefoBaHUs 1IeKapCTBEHHOro npenapaTta ANs MeAMUMHCKOro MnpuMMEeHeHMs, 3a Bblgady
paspeweHnss Ha npoBedeHMe MNOCTPErucTpauuMoOHHOIro  KJAMHUYECKOro  McCnefoBaHus
neKkapCTBEHHOro npenapata A4na8 MeAWUMHCKOro MpUMEHeHus, WIn Nno Cob6CTBEHHOM
WHULMATUBE YyKasaHHble AOKYMeHTbl. B cnyyae HenpeacTaBfieHMs 3asBUTENeM YKa3aHHbIX
OOKYMEHTOB YMNOJIHOMOYEHHbI deaepanbHbii OpraH WCMOJHUTENbHOM BacTu npoBepsieT
dakT ynnaTbl rocyAapCTBEeHHOM MNOLWAWHbI C MCMOSib30BaHMeM MWH@opMauum 06 ynnate
rocyapCcTBEHHOW MOLLIMHBI, coaepXallenca B FocyaapCTBEHHOM MHMOOPMALMOHHOW CUcTeme
O TrOCYAapCTBEHHbIX W MYHMUMMNaNbHbIX MNaTexax, Ha OCHOBaHWM nNpeAcTaBNEeHHbIX
3as8BUTENEM KOMUIA OKYMEHTOB;

3) MPOTOKON KITMHN4YEeCKOoro ncecnegoBaHus NEKaApPCTBEHHOIO npenapata And
MEANLIMHCKOIO NpUMeEHEHUA,;

4) 6poltopy nccneposartens;
5) MHpOpPMaLUMOHHbBIN NNCTOK NaLNEHT];

6) cBeaeHuns o6 onbiTe paboTbl UCcneaoBaTeNIEN MO COOTBETCTBYIOLWNMM CNeunasbHOCTAM
N X onbiTe paboTbl MO NPOBEAEHUNIO KITMHUUYECKUX UCCIIEA0BaHUN;

7) cBeAeHns 0 MegUMUMHCKUX opraHm3auusax, B KOTOpbIX npeanonaraetcs nposefeHue
KNIMHMYECKOro MccnefoBaHuMs NeKapCcTBEHHOro npenapaTta Ans MeguuMHCKOro npuMeHeHus
(nonHoe W CcOKpalleHHoOe HauMeHOBaHus, OpraHm3auuoHHo-npasoBas dopMa, MecTo
HaxoXAeHnsa W MeCcTO OCYyLWeCcTBNeHna AeaTenbHOCTU, TenedoH, Tenedakc, agpec
3NEKTPOHHOM MOYThl KaXA0W MeaULMHCKOM opraHuM3aunm);

8) cBeaeHnda O npegnonaraeMbiX CpokKax npoBegeHuna KJIMHUYECKOro uccneaoBaHus
N1eKapCTBEHHOIo npenaparta And MeAMLUMHCKOIro npuMeHeHn4,

9) konuto goroBopa 0653aTenbHOr0 CTpPaxoBaHWA, 3aK/KOYEHHOro0 B COOTBETCTBUM C
TUMNOBbIMM MpaBuaaMm 0693aTeNbHOro0 CTPaxoBaHWUs, C YKa3aHMeM npeaenbHOM YMCIIEHHOCTHU
NauueHTOB, Y4YacCTBYHOLWMX B KIAMHMYECKOM MCCefoBaHMM NIEKAapCTBEHHOro npenapaTta Ans
MeaMLMHCKOro NPpUMEHEHMUS;

10) wHdopMauuto 0 COCTaBe JieKapCTBEHHOro npenapata A4ns MeauuMHCKOro
NPUMEHEHUS;

11) AOKYMEHT, COCTaBJIEHHbIN npounseoanTeENEM JNeKapCTBEHHOro npenaparta And
MEANLUMNHCKOIO nNpuUMEHEHUA U co,u,ep>KaLu,m71 noKasaTtenu (XapaKTepMCTMKM), a TaKXe
CBEAEHNUA O NEKAPCTBEHHOM nMNpenaparte And MeanumHCKoro rnpmMeHeHumd, npom3BegeHHOM
Aansa npopeaeHnda KNMHNYECKnNX MCCJ'IED,OBaHMm;



12) Konuo nUUEH3MM Ha MPOM3BOACTBO JIEKAPCTBEHHbIX CPEeACTB B C/yyae, ec/nu
NpoM3BOACTBO JIEKAPCTBEHHOrO NpenapaTa ocyllecTBnsietca B Poccuiickon ®degepaunmn, nnm
KOMUIO  3aKJ/IlOYEHUMS O COOTBETCTBMWM  NpPOM3BOAMTENS  JIeKAPCTBEHHOro npenapaTta
TpeboBaHMAM npasun Haanexaullen Npon3BOACTBEHHOM NpaKkTUKu, BblAQHHOIO
YNOMTHOMOYEHHbLIM OpPraHOM CTpaHbl MPOM3BOAUTENS NIEKApPCTBEHHOIO Npenapara.

(B pen. ®epgepanbHoro 3akoHa ot 04.06.2018 N 140-®3)

3. B cpok, He npeBbiwawwmin natn paboumx gHen cCoO AHSA NPUHATUS YKA3aHHOrO B
nyHkTe 1 4actm 2 HacToAwen cTaTbM 3asdABNEHUS WU HeobXO0AWMbIX AOKYMEHTOB,
YyMNOSIHOMOYEHHbIN denepasnbHbIi opraH MCNOSTHUTENbHOM BNACTU:

1) npoBOAUT MpPOBEPKY MNOJIHOTbI U AOCTOBEPHOCTU CBeﬂ,eHMVI, cogepxawnxca B
npeactaB/IEHHbIX 3adBUTENEM AOKYMEHTAX;

2) NpUHUMaET pelleHne O TMpPOBEAEHUN 3SKCNEepTU3bl [AOKYMEHTOB ANA MOJyYEHUS
paspelleHnss Ha NpoBeaeHMEe KJIIMHUYECKOro UCC/eA0BaHUS NeKapCTBEHHOro npenaparta ans
MEANLMHCKOrO TMPUMEHEHUS U 3TUYECKON 3KCrepTusbl MAM 06 0Tkase B MpOBEAEHUM
YKa3aHHbIX 3KCNepTus;

3) yBenoMnsieT B 3/IeKTPOHHOM ¢dopMe wuam Ha OyMaxXHOM HocuTesne 3asaBuTtenss o
NPUHATOM peweHun nmbo B c/lyyae NpUHATUS pelleHuss 06 oTKase TakXe C yKasaHueM
NPUYMH TaKOro 0TKasa;

4) noaroTaB/MBae€T WU HaNpaBAAET B 3KCHNEPTHOE Yy4ypexaeHune wn COBET MO 3TUKE
3ajaHne Ha npoBegeHne COOTBETCTBYHOLWNX SKCNEPTUI.

4. B cnyyae BbISBAEHUS HENoOMHOTbl M (MAXM) HeAOCTOBEepPHOCTU WHMOpMaLUK,
cogepxalwlenca B NpeacTaBfieHHbIX — 3asdBUTENleM  AOKYMEHTaX,  YMNOJIHOMOYEeHHbIN
denepanbHbii opraH UCNOIHUTENbHON BMACTU HaMpasBgeT 3asaBuUTeNto 3anpoc 06 yToUHeHUH
yKazaHHOM uHdbopMaumn. [aHHblM 3anpoc MoxeT ObiTb nepedaH YrNoJHOMOYEHHOMY
NpeacTaBUTENO 3a8BUTENS JIMYHO MO PacnuCKy, HanpasieH MO NoYTe 3aKa3HbIM MUCbMOM
WKW nepefaH B 3/IEKTPOHHOM opMe Mo TeNeKOMMYHMKaUWOHHbIM KaHanam cBas3n. B cnyvae
Hanpas/ieHMs AAHHOrO 3anpoca Mo NoYTe 3aKa3HbIM MUCbMOM OH CUYMTAETCH MOJSIyYEHHbIM MO
NCTEeYEHUM LWecTu JAHeN C A[aTbl HanpaBfieHMs 3aKa3Horo nucbMa. 3asBuTenb 06s3aH
npeacTaBUTb OTBET Ha 3anpocC YMNoSHOMOYEHHOro denepasnbHOro opraHa WCNOMHUTENbHOM
B/1ACTU B CPOK, He MnpeBblwaknwmnin gessgdHocta pabounx gHen co AHSa ero nony4veHus. Cpok,
YKa3aHHbIA B 4YacTu 3 HacTosiwen CcTaTbM, MNPUOCTAHaBMBAETCA CO AHS HanpaBleHus
3a8BUTENI0 3anpoca YMNoJIHOMOYEHHOro deaepanbHOro opraHa MCMOJIHUTENbHOW BRacTu A0
AHS NONMy4YeHUs MM COOTBETCTBYHOLEro OTBETa M HE Yy4YMUTbIBAETCA MPU UCYUCNEHUU CPOKa
NPUHATUS YMNOSHOMOYEHHbIM deaepasbHbiM OPraHOM WCMOAHUTENbHON BAacTU pelleHus o
NpoOBEeAEHUM 3SKCMEpPTU3bl [AOKYMEHTOB A/ [MOAYyYeHUs paspelleHns Ha npoBedeHue
KJIMHWNYECKOro nccnenoBaHns nekapCcTBEHHOroO npenapaTa Ans MeANUMHCKOrO NpUMEHEHUs.

5. OcHoBaHMeM Ans OTKas3a B MPOBEAEHMM 3KCMEPTU3bl AOKYMEHTOB AN MOJYyYEHUS
paspelleHnss Ha NpoBeaeHME KJIIMHMYECKOro UCCeA0BaHUsS NeKapCcTBEHHOro npenaparta ans
MEeANLMHCKOrO NPUMEHEHUS U STUUYECKOM SKCMNepTU3bl ABASIETCS NpeACcTaB/ieHNEe AOKYMEHTOB,
NpeayCMOTPEHHbIX YacTbio 2 HACToOsILEW CTaTbW, B HEMOSHOM ob6beMe, HenpeacTaB/ieHUe
3asiBUTENEM B YCTaHOBJIEHHbIN CPOK OTBETA Ha YKa3aHHbIM B 4acTu 4 HacTosLWen cTaTbu
3anpoc ynosIHOMOYeHHOro deaepasibHOrO opraHa UCMONIHUTENbHOW BAacTu NM60 OTCyTCTBME
B NpeACTaB/IEHHbIX AOKYMEHTax MCYEepnbIBalOLWEro nepeyHs HeobxoamMon MHGopMaunm nam
MHGpOpMauMKN, KOTopasi AOJIKHA 6biTb OTPa)eHa B HUX, a TaKXe OTCyTCcTBME MHbopMauuu,
noaTeep)xaatowen dakT ynnaTbl rocyAapCTBEHHOM MOW/WHbLI 3@ NPOBEAEHUE 3TUYECKOW
S3KCMepTU3bl, 3KCNepTU3bl [AOKYMEHTOB Ha J/1IeKapCTBEHHbIN npenapaTt Ans MosyyYeHus
paspelleHnss Ha NpoBeaeHMEe KJIIMHMYECKOro UCCef0BaHUS NeKapCcTBEHHOrO npenaparta ans
MEAMLUMHCKOrO TMpPUMEHEHUS, 3@ BblAady paspelleHnss Ha npoBeAeHne KJINMHUYECKOro
nccnefoBaHMs IeKapCTBEHHOMO npenapaTta ANnst MeAMUMHCKOro NpMMeEHeHUsl, 3a NpoBeAeHne
3KCMepTU3bl AOKYMEHTOB Ha JIeKapCTBEHHbIA MnpenapaT ANs MNoJlyYeHus paspelleHns Ha
nposeaeHune MeXAyHapoAHOro MHOIOLIEHTPOBOIO KJIMHWYECKOro nccnefoBaHus
NIeKapCTBEHHOrO npenapaTta 408 MeAUUMHCKOro MPUMEHEHMs, 3a BblAady paspelleHus Ha
nposeaeHune MeXAyHapoAHOro MHOIOLIEHTPOBOIO KJIMHWYECKOro nccnefoBaHus



NeKapCTBEHHOro npenapata Ans MeAUUMHCKOro MNpUMMEHEeHUsl, 3a NnpoBeAeHWe 3TUYECKOM
3KCNepTM3bl, 3KCNepTU3bl [AOKYMEHTOB Ha JieKapCTBEHHbIW npenapaT ANS NoJy4YeHus
paspeweHnss Ha npoBeAeHMe MNOCTPErncTpauMoOHHOro  KJMHWUYECKOro  MccneaoBaHus
neKapCcTBEHHOro npenapata Ans MeAMUMHCKOro MPUMEHEHUs, 3a BblAaydy paspelleHust Ha
npoBeAeHne  MOCTPErncTpaumMoOHHOro  KJIMHWMYECKOro  MUCCNeAOBaHUS  IeKapCTBEHHOro
npenapaTta Ans MeAULMHCKOro NpMMeHeHus.

6. NMpoBeaeHne aKCMNepTn3bl AOKYMEHTOB A9 MONYyYEeHUs paspelleHns Ha npoBeaeHue
KJIMHWYECKOro nccneaoBaHms nekapCcTBEHHOro npenaparta 41 MeamuMHCKOro NpMMeEHeHns y
3TMYECKOM 3KCNepTU3bl, COCTaBNEHME KOMWUCCMEN DIKCMepToB W COBETOM MO 3TUKEe
3aKIIOYEHUA O BO3MOXHOCTM WM HEBO3MOXHOCTM MNpOBEAEHMS TaKoro KJAWMHUYECKOro
nccnenoBaHUsa M HanpasfieHUe 3TUX 3aKIKYEeHUN B YNOJSIHOMOYEHHbIN deaepanbHblii opraH
WUCMONIHUTENbHOM BNAaCTM OCYLLECTBASAIOTCA B CPOK, He npeBblwalowmin Tpuauatu paboumnx
OHEeM Co AHA MoNyYeHUss 3SKCNEepPTHbIM  yypexaeHWeM 3af4aHus  YNOJIHOMOYEHHOro
denepanbHOro opraHa UCNOSIHUTENbHOM BNAcTM C NMPUNOXEHNEM AOKYMEHTOB, YKa3aHHbIX B
nyHktax 3, 4, 10 m 11 yvactm 2 HacToswen CcTaTbM, M COBETOM NO 3TUKE 3adaHus
yNOSIHOMOYEHHOro denepanbHOro opraHa WCNOAHUTENbHOWM BACTU  C  NPUIOXEHUEM
OOKYMEHTOB, YKa3aHHbIX B NyHKTax 3 - 6, 8 1 9 yacTn 2 HacTosiwen cTaTbm.

7. B cpok, He npeBbiwakwWwmin N9TM pabounx AHEN CO AHS MNOJSyYeHMs 3aK/I4YeHUn,
YKa3aHHbIX B 4acTum 6 HacToswen CcraTbW, YMNONHOMOYEHHbIn deaepanbHblil  OpraH
NCNONHUTENbHON BNaCTK:

1) OCyLleCTBNAET OUEHKY NOCTYynuUBLUUNX 3aK/I0YeHNIn anga onpeaeneHna ux
COOTBETCTBUA 3a4aHNAM Ha NMpoBeEAEHNE COOTBETCTBYHOLWNX 3KCNEPTUI,

2) NnpUHMMaET PpeweHne O BblAaye pas3peweHnda Ha npoBeaeHneE KINMHUYECKOro
ncecnegoBaHuUsAa neKapCcrtBeHHOro npenaparta and MeamumHCKoro npuMeHeHnsa nin 06 oTkasze B
BblAa4y€ YKAa3aHHOIo pa3peweHuns,

3) BblAAET pa3pelleHne Ha NPOBEAEHME KIIMHUYECKOrO UCCNEAO0BaHUA JIEKApPCTBEHHOIO
npenapaTa Ans MeAULMHCKOro NMpUMEHeHUs UK pelleHne 06 oTKase B BblAAYe YKA3aHHOro
paspelleHns C yKasaHWeM NpUYNH OTKa3a.

8. OcHoBaHMEM Ans OTKasa B BblAaye pas3peleHus Ha MNpoBeAeHUE KIMHUYECKOro
nccnenoBaHUs JieKapCTBEHHOro npernapata AN MeaUUMHCKOro MNpUMEHEHUS SBNSETCS
HanmMumMe 3aK/loYEHUSS KOMUCCUMM 3SKCMEepTOB MWW 3aK/IKYEHUss COBETa Mo 3TUKe O
HEBO3MOXHOCTM MPOBEAEHUS KJIMHUYECKOrO WUCCeA0oBaHUSA NEKapCTBEHHOro npenapaTa Aans
MEANLMHCKOrO MPUMEHEHUS MO pe3yfibTaTaM MPOBEAEHHbIX 3KCMNEepTU3, NPeayCMOTPEHHbIX
yacTblo 6 HACTOSALEN CTaTbM.

9. PeweHne 06 oTKkase B NpPOBEAEHWUM ISKCNEPTMU3bl AOKYMEHTOB ANA MONy4YeHUs
paspeleHns Ha NpoBeaeHne KIIMHUYECKOro UccnenoBaHns fiekapCcTBEHHOro npenaparta Ans
MEeAWUMHCKOrO TMPUMEHEHUS W ISTUYECKOM 3SKCMepTu3bl W B BblAade paspelleHus Ha
npoBeAeHNe KIMHUYECKOro MCCNeAoBaHMS NeKapCTBEHHOro npenaparta Ans MeAuUMHCKOro
npMMeHeHnss MOXeT 6biTb 06)anoBaHO B Mnopsiagke, YCTaHOB/IEHHOM 3aKOHOAATeNbCTBOM
Poccuinckon ®epnepaunm.

Cratbsa 39.1. 9Tn4eckas akcnepTusa
(BBeaeHa deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

1. DTuyeckas sKcnepTusa MNpoBOAMTCSA COBETOM MO 3TUKE, CO3A4aHHbLIM B MNOpsAKe,
YCTQHOBJ/IEHHOM YMO/IHOMOYEHHbIM (peaepasibHbIM OPraHoM UCNOJHUTENIbHOW BNAaCTU, B LENSax
BblAauM  3akiauveHns 06 3Tmyeckon  060CHOBAHHOCTUM  BO3MOXHOCTM  MNpOBeAeHUs
KJIMHNYECKOro NccaenoBaHUsa NeKapCTBEHHOroO npenapaTta Al MeAMUNHCKOro NpuUMeHEeHMUs.

2. 3KCI'IepTaMM coBeTa NO 3TUKE MOryT 6bITb npeacrasutenn MeanmumnHCKuMX
OpFaHVI3aLI,Ml7I, HaYy4HbIX OpFaHVI3aLI,Ml7I, 06paSOBaTeJ'IbeIX OpFaHVI3aLI,Ml‘/'1 BbICLLUETO
06pa3OBaHVIF|, da TaKXe npeacraBuUTeENn obuwecTBeHHbIX OpFaHMSaLlMVI, PENMTNTNO3HbIX
opraHM3au.m7| n CpeacTts MaCccoBoOM VIHCbOpMaLI,VIM. [JaHHble 3KCNepPTbl HE AO0JIXHblI HAXO0ANTbLCA



B Kakom-1nmbo 3aBUCMMOCTM OT pa3paboTUMKOB NEeKAPCTBEHHbIX MpenapaToB M APYrux nuvu,
3aMHTEepecoBaHHbIX B pe3yfibTataX 3TMYECKOM 3KCNepTM3bl.

3. OnnaTta ycnyr 3KCnepToB COBETa MO 3TUKE OCYLLECTBASAETCH Ha OCHOBaHWUW AOrosopa,
3aK/IOYEHHOro Mexay YMNOJIHOMOYEeHHbIM deaepanbHbIM OpraHoOM MCMOMHUTENbHOM BAacTw,
KOTOpbIM CO34aH COBET MO 3TMKe, WM 3KCNepTOM CoBeTa MO 3TUKe, 3a cyeT O6laXKeTHbIX
aCCUrHOBaHUM, npeaycMOTPEHHbIX YNO/ITHOMOYEHHOMY denepanbHOMY opraHy
WCNONMHUTENbHON BfIAcTU, KOTOPbIM CO34aH COBeET Mo 3TuKke, B denepanbHOM b6roaxeTe Ha
COOTBETCTBYHOWMNI rog Ha obecrneyeHne ero AeATeNbHOCTU, B pa3sMepax, YCTAaHOBNEHHbIX
MpasuTenbcTBoM Poccuiickon degepauun.

4. DKcrnepTbl coBeTa MO 3TMKE HECYT OTBETCTBEHHOCTb B COOTBETCTBMM C
3aKoHoaaTenbCcTBOM Poccuimckon Gegepaunn.

5. CocTtaB coBeTa no 3Tuke, nonoxeHwe o6 3TOM COBETE, NOPSAOK ero AesTeNbHOCTH,
TpeboBaHMsa K KBanudukauMm un onbiTy paboTbl MO 3IKCNEPTHOM OUEHKE Hay4HbIX,
MEeOMUMHCKMX W ITUYECKUX aCMeKTOB KJIMHUYECKUX WCCNefOBaHUIM  JleKapCTBEHHbIX
npenapaTtoB A4/ MeAMUMHCKOro MNpuMeHeHus, npeabsBfsieMble K 3KcnepTtaM coBeTa Mo
3TUKe, MOpsAAOK OpraHusauMnm M NpoBeAEeHUS 3TUYECKOM 3KCNnepTusbl, hopMa 3aKIyeHUs
coBeTa MO 3TMKe  yCTaHaBAMBAKTCA  YMNOJHOMOYEHHbIM  defepasbHbiM  OpraHoMm
WMCNONMHUTENbHON BNacTU. Yucno npeacrtaBuTenen MeguMUMHCKUX OpraHusaumii He MOXeT
npeBbIWaTb NONOBUHY OT 06LLEero YmMcia aKCcnepToB CoBeTa NO 3TUKE.

6. WHdopmauma o coctaBe coBeTa NO 3TUKe, nnaHax ero paboTbl W TeKkyllewn
OEeATEeNbHOCTM pa3MellaeTcs Ha oduunmanbHOM calTe YMNosIHOMOYeHHoro deaepanbHOro
opraHa UCMoNHUTENbHOMN BNacTh B ceTn "MIHTepHET" B YCTAaHOB/IEHHOM MM NOpPSAKE.

Cratba 40. I'IpOBep,el-me KIMTMHN4YeCKOoro uccnenoBaHusa rneKapcTtBeHHOro npenapata Aans
MeaAUUUNHCKOro npuMeHeHusA

1. PykoBoauTenb MEeAUUMHCKOW OpraHmM3aumu, KOTopas MpOBOAUT KJIMHUYECKOEe
nccnenoBaHuUe eKapCTBEHHOro npenapaTta Anas MeaMUMHCKOro MNpUMEHEHUs, Ha3HadaeT
nccnenosaTensi,, OTBETCTBEHHOrO 3a MPOBEAEHME TaKoOro WCCNeAoBaHUS M MMELWEro
neyebHy cneumanbHOCTb, COOTBETCTBYHLLYID MNPOBOAMMOMY KIMHWUYECKOMY WCCAeAOoBaHUIO
NIeKapCTBEHHOro npenapata, CO CTaxeM paboTbl MO nporpaMmMaM  KJIMHUYECKUX
nccnenoBaHUn NeKapCTBEHHbIX NpenapaToB HE MEHee YeM Tpu roga U nNo ero NpensioXeHuro
Ha3HayaeT comccreaoBaTenen M3 ymcaa Bpaden 3Ton MeANLMHCKON opraHmn3aumu.

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

2. WccneposaTtensb OCyLlEeCTBNAET Bbl60p nauneHToB, KOTOpblieé MO MEANLUMHCKUNM
noKasaHmnaM MOryT ObITb npueneyeHbl K Yy4yaCctMo B KJIMHUWYECKOM UCCNeENOBaHUU
NEeKapCTBEHHOIO Npenaparta and MEANUMUHCKOro npnMMeEHEHUA.

3. WccnenoBatenb U couccrenoBaTenn A0/MKHbI 6biTb 03HAKOMMEHbl C pe3ynbTaTamu
[OK/IMHMYECKOr0 WCCNeaoBaHUs NIeKapCTBEHHOroO CpeacTBa, CoAepXalumucs B 6polutope
nccnepoBaTensi, MPOEKTOM MPOTOKOSMA  KJIMHWMYECKOro UCCNefOoBaHUs NeKapCTBEHHOro
npenapata AN MeAMUMHCKOrO  MNpWUMeHeHusi,  pa3paboTaHHbiM  pa3paboTymKoM
NeKapCcTBEHHOro npenapaTa MUau UHbIM IPUANYECKUM JTIMLIOM, NPUBEKAEMbIM K OpraHu3aumm
NpoBeAEeHUSA KIMHWMYECKOr0 WCC/IeA0BaHUsA NeKapCcTBEHHOro npenaparta Ans MeAuMUMHCKOro
NPUMEHEHMUS, U APYrMMN MaTepuanaMmn Takoro UccnefoBaHuns.

3.1. PykoBoguTenb MeAULMHCKOW oOpraHusaumMm B CPOK, He npeBblWalownn Tpex
pabounx OHEN COo AHSA Hadana NpoBeAeHUs KIIMHUYECKOro WMCCeAoBaHUS JIeKapCTBEHHOro
npenapata Ans MEAULUMHCKOrO NpUMeHeHus, coobuwaer o6 3TOM B YMOJIHOMOYEHHbIN
denepanbHbIii OpraH WCMOMIHUTENIbBHOW BJIACTW, BbIAABLUWIA pa3pelieHne Ha MpoBeaeHue
Takoro uccnenoBaHus, No yCTaHOB/IEHHON UM dopMe.

(4yacTtb 3.1 BBEeaeHa denepanbHbiM 3aKOHOM OT 29.11.2010 N 313-03)

4. OpraHusauuu, OCYLLECTBASAKOLWME OpraHM3auuilo MpPOBEAEHUS  KIIMHUYECKOrO
NCCnefoBaHMSA NeKapCcTBEHHOro npenaparta Ana MeAuMLMHCKOro NMPUMEHEHUS U yKa3aHHble B



yactn 3 ctaTtbu 38 Hactosawero deaepanbLHOro 3akoHa, B cnyvyae Heob6xoaMMOCTM BHECEHUS
W3MEHEHUN B MPOTOKON KMHUYECKOro WCCNeaoBaHMa NeKapCcTBEHHOro mnpenapaTta Ans
MeaMLMHCKOro npuMeHeHus coobwatoT 06 3TOM B YMOSIHOMOYEHHbLIN deaepasbHbli opraH
WUCNOMHUTENbHON BNAcTW, BblAABLUMIA pa3pelleHne Ha NpoBeAeHne Takoro ucciefoBaHus, no
yCTaHOBMIeHHOM nM dopme.

(B pen. ®epgepanbHoro 3akoHa ot 11.10.2010 N 271-03)

4.1. CDopMa cooblieHnss O BHECEHMM WU3BMEHEHUA B MPOTOKON  KJINMHNYECKOIO
nccnegoBaHna nekapCrBeHHOro npenapata  Aand MeamumnHCKoro npumMeHEHUA AO0J1KHa
cogepXatb cneayrumne cBeaeHun4A:

1) HanMeHOoBaHUE, M,D,eHTMd)MKaLlMOHHbIVI HOMEpPp W p[AaTa npoToKo/la KIMHNYECKOIo
nccnegoBaHus,

2) naTa BHECEHUS U3MEHEHUI B MPOTOKOJT KIIMHNYECKOro UCCenoBaHns;
3) HaMMeHOBaHUE N MECTO HaX0oXAeHUs 3asBUTENS;

4) HauMeHOBaHWEe opraHusaumu, npuBevYeHHoO pa3paboTuMKOM feKapCTBEHHOro
npenaparta K opraHuMsaumm nposeaeHuns KIMHNYeCKoro ncciegosaHus (Npy Hannumn);

5) HanMeHOoBaHMA WU MeCTa HaXoXAEHUA MeanUNHCKUX OpFaHMSaLI,Mﬁ, B KOTOPbIX
npoBOoANTCA KIIMHUNYECKOE NCCNeqOoBaHNE,

6) AaTa BblAauM paspelleHusl Ha MpoBeAEeHME KJIMHMYECKOro WCC/eA0BaHMA U HOMep
3TOro0 paspeLleHus;

7) N3MEHEeHNs, BHOCUMbIE B NPOTOKOJT KIIMHNYECKOro NCCneaoBaHus.
(4yacTtb 4.1 BBEeaeHa denepanbHbiM 3akoHOM 0T 11.10.2010 N 271-03)

5. B cpok, He npeBblwaowWwmnin Tpyuauatm paboumx gHen Co AHS NONyYeHUS yKa3aHHOro B
yactm 4 Hactosiwen cTtaTtbM COOBWEHMS, YMONMHOMOYEHHbIM deaepanbHbiii  OpraH
WMCNONMHUTENbHON BflaCTM paccMaTpuMBaeT 3TO cooblieHne B YCTAHOBJIEHHOM UM MOpsAaKke wn
NPUHUMAET pelleHne O BHEeCEeHMW WU3MEHEHWN B MPOTOKOS KJMHUYECKOro MCCNnefoBaHus
neKapCTBEHHOro npenapaTta Ans MeguMUMHCKOro nMpuMeHeHust uam ob oTKase BO BHeCEeHWUMu
TakKUX U3MeHEHUN. Mpn paccMOTpEHUN COObLLIEHNS O HEO6X0AMMOCTM BHECEHUS U3MEHEHUN B
NPOTOKO/T K/IMHWYECKOro MCCAefoBaHMs 1IeKapCTBEHHOro rnpenapata Ans MeaumuMHCKOro
NPUMEHEHNs B Lenax oueHkn 060CHOBAHHOCTU MpejsiaraeMblX UM3MEHEHU U onpegeneHus
CTENEeHN pucka AnsS MNauMeHTOB, MPUHUMAKOLWIKMX Yy4YacTUe B KIIMHUYECKUX UCCNeAoBaHUsX,
YNOMHOMOYEHHbLIM deaepasnibHbIM OpraHoOM WCMONHUTENbHOM BNAacTM MOryT MNpuBJeKaTbCs
3KCnepTbl COBeTa Mo 3TUKeE.

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

6. KnuHuyeckoe wuccnenoBaHME JIEKApCTBEHHOrO npenapaTta A8 MeaAULMHCKOro
NPUMEHEHUS MOXeT OblTb MPUOCTAaHOBNEHO WAM MNpeEKpalleHo, ecnM B Mnpouecce ero
npoBeaeHnss O6HapyXeHa OMnacHOCTb [ANA XXW3HM, 340pOBbSA MNauUMeHToB. B cnydae
BO3HMKHOBEHMS OMAaCHOCTU ANS XWU3HWU, 310POBbSA MaLMEHTa, YYacCTBYIOWEro B KIMHUYECKOM
nccnenoBaHWKM NIEKapCTBEHHOMO Npenaparta Ans MeauMuUMHCKOro NpuMeHeHus, nccnenoBaTtenm
06s3aHbl NpouMHGpOpMUpPOBaATL 06 3TOM pyKoBOAMTENS MEAMLMHCKOW OpraHusauum wu
opraHmMsauuio, TMOJIYYMBLUYIHO paspelleHrMe YynosHOMO4YeHHoro deaepanbHOro opraHa
WUCMONMHUTENbHOW BNAcTU Ha oOpraHM3auuio NpPOBEeAEHUS KJINMHWUYECKOro WCCNeaoBaHus
NeKapCcTBEHHOro npenaparta. PelwleHMe O NPUOCTAHOBNIEHUU KJIMHUYECKOro MCCiefoBaHus
NeKapCTBEHHOro mnpenapata Afns MeAULUWMHCKOro MNpUMEHEHUs MNPUHUMAT PYKOBOAUTENb
MEAMUMHCKON  opraHmsaumm wn  (MnM)  opraHmMsauumsi, NOSyyMBlUAsE  paspelleHue
YMNOSIHOMOYEHHOro eaepanbHOro opraHa WCMNOJIHUTENbHOWM BNacTM Ha opraHMsauuio
NpoBeAEHNS KIMHUYECKOrO WUCCNeAOBaHMS NeKapCTBEHHOro npenaparta Ans MeaAWUMHCKOro
NPUMEHEHUS, pelleHne 0 NpeKpalleHUn Takoro nccnenoBaHns NpUHMMaeT YNOHOMOYEHHbI
denepanbHbIli OpraH WCHOMHUTENbHOM BAaCTU Ha OCHOBAHWM COOGLLUEHUS B MUCbMEHHOW
dopMe pykoBOAMTENA MEAMUMHCKOW oOpraHuMsauMm WnM  opraHu3auums, nofaydumBlias
paspelweHne YnosIHOMOYEeHHOro denepanbHOro oOpraHa WCNOMHUTENbHOM BRacTu Ha



OopraHnsaunto nNpoBeaeHna KINMHUYECKOro uUccneagoBaHuUA NEKapCTBEHHOINO Mnpernaparta And
MEANLIMHCKOIoO npnMeHeHn4.

7. B cCcpok, He npeBbllalWMN NSTM  paboumx [OHEN CcO AHA  3aBeplueHus,
NPUOCTAHOBNEHUS WM  MpeKpaWweHns KIMHUYECKOro WCCNeAoBaHMs NeKapCTBEHHOro
npenapata Ans MeAMUMHCKOrO MpPUMEHEHMs, cooblueHne 06 3TOM HanpaBnseTcs
opraHmMsaumsiMM, ykasaHHbIMM B 4YacTu 3 cTaTbM 38 HacTtosiwero deaepanbHOro 3akoHa, B
YNOSIHOMOYEHHbIN eaepanbHblii OpraH WCNOSIHUTENbHOW BNACTU MO YCTAHOB/IEHHOM WM

dopme.

8. ®opMa coobuweHMs O 3aBeplUEHUN, TPUOCTAHOBAEHUM WU  MNpPeKpaLLEHUN
KIMHMYECKOro MCCNeaoBaHUs JIeKapCTBEHHOrO npenapaTta Ans MeauUMHCKOro NMpUMeHeHUs
[OJIXHA CoAepXaTb:

1) wHdpopMauno 0 MeaAMUMHCKOM oOpraHusauum unm MEeAUUMHCKUX OpraHmsaumsx,
NpoBOAMBLUMX AAHHOE UCCeA0BaHUE;

2) onncaHne gaHHOro nccneaoBaHum4,

3) ApaHHble uccneposatens (gamunusa, MMsa, OTYECTBO, MecTo paboThbl, 3aHUMMaeMmas
AOJIKHOCTb, CMeunanbHOCTb, CTax paboTbl MO MNporpaMmMmaM KAWMHWUYECKUX WUCCnefoBaHWui
NeKapCTBEHHbIX MpenapaToB, MNepevYeHb KAWHUYECKUX WCCNefoBaHUi NeKapCTBEHHbIX
npenapaTtoB, B KOTOpbIX OH nMpuHMMan y4yactue (Nepuoabl Yy4yacTus) B KayecTsBe
nccneposaTens Unm conccnenosaTens);

(B pea. ®enepanbHoro 3akoHa ot 11.10.2010 N 271-03)

4) pe3ynbTaT [aHHOrO WCCNefoBaHUsA  (3aBeplleHune, MNPUOCTaHOBEHME UK
npekpalleHne AaHHOro UCCNeAoBaHUS C yKasaHWeM UX MPUYMH U BUSIHUS Ha OLEHKY ero
pe3ynbTaToB, 06LLYI OLEHKY pUCKa M OXWAAEMOW MOSb3bl OT MPUMEHEHUS UCCNeAyeEMOro
NeKapCTBEHHOro npenapaTa, a Takxe npeanosiaraeMble gasnbHelwne AencTens).

8.1. Mpun BbISIBJIEHUN denepanbHbIM OpraHom NCNOAHUTENbHOM B/acTh,
OCYLLECTBASAOWMM  (DYHKUMMU MO KOHTPOMKD W Haa30py B cdepe 34paBOOXpPaHEHUS,
HapyLweHWn NpasBua Haanexawen KIAMHUYECKOW MpPaKTUKKU Mpu NpPOBEAEHUU KIMHUYECKOro
nccnenoBaHWUs NeKkapcTBEHHOrO npenaparta, BAUMSIOWMX Ha NOSHOTY U (MAK) AOCTOBEPHOCTb
AAHHOIO K/MHWYECKOro UCCneAoBaHUs, YKasaHHbIM deaepanbHbli OpraH WUCNOMHUTENbHOM
B/SIAaCTM MNPUOCTaHaB/MBAET NpOBEAEHNE AAHHOIM0 KJMHWUYECKOro UCCIeAOBaHUS U BbIHOCUT
MeOMLUMHCKOM OopraHusaumu, B KOTOPOW MpPOBOAMTCA AaHHOE KJ/MHMYecKoe uccrepoBaHue,
npeanucaHme o6 yCcTpaHeHUWU BbISIBAEHHbIX HapylweHui. Mpu HeyCcTpaHeHMUn MeAULMHCKOMN
OpraHu3aumnen BbisiBNEHHbIX HapYLEeHU B YCTAaHOBMIEHHbI B NpeanucaHnm CPpoK YKa3aHHbIN
denepanbHbin  OpraH MWCMNOMHWUTENbHOMW BNACTU MNPUHMMAET pelleHMe O MpeKpalleHnn
npoBeneHNs KIAMHUYECKOro MuCCAefoBaHMS JIeKapCTBEHHOro npenapata M HanpasnseT B
denepanbHbii OpraH UCNOSIHUTEIbHOM BlacTu, OCyLecTBasaoWwmMn dyHKUMN No BbipaboTke u
peanusauMn rocyfapCTBEHHON MNOAUTUKM U HOPMATMBHO-MPABOBOMY pPEeryiMpoBaHUIO B
chepe 34paBOOXpaHeHus, 3ak/loYeHMe O BbiSIBIEHUM Mpu  MPOBEAEHUMU  [AHHOro
KNIMHMYECKOro UccrieoBaHus HapyLWeHWn NnpaBui Haanexawen KInHUYeCcKonm npakTukn ans
NPUHATUS pelweHnss 06 OTMeHe pa3pelleHns Ha OopraHuM3auuid NpoBeAeHUs [AAaHHOro
KIIMHMYECKOro uccnefoBaHus ¢ AaTbl MPUHATUSA pelleHUs O NPUOCTaHOBMIEHUMWU MNpoBeAeHus
KJIMHMYECKOro nccnenoBaHms nekapCcTtBeHHOro npenapara.

(4yactb 8.1 B pen. ®enepanbHoro 3akoHa ot 13.07.2015 N 241-03)

9. YNONHOMOUYEHHbIN deaepanbHbii OpraH UCNOAHUTENbHON BNAcTU onybanKOBbIBAET U
pa3MellaeT Ha cBoeM oduunanbHOM canTe B ceTu "WHTepHeT" cooblieHne O 3aBeplueHun,
NPUOCTAHOBMIEHNUM UNU  MpeKpalleHUn KIMHUYECKOro UCCneoBaHuUs  JieKapCTBEHHOro
npenapata Ansg MeAuUMHCKOro MpuUMeHeHUs B CPOK, He MpeBbiwaowmnin natm pabounx gHemn
CO [HS ero nosiyyeHusl, B YCTaHOBJIEHHOM UM NOpsiaKe.

10. YNONHOMOYEHHbI eaepanbHblii OpraH WMCMOMHUTENbHOM BAcTU OCYLLECTBASIET
BeAeHWe peecTpa MuccregoBaTenen, MNpoBOAALUMX WM MPOBOAMBLUMX  KJIMHUYECKME
MccnefoBaHUs  NeKapCTBEHHbIX  MpenapaTtoB  AfsS  MeAMLMHCKOro  MNpPUMEHEHUs, B
COOTBETCTBUWN C YTBEPXAEHHbIMM UM MpPaBUIaMn U pa3MeLlaeT ero Ha cBoeM oduumnanbHOM



cante B cetn "WHTepHeT" B YCTAHOBNEHHOM WM nopsake. YKasaHHbIA peecTp COAEPXWUT
MHdOopMaUnto, NpesyCMOTPEHHYO MYHKTOM 3 4acTu 8 HacTosALWwen CTaTb.

11. OT4YeT 0 pe3ynbTaTax KANHMYECKOro UCCNeA0BaHUSA IEKapCTBEHHOro npenaparta Ans
MEeAMLMHCKOro NPUMEHEHUsI COCTaBMSIETCA OpraHM3aumein, ykasaHHOW B 4acTu 3 cTaTbu 38
HacToswwero ®eaepanbHOro 3akoHa, Ha OCHOBaHUW 3aKIFYEHNI MeAULIMHCKUX OpraHM3aumni,
NPOBOAMBLUMX 3TO MWCCefOBaHWE, M MNPeACTaBAsSeTCA B YMNOJHOMOYEHHbIW denepanbHbii
opraH WCMOMHUTENbHOW BNacTWM, BblAABWWIK  pa3pelleHMe Ha NpoBeAeHME  3TOro
nccneaoBaHusi, B CPOK, He TMpeBblWaloWmMi Tpex MecsiueB CO [HSI ero 3aBeplleHus,
NPUOCTAHOBNEHUA WM MNpeKpalleHnsi, B Mopsake, YCTaHOBIEHHOM  YMNOJIHOMOYEHHbIM
enepanbHbIM OpraHOM UCMOMHUTENbLHOW BNACTU.

12. HapyweHne npaBun Hagnexawen KJAMHUYECKOW npakTukn, danbcndmnkaumns
pe3y/bTaTOB KJIMHMYECKOro MCCNeAoBaHUS NIEKAapCTBEHHOrO npenapaTta Ans MeguMuMHCKOro
NPUMEHeHns1 BJIeKYyT 3a COb60N OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAATE/bCTBOM
Poccuiickon degepauymn.

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

13. Mpun npoBeaeHUnN KIMHUYECKOrO MCCAefoBaHMs NeKapCTBEHHOro npenapata Aans
MeOMLUMHCKOro NpUMEHeHus gonyckaetcs 3abop y nauueHToB OMOSIOrMYECKnX MaTepuasnos
(o6bpa3ubl 6MONOrMYECKNX XUAKOCTEN, TKAHEN, CEKPETOB M MNPOAYKTOB YXU3HEAEATENbHOCTH
yesioBeka, (PU3MOMOrMYECKNX M NaToONIOrMYECKUX BblAENEeHUA, Ma3KOoB, COCKOHOB, CMbIBOB,
MUKPOOPraHM3MoB, BMONCUNHBIA MaTepuan) Ans ux uaydenuss B Poccuinckoinn depepaummn u
(nnn) 3a npeaenamun Poccuinckon degepaumu.

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

14. Mopsagok BBO3a B Poccuiickyto defepauumio M BbiBO3a 3a npegenbl Poccuinckon
degepaumm 6MONOrMYECKNX MaTepuanosB, MNOAYYEHHbIX Mpu MNpPOBeAEeHUU KIMHWUYECKOro
nccienoBaHus neKapCTBEHHOIro npenapara ans MeaMLMHCKOro NpUMEHeHus,
ycTaHaBnuBaetcs lNpaButenbctBoM Poccuitickon ®enepauun.

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

Cratba 41. ﬂOI’OBOp O npoBegeHUMN KIiMHN4YeCKOro wuccrnenoBaHusa JreKapCTBeHHOro
npenapara gnd meanunMHCKOro npumMmeHeHus

1. KnuHuuyeckoe wccnenoBaHMeE NEeKapCTBEHHOro npenapata Aansa MeaAULMHCKOro
NPUMEHEHUs MpPOBOAUTCA B COOTBETCTBMM C [OroBOPOM O TMPOBEAEHUN KJIMHUYECKOrO
NCCNefoBaHNS NIEKAPCTBEHHOMO MpenapaTta Ans MeAUUMHCKOro NPUMEHEHUs, 3aK/1lo4aeMbiM
MeXAy OpraHusaumen, nonyumslUEl paspelleHne YMNoJSIHOMOYEHHOro deaepasnibHOro opraHa
WUCMONTHUTENIbHOW  BNIaCTU  Ha OpraHuM3auuio nNpoBeAeHUs TakKoro WCCNefoBaHus, W
MEeAULMHCKOW OpraHu3aunein, ocyLecTBASIOLWEN NpoBeAeHME TaKoro nccnegoBaHus.

2. [loroBop O MpOBEeAEHUM KIIMHWMYECKOrO WCCeA0BaHUs NIeKapCTBEHHOro npenapaTta
AN MEANLIMHCKOrO NMPUMEHEHUS LO/KEH coaepXaTb:

1) ycnoBusi 1 CpoKnM NpoBeaeHNst AaHHOIo UccnenoBaHus;

2) onpeaneneHne obuwen cToMmMocTu nporpaMMmbl AaHHOro mccneaoBaHmsda C yKasaHuMeEM
CYMMbI, npe,qHasHaqarom,eﬁca Ansa BblNnaT UccnegoBatendam, conccnenoBaTtensamMm,

3) onpegeneHve dopMbl NpeacTaBneHUs pe3ynbTaToB [aHHOrMo UCCNefoBaHUsS B
YMNOSIHOMOYEHHbIN efeparibHbI opraH UCNOIHUTENbHOW BNACTHU.

Ctatba 42. ®uHaHcOBOe obecne4vyeHue KIIMHUYECKOro uccrneaoBaHUA neKapCcTBeHHOro
npenaparta gna MeauUUMHCKOro npuMeHeHus

®unHaHcoBoe obecneyeHne KAMHMYECKOro UCCeaoBaHUs NEKAPCTBEHHOIO npenaparta
ana MeanNUMNHCKOro npuMeHeHns OCyLLECTBNIAETCA 3a CHET:

1) cpencte denepansHoro 6oaxeTa;



2) CcpeacTB oOpraHusauum, noNyuYMBLUMX paspelleHMe Ha OpraHusaumio npoBeaeHus
AAHHOr0 UccnenoBaHns, B COOTBETCTBMU C YC/IOBUAIMM AOrOBOpa O €ro NpoBeAeHUM;

3) MHbIX HE 3anpeLlleEHHbIX 3aKOHOA4ATENTIbCTBOM Poccuiickomn CDeﬂ,epau,vwl MCTOYHUNKOB.

Cratbsa 43. I'IpaBa nauneHToB, yyacTByrOLWnx B KITMHN4YeCKOM unccnegoBaHumn
JNleKapCTBeHHOro npenapara AnAa megnumnHCKoro npumeHeHuns

1. Yyactme naumeHToB B KJIMHWYECKOM UcCCnenoBaHUn NEKapCTBEHHOINO npenapata Ans
MEANLIMHCKOIoO NpMMeEHEHNA ABNAETCA ILI,O6|:)OBO}'IbeIM.

2. TaumeHT wnnAnM ero 3aKOHHbIM npeacTaBuTenb A0XeH 6blTb WMHpOpMUMPOBaH B
nMcbMeHHOM dopme:

1) O JNeKapCctBeHHOM npenapate Aand MeanunHCKoro npumMeHeHna wn CywHOCTU
KJIMHN4YEeCKOro nccnegoBaHmna aToro 1IEKapCTtBeHHOro npenapaTta,

2) o 6e30nacHOCTM fleKapCTBEHHOro npenapaTta Anaa MeaMUMHCKOro MpuUMEHEeHUs, ero
oxunagaeMmon apHEKTUBHOCTU U CTENEHN PUCKA AN NAUNEHT];

3) 06 ycnoBuax ydacTvsi NauMeHTa B KJIMHMYECKOM WMCCNefoBaHWM NEeKapCTBEHHOMO
npenapaTta Ans MeAULMHCKOro NpUMEHEHUS;

4) o ueanm wunn  uendax wum  nNpoao/DKUTENBbHOCTU KIMHUYECKOIo wmccneaosaHuMd
NeKapCTBEHHOIO Npenaparta and MEANUMUHCKOIro npnMeEHEHUA,

5) o0 penctBMsX nMauMeHTa B C/lydae HenpeaBuAeHHbIX 3ddeKToB BAUSHUS
NleKapCTBEHHOro npenapaTa 4n1s MeAULMHCKOro NpMMeHeHns Ha COCTOSIHME ero 340pOBbS;

6) 06 ycnoBuax ob6a3aTenbHOro CTpaxoBaHUS XXWU3HU, 340POBbs NALUNEHTA;

7) O rapaHTUsIX KOHMWAEHUMANbHOCTM Yy4yaCTUsi MauMeHTa B  KJIMHUYECKOM
NccnefoBaHMM NIEKAPCTBEHHOMO NpenapaTta Aas MeaMUnHCKOro NpuMeHeHus.

3. [dobpoBonbHOe corfacMe naumeHTa Ha ydacTue B KJIMHUMYECKOM WCCenoBaHUu
NleKkapCTBEHHOIO npenapaTa A/ MeAULMHCKOrO NPMMEHEHUS NOATBEPXAAETCA €ro NoANMUChLIO
WAN NOANMCHLIO €ro 3aKOHHOM0 NpeAcTaBMUTENs Ha MHPOPMALMOHHOM JIMCTKE NaLMWEHTa.

4. MauMeHT UM ero 3aKOoHHbIN npeactaBuUTE/lIb UMEET MpPaBO OTKA3aTbCAd OT y4acCTusa B
KIMHN4YECKOM nccneaoBaHmm neKapCTtBeHHOro npenaparta and MegmumMHCKoOro nppyMeHEHNA Ha
nobon cragmu npoBEAEHNA TAaKOIro nccnegoBaHuA.

5. TlpoBeneHne KINMHUYECKOrO UCCNeAOoBaHUSA JNIEKApCTBEHHOrO npenapata A4
MEeOMLMHCKOro NMpUMEHEeHNsa C y4acTUEM B KayeCcTBe MauMeHTOB AeTel A0MYCKAETCs TOMbKO C
cornacusi B NMCbMeHHOW dopMe ux poamuTenen, ycbiHoBuTenen. letm moryT paccMaTpuBaTbCs
B KayecTBe NoTeHUMasbHbIX NaLUWMEeHTOB TaKOro UCCNeAoBaHus, TONIbKO €C/iM ero nNpoBeaeHme
HeobxoAMMO ANSa  yKpenneHus 340pOoBbs  AeTeNn UM  NpodUIakTUKN  UHEPEKUMOHHbIX
3aboneBaHnin B AeTCKOM Bo3pacte mMbo ecin uenbkd Takoro MucCnefoBaHUsa SBASETCS
nonyyeHme QAaHHbIX O Hawydwelr [03UMPOBKE JieKapCTBEHHOro npenaparta Ans JsedeHus
aetenn. B aTux cnydasax TakOMy WCCIeAoBaHUIO AOJ/HKHO MpeawwecTBoBaTb KMHUYECKOe
nccrepoBaHue  JieKapCTBEHHOro  npenapata A4S MeAWUMHCKOrO  MPUMEHEHUS  Ha
COBEPLUEHHOMETHNX  FpaxpaHax, 3@ WCK/IYEHUEM CJlyyaeB, eCinm  UCCnefyeMbli
NeKapCTBEHHbIM npenapaT 479 MeAUUMHCKOrO MpPUMEHEeHUs mnpegHasHadeH MCKIYUTENbHO
A1 NCNOJIb30BaHUSA HECOBEPLUEHHONETHUMM FpaXkaaHaMu.

(B pea. ®epepanbHoOro 3akoHa ot 22.10.2014 N 313-03)

6. 3anpeLlaeTca nNpoBeaeHMe KIMHUYECKOrO UCCeA0BaHNS IEKApCTBEHHOMO npenapaTa
ONSA MeAULIMHCKOro NMPUMEHEHUS C Y4acTUeM B KauecTBe NalUeHTOB:

1) peTen-cmpoT n getei, octaBnxcs 6€3 noneyeHmns poauTenen;

2) XEHWHWMH B nepunoa 6epeMeHHOCTM, XEHWHMNH B nepunoa rpygHoro BCKkapMmanBaHumd, 3a
NCKTIOYEHMEM CJly4aeB, €C/In NpoBOoAUNTCA KIIMHUYECKOE WnCCneaoBaHME J1EKApPCTBEHHOIO



npenapata, NpeAHa3Ha4YeHHOro ANs YKa3aHHbIX XXEHLWWH, MNpu yciaoBuM HeobxoammocTu
nonydyeHma wmHdboOpMauMn TONbLKO BO BpPeMS MNpPOBeAEHUS COOTBETCTBYHOLWMX KIMHUYECKUX
nccnefoBaHUm N NPUHATUA BCEX HEOOXOANMbBIX Mep MO UCKIIIOHYEHUI0 pUCKa HaHeceHus Bpeaa
XeHLWWHe B nepuos 6epeMeHHOCTU, XEHLWWHe B nepuoj rpyaHoro BCKapMAWBaHUSA, naoay
nnn pebeHky;

3) BOEHHOCNYXalux, 3@ WCKAKYEHMEeM CcfydaeB nMpoBeAeHUs  KIIMHUYECKOro
nccneaoBaHUs ekapCcTBEHHOro nNpenapaTa, cneunasnbHo pa3paboTaHHOro Ans npuMeHeHus B
YCNOBUAX BOEHHbIX [AeNCTBUW, uYpe3Bbl4alHblX CUTyauun, npodunakTUKn un fnedyeHus
3aboneBaHnn U MopaxeHWn, MOSIyYEHHbIX B pe3yfibTaTe BO34eNCTBUSA HebnaronpuaTHbIX
XUMUYECKUX, O6Monornyecknx, paguvaumoHHbIX @akTopoB. KrnHuyeckoe wccnegosaHune
Takoro NeKapCTBEHHOro npenapata MOXEeT NPOBOANTLCA C y4YacTMEM B KayecCcTBe MauueHToB
BOEHHOCNYXaLUNX, 3a UCKIIOYEHMEM BOEHHOCNYXaLMX, NMPOXOASAWMX BOEHHYK Cnyx6y no
npu3sbiBy, C cobnioaeHnem TpeboBaHMn, yCTaHOBMEHHbIX HacTosawmM denepanbHbIM 3aKOHOM
B OTHOLLUEHWUM FPAXAAHCKUX NNL;

4) COTPYAHUKOB MPaBOOXPAHUTENbHbIX OPraHoB;

5) nwnu, oTbbiBawWKMX HakKasaHMe B MecTax nuweHus csoboabl, a Takxe nuu,
HaXoAALWMXCS NoA CTpaXeh B CNeACTBEHHbIX N30NaTopax.

7. OonyckaeTcsa npoBeaeHMe KIIMHUUYECKOro UCCeNoBaHNsA NeKapCTBEHHOro npenapaTta
AN MEAUUMHCKOrO MPUMEHEHMUs, NpeAHa3HaYeHHOro ANns  NleYeHUs  MCUXUYECKUX
3aboneBaHMin, C ydacTMEM B KauyeCTBE MNALMEHTOB /UL, C MNCUXMYECKMMU 3a6oneBaHUAMMU,
NPU3HaHHbIX HEAEECNOCO6HbIMWN B NopsAAKe, YCTAHOB/IEHHOM 3aKOHOAATENLCTBOM Poccuiickoi
depepaumn. KnnHUYECKoe uccneaoBaHWe eKapCcTBEHHOro npernapata B 3TOM  C/ly4ae
NpPoOBOAUTCA MpPWU HANMUMKU cornacus B MUCbMEHHOW dopMe 3aKOHHbIX npeacTaBuUTenem
yKasaHHbIX N1,

Cratba 44. O6GsizaTenbHOe CTPaxoBaHWE XU3HMU, 3A0POBbsS MNaUMeHTa, y4yacTBYHOLEro B
KINMMMHN4YeCKOM uccnegoBaHuum nekapctBeHHOro npenapara agnsa meguuuMHCKOro npuMmeHeHus
(B pen. ®epepanbHOro 3akoHa ot 29.11.2010 N 313-03)

1. OpraHusaums, nonyyMBLIAs  paspeleHne Ha  OpraHu3aumio  npoBeaeHUs
KJIMHNYECKOro MCCreA0BaHUs NeKapCTBEHHOrO npenapata Ans MeauMuMHCKOro NMpuMeHeHus,
obsi3aHa B KayecTBe CTpaxoBaTesns CTpaxoBaTb PUCK MPUYMHEHUS Bpeaa XM3HW, 340POBbIO
naumeHTa B pe3ynbTaTe MNpOBeAEHUS KJIMHUYECKOro WCCcnenoBaHUsi NeKapCTBEHHOMO
npenapata Ana MeAMUMHCKOro MpUMEHEHMs1 3a CBOM CYEeT NyTEeM 3aK/4YeHus 40oroBopa
0653aTenbHOro CTpaxoBaHums.

2. 0O6bekTOM 0653aTeNnbHOro CTpaXoBaHUA ABNAETCA MMYLLI,eCTBeHHbIﬁ MHTEpPEC
nauneHTa, CBSA3aHHbLIA C MPUYNHEHNEM Bp€aAa €ro XuM3Hnm win 3400pOBbKO B pe3ysibTaTte
npoBeaeHnda KIAMHUYECKOro mnccneaoBaHmda neEKapCrtBeHHOro npenaparta and MeanmumnHCKoro
NMPpUMEHEHNA.

3. CtpaxoBblM csiy4yaeM No A0rosopy obsa3aTenibHOro CTpaxoBaHUA 4ABNAETCA CMEPTb
nauneHTa win yxyalweHume ero 30poBbsa, B TOM 4UCNE BNEKYLLEE 3a coboi YCTaHOBJ1IEHNE
MHBaTMAHOCTU, NpU HaIN4nUun I'IpVI‘-IVIHHO-CJ'IGLI,CTBEHHOVI CBA3U MeXAy HacTynjaeHunem 3TOoro
cobbITNA " ydyactneM naumeHTa B KJIMHUYECKOM NUCCNeENO0BaHNN JIEKAPCTBEHHOIO NpenaparTa.

4. TpeboBaHMS O BO3MELLEHUN Bpeaa, NMPUUYNHEHHOMO XMU3HU UNK 340POBbIO MaLMEHTa,
npeabsaBNATCA B TEeYEHME CPOKOB WCKOBOW [aBHOCTM, YCTAHOB/IEHHbIX TPaXXAaHCKUM
3aKOHOAATENbCTBOM.

5. PasMep cTpaxoBoi BbinaaTbl NO AOrOBOPY 0643aTeNbHOr0 CTPAaxoBaHMUs COCTaBNSET:

1) B cnyyae cMepTM nauueHTa [ABa MWIIMOHA py6nei Ha KaXaoro MauMeHTa,
Yy4aCTBOBABLUErO B KJIMHMYECKOM UCCNeA0BaHMM NIeKapCTBEHHOMO Npenapara;

2) Npu yXyZALWeHUN 340p0Bbs NaUMeHTa:



a) MoOBNEKWEM 3a cobon yCTaHOBNEHWE WHBaNMAHOCTM I rpynnbl, OAWH MWSIMOH
NATbCOT ThicAY pybnern Ha Kaxaoro nauleHTa, Y4yaCTBOBABLIErO0 B  KJIAWHUYECKOM
nccnenoBaHUM nekapCcTBEHHOro npenapara;

6) noBnekiwem 3a co60l YyCTaHOBNEHME WHBanNuMAHocTU II rpynnbl, OAMH MUJJINOH
pybne Ha Kaxaoro nauuMeHTa, Y4YacTBOBaBLIEr0 B  K/JAMHWUYECKOM WCCNeA0BaHUK
NTEKAPCTBEHHOrro npenapara;

B) MOBMeKWeM 3a coboi ycTaHOBMEHME WHBanuMAHocTu III rpynnbl, MNSTbCOT ThiCAY
pybnen Ha Kaxaoro nauuMeHTa, Y4YacTBOBaBLIEr0 B  KJAMHWUYECKOM WCCeA0BaHUU
NIEKApPCTBEHHOro npenapara;

r) He nosnekweM 3a cobol yCTaHOBNEHUS MHBANMAHOCTU, He Bonee 4yeM TpUCTa ThiCsaY
pybneii Ha Kaxaoro nauueHTa, Yy4yacTBOBaBLIEr0 B KJAMHMYECKOM MUCCNefoBaHUM
NeKapCTBEHHOrO npenapaTta, WUCXoAs M3 HOPMATUBOB, OTPaXalLWMX XapakKTep M CTeneHb
NoBpeXAEHUS 340pOBbsi, a Takxke daKTUYeCKNM TMOHECEHHbIX MauMeHTOM pacxoaos,
BbI3BaHHbIX MOBPEeXAEHMEM 340pPOBbs, Ha MeAUUMHCKYIO MoMOoWwb, npuobpeTeHune
NeKapCTBEHHbIX NpenapaTos.

(nn. "r" B pea. ®epepanbHOro 3akoHa oT 22.12.2014 N 429-03)

6. YTpatun cuny c 1 nona 2015 roaga. - ®eaepanbHblii 3aKOH OT 22.12.2014 N 429-03.

7. Cpok poroBopa 06a3aTeNbHOr0 CTPaxoBaHMA He MOXET 6biTb MEHee, YeM CpoK
NPOBEAEHUSA KITMHUYECKOro UCCNeAoBaHNA IEKAPCTBEHHOro Npenapara.

8. Ycnosusa gorosopa 06sa3aTesibHOr0 CTpaxoBaHUs, B TOM YMC/e CTpaxoBble Tapudbl Mo
o6sa3aTeIbHOMY CTpaxoBaHMIO, nepeyvyeHb Heob6X0AMMbIX AOKYMEHTOB A/ OCYLUEeCTBAEeHMUS
CTpaxoBOW  BbiNNaTbl, MNOPSAAOK  YCTAHOBJIEHMS  CTpaxoBaTeneM  MHAMBUAYANbHOro
naeHTMOMKALMOHHOIO KoAa NauueHTa, nopsaok  WMHGMOPMUPOBaAHMS  CTpaxoBaTeseM
CTPaxoBLUMKA O NMPUBJIEYEHHbIX K KIIMHUYECKOMY MCCNeA0BaHMI0 TeKapCTBEHHOIO npenapaTta
AN MeAUMUMHCKOrO NpMMEHEeHUs naumeHTax, NopsaoK yniaaTbl CTPaxoBok NpeMmnu, rnopsgok
peanusaumn onpeaeneHHblxX HactosawmMm depepanbHbiM 3aKOHOM U ApyrMMu deaepanbHbIMU
3aKoHaMu npaB M 0693aHHOCTEN CTOPOH MO A0OroBOpy 06s3aTeNnbHOro CTpaxoBaHUS, a TaKxe
HOpMaTMBbI, OTpa)kalolmMe XapaKTep U CTerneHb MOBPEeXAEeHUsl 340pOBbs, yCTaHaBMBAKOTCS
TUMNOBbIMM MNpaBunaMm o6a3aTeNlbHOro CTPaxoBaHUS.

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

9. B cnyyae NpuUYMHEHUS Bpeda >XW3HM MNauUMeHTa, y4YaCTBOBABLUEro B KJIMHUYECKOM
NUCCNefoBaHMN  JIEKAPCTBEHHOro rnpenaparta, BbirogonpuobpeTtaTtensiMm Mo  AOroBopy
06a3aTeNIbHOro CTPaxoBaHWUS SBAIOTCS rpa)aaHe, UMetoLlMe NpaBo Ha BO3MELLEHME Bpeaa B
C/lyyae CMepTU KOpMU/bL@ B COOTBETCTBMM C Trpa)AaHCKUM 3aKOHOAATENbCTBOM, MNpU
OTCYTCTBUM TaKUX FpaxkaaH - poaUTENn, Cynpyr, AeTU YMeEpLEro nauneHTa, y4acTBOBaBLUErO
B KJIMHMYECKOM WCCNEeAOBaHUN NEeKApCTBEHHOrO MpenapaTa, B Clydyae CMepTu nauueHTa,
y4yacTBOBaBLUErO B KJIMHUYECKOM MCCNen0BaHUM IEKAPCTBEHHOMO NpenapaTta U He MMEBLUEro

CaMOCTOATENIbHOMO A0X0A4a, - rpaXAaHe, Ha WXAMBEHUW KOTOPbIX OH HaxoAwuncs, B
OTHOLIEHMM BO3MELLEHMA pPaCXO40oB Ha norpebeHVe MauuMeHTa, Yy4dacTBOBAaBLIErOo B
K/IMHWYECKOM WCCMEeAoBaHMM JIeKapCTBEHHOro npenapaTa, - /MU0, MOHEecllee Takue
pacxofbl.

10. CTanOBaFI BbinjiaTa B CYHET BO3MeLWEHNA Bpeaa, NpNYNHEHHOIo >XXMU3HWU MNauneHTa,
y4yaCTBOBaBLUEIro B KJITNHNYECKOM nccnegoBaHunn NEeKapCTBEHHOIO npenaparta,
pacnpenendaeTca Mexay BblFOﬂ,OI‘IpMO6peTaTeJ'IFIMM nponopunoHaiabHO WX KOJIMYECTBY B
paBHbIX A014X.

11. MpW HaCTynneHMU CTPaAxoBOro Crydas MauMeHT, y4acTBOBaBLUMN B KIANHUYECKOM
nccneaoBaHMM NeKapCTBEHHOro npenapaTta, BblrogornpuobpeTaTenb BrpaBe MpeabsaBUTb
HEMoOCPeACTBEHHO CTPaxoBLMKY TpeboBaHME O BO3MELEHUM TMpPUUYMHEHHOrO Bpeaa.
CTpaxoBasi BbinjaTa OCYLIECTBASIETCS CTPaxOBLMKOM B TeyeHue TpuauatM AHEl Co AHS
npeacTaBfeHnss HeobXoAUMbIX AOKYMEHTOB. [lauMeHT, Yy4aCTBOBaBLWMA B KIAMHUYECKOM
nccneaoBaHUMM NIEKAPCTBEHHOro npenapaTa, MM BbirogonpuobpeTaTens 06si3aH CO06WNUTL
CTPaxXOBLUNKY ans OCYLLECTBNEHUS CTpaxoBoW BbINAaThl MHAMBUAYANbHbIN



MAEHTUDUKAUNOHHBLIA KOA4 MNauUMeHTa, YCTAHOB/IEHHbIN CTpaxoBaTe/leM B COOTBETCTBUU C
TUMNOBbLIMM MNpaBMnaMmm o6a3aTeNbHOr0 CTPaxoBaHUS.

12. [lo nonHoro onpeaesieHnsa pasMepa nojsexauwero Bo3MeLLeHNIO Bpeaa CTpaxoBLLmMK
Mo 3asiB/IEHUI0 NauMeHTa, y4yacTBOBaBWEro B K/IMHMYECKOM UCCefO0BaHUU JieKapCTBEHHOro
npenapara, WM 3asBNeHUIO BbirogonpunobpeTtaTens BnpaBe OCYLWECTBUTb YaCTb CTPaxoBOW
BbIMNaTbl, COOTBETCTBYOLWYO (paKTUUYECKU onpeaeneHHon 4YacTm NpUYMHEHHOro Bpeaa.

13. CrtpaxoBas BbislaTa B COOTBETCTBMM C AOroBopoM 06s3aTesibHOro CTpaxoBaHWUS
OCYLLECTBAETCA He3aBUCUMMO OT BbIMaT, NPUUYMNTAOWMXCSA NO APYrMM BUAAM CTpaxoBaHUS.

14. He ponyckaeTcd ydyacTve naumeHTa B MpoOBeAeHUUN KIIMHUYECKOro mnccnenoBaHus
NleKapCTBEHHOro npenaparta Npu OTCYTCTBUM Aorosopa 0653aTenbHOro CTpaxoBaHus.

15. KoHTponb 3a WCNOJHEHMEM OpraHuM3aumein, noNy4YmBLUEN pa3pelleHne Ha
opraHumsaumio NpoBefeHUA KIIMHMYECKOro uccnenoBaHusa JeKapCTBEHHOro npenaparta Ans
MEANLMHCKOrO MPUMEHEHUs, YCTAHOBJ/IEHHOM HacCToslWelh CcTaTben 0653aHHOCTU NO
obazaTenbHOMY CTpaxoBaHUIO XKU3HU, 340p0OBbS rnaumeHTa, ydacTByroLiero
(y4yacTtBoBaBLIEro) B KJIMHUYECKOM nccnenosaHum NleKkapCTBEHHOro npenaparta,
OCYLLECTBNAETCSA YMNOJSIHOMOYEHHbLIM deaepanbHbIM OPraHOM WCMOMHUTENBHOM  BacTy,
BblAABLIMM pa3pelleHne Ha npoBeAeHME KINMHUYECKUX WCCNeAOoBaHUN NeKapCTBEHHbIX
npenapaTtoB ANgd MeanLMHCKOro NnpuMeHeHus.

Mnasa 8. MPON3BOACTBO U MAPKUPOBKA JIEKAPCTBEHHbIX CPEACTB

CrtaTtbs 45. [lponsBoacTBO NeKapCTBEHHbLIX CPeacTB

1. Tpon3BOACTBO JleKapCTBEHHbIX CPeAcTB AOJIKHO COOTBETCTBOBaTb TpeboBaHUAM
npaBuna Hagnexalwen npousBOACTBEHHOM NpPaKTUKWU, YTBEPXAEHHbIM YMNOJHOMOYEHHbIM
denepanbHbiM OpraHoM WCNOAHUTENbHON BNacTn. OcCobeHHOCTM nepexoda MNpPoOM3BOACTBA
OTAeNbHbIX NeKapCTBEHHbIX CpeaCTB K MX MPOU3BOACTBY B COOTBETCTBMM C TpeboBaHMAMMU
npaBwia Hagnexauwern npou3BOACTBEHHOMW MpaKTUKU YyCTaHaBnueawTca [1paBUTeNbCTBOM
Poccuinickon  ®depepauun. Bblgaya  3ak/lO4YeHMn O  COOTBETCTBUM  Npom3BoauTens
neKapCcTBeHHbIX CcpeacTB TpeboBaHMAM MpaBua Haanexawen npousBOACTBEHHOM MpaKTUKK
OCyLLecTBASeTCAd NO pe3ynbTataM WHCNEeKTUPOBaHUS MNpou3BoauTeNen feKapCTBEHHbIX
CpeAcTB B nopsake, ycraHoBreHHOM [lpaButenbcTBOM Poccuinckon ®epepaumn. Pasmep
nnatel 3@ Bblgayy 3aKNOYEHUS O COOTBETCTBMM MNPOU3BOAUTENS NIeKApCTBEHHbLIX CpeacTB
TpeboBaHMAM NpaBun  Hagnexawen npousBOACTBEHHOW MpPaKTUKWM  yCTaHaBAMBAETCH
MpasutenbctBoM Poccuiickont  degepauunn. Tllopsaok  OpraHmsauum W NpoBeAeHus
WHCMeKTUpOBaHNA NPOU3BOAUTENEN NTeKapCTBEHHbIX CPeACTB Ha COOTBETCTBME TpeboBaHMAM
npaBwia Haanexawen rnpou3BOACTBEHHON MNpPaKTUKW YycTaHaBnusaeTcs [1paBUTENbCTBOM
Poccuiickon ®epepauun.

(B pean. ®enepanbHbiXx 3akoHOB OT 25.06.2012 N 93-®3, ot 22.10.2014 N 313-®3, ot
22.12.2014 N 429-03)

2. Mpon3BoACTBO NIEKApPCTBEHHbIX CPpeacTB B Poccuitckon deaepaummn OCyLLECTBNSETCH
NpoM3BOAUTENSIMU NIEKAPCTBEHHbIX CPeaCTB, MWMEKWMMMU  JIMLEH3UIO Ha MpPoOM3BOACTBO
NleKapCTBeHHbIX  cpeacts. [loaTBepxaeHne  COOTBETCTBMS  NMUEH3MaTa  npaBuiam
Hagnexawen npouM3BOACTBEHHOM MNPAKTUKM OCYLLECTBASIETCA B paMKax JIMLEH3MOHHOro
KOHTpPONsi B COOTBETCTBMWM C 3akoHogaTenbCTBOM Poccuiickoin ®epgepaummn C  y4eToM
ocobeHHOCTEN, yKa3aHHbIX B YacTu 1 HacTosLWeN CTaTbu.

(B pen. ®epepanbHbiX 3aKOoHOB OT 22.10.2014 N 313-®3, o1 22.12.2014 N 429-03)

3. |_|p0VI3BO£I,CTBO NEKAPCTBEHHbIX CpeACTB  OCYLUECTBNAETCA c cobnwaeHnem
TDEGOBaHMVI NMPOMbILLNIEHHOIO  pEeriaMeHTa, KOTOprﬁ YTBEPXAAETCA pyKOoBOAUTENEM
npounssBoanTeENnd nNEKapCTBEHHbIX CpeaACTB W BK/IKOYAET B cebs nepeyeHb UCNOJZib3yeMbIX
q)apMaLlEBTMHECKVIX CY6CTaHLl,Ml7I M BCMNOMOraTesibHbIX BEWECTB C YKa3aHMEM KOJIMYECTBA
KaxXaoro M3 HuX, AaHHble 06 MCnoJib3yeMoOM OﬁOpy,EI,OBaHVIVI, OonnmcaHune TeEXHOJIOrnM4yeckoro
npowuecca n METOA0B KOHTPOJIA Ha BCEX 3TaNaX Npon3BOoACTBa JIEKaAapCTBEHHbIX CPEACTB.



4. Tpu NpoM3BOACTBE JeKapCTBEHHbIX CpeAcTB MCnonb3ylTcsa dapMauesTuyeckmne
cybcTaHuMm, BKJKOYEHHble B rOCYAApCTBEHHbIM peecTp JNeKapCTBEHHbIX CpeacTB, 3a
nuckntodeHmem  dapmaueBTUYeCKUX  cybCTaHuMin, NpoM3BOAUMBIX AN MNpoBeAeHus
KNIMHMYECKNX nccneaoBaHui n ang akcnopta. K npoueccy npom3soacTBa apMaLeBTUYecKomn
cybcTaHumm oTHOoCcATCA Jobble  CcTaauuM TexXHONOrMyeckoro npouecca, Mo3BofsoWwmne
NOAYYUTb rOTOBbIN NMPOAYKT, COOTBETCTBYHOLWMIM TpeboBaHuaM dapMakonenHom ctatbn, B TOM
yucne  QepmeHTaumsl,  3KCTpakuusl, O4YUCTKa, BblAeNeHue, rnepekpucTannmsaums,
BbICYyLLMBAHWNE, N3MesfbyeHune.

(B peqn. PepgepanbHOro 3akoHa ot 22.12.2014 N 429-03)

4.1. lepeyeHb NeKaApCTBEHHbLIX MpenapaTtoB A/ MeAULMHCKOro TMpPUMEHEHUS, B
OTHOLWIEHUM KOTOPbIX YCTaHaBnmMBatoTcs TpeboBaHMa K o06beMy Tapbl, YMNakoBKE WU
KOMMJIEKTHOCTU, MepeUYeHb NeKapCTBEHHbIX MpenapaToB A/ BETEPUHAPHOIN0 NPUMEHEHUS, B
OTHOLUIEHUM KOTOPbIX yCTaHaBnuMBalTcs TpeboBaHUs K 06beMY Taphbl, a Takxe TpeboBaHuS K
06beMy Tapbl, YNakoBKe WU KOMM/IEKTHOCTU JIeKapCTBEHHbIX MpenapaToB Al MeAUUMHCKOro
NnpuMeHeHusl, TpeboBaHMsA K 06beMy Tapbl JIEKAPCTBEHHbLIX MpenapaToB ANs BETEPUHAPHOro
NPUMEHEHNUSI  OMPeaensitoTCsa  COOTBETCTBYHOWMMM  YMNOSIHOMOYEHHbIMW  deaepanbHbIMU
OopraHaMm UCNOJSIHUTENbHOW BNacTU B NOpsiAKe, YCTaHOBMEHHOM [1paBuTenbCcTBOM Poccminckor
denepauunu.

(yactb 4.1 B pean. ®enepanbHOro 3akoHa ot 14.12.2015 N 374-03)

4.2. OpraHusaumu, ocylecTtensgolme npousBoAcTBo dapMaueBTUYeCcKon cybcTaHumu
cnupTa 3TMNoBOro (3TaHona) An9 MpoM3BOACTBA CNMPTOCOAepXalnx feKapCTBEHHbIX
npenapatoB, 0653aHbl OCYLWECTBAATb y4eT U AeknapupoBaHue B nopsake, YCTaHOBJIEHHOM
ctatbssMu 8 u 14 depepanbHOro 3akoHa OT 22 Hosbpa 1995 roga N 171-03 "O
rocy4apCTBEHHOM peryanpoBaHuUmM NponsBoAcTBa n 060poTa 3TUI0BOro CNMpTa, anKoroabHOM
M cnnpTocogepxkallen npoaykumm n o6 orpaHnvyeHnm notpebnenms (pacnutmnsa) ankoronabHOM
npoaykummn".

(yacTtb 4.2 BBeaeHa depepanbHbiM 3akoHOM 0T 03.07.2016 N 261-03)

4.3. VHauBMAyanbHble npeanpuHUMaTeEnn W OpuaMyeckue nuua, ocyllecTeastowme
3aKynKy M ucnosb3oBaHne dapMaueBTMyeckon cybctaHumMm cnupTa 3TUNOBOro (3TaHona), a
TaKXXe Npon3BOACTBO, M3rotosneHmne n (unm) obopoT (3a NCKAKYEHMEM PO3HUYHOM NPOAAXKN)
cnnpTocoaepXallnx NeKapCTBEHHbIX nMpenapaTtoB, 06s3aHbl OCYLWECTBAATE WUX Y4YeT W
AeKknapupoBaHue B nopsiake, YCTaHOB/IEHHOM cTaTbsaMm 8 n 14 denepanbHOro 3akoHa oT 22
Hos6psa 1995 roga N 171-®3 "O rocynapCTBeHHOM perynmpoBaHnm npoussoacTtBa n obopoTa
3TUIOBOro CNMpTa, anKorosbHOM W CAMpTOCoAEepXallen npoaykumm m o6 orpaHudeHuu
notpebneHuns (pacnnutns) ankoroabHOM npoaykumnm'.

(yacTtb 4.3 BBeaeHa denepanbHbiM 3aKOHOM OT 29.07.2017 N 278-03)

5. 3anpeuwaeTcsa Nnpon3BoOACTBO:

1) nekapcTBEeHHbIX CpeAcTB, He BKJ/IKOYEHHbIX B TOCYAAPCTBEHHbIA  peecTp
NeKapCTBEHHbIX CPeAcCTB, 3a WCK/IOYEHMEM JIeKapCTBEHHbIX CpPeAcCTB, MPOM3BOAUMbBIX AN
NpoBeAeHNA KIIMHUYECKMX UCCNefoBaHUi U Assi SKCNopTa;

2) dhanbcMdrUNMPOBaHHbIX TEKAPCTBEHHbIX CPEACTB;
3) NnekapcTBEHHbIX CpeacTB 6e3 NMLEH3MMN Ha NPOM3BOACTBO JIEKAapPCTBEHHbIX CPEACTB;

4) nekapCTBEHHbIX CPeACTB C HapyLeEeHWeM MpaBu/l OpraHuM3aumu npou3BOACTBA W
KOHTPOJISl Ka4yeCcTBa JIEKapCTBEHHbIX CPEACTB;

5) dapmaueBTMUYECKON CybCTaHUMM CnMpTa 3TWUA0BOro (3TaHoNa) Ha TEXHONIOMMYECKOM
obopynoBaHMK, KOTOPOE He 3aperncrpMpoBaHO MM 3aKOHCEPBUPOBAHO B COOTBETCTBUM C
denepanbHbiM 3akKOHOM OT 22 Hosi6pa 1995 roma N 171-®3 "O rocyaapCTBEHHOM
perynmMpoBaHMnm  NpousBoacTBa W 060poTa 3STUAOBOrO  CnMpTa, anKOroAbHOM W
cnupTocoaepXallern npoaykumm v o6 orpaHnyeHum notpebneHns (pacnutus) ankorosibHOM
npoaykummn".

(n. 5 BBegeH degepasnbHbIM 3aKOHOM OT 29.07.2017 N 278-03)



6. Mpwn BBOAE NEKAPCTBEHHbLIX CPEACTB B rpa)AaHCKuUn o6opoT YNOSHOMOYEHHOE NULO
npom3BoAMTENS JIEKAPCTBEHHbLIX CPEACTB OCYLUECTBNSET MNOATBEPXAEHME COOTBETCTBUS
NIeKapCTBEHHbIX cpeacTB TpeboBaHMSAM, YCTA@HOBMEHHbIM MpPU  UX [OCYyAApPCTBEHHOM
perncTpaummn, n rapaHTUpPYET, YTO NNIeKapCTBEHHbIE CpeACcTBa NPOU3BEAEHbI B COOTBETCTBUMN C
TpeboBaHMAMN NpaBun Hagnexallen Npon3BoACTBEHHON NPaKTUKMW.

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

7. YNO/MHOMOYEHHbIM JINLOM MPOU3BOAUTENS JIeKApCTBEHHbIX CPeaCTB SBASETCS ero
paboTHMK, aTTeCTOBaHHbIXN B YCTAHOBJIEHHOM YMOJHOMOYEHHbIM deaepanbHbIM OpraHoM
WUCNONMHUTENbHON BNacTu nopsake U UMewWwMin cTax paboTbl He MeHee 4yeM NATb JIeT B
obnactm npoumssoAcTBa U (MNM) KOHTPONA KadecTBa NleKapCTBEHHbIX CpeAcTB, Bbicllee
obpazoBaHMe COOTBETCTBEHHO MO OAHOM U3 cheunanbHocTen w (Uan) oOAHOMY U3
HanpasfieHWin noaroToBku: 6uonorns, 6uUOTEXHONOrMS, BeTepuHapus, KAnHUYecKas
MeauvuMHa, pajvauMoHHas, XuMmyeckasa KW buonornyeckas  3awmTa, dapmauwus,
dyHOaMeHTanbHas MeanunHa, XMMnuyeckas TeXHON0rns, XuMums.

(YacTtb 7 B peq. PegepanbHOro 3akoHa ot 22.10.2014 N 313-93)

8. TlpousBoanTenn neKapCTBEHHbIX CcpeacTB (3a WCKA4YeHneM dapMauleBTUUYECKON
cybCcTaHuMmM cnmpTta 3TUAOBOro (3TaHosAa) MOryT OCYWECTBAATb MPOAaxy J1IeKapCTBEHHbIX
CpeAcTB WU nepepasaTb MX B YCTAaHOBNEHHOM 3akoHoZaTenbCTBOM Poccuiickon depepaunmn
nopsaake:

(B pen. ®epepanbHoro 3akoHa ot 29.07.2017 N 278-03)

1) AapyrMM  Npou3BOAMTENsSIM  JIEKApPCTBEHHbIX  CPeaACTB AN MpOM3BOACTBA
NeKapCTBEHHbIX CPEACTB;

2) opraHmsauusiM ONTOBOW TOProB/AU 1€KApPCTBEHHbIMUN CPeACTBaMu;

3) anTeyHbIM opraHusaumusm, BETEPMHAPHbIM anTeyHbIM opraHusaumusm,
WHAMBMAYANbHbIM  MpeanpuUHMMATENSM, MWMEKLWMM JIMLUEH3MIO Ha dapMaueBTUUYECKYIO
NEeATEeNbHOCTb MW JIMLEH3MIO Ha MEAULIMHCKYIO AEeATENbHOCTb;

4) Hay4HO-MUCCNeaoBaTe/NIbCKMM  OpraHmsauusM Ans  HaydHO-uUccneaoBaTebCKOM
paboThbl;

5) MEANUNHCKUM OpraHunsaundaMm m BETEPUHAPHBLIM OpraHn3aunsaMm,

6) opraHusauMsiM, OCYLLEeCTBASIOWMUM pa3BeAeHMe, BblpallMBaHWe U coaepXaHue
YKMBOTHbIX.

9. [MMpousBoauTenn dapMaLeBTMYECKON cybcTaHUuMM CcnupTa 3TuaoBoro (3TaHona)
0643aHbl OCyLLeCcTBAATb peanusaumto (nepegavyy B YCTAHOBMIEHHOM 3aKOHOAATENbCTBOM
Poccuiickonn ®deapepaumu nopsake) dapMaueBTMUYECKON cybCcTaHUuMM cnupTa 3TWUIOBOIMO
(3TaHoONa) npom3BOAMTENAM JIeKapCTBEHHbIX CPeACTB A/ MNPOM3BOACTBA JieKapCTBEHHbIX
CpeacTtB B eMKOCTax obbeMoM He 6onee 1 nutpa mn (unnm) He MeHee 1000 nuTpos, a
OpraHM3aumsM, yKasaHHbIM B NyHKTax 2 - 6 4yactu 8 HacToslwen cTaTbu, B Tape 06beEMOM He
6onee 1 nutpa.

(4yacTtb 9 BBeaeHa ®enepanbHbIM 3aKOHOM OT 29.07.2017 N 278-13)

CraTtbsa 46. MapkupoBKa NekapCTBEeHHbIX CpeacTB

1. JlekapcCTBeHHble nMpenapaTtbl, 3a WCK/IIOYEHNEM JIeKapCTBEHHbIX MNpenapaTos,
N3rOTOBJIEHHbIX ANTEYHbIMW OpraHM3auusaMKU, BETEPUHAPHbLIMKU AMTEUYHbIMW OpraHM3auusaMu,
WHAMBMAYANbHbIMU MNpeaAnpUHUMATENS MU, UMEKLWMMU NIMLEH3UIO Ha dapMaueBTUUYECKYIO
AEeSATEeNbHOCTb, AOJIKHbI MOCTYyNaTb B o6palleHne, ecnu:

1) Ha nx NepBMYHON ynakoBKe (3a UCK/IIOYEHUEM MEPBUYHOIM YNMAaKOBKN JIEKAPCTBEHHbIX
pacTUTENbHbIX MPenapaTtoB) XOPOLWIO YMTAaeMbIM LWPUGPTOM Ha PYCCKOM $A3blKe YyKa3aHbl
HaMMeHoOBaHME NEKApPCTBEHHOrO nMpenapata (MeXxAyHapoAHOe HenaTeHTOBaHHOE, Wn
rpyrnnupoBOYHOE, WAN XUMUYECKOE, WIN TOpProBOe HaWMEHOBaHWE), HOMEp cepuu, AaTa
BbiMnycka (AN WMMYHOBMONOrMYECKNX NeKapCTBEHHbIX MpenapaTtoB), CPOK TOAHOCTH,



AO03MPOBKA WAN KOHUeEeHTpauus, obbeM, aKTUBHOCTb B eAVMHMLAX AENCTBUS UM KOSIMYECTBO
nos;
(B pea. ®egepanbHbIX 3akoHoB oT 11.10.2010 N 271-03, o1 22.12.2014 N 429-03)

2) Ha uXx BTOpUYHOM (NOTpebuTenbLCKOM) yrnakoBKe XOpOoLWO 4YMTaeMbiM LWPUPTOM Ha
PYCCKOM 43blke YyKas3aHbl HaMMeHOBaHWe JieKapCTBEeHHOro npenapaTta (MexayHapogHoe
HenaTeHTOBaHHOE, WM TPYyNnUPOBOYHOE, UM XMMUYECKOEe W TOproBoe HauMeHOBaHus),
HaMMeHOBaHME MNPOU3BOAUTENS JIeKapCTBEHHOro rnpenapaTta, HOMep cepuu, AaTa Bbinycka
(anga  MMMyHOBMONOrMYecKnx JsekapCTBEeHHbIX MpenapaToB), HOMEp perucrpauuMoHHOro
YAOCTOBEpEeHUs, CpoOK roAHOCTU, crnocob npuMeHeHus, A[03MPOBKA WAW KOHUEHTpauus,
06beM, aKTUBHOCTb B eAnHULaxX AenCTBUS NNMB60 KONMNMYeCTBO 03 B YNakoBKe, fleKapCTBEHHAs
¢dopma, ycnosus oTnycka, YC/I0BUS XpaHeHUs, npeaynpeautenbHble HaaMnncu.

(B pen. ®epgepanbHbix 3akoHOB OT 11.10.2010 N 271-®3, o1 22.12.2014 N 429-03)

2. ®apMaueBTUYeckne cybCTaHUMM AO0/MKHbI NOCTynaTb B obpawleHue, ecnm Ha ux
NepBMYHOM YMNAKOBKE XOpPOLWO YUTaeMbiM LWPUEDHTOM Ha PYCCKOM £3blKe YKasaHbl
HanMeHOBaHWe QapMaueBTMYECKON CybCTaHuMM (MexayHapoAHOe HemnaTeHTOBaHHOE, WK
rpynnnMpoBOYHOE, WIM  XUMWUYECKOe WU  TOproBoe HauMMeHOBaHWA), HauMeHOBaHue
npounssoamTens dapMaueBTUYeCKONn CybCTaHuMn, HOMep Ccepum W gaTta W3roToB/EHUS,
KO/IMYEeCTBO B YMNaKOBKE M eAnHWULbl M3MepeHusl KOonu4vecTtBa, CPOK FOAHOCTU M YC/I0BUS
XpaHeHus.

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

3. ﬂeKapCTBeHHble CpeacTBa B KayeCTBE CbIBOPOTOK AOJ/IKHbI MOCTYyNnaTb B o6pau.|,eHV|e C
YKadaHneMm XWMBOTHOIMo, wm3 KpOBWU, NMJ1a3Mbl KpOBW, OpPraHoB u TKaHen KOTOpPOro oOHu
MoJ1y4Y€EHbl.

4. Ha BTOpMYUHYyto (MOTPEBUTENBCKYIO) YNAaKOBKY JIeKapCTBEHHbIX CPEeACTB, MOJTYUYEHHbIX
M3 KPOBM, MN/a3Mbl KPOBW, OPraHoB W TKaHelW 4enoBeka, AO0J/HKHA HaHOCUTbCSA HaAMUCh:
"AHTUTENna k BUNY-1, BUNY-2, k Bupycy renatmta C M MNOBEPXHOCTHbIM a@HTUreH BUpyca
renatuta B oTcyTtcTBytoT".

5. Ha nepBUYHYIO YyMNaAKOBKY W  BTOPUYHYKD (MOTPEbUTENbCKYI)  YMaKoOBKY
paanodapMaueBTUYECKNX SIeKapCTBEHHbIX CPeACcTB A0/HKEH HAaHOCUTLCS 3HaK paanaunoHHOMN
OMacHoCTW.

6. Ha BTOpuYHYyl (NoTpebuTenbCKkyl) yMNakoBKY roMeornaTUdecKuX JNeKapCTBEHHbIX
npenapatoB A0JI)XHA HAHOCUTLCS HaAnMuUcb: "fomeonaTtnyecknin'.

7. Ha BTOpuYHyto (NOTpebUTENbCKYl) YMAaKOBKY JIEKAPCTBEHHbLIX pPaCTUTENbHbIX
npenapaToB A0JKHa HAaHOCUTbLCA Haanuck: "MpoAyKumMsa npowa paanaunoHHbIN KOHTPOsb".

8. Ha nepBu4yHyto ynakoBky (ecnu Ans 3Toro CyLllecTByeT TEXHUYECcKass BO3MOXHOCTb) U
BTOPUYHYIO (NOTPebUTeNbCKy) yNakoBKY JieKapCTBEHHbIX MpenapaToB, NpeAHa3HayYeHHbIX
ANA  KIVHUYECKUX UWCCNeAOBaHUM, [AO/MKHA HAHOCUTbCA Haanucb: "ONS  KIAMHUYECKUX
nccnegosaHnin".

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

9. VYnakoBKa /N1€KapCTBEHHbIX CpPeACTB, TMpPeAHAa3HAUYEHHbIX WCKIOYUTENBHO AN
3KCMopTa, MapKMpPYETCs B COOTBETCTBUN C TPEBGOBAHUAMM CTPaHbI-MMMOPTEpPA.

10. Ha TpaHCnopTHYIO Tapy, KOTOpass He npegHa3HayeHa Ansa noTtpebutenen m B
KOTOPYI TMOMELIEHO JIEKApPCTBEHHOE CPEACTBO, [AOJ/HDKHA HaHOCUTbCA MWHMopMaumss o
HanMeHOBaHWUN, Cepun NeKapCTBEHHOro CpeacTBa, AaTe BbiMyCKa, KOJMYECTBE BTOPUYHbLIX
(noTpebutenbCcknx) ynakoBOK SIeKapCTBEHHOro CpeacTBa, MpouM3BOAUTENE JIeKapCTBEHHOro
CpeAacTBa C YKaszaHMEM HAaMMEHOBAHUSA U MECTOHAXOXAEHMS NPOU3BOANTENS JIEKAPCTBEHHOIO
cpeactBa (aapec, B TOM uyucne crpaHa v (Mam) MecTto npom3BOACTBA JIEKAPCTBEHHOrO
CpeacTBa), a TakKXKe O CpPoKe roAHOCTWU NeKapCTBEHHOro cpeacrtesa M 06 ycioBUSX ero
XpaHeHUss U nepeBO3KMU, HeobxoauMblie nNpeaynpeanTenbHble HaaAnMMCKU U MaHUNYNASATOPHbIE
3HaKMU.



11. Ha nepBUYHYKHD YNaKOBKY W BTOPUYHYK (NoTpebuTenbCkyl) YynakoBKY
NeKapCTBEHHbIX CpeACTB ANl BeTEPUMHapHOro MNpMMEeHeHWs A0J1XKHA HAaHOCUTbCA HaAMnuchb:
"Ons BeTepnHapHOro npMMeHeHus".

12. Ha BTOpuYHyl (NOTPebUTENbCKY) YMNAaKOBKY JleKapCTBEHHOro Mpenapara
HAHOCUTCS LITPUXOBOW Koa.

Maea 9. BBO3 IEKAPCTBEHHbLIX CPEOCTB
B POCCUNCKYIO ®EOEPALUIO U BbIBO3 NIEKAPCTBEHHbIX CPECTB
U3 POCCUUCKOW ®EQEPALIUN
(B pen. ®egepanbHoro 3akoHa ot 06.12.2011 N 409-®3)

Cratbsa 47. NopAaaok BBO3a NeKapCcTBeHHbIX cpeacTB B Poccuickyio Penepauumio n BbiBo3a
neKapcTBeHHbIX cpeacTB u3 Poccunckon ®egepauun
(B pea. ®epepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1. BBO3 nekapcTBeHHbIX cpeactB B Poccuiickyto ®depepaunto OCyLLECTBNAETCS B
nopsake, ycTtaHoBneHHOM [lpaBuTenbCTBOM Poccuiickon ®degepaumm, B COOTBETCTBUMU C
TaMOXEHHbIM 3aKOHOAATEeNbCTBOM TaMOXEHHOro cok3a B pamkax EBpA33C (manee -
TaMOXeHHbI coto3) n (Mnn) 3aKoHOAATENbCTBOM Poccuinckon degepaumm O TaMOXEHHOM
hene.

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

2. BBosumbie B Poccuickyto depepauumto sieKapCTBeHHble cpeacTtBa AO/KHbl ObiTb
BKJ/1lOUEHbI B rOCYAapCTBEHHbIN peecTp NeKapCTBEHHbIX CPeacTB.
(B pea. ®epepanbHoro 3akoHa ot 06.12.2011 N 409-03)

3. [donyckaetca BBO3 B Poccuiickyto  defepaumto  KOHKpPETHOW  napTum
3aperncTpuMpoBaHHbIX UM (MAM)  HEe3aperncTpupoBaHHbIX  NIEKAPCTBEHHbIX  CPEeACTB,
npeAHasHa4YeHHbIX ANs  NPOBEAEHUS  KIMHUYECKUX  UCCeAOoBaHWM  JieKapCTBEHHbIX
npenapaTtoB, MpPOBEAEHMS IKCMepTU3bl JIeKapCTBEHHbIX CpPeacTB AN  OCYLecTBAeHus
rocyfapcTBeHHOM  perucrpauuMm  neKkapCTBEHHbIX MNpenapaTtoB MM 479  OKasaHus
MeaMLUMHCKOM MOMOLLM MO XM3HEHHbIM MOKa3aHMSAM KOHKPETHOro naumeHTa Ha OCHOBaHuu
paspelleHns, BblAAHHOI0 YNOJHOMOYEHHbIM deaepanbHbiM OPraHOM UCMOHUTENbHOM BAacTn
Nno 3asB/AEHMSAM /UL, YKaslaHHbiX B CcTaTbe 48 Hactosiwero ®eaepanbHOro 3aKoHa.
PaccMoTpeHMe Takoro 3asiBieHUs U MpUHATUE pelleHns O Bblaye paspelleHus Ha BBO3
KOHKpPEeTHON napTuu 3aperncrpMpoBaHHbIX U (MNKN) He3aperncTpupoBaHHbIX JleKapCTBEHHbIX
CpeacTB, NpefHa3HauYeHHbIX 4S9 NPoBeAeHUs KIMHUYECKUX MUCCNefoBaHUn NeKapCTBEHHbIX
npenapaTtoB, MpPOBEAEHUS IKCMepTU3bl JieKapCTBEHHbIX CpeacCTB AN  OCyLecTBAeHus
rocyfapCcTBEeHHOM  perucrpauum  neKkapCTBEHHbIX MNpenapaTtoB WMAM  Af9  OKasaHus
MeaULMHCKOM MOMOLLM MO XU3HEHHbIM NMOKa3aHUAM KOHKPETHOro nauneHta nnbo o6 otkase B
Bbljaye YKa3aHHOro paspelleHus Mpou3BOASATCA B CPOK, He npeBbiarowmn natm paboumx
AHen. MNnaTta 3a BblAayy yKa3aHHOro paspelleHus He B3nMaeTcs.

(B peqn. ®epgepanbHoro 3akoHa ot 06.12.2011 N 409-®3)

4. B Poccuitckyto depepaumnio MOXHO BBO3UTb JIEKApPCTBEHHblE CPeAcTBa, KaydecTBO
KOTOPbIX MNOATBEPXAEHO cepTUdMKATOM MPoOM3BOAUTENS  NIEKAPCTBEHHbIX  CPeAacTB,
YAOCTOBEPSAWMM  COOTBETCTBME  BBO3MMbIX JIEKAPCTBEHHbIX CpeacTB  TpeboBaHUSAM
dapmakonenHbix ctater Nmbo B Cryyae UX OTCYTCTBMS HOPMATUBHOM AOKYMEHTauum unm
HOPMaTUBHOIO AOKYMEHTa.

(B pen. ®epgepanbHoro 3akoHa ot 06.12.2011 N 409-®3)

5. 3anpewaetca BB03 B Poccuiickyro  ®epepaumio panbcnPULMPOBAHHbBIX
neKapCcTBeHHbIX CpeAcTB, HeAobpoKayeCTBEHHbIX JleKapCTBEHHbIX CPeacTB, KOHTpadaKTHbIX
neKapCTBEHHbIX CPeacTB.

(B pen. degepanbHoro 3akoHa ot 06.12.2011 N 409-03)



6. ®danbcuduumnpoBaHHblE  JIEKAPCTBEHHble  CpeAcTBa, HeAobpoKadecCcTBEHHbIE
NIeKapCTBEHHbIE CpeACTBa NoAanexaT M3bATUIO U MNOCNEAYIOWEMY YHUUTOXEHUIO UM BbIBO3Y
n3 Poccuiickon ®egepaunn, KoHTpadaKTHble JIEKAPCTBEHHbIE CpeacCTBa - W3bATUIO WU
nocnenyoweMy YHUUTOXKEHUID. YHUUYTOXEHME WM BbIBO3 W3 Poccuiickon ®deaepaumn
danbCcMpUUMpPOBaAHHbLIX JIEKAPCTBEHHbLIX CPeAcTB, HeA0bpoKayeCTBEHHbIX JIEKapCTBEHHbIX
CPeAcTB, KOHTpadaKTHbIX JIEKAPCTBEHHbLIX CpPeACTB OCYLWECTBASETCS 3a CYeT Juua,
ocyllecTBmBlIEro MX BBO3. [lOpAAOK YHUUTOXEHUS U3BATbIX danbCUdULMpPOBaAHHbIX
NleKapCTBEHHbIX CPeacTB, HeAobpOoKaUeCTBEHHbIX JIEKApPCTBEHHbIX CPEeACTB, KOHTpadaKTHbIX
NleKapCTBEHHbIX CPeAcCTB yYCTaHaBnmBaeTcs NpaBuTensCcTBoM Poccuinckon deaepaumu.

(B peqn. ®epgepanbHoro 3akoHa ot 06.12.2011 N 409-®3)

7. Nvua, ocywecTtengowme BBO3 B Poccuiickyto ®depepaumio panbcnpuLMpoOBaHHbIX
neKapCcTBeHHbIX CPpeAcTB, HeAobpoKayeCTBEHHbIX /leKapCTBEHHbIX CPeacTB, KOHTpadaKTHbIX
NeKapCcTBeHHbIX CpeAcTB, HeCyT OTBEeTCTBEHHOCTb B COOTBETCTBMM C  TaMOXEHHbIM
3aKoHOAATeNbCTBOM TaMOXeHHOoro cow3a u (UAn) 3akKoHojaTenbCTBOM  Poccuiickon
defepauymmn 0 TaMOXEHHOM fere.

(B pen. ®epgepanbHoro 3akoHa ot 06.12.2011 N 409-®3)

8. BbIBO3 sleKapCTBeHHbIX cpeacts M3 Poccuiickon ®depepaumun ocyuwectsnseTcsa 6es
NpUMEHEHNS OrpaHUYeHn, YCTAaHOBNEHHbIX TAMOXEHHbIM 3aKOHOAAaTEeNIbCTBOM TaMOXEHHOro
cooza U (mnm) 3akoHopaTenbcTBOM Poccuitckon ®depepaumm 0 rocygapCTBEHHOM
perynmpoBaHUn BHELIHETOProBON AEeATENbHOCTH.

(B pea. ®epepanbHbix 3akoHOB OT 06.12.2011 N 409-03, ot 25.11.2013 N 317-®3, ot
22.12.2014 N 429-03)

KoHcynbTaHTIIIIOC: NnpuMedaHue.
C 29.11.2019 cT. 47 pononiHseTcsa 4. 9 (®3 o1 28.11.2018 N 449-03).

Crtatba 48. Opugunyeckume nuua, KOTOpPbIM pa3pelleH BBO3 JIeKApCTBEHHbIX CPeAcTB B
Poccuiickyo ®enepaumio
(B pen. ®epgepanbHoro 3akoHa ot 06.12.2011 N 409-®3)

JlekapcTBeHHble cpeacTsa B Poccuinckyro deagepaumnto MOryT BBO3UTb:
(B pen. ®epgepanbHoro 3akoHa ot 06.12.2011 N 409-®3)

1) npou3BoOAUTENU NEKAPCTBEHHbIX CPEACTB ANA Leneir cobCTBEHHOro MpPOM3BO/ACTBA
NTEKAPCTBEHHbIX CPEACTB;

2)  WHOCTpaHHble  pa3paboTuMKM  NIeKapCTBEHHbIX CPeACTB M MHOCTpaHHble
NPOV3BOAUTENN NIEKAPCTBEHHbIX CPEeACTB WAW Apyrve puanyeckme nunua no MnopyvyeHuto
paspaboTuMka NeKapCTBEHHOro cpeacTBa ANs MNPOBEAEHUS KJIIMHUYECKUX WCCefoBaHWM
NleKapCTBEHHOr 0 npenapara, OCYLLEeCTBNIEHNS rocyAapCTBEHHOM perncrpauum
NleKapCTBEHHOr o npenaparTa, BK/IIOYEHUS dapmaueBTUYeCKoO cybcTaHumm B
roCyAapCTBEHHbIN peecTp JlIeKapCTBEHHbIX CPeACTB, KOHTPOJS KayecTBa JleKapCTBEHHbIX
cpeacTs  NpW  HalMyuMM  paspelleHnss  yNosIHOMo4YeHHoro  deaepanbHOro  opraHa
MCNONHUTENbHOM BNIAaCTM Ha BBO3 KOHKPETHOW NapTUKN NTEKapCTBEHHbIX CPeACTB;

3) opraHmsauun oNToBOW TOProB/M NEKAapCTBEHHbIMU CPpeaACTBaAMU;

4) Hay4HO-MUccnegoBaTeNbCKne opraHusaumm, obpasoBaTtefibHble OpraHM3aunm BbiCLLEro
obpasoBaHunsa, Npou3BOAMTENN NEKAapPCTBEHHbIX CPeACTB ANs pa3paboTku, uccieaoBaHui,
KOHTpons 6e3onacHocTn, KayecTtBa, 3PMOEKTUBHOCTM NEKAPCTBEHHbLIX CPEACTB MPU HanmMuum
paspelleHns yNnoaHOMOYeHHOoro deaepasbHOro opraHa MCNOSIHUTENbHOM BNacTw;

(B pea. ®epepanbHoro 3akoHa ot 02.07.2013 N 185-03)

5) MeaAnUMHCKME OpraHM3aunmu, WUHble yKasaHHble B NyHKTax 1 - 4 HacToslel ctaTby
opraHusaunm Ans okasaHus MEANLMHCKOW MOMOLLUM MO XXM3HEHHbIM NOKa3aHMUSM KOHKPETHOIo
nauveHTa nMpu  HanMuumM  paspelleHnss  YNOJIHOMOYEHHOro deaepanbHOro opraHa



WUCMONMHUTENBbHON BAAaCTM Ha BBO3 KOHKPETHOW NapTMM JNIEKAapCTBEHHOro mnpenapara,
BblAAHHOIMO B YCTaHOBMEHHOM nopsake B OpME 3NEKTPOHHOro AOKYMEHTa, MOAMMCAHHOIo
YCUNEHHOW KBanMduUUMpoBaHHOW 31EKTPOHHON NOAMNUCKIO.

(B pea. ®egepanbHoro 3akoHa ot 12.03.2014 N 33-03)

CraTtba 49. [lokyMeHTbI, NpeacTaBnsieMble B TaMOXeHHble opraHbl Poccuinckon ®eanepauunn
npu BBO3e neKkapcTBeHHbIX cpeacTs B Poccuickyro ®enepauuio
(B pea. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1. MNpun BBO3e feKapCTBEHHbIX CpeacTB B Poccuinckyto depepaumio B TaMOXEHHble
opraHbl Poccuiickoin depepaumm Hapsgy C AOKYMeHTaMu, npeacrtaB/ieHne KOTOopbIX
npeaycMOTPeHO TaMOXEHHbIM  3aKoHOA4ATeNbCTBOM  TaMOXeEHHOro coto3a U (unun)
3aKoHoAaTenbCcTBOM Poccuiickon @epepaunMm O TaMOXEHHOM Agene, npeacTaBnsaoTCs
cneayrouwme A0KYMeHTbl:

(B pen. ®egepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1) cepTudukaT nNpou3BOAUTENS NEKapCTBEHHOrO CpeacTBa, YAOCTOBEPSIOLWMIA
COOTBETCTBME BBO3MMOIO J1I€KAapCTBEHHOr0 cpeacTBa TpeboBaHWsSM dapMakKonemHon cTaTbu
nmbo B clyyae ee OTCYTCTBUS HOPMATUBHOWM AOKYMEHTaUMU UM HOPMaTUBHOIO AOKYMEHTA;

2) pa3pelweHne ynosHoOMo4YeHHOro denepanbHOro opraHa MCMOJSIHUTENbHOW BflacTU Ha
BBO3 KOHKPETHOM MapTUW NEKapCTBEHHOINO CpPeAcCTBa B CNy4asixX, YCTAaHOBMEHHbIX 4acTbio 3
cTaTtbn 47 HacToswero ®egepanbHOro 3akoHa.

2. [oKyMeHTbl, YyKa3aHHble B MNyHKTax 1 u 2 4vactm 1 HacToAwen craTtby,
NpeacTaBnsalOTCa B TaMOXEHHble oOpraHbl  Poccuiickon ®egepaunn npu  npubbitum
neKapcTBeHHbIX cpeacTB B Poccuickyto Gegepaumnto.

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

Cratbsa 50. BBO3 nekapcTBeHHbIX npenapatoB B Poccuiickyro ®epepauuio ansi JIM4HOro
MCNOMb30BaHUA U UHbIX HEKOMMEpPYECKUX Liener, a Takke AN UCNOMb30BaHUA Ha TeppuTopuu
MeXayHapoaHOro MeAULIMHCKOro Knactepa
(B pen. ®epgepanbHbiX 3akoHOB OT 06.12.2011 N 409-®3, ot 29.06.2015 N 160-03)

1. JlekapcTBeHHble npenapaTbl MOryT 6biTb BBe3eHbl B Poccuinckyto depepaumio 6e3
ydyeta TpeboBaHui, NpeaycMOTpeHHbIX 4yactamu 1 - 4 crtatbum 47, ctatbamm 48 u 49
HacToswero ®enepasnbHOrO 3aKOHa, eCciM OHWM NpeaHa3HaveHbl AN4:

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

1) AnM4yHOro wucnonb3oBaHusa GuUanMYecKMMN nuuamm, npubbiBWKMMKM B PoCCUMCKYO
depepaumnto. Mpm aToM BBO3 B Poccuinckyto deaepaumio NeKapCTBEHHbIX Mpenapartos,
cogepxawux  cunbHodencreywwme u  (Mam)  9400BUTble  BeLeCcTBa,  BKJ/OYEHHbIe
COOTBETCTBEHHO B CMNUCOK CUIbHOAENCTBYIOLWMX BewecTB Aas uUenel  YroloBHOro
3aKkoHoaaTenbcTBa Poccuitckonn defepaumm v B CAUCOK SA0BUTLIX BeEWeCTB ANs uenen
Yro/IOBHOIO 3akoHozatenbctBa Poccuiickonn depepaunmn, yTeepxAeHHble [paBUTENbCTBOM
Poccuinckon ®depepaumun, OCyLLECTBASETCS MNPU HanMuuMM AOKYMEHTOB (3aBEepeHHbIX KOMui
OOKYMEHTOB W/W  3aBEepeHHbIX BbIMUCOK W3 HUX), NOATBEpXAalWmMX Ha3HadyeHue
dusnyeckoMy MUY  yKa3aHHbIX  JIeKapCTBEHHbIX npenapaTtoB (3@  MCK/IYEHUEM
neKapCcTBeHHbIX MpenapaToB, 3aperncTtpupoBaHHbIX B  Poccuiickon  ®depepaummn  u
oTnyckaemblx B Poccuiickoin ®epepaumn 6e3 peuenTta Ha J1eKapCTBEHHbIM Npenapar).
MoaTeepxaatowne AOKYMEHTbl (MX 3aBepeHHble KOMUW WN 3aBEepeHHble BbIMUCKU U3 HUX)
OO/MKHbI  codepXaTb  CBeAeHMss O HauMeHOBaHUM U KOJIMYecTBE  Ha3Ha4vyeHHoro
nekapcTBeHHOro npenaparta. B cnyyae, ecnu noaTBepxaatowime JOKYMEHTbl (MX 3aBepeHHble
KOMUN WM 3aBepPeHHble BbIMUCKNU N3 HWUX) COCTaBJ/ieHbl HAa MHOCTPAHHOM $3blKe, K HUM
npuiaraeTcss HoTapuanbHO 3aBEPEHHbI NePeBOA Ha PYCCKUN A3bIK;

(n. 1 B pea. ®enepanbHOro 3akoHa ot 02.06.2016 N 163-03)

2) WUCNo/b30BaHMUS PaboTHMKAMKU AUMIOMATUUYECKOro Koprnyca WAW NpeactaBuTensiMm
MeXAYHapOAHbIX OpraHmn3aumMin, akkpeamToBaHHbIX B Poccuinckoin deaepaunu;



3) neyeHMa NaccaXMpoB M UYAEHOB 3KMMaxenh TPaHCNOPTHbIX CpeAcTB, Moe3AHbIX
6purag n BogmMTenen TpaHCNOPTHbIX CpeacTs, NpubbiBwnX B Poccuiickyto deaepaunto;
(B pea. ®egepanbHoro 3akoHa ot 06.12.2011 N 409-03)

b

4) NneyeHus y4yaCTHUKOB MeXAYyHapOAHbIX KYNbTYPHbIX, CAOPTUBHbLIX MepOnpuUATUIA
YYaACTHUKOB MeXAYHapPOAHbIX 3KCNeaAnLnii;

5) neyeHms KOHKPETHbIX XMBOTHbLIX B 300MapKaX, a TaKXe >XMUBOTHbIX, BBO3WMMbIX B
Poccuiickyto ®egepaunto ans ydacTus B CMOPTUBHbBIX U 3pENLLHbIX MEPONPUATUSX;
(B peqn. ®epgepanbHoro 3akoHa ot 06.12.2011 N 409-®3)

6) MCNonb30BaHNA Ha TEPPUTOPUM MEXAYHAPOAHOro MeANLMHCKOro Kiacrepa.
(n. 6 BBeaeH ®depgepanbHbIM 3aKOHOM OT 29.06.2015 N 160-®3)

o)

2. B cny4dasx, npeayCMOTPEHHbIX 4YacTbio 1 HacToswen crtaTbM, AOMNYCKAETCS BBO3
Poccuiickyto ®degepaunto  NeKapCTBEHHbIX MpenapaTtoB, He 3aperncrtpupoBaHHbIX
Poccuiickon ®enepauun.

(B pen. ®epgepanbHoro 3akoHa ot 06.12.2011 N 409-®3)

o)

3. JlekapcTBeHHble npenapaTtbl, MpefgHa3HayYeHHble AN TryMaHUTapHOW MoMoLM
(copencTtBna) mAM MNOMOLWKM NpU  4UYpe3BblYalHbIX CUTyauusax, BBO3ATCA B Poccuinckyto
Qefepaumo B nopsiake, YycTaHoBneHHOM [lpasutenbcTtBoM Poccuitckon ®depepaunu.
3anpewaetrca BBO3 B Poccuinckyto ®depepaumio He3aperncTpupoBaHHbLIX J1€KAPCTBEHHbIX
npenapaTos, nMpefHa3HayYeHHbIX ANg ryMaHuTapHoOn nomowm (CoaencTeug) nnm rnoMoLum npu
ypesBblYaMHbIX CUTYyaLUSX.

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

Ctratba 51. CotpyAHuuecTBO (hedepanbHOro oOpraHa WCMONIHUTENIbHOW  BracTy,
YNOJITHOMOYEHHOro B 06GNacTM TaMOXEHHOro Aerna, U Apyrux ynosIHOMOYeHHbIX ¢heagepanbHbIX
OpPraHoB MCMNOJIHUTENLHOWU BNacTu

1. YnoniHOMo4YeHHble deaepanbHble opraHbl UCMOIHUTENBHON BIACTU NPeaoCTaBASAOT B
pacnopsixxeHue deaepanbHOro oOpraHa WCMNOMHUTENbHOW BAAcTU, YMNOJIHOMOYEHHOIO B
06/1aCTM TaMOXEHHOro Aefia, roCyAapCTBEHHbIA PEECTp JIEKAPCTBEHHbIX CPeACTB, a TakXe
MHGPOPMaLUMIO O BbIAAHHbIX pa3peLlEHUssX Ha BBO3 KOHKPETHOW MapTUU JIEKAPCTBEHHbIX
CPEACTB B C/lyyasiX, YCTAHOB/IEHHbIX YacTbio 3 cTaTbu 47 HacToswero ®eaepanbHOro 3aKoHa.

2. ®epepanbHbIA OpraH WCMNOMIHUTENIbLHOW BACTU, YMONHOMOYEHHbIN B o06nacTtu
TaMOXEHHOro aena, WHMOOPMUPYET YyKas3aHHble B 4YacTh 1 HacTosiwen craTbM
YMNO/THOMOYEHHbIE (eaepasibHbie OpraHbl UCMOSIHUTENLHOM BAACTU O BBO3€ JIEKAPCTBEHHbIX
cpeactB B Poccuiickyto ®depepauuvio M BbIBO3€ JIEKAPCTBEHHbIX CPeAcTB M3 Poccuinckom
depnepaumn no dopmMe M B nopsake, KOTopble yCTaHoBneHbl [MpaBuTensCcTBOM Poccuinckom
depepauun.

(B pen. ®epgepanbHoro 3akoHa ot 06.12.2011 N 409-®3)

Mnasa 10. PAPMALIEBTUYECKAA OEATENIbHOCTb

Crartba 52. OcywecTBneHue hapmMmaLeBTUYECKON AEATENbHOCTH

1. @apmaueBTMyeckas AOeATEeNbHOCTb OCYLLECTBNSETCS OpraHu3auusMum OnTOBOM
TOProBAN NeKapCTBEHHbIMM CpeacCTBaMu, anTeYHbIMM OpraHusaumsiMu, BeTepUHApPHbIMU
anTeyHbIMW  OpraHM3auusMn,  UHAMBUAYANbHbIMW  MpeanpuHMMATENS MU,  MMEKLWMMHU
ANLEH3UID  Ha dapMaueBTUYECKY  AedTeNbHOCTb, MeAWUMHCKUMM  OpraHm3aumnsiMm,
UMELWMMN  NIMLEH3MI0 Ha dapMaueBTUYECKYo AeATenbHOCTb, M MX 060Cc06NeHHbIMU
noapasgeneHusMm (ambynatopusmu, denbaliepckumMm M - denbalepcko-aKyLwepCckuMmn
nyHKTamu, uUeHTpamn (oTaeneHusamun) obwelr BpadebHol (ceMermHON) npakTuku),
PaCnosIOXXEHHbIMKW B CeNIbCKMX HacCeseHHbIX MYHKTaX, B KOTOPbIX OTCYTCTBYIOT anTeuyHble
OopraHusaumm, W  BeTepUMHApPHbIMKM  OpraHusaumsMuM,  UMEKLWKUMN  JINLEH3UKD  Ha
dapmMaueBTUYECKYo AeaTeNbHOCTb.



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

2. Ousmyeckme nmua MOryT OCYLIECTBMATb (apMauUeBTUUYECKYID AeATENbHOCTb Mpu
HaMyYMM BbICWUEro WAM cpeaHero dapmaueBTnyeckoro obpasoBaHus U cepTudukaTa
cneumanncTa, BbICWLEro WM CpedHero BeTEepUHaApHOro obpas3oBaHuA W cepTudukarta
cneumanncTa, a TakXe BbICWIEro uanM cpeaHero mMeamumHckoro obpasoBaHus, cepTudukarta
cneumanncta M AONOAHUTENbHOro NpodeccnoHanbHOro obpasoBaHMA B 4YaCTM PO3HUYHOM
TOProB/N JIEKApPCTBEHHbLIMMW MpenapataMm nMnpu ycrnoBMn ux paboTbl B 060CO6MEHHbIX
noapasaeneHmsax MeanLMHCKMX OpraHmM3aumii, yKasaHHbIX B YacTU 1 HacTosALWwen cTaTby.
(yacTtb 2 B peqn. PegepanbHOro 3akoHa ot 27.07.2010 N 192-93)

KoHcynbTaHTIIIIOC: npuMedaHue.

Ct. 52.1 BcTynaet B cuny € 29.11.2019. JlekapcTBeHHble npenapaTbl A1 MEAULNHCKOIo
NpUMeHeHns1, BBeAeHHble B rpa)aaHcKkmin 060poT Ao 29.11.2019, nognexaT XpaHeHuto,
rnepeso3Ke, OTNYCKY, peanusauun, nepegade, npUMEHEHUIO 40 UCTEYEHNS CPOKa UX
rogHocTn (®3 ot 28.11.2018 N 449-03).

Cratbsa 52.1. BBoA B rpaxgaHCKun o60pOT rekapCTBEHHbIX NpenapaTtoB ANA MeaULIMHCKOro
npUMeHeHus
(BBegeHa degepasnbHbiM 3aKOHOM OT 28.11.2018 N 449-13)

1. lNepen BBOAOM B Trpa)AaHCKMA O0OOPOT Ka)XaoOW CepUM WAKM  KaXAoW napTuu
npomseseneHHoro B Poccuinckon degepaunm nekapCTBEHHOro npenapaTta 418 MeanuMHCKOro
NPUMEHEHNs, 3a WCK/IIYEHMEM WUMMYHODOMONMOrMYEeCKNUX JieKapCTBEHHbLIX MpenapaTos,
nponM3BoanTENb TaKoOro JIeKapCTBEHHOro MNpenapaTta npeactasnseT B denepasbHblii opraH
WUCMONIHUTENbHOM BAaCTU, OCYLUECTBASKOWNMNA (PYHKUMM MO KOHTPOMAK M Haa3opy B cdepe
30paBOOXpPaHEHMs, AOKYMEHT MpoM3BOAUTENS NEeKApCTBEHHOro CpPeacTBa, NOATBEPXAAOLWNMN
KayeCcTBO JIeKapCTBEHHOro nmnpenapaTta, W MNOATBEPXAEHME YMNOSIHOMOYEHHOro nuua
npom3BoanTENs NEeKapCTBEHHbIX CpPeaCTB COOTBETCTBMS  JIeKApCTBEHHOro npenapaTta
TpeboBaHMAM, YCTAHOB/IEHHbIM MPU €ro rocyaapCTBEHHON perncrtpauunn.

2. lepea BBOAOM B rpaxaaHckui o060pOT KaXaow cepum UM Kaxaon naptum
BBOo3MMoro B Poccuiickyto ®Pegepaunto neKapCTBEHHOro npenapata Ans MeauMuMHCKOro
NMPUMEHEHUsI, 3@ WUCK/IIOYEHNEM UWMMYHOOMONMOrMYECKUX JIEKApPCTBEHHbLIX TMpernapaTos,
OpraHusaums, OCyLLecTBislWas BBO3 JieKapCTBEHHOro npenapata B Poccuitckyto
®depepaumio, npeacraenser B  denepanbHbin - OopraH NCNONHUTENbHOM BfacTH,
OCYLLECTBASIOWMIA  (PYHKUMM MO KOHTPOSIKO M Haa3lopy B cdepe 34paBOOXpPaHEHUS,
ceptudumKaT NpoM3BOAUTENS JIEKApPCTBEHHOro CpeacTBa, YAOCTOBEPSIOWMIA COOTBETCTBUE
BBO3MMOI0 JIEKApCTBEHHOr0 npenapaTta TpeboBaHUsaM dhapMaKonMemHoOM cTaTtbM, a B Ciydae
OTCYyTCTBUSA (papMaKkonenHon CcTaTb TpeboBaHMAM HOPMaTUBHOW AOKYMEHTauuu, W
noATBEPXAEHNE TMPeAcCTaBUTENS OpraHusaunm, OCYLLECTBASAKOLWENA BBO3 JIeKApCTBEHHOMO
npenapata B Poccuiickyto deagepaumio M yrnosHOMOYEHHOW WMHOCTPAHHbIM MPOU3BOAUTENEM
NIeKapCTBEHHbLIX  CpPeacTB, COOTBETCTBMS  BBO3MMOrO  JIEKApCTBEHHOro  npenapara
TpeboBaHMAM, YCTAHOB/IEHHbIM MPU €ro rocyaAapCTBEHHOMN perncrpauun.

3. MNopaagok nNpeacTaB/eHUss B COOTBETCTBMM C 4YacTaMuM 1 M 2 HaAcToslEN CTaTby
[OKYMEHTOB M CBEAEHWUIA O NEeKapCTBEHHbIX MpernapaTtax, BBOAUMbIX B rpa)aaHCKuMin 060poT,
yCTaHaBnuBaeTtca MpaBuTenbcTBoM Poccuiickoin ®eaepaumm.

4. B oTHOWEHUN NepBbIX TPeX CEPUN UM NAPTUN NIeKapCTBEHHOro npenaparTa, BnepBble
npoussegeHHoro B Poccuiickon @epgepaunn uMnM  BNepBble BBO3MMOrO0 B PoOCCUCKYHO
®epepaumnto, B peaepasnbHbIi OpraH WUCMOMHUTENBHOW BNAcCTU, OCYyLUecTBASOWNn QYyHKUNN
MO KOHTPONIO M HaA30py B cdepe 34paBOOXpPaHEHUs, AOMOJHUTENLHO TMpeacTaBnsieTcs
NPOTOKOJT UCMbITAHUIA O COOTBETCTBUM CEPUN WM MAPTUM JIEKAPCTBEHHOro npenaparta Ans
MEOMLMHCKOro TMPMMEHEHUsT MnoKasaTesnsaM KadecTBa, MpenyCMOTPEeHHbIM HOPMATUBHOM
AOOKyMeHTaumen (manee - NpPOTOKON WCMbITaHU), MPOBOAMMbLIX aKKpeAUTOBaHHbIMKM B
COOTBETCTBMM C 3akoHogaTenbcTBOM Poccuiickon ®depepaunmm 06 akkpeauTtauum B



HaUWOHANbHOM CcUCTEME aKKpeauTauuu deaepanbHbIMU FOCYAapCTBEHHbIMU  GHOAXKETHBIMM
yuypexaeHusiM1, MoABeAOMCTBEHHbIMM deaepanbHOMY OpraHy WCMONHUTENbHOW BacTy,
ocyuiectensioweMy GyHKUMM NO BbipaboTKe M peanuMsaumm rocyaapCTBEHHOM MONUTUKKA U
HOPMaTUBHO-NMPABOBOMY perynnpoBaHuio B cdepe 34paBooxpaHeHus, u deaepanbHOMY
opraHy WCMNOSIHUTENbHOM BMACTU, OCyLEeCTBASoWeEMY (GYHKLUMM MO KOHTPOJO U Haa3opy B
chepe 3[paBOOXpaHEeHMs. Mopsifiok Bblaauu yKasaHHbIMK dbenepanbHbIMU
rocyAapCTBEHHbIMU GHOAXETHBIMU YUYpEXAEHUSIMM AAHHOIMO MPOTOKOMA M pasMep nnaTthbl 3a
ero Bblgayvy ycTaHaBnmBatoTcs MpaBuTenbCTBOM Poccuiickoit deaepaunn.

5. ExerogHo He no3gHee 1 deBpans NpouM3BOAMTENWN JIeKAPCTBEHHbIX CpeacTB WM
opraHusauum, ocCyLllecTBAsloWMeE BBO3 JIEKAPCTBEHHbIX MNpenapaTtoB B POCCUMICKYIO
depepaumnto, nNpeacTaBnsaoT B dedepanbHbli OpraH  UCMNOSHUTENbHOM  BacTy,
OCYLLECTBASIOWNIA PYHKLUN MO KOHTPOJIO U HaA30py B cdepe 34paBOOXpaHEHUS, MPOTOKON
MUCMNbITAaHMA MOCTYNMBLUEr0o B TEYEHME rofda B TrpaxAaHCKM 060pOT JieKapCTBEHHOro
npenapata KOHKpPeTHOro npomssoantens (Ha oAHYy CEpUI0 KaXaoro TOproBoro HaMMeHoOBaHUS
C YYEeTOM JieKapCTBEHHOM (OpMbI U [O3UPOBKKM), MPOBOAMMBIX AKKpPEeAUTOBAHHbIMKM B
COOTBETCTBMM C 3akoHogaTenbcTBOM Poccuiickonn ®depepaunmm 06 akkpeautauum B
HauWOHaNbHOW CMCTEME aKKpeauTaumm ncnbitatenbHbIMK nabopatopmamu (LeHTpaMn).

6. MpounsBoanTenn nekapCTBEHHbLIX CPeACTB MUKW OpraHu3aumu, oCyLLecTB/soWwme BBO3
neKapcTBeHHbIX npenapaToB B Poccuinckyo depepauuio, HE MeHee 4YeM 3a OAMH oA A0
NJIaHMPYEMbIX MPUOCTAHOB/IEHUS WM  NpeKpaleHUss MnpouM3BOACTBA JIeKapCTBEHHbIX
npenapaTtoB MM ux BBO3a B Poccuinckyto depepaumio yBeaomnsaT o6 atom denepanbHbin
OpraH MWCMNONHWUTENbHOM BNACTU, OCYLUECTBASOWMA (GYHKLUMW MO KOHTPOA W Hag3opy B
chepe 31 paBOOXPAHEHMUS " denepanbHbIn opraH NCNONTHUTENbHOWN BnacTtu,
ocyLecTBASOWMNIA DYHKLMN NO NMLEH3MPOBAHUIO MPON3BOACTBA JIeKapCTBEHHbIX CPeACTB.

7. BBoa B rpaxaaHckumii  060pOT  KaXaoMm Cepum UM Kaxaom  napTuum
MMMYHOBMONOrM4YEeCcKoro JeKapCTBEHHOro npenapaTa, npoumsBeaeHHoro B Poccuiickoi
depnepaumn nnu BBO3MMOro B Pocculickyto deagepaumio, OCYLECTBASIETCS Ha OCHOBaHWUMU
pa3pelueHuns, BblAAHHOIO denepanbHbIM OpraHom NCNONHUTENBbHOM B/acTu,
OCYLLECTBAAWMM (PYHKUMM NO KOHTPONKO W Haa3opy B cdepe 34paBOOXPaHEHMS, Ha
OCHOBaHMW BblAAHHOIO deaepasnbHbIMKU FOCYAAPCTBEHHLIMU BGHOAXKETHBIMM YUpeXaeHUsMu,
YKa3aHHbIMM B 4acTU 4 HacTosIWEN CTaTbW, 3aK/KOYEHUS O COOTBETCTBUMW CEPUN UM NApTUN
MMMYHOBMONOrM4YEeCcKOoro 1IeKapCTBEHHOro npenapaTta TpeboBaHMAM, YCTaHOBNEHHbBIM NPpU €ro
rocygapcTBeHHOW peructpaunn. Mopsanok BblAayn paspelleHns Ha BBOA4 B paXXAaHCKUM
060poT cepun MM NapTMmM UMMYHOBMONOrMYECKOro SleKapCTBEHHOro npenaparta, a Takxe
NnOpsAoOK  BblAAUM  YKA3aHHOMo 3aK/l4YeHMs WM pa3Mep naatel 3@ €ro  Bblaady
yCTaHaBnumsatoTca NpaBuTenbCcTBOM Poccuiickon degepaunn.

8. 3a HenpeactaBfieHME WAN HECBOEBPEMEHHOE MpeACTaB/ieHNE [AOKYMEHTOB W
cBeAeHuIn, NpeayCMOTPEeHHbIX Yactamm 1, 2, 4, 5 u 6 HacTosdwen ctaTbM, NpomM3BOAUTENU
NIEKAPCTBEHHbLIX CpeaACTB WM OpraHuM3aumu, OCYLIECTBASAKOWME BBO3 JIEKAPCTBEHHbIX
npenapatoB B Poccuiickyto ®degepaunto, HECYT OTBETCTBEHHOCTb B COOTBETCTBUU C
3aKoHOAATeNbLCTBOM Poccuinckoin deagepaumn.

9. lpeacrtaBneHme AOKYMEHTOB W CBEAEHWN, MPEeAYyCMOTPEHHbIX 4yactamMm 1, 2 n 4
HacTosWeEN cTaTbM, W MNOAYYEHME TMPEAYCMOTPEHHOrO0 4acTblo 7 HAcCTOsILEN CTaTby
pa3pelleHns Ha BBOA MMMYHOBMONOrMYECKOro J1€KapCTBEHHOrO MpenapaTta B rpaxaaHCKui
060poT He TpebyroTcs B OTHOLIEHWUW NEKAPCTBEHHLIX MpenapaToB, NpeAaHa3HAYeHHbIX Ans
NnpoBeAeHNs KIMHUYECKUX WUCCNeAOoBaHW NEeKapCTBEHHbIX MpenapaToB, MNpoBeaeHUs
3KCNEepPTM3bl JIEKAPCTBEHHbIX CPEACTB ANs OCYLWECTB/IEHUS roCyAapCTBEHHOM perucrpaunmn
NleKapCTBEHHbIX NpenapaToB, a TakXe B OTHOLWEHUN He3aperncTpupoBaHHbIX NeKapCTBEHHbIX
npenapatoB, NpeAHa3HAYeHHbIX A8 OKa3aHUsa MeAULMHCKOM MOMOWM MO >KU3HEHHbIM
nokasaHMaM KOHKPETHOro nauueHTa, BBO3UMbIX B Poccuiickyto denepauunto B COOTBETCTBUN C
yacTblo 3 ctaTbn 47 HacTosawero degepanbHOro 3akoHa.

10. MNpwn BbISBNEHUM B rpaxaaHckoM obopoTe cepun unuM napTuM feKapCTBEHHOro
npenaparta, AOKYMEHTbl W CBEAEHUSA O KOTOPbIX, MpeAyCMOTpeHHble 4yactamu 1, 2 un 4
HacTosWeEN CTaTbW, He npeactaBseHbl B deaepanbHblii OpraH WMCNOSHUTENbHOW BAacTy,



OCYLLEeCTBASAIWNIA DYHKLUMM NO KOHTPOAK W Haa3opy B cdepe 3apaBooxpaHeHus, nmbo
cepum WAWM nNapTMm MMMYHOBMONOrM4Yeckoro NeKapCcTBEHHOrO mnpenapaTta, He WMEeKLWmnx
paspelleHns Ha BBOA B rpa)kAaHCKuM o60poT, nMpeayCMOTPEHHOrO 4acTbkd 7 HacTosLwen
ctatbk, denepanbHblil OpraH WCMOJHUTENBbHOM BNacTu, ocywecTsnawun dyHKUMM no
KOHTPOMO W HaA30py B cdepe 34paBOOXpPaHEHUs, B Mopsake, YCTaHOB/IEHHOM
MpasutenbctBoM Poccuiickoinn  ®degepauun, nMpuUHMMaeT pelleHve O npekpawleHumn
rpaxzaaHckoro obopoTa TakuMx cepuun Uau NapTmmn 40 NpeAacTaBAeHns yKa3aHHbIX AOKYMEHTOB
N ceBefeHnn NMbo NoayyYeHns ykasaHHOro paspeLleHus.

Cratba 53. [lMpopaxa, nepegava JneKapCTBEHHbIX CpPeAcTB OpraHusauusivm OnTOBOM
TOProBnu NeKkapcTBeHHbIMU CpeacTBamMm

1. OpraHusaummn onToBOW TOProB/N JIEKAPCTBEHHbLIMU CPeACTBaMM MOFYT OCYLLECTBAATb
NpoAa)y /ieKapCTBEHHbIX CPEACTB UK NMepeaaBaTh UX B YCTAaHOBNIEHHOM 3aKOHOAATENbCTBOM
Poccuiickoin ®epnepaunmn nopsake:

1) ApyrMm opraHusauusam onToBOM TOProB/M NEKapCTBEHHbIMU CPEACTBAMU;

2) nponssBoanTENAM NeEKapCTBEHHbIX CPEACTB ANA uenen nponsBoAcCTBa NEKAPCTBEHHbIX
CpPeAcCTB,

3) anTeyHbIM OpraHn3aunsM U BETEPUHAPHbBIM anTeYHbIM OpraHn3aumnsaMm;

4) Hay4HO-UCCNenoBaTeNbCKMM  OpraHuMsauMsM  Ans  Hay4yHo-MccnenoBaTebCKoM
paboThbl;

5) nHanBmayanbHbIM NpeanpuHMMaTENS M, UMEIOLWWM JINLEH3UIO Ha (hapMaLeBTUYEeCKYo
AesATEeNbHOCTb WU NIMLEH3UIO Ha MEAULMHCKYIO AeSTEeNbHOCTb;

6) MEANUNHCKUM OpraHnsaunaMm, BETEPUHAPHBLIM OpraHn3aunsamMm,

7) oOpraHusauusiM, OCYLLECTBAAKOLWMM pasBedeHne, BblpallMBaHWUe W COAep)KaHue
XUBOTHbIX.

2. OpraHumsauum ONTOBOW TOProB/W JIEKAPCTBEHHbLIMKU CpeAcTBaMm 0653aHbl XpaHUTb
3aKynaeHHy dapMaueBTUYeCcKyo CybCTaHUMIO CMpTa 3TUNOBOro (3TaHoNa), OCYLLEeCTBASATb
ee peanusaumio WKW nNepegady B YCTAaHOBMEHHOM 3aKOHOAATeNbCTBOM Poccuickom
denepaumn nopsake opraHmM3aumsaM, yKasaHHbIM B NyHKkTax 1 - 7 4yactu 1 Hacrosiwen
CTaTbM, B Tape 06beMoM He 6onee 1 nutpa.

(4yacTtb 2 BBeageHa deaepanbHbiM 3aKOHOM OT 29.07.2017 N 278-13)

Cratba 54. [paBMna oNnToBOW TOProBMM NieKApCTBEHHbLIMU CpeACTBaMM

OnToBas TOProBns nNeKkapcTBEHHbIMW CPeACTBaMW OCYLLECTBNSETCS MPOU3BOAUTENAMMU
neKapCTBEHHbIX CPEeACTB U OpraHu3aunsaMm ONTOBOM TOProBAWN JIeKapCTBEHHbIMU CpeACTBaMu
no npasunaM Hagnexawen aucTpubbloTOPCKON MpPaKTUKM W MpaBuiaMm Hagnexallemn
NMPaKTUKN  XpPaHEHUS U  NEepeBO3KM JIeKApPCTBEHHbIX MpenapaToB, YTBEPXAEHHbIM
COOTBETCTBYIOLMUMM YNOTHOMOYEHHbIMU ddeaepanbHbIMWU OpraHaMn UCNONHUTENbHOM BNaCTw.
(B pea. ®enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

Cratba 55. Mopsiaok pO3HMYHOM TOProBNU rekapCcTBEHHbLIMU NpenaparamMu

1. Po3HMYHasa TOproenas NekapcTBEHHbIMW NMpenapatamuM B Kofau4yecTBax, HeO6XoAUMbIX
AN BbINONHEHUSA BpadebHbIX (penbalepckmux) Ha3HAYeHUA AW Ha3HadYeHWin cneunanmncTos
B obnactu BeTepuHapuu, OCYLLECTBASETCS anTe4YHbIMU OpraHm3auusMn, BeTepUHapHbIMU
anTeyHbIMW  OpraHuMsauusaMn,  UHAMBUAYANbHbIMW  MpeanpUHUMATENSIMKU,  UMEKLWMMU
UUEH3UI  Ha dapMaueBTUUYECKY  AedTeNbHOCTb, MeAULMHCKUMU  OpraHu3aumnsmm,
UMELWMUMN  NULEH3MI0 Ha dapMaueBTUYECKYo AeAaTenbHOCTb, U uUX 060Cc06neHHbIMU
noapasgeneHusaMun (ambynatopuamu, denbaiepckumMm K1 - denbalepcko-aKyLwepckuMun
NyHKTamu, uUeHTpamMn (oTaeneHuamun) obwelr BpadebHol (CeMerHOM) NpakTuku),



PacrnosioXXEeHHbIMU B CENIbCKUX HACENEHHbIX MYHKTaX, B KOTOPbIX OTCYTCTBYHOT anTeyHble
opraHusauumm, W  BETEPUHAPHbIMM  OpraHMU3auusaMuM,  UMELWMMU  JIMLUEH3UIO  Ha
dhapmMaLeBTUYECKYIO DEeATENbHOCTD. Pa3pelieHa pPO3HUYHas TOprosns TONIbKO
NIeKapCTBEHHbIMW MNpenapaTtamMu, 3aperucTpupoBaHHbIMM B Poccuitckon depepaunn mnm
M3roTOBNEHHbIMM AaNTEYHLIMWU OpraHM3aunaMn, BETEPUHAPHBLIMU anTeYHbIMU OpraHnU3aunsamu,
MHANBMAYANbHBIMN MNpeanpUHUMATENS MU, WUMEKLWMMN NIMUEH3UI0 Ha dapMaueBTUYECKYIO
OEeATeNbHOCTb. PO3HMYHaAs TOProessl NEeKapCTBEHHbIMM MNpenapaTaMu OCYLLUECTBNSEeTCsS Mo
npasmMnaMm  Haanexawen anTe4yHoOW  MPaKTUKWU,  YTBEPXAEHHbLIM  YMNOJIHOMOYEHHbIM
denepanbHbIM OpraHOM UCNOSIHUTENLHOM BNACTU.

(B peqn. ®epgepanbHbiX 3aKoHOB OT 25.11.2013 N 317-®3, o1 22.12.2014 N 429-03)

2. Buabl anTeyHbIX opraHmsauuin U npasuaa OTNyckKa SiIeKapCTBEHHbLIX MpernapaTos Af1S
MeaULMHCKOro npUMeHeHuns anTeyHbIMK opraHusaumsamm, WHAMBUAYANbHbBIMU
npeanpuHUMaTensaMm, UMELWUMN NNLEH3UIO Ha dapMaLeBTUYECKY AEeATeNbHOCTb, a Takxe
npaeBusa OTMNyCKa JfleKapCTBEHHbIX MpenapaTtoB 479  MeAUMUMHCKOro  NMpUMEHeHus
MeAULUMHCKUMW  OpraHusaumaMum,  UMEWuUMM  AUUEH3NKD  Ha  dapMaueBTUYecKYHo
AeATenbHOCTb, U nx obocobneHHbIMU NogpasaeneHnamm (ambynatopusamm, denbawepcknumMmm
N denbawepcko-akylWwepcKuMmM MyHKTaMn, uUeHTpamu (otaeneHusaMn) obwen sBpadvyebHom
(ceMeltHOM) MpaKTUKKW), PachofIOXEHHbIMU B CeNbCKUX HacCeneHHbIX MYHKTax, B KOTOpbIX
OTCYTCTBYIOT anTeuyHble OpraHu3auun, YTBEPXKAAKTCA YMNO/HOMOYEHHbIM deaepasnbHbIM
OpraHoM UCMoNHUTESbHOM BacTu.

(B pen. PegepanbHOro 3akoHa ot 25.11.2013 N 317-®3)

3. [lpaBumna oOTNycka HApKOTMYECKMX CPEeACTB M MCUXOTPOMHbIX  BELLeCTB,
3aperncTpmpoBaHHbIX B Ka4ecTBe JIeKapCTBEHHbIX NpenapaToB, JIeKapCTBEHHbIX NpenapaTos,
coAepXallunx HapKoTUYeckMe cpeacTBa M MNCUMXOTPOMHbIE BELWeCcTBa, YTBepXaakTcs
YMOSIHOMOYEHHbIM deaepasbHbiIM OpPraHOM MWCMONIHUTENIbHOW BlACTM MO COrNacoBaHUIO C
denepanbHbIM OpraHOM WMCMNOMHUTENIbHOM BNAcTU, YMOJIHOMOYEHHbIM B cdepe BHYTPEHHUX
aen.

(B pea. ®egepanbHoro 3akoHa ot 03.07.2016 N 305-03)

4. JlekapCTBEHHble MpenapaTbl AN BETEPUHAPHOrO MNPUMEHEHUS MoAseXaT OTMyCKy
BETEPUHAPHbIMU anTeyHbIMK opraHusaunsiMu, BETEPMHAPHbIMU opraHusaumsmm,
WHAMBUAYANbHbIMU MNpeaAnpUHUMATENS MU, WMMEKLWMMU NIMLEH3UIO Ha dapMaueBTUUYECKYIO
AesTeNnbHOCTb. [paBuna OTNyCKa JIEKAPCTBEHHbIX MpenapaTtoB ANl BEeTepMHApHOro
NPUMEHEHUS YTBEPXAAKTCS YMNOJIHOMOYEHHbIM deaepanbHbiM OpPraHoM WCMOIHUTENbHOWN
BNacTu.

5. NepeyeHb MeOULMHCKUX OpraHu3aumii, UMeLWmxX JMLEH3NI0 Ha dapMaLeBTUYeCcKYto
OeATenbHOCTb, M UX 060co6bneHHbIX noapasgeneHunin (ambynatopuii, denbawepcknx u
denbalepcko-aKyLwepckMxX MyHKTOB, LeHTpoB (oTaeneHmin) obwer BpavyebHoOn (ceMelrHOoMn)
NpakTUKK), PaCMONOXEHHbIX B CeNbCKUX HAcCeNeHHbIX MYyHKTax, B KOTOPbIX OTCYTCTBYIOT
anTeyHble opraHmM3auMn, a Takxe nepedyeHb NeKapCTBEHHbIX npenapaToB (3a MCKAYEHUEM
HapKOTMYEeCKMX NEKApPCTBEHHbIX NpenapaTtoB U NCMXOTPOMHbIX JIEKAPCTBEHHbLIX NpenapaTos),
npogaxa KOTOpbIX MOXET OCYLWeCTBAATbCA  YKa3aHHbIMM  OpraHmM3aumsaMm  mn - UX
o06ocobneHHbIMM nogpasgeneHnsMm, yCTaHaB/MBAOTCA OpraHaMmu WCMOAHUTENbHOW BNacTu
cybbekToB Poccuiickon depepaumu.

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

6. ANTeyHble opraHusauum, nHaMeBMayanbHble NpeanpuHUMaTeNn, UMeEKLIME TULEH3NIO
Ha  dapMaueBTUYECKYI0  aAeaTeNlbHOCTb, 06s3aHbl  obecrneumBaTb  YTBEPXAEHHbIN
MpaButenbcTtBOM Poccuitckon depgepaunn n GOpMUPYEMBLIN B YCTAaHOBNEHHOM MM Nopsake
MUHUMaNbHbIA ACCOPTUMEHT JIEKAapCTBEHHbIX MpenapaToB, Heo6XOoAMMbIX ANs OKa3aHus
MEeANLMHCKOMN NOMOLLM.
(4acTtb 6 B peqn. PegepanbHOro 3akoHa ot 25.11.2013 N 317-93)

7. AnTe4yHble opraHusaumn, MHAMBMAyanbHble npeanpuHMMaTenn, NMMerLme JANLEH3UI0
Ha d)apMaueBTquCKyro AEATENIbHOCTb, HapsaAy C JNeKapCTBEHHbIMKU MpenapataMmn UMEKT
npaBo an06peTaTb 1M npoaasatb MeAUUUHCKUE WU3OENUA, ,D,e3MHCbMLl,VIpy}OUJ,VIe CcpeacTtea,
npeamMeTbl N CpeacrtBa JINYHOM r’MrmMeHbl, nocyay Aana MeamumnHCKuUX Ll,eﬂeVI, npeaMeTbl U



CpeacTBa, MpeAHa3HadeHHble Ans yxoda 3a 60/MbHbIMWM, HOBOPOXAEHHbLIMWU WM AETbMWU, HEe
OOCTUIUMMKM BO3pacTa TPEX JIeT, OYKOBYIO ONTUKY M CpeacTBa yxoda 3a HEN, MUHepanbHble
BOAbl, NpoAYKTbl neyebHOro, AETCKOro U ANETUYECKOro MMUTaHUSA, BMONOrM4YecKn aKTUBHbIE
nobaBkn, napdlOMepHbie W KOCMeTUYeckume cpeacresa, MeAMUMHCKUE WU CaHUTApPHO-
NMPOCBETUTENbHbIE MeYaTHble W34aHuA, NpeAHa3HayeHHble AN npornaraHdbl 340pOBOro
obpasa Xu3Hu.

(B pen. ®epgepanbHbiX 3aKoHOB OT 27.07.2010 N 192-®3, ot 25.11.2013 N 317-03)

8. HdeATenbHOCTb anTeuyHbiX opraHusaumin BoopyxeHHbix Cun Poccuiickoinn ®epepaumu,
ApYrMX BOWCK, BOWHCKUX (POPMUPOBAHUA M OpraHoB, B KOTOPbIX 3aKOHOAATENbCTBOM
Poccuinickon ®enepaunm npeaycMOTPeHO NMpoxXoXAeHWe BOeHHOM cnyxbbl nnu deanepanbHOM
rocyfapcTBeHHOM  cnyx6bl, CBSI3@aHHOW C  MNPaBOOXPAHUTENbHON  AEATENbHOCTbIO,
pernameHTupyeTcs HacToSALWMM depepanbHbIM 3aKOHOM " yTBEpXAEHHbIMU
cooTBeTCTBYIOWMMK deaepanbHbIMU  OpraHaMm  UCNOMHUTENbHON BfacTU  MOSIOXEHUSMU.
KoHTponb 3a cobnogeHueM yKas3aHHbIMW - anTe4YHbIMKM  OpraHmM3auusaMu  MONOXKeHUN
HacToawero defepanbHOro 3akKOHa OCYLECTBASAETCA COOTBETCTBYWOLWMMU deaepanbHbIMU
opraHaMmm UCNONHUTENbHON BNACTW.

(B pen. ®epgepanbHoro 3akoHa ot 13.07.2015 N 262-03)

CtaTtbsa 56. U3roToBneHne n oTNycK NneKkapcTBeHHbIX NpenaparToB

1. N3rotoBneHune NEKAPCTBEHHbIX npenapaTtos anTeyHbIMU OopraHunsaunsamu,
BETEPUHAPHbLIMKN aANTEYHbLIMWU OpraHmnsaunamun, wHANBUMAYyasZibHbIMW NpeanpuHUMaATENAMMU,
MMERLWNMN NNLEH3NIO Ha CbapMaLl,eBTVI‘-IeCKYI-O AEATENIbHOCTb, OCYLUECTBNIAETCA NO peuenTaMm
Ha NEeKapCTBEHHbIE NMpenapaTbl, NO Tpe6OBaHMﬂM MeANLUNHCKNX opraHM3au,m71, BETEPUHAPHbIX
0pFaHM3aLI,Mﬁ B COOTBETCTBMM C nMpaBuiaMn U3roToB/IEHNA WU OTNYCKa JIEKAPCTBEHHbIX
npenapatoB, yTBEPXAEHHbLIMW YMNO/THOMOYEHHbLIM q)ep,epaanblM OpraHom WUCMONTHUTENBbHOMN
BNnacTu.

2. Tpn KW3roTtoBNEHMW JeKApCTBEHHbLIX MpenapaToB anTeYHbIMKM OpraHmM3aumsiMu,
BETEPMHAPHbIMM anNTeYHbIMM OpraHM3aumsMm, unHAMBUAYASbHBIMU NpeanpUHUMATENSMMU,
MMerLWNMHM JIMLEH3UI0 Ha dapmaueBTUYECKYIO DesaATeNnbHOCTb, NCNob3yoTCS
dapmaueBTnyeckme cybCcTaHUMM, BKAKOYEHHbIE COOTBETCTBEHHO B rOCYAapCTBEHHbINA peecTp
NIeKapCTBEHHbIX CPeACTB AN MeAMUMHCKOro TMpPUMEHEHUSS W FOCYAapCTBEHHLIA peecTp
NeKapCTBEHHbIX CpeaCTB ANS BETEPUHAPHOro MpPUMEHEHUS B YCTAHOBJIEHHOM nopsigke. He
OOMYCKAeTCs M3roToBJIEHME anTeyHbIMW OpraHM3auusiMi, BETEPUHAPHbLIMM  anTEeYHbIMU
OpraHuMsaumsaMm, uWHOMBUAYANbHbIMW NpPeaAnpUHUMATENsIMU, WMEKLWNUMN  JINLEH3NIO Ha
dapMaUeBTMYECKYIO AEATENIbHOCTb, JIEKAPCTBEHHbLIX MpenapaTtoB, 3aperucTpMpoBaHHbIX B
Poccuiickon degepauyunn.

3. MapkunpoBKa JlIeKapCTBEHHbIX npenapartos, M3roTOBNIEHHbIX anTeyHbIMU
opraHusauusamu, BETEPUHAPHbIMM  anTEYHbIMM  OpPraHusauusamMu,  MHAUBUAYASIbHbIMU
npeanpuHUMaTeNsIMM, WMEKLWMMU NULUEH3NID Ha dapMaueBTUYECKYD AEATENbHOCTb, W
odopMieHne Taknx NpenapaToB AO/MKHbI COOTBETCTBOBATb NMpaBu/iaM, yKa3aHHbIM B Yactm 1
HacCTOsLLEN CTaTbW.

4. AnTedyHble opraHusauun, BeTepMHapHble anTeyHble opraHusauun, nHaneuayanbHble
npeanpmnHnmartenn, wMewwmne JUNLUEH3UKD Ha cbapMau,eBTquCKyro AEATENBbHOCTb, HECYT
OTBETCTBEHHOCTb 3a HecobnoaeHne npaBua WU3roToBJIEHNUA W OTNYCKa J1IEKAPCTBEHHbIX
npenapaTtoB B COOTBETCTBMN C 3aKOHOAATE/IbCTBOM Poccuiickoim d)ep,epau,mm.

Cratba 57. 3anpeweHue npogaxu ¢anbcnupuumpoBaHHbIX JEKapCTBEeHHbLIX CpPeacCTs,
HeJo6poKaYeCTBEHHbIX JIeKapCTBEeHHbIX CPeACcTB, KOHTPaghaKTHbIX JIeKapCTBEHHbIX CPeAcTB

Mpogaxa danbcMPUUNPOBaAHHbIX JeKapCTBEHHbIX CpeacTB, HeaobpokKavecTBEeHHbIX
NeKapCTBEHHbIX CPeacTB, KOHTPadaKTHbIX JIeKapCTBEHHbIX CPEeACTB 3anpeLlaeTcs.

CraTtbsa 58. XpaHeHue nekapcTBeHHbIX CpeacTB



1. XpaHeHMe  neKkapCTBEHHbIX CpeACTB  OCYLIECTBMSETCA  NpPOU3BOAUTENSIMU
NIeKapCTBEHHbLIX CpeacTB, OpraHM3aumnsaMm ONTOBOW TOProBNM NEKapCTBEHHbIMM CpeaCTBaMy,
anTeYHbIMU opraHusaumnsamu, BETEpPUHAPHbIMMK anTe4YHbIMK opraHusauunsamu,
MHANBMAYANbHBIMU MNpeanpuUHUMATENSIMU, WUMEKLWMMN NUUEH3UI0O Ha dapMaueBTUYECKYIO
ODEATENbHOCTb  WAWM  JIMUEH3MKO  Ha  MEAUUMHCKYK  OeATENbHOCTb,  MeAMUMHCKUMMU
opraHusauunsamu, BETEPMHAPHbIMU opraHusaumnsamu n MHbIMK opraHusaumnsamu,
ocyuwectenawowmmm  obpalleHne JeKapCTBEHHbIX CpeacTB. XpaHeHMe N1eKapCTBEHHbIX
CpeAcTB ANa  BETEPUHAPHOro  MNPUMEHEHUS  OpraHusaunmsaMum U UHAUMBUAYANbHbLIMU
npeanpuHUMaTENSIMMU B CrydasX, €C/IM OHU UCMNOMb3YHTCA UCKAKYUTENBHO NPU pa3BeaeHUH,
BblpallMBaHUN, COAEPXAHUN U NEUYEHUWN XMBOTHbIX, MOXET OCYLLEeCTBNATbCA 6e3 nony4vyeHus
NMUEH3MM Ha dapMaLEeBTUYECKYIO AEATENbHOCTb.

(B pen. ®epgepanbHoro 3akoHa ot 22.10.2014 N 313-03)

2. ﬂpanma XPaHEHNA JNEeKapCTBEHHbLIX CpPeACTB YTBEPXAAKTCA COOTBETCTBYHOLWMM
YNO/IHOMOYEHHbLIM Cbe,D,epaJ'leblM OpraHom NCMONHUTENBbHOMN BNacTw.

3. XpaHeHne HapKOTMYECKNX NIEKAPCTBEHHbIX CPEeACTB, MCUXOTPOMHbIX JIEKAPCTBEHHbIX
cpeacTts, paauodapMaueBTUYECKMX  JIeKApCTBEHHbIX  CPeACTB  OCYLUecTBnsieTcs B
COOTBETCTBMM C 3aKOHOAATENbCTBOM Poccuickon deaepaumu.

Ctratba 58.1. [lpeaMeTHO-KONMUYECTBEHHbIA Y4YeT JieKapCTBEHHbIX CpeacTB  Ans
MeAULMHCKOro NpUMeHeHUs
(BBegeHa d®egepanbHbIM 3aKOHOM OT 25.12.2012 N 262-03)

1. MNMepeyeHb neKapCTBEHHbIX CPeACTB ANA MeAVMUMHCKOro NMpUMEHEeHUs, noasexalimx
NpeAMEeTHO-KO/IMYECTBEHHOMY  y4yeTy, YyTBEpXAaeTcs YMNOJIHOMOYEHHbIM deaepanbHbIM
OpraHoOM MCMOJSIHUTESIbHOW BNacTu.

2. MopsnoK BKAYEHMS NEKapCTBEHHbIX CpeacCTB AN MeAUMUMHCKOrO MpUMEHEHMUS B
nepeyeHb JIEKApPCTBEHHbIX CPEeACTB A8 MeAUMUMHCKOro MNpUMEHEHUsl, noanexalimnx
npeaMeTHO-KO/IMYECTBEHHOMY Y4eTy, YCTaHaBNMBAETCS YMOJIHOMOYEHHbIM deaepanbHbIM
OpraHoM WCNOJSIHUTENbHOW BNacTM MO CcorfacoBaHuMio C  deagepanbHbiM  OpraHom
NCMONMHUTENBbHOM BNACTW, YNONIHOMOYEHHbIM B cdhepe BHYTPEHHUX Aen.

(B peq. ®epepanbHoro 3akoHa ot 03.07.2016 N 305-®3)

3. TlpeaMeTHO-KOMMYECTBEHHbINM Yy4yeT JfleKapCTBEHHbIX CPeacCTB A79 MeAUUMHCKOro
nNpUMEHeHNs BeayT MPOM3BOAUTENN JfleKApCTBEHHbLIX CpeAacTB, oOpraHm3auum ONTOBOWM
TOProB/AN JfleKapCTBEeHHbIMU CpeAcTBaMK, anTedHble opraHusauuu, UWHAMBUAYaASbHblE
npeanpuHuUMaTenu, uMewwme nuMueHsuMio Ha dapMaueBTUYECKY0 AedTeNbHOCTb  Wn
NNLEH3UI0 HA MEANUMNHCKYIO AedTeNbHOCTb, U MeANUMHCKME opraHm3sauum, ocylecTengoume
obpalieHne nekapcTBeHHbIX CPeACTB AN MeAMUMHCKOro MpPUMEHEeHUs, NyTeM perncrpauum
nobbIX CBA3aHHbIX C X obpalleHrMeM onepaumin, NpyM KOTOPbIX U3MEHSETCH UX KOMUYECTBO U
(nnn) coctosiHMe, B cCneumanbHbIX XXypHanax ydyeTa ornepauui, CBA3aHHbIX C obpalleHneMm
NleKapCTBEHHbIX CPeACTB AN MeAULUMHCKOro NpuMeHeHus (Aanee - cneunanbHble XYpHasbl).

4. TpaBuna perucrpauuu onepauui, CBA3aHHbIX C obpalleHneM neKapCTBEHHbIX
CPeACTB AJ11 MEAULIMHCKOrO NMPUMEHEHMS, BK/TIOYEHHbIX B NMepeyeHb IeKapCTBEHHbIX CPeACTB
ANS  MeAWUMHCKOrO MPUMEHEHUs, noAnexawmx npeaMeTHO-KOIMYECTBEHHOMY Y4yeTy, B
cneumanbHbIX >KypHanax M npaBuia BeAEHUS W  XPaHEHUs CheunanbHbIX >XYpHasoB
yTBEPXAAKTCS YNOMHOMOUYEHHbIM (hefepanbHbIM OpraHOM UCMOSTHUTENBHOW BNACTU.

5. KoHTponb 3a cobnoaeHneM npaBua perncrtpaumm onepaumnii, CBSI3aHHbIX C
obpalleHneM JfieKapCTBEHHbIX CpPeaCTB AN MeAMUMHCKOrO MNPUMEHEHMUS, BKJIIOYEHHbIX B
nepeyeHb JfleKapCTBEHHbIX CPeACTB ANl MeAMUMHCKOro MpUMEHEHUs, MoANexallumnx
npeaMeTHO-KONIMYECTBEHHOMY YUYETY, B CreumasnbHbIX XypHanax, a Takxe 3a cobntoaeHnem
npaBun BeAEHUS U XPaHEHUSs creumanbHbIX XYpPHasioB BO3/laraeTcsl Ha YMNOSIHOMOYEHHbIE
epepanbHble oOpraHbl  WCMOAHUTENbHOW BNACTU W OpraHbl  MCMOSIHUTENbHOM BNACTU
cybbekToB Poccuitickori ®depepaumu, OCyLECTBASIIOWNE JIMLEH3MPOBAHME MNPOM3BOACTBA
NTEKAPCTBEHHbIX CpeacTB, dapMaueBTUUYECKON AeATENbHOCTM U MEeAULMHCKOWN AeATeNbHOCTH,
M OCYLLECTBASIETCS B paMKaX JIMLEH3MOHHOMO KOHTPOSIS.



Masa 11. YHUWYTOXEHUE NEKAPCTBEHHbLIX CPEACTB

CtaTtba 59. OCHOBaHUA N NOPAAOK YHUUTOXEHUA NeKapCTBEHHbIX CpeacTB

1. HenobpokayecTBeHHble  NIeKApCTBEHHble  cpeacTBa,  danbcudumumpoBaHHbie
neKapCcTBeHHble CpeAcTBa MoANexaT U3bATUIO M3 obpalleHMss M YHUUTOXEHUI0 B MNopsake,
yCTaHoBfieHHOM [paBuTenbcTBOM Poccuinckoin ®epepauumn. OCHOBaAHMEM A1 YHUUTOXEHUS
neKapCTBEHHbIX CPeacTB SBNSETCS pelleHue BAagesnbla SieKapCcTBEHHbIX CPeAacTB, pelleHue
COOTBETCTBYHOLLErO YMNONHOMOYEHHOr0 deaepasbHOr0 opraHa WUCNOAHUTENBHON BRacTu Uan
pelleHue cyaa.

(B pea. ®egepanbHOro 3akoHa oT 22.12.2014 N 429-03)

2. KoHTpadakTHble NnekapCTBEHHble CpeAacTBa MNoafnexaT M3bATUI0 M3 obpalwleHunsa u
YHUUTOXEHUIO MO peleHnto cyaa. Mopsaok YHUUTOXEHUS KOHTpadaKTHbIX J1eKapCTBEHHbIX
CpeAcTB ycTaHaBnmeaeTcs paBuTtenbCcTBOM Poccuinckon degepaunm.

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

3. Pacxoabl, CBA3aHHble C YHWYTOXEHMEM KOHTpadaKTHbIX NeKapCTBEHHbIX CPeacTs,
HenobpoKayeCTBEHHbIX N1I€KAPCTBEHHbLIX CpeacTB, danbCMdUUNMPOBaHHbIX NeKapCTBEHHbIX
CpeacTB, BO3MELLATCA UX BraaenbLeM.

4. Bnapgeneyu NEKApPCTBEHHbIX CpeacTB AOJIKEH NpeactaBuUTb B yrlOJ'IHOMO'-IGHHbIVI
q)ep,epaanbuZ opraH NCMONHUTENBbHON BNACTU AOKYMEHT U/N 3aBEPEHHYKO B YCTAHOBJIEHHOM
nopsaake ero Konuk, nogrsepxaarowmne CbaKT YHUYTOXEHUA NEKAPCTBEHHbIX CPEACTB.

5. CooTBeTCTBYOWMI YNOTHOMOYEHHbIN heaepanbHbii OpraH UCNOAHUTENbHOW BNacTy,
NPUHSABLLKNIA pelleHne 06 YHUUTOXEHMN NTEKAPCTBEHHbIX CPEACTB, OCYLLECTBASIET KOHTPOJIb 3a
NX YHUUYTOXXEHUEM.

6. YHWUTOXEHNE NEeKapCTBEHHbIX CPEeACTB MPOU3BOAUTCS OpraHM3auunsiMm, UMEKLWUMN
COOTBETCTBYHOLLYIO JIMLEH3MIO, HA CneunanbHO 060pyAoOBaHHbIX MJoWaaKax, MOJAUroOHax v B
cneunanbHo 060pyAoBaHHbLIX MoMeleHusx ¢ cobntogeHnem TpebosaHun B 061aCTM OXpaHbl
OKpYyXaloLlen cpeabl B COOTBETCTBUM C 3aKOHOAATENbCTBOM Poccuiickon ®eanepauum.

7. HapkoTu4yeckne nekapcTBeHHble CpeacTBa, NCUXOTPONHbIe NIeKapCTBEHHbIE CPeacTBa,
paanodapMaleBTMUYEeCKne JeKapCcTBeHHble CpeAcTBa YHMUTOXAaKTCA B COOTBETCTBUM C
3aKoHoAaTenbCcTBOM Poccuinckon denepaunm.

Mnasa 12. TOCYOAPCTBEHHOE PEIYNIMPOBAHUE LIEH
HA NNEKAPCTBEHHbIE NMPENAPATbI Ansd MEANUUHCKOIO NPUMEHEHUA

Cratba 60. FocyaapcTBeHHOe perynupoBaHMe LeH Ha JieKapCTBeHHble npenapatbl Ans
MeAULMHCKOro NpUMeHeHus

FoCyAapCTBEHHOE  perynMpoBaHMe LeH Ha fleKapCTBeHHble npenapatbl A4
MEeANLMHCKOro NMPUMEHEHMUS OCYLLIECTB/IAETCA NOCPEACTBOM:

1) yTBepxaeHus [paBuUTenbCTBOM Poccuiickon ®eagepaunn rMepeyHss >XKU3HEHHO
Heob6X0AMMbLIX W BaXXHEMLWIMX JIEKAPCTBEHHbLIX MpenapaTtoB, KOTOpbIN CdopMnpoBaH B
YCTQHOBJ/IEHHOM MM MNOpPSAKE Ha OCHOBE KOMMJ/IEKCHOM OLEHKU JIEKAapCTBEHHbIX MpenapaTtos,
BK/ItOYAs aHaNM3 CBeAEHUN O CPaBHUTENbHOM KAMHMYECKON 3P HEKTUBHOCTM U 6e30NnacHOCTH
NIeKapCTBEHHOro CpeAacTBa, OLEHKY 3KOHOMUNYECKUX nocneacTeunmn NnpUMeHeHus
NIeKapCTBEHHOr0 CpeacTBa UM U3YYEHMEe AOMONHUTENbHbLIX NOCNeACTBMI  MPUMEHEHMUS
NleKapCTBEHHOro CpeacTsa;

(n. 1 B pea. PegepanbHOro 3akoHa ot 22.12.2014 N 429-03)

2) YTBEPXAEHNA METOAUKWM pacCyHeETa NnpeaesibHbiX OTMYCKHbIX LEH I'IpOVI3BOLIMTeJ'Iel‘/’1 Ha
NeKapCTBeEHHbIE TMpenapaTtbl, BK/AKYEHHbIE B NeEpedYeHb XWU3HEHHO HeobxoamMMbIX W



BaXXHENLWMX NIeKapCTBEHHbLIX MpenapaToB, a TakXe BHeApeHUs MexaHu3MoB HOpMUpPOBaAHUS
CUCTEeMbl pedepeHTHbIX LEeH;
(B pea. ®enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-03, o1 06.06.2019 N 134-03)

3) rocynapcCTBeHHOW perucrpauum npegenbHbiX OTAYCKHbIX LeH npou3soauTenei Ha
neKapcTBeHHble npenapaTbl, BK/OYEHHble B MNepevYeHb XU3HEHHO HeobXoAUMbIX U
BaXXHENLWMX JleKapCTBEHHbIX NpenapaTos;

(B pea. ®egepanbHoro 3akoHa ot 06.06.2019 N 134-03)

4) BeAEHNA TroCyaapCTBEHHOIoO peectpa npeaenbHblX OTNYCKHbIX LUEH I'IpOMBBOLI,MTeJ'Ieﬁ
Ha NneKapCTBEHHbIE MpenapaTbl, BK/AKYEHHbIE B MNEpEeYeHb >XMU3HEHHO HeobxoanMbIX W
BaXKHENLUMX NEeKapCTBEHHbIX NMpenapaTos,

5) yTBEpXAEHWS MEeTOAWKWM YCTAHOBJIEHUSI OpraHaMuM WCMOJIHUTENbHOW BRacTu
cybbekToB Poccuiickont ®epepaumm  npeaenbHbIX pasMepoB  OMNTOBbIX HaabaBoK U
npefenbHblX PasMEpPOB PO3HWUYHbIX HaabaBoK K (aKTUYECKMM OTMYCKHbIM  LIEHaM,
YCTaHOB/IEHHbIM MPOU3BOAMTENSIMU  JIEKAPCTBEHHbIX MpenapaToB, Ha JIEKApPCTBEHHbIE
npenapaTbl, BKJOYEHHble B MepeyYeHb IKM3HEHHO Heo6XOAMMbIX W  BaXKHENLWMUX
NleKapCTBEHHbIX NpenapaTos;

6) YCTaHOB/IEHUS MpeaesnbHbIX Pa3sMepoB OMNTOBbIX HaAb6aBOK W MpeaenbHbIX pa3MepoB
PO3HMYHbIX HaA6aBOK K aKTUYECKMM OTMYCKHbIM LileHaM, YCTaHOBJIEHHbIM MPOU3BOAUTENSAMM
JIEKAPCTBEHHbIX MpenapaToB, Ha JIEKApCTBEHHbIE MpenapaTbl, BK/OUEHHble B MNepedeHb
XWU3HEHHO HEOBXOAMMBIX U BaXHENLINX NeKapCTBEHHbIX NMPenapaTos;

7) yTBepXaeHus nopsaka BblAayn npeanucaHuii opraHaMm WCNOSHUTENbHOM BRacTu
cybbekToB Poccuiickon ®degepaunmm o0 NpuBeAEHUN B COOTBETCTBUE C 3aKOHOAATE/bCTBOM
Poccuinckon ®depepaumm pelweHnin o6 YyCTaHOBEHMW npeaesbHbIX pa3MepoB OMTOBbIX
HanbaBOK W npefenbHbIX pasMepoB PO3HMYHbLIX HaabaBoK K (aKTUYECKMM OTMYCKHbIM
LeHaM, yCTaHOBMIEHHbIM MPOU3BOAUTENSAMM NNEKAPCTBEHHbIX NpernapaToB, Ha /IeKapCTBEHHble
npenapaTtbl, BKJ/IIOYEHHblE B MepeyvYeHb XKMU3HEHHO HeobXoAMMbIX W BaXHEenLWwuxX
NneKapCTBEHHbIX MpenapaTtoB, €CNM OHW MNPUHATbI C HapyweHMeM 3aKoHOoAaTeNbCTBa
Poccuiickon ®depepaumn, B nopsiake, ycCTaHOBNEeHHOM [lpaBUTENbCTBOM  POCCUMMCKOM
Odenepauunu;

8) HanpaBneHusa YMoSIHOMOYEHHbIM denepasnbHbiM OpPraHOM WCMONHUTENBbHON BlacTU
opraHaMm WCNOSIHUTENbHOM BfacTu cybbekToB Poccuiickon @Pepepaumn npennucaHuin o
npuBeneHMn B COOTBETCTBME C 3aKoHOAATeNbCTBOM Poccuickoin depepaunmm MpUHATBIX C
HapylweHueM 3akoHopaTenbcTtBa Poccuiickont @Pepepaummn peweHUn o6 ycTaHOBAEHUU
npeaenbHbIX pa3MepoB ONTOBbIX HaA6aBOK M NMpeaesibHbIX Pa3MePOB PO3HUYHbLIX HanbaBoOK K
LeHaM Ha NleKapCTBEHHbIE NpenapaTbl, BK/IIOYEHHbIE B NepeyeHb XU3HEHHO HEO6XOAUMbIX U
Ba)XXHEWLIMX JIeKapCTBEHHbIX NpenapaTos;

9) ocyuwiecTBnenmss deaepanbHOro rocyaapCTtBeHHOro Haasopa B cdepe obpaleHus
NeKapCTBEHHbIX CPeACTB W PEervoHanbHOro rocyfapCTBEHHOrO0 KOHTPOJS 3a MNpUMEHEHUEM
LeH Ha JeKapCTBEHHble MnpernapaTbl COOTBETCTBEHHO YMOJIHOMOYEHHbIMU deaepanbHbIMU
OpraHaMmM WCMNOJSIHUTE/IbHOM BAAacTUM WM OpraHaMm WCMNOJSIHUTENIbHOW BflaCTU  Cyb6bekToB
Poccuinckon ®degepaumm CcornacHO MX KOMMNETEHUMM B  MOpsiAKe, YCTaHOBJIEHHOM
MpasutenbcTBoM Poccuiickonn denepaumn;

(n. 9 B pea. ®enepanbHoro 3akoHa ot 25.06.2012 N 93-03)

10) npuMeHeHMsa NpeayCcMOTpPeHHbIX 3aKoHoAaTenbCTBOM Poccuiickoi degepaumn mep
OTBETCTBEHHOCTM 3a HapylleHne nopsiaka LueHoobpa3oBaHMS Ha XU3HEHHO HeobxoauMmble M
Ba)HelLwune nekapCTBEHHbIE Npenaparthbl.

KoHcynbTaHTIIIOC: NnpuMedaHue.

3apernctpupoBaHHble o 07.06.2019 npeaenbHble OTAYCKHbIE LEeHbl nognexart
ob6s3atenbHOM nepepernctpaumm B 2019 - 2020 rogax B COOTBETCTBMKU CO CT. 2 @3 oT
06.06.2019 N 134-03.



Cratbsa 61. NocynapcTBeHHas perucrpauvsa U nepeperucrTpauusi npegernbHbIX OTNYCKHbIX
LueH npou3BoAUTENien Ha JeKapCTBEHHble MNpenapaTtbl, BKIIOYEHHble B MepeYeHb XWU3HEHHO
HeobXxoAUMBIX U BaXXHEMLIMX NeKapCTBEHHbIX NpenapaTos

(B pea. ®epepanbHoro 3akoHa ot 06.06.2019 N 134-®3)

1. TlpepenbHas OTNyCKHasi UeHa MNPOU3BOAUTENS Ha JeKApCTBEHHbLIN npenapar,
BK/IIOYEHHbLIN B NEpeyeHb XWU3HEHHO HeobXoAMMbIX W BaXHEWWUX JNeKapCTBEHHbIX
npenapatoB, MNOANEXWUT TrOCYyAApPCTBEHHOM perncrpaumm B MNopsiake, YCTAHOBJIEHHOM
MpasutensctBoM  Poccuitckonn  depgepaumn, Ha  OCHOBaHWM  NpeacTaB/lEHHOro B
YNOMHOMOYEHHbIN deaepanbHblii opraH UCNOIHUTENbHON BNAcTU 3asBfIEHUS AepXKaTensa Unm
Bnagenbua perncTpaumoHHOro yO0CTOBEPEHUS NleKapCTBEHHOro npenapara
(ynosHOMOYEHHOro UM nnua).

2. 3apeructpuvpoBaHHas npepenbHass  OTMyCKHass LUeHa npou3BoAUTenss  Ha
JIEKApCTBEHHbIN npenapaT, BKJAYEHHbIN B NepevyeHb XXU3HEHHO HEOH6X0AMMbIX U BaXXHENLWMNX
NIeKapCTBEHHbIX MpenapaToB, MOXeT OblTb MepeperucTpyupoBaHa B CTOPOHY YBeNYEeHUS
OAWH pa3 B KaleHOapHOM roAy Ha OCHOBAHWM MNpPeACTaBAEHHOro B YMNOJIHOMOYEHHbIMN
denepanbHbin OpraH MWCMNOJHUTENbHOM Bnactm Ao 1 okTabps Kaxporo roga 3asBleHUs
Aepxatens waum Brajenbla perncTpaumMoHHOro yAoCTOBEpPEeHUs JIEKAapCTBEHHOro npenaparta
(ynosIHOMOYEHHOro UM Nnua).

3. 3apeructpupoBaHHasi npeaenbHass OTNyCKHas LEHa MNpouM3BOAUTENS  Ha
NIeKapCTBEHHbLIN NpenapaT, BK/AOYEHHbIN B NMepevyeHb XU3HEHHO HEOOXOANMBIX N Ba>XHENLLNX
NIeKapCTBEHHbLIX MpPenapaToB, MOXET ObiTb NEpeperncTtpupoBaHa B CTOPOHY CHUXEHUS Ha
OCHOBa@HMW NpeAcTaB/EHHOro B YMOJHOMOYEHHbIN deaepanbHbin OpraH WUCMOAHUTENBHOM
BNacTM 3asiBNEHUSA AepxaTens Win  Bragenbula perucrtpaunmoHHOro YyaoCTOBEpPEHUS
NleKapCcTBEeHHOro npenapata (YNo/JIHOMOYEHHOIo UM Nmua).

4. [epxaTenb wWnW Bnageney perncTtpaumoHHOro YAOCTOBEPEHUS NeKapCTBEHHOro
npenapata (yno/HOMOYEHHOe WM /nuo) o06s53aH  NpeacTaBUTb B YMOSHOMOYEHHbIM
benepanbHbIi  OpraH  WCMNOMIHWUTENbHOM  BNacTM  3asiBieHME O  NepeperucrTpaumm
3aperncTpMpoBaHHOlM npeaenbHOM OTMYCKHOW LeHbl MPOM3BOAMTENS Ha JIeKapCTBEHHbIN
npenapaT, BKJ/IIOYEHHbI B NepeyeHb XXU3HEHHO HEO6XO0AMMbIX U BaXKHEMLINX NeKapCTBEHHbIX
npenapaToB, B CTOPOHY CHWMXXEHUS B CNeAyoLWMnX Cyyasx:

1) CHMXeHMe ueHbl B MHOCTPAHHOM BankTe Ha NEeKApCTBEHHbLIA MpenapaTt B CTpaHe
npounssoguTens u (Man) B CTpaHax, B KOTOPbIX JIEKAPCTBEHHbIA NpenapaTt 3aperucTpMpoBaH
n (Mnn) B KOTOpble NOCTABSETCSH NPOU3BOAUTENEM;

2) CHMXeHMe LeH Ha pedepeHTHble JlIeKapCTBEHHbIe npenapatbl B COOTBETCTBUMU C
NyHKTOM 1 HacTosAwen 4actm (AN COOTBETCTBYHOLWMX BOCNPOU3BEAEHHbIX, 6MOaHanoroBbIx
(bnonopobHbIX) NeKapCTBEHHbLIX NpenapaTos);

3) npeBbllleHME nNpenenbHOM OTMNYCKHOM LUeHbl Ha NepBbli BOCNPOU3BEAEHHbLIN,
6rnoaHanoroebin (6MONOAO6HBIN) NEeKapCTBEHHbIA MpenapaT WHOCTPAHHOrO MNPOM3BOACTBA
Had npeaesbHOM OTNYCKHOM LEHOW Npou3BOAUTENS HaA BTOPOM BOCMPOU3BEAEHHbIN,
6unoaHanorosbit (6MonogobHbIN) NekapCTBEHHbIM NpenapaT, pacCYNTaHHOW B COOTBETCTBUM C
METOAMKON, yTBEPXAEHHOW NpaBuTenbCcTBoM Poccuitckon ®eaepaunm;

4) npeBblleHWe TnpenenbHOM OTMYCKHOW UeHbl Ha rMepBbli BOCNPOU3BEAEHHbLIN,
6uoaHanorosbii (6MononobHbINM) NekapCTBEHHbLIN MNpenapaT Npou3BoAUTENs rocygapcrea -
uneHa EBpasnMMCKOro 3SKOHOMWYECKOro Cok3a Haad npeaenbHorM OTMYCKHOW  LieHOM
npomsBoauTenss Ha  BTOPOM  BOCMpou3BeAeHHbIW, 6uoaHanorosblin  (6Monoao6HbIN)
NeKapCcTBeHHbIW  npenapaTt Npou3BOAUTENs  rocygapctBa - u4neHa  Espa3suinckoro
3KOHOMMYECKOro COK3a, pPaCCYNTAHHOM B COOTBETCTBUM C METOAMKON, YTBEPXAEHHOM
MpaBuTenbcTtBoM Poccuiickon degepaymn.

5. Mopsiaok nepeperncTpaunn 3aperncTpupoBaHHbIX MpefesibHbIX OTMYCKHbIX LeH
Npou3BOAUTENE Ha NeKapCTBEHHble MpenapaTtbl, BK/OYEHHble B MNepeyvyeHb >XU3HEHHO
HEO6XOANMbIX W BaXHEWLIUX SIEKAPCTBEHHbIX MpPenapaToB, B C/y4yasx, NpeayCcMOTPEHHbIX



yactamMm 2 - 4 HacToslwen CcTaTbM, YycTaHaeBnueaeTcs [lpaBuTenbCcTBOM Poccuinckom
denepauunu.

6. DKOHOMMYECKWM aHanu3 npeaesibHOM OTMYCKHOW LEHbl MNpPOM3BOAMTENS Ha
NeKapCTBEHHbIN NpenapaT, BK/IIOYEHHbIN B NepeYyeHb XU3HEHHO HEOBXOAUMbIX M BaXXHEMLIMNX
NleKapCTBEHHbIX NMpenapaTos, NpU ee rocyAapCTBEHHOM perucTpauum unu nepeperncrpaumnm
ocyuiectensieTca denepanbHbiM - OpPraHOM  WCMOMIHUTENIbHOM  BNAcTU, OCYLLECTB/ISOWNM
YyHKUMM NO NPUHATUIO HOPMATUBHbLIX MPABOBbIX AKTOB W KOHTPO/O 3a CO6MOAEHMEM
3aKkoHoAaTeNnbCTBa B cdhepe rocyAapCTBEHHOro perynnpoBaHust UeH (TapudoB) Ha ToBapbl

(ycnyrn).

7. PacueT npeaenbHbIX OTMYCKHbIX LEH, YKa3aHHbIX B 4acTax 1 n 2 HacToswen crtatby,
npM WX TrOCYAapCTBEHHOW perucrtpaumMm Wan rnepeperucrpaumm  OoCyLLecTBisSeTcs B
COOTBETCTBMM C METOAMKOMN, yTBepxaeHHon [lpaBmtenbctBoM Poccuimnckon Pegepaumm u
y4YnTbIBaOLWEN B TOM 4YucCne:

1) cobnogeHne 6anaHca wWHTepecoB nMnoTpebuTene nekapCTBEHHbIX MpenapaTos,
BK/IIOYEHHbIX B MepeyeHb >XWU3HEHHO HEOOXOAMMbIX W BaXHENIINX JIeKapCTBEHHbIX
npenapaTtoB, M MPOM3BOAUTENEN JIEKAPCTBEHHbLIX MpPenapaTtoB, BK/OYEHHbIX B MEPEYEHb
XM3HEHHO HEOOXOAMMbIX N BaXHENLLUUX NEKapCTBEHHbIX NpenapaTos;

2) aKTUYecKyl OTMYCKHYK LeHy Ha JfekapcTBeHHble npenapaTtbl B Poccuickomn
depepaummn, ueHy BBO3a NleKapCTBEHHbIX MpenapaTtoB B Poccuinckyto depepaunto, a Takxke
UeHbl Ha aHanornyHble neKkapcTBEHHble npenapaTbl, Haxoaswwuecs B obpaweHun B
Poccuinckon depnepaunu;

3) 3aTpaTbl MNPOU3BOAMUTENSA JIEKAPCTBEHHOrO MpenapaTta Ha MpPOM3BOACTBO U
peanusaumio eKapCcTBEHHOrO NpenapaTa;

4) UeHy Ha NeKapCTBEHHbIV NpenaparT, ero LueHy B CTpaHe Npou3BoAMTENS U B CTpaHax,
B KOTOPbIX JIEKApCTBEHHbIN MpenapaT 3aperncTpupoBaH M (MK) B KOTOPble MOCTaBAsETCA
NPOU3BOAMUTENEM.

8. He ponyckatotca peanmsaumsa M OTNYCK JIeKAapCTBEHHbIX NpenapaToB, BKIOYEHHbIX B
nepeyeHb XM3HEHHO HEOH6X0AMMbIX U BaKHEWLUUX NIeKapCTBEHHbIX NpenapaToB, HA KOTOpble
NpoM3BOAMTENSAMW  NIEKAPCTBEHHbLIX MpenapaTtoB He 3apernctpupoBaHa npeaenbHas
OTNyCKHasa ueHa, peanusauusi NpouM3BOAMTENSIMU JIeKApPCTBEHHbIX MNpenapaTtoB MO LeHaM,
npeBblaWMM 3aperMcTpMpoBaHHbie MW NepeperncTpMpoBaHHblie npeaenbHble OTNYCKHble
LeHbl Ha NeKkapCTBEHHbIE NpenapaTbl C Y4eTOM Hanora Ha AobaBneHHy CTOMMOCTb.

9. OcobeHHOCTW rocyaapCTBEHHOrO peryaupoBaHusa npeaenbHbiX OTAYCKHbIX LeH
npousBoauTeNe Ha seKapCTBEeHHble rnpenapaTbl, BK/OYEHHble B MNepeyvyeHb >XWU3HEHHO
Heob6X0AMMbIX N BaXKHENLIMX SileKapCTBEHHbIX NpenapaToB, B 3aBUCUMMOCTN OT 3KOHOMUYECKUX
n (Mnu) coumnanbHbIX KpUTepueB (MU3MEHEeHWe yCrI0BUN, nopsaka U CTOMMOCTUM NMPOU3BOACTBA
neKapCcTBeHHbIX MpenapaToB, WCNOMb30BaHWe HOBbIX ¢GOpM, MeToAoB U Ccnocobos
rocyJapCTBEHHOrO peryjvpoBaHuMa LEeH Ha NleKapCTBEeHHble rnpenapaTbl, B TOM 4YuCie Ha
OCHOBE MexaHusMa pedepeHTHOro ueHoobpasoBaHUSA, W3MEHEeHUW nopsaKka oOKas3aHus
MeaNLUMHCKOM NOMOLLKN, U UHble U3MEHEHUS) YCTaHaBnmneatoTca MNpaBuTenbCcTBOM Poccuimnckom
denepauunu.

Cratbsa 62. NocyaapcTBEHHbIM peecTp npedenbHbIX OTMNYCKHbIX LEeH npousBoauTenein Ha
neKapcTBeHHble npenapaTbl, BKMIOYEHHble B NepeyYyeHb XU3HEHHO HeO6XOAUMBLIX U BaXKHEWLIMNX
reKapcTBeHHbIX NpenapaToB

1. 3aperncrtpmpoBaHHble WAIW NepeperucTpupoBaHHble MNpeaesibHble OTMYCKHbIE LEHbI
npovM3BoAMTENEN Ha JleKapCTBEHHble MpenapaTbl, BKIOYEHHble B MNepedyeHb >XWU3HEHHO
HEO6XOAMMbIX U BaXHEMLWUX JieKapCTBEHHbIX MpenapaToB, MoanexaT BK/IOYEHUIO B
roCyapCTBEHHbI peecTp npeaesibHbiX OTNYCKHbIX LEeH NpoM3BOAUTENEN Ha NeKapCTBEHHble
npenapaTtbl, BKJ/IIOYEHHblE B MepeyvYeHb XKM3HEHHO Heob6XoAMMbIX W BaXHEenLWwux
neKapCTBEHHbIX NMpenapaTos.



(B pea. ®epepanbHoro 3akoHa ot 06.06.2019 N 134-03)

2. TocynapCTBEHHbIN peecTp MpeaesibHbiX OTAYCKHbIX LEH npousBoauTeNnein Ha
NIEKAPCTBEHHbIE MpenapaTbl, BK/IOYEHHble B MepeyeHb XW3HEHHO HeEO6XOAMMbIX U
BaXKHEMLLMX JIeKapCTBEHHbIX NpenapaToB, COAEPXUT B cebe crneayrowyro MHpopMaumnio:

1) HanMeHOoBaHME AepXaTend wWwnan Baaaenbua PpPerncTtpaunMoHHOro yaoCToBeEpPEHUA
NeKapCTBEHHOINoO npenaparta, HanMMeHOBaHWME MpounsBoAUNTENA NEKAPCTBEHHOINO rMnpenapaTa,
CBEAEHUA O pernctpaunun pgepxatend Wunan Binaaenbua pPErmMcTtpaumnMoHHOro yaocrtroBepeHud
NEeKapCTBEHHOINoO npenaparta, CBeEAEHUA O PpPerncTtpaunmn npounssoanTeENd J1EKAPCTBEHHOIO
npenaparta and MeamunmHCKOro rnpmMMeHeEHnd B Ka4eCTBE€ Hassioronnartesibwnka B CTpaHe

permctpauum (AN pPOCCUNCKUX  OPUANYECKUX UL - WAEHTUDUKAUMOHHBLIN  HOMEp
Hanoronnatenbwmka (MHH), ANsS MHOCTPAHHbLIX HOPUAMYECKUX MWL - CTpPaHa permcrpaumm,
HanMeHoBaHue pPerncTpupyoLLero opraHa, permcTpaumoHHbIN Homep, KoA,

HanoronnaTenblWmKa B CTpaHe perncrpaunm (MHKopnopauum) UM ero adHanor), MecTo
HaXO0XAEeHUS NPOM3BOACTBEHHbLIX MAOWAAOK, Y4yacTBYHWOLWMX B Mpouecce MNpoOM3BOACTBA
NeKapCcTBEHHOro npenapaTta, C yKa3aHueM ctagum npouecca npov3BoACTBa;

(n. 1 B pea. ®egepanbHOro 3akoHa ot 28.12.2017 N 425-03)

2) HaMMeHOBaHMe NleKapCTBEHHOrO npenapaTa (MexayHapoAHOe HenaTeHTOBaHHOE, UK
rpynnMpoOBOYHOE, UM XMMUYECKOE U TOProBOE HaMMEHOBaAHUS);
(B pea. ®enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

3) HOMep perncTpaumoHHOro yA0CTOBEPEHUS IEKAPCTBEHHOrO nNpenapara;

4) nekapcTBeHHasi opMa C ykasaHuMeM L03MPOBKM JIEKApCTBEHHOro rnpenapaTta u ero
KosinyecTtBa BO BTOPUYHOM (MOTpebuTenbCKoM) yNnakoBKE, a Tak)Ke KOMMNEKTHOCTb;
(B pea. ®epepanbHOro 3akoHa ot 22.12.2014 N 429-03)

5) 3apernctpupoBaHHas npegenbHas oTNyckHas LeHa B pybnsx;

6) pata M HOMep rnpuKasa ynoJIHOMOYEHHOro deaepasbHOro opraHa WCMOSIHUTENbHOMN
BNaCTU O roCyAapCTBEHHOM perncrtpaumm uau nepeperucrpauuMm npeaenbHOn OTNYCKHOM
LeHbl Ha fleKapCTBEHHbIN mMpenapaT, BK/AKYEHHbI B nNepedeHb XXM3HEHHO HeobXoAMMbIX U
BaXXHEWNLMX sileKapCTBEHHbIX NpenapaTos;

(B pea. ®epepanbHbIX 3aKOHOB OT 22.12.2014 N 429-03, o1 06.06.2019 N 134-03)

6.1) paTta BCTynNeHUss B CWy MpuKasa YMNoJIHOMOYEeHHOro deaepanbHOro opraHa
WCNOMHUTENbHON BflaCTM O TrOCyAapCTBEHHOMW  perncrpauum wam  nepeperucrpauum
npeaenbHOM OTMYCKHOW LieHbl NPOU3BOAUTENS HA NeKapCTBEHHbIM npenapaTt, BKAOUYEHHbIN B
nepeyeHb XU3HEHHO HEOH6XOAUMBIX U Ba)KHEMLLINX NEeKapCTBEHHbIX NMpenapaTos;

(n. 6.1 BBeaeH ®eaepanbHbIM 3akoHOM OT 06.06.2019 N 134-03)

7) WTPUXOBOM KOA, HAHECEHHbIN Ha BTOPUYHYIO (MNOTPEOBUTENBLCKYIO) YMaKoOBKY
neKkapCcTBeHHOro npenapara;
(n. 7 BBeaeH ®enepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

8) KoA fleKkapCTBEHHOro npenapata MO0 aHATOMO-TepaneBTUYECKO-XUMUYECKOMN
Knaccmdmkaumm, pekoMeHA0BaHHOM BceMnpHOM opraHm3aunen 3paBooxpaHeHuns.
(n. 8 BBeaeH ®egepasnbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

3. FocyaapcTBeHHasa perucrpauns uam nepeperncrpaums npenesbHbiX OTNYCKHbIX LEH
Ha JNeKapCTBEHHble npenapaTbl, BKJIIOYEHHbIE B MNepeyeHb XWU3HEHHO HEOO6XOAUMLIX W
BaXXHEMLUMX JIEKAPCTBEHHbIX MpenapaToB, BeAeHME roCyAapCTBEHHOIO peecTtpa npeaesibHbIX
OTNYCKHbIX LEH MPOM3BOAUTENEN HA NEKAPCTBEHHbIE NpenapaThbl, BK/OYEHHbIE B NEepeYEeHb
XXNU3HEHHO HEe06XOAMMbIX U BaXKHEMWMUX NEKAPCTBEHHbIX MpenapaToB, OCYLUECTBAAIOTCS B
nopsake, yctaHoBneHHOM lMpaButenscTtBoM Poccunckoin deaepaumu.
(B peqn. ®epgepanbHoro 3akoHa ot 06.06.2019 N 134-03)

Cratba 63. YctaHOBneHMe opraHamu UCNONHUTENbLHOM Brnactu cyb6bekTtoB Poccuiickon
depepauun npeaesibHbIX pa3MepoB ONTOBbIX HaAOaBOK M NpeAenbHbIX pa3MepoB PO3HUYHbLIX



Ha,D,GaBOK K CbaKTVI‘-IeCKVIM OTNYCKHbIM LueHam, YyCTaHOBJ1I€EHHbIM npou3soguntTenamMmm
JNleKapCTBeHHbIX npenapaTtoB, HA NeKapCcTBeHHble npenapaTtbl ANnAd MmeguunHCKoro npumeHeHuns

1. OpraHbl UCnonHUTENBHOW BracTn cybbekToB Poccuiickon deaepaunm yctaHaBInBatoT
npegesnbHble pasMepbl ONTOBbIX HagbaBOK M NpefesibHbie pa3Mepbl PO3HMYHbLIX HagbaBoK K
(aKTUYeCKMM OTMYCKHbIM LEeHaM, YCTaHOBJEHHbIM MPOU3BOAUTENSAMU JIEKAPCTBEHHbIX
npenapaTtoB, Ha JeKapCTBEHHble nMpenapaTbl, BK/OYEHHbIE B MNepevYeHb XMU3HEHHO
HEO6X0AMMbBIX N BaXXHEMLWKMX JIEKAPCTBEHHbIX MpernapaToB, B COOTBETCTBUM C YTBEPXAEHHOMN
B nopsiake, YycTaHoB/ieHHOM [lpaButenbctBoM Poccuinickonn ®depepaunn, MeTOANKOWM
YCTQHOBJIEHUS OpraHaMu WCMONHUTENbHOM BacTn CcybbekToB Poccuinckonn depepaunmn
npeaenbHbIX pa3MepoB ONTOBbIX HaAbaBOK W NpeaenbHbIX pa3MepoB PO3HUYHbLIX HaabaBok K
(paKTUYeCKMM OTMYCKHbIM LieHaM, YCTaHOBNEHHbIM MPOU3BOAUTENAMU NEKAPCTBEHHbIX
npenapaTtoB, Ha JieKapCTBEHHble nMpenapaTtbl, BK/IOYEHHbIE B MNEpPeYeHb >XWU3HEHHO
HEO6XOAMMbIX W BaXKHEWMWWMX JNeKapCTBEHHbIX MpenapaTtoB. [1poeKkTbl peleHuint OopraHoB
NMCNONMHUTENbHON BNnactu cybbekTtoB Poccuiickon depepaumm 06 yctaHoBneHun u (Mau)
N3MEHEHWUM NpeaesibHbIX pa3MepoB ONTOBbIX HaA6aBOK M MpeaefibHbIX pa3MepoB PO3HUYHbIX
HanbaBoK K  (aKTUYECKMM  OTMYCKHbIM  LieHaM, YCTaHOBMIEHHbIM MPOU3BOAUTENSMU
NeKapCTBEHHbIX MpenapaToB, Ha JNleKapCTBEHHblE npenapaTtbl, BK/OYEHHbIE B MNepeyeHb
XMU3HEHHO HEeobXoAMMbIX W BaXXHEWWWX JNIeKApCTBEHHbIX MNpenapaToB, noanexar
cornacoBaHuto € QeaepanbHbIM  OpraHoM WCMONHUTENIbHOW BRacTu, YMNOJIHOMOYEHHbIM
OCYLLEeCTBAATb MpaBoOBOe perynmpoBaHue B cdepe rocyaapCTBEHHOro peryinpoBaHus LeH
(tTapudos) Ha ToBapbl (ycnyrun), B nopsake, yCTaHOBNEHHOM [paBuTenbCTBOM PoccUNCKOM
denepauunu.

(B pen. ®epgepanbHoro 3akoHa ot 13.07.2015 N 241-03)

2. OpraHusaunm onToBOM TOProBAM U (MNK) anTeyHble opraHmn3auun, MHANBUAYaAsbHblE
npeanpuHuUMaTenu,  UMewwWwue  AMUeH3Mi  Ha  dapMaueBTUYECKYl  AesTeslbHOCTb,
OCYLLEeCTBASAKT peanu3aunio JsieKapCTBEHHbIX MpenapaTtoB, BK/OYEHHbIX B NepedvYeHb
XXU3HEHHO HeobXO0AMMbIX WU BaXXHEWWWX feKapCTBEHHbIX MNpenapaTos, MO LeHaM, YpOBEHb
KOTOpbIX He npeBbllWaeT CyMMy GaKTUYeCKON OTMYCKHOW LeHbl, YCTAaHOBAEHHOWM
NnpousBoaMTENEM feKapCTBEHHbIX MpenapaTtoB M He npeBbllaklen 3aperncTpMpoBaHHOM
Wi nepeperncTpupoBaHHON npeAesbHOM OTNYCKHOW UeHbl npoussoauTens (Ha AJarty
peanusauMn nekapcTBEeHHOro npenaparta npoumssoauTeneMm), U pasmep onToBon Haabasku n
(nnn) pasMep PpO3HUYHOWN HaabaBKM, He nMpeBbillaloWmMe COOTBETCTBEHHO pa3sMepa
npefenbHor onToBOM HaabaBku wn (unn) pasmepa npefenbHOWM poO3HUYHOM Hanbaskw,
YCTaHOBMEHHbIX B cybbekTe Poccuiickon deanepaumu.

(B pen. ®epgepanbHoro 3akoHa ot 06.06.2019 N 134-03)

3. OpraHbl ucnonHUTeNbHOM Bnactn cybbekToB Poccuiickon depepauum pasMmewiatoT B
cetn "MHTepHeT" mnnu onyb6nmkoBbIBalOT UHMOPMaLUUID O 3aperncTtpMpoBaHHON npeaenbHOM
OTNYCKHOM LeHe Ha JfeKapCTBeHHble rpenapaTbl, BKJ/OYEHHble B MepeyeHb >XU3HEHHO
HEobX0AMMbIX U BaXKHEWLWNX NeKapCTBEHHbLIX MpernapaToB, 06 yCTaHOBNEHHbIX B cybbekTe
Poccuinickon @epepaumm pasMmepe npefenbHon onTtoBon HaabaBkn u  (nnm) pasmepe
npeaenbHOM PO3HUYHOW HaabaBKM K YCTAHOBMEHHbIM MPOM3BOAUTENSMU NeKapCTBEHHbIX
npenapaTtoB MakTUYECKMM OTMYCKHbIM LIeHaM Ha fieKapCTBEHHble nNpenapaTbl, BKIOYEHHbIE B
nepeyeHb >XMU3HEHHO HeO6XOAMMbIX W BaXHEWWUX NeKapCTBEeHHbIX npenapatoB, M 06
yKa3aHHOM B 4aCTu 2 HacTosiwen cTatbh cymme. MHpopmaums, npenycMoTpeEHHas HacToswen
4YaCTblO, AO/KHA pa3MeLLaTbCs TakXe B anTeYHblX OpraHmM3aumsax B 4OCTYNHOW ANS CBeAEHUS
BCEX 3aMHTEpeCcoBaHHbIX Nuu popme n 06HOBNATLCS MO Mepe ee onybnnkosaHus.

4. TpuHATBIE C HapylleHWneM 3akoHoaaTtenbcTBa Poccuiickon ®deapepaumm pelueHus
OpraHoB MWCMOSHUTENbHOM Bractu cybbekta Poccuiickon Odepepaumm 06 yCTaHOBAEHUMU
npeaenbHbIX pa3MepoB ONTOBbIX HaAbaBOK W NMpeAenbHbIX pa3MepoB PO3HUYHbLIX HaabaBoK K
3aperncTpmMpoBaHHbIM MpeaefibHbIM  OTMYCKHbIM LleHaM Ha JleKapCTBEHHble npenaparthl,
BK/IIOYEHHbIE B MepeyvYeHb I>KWM3HEHHO HeOoOXOAMMbIX W BaXHEWLWMUX JNeKapCTBEHHbIX
npenapaToBs, noanexart oTMeHe B cyaebHOM nopsiake.

Masa 13. MOHUTOPUHI 9®PEKTUBHOCTU U BE3OIMNACHOCTH



NEKAPCTBEHHbIX MPEMAPATOB, HAXOOALINXCA B OBPALLEHUUA
B POCCUACKON ®EOEPALUN
(B pea. ®epgepanbHOro 3akoHa ot 22.12.2014 N 429-03)

Cratbsa 64. ®apmakoHan3op
(B pen. ®epepanbHOro 3akoHa ot 22.12.2014 N 429-03)

1. JlekapcTBeHHble npenapaTbl, Haxoaswmecs B obpaweHun B Poccuimnckon degepauymm,
noanexart MOHUTOPUHIY 3PHEKTUBHOCTM M 6€30MaCHOCTU B LEISIX BbISIBJIEHUS BO3MOXHbIX
HEeraTMBHbIX  MNOCNeACTBUA  UX  TMPUMEHEHUs, WUHAMBUAYANIbHOW  HENepeHOCUMOCTH,
npeaynpexaeHns MeguumHCKUX paboTHMKOB, BETEPUHAPHbBIX CNELUManNCTOB, NauMeHToB Uan
BflafeNbLeB XMBOTHbIX U UX 3alUTbl OT MPUMEHEHNS TaKUX JIeKapCTBEHHbIX NpenapaTos.

2. ®dapmakoHaa3op ocyllecTensaeTcs COOTBETCTBYOLLUM YNONHOMOYEHHbIM
denepanbHbiM OpPraHOM WCMOSHUTENBHOWM BAACTU B YCTAHOBJIEHHOM WM MOpsAKe NyTeM
aHanusa npepocrasnseMon cybbekTamm obpalieHus nekapCTBeHHbIX CpeacTB MHbopMaummn o
NO6OYHbIX AENCTBUAX, HexXenaTelbHbIX peakuMsaX, Cepbe3HbIX HeXenaTesbHbIX peakuunsx,
HenpeaBUAEHHbIX HeXenaTesbHbIX peakumsax npu NnpMMeHeHUn ieKapCTBeHHbIX NnpenapaTos,
06 wHAMBMAYaANbHOW HENepeHOCUMOCTU, OTCYTCTBUM 3IPDEKTUBHOCTU NIE€KAPCTBEHHbIX
npenapaTos, a Takxke 06 MHbIX hakTax U 06CcToATEeNbCTBAX, NPEACTaBAAWNX YIPO3Y XKU3HU
WAn 340pOBbI0 YenoBeka NMB0 XXMBOTHOIMO NpU MPUMEHEHUM NiIeKapCTBEHHbLIX MpenapaToB n
BbISIB/IEHHbIX Ha BCex 3Tanax obpalweHus nekapCcTBeHHbIX MpenapaTtoB B Poccuickomn
degepaumn n Apyrmx rocygapcreax.

3. CybbekTbl obpalleHns nekapcTBEHHbIX CpeaCTB B nNopsake, YCTaHOB/EHHOM
YMNOSTHOMOYEHHbIM defepasibHbIM OpraHoOM WCMNOSHUTENbHOM BnacTtu, 06d3aHbl coobwaTtb B
YyNONHOMOYEHHbIN deneparnbHbIil opraH MCNOSHUTENbHOMW BAactn O Mo6OYHbIX AeNCTBUSX,
HeXenaTeNbHbIX peakuusiX, Cepbe3HbiX HeXenaTeNbHbIX peakuusx, HenpeaBuaeHHbIX
HeXenaTeNbHbIX  peakuuMssX Npu  MPUMEHEHWM  NIeKapCTBEHHbIX  npenapaTtoB, 06
WHANMBUAYANbHONW  HENEepeHOCUMOCTM,  OTCYTCTBUM  3DPEKTUBHOCTM  NeKapCTBEHHbIX
npenapaToB, a Takxe 06 MHbIX hakTax n ob6CToATEeNbCTBAX, NPEACTaBASOWNX YIPO3Yy XU3HU
WY 300POBbI0 YesioBeka SIMb0o XXMBOTHOIO NMpU MPUMEHEHUU JIeKapCTBEHHbIX NpenapaToB u
BbIIB/IEHHbIX Ha BCeX 3Tanax ob6palweHns nekKapCTBEHHbIX npenapaTtoB B Poccunckom
denepaumn n Apyrux rocysapcreax.

4. [epxaTtenu wuaM Bragesblbl PerucTpauuoHHbIX YAOCTOBEPEHUN JIEKAPCTBEHHbIX
npenapaToB, KpuaAnYecKkue nuua, Ha WUMs KOTOpPbIX BblAaHbl pa3pelleHus Ha npoBefeHue
KIIMHUYECKNX nccnegosaHum B Poccuinckonn ®eagepaumnmn, nnbo ynoHOMOYEHHbIE UMW Apyrue
opuanyeckne nuua B pamkax obecneyeHuss 6€30MaCHOCTU eKapCTBEHHbIX MNpenapaToB B
nopsigke, YCTAHOB/IEHHOM COOTBETCTBYHOLUMM YMOJHOMOYEHHbIM deaepanbHbIM  OpPraHoM
WCNOMHUTENbHON BNacTu, 06s3aHbl OCYLWeCTBASATbL MpueM, ydyeT, 06paboTky, aHanus u
XpaHeHne nocTynawwmx B Ux agpec ot cybbekToB obpalleHns neKapCTBEHHbLIX CPeacTB U
OpraHoB rocyaapCTBEHHOW BacTU COOOLWEHUI O MOBOYHLIX AENCTBUAX, HexenaTesbHbIX
peaKkuusX, Cepbe3HbIX HexenaTeflbHbIX WU HemnpeaBUAEHHbIX HexXenaTeNbHbIX peakuusx npu
NPUMEHEHNN NeKapCTBEHHbIX npenapaToB, 06 0CO6EHHOCTAX UX B3aMMOAENCTBUSA C APYTVMMU
neKkapCcTBeHHbIMM MpenapaTtamMn, WHAMBUAYANbHOW HENepeHOCUMMOCTH, a Takxke 06 WHbIX
dakTax n obcrosaTenbCTBax, NPeAcTaBASOWNX YIPO3Y XU3HU UAN 340pOBbI0 Yenoseka nmbo
XXMBOTHOIMO WM BAMSIOWMX HA U3MEHEHWe OTHOLIEHWUS OXMAAEMOW MNOMAb3bl K BO3MOXHOMY
PUCKY NPUMEHEHUS NeKapCTBEeHHbIX NpenapaTos.

5. Mpun BbIABAEHUN UHPOPMALUM O Cepbe3HbIX HeXenaTesfbHbIX peakuusax u
HenpeaBUAEHHbIX HeXenaTesbHbIX peakumsax rnpu npuMeHeHUn sieKapCTBeHHbIX MpenapaTos,
06 o0cobeHHOCTAX WX B3aMMOAENCTBMSA C APYrMMU JIEKapCTBEHHbIMW MNpenapaTamu,
WHAMBUAYANbHOW HENepeHOCUMMOCTU, a Takxe 06 uHbIX dakTax Kn obcToaTenbcTeax,
BIMAIOWMNX Ha W3MEHeHWe OTHOWEHUA OXWAaeMor Nofb3bl K BO3MOXHOMY pPUCKY
NPpUMEHEeHUs JNleKapCTBEHHbIX MpenapaToB, AepXXaTenn WM BnaAenblbl perucTpaumMoHHbIX
YOOCTOBEPEHUN SIeKapCTBEHHbIX NpenapaToB, lopuANYEeCcKne nmua, Ha UMS KOTOPbIX BblAdHbI
pa3pelleHns Ha npoBeAeHue KIMHUYeCcKnx uccnegosaHun B Poccuiickon ®eapepaunm, nmbo



YMNO/SHOMOYEHHbIE MU ApYyTrne ropnanvyeckKkme nunua 0653aHbl NMPUHATL MEpPbl, HanpaB/E€HHbIE
Ha YCTpaHEHUNE HEraTuBHbIX nocneacTesuni NMPUMEHEHNA TaKUX NNEKAPCTBEHHbLIX MpeEnapaTtos,
npeaynpexaeHmne npunvynHeEHUa Bpeada XU3HU WM 340POBbHO 4YeE/I0OBEKaA nmbo XXMBOTHOTIO,
3ainTty X OT NPUMEHEHUA TAKUX JIEKAPCTBEHHbLIX MpeEenapartoB, Ha AOMNONHUTENbHbIN c6op
AaHHbIX 06 Sq)q)eKTMBHOCTM M 6e30NacHOCTN TaKnx NEKapCTBEHHbIX NMpenapaToB.

6. 3a HecooblleHMe WM COKpbITUE MHbOPMaUMKM, NPeayCMOTPEHHOMW 4acTbio 3
HacToslllel CcTaTbW, AepXaTenn Wnu Bnaenblbl PErncTpPauMoHHbIX YAOCTOBEPEHWI
NeKapCTBEHHbIX MpenapaToB, lopuanyeckme nmua, Ha MMs KOTOPbIX BblAaHbl pa3pelleHuns Ha
npoBeaeHne KIMHUYECKUX UccneaoBaHuii B Poccuninickon deaepaunn, nmbo ynosHOMOYEHHbIE
UMW Apyrve topuaMyeckme nuua, a Takxke AO/HKHOCTHblE Ninua, KOTOpbIM 3Ta MHMOpMaLums
CTana M3BecTHa Mo poAy WX npodeccMoHanbHOW AesITeNbHOCTU, HeCyT OTBETCTBEHHOCTb B
COOTBETCTBUW C 3aKOHOAATENbCTBOM Poccuiickoin denepaumm.

7. Mpw NoAyYeEHUN YMNOSIHOMOYEHHbIM defepasibHbiM OpPraHOM WUCMOJIHUTENbHOW B1AaCTh
B paMKax OCylecTBfieHMs WM dapMakoHaa3opa [0Ka3aTeNbCTB O HECOOTBETCTBUM
NIEKApPCTBEHHOIO NpenapaTta YCTaHOBNEHHbIM TPe60BaHMSM UM NpU NMOSyYeHUU MHDOpMaLMmn
O HECOOTBETCTBMM AaHHbIX 06 3ddekTMBHOCTM M 0 6e30MacHOCTM JIEKAPCTBEHHOMO
npenapaTta AaHHbIM O JIEKAPCTBEHHOM MpenapaTe, COAEPXAWMMCS B MHCTPYKUUM MO €ro
npuMeHeHnto (B TOM 4MUC/le BbISIBNEHHbIX B X04E€ OCYLIeCTBIeHUss dapMakoHaa3opa
KOHTPO/IbHO-HAA30pPHbIMW ~ OpraHaMm  MHOCTPAaHHbIX  FOCYAapcTB),  YMNOJIHOMOYEHHbI
denepanbHbIi OpraH UCMONHUTESNIbHOM BAaCTU B YCTAHOBJIEHHOM MM MopsiAKe paccMaTpuBaeT
BOMPOC O NPMOCTAaHOB/IEHUN NMPUMEHEHMUS TAaKOIro JIEKAPCTBEHHOIO Npenapara.

Crartbsa 65. NMpnocrtaHoBneHMe NpMMeHeHUs NIeKapCTBEHHOro npenapara
(B pen. ®epepanbHOro 3akoHa ot 22.12.2014 N 429-03)

1. Mpun nonyyeHMn wnHMOPMALMM O HEXeNnaTesSbHbIX peakumsix Mnpu MNpPUMEHEHUN
NleKapCTBEHHOIo NpenapaTta, He yKa3aHHbIX B MHCTPYKUMU MO MPUMEHEHUNIO NIEKAPCTBEHHOIO
npenaparta, Cepbe3HbIX HexenaTtesbHbIX peakumsax, 06 ocobeHHOCTSX ero B3anMoaencTems C
APYTMMKW NeKapCTBEHHbIMM MpenapaTaMu, KOTopbie MOryT MpeacTaBnsaTb Yrpo3y XWU3HU UK
300pOBbI0  yesioBeka JNMO60 XMBOTHOrO, a TaKXe O HEeCOOTBETCTBMW AaHHbIX 06
3dPeKTUBHOCTM N 0 H6€30MacHOCTN SIeKapCTBEHHOro rnpenaparta AaHHbIM O NIeKapCTBEHHOM
npenaparte, COAEpPXalKUMCS B MHCTPYKUMM MO €ro TMpUMEHEeHW, B TOM u4ucie oT
YMNOJIHOMOYEHHbIX OPraHOB WMHOCTPAHHbIX rocyAapcTtB, O6MeH KOTOPOM OCyLLecTBMsSeTcs B
COOTBETCTBMM C  COrNalWEeHUs MM MexXay YMNOJIHOMOYEHHbIM deaepanbHbIM  OpPraHoM
WUCNONMHUTENbHON BMAacTM M YMNOJIHOMOYEHHbIMM OpraHaMM WMHOCTPaHHbIX FOCYy[apCTB,
YMNO/THOMOYEHHbIN (eaepasnbHbii OpraH UCMOJIHUTENbLHOM BNAacTM pacCMaTpuUBaAET BOMpPOC O
BO3MOXHOCTM MNPUOCTAHOBNEHNS 0bpalleHns Takoro JieKapCTBEHHOroO rnpenapaTta B Nopsaake,
YCTAHOBJ/IEHHOM YMOJIHOMOYEHHbLIM deaepanbHbIM OpraHOM UCMONTHUTENBHOM BNacTy.

2. [pu HEWUCNONIHEHUM WAN HEHAANEeXALWleM WCMNONIHEHUM AepXaTensaMn  WUau
B/lagenbLUamm pPEerncTpaunoHHbIX YOOCTOBEPEHMNI NIeKapCTBEHHbIX npenaparos,
lOpUANYECKMMM  NMUAMKM, Ha WMS  KOTOPbIX BblAaHbl paspeleHus Ha npoBeAeHue
K/IMHUYECKMX UCCnefoBaHui B Poccuiickoir ®deaepauuu, WAM  YNOSTHOMOYEHHBIMU UMK
APYTUMW IOpUANYECKMMM NULAMK 06513aHHOCTEN, YCTAHOBJIEHHbIX YacTsaMu 3 U 4 cTaTbu 64
HacToswero ®eaepanbHOro 3akoHa, NM60 B Cryyasix MpeacCTaBfieHUS COOTBETCTBYHOLLMM
YNOSIHOMOYEHHbIM  defepanbHbiM  OpPraHOM  UCMOJIHUTENIbHOW  BNAcTM  3aK/HOUYEHUS O
HElOCTOBEPHOCTU pe3ynbTaToOB K/IMHUYECKOrO WCCNEeAOBaHUA N1eKapCTBEHHOro Mnpenapara
AN MeAMUMHCKOro  MNpUMEHEHWsl, KOTOpOe€ OCHOBAHO Ha pe3ysbTaTax MNpoBEpPKM
MEeAMLUMHCKOW OpraHusauuu, MpoBOAMBLLEN YyKa3aHHOE KJIMHUYEecKoe WwccnenoBaHuMe C
HapyweHWeM MpaBuN Hagnexawen KIMHUYECKOW MPaKTUKU, W MNPUBENO K MOJlyYeHUto
He[OCTOBEPHbIX pe3yNbTaToB, SIM60 B Clyyae HEBbLINOJHEHUS MNpeannucaHus, BblAAHHOIMO
YNOSIHOMOYEHHbIM  deaepanbHbIM ~ OpPraHOM  UCMOJIHATENbHOW  BRacTM Mo uToram
OCyLLlecTB/ieHUss  BbIGOPOYHOro  KOHTPONS  KayecTBa  JleKapCTBEHHOro  npenapara,
YNOSIHOMOYEHHbIN deaepanbHblii opraH WCMOMHUTENbHOW BNacTM B YCTAaHOBIEHHOM WM
nopsiike paccMaTpvBaeT BOMPOC O MPUOCTAHOBMEHUN MPUMEHEHUS TAaKOro S1eKapCTBEHHOro
npenapaTa.



3. YNONHOMOUYEHHbI dheaepanbHbll OpraH UCNOSIHUTENIbHOW BNAacTU Npu npeacTaBneHnm
€My CBeAeHM O HeCOOTBETCTBMW MNPOM3BOAUTENS JieKapCTBEHHbIX cpencTts TpeboBaHuAM
npaBwna Hagnexawen NpousBOACTBEHHOM MNpPaKTUKU U (MNK) O HapyLIeHUU NULEH3UOHHbIX
TpeboBaHuil, KoTopble O6bIINM  BbIIBAEHbI B Xo4e TMpPOBeAEeHMS  MHCNEKTUPOBaHUS
Npou3BOAMTENSA JSIeKapCTBEHHbIX CPEeACTB MM OCYLLECTBNEHUS JIMLEH3NOHHOIO KOHTPOAS B
chepe nNpom3BOACTBA JEKApPCTBEHHbIX CpeaACTB W NpUBEAW WAWM  MOFyT TMpuBeCcTM K
NpOU3BOACTBY NIEKAPCTBEHHbIX NpenapaToB AN MeAWUUWMHCKOrO NpUMEHEeHUS, NPUYUHUBLLNX
WUAN cNoCOBHbIX MNPUUYUHUTL Bpen XU3HW WM 340POBbIO FpaxaaH, paccMaTpuBaeT BOMPOC O
NPUOCTAHOBMEHNUM  MNPUMEHEHUS  NeKapCTBEHHbIX  MNpenapaTtoB  AfA9  MeAMUMHCKOro
NpUMEHEHNs B YCTAHOBIEHHOM UM MOpsAKe B CAeayownx ciydaax:

1) coctaB ¥ (MNM) TexHosNorMs MNPOM3BOACTBA JIEKAPCTBEHHOro npenapaTta Ans
MEAMLUMHCKOro MpuUMeHeHus (C OfnucaHuMeM CTaauii Npou3BOACTBA) OT/AMYAlOTCS  OT
3asAB/IEHHbIX B PErMCTPaLNOHHOM A0CLE;

2) neKkapCTBEHHbIN npenapaT Ans MeaAUUMHCKOro MNpUMEHEHUs TMpou3BeAeH Ha
NpOn3BOACTBEHHOM MJoLWaaKe, He YKa3aHHOW B perMcTpaumMoHHOM AOChE;

3) y npou3BoaUTENs  NEKAPCTBEHHbLIX  CPeACTB  OTCYTCTBYHOT  AOKYMEHTHI,
noATBepXAatowme COOTBETCTBME KayecTBa NIEKAPCTBEHHOro npenapaTta Anas MeanLMHCKOro
NPUMEHEHNs, BBOAMMOro B rpaXkaaHCKuMiA obopoT, TpeboBaHMAM, YCTAaHOBMIEHHbIM MpU €ro
rocyaapCTBEHHOW perncrpaumu;

4) npousBoAUTENEM JIeKApPCTBEHHbIX CPEeACTB B COMNacoBaHHbIA C COOTBETCTBYHOLLUM
yrnoSHOMOYeHHbIM deaepanbHbiM OpPraHOM WCHOSIHUTENBLHOW BNACcTU CPOK He YCTpaHeHb!
HapyweHusa TpeboBaHWI nNpaBun Hagnexalwen npou3BOACTBEHHON MpakKTUKKM U (KMnu)
NNUEH3UOHHbIX  TpeboBaHW, KOTOpble 6bIIN  BbIABAEHbBI B  X0o4e  MpoBeAeHUs
WHCMEeKTUpOBaHUA  MPOU3BOAUTENSA  JIeKApPCTBEHHbIX  CPeACTB  UAM  OCYLLeCTB/eHus
NNLEH3UOHHOr0 KOHTposa B cdepe NpoM3BOACTBa SIeKAPCTBEHHbLIX CPEeACTB U NMpUBENN Unu
MOryT nMpuMBECTUM K TMpPOU3BOACTBY JlIeKapCTBEHHbIX rMpenapaToB AN MeaUMUMHCKOro
NPUMEHEHNS, MPUUUHUBLLUMX WAN CMNOCOBHbLIX MNPUUYUHUTL Bped >XU3HU WU 340POBbIO
rpakaaH.

(4yactb 3 BBeaeHa dPenepanbHbiM 3akOHOM oT 04.06.2018 N 140-93)

4. YNonHOMOYEHHbI deaepanbHbii OpraH WCMOMHUTENbHOW BRAcTU MpU HaIUunmn y
HEero CBEeAEHWIA O HEeCOOTBETCTBUM MNPOU3BOAUTENS JIEKAPCTBEHHbIX CPeACTB TpeboBaHUAM
npaBun Hagnexallel Npou3BOACTBEHHOM MPAKTUKU U (MN) O HAPYLUEHUN JTMLEH3UOHHbIX
TpeboBaHMin, KOTopble 6blMM  BbIBIEHbI B XOAe MNPOBEAEHUS  WHCMEKTUPOBAHUSA
NPOU3BOAUTENS NEKAPCTBEHHbIX CPEACTB W/IM OCYLIECTBIEHUS JIMLLEH3NUOHHOIO KOHTPONS B
cdhepe nNpou3BOACTBA JIEKAPCTBEHHbIX CPeACTB M MNPUBEAM WAM  MOryT MpUBECTU K
NPOU3BOACTBY NIEKAPCTBEHHbIX NpenapaToB AN BETEPUHAPHOrO NPUMEHEHUS, MPUYNHUBLLNX
WU CNOCOBHbBIX NPUUYMHUTDL Bpea XU3HU UNU 340POBbI0 XXUBOTHbLIX, pacCMaTpMBaET BOMPOC O
NPUOCTAHOB/IEHUN  peanusauuMm UM MPUMEHEHUSI  JIEKAPCTBEHHbIX MpenapaTtoB AN
BETEPMHAPHOr0 NMPMMEHEHUS B YCTAHOBJIEHHOM UM MOPSAKE B CeAyWmMX cny4dasx:

1) coctaB u (MNAM) TexHONOrMs nNpPoOM3BOACTBa JIeKApCTBEHHOro mnpenapaTta Ans
BETEPUHAPHOro rnpuMeHeHnss (C OMUCaAHMEM CTaauA MPOU3BOACTBA) OTNMYAOTCS OT
3asB/IEHHbIX B PErMcTpaumMoOHHOM AOCbhE;

2) neKapCTBEHHbIM npenapaT Ans BeTEePMHAPHOro MNPUMEHEHUS MpPOM3BeAEeH Ha
NPOM3BOACTBEHHOWN NOWAaAKe, HE YKa3aHHOW B perMcTpauMoHHOM A0Che;

3) Yy npou3BoAWUTENS  JIeKAapCTBEHHbIX  CpeAcTB  OTCYTCTBYHT  AOKYMEHThI,
NnoATBepXXAatoLmne COOTBETCTBME KayecTBa JIeKapCTBEHHOro rnpenaparta Ans BEeTepUHApPHOro
NPUMEHEHUS, BBOAUMOIO B rpa)kAaHCKUi o60poT, TpeboBaHMAM, YCTaHOBIEHHbIM MpU ero
rocyAapCTBEHHOM perncrpauum;

4) nMpousBoOAUTESNIEM JIEKAPCTBEHHbIX CPEACTB B COIM1aCOBAHHbLIA C COOTBETCTBYHOLLUM
YMNOJITHOMOYEHHbIM deaepasibHbIM OPraHoM WCMOJIHUTENBHOM BlIaCTM CPOK He YCTpaHeHbl
HapyweHuss TpeboBaHWUM nMpaBwWi Haasexawen npousBOACTBEHHOW MpakTUku wun (KUnun)
JINLEH3NOHHbIX  TpeboBaHWMW, KOTOpble ObIIM  BbIABAEHbI B  X04€  MPOBEAEHMUS



MHCNEKTUPOBAHMS  MPOU3BOAUTENSA  JIEKAPCTBEHHbLIX CpeaACTB MM OCYLECTB/IEHUS
JIMUEH3NOHHOI0 KOHTPOAS B cdhepe NpomM3BOACTBA NIEKAPCTBEHHbIX CPEeACTB M MPUBENN UK
MOryT NpUBECTM K TMPOU3BOACTBY JIEKAPCTBEHHbLIX MNpenapaTtoB ANs BeTepUHApPHOro
NPUMEHEHNS, MPUUMHMBLUMX WAKM CMOCOBHbIX MPUUMHUTL BPed XU3HU WU 340POBbLIO
XXMUBOTHbIX.

(4yacTtb 4 BBeAeHa dPeaepanbHbiM 3akoHOM OT 04.06.2018 N 140-93)

Crartbsa 66. UHopmauusna o pesynbTaTtax hapmakoHagsopa
(B pea. ®epepanbHOro 3akoHa ot 22.12.2014 N 429-03)

YNonHOMOYEHHbIN deaepanbHbin OpraH WCNOAHUTENIbHOW BAacCTU, OCYLLECTBASIOWNIN
dapMakoHaa30p, Haxoaswmxcs B obpaweHunn B Poccuinickon depgepauuu, No pesysbTaTtaM
dapmMakoHag30opa pa3Mewaer Ha cBoeM oduumanbHoMm cante B cetn  "UHTepHeTt"
MHMOPMaLNIO O MPUHATBIX PELUEHUSX O BHECEHUN N3MEHEHUS B MHCTPYKLUMIO MO NMPUMEHEHMUIO
NleKapCTBEHHOrO MpenapaTa, 0 NPUOCTAHOBJIEHNU MPUMEHEHUS JIeKapCTBEHHOro npenapara,
06 M3bATUM N3 obpalleHns NeKapCcTBEHHOro npenapaTta Win o Bo306HOBIEHNM MPUMEHEHUS
NeKapCTBEHHOro npenapara.

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

Maea 14. UH®OPMALIUA O NEKAPCTBEHHbIX MPEMNAPATAX. CUCTEMA
MOHUTOPUHIA ABUWXEHUA NEKAPCTBEHHbIX NMPEMAPATOB
Ana MEANUUHCKOro NPUMEHEHUA
(B pea. ®egepanbHoOro 3akoHa ot 28.12.2017 N 425-03)

CratbA 67. UHdopMaLmsa o nekapcTBeHHbIX Npenapatax. CucreMa MOHUTOPUHra ABUXEHUS
JNIeKapCTBeHHbIX npenapaTtoB And MeAUUMNHCKOro npuMmeHeHus
(B pea. ®epepanbHoOro 3akoHa ot 28.12.2017 N 425-03)

1. WHdopMaumss o0 NneKapCTBEHHbIX MpenapaTax, OTMyCKaeMblX MO peuenTty Ha
NIEKAPCTBEHHbIM NpenapaT, A0/IKHA COAEPXKAaTbCS TOMIbKO B CMELNanM3npoBaHHbIX U3AAHUSX,
npeaHasHayeHHbIX ANs MeAUUMHCKMX, dapMaueBTUYECKNX, BETEPUHAPHbIX pPabOTHUKOB.
NHdopMaumnss 0 nekapcTBEHHbIX MpenapaTtax Afns CheunanuctoB B 06sacTtv obpalleHus
NTeKApPCTBEHHbIX CPEACTB MOXET COoAepXaTbCs B MOHOrpaduax, CnpaBOYHMKAX, Hay4HbIX
CTaTbsAX, B AOK/JIaAaxX Ha KOHrpeccax, KOHdepeHuusX, CMMMNO3MyMax, Hay4HbIX COBETax, a
TaKXe B MHCTPYKUMSX MO NMPUMEHEHUNIO JTEKAPCTBEHHbIX NpenapaTos.

2. WHdopMaumss o nekapCcTBEHHbIX npenapaTtax, OTnyckaeMbix 6e3 peuenta Ha
NeKapCTBEHHbIN MpenapaTt, MOXET CoAepXaTbCs B MNybnvkauuax uU 06bABNEHUSIX CPeacTB
MacCoBON MHMOPMaLMK, CNEUNann3nNPoBaHHbIX M OB6LWMX MeYaTHbIX U34aHUSX, UHCTPYKLUUSAX
Mo TMPUMMEHEHUIO JIEKAPCTBEHHbIX MpenapaTtoB, WHbIX M34aHUAX Cy6beKToB o0b6palleHus
NeKapCTBEHHbIX CpeacTB. PeknaMHble MaTepuanbl O  JIEKApPCTBEHHOM  MpenaparTe,
oTnyckaemMoM 6e3 peuenTta Ha JIEKApCTBEHHbIA MpenapaT, AOMXHbl COOTBETCTBOBATb
MHCTPYKLMW MO NPUMEHEHMUIO NIEKAPCTBEHHOMO NpenaparTa.

3. [JdonyckaeTcs Wcnosib3oBaHWe bbiX MaTepuasbHbIX HOCUTENEeN, MO3BOMALNX
XpaHWTb, NepeaaBaTb M MCMOSb30BaTb MHMOPMaLMIO O NIEeKapCTBEHHbIX NMpenapatax 6e3 ee
NCKaXeHUs.

KoHcynbTaHTINOC: npuMeyaHume.
Y. 4 cT. 67 BCTYynaet B cuny ¢ 1 auBapsa 2020 roaa.

4. [Ona uenei wunAeHTUGUKALMM YyNAKOBOK JIEKAPCTBEHHbIX MNpenapaToB ANs
MEAMUMHCKOrO MPUMEHEHUS MPOU3BOAUTENM JIEKAPCTBEHHbIX CpeacTB B nopsiake,
yCTaHoBNeHHOM [paBuTenbCcTBOM Poccuiickoit degepaumm, HAHOCAT HA NEPBUYHYHO YMaKOBKY
(B OTHOLIEHUM NEKAPCTBEHHbIX MpenapaToB ANl MeAMUMHCKOro NMpPUMEHEHUs, ANs KOTOpPbIX
He npeaycMOTPEHa BTOPMYHas YMNAKOBKA) M BTOPUYHYK (MOTpebuTenbCKyl) YyMnakoBKY



NIeKapCTBEHHbLIX MpenapaToB A/ MeAUUMHCKOro NpuMeHeHns cpeactsa naeHtTundukaumm, 3a
NCK/TIOYEHNEM NNEKAPCTBEHHbIX NpenapaToB AN MEAULMHCKOrO NPUMEHEHUS, NMPOM3BOANMbIX
AN NpoBeAeHUs KIIMHUYECKUX UCCNeAoBaHMM, 3KCnopTa, IEKAPCTBEHHbLIX NpenapaToB Ans
MEANLMHCKOrO MNPUMEHEHMS, YKa3aHHbIX B 4acTtax 5 u 8 cratbun 13 Hacroswero
defepanbHOro 3aKoHa.

(4YacTtb 4 BBeAeHa deaepanbHbIM 3aKOHOM OT 28.12.2017 N 425-03)

5. XapakTepuctmkm cpeacrtea uaeHTMdunKaumm, nopsaok ero HaHeceHns u TpeboBaHUs
K CTpyKType wn dopmMaty wuHdopMaunmm, KOTOPYK COAEPXUT CpeacTBo MAEHTUdUKauUU,
onpepenstoTca NMpasuTtenbcTBoM Poccuiickon ®degepaunn.
(vyacTtb 5 BBeAgeHa deaepanbHbIM 3aKOHOM OT 28.12.2017 N 425-03)

6. MNMopagok co3gaHusl, pa3BuMTUSA, BBOAA B 3KCMyaTauuto, aKCnjayaTauum n BbiBoga U3
aKcnayaTauuMm CUCTeMbl  MOHUTOPUHIa ABWXKEHUS JleKapCTBEHHbIX MpenapaTos  Ans
MeaULUMHCKOro MNpUMEHeHUs, MopsAoOK npeaocTasneHnsa MHbopMaumun, coaepxalwencs B
CUCTeMe MOHUTOPMHIa [ABWXKEHUSA JieKapCTBEHHbIX MpenapaTtoB  Ang  MeAUUMHCKOro
NpUMEHEHNs, U NOpSAAOK B3auMOAENCTBUSA YKa3aHHOMW CUCTEMbl C MHbIMWU FOCYAapCTBEHHbIMU
WHPOPMAUNOHHBIMW CUCTEMaMWU U MHPOPMaLUOHHBIMM CUCTEMAMU OPUANYECKUX UL U
WHAMBUAYANbHbIX NpeanpuHUMaTenen, ykKasaHHbIX B 4actax 7 m 10 HacToswen craTby,
yctaHaBnusatoTca [MpaButenbctBoM Poccuiickon ®depepaumun. OnepatopaMn CUCTEMBI
MOHUTOPUHIA [ABWXEHUS JleKapCTBEHHbIX MpenapaTtoB Ans MeauUMHCKOro MnpuUMeHeHus
ABNAKTCA  defepanbHblA  OpraH  UCMOMHWUTENbHOM BRactm u - (uan)  opraHmsauus,
yrnonHoMoueHHble MNMpaBnTenbCcTBOM Poccuimckon depepaumu.

(4yacTtb 6 BBegeHa depepanbHbiM 3aKOHOM OT 28.12.2017 N 425-03)

KoHcynbTaHTl0C: NpnMeyaHune.
Y. 7 cT. 67 BCTYnaet B cuny ¢ 1 auBapsa 2020 roaa.

7. Opuaunyeckme nvua U UHAMBUAYaANbHble MpeanpuHMMaATENn, OCyLlecTBasoLWme
Npou3BOACTBO, XpaHeHUe, BBO3 B Poccuiickyto deaepaumio, oTNyckK, peannsauuio, nepegavy,
NpUMEHEHNE U YHUUYTOXEHMe NeKapCTBEHHbIX MNpenapaToB ANns MeAWUMHCKOro MpuUMeHeHus,
obecneunBatoT B NopsiKe n B COCTaBe, KOTOpble yCTaHOBNEHbI [TpaBuTenbCTBOM Poccuinckom
degepaumm C y4yeToM BMAA OCYLLECTBASIEMOM UMUK AeSATeNbHOCTU, BHeCeHuMe MHpopMaumn o
neKapCTBEHHbIX npenapaTtax Ans MeaUUMHCKOro MNpUMEHEeHUS B CUCTEMY MOHUTOPUHIa
ABWXEHUS NeKapCTBEHHbIX NpenapaToB ANs MeAULMHCKOrO NpUMEHEeHMUS.

(4yacTtb 7 BBegeHa depepanbHbiM 3aKOHOM OT 28.12.2017 N 425-03)

KoHcynbTaHTl0C: NpuMeyaHune.
C 29.11.2019 cT1. 67 pononHsetca 4. 7.1 (®3 ot 28.11.2018 N 449-03).

8. OpraHmsaumsa MHpOPMaLUNOHHOIo B3aUMOAENCTBUSA CUCTEMbl MOHUTOPUHIA ABUXEHUS
JNIeKapCTBEHHbIX MpenapaTtoB ANs MeAUUMHCKOro MPUMEHEHUS C UHbIMU FOCYAapPCTBEHHbLIMMU
MHDOPMaUNOHHBLIMU cncTemMamu obecrneunBaeTcs B TOM yncne nocpeacTBoM
MHdpacTpykTypbl, obecneumBarowen WMHPOPMALNOHHO-TEXHOIOIFMYECKOE B3auMoaencTeme
MHDOPMALUMOHHBIX CUCTEM, MWCMONb3YEMbIX AN NpPeAoCTaBNeHUS [OCYAAPCTBEHHBLIX W
MYHUUUMANbHBLIX YCIYTr WU WUCMOJIHEHUS TOCYAAPCTBEHHbLIX W MYHMUMNANbHbIX YHKUUI B
3/IeKTPOHHON dopMe.

(4yacTtb 8 BBeaeHa denepanbHbiM 3aKOHOM OT 28.12.2017 N 425-03)

9. ObwepocTtynHasa mMHdopMaumsa, cogeprkawasicd B CUCTEME MOHUTOPUHIA ABUXEHUS
NleKapCTBEHHbIX  nNpernapaTtoB AN  MeAMUMHCKOro  MNpUMEeHeHus, pa3MellaeTcs B
MHPDOPMALUMOHHO-TENEKOMMYHUKALUMOHHON ceTn "WHTepHeT" (B TOM uuncne B dopme
OTKPbITbIX AaHHbIX) B NOpsiAKe, yCTaHOBAEHHOM [MpaBnTenbCcTBOM Poccuimnckon dGepepaumu.
(4yacTtb 9 BBeaeHa denepanbHbIM 3aKOHOM OT 28.12.2017 N 425-03)



10. MpousBoanTENM NEKaApCTBEHHbIX CPEACTB MOAy4YaloT coaepXalylcs B CUcCTeMe
MOHUTOPUHIA [ABWXEHWUS JeKapCTBEHHbIX MpenapaToB ANs MeAWUMHCKOro MNpUMEHeHUs
MHMOPMaLMIO O cepusiX M NapTUSX NEeKapCTBEHHbIX MpenapaToB, MPOU3BOAUMbBbIX UMW U
HaXxo4saWMXCS B rpaxaaHckoM obopoTe B Poccuiickon ®epepaumnn, 6€3803Me34HO.

(4actb 10 BBeaeHa PegepanbHbIM 3aKOHOM 0T 28.12.2017 N 425-03)

KoHcynbTaHTIIOC: NnpuMedaHue.
Y. 11 cT. 67 BCTYnaet B cuny ¢ 01.01.2020.

11. 3a npou3BOACTBO WM MPOAAXY JIEKAPCTBEHHbIX MNpenapaToB ANs MeaAWUMHCKOro
npuMeHeHns 6e3 HaHeceHUst CpeacTB MAEHTUGUKAUWUKM, C HapyLIEHWEM YCTaAaHOBJIEHHOMO
nopsaka WX HaAHECEeHMs, a TaKXe 3a HeCBOEBPEMEHHOE BHECEHME [AaHHbIX B CUCTEMY
MOHUTOPUHIa ABMXEHUS NIEKAPCTBEHHbLIX MNpenapaToB AN MeAMUMHCKOro NMpUMEHEHMUS UK
BHECEHME B Hee HeAOCTOBEPHbIX AaHHbIX puaMyYeckue naumua W UMHAMBUAYaASbHblE
npeanpuHUMaTeny, yKasaHHbIe B YacTax 4 n 7 HaCTosILWEN CTaTbWU, HECYT OTBETCTBEHHOCTb B
COOTBETCTBMW C 3aKOoHOAATENbCTBOM Poccuitickon denepaumu.

(dacTtb 11 BBeaeHa ®eaepanbHbiM 3aKOHOM OT 28.12.2017 N 425-03)

12. TlpaButenbctBo Poccuiickon @epepauum BhApaBe YCTaHOBUTb OCOHGEHHOCTU
BHeAPEHUS  CUCTeMbl  MOHUTOPUHIra  OBMXEHWA  JIeKapCTBEHHbIX  MnpenapaToB AN
MeaULMHCKOro NMpUMEeHEHUs, BKAKYas CPpOKU ee BHeApPEHUs, B OTHOLUEHUWN SleKapCTBEHHbIX
npenapaTtos Ansg MeAWUMHCKOro rMpUMEHEeHUs, BKJKYEHHbIX B MepeyeHb XXWU3HEHHO
HEOBX0AMMBIX U BaXKHEMLWWUX JleKapCTBEHHbIX MpenapaToB, JeKapCTBEHHbLIX MpernapaTos,
npeagHasHaveHHbIX Ana  obecnedeHna nud, 60nbHbIX reModuanen, MyKOBUCLNAO30M,
rmnodusapHbiIM  HaHU3MOM, 6o0ne3Hbl0 [owe, 350KayeCcTBeHHbIMU HOBOO6pa3oBaHUSAMU
numdonaHoON, KpOBETBOPHON U pPOACTBEHHbLIX WM TKaHel, pacCesHHbIM CKIepo30oM, uL
nocne TpaHCnAaHTauMm OpraHoB W (MNU) TKaHen, MHbIX NeKapCTBEHHbIX MpenapaTtoB AN
MeaULMHCKOro NpUMEHEHUS.

(4yactb 12 BBegeHa PenepasnbHbIM 3aKOHOM OT 28.12.2017 N 425-03)

Masa 14.1. O PAHUYEHUA, HANNATAEMbIE
HA OPFTAHU3ALUU, OCYLLECTBNAIOWWE OEATENBHOCTb
MO OBPALLEHUIO NEKAPCTBEHHbIX CPEACTB
(BBeageHa ®eagepanbHbIM 3aKOHOM OT 25.11.2013 N 317-93)

Crtatba 67.1. OrpaHuyeHMsA, Hanaraembieé NpPU OCYLUECTBNEHUM AeATeNnbHOCTU B cdepe
obpaleHnA NeKkapCcTBeHHbIX CPeacTB

1. OpraHusauuu, 3aHMMarLlmMecs pa3paboTKol, Npou3BOACTBOM U (KUIM) peanusauunen
NeKapCTBEHHbIX MpernapaToB Ans MeauUMHCKOro MpuMeHeHus, opraHusaumu, obnapatouwme
npaBaMM Ha WCNONb30BaHWE TOProBOro HaMMEHOBAHWUS JNIEKAPCTBEHHOrO npenapaTta Ans
MeaMLMHCKOro NMPUMEHEHUs, OpraHM3aunm onToBOM TOProBAW NeKapCTBEHHbIMM CpeacTBaMy,
anTeyHble opraHmsaumm (Mx MnpeacTaBuTeNn, MHble GU3NYECKME W pUANYEeCcKne mua,
OCYLLECTBNSAOLWME CBOKO [AEATENIbHOCTb OT WMEHM 3TUX OpraHusaunn) B OTHOLUEHUMU
MEeANLMHCKMUX paboTHUKOB WU PyKOBOAUTENEN MEAULIMHCKMX OpPraHM3auunii He BripaBe:

1) Bpy4yaTb noAapku, BbiMJauyMBaTb JAeHEeXHble cpeacTBa (3@  MCK/IYEHUEM
BO3HarpaxaeHumin No  AoroBopaM nNpu  MNpoBeAeHUU  KIIMHUYECKUX  UCccnenoBaHum
neKkapCcTBeHHbIX NpenapaTtos ANS MeAUMUMHCKOro nNpMMeHeHWs, BO3HarpaXKaeHun, cBs3aHHbIX
C OCyLlecTBAeHNeM MeaUUMHCKUM paboTHMKOM nejarornyeckorn u  (UAn)  HayuyHowm
AeATeNnbHOCTN), B TOM 4ucne onnayvymBaTb pasBiievyeHus, OTAbIX, Npoe3s K MecCTy OTAblXa, a
TakXe npumBnekaTb K y4yacTUIO B pa3BjiekaTeNbHbIX MeponpuUaTUaX, MPOBOAUMBIX 3a cyeT
CBOUX CpencTs;

2) 3aKilo4aTb  corjlalleHuns o) Ha3Ha4YeHnn Nz peKoMeHgauunmn naunMeHTam
NNeKapCTBEHHbIX NpenapaToB And MEAULIMHCKOIo NnpMMeHeHuns (3a NCKIr4eHneMm oroBopos O



NpoBeAEHUN KIIMHUUYECKMX WCCNeAOoBaHWUI NIEeKapCTBEHHbIX MpernapaTtoB ANs MeAULMHCKOro
NPUMEHEHNS);

3) npepoctaBnaTe o06pasubl fleKapCTBEHHbLIX MpernapaTtoB And  MeAUMUMHCKOro
NpUMEHEHNs B UeNaX BpyYeHUs nauumeHTaMm (3@ MWCKAKYEHUEM CrlyvaeB, CBSA3aHHbIX C
npoBefeHNeM KMHUYECKUX UCCeA0BaHUN NeKapCTBEHHbIX NpenapaTtoB 4S9 MeAULMHCKOro
NnpUMeHeHuns);

4) npeaocTaBnsATb HEAOCTOBEPHYIO U (UMW) HENOAHYIO MHAOPMAUUIO O NEeKAPCTBEHHbIX
npenapartax ans MeamumMHCKOro NpuMeHeHus;

5) nocewaTtb nx B paboyee BpeMss Ha paboumx MecTax, 3a WCK/IIOYEHMEM CJ/lyyaes,
CBSI3aHHbIX C MPOBEAEHUEM KJIMHWUYECKMX WCCNefoBaHWIA NeKapCTBEHHbIX MpernapaTtoB Ans
MEeAULMHCKOro MNPUMEHEHUS, C Yy4yacTMeM B TMOpsAKe, YCTaHOB/IEHHOM PYKOBOAWUTENEM
MeAULMHCKOM opraHm3aumnmn, B coObpaHnax MEANLIMHCKMX PAabOTHMKOB U UHbIX MEPONPUATUSAX,
HanpaB/ieHHbIX Ha MOBbIIEHME UX MNPOdECCMOHANIbHOMO YPOBHA WAWM Ha MNpeaocTaB/ieHue
MHdOopMaLnmM, CBA3AHHOW C OCYLLECTB/IEHMEM MOHUTOPUHra 6e30MacHOCTU JIeKapCTBEHHbIX
npenapaTtos;

6) I'IO6Y)KLI,aTb K BbIMUCbIBAHNIO JIEKAQPCTBEHHbLIX MNpenapatoB And MEeANLUMHCKOro
NMPpUMEHEHNA Ha 6naH|<ax, coagepxawunx MHCbOpMaLI,M}O PEK/MIAMHOIo XapakKTepa, a TaKXe€ Ha
peuenTypHbIX 6J'IaHKaX, Ha KOTOpbIX 3apaHee HaneyYyataHo HauMeHOBaHWME NEKAaPCTBEHHOIO
npenapata ana MeanumnHCKoro npuMeHeHus.

2. OpraHusaumm, ykKasaHHble B ab3aue nepBoM 4acTu 1 HacTosileih cTaTbM, U KX
npeacTaBUTENN B OTHOWEHUM dapMaueBTUYecKMx paboTHUKOB U PYKOBOAMTENEN anTeuHbIX
opraHvMsauuin He Brnpase:

1) Bpy4yaTb NoAapku, BbiNJayMBaTb [AEHEXHble€ CpeacTBa, B TOM 4uCie oniadynBaTtbh
pasBfieYeHUsl, OTAbIX, NPOe3] K MECTy O0TAbIXa, U NPUBMEKaTb K y4acTUIO B pa3BneKaTesbHbIX
MEpPONpUATUAX, NPOBOAUMbIX 3@ CUET CBOUX CPEACTB;

2) npenoctaBnATb o06paslbl JIEKAPCTBEHHbLIX MNpernapaTtoB Al  MeAUMLMHCKOro
NPUMEHEHUS ANS BPYYEHUS HACENEHUIO;

3) 3aKNi4yaTb coraweHnsa o NpeasoXXeHnn HaceneHn onpeageneHHbIX NeKapCTtBEHHbIX
npenapartoB And MEANLUMHCKOIo NpnMEHEHNA,

4) npenocTaBnAaTb HEAOCTOBEPHYO U (MNK) HEMOMHY MHMOPMALMIO O NeKapCTBEHHbIX
npenapatax Al MeAMUMHCKOr0 MpPUMEHEHUs,, B TOM 4uCle UMelWwMx OAMHaKoBOe
MeXAyHapoAHOe HernaTeHTOBaHHOE HauMeHOBaHMe.

Cratba 67.2. TpeboBaHMA K OpraHu3auuuM M NPOBEAEHUID Hay4HbIX MEpPONnpPUATUN, UHbIX
MeponpuATUA, HanpaBfeHHbIX Ha MOBbiWeHue MNPod)eCCMOHaNbLHOTO YPOBHSA MeOULMHCKUX
paboTHUKOB MU Ha NpefocTaBrieHMe UHopMaLUK, CBA3aHHOM C OCYLLeCTBIIeHMEM MOHUTOPUHra
6e3o0nacHOCTU NeKapCTBEHHbIX NpenapaToB

1. lMpn npoBeaeHWN HayYHbIX MeponpUATUA, MHbIX MEPONPUATUIN, HanpaB/EHHbIX Ha
rnoBbilWeHne npocdeccmoHanbHOro YPOBHHA MeANUMHCKNX paboTHMKOB nnu Ha
npenocTtaBieHne CBA3aHHOM C OCYLLECTBIEHNEM MOHUTOPUHIra 6€30NacHOCTU sIeKapCTBEHHbIX
npenapaTtoB WHQOPMaUUM, OPraHM3yeMbiX OpraHmM3auunsiMm, ykKasaHHbiMM B ab3aue nepBoM
yactm 1 crtatbn 67.1 Hactoswero degepanbHOro 3akoHa, UX npeactaBuTensaMm u (unn)
(UHAHCUPYEMBIX 3a CYET CpeACTB 3TUX OpraHu3auun U MUX NpeacTtaBUTeNnemn, sanpeulaercs
NpensTCTBOBaTb Y4YacTUO B YKa3aHHbIX MEPONPUATUAX WHbIX OpraHmM3auuii, KoTopble
NMpPOM3BOAAT WKW peannsyloT SieKapCTBEHHblIe npenapaTbhl AN MeauLUMHCKOro nMpMMeHeHns co
CXOXXUM MeXaHU3MOM dapMaKoSIorM4yeckoro Aencrems, Nnmbo cosgaBaTb ANCKPUMUHALMOHHbIE
yCnosusa A5 OAHUX YYACTHUKOB MO CPaBHEHUIO C APYTMMU YHACTHUKAMU, @ UMEHHO:

1) npenoctaBnsTb pas/iMyHOE KOJIMYECTBO BPEMEHU A/ BbICTYMIEHUI YYaCTHUKOB,
pa3/iMyHble MO pasMepy 3aHWMMaeMoin niowaan Mecta An8 OEMOHCTpauuuM o6pasuoB
NIeKapCTBEHHbIX MpenapaToB AN MeAULMHCKOro NMpUMEHEHUsa NN peknaMHbiX MaTepuanos o



NEKapCTBEHHbLIX MpenapaTtax Ana MeEANUMHCKOro npnMeHeHuna Ha aKCno3nuunax, CcteHaax, 3a
NCKro4YeHneMm cCny4daeB, €C/in TakKMue YyCcnoBuA 3aKpersieHbl B COrNnaweHundax 3TUux
0pFaHM3aLI,Mﬁ, nXx Hpeﬂ,CTaBMTeﬂeﬁ 0] CbIAHaHCIADOBaHMM YKa3aHHbIX MepOI'IpMFlTMf/'I n
06YCJ'IOBJ'IeHbI pPa3/IM4HbIMU 3aTpaTaMn YH4aCTHUKOB Ha UX OpraHnsauunto,

2) YCTaHaB/1IMBATb pa3MepP B3HOCA AJid Y4aCTHUKOB MeporlpVIFlTVIVl, YKa3aHHbIX B abzaue
nepsom HacToswen 4acTy, I'IpeBbILIJa}OLLI,VIﬁ CyMMY 3aTpaT Ha OpraHun3aunto YKa3aHHbIX
MepOI'IpVIHTVIﬁ 7 Bep,yu.lel K HeO6OCHOBaHHOMy OrpaHN4YeHunto 4ymcia nx y4aCtHMKOB.

2. OpraHumsauuun, ykasaHHble B ab3aue nepBoM yacth 1 crtatbm 67.1 HacrToswero
defepanbHOro 3aKkoHa, WX MpeacTaBuUTeNM, OCYLWECTBAAKOWME opraHmsauuio u  (1nm)
dMHaHCMpoBaHME MEPONpPUSATUIA, YKasaHHbIX B 4YacTu 1 Hactosawen cTtatbl, 06s3aHbI
obecneumBatb AOCTYyNn K MHpoOpMaumm o gaTe, MecTe UM BPEMEHW NPOBEeAEHUS YKa3aHHbIX
MeponpusiTMN, nnaHax, nporpaMMax nMpoBeAEeHUs YKa3aHHbIX MEepOonpuaTMA U  TeMmax,
NIaHMPyeMbIX A7  PacCMOTPEHUs, COoCTaBe UX YYaCTHMKOB MNYTEM pasMelleHus
COOTBETCTBYOLWEN WMHPOPMaUMM HaA CBOUX OdULMaNbHbIX camTax B cetu "WHTepHeT" He
nosaHee ABYX MecsiLleB A0 Hayana NpoBeAeHUs YKa3aHHbIX MEPOMPUATUIA.

3. WHdopMaumns o npoBeaeHMn MEPONPUATUA, YKa3aHHbIX B YaCcTU 1 HACcTOsLWeNn cTaTby,
B CpOK, YCTAHOBMEHHbIA 4YacTbto 2 HaACTosWen CcTaTbM, Ao/KHA ObITb HanpasneHa B
denepanbHbin opraH UCNOMHUTENbHON BAcTU, OCYLECTBASKWNIA DYHKUMM MO KOHTPOIO U
Haa3opy B cdepe 34paBOOXpPaHEHUS, AJ1S MOC/eAyowero pasMelweHns ee Ha opuumnanbHOM
calTe aTOro opraHa B cetu "MIHTepHeT".

Mnaea 15. OTBETCTBEHHOCTb 3A HAPYLUEHME 3AKOHOOATEJIbCTBA
POCCUNCKOWN ®EQEPALIU NPU OBPALLEHUM NEKAPCTBEHHbLIX CPEACTB
M BOSMELWWEHUWE BPEOA, NPUHYUHEHHOIO 340POBbIO NPAXKOAH
BCJNEACTBUE NPUMEHEHUA NEKAPCTBEHHbIX MPEMNAPATOB

Crtatba 68. OTBeTCTBEHHOCTb 3a HapylleHuMe 3aKoHopaTenbcTBa Poccuiickon ®degepauumn
npu obpalleHUn neKkapcTBeHHbIX CpeacTB

1. HapyweHue 3akoHogaTenoctBa Poccuiickon degepaumn npu  obpalleHuu
neKapCcTBeHHbIX CpeAcTB  BAeyeT 3a Ccobol  OTBETCTBEHHOCTb B  COOTBETCTBUM C
3aKoHoAaTenbCTBOM Poccuinckon denepaunm.

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

2. 3a HenpeacTaB/ieHMe UM HeCBOEBpPeMeHHoe MnpeacTaBsieHmne MHdopMauum mn (unm)
AOOKyMeHTOB NnMbo npencraB/ieHUe HeAOCTOBEPHbIX WHMDOpMaumnu u  (MNnN) OOKYMEHTOB,
npeayCcMOTPEHHbIX HacToALWMM denepanbHbIM 3aKOHOM, cybbekTbl obpaweHus
neKapCcTBeHHbIX CpeACTB HecyT OTBeTCTBEHHOCTb B COOTBETCTBMWM C 3aKOHOAATeNbCTBOM
Poccuinckon depepaunm.

(yacTtb 2 BBegeHa deaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-d3; B pea. PeaepanbHOro
3aKkoHa oT 04.06.2018 N 140-03)

Ctatba 69. Bo3smelweHue Bpeaa, MPUUYMHEHHOro 300POBLI0 rpa¥aaH BcreacTeue
NpPUMeHeHUs feKkapcTBeHHbIX NpenapaTos

1. rlpOVISBO,EI,VITeJ'Ib NEKapCTBEHHOIO nNpenaparta 065s3aH BO3MeCTUTb Bpea, I'IpVI‘-IVIHGHHbIVI
340pPOBbIO rpaXaaH BCNEACTBUE MPUMEHEHUA NEKAPCTBEHHOrNO npenaparta, €C/in AOoKa3aHo,
4yTO!

1) nekapcTBeHHbIA npenapaTt MPUMEHSIICA MO HA3HAYEeHUD B COOTBETCTBUM C
WHCTPYKLUMEN MO NPMMEHEHUIO JIeKapCTBEHHOIO npenapaTta M NpUUYMHON Bpeaa SIBUICS BBOA
B rpaxkgaaHckui obopoT HenobpokauecTBEHHOrO JIEKAPCTBEHHOMO NpenapaTa;



2) Bpea 340p0OBbIO NPUYNHEH BCeACTBME HEAOCTOBEPHOM MH(OpMaUnmM, coaepKallencs
B WMHCTPYKUMM NO MPUMEHEHUID NEKApPCTBEHHOrO npenapaTta, W34aHHOW MNPOM3BOAUTENEM
NleKapCTBEHHOro npenapara.

2. B cny4yae, ecnu Bpen 300pOBbIO rpaxaaH MpuUUYUMHEH BCAeACTBUE MNpPUMEHEHUS
neKapCcTBeHHOro npenapata, npuwealero B HEro4HOCTb B pe3yfnbTaTe HapyleHUsa npasun
XpaHEHUs  fleKapCTBEHHbLIX CpPeAcTB, nMpaBua  ONTOBOW  TOProBAM  JieKapCTBEHHbIMU
npenapaTtamu, MpaBun OTNYCKa JNleKapCTBEHHbIX MpenapaTtoB, MNpaBWa W3FOTOBNEHUS W
OTMNYyCKa fieKapCTBEeHHbIX NpenapaToB, BO3MelleHne Bpeaa OCYLEeCTBASEeTCA COOTBETCTBEHHO
OpraHusaumen onToBON TOProBAU JIeKApCTBEHHbIMU CpeacTBaMu, anTeyHOW opraHusaumen,
WHAMBUAYANbHLIM NpearnpuHUMaTeneM, UMeWMMU NULUEH3UI0 Ha dQapMaueBTUYecKYHo
AeATeNbHOCTb MW NIMLEH3NI0 HA MEeAULUMHCKYIO AeATeNbHOCTb, MeAULMHCKON OpraHu3aumen,
MMewLen nuMueHsnt Ha  dapMaueBTUYeCKY  adesTeNlbHOCTb (ee  060Cco6/1eHHbIM
nogpasaeneHvemM (ambynatopuen, denbawepcknMm n denbalepcKo-aKyLepcKuM NyHKTamu,
LueHTpoM (oTaeneHuem) obuwenn BpadebHon (ceMenHOW) NpaKTUKK), PacnosIOXEHHbIM B
CenbCKOM HaCeNeHHOM TMyHKTe, B KOTOPOM OTCYTCTBYeT anTeyHas opraHusauus),
AONYCTUBLLUMMUM NPOAAXY MAN OTNYCK TaKOro eKapCTBEHHOro npenapara.

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

3. Bo3meweHue Bpena, NPUUYMHEHHOrO 340POBbI FpaxpaH BCNEACTBME MNPUMEHEHUS
NIeKapCTBEHHbIX TMpernapaToB WM COBEpPLUEHMS MNPOTUBOMPABHbLIX AENCTBUIA CybbekTaMu
obpaleHns nekapcTBeHHbIX CPEeACTB, OCYLECTBASETCA B COOTBETCTBUM C 3aKOHOAATE/IbCTBOM
Poccuiickon degepauyunn.

nasa 16. SAKNNIOYUTEJIbHBIE NMOJTOXXEHUA

Cratba 70. O npu3HaHWM YTpPaTUBWIMMMU CUNy OTAeNbHbIX 3aKOHoAaTeNbHbLIX aKTOB
(nonoxeHun 3akoHoAaTeNnbHbIX akToB) Poccuinckon ®egepauun

Mpu3HaTb yTPaTUBLUUMKU CUTY:

1) ®enepanbHbin 3aKoH OT 22 noHa 1998 roga N 86-®3 "O nekapcTBeHHbIX cpeacTBax”
(CobpaHue 3akoHogaTenbctBa Poccuiickon ®egepaumm, 1998, N 26, ct. 3006);

2) depepanbHbIn 3aKoH OT 2 aHBaps 2000 roga N 5-®3 "O BHECEHMU U3MEHEHUSA U
aoononHeHmn B  QdepepanbHbil  3akoH  "O  nekapcTBeHHbiXx cpeactBax" (CobpaHue
3aKkoHogaTenbcTBa Poccuiickon ®epnepaunn, 2000, N 2, cT. 126);

3) cTtaTtbio 40 degepanbHoro 3akoHa ot 10 sHBapsa 2003 roga N 15-®3 "O BHeceHuu
M3MEHEHUN N AOMNOJIHEHUI B HEKOTOPbIE 3aKOHoAaTeNbHble akTbl Poccuinckon depepaunn B
CcBSA3M C npuHaTuem ®deaepanbHoro 3akoHa "O JIMUEH3NPOBAHMKU OTAESNbHbLIX BWMAOB
aesatenbHoctn" (CobpaHue 3akoHogaTenbcTBa Poccuiickon ®enepaumnn, 2003, N 2, cT. 167);

4) ctatbto 31 depepanbHoro 3akoHa oT 30 uioHsa 2003 roga N 86-®3 "O BHeceHMM
U3MEeHEeHUN W OOMNOSIHEHWI B HeKOoTOopble 3aKoHodaTesnbHble akTbl Poccuiickon ®epepauumu,
NPpU3HaHWUM  YTpaTUBLUMMK  CUNY  OTAE/bHbIX 3aKoHoAATesNbHbIX akToB  Poccuickomn
®depepaumn, nNpenocTaBeHUN OTAEMbHbIX FrApaHTU COTpYAHMKAM OPraHoB BHYTPEHHUX Aer,
OpraHoB Mo KOHTPOA 3a 060pPOTOM HAPKOTUYECKUX CpeACTB U MCUXOTPOMHbIX BELLecTB U
ynpa3saHsaembiX peaepasnbHbiX OpraHoB HasoroBoW NOAMUMK B CBSA3U C OCYLLUECTBIEHMEM Mep
Mo COBEPLUEHCTBOBAHUIO rocygapcrBeHHoro ynpasneHusa" (CobpaHue 3akKoHOAaTeNbCTBa
Poccuiickon ®epepaunn, 2003, N 27, cT. 2700);

5) ctaTtbio 101 degepanbHOro 3akoHa ot 22 asrycrta 2004 roga N 122-®3 "O BHeceHUun
W3MEeHEHWN B 3aKoHogaTeslbHble aKTbl Poccuiickon depepaumn v NpU3HaAHUK YTPaATUBLUMMMU
CWJTy HEKOTOpbIX 3aKOoHoZaTeslbHbiX akToB Poccuickon depepaumm B CBSA3M C MPUHSATUEM
denepanbHbiX 3aKOHOB "O BHECEHMU U3MEHEHUI U AonosiHeHUN B PeaepanbHbid 3akoH "O6
06LNX NpUHLMNAxX opraHn3aLUmmn 3aKoHoaaTeNnbHbIX (NPeacTaBUTENbHbIX) U UCAONHUTENBHbIX
OpraHoB rocyAapCTBEHHOM Bnactu cybbekTtoB Poccuiickon ®eaepaumn” un "0O6 o06uwmx
NpUHUMNAX OpraHu3aunm MecTHOro camoyrnpasneHus B Poccuinckon dPeaepaumn" (CobpaHue
3aKoHogaaTenbcTBa Poccuiickon ®enepauunn, 2004, N 35, cT. 3607);



6) ctatbto 28 degepanbHOro 3akoHa ot 18 gekabpsa 2006 roga N 231-903 "O BBeaeHumn
B AENCTBME 4YacTW 4eTBepTon [paxaaHckoro kogekca Poccuinckon depepaumn" (CobpaHue
3aKkoHodaTenbcTBa Poccuiickon denepaumnn, 2006, N 52, cT. 5497).

Cratbsa 71. BecTtynneHue B cuny Hactosiwero PeaepanbHOro 3akoHa

1. Hactosawwmi deaepanbHbii 3aKOH BCTynaeT B cmny ¢ 1 ceHTabpsa 2010 roaa.

2. JlekapcTBeHHble cpeAacTBa, 3aperncTtpupoBaHHble A0 AHSA BCTYMJIEHUS B CUAY
HacToawero deaepasnbHOro 3akoHa, noajsexaT BK/IYEHWK B rOCyAapCTBEHHble peecTpbl
neKapCcTBeHHbIX CpeAcTB C BHeCeHMEeM YKasaHHbIX B 4Yactm 1 craTbu 33 HacToswero
defepanbHOro 3akoHa cBeaeHU 06 3TUX nekapCTBeHHbIX cpeacTBax 6e3 npoxoxaeHus
BHOBb MpoLueaypbl rocyAapCTBEHHOM perncrtpaunm nekapcTBeHHbIX NpenapaTos.

3. TocypapcTBeHHas pernucrpaums JfieKapCTBEHHbIX MpenapaTtoB, 3a MWCKAKYeHUeM
NleKapCTBEHHbIX MpenapaTtoB Ans MeAMUMHCKOro MNpUMEHeHMus, npeacTaB/eHHbIX Ha
YKa3aHHYI permcrtpauuio 40 AHA BCTYMNAeHuMs B CuAy Hactoswero deaepanbHOro 3akoHa,
OCYLLECTBNAETCA B COOTBETCTBMM C HactosawmMm @eaepasibHbiM 3aKOHOM Ha OCHOBaHWMU
OOKYMEHTOB W [AaHHbIX, NpeAcCTaBfeHHbIX A0 AHS BCTYNJAEHUSs B CWUY HacCTosLero
®depepanbHOro 3akoHa.

(B pea. ®egepanbHoro 3akoHa ot 11.10.2010 N 271-®3)

3.1. locynapcTBeHHas perncrpauns nekapcTBEHHbIX MNpenapaToB ANs MeaUUMHCKOro
NpUMEHeHns, MpeacTaBfeHHbIX Ha rocyAapCTBEHHYIO perucrpauuio A0 AHS BCTYMNNEHUS B
cuny Hacrtoswero defepanbHOro 3akoHa, M rocyAapCTBeHHas perucrpaums neKapCcTBeHHbIX
npenapaTtos An8  MeAUWUMHCKOro  MpPUMEHEeHWs, MpeacCTaBNEeHHbIX Ha  3JKCrnepTusy
NeKapCcTBeHHbIX CPeACcTB A0 AHA BCTYNJIEHUSA B CUY HacTtoswero degepasibHOro 3akoHa B
uensax Mx nocneaylowen rocyaapCTBeHHOW perucrpaumu, OCyLeCcTBAATCS Ha OCHOBaHUU
OOKYMEHTOB W [AaHHbIX, NpeAcTaBfeHHbIX A0 [AHS BCTYMJIEHUS B CUJY HacTosLWero
QdefepanbHOro 3akoHa, a TakXe 3adBfieHMs O rocydapCTBEHHOM  permvcrpaumu
NeKapCTBEHHOIro npenapara, npeacraBfeHHOro npousBoauUTENEM  JIeKapCTBEHHbIX
npenapaTtoB MUAM YNOSHOMOYEHHbLIM UM JINLOM B COOTBETCTBUM C HacTtosawuMm degepasibHbIM
3aKOHOM B YMOJIHOMOYEHHbIN hbeaepasnbHbii OpraH UCNOJIHUTENBHOW BacTn Ao 1 mapta 2011
roga, 6e3s TpeboBaHus ynaaTtbl rOCyAapCTBEHHOMW  MOLWAWHbBI, MNpeayCMOTPEHHOM
3aKoHoAaTenbCTBOM Poccuinckon degepaunm o Hanorax u céopax.

(4yactb 3.1 B pen. ®enepanbHOro 3akoHa ot 29.11.2010 N 313-03)

3.2. NoaTBepxaeHMe rocyaapCTBEHHOW perncTpaummn neKkapcTBEHHbIX NpernapaTtoB Ans
MEANUMHCKOrO MNpPUMEHEHUS, NpeaCTaBNEeHHbIX AN MOATBEPXAEHUS roCyAapCTBEHHOM
permcrtpauum A0 [AHS BCTYNJeHUMss B Cuny Hactoswero @deaepanbHOro 3akoHa, M
NOATBEPXAEHME  rOCYyAApPCTBEHHOM  perncrtpauuMm  fieKapCTBEHHbIX npenapaToB  ANS
MEeANUMHCKOrO MPUMEHEHUs, NpPeACTaBNEHHbIX Ha 3KCMepTU3y JNeKapCTBEHHbIX CPeacTB A0
OHA BCTYMNNeHUs B Ccuiy Hactosiwero ®degepanbHOro 3akoHa B Uensx nocieaytowero
NOATBEPXAEHUS WUX T[OCYAAPCTBEHHOM perncrpaunm, OCyLLeCTBASIOTCS Ha OCHOBaHWM
OOKYMEHTOB M [AaHHbIX, NpeACTaBfeHHbIX A0 AHSA BCTYMJIEHUS B CWUY HacTosiwero
defepanbHOro 3akoHa, a TakKXe 3asBfeHUs O TMOATBEPXAEHUW [OCyAapCTBEHHOM
perncrpauum NeKapCcTBEHHOro npenapaTa, npeacTaBNeHHOro npovssoauTenem
neKapCTBEHHbIX NpenapaToB MAW YMNOJHOMOYEHHbLIM UM NIMLLOM B COOTBETCTBUM C HACTOALLMM
denepanbHbIM 3aKOHOM B YMNOSIHOMOYEHHbIN (heaepanbHbli OpraH WUCNOMHUTENbHOW BRacTm
go 1 wmapta 2011 ropma, 6e3 TpeboBaHuMsa ynnatbl rOCYAapCTBEHHON MOLUWHBI,
npeaycMOTPEHHOM 3aKOHOAATeNbCTBOM Poccuickoin degepaummn o Hanorax n cbopax.

(yacTtb 3.2 B pea. ®eaepanbHOro 3akoHa ot 29.11.2010 N 313-03)

3.3. TpUHSATME pEeLleHNss O BHECEHUU W3MEHEHWN B AOKYMEHTbl, coAepikalinecs B
PErmcTpauMoHHOM [AOCb€ Ha 3aperucTpuMpoBaHHbIM  JIEKAPCTBEHHbIM  npenapat  Ans
MEAMLMHCKOro MPUMEHEHUs M MNpeAcTaBfieHHble A0 AHS BCTYMJIEHWUS B CUY HAcTosILWEro
denepanbHOro 3akKoHa, WM MNPUHATUE pelleHUss O BHECEeHUUM W3MEHEHUA B [OOKYMEHThI,
coaepxxalleecsl B PerucTpauMoOHHOM [0Cbe Ha 3aperncTpupoBaHHbIA  NeKapCTBEHHbI
npenapat Ans  MeAWUMHCKOro MNPUMEHEHMS U MpeAcCTaBfieHHble Ha  3KCNepTusy
NeKapCTBEHHbIX CPeACTB A0 AHS BCTYMJIEHUS B CWUNy HacTosiwero ®deaepanbHOro 3akoHa,



OCYLLEeCTBASKTCA Ha OCHOBaAHWM [AOKYMEHTOB M AaHHbIX, NpeAcTaBfeHHbIX A0 [AHSA
BCTYNNeHUs B cuiay Hacrtoswero degepanbHOro 3akoHa, a TakXe 3asB/eHUs O BHeCeHuu
N3MEeHeHUM B AOKYMEHThI, coaepxawmnecs B perucTpaymMoHHOM  Aocbe Ha
3aperucTpupoBaHHbIM  NeKapCTBEHHbIM  npenapat Ans  MeAUUMHCKOro  NpUMEHeHus,
npeacTaBfeHHOro NpousBoAUTENEM JieKapCTBEHHbIX MNpenapaTtoB MM YNOSHOMOYEHHbIM UM
NLUOM B COOTBETCTBMM C HacTosawum OdenepanbHbIM  3aKOHOM B YMOJHOMOYEHHbIM
denepanbHbin opraH ucnonHwWTenbHon Bnactm Ao 1 mapta 2011 ropa, 6e3 TpeboBaHus
ynnaTtbl rocyfapCTBEHHON MOLWMHBI, MNpeayCMOTPEeHHOMW 3aKOoHoAaTeNnbCTBOM Poccuinckon
depepaumn o Hanorax un cbopax.

(yacTtb 3.3 B pea. ®eaepanbHOro 3akoHa ot 29.11.2010 N 313-03)

3.4. Bblgada paspeleHuit Ha npoBeaeHne KIIMHUYEeCKNX UccnenoBaHuin nekapCTBeHHbIX
npenapaTtosB 479 MeAULMHCKOro NpuMeHeHus nNo 3asBNeHUsM, NOAAHHbLIM A0 AHS BCTyMNAeHus
B cuny HacTtoswero deaepanbHOro 3akoHa, a TakXke rno 3asBNeHUsM, NMOAAHHbLIM Mocne AHS
BCTynneHus B cuay Hacrtoawero @degepasbHOrO0 3akoHa Ha OCHOBAHWM 3KCNEpTus,
npoBeAeHHbIX A0 AHA BCTYNJeHuMd B cuiy Hactosdwero ®deaepanbHOro  3akoHa,
OCYLLeCTBASeTCS B COOTBETCTBUM C HacTosawmm OdeaepanbHbiM 3aKOHOM Ha OCHOBAHMU
OOKYMEHTOB W [aHHblX, NpeAcTaBfeHHbIX WU MOJSIYYEHHbIX A0 AHA BCTYMJAeHWs B CUiy
HacToawero ®eaepanbHOr0 3aKOHA, @ TakKXe Ha OCHOBaHWU KOMWU nNpeaBapUTEsIbHOro
Jorosopa o0643aTefibHOro CTPaxOBaHUSA >XWU3HW, 340pOBbS MALUMEHTOB, Y4YacTBYHOLWMX B
KIIMHUYECKOM UCCnefoBaHWU JIeKapCTBEHHOro npenaparta Ans MeaAuUMHCKOro MpUMeHeHus,
WM Konuu porosopa o06A3aTeNlbHOr0  CTPaxOBaHWS  XW3HW, 340pOBbS  MALUMEHTOB,
YYaCTBYHOLWNX B KIMHUYECKOM UCCNef0BaHUM eKapCTBEHHOrO npenapaTa Ans MeanUMHCKOro
npuMeHeHns, nnbo npeacTaBNeHHOW Konum goroeBopa o06sa3aTesibHOr0 CTpaxoBaHus,
3aK/IIOYEHHOr0 B COOTBETCTBUM C TUMOBbLIMW MpaBuiaMm o06s3aTenbHOro CTpaxoBaHus, C
yKa3aHWeM npeaenbHOM  UYMCNEHHOCTM  MNauMeHTOB, Y4YacTBYHOWMX B  KJIWHUYECKOM
nccnefoBaHMM  NIeKapCTBEHHOrO  npenapata  Ans  MeAUMUMHCKOro  npuMeHeHus, 6e3
TpeboBaHMsA ynnaTbl rocyfapCTBEHHOM MNOLWAMHbBI, NPeayCMOTPEHHOM 3aKoHOAAaTeNbCTBOM
Poccuiickon degepaumm o Hanorax u cbopax.

(vyacTtb 3.4 B pen. GenepanbHOro 3akoHa ot 29.11.2010 N 313-93)

3.5. 3aperncrtpuvpoBaHHble B WHOCTPAHHOW BanlTe A0 AHA BCTYMJEHUS B CuUny
HacTosdwero ®efepanbHOro 3akoHa nMpedefbHble  OTMNYCKHblIE  LEeHbl  MHOCTPaHHbIX
npoumsBoauTeniell Ha NeKapCTBEHHble MpenapaTbhl, BK/OYEHHbIE B MepeyvyeHb >XU3HEHHO
HeOo6X0AMMbIX M BaXKHEMLLMNX JieKapCTBEHHbIX MpernapaToB, nogsexaT nepecyeTy B pybam no
Kypcy LeHTpanbHoro ©6aHka Poccuiickonn @epepauum Ha AaTty, YCTaHOBNEHHYIO
MpasutenbcTBoM Poccuinckon Geanepaummn, 6€3 npeacraBieHns 3asBeHNs O NepecyYeTe LeHbl
C BHECEeHMEeM COOTBETCTBYIOLWMNX M3MEHEHMN B rOCYAapCTBEHHbIM peecTp npeaenbHbIX
OTMNYCKHbIX LIeH Mpou3BOAUTEsNIeN Ha NIeKapCTBEHHbIe MpenapaTbl, BKAKYEHHble B NepeyvYeHb
XXM3HEHHO HEOBXOAMMbIX N BaXXHENLWNX NNeKapCTBEHHbIX NMpenapaTos.

(4yacTtb 3.5 BBEeaeHa denepanbHbiM 3akoHOM 0T 11.10.2010 N 271-03)

3.6. 3aperncrtpumpoBaHHbie A0 AHS BCTYynAeHus B cuny Hacrtosiwero ®egepanbHOro
3aKoHa npeaefibHble OTMYCKHblE LEeHbl POCCUMNCKUX MPOU3BOAUTENEN HA NleKapCTBEHHbIe
npenapaTtbl, BKJ/OYEHHble B MNepe4vYeHb XMU3HEHHO HeobXoAMMbIX U BaXKHenLwmXx
neKapCTBEHHbIX MpenapaToB, nogsexaT uHaekcaumm ¢ 1 Hosbps 2010 roma ucxoas w3
NPOrHO3MpPYeMOro ypoBHs nHMASUMKN, yCcTaHoBIeHHOro ®eaepanbHbiM 3aKOHOM OT 2 Aekabps
2009 roga N 308-®3 "O denepanbHoMm b6rogxeTte Ha 2010 roa v Ha nnaHoBbi nepuoa 2011
n 2012 rogos" Ha 2011 roa.

(4yacTtb 3.6 BBeaeHa denepanbHbiM 3akoHOM 0T 11.10.2010 N 271-03)

3.7. Nocne 1 mapta 2011 roga He AonyckakwTCcs NPOU3BOACTBO M BBO3 B POCCUICKYIO
denepaumio NeKapCTBEHHbIX MpenapaToB B YyMNakoBKax C MapKWMpOBKOW, KoTopas 6bina
HaHeceHa A0 AHSA BCTYMNJieHMs B cuny HacTtodwero denepanbHOro 3akoHa. 1o ncreyeHuu
YKa3aHHOro  Cpoka  JaHHble  JfleKapCTBEHHble npenaparsbl MOryT  OTMyCKaTbCH,
peann3oBbIBaTbLCA, NepefaBaTbCa U NPUMEHATLCA A0 UCTEYEHUSA MX CPOKa rOAHOCTH.

(B pea. ®egepanbHbIX 3akoHOB OT 29.11.2010 N 313-®3, o1 06.12.2011 N 409-03)



4. Co gHA BCTynneHusa B cuny Hactoswero ®egepanbHoro 3akoHa n no 30 anpensg 2011
roga BKJIIOYMTENBbHO AOMNYCKAETCS TMPOBEAEHME 3SKCMEPTU3bl JIEKAPCTBEHHbLIX CpPeacTB
3KCNEpPTaMU 3SKCMEPTHOr0 Y4UYpeXAEHMs A0 MNpPOXOXAEHUS WMMKM aTTecTauunm B Mopsake,
YCTQHOBJ/IEHHOM YMNOJSIHOMOYEHHbLIM deaepanbHbIM OpraHOM UCMONMHUTENBHOMN BNacTy.

5. Co aHAa BCTynneHus B cuny Hactosawero deaepanbHOro 3akoHa v no 31 aekabps
2013 roga BKJIIOUMTE/IBHO OCYLECTBASETCS nepexoj K TMNpPOU3BOACTBY JIEKAPCTBEHHbIX
CpeAcTB B COOTBETCTBMM C MpasBuiiamu OpraHm3aumm Mnpou3BOACTBA UM KOHTPOJIA KayecTBa
NIeKapCTBEHHbIX CpPeACTB, yKas3aHHbIMM B 4yactm 1 cratbn 45 Hactosdwero PegepanbHOro
3aKoHa, B NOAHOM obbeMe. Cpokum nepexoga MpouU3BOACTBA JIEKAPCTBEHHbLIX CPpeaCTB K UX
Npou3BOACTBY B COOTBETCTBUM C KOHKPETHbIMU TpeboBaHUAMW AaHHbLIX NpaBwui, BKO4Yas
CPOKM aTTecTtauMn ynosIHOMOYEHHbIX ML, YKa3aHHbIX B 4acTax 6 U 7 ctaTbu 45 HacTosawero
denepanbHOro 3akKoHa, yctaHasnmeatTca MNMpaButenscTtBoM Poccuinckon degepaumu.

6. JlnueH3snmn Ha Npou3BOACTBO NEKAPCTBEHHbLIX CPeACTB, BblAaHHble A0 1 sHBapsa 2014
roga, aencrteytoT nocne 1 sHBaps 2014 roga 4O UCTEYEHUS CpoKa UX AENCTBMS NpU YCI0BUMK
COOTBETCTBMSA NMUEH3MaTa npasBuiaMm opraHmsaumm nNpous3BOACTBA M KOHTPOSS KadyecTBa
NleKapCTBEHHbIX CpeacTB, YKasaHHbIM B 4actn 1 cTtatbn 45 Hactoduwero ®denepasnbHOro
3aKOHa.

7. ®opMupoBaHMe roCyAapCTBEHHOro 3ajaHuMs Ha rpoBeAeHMe  3KCNepTusbl
neKapCcTBeHHbIX CpeacTB deaepasbHOMY rOCyfapCTBEHHOMY OIOIKETHOMY YUYpexXAeHUIo Mo
NpoBeaEHWNI0 SKCNEPTU3bI TeKapCTBEHHbIX CpeAcTB U dmMHaHcoBoe obecneyeHne BbiNoSHEHUS
3TOro 3ajaHus OCYLLeCTBASKTCA B nopsake, ycTaHOBNeHHOM deaepanbHbiM 3aKOHOM OT 12
aHBaps 1996 roga N 7-®3 "O HekoOMMep4yecKnx opraHmsauymax”.

(4actb 7 BBeaeHa denepanbHbiM 3aKOHOM OT 29.11.2010 N 313-03)

lMpe3naeHT
Poccuiickon depepaumu
O.MEOBELEB
MockBa, Kpemsib

12 anpensa 2010 roga
N 61-03



