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®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapcTBeHHbIX cpeacTs"”

(c usm. u gon., BCTYN....

[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHnus: 09.03.2017

12 anpens 2010 roga N 61-03

POCCUNCKASA ®EOEPALINA
®EAEPAINbHbIA 3AKOH

OB OBPALLEHUUN NEKAPCTBEHHbIX CPELCTB

MpunHar
MocynapctBeHHoM [dymon
24 mapTta 2010 roga

OpobpeH
CoseTom depepaumm
31 mapTta 2010 roga

Cn1CoK N3MEHSIIOLLNX JOKYMEHTOB
(B pen. PepepanbHbix 3akoHoB OT 27.07.2010 N 192-93,
oT 11.10.2010 N 271-93, o1 29.11.2010 N 313-03,
o7 06.12.2011 N 409-93, o1 25.06.2012 N 93-93,
oT 25.12.2012 N 262-93, ot 02.07.2013 N 185-03,
o7 25.11.2013 N 317-03, ot 12.03.2014 N 33-93,
o1 22.10.2014 N 313-93, o1 22.12.2014 N 429-$3 (pea. 13.07.2015),
o1 08.03.2015 N 34-93, o1 29.06.2015 N 160-93,
oT 13.07.2015 N 233-93, o1 13.07.2015 N 241-03,
oT 13.07.2015 N 262-93, o1 14.12.2015 N 374-03,
0T 29.12.2015 N 389-93, o1 02.06.2016 N 163-D3,
o1 03.07.2016 N 261-93, ot 03.07.2016 N 305-93,
o1 03.07.2016 N 350-93)

Mnaea 1. OBLLUUE NOJIOXEHUA
Cratbs 1. I'Ipep,meT perynmpoBaHnda HacTodwero CDe,qepaanoro 3aKOHa

1. Hactoawmn ®egepanbHbll 3aKOH perynupyet OTHOLIEHUS, BO3HUKawwWwmMe B CBA3M C obpaweHvem -
pa3paboTkon, JOKIUHUNYECKUMU UCCNELOBAHNSAMN, KIUMHUYECKUMU MCCNeSoBaHUSMMU, 3KCMEPTU30M, rocyaapCTBEHHON
perncTpaumen, co cTaHgapTMsaumMend M C KOHTPONEM KayecTBa, MNPOM3BOACTBOM, W3rOTOBMIEHUEM, XpPaHEHUeM,
nepeso3kon, BBO3OM B Poccuiickyto ®efepaumio, BbiBO30oM U3 Poccuiickon ®efepauun, peknamomn, OTNYCKOM,
peanusaumen, nepegaden, NPUMEHEHNEM, YHUHTOXEHNEM NeKapCTBEHHbIX CPEACTB.

(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-903)

2. Hacroswmn depepanbHbli  3aKOH  yCTaHaBNMBaET MNPUOPUTET  FOCYAAPCTBEHHOTO  perynupoBaHus
BesonacHocTn, kayecTBa U 9PMEKTUBHOCTU NEKAPCTBEHHbBIX CPeACTB NPK NX obpaLleHun.

(B pea. PenepanbHoro 3akoHa ot 25.06.2012 N 93-d3)

Cratbs 2. Cchepa npumeHeHus HacTosiero ®eaeparnbHOro 3akoHa

Hactoswun depepanbHbiii 3aKOH MPUMEHSETCS K OTHOLLEHMAM, BO3HUKAKOLWMM Npu obpalleHMn nekapCTBEHHbIX
cpeacTs Ha Tepputopum Poccuinckon depepaumn.

CraTtbsa 3. 3akoHoAaTenbCcTBO 06 obpalleHUM NekapcTBEHHbIX cpeacTB

1. 3akoHogaTenbCcTBO 06 0OpalLeHMM NekapCTBEHHbLIX CPEACTB COCTOMT U3 HacTosilero deagepanbHOro 3akoHa,
Apyrmnx degepanbHbIX 3aKOHOB U MHLIX HOPMaTUBHbLIX MPaBOBbIX akToB Poccuiickon ®eaepaunn.

1.1. 3akoHogaTtenbcTBO 06 OOpalleHnn neKapCTBEHHbIX CPEeACTB B OTHOLIEHUWU pUOUYECKUX Nl U
MHOMBUAOYanNbHLIX NpeanpuHUMaTtenein, OCYLECTBRASIOWMX OEATeNbHOCTb Ha  Tepputopun  MexayHapoaHOro
MEeOWLMHCKOro KracTepa, NpUMEHsieTcs C y4eTOM OCODeHHOCTel, ycTaHoBneHHbix ®PeaepanbHbiM 3akoHoM "O
MeXOyHapoAHOM MeAMLMHCKOM KnacTepe U BHECEHUN U3MEHEHUI B OTAENbHbIE 3aKoHOAAaTeNbHble akTbl Poccuinckomn
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®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapcTBeHHbIX cpeacTs"”

(c usm. u gon., BCTYN....

[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHnus: 09.03.2017

denepaummn”.
(vactb 1.1 BBegeHa deaepanbHbimM 3akoHOM OT 29.06.2015 N 160-93)

2. [enctBue Hactosiwero ®degepanbHOro 3akoHa pacnpocTpaHseTcss Ha obpalleHne HapKOTUYECKUX
NeKapCTBEHHbIX CPeACTB U MCUXOTPOMHbIX JIEKAPCTBEHHbIX CPeacTB C Yy4eTOM OCOBEHHOCTEN, YCTaHOBMEHHbIX
3akoHogaTenbcTBOM Poccuiickon Pepepaumm 0 HapKOTUYECKUX CPeACTBax, MCUXOTPOMHbIX BellecTBax U 006 wux
npekypcopax.

3. OenictBue HacToswero PenepanbHOro 3akoHa pacnpocTpaHseTcsa Ha obpaleHve pagnodapMaleBTUYECKNX
nekapCTBEHHbIX CPeAcTB C Y4eTOM OCODEHHOCTEW, YCTaHOBMEHHbIX 3akoHogaTenscTBoM Poccuiickon degepaunn B
obnactn obecneyeHnss pagmalMoHHON 6e30MacHOCTM.

4. Ecnn MexayHapoaHbiM gorosopomM Poccuiickon defepaunm yCTaHOBMEHbl MHbIE MpaBuna, YeMm Te, KOTopble
npeaycMoTpeHbl HacToAwmMM deaepanbHbIM 3aKOHOM, NPUMEHSAIOTCA NpaBuna MexayHapoaHOro 4orosopa.

5. B Poccuiickon ®enepaumm B COOTBETCTBUM C MeXAYHapoaAHbIMU foroBopamu Poccuiickon ®epepaumm n (Mnm)
Ha OCHOBE MPVHLMMNA B3aMMHOCTV MPU3HAKTCA pe3ynbTaThl KNMHUYECKUX WCCIEefOBaHUA NeKapCTBEHHbIX MpenapaToB
ON9 MeAMLMHCKOro MpMMEHeHMsl, MPOBeAEeHHbIX 3a npedenamu Tepputopumn Poccunckon ®egepaumu.

Cratbsa 4. OCHOBHblE NOHATUS, UCMONb3yeMble B HacTosWweM PefepanbHOM 3akoHe

Ons uenen HacTosiwero PefepanbHOro 3akoHa UCMONb3YHTCA CreayloLmMe OCHOBHbIE NMOHATUSA:

1) nekapcTBEHHbIE CPEACTBA - BELEeCTBa UK X KOMOUHaL MK, BCTynatLwme B KOHTAKT C OpraHn3MOM 4erioBeka
WM KMBOTHOTO, MPOHUKAKOLWME B OpraHbl, TKAHW OpraHu3ma 4eroBeKka WM >KUBOTHOIO, MPUMEHsiEMble OIS
NPOOUNaKTUKA, ANArHOCTMKM (32 UCKIKOYEHMEM BELLECTB MMM MX KOMOMHAUMW, HE KOHTaKTMPYHOLMX C OpPraHM3mMom
yenoBeka WM >KMBOTHOrO), neyeHuss 3aboneBaHus, peabunutaumu, ANS COXPaHEHWs, NpeaoTBpaLleHus unu
npepbiBaHNs 6EPEMEHHOCTM M NOMYyYeHHbIE N3 KPOBW, NIa3mbl KPOBU, M3 OpPraHoB, TKAHEW oOpraHuM3ma 4esioBeka unu
)KMBOTHOTO, PacCTEHUI, MWHEepanoB MeTo4aMU CUHTE3a WM C NpPUMEHEeHWeM Guonormdeckux TtexHomormni. K
nekapCTBEHHbIM CpeAcTBaM OTHOCATCH hapmaLleBTUYECKME CYOCTaHLMM 1 NNEKapCTBEHHbIE NpenaparTsl;

2) cbapmaueBTnyeckas cybcTaHums - NekapCcTBEHHOE CPeACTBO B BuMAE OAHOMO MMM HECKOMbKMX ObnagaroLumx
(hapMaKoNnorn4yeckon akTMBHOCTbIO AENACTBYHOLLMX BELLECTB BHE 3aBMCMMOCTU OT NPUPOAbl NMPOUCXOXOEHUS!, KOTOpOe
npegHasHayeHo aAng Npon3BOACTBA, M3roTOBMEHWS NEKApCTBEHHbIX NPenapaToB 1 onpegenseT nx 3eKTUBHOCTb;

(n. 2 B pen. ®enepanbHoro 3akoHa o1 22.12.2014 N 429-03)

3) BcnomoraTenbHble BellecTBa - BeLeCcTBA HEOPraHWYeckoro WM  OPraHUYeckoro MPOUCXOXAEHWUS,
ucrnonb3yemble B MNpPOLIECCE MNPOM3BOACTBA, MW3rOTOBMEHMS [IEKApCTBEHHbIX MpenapaToB Ans  npugaHus UM
HeobxoaMMbIX PU3NKO-XMMNYECKNX CBONCTB;

4) nekapCTBEHHbIE NpenapaTbl - IeKApCTBEHHbIE CPeACTBA B BUAE IEKAPCTBEHHbIX hOPM, MPUMEHSIEMbIE ANsi
NpocMnakTuKM, ANarHoCTUKKU, NneveHus 3aboneBaHus, peabunutaumm, ANd COXpPaHEeHWs, npegoTBpaLleHus unm
npepbiBaHNsi 6GEpPEMEHHOCTY;

5) nekapcTBeHHas popma - COCTOSIHNE NEKAPCTBEHHOTO MpenapaTta, COOTBETCTBYOLLEe crnocobamM ero BBeAeHMUs
1 NpuMeHeHus 1 obecneynBaoLLee JOCTMKEHNE Heobxoanmoro nevyebHoro addexTa;

5.1) Do3npoBKa - coaep>kaHne OOHOrO UIN HECKOSbKUX OENCTBYIOLIMX BELLEeCTB B KOMMYECTBEHHOM BbIPaXXEeHUU
Ha eguHULY 403bl, UK eguHULY 06bema, Unum eguHULY Macchl B COOTBETCTBUM C flEeKapCTBEHHOW dopmor nnbo ans
HEKOTOPbIX BUAOB NEKapPCTBEHHbIX (POPM KONMYECTBO BbICBOBOXAAEMOro U3 nekapcTBeHHON OopMbl OENCTBYIOLLErO
BeLLeCTBa 3a eAnHNLLY BPEMEHM;

(n. 5.1 BBegeH deneparnbHbIM 3akoHOM OT 22.12.2014 N 429-03)

6) NnepeyveHb XMIHEHHO HEOOXOAUMBIX U BaXKHEWLLNX JIEKAPCTBEHHBIX MPENnapaToB - €XEerogHo yTBepXOaeMmbin
MpaButenbctBoM Poccuickon denepaunm nepeyveHb NEKApCTBEHHbIX NpenapaToB Ans MEeOULUHCKOro MPUMEHEHMS,
obecneynBaoLLNX NPUOPUTETHBIE MOTPEBHOCTU 30pPaBOOXPaHEHUS B LIENsIX NPOUNaKkTUKN K neveHms 3abonesaHun, B
TOM uucne npeobnagatowmux B CTpyKType 3abonesaemoctn B Poccuickon deaepaumy;

6.1) opchbaHHbIe NekapCTBEHHbIE NpenapaThl - NeKapCTBEHHbIE npenapaTthl, NpegHa3HaYeHHbIe WCKNIYMTESNbHO
AN AUAarHOCTUKM UMM NAaTOrEHETUYECKOTO NeYEHNst (NeYeHnsl, HanpaBeHHOro Ha MexaHu3M pasBuUTUS 3aboneBaHusl)
peakux (opdaHHbIX) 3abonesaHuni;

(n. 6.1 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

6.2) Guonormdeckue nekapcTBeHHble npenapaTtbl - fekapCTBeHHble npenapatbl, AeNCTBYOLlee BeLecTBO
KOTOpPbIX NPON3BEAEHO UMK BblAENEHO 13 BMONOrMYECcKOro MCTOYHMKA M ANs onpeaenieHns CBOMCTB M KavyecTBa KOTOPbIX
HeoOxogvMMa KOMOMHaumsi Guonormyecknx u  U3MKo-xMmMmudecknx metogoB. K Ouonornyeckum nekapcTBEHHbIM
npenapaTam OTHOCATCSH MMMYHOOMONOrM4yeckre nekapcTBEHHbIE Npenaparkl, JIEKapCTBEHHbIE NpenapaTthbl, MONTy4YeHHbIE
M3 KpOBW, NNasMbl KPOBM YeriOBEKA M KMBOTHBLIX (3a MWCKIHOYEHMEM LENbHOM KpoBM), OuoTexHonorndeckue
nekapCTBeHHbIe Npenaparbl, FreHoTepaneBTUYECKME NIEKAapCTBEHHbIE NpenapaTsl;

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

7) "MMYHODMONOrMyeckne nekapcTBEHHbIe npenapaTbl - NeKkapcTBEHHble MNpenapaTbl, NpegHa3HavYeHHble Ang

hOpMMPOBaAHUSA aKTUBHOIO UIN NAaCCUBHOIO MMMYHUTETa MO0 AOWArHOCTUKM Hanuuusi MMMyHUTETA WU OUarHOCTUKK
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crneunduyeckoro NpPMOBPETEHHOrO U3MEHEHUS MMMYHOIOMMYECKOro OTBEeTa Ha anneprusvpylowme BewectBa. K
UMMYHOBMOMOrMYECKUM NIEKAPCTBEHHbIM MNpenapataM OTHOCATCA BaKUMHbI, aHaTOKCWHbI, TOKCWHbI, CbIBOPOTKMU,
UMMYHOTrNOBYIMHbI N annepreHsbl;

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

7.1) BuoTexHonornyeckme nekapcTBEHHble npenapaTbl - flekapCTBEHHblE MpenapaTthbl, NPOU3BOACTBO KOTOPbIX
OCYLLECTBMAETCHA C UCMONb30BaHWEM BMOTEXHONOMMYECKMX NpoLeccoB U MeToaoB (B ToM yncne [OHK-pekomOuHaHTHOM
TEXHOJSOMMMK, TEXHONOMMMN KOHTPOMMPYEMOM 3KCMPECCUMM FEHOB, KOAMPYHOLLUMX Ouonormdeckum aktmeHble 6enku B
npokapuoTax M 3dykapuoTax, BKIOYas M3MEHEHHbIe KMeTKM MiekonuTalwux), rmbpuaoMHOro meTtoga u  mMeTtoga
MOHOKIOHanNbHbIX aHTUTEN;

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

7.2) reHoTepaneBTUYECKME NEeKapCTBEHHblEe npenapaTtbl - NekapcTBeHHble npenapatbl, dapmaueBTuyeckas
cybCcTaHUmMs KOTOpbIX SABNSETCSA PEKOMOWHAHTHOW HYKINEWHOBOW KWUCMOTOW WMM BKIOYaeT B cebs pekoMBMHaHTHYHO
HYKIMEVHOBYIO KWUCMOTY, MO3BOSMAIOLLYIO OCYLWECTBNATL pPerynMpoBaHne, penapauuio, 3ameHy, pobaBneHue umm
yaaneHue reHeTu4ecKkomn nocrneaoBaTernbHOCTY;

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

8) HapKkoTU4eckne nekapcTBeHHblEe CPeACcTBa - NekapCTBEHHble MnpenapaTbl U dapmaueBTuyeckme cybcrtaHuunm,
cofepXallme HapKoTMYeCKNe cpeacTsa U BKNOYEHHbIE B [lepedeHb HApKOTUYECKUX CPEeACTB, MCUXOTPOMHbIX BELLECTB 1
X MPEeKypcopoB, noanexawmx koHTponto B Poccuickon ®epgepaumn, B COOTBETCTBMM C 3aKOHOOATENLCTBOM
Poccuiickon ®epepauuun, mexgyHapoaHeiMy gorosopamu Poccuinickon degepaumum, B TOM Yncrne EAMHON KOHBEHLMEN O
HapkoTudeckux cpeacreax 1961 roaa;

9) NCUXOTPONHbIE NEKAPCTBEHHbIE CPEACTBA - NIEKApPCTBEHHbLIE MpenapaTbl U apmaueBTUyeckme cybecTaHumu,
coaepXalume ncMxoTPOonHble BELLECTBA U BKMOYEHHbIE B [epedeHb HApKOTUYECKMX CPEACTB, MCUXOTPOMHbIX BELLECTB U
UX NPEKypcopoB, noanexalux kKoHTponto B Poccuinckon ®epepauun, B COOTBETCTBMM C 3aKOHOAATENbCTBOM
Poccuiickon ®epepauun, mexayHapoaHbiMu goroBopamu Poccunckon ®depepaumn, B TOoM u4ucne KoHBeHUMeln o
NCMXOTPONHbIX BewwecTBax 1971 roaa;

10) pagmodpapmaueBTUYECKME NEKapCTBEHHbIE CPEACTBa - JIEKapCTBEHHbIE CpeacTBa, KOTOpble copepXaTt B
roTOBOM 4151 UCMOSb30BaHUSA hopMe OANH PaAVOHYKITUA UM HECKOSTbKO PaAMOHYKIMAOB (PaanOakTUBHBLIX M30TOMOB);

11) pedepeHTHbIN NekapCTBEHHBIN Npenapar - NekapCTBEHHbIN NpenapaT, KOTOPbIA BrepBble 3aperncTpupoBaH B
Poccuiickon ®enepauun, kayectso, 3pEKTUBHOCTL M 6€30MaCHOCTL KOTOPOro AoKa3aHbl HA OCHOBaHWMM pe3yrbTaToB
OOKIMMHNYECKNX UCCNEOOBaHWI NTEKapCTBEHHbBIX CPEACTB U KITMHUYECKMX UCCNEeLOBaHUN fekapCTBEHHbIX MpenapaTos,
NMpOBEAEHHbIX B COOTBETCTBUM C TpeboBaHusAMM yacTen 6 m 7 ctatbm 18 HacToswero depepanbHOro 3akoHa B
OTHOLLEHMWN NEKAPCTBEHHbIX CPeaCTB ANnst MEAULUHCKOIO MPUMEHEHUSA MO0 B COOTBETCTBMU C TpeBOBaHWSIMU CTaTby
12 HacToswero ®egepanbHOro 3akoHa B OTHOLUEHWM NEKAPCTBEHHLIX CPEACTB ANSA BETEPUHAPHOTrO MPUMEHEHMUS, U
KOTOPbIN MCNONb3yeTCa ANA OUEHKM OWMO3KBMBANEHTHOCTU WNM TepaneBTUYECKOM SKBMBANEHTHOCTW, KayecTsa,
achbdekTMBHOCT 1 Ge3onacHOCTM BOCMPOU3BEOEHHOrO unuM  GuoaHanoroBoro (6MonogobHOro)  nekapCTBEHHOrO
npenapara;

(B pea. PenepanbHbix 3aKOHOB 0T 22.12.2014 N 429-93, o1 13.07.2015 N 241-03)

12) BOCNpOM3BEOEHHbIA NEKapCTBEHHLIN MpenapaT - JIEKApCTBEHHbIA npenapaT, KOTOPbI UMeeT TakoW e
KayeCTBEHHbIN COCTaB M KONUYECTBEHHbIM COCTaB AEVCTBYIOLMX BELECTB B TAKOW Xe IeKapCTBEHHOW dopme, YTO U
pedepeHTHbIN NEKapCTBEHHbIN Npenapart, U1 OMO3KBUBANEHTHOCTL UMW TepaneBTUYeCcKas SKBUBANEHTHOCTb KOTOPOro
pedepeHTHOMY nekapcTBEHHOMY npenapaTy noaTBepXAeHa COOTBETCTBYHOLLUMMU UCCNe0BaHNAMY;

(n. 12 B pen. ®epepanbHoro 3akoHa o1 22.12.2014 N 429-03)

12.1) TepaneBTUYecKasi IKBUBANEHTHOCTb - [AOCTMXKEHME KIMHUYECKM COMOCTaBUMOrO TepaneBTUYECKOro
achdekTa Npm NPUMEHEHNM NTEKAaPCTBEHHbIX NMpenapaToB A1 MeAULMHCKOrO NPUMEHEHNST ANS OOHOW U TOW Xe rpynmbl
OOMbHbIX MO OAHMM U TEM Xe NMoKaszaHWUAM K MPUMEHEHMIO;

(n. 12.1 BBegeH PenepanbHbiM 3akOHOM OT 22.12.2014 N 429-d3)

12.2) 6uoaHanoroBbIvi (6MonogobHbIN) nekapcTBeHHbIN NpenapaT (bnoaHarnor) - 6MonNorMyeckMin nekapcTBEHHbIN
npenapaT, CXOXWA Mo napameTpaMm kadecTBa, 3(dEKTUBHOCTM M Ge3onacHoCcTn ¢ pedepeHTHbIM BGUOoorMyeckum
neKkapCTBEHHbIM NpenapaToM B TAKoW e NeKkapCTBEHHON hopMe 1 MMEILLIMIA OEHTUYHbIV CNOCob BBEAEHMS;

(n. 12.2 BBegeH PepepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

12.3) B3aMmMo3aMeHsieMbli NEKapCTBEHHbIN MpenapaT - JNEeKapCTBEHHbIM npenapat C  [4OKa3aHHOM
TepaneBTUYECKON 3KBMBANEHTHOCTBIO MM OMOSKBUBANEHTHOCTbIO B OTHOLWEHUMM pedepeHTHOro JeKapCTBEHHOrO
npenapaTa, UMEILLNA SKBUBANEHTHbIE MY Ka4eCTBEHHbIA COCTaB N KOMMYECTBEHHBIN COCTaB AEVCTBYIOLLMX BELLECTB,
COCTaB BCMOMOraTesbHbIX BELLECTB, NIeKapCTBEHHYO hOopMy 1 cnocob BBeEAEHUS;

(n. 12.3 BBegeH PepepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

13) nekapcTBEHHOE pacTUTENBHOE ChiPbE - CBEXMNE UMW BbICYLLIEHHbIE PaCTEHNsI MO0 MX YacTw, MCMoNnb3yemble
ONs1 NpOM3BOACTBA NEKAPCTBEHHbIX CPeACTB OpraHMsauvMsamMu - MpOM3BOAUTENSAMU JEKAPCTBEHHbIX CPEeACcTB Unun
N3roTOBIEHUS NIEKAPCTBEHHbIX NPEenapaToB anTeYHbIMU OpraHM3auusamMmn, BETEPMHAPHBIMW anTeYHbIMU OpraHM3auusamu,
MHAuBMAYarnbHbIMY NpeanpUuHUMaTENAaMN, UMELLMMI NULEH3NI0 Ha dhapMaLeBTUYECKYHO AeATEeNbHOCT;
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®epnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 03.07.2016)
0 " [JokymeHT npegoctasneH KoHcynbTaHTINOC
06 obpalleHnM NekapCTBEHHbIX CPeacTB [laTa Coxpanermst: 09,03.2017

(c usm. u gon., BCTYN....

14) nekapCTBEHHbIN pacTUTENbHbIN Npenapar - IeKapCTBEHHbIV Npenapar, NPOM3BEeAEHHbIN UM U3rOTOBMEHHbIN
M3 OQHOMO BMAa NEKapCTBEHHOIO PaCTUTENbHOrO CbIPbSA WMITM HECKOSIbKUX BMAOB TaKOro CbIpbS M peanv3yembii B
paccacoBaHHOM BMAE BO BTOPUYHOW (NOTPEOUTENLCKON) YNaKOBKE;

15) romeonaTnyeckuii NeKapCTBEHHbIN npenapat - JlekapCTBEHHbIN MpenapaTt, MNpPOU3BEAEHHbIN UMK
W3roTOBMEHHbIA U3 (hapmaueBTUYeckon cyocTaHuMm unn dapmaueBTU4eckMx cybcTaHumiA B COOTBETCTBUM C
TpeboBaHNsIMM 0BLLMX hapMaKoNenHbIX CTaTeN K rOMeoONaTUYeCKUM NIEKapCTBEHHBIM NpenapartamM Uin B COOTBETCTBUM
¢ TpeboBaHMAMU hbapmakonen cTpaHbl NPOM3BOAMTENS TAKOro fiIeKapCTBEHHOMO Npenapara;

(n. 15 B pea. PepepanbHoro 3akoHa o1 22.12.2014 N 429-03)

16) MexayHapogHOe HenaTeHTOBaHHOE HauMeHOBaHMe §eKapCTBEHHOro cpeactBa -  HauMeHoBaHue
OencTBylollero BelectBa apmaueBTMYeCcKOM cybcTaHuuMM, pekomeHgoBaHHoe BcemupHowm — opraHusaumen
3[1paBOOXpPaHEeHUs;

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

17) ToproBoe HaMMeHOBaHWe feKapCTBEHHOr0 CpeacTBa - HaMMEHOBaHME [eKapCTBEHHOro CpencTBa,
NMPUCBOEHHOE ero paspaboTymKoMm, AepKaTernem Unmn BrnagesbLemM perMcTpaumMoHHOro YAOCTOBEPEHUS IeKapCTBEHHOMO
npenapara;

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

17.1) rpynnMpoBOYHOE HaMMEHOBaHWE feKapCTBEHHOTO Nnpenapara - HauMeHoBaHWe NekapcTBEHHOrO npenapara,
He VIMEIOLLLEro MeXayHapoO4HOrO HEeMaTeHTOBAaHHOIO HAMMEHOBaHWUSA, WU KOMOWHALMW NEKapCTBEHHBIX MpenapaTos,
ncnosnb3yemoe B Lensx o0beanHEHNs X B TPpynny NoA €4MHbIM HauMeHOBaHWEM WCXOA4A W3 OAMHAKOBOIro COCTaBa
OEeNCTBYIOLNX BELLECTB;

(n. 17.1 BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

18) obwasa dapmakonenHass cTaTbsl - OOKYMEHT, YTBEPXAEHHbIN YNOMHOMOYEHHbIM defepanbHbiM OpraHoM
UCMNOMHUTENBHOW BNacTy M cogepxalwuii nepedyeHb nokasatenen kadectBa M (MnM) METOOOB KOHTPOMsS KayecTsa
KOHKPETHOW  JIEKapCTBEHHOW (QOpPMbl, JIEKAPCTBEHHOIO pPacTUTENBHOIO  CbipbdA,  OMNMCaHUA  BUMONOrMYecKuX,
BMOXUMUYECKNX, MUKPOBMONOrMYECKNX, (PUBUKO-XMMNYECKUX, (DUBNYECKMX, XMUMUYECKMX M APYrMX METOOOB aHanmsa
nekapCTBEHHOro CPeACTBa, a Takke TpeboBaHUA K UCMONMb3yeMbIM B LieNsiX NPOBeAEHMS aHHOTO aHanvM3a peakTvBam,
TUTPOBaHHbLIM pacTBoOpaMm, MHOUKaToOpaMm;

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

19) dapmakonenHaa cTaTtbs - [OOKYMEHT, YTBEPXAEHHbI YMNOMHOMOYEHHbIM hedepanbHbIM — OpraHoMm
WCMOMHWTENBHOW BNacTM W cogepXawuii nepedyeHb MokasaTenen KayectBa W METOOOB KOHTPOSsl  KayecTBa
rfiekapCTBEHHOro CPeACTBa;

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

19.1) ctangapTHble obpasubl - BelwecTBa, MOCPEACTBOM CPaBHEHUS C KOTOPbIMU OCYLLECTBMSIETCA KOHTPOSb
KayecTBa uccrnegyembix NeKapCTBEHHbIX CPEACTB C NOMOLLbLI0 PUNKO-XMMUYECKMX M BUONOrMyecknx MeTodoBs B Liensix
NoATBEPXXAEeHNS COOTBETCTBUS NEKAPCTBEHHbIX CPEACTB TpeOOBaHNSIM HOPMATMBHOW [OKYMEHTALUN, YCTAHOBMEHHbIM
NPy OCYLLECTBIEHNM TOCYLAPCTBEHHOM perMctpaummM, WM KOTOpble MNPUMEHSTCA Ans KanvbpoBKW CTaHOAPTHbIX
o6pasL0oB NPoM3BOAWNTENS NEKAPCTBEHHbLIX CPEACTB, WCMOMb3yeMblX Of1 KOHTPONS KavyecTBa W WMHbIX Lenen npu
obpalLeHnn ekapCTBEHHbIX CPEACTB;

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

19.2) chapmakonenHbln cTaHAapTHbIM obpasel - cTaHAapTHbIM obpasel, NpPou3BedeHHbIM B COOTBETCTBUM C
dapmakonenHon ctaTbewu;

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

20) HopmaTMBHas [AOKyMEHTauus - [OOKYMEHT, COAepXallui nepeyeHb oOnpedensieMblXx MO pesynbraTam
COOTBETCTBYIOLUX 3IKCMEPTU3 MoKas3aTenen KadecTBa fekapCTBEHHOINO CpeAcTBa ANA MEAMLMHCKOrO MpUMEHeHUs,
METOAOB KOHTPONS €ro KayecTBa 1 yCTaHOBMEHHbIVA €ro NPOn3BoAnNTENeEM;

21) HOpMaTMBHbLIN [OOKYMEHT - [OOKYMEHT, COAepXallMn nepeyeHb onpegensemMblx M0 pesynbTatam
COOTBETCTBYIOLLMUX 3KCNEPTU3 nokasaTenen kayectsa U (MnM) METOOOB KOHTPOMS KayecTBa NekapCTBEHHOW (opMbl,
onncaHus Bnonorn4yecknx, BUOXMMMIECKUX, MUKPOBUONOrMYeckux, U3NKO-XUMUYECKNX, (UINYECKUX, XMMUYECKMX U
OpYrMX METOLOB aHanu3a fekapCTBEHHbIX CPeACTB AN BETEPMHAPHOIO NPUMEHEHUS, TpeboBaHNs K UCMOMb3yeMbIM B
uensax npoBedeHWs OAaHHOIO aHanu3a peakTuBam, TUTPOBaHHbIM pacTBOpaM, WHAMKATOpaM W YCTAHOBIEHHbIA €ro
npoussoguTeneM;

21.1) obLwmi TEXHUYECKUA OOKYMEHT - KOMMMEKT AOKYMEHTOB WU MaTepuanoB, COCTOALMWA M3 HECKONbKUX
pas3genoB - AOKyMEHTauun agMUHUCTPATMBHOIO XapakTepa, XMMWYeckow, dapmaueBTUYeckon u Ouonorunyeckomn
OOKyMeHTaumu, apMakonormyeckon,  TOKCMKOMOMMYECKOW  OOKYMEHTaUUW,  KIMHWYECKOM  AOKYyMEHTauunm U
NnpeacTaBnsieMbIi OQHOBPEMEHHO C 3asIBIIEHNEM O TOCYOapCTBEHHOW perncrpauum nekapcTBEHHOro npenapaTta ang
MEeOULMHCKOrO NMPUMEHEHUS B hopmaTe, yCTaHOBIEHHOM YMOSTHOMOYEHHbIM peepanbHbIM OPraHOM WCMONHUTENbHON
BNacTtu;

(n. 21.1 BBegeH PenepanbHbiM 3akOHOM OT 22.12.2014 N 429-d3)
22) «ka4yeCTBO IeKapCTBEHHOrO cpeacTBa - COOTBETCTBME FeKapCTBEHHOro cpeactea  TpeboBaHMAM
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dhapmakonenHomn ctaTen NMBO B criyyae ee OTCYTCTBUS HOPMATMBHOW JOKYMEHTaLUW UITM HOPMaTUBHOTO JOKYMEHTA;

23) 6e3onacHOCTb NeKapCTBEHHOTO CPEACTBa - XapakKTepuUCTMKa NeKapCTBEHHOIO CPEeACTBa, OCHOBaHHas Ha
CpaBHUTENbHOM aHanuae ero aEeKTMBHOCTU N pucka NPUYMHEHNS Bpeda 340POBbLIO;

24) 3deKTMBHOCTL NEeKapCTBEHHOro npenapata - XapakTepucTuka CTeneHU MONOXUTENbHOro BAWSHUSA
neKapCTBEHHOro npenapata Ha TeyeHue, MNPOAOIKUTENbHOCTL 3aboneBaHuss WM ero  NpefoTBpalleHue,
peabunuTaumio, Ha CoXxpaHeHue, NpegoTBpaLLeHNe Unn npepbiBaHne 6epeMEHHOCTH;

25) cepust nekapCTBEHHOIO CPEACTBa - KOMNMYECTBO NIEKAPCTBEHHOIO CPeAcTBa, MpPou3BedeHHOe B pesynbTarte
OJHOr0 TEXHOMOIMYECKOro LiKIa ero Nnpon3BoanTenem;

26) perucrtpauMoHHOEe YyOOCTOBEPEHME FEKAapCTBEHHOrO MpernapaTta - [OOKYMEHT, NOoATBepXparwuin dakt
rocygapCTBEHHON perncTpaunm nekapcTBeHHOro npenapara;

26.1) pepxartenb unv Bnagenew, perMcTpaLumMoHHOro yaoCcToBEpPEHUS NeKapCTBEHHOro npenapara - paspaboTymk
nekapCTBEHHOIO CPeACTBa, MPOU3BOAUTENbL JIEKAPCTBEHHLIX CPEACTB WM MHOE tpuanyeckoe nuuo, obnapatoulee
npaBoM BNageHUs pPEerncTpauuoHHbIM  YAOCTOBEPEHWEM, KOTOpble HECyT OTBETCTBEHHOCTb 3@  KadecTBO,
3dppekTUBHOCTL U 6E30MAaCHOCTb NIEKapCTBEHHOMO NpenaparTa;

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

27) perncTpaumoHHbIN HOMep - KO4oBoe 06O03HayeHue, MPUCBOEHHOE NeKapCTBEHHOMY Mpenaparty npu  ero
rocygapcTBEHHON peructpauuu;

28) obpalleHvne nekapcTBEHHbIX cpeacTB - paspaboTka, LOKNMHMYECKUE UCCMEedOBaHMUs,  KIMHUYECKUE
nccregoBaHus, aKcnepTmaa, rocygapCTBEHHAs perncTpaums, CTaHgapTu3auus M KOHTPOSb KayecTBa, MpOU3BOACTBO,
N3roTOBIIEHNE, XpaHeHne, NepeBo3ka, BBO3 B Poccuinckyto Pegepauuio, BbiBo3 13 Poccuinckon degepaumm, peknama,
OTMyCK, peanusauus, nepegada, NpMMeHeH1e, YHNYTOXEHNE NekapCTBEHHbIX CPeCTB;

(B pea. PegepanbHoro 3akoHa oT 06.12.2011 N 409-93)

29) cybbekTbl obpalleHus nekapCTBEHHbIX CPeacTB - u3nyeckMe nuua, B TOM 4uCle UWHAMBMAOYalbHble
npeanpuHMMaTenu, 1 PUANYECKME NNLLA, OCYLLECTBAIOLME AEATENBHOCTL NPY 06paLLeHnn NeKapCTBEHHbIX CPEACTB;

30) paspaboTumk neKapCTBEHHOrO cpeacTBa - OpraHu3auus, obnajawowas mnpaBaMuM Ha  pesynbTathl
OOKIMMHNYECKNX NCCNeaoBaHNI NIEKapCTBEHHOMO CpeacTBa, KIMHUYECKUX UCCIeQ0BaHUN NiekapCTBEHHOrO npenapata u
(Mnn) Ha TEXHONOMMIO MPOM3BOACTBA NIEKAPCTBEHHOIO CPEACTBa;

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

31) Npou3BOACTBO NEKAPCTBEHHbIX CPeACTB - AEeATeNbHOCTb N0 MNPOM3BOACTBY FNEKApPCTBEHHbLIX CPEeACTB
opraHusauusamMu - Npou3BOAUTENSIMU JIEKAaPCTBEHHLIX CPEACTB HAa OAHOW CTaAuu, HECKOSIbKUX WKW BCEX CTagusx
TEXHOJIOMMYECKOro NMpoLecca, a Takke Mo XpaHEHMWIO 1 peanusaummn Npon3BeaeHHbIX JIEKAPCTBEHHbBIX CPEeACTB;

31.1) npoum3BOACTBEHHAsA nrowagka - TeppuTopuanbHO ODOOCOGMEHHbIM  KOMMIIEKC  MpOoM3BOAUTENS
nekapCTBEHHbIX CPeACTB, MpedHas3HaYeHHbln AN BbINOMHEHUS BCEro npouecca Mpou3BOACTBa NEKapCTBEHHbIX
CpeacTB Unu ero onpeaerneHHon craguu;

(n. 31.1 BBegeH PenepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

32) npov3BoauTENb NEKAPCTBEHHbIX CPEACTB - OPraHn3auusl, OCYyLLECTBMSWAasi NPOU3BOACTBO JIEKAPCTBEHHBLIX
CcpencTB B COOTBETCTBUM C TpeboBaHUsAMU HacTosero PegepanbHOro 3akoHa;

33) dhapmaueBTUYeCKass [OesATENbHOCTb - [AESTeNnbHOCTb, BKYawwas B cebsa  OnToByk TOProBnio
NeKkapCcTBEHHbIMY CPeACcTBaMU, NX XPaAHEHME, NePEeBO3KY M (MN) PO3HUYHYIO TOProOBItO NIEKAPCTBEHHBIMW NMpenapartamu,
UX OTNYCK, XpaHeHune, NepeBO3Ky, M3roTOBMEHME NeKapCTBEHHbIX NPenapaTos;

34) opraHu3auusa onToBOW TOProBU feKapCTBEHHbIMU CPEACTBaMU - OpraHusauns, OCyLIeCTBNAOLLAS ONTOBYHO
TOPrOBIIO0 JIEKAPCTBEHHBIMW CpPeACcTBaMu, UX XpaHeHMe, MepeBO3KYy B COOTBETCTBUMU C TpebOBaHMSIMW HaCTOSALLErO
depepanbHOro 3akoHa;

35) anTeyHas opraHusauus - oOpraHmMsauus, CTPYKTypHOE mfogpasfeneHve MeauMUMHCKOW — OopraHv3auuu,
OCYLLECTBAAIOLWME PO3HUYHYIO TOPrOBMIO NEKAPCTBEHHbIMW Mpenapatamu, XpaHeHue, nepeBo3Ky, M3rOTOBMEHME W
OTNYCK NeKapCTBEHHbIX NPenapaToB A1 MeAULMHCKOrO MPUMEHEHMSI B COOTBETCTBUM C TpeboBaHMAMM HaCTOsLLEro
®egepanbHOro 3akoHa;

(B pea. PenepanbHoro 3akoHa ot 25.11.2013 N 317-93)

36) BeTepuHapHasi anTedyHas opraHuM3auus - OpraHmMsauus, CTPYKTYpHOE mfoApasfeneHne BeTepuHapHON
opraHm3aumm, OCyLLECTBISIOLME PO3HUYHYIO TOPrOBMO fEeKapCTBEHHbIMU MpenapaTamu, XpaHeHwe, U3roTOBMEHuE Wt
OTNYCK NIEKapCTBEHHbIX NpPenapaToB 4151 BETEPUHAPHOIO NPUMEHEHUS B COOTBETCTBMM C TpebOoBaHUAMM HACTOSILLEro
depepanbHOro 3akoHa;

37) danbcuurumpoBaHHoe NekapcTBEHHOE CPeACcTBO - NleKapCTBEHHOEe CpeacTBO, COMpPOBOXOaeMoe OXHON
WH(popmaLmen o ero coctase u (Unu) NpomssBoanTene;

38) HepoOpokayecTBEHHOE feKapCTBEHHOE CPEACTBO - JleKapCTBEHHOE CpPEACTBO, HE COOTBETCTBYHOLLEE
TpeboBaHNsM hapmakonenHon cTaTby NMbO B Criyyae ee oTCyTCTBMS TpeboBaHUAM HOPMATUBHOW OOKYMEHTauMu Wnu
HOPMaTUBHOIO JOKYMEHTA;

39) KkoHTpadhakTHOe nekapCTBEHHOE CPeACTBO - JleKapCTBEHHOEe CpeacTBO, Haxodsuieecs B obopote C
HapyLleHWeM rpaxaaHCcKoro 3akoHo4aTenbCTBa;
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40) poknuHMYecKoe uWccrnegoBaHWe neKapCTBEHHOro cpeacTBa - Ouonoruyeckue, MUKpobuonornyeckue,
UMMYHOIOrMYeckne, TOKCUKOMOormyeckne, apmakonormdeckme, usmyeckne, XMMuMyeckne n Apyrme uccrefoBaHus
NekapCTBEHHOrO0 CpeAcTBa NyTeM MPUMEHEHUS HayyHbIX METOAOB OUEHOK B Lensx MofyYeHWss [oKas3aTenbCTB
BesonacHocTn, kadyecTBa U 3PPEKTUBHOCTM NEKapCTBEHHOrO CPeacTBa;

41) KIMHWYECKOe WccrnefoBaHMe neKapCTBEHHOro npenapaTta - W3ydeHWe [AMarHOCTUYEeCKUX, NeyebHbiX,
npodunakTnyecknx, HapMakonormyeckmx CBOWCTB JIeKapCTBEHHOro npenapaTa B npouecce ero MNpUMMEHeHus y
YyerioBeka, XXMBOTHOrO, B TOM 4uMCrie NPOLEeCCOB BCAaCbiBaHUSA, pacnpefeneHns, U3MeHeHWs U BbiBEAEeHWUs, nyTeM
NMPUMEHEHNA Hay4HbIX METOAOB OLEHOK B Lenax nofyyeHus AokasatenbctB 6GesomacHOCTM, KadecTBa M
3(hbPeKTUBHOCTU NEKAPCTBEHHOro nNpenapara, AaHHbIX O HeXenaTerbHbIX peakumax opraHuama 4erioBeka, XMBOTHOMO
Ha MNpYMEHeHWe NeKapCTBEHHOro npenapata M 06 adhdpekTe ero B3aUMOAEWCTBUS C APYTMMU  NeKapCTBEHHbLIMU
npenaparamu u (UnNn) NULLEBLIMU NPOAYKTaMKN, KOpMamu;

42) MHOroLEHTPOBOE KINMHUYECKOe MUccreoBaHne fiekapcTBEHHOro npenapara Ans MeauuMHCKOro NpuMeHeHus -
KMMHWYEeCKoe WccnedoBaHWe feKapCTBEHHOro mnpenapata  And  MEeAMUMHCKOrO  NPUMMEHEHWsi,  NpOBOAMMOE
pa3paboTunkoM fieKapcTBEHHOrO Npenaparta B ABYX M Gornee MeAMUMHCKMX OpraHuM3auMsx Mo eAMHOMY NpPOTOKOMy
KNMMHUYECKOro MCCrefoBaHMs fiekapCTBEHHOMO npenapara;

43) MexgyHapoOgHOEe MHOMOLEHTPOBOE KIMHMYECKOEe MUCCredoBaHWe NEeKapCTBEHHOro npenapaTta  Ans
MEeOULMHCKOTO MNPUMEHEHUs - KIWHWYECKOe WccrnegoBaHWe JekapCTBEHHOro npenapata  Ang  MeauuUHCKOro
NpUMeEHEeHWs, NPOBOAMMOE pa3paboTUMKOM fNlekapCTBEHHOro npenapara B pasfnyHbIX CTpaHax No eanHOMY NPOTOKOMY
KMMHWYECKOro NccneaoBaHns NekapCTBEHHOro npenapara;

44) nocTperncTpaumMoHHOe KIMHUYECKoe UCCcrefoBaHNe IeKapCTBEHHOro npenapata Ans  MeAMUMHCKOro
NPUMEHEHMS - KNMHUYECKOe NccrnegoBaHne nekapCTBEHHOMO npenapara Ans MeguLUMHCKOro NPUMEHEHNs!, NpOBOANMOe
npou3BoAaMTENEeM FeKapCTBEHHOro  npenapaTa, rpaxgaHckui  obopoT  KOTOPOro  OCyLlecTBAsSeTcs  nocne
rocylapCTBEHHOW perucTpauun, B Lensax AononHuTensHoro cbopa AaHHbIXx O ero 6e3onacHocTM U 3ddeKTUBHOCTM,
pacLuMpeHmns nokasaHui K NPMMEHEHNI0 JaHHOro fIeKapCTBEHHOro npenapara, a Takke BbISBNEeHUs HexenaTenbHbIX
peakumni nauMeHToB Ha ero AewcTBue;

45) uccnegoBaHne GMOSKBMBANEHTHOCTU fEeKapCTBEHHOrO mnpenapaTta - BWA KIMHWYECKOro MccrnenoBaHus
nekapCTBEHHOro npenapaTta, NpoBedeHVMe KOTOPOro OCYLUECTBRSETCH ANs onpedeneHus CKOpOCTU BCacbiBaHUA U
BblBEAEHUS OOHOrO UMM HECKONbKMX obnajarolmx (apMakonormyeckon akTMBHOCTbIO [OEeWCTBYIOWMX BeLecTs,
KonmyecTBa NekapCTBEHHOro npenaparta, AOCTUraloLWwero CUCTEMHOIO KpOBOTOKa, U pesynbTaTbl KOTOPOro MO3BOMSAOT
coenatb BblBOO O OMO3KBMBANEHTHOCTM BOCMPOW3BEAEHHOrO feKapCTBEHHOro npenapata B onpedeneHHbIX
nekapcTBeHHOW ¢opmMe U [03MpPOBKe, COOTBETCTBYOLMX (opMe W [03MpOBKe pedepeHTHOro fekapCTBEHHOro
npenapara;

(n. 45 B pea. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)

46) vnccnegoBaHWe TepaneBTUYECKOW 3KBUBANEHTHOCTU NEKapCTBEHHbIX NpenapaTtoB - BUA  KITMHUYECKOro
nuccrefoBaHus NekapCTBEHHbIX MNpenapaToB, NPoBedeHMe KOTOPOro OCYLUECTBISETCH ANS BbISBMEHUS OOUHaKOBbIX
CBOWCTB NEKapCTBEHHbIX MNpenapaTtoB OMpeaerieHHOW NeKapCTBEHHOW OpMbl, @ Takke Hannyuns OAMHAaKOBbIX
nokasartenew 6e3onacHoCcTV 1 3PEeKTMBHOCTM NEKAPCTBEHHBIX MPenapaToB, OANHAKOBbIX KNMMHUYECKNX 3cpdeKkToB npu
NX NPUMEHEHUN;

47) NpOTOKON KIMHNYECKOro UccrnefoBaHUs NekapCTBEHHOTO npenaparta - AOKYMEHT, B KOTOPOM onpedenstTcs
uenun, opMbl OpraHusaumMnm M MeToOoNorMs MPOBEAEHUS KIMHWUYECKOro UCCNedoBaHus, CcTaTucTudeckne MeTtonbl
06paboTkn pe3ynbTaToB TaKoro uccrneaoBaHUs W Mepbl No obecnedeHnio 6e3onacHOCTU  hu3anyecknx nu,
yYacTBYOLUMNX B KITMHUYECKOM MUCCreJ0BaHUN fleKapCTBEHHOrO nNpenapaTa;

48) Opowiopa wccnegoBaTens - CBOAHOE W3MOXEHMEe pes3ynbTaTtoB  OOKIMHWMYECKOrOo  UCCNeaoBaHus
NeKapCTBEHHOrO CpPeAcTBa W KIMHWYECKOro WCCMeAoBaHWs  NeKapCTBEHHOro npenapata  Aans  MeAULMHCKOro
NPUMEHEHNS;

49) NHAOPMAaLIMOHHbBIN NNCTOK NauueHTa - AOKYMEHT, B KOTOPOM COAepXaTcs B AOCTYnHow dopme cBedeHus,
Kacarolmecss nNpoBOAMMOro KIMHUYECKOTO WUCCMEeAoBaHUS NEeKapCTBEHHOro npenaparta, W B MNUCbMEHHOM dopMe
[obpoBorbHOE cornacne nauueHTa Ha yvacTve B KIMHWYECKOM WCCredoBaHuW NekapCcTBEHHOro npenaparta nocre
O3HaKOMIIEHMA C OCOBEHHOCTAMM KMMHWYECKOro WCCNedoBaHWs, MMEeLWUMK 3HadeHne AN BbIPaKEHUA Takoro
cornacms;

50) noboyHoe gencTeue - peakuns opraHmama, BO3HMKLLASA B CBA3M C NMPMMEHEHMEM FeKapCTBEHHOro npenapara
B A03aX, PEKOMEHAYEMbIX B MHCTPYKLUM NO ero NpMMEHEHUIo, AN NpodunakTukm, AMarHoOCTUKK, fedeHuns 3abonesaHuns
unu ansa peabunutaumu;

50.1) HexenaTenbHasi peakumsl - HenpegHaMepeHHas HebnaronpusiTHas peakumsi opraHuama, KoTopas MOoXeT
ObITb CBSA3aHa C NPYMEHEeHNeM fekapCTBEHHOro npenapaTa;

(n. 50.1 BBegeH PepepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

51) cepbesHas HexxenaTenbHas peakuus - HexenaTenbHas peakuus opraHu3ma, CBs3aHHas C NpUMeEHEeHneMm
nekapCTBEHHOro npenaparta, npuBedwas K CMepTW, BPOXOEHHbIM aHoOManusaM unuM fnopokam passuTus nubo
npeactaensiowas cobon yrposy >xu3HuW, Tpebylolwas rocnutanusaumM wnuv npuBedwlas K CTOWKOW yTpaTe
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TPYZOCNOCOBHOCTM U (MNN) MHBANUOHOCTMY;

52) HenpedBuAeHHas HexenaTenbHas peakuus - HexenaTenbHas peakuus opraHusma, Kotopas cBa3aHa C
NpYMeHeHeM NekapCTBEHHOro npenapara B 403ax, peKOMeHAYeMblX B MPOTOKOMNEe €ero KIMHWYECKOro MCCneaoBaHus,
BpoLutope ncecnegosaTens, UNKU ¢ NPUMEHEHNEM NeKapCTBEHHOMO NpenapaTta B 403aX, PeKoMeHAYeMbIX B WHCTPYKUUn
Mo ero NpMMeHeHWo AN NPogUIaKTUKX, OUNArHOCTMKM, NedeHus 3aboneBaHus uUnv MeauuuHCKoW peabunutauum
naumeHTa, U CYLLHOCTb, TAXXECTb UNKN NCXO KOTOPON HEe COOTBETCTBYET WHOPMauUMM O NeKapCTBEHHOM Mpernapare,
cogepxallencs B NMPOTOKONE ero KIMHUYECKOro MccrnegoBaHus, Opollope vccrnegosaTens unM B WMHCTPYKUMKM MO
NMPVYMEHEHUIO NleKapCTBEHHOIO npenapara;

(n. 52 B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

52.1) dpapmakoHag3op - BUA AeATENbHOCTM N0 MOHUTOPUHIY 3(MEKTUBHOCTN 1 6E30MacHOCTU NeKapCTBEHHbIX
npenapaToB, HaMpaBreHHbIN Ha BbiIIBNEHWE, OLEHKY U NpefoTBpalleHne HexenaTterbHbIX NOCNeAcTBUA NPUMEHEHNS
nekapCcTBEHHbIX NpenapaTos;

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

52.2) nnaH ynpaBneHnsi puckamm - NoApoOHOEe onncaHne MeponpuaTUn No oapMakoHaa30py, HanpaBfieHHbIX Ha
BbISIBIIEHWNE, OLEHKY M NpedoTBpalleHMe Wnn MMHUMU3auMI PUCKOB, CBA3AHHbLIX C JIeKapCTBEHHbIMW MNpernapatamu,
BKITHO4as OLEHKY 3¢pEKTUBHOCTU AaHHbIX MEPONPUATUN;

(n. 52.2 BBegeH ®enepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

53) peuenT Ha nekapCTBEHHbIW npenapat - MNUCbMEHHOE Ha3HayeHWe nekapcTBEHHOro mnpenapaTta no
yCTaHOBfIeHHON hopme, BblAaHHOE MEANLMHCKUM Ui BeTepUHapHbIM paboTHUKOM, MMEIOLLMM Ha 3TO NpaBo, B Lensx
OTrMycKa NekapCTBEHHOro npenapara unm ero N3rotToBeHns 1 oTnycka;

54) TpeboBaHMe MeanUMHCKOW OpraHM3aunn, BETEPUHapHOW opraHmM3aumm - AOKYMEHT YCTaHOBMEHHOW (opMbl,
KOTOPbIN BbINUCAH MEOULMHCKUM WNN BETEPUHApPHbIM PabOTHMKOM, MMEKWMM Ha 3TO NpaBo, M COAEPXKUT B
NMMCbMEHHON (OpMe YyKasaHuWe anTevyHoW opraHusauum o6 OTnycke mnekapCTBEHHOro npenapata WM O  €ero
N3rotoBneHnn n ob otnycke Ans obecneveHus neyebHOro npouecca B MeOWLMHCKOW OpraHusauuu, BeTepuHapHOW
opraHusaumu;

55) komnnekcHas oOueHKa neKkapCTBEHHOro npenapaTta - OUeHKa 3apernMcTpupoBaHHOIO  JleKapCTBEHHOro
npenapaTa, BKMyvawwass B ceba aHanuid wnHdopMauMmM O CPaBHUTENBHOM KIMHUYECKON SQdEKTUBHOCTN U
BesonacHOCTM neKkapCTBEHHOro MnpenapaTta, OLEHKY 9KOHOMWUYECKUX MOCMNEeACTBUA €ero MNPUMEHEHWs, U3yyYeHue
OOMONHNUTENBHBIX NOCNEACTBMI NPUMEHEHUS NeKapCTBEHHOrO npenapara B Lensx NPUHATUS PeLUEHniA O BO3MOXHOCTU
BKIIOYEHUS NeKapCTBEHHOro npenapata B MepeyeHb >KU3HEHHO HeoOXOAMMbIX W BaXHEWWWX JeKapCTBEHHbIX
npenapaTos, HOPMaTUBHbIE NPABOBbLIE aKTbl WU WHbIE OOKYMEHTbI, ONpefensowme Mnopsaok okasaHus MeAMLUHCKON
MOMOLLN, UMW UCKITIOYEHUS Ero U3 yKa3aHHbIX NMepeYHs, aKToB N [JOKYMEHTOB.

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

nasa 2. NONHOMO4YUSA ®EAEPAIIbHbLIX OPFTAHOB VICI'IOHHVITEHbI:IOVI ~
BNACTW, OPTAHOB UCIMOJIHUTENBbHOWU BITACTU CYBBEKTOB POCCUNCKOU
®EOEPALINM NPU OBPALLEHUU NEKAPCTBEHHbIX CPEACTB

Cratba 5. lNonHomMoumsa egepanbHbiX OPraHoB MCMOMHWUTENBHOW BRacTv npu obpalieHnn neKkapCTBEHHbIX
cpeacTs

K nonHomounsam defepanbHbiX OpraHoB WUCMOMHUTENBHOW BracTv Mpu obpalleHuMn NeKapCTBEHHbIX CPEeACTB
OTHOCATCS:

1) npoBegeHne B Poccuiickon dPepepaummn eouHoOn rocydapCTBEHHOW MONUTUMKM B obnactn obecneveHus
nekapcTBEHHbIMY Npenapatamu rpaxaaH B Poccuiickon ®epepaumu;

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

2) yTBEpXOEHME OOWKMX apMakonenHblix cTaTer, apmMakonenHbIX CcTaTen, u3gaHue rocyaapCTBEHHOWN

dhapmakoneu, cozgaHue n BegeHne peectpa hapmakoneriHbIXx CTaHAapTHLIX 06pasuos;
(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3) ocylecTBneHNe rocyaapCTBEHHOrO KOHTpons (Hag3opa) B cdepe obpalleHnsi TeKapCTBEHHbIX CPEACTB;
(B peq. PepepanbHoro 3akoHa ot 25.06.2012 N 93-03)

4) nuueH3upoBaHME MPOU3BOACTBA fEKAPCTBEHHbLIX CPeAcTB U dapmaueBTUYECKON OeATeNbHOCTU B
COOTBETCTBUM C 3aKOHOAaTeNbCTBOM Poccunckon ®enepauum;

5) opraHusauma aKCNepTU3bl NIEKAPCTBEHHBIX CPEeacTB, 3TMYECKOW 3JKCMEepPTM3bl BO3MOXHOCTU MpPOBeOEeHUS
KNMMHUYECKOTO MCCIeAoBaHMs NIEKAapCTBEHHOro nNpenapara AN MeAULUMHCKOrO MPUMEHEHWs, 3KCMepTusbl OOKYMEHTOB,
NpeacTaBneHHbIX AN OnpederneHnss BO3MOXHOCTW paccMaTpuBaTb MEKapCTBEHHbIV npenapat Ans MegUUUHCKOro
NPUMEHEHNST NPWU FOCY4apCTBEHHOW perncTpaumm B kadectse opdhaHHOro fiekapCTBEHHOrO npenaparTa;

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

5.1) opraHusauunsa npoBeaeHNss KOMMIIEKCHOW OLEHKM NeKapCTBEHHOrO npenapara B Uensax NPUHATUS pelleHun o

BO3MOXHOCTM BKITHOMEHUS FEKAPCTBEHHOTO npernapata B MepeYeHb XWU3HEHHO HeOoOXOOMMbIX U  BaXKHEWMLUNX
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rniekapCTBEHHbIX NpenapaToB, HOPMAaTMBHbIE MPABOBbIE AKTbl U MHbIE JOKYMEHTbI, Onpeensitolime nopsgok okasaHust
MEeOULMHCKON MOMOLLIM UITN NCKITIOYEHUS €ro N3 YKa3aHHbIX NEePEeYHsi, aKTOB U JOKYMEHTOB;
(n. 5.1 BBegeH dPegepanbHbIM 3akoHOM 0T 22.12.2014 N 429-93)

6) Bbljaya paspelleHnii Ha npoBedeHMEe KIMMHUYECKMX WCCrefoBaHWui feKkapCTBEHHbIX MpenapatoB, BeAeHue
peecTpa BblAaHHbIX pa3peLleHnii Ha NPoBeAeHUE KITMHUYECKMX UCCrefOBaHNA NekapCTBEHHbIX NpenapaTos;

7) rocygapcTBeHHast peructpaumsi  JIeKapCTBEHHBIX MpenapaToB, BEAEHWEe TOCYLapCTBEHHOrO peecTpa
neKkapCTBEHHbIX CPeACTB;

8) opraHusauus n (unu) NpoBeaeHne NHCNEKTUPOBAHUS CyObeKTOB 0OpaLLieHMs TeKapCTBEHHbIX CPEACTB Ha
COOTBETCTBME NMpaBuiam Hagnexallien nabopaTopHON NPakTUKK, NpaBunamM Hagnexalen KNMHUYeCKon NpakTukm,
npaBunam Hagnexatliemn NpakTUKU XpaHeHUs: U NePEBO3KN NEKapCTBEHHbIX NpenapaToB, NpaBMnam Haanexatuemn
ONCTPUOBLIOTOPCKONM NPaKTUKK, NpaBuiamM Haanexallen anTeyqHon NpakTUKu;

(n. 8 B pen. ®enepanbHoro 3akoHa o1 22.12.2014 N 429-03)

8.1) opraHusaums n (unn) NnpoBedeHNe WHCMEKTUPOBaHUS CyObEeKTOB OOpalleHus NekapCTBEHHbIX CPeAcTB Ha
cooTBeTCTBME TpeboBaHMAM NpaBuIT Hagexallen NpoM3BOACTBEHHON NPaKTUKK, Bblgadva 3akmoYeHUn O COOTBETCTBUN
Npon3BOaMTENS NEKAPCTBEHHbIX CPeacTB TpeboBaHUAM NpaBmn Hagnexalen Npon3BoaCTBEHHOW NMPaKTUKWY;

(n. 8.1 BBegeH depepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

8.2) ycTtaHOBneHue nopsaka BeAeHWs U BedeHWe rocyfapCTBEHHOro peecTpa 3akryeHuin O COOTBETCTBUM
NpoM3BOAMTENS NTEKAPCTBEHHbIX CPEACTB TPeOOBaHUSAM NpaBuUI Haanexallen NPoOM3BOACTBEHHON MPAKTUKY;

(n. 8.2 BBegeH depepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

9) rocygapcTBeHHas permcTpaums yCTaHOBITEHHbIX NMPOU3BOANTENAMM NEKAPCTBEHHbBIX MpenapaToB NpeaenbHbIX
OTMNYCKHbIX LEH Ha XXU3HEHHO HEOOXOANMbIE N BaXXHENLLME NIEKAPCTBEHHbIE NpenapaTtbl U BeAeHWe rocy4apCTBEHHOro
peecTpa npeaenbHbIX OTMYCKHbIX LIeH NPOW3BOAMTENEN Ha NEeKapCTBEHHble npenapatbl, BKIKYEHHbIE B MNepeyeHb
XM3HEHHO HEOOXOANMbIX N BaXKHEMLLMX NEKAPCTBEHHbIX NpenapaTos;

9.1) cornacoBaHue NPOEKTOB PeLLEHWI OPraHOB UCTOMNHUTENBHON BriacTu cyobekToB Poccuickon ®egepaummn o6
YCTaHOBMEHUN U (UNN) U3MEHEHUN NpeaernbHbIX PAa3MEPOB ONTOBbIX Hagb0aBOK M MpefdernbHbIX Pa3mMepOB PO3HUYHbIX
HagbaBoK K (DaKTUYECKUM OTMYCKHbIM LieHaM, YCTaHOBIEHHbIM MPOW3BOAMTENSIMU JTIEKAapCTBEHHbIX NpenapaToB, Ha
NeKapcTBEHHbIE MpenapaTbl, BKKOYEHHbIE B MEPEYEHb XMU3HEHHO HEOOXOAWMBIX W BaXKHENLMX JIEKAPCTBEHHbIX
npenapaTos;

(n. 9.1 BBegeH PenepanbHbiM 3akoHOM OT 13.07.2015 N 241-03)

10) ycTaHoBnNeHWe nopsaka BBO3a feKapcTBEHHbIX cpeAcTB B Poccuitckyio  Pepepaunio M BbiBO3a
nekapcTBeHHbIX cpeacTB n3 Poccuinckon Pegepauuu;

(n. 10 B pea. PepepanbHoro 3akoHa o1 22.12.2014 N 429-03)

10.1) Bblga4va, yctaHoBReHne nopsiaka Bbigadn 1 opmMbl JOKYMEHTA, KOTOPbIN NOATBEPXKAAET, YTO NPOM3BOACTBO
nekapcTBEHHOro npenapara OCyLLECTBEHO B COOTBETCTBUN C TpeboBaHMAMM NpaBui Haanexatien npon3BoLCTBEHHON
NPakTUKK, U NOANEXUT NPEeACTaBneHWUo No TpeboBaHMIO YMONIHOMOYEHHOTO OpraHa CTpaHbl, B KOTOPYK BBO3UTCS
nekapCTBEHHbIV Npenapar;

(n. 10.1 BBegeH PepepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

10.2) BblZaya, ycCTaHOBMEHME MOPSAKa BblgadM u OpMbl OOKYMEHTA, COAEpXallero CBedeHMs O CTagusix
TEXHOSOrMYECcKoro npouecca nNPOM3BOACTBA JIEKAPCTBEHHOIO CcpeAcTBa ANd  MEAUUMHCKOrO  MpUMEHEHMS,
OCYLLECTBNSIEMbIX HA TeppuTopmMn EBpasninckoro aKOHOMUYECKOro CO3a;

(n. 10.2 BBepeH depepanbHbIM 3akOoHOM OT 22.12.2014 N 429-03, B pen. PepepanbHoro 3akoHa oT 13.07.2015 N
241-93)

11) co3gaHue cCoBETOB MO BONpOCaMm, CBA3aHHbIM C OOpaLLeHNEM NeKapCTBEHHbIX CPEACTB;

12) aTTecTaums n cepTuduKkaumsi CneLmanmcTos;

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

14) ocywecteneHune hapmakoHaa3opa;

(n. 14 B pen. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-03)

15) yyacTtue B MexayHapogHOM COTPYAHNYECTBE;

16) nonyyeHne No 3anpocam YMNONHOMOYEHHOro efeparnbHOro opraHa MCMOSIHUTENbHOW BRacTu OT OpraHoB
NCnonHUTENbHOM Bnactu cybbektoB Poccunckon depepauum, a Ttakke OT CyObekToB 0OpalleHus NeKkapCTBEHHbIX
CPEeACTB ANA MEOMUMHCKOrO NPUMEHEHUs MHgopMauum Mo BOMPOCaM YCTAHOBMEHWUST U MPUMEHEHMS LUEH Ha
nekapcTBeHHbIE NpenapaTbl N HaabaBoK K HUM;

17) npymeHeHe Mep OTBETCTBEHHOCTM 3a HapyLLeHne 3akoHogaTtenbctea Poccunckon ®enepauum;

18) yTBEpPXOEHME MpaBuWI Hagnexallen nabopaTtopHOM NPaKTUKK, NPaBUIT Hagnexallen KNMHUYECKON NpakTuKu,
npaBun Hagnexaiwlen Mnpon3BoACTBEHHONW MNpaKkTVMKK, MpaBui Hagmnexallen npakTUKU XpaHeHUs W MepeBO3KU
NEeKapCTBEHHbIX MpenaparToB, NpaBui Haanexawen OUCTPUOLIOTOPCKOW MpakTUKX, MpaBuil Hagnexailen anteyHown
NPakTUKW, MpaBUN Hagnexawlen npakTukM dgapMakoHaas3opa fekapCTBEHHbIX NpenapatoB AN MeLMLMHCKOro
NPUMEHEHNS;

(n. 18 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)
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19) ycrtaHoBneHve nopsaka (OpPMUPOBAHWUS PErMCTPALMOHHOIO [OCbe Ha JIEeKapCTBEHHbIM npenapar U
TpeboBaHWi K JOKYMEHTaM B €ro COCTaBE;

(n. 19 BBegeH depepanbHbIM 3aKkoHOM OT 22.12.2014 N 429-93)

20) yTBepxaeHue npaBun pauMoHanbHOrO Bblbopa HaMMEHOBAHMW  NEKapCTBEHHbIX npenapaToB  Ans
MEeOWLIMHCKOro NpUMeHeHus;

(n. 20 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

21) yTBEpPXXAEHNE NEPEYHS HAMMEHOBAHUIN NEKAPCTBEHHBLIX hOPM;
(n. 21 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

22) opmunpoBaHue peecTpa TUMOBbIX WHCTPYKUUA MO MELULUMHCKOMY MPUMEHEHUIO B3anMO3aMEHSEMbIX
nekapcTBEHHbIX NpenapaTos;

(n. 22 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

23) yTBepxaeHue TpeboBaHUM K UHCTPYKLMU NO MEAULIMHCKOMY MPUMEHEHUIO JIEKApPCTBEHHbLIX MpenapaTtoB U K
WHCTPYKLUN MO BETEPUHAPHOMY MPUMEHEHUIO NIEKapCTBEHHbIX NPEnapaTos;

(n. 23 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

24) pocypebHoe 3akpbiTe CaWToB, coaepXawnx WHPOPMAUMIO O PO3HMYHOW Mpodaxe OUCTAHLUMOHHBLIM
crnocobom, npeanoxeHue o npuobpeTeHnn ANCTaHUMOHHBIM CNOCOBOM, AOCTaBke OUCTaHLMOHHBIM cnocobom u (1nn)
nepenade U3MYECKOMY nNUUy OUCTAHUMOHHLIM  CMOCOOOM  NEKapCTBEHHbIX  NpenapatoB,  HAPKOTUYECKUX
nekapCTBEHHbIX NpenapaToB U MCUXOTPOMHbIX JIEKAPCTBEHHLIX NPENapaToB, 3a UCKITOYEHNEM CIy4YaeB, YCTaHOBMEHHbIX
MpaBsutenbctBOM Poccuiickon ®enepaunn.

(n. 24 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

KoHcynbTaHTlnoC: NnpuMmeyaHue.

MonoxeHust ctatb 5.1 pacnpocTpaHaTCA Ha NOIHOMOYMS dhedeparbHbIX OpPraHOB WCMONTHUTENbHONM BRacTw,
KOTOpble He NepefaHbl ANA OCYLEeCTBIIEHNSA OpraHam rocyaapCTBeHHON BnacTn cyobektoB Poccuiickon Pepepaumm u
opraHam MeCTHOro CaMOynpaBfieHNA COOTBETCTBYHOLLMMUN dheaepanbHbIMU 3aKOHaMMU.

Cratbsa 5.1. lepenaya ocyuwiecTBneHna nonHoOMouun denepanbHbIX OpraHoB WCMOMHUTENbHOW BRAcTn npu
obpalLeHnn NeKapCTBEHHbIX CPEACTB OpraHam MCMOSNTHUTENBHON BNacTh cyobekToB Poccuickon ®enepavumm

(BBepeHa depepanbHbiM 3akoHoM OT 13.07.2015 N 233-93)

MonHomouunst dbedepanbHbIX OpraHOB MCMOMHWUTENbHOW BracT npuv obpalleHUn neKapCTBEHHbIX CPEeACTB,
NpenycMOTpeHHble HacTosiwum PegepanbHbiM - 3aKOHOM, MOFyT nepefaBaThCA A1 OCYLLECTBMEHUA OpraHam
ucnonHuMTeneHon Bnactn cybbektoB Poccuiickon Pepepaumm noctaHoBneHusmu [lpaButensctBa Poccuiickon
depepaumm B nopsigke, yctaHoBrieHHoM PepepanbHbIM 3akOHOM OT 6 okTabpa 1999 roga N 184-03 "O6 obwmx
NpUHUMNax OpraHusaumm 3akoHodaTesnbHbIX (MpefcTaBUTENbHbLIX) W UCMOMHUTENbHBIX OPraHoB rOCYy4apCTBEHHOM
BnacTtu cybwektoB Poccuickon depepaummn”.

Cratbs 6. NonHoOMo4Uss OpraHoOB UCMONMHUTENBHOM BNactu cybvekta Poccuickon ®Pepepauumn npu obpalieHum
rneKkapCTBEHHbIX CpeacTB

K nonHomouusM opraHoB ucnonHuWTenbHon Briactu cybvekta Poccuiickon ®depepaumm npu obpalieHum
nekapCTBEHHbIX CPeACcTB OTHOCATCS:

1) paspaboTka ¥ peanusaums pervoHarnbHbIX Mporpamm obecnevyeHns HaceneHwst neKapCTBEHHbIMM
npenaparamu;

2) yctaHoBMeHne npeaesbHbIX pasMepoB ONTOBbIX HaAGABOK U NpederibHbIX Pa3MepoB PO3HWYHbLIX HagbaBoK K
haKTM4eCcKnM OTMYCKHbIM LileHaM, yCTaHOBIEHHbIM NPOM3BOANTENSAMU NEKAPCTBEHHBIX NpenapaToB, Ha NekapCTBEHHbIE
npenapaTbl, BKMOYEHHbIE B MepeYeHb XN3HEHHO HEOOXOAMMbBIX U BaXKHENLUMX NeKapCTBEHHbIX NpenapaTos;

3) ocylwiecTBneHne pernoHanbHOro rocyfapCTBEHHOro KOHTPOMS 3a MPUMMEHEHWEM LEeH Ha neKapCTBEHHble
npenaparbl, BK/IOYEHHbIE B MNEpeyYeHb XU3HEHHO HEeOoOXOOUMbIX W BaXKHEMLIMX TeKapCTBEHHbIX Mpenaparos,
opraHvM3auMsiMy ONTOBOW TOProBMnW, anTeYHbIMW OpraHusauusiMu, WHAMBMAYaNbHbIMW  NpeanpuHUMaTensamMu,
NUMEIOLLMMU NNLEH3NI0 Ha (hapMaLLeBTUYECKYO AeATeNIbHOCTb.

(B pen. PepepanbHoro 3akoHa ot 25.06.2012 N 93-03)

Mnaea 3. FOCYOAPCTBEHHAA ®APMAKONMEA
Cratbs 7. PaspaboTka 1 nsgaHve rocygapCTBEHHON hapmakonen, pasmeLleHne aHHbIX O Hel

1. lNoga rocyaapcTBeHHON hapmakoneein NoHMMaeTCs cBog obLmMX hapMakonenHblx ctaTten U apMakonenHbiX
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cTaTen.

2. PaspaboTka obuwmx bapMakonenHbix ctaTten n doapMakonerHbiX cTaTel, B TOM YMcne papMakonenHbix ctaTemn
Ha hapmakoneriHble cTaHA4apTHble 06pasLbl, 1 BKMOYEHME UX B FOCYAApCTBEHHYIO (hapMakonel OCyLIeCTBNATCA B
nopsigke, yCTaHOBIIEHHOM YMONIHOMOYEHHbIM (befeparnbHbIM OPraHOM UCTNOMNHUTENBHOW BRacTu.

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

3. PaspaboTtka dhapmakonenHom cTtaTbl Ha pedepeHTHbIN NEeKapCTBEHHbIA MpenapaTt M BKAOYEHWE ee B
rocyfapcTBeHHyo hapMakonelo B TeYeHWe cpokKa AENCTBUA 3aluTbl UCKIOYUTENBHOro npasa, YAOCTOBEPEHHOro
naTeHTOM Ha pedbepeHTHbIVM NekapCTBEHHBIN NpenapaT, OCYLLECTBAAIOTCA C cornacus ero paspaboTtyuka.

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

4. TocypapcTBeHHas hapmakoness wusgaeTcs YnorHOMOYEHHbIM dedeparnbHbiM - OpraHOM  UCMONHUTENBLHON
BMacTu 3a cyeT cpeAcTB heaepanbHoro 6ompxkeTa U NOANEXUT NepensiaHnsaM He pexe YemM OAMH pa3 B MATb JeT, B
nepuoa Mexay KOTOPbIMU M3OA0TCA MPUIIOKEHUS K [OCyAapCTBeHHOM dapmakonee, coepxawme obwme
dapmakonenHble ctatbn M (Mnun) apmakonenHole cTaTbW, YTBEPXOEHHbIE MNOCMe W34aHus unu nepevsgaHus
rocynapcTBeHHOM hapmakonen.

5. YnonHomMmoueHHbI doefeparnbHbld opraH UCMOMHUTENbHOW BriacTv pasMellaeT AaHHble O rocyfapCTBEeHHOM
hapmakonee 1 NPUNoXeHUsX K Hew Ha cBoeM odumumansHom cante B cetu "MHTepHeT" B yCTaHOBNEHHOM UM NOpPSAKe.

Masa 4. FOCYJAPCTBEHHbIW KOHTPOJ1b NMPU OBPALLEHUU
JIEKAPCTBEHHbIX CPEACTB

Cratbs 8. nVILI,eH3I/IpOBaHVIe npon3BoAcTBa JiIeKapCTBEHHbIX CpeacTB U (bapMaLJ,EBTVIHeCKOVI AeATeNIbHOCTU

1.  JlnueHsnpoBaHue nNpPOM3BOACTBA JI€KApPCTBEHHbIX CPeAcTB U dhapmaueBTUYECKON AesTenbHoCTH
OCyLLEeCTBMSETCH B COOTBETCTBUM C 3akoHoAaTenbcTBOM Poccuinckon Pegepaumm.

2. Obsi3aTenbHbIM YCrOBUEM NPELOCTABNEHUS NIULIEH3MM HA MPOU3BOACTBO JIEKAPCTBEHHbLIX CPEACTB SABMsSeTCH
NPUNOXeHVe K 3asiBNEeHNI0 ConckaTens NMMUEeH3nn nepeyHst nekapcTBeHHbIX popm 1 (unn) Buaos dapMaueBTUHECKNX
cybcTaHumnin, KOTOpble NPOU3BOAMTENb fNIeKapCTBEHHbIX CPeACTB HaMepeH NPoM3BOAUTD.

3. B cnyyae HeobxoAMMOCTM paclIMPEeHns MPOM3BOACTBA NEKApCTBEHHbIX CPeAcTB 3a CYeT  HOBbIX
nekapcTBeHHbIX popM 1 BUOOB dhapMaueBTUYECKUX CyOCTaHUWMA NPOM3BOAMTENb NEKapCTBEHHbIX CPeaCcTB AOIMKEH
NoMy4YnTb HOBYHO NIULEH3NIO Ha NPOM3BOACTBO fleKapCTBEHHbLIX CPeACTB.

Cratbsa 9. FocynapCTBEHHbIN KOHTPOSb (Haa3op) B cdepe obpaLleHns NekapCTBEHHbIX CPeACTB
(B pen. PegepanbHoro 3akoHa ot 25.06.2012 N 93-03)

1. FocygapcTBeHHbIN KOHTPOIb (HaA30p) B cpepe obpalleHns nekapCTBEHHbIX CPeACTB BKIOYaeT B cebs:

1) NMLEH3NOHHBIN KOHTPOMb B cdhepe NpOM3BOACTBA NEKapCTBEHHbIX CPEeACTB M B cdepe dapmaueBTUYECKON
OesATenbHOCTY;

2) degepanbHbIN rocy4apCTBEHHbIV HAA30p B chepe obpalleHns nekapCTBEHHbIX CPeACTB;

3) BbIDOPOYHBIN KOHTPOSb Ka4ecTBa fiekapCTBEHHbIX CPEACTB.

(n. 3 BBeaeH PegepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

2. JINLEeH3NOHHbIV KOHTPOIb B chepe Npou3BOACTBA MEKApCTBEHHbLIX CPedcTB U B cdepe dhapmaueBTUYeCcKom
0eATenbHOCTU OCYLLECTBASETCA YNONTHOMOYEHHbIMU dbefepanbHbiM OpraHoM WCMONTHUTENbHOW BriacTM M opraHammu
NCMNOMHUTENBHOW BriacTn cyobekToB Poccuickorn ®efepaLmm cornacHo X KOMMETEHUMU B Mopsigke, YCTaHOBIIEHHOM
depepanbHbiM 3akoHOM OT 26 aekabps 2008 roga N 294-03 "O 3awmuTe npaB HOPUANYECKMX MWL, U MHAMBUAYaNbHbIX
npeanpyHMMaTenen Npy OCYLLECTBNEHUN FOCYAApPCTBEHHOTO KOHTPONSA (Hagsopa) U MyHWUMNanbHOro KoHTpons", ¢
y4yeToM 0CoBEHHOCTEN OpraHu3aunm n NpoBeAeHUS NPOBEPOK, YCTaHOBMNEHHbIX PenepanbHbiM 3akoHOM oT 4 mas 2011
roga N 99-03 "O nuueH3npoBaHMM OTAENbHbIX BUAOB AeATENbHOCTM".

3. PenepanbHbIfl rOCyaapCTBEHHbI Haa3op B cdepe obpalleHnst nekapcTBEeHHbIX CPeACTB OCYLLEeCTBSeTCs
YNONTHOMOYEHHBLIMU hefiepanbHbIMKU OpraHaMu UCTMIONHUTENBHOW BiacTu (farnee - opraHbl rocy4apCTBEHHOIO Hag3opa)
COrIacHO MX KOMMETEHLMM B Nopsiake, ycTaHoBneHHoM [MpasuTtensctBom Poccuiickon degepaunn.

4. depeparnbHbI FOCyOapCTBEHHBIN Haa30p B cdepe obpallleHMs NieKapCTBEHHbIX CPeACTB BKOYaeT B cebs:

1) opraHmMsauuio 1M nNpoBeAeHVME NPOBEPOK cobnogeHus cybbekTamm obpalleHnst NeKapCTBEHHbLIX CPEACTB
YCTaHOBMEHHbIX HacTosAWmMM PefepanbHbiM 3aKOHOM U NMPUHATBIMA B COOTBETCTBUM C HUM WHBIMW HOPMAaTUBHBIMMU
npaBoBbIMK akTamu Poccuiickon Pepepaumm TpeboBaHMI K AOKITMHUYECKUM UCCNEL0BAHUSIM NIEKAPCTBEHHLIX CPeacT.,
KNMMHUYECKUM UCCNENOBaHUSM NIEKAapCTBEHHbLIX MpenapaToB, XpaHeHUo, NepeBo3ke, BBO3y B Poccuiickyto ®eaepaumio,
OTMYCKy, peanu3aumM JeKapCTBEHHbIX CpeAcTB, MPUMEHEHMIO F1EKAPCTBEHHbLIX MpenapaTtoB,  YHUYTOXEHMWIO
nekapCTBEHHbIX CPeACTB, a Takke cobniogeHust ynonHOMOYEHHbIMM OpraHamMu WCMOMHUTENbHOW BnacTn CyObekToB
Poccuiickon ®epepaumm MeTOOAMKM YCTAHOBMEHMS MNpeAenbHbIX pa3MepoB OMTOBbIX HagbaBoK M NpederbHbIX
pasmMepoB PO3HWUYHBLIX HaabaBOK K (aKTUYECKMM OTMYCKHbIM LieHaM, YCTaHOBIEHHbIM  MPOM3BOAUTENSMU
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neKkapCTBEHHbIX MPenapaToB, Ha JIeKapCTBEHHbIE Mpenapatbl, BKIOYEHHbIE B MEPEYEHb XXU3HEHHO HEeOobXoaUMbIX U
BaXKHENLLNX NlekapCTBEHHbIX NpenapaTtoB (ganee - oba3artenbHble TpeboBaHWs);

2) opraHusauuio 1 npoBeaeHre NPOBEPOK COOTBETCTBUSA NEeKapCTBEHHbIX CPeACTB, HAXOOALWMXCH B TPaXKaaHCKOM
obopoTe, ycTaHOBNEHHbIM TPEOOBAHMAM K UX KQ4eCTBY;

3) opraHusauuto 1 nposefeHne bapMmakoHaa3opa;

4) NnpuMeHeHWe B NopsiAKe, yCTaHOBMNEHHOM 3aKkoHoAaTenscTBOM Poccuiickon defepaumm, Mep Mo NpeceveHunto
BbISIBITEHHbIX HApYLUEHWI 0b6a3aTenbHbiXx TpeboBaHWUin 1 (MNN) yCTPaAHEHUIO NOCNEACTBMA Takux HapyLeHUR, B TOM
yncne NPUHATUE PELLEHNS O HaxOXOEHWM JEeKapCTBEHHbIX CpeacTB B obpalweHuu, Bbigadyy npegnucaHin ob
YCTPaHEHUN BbISIBIIEHHbIX HapyleHun obs3aTenbHbiXx TpeboBaHWi M MNpUBMEYEHWE K OTBETCTBEHHOCTU ML,
COBEPLUMBLUNX TaKNe HapyLUEHWS.

(vacTb 4 B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

5. ®egepanbHbIVi rocyaapCTBEHHbIM HaA30p B cchepe OOpalleHUss NeKapCTBEHHbIX CPEACTB OCYLLECTBISETCS B
nopsigke, yctaHosneHHoMm ®efepanbHbiM 3akoHOM OT 26 gekabpsa 2008 roga N 294-03 "O 3awmTte npaB lopuandeckmnx
iy 1M vHAMBWMZYyanbHbIX NpeanpuHUMaTtenen npu  OCyLeCTBEHMU TOCyAapCTBEHHOIO KOHTponsd (Hagsopa) wm
MYHMLMMANbHOrO KOHTpoONsa", ¢ y4eToM OCOGEHHOCTEN, YCTaHOBIEHHbIX HacTodAwen cTaTben. [lpegBapuTensHoe
corrnacoBaHue C opraHamu MpoKypaTypbl CPOKOB MpOBeAEHWs BHENNaHoBOW MpoBepkn cybbektoB obpalyeHus
NneKkapcTBEHHbIX CPeAcTB, a Takke npeasapuTenibHOE YBEAOMISIEHWE OPUAMYECKUX Nul, UHAUBUAYalbHbIX
npegnpuHMMaTeneit o Hadane NpoBedEHUsI 3TOM MpoBepkn He TpebyeTcs. OpraHbl MPoOKypaTypbl M3BeELlalTcs O
NpOBEAEHUN BHEMMAHOBOW MPOBEPKM CYyOBLEKTOB 0OpalleHus NEeKapCTBEHHBIX CPeACcTB MOCPEACTBOM HamnpaslieHus
COOTBETCTBYIOLUX OOKYMEHTOB B TeYeHWe Tpex paboyumx OHEW C MOMEHTa OKOHYaHWs MPOBEAEHUS YKa3aHHOW
BHEMMaHoBOW MPOBEPKM.

(vacTb 5 B peq. PeaepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

6. [JomkHOCTHble nuua opraHa rocygapCTBEHHOro Hag3opa B Nopsiake, YCTaHOBMEHHOM 3aKOHOOATENbCTBOM
Poccunckon degepaumm, UMeKOT npaeo:

1) nonyyaTb Ha OCHOBaHUN MOTMBUPOBAHHbIX MUCbMEHHbIX 3aMpPOCOB OT CyOBHEKTOB O0paLLeHnsi NeKapCTBEHHbIX
CPEACTB, OPraHoOB UCMOJIHUTENBHOM BNacTn cyobekToB Poccuiickon degepaumm n OpraHoB MECTHOIO CaMOyrNpaBiieHnst
OOKYMEHTbI M MHopMaLMIo No Borpocam obpalleHns nekapCTBEeHHbIX CPeacTB;

2) 6ecnpensaTCTBEHHO MO NpeabABreHnn CrnyxebHoro yaqocToBepeHns 1 Konum npukasa (pacnopshkeHus) opraHa
rocygapCTBEHHOro Hajsopa O Ha3HayeHuuM MpoBepkM noceliaTb UCMNOfMb3yemble  IpUAMYECKMMU  Nuuamu,
WMHOMBUAYaNbHLIMU NPEANPUHUMATENSAMA, ABMSIOWMMUCS CyObekTamn OOpalleHUs NeKapCTBEHHbIX CpeacTs, Npu
OCYLLECTBMEHUN CBOEWN AEATENbHOCTU TEPPUTOPWM, 34aHWS, MOMELLUEHUA U COOPYXEHUS B LENsX nNpoBefeHus
MEPONPUSATMIA MO KOHTPOSIO;

3) NnpoBoauTb OTOOP 0OPa3LOB NEKAPCTBEHHbBIX CPEACTB, NPeaHa3HaYeHHbIX OM1S peanu3auun u peanuayembixX
cybbektamm 0OpalleHnss neKkapCTBEHHbIX CPeacTB, AONA MNPOBEPKM MX KadecTBa, NPOBEAEHUS UCCNenoBaHWN,
ucnbiTaHW B COOTBETCTBMM C MpaBunamu otbopa oOpasuoB, YCTAHOBMEHHbIMW YMNOSIHOMOYEHHbLIM (hedeparbHbIM
OpraHoM UCMOMHUTENBHOW BNacTy;

4) BbligaBaTb cyObekTtam obpalleHust NeKkapCTBEHHbIX CPeACTB MNPEANUCAHWS O MPEeKpPaLLeHUN HapyLUEHWUN
0bs3aTenbHbIX TPEOOBaAHMI U 00 YCTPaHEHUN BISIBJIEHHBLIX HApyLUEHWI 00s3aTeNnbHbIX TPEOOBaHWIA;

5) HanpaBnATb B YMNOMHOMOYEHHbIE OpraHbl MaTepuarbl, CBA3aHHblE C HapyweHusMn o0bs3aTenbHbIX
TpeboBaHWi, AN peLleHns BONpoCoB O BO3BYXAEHUN YronoBHbIX AeN N0 Npu3Hakam NpecTynneHnn.

7. BbIGOPOYHEIN KOHTPOSb KAa4YecTBa NeKapCTBEHHbIX CPEACTB OCYLLECTBISAETCS YNONHOMOYEHHbIM (beeparbHbIM
OpraHoM UCMOMHUTENBHOW BNacT B yCTAHOBIIEHHOM UM MOPSAKE U BKIOYaeT B cebs:

1) o6paboTKy cBegeHui, B 06a3aTenbHOM Nopsake NpeaocTaBnsaeMbiX CyObekTamm oOpalleHns NnekapCTBEHHbIX
CPEeACTB, O cepusiX, MapTUsiX JIeKapCTBEHHbIX CPEACTB, MOCTynawwWmx B rpaxpaHckunm obopot B Poccuiickon
depepauuy;

2) otbop 0Opa3uoB NEKapCTBEHHbIX CPeACTB Yy CyObeKkToB obpalleHusi NeKapCTBEHHbIX CPeacTB B Lensix
NPOBEAEHUST MUCMbITAHUA HA WX COOTBETCTBUE TpeboBaHWAM HOPMaTUBHOW LOKYMEHTaLUUW WM HOPMAaTUBHbIX
[JOKYMEHTOB;

3) nNpuHATME NO pe3ynbTaTaM NPOBEAEHHbIX WCMbITAHUA PEeleHns O AanbHeneM rpaxaaHckom obopoTte
COOTBETCTBYIOLLErO NIEKapCTBEHHOIO CPeacTBa;

4) NpUHATUE YMONHOMOYEHHbIM beaeparnbHbiM OpraHoM UCMOSNHUTENBHON BracTu pelleHus O nepesoje
nekapCTBEHHOro CpeAcTBa Ha MOCEPUNHBIN BbIOBOPOYHLIN KOHTPOSb KayecTBa JeKapCTBEHHbIX CPEeACTB B Criyyae
NMOBTOPHOTO BbISIBNIEHUSI HECOOTBETCTBUS KAa4eCTBa NEKapCTBEHHOIO CPeAcTBa YCTaHOBMEHHbIM TpeboBaHusM n (Mpu
HeoOX0AMMOCTU) O NpoBepKe CyObekTa OOpaLLeHUs NekapCTBEHHbLIX cpeacTB. Pacxopgbl, CBA3aHHblE C NpoBeaeHVEM
NMOCEPUNHOro BbLIGOPOYHOTO KOHTPOMS KadecTBa JIEKAPCTBEHHbIX CPeAcTB, OMfayvMBaloTCs  MpPoOU3BOAUTENEM
nekapCTBEHHOro cpeacTsa Nubo gepxaTenem nnu BriagenbLeM pPerncTpauuoHHOro yAOCTOBEPEHUSA FEeKapCTBEHHOIO
npenapara.

(4acTb 7 BBegeHa PegeparnbHbIM 3akoHOM OT 22.12.2014 N 429-93)
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naea 5. PASPABOTKA, AOKITMHUYECKUE NCCNEOOBAHUA
NEKAPCTBEHHbIX CPEACTB, A TAKXE KNMHUWYECKWUE NCCNEOOBAHUA
JIEKAPCTBEHHbIX NPEMNAPATOB AJ1A BETEPMHAPHOIO NPUMEHEHUA

Cratbs 10. Pa3paboTka nekapcTBeHHbIX CPeacTB

1. PaspaboTka nekapcTBeHHbIX CpeacTB BKNoYaeT B cebsi MOMCK HOBbIX (hapMaKOMOrM4eckM akTUBHbIX BeLLEeCTB,
nocrnegyowee nlyyeHne UX neKapCTBEHHbIX CBOWCTB, AOKIMHWYECKME WCCMeAoBaHWs, pas3paboTKy TexHOMorunm
npon3BoacTBa hapmaueBTUYeckMx cybcTaHumn, pa3paboTky COCTaBOB M TEXHOMOMMA NMPOWM3BOACTBA NEKapPCTBEHHbIX
npenapaTos.

2. duHaHcoBoe 0becrneveHre pa3paboTKy NekapCTBEHHbIX CPEACTB OCYLLECTBMNSETCS 3a CHET:

1) cpeacTB dheaepansHoro SrooxeTa;

2) cpeacTB pa3paboTyMKOB fleKapCTBEHHbIX CPeacTB;

3) cpeacTB nponsBoAuTENel NekapCTBEHHbIX CPEACTB NMPU BbINOMIHEHWN Hay4YHO-MccredoBaTenscknx paboTt no
[0roBopy Mexay pa3paboTymMKoM fekapCTBEHHbIX CPeACcTB M NPOM3BOAMTENEM feKkapCTBEHHbIX CPEACTB;

4) NHbIX He 3anpeLleHHbIX 3akoHogaTenbcTBOM Poccuinckon egepaumm NCTOYHMKOB.

3. NpaBa pa3paboTunka nekapCTBEHHOro CPEACTBA OXPAHATCH rPaXXAAHCKUM 3aKOHOAATENbCTBOM.

Cratbsa 11. [oknnHnyeckoe nccnegoBaHue JIeKapCTBEHHOro cpeactea Aand MeguumMHCKOro npuMmeHeHuna

1. [JloknnHMYecKoe nccrnenoBaHne NeKapcTBEHHOrO CpeacTBa Ansgd MeguULUHCKOro NPMMEHEHUS NPOBOAUTCS NyTeEM
NnpuUMEeHeHnAa Hay4HbIX MEeTOOOB OUEeHOK B Uendx nonyyvyeHua [oKa3aTesibCTB 6e3OI'IaCHOCTI/I, KayectBa MU
3P PEeKTMBHOCTM NEKAPCTBEHHOIO CpeCcTBa.

2. [loknMHU4YecKoe uccrnefoBaHWe feKkapCTBEHHONO CPeAcTBa Ans MEeOULUMHCKOTO NMPUMEHEHWs NMpOBOAUTCS B
COOTBETCTBMM C MpaBunamMu Hagnexawen nabopaTopHOW  MpaKTUKW,  YTBEPXOEHHbIMA  YNOMHOMOYEHHbBIM
deaepanbHbIM OpraHoM UCNOSTHUTENBHOW BAcCTH.

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

3. D,J'Iﬂ opraHusaunn 1 npoBeaeHna OOKIMMHUYECKOro wuccrnegoBaHuUA JNeKapCTBeHHOro cpeactBa Ansd
MEeONLIMHCKOrO NPUMEHEHWS pa3paboTumKkn NeKapCTBEHHbIX CPEACTB MOryT MpMBMeKaTb Hay4HO-UccnegoBaTenbckue
opraHm3auum, obpaszoBarerbHble opraHvsaumm BbICLUErO obpa3soBaHus, nmetoLme Heobxoanmyto
MaTepuanbHO-TEXHUYECKYI0 6a3y 1 KBannuuUpoBaHHbIX CNeLManucToB B COOTBETCTBYOLLEN 06nacTh uccregoBaHus.
(B pea. PepepanbHoro 3akoHa ot 02.07.2013 N 185-93)

4. [loknnHu4eckoe nccrnegoBaHne NekapCTBEHHOTO CPeacTBa AN MEAULMHCKOrO MPUMEHEHUS MPOBOAUTCA MO
YTBEPXXAEHHOMY pa3paboTyYnKOM NEKAPCTBEHHOrO CpeacTBa NfaHy C BeJeHWEM MNpOTOKoNa 3TOro MccnegoBaHust U
COCTaBleHMEM OTYeTa, B KOTOPOM COAepXaTcs pesynbTaTbl 3TOr0 WCCELOBaHWA W 3aKIiOYEHWE O BO3MOXHOCTM
NpOBeAEHUS KITMHNYECKOIO NCCeoBaHNs NTEKapCTBEHHOIO Npenapara Ans MeanLMHCKOro NPUMEHEHMS.

5. lNMpoBegeHne MpoBepok COOMOAEHUS NpaBun Hagnexawen nabopaTopHOW MNPaKTUKM M MPaBOBbIX HOPM
NCMOMb30BaHNA XMBOTHBIX MNPV  MPOBEAEHUN [OOKIMHWYECKMX WCCMEOOBAHUM  fEeKapCTBEHHbIX CPeacTB  Ans
MeaQULMHCKOro npuMmeHeHuna ocywectBnaeTca ynosIHOMO4YEeHHbIM cpe,qepaanblm opraHomMm WUCMONMHUTENBHON BNacTu.

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

6. PesynbTaTbl OOKMMHMYECKOrO WCCNEAOBaHWS NEKApCTBEHHOro cpeacTBa Ans MeAMUMHCKOro MpUMeEHEHUs
MOryT ObITb MpeAcTaBfeHbl B YMNOMHOMOYEHHLIN (beaeparnbHblii OpraH MCMOSIHUTENbHOW BracTu B YCTAHOBIIEHHOM
nopsigke B LLeNsiX rocy4apCTBEHHOW perncTpauumn nekapCcTBEHHOro npenapara.

Cratbsn 12. [OKNMMHMYECKOE WCCREeOOBaHWE JEKapCTBEHHOrO CpeacTBa WU KMMHMYECKOE  MCCrefoBaHue
JleKapCTBEeHHOro npenaparta anda setepuHapHoro npuMeHeHus

1. JoknuHuuyeckoe wuccrnefoBaHWe NEKApCTBEHHOTO CPeACcTBa ANt BETEPUHAPHOrO NMPUMEHEHUS NPOBOAUTCS
NyTEM MPUMEHEHMsI Hay4HbIX METOAOB OLEHOK B LEnsX MOoNyYyeHuss [okasaTenbcTB 6e3onacHoCTH, KavecTBa M
3PPEKTMBHOCTU FEKAPCTBEHHOIO CPEACTBa, B TOM YWCME OMpedeneHusl cpoka ero BbiBeOEHUst W3 opraHusma
XMBOTHOrO, B LUenax obecrneveHnss 6e30MacHOCTM MPOAYKLUUM KUBOTHOMO MPOUCXOXAEHUS MNOCRe MNpUMeHeHust
COOTBETCTBYHOLLErNO NEeKapCTBEHHOro npenapara.

2. loknuHuyeckoe MccrnefoBaHWe NEKApCTBEHHOIO CPeAcTBa WM KMMHUYECKOE WUCCheoBaHWe NekapCTBEHHOro
npenapata Ansi BETEPUHAPHOrO MPUMEHEHUs!, uccrneaoBaHne OMO3KBMBANEHTHOCTM YKa3aHHOrO NeKapCTBEHHOro
npenaparta NpoBOASITCS B COOTBETCTBUM C MNpaBuiamu, YTBEPXAEHHBIMU YMNOMHOMOYEHHbIM deaepanbHbIM OpraHoM
MCMOMHUTENBHOW BMNacTy.

3. JoknuHnyeckoe MUccregoBaHUe JIeKapCTBEHHOrO CpeacTBa M KIMMHUYECKOe WCCrefoBaHWE NeKapCTBEHHOro
npenaparta Ansi BETEepPUHApHOrO MPUMEHEHUs MPOBOASATCH MO YTBEPXKOEHHOMY pa3paboTyMKOM NeKkapCTBEHHOro
CpeAcTBa NnaHy C BeAeHVWEeM MPOTOKOMNOB 3TUX WCCMEAOBaHWMA U COCTaBMEHUMEM OTHETOB, B KOTOPbIX COAEpXKaTcs
pe3ynbTaTbl 3TUX UCCNEAOBAHWIA.
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4. [1ns opraHnsauuun 1 npoBeaeHnsa JOKITMHMYECKOro UCCeaoBaHNA NIEKAPCTBEHHOIO CpeacTBa U KIMHUYECKOro
nccnegoBaHus NekapCTBEHHOMO NpenapaTta Afs BETEPUHAPHOro NpUMeHeHUsa pa3paboTymKk NekapCTBEHHOIO cpeacTea
MOXET NpuBreKaTb OpraHn3aunm, UMetLLmMe HeobXoaMMyI0 MaTepmanbHO-TEXHUYECKYD 6ady M KBanMuULMpPOBaHHbLIX
crneLman1cToB B COOTBETCTBYOLEN obnactu uccnegoBaHms.

5. KnuHuyeckue nccnegoBaHnsa nekapcTBEHHbIX MpenapaTtoB AN BETEPUHAPHOro MpPUMMEHEHUs NPoBOAATCS B
BeTEpPMHapPHbIX OpraHM3auusax U B OpraHu3auusax, OCYLLeCTBRSLWMX pasBefeHue, BblpallMBaHUe W coaepxaHue
>KMBOTHbIX, B LENSX:

1) ycTaHOBNEHNsA NEPEHOCUMOCTM NIEKAPCTBEHHLIX NpenapaToB 340POBbLIMMU XXMBOTHLIMMU;

2) nopgbopa onTuMarnbHbIX O03MPOBOK FIEKAPCTBEHHbLIX MpenapaTtoB U Kypca NeYeHUsi Ha KOHKPETHOW rpynne
XMBOTHbIX C onpeaeneHHbIM 3aboneBaHuem;

3) ycrtaHoBneHuss 6esonacHoCcT M 3EKTUBHOCTM NEKapCTBEHHOrO MpenapaTta, npeaHasHa4YeHHoro Ansi
neyeHust onpeneneHHbIX 3aboneBaHWA XMUBOTHbLIX, WU  3PGEKTUBHOCTM JIEKAapCTBEHHOro npenaparta Ans
NpodMnakTUKN 3ab0NeBaHNn 300POBbIX XXUBOTHbIX;

4) n3dyyeHnst BO3MOXXHOCTEWN pacCLUMPEHUs MokKasaHW K MPUMEHEHUIO 3aperMcTpMpOBaHHOIO J1eKapCTBEHHOMO
npenapaTa u BbISIBIEHUS paHEe HEM3BECTHbIX MODOYHbBIX AENCTBUN.

6. KnnHnyeckoe ncecnegoBaHne nekapCTBEHHOroO npenapara Ans BeTEPMHApHOro MPUMMEHEHUST OCYLLEeCcTBNsSeTCH
3a cyeT cpeacTB pa3paboTymnka nekapcTBEHHOro CPeacTBa.

7. OT4eTbl O pesynbTaTax [OOKMUHUYECKOrO WCCRNeAoBaHUA TNEeKapCTBEHHOro CpeacTBa U KIMHUYECKOro
nccnegoBaHMst NEKapCTBEHHOrO Mpenapata Afs BEeTEPMHaApHOro MPUMEHEHUS COCTaBATCS  pa3paboTynmKkom
neKkapCTBEHHOro cpeacTBa C y4eTOM 3aKM4YeHUn OpraHn3aunin, NPUHMMAaBLLKMX y4acTMe B opraHmMsaumm u nposeneHum
3TUX UCCNeaoBaHUN.

8. KoHTponb 3a npoBegeHMeM [OKIMMHUYECKUX WCCNeaoBaHUNA NEeKapCTBEHHbIX CPEACTB U KIMHUYECKUX
nuccnefoBaHUM NekapCcTBEHHbIX MNpenapaToB And BETEPUHAPHOro MPUMEHEHUSI OCYLLECTBMSETCS YNONHOMOYEHHbIM
denepanbHbIM OpraHoM UCNOSTHUTENBHOM BacTuU.

Maga 6. OCYLLECTBNEHUE FOCYOAPCTBEHHOW PETMCTPALIUA
NEKAPCTBEHHbIX MPENAPATOB

Crartbs 13. NocygapcTBeHHas perncrTpaunsi nekapcTBEHHbIX NpenapaTos
(B pen. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. B Poccunckon denepaumy O0MyckawTCs NPOU3BOACTBO, W3rOTOBIEHUE, XpaHeHue, nepeBo3ka, BBO3 B
Poccuiickyto depepaumto, BbiBO3 U3 Poccuiickon ®enepauun, peknama, OTnyck, peanusauusl, nepegada, npumMeHeHue,
YHUYTOXEHNE NEKAPCTBEHHbIX MPEnapaToB, €CMU OHU 3aperncTpypoBaHbl COOTBETCTBYHOLUUM  YMOMHOMOYEHHbBIM
denepanbHbIM OpraHoM UCMNONHUTENBHON BNACTHU.

(vactb 1 B peq. PenepanbHoro 3akoHa ot 13.07.2015 N 241-93)

2. [ocypapCTBEHHOW perncTpaumm nognexar:

1) BCe nekapcTBEHHbIE Npenaparthbl, Brepsble NoAnexalume Beoy B obpalleHne B Poccurickon ®eaepaunu;

2) nekapcTBEHHble Mpenaparbl, 3aperncTpupoOBaHHbIE paHee, HO MPOM3BEAEHHbIE B APYIrMX JeKapCTBEHHbIX
dopmax B COOTBETCTBUMN C NepeyHeM HaMMeHOBaHU NeKapCTBEHHbIX )OPM, B HOBOM AO3MPOBKE MpU JoKa3aTenscTee
€€ KIMHNYECKON 3HaYUMOCTU U 3PP EKTUBHOCTH;

3) HoBble KOMOUHALMWN 3apErnCTPMPOBAHHLIX PaHEE NIEKAapPCTBEHHbLIX NPenapaToB.

3. locynapcTBeHHasa perucTpaumsi nekapcTBEHHbIX NpenapaTtoB OCYLLECTBASEeTCS Mo pesynbTatam aKcrnepTusbl
nekapcTBeHHbIX CPecTB, a rocyfapcTBeHHas permctpauusa opgaHHbIX NeKapCTBEHHbIX MpenapaToB OCYLeCTBNSeTCs
no pesynbTatam 9KCNepTu3bl [LOKYMEHTOB, NPEeACTaBMEHHbIX ANs onpeaeneHns BO3MOXHOCTM paccmaTpuBaTtbh
nekapcTBEHHbIN NpenapaTt Ans MeAMLUMHCKOro NPUMEHEHWUs] MpU OCYLLECTBIIEHUN FOCYAApCTBEHHOW perucrpaumm B
KayecTBe opthaHHOro nekapcTBEHHOro Npenapara, U No pesynbTaTamM 3KCNEPTU3bl NEKAPCTBEHHbLIX CPEACTB.

4. TocypapcTBeHHast peructpauusi NekapCTBEHHOro  npenapata  OCYLIeCTBNAETCHS  COOTBETCTBYHOLLUM
YNOMHOMOYEHHbIM (peiepanbHbIM OpraHOM UCMOMHUTENbHOW BRacTV B CPOK, HE NPEBbILWALWMIA CTa WeCcTuaecaTu
pabounx OHeN CO OHS NPUHATUS COOTBETCTBYHLLErO 3asiBNEHUS O FOCYOapCTBEHHOW perucTpauuy feKapCTBEHHOMo
npenapaTta. B ykasaHHbI CpOK BKIlOYaeTCa BpeMsi, Heobxooumoe [Afsi MOBTOPHOINO MNPOBEOEHUST 3KCNepTU3bl
NeKkapCTBEHHOro cpeacTsa B COOTBETCTBMM CO cTaTbeln 25 HacToswero degepanbHoro 3akoHa. Cpok rocyaapCTBEHHOM
perncTpauum nekapcTBEHHOro npenaparta UCYUCIAETCS CO OHA MPUHATUS COOTBETCTBYIOLLUMM  YNONHOMOYEHHbIM
denepanbHbIM OpraHoM UCMOMHUTENbHOW BMACTW COOTBETCTBYIOLLErOo 3asiBeHUs O roCyapCTBEHHOW permcrpauumu
NekapCTBEHHOrO npenapara C MpUITOXKEHWEM HeoOXOoAMMbIX [OOKYMEHTOB MO [AeHb BblAayu pPerncTpaumoHHOro
yOOCTOBEPEHUSA JeKapCTBEHHOrO mnpenapaTta. Bpewmsi, Heobxogumoe f[ns  HanpaBneHust  YMOSTHOMOYEHHbIM
denepanbHbiM  OpPraHOM WCMOSIHUTENBHOM BMacTy 3anpoca O MpeAcTaBrneHMM HeobxoouMbIX MartepuarnoB U
npeacTaBneHns 3asiBuTesieM oTBeTa Ha AaHHbIA 3anpoc B COOTBETCTBUM cO cTaTbamu 16, 19 n 23 HacTtoswero
depepanbHOro 3akoHa, He YYMTbIBAaeTCs NPU UCYUCIIEHUM CPOKa roCyJapCTBEHHOM perucrpauumn nekapCTBEHHOro
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npenapara.

5. FocygapCTBEHHOW pernctpaumm He noanexar:

1) nekapcTBeHHble MnpenapaTbl, U3rOTOBMIEHHbIE aANTEYHbIMU OpraHM3auuMsMu, BeTepUHapHbIMK anTeYHbIMU
opraHusaumMsMn, MHAMBUAYanbHbIMU NpeanpuHMMaTensMu, KOTopble MWMEKT fUMUEH3UI0 Ha dapmaueBTUYECKYHO
OesTenbHOCTb, MO peLenTaMm Ha JekapCTBeHHble npenapatbl W TpeboBaHWSIM  MeOMUMHCKUX — OpraHv3auun,
BETEPUMHAPHbLIX OpraHn3aumi;

2) nekapCTBeHHbIE Npenaparbl, NpuobpeTeHHble uanyeckumm nuuamm 3a npegenamm Poccuickon ®egepauum n
npegHasHavYeHHble 518 NIMYHOrO UCTONb30BaHNS;

3) nekapcTBeHHbIE NpenapaTthl, BBO3uMble B Poccunckyto Pegepaumio onss okasaHuss MeAULMHCKOW MOMOLLM Mo
XU3HEHHbIM MOKa3aHUAM KOHKPETHOrO MauMeHTa Ha OCHOBaHWMM paspelleHusi, BblAAHHOMO  YMOMHOMOYEHHbIM
denepanbHbIM OpraHoM UCNONHUTENBHON BNAcTy;

4) nekapcTBeHHbIE CPeACTBa, BBO3MMble B Poccuiickyto Pegepaumio Ha OCHOBaHUN BblAAHHOMO YMOSTHOMOYEHHbBIM
denepanbHbIM OPraHOM UCMOSTHUTENBHOM BNAcTW paspelleHns M npegHasHadeHHble O51s NMPOBEAEHUS KITMHUYECKMX
NCCrefoBaHUM feKkapCTBEHHbIX MpenapaToB U (UNK) NpPOBEAEHUS 3IKCMEepPTU3bl NEeKapCTBEHHbIX CPeAacTB  Ans
OCYLLIECTBEHMS rOCYAapPCTBEHHON PErMCTpaLmm NeKapCTBEHHbIX NpenapaTos;

5) cbapmaueBTuyeckme cybctaHumm;

6) pagnodhapmaLieBTUHECKME NEKapCTBEHHbIE MpenapaThl, U3roTOBMEHHble HEMOCPEACTBEHHO B MeOULMHCKUX
opraHu3auusax B Nopsifike, yCTaHOBIEHHOM YNOMHOMOYEHHBIM dhedeparibHbIM OPraHOM UCMOSNTHUTENbHOW BNacCTK;

7) nekapcTBEHHbIE Npenapartbl, NPON3BOAMMbIE AN1A 3KCropTa.

6. He ponyckaetca rocygapcTBeHHas permcrpauus:

1) nekapCTBEHHbIX NpenapaToB, OTNNYAOLUXCS APYr OT Apyra KayeCTBEHHbIM COCTAaBOM AENCTBYOLLNX BELLECTB,
noJ 04UHAKOBbIM TOProBbIM HAMMEHOBaHUEM;

2) oOHOro nekapCcTBEHHOro npenaparta, BbiMyCKaemMoro npousBoauTeneM MoA4  pas’fMyHbIMW - TOPrOBbIMU
HaVMEHOBaHUSIMM 1 MNPEACTABMIEHHOrO Ha FOCYAApCTBEHHYIO perucTpauvio B Buae ABYX M Gonee nekapCTBEHHbIX
npenapaTos.

7. Mo 3anpocy (B 9nekTpoHHOW ¢opme mnm Ha GymMaxkHOM HocuTene) cybbekTa obpalleHusi NeKkapCTBEHHbIX
CPEeACTB COOTBETCTBYHLLUM YNOTHOMOYEHHBbIM dheepanbHbiM OPraHoM UCMOMHUTENBHOW BAcTU, OCYLLECTBASOWUM
roCyapCTBEHHYIO PEerncTpauuio NeKkapCTBEHHbIX MpenapaTtoB, B YCTAHOBMEHHOM WM MNOPSAAKE OCYLLEeCTBRseTCs
Hay4YHOEe KOHCYMNbTUPOBaHME No BONPOCaM, CBA3aHHbIM C NpoBeAeHUeM LOKITMHUYECKUX WCCREeLOBaHUN, KIMHUYECKUX
nccrnefoBaHUn NeKapCTBEHHbIX MpenapaToB, 3KCMEPTU3bl KavyecTBa JIEKAapCTBEHHbIX CPeAcTB, 3(dEKTUBHOCTN U
BesonacHoCTH, C OCYLLECTBIIEHNEM FOCY4apCTBEHHON perncTpaumMn nekapcTBeHHbIX npenapaTtoB. KoHCynbTMpoBaHue
OCyLLeCcTBMAETCHa C npuBredeHnem denepanbHbiX rOCY4apCTBEHHbIX OIOMKETHBIX YYpexaeHW, NoaBegOMCTBEHHbIX
OaHHoMY dhefepanbHOMY OpraHy UCMONTHUTENBHOM BACTM U HE YYaCTBYHOLUMX B OpraHmM3aLmMm NpoBeAEHUS SKCNEPTU3bI
KayecTBa NeKapCTBEHHbIX CPEACTB B LieNsX OCYLUECTBNEHUS MX rOCyapCTBEHHOM perncrpaumm B COOTBETCTBMM CO
ctatben 16 Hactoswero ®deaepanbHOro 3akoHa, B Buae OTBeTa B MNUCbMEHHOW dopMe  YNOSTHOMOYEHHOro
defepanbHOro opraHa UCMONTHUTENBHON BNAacTh Ha 3anpoc. Paamep B3vMaeMown ¢ 3asBUTENS NnaTtbl onpeaensieTcs B
COOTBETCTBMM C 3akoHoAaTenbCcTBoM Poccuiickon ®egepauum 06 opraHnsaumn npefocTaBrieHnst rocy4apCTBEHHbIX Y
MyHUUMIanbHbIX ycnyr. MHdopmaums 06 ocyLLecTBNEHUN HayYHOrO KOHCYNbTUPOBAHWS, B TOM YMcne cTatby, 0030pbl,
CrnpaBoYHble MaTepuarnbl U1 UHAA MHGOpPMauus 06 OCYLIECTBNEHUM HAYYHOrO KOHCYNbTUPOBaHMS, pasMellaeTcsl Ha
odmumanbHOM canTe YNonHOMOYEHHOro dedeparnbHOro opraHa WCMOoMHUTENbHOW Bnactu B cetn "MHTepHeT" ¢
cobntogeHneM orpaHMYeHNn, YCTaHOBIEHHbIX 3aKOHOA4ATENLCTBOM O MEPCOHArNbHbBIX AAHHBLIX, KOMMEPYECKON W (Mnn)
rocy1lapCTBEHHOW TanHe.

8. N'ocypapcTBeHHas perncTpaums NekapCcTBEHHbIX NPenapaToB, KOTopble MpefHasHayeHbl ANs NPYMEHEHUS B
YCINOBUSIX BOEHHbIX OENCTBUN, Ype3BblYaiiHbIX CUTyauui, NPOMUNAKTUKM U feYyeHns 3aborneBaHni U MNOpaKeHun,
NoNnyYeHHbIX B pe3ynbTaTe BO34ENCTBUS HEBNMAronpusiTHbIX XMMUYECKNX, BUONOrMYecknX, pagmaLMoHHbIX ¢akTopoB, U
paspaboTaHbl N0 3agaHuio dhefepanbHbIX OPraHoB UCMONHUTENBHOW BNAcTU, YNOMIHOMOYEHHbLIX B Oobnactun o6OopOHbI
cTpaHbl 1 6e30NacHOCTM rocygapcTBa, OCYLLECTBNSETCA B MNopsigke, YCTaHOBMEHHOM [lpaButenbcTtBoM Poccuickon
denepaumm.

Cratbs 14. NpuHUMNBI SKCNEPTU3bI TEKAPCTBEHHLIX CPEACTB
(B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. SKcnemeaa NEKapCTBEHHbIX CpeaCcTB OCHOBbLIBAETCA Ha NpuHUMNax 3akoOHHOCTH, cobntogeHns npae un cBobon
yenioBeka U rpaxgaHuHa, npas punandyeckoro nuua, He3aBUCUMMOCTU 3KChnepTa, 00BEKTMBHOCTH, BCECTOPOHHOCTUN U
NOSIHOTLI  MCCreaoBaHni, npoBoAuUMbIX C UCMNOJSIb3OBaHMEM COBpPEMEHHbIX OOCTKEHUN HaykKn U”U TEeXHUKMN,
OTBETCTBEHHOCTU cpe,qepaanoro rocynapcCrtBeHHOro OlookeTHoro ydypexnoeHma no npoBeaeHuo  3KCNepTusbl
JleKapCTBEHHbIX CpeaCTB U 3KCNEepPTOB 3a NpoBegeHne N Ka4eCTBO 3KCNepTu3bl.

2. 3KCI'IepTI/133 NeKapCTBEHHbIX NMpenapaTtoB Anda MeguumMHCKOro npuMmeHeHnA BKNo4YaeT B cebs:
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1) aKcnepTU3y AOKYMEHTOB, NpeacTaBfeHHbIX AN onpeaeneHnsl BO3MOXHOCTM paccMmaTpvBaTb NEeKapCTBEHHbI
npenapar a/si MeAULIMHCKOTro NMPUMEHEHNUS MPY OCYLLECTBIIEHUN rOCYAAPCTBEHHON pPerMcTpaummn B kadecTee opgaHHOro
NeKkapcTBEHHOTO Npenapara;

2) 3KcnepTu3y NpennoXeHHbIX MEeTOOOB KOHTPONs KadyecTBa fekapCTBEHHOrO cpeactBa WM KavecTea
npeacTaBrieHHbIX 06pasLoB MeKkapcTBEHHOro CpefcTBa C MCMONb3OBaHWMEM 3TUX MeTodoB (Janee - 3KcnepTusa
KayecTBa NiekapCTBEHHOrO CpeacTBa);

3) aKcnepTM3y OTHOLLEHWS OXMaAaeMoN NoJib3bl K BO3MOXHOMY PUCKY NMPUMEHeHUs1 NekapCcTBEHHOro npenapara.

3. OKcnepTusa NeKapCTBEHHbIX MpenapaToB Ans BeTEpPUHAPHOTO MPUMEHEHWsT BKMoYaeT B cebsa akcnepTusy
Ka4yecTBa NekapCTBEHHOTO CPEACTBA U 3KCNEPTU3Y OTHOLLEHMUS OXUAAEMOM NOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS
NekapcTBEHHOTro npenapara.

Cratba 15. CDe/J,epaanoe rocyoapCrtBeHHoOe OropxeTHOE ydypexaeHne no nposefeHuo  3KCnepTu3bl
JIeKapCTBEHHbIX CpeacTB

OkcnepTn3a NekapCTBEHHbIX CPEACTB NPOBOAMTCH hefepanbHbIiM FOCYAapPCTBEHHbBIM BOIKETHLIM YUpPEXAEHNEM
COOTBETCTBYHLLErO YNONIHOMOYEHHOro dheieparnibHOro opraHa UCNoMHUTENbHOW BNAcTu, CO3AaHHbIM Anst obecneyeHus
WCMONHEHNsI MONMHOMOYMI 3TOro hegepanbHOro opraHa no Bbigade paspelleHWin Ha NpoBeAeHMEe  KIMHUYECKMX
nccnenoBaHWin NeKapCTBEHHbIX NPenapaToB U (MKM) MO FOCYAapCTBEHHOW PErncTpauuv NekapcTBEHHbIX MpenapaTtoB
(Danee - akcnepTHOEe yuypexaeHue).

Cratbsa 16. OpraHusaunsi npoBedeHns 9KCNepTU3bl NEKAPCTBEHHbIX CPeacTB
(B pea. PegepanbHoro 3akoHa oT 22.12.2014 N 429-93)

1. OkcnepTusa nekapCTBEHHbLIX CPeaCcTB MNPOBOAMTCS KOMUCCUEW 3KCMEPTOB 3KCMEPTHOro  yupexaeHus,
Ha3Ha4YeHHOW ero pykoBoAUTENeM, Ha OCHOBaHWW 3alaHUs Ha MpOBeAEeHWe 3KCMNepTU3bl NeKapCTBEHHOro CpeacTBa,
BblAAHHOIO YMONMHOMOYEHHbLIM edepanbHbIM  OpPraHoM UCMOMHUTENbHOW BracTu. PykoBoauTENb  SKCMEPTHOro
yupexgeHus obecnevmBaeT Haanexallee npoBedeHVe IKCNepTu3bl NeKapCTBEHHbIX CPeAcTB B COOTBETCTBUMM C
3agaHveM, BblAaHHbIM YNONHOMOYEHHbIM hefepanbHbiM OPraHOM UCMOMHUTENbHOW BNACTU, U OpraHn3yeT MOAroTOBKY
CBOJHOrO 3aKIYeHUs 3TOM KoMnceun. B coctas 9TON KOMUCCUM MO PELLEHUIO PYKOBOAMUTENS IKCNEPTHOIO yYpexaeHus
MOryT ObITb BKIMOYEHbI B KAYECTBE IKCNEPTOB NMLa, He paboTawlme B OAHHOM 3KCMEPTHOM YYPEXOAEHWU, €ecriv ux
crneumanbHble 3HaHWS HEOOXOAMMbI ONS MNPOBEAEHUS 3KCNepTM3bl U TakMe 3KCMepTbl OTCYTCTBYOT B OAHHOM
3KCNEPTHOM YUpeXaeHUN.

2. 3KkcnepToM MO NPOBEAEHMWIO 3KCMepTU3bl NEKapCTBEHHbIX CPeACTB SABMASETCA aTTeCcTOBaHHbI paboTHUK
3KCMEPTHOMO  yYpexaeHus, KOTOpbIn MMeeT BbiCllee MeguuumHckoe,  dapmMaueBTudeckoe, Buonorudeckoe,
BeTEepUHapHoOe Wnn XxuMMudeckoe oOpasoBaHMe W MPOBOAUT 3KCMNEPTU3Y JEKApCTBEHHbIX CPeACTB B MOpsake
NCMNOSHEHNSI CBOUX OOMMKHOCTHBIX 06513aHHOCTEN (aanee - aKkcnepr).

3. MNpu npoBegeHUN 3KCNEpPTU3bl NEKAPCTBEHHbLIX CPEACTB 3KCMEPT HEe MOXET HaxoguTbCs B KakKoOM-rmbo
3aBMCMMOCTU OT fMua, Ha3Ha4YMBLUEro 9Ty 3KCNepTudy, pas3paboTymka neKapCTBEHHOro cpeactsa WU Apyrux
3aUHTEpPEeCOBaHHbIX B pe3ynbTaTax SKCnepTuabl nu.

4. lNpwn npoBegeHM aKCNepTU3bl NeKapCTBEHHbIX CPEACTB He AonyckaeTcs uctpebosathb y 3asaBuTens NMbo MHbIX
nvy, matepuansl, Heo6xoaMMble AN NPOBEAEHNS 9KCnepTusbl. B cnyyae He4oCTaTOUHOCTU NPEACTaBMNEHHbIX AKCNepTy
MaTepuanoB AMS Aa4yu 3aKIHOYEHNsT SKCNEPT CTaBUT BOMNPOC O NPEeACTaBNEHMN eMy HeOOXoOuMbIX MaTepuanoB nepes
pyKOBOAMTENEM 3KCNEPTHOTO yYpexaeHusl, KOTopbIn obpallaeTcs ¢ COOTBETCTBYIOLUM 3arpoCOM B YNOSIHOMOYEHHbIN
denepanbHbIi opraH UCMOMHUTENBHOW BNacTu, Bbl4aBLUMW 3afjaHWe Ha NpoBeAEeHWe IKCMepTU3bl fleKapCTBEHHOro
cpeacTBa. YKasaHHbIn hedepanbHbIi OpraH UCMOSNTHUTENbHOM BNacTM B TeYEeHMe NSt pabouMx OHEeW Cco  OHS
NOCTYNIIeHNA 3anpoca PYKOBOAUTENS 3KCMEPTHOro ydpexaeHus HanpasnseT 3asBuTento 3anpoc O npeacTaBreHuu
HeobxoaMMbIX MaTepuanoB. [aHHbl 3anpoc MoxeT ObiTb nepedaH YNOfIHOMOYEHHOMY MNpeacTaBUTENO 3asiBUTENS
NMYHO NoA pacnucKy, HanpasfneH No MoyTe 3akasHbiM MUCbMOM UMW nepefaH B 3MNeKTpoHHoW dopme no
TenekoMMYHWKaLMOHHbLIM KaHanam cBA3u. B criyyae HanpasneHusa gaHHOro 3anpoca no noyte 3akasHbiM MUCbMOM OH
cunTaeTcs NOoMyvYeHHbIM N0 UCTEYEHUN LLECTU AHEN C AaTbl HanpaBneHnsa 3akasHoro nucbma.

(vacTb 4 B pen. PenepanbHoro 3akoHa ot 25.11.2013 N 317-93)

4.1. 3asButenb o00sA3aH npeacTtaBUTb OTBET Ha 3anpoc  YMNONHOMOYEHHOro dhedepanbHOro opraHa
WCMONHUTENBHON BNactu B CPOK, He MNpeBbllialWwmiA AeBsHOcTa paboyunx OHEW CO  OHA  ero  MnoryyYeHwus.
YNonHOMOYEHHbIN dheaepanbHbIii OpraH UCMOMHUTENLHOW BracTy, BblAaBLUMA 3alaHWe Ha NpoBedeHue IKcrnepTusbl
nekapCTBEHHOrO CPEACTBa, B TEYEHME NATM pabounx OHEN CO OHS MOCTYMNEHUA OT 3asBUTENs OTBETa Ha [aHHbIN
3anpoc HanpaenseT Takon OTBET B 3KCNEpPTHOE yypexaeHue. B cnyyae HenpeactasneHUs MO UCTEYEHUU AeBsiHOCTa
pabounx OHen 3asBWUTEnemM OoTBeTa Ha [AaHHbli 3anpoc YNOMHOMOYEHHbIM dedeparnbHbIi OpraH WCNOMHUTENBHON
BMNacTu, BblAaBLWINI 3aaHVe Ha NPOBEAEHNE IKCMEPTU3bI NEKapCTBEHHOIO CPeACcTBa, B TeYeHne nAtu pabounx OHewn
HanpasnsaeT B 3KCNEPTHOE y4ypexaeHne yseJoMIeHne O HenpeacTaBneHny 3agasmntenem oTBeTa Ha 3anpoc ykasaHHoro

KoHcynbTanTlNKoC

www.consultant.ru Crpanuua 15 13 69
HaeXHas npaBoBas noaaepXxkKa



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

®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapcTBeHHbIX cpeacTs"”

(c usm. u gon., BCTYN....

[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHnus: 09.03.2017

opraHa. Bpewmsi co oHA HanpaBneHusi 3anpoca 3KCMEpPTHOrO YYpeXaeHus B YMNOSIHOMOYEHHbIM (hedeparnbHbli OpraH
WCMOJTHUTENBHOM BNACTU OO OHS MONyYEeHUs1 3KCMEPTHbIM Y4YpeXaeHMem OTBEeTa Ha 3anpoc WM YBEAOMIIEHUS O
HenpeacTaBneHMM OTBETa Ha 3anpoc He y4YUTbIBAETCA MNPU  UCYUCNEHUN CpPOKa MNPOBEAEHUS  3KCMepTu3bl
neKkapcTBEHHOro CpeacTaa.

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

5. 3kcnepT npu NpOBEOEHUN MOPYYEHHOW €My PYKOBOAWUTENEM IKCMEPTHOrO YYpPEXOeHUst 3IKCnepTusbl
NeKapCTBEHHOro cpeacTBa 00si3aH:

1) npoBecTn norHoe uccnegoBaHMe NpeacTaBlEHHbIX eMy ODOBbEKTOB, mMaTepuarnoB, gaTb OOOCHOBaHHOE W
OOBEKTMBHOE 3akfiodeHMe MO MOCTaBIEHHbIM MNeped HUMM BOMpocamM WM MOTUBMPOBAHHOE  3aKOYeHue o
HEBO3MOXHOCTU MPOBEAEHNSA UM SKCNEPTU3bl NEKAPCTBEHHOIO CPEACTBa, €CNU MNOCTaBMEHHbIE BOMPOCHI BbIXOAAT 3a
npeadenbl cneumnanbHbIX 3HaHUIA 3KkcnepTa, 06bekTbl UCCIeA0BaHNA U MaTepuanbl HENPUIoAHbI N HEAOCTATOYHbI OIS
NpOBEAEHUS UCCNESOBAHWI U Aa4n 3aKNoYeHNsi MO0 COBPEMEHHbIV YPOBEHb Pa3BUTUS HAyKW HEe MO3BOMSET OTBETUTb
Ha NoCTaBIIEHHbIE BOMPOCHI;

2) He pasrnawatb CBeAeHUs, KOTOpble CTanM eMmy MW3BECTHbl B CBS3W C MNPOBEAEHMEM  3SKCMEpPTU3bl
NEKapCTBEHHOrO CPEeACTBa, a TakKe CBEeOEHUsl, COCTaBMsLWME TFOCYAapCTBEHHYH, KOMMEPYECKYID WU  UHYHO
OXpaHseMyHo 3aKOHOM TaliHy;

3) obecneunTb COXpaHHOCTL NPEACTaBNEHHbIX OO BLEKTOB UCCIEAOBAHMI U MaTepuanos.

6. QkcnepT He Bnpaee:

1) NpoBOAWTL 3KCMEPTU3Y NEKAPCTBEHHOIO CPEACTBA MO 0OpaLLeHN0 HEMOCPEACTBEHHO K HEMY OpraHu3aumn unm
duM3nYeCcKmxX nuu;

2) caMocToATeNbHO cobmnpaTtb MmaTepuansl ANg NPOBEAEHNS] SKCNEPTU3bl NIEKAPCTBEHHOrO CPEACTBa;

3) NpoBOAUTL SKCMEPTUIY NEKAPCTBEHHOMO CPeACTBa B Ka4eCTBE HEroCYyAapCTBEHHOrO 3KcnepTa.

7. B cnyyae HeobxoaMMOCTUM 3KCMePT BNpaBe Xo4aTancTBOBaTh Nepes pyKOBOAUTENEM SKCMEPTHOMO YYpeXaeHUs
O MPVBNEYEHNM K NPOBEOEHMIO SKCNEPTU3bI NTEKAPCTBEHHOIO CpeacTBa APYrvX SKCNepPTOB.

8. Kaxgbin akcnepT, BXOASLIMA B COCTaB KOMWCCUWM 3KCMEPTOB, KOTOPOW MOPYYEHO MNPOBEAEHME IKCNEepTU3bl
NEKapCTBEHHOrO CpeAcTBa, HE3aBMCUMO U CaMOCTOSITENIbHO MPOBOAUT WCCMEAOBaHUS, OLEHMBaeT pe3ynbTaThl,
NONyyYeHHbIE UM FIUYHO N OPYrMMM 3KcnepTamu, U1 opMynupyeT BbIBOAbl OTHOCUTENbHO MOCTABMEHHbIX BOMPOCOB B
npegenax cBoux crnewmarnbHbIX 3HaHUN.

9. PesynbTaThl 3KCNEPTU3bl NEKapCTBEHHOrO cpeactsa oopMNATCA 3aKyYeHneM KoMmMccum akcnepTtos. B
3aKIMYEHNM KOMUCCUN IKCMEPTOB YKa3blBAOTCHA NEpPeYeHb UCCrefoBaHUN, 00beM MNPOBEAEHHbBIX KaXKObIM 3KCMEPTOM
nccrnefoBaHUi, YCTaHOBMEHHbBIE KaXKabIM U3 HUX hakTbl U caeNnaHHble B pe3ynbTaTe UCCrefoBaHui BbIBOAbI. JKCNepT,
MHEHWE KOTOPOro He COBMagaeT C PeLleHNEM KOMMUCCUM 3KCMEPTOB, BrpaBe Bblpa3nTb CBOE MHEHWE B MUCbMEHHOMN
dopme, KOTopoe NPUOBLLIaeTCst K 3aKMOUYEHNI0 KOMUCCUN SKCNEPTOB.

10. 3OkcnepThl, BXogsWMe B COCTaB KOMUCCUM, NpenynpexgalTcs 06 OTBETCTBEHHOCTUM B COOTBETCTBUM C
3akoHogatenbcTBOM Poccuiickorn ®Pepepauum  3a  gady  3aknueHusl, cogepXkawero HeobOOCHOBaHHblE UMK
danbcmdnLMpOBaHHbIE BbIBOAbI, O YEM OHU AAt0T NOAMUCKY.

11. OnpegeneHne ypoBHsi NpodeCCUOHarnbHOM NOArOTOBKN 3KCMEPTOB U aTTecTauMs MX Ha npaBoO MpoBefeHus
3KCMNEepPTM3bl NEKAPCTBEHHbIX CPEACTB OCYLLECTBIIAOTCA 3KCNEPTHO-KBANMMUKALMOHHBIMM KOMUCCUSIMU B MOpsiaKe,
YCTAHOBMIEHHOM COOTBETCTBYHLUUM YMOMHOMOYEHHbIM hbeaeparnbHbIM OpPraHoOM WUCMOMIHUTENBHOM BnacTu. YPOBEHb
npoceccnoHansHON NOAroTOBKN 3KCNEPTOB NOAMEXUT NEPECMOTPY YKa3aHHbIMU KOMUCCUSIMU HE pexe YeM OOWH pa3 B
nATb neT.

12. MNMpaBuna npoBeaeHUs IKCNepPTU3bl NTEKAPCTBEHHbIX CPEACTB U OCOBEHHOCTN 3KCNEepPTU3bl OTAENbHbLIX BUOOB
nekapCTBEHHbIX MpenapaToB (pedepeHTHbIX NEKApPCTBEHHbIX MNpenapaToB, BOCMPOU3BEAEHHbIX EeKapCTBEHHbIX
npenapaTtoB, OWOMOrMYEeCKNMX IeKapCTBEHHbIX npenapaToB, OumoaHanoroBbix (OMONOOOGHbLIX) JFEKAPCTBEHHbIX
npenapatoB (6uoaHanoroe), roMeonaTU4YEeCKMX JEKAPCTBEHHLIX MNPENapaToB, JIEKAPCTBEHHbIX PaCTUTENbHbIX
npenapaTos, KOMBMHaLUA NekapCTBEHHbIX NpenapaTtoB), PopMbI 3aKMOYEHUI KOMUCCUM SKCMEPTOB yCTaHaBNMBaOTCH
COOTBETCTBYIOLLMM YNOMHOMOYEHHbIM dheaepanbHbiM OpraHoM UCNONMHUTENBHOW BNAcTuU.

(vactb 12 B peq. ®enepansHoro 3akoHa oT 22.12.2014 N 429-93)

Cratbs 17. [Nogaya n paccCMOTpPeHNE 3asiBNIEHNSA O TOCY4ApPCTBEHHOW pernctpauumn NekapCTBEHHOro npenapara
ana setTepuHapHoOro npuMeHeHus

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

1. OAna rocygapCTBEeHHOW perncrpaumm nekapcTBEHHOro npenapata Ans  BeTepUHApHOro  MNpYMeHeHUs
pa3paboTynK Takoro JeKapCTBEHHOrO Mpenapata WM ynosIHOMOYEHHOE MM Apyroe topuandeckoe nvuo (ganee B
HaCTOsILLEN CTaTbe - 3asdBUTESNb) NPEACTaBNAET B YNOJTHOMOYEHHLIN heaeparnbHbIi OpraH UCMOSIHUTENBHOW BNacTw,
OCYLLECTBSOLUNA rOCYAapCTBEHHYO PErMCTPaLUIO NTIEKAPCTBEHHbIX NPENapaToB A1 BETEPMHAPHOrO MPUMEHEHUs, B
3NEKTPOHHON bopme MM Ha OyMaXHOM HOCUTenNe 3asiBfieHMe O roCygapCTBEHHOW perucTpauum fiekapCTBEHHOMO
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npenapata Ans BETEPMHAPHOrO MPUMEHEHUSA, a Takke B MoOpsgKke,  YCTAHOBIIEHHOM COOTBETCTBYOLLUM
YMNOSTHOMOYEHHBbIM dhedeparnbHbIM OpPraHOM WCMOINTHUTENBbHOW BIAcTW, B 3fIEKTPOHHOW ¢hopMe mnm Ha GymMakHOM
HocuTene HeobxoaMMble JOKYMEHTbI, N3 KOTOPbIX POPMUPYETCHA PErMcTpaLMOHHOE JOChE Ha NIEKAPCTBEHHbIN npenapaT
ONs1 BETEPUHAPHOro NPUMEHEHUS.

2. B 3aaBneHnn 0 rocygapCcTBEHHOW perucTpauumn nekapcTBEHHOro npenapaTa Ansl BeTepUHAPHOro MpUMeEHeHUs
YKa3bIBalOTCS:

1) HaumeHOBaHVWe W agpec 3asBuUTens, pa3paboTyMka M NpPOU3BOAUTENS JEKAPCTBEHHOro mnpenapata Ans
BETEPMHAPHOIO MPUMMEHEHMST U agpec MecTa OCYLEeCTBMEHUA MNPOM3BOACTBA JIeKapCTBEHHOro mnpenapaTta Ans
BETEPMHAPHOrO MpPUMEHEHUs (B Criydyae Hanuumsi HECKOJSIbKMX YYaCTHMKOB Mpouecca Mpou3BoAcTBa HeobXoanmo
yKasaTb KaXX4oro u3 Hux);

2) HaMMeHOBaHWe feKapCTBEHHOro npenapata Ana  BeTepuHApHOro  MNpuMMEHeHus1  (MexayHapoaHoe
HenaTeHTOBaHHOE, UMW FPYNNMPOBOYHOE, UMM XMMUYECKOE N TOPrOBOE HAUMEHOBAHMS);

3) nepeyeHb AENCTBYIOLLMX U BCMOMOraTebHbIX BELLECTB, BXOASLIMX B COCTAB NEKapCTBEHHOrO npenaparta Aang
BETEPMHAPHOIO NMPUMEHEHMS, C yKa3aHWeM KOMNMYECTBa KaXKOoro U3 HIX;

4) nekapcTBeHHas ¢opma, A03MpOBKa, CMOCOObI BBEAEHUS U MPUMEHEHUS, CPOK FOQHOCTM JIEeKapCTBEHHOMO
npenapaTa 4f1s BETEPUHAPHOro NPUMEHEHNS;

5) cbapmakoTepaneBTuyeckas rpynna;

6) HeobXoOMMOCTb MPUMMEHEHMST YCKOPEHHOW Mpoueaypbl 3KCNEpTM3bl JIEKAPCTBEHHbIX CPEACTB B LENsx
rocyJapCTBEHHOM perMcTpaunm nekapcTBEHHOTO Npenapara;

7) KOMMU JOKYMEHTOB, NOATBEPXKAAIOLLMX YNNaTy rocygapCTBEHHON NOLUNHbI:

a) 3a npoBedeHME 3KCMepTM3bl KadecTBa NEKapCTBEHHOINO CPeACTBa U 3KCNEPTU3bl OTHOLLEHUSA OXMAaeMown
Nonb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NEKapCTBEHHOro npenaparta Ans BETEPUMHAPHOrO NMPUMEHEHUA Mpu ero
rocy1apCTBEHHOWN perncTpaumm;

6) 3a Bblga4vy perncTpaunoHHOro ya0CTOBEPEHUS NTEKAPCTBEHHOTO Npenapara;

8) Hanuume cormacus, nNPeaycMOTPEHHOrO 4YacTbio 7 HacCTOsLEN cTaTbW, ecnim C MOMEHTa perumcrpaumm
pedepeHTHOro NieKapCTBEHHOIO nNpenapara 419 BeTEPUHAPHOTO NPUMEHEHUS NMPOLUIIO MEHEE YeM LLECTb feT.

(B peq. PepepanbHoro 3akoHa ot 13.07.2015 N 241-3)

3. PeructpauunoHHoe ocbe B Liensix 9KCNepTu3bl TeKapCTBEHHOrO nNpenapaTa ANnsi BEeTEPUHAPHOro NPUMEHEHUsI
dopmupyeTcsi U3 crneayoLmx JOKYMEHTOB:

1) KONWsi JOKYMEHTa Ha PYCCKOM $i3blke, BblAAaHHOIO KOMMETEHTHbIM OPraHoM CTpaHbl NPOM3BOAMTENS ANS
Ka)XKOOW NPON3BOACTBEHHOW MITOLLAAKN PEMMCTPUPYEMOrO NIEKAPCTBEHHOIO NpenapaTa Ans BETEPUHapHOro NpMMeEHEHNs
(8 TOM umucne ansa npoussoauTens dapmaueBTUYECKON CyOCTaHUWMM), 3aBEPEHHOro B YCTAHOBIEHHOM MOpsiAke U
noATBEPXAAKLLEro COOTBETCTBME NPOU3BOAUTENS PETMCTPUPYEMOTO NIEKAapCTBEHHOMO NpenapaTta Ansi BeTepuHapHOro
npuMeHeHust TpeboBaHUAM MpaBui Hagnexawewn nNpouM3BOACTBEHHOW MNpakTUKM, NGO KONUSA  NUUEH3UM Ha
NPOn3BOACTBO NIEKAPCTBEHHbIX CPEACTB A5 BETEPMHAPHOrO NPUMEHEHUSA AN pOCCUNCKUX NPOU3BOAMUTENEN;

2) KOMWA 3aKMYeHUs O COOTBETCTBUM MNPOM3BOAUTENS FEKapCTBEHHOrO npenapata Ans BeTepuHapHOro
NpMMeHeHns TpeboBaHWsIM NpaBuil Hagnexalwlend nNPOVM3BOACTBEHHOW MNPaKTWKKW, BbIAAHHOIO YMOHOMOYEHHBLIM
denepanbHbIM OpraHoOM WMCMOMHUTENBHOW BNacTv ONS  KaXOOW NPOW3BOACTBEHHOM MNoWanku perucTtpupyemoro
nekapCcTBEHHOro npenapara Ans BeTepuHapHOro NpuMeHeHns (B TOM YMcne ans npovssBoguTens dapmaueBTUyecKomn
cybecTaHuum), Nnbo KonNus NUUEH3NN Ha NPOU3BOACTBO NEKAPCTBEHHbBIX CPEACTB 4S5 BETEPMHAPHOrO MPUMEHEHUs Anis
POCCUNCKMX NPON3BOANTENEN;

3) NPOEKT HOpMaTMBHOIO JOKYMEHTA Ha NeKapCTBEHHbIM Npenapat AN BETEPMHAPHOIO NPUMEHEHMNS;

4) [OOKyMeHT, cogepXawwmi criegylowyo  uHdopmaumio o apMaueBTUYecKon  cybcTaHumm  unm
hapmaLeBTMYEeCKMX CyBCTaHUUSX, BXOOALWMX B COCTaB NIEKApPCTBEHHOIO npenapaTa Ans BETePUHapHOro NpMMEHeEHNs:

a) HaumeHoBaHue hapmaueBTU4eckon cybcTaHumm, ee CTpykTypa, obLime CBONCTBA;

6) HaumeHoBaHWe 1 agpec NPOM3BOAUTENS;

B) TEXHOMOrMA NMPOU3BOACTBA C OnNuUcCaHMeM CTaaui NPOU3BOACTBA U METOOOB KOHTPONSA Ha BCeX CTaausix
Npon3BOACTBA;

r) Hcopmaumsi o NpUMecsXx;

a) cneumdukaums Ha hapmaleBTUYECKYIO CybCcTaHLMIo;

€) onncaHne MeTOANK KOHTPOMs KavyecTBa;

X) pesynbTaTbl aHanu3a cepun apmaneBTMYeCKOM CybCcTaHLmu;

3) nepeyeHb CTaHAapTHLIX 06pasLoB Ui BELLECTB, UCMOMb3yEMbIX NPY OCYLLECTBIEHUN KOHTPOIS KA4YeCTBa;

1) onMcaHne XapakTeEPUCTUK U CBOMNCTB YMNAaKOBOYHbIX MaTepmnarnoB 1 YKYNOPOYHLIX CPeACTB;

K) 4aHHble 0 CTabunbHOCTY;

1) CPOK rogHOCTU, YCINOBUSI XPaHEHMS;

5) otyeT 0 pesynbTaTax AOKIMHUYECKOrO WCCNEeOoBaHMS JIEKApCTBEHHOIO CpeacTBa ANl BETEPUMHAPHOro
NPUMEHeHNS;

6) oTyeT O pesynbTaTax KMMHUYECKOTO WCCREeOOBaHWSA NeKkapCTBEHHOro npenapaTta Ans BeTepuHapHOro
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NMPUMEHEHMWS Y KaXXOOro BUAA XMBOTHbIX, YKa3aHHbIX B UHCTPYKLMKN MO BETEPUHAPHOMY MPUMEHEHUIO;

7) NPOEKT MHCTPYKLMM NO BETEPUHAPHOMY NMPUMEHEHMIO NIeKapCTBEHHOrO Mnpenapara, cogepxallen cregylowme
cBefeHus:

a) HaMMeHOBaHWEe neKapCTBEHHOro nMpenapata AN BeTepUMHApPHOro  MNpUMMEHeHus  (MexayHapogHoe
HenaTeHTOBaHHOE, UNM rPyNNMPOBOYHOE, NN XMMUYECKOE N TOProBOE HAaUMEHOBAHWS);

6) nekapcTBeHHas hopma C yKkasaHMeM HavMeHOBaHUA N KONMYECTBEHHOrO COCTaBa OEWCTBYIOLUMX BELLECTB U
Ka4yeCTBEHHOro cocTaBa BCMoMOraTenbHbIX BELLECTB;

B) ONMCaHune BHELLHEro B1aa NekapCTBEHHOro npenapaTta Ansd BeTepMHapHOro NpUMeHeHs;

r) dapmakoTepaneBTMdeckasd rpynna IeKapCTBEHHOro mnpenapata AN BETEPUHaApHOro MpUMEHEHUs Wnu
yKkasaHue "romeonaTtu4eckuii nekapCTBeHHbIV npenapar”;

4) apmakogMHammka U (papmakokMHeTMKa (3a UCKNoYeHWeM  (papMakOKMHETMKM — roMeonaTU4eckmnx
neKapCTBEHHbIX MpenapaTtoB W pacTUTENbHbIX NeKapCTBEHHbIX MpenapaTtoB) MMM OnuMcaHve MMMYHOOMONOrm4ecKmx
CBOWCTB JleKapCTBEHHOro npenapaTa;

€) nokasaHus Ans npuMeHeHus;

) NPOTUBOMNOKa3aHWs AN NPUMEHEHNS;

3) Mepbl NPeOCTOPOXHOCTU NPY NPUMEHEHUN;

1) ykasaHMe BO3MOXHOCTU M OCOOEHHOCTEN MPUMEHEHUs y BepeMeHHbIX XMBOTHbIX, Y >KMBOTHbIX B nepuos
naktaumu, y NoTOMCTBa XMBOTHbIX;

K) pexxum Jo3npoBaHus, cnocob BBe4eHMS U NPUMEHEHWS, MPY HEOOX0AUMOCTU BpeEMSI Npuema neKapCTBEHHOro
npenapara Ans BeTePUHaPHOro NPMMEHEHNs, NPOAOIKUTENBHOCTb NEYeHus;

n) BO3MOXHble NOO0OYHbIE AENCTBUSA, HexXenaTenbHble peakuuu npyu NpUMMEHEeHMM NeKapcTBEHHOro npenapaTta
AN BETEPUHAPHOTO NPUMEHEHNS;

M) CUMMNTOMbI NEPEAO3NPOBKA, MEPbI MO OKa3aHWI0 NOMOLLM NPU NEPEfO3NPOBKE;

H) B3aMMoAeNCTBME C APYrMMUY NeKapCTBEHHbIMU NpenapaTamMun n (Mnu) Kopmamu;

0) hopMbl BbiMyCKa fiekapCTBEHHOTO npenapara Ans BeTepUHapHOro NpMMeHeHNs;

n) ykasaHue (npu HeobxogMmMocTn) OocoBeHHOCTEN AEWCTBMS JIEKapCTBEHHOroO npenaparta Ans BeTepUHapHOro
NPUMEHEHWS NP1 NepBOM NpPUemMe Urnm npu ero OTMeHe;

p) onucaHue (Mpu Heo6XoOUMOCTW) OEWCTBUN BETEepUHApPHOro Bpaya (BeTepuHapHOro denbglepa), WHOro
cneuvanucta B obnactu BeTepuHapuu, Bnagenbla >XUBOTHOTO MPU Mpornycke npuema OOHOW WIM HECKONbKUX [03
neKkapCTBEHHOro npenapara Anst BeTePUHaApHOro NPUMEHEHWS;

C) CpOK rOAHOCTM W yKasaHue Ha 3anpeT MNpYMEeHeHUs feKapCTBEHHOro mnpenapaTta And BeTepuHapHOro
NMPUMEHEHMWSA MO NCTEYEHMN CPOKa rO4HOCTY;

T) YCNOBUS XPaHEHWS;

y) yKasaHve Ha HeobxoOAMMOCTb XpaHEeHWs NeKapCTBEHHOro npenapaTta Ans BETEePUHapHOro MpUMEHeHus B
MecTax, HedOCTYNHbIX ANs AeTeu;

) ykasaHue (Nnpu Heob6Xxo0AMMOCTM) cneumanbHblX Mep NPegoCTOPOXHOCTM NPU YHUUTOXEHUN HEUCNOMNb30BaHHbIX
neKkapCTBEHHbIX NpenapaToB A BETePUHAPHOro NPUMEHEHWS;

X) CPOK/M BO3MOXHOFO WMCMONb30BaHMA NPOAYKUMM XMBOTHOMO MPOUCXOXOEHUS MOCMe BBEAEHWUS >KMBOTHOMY
nekapCTBEHHOro npenaparta Ans BETepMHapHOro NpuMeHeHus;

L) yCnoBus OTnycka;

4) HAMMEHOBaHUA M agpeca MNPOM3BOACTBEHHLIX MOLWAA0K MPOU3BOAUTENS NEKapCTBEHHOro npenapaTta Ans
BETEPUHapPHOro NPYMeHeHus;

L) HAMMeHOBaHWe, agpec OpraHusauuu, ynorHOMOYEHHOW JdepxaTteneMm unu BnagenbueM perncTpauvoHHOro
YAOCTOBEPEHNS NIekapCTBEHHOMo nNpenaparta Ha NPUHATUE NPeTeH3nn OT NoTpebuTens;

8) nNpoekTbl MakeToB MEPBMYHON YMNakoBKM W BTOPMYHOM YMaKOBKW JieKapCTBEHHOro npenapaTta Ans
BETEPUHAPHOIo NPUMEHEHMS;

9) cnegylowme ceefeHns o NekapcTBEHHOM npenapare Ans BeTEPUHAPHOro NPUMEHEHNS:

a) onvcaHve 1 cocTaB NekapCTBEHHOro npenapara AN BeTePMHapHOro NpYMeHeHus;

0) onucaHve papMaLeBTU4ECKON pa3paboTku;

B) OnMcaHune npouecca Npou3BOACTBA U ero KOHTPONs;

r) onMcaHne KOHTPOISA KPUTUYECKMX CTagun MPON3BOACTBA U MPOMEXYTOYHOW NPOAYKLMNMK;

4) HavMmeHOBaHuA M agpeca paspaboTyvka, AepxaTens wnu Bnagenbua pPerncTpaumoHHOro yaoocToBepeHus
nekapCcTBEHHOro npenaparta, MNPOM3BOACTBEHHbIX MIOWAA0K MPOU3BOANTENS NEKapCTBEHHOro npenapaTta Ans
BETEPUHapHOro NPUMEeHeHus;

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

e) hapmaueBTMyecKas COBMECTUMOCTb;

) MUKpOBUonormyeckue xapakTepucTukm;

3) MaTepmanbHbln 6anaHc Ans NPoM3BOACTBA CepUU rOTOBOrO NPOaYKTa;

1) onMcaHne xapakTepucTMK U CBOMCTB YNaKOBOYHbIX MaTepmnanos 1 YKYNOPOYHbIX CPeacTs;
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®epnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 03.07.2016)
0 " [JokymeHT npegoctasneH KoHcynbTaHTINOC
06 obpalleHnM NekapCTBEHHbIX CPeacTB [laTa Coxpanermst: 09,03.2017

(c usm. u gon., BCTYN....

K) JOKyMeHTaneHoe noareepxaeHne (Banuaaums) npoLeccoB n (Mnn) Nx OLEHKa;

n) TpeboBaHMSA K KayecTBy BCrMOMOratenbHbIX BewecTB (cepTudmkart, crneuyndurkaumss Ha BCNOMOraTernbHble
BelLecTBa U ux obocHoBaHue);

M) aHanuTUyeckMe MeTOAMKW, UCMONb3yeMble MPU OCYLLECTBNEHWM KOHTPOMsS KadvecTBa BCMOMOratenbHbIX
BELLECTB;

H) OKyMeHTanbHoe noaTBepXaeHue (Banugaums) aHannTnyeckmx MeToguk, NCMonb3yeMbIX NPU OCYLLIECTBIIEHWM
KOHTPOJsi Ka4ecTBa BCMNOMOraTesibHbIX BELLECTB;

0) nHdopMaLms 06 UCNonb3oBaHNM BCNOMOraTernbHbIX BELLECTB YENOBEYECKOrO U XMBOTHOMO MPOUCXOXOEHWS;

n) nHdopmaums o6 MCnonNbL30BaHUM HOBbLIX BCMIOMOraTenbHbIX BELLECTB;

p) TpeboBaHMA K KayecTBY feKkapCTBEHHOro mnpenapaTta Ans BeTepuHapHOro npuMeHeHus (cepTtudumkar,
cneummrKaLmns Ha NekapcTBEHHbIN NpenapaT U ux 060CHOBaHue);

C) aHanmuMTU4eckne MeEeTOOMKU, WCMONb3yeEMblE MPU OCYLLIECTBIIEHMN KOHTPOMSA KadecTBa JeKapCTBEHHOrO
npenapata 419 BETEPUHAPHOTO NPUMEHEHNS;

T) AOKYMEHTarnbHOe noATBepXaeHne (Banvaaums) aHanMTU4ecknux MeToamK, UCMOSb3yeMbIX NMPU OCYLLECTBIEHUN
KOHTPOMSs KayecTBa NekapCTBEHHOro npenapaTa Ans BeTePUHapHOro NpuMMeHeHus;

y) OOKYMEHT, NOATBEPXKAAOLLUMNIA KAa4eCTBO NeKapCTBEHHOMO Npenapata TpeX MNPOMbILWEHHbIX Cepuin (NpoTOKon
aHanusa unu ceptudukaT aHanmsa), ogHa Cepusi KOTOPOro AOSPKHa coBMnajaTbh C cepuen obpasua nekapCTBEHHOro
npenaparta, No4AaHHOro Ha PerMcTpauuio;

&) XxapakTepucTvka npumecen;

X) NepeyveHb CTaHgapTHbIX 06pasyoB, UCMOMb3YEMbIX MPU OCYLLECTBIIEHUM KOHTPOMS KayecTBa JeKapCTBEHHOro
npenapata AN BeTEPUHAPHOTO NPUMEHEHNS;

L) AaHHble 0 CTabUNbHOCTU NEeKapCTBEHHOro NpenapaTa Ans BeTepuHapHOro NpuMeHeHus:;

10) konua OoKymMeHTa, cogepxaliero uHdopmauuio O Hanmmuum unu o6 OTCyTCTBUM (haKToB perncrpaumm
nekapCTBEHHOro npenaparta Ans BETEPMHAPHOIo NpumMeHeHus 3a npegenamu Poccuiickon ®eaepaunu;

11) cornacve B NMCbMEHHON dopMe, NPeayCMOTPEHHOE YacTblo 7 HAcTOsILLEN cTaTbk, B Criydae perncrpaumm
BOCMPOW3BEAEHHOTO NTEKAPCTBEHHOIO Npenapara;

(B peq. PepepanbHoro 3akoHa ot 13.07.2015 N 241-3)

12) konua OOKYMeHTa Ha PYCCKOM A3blke, 3aBEPEHHOr0 B YCTAHOBMEHHOM MOpsAke W MNOATBEPXKAAaloLLEero
NPaBOMOYHOCTb 3asiBMEHUA O rOCYyOApCTBEHHON perMcTpaumMm IekapcTBEHHOro npenapata Ansg BeTepuHapHOro
NpUMeHeHUs (JOBEPEHHOCTD).

4. Tpy npoBefeHWM YCKOPEHHOW NPOLEAypbl 9KCNEepPTU3bl NEKAPCTBEHHOIO MpenapaTta ANnd BeTepuHapHOro
NMPYMEHEHNS B LENSAX €ro rocygapCTBEHHOM peructpaumm MOXeT MpeacTaBnsaTbCs MHAOPMaUMs, MosfydeHHasd npwm
NpOBEAEHUN KITMHUYECKUX MCCredOoBaHWMN NEeKapCTBEHHOro npenapata u onybnvkoBaHHas B Cneumann3npoBaHHbIX
neyaTHbIX W3OaHUSX, a Tawkke [AOKYMEHTbl, codepxawme pesynbTaTbl WUccnegoBaHns OGUO3KBUBANEHTHOCTH
nekapCTBEHHOro npenaparta Ans BEeTepUHapHOro NpuMeHeHus.

5. Ha akcnepTnsy pasnunyHbiX NEeKapCTBEHHbIX (POPM OLHOTO M TOrO e JeKapCTBEHHOro mnpenapaTta Ans
BETEPMHAPHOIO NPMMEHEHWS 3asBUTENb NPEACTaBAET OTAENbHbIE 3as8BIIEHNS U PErMCTPALMOHHBIE JOCBE HAa KaXOylo
nekapcTBeHHyo ¢opmy. pu ycnoBun OOHOBPEMEHHOW MOAaYM Ha IKCMEepTU3y OOHOW feKapCTBEHHOW ¢OpMbl C
pasnuMyHbIMU JO3MPOBKOW, KOHLEHTpaLumen, 06 beMoM 3asBuTENb NPEACTaBNAET OHO 3asBfeHWe U perncTpaumoHHoe
[0Cbe C NPUMNOXEHNEM MaKEeTOB YNaKOBOK HA KaXKOyHo OO3MPOBKY, KaXayl0 KOHLUEHTpauuio, Kaxdbln obbeM u Kaxgoe
KONMYeCTBO J03 B yMaKoBKe.

6. 3asBMTENb BNpaBe NPeACTaBUTL MO COOCTBEHHOW MHUUMATMBE BMECTE C 3asiBlIEHMEM O rOCyaapCTBEHHON
pervcTpauny nekapCTBEHHOTO npenaparta Afis BEeTEPUMHAPHOrO MPUMEHEHUA AOKYMEHThbl, MOATBEpXAalwLme ynnarty
rocyqapCTBEHHOM MOLUSIMHBI U YKa3aHHble B NyHKTe 7 YacTu 2 HacTosilen ctatbW. B cnydae ux HenpeacTaBneHus
COOTBETCTBYIOLLNA YMNONMHOMOYEHHbIA dhefeparnbHbid  opraH WCMNONHUTENbHOW BMNacTy npoBepseT dakT ynnarhbl
3asBMTENEM rocygapCTBEHHON MOLUMMHBLI NOCPEACTBOM MCNONb30BaHUSA MHgopmMauun o6 ynnaTe rocyaapCTBEHHOW
nownuHbl, cogepxatlercs B ocyaapCTBEHHON MHAOPMALMOHHON CUCTEME O TFOCYAApPCTBEHHbIX W MyHULMNANbHbLIX
nnatexax, Ha OCHOBaHUW NPEACTaBMEHHbIX 3asiBUTENEM KOMUI [OOKYMEHTOB, MOATBEPXAAKWMX  ynnaty
rocygapCTBEHHOM MOLUSNHbI.

7. He ponyckaeTcsi UCMOMb30BaHWE B KOMMEPYECKMX LEensx WHopMauuum O pesynbTatax LOKIMHUYECKUX
NCcCrnegoBaHUn  MeKkapCTBEHHbIX CPEACTB M KIMHWYECKMX UCCMedOBaHMM  feKkapCTBEHHbIX npenapaToB  Ans
BETEPMHAPHOIro MpUMEHeHUs!, NpeACcTaBreHHON 3asBuTenemM Ans roCyAapCTBEHHOW perncrpauun fnekapCTBEeHHbIX
npenapartoB, 6e3 ero cornacus B TeYeHue LIecTU net C AaTbl FOCYy4apCTBEHHOW perucTpauun pedepeHTHOro
nekapcTBeHHoro npenapata B Poccunckon ®egepaumn.

Crtatbs 18. [Nogaya n paccMOTpeHNe 3asiBNIEHNSA O TOCY4AapPCTBEHHOW pernctpauumn NekapCTBEHHOro npenapara
Ona MeguUuHCKOro npuMeHeHus
(B pea. PegepanbHoro 3akoHa oT 22.12.2014 N 429-93)
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®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapcTBeHHbIX cpeacTs"”

(c usm. u gon., BCTYN....

[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHnus: 09.03.2017

1. Ona rocygapCTBEHHOM peructpauuu nekapcTBEeHHOro npenapata  Ans  MeauuMHCKOro  NpUMEHeHUs
IopyaMyeckoe nuuo, AenCTByoLLee B COBCTBEHHbBIX MHTEpPecax Uy YNONTHOMOYEHHOE NPeACTaBNsATb MHTEPECh! APYroro
IOPVAMYECKOrO NMua M 3asBrsioWee NeKapCTBEHHbIV npenapat Ha rocygapCTBEHHYK peructpauuio (ganee B
HacTosILLEeN cTaTbe - 3asBUTENb), NPeACTaBNsaeT B YNOMHOMOYEHHbIN eaepanbHbli OpraH WCMONMHUTENbHOW BMacTMy,
OCYLLECTBMSAIOLMIN rOCy4apCTBEHHYIO PErMCTPaLmio NeKapCTBEHHbIX MpenapaToB ANd MeAULMHCKOro MpUMEHeHus, B
3NEKTPOHHON hOpMe M Ha OyMaxHOM HocuTene 3asiBlieHWe O T[OCYyAapCTBEHHOW PEerncTpauum nekapCTBEHHOMO
npenapaTa Ans MeauUMHCKOro NpUMeHeHns, a Takke B Nopsake, yCTaHOBNEHHOM YMNOMHOMOYEHHbLIM deaepanbHbIM
OpraHoM UCTOSMHWUTENBHOW BAcTU, B SNIEKTPOHHOM hopMe U Ha BymaHOM HocuTene Heobxoammble OOKYMEHTbI, U3
KOTOPbIX (POPMUPYETCSH PErMCTPaLMOHHOE OOChE Ha NekapCTBEHHbIV npenapart Ans MeguLUMHCKOro NPUMeEHEHNs.

(vacTb 1 B peq. PeaepanbHOro 3akoHa ot 22.12.2014 N 429-93)

2. B 3asBrneHvnn o rocygapCcTBEHHOW perncrpauumn nekapcTBeHHOro npenapara Ans MeguuMHCKOro npuMeHeHus
yKa3sblBalTCA:

1) HaMMeHOBaHWEe K afgpec 3asiBUTENs U MPOU3BOOUTENsS JIEKApCTBEHHOrO npenapata Ans MeOUUUHCKOro
NPYMEHEHMS N aapec MecTa OCYLLECTBIEHNSI €ero MPOM3BOACTBA (B Criyyae Hanu4ms HECKONbKMX YYaCTHUKOB Mpouecca
Npon3BOACTBa HEOBXOAMMO yKa3aTb KaXK4oro y4acTHMKa B COOTBETCTBUM C OCYLLIECTBNAEMON CTaanen NpomM3BOACTBa);

2) HaumeHOBaHME fEeKapCTBEHHOro nmnpenapata Ans  MEeAWUMHCKOro  MpuUMeHeHust  (MexgyHapoaHoe
HenaTeHTOBaHHOE, UNM rPyNNMPOBOYHOE, NN XMMUYECKOE N TOProBOE HAaUMEHOBAHWS);

3) nepeyveHb OENCTBYIOLLUMX U BCMIOMOraTerbHbIX BELLECTB, BXOASLLMX B COCTaB NeKkapCTBEHHOro npenapaTta Ans
MeaULMHCKOro NPUMEHEHUs!, C YKasdaHUeM KONMmnyecTBa Kaxaoro U3 Hux;

4) nekapcTBeHHas ¢opma, A03UpoBKa, cnocobbl BBEAEHWUS U MPUMEHEHWsl, CPOK FOAHOCTU JIeKapCTBEHHOrO
npenapata 4ng MeavLUMHCKOro NpuMeHeHus;

5) dapmakoTepaneBTMyeckad rpynna, Kog — aHaTOMO-TepaneBTUYECKO-XMMUYECKOW  Kraccudpmkauum,
pekomeHOoBaHHONW BcemupHon opraHuM3auven 34paBOOXpaHeHUsl, 3asBnsdeMble MokasaHus Ans  NpUMeHeHus
nekapcTBeHHOro npenapara Ans MeAULNHCKOro NpUMeHeHNs;

6) oTcyTCcTBME HEOOXOAMMOCTM MpPefoCTaBfeHUss oTyeTa O pesynbTatax KIMHUYECKOrO  UCCNefoBaHus,
uccrnegoBaHus OMO3KBMBaANEHTHOCTM JIEKapCTBEHHOIO Npenapara, pas3peLwleHHoro Anst MeQUUMHCKOTO MPUMEHEHWsS B
Poccuiickon ®epepauun 6onee gpaguaty neT, C ykasaHMEM HOPMATUBHBLIX MPABOBbIX aKTOB, MOATBEPXOAIOLLMNX
OaHHbINA CPOK NPUMEHEHMS;

7) HeobxogmmocTb OdopMIeHMsT paspelleHnss Ha BBO3 B Poccuiickyto Pepepaumio KOHKPETHOW napTum
3aperucTpupoBaHHbIX U (UMKN) HE3aperMcTPMPOBaHHBLIX NEKapPCTBEHHbIX CPeACTB, NpefHasHayeHHbIX ANnd npoBefeHUs
3KCNEepPTU3bl NEeKapCTBEHHbIX CPEACTB B LieNsAX rocyapCTBEHHOW perucrpaumu;

8) HeobxoOMMOCTb MPOBEAEHUS 3KCNEPTM3bl LOKYMEHTOB, NMPeACTaBIiEHHbIX AN onpedeneHus BO3MOXHOCTU
paccmaTpvBaTh NIEKApCTBEHHbIN Mpenapat Ans MeOULUMHCKOrO MPUMMEHEHMS MpU OCYLLEeCTBIIEHWM rOCy4apCTBEHHON
pervctpauum B ka4ecTse OpdaHHOro fiekapcTBEHHOro npenapara;

9) HeobXOAMMOCTb MPUMEHEHUS YCKOPEHHOW Mpouedypbl 9SKCMepTM3bl feKapCTBEHHbIX CPeAcTB B Lensx
rocy1apCTBEHHOWN perncrTpaumm nekapcTBeHHOro npenapara;

10) koNMM OOKYMEHTOB, NOATBEPXAAOLMNX YyNnaTy rocyAapCTBEHHOW MOLLSMHBI:

a) 3a NnpoBefeHne IKCNePTU3bl JOKYMEHTOB, NPEACTaBMNEHHbIX ANA ONpeAeneHnss BO3MOXHOCTU paccMaTtpuBaTb
nekapCTBeHHbIV Npenapat Ans MeOUUMHCKOTO MPUMEHEHUS NpW OCYLLEeCTBMEHUN FOCyAapCTBEHHOW perncrpauun B
KayecTBe opdaHHOro fiekapCTBEHHOro nNpenapaTa;

6) 3a npoBegeHWe 3IKCMEPTM3bl KayecTBa MeKapCTBEHHOrO CPEeACTBa W 3KCMEepPTM3bl OTHOLUEHWUS OXuOaemow
nonb3bl K BO3MOXHOMY PWUCKY MPUMEHEHUS IeKapCTBEHHOro mnpenapaTa, paspelleHHoro pAns  MeauLMHCKOro
npumMeHenus B Poccuiickon Pepepaummn 6onee gpaguaTu feT, NpU OCYLLECTBIEHWMM TOCYOAPCTBEHHOW perncrpaummn
nekapcTBeHHOro npenapara;

B) 3a MpoBedeHMe 3KCMepTU3bl KavyecTBa JIeKapCTBEHHOro CpeacTBa U 3KCMEPTU3bl OTHOLUEHMS OXMAaemown
nonb3bl K BO3MOXHOMY PUCKY MPUMEHEHMS feKkapCTBEHHOro npenapata Ans MeOULMHCKOrO NPUMEHEHUsS npu ero
rocygapcTBEHHON peructpauuu;

r) 3a nNpoBefeHWe 3KCMepTM3bl KayecTBa NeKapCTBEHHOro CpeacTBa WM SKCNepTU3bl OTHOLLUEHUS OXUOaeMou
Nonb3bl K BO3MOXHOMY PUCKY NPUMEHEHUSI NeKapCTBEHHOro npenapara Ansg MeAUUUHCKOro NPUMEHEHUS, B OTHOLLEHUN
KOTOPOro NpoBeAeHbl MexayHapoaHble MHOIMOLEHTPOBbLIE KIMHUYECKME UCCnefoBaHns, YacTb U3 KOTOPbIX NpoBedeHa B
Poccuiickon ®epepauum, npy OCyLECTBINEHNM rOCYAapCTBEHHON perncTpaumnm nekapCTBEHHOro npenapara;

11) Hanu4me cornacusi NPOM3BOAMTENS NeKapCTBEHHOro npenapara, Npou3Bo4CTBO KOTOPOro OCYLLECTBAETCH 3a
npegenamu Poccuiickon ®Pepepaumu, Ha NpOBEAEHUE WHCMNEKTUPOBAHUA MNPOM3BOAMTENS HA COOTBETCTBME
TpeboBaHNsIM NpaBuN Hagnexallen NPOM3BOLACTBEHHON MPaKTUKK;

12) Hanuume cornacusi, NpegyCMOTPEHHOIo YacTbio 18 HacTosLWwen cTaTby;

13) ykasaHMe BuOa JEKapCTBEHHOrO npenapaTta, MPeACTaBfEHHOr0 Ha pernctpauuto  (pedepeHTHbIN
nekapCTBEHHbIN NpenapaT, BOCNPOM3BEAEHHbIN NeKapCTBEHHbIN Npenapat, buonorMyeckuin NekapcTBeHHbIN npenapar,
BuroaHanorosbIvi (6UonogobHbIN) NekapCTBEHHbIN NpenapaT (buoaHanor), romeonaTMYecknii NekapCTBEHHbIN Npenapar,
neKkapcTBEHHbIN pacTUTENbHbIN Npenapar).
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®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapcTBeHHbIX cpeacTs"”

(c usm. u gon., BCTYN....

[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHnus: 09.03.2017

(4acTb 2 B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3. PernctpaumoHHoe focbe Ha NekapCTBEHHbIN NpenapaTt Ansg MeOUUMHCKOTO NPUMEHEHWs NpefoCTaBnseTcd B
dopme 0BLLErO TEXHUYECKOTO AOKYMEHTA.

(vacTb 3 B peq. PeaepanbHOro 3akoHa ot 22.12.2014 N 429-93)

4. Pazgen AOKyMeHTauMm agMUHUCTPaTUBHOIO XapakTepa BKIoYaeT B cebs:

1) 3asiBNeHne 0 rocy4apCTBEHHOW permcTpaummn NekapcTBEHHOro npenapaTta Anst MeguUMHCKOrO NMPUMEHEHUST B
3NEKTPOHHOWN hopme 1 Ha BymaKHOM HOCUTENE;

2) KONV OOKyMEHTa Ha PYCCKOM $i3blke, 3aBEpPEHHOro B YCTAHOBMEHHOM MOPsSiAKE W MOATBEPXKAAMLLEro
NPaBOMOYHOCTb 3asBUTENS NOLaBaTh 3asBfIEHNE O TOCYAapPCTBEHHOM perucTpauumn nekapCTBEHHOro npenapaTta ans
MEAMLMHCKOro NpUMEHeEHUS (OOBEPEHHOCTD);

3) KONUIO NUUEH3NUN Ha MPOU3BOACTBO NEKAPCTBEHHbIX CPEACTB UMM KOMUIO 3aKMioYeHUs O COOTBETCTBUU
NpOoM3BOAMTENS NEKAPCTBEHHbIX CPEACTB TpeboBaHMAM NpaBun Hagnexallen npon3BoaCTBEHHOW NPAKTUKK, BblAaHHbIE
YMOSTHOMOYEHHbIM heepanbHbIM OPraHOM UCMONMHUTENBHOW BRacTu, B Clyyae, ecnv MNpou3BOACTBO fleKapCTBEHHOMO
npenapaTta ocywecTtensietca B Poccuickon degepaumy;

4) KonuK BbIAAHHOW YMNOMHOMOYEHHBIM OpraHoOM CTpaHbl MNPOU3BOAMTENS JIMLEH3UWM Ha MPOU3BOACTBO
NeKapCcTBEHHOro npenapata U ee MNepeBof Ha PYCCKUM A3blK, 3aBEPEHHble B YCTAHOBMEHHOM MOPSAKE, U KOMWUIO
3aKMOYeHUst O COOTBETCTBMU MPOU3BOAUTENS NEKapCTBEHHbIX CpPeacTB TpeboBaHMAM npaBun  Hagnexallen
NPOM3BOACTBEHHOW MNPAKTUKK, BblAAHHOIO YMOJSIHOMOYEHHbLIM (befepanbHbiM OpraHoM WCMONTHUTENbHOW BRacTu, B
crny4ae, ecnv NpPoM3BOACTBO NIEKAPCTBEHHOIO NpenapaTa ocylecTBhAsieTcd 3a npegenamu Poccuiickon ®egepaunu;

5) NpoekT MHCTPYKUMM NO MEANLIMHCKOMY NMPUMEHEHWIO JNTIEKapCTBEHHOro npenapara, cogepXallen cneaywoime
cBefeHus:

a) HanMeHOoBaHWe NeKapCTBEHHOro npenaparta (MexayHapoaHoe HenaTeHTOBaHHOe, MMM rpynnuUpoOBOYHOE, WU
XUMUYECKOE 1 TOProBOe HaMMeHOBaHUS);

6) nekapcTBeHHas hopma C yKasaHUEM HaMMEHOBaHUM N KONMYECTBEHHOIO COCTaBa AEWCTBYIOLLMX BELLECTB U
KayeCTBEHHONO COCTaBa BCMOMOraTeNibHbIX BewecTB (Mpy  HEeOOXOAMMOCTM  KONIMYECTBEHHOrO  COCTaBa
BCMOMOraTernbHbIX BELLECTB);

B) onMcaHne BHELLHEro B1Aa NIeKapCTBEHHOro npenapara Anst MeAULMHCKOro NPUMEHEHNS;

r) dusmKo-xummnyeckne CBONCTBAa (Ans pagnodapmMmaLeBTUYECKMX NeKapCTBEHHbIX NpenapaTos);

0) hapmakoTepaneBTuyeckasa rpynna, ko NnekapCcTBEHHOro npenapaTta Ans MeauUMHCKOro NpuMeHeHus no
aHaTOMO-TepaneBTUYECKO-XMMNYECKON Knaccudukaumm, pekoMeHO0BaHHOW BcemunpHon opraHusaumen
3[paBoOOXpaHeHs, UK ykasaHne "romeonaTMYeCcKUin nekapCcTBEHHbIN npenapart”;

e) dapmakognHammka W apMakokMHeTMKa (3@ WCKMYeHMeM  (PapMakOKMHETMKM  roMeonaTuyecKux
NeKapCTBEHHbIX MpenapaToB U pacTUTENbHbLIX TEKAPCTBEHHbLIX NPenapaToBs);

X) NoKasaHusa Ans NpUMeEHeHNs;

3) NpOTMBOMNOKa3aHNs AN NPUMEHEHUS;

1) Mepbl NPEAOCTOPOXHOCTU NPU NPUMEHEHWM;

K) yKasaHue BO3MOXHOCTM U OCOOEHHOCTEN MPUMEHEHUSI NEeKapCTBEHHOrO npenapata And MeguuUHCKOro
NpMMeHeHns 6epeMeHHbIMU XEeHLUMHaMK, XeHWWHaM1M B nepuog rpyaHoOro BCKapMIMBaHWS, OETbMW, B3pOCHbIMMU,
UMELLMMUN XPOHUYeCKMe 3aboneBaHuns;

n) pexuMm [O03MpPOoBaHWs, CNocobbl BBeOEHUA W NPUMEHEHUs, MNpyu  HeobXoAMMOCTM Bpems npuema
nekapcTBEHHOro npenapara Anst MeAULMHCKOro NPUMEHEHUs1, NPOAOIMKUTENBHOCTb NIEYEHNs], B TOM YMCne y AeTen Ao u
rnocne OfHOro roaa;

M) BO3MOXHbIE HeXenaTefbHble peakuun Npu NPUMEHEHUW NEKAPCTBEHHOrO npenaparta Ans  MeAMLUHCKOro
NPUMEHEHNS;

H) CUMMNTOMbI NEPESO3NPOBKN, MEPbI MO OKa3aHUI0 MOMOLLM MPpU NEPESO3NPOBKE;

0) B3aMOAENCTBME C APYIMMU NEKApPCTBEHHbIMU NpenapaTamu 1 (Mnu) NULEBbLIMWU NPOAyKTamu;

n) chopmMbl BbiNycka NekapCTBEHHOro npenapara;

p) ykazaHue (NpuM HeOOXOAMMOCTU) OCOOEHHOCTEN OEWCTBUSI NIEKapCTBEHHOrO npenaparta Ans MeauLMHCKOro
NPVYMEHEHWS NPW NEPBOM NMPUEME WIN NPU €70 OTMEHE;

C) onucaHue (npu Heob6xoaMMOCTW) OENCTBUIA Bpada (denbawepa) n (Unv) naumeHTa npu MNponycke npuema
OLHOWM UITM HECKOJIbKMX 403 NNEKAapPCTBEHHOIO NpenapaTa An1s MegULUMHCKOro NPUMEHEHMS;

T) BO3MOXHOE BfMsIHWE NeKapCTBEHHOMo npenapaTa Ans MeaULMHCKOro NpuMeHeHnsa Ha CNocoBbHOCTb yNpaBnsaThb
TPaHCMNOPTHLIMU CpeacTBaAMU, MEXAHU3MaMMU;

y) CPOK rogHOCTM W yKa3aHWe Ha 3anpeT MpUMEHEHUs FeKapCTBEHHOrO npenapata Ans  MeaWLUMHCKOro
NPYMEHEHNS MO UCTEYEHNN CPOKa rOOHOCTY;

&) ycrnoBusi XpaHeHus;

X) YyKasaHue Ha HeoOXOOUMOCTb XpPaHEHWs NEKapCTBEHHOro npenaparta Ansg MeguuMHCKOTO MPUMEHEHMST B
MecTax, HeAOCTYMNHbIX ANsa aeTen;

L) ykazaHue (Npy1 HeobXoAMMOCTK) crieumnarnbHbiX Mep NPeAOCTOPOXKHOCTU MPU YHUHTOXEHUN HEUCTONb30BaHHbLIX
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NeKapCTBEHHbIX MpenapaToB 45151 MEAULMHCKOIo NPUMEHEHWS;

4) YCrOBUS OTIMYCKa;

L) HAMMEHOBaHUA N agpeca NPOM3BOACTBEHHLIX NIOLLAA0K MPOU3BOANTENS NEKAPCTBEHHOIO NpenapaTa;

LL|) HAMMEHOBaHWe, agpec OpraHusauuun, YrorHOMOYEHHOW Aep)aTenemM Wnu BragenbueM perncTpalyMoHHOro
YOOCTOBEPEHUS JEKapCTBEHHOrO npenapata Anst MeOUUMHCKOTO MPUMEHEHUMSt Ha MPUHATUE NPETeH3Mn OoT
notpebutens;

6) MHCTPYKUMIO NO MEAMLMHCKOMY MPUMEHEHUIO UMM KPaTKyl XapaKTepPUCTWKY FNeKapCTBEHHOro npenapara,
YTBEPXXAEHHbIE B CTPaHe NpoM3BOaUTENS;

7) NPOEKTbI MaKeTOB NEPBUYHOW YNaKOBKM M BTOPUYHOW YMaKOBKM NleKapCTBEHHOrO npenapara Ans MeauLMHCKOro
NPUMEHEeHNS;

8) NpoekT HOpMaTUBHOW AOKYMEHTaLMU WM HOPMaTMBHOIMO OOKYMEHTa Ha JIeKapCTBEHHLIN npenapaT Aans
MEeOULMHCKOro NPUMEHEHUsI MO0 yKasaHne COOTBETCTBYHOLLEN dapMakonenHom cTaTby;

9) AOKYMEHT, coaepallmin MHPOPMaLMIO O HaNV4YumM M 06 oTCyTCTBMM (DAKTOB perncTpauum nekapcTBEHHOrO
npenapaTa ana MeauLUMHCKOro NpuMeHeHus 3a npegenamm Poccuiickon ®epepaunu;

10) kONMM LOKYMEHTOB, 3aBEPEHHbIX B YCTAHOBNEHHOM MoOpsiake W MNOATBepXaalwmx dakT perncrpauum
nekapcTBEHHOro npenapara B MHOCTPaHHbIX roOCyAapCTBax B kKayecTBe ophaHHOro nekapCTBEHHOro npenapara;

11) nnaH ynpaBneHWss puckamm Ans OGMONOrMyYeckMx JEeKapCTBEHHbIX MpenapaTtoB AN MeLUUUHCKOro
NPUMEHEHNS;

12) OOKyMeHT O cucTeme dhapMakoHag3opa AepxaTens unu Bragenbua perncTpauuoHHOrO yAOCTOBEPEHUS
NekapCTBEHHOro nNpenapara;

13) LOKYMEHT, NoATBEPXKAALLMI KAYEeCTBO NIEKApPCTBEHHOMO npenapaTa Tpex NPOMbILUIIEHHbIX Cepuin (MPOTOKON
aHanu3a unu ceptudpmkaT aHanmsa), ogHa cepusa KOTOpOro AOfkHa coBnagaTb C cepuen obpasua NekapCTBEHHOro
npenapata ans MeAULMHCKOro NpUMeHeHUs, NpeacTaBeHHOro Ha rocyapCTBEHHY0 PErmcTpaLmio.

(vacTb 4 B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

5. Pasgen xvmudeckon, cdapmaueBTUMYeCKOM U OUOMOrM4eckon AOKYMEHTauMu BKIHOYaeT B cebs JOKYMEHTHI,
cogepXxawme uHgopmaumoo o dapmMaueBTUYECKON CyOCTaHUMM U NeKapCTBEHHOM npenaparte nnsi MeaMUMHCKOro
NPUMEHEHNs], NPoLIECCe ero NPoM3BOACTBA M MeTodax KOHTPOIIS KayecTBa, B TOM YnCre:

1) KonulO AOOKYMeEHTa, coAepXallero cneaywoLwylo uHgopmaumio o dapmaueBTnyeckon cybctaHumm wunm
hapmaLeBTUHECKMX CYOCTaHUUSX, BXOOSLMX B COCTaB JIEKAapCTBEHHOIO NpenaparTa:

a) HaumeHoBaHWe hapMaueBTUYeCcKor cybcTaHLmm, ee CTPYKTypa, obLime CBOMCTBA;

6) HaumeHoBaHWe 1 agpec NPOM3BOAUTENS;

B) TEXHONOMMSA MPOU3BOACTBA C OMUCaHMEM CTaauMi NPOW3BOACTBA WM METOOOB KOHTPONS Ha BCeX CTaausix
Npon3BOACTBA;

r) onucaHue paspaboTku npoLiecca NpoM3BOACTBa;

4) onMcaHne KOHTPOIS KPUTUYECKMX CTAgUM NPOU3BOACTBA U MPOMEXYTOYHOM NPOAYKLMN;

€) JoKyMeHTanbHoe noaTeepxaeHve (Banuaaumns) npoLeccos U (Unn) NxX OLeHKa;

) CBOWCTBaA M CTPYKTypa AENCTBYIOLLUX BELLECTB;

3) XxapaKTepucTrKka npumecen;

n) cneundukaumsa Ha papmaLeBTUYECKyto CybCTaHUMIO 1 ee 0BOCHOBaHWE;

K) aHanuMTU4eckne MeToAMKM, UCMONb3yeMble MpPU OCYLLECTBMEHUN KOHTPONsS kadecTBa hapmaLeBTUYECKOM
cybcTaHumpy;

n) OOKyMeHTarnbHoe NnoATBepXaeHue (Banugaums) aHanuTuyeckmx MeToauk, UCMonb3yeMbIX NMPU OCYLLIECTBIIEHMN
KOHTpOMs KayecTBa hapmaueBTUYeCcKon cybcTaHuuu;

M) pe3ynbTaTbl aHanmMsa cepuin oapmMaleBTUYECKON CyOCTaHUMK;

H) NnepeyveHb CTaHAapPTHbLIX 06pPa3L0B UK BELLECTB, MCMOSb3YEMbIX MPU OCYLLIECTBIIEHUN KOHTPOIS Ka4ecTBa;

0) onucaHne xapakTePUCTMK 1 CBOWCTB YNaKOBOYHbLIX MaTepMarnoB 1 YKYNOpPOYHbIX CPEACTB;

n) gaHHble O CTAabUNBHOCTU hapMaLleBTUHECKON CyOCTaHLMW;

p) CPOK rogHOCTY;

2) [OOKyMEHT, cogepXawuwn crnegylowmne CBeAeHVMs O JIeKapCTBEHHOM npenapate Ans  MeauuMHCKOro
NPUMEHEHNS:

a) onmcaHue 1 CoCcTaB fiekapCTBEHHOrO npenapaTa 4s1s MeguLMHCKOro NPUMMEHEHMS;

6) onncaHve dpapmaueBTudeckon pa3paboTkm (0bocHoBaHMe BbIBopa cocTaBa, NePBUYHON YNaKoBKN U UHOTO);

B) TEXHONOrMsi MPOW3BOACTBA C OMWCAHMEM CTaaui MPOM3BOACTBA M METOAOB KOHTPONS Ha BCEX CTagusix
Npoun3BoACTBa;

r) onMcaHne KOHTPOIS KPUTUYECKMX CTAgUN NpoLecca Npon3BoACcTBa U MPOMEXYTOYHOW NPOAYKLMMY;

) HaMMeHoBaHMe 1 agpec MecTa OCyLLECTBINEHNS NPON3BOACTBA fIeKapCTBEHHOIO NpenapaTa 4 MeauLMHCKOro
NpUMeHeHUst (B Cryyae Hanm4yms HECKOMNbKUX YY4aCTHUKOB NpoLecca Mpou3BOACTBa HEOOXOAMMO ykasaTb KaXgoro u3s
HUX);

€) hapmaLieBTHM4ECKasi COBMECTUMOCTb;
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X) MUKpoBUuonormyeckne xapakTrepucTukm;

3) MaTepmanbHbIn HanaHc Ansi NPOM3BOACTBA CEPUU FOTOBOIO NPOAYKTa;

1) onMcaHne XxapakTepuUCTMK U CBOMCTB YNaKOBOYHbIX MaTepmanos 1 YKYNOPOYHbIX CPeacTB;

K) OOKyMeHTanbHoe noareepxaeHve (Banngaums) npoueccoB Npon3BoacTsa U (Mnn) UX OLEHKa;

n) TpeboBaHUsi K KayecTBy BCrMoOMoOraTernbHbIX BeLecTB (cepTudpmkaT, cneumdukaums Ha BCMoOMoraTerbHble
BeLLEeCTBa U X 000CHOBaHUE);

M) aHanuTUYecKMe METOAMKW, WUCMONIb3yEMblE MPU OCYLLECTBIIEHWM KOHTPOMsS KayecTBa BCMOMOratesnbHbIX
BELLECTB;

H) JOKyMeHTanbHoe noarBepXaeHue (Banugaums) aHanuTuyeckmx MeToguk, NCNoNnb3yeMbiX NPY OCYLLECTBNEHUN
KOHTPOMS KayecTBa BCNOMOraTesibHbIX BELLECTB;

0) MHdopMaumsi 06 MCNONb30BaHMM BCNOMOraTenbHbIX BELLECTB YENOBEYECKOrO M XXMBOTHOTO MPOUCXOXKAEHWS;

n) nHdopmaums o6 MCnonb3oBaHUM HOBLIX BCMIOMOraTernbHbIX BELLECTB;

p) TpeboBaHMSA K KayecTBy J€eKapCTBEHHOrO npenapata Ans MeOUUMHCKOTO MNpUMEHeHust (cepTudukar,
crneundmrKaums Ha NieKapCTBEHHbIV npenapart u nx obocHoBaHue);

C) aHanmuMTuyeckne MeTOAMKW, WCMONb3yeMble MpU OCYLIECTBIEHMN KOHTPOMS KavecTBa MeKkapCTBEHHOro
npenapata 4ns MeavLUMHCKOro NpuMeHeHus;

T) AOKYMEeHTarnbHOe noATrBepXaeHune (Banvaaumns) aHanMTu4ecknx MeToamk, UCNonb3yeMbliX Npyu OCYLLECTBIEHUN
KOHTPOsi Ka4YeCcTBa JIEKAapCTBEHHOIo NpenapaTa Anst MegUUUHCKOro NPUMEHEHUS;

y) pe3ynbTaTbl aHaNM30B Cepuii NIeKapCTBEHHOTO Npenapara 47159 MEAULIMHCKOrO NPUMEHEHNS;

&) xapakTepucTtuka npumecen;

X) NepeyveHb cTaHgapTHbIX 06pasuoB, UCMOMNb3yeMbIX MPU OCYLLECTBIEHUM KOHTPOMS KayecTBa JieKapCTBEHHOro
npenapata 4ns MeavLUMHCKOro NpuMeHeHus;

L) AaHHble 0 CTabMNbHOCTM NEKAPCTBEHHOIO NpenapaTta Ana MeauUMHCKOro NpUMEHeHNs.

(vacTb 5 B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

6. Pazgen dhapmakonormyeckon, TOKCUKONTOTMYECKON OOKYMEHTauuM BKIloYaeT B cebsa oTyeTbl O pesynbraTtax
OOKITMHNYECKMX UCCNeaoBaHWI NIeKapCTBEHHOrO cpeacTBa Ans MEOULMHCKOTO NPUMEHEHNS], B TOM Y1Che:

1) oT4eT 0 hapmakoANHaAMNYECKUX UCCNESOBAHMSAX;

2) oT4eT 0 (hapMaKOKMHETUYECKNX NCCNEOOBAHUSX;

3) OT4ET O TOKCUKONOrMYECKMX CCNEeAOoBaHMUSAX.

(vacTb 6 B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

7. Pasgen knuHMYeckon JOKYMeHTaumM BKoYaeT B cebst oTyeTbl O pesyrnbTatax KIUMHMYECKMX MCCredoBaHWN
niekapCTBEHHOro npenaparta Ans MeQULMHCKOrO NPUMEHEHNSs], B TOM YMCHE:

1) oTueTbl 06 mccrnegoBaHUax GUOOOCTYNHOCTU U BGUOIKBMBANEHTHOCTU, UCCNELOBAHUSAX, YCTaHaBNMBAOLLNX
KOppensaumio pesynbTaToB, NONyYeHHbIX B YCNOBUSX in Vitro u in vivo;

2) oT4eTbl 0 PapMakoOKUHETUYECKUX UCCIIef0BaHUSX;

3) oTyeTbl 0 hapMaKkoAMHAMUYECKUX NCCIEO0BAHNSIX;

4) 0TYETbI O KITMHMYECKMX MccrneaoBaHmsax adhpekTMBHOCTM 1 6e3onacHocTy;

5) oTyeT 0 NocTperncTpaunuoHHOM ONbITe MPUMEHEHMUS (MPU HANU4YKUK).

(4acTb 7 BBegeHa PegeparnbHbIM 3akOHOM OT 22.12.2014 N 429-93)

8. TpeboBaHusa kK 06beMy MHOpMaLNK, NMPeAOCTaBASEMON B COCTaBE PErMCTPALMOHHOIO A0Chbe, ANS OTAENbHbIX
BUOOB feKapCTBEHHbIX MpenapaToB ANA  MEAMLUUHCKOrO MPUMEHEHUS  YCTaHaBfMBAKTCA  YNOFHOMOYEHHbIM
deneparnbHbIM OPraHoM UCMONTHUTENLHOM BNACTU.

(4acTb 8 BBegeHa PegepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

9. B OTHOLLEHMM NEKAPCTBEHHbIX NpenapaToB, paspelleHHbIX ANd MeAULUMHCKOro npuMeHeHmsa B Poccuinckon
depepaummn bonee gBaguatu net (3a MCKNIOYEHMEM OMONOrMYECKMX FEeKapCTBEHHbIX MpenapaToB), OonyckaeTcs
BKITIOMEHMEe B cocTaB pasgena hapmakonornyeckomn, TOKCUKONOIMYecKOM OOKYMeHTauuu u  pasgena  KIuHUYecKon
OOKyMEHTaUMM BMeECTO oOT4yeTa pa3pabotunka O pesynbTaTax CoOOCTBEHHbIX —[AOKMMHUYECKUX —MCCreaoBaHun
nekapCTBEHHbIX CPEeACTB U KITMHUYECKMX UCCNEeAOBaHNIA NeKapCTBEHHbIX NpenapaToB Anst MeAWLMHCKOrO MNMpUMEHEHNUS
0630pa Hay4yHbIXx paboT O pesynbTaTax AOKIMHUYECKMX WUCCNELOBaHUN NEKAPCTBEHHbIX CPEeACTB U KIMHUYECKUX
NCCrefoBaHUM AaHHbIX FeKapCTBEHHbIX MNpenapaTtoB, B TOM 4MCre BKMOYasd OMblT WX MNOCTPErncTpaLmMoHHOro
NPUMEHEHNS.

(vacTb 9 BBegeHa PegeparnbHbIM 3akoHOM OT 22.12.2014 N 429-93)

10. MNMpun rocygapCTBEHHON perucTpaumm BOCMNPOU3BEAEHHbIX NEKapCTBEHHLIX MpenapaToB ANA MeAULUHCKOro
NPYMEHEHMS JOMyCcKaeTCcs BKIIOYEHNE B COCTaB pasgena (apmMakonorm4yeckon, TOKCUKOMOrMYEeCKon OOKYMeHTauun wu
pasgena KvHUYeCcKOW AOKYyMEHTauMu BMECTO oTyeTa paspaboTymka O pesynbTatax COOCTBEHHbIX AOKIMHUYECKUX
NCCrefoBaHUM fekapCTBEHHbIX cpedcTB 0630pa HayyHbiXx paboT O pesynbTatax OOKIMMHUYECKUX WCCregoBaHumn
pedepeHTHOro ekapCTBEHHOTO npenaparta U NpeacTaBneHne BMECTO KITMHUYECKMX NCCneaoBaHnii B MOMHOM 00beme,
YCTaHOBMEHHOM pa3ferioM KNMHUYECKOW AOKYyMEeHTaLUmmn, oT4eTa O pesynbTaTax MccrnenoBaHui BGUO3IKBUBANEHTHOCTU
BOCMNPOU3BEAEHHOIO EKapCTBEHHOro npenapaTta Ans MeguuMHCKOro npumeHeHusi. He TpeGyeTcs npencraBneHue
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oTyeTa O pesynbTaTtax UCCrNefoBaHUN OMOIKBMBANEHTHOCTM BOCMPOWM3BEAEHHOIO EeKapCTBEHHOrO npenaparta Aang
MEOULMHCKOTO MPUMEHEHWsi, €CN1  PEerncTpypyroTca  BOCMPOU3BEOEHHble eKapCTBEHHble  npenapartbl  Ans
MEAMLIMHCKOro NPUMEHEHMS, KOTOpPbIE:

1) npegHasHayeHbl ANA NapeHTepanbHOro (MOLKOXHOMO, BHYTPUMbILLIEYHOrO, BHYTPUBEHHOIO, BHYTPUrMasHOro,
BHYTPUMONOCTHOrO, BHYTPUCYCTaBHOIO, BHYTPUKOPOHAPHOI0) BBEAEHNSI U NpeacTaBnsaioT cobor BOgHbIE pacTBOPSLI;

2) npeacTaBnsaoT cOOON pacTBOpLI AN NepopanbHOro NPUMEHEHUS;

3) npon3BeaeHbl B hopmMe NOPOLLKOB U NMonnm3aToB A8 NPUroTOBNEHUSA PacTBOPOB;

4) ABNATCA rasamu;

5) ABNAKTCA YWHLIMWA WX TNA3HbIMU NIEKAPCTBEHHBbIMW Mpenapartamn, Npou3BeAeHHbIMU B (bopMe BOOHbIX
pacTBOpOB;

6) NnpeaHasHaveHbl ANt MECTHOro NPUMEHEHWS U NPUrOTOBNEHbI B hOpMe BOAHbLIX PACTBOPOB;

7) npeacTaBnsoT cOO0N BOAHbIE PAcTBOPLI AN UCMONb30BaHUSA B hOPME MHransiuum ¢ nomoLlblo Hebynansepa
U B Ka4YeCTBE Ha3asbHbIX CNPEEB, NPUMEHSEMbIX C MOMOLLIbIO CXOAHbIX YCTPONCTB.

(vacTtb 10 BBegeHa deaeparnbHbiM 3akoHOM OT 22.12.2014 N 429-93)

11. Ona cnyyaes, ykasaHHbiX B nyHktax 1-3,5-7 yactm 10 HacToswen craTbu, BOCMPOU3BEOEHHbIN
nekapcTBEHHbIN Npenapat Ang MeguuUHCKOro NpMMEHEHUS OOIMKEH COAepXKaTb TakMe e BCoMoraTenbHble BellecTBa
B TaKUX Xe KOnm4ecTBax, kak 1 pedepeHTHbIN NekapcTBEHHbIN npenapaT. Ecnv coctaBbl BCromoraternbHbIX BeLLEeCTB
pasnuyaroTcs, 3asaBUTENb AOMKEH NPEeACTaBUTb AOKa3aTeNbCTBa TOro, YTO UCMONb3yeMble B AaHHbIX KOHLEHTpauusix
BCMOMOraTerbHble BeLlecTBa He BNUAIOT Ha 6e30nacHoCTb 1 (Mnn) addEeKTUBHOCTL JIEKAapCTBEHHOrO npenaparta Ans
MEeOULUMHCKOro NpuMeHeHus. B cniyyae, ecnv 3agButenb He MOXET MpeacTaBUTb Takue JokasaTenscrtBa v (Mnu) He
UMeeT [ocTyna K COOTBETCTBYHOLWMM AaHHbIM, OH [OMKEH MNPOBECTU COOTBETCTBYHLIME WCCMEeAOoBaHUS Anis
[oKasaTenbCTBa OTCYTCTBUS BIUSAHWUS pPasHbIX BCMOMOraTesibHbiIX BELECTB MMM BCMNOMOraTesnbHbIX YCTPOWCTB Ha
B6esonacHocTb U (Mnn) 3chdEKTUBHOCTL NEKAPCTBEHHOIO Mpenapata Anst MeOUUMHCKOrO MpPUMEHEHUSI B MoOpsiake,
YCTaHOBMIEHHOM YMNOMHOMOY€EHHBIM dhedeparibHbIM OPraHOM UCMOSTHUTENLHONM BNAaCTU.

(vactb 11 BBegeHa depepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

12. Tpw rocyaapCTBEHHOW perucTpaumm KoMorMHauun paHee 3apermcTpUpoBaHHbIX JEKApPCTBEHHbIX MpenapaToB
Ons MeguMUMHCKOro NpuMeHeHUst A0MyCKaeTCa BKoYEeHWe B COCTaB pasaena papmMakonormyeckom, TOKCUKONOrM4YecKon
OOKyMeHTauum n pasgena KnMHMYeCcKoM AOKYMEHTaumMM BMECTO OTdeTa paspaboTuvka O pesynbTatax COOCTBEHHbIX
OOKIMUHUYECKNX UCCNESOBaHWUIA NEeKapCTBEHHbIX CPeAcTB 0b630pa HayyHbiX paboT O pesynbTaTax AOKIMHUYECKUX
uccrnefoBaHun pedepeHTHBIX JTEKAapCTBEHHbIX MpenapaTtoB, BXOASAWMX B COCTaB KOMOWHaUUKM NEKapCTBEHHbIX
npenapaToB, U 06 OTCYTCTBUM UX B3aMMOLENCTBUSA B OOHOWN NIEKapCTBEHHOW hopMeE.

(vacTtb 12 BBegeHa deaeparnbHbiM 3akoHOM OT 22.12.2014 N 429-93)

13. Ha akcnepTtmnsy pasnuyHbIX NEKapCTBEHHbIX (POPM OAHOrO U TOrO Xe NeKapCTBEHHOro mnpenapaTta ans
MEeAMLMHCKOro NpUMEHEHUS 3aaBUTENb NPEeACTaBnseT OTAeNbHbIE 3asBNIEHUSA N PErUCTPALMOHHBIE LOCbE Ha KaXayto
nekapcTBeHHylo ¢opmy. lMpu ycnosun OAHOBPEMEHHOW MOA4AYM Ha IKCMEepTM3y OAHOM NekapCTBEHHOW opMbl C
pasnMYHbIMU JO3MPOBKOW, KOHLIEHTpaLMen, 00 beMOM 3asBUTENb NPEACTABNSAET OOHO 3asBIEHWE U PErMCTPaLMOHHOE
[0Cbe C NPUMOXEHNEM MAKETOB YMAKOBOK Ha KaXKOyH0 JO3NPOBKY, KaXKOyl0 KOHLUEHTpauuio, Kaxabll obbeM M Kaxgoe
KONMYeCTBO 403 B yNaKOBKe.

(vacTb 13 BBegeHa depepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

14. MNpu rocyaapCTBEHHOM perncTpauum opchaHHOro NeKapCTBEHHOro npenapata 3asiBUTeNnb MpeacraBnseT
NHdopmaLmo, HeobxoaMmMyto Anst GOPMMUPOBaHUSA pasaena KIMHUYECKOW OOKyMeHTauun, B 06beme, YCTaHOBIEHHOM
YNONTHOMOYEHHBLIM hefiepanbHbIM OpraHoM UCMONHUTENBHOWN BracTu.

(4acTb 14 BBegeHa depepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

15. lMpu peructpaumm GMONOrMYECKOro NEKapCTBEHHOrO npenapaTa, MOSIyYEHHOr0 U3 KPOBW, Miia3mbl KpPOBWU
YyenoBeka, B COCTaBe PErMcTpaLVoHHOro 40CkEe Ha NIEKapCTBEHHbIV Npenapar Ansg MeaULUHCKOrO NPUMEHEHNS AOSMKHbI
ObITb NpeacTaBneHbl AOMOMHUTENBHO:

1) B pasgene AOKyMeHTauMn agMUHUCTPATUBHOINO XapakTepa AOKYMEHT, COAepKaLLmMin MHopmaumo o cyobekTax
obpalLeHNsi LOHOPCKOWM KPOBM U (UNIN) ee KOMMOHEHTOB, O ToM, rge Obina ocywecTBneHa goHauus (KpoBu v (Mnu)
nnasMmbl KpoBMW), a Takke OaHHble 00 WH(EKUMOHHbIX 3aboneBaHusX, Mepefarwmnxcs napeHTeparnbHbiM NyTeM,
MHpopmaumss 0 cybbekTax obpalleHusi OOHOPCKOW KpoBM M (MNKU) ee KOMMOHEHTOB, B OTHOLUEHUUM KOTOpPbIX
OCYLLIECTBMSIETCS KOHTPOMb JOHOPCKOW KPOBU U (UNTN) €€ KOMMNOHEHTOB;

2) B pasgene XMMmnyeckon, hapmaueBTMYeCKon U1 BMonorMieckon 4oKyMeHTaLmm:

a) Kputepun 1 cnocobbl 0T6OpPa, TPAaHCNOPTUPOBAHNS U XPAaHEHWUS] LOHOPCKOWM KPOBM U (UNN) ee KOMMOHEHTOB;

6) pesynbTaTbl UccrefoBaHUn OTOBpPaHHLIX LOHOPCKOW KPOBM M (MNn) Nna3mMbl KPOBM WM NYNOB Ha Hamnuudve
BO3OyauTENnen MHMeKuni, BKMYass MHopmaumio 06 UCMOMb30BaHHLIX METoAMKax WCCRefoBaHUM W B criyyae
nccrnegoBaHud MynoB Na3Mbl KPOBM pe3ynbTaTbl JOKYMEHTaNbHOIO MOATBEPXAEHMSA (Banugauvun) MCMoSb30BaHHbIX
METOAMK;

B) TEXHMYECKUE XapaKTepUCTUKM YNakoBKWM ANA OTbopa AOHOPCKOW KpPOBM U (UNu) nnasmbl KpOBW, BKMAKOYas
nHdopmaLmio 06 NCNOMb30BaHHbIX PpaCTBOPax aHTUKOAryssiHTOB.
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®epnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 03.07.2016)
0 " [JokymeHT npegoctasneH KoHcynbTaHTINOC
06 obpalleHnM NekapCTBEHHbIX CPeacTB [laTa Coxpanermst: 09,03.2017

(c usm. u gon., BCTYN....

(vacTb 15 BBegeHa depepanbHbIM 3akoHOM OT 22.12.2014 N 429-03)

16. KnuHmnyeckne uccnegoBaHMst NEKApCTBEHHOrO npenapaTta ans MeAWUMHCKOro NMPUMEHEHUs B LensiX ero
rocygapcTBeHHON permctpauum nposogatcs B Poccuickon ®egepauumn B nopsgke, yCTaHOBMEHHOM cTaTbamu 38 - 44
HacToswero ®denepanbHoro 3akoHa. OT4YET O NPOBELEHHbIX WCCNEeAOBaHUAX BKMKYAeTCAa B COCTaB pasgena
KNUHNYECKON JOKYMEHTaLUUN perMcTpaumMoHHOro oCbe Ha NeKkapCTBEHHbIN nNpenapaTt Ans MeAWLMHCKOro NpUMEHEHUS.
[nsa nekapCTBeHHbIX NpenapaToB ANnst MEOULMHCKOIO MPUMEHEHUS, B OTHOLLUEHUN KOTOPbLIX B pe3ynbTaTe 3KCNepTusbl
OOKYMEHTOB, MPeACTaBMEHHbIX AMs onpeferieHns BO3MOXHOCTM paccMaTpvBaTh JIEKApCTBEHHbIN Mpenapat Ans
MEeAMLMHCKOro NPUMEHEHUs B KayecTBe opaHHOro NeKapCTBEHHOrO Mpenapara, Takasd BO3MOXHOCTb MpuU3HaHa M B
OTHOLLIEHMWN KOTOPLIX MPOBEAEHbI KITMHUYECKME UCCeoBaHs, BbIMOMHEHHbIE 3a npegenamn Poccuiickon depepaumm
B COOTBETCTBMM C MpaBuramMun Hagnexawiey nabopaTtopHOW MPaKTUKM W MpaBuriamMu  Hagnexawewn KiMHU4eCKowm
NPaKTUKW, AOMYCKAEeTCH BKINIOYEHME B COCTaB pasfena KIMHUYECKOW OOKyMEeHTauuu BMECTO oTyeTa O pesyrnbTaTax
KIMHUYECKUX UCCneaoBaHUA NekapCTBEHHOro npenapata Ansg  MeAMUMHCKOrO  MPUMEHEHWsl, NPOBEAEHHbIX B
Poccuinckon depepaumu, otyeta O pesynbTatax KIMHWYECKMX WCCRegoBaHUW, BbIMOMHEHHBIX 3a npedernamu
Poccuiickon depepaumm.

(4acTb 16 BBegeHa depepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

17. 3asBuTenb BNpaBe NPeAcTaBUTb N0 COBCTBEHHON MHMLUMATMBE BMECTe C 3asiBNieHMEeM O roCcyaapCTBEHHON
perncTpauum nekapCTBEHHOro npenapata Ans MeOuUMHCKOro NpUMEHEeHUs OOKYMEHTbl, noATBepxaarolime ynnarty
rocyJapCTBEHHOM MOWNHLI U ykadaHHble B NyHkTe 10 yacTn 2 HacTosiwen ctatbl. B crnydyae wmx HenpepncrtaBneHus
COOTBETCTBYIOLUIA YMONTHOMOYEHHbIN defepanbHbIil  OpraH MWCMONIHUTENBHOW BracTu MpoBepsieT akT ynnaTbl
rocyapCTBEHHON MOLWWSIMHbI 3asiBUTENEeM MOCPEACTBOM WCMOSb30BaHMUS MHdopmauun ob ynnaTte rocyaapCTBEHHON
NOLLINMWHbLI, coaepxallenca B ocygapcTBeHHOM MHAOPMALMOHHON CUCTEME O rOCyAapCTBEHHbLIX U MyHUUUNANbHbIX
nnaTexax, Ha OCHOBaHWW TMpPEeACTaBIEHHbIX 3asBUTENEM KOMUIW OOKYMEHTOB, MNOATBEpXAalowux  ynnaty
rocyapCTBEHHOWN MOLUSINHBI.

(vyacTb 17 BBegeHa deaepanbHbIM 3akOHOM OT 22.12.2014 N 429-®3)

18. He ponyckaeTcs vcnonb3oBaHME B KOMMEPYECKUX Uensix MHopmauum o pesynbratax OOKITMHUYECKMX
nccnegoBaHU  NEKapCTBEHHbIX CPEACTB M KITMHUYECKMX WCCREAOBaHWM  JIEKapCTBEHHbIX MpenapaTtoB  Ans
MEAWLMHCKOrO MPUMEHEHUS, NPEeACTaBEeHHON 3aaBMTENeM [fsi rocyaapCTBEHHOM perncrpaumm nekapcTBEHHOIo
npenapata, 6e3 ero cornacuMsi B TeYeHWe LecTu neT C faTbl rOCygapCTBEHHOM perncrpaumm pedepeHTHOro
nekapcTBeHHoro npenapata B Poccunckon ®egepaumn.

(vacTb 18 BBegeHa deaepanbHbIM 3akOHOM OT 22.12.2014 N 429-93)

19. [epxatens wnu Brnageney perncrpauuoHHOrO YAOCTOBEPEHWUs JIEeKapCTBEHHOro mnpenapata Ha
OMOTEXHONMOMMYECKNA MM OpddaHHbIA JNleKapCTBEHHbIN npenapaT obs3aH nNpegocTaBnATb HA BO3ME3OHOM OCHOBE
o6pasupl petepeHTHOro fekapCTBEHHOrO npenapaTta 3asBuTensM ANs NPOBEAEHUS KITMHUYECKUX WCCrefoBaHun.
CtomnmocTb obpasua peepeHTHOro nekapCTBEHHOro npenapaTta, BKIOYEHHOro B NepeyeHb XXU3HEHHO HEOBXOOUMBIX U
BaXKHENLLNX NeKapCTBEHHbIX MpenapaToB, He AOMKHa NpeBbillaTh 3aperncTPUPOBaHHYIO NpeaeribHYI0 OTNYCKHYHO LIeHY
Ha pedepeHTHbIN NeKapCTBEHHbIV NPenapar UIu LeHy Ha JIEKApPCTBEHHBIN NpenapaT B CTpaHe NpOW3BOAMTENS.

(vacTb 19 BBegeHa depepanbHbIM 3aKoHOM 0T 22.12.2014 N 429-03)

20. 3asBneHue O TrocygapCTBEHHOW permcTpauum BOCMPOM3BEOEHHOrO JIEKAapCTBEHHOrO Mpenapara Aans
MEAMLMHCKOro NPUMEHEHNsT MOXET ObITb NOAAHO B YNOMHOMOYEHHbIN doefeparnbHbii OpraH WCMONTHUTENbHOW BRacTMy,
OCYLLECTBASOLUNA rOCYAaPCTBEHHYIO PErMCTPaLUIo NIeKapCTBEHHbIX NPenapaToB, N0 UCTEYEHUN YeTbIpex neT ¢ Aathbl
rocy1apCTBEHHOW perncTpaumm pedepeHTHOro fiekapcTBeHHOro npenapara B Poccuiickon degepaumm.

(vacTb 20 BBegeHa deaepanbHbIM 3akOHOM OT 22.12.2014 N 429-®3)

21. 3asaBneHve o rocygapCTBEHHON permctpaumm buoaHanorosoro (6MonogobHOro) nekapcTBEHHOro npenaparta
(bnoaHanora) mMoxeT OblTb NOOAHO B YMOSTHOMOYEHHbIM dhbedeparnbHbIii  OpraH WCMNONHUTENIbHOM  BRacTw,
OCYLLECTBMSIOLWUNA FOCYAapCTBEHHYIO PErncTpaumio NEKapCTBEHHbIX MpenapatoB, MO UCTEYEeHUW Tpex neT ¢ Aarhbl
rocyapCTBEHHOWN perncrpaumm pedepeHTHOro fiekapCTBEHHOro npenaparta B Poccuiickon degepaumm.

(vacTb 21 BBegeHa deaepanbHbIM 3akOHOM OT 22.12.2014 N 429-93)

22. [lepxatenb unv Bnagenew pernctpaLMoHHOro yaoCcTOBEPEHMS NIEKAPCTBEHHOIO Npenaparta npeacTaBnsaeT B
YMONTHOMOYEHHbIN befeparnbHbIl OpraH UCMOMHUTENBHOW BNACcTW, OCYLLECTBASIOWMIA (YHKLMKU MO KOHTPOIO 1 Haa3opy
B cdhepe 3a4paBoOOXpaHEHUs], OTYET MO pesynbTaTam dapMakoHaZ30pa OOuH pa3s B LUECTb MECSALEB B TeYEHME ABYX IeT
nocre rocyaapCTBEHHON perncrTpaunm nekapcTBeHHoro npenapata B Poccunckon ®epepauun, eXerogHo B TeYeHue
nocregylLwmx Tpex net n B ganbHenwemM OavH pas B NATb NeT.

(vacTb 22 BBegeHa deaepanbHbIM 3akOHOM OT 22.12.2014 N 429-93)

Cratbst 19. MNpUHATME pelleHMs O BblOadye 3KCMNEePTHOMY YUPEXOEHMIO 3a0aHus Ha MPOBEAEHWE IKCMepTUsbl
nekapcTBEeHHOro cpeacTsa

(B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)
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®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapcTBeHHbIX cpeacTs"”

(c usm. u gon., BCTYN....

[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHnus: 09.03.2017

1. B TeyeHue pecATM pabounx JOHEN CO [OHS MNPUHATMSA 3asBMEHUA O TOCyOapCTBEHHOW permcrpaumm
nekapCTBEHHOro npenapaTta COOTBETCTBYHOLLMIA YNOSTHOMOYEHHbIA bedeparnbHbli OpraH MCMOSIHUTENbHOM BRAacTU
NPOBOAMT MNPOBEPKY MOSMHOTbI, AOCTOBEPHOCTU U MNPaBUINBLHOCTU OCOPMIEHNS NpPeaCTaBNEHHbIX AOKYMEHTOB
perncTpaLmoHHOro 4OChe Ha NeKapcTBEHHbIN NpenaparT u NpuHMMaeT peLleHne O Bbldaye 3agaHns Ha NpoBeaeHmne:

1) akcnepTu3bl AOKYMEHTOB, NpeACTaBNeHHbIX AN onpeaeneHns BO3MOXHOCTU paccMaTpuBaTh NeKapCTBEHHbIN
npenapat 418 MeAULMHCKOrO NMPMMEHEHMWS NMPU OCYLLLECTBIEHNM rOCY4apCTBEHHON perMcTpaunm B kKa4ecTse opdaHHoOro
nekapCcTBEHHOro Npenapara;

2) 3KCnepTM3bl JEeKApCTBEHHOIO CpeacTBa B 4acTW 3KCMEpPTM3bl KayecTBa JIEKAapCTBEHHONO cpeacTtBa W
3KCMNEPTM3bl OTHOLUEHUS] OXMOAEMOMW MNOMb3bl K BO3MOXHOMY PUCKY MPUMMEHEHUSI NEKapCTBEHHOro npenaparta Ansi
MEAMLMHCKOro NpUMEHeHMS;

3) 3KCnepTM3bl NEKapCTBEHHOrO CpeAcTBa B 4aCcTM 3IKCMEPTU3bl KavyecTBa JieKapCTBEHHOrO cpeacrsa U
3KCMEPTM3bl OTHOLLEHUS OXMOAEMOW MOSb3bl K BO3MOXHOMY PUCKY MPUMEHEHUSI NEeKapCTBEHHOro npenaparta Aans
MEeOULMHCKOrO MPUMEHEHUS B NOPSOKE YCKOPEHHOW Npoueaypbl 3KCNepTU3bl fIeKapCTBEHHbLIX CPEACTB B COOTBETCTBMU
Co cTaTben 26 HacTosiwero ®egepanbHOro 3akoHa;

4) skcnepTusbl fIEKAPCTBEHHOrO CpPeACcTBa B OTHOLLEHUM JNEKAPCTBEHHOrO Mpenapata And BeTepUHapHOro
NPUMEHEHNSI.

2. YNONHOMOYEHHbIN (befepanbHbli OpraH UCNONTHUTENBHOW BNAacTU YBEOOMMSIET B ANIEKTPOHHOM (hopMe UNun Ha
OyMaxHOM HocUTErne 3asiBUTENS U 3KCMEPTHOE YYpEXOEHNE O NPUHATOM PELLEHUN O BblAaye 3afaHniA Ha NpoBeAeHUe
3KCMepTn3, NPedyCMOTPEHHbIX YacTbio 1 HAacTodALen CTaTbu, U B criy4yae HeobXoOUMOCTM O Bblgaye paspeLleHus Ha
BBO3 B Poccuiickyto ®egepaumto KOHKPETHOW MapTUM, CEpUM 3aperucTpyMpoBaHHbIX U (UMW) He3aperMcTpuMpoBaHHbIX
NeKapCTBEHHbIX CpeacTB unu o6 oTkase B NPOBEAEHMM NPEenyCMOTPEHHBLIX 3KCMEPTM3 C yKazaHMeM MPUYUMH Takoro
oTKasa.

3. B cnyyae BbIsiBNEHNSA OTCYTCTBUS UM HEQOCTOBEPHOCTU MHGOPMaLUK, codepXallencs B npeactaBneHHbIX
3asBMTENEM OOKYMEHTaX, YNONTHOMOYEHHLIN befepanbHbli OpraH WCMONHUTENLHOW BNAacTM HanpaensieT 3asBUTENO
3anpoc 06 yTOYHEHMM 3TOW MHdopMaLMK (ganee - 3anpoc yNorHOMOYEHHOro hedeparnbHOro opraHa WCMOMHUTENBHOWN
BNacTu), KOTOpPbIA MOXEeT ObiTb nepedaH YMNOSIHOMOYEHHOMY NPeaCTaBUTENO 3asBUTENS JMYHO MOA  PAacCrMUCKY,
HanpaereH No NoYTe 3aKka3HbIM MMCbMOM UK NepeaaH B SN1EKTPOHHOM opMe MO TENEKOMMYHUKALMOHHBIM KaHanam
cBA3n. B cnyyae HanpaBneHus 3anpoca ynonHOMOYEHHOro heaepanbHOro opraHa UCMoNHUTENbHOW BracTM Mo novte
3aKa3HbIM MMCbMOM OH CYMTAETCH MOMYYEHHbIM MO UCTEYEHUN LLIECTU AHEN C AaTbl HaNpaBneHnsa 3aKka3Horo NUcbma.

4. 3asBuTenb 0683aH NPeAcTaBUTb OTBET HA 3anpoc YNofIHOMOYEHHOrO dheeparnbHOro opraHa MCMoHUTENbHON
BMacTu B CPOK, HE MpeBbllIalWniA AeBsaHocTa pabounx OHer co AHs ero nonyyveHusi. Cpok, ykasaHHbIM B 4Yacty 1
HacTosILLIEN CTaTbW, NPUOCTAHABIIMBAETCHA CO AHS HaMNpaBrieHUs 3aaBUTENIO 3anpoca YNoJIHOMOYEHHOIo doegeparnbHOro
opraHa UCMNOMHUTENBbHON BNACcT A0 AHA MOMyYeHUs UM COOTBETCTBYHOLLErO OTBETA.

5. OcHoBaHMeM Ons OTKasa B OpraHu3aumm 9KCnepTus, NpegyCMOTPEHHbIX YacTbio 1 HacToswen cratby,
SBNSETCA NpeacTaBneHne HeobxoanMbIX ANsi NPOBEAEHUS NPedyCMOTPEHHbIX 3KCMEPTU3 LOKYMEHTOB B HEMOSTHOM
obbemMe wunNM HenpeacTaBreHUe 3asBUTENEM B YCTAHOBMEHHbIA CPOK OTBETA Ha 3anpoc  YMONTHOMOYEHHOrO
defepanbHOro opraHa WCMOMHUTENbHOW BMAAacTM, a Takke MpeAcTaBfeHMe [OOKYMEHTOB, He codepXalumx
NCYepnbIBaOLLEro NepeYHs He0OXOANMbIX CBEOEHUIA.

Cratbsa 20. Okcneptv3a [OKYMEHTOB, NpPeACTaBMeHHbIX AN onpefeneHus BO3MOXHOCTM paccMmaTpuBaThb
nekapcTBeHHbINM NpenapaTt Ans MeAULMHCKOro NPUMEHEHWs NMpu OCYLLEeCTBIEHUN rOCYyAapCTBEHHOW perucrpaumi B
kayecTBe opchaHHOro nekapcTBeHHOro npenapara

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

1. SkcnepTnsa AOKYMEHTOB, NpeACTaBMNEeHHbIX AN onpeaeneHms BO3MOXHOCTU paccMaTpuBaTh NeKapCTBEHHbIN
npenapar 415 MeAULMHCKOro NpUMEHeHUs Npu OCyLLEeCTBNEHUM rOCYAapCTBEHHOM perncTpauumn B ka4ectse opaHHOro
nekapcTBEHHOro npenapara, CoCTaBleHne KOMUCCUEN 3KCMEPTOB 3aKIOYEHUsT O BO3MOXHOCTU WMNU HEBO3MOXHOCTU
paccmaTtpuBaTb NeKapcTBEHHbIN npenapaT Ans MeauUMHCKOro MpPUMEHEHUS MNPy OCYLLEeCTBMEeHUM rocyaapCTBEHHON
peructpaumm B KavecTBe OpP@aHHOro IeKapCTBEHHOro mnpenapata W HanpaeneHne [AaHHOro 3akrnyeHus B
YNOSTHOMOYEHHbIN hbedeparibHbI OpraH MCMONHUTENbHOW BracTU OCYLECTBASAITCA B CPOK, He MpeBbllarowmm
TpyauaTtn pabounx gHen co AHA MNONYYEeHUss IKCMEPTHbIM YyypeXaeHuem 3afaHus ynosIHOMOYEHHOro dhegepansHoro
opraHa UCMNOMHUTENbHOW BNACTW U B 3NIEKTPOHHOM (DOPME UM Ha BGyMaXkHbIX HOCUTENsSIX HeobXoOMMbIX OOKYMEHTOB,
yKasaHHbIX B nyHkTax 1, 2, 5, 6, 10 yactn 4 n B Yactn 7 ctatbn 18 HacTosero ®eaepansHOro 3akoHa.

2. [lokyMeHTbI, cofepxalinecs B permcTpauumoHHOM O0Cbe Ha FekapCTBEHHbIM npenapat U NocTynuBLUME Ha
DyMaXKHbIX HOCUTENAX B SKCNEPTHOE yupexaeHne AN OCyLEeCTBNEHMS X 3KCNePTU3bl AN ONpeaeneHns BO3MOXHOCTH
paccmaTtpuBaTh fIEKAapCTBEHHBIN NpenapaT A5 MeAUUMHCKOro MPUMEHEHUSI B KadecTBe OpdaHHOro IekapCTBEHHOMO
npenaparta, nogsnexart Bo3BpaTy B YNOMHOMOYEHHbIN dpefepanbHblii OpraH UCNOMHUTENBbHOW BNacT OOHOBPEMEHHO C
3aKIYEHUSIMU COOTBETCTBYIOLLINX SKCNEepTU3.
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®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapcTBeHHbIX cpeacTs"”

(c usm. u gon., BCTYN....

[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHnus: 09.03.2017

Cratbss 21. PelweHne 0 BO3MOXHOCTM pacCMaTpuMBaTb JIEKAPCTBEHHbIA Npenapar npu  OCyLeCTBIEHUN
rocyaapCTBEHHOWN perncrTpaumm B kayectse opdaHHOro fiekapCTBEHHOroO npenapara

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

1. B cpoK, He NpeBbIWaoLWLMA NATU pabounx OHEN CO OHA NOMYyYEHUS 3aKMOYEHMs, YKa3aHHOro B YacTu 1 cTaTbu
20 Hactosiwero ®depepanbHOro 3akoHa, YMOSTHOMOYEHHbI dieaepanbHbIl  OpraH  MCMOMHUTENbHOW  BacTu
OCyLLEeCTBMAET OLEHKY MOMYyYEeHHOro 3akmnYeHus Ans onpedenieHus ero COOTBETCTBMS 3afaHuio Ha MpoBedeHune
COOTBETCTBYIOLLEN IKCNEepTU3bl M yBeAOMMseT 3asABUTENs B 3MNEKTPOHHOW hopMe unu Ha BymakHOM HocuTene o
pesynbTatax nNPOBEAEHHON 3JKCMEePTU3bl C MPUINOXKEHUEM KOMWM OKCMEPTHOrO  3akmioveHns (C  coxpaHeHnem
KOHbMAEHUMaNbHOCTN MHpopMauumn O cocTaBe 3KCMEPTHOM KOMUCCMM) M O BO3MOXHOCTU WM HEBO3MOXHOCTWU
paccMaTpvBaTh JIEKAPCTBEHHBIN Mpenapat ANns MeOULMHCKOrO MPMMEHEHWS MpU OCYLLECTBIIEHMM rOCyOapCTBEHHON
pervctpaumm B kKa4ecTBe OpdaHHOro fieKapCTBEHHOIO npenapara.

2. lMpn BbIHECEHUN KOMWCCUEN IKCMEPTOB 3aKMYEHUS O BO3MOXHOCTU paccMaTpuBaTb J1€KapCTBEHHbIN
npenapart 4ns MeauLUMHCKOro NpMMEHEHUs Npu OCyLLECTBEHUM rocy4apCTBEHHON perucTpaunm B ka4ectse opdaHHoro
nekapCTBEHHOro npenapata YNONHOMOYEHHbIM dedepanbHbii opraH  UCMOMHUTENbHOW BMactM B CPOK, He
npeBbiWaLWmi NATM pabounx gHEN Co OHA NONyYeHUs AaHHOrO 3aKMYeHusl, NPUHMMaET peLLeHNe O Bbldadye 3agaHus
Ha NpoBeJeHNEe IKCNEPTU3bl KayecTBa fIeKapCTBEHHOINO CPEACTBA M 9KCMEpPTU3bl OTHOLUEHUS OXUOAEMOW MOoMb3bl K
BO3MOXHOMY PUCKY NPUMEHEHWs NTEKapCTBEHHOIO npenapara AN MeAULMHCKOro MPUMEHEHMST B MOPsSiAKe YCKOPEHHOMW
npouenypbl 3KCNepTU3bl NEKapCTBEHHOIO CPEACTBa B COOTBETCTBUN CO CTaTben 26 HacToswero PegepanbHOro 3akoHa.

3. B cnyyae npuvHATMS peleHMss O HEBO3MOXHOCTW paccMaTpuBaTb flekapCTBEHHbI npenapat  And
MeOULMHCKOro MPUMEHEHUS MPpU rocy4apCTBEHHON perucTpaunm B KavyecTBe OpghaHHOro nekapCTBEHHOro npenapaTta
YMONTHOMOYEHHLIN  dhefepanbHbIil  OpraH MCMOSNIHUTENbHOW BracTu  MpekpawaeT npouenypy rocyaapCTBEHHON
pervcTpaumm fiekapcTBEHHOTO npenapara. 3assuTens Bnpase obpaTUTbCA B PEMMCTPUPYIOLLMIA OpraH C 3asiBIIEHNEM O
rocynapCTBEHHON perncTpaumm ykasaHHOro fiekapCTBEHHOrO Mpenaparta B COOTBETCTBMM CO cTaTben 18 HacTtoswiero
depepanbHOro 3akoHa.

Cratbsa 22. YtpaTtuna cuny ¢ 1 nionga 2015 roga. - PegepanbHbivi 3akoH 0T 22.12.2014 N 429-03.

Cratbs 23. OKcnepTusa kayecTBa JIeKapCTBEHHOMO CPeACcTBa U 3KCMepTU3a OTHOLUEHUS OXMAAeMOW Nonb3bl K
BO3MOXHOMY PUCKY MPVMMEHEHUS JIEKaPCTBEHHOTO Npenapara Ans MeAMLMHCKOro NPUMEHEHMUs!

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

1. OkcnepTmsa kadecTBa IeKapCTBEHHOrO CpeacTBa W 9KCnepTu3a OTHOLUEHUS OXMOAAeMOW nonb3bl K
BO3MOXHOMY pUCKY MNPUMEHEHWA fekapCcTBEHHOro npenapata Ansg MeaWUMHCKOro MNpUMEHeHWs, CcocTaBreHue
KOMWCCUSIMU 3KCMEPTOB 3aKMNiOYEeHUn No pesynbTatamM NpoBeAeHHbIX 3KCNepTU3 U HanpaBneHne 3TUX 3aknioyeHun B
YNONMHOMOYEHHbIV doefeparibHbIi OpraH MUCMOMHUTENbHOW BacTW OCYLLECTBMSKOTCSA B CPOK, He MNpeBbIWAKWUN cTa
necatn paboumx gHEN co OHA NONYYEHUs] IKCMEPTHBIM YUpeXaeHNeM COOTBETCTBYHOLLEro 3adaHust YNONMHOMOYEHHOMO
defepanbHOro opraHa WUCMOMHUTENbHOW BNAcT U HEOOXOOUMbIX [AOKYMEHTOB B 3NIEKTPOHHOW dopme unu Ha
BOyMaXkHbIX HOCUTENSX.

2. B TeyeHue fOeBAHOCTA [HEW CO [OHA MOMyYeHMs peLleHns YNOMHOMOYEHHOro defepansHoro opraHa
UCNOSMHUTENBHOM BiacTM O NPOBEAEHUM 3KCMepTM3, NPeayCMOTPEHHbIX YacTbio 1 HacToswen craTbu, 3asBUTENb
npeacTaBnsAeT B SKCMEPTHOE ydpexaeHne ans npoBeaeHust 3KCnepTusbl KayecTBa NiekapCTBEHHOIO cpeacTea 0bpasupl
neKkapcTBEHHOro npenaparta Angd MeguLUHCKOrO MPUMEHEHUs, NMPOM3BEOEHHOro B COOTBETCTBUMM C  TpeboBaHuaMU
ONbITHO-MPOMBILUNIEHHOrO U (UNM) MPOMBILLNIEHHOrO pEernamMeHTOB, YTBEPXAEHHbIX pyKoBoguTenem npou3BoanTens
nekapCTBEHHbIX CPeAcTB, a Takke B COOTBETCTBYHOLLMX criydasx obOpasubl capmaueBTuyeckon cybctaHumw,
TecT-lTaMma MUKPOOPraHM3MOB, KyMnbTypbl KNeTok, oOpasubl BELeCTB, MPUMEHSIEMbIX ANs KOHTPOMNS KavecTsa
nekapcTBEHHOro cpefcTBa MyTeEM CPaBHEHUS C HUMM UCCNEeayeMoro fekapCTBEHHOro CpefcTBa, B KOnuMyecTBax,
Heobxo4MMbIX ANSA BOCMPOU3BEAEHMS METOL0B KOHTPOSS KayecTsa.

3. Mpn nonyyeHun obpasLOoB nekapCTBEHHOro npenapata W apmaueBTU4eckon CcybecTaHuun akcnepTHoe
yypexgeHue BblaaeT 3asiBUTENO OOKYMEHT, MOATBEPXKOAMOLLMIA MOMyyYeHne ykasaHHbIX oOpasuoB, M B CPOK, He
npeBbiWaLWNA Tpex paboumx OHEeW, YBeOOMNSET B SMEKTPOHHOM dopMe mnn Ha OymaxHoM Hocuterne ob 3ToM
YNOMHOMOYEHHbIV dhefieparibHblid OpraH UCNONHUTENBbHOW BNACTW.

4. YxaszaHHble B 4acTsiX 2 M 3 HacToswen cTaTbM CpPOK ANns  MpeAcTaBneHust  3asiButenem obpasuoB
nekapcTBEHHOro npenaparta u dapMaLeBTUYECKON CybCTaHUMM U CPOK YBEOOMIEHMST SKCMEPTHBbIM yypexaeHnem ob
3TOM Ha ByMakHOM HocuTene ynosIHOMOYEHHOro dpeepansHOro opraHa MCMNOMHUTENbHOW BMacTW He BKMHOYAKTCHA B
CPpOK NpOBeAEeHNS SKCNepTn3, NpeayCMOTPEHHbIX YacTbio 1 HacTosLEeN cTaTbu.
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5. [JOKyMeHTbI, MOCTYNMBLUME B SKCMIEPTHOE yupexaeHue A58 NPOBeAEHUS 3KCNepTU3, NPeayCMOTPEHHbIX HYacTbio
1 HacTodwen crtaTbW, nognexaT Bo3BpaTy B YMNOMHOMOYEHHLIN doedeparnbHbli OpraH WCAOSIHUTENbHOW BracTu
OAHOBPEMEHHO C 3aKIto4eHUAMHU, NosTy4eHHbIMU NOo pe3yJibTaTaM COOTBETCTBYHOLLMX SKCNEepPTU3.

CraTb4a 24. SKcnemeaa KavyecCcTBa NekapCTBEHHOIo cpeactBa U 3KCnepTn3a OTHOLUEeHUA OXngaemonm nosnb3bl K
BO3MOXHOMY PUCKY NMPUMEHEHNA NeKapCTBEHHOro npenapara anda setepunHapHoro npuMeHeHusa

1. OkcnepTu3a kavecTBa I€KAapCTBEHHOTO CpeacTBa W 9KCMepTM3a OTHOLUEHUSA OXUOAEMOW Mofb3bl K
BO3MOXHOMY PWCKY MPUMEHEHUS NeKapCTBEHHOro npenapata Ans BETEepMHapHOro MpUMMEHEHUs, COCTaBreHue
KOMUCCUSIMU IKCMEPTOB 3aKIYEHNA NO pe3ynbTaTaM YKa3aHHbIX 3KCMEpPTU3 W HampaBfieHUEe TakuMX 3akNiYeHUn B
YNOMHOMOYEHHbIV dhefeparbHbii OpraH UCMOMHUTENbHOW BRacTW OCYLLECTBASKOTCS B CPOK, He MNpeBbIWAWUN cTa
necatn pabounx OHeN cO [HSA MONyYeHUs1 3KCMEPTHBIM YYPEXOAEHMEM 3a[aHusl YNMOJSIHOMOYEHHOro deaeparbHOro
opraHa WCMONMHUTENbHOW BNacTu C AOKYMEHTaMu, ykasaHHbiMM B YacTu 3 ctatbh 17 HacTosiwero PegeparnbHoOro
3aKoHa.

(B peq. PepepanbHbix 3akoHOB 0T 22.10.2014 N 313-93, ot 13.07.2015 N 241-03)

2. B TedeHune naTHaguat pabounx gHen co AHA NONyyYeHUst peLleHns YnorTHOMOYEHHOro deaepansHOro opraHa
WCNOSNTHUTENBLHOM BNAacTy O NPOBEAEHMMN YKa3aHHbIX B YacTu 1 HACToOsALEN CTaTbU IKCNEpPTM3 3asaBuUTenNb NpeacTaBnseT
B O9KCMEpTHOE yuypexaeHve [ONnd NpoBedeHVs1 3KCMepTM3bl KavyecTBa JleKapCTBEHHOro cpeactBa obpasupl
nlekapCTBEHHOro npenapata Ansi BETEPUHAPHOINo MPUMEHEHMUS!, MPOM3BEAEHHOIO B COOTBETCTBUM C TpeboBaHWsaMM
TEXHOJOIMYECKMNX PErNaMeHTOB, YTBEPXKAEHHbBIX PYKOBOAMTENEM MPOU3BOOAUTENS JIEKAPCTBEHHbIX CPEACTB, a Takke
obpasey, hapmaueBTMYECKOM CyOCTaHUMM B KONMYECTBAX, HEODXOAMMbBIX ANl BOCMPOM3BEAEHNS METOAOB KOHTPOIS
KayecTBa.

3. MNpu nony4eHnn obpasLoB NekapCTBEHHOro npenapata W dapmaueBTU4ecKon cybcTaHuMM akcnepTHoe
yupexgeHve BblAaeT 3asiBUTENO OOKYMEHT, MOATBEPXKOANLLMIA MOMyYeHMe yKasaHHbIX oOpasuoB, M B CpOK, He
npesbiaLWni Tpex padbounx gHeN, yBeAOMASEeT B MUCbMEHHON dopMe 06 3TOM YMONHOMOYEHHbLIN deaepanbHbIn
OpraH UCMOMHWUTENBHOW BriacTw.

4. Cpok Oona npeacraeneHus 3asBuTenem obpasuoB NekapCcTBEHHOro npenapata v dapMaueBTUYecKon
cybCcTaHuun 1M CpoK yBEOOMNEHUS 3KCMEPTHbIM ydpexaeHnem o6 3TOM B MUCbMEHHON hopme YNONHOMOYEHHOro
dhedepansHOro opraHa UCMNONMHUTENbLHOW BNAacTy, YKadaHHbIe B YacTHAX 2 U 3 HACTOSILLEN CTaTbW, HE BKITOYAOTCA B CPOK
NpoBeAEHUS yKa3aHHbIX B 4acTh 1 HacTOsILLEN CTaTby 3KCMepTH3.

5. [JOKyMeHTbI, NOCTYMMBLUME B 3KCMEPTHOE y4ypexaeHue AN NMPOBEAEHUS YKa3aHHbIX B yacTu 1 HacToswewn
cTaTbM 3KCMEPTM3, MoasiexaT BO3BpaTy B YMNOMHOMOYEHHbIN defepanbHbii OpraH  WUCMOMHUTENBHOW  BRacTu
OOHOBPEMEHHO C 3aKIMYEHUSMU NO pe3yrnbTaTam yKa3aHHbIX 9KCNepTus.

CtaTba 25. [MoBTOpHOE NpoBeAEHNE SKCNEPTU3bI FIEKAPCTBEHHbLIX CPeACTB
(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. B cnyyasix HegoctaToyHOM 060CHOBAHHOCTU UMW HEMOSHOTHI 3aKMOYEHUS KOMWCCUM 3KCMEPTOB, Hanuuus B
HEM MPOTUBOPEYMBLIX AaHHbIX, hanbCupUKaLuM BbIBOOOB 3KCNEpPTM3bl NEKAapCTBEHHOTO CpeacTea, COKPbITUS OT
YyNONTHOMOYEHHOro chefiepansHOro opraHa UCMONHMTENBHOW BriacTh OCHOBaHMI A11s OTBOAA 3KcnepTa BCMeACTBUE €ro
3aUHTEPECOBAHHOCTM B pe3yrnbTaTax COOTBETCTBYIOLLEN 3KCMEPTU3bl, HANUUMs OaHHbIX O MPSIMOM MO0 KOCBEHHOM
BMeLLaTENbCTBE B MPOLIECC COOTBETCTBYHOLLEN SKCNEPTM3bI MWL, HE YYaCTBYIOLUX B €€ MPOBEAEHMU, HO OKa3aBLUUX
BMMSIHME Ha MpoLECcC M pe3ynbTaTbl €e NPOBedeHWs, YNONMHOMOYEHHbIM (hedepanbHbIM OpraHoOM WCMOMHUTENBHOW
BMacTu Ha3Ha4yaeTCs NOBTOPHAs 3KCNepTu3a feKapCTBEHHOMO CpeacTBa M (Mnn) aTYecKas aKkcnepTusa.

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

2. MoBTOpHasi aKcnepTM3a fiekapCTBEHHOIO CPEACTBA NPOBOAMTCA C Y4eTOM pe3ynbTaTOB paHee NpoBeneHHON
3KCMEepPTU3bl B CPOK, YCTAHOBIIEHHLIN YMNOMHOMOYEHHbIM dhedeparnbHbiM OpraHoM MCMOSMHUTENbHOW BRactu W He
npesbiWaWni Tpuauatv pabounx OHENW CO OHS MOMYyYEHUs SKCMEPTHbIM Y4YpexAeHWeM 3adaHusi Ha NpoBeAeHue
MOBTOPHOW 3KCMEPTU3bI NIEKAapCTBEHHOIO CPEACTBa.

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

3. ®uHaHcoBoe obecrneyeHne BbINOMHEHNsT 3adaHus Ha MpoBeAeHWe MOBTOPHONM 3KCNepTu3bl feKapCTBEHHOro
cpencTBa He OCyLLEeCTBNSIETCS.

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

Cratbs 26. YcKopeHHasi npoLieaypa 9KCNepTh3bl TeKapCTBEHHbIX CpeaCcTB
1. YckopeHHas npoueaypa 9KCnepTusbl NeKapCTBEHHbIX CPedCcTB B LENsAX rocyAapCTBEHHOW perucTpauunv

NeKapCTBEHHbIX MpenapaTtoB MPUMEHSETCA B OTHOLUEHUM OpdaHHbIX JEKAPCTBEHHBLIX MpenapaToB, MNEPBbIX TPeEX
neKkapCTBEHHbIX MNpenapaToB, pernctpupyemblx B Poccuiickon @Pegepaumm B KayecTBe  BOCMPOU3BEAEHHbIX
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NeKkapCTBEHHbIX MpenapaToB, O4epefHOCTb KOTOPbIX ONpeaenseTcss B COOTBETCTBUM C HOMEPOM W OAaTOW BXOASALLMX
3asB/IEHNA O TrOCYyAapCTBEHHOW perncTpaumm JeKapCTBEHHbIX MpenapaTtoB B pamMKax OOHOrO MeXOyHapoOHOro
HenaTeHTOBaHHOIO HAMMEHOBaHUS NEKaPCTBEHHOTO Npenapara uim rpynnMpoBOYHOTO HAMMEHOBAHNS FIEKAapPCTBEHHOIO
npenaparTa, W NEeKapCTBEHHbIX  Mpenapartos, npegHasHayeHHbIX  UCKMIYUTENBbHO AN NpUMEHEHMS
HEeCOBEPLUEHHONETHUMM rpaXxgaHamu.

(B peqn. PenepanbHbix 3akoHOB OT 22.12.2014 N 429-®3, ot 13.07.2015 N 241-03)

2. YckopeHHas npoueaypa 3KCnepTu3bl NEKapCTBEHHbIX CPEACTB B LENsAX rocyAapCTBEHHOW perncrpaumun
NeKapCTBEHHbIX MpenapaToB HE MPUMEHSIETCA B OTHOLLUEHWM:

1) GBuoaHanorosbix (6ronogobHLIX) NekapCTBEHHbIX NpenapaTos (bnoaHanoros);

2) pedhepeHTHbIX NNeKapCTBEHHbIX NpenapaToB (3a UCKINIYEeHNEM OpdaHHbIX NeKkapCTBEHHbIX NpenapaTos);

3) BOCNPOU3BEAEHHbLIX NEKapCTBEHHbIX MNpernapatoB (3a WCKMYEHWEM MepBbIX TPEX PErncTpupyembix B
Poccuiickon degepauumn B kadecTBe BOCNPON3BEAEHHbIX NEKAPCTBEHHbIX MpenapaToB W JeKapCTBEHHbIX MNpenapaTos,
npefHa3Ha4YeHHbIX UCKITKYMTENBHO ANS NPUMEHEHNST HECOBEPLUEHHONETHUMM rpaXkaaHamu);

4) HOBbIX KOMOVHALMIN 3apErMCTPUPOBAHHBIX PaHee NeKapCTBEHHbIX NpenapaTos.;

5) nekapCTBEHHbIX MpenapaToB, 3aperMcTPUPOBaHHbIX pPaHee, HO MPOM3BEAEHHBLIX B APYrUX JEKAPCTBEHHbIX
dopmax B COOTBETCTBUN C NEPEYHEM HaMMEHOBaHWI NleKapCTBEHHbIX (DOPM 1 B HOBOW J0O3UPOBKE.

(vacTb 2 B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3. YckopeHHas npoleaypa aKcnepTuabl NeKapCTBEHHbIX CPEACTB NPOBOAUTCS MO PELUEHUI0 COOTBETCTBYHOLLETO
YMOSTHOMOYEHHOro heiepanbHOro opraHa UCMOMHMTENBHOW BIIAaCTU Ha OCHOBaHUM 3asBMEHUSA 3asBMTENs B CPOK, He
NpeBbILALWUN BocbMuaecaTn paboymx gHen. MNpu 3TOM 3KcnepTnsa AOKYMEHTOB, COAEPKALLMXCA B PErMCTPaLMOHHOM
[OCbe Ha NekapCTBEHHLIN MpenapaT, MPOBOAUTCA B CPOK, HE MpeBblaloWni AecatM pabounx OHEeW, 3KcnepTusa
KayecTBa NeKapCTBEHHOrO CpeacTBa M 9KCNepTM3a OTHOLLEHUS 0XNOAeMON NOMb3bl K BO3MOXHOMY PUCKY MNPUMEHEHUS
nekapcTBEHHOro npenapara NPOBOASTCS B CPOK, HE NPEBbLILLAOLWA LWECTUAECATN pabounx gHen.

(vacTb 3 B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3.1. B oOTHOWweHnn opdaHHbIX JEKAPCTBEHHbIX MpenapaToB MOryT ObiTb NpeAcTaBneHbl pe3ynbTaThl
OOKINMMHNYECKUX UCCNeaoBaHWI NTEKapPCTBEHHbLIX CPEACTB M KITMHUYECKMX MCCIeoBaHWA NEeKapCTBEHHbLIX NpenapaTtoB
O MEAMLMHCKOro NpUMEHEHWs], BbIMOMHEHHbIX 3a npegenamu Poccuinckon ®egepaumm B COOTBETCTBUN C MpaBuiamm
Hagnexatlen nabopaTopHON NPaKTUKN 1 MpaBuUiamMn Hagnexallen KIMHUYeCKO NPaKkTUKK.

(vacTb 3.1 BBegeHa depepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

4. YcKkopeHHas npoueaypa 3KCnepTu3bl JIEKapCTBEHHbIX CPEeACTB MPOBOAUTCHA B MOPSAKE, YCTaHOBMEHHOM
ctatbamn 17 - 20, 23 1 24 HacTosiwero PegepanbHOro 3akoHa, U He 03Ha4YaeT CHMKEHUS TpeboBaHUM K 6e3onacHoOCTH,
KayecTBy M 9 EKTMBHOCTUN NEKAPCTBEHHbIX NpenapaToB.

CraTtbs 27. PelueHne o rocygapCTBEHHOM permctpauumn nekapCTBEHHOro npenapara

1. B CpOK, HE MpeBbILLAIOLLMIA AeCATM pabounx OAHEN CO AHA MONyYEHMST 3aKIOYeHWIA KOMUCCUM SKCMEPTOB MO
pesynbTataM 3KCNepTu3bl KayecTBa JIEKAPCTBEHHOrO CpeAcTBa U 3KCMEPTU3bl OTHOLLEHWUS OXWOAEMOW MOMb3bl K
BO3MOXHOMY PUCKY MPUMEHEHUs1 NIeKapCTBEHHOro npenapara, COOTBETCTBYIOLWMA YNONMHOMOYEHHbIN defepanbHbii
OpraH UCMNONHUTENBHON BNAcTU:

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

1) pasmellaeTt Ha cBoeM odmumanbHOM canTe B ceTu "MHTepHeT" COOTBETCTBYHOLUME 3aKMOYEHUS KOMUCCUM
3KCMEPTOB M OCYLLECTBMSET UX OLLEHKY ANs ONpefeneHnsi COOTBETCTBMS 3aaHNI0 Ha NMPOBELAEHNE ITUX IKCMEPTU3;
(n. 1 B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

2) NpuHMMaeT pelleHne O TroCydapCTBEHHOW perncrTpauum fekapCTBEHHOro npenapata wunu ob oTka3e B
rocyapCTBEHHOWN perncTpaumm nekapcTBEHHOro npenapara;

3) BHOCUT NpW MPUHATUM PELUEHUs O FOCYAapCTBEHHOW perucTtpauuu nekapcTBEHHOro npernapata AaHHble O
3aperMcTpupoBaHHOM JleKapCTBEHHOM MpenapaTte, B TOM 4ucrie O hapMaueBTUYEeCKOW CyOCcTaHLMKW, BXOAsLIEn B
COCTaB JeKapCTBEHHOrO Mpenaparta, B FOCYAapCTBEHHbIA PEECTP JeKapCTBEHHbIX CPEACTB U BblAAeT 3asBUTENIO
pervcTpaumoHHoe yAOCTOBEPEHUE FNEeKapCTBEHHOMO Mpenapata, oopmMa KOTOpOro yTBepXAaeTcst YNofHOMOYEHHbIM
denepanbHbIM OpraHOM WCMONHUTENBbHOW BNacTW, COrfacoBaHHbIE HOPMATUBHYK OOKYMEHTauui, HOPMaTUBHbIN
OOKYMEHT, MHCTPYKLMIO MO NMPUMEHEHUIO NIEKAPCTBEHHOrO npenapata M MaKeTbl MepPBUYHON YMAKOBKU M BTOPUYHOM
(noTpebuTenbckom) ynakoBKM C yKasaHMEeM Ha HUX HOMepa PerucTpauMoHHOrO YAOCTOBEPEHUS NeKapCTBEHHOro
npenapaTa v gaTbl ero rocy4apCTBEHHON perncTpaLmmn unm B criydae npuHATMA pelleHns o6 oTkase B rocygapCTBEHHOM
pervcTpaumm nekapcTBEHHOrO Npenapara yBeAoMIIsieT B NMCbMEHHON dhopMe 3asiBUTeNs 06 3TOM C yka3aHMeM MpUYMH
Takoro oOTkasa. 3a Bblgavyy pervcTpaumMoHHOIO  yOOCTOBEPEHMSI  JIEKapCTBEHHOrO  Mpenapata  B3MMaeTcs
rocygapCTBeHHas MoLfvHa B COOTBETCTBMM C 3akoHoAaTenbCcTBom Poccuinckon ®egepauum o Hanorax u cbopax.

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

2. OcHoBaHMeM Ang oTkasa B roCyJapCTBEHHOW pernmcTpauun nekapCcTBEHHOro npenapaTta SBMASeTCsl pelleHue

COOTBETCTBYIOLLLEr0 YNOMHOMOYEHHOro doefeparnibHOro opraHa UCNONHUTENBHON BNACTU O TOM, YTO KayecTBO W (Mnu)
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3 PeKTMBHOCTb PErMCTPUPYEMOro fiekapCTBEHHOrO npenapaTta He MoATBEPXKAEHbl MOMYyYEeHHbIMA AaHHLIMU UMKN YTO
pUCK MPWYMHEHWS Bpeda 340POBbI0 YeroBeKa WM KMBOTHOrO BCReACTBME rMpuemMa NekapCTBEHHOro npenapara
npesblaeT 3IPPEKTUBHOCTb €ro NPUMEHEHUS.

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

3. MNoBTOpHOE NpeacTaBneHne B COOTBETCTBYHOLLMIA YNONMHOMOYEHHbIN deaepanbHbli OpraH MCNOMHUTENbHOM
BMacTu neKkapCcTBEHHOro npenapaTa, B OTHOLUEHMW KOTOPOro MOflyyeH OoTka3 B rocydapCTBEHHOW peructpauum wu
KOTOpbIV BNOCIEACTBMM MOABEPrca N3MEHEHMIO B YacTU ero cocTtaBa, pacCcMaTpuMBaeTCsl Kak npedcTaBfieHne HOBOro
neKapCTBEHHOrO MpenapaTta Ha ero rocyapCTBEHHYK PerncTpaumio He3aBWCMMO OT COXPaHEHWs ero MepBUYHOrO
HaMMeHOBaHWs.

(vacTb 3 B peq. PeaepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

Cratbsa 27.1. I'IopﬂppK onpeneneHna B3aMMO3aMEHAEMOCTU JIEKAapPCTBEHHbIX MpenapatoB And MeguLMHCKOro
NPpUMEHEeHUA

(BBegeHa degepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

1. B3anmo3aMeHsieMOCTb NeKapCTBEHHbIX MpenapaToB ONA MEeAUMLMHCKOro MpUMEHeHUs onpegenseTtcd B
nopsiake, yctaHosneHHom lNpasutenbctBom Poccuiickon ®egepauum, Ha OCHOBaHUM criegyoLwmux napaMeTpoB:

1) akBuBaneHTHOCTb (AN ©GuoaHanoroBbix (OMONOAOOHLIX) IEKapCTBEHHbIX nNpenapatoB (6uoaHanoros) -
COMOCTaBUMOCTb) KA4E€CTBEHHbIX N KONMYECTBEHHbIX XapaKTepuCcTUK hapmaueBTU4eckmx cybcTaHumi (Mcnonb3oBaHve
pasnuyHbIX conewn, achmpoB, KOMMMEKCOB, N30MEPOB, KpUCTaNIM4eckux hopm 1 gpyrux Npon3BogHbIX OOHOMO U TOro e
OeViCTBYIOLLIEro BELLECTBA He ABNSETCA NpensaTcTBMEM ANS B3aUMO3aMeHSEMOCTM NeKapCTBEHHbIX MpenapaToB, ecrnu
npu NpoBeAeHWU nccrnenoBaHWs OMOIKBMBANIEHTHOCTW NEKAPCTBEHHOro npenapata WnuM B Cnyvyae HEBO3MOXHOCTU
npoBedeHUs 3TOro  MccregoBaHMA MNpU NPOBEAEHVMM  UCCRedoBaHUs  TepaneBTUYEeCcKOW  9KBMBANEHTHOCTU
neKapCTBEHHOro npenaparta [A0oKasaHO OTCYTCTBME KIMHUYECKM 3HAYUMMbIX Pasnuuuii  hapMakoKUHETUKU U (Mnu)
6e3onacHOCTM 1 3PPEKTMBHOCTM NEKAPCTBEHHOrO npenapaTta Ans MeauUMHCKOro NPUMEHEHNSs);

2) 3KBUBANeHTHOCTb flekapCTBEHHON hopMbl (MO 3KBUBANEHTHLIMW NEKapCTBEHHbIMU bopMamMu MOHUMAOTCSH
pasHble nekapcTBeHHble OopMbl, MMelLWme oanHakoBble cnocob BBeAeHUs U cnoco® npuMeHeHus, obnaparowime
COMNoCTaBUMbIMU PapMaKOKMHETUHECKMMUN XapaKkTepucTrkamm u doapMakornormiecknum gencrenem n obecneunsaroLiye
Takke [OCTWXKeHMe HeobxooMMoro KruHuyeckoro adpcdbekta. Pasnuums nekapcTBeHHbIX (OpM  He  ABMSATCA
npenaTcTBueM Ans MX B3aMMO3aMEHSieMOCTM, €eCnu Mpu  MNpoBedeHUW WCCnedoBaHWs BUO3KBMBANEHTHOCTM
neKapcTBEHHOro npenapaTta unu B Criydyae HEeBO3MOXHOCTM MPOBEAEHWs 3TOr0 WCCNedoBaHWs npu npoBedeHun
nuccrnegoBaHusa TepaneBTUYECKON 9KBUBANEHTHOCTM NeKapCTBEHHOro npenaparta [oKa3aHO OTCYTCTBME KIMHUYECKU
3HaAYMMbIX Pa3nnymMn papMakokMHETUKM U (unu) GesonacHoCTM U IPMEKTMBHOCTU NEKAPCTBEHHOro npenapaTta Ans
MeOULMHCKOrO NPUMEHEHNS);

3) aKBMBaNEHTHOCTb NN CONOCTaBMMOCTb COCTaBa BCMOMOraTerbHbIX BELLECTB fiekapCTBEHHOro npenapara Aans
MEOVNLMHCKOrO MPUMEHeHUs (pasnuuusa cocTaBa BCMOMOraTeflbHbIX BELLECTB feKapCTBEHHOro npenapata Ans
MEOVNLMHCKOrO MPUMEHEHUS He SABMSIOTCS MNPenAaTcTBMeM AN MX B3aVMO3aMEHSieMOCTM, eCnu Mpu  NpOoBeAeHUM
nccreqoBaHusa BMOIKBMBANEHTHOCTM NEKApPCTBEHHOro npenapaTta Ans MeOMUMHCKOrO MPUMMEHEHVs vnn B crydvae
HEBO3MOXHOCTU  NpPOBeAEeHUs  3TOr0  UCCNedoBaHMA Npyv  MPOBEAEHUW  UCCrefoBaHus  TepaneBTUYeCKOM
3KBMBAIIEHTHOCTU MEeKapCTBEHHOro npenapata Ans MEeOUUMHCKOro MPUMEHEHUSI OO0Ka3aHO OTCYTCTBUE  KITMHUYECKM
3HAYMMbIX pa3nuuni hapmakokMHeTMkn u (Mnm) 6esonacHocTM 1 3PEKTUBHOCTU NEeKapCTBEHHOro npenapaTta ang
MeOWLMHCKOro npumeHeHus. [Npu aTom pasnuumsa coctaBa BCoMoOraTenbHbIX BELECTB He AOMMKHbI MPUBOAUTL K PUCKY
BO3HMKHOBEHMWS Cepbe3HbIX HeXXenaTenbHbIX peakuni y OTAEeNbHbIX TPynn NauMeHTOB WM MOBbIWEHWS 4YacToTbl WX
BO3HMKHOBEHUS);

4) ngeHTUYHOCTb cnocoba BBEAEHMS U MPUMEHEHMS;

5) oOTcyTCTBME KIMHUYECKM 3HAYMMbIX pPas3nMuMin MNpu NpoBeAeHUMM uccrenoBaHus  OUO3KBMBaNEHTHOCTU
neKapCTBEHHOro npenapara unu B criyyae HeBO3MOXHOCTW NPOBEAEHNS STOro NCCNEeAOBaHNA OTCYTCTBME KITMHUYECKU
3HauYMMbIX pa3nuMuuMn nokasartenen GesonacHOCTM M 3PE(PEKTUBHOCTM NEKapCTBEHHOro npenapata npu npoBedeHun
NccneaoBaHNs TepaneBTUYECKOW 3KBMBANEHTHOCTW. [aHHbi  napamMeTp He MpuMeHsieTcd B OTHOLUEHWUU
BOCMPOM3BEAEHHbIX fEeKapCTBEHHbIX MpenapaTtoB, YykasaHHbix B 4yactn 10 ctatbm 18 HacTtoswero ®depepanbHOro
3akoHa. B oTHoweHun GunoaHanorosbix (6MONOAOGHBIX) MEKapCTBEHHbIX npenapatoB (6uoaHanoros) AaHHble 06
OTCYTCTBUM KIUHMYECKN 3HAYMMbIX pasnuumin 6e3onacHocTw, 3PEEKTUBHOCTU U MMMYHOTE€HHOCTU NeKapCTBEHHOro
npenapara no pesynbTatam NpoBeAeHUs KNMHUYECKMX UCCreaoBaHUi NPefoCTaBNSAnTCa B Mopsiake, YCTaHOBIIEHHOM
HacTosLLen 4YacTbio;

6) cooTBeTCTBME MPOW3BOAUTENSA fEKapCTBEHHOrO CpeAacTBa TpeboBaHWAM Haanexallen npousBOACTBEHHON
NpaKkTuKn.

2. CpaBHeHne napamMeTpoB PerucTpupyemMbiX NeKapCTBEHHbIX NpenapaTtoB AN MeOMUMHCKOrO MNpUMEHEHMUs
OCYLLECTBMAETCH KOMUCCUEN IKCMEPTOB IKCMEPTHOIO YUPEXAEHNS NPU NPOBEAEHUN SKCNEPTU3bl TAKUX NeKapCTBEHHbIX
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npenapatoB B NpoLecce WX rocyaapCTBEHHOW peructpaumn. BbiBogbl 3KCNepToB O B3aMMO3aMEHSIEMOCTU WU
HeB3aVMO3aMEHSIEMOCTW NIEeKapCTBEHHbIX MpenapaTtoB ANs MEAULMHCKOrO MPUMEHEHWs, CAeNnaHHble B pesynbrarte
3TOr0 CpaBHEHUsi, OCHOPMISATCA B BUOE TMPUNIOKEHUS K 3aKMIOYEHMIO 3SKCMEepTOB Mo opme, YTBEPXKOEHHOM
YMNONIHOMOYEHHbIM heeparbHbIM OPraHOM UCMONMHUTENBHON BRacTy.

3. MNonoxeHus HacTosiLen CTaTbM He pacrnpoCTPaHATC Ha pedepeHTHble JeKapCTBEHHble npenaparbl,
neKkapcTBEHHble pacTUTenbHble MpenapaTtbl, roMeonaTU4Yeckne neKkapcTBEHHbIE MNpenapaTbl W feKapCTBEHHbIE
npenaparbl, KOTOpble pa3peLUeHbl AN MeAULMHCKOro NpuMeHeHust B Poccuiickon Penepaunm 6onee gsaguaty netT v B
OTHOLLEHWU KOTOPbIX HEBO3MOXHO NPOBeAEHNE NCCrneaoBaHNs X BMO3KBMBANIEHTHOCTY.

CraTtbs 28. PeructpaumoHHOe yooCTOBEPEHME NEKAapPCTBEHHOIO nNpenapaTa

1. PeructpaumMoHHoe yOooOCTOBepeHWe fekapCTBEHHOro npenapata C YyKasaHUMeM feKapCTBEHHbIX (opM U
[03MpPOBOK BblAaeTcs 6ECCPOYHO, 32 UCKIMIOYEHNEM PErMCTPaALMOHHOIO YAOCTOBEPEHUSA NEKApCTBEHHOIO Mpenapara,
BbldaBaeMOoro co CpOKOM AENCTBUS NSATb NET, Ha BNepBble perncrpupyemble B Poccuiickon degepaumm nekapcTBeHHbIE
npenaparbl.

2.Tlo nctevyeHun ykasaHHOro B YacTM 1 HacTosWeEW cTaTbM Cpoka BblaaeTcss 6eccpoyHOe perncTtpauuoHHoe
yOOCTOBEpPEHME NeKapCTBEHHOro npenapaTa npu YCnoBun NOATBEPXKAEHNSA €ro rocy1apCTBEHHON perncTpaumm.

3. B cny4yae BHeceHuna B cooTtBeTcTBUMM cO cTaTbsiMu 30 1 31 HacToswero ®efepanbHOro 3akoHa U3MeEHeHU B
cojepxawimecs B perucTpauMoOHHOM [OCbe Ha 3apermcTpupoBaHHbIN NeKapCTBEHHbIM npenapaT  JOKYMEHTHI,
3aTparvBaloLnX CBeOEHUs, OTpaXeHHble B PerncTtpauMoHHOM YOOCTOBEPEHUM FEeKapCTBEHHOro npenapara,
YNONMHOMOYEHHbIV befieparnbHbI OpraH MCMOSHUTENbLHOW BMacTW BblAaeT HOBOE perucTpauMoHHOEe YAOCTOBEepeHue
nekapCcTBEHHOro npenapara, coaepxallee BHECEHHbIE B HEMO U3MEHEHNS.

(vacTb 3 BBeaeHa defepanbHbiM 3akOHOM OT 22.12.2014 N 429-03)

4. B cnyyae yTpaTbl MY MOBPEXOEHUS PEerucTpauuoHHOro yAOCTOBEPEHUSI NeKapCTBEHHOro npenapaTta Mo
3asBMNeHUIO B NMCbMEHHOW bopMe aepxaTtens unv Bragenbla perncTpauuoHHOro yaoCTOBEPEHUS NeKapCTBEHHOro
npenapaTta WnM YMNOMIHOMOYEHHOIO UMW OPYroro puauydeckoro nuua o Bbigade Aybnukata perMctpaumoHHOro
YOOCTOBEPEHNSA fleKapCTBEHHOIO npenaparta ynosIHOMOYEHHbIM hbeaeparnbHbIN OpraH UCNOSTHUTENBHOM BacTU B CPOK,
He MpeBbIAKWNA aecaTn paboumx OHen co OHA MOCTYNfeHust 3asdBneHusl, BblgaeT AybnukaT perncrpaumoHHOro
YOOCTOBEPEHUS NEeKapCTBEHHOro npenapaTta. 3a Bblgady Aybnukata  peructpaumMoHHOro  yAOCTOBEPEHUS
nekapcTBEHHOro npenapata B3MMaeTCs rocyJapCTBEHHas MoOLWfMHa B COOTBETCTBUM C 3aKoHOAATenbCTBOM
Poccuiickon degepaumm o Hanorax n cbopax.

(vacTb 4 BBegeHa denepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

Cratbsa 29. NogTreepxaeHne rocygapCTBEHHOM permcTpauumn nekapCTBEHHOro npenapara
(B pen. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. MoaTBEPXAEHME FOCY4APCTBEHHONM permcTpaumm NekapCTBEHHOIO npenapaTta OCYLEeCTBNSETCS MNpu Bblaave
6eccpoYHOro perMcTpaLnoHHOro yA0CTOBEPEHUS NTEKAPCTBEHHOIO NpenapaTa B cny4vae, yka3aHHOM B 4acTu 2 cTaTbyu
28 HacTtoswero ®eaepanbHOro 3akoHa, B CPOK, He MPEBbLILLAWNA LIEeCTMAECATM paboumx OHen CO AHS NonyyYeHus
COOTBETCTBYIOLLUM YNONHOMOYEHHbIM hefeparnbHbIM OpraHoOM UCNOSNHUTENBHOWM BacTu 3asiBNEHMs O MOATBEPXKOEHUN
rocyapCTBEHHOW perMcTpaunm nekapcTBeHHOro npenapaTta. He ocyllecTensieTcs noATBEPXAEHME rocyaapCTBEHHOM
perucTpaumm B OTHOLLIEHWM NIEKAPCTBEHHOIO NpenapaTta, He HaxoameLlerocs B obpaleHun B Poccuiickon ®egepauum B
TeueHve Tpex K BGonee neTt, a Takke B OTHOLIEHWU NEKAPCTBEHHOrO CpeacTBa, NPOU3BEAEHHOINO C HapyLlleHWEM
TpeboBaHus1, YCTAHOBMEHHOrO YacTbto 3.7 ctatbk 71 HacTosiwero ®egepansHOro 3akoHa.

2. 3asBrneHne o NoATBEPXKOEHUM rOCY4apCTBEHHOW perncTpaLmmn nekapcTBEHHOro npenapara npeacTaenseTcs B
COOTBETCTBYIOLUA  YMONTHOMOYEHHLIN ddeaeparnbHbIil  OpraH MWCMNOMHWUTENbHOW BracTu He paHee 4YemM 3a CTO
BOCEMbAECHAT AHEN [0 UCTEYEHNSI CpOoKa AENCTBUS PEMMCTPALIMOHHOMO YAOCTOBEPEHMS NEKAapCTBEHHOIO NpenapaTa.

3. lMopTBepxaeHWe rocygapCTBEHHOM —perucTpauum INekapCTBEHHOro npenapata  OCyLIeCcTBAseTcs Mo
pesynbTatamMm 3KCMepTU3bl OTHOLUEHUS OXWOAEMOW MOMb3bl K BO3MOXHOMY PMUCKY MNPUMEHEHWUsSI JeKapCTBEHHOMO
npenapaTta Ha OCHOBaHWW Pe3yrbTaTOB MOHUTOPUHra 3pEeKTMBHOCTN N 6e30MacHOCTU flekapCTBEHHOrO Mpenapara,
NpPOBOAMMOrO AepXXaTenem wunv Bnagenblem permcTpauMoHHOro yAOCTOBEPEHUS NeKapCTBEHHOro npenaparta nunbo
YNOSTHOMOYEHHBLIM UMW IOPUANYECKUM FIMLIOM, a TakKe COOTBETCTBYHOLLUMM YMOSTHOMOYEHHbLIM dhedeparnbHbIM OpraHoMm
NCMNONHUTENBHON BracT B COOTBETCTBMU C TpeboBaHUAMK cTaTby 64 HacTosiLero ®eaepanbHOro 3akoHa.

4. K 3aaBneHno 0 NoATBEPXKAEHUN FOCYSAPCTBEHHON pPErncTpauMn NekapCTBEHHOrO npenapata npunaraiTces
OOKYMEHTbI, codepXalumne pesynbTatbl MOHUTOPUHIa 3hEKTUBHOCTU M Ge30MacHOCTU fekapCTBEHHOrO npenapara,
NpPOBOAMMOrO AepXaTeneM wnv BragernbLeM PerucTpaumoHHOro YAOCTOBEPEHMS NEeKapCTBEHHOro npenapata nnbo
YNONTHOMOYEHHLIM UMW IOPUANYECKMM NULOM, NO ¢hopmMe, YTBEPXKOEHHOW COOTBETCTBYIOLMM  YNONHOMOYEHHbLIM
dbenepanbHbIM OPraHoOM UCMOMHUTENBLHOM BNACTW; KOMUSA NULEH3UM Ha MNPOU3BOACTBO JEKAPCTBEHHbLIX CPEeACTB MIu
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KOMWS 3aKMoYeHUss O COOTBETCTBUM MPOU3BOAMTENS NeKapCTBEHHbIX CpeacTB TpeboBaHusAM npaBumn Hagnexallen
NMPON3BOACTBEHHON MPAKTWKW, BblAAHHbIE YMONHOMOYEHHbIM hefeparnbHbiM OpPraHOM MCMOMHUTENbHOW BRacTv, B
cny4ae, ecnv NPOM3BOACTBO flekapCTBEHHOrO npenaparta ocyllecTensietcs B Poccuickon Pegepaummn, nnbo konus
BblJAHHON YMNOMHOMOYEHHbIM OPraHoOM CTpaHbl NPOU3BOAUTENSA MUUEH3MM Ha NPOM3BOACTBO  fIeKapCTBEHHOro
npenapata M ee NepeBOf Ha PYCCKUN A3bIK, 3aBEPeHHble B YCTAHOBMIEHHOM MOPSAKE, W KOMUS  3aKMioYyeHus o
COOTBETCTBMU MPOM3BOANUTENS FEKApPCTBEHHbIX CPeACTB TpeboBaHWAM MpaBun Haanexailen npou3BOACTBEHHOM
MPaKkTUKK, BblIJAHHOrO YMONHOMOYEHHbIM bedepanbHbiM OpraHoOM WCMOSIHUTENbHOW BRAcTu, B Criydae, ecnu
Npon3BOACTBO JIEKApPCTBEHHOMO NpenapaTa ocyLecTBrnseTcs 3a npegenamu Poccuinickon depepaunn. B oTHowweHUM
nekapCTBEHHbIX MpenapaToB ANs BETEPUHAPHOro MpPUMEHEHUs OOMOSHUTENbHO NPEeACTaBNAlTCA  OOKYMEHTbI,
yKasaHHble B nognyHkrax "a", "6", "k", "n" nyHkta 4 vactu 3 crtatbn 17 Hactosiwero PepepanbHoro 3akoHa. B
OTHOLLEHMN OMONOrMYecKMX NekapCTBEHHbIX MpenapaToB 3asBWUTENb [AOMNOMHUTENbHO NpeacTaBnseT pesynbTaThl
OCYLLECTBMEHNS MEPONPUSTAA B COOTBETCTBMU C MNNAHOM YMpaBneHUs pUcKamu, YTBEPXXAEHHbIM YMNONHOMOYEHHbIM
denepanbHbIM - OpraHoM  WUCMOMHUTENbHOW  BRacTV  MpW  OCYLLECTBREHWM  rOCyAapCTBEHHOW  perncrpaumm
nekapcTBeHHoro npenapata. C 3asBrneHneM O MNOATBEPXAEHUW rOCYAapCTBEHHOW perncrpaumm rekapcTBEHHOro
npenaparTa 3asBuTenb NpeacTaBnseT KONuWi AOKYMEeHTa, noaTBepxaalowero ynnaTty rocyaapCTBEHHOW MOLMMHLI 3a
NOATBEPXAEHNE TOCYAapCTBEHHOW perncrTpauum nekapcTBEHHOro npenaparta, nnbo BnpaBe npeacTtaBuTb No
COOCTBEHHOW WMHUUMATMBE YyKa3aHHbI [OOKyMeHT. B cnyyae HenpeacTaBneHUs — yka3aHHOTO  JOKyMeHTa
YMONHOMOYEHHbIN heaepanbHbli OpraH UCNONHUTENBHON BacTu NpoBepseT hakT ynnaTbl rocyAapCTBEHHOW NOLUMHbI
3asBuTENEM NoCcpeacTBOM MCMNOMb30BaHNA MHpopMmauun o6 ynnate rocygapCTBEHHOW MOLUNWMHBI, codepallencs B
ocyaapCTBEHHON WMHOPMALMOHHOW CUCTEME O roCyAapCTBEHHbIX M MyHWUMMAnbHbIX MfaTexax, Ha OCHOBaHWU
npeacTaBneHHon 3asiBMTENeM Konmm JOKYMeHTa, MOATBEPKAAOLLEro ynnaTy rocygapCTBEHHON NOLNHBI.

5. B TeueHune pecatn paboumx OHeW CO OHS MPUHATUSA 3asdBrieHWss O MNOATBEPXAEHUM TrocyaapCTBEHHOW
pervcTpaunm nekapCTBEHHOrO npenapara U AOKYMEHTOB, codepXalwmx pesynbTaTbl MOHUTOPUHIa 3MdEKTUBHOCTU U
6e3onacHOCTM NekapCTBEHHOro rnpenaparta, NPOBOAMMOrO JdepxXaTenem wnv  BriagenbueM  pernctpaumoHHOro
YAOCTOBEPEHNS NeKapCTBEHHOro npenapata Nnbo ynorTHOMOYEHHbIM VMUK IOPUONYECKUM FIULOM, YMOSIHOMOYEHHbIN
deaepanbHbI opraH UCNOSTHUTENBHOM BacTU:

1) NpoBOAMT NPOBEPKY MOMHOThI CBEAEHUN, COAEPKALLUMXCH B MpeacTaBneHHbIX 3asBUTeNneM OKYMEHTaX;

2) npuHMMaeT pelleHne O npoBedeHun unum ob OTKase B MPOBEAEHUU IKCMEePTU3bl OTHOLUEHUS OXMOaemown
nonb3bl K BO3MOXHOMY PWUCKY NPUMEHEHWs NeKapCTBEHHOro npenapata Ha OCHOBaHWUM Pes3ynbTaTOB MOHUTOPUHIa
adekTmBHOCTM 1 6e3onacHOCTU fekapCTBEHHOro npenaparta, NPOBOAMMOrO AepXaTenem Wnu  Bnagenbuem
perucTpaumoHHOro YAOCTOBEPEHMWS NeKkapCTBEHHOro npenapara nmbo ynonHOMOYEHHbIM MU IOPUAMYECKUM FIULIOM, a
Takke degepanbHbIM OPraHoOM MWCMOMHUTENbHOW BRAacT B COOTBETCTBMM C TpeboBaHusamu cTaTby 64 HacTosLiero
depepanbHOro 3akoHa;

3) yBegoMnseT B OMEKTPOHHOW opMe UM NMUCbMEHHOW (HOpMe 3asiBUTENS WU SKCNepTHOe YyypexaeHue o
NPUHATOM peLleHun nMbo B criyyae NPUHSATAS pelleHMs 06 OTkase B MPOBEOEHMU 3KCNEePTU3bl yKa3biBaeT NPUYUMHBI
Takoro oTkasa.

6. B cnyyae BbIIBNeHUS HeOOCTOBEPHOCTM W (MMM) HEQOCTAaTOYHOCTU MHGOpMauuW, Coaepxallencd B
npeacTaBneHHbIX 3asBUTENeM [OOKYMEHTax, YMOMHOMOYEHHbIN deaeparnbHbii OpraH  UCMOMHUTENbHOMW  BNactu
HanpaBnseT 3asBMTenNto 3anpoc 06 YTOYHEHUM yka3aHHOW MHopMauun. 3anpoc ynorHOMOYEHHOro denepansbHOro
opraHa UCrnonHUTENbHOW BNacTu MoxeT ObiTb nepedaH YNONHOMOYEHHOMY MPeACTaBUTENIO 3asBUTENSd NMYHO MOA
pacnucky, HafnpaBreH No noYvTe 3akasHbiM NMMCbMOM UNW NepedaH B 3NEKTPOHHON hopMe MO TeneKOMMYHUKaLMOHHBIM
KaHanam cBsi3u. B crniyyae HanpaBneHns 3anpoca ynorHOMOYeHHOro doeepanbHOro opraHa MWCNOMHUTENbHOW BracTu
MO NoYyTe 3aKasHbIM MMCbMOM OH CYATAETCH MOSyYEHHbIM MO UCTEYEHUW LIEeCTN AHeW C AaTbl HampaBrieHWs 3akas3Horo
nMcbMma.

7. 3asButenb 00653aH NpeAcTaBMTb OTBET Ha 3anpoc YNONIHOMOYEHHOrO heaepanbHOro opraHa MCMOSHUTENbHOM
BMNacTu B CPOK, HE MpeBblllaloWnin geBsaHocTa pabounx AHen co AHS ero nonydeHus. Cpok, ykasaHHbIM B Yactn 5
HacTosILLEeN cTaTbyl, NPUOCTaHaBNNBAETCHA CO AHS HanpaBrneHus 3asBUTENO 3anpoca ynorTHOMOYEHHOro deaepansHoro
opraHa MCMNONHUTENbHOW BNacTu A0 AHA MOyYeHUs UM COOTBETCTBYIOLLEro OTBETA U HE YUMTbIBAETCS NPU NCUNCTIEHNN
CpoKa NoATBePKOEHMS rocy4apCTBEHHON perncTpaummn nekapCcTBEHHOro npenapara.

8. OcHoBaHvem NS oTkasa B NPOBEAEHMMN IKCMEPTU3bl OTHOLUEHUS OXMAAEMOW MOoNb3bl K BO3MOXHOMY PUCKY
NPMMEHEeHNs NeKapCTBEHHOro mnpenapaTta sBMAsSeTcA npeacTaBneHne [OKYMEHTOB, COAepXallmx pesynbTaThbl
MOHUTOPUHra aheKTUBHOCTM U 6e30NacHOCTM NeKapCcTBEHHOro npenapata, U (M) B OTHOLWIEHUN BMONornyeckmx
nekapCcTBEHHbIX MpenapaToB pesynbTaToB OCYLLECTBIIEHUS MEpPOnpuUATM B COOTBETCTBUM C MIIAHOM  ynpasBreHus
pyuckamu, yTBEpXXAEHHbIM YNONHOMOYEHHbIM doeaeparnbHbiM OpraHoM WCMOMNHUTENbHOW BRacTM Mpu OCYLLEeCTBIEHUU
rocyaapCTBEHHOW perucrpaumm fekapCTBEHHOro rfpenaparta, B HEMosiHoOM obbeMe, OTCYTCTBME WHAOpMaLM,
noaTeepxaatolwen gakT ynnatbl rocygapCTBEHHOM MOLWSWHBLI 3a MOATBEPXAEHWE roCyaapCTBEHHOW perucrTpauumn
nekapCTBEHHOro npenaparta, NMbo HenpeacTaBneHve 3asBUTeneM B YCTAHOBMEHHbIA CPOK OTBETa Ha yKa3aHHbIN B
YacTu 6 HacToswWen cTaTbu 3anpoc YNONHOMOYEHHOro dyedeparnbHOro opraHa WCMOMHUTENbHOW BnacTu, a Takke
OTCYTCTBME B YKa3aHHbIX JOKYMeHTax MHcopmaLmm, KOTopas AOMmkHa ObiTb B HUX OTPaXeHa.
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9. BkcnepTnsa OTHOLLEHUS OXMAAEMOMN NOSb3bl K BO3MOXHOMY PUCKY NPUMEHEHWS NNeKapCTBEHHOro npenapata B
Lenax NoATBEPXAEeHNs rocyAapCTBEHHOW perncTpaummn nekapcTBeHHOro npenapara NpOBOAUTCS KOMUCCHEN SKCNepToB
9KCMEPTHOrO yupexaeHus B CPOK, He MPEeBbILLALLIMI COPOoKa pabounx aHen.

10. B cny4yae HegocTaTOMHOCTM MPEACTaBMEHHbIX JKCMEPTYy MaTepuanoB Ans Aayn  3akiioyeHus akenepT
obpallaeTcsi K pyKOBOOUTENIO 3KCMEPTHOTO Y4YpexaeHWss O npedoCcTaBreHMnM eMy HeobXoaMMbIX MaTepuaros.
PykoBoguTenb 9KcnepTHOro yypexaeHua obpallaeTtcs C COOTBETCTBYHLIMM  3anpocoM B YNOMHOMOYEHHbIN
denepanbHbIi OpraH WCNOMHUTENbHOW BRacTW, BbiAABLWUMA 3adaHWe Ha MpoBedeHue SKCMepTu3bl OTHOLLEHMWS
OXMAaemon Monb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUs NEeKapCTBEHHOro npenapata Ha OCHOBaHUMM [OKYMEHTa,
cogepallero pesynbTaTtbl MOHUTOPUHIa 3h(PeKTMBHOCTM U 6e30nNacHOCTM NekapcTBEHHOro npenapata. B TeueHune
NsATK paboynx AHEN co OHS NOCTYNMEHUs 3anpoca PyKoBOAUTENS SKCMEPTHOro YYPEXAEHNS YKasaHHbIN deaepanbHbli
OpraH MCMOSNHUTENbHOW BracTW HanpaensieT 3asiBUTEMIO 3anpoc O MNpeAcTaBleHMn HeobXoaMMbIX MaTepuarnos,
KOTOpPbIA MOXET OblTb NepeaaH ynonHOMOYEHHOMY NpeAcTaBuUTeNo 3asBUTENsa NWYHO Mog pacnucky, HamnpasneH no
no4yTe 3aKasHblM MMCbMOM UMW NepeaaH B 3NEKTPOHHON hopMe Mo TeNeKOMMYHUKaLMOHHBLIM KaHanam cBsasun. B cnyyae
HanpaeneHns 3anpoca YnONHOMOYEHHOro defeparnbHOro opraHa WCMOMHWTENbHOW BnactM MO MoYTe 3akasHbiM
NMMCbMOM OH CYMTAETCS MOMYyYEHHbIM MO UCTEYEHWM LIECTM OHEN C AaTbl HanpaBneHWs 3aKa3Horo NUCbMa.

11. BasButenb 006a3aH npeacTtaBuTb OTBET Ha  3anpoc  YMOMHOMOYEHHOro dhedepanbHOro  opraHa
WCMONHUTENBHON BracTy B CPOK, He MNpeBblllaloWniA WeCTUAeCATM pabounx AHeW CO OHsSI MOSyYeHWst yKa3aHHOro
3anpoca. YNofIHOMOYEHHbIN dheepanbHbii OpraH WUCMONHWTENBbHON BnacTv, BblAaBLUMA 3ajaHue Ha npoBedeHue
9KCNEepPTU3bl OTHOLLEHUSA OXMAAEMOMN MOoSfb3bl K BO3MOXHOMY PWUCKY MPUMEHEHMS NeKapCTBEHHOro npenaparta Ha
OCHOBaHUM [OKYMEHTa, COoAep)allero pesynbTaTbl MOHUTOPUHIra apeKTUBHOCTN 1M 6e30macHOCTN neKapCTBEHHOro
npenaparta, B Te4eHue Nsatn paboumx gHen co AHs NOCTYMNEHNs OT 3asBUTens OTBeTa Ha 3anpoc YMOSTHOMOYEHHOro
dedepanbHOro opraHa WUCMOMHUTENbHOW BNAcTW HampaBnseT 3TOT OTBET B 9KCMEpTHoe yupexaeHue. B cnydae
HenpeacTaBneHMs MO WCTEYEHUM LuecTuaecaTM pabounx [HeN 3asBUTEeNeM OTBETa Ha yKasaHHbIA  3anpoc
YMONHOMOYEHHbIN heaepanbHbIi OpraH UCMONMHUTENBHOW BNAacTW, BblAaBLUMW 3ajaHuWe Ha NpoBedeHUEe IKCNepTusbl
OTHOLLEHMS OXWAAEeMOW MONb3bl K BO3MOXHOMY PUCKY MPUMEHEHUs NeKapCTBEHHOro npenapata Ha OCHOBaHUM
AOKyMeHTa, CoAaepxaLlero pesynbrtaTel MOHUTOPUHIa apEKTUBHOCTM 1 6E30NacHOCTM NEeKapCTBEHHOrO npenapaTta, B
TeyeHue nATn paboymx gHeWn HanpasnseT B 9KCNEePTHOE yUYpexaeHne yBeJOMIIEHNE O HenpeacTaBneHun 3asButenem
OoTBETa Ha 3anpoC YykasaHHOro opraHa. Bpemsa co [OHS HanpaBneHus 3anpoca 3KCMepTHOro YYpexaeHus B
YMNOSTHOMOYEHHbIN (befepanbHbid OpraH UCMOMHUTENBHOW BRacT A0 AHA MOMYYeHUs SKCNEPTHbIM  yypexaeHuem
OTBeTa Ha 3anpoc NN yBeAOMIIEHMS O HENPEACTaBIEHUN OTBETA Ha 3anpoc He YYUTbIBAETCA MPW UCHUCIIEHMU CpOKa
NpoBeOEeHUs 3KCMepTU3bl OTHOLLEHUSA OXWAAEeMOW MOMb3bl K BO3MOXHOMY PWCKY MPUMEHEHMS feKapCTBEHHOro
npenapata Ha OCHOBaHUM AOKYMEHTa, CoAepallero pesynbTaTbl MOHMTOPWMHra 3dEKTMBHOCTM M Be3onacHocTu
nekapCTBEHHOro npenapara.

12. B cpok, He npeBbIwaoLWwmnn 4ecatn pabodnx AHeN co OHS MOMYYEeHUs 3aKNioYeHUss KOMUCCUM IKCNEepPTOB MO
pesynbTataM 3KCNepTu3bl OTHOLUEHUS OXMOAEMOW NOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS FfeKkapCTBEHHOrO
npenapara, COOTBETCTBYIOLUMI YNONHOMOYEHHbIV chefeparbHbli OpraH UCMOSTHUTENbHOW BNacTw:

1) ocyLlecTBNSET OLEHKY 3TOro 3aKloYveHus Ans onpedeneHus ero COOTBETCTBMSA 3adaHu0 Ha npoBedeHve
yKasaHHOW aKcnepTu3bl;

2) NpuUHMMaEeT peLleHne 0 NOATBEPKAEHUM roCyAapCTBEHHOW perncTpaunn nekapCTBEHHOro npenapata unu ob
OTKa3e B NOATBEPXAEHUN rOCYyAapCTBEHHOW perncrpauumn nekapcTBeHHOro npenapara;

3) BHOCMT MpU MPUHATUN PeLLeHUs O MNOATBEPXOEHUN T[OCYyAapCTBEHHOW perncTpauun rekapcTBEHHOro
npenaparta CBedeHUst B roCyAapCTBEHHbI peecTp NeKapCTBEHHbIX CPeACTB W BblgaeT 3adBuTento GeccpodHoe
perucTpauvoHHOe yA0CTOBEPEHMEe NekapCTBEHHOro npenapara.

13. OcHoBaHveM AN oTkasa B MNOATBEPXAEHUW roCyAapCTBEHHOW perncTpauum nekapCTBEHHOro npenapata
SIBNSETCH peLleHne COOTBETCTBYHOLLEro YNOMHOMOYEHHOro cheaeparnbHOro opraHa UCMONHUTENBHON BNAcT O TOM, YTO
pUCK NPUYMHEHUS Bpeda 300POBbI YeroBeka WM >XMBOTHOrO BCNeACTBME Mpuema fekapCTBEHHOro npenaparta
npesbiwaeT ahPEKTUBHOCTb €ro NPUMEHEHMS.

14. B nepuog npoBedeHus npoueaypbl MOATBEPXAEHWS roCcy4apCTBEHHON perucTpauum fekapCTBEHHOro
npenapara ero obpatlieHune B Poccuiickon Pegepaummn He npuocTaHaBnMBaeTcs.

15. JonyckaeTcs obpalleHne nekapCTBEHHbIX NpenapaToB AN MeAULIMHCKOTO NPUMEHEHNS 0 UCTEeYEHUs Cpoka
rogHOCTK, MPOU3BEAEHHbIX B TEYEHNe CTa BOCbMUAECATY KaneHaapHbIX AHen nocne gaTbl NPUHATUS YNONHOMOYEHHbBIM
dedeparnbHbIM OpraHoOM WCMOMHUTENbHOW BNAcTW pelleHns O MNOATBEPXAEHUW rocyaapCTBEHHOW perucrpauuu, B
COOTBETCTBMM C MH(pOpMaUmen, coaepxallencsa B JOKYMEHTaxX perMcTpaunmoHHOro 40Cbe Ha fekapCcTBEHHbI npenapar
00 AaTbl MPUHATMS TAaKOro peLleHust.

KoHcynbTaHTlntoc: npumedaHue.
OepxaTenu wunu Bnagernbubl PerMcTpaumMoOHHbIX YAOCTOBEPEHUA NeKapCTBEHHbIX MpenapaToB MOryT nogatb
3asaBneHus o6 onpegeneHnn B3anMo3amMeHIeMOoCTM NeKapCTBEHHbIX MpenapaToB Ans MeOULMHCKOro NpUMEHeHus B
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nopsigke, yctaHoBneHHoMm ctateen 30 (B ped. oT 22.12.2014), no 31 pekabpsa 2016 roga (PepepanbHbI 3aKOH OT
22.12.2014 N 429-93).

Cratba 30. BHeceHMe W3MEHeHuUn B OOKYMEeHTbIl, cogepxXawumeca B pernctpauyMOHHOM [OOCbe Ha
38p€rMCTpMpOBaHHbIVI ﬂeKapCTBeHHbIVI npenapart Ana MmeanumnHCKoro npuMeHeHnA

1. B uensix BHeCeHMS W3MEHEHMW B [OKYMEHTbl, COAepXaluecd B pPEerucTtpauMoHHOM [OCbe Ha
3aperucTpupoBaHHbIA  NEeKapCTBEHHbIN MpenapaT Ans MeaMUMHCKOrO MNpUMMEHeHWs, AepxaTtenb WnvM Bhnageney,
pervcTpaumoHHOro YaAoCTOBEPEHNS NeKapCTBEHHOrO npenapara unmn ynoriHOMOYEHHOE UM Opyroe lopuanyeckoe nuuo
(Banee B HacTosLWeEN CTaTbe - 3asBMTENb) NPeACTaBnseT B YNOMHOMOYEHHbIN (hefepanbHbld opraH UCNOMHUTENbHOW
BMNacTu 3asiBNieHMe O BHECEHWM TaKMX M3MEHEHMN Mo )OpMe, YCTAHOBIIEHHOW YMOSIHOMOYEHHBIM dedeparnbHbIM
OpraHoM UCMOSHUTENBHOW BRACTU, Y MPUINOXEHHbBIE K HEMY U3MEHEHMWS B YKa3aHHbIE JOKYMEHTbI, @ TaKKe LOKYMEHTbI,
noAaTBepxaaolme HeoOXOAMMOCTb BHECEHUSA TaKMX W3MeHeHun. [lpy HeobGXOOMMOCTM BHECEHUS W3MEHEHUn B
OOKYMEHTbI permcTpaLuoHHOro 4oCke Ha 3aperMcTpupoBaHHbI NeKapCTBEHHbIV npenapar, Tpebywmx nposedeHus
3KCMEePTU3bl Ka4eCTBa NeKapCTBEHHbIX CPEACTB M (MMKN) 9KCMEPTU3bl OTHOLLUEHUS OXWOAEMOW MNOMb3bl K BO3MOXHOMY
pUCKY NPUMEHEHUs FeKapCTBEHHOro npenapata And MeAUMUUHCKOro MpUMEHEHUs, 3asBuTenb OOMOSNHUTENbHO
NnpeacTaBnsieT B yNOMHOMOYEHHBIN hefepanbHbli OpraH UCMNOMHUTENBHOW BNACTK KOMUIO JIMLEH3UN Ha MpPOU3BOACTBO
NeKapCTBEHHbIX CPeACTB MIIM  KOMUKO 3aKIHOYEHUss O COOTBETCTBMM MNPOM3BOAMTENSA JNEKAPCTBEHHBLIX CPeacTB
TpeboBaHNAM MpaBui Hagnexawen nNpPoM3BOACTBEHHOM MPaKTUKW, BblgaHHbIE YMOMIHOMOYEHHBIM (eaeparbHbIM
OpraHoM UCMOMHWUTENBHOW BriacTu, B Criyyae, ecniv npou3BOACTBO NEKapCTBEHHOrO npenaparta OCYLLEeCTBRSeTCs B
Poccuiickon ®egepauun, nubo KONMK BblAaHHOW YNOMHOMOYEHHbIM OpPraHoM CTpaHbl MPOU3BOAUTENS NULEH3UN Ha
NPOM3BOACTBO NEeKapCTBEHHOMO npenapaTa U ee NepeBof Ha PYCCKUN SA3bIK, 3aBEPEHHbIE B YCTAHOBIIEHHOM Mopsiake, U
KOMUIO 3aKIOYEHNST O COOTBETCTBUM MPOU3BOAUTENS JIEKAPCTBEHHBLIX CpeacTB TpeboBaHWsIM NpaBun Haanexallewn
NPOM3BOACTBEHHOW MPAKTUKK, BbIAAHHOIO YMOSIHOMOYEHHbIM (befepanbHbiM OpraHoOM WCMOSTHUTENbHOW BRactu, B
cny4ae, ecnv NpPoM3BOACTBO NIEKAPCTBEHHOrO MpenapaTta ocyulecTenseTca 3a npegenamu Poccuinckon degepauun.
MpuHATUE peLleHns 0 BHECEHUN N3MEHEHMI unu o6 oTKase B X BHECEHMMN OCYLLECTBISAETCS B Cny4ae HeobxoamMmMocTu
NpoBeAEeHUS 3KCMEePTU3bl Ka4eCTBa NEKapCTBEHHbLIX CPEACTB U (MNN) SKCNEepTU3bl OTHOLUEHMSI OXMAAEeMOW Monb3bl K
BO3MOXHOMY PUCKY MPUMEHEHMs FeKapCTBEHHOro npenapata Ang MeOUUMHCKOTO MNPUMEHEHWs B CPOK, He
npeBbiWaLWLni AeBAHOCTa pabounx OHEN, @ B OCTaNbHbIX CIyYasix B CPOK, He NpeBbillaloLWmi Tpuauati paboyunx gHewn
CO [HSA NPUHATUS YNOJSTHOMOYEHHbIM doefeparnbHbIM OPraHOM UCTMOMHUTENBHOW BNacTy 3asiBNEHUS O BHECEHUWN TaKMX
N3MEHEHNI.

(vacTb 1 B peq. PegepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

2. OKcnepTv3a NekapCcTBEHHbIX CPEeACTB B YacTU 3KCMEPTU3bl KadecTBa fEKapCTBEHHOro cpeactsa v (Mnu)
3KCMEePTU3bl OTHOLUEHUSI OXMAAEMOW MONb3bl K BO3MOXHOMY PUCKY MPUMEHEHUs NekapCTBEHHOro npenaparta And
MEOULMHCKOTO MNPUMEHEHNs1 MPOBOAMTCA B Clydae BHECEHWst W3MEHEHWA B [OKYMEHTbl, cogepXawuecs B
pervcTpaumoHHOM J0Chbe Ha 3aperMcTpupoBaHHbIf NTEKapCTBEHHbIV Npenapar, B OTHOLLEHWW:

1) cBegeHun, ykasaHHbIX B UHCTPYKLUM MO MEAMLMHCKOMY NMPUMEHEHMIO JIEKapCTBEHHOIO Npenapara:

a) nekapcTBeHHas popma C yKkazaHMeM HauMeHOBaHWN U KONMYECTBEHHOrO COCTaBa AENCTBYIOLWMUX BELLECTB U
KayeCTBEHHOr0 COCTaBa BCMOMOraTtenibHbIX BewectB (Mpy  HEeobXOAMMOCTM  KONMYECTBEHHOro  cocTaBa
BCMOMOraTerbHbIX BELLECTB);

6) dapmakognHamuka w apMakoKMHETMKA (3@ WCKMIYEHUEM  DapMakOKMHETMKM  roMeonaTuyeckmx
fiekapCTBEHHbIX NMPenapaToB U pacTUTENbHbIX NIeKapCTBEHHbIX NpenapaToB);

B) NOKa3aHus AN NPUMEHEHMS;

r) NpOTUBOMNOKa3aHMs ANA NPUMEHEHNS;

A) Mepbl NPeAoCTOPOXHOCTU NPU NPUMEHEHWM;

€) ykasaHve BO3MOXHOCTU M OCODEHHOCTEN MPUMEHEHWS FeKapCTBEHHOro npenapara Ans MeAMUMHCKOro
NpMMeHeHns 6epeMeHHbIMU XXEeHLUMHaMK, XeHLWMHaMM B Nepuog rpyaHOro BCKapMIMBAHWS, OETbMW, B3pOCHbIMU,
NUMELLMMUN XPOHMYECKMEe 3aboneBaHus;

X) PpexvM [O03MpOBaHMsl, CMOCOObl BBEOEHWS W MPUMEHEHUs, nNpu HeobXxoaAMMOoCTM Bpems npuema
nekapCTBEHHOro npenaparta, NPOAOIPKUTENBHOCTb NeYeHNsi, B TOM YMChe Y AeTen 40 U Nocne OgHOro roaa;

3) BO3MOXHble NOBOYHbIE OENCTBUA U HEXenaTeNbHble peakuun Npu NnpuMeHeHMn NekapcTBEHHOro npenapaTa;

1) CMMNTOMbI Nepego3VPOBKU, MEPBI MO OKa3aHWo NOMOLLM MpU Nepefo3npoBKe;

K) B3aumoencTBUe C ApYrMMuM NeKapCTBEHHBIMY Npenapatamu n (Unu) NULWEBLIMU NPOSYKTaMK;

n) dopMbl BbiMyCKa JIeKapCTBEHHOIO Npenapara;

M) ykasaHue (npy HeobxoanmocTn) ocobeHHOCTEN AENCTBUSA JIeKapCTBEHHOIO MnpenapaTta npu nepBoM npueme
WNK Npu ero oTMeHe;

H) CBedeHMs O BO3MOXHOM BIUSHWM NEKapCTBEHHOro mnpenapaTta Ans MeAWUMHCKOro MpUMEHeHUs Ha
CNOCOBHOCTb YNPaBnsATb TPAHCMOPTHBIMW CPEACTBAMU, MEXaHU3MaMK;

0) CPOK FOAHOCTU 1 YKa3aHue Ha 3arnpeT NPUMEHEHUS NeKapCTBEHHOMO Npenapara no UCTEYEHUN cpoKa rogHOCTY;
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M) yCrNOBUS XpaHEHUS;

p) yCrioBus OTNYCKa;

2) cocTaBa NnekapCTBEHHOro npenapara Anst MEAULMHCKOro NPUMEHEHNS;

3) n3mMeHeHus MecTa NPoM3BOACTBA NeKkapCTBEHHOMo NpenapaTta Ans MeguLMHCKOro NPUMEHEHNS;

4) n3amMeHeHUsa nokasaTenen kavyecTBa NeKapCTBEHHOro npenapaTta Ans MeauUMHCKOro NpuUMeEHeHust u (1nm)
METO0B KOHTPOINS KayecTBa NekapCcTBEHHOro npenapara Ans MeauUMHCKOro NpUMeHeHUs;

5) nameHeHus cpoka rogHOCTW NeKapCTBEHHOMO Npenapara Ans MeQUUMHCKOrO NPUMEHEHNS;

6) cBegeHun 0 HeOBXOOUMOCTU BHECEHUSA MHBIX M3MEHEHUM B WHCTPYKUUIO MO MEAMLIMHCKOMY MPUMEHEHUIO
nekapCTBEHHOro npenapata, a Takke B WHble AOKYMEHTbl, COAepXaliMecs B perucTpauMoHHOM [OCbe Ha
3aperMcTpupoBaHHbLIN  NekapcTBeHHbIM npenapaT. [lpy 3ToM pelweHve O nNpoOBedEeHUM 3SKCNepTu3bl  KayecTsa
neKkapcTBEHHbIX CPeaCcTB U (MMnN) SKCNEPTU3bl OTHOLUEHUS OXMAAEMOW MOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHMS
nekapcTBeHHOro npenaparta Ans MeaMLMHCKOro MPUMEHEHUS MPUHUMAaETCs B COOTBETCTBUW C  YTBEPXKAEHHOW
YNOMHOMOYEHHbIM hefepanbHbiM  OpraHoM UCMOMHUTENbHOW BNacTu Knaccudukaumen U3MeHEeHUN, BHOCUMbLIX B
OOKYMEHTbI, cogepallmecs B permctpaumoHHOM 0Cbe Ha 3aperucTpypoBaHHbIN NleKapCTBEHHbIN Npenapar.

(vacTb 2 B peq. PegepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

3. C 3asBneHMemM O BHECEHUN WU3MEHEHWN B OOKYMEHTbI, coAepXalimecs B pPerncrpaumMoHHOM [JOCbe Ha
3aperucTpupoBaHHbIN  NEKapPCTBEHHbIM npenapaT Ans MeOULMHCKOrO MPUMEHEHUs, Hapsgy C  OOKYMeHTaMmu,
yKasaHHbIMKW B YacTu 1 HacTosILLen cTaTby, 3adBUTENb NPeACcTaBnseT Konuv OOKYMEHTOB, MOATBepXAalolmx ynnaty
rocyapCTBeHHON MOLIMMHLI 3a BHECeHWe B [OOKYMEHTbl, cojepXallmecd B perucrpaumMoHHOM [Oocbe Ha
3aperucTpMpoBaHHbIA  NIEKapCTBEHHbIM Mpenapat And  MEeOWMUWHCKOrO MPUMEHEHUS, W3MEHeHun, Tpebyowmx
NpoBeAEeHUS 3KCMEePTU3bl NIEKAPCTBEHHbIX CPEACTB B YacTW IKCNepTU3bl KayecTBa NekapCTBEHHOro cpeactsa W (Mnm)
9KCMNEPTM3bl OTHOLUEHUS] OXMOAEMOMW MNOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NEeKapCTBEHHOro npenaparta Ans
MEOWLMHCKOrO  NPUMEHEHWsl,  FOCyJapCTBEHHOM  MOLUMMHbI 3@ BHECeHWe B [JOKYMEHTbl, cofepXalimecss B
perncTpaumoHHOM O0Cbe Ha 3aperncTpupoBaHHbIA NEeKapCTBEHHbIW npenapaT Ans MeAUUMHCKOro npuMeHeHWs,
N3MEHEHWU, He TpebyloLmMx NpoBedeHMs 3KCMEepPTM3bl NEKAPCTBEHHOIO CpeacTsa, NMOO BnpaBe nNpeacTaBuUTb MO
COBCTBEHHON MHMLUMATMBE YKa3aHHble OKYMEHTbI. B criyyae ux HenpencTaBneHusi YNONMHOMOYEHHbIA doeneparnbHbIN
opraH WUCMNOMHWTENbHOW BnacTu nposepseT akT ynnaTbl roCy4apCTBEHHbIX MOWUH 3adBuUTeneM MNocpeacTBOM
ucnonb3osBaHus wuHdopmaumm o6 ynnaTe rocyaapCTBEHHbIX MOLWMWH, coaepxalencs B [ocygapCTBeHHON
WH(OPMALIMOHHON CUCTEME O FOCYAAapPCTBEHHbIX U MyHUUMMNAMbHbLIX nnaTexax, Ha OCHOBaHMM nNpeacTaBneHHbIX
3asBUTENEM KOMUN JOKYMEHTOB, MOATBEPXAAoLWMX ynraTy rocyaapCTBEHHON NOLLUMUHbI.

(4acTb 3 B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

4. B TeyeHne gecatn paboumnx gHEN co AHS NOCTYMNIIEHUS yKa3aHHOrO B YacTu 1 HACTOsILLEN CTaTbM 3asiBIIEHUS U
HeobX0AMMbIX JOKYMEHTOB YNONHOMOYEHHbIV ddedeparbHbI OpraH UCMONMHUTENBHON BNacTu:

1) npoBOAMT NPOBEPKY NOSTHOTHI M AOCTOBEPHOCTU CBEOEHUN, COOEPXaLUMXCA B MPEACTaBMEHHbIX 3asBUTENEM
MaTepuanax;

2) NpUHUMAET peLleHne O NpoBeaeHUN YKa3aHHbIX B 4acTu 2 HACTOSLEN CTaTbW COOTBETCTBYIOLLMX 3IKCMEPTU3
nekapCTBEHHOro CpeAcTBa nnn 06 oTkase B NX MPOBEAEHNN;

3) yBedoMnsieT B SNIEKTPOHHOW MM NMUCbMEHHOW hopMe 3asiBUTENs O MPUMHATOM PEeLUeHUMU Unu B Ccrnydae
NPUHATUSA pelleHns 06 oTka3e B NMPOBEAEHUN COOTBETCTBYIOLLEN IKCNEPTU3bl C yKadaHNeM NPUYUH Takoro oTkasa.

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

4.1. B cnyyae BbiSIBNEHUS HEOOCTOBEPHOCTUM CBEAEHMMN, COAepXaluxcs B NpeAcTaBMNeHHbIX 3asiBUTENEM
MaTepuanax, yrnorHOMOYEHHbIN befepanbHbii OpraH WUCMONTHUTENbHOW BMAacTW HanpaersieT 3asBUTEMN 3anpoc o6
YTOYHEHUWN YKa3aHHbIX cBefeHuh. [aHHbIM 3anpoc MoxeT OblTb nepefaH YMONTHOMOYEHHOMY MNPEeACTaBUTENO
3aABUTENS NIMYHO MOA PacruvcKy, HanpasneH Nno noyTe 3akasHbIM MUCbMOM WNKW NepefaH B 3NeKTPOHHOW dopme Mo
TeneKOMMYHVKaLMOHHbIM KaHanaMm CBsA3u. B cnyyae HanpaBneHus 4aHHOro 3anpoca no novte 3akasHbiM MUCbMOM OH
cUMTaeTCcs NOMy4YEHHbIM MO UCTEYEHUN LLIECTU AHEN C AaThl HANPaBeHUsA 3aKka3HOro NUCbma.

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

4.2. 3asBuTenb 00s3aH npeacTaBuTb OTBET Ha 3anpoc  YMONIHOMOYEHHOro dedepanbHOro opraHa
WCMNOMHMTENBHOW BIIACTU B CPOK, HE MPEBbILIALWLNA AeBAHOCTa paboymx AHEN CO OHS MONyYeHUs AaHHOro 3anpoca.
CpokK, ykasaHHbI B 4yacTu 4 HacTosen cTaTbW, NMPUOCTaHaBMMBAETCA CO OHS HamnpaBleHus 3asiBUTENio 3anpoca
YyNONTHOMOYEHHOro hefepanbHOro opraHa UCMONHUTENBHOW BNACTW A0 OHS NOMyYeHUs UM OTBETa Ha AaHHbIW 3anpoc U
He y4YnTbIBAETCA MPU UCYUCIIEHUMN CPOKA NPUHATUA PELLEHNS O BHECEHUN N3MEHEHUI B OOKYMEHTbI, coepalumecsa B
perncTpaumoHHOM A0Cbe Ha 3aperncTpupoBaHHbIA NeKapCTBEHHbIN nNpenapaT Ans MeAULMHCKOro NpUMEHEHMS.

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

5. OcHoBaHMeM Ansi OTka3a B MPOBEAEHMU YKa3aHHbIX B YacTW 2 HACTOsLWEN CTaTbW JKCNEpPTU3 HABMSeTCS
npeactaBneHMe [OOKYMEHTOB, MEepPeyYucrieHHblX B YacTax 1 m 3 HacToswen cTtaTbu, B HenorHom obbeme,
HenpeacTaBrneHne 3asaBUTENEM B YCTAaHOBIEHHbIM CPOK OTBETa Ha yKasaHHbIM B YacTu 4.1 HacTosLwen ctaTb 3anpoc
YMOSTHOMOYEHHOro (pefepanbHOro opraHa WCMNOMHUTENbHOW BRacTW, a Tawkke OTCyTCTBME B NPeAcTaBneHHbIX
OOKYMeHTax [OCTaTOuYHbIX CBEAEHWUW, NoATBEepXAalWwmnx HeobXoOMMOCTb BHECEHUS W3MEHEHWR, WM OTCYTCTBUE
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®epnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 03.07.2016)
0 " [JokymeHT npegoctasneH KoHcynbTaHTINOC
06 obpalleHnM NekapCTBEHHbIX CPeacTB [laTa Coxpanermst: 09,03.2017

(c usm. u gon., BCTYN....

WHopmMaumn, noaTeepxaatoLen dakT ynnatbl rocygapCTBEHHbIX NMOLUMWH, YKa3aHHbIX B 4acTn 3 HaCcTosLWen cTaTby.
(B peqa. PepepanbHbix 3akoHOB OT 25.11.2013 N 317-93, o1 22.12.2014 N 429-03)

6. YkasaHHble B 4acTu 2 HACTOsLLen cTaTbl 3KCMepTUsbl MPOBOAATCA B MoOpsgke, YCTaHOBIIEHHOM cTaTben 23
HacToswero ®egepanbHOro 3akoHa.

7. B cpok, He NpeBbILWAaoLWLMA AecATM pabounx AHeW CO AHSA NOMyYeHUs 3akMioYeHU KOMUCCUIA 3KCMepToB Mo
pesynbTataM YyKasaHHbIX B 4YacTuM 2 HacCToslen cTaTbM OSKCMEepTU3, YMNONMHOMOYEHHbIN heaepanbHbI  opraH
NCNOSNTHUTENBLHOM BNacTu:

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

1) NpMHUMaET peLLeHne O BHECEHUN U3MEHEHMIN B AOKYMEHTbI, cogepXalmecss B peructpaumMoHHOM JoCbe Ha
3apervcTpupoBaHHbIN NeKkapCTBEHHbIV Npenapart Ans MeguLUMHCKOro NPUMEHEHNs, unn o6 oTka3e BO BHECEHUU Takux
M3MEHEHWUN;

2) BHOCUT B rocylapCTBEHHbIV peecTp NeKkapCTBEHHbIX CPEACTB HA OCHOBAHUMU peLleHUss O BHECEHUU U3MEHEeHWI
B JOKYMEHTbI, coAepXallmecs B perncrpaumoHHOM [0Cbe Ha 3aperncTpupoBaHHbIA NeKkapCTBEHHbLIN npenapaT Ans
MEeOULMHCKOTO NPUMEHEHNS, HEOOXOAMMbIE N3MEHEHMS N BO3BPALLAET VX 3adBUTENIO;

3) BblgaeT 3asBUTEND HOBOE perucTpaumoHHOe YOOCTOBEPEHME NEeKapCTBEHHOro mnpenapaTta B Cry4ae
N3MEHEHNs1 CBeAEHUN, COAEPXKaLLNXCH B HEM.

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

8. OcHoBaHMeM Ans 0TKa3a BO BHECEHUU U3MEHEHWUI B JOKYMEHTbI, cofepXXalineca B pernctpaumoHHOM O0Cbe
Ha 3aperucTpuMpoBaHHbLIN IEeKapCTBEHHLIN Mpenapat ANna MegUUUHCKOrO MPUMEHEHUs, 4BMseTcs  3akmoyeHue
YMOSTHOMOYEHHOro befepanbHOro opraHa MWCMOSNIHUTENBHONW BRAacTu O BO3MOXHOCTU CHVXEHUs Ge3onacHocTw,
KayecTBa, 3a(pPEKTMBHOCTN NEKAPCTBEHHOrO CPeAcTBa B Cllyvae BHECEHUS TakUX U3MEHEHNN.

9. JonyckaeTtca obpalleHne nekapCTBeHHbIX NpenapaToB Ans MeOULMHCKOrO MPUMEHEHUA OO0 WUCTEYEHUS Ccpoka
rogHOCTW, MpPOM3BEAEHHbIX B TeyeHue CcTa BOCbMUAECATM [HEeW nocne pAatbl MNPUHATUMS  YNONTHOMOYEHHbIM
denepanbHbIM OpraHoOM UCMNONTHUTENBHOM BNACTU PeLLEHUs O BHECEHUN U3MEHEHUA B JOKYMEHTbI, codepXalivecs B
perncTpaumoHHOM A0Cbe, B COOTBETCTBUM C MH(POpMaLMen, cogepXallencs B OOKYMeHTax perucTpaumMoHHOro OocChe
Ha NneKkapcTBEHHbIV Npenapart 40 AaTbl NPUHATUSA Takoro peLleHns.

(vacTb 9 B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

Cratba 31. BHeceHne u3MeHEHUN B [OOKYMEHTbl, CcoAepXalmecs B pPerncrtpaumMoHHOM [0Cbe Ha
3aperncTpupoBaHHbIN NeKapCTBEHHbIA Npenapart Ansl BeTEPUHAPHOIO NPUMEHEHUS

1. B uensix BHeCeHMS UW3MEHEHMW B [OOKYMEHTbl, COAepXaluecd B pPerucTtpauMoHHOM [OCbe Ha
3aperncTpupoOBaHHbIA NIEKAPCTBEHHbIM NpenapaTt Afsi BeTEpMHApHOro MNPUMEHEHUs, OepxaTenb wnu Bnagenew
perncTpaLmoHHOro YaoCTOBEPEHUSA NEKAaPCTBEHHOrO Npenapara unv ynornHOMOYEHHOe UM Opyroe lpuaudeckoe nuuo
(oanee B HacTosLLEN cTaTbe - 3asBUTENb) NPEACTABNSET B YNONHOMOYEHHbIW (befepanbHbli OpraH UCNONMHUTENBHON
BMNacTu 3asiBNieHWe O BHECEHWW TaKUX M3MEHEHMN Mo OpMe, YCTaHOBIIEHHOW YMOSIHOMOYEHHbIM beaepanbHbIM
OpraHoM UCMOSHUTENBHOW BRACTU, Y MPUINOXEHHBIE K HEMY U3MEHEHMWS B YKa3aHHbIE JOKYMEHTbI, @ TaKKe [LOKYMEHTbI,
NnoATBepXaaloLme HeOOXOAMMOCTb BHECEHWS TAaKUX 3MEHEHWN. [IpMHATME pelleHns O BHECEHUM TaKMX WM3MEHEHWN
unm o6 oTkase B X BHECEHMUN OCYLLIECTBISIETCA B CPOK, HE MPEeBbILLALWNA AEBAHOCTA paboyumx QHEN CO OHA MNPUHATUSA
YNOMHOMOYEHHbIM heaeparnbHbIM OpraHOM UCMONHUTENBHON BNACTU 3asiBNEHNA O BHECEHUN TaKUX U3MEHEHUN.

(B pea. PenepanbHoro 3akoHa ot 13.07.2015 N 241-93)

2. B cnyyae BHeceHMsi M3MEHEHMI B [AOKYMEHTbl, COAEpXallMecs B pPermcrpauMoHHOM [JoCbe Ha
3aperucTpMpoBaHHbIA  NIEKApCTBEHHbIM Npenapat Ans BETEPUHAPHOro MPUMEHEHWS, B OTHOLUEHMU CBEOEHWUW,
yKasaHHbIX B nognyHkTax "e", "x", "k", "n", "n", "c", "x" nyHkTa 7 yactu 3 ctatbu 17 HacToswero degepanbHOro 3akoHa,
NU3MEHeHns 1 (unu) OOMONHEHMS MPOM3BOACTBEHHONM MIOLWAnKM NEKapCTBEHHOrO CpeacTBa, a Takke B Cryyae
NU3MEeHeHNs nokasaTenen kKauecTBa NekapCTBEHHOrO npenaparta And BETEPUHAPHOro MpuUMEHEeHus u (Mnn) MeToaoB
KOHTPOMNs KayecTBa JleKapCTBEHHOro npenapata ANnd BETEPUHApPHOro NPUMEHEHWs NPOBOAUTCHA  3KCrNepTu3a
nekapCTBEHHOIO CPeACTBa AN BETEPMHAPHOIO NpuMeHeHusl. B cnyvyae HEOOXOAMMOCTN BHECEHUSI MHBIX U3MEHEHWI B
OOKYMEHTBI, cofepXaljuecs B PermcrpalyMoHHOM [OCbE Ha 3aperMcTpUpOBaHHbIM NEKAapCTBEHHbIM MpenapaTt Aans
BETEPUMHAPHOIO NPMMEHEHMS, 3KCMEPTM3a NIEKAPCTBEHHOIO CpeAcTBa A1 BETEPMHAPHOIO NPUMEHEHUS HE MPOBOAMUTCS.
(B pea. PenepanbHbix 3akoHOB OT 22.10.2014 N 313-93, o1 22.12.2014 N 429-03)

3. C 3aaBneHnemM O BHECEHUN WU3MEHEHWA B OOKYMEHTbl, COAepXallMecss B pPerucTpalMoHHOM [OCbe Ha
3aperucTpupoBaHHbIN  NEKapCTBEHHbIV npenapat Ang BeTepMHApHOro MNpUMEHEHUs, Hapsay C  AOKYMEHTaMmu,
yKa3aHHbIMW B 4acTu 1 HaCTOsILLEN cTaTbW, NPEACTABNATCA JOKYMEHTbI, MOATBEPXKAAOLMNE yNnaTy rocyaapCTBEHHON
MOWMHbI 33 BHECEHME B [OOKYMEHTbl, coAepXaluecs B pPerucTtpauMoHHOM [OCbe Ha 3aperucTpupoBaHHbIN
nekapCTBEHHbIN npenapaTt Afs BETEPUMHApPHOIO MNPUMEHEHWUsl, W3MEHEHWW, TPeObylLnX npoBeOeHNs 3KCMepTU3bl
NeKapCTBEHHOro cpeacTBa Ans BETEPUHAPHOIO NPUMEHEHUS, U NSMEHEHUI, HE TPEBYIOLWNX NPOBEAEHMS SKCNEPTU3bI
nekapcTBEHHOro CpeacTBa Ang BeTepPUHApPHOro NpUMeEHeHMs.

(B pea. PenepanbHoro 3akoHa ot 22.10.2014 N 313-93)
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®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapcTBeHHbIX cpeacTs"”

(c usm. u gon., BCTYN....

[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHnus: 09.03.2017

4. B CcpoK, He MpeBbILAWMIA AecaTn pabounx AHEN CO AHA MOCTYMNMEHMS yKa3aHHOro B 4YacTu 1 HacTosLen
cTaTby 3asiBNEHNS 1 HEOOXOANMBIX JOKYMEHTOB, YNOMHOMOYEHHbIN doeaeparnbHbIi opraH UCMOMHUTENbHOW BRaCTU:

1) NnpoBOAMT NPOBEPKY NOSTHOTHI U AOCTOBEPHOCTU CBEOEHUN, COOEPXALUMXCA B MPEACTABMEHHbIX 3asiBUTENEM
OOKyMeHTaXx;

2) NpyHMMaEeT peLleHne 0 NpoBeaeHUN IKCNepTU3bl NEKapCTBEHHOIO CPEeACTBa AN BETEPUHAPHOIro NpUMEHeHUs
unu ob oTkase B ee NPOBEAEHUN;

3) yBegomnsAeT B MMCbMEHHOW (hOpMe 3adBUTENS O MPUHSATOM PELUEHMU UMW B Clyvae MPUHATUSA pelueHnss ob
OoTKa3e B NPOBEAEHMM SKCNEPTU3bI NIEKAPCTBEHHOIO CPeACcTBa AJ1S1 BETEPUHAPHOIO MPUMEHEHUS C YKa3aHWEM MNPUYMH
Takoro oTkasa.

5. OcHOBaHMeM ANl OTKasa B NPOBEAEHWMM SKCMEPTU3bl NEKAPCTBEHHOrO CpeacTBa [Ansi BETEPUMHAPHOro
NPUMEHEHUsT ABNSAETCS NpeacTaBneHne AOKYMEHTOB, yKasdaHHbIX B 4YacTtax 1 m 3 HacTosiwen cTtaTtbu, B HEMNOSIHOM
0ObeMe MM oTCyTCTBME B NPeACTaBEHHbIX JOKYMEHTaxX AOCTAaTOYHbIX CBEAEHWUIA, NOATBEPXAAWNX HEOOXOAMMOCTb
BHECEHUSI UBMEHEHUN.

6. OKcnepTr3a NekapCTBEHHOMO cpeacTBa OJ11 BETEPUHAPHOrO MPUMEHEHUs] B LENSX BHECEHUS U3MEHEHWUA B
OOKYMEHTbI, coaepXalimecs B perucTpaumMoHHOM [OCbe Ha 3aperMcTpupoBaHHbIA NEKApPCTBEHHbIM npenapaTt Aans
BETEPMHAPHOro NPUMEHEHUS, OCYLLECTBNSAETCS B MOpsAKe, YCTAaHOBMNEHHOM cTaTtben 24 HacTodwero depepanbHOro
3aKoHa.

6.1. B cpok, He nNpeBbiWakLWni NATM pabounx AHEN CO AHSA MONyYEHMsT 3aKIMOYEHUS KOMUCCUMM IKCMEPTOB MO
pesynbTataM yKa3aHHOW B 4acTy 2 HacCTOsILLEN CTaTbM 9KCMEepTU3bl, YMNOMHOMOYEHHbIN deaepanbHbil  opraH
WCMNOMNHUTENbHOW BNacTu:

1) NnpUHMMaET peLleHne 0 BHECEHMN U3MEHEHUA B OOKYMEHTbI, CoAepXalimMecsi B perncTpauuoHHOM [OCbe Ha
3aperncTpupoBaHHbIN NEeKapCTBEHHbIV NpenapaTt And BETEPUHAPHOIro NPUMEHeEHUs1, UM 006 OTka3e BO BHECEHUN TaKuX
M3MEHEHWUN;

2) BHOCUT B rOCyapCTBEHHbIV peecTp NeKapCTBEHHbIX CPEACTB HA OCHOBaHUN PELLEHUSA O BHECEHUN W3MEHEHUN
B AOKYMEHThI, coaepXalumecss B pPermcTpaumMoHHOM [OCbe Ha 3aperncTpyMpOBaHHbIN NEKAPCTBEHHbIN Mpenapat ans
BETEPMHAPHOro NPUMEHEHUs!, He0OX0aANMbIE N3MEHEHUS N BO3BPALLAET 3TW AOKYMEHTbI 3asiBUTENIO.

(4acTb 6.1 BBegeHa dPepepanbHbiM 3akoHOM oT 22.10.2014 N 313-93)

7. OcHOBaHMeM Ofis 0TKa3a BO BHECEHUN U3MEHEHU B OKYMEHTbI, coAepKalimecsa B pernctpaumoHHOM O0Cbe
Ha 3aperMcTpMpoBaHHbIA NEKAPCTBEHHbIN npenapaT Ansi BETEPMHAPHOrO MPUMEHEHUSs, SBNSETCS 3aK4YeHue
YMOSTHOMOYEHHOIo befepanbHOro opraHa WCMOSNTHUTENbHOW BRAacTM O BO3MOXHOCTU CHUMXEHUs Ge3onacHocTy,
KayecTBa, 3(pPEKTUBHOCTU MEKApPCTBEHHOIO npenapata ANd BETEPUHapHOro MPUMEHEHMS B Cllydae BHECEHMWs
N3MEHEHN B YKa3aHHbIE JOKYMEHTbI.

8. [lonyckaeTcs obpalleHne nekapCTBEHHbIX NpenapaToB 4S9 BETEPUHAPHOrO MPUMEHEHUS [0 UCTEYEHUST CPOKa
rogHOCTW, NpPOM3BEAEHHbIX B TeYeHMe CcTa BOCbMUAECATM [HEW nocne pAaTtbl NPUHATMS  YNOSTHOMOYEHHbIM
denepanbHbIM OpraHoOM UCMNOSTHUTENBHOM BNACTU PELLEHUS O BHECEHUN U3MEHEHUA B OOKYMEHTbI, codepXalivecs B
perncTpaumoHHOM [O0Cbe Ha FeKapCTBEHHLIN MpenapaT, B COOTBETCTBUM C WHopMauuen, codepxallencs B
OOKYMeHTax permcTpaumMoHHOro 4OCke Ha NeKapCTBEHHbIV Npenapart 40 AaTbl NPUHATUS Takoro peLLeHuns.

(vacTb 8 B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

CraTtbsa 32. OTMeHa rocyfapCTBEHHOW permcTpaLmmn nekapcTBEHHOro npenaparta

PeweHne 06 OTMeHe rocy#apCTBEHHOW perucTpauuyM nekapCcTBEHHOro npernapata W UCKITHYEHWUM
nekapcTBEHHOro npenapaTa U3 rocy4apCTBEHHOIO peecTpa NeKapCTBEHHbIX CPeACTB MPUHUMAETCA YNONHOMOYEHHbLIM
denepanbHbIM OpraHoM UCMOMHUTENBHOW BIACTU B Cryyae:

1) NpeacTaBneHnsi COOTBETCTBYIOLLUM YMONHOMOYEHHbIM dbeeparnbHbIM OpraHoM WCMOSNHUTENbHOW BRacTy
3aKITIOYEHMS O pyUcke Unn 06 yrpo3e 340POBbI0, XU3HU YenoBeKa WK XMBOTHOMO MpU MPUMEHEHUWN FEeKapCTBEHHOrOo
npenapara, npesbiLaloLLnX ero 3eKTMBHOCTb, NO pe3ynbTaTaM OCYLLECTBNSAEMOro UM MOHUTOpPMHra Ge3onacHOCTu
nekapcTBEHHOro npenapara;

2) nogauv gepxaTenem unv BrnagenbleM perMcTpaurMoHHOro yooCTOBEpPEHUsI NEeKapCTBEHHOro npenaparta unm
YNOMHOMOYEHHBIM UM APYIMM  OPUONYECKAM FULOM 3asBrneHuss o6 OTMeHe rocyJapCTBEHHOW perncrpauum
nekapcTBEHHOro npenapara;

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

3) HenoATBepPXXAEHUS rOCyAapPCTBEHHON perncTpaummn nekapcTBEHHOro npenaparta no UCTeYeHUn Cpoka OeCTBUSA
PEerncTpaumoHHOro y10CTOBEPEHWS], BbIAAHHOIO Ha NSATh NET;

4) HenpefcTaBneHus 3asiBUTENeM MHopMaLIMm, KOTopasi MOXET MoBreyb 3a cobon HeoBXOAMMOCTb BHECEHUS
M3MEHEHU B [OKYMEHTbI, COAepXalluecss B PErucTpalMoHHOM [JOCbe Ha 3aperncTpyvpOBaHHbIA MeKapCTBEHHbIN
npenapar, B Te4eHne Tpuauati pabounx AHen Co OHSI HACTYNINEHUSI STUX U3MEHEHWN;

5) ocyluecTBneHns rocyaapCcTBEHHOW perMcTpauum nekapcTBEHHOro npenapara nog TOpProBbiM HavMeHOBaHUEM
3aperncTpupoBaHHOroO paHee Mo 3TWM TOProBbiIM HauMEHOBaHWEM FeKapCTBEHHOro MnpenapaTa, OTnuyaroLerocs
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®epnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 03.07.2016)
0 " [JokymeHT npegoctasneH KoHcynbTaHTINOC
06 obpalleHnM NekapCTBEHHbIX CPeacTB [laTa Coxpanermst: 09,03.2017

(c usm. u gon., BCTYN....

KayeCTBEHHbIM COCTaBOM JENCTBYIOLLNX BELLECTB;
(B peqn. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

6) ocyLiecTBNeHns rocyaapCTBEHHOW perncTpaummn 3assmMTenem OgHOro M TOro Ke fekapCTBEHHOro npenapara
noA pasnnyHbIMU TOProBbIMM HAVMEHOBaHUSAMU;

7) BbIHECEHMS CYOOM pelleHMs O HapyweHun npaB npaBoobnagatenss OOBLEKTOB MHTENNEKTyanbHON
CcOBCTBEHHOCTM NMpU 0OpaLLeHUN NEKAaPCTBEHHBLIX CPEACTB;

8) oTCcyTCTBMA NEekapCTBEHHOIO nNpenapara B obpalleHnn B Poccuiickon degepauun B TeyeHue Tpex u bonee
ner;

(n. 8 BBeaeH ®egepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

9) HeBbLINONHEHWS JepxaTeneMm unu BnagenbuemM pPermcTpaumMoHHOro  YAOCTOBEPEHWUs  NeKapCTBEHHOro
npenapara nMbo ynonHOMOYEHHBIM UMW APYTMM IOPUANYECKAM NIULIOM MEPONpUATUA no obecneyeHuto Ge3onacHoOCTu
nekapCTBEHHbIX NpenapaToB, YCTAHOBIEHHLIX YNOTHOMOYEHHbIM doefepanbHbiM OpraHoM WCMOMHUTENBHOW BNact B
cooTBeTCTBMM C Yactamm 3 n 4 cratbn 64 Hactoswero ®degepanbHOro 3akoHa, B paMKax OCYLLECTBIEHMS
dapmakoHagsopa;

(n. 9 BBeaeH PegepanbHbIM 3akOHOM OT 22.12.2014 N 429-93)

10) oTkasa gepxaTtena wnu Bnagenbla PerMcTpauuoHHOro yAOCTOBEPEHUS NeKapCTBEHHOro npenapara nvbo
YMOSTHOMOYEHHOIr0 UMW APYroro HpuanYeckoro nuua OT BHECEHWS WU3MEHEHWA B  WHCTPYKUMIO MO  NPUMEHEHUIO
nekapCTBEHHOrO npenapara, KacalolMXCA HOBbIX MOATBEPKAEHHBLIX OAHHLIX O TOM, YTO PUCK MPUYMHEHMS Bpeaa
300POBbIO YENOBEKA UMW XMBOTHOIO BCNEACTBUE NMPUEMa NekapCTBEHHOMO NpenapaTta npeBbiaeT apdEeKTUBHOCTL €ro
NPUMEHEHNS.

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

CraTtbsa 33. [ocyaapCTBEHHbIN peecTp nekapcTBEHHbIX CPeacTB

1. TocynapCTBEHHbLIN peecTp feKkapCTBEHHbIX CPeACTB COAEPXUT MepeyeHb JIEeKApPCTBEHHbIX MNpenapaTtos,
npoweawmnx rocyadapCTBEHHYI peructpauvio, nepeyeHb apmaueBTUYecknx cybctaHuumn, BxogdAwmMx B COCTaB
NeKapCTBEHHbIX MpenapaToB, U CreayLLyo MHpopMaumio:

1) B OTHOLLEHUN NEeKapCTBEHHbIX NpenapaTos:

a) HanMeHoBaHWe NeKkapCTBEHHOro npenapara (MexayHapoaHoe HenaTeHTOBaHHOe, MMM rpynnupoBOYHOE, UMK
XUMWNYECKOE N TOProBOE HAUMEHOBAHWS);

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

6) nekapcTBeHHad opma C Yyka3aHMeM [O3MPOBKM [lekapCTBEHHOrO Mpenaparta W ero KomvdectBa B
noTpebuTensckon ynakoBke;

B) HAMMEHOBaHMe aepXxaTensa unu Bnagenbsla permcTpauuoHHOro yaoCcToBepEHUs NeKapCTBEHHOrO nNpenapara;
(nn. "B" B pea. ®enepanbHoro 3akoHa o1 22.12.2014 N 429-03)

r) HAMMEHOBaHWE 1 agpec NPOU3BOANUTENS NIEKAPCTBEHHOIO NpenapaTa;

4) cbapmakoTepaneBTMYeckas rpynna, Kog rekapCTBEHHOro npenapaTa no aHaToOMO-TepaneBTU4ECKO-XMMMUYECKON
Knaccudgukaumm, pekoMmeHgosaHHON BcemMupHOM opraHmsaumnen 3agpaBooXpaHeHns;

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

€) NoKasaHus 1 NPOTUBOMNOKa3aHUSA K NPUMEHEHUIO NEKapCTBEHHOrO Npenapara;

) NoGOYHbIE AENCTBUSA NEKAPCTBEHHOIO Npenapara;

3) CPOK FO4HOCTW NlekapCTBEHHOIO Npenapara;

1) YCINOBUSI XpaHEHMS NIekapCTBEHHOIO Npenapara;

K) yCroBuWs OTMyCKa NIeKapCTBEHHOIo npenapaTa;

n) Homep dhapmakonMenHoOn cTaTbM UMM B Clyyae ee OTCYTCTBUSI HOMEP HOpPMaTMBHOW [OKyMeHTauun nmnbo
HOPMaTUBHOIO JOKYMEHTA;

M) JaTa rocygapCTBEHHOM peructpauumu nekapCcTBEHHOro npenapaTta M ero perucTpauuoHHbli HoOMep, Aata
3aMeHbl PErMcTpauMOHHOrO yOOCTOBEPEHUSI JIEKApCTBEHHOrO Mpenapata Ha ©OeccpodHoe perncrpaumoHHoe
yOOCTOBEPEHUE FEKAPCTBEHHOIO Mpenaparta, gaTta nodayn 3asBfneHus O MOATBEPXKOEHWM rOoCygapCTBEHHOM
pervcTpaumm fiekapCTBEHHOTO nNpenapara, AaTta OTMEHbl FOCy4apCTBEHHON permcTpaumm nekapcTBEHHOrO Npenapara;
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

H) Ka4yeCTBEHHbIA COCTaB W KOMMYECTBEHHBLIN COCTaB [AEWCTBYIOLLUMX BELIECTB U KaYeCTBEHHbI COCTaB
BCMomMoraTternbHbIX BELLLECTB NleKapCTBEHHOro npenaparTa;

(nn. "H" BBeaeH d®epepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

0) nHdopMaLms 060 BCex pa3peLleHHbIX BUaax BTOPUYHOM (MOTPeOUTENBCKON) YNaKoBKY;
(nn. "o" BBeaeH deaepanbHbiM 3akOHOM OT 22.12.2014 N 429-03)

n) gaTa NPUHATUSA PELLEHNA O BO3MOXHOCTU paccMaTpuBaTh JIE€KapCTBEHHbIN MpenapaTt Mpu rocyaapCTBEHHOWN
perncTpaumm B kKa4ectse opchaHHOro nekapCTBEHHOro nNpenapara;
(nn. "n" BBeaeH deaepanbHbIM 3akOHOM OT 22.12.2014 N 429-93)
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(c usm. u gon., BCTYN....

p) Hanuune nNeKapCTBEHHOrO npenaparta B NEpPeYHEe XM3HEHHO HeobXOAMMbIX U BaXKHEWMLIMX NeKapCTBEHHbIX
npenapaTos;

(nn. "p" BBeaeH ®egepanbHbIM 3akOHOM OT 22.12.2014 N 429-93)

C) Hanuune B NEKapCTBEHHOM npenapaTe HapKOTUYECKUX CPeaCTB, NCMXOTPOMNHbLIX BELLECTB U MX MPEKYPCOpPOB,
nognexawunx koHTponto B Poccuiickon ®egepaunmn, B COOTBETCTBUN C 3aKoHogaTenbCcTBOM Poccuiickon depepauuu,
MexayHapoaHbiMyu aorosopamu Poccuiickon depepauuu, B TOM uucne EAuHOR KOHBeHUMENn O HapKOTUYeCKUX
cpenctBax 1961 roga n KoHBeHUMeN o NCMXOTPONHbIX BewecTBax 1971 roga;

(nn. "c" BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

T) MHdOpMaLua O TOM, SIBNSETCA N AaHHbIA NEeKapCTBEHHbIN npenapaT pedepeHTHbIM NeKapCTBEHHbIM
npenapaTom;

(nn. "T" BBeaeH d®epepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

y) cBeileHus 0 nofaye 3asaBfeHUs 0 BHECEHUM U3MEHEHUA B [AOKYMEHTbl, COAepXaliuecs B perucrpaurvoHHOM
[OCbe Ha fnekapCTBEHHbIN Npenapar;

(nn. "y" BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

KoHcynbTaHTlnoC: npumeyaHue.

MHdopmMaLms o B3anmo3aMeHAEMOCTU NIEKapCTBEHHbIX NpenapaToB ANst MEAULUHCKOTO MPUMEHEHUST NOONEXUT
BKITHOYEHUIO B TOCYApPCTBEHHbIN pPeecTp nekapcTBeHHbIX cpedctB ¢ 1 aHBapsa 2018 roga (PemepanbHbivi 3aKOH OT
22.12.2014 N 429-03).

&) cBeaeHMsi 0 B3aMMO3aMeEHSIEMOCTM NIeKapCTBEHHOrO npenapara;
(nn. "¢p" BBeaeH deaepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

X) CPOK BBEEHWS NIEKapCTBEHHOIO Npenapara B rpaXgaHckuin obopor;
(mn. "x" BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

2) B OTHOLWEHUN hapmaLeBTUYECKMX CyBCTaHLMN:

a) HammeHoBaHVe hapMaLeBTUYeCcKon cybcTaHumm (MexayHapoaHoOe HenaTeHTOBaHHOE, MIU rpynnuMpoBOYHOE,
UM XMMn4yeckoe 1 TOproBoe HaMMeHOBaHNS);

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

0) HaumeHoBaHVe U agpec NPoM3BOAMTENSA PapMaLleBTUYECKON CcybCcTaHUmK;

B) CPOK rogHoCcTu chapmMaueBTu4eckon cybctaHumm;

r) ycrnoBusi XxpaHeHus papmaveBTMyecKon cybcTaHumu;

4) HOoMep dapMakonemHonm cTaTbv UMM B Cryvyae ee OTCYTCTBUA HOMEpP HOPMAaTUMBHOM OOKYMeHTauuu nmbo
HOPMaTUBHOIO JOKYMEHTA;

€) Hanuuve chapmMaueBTUYECKO CyBCTaHUUM B NepevHe HapKOTUYECKMX CPeaCTB, MCUXOTPOMHbIX BELWECTB N KX
NpeKypcopoB, noanexalwmux KoHTponto B Poccuinckon ®efepauuu, B COOTBETCTBUM C 3aKoHOAATeNbCTBOM Poccuiickon
depepaummn, mexagyHapogHeiMyM goroBopamm Poccuiickon ®depepauumn, B ToM uucne EOuHOM KOHBEHUMEN O
HapkoTMdecknx cpencteax 1961 roga n KoHseHuuen o NncnxoTponHbix Bewlecteax 1971 roga.

(nn. "e" BBeaeH ®egeparnbHbIM 3akOHOM OT 22.12.2014 N 429-93)

2. ®apmaueBTudeckasi CcyOCTaHUMsi, MpPoOM3BEdEHHas [Anis  peanusauun, MoxeT ObiTb BKMOYEHaA B
roCcyJapCTBEHHBIN PEeecTp NeKapCTBEHHbIX CPEACTB Ha OCHOBaHWM 3asiBNeHus pas3paboTtyvka unv npousBoauTens
rniekapCTBEHHOro cpeAacTBa NMMbBO YNOSTHOMOYEHHOIO MU OPUONYECKOIO NLA NPW YCITOBUM MPOBEAEHUSA B OTHOLLEHWUU
Takon cpapmaueBTU4eCckor cybCTaHUMM 3KCMepTM3bl KadecTBa QapmaueBTMYEeCcKOM CcybcTaHuuMum B nopsake,
ycTaHoBMneHHOM cTaTben 34 HacTosuwero ®egepanbHOro 3akoHa. B oTHoweHuun capmaueBTnyeckux cybcraHuunm,
Npon3BeAEeHHbIX A8 peanu3auun, B rocyJapCTBEHHOM peEECTpe NEeKapCTBEHHbIX CPeACTB COAEPXKUTCA crneaytoLlas
WHopmaums:

1) HaMmeHoBaHWe chapmaleBTUYECKON cybCcTaHUumM (MeXayHapoaHOe HenaTeHTOBAHHOE, WX TPYyNMnMpoOBOYHOE,
U XMMNYECKOE N TOProBOE HaUMEHOBaHWSA);

2) HaMMeHoBaHWe 1 agpec nNpouseoauTens hapmMmaueBTU4eckon cybcTaHumu;

3) CpoK rogHOCTM hapmaLEeBTUYECKON CyOCTaHLUMK;

4) ycnosusi xpaHeHusa cbapmMaveBTuieckon cybctaHumm;

5) Homep dapmakonenHon ctatel NGO B Criydyae ee OTCYTCTBMS HOMEP HOPMAaTMBHOW [OKYMEHTauuM Wnu
HOPMAaTUBHOIO AOKYMEHTA;

6) Hanuume papmMaLeBTUYEeCKON CybCTaHUMN B NepeYHe HAapKOTUYECKUX CPEACTB, MCUXOTPOMHbIX BELECTB U WX
NPeKypcopoB, noanexawmnx KoHTponto B Poccuiickon ®egepauum, B COOTBETCTBUM C 3aKOHOA4ATENbCTBOM Poccuiickon
depepaummn, mexagyHapogHeiMu goroBopamm Poccuiickon ®depepauum, B ToM uucne EOuHOM KOHBEHUMEN O
HapkoTuyeckmx cpeacteax 1961 roga n KoneeHumen o ncuxoTponHbix BewecTtsax 1971 roaga;

7) Aata BKINIOYEeHUs1 hapMaLieBTUHECKON CyOCTaHLUMM B rOCY4apCTBEHHbBIN peecTp NeKapCTBEHHbLIX CPEACTB, AaTta
BHECEHUS] U3MEHEHWA B [OKYMEHTbl hapmaueBTUYeCKOM cybcTaHuMM, Oata WCKM4YeHust  dapMaleBTUYeCcKon
cybcTaHuumM 13 rocygapCTBEHHOIO peecTpa fiekapCTBEHHbIX CPeACTB.
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®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapcTBeHHbIX cpeacTs"”

(c usm. u gon., BCTYN....

[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHnus: 09.03.2017

(4acTb 2 B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3. MNopsiook BegeHMs rocyjapCTBEHHOMO peecTpa NEeKapCTBEHHbIX CpeacTB AN MEAULMHCKOro MPUMEHEHUST U
nopsiooK BEAEeHWst TFOoCyOapCTBEHHOrO peecTpa JEeKapCTBEHHbIX CPeACcTB AN  BETEePUMHaPHOro  NpUMeHeHUs
YTBEPXXOAKTCA COOTBETCTBYHOLLMM YNONTHOMOYEHHbIM befepanbHbiM OpraHOM UCTONHUTENBHOW BRacTul.

Cratba 34. BknoYeHMe B TOCYQAPCTBEHHbIA PEECTp IEeKapCTBEHHbIX CPEACTB W UCKMIYEHUE U3
rocyoapCTBEHHOTO peecTpa JeKapCTBEHHbIX cpeAcTB apmaueBTUyeckon cybcTaHuuu, nNpou3BedeHHoW Ans
peanusauum
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. Ona BknoYeHUss dhapMaLeBTMYECKON CyOCcTaHUMK, NPOU3BEeOEeHHON AN peanusauuun, B rocygapCTBEHHbIN
peecTp NeKapCTBEHHbIX CPEACTB, MPOBOAMTCS 3KCMEPTU3a ee kavyecTsa.
(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

2. DKcnepTr3a KavyecTBa yKka3aHHOM B YacTu 1 HacTosiwen ctaTbn hapMalueBTUYECKON CybCTaHUMKN, COCTaBNeHne
KOMUCCHEN SKCMEPTOB 3aKMOYEHMI MO pes3ynbTaTaM 3TOW SKCMEPTU3bl M WX HanpaBreHue B YMNOSIHOMOYEHHbIV
dhedeparnbHbI OpraH UCMONHUTENBLHON BNACcTW OCYLLECTBSIOTCA B CPOK, HE MPEBbILAIOWMA WecTugecatm paboumnx
OHen co OHA NONyYeHUst IKCNEPTHbIM YUpeXXaeHneM COOTBETCTBYHLLEro 3adaHust YNONHOMOYEHHOro deaepansHoro
opraHa UCMNOMHUTENbHOW BNACTU U CreaytoLwmnx JOKYMEHTOB:

1) KONUS NMWLUEH3MM Ha MPOUM3BOACTBO JIEKAPCTBEHHBIX CPEACTB WM  KOMWUS 3aKMOYEHMS O COOTBETCTBUM
NpoM3BOAMTENS NEKaPCTBEHHbIX CPEACTB TpeboBaHMAM NpaBui Hagnexalen npon3BoaCTBEHHON NPAKTUKK, BblAAHHbIE
YNOSTHOMOYEHHbIM heepanbHbIM OpraHoM MCMONHUTENBHOW BNacTu, B CNyyYae, ecrnv Mpou3BOACTBO JIEKAPCTBEHHOTO
npenapaTta ocywecTtensaerca B Poccuickon depepaumu;

2) Konusi BblJAHHOW YMNOSIHOMOYEHHbIM OpPraHoM CTpaHbl MPOU3BOAUTENS MUUEH3MUM Ha MpPOM3BOACTBO
nekapCTBEHHOINO CPEACTBa M €e MepeBoj Ha PYCCKUA $A3blK, 3aBEPEHHblE B YCTAHOBIIEHHOM MOPSiAKE, U KOMWSA
3aKMYEHMS O COOTBETCTBUM MNPOM3BOAMTENSA JIEKAapCTBEHHbIX CpeacTB TpeboBaHMSAM MpaBun  Hagnexaiewn
NPOM3BOACTBEHHOW MPAKTUKK, BbIAAHHOIO YMOSIHOMOYEHHbIM (hefepanbHbiM OpraHoOM WCMOSTHUTENbHOW BRactu, B
cny4yae, ecnu NpoM3BOACTBO NIEKAPCTBEHHOIO CPeACcTBa OCYLLECTBNSAETCS 3a npegenamu Poccuiickon degepaumm;

3) BOKYMEHT, coaepxallmi cnegyowmne ceeeHns o hapmaneBTUYeCKON CybCcTaHumm:

a) HaumeHoBaHWe hapMaueBTUYecKon cybcTaHLmm, ee CTPyKTypa, obLime CBOMCTBA;

6) HaumeHoBaHWe 1 agpec NPOM3BOAMUTENS;

B) TEXHONOMMsi MPOU3BOACTBA C OMWCAHWEM CTaaui MPOU3BOACTBA M METOAOB KOHTPONSA Ha BCEX CTagusix
Npon3BOACTBA;

r) onucaHue paspaboTku npoLiecca NpoM3BOACTBa;

[) OnNUcaHne KOHTPOIS KpUTMYECKNX CTagun npoLiecca NpomM3BoaCcTBa M MPOMEXYTOYHON NPOAyKLUN;

€) JOKyMeHTanbHoe noaTeepXaeHve (Banuaaumns) NpoLeccoB v (Unn) NxX OLEHKa;

) CBOMCTBA N CTPYKTypa AEeNCTBYIOLLNX BELLECTB;

3) XapaKTepucTuka npumMmecen;

n) cneumdukaums Ha hapmaueBTUYECKYHO cybCcTaHLUMI0 1 ee 0DOCHOBaHUE;

K) aHanuTU4eckMe MEeTOAMKU, UCNONb3yeMble MPU OCYLIECTBIIEHMM KOHTPONSA kayecTBa hapMaueBTU4ECKON
cybecTaHuuu;

n) AOKYMeHTanbHoe noaTBepXaeHve (Banugauus) aHanmtuyecknx MeToamk, UCNonb3yemblX Npu oCyLLEeCTBIEHUN
KOHTpONsi KayecTBa hapmaueBTUYECKon cybcTaHuuu;

M) pe3ynbTaTbl aHanM3a cepuii hapMaLeBTUYECKON CybCcTaHLmK;

H) NepeYeHb CTaHOapTHbIX 0Opa3LOB UM BELLECTB, MCMOMb3YEMbIX MPU OCYLLECTBIIEHNM KOHTPONS KayecTBa;

0) onMcaHne XxapakTePUCTUK U CBOMCTB YNaKOBOYHbLIX MaTEPMANioOB N YKYNOPOYHbIX CPEACTB;

n) AaHHble 0 cTabunbHOCTM hapmaLeBTUYECKON CybCcTaHUmK;

p) CPOK rogHOCTH.

(vacTb 2 B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (peg. 13.07.2015))

3. Ona npoBedeHMs aKcrnepTusbl KavyecTBa yka3aHHOM B 4actu 1 HacToswen cratbl papmaueBTU4ecKkomn
cybcTaHuum 3aaBuTeNb NPEACTaBNSAET B YNOJIHOMOYEHHbIV ddeeparbHbI OpraH UCMONHUTENBHON BNacTu:

1) 3asiBNeHMe 0 BKIMIOYEHUN B FOCYJAPCTBEHHbIA PEECcTp NeKapCTBEHHbLIX CPEeACTB AaHHOW hapMaLeBTUYECKON
cybecTaHuuu;

2) Konusa JoKyMeHTa, NOATBepXAaloLero ynnaty rocyaAapCTBEHHOW MOLUMMHbI 3a BKMOYEHUE B rocy4apCTBEHHbIN
peecTp NeKapCTBEHHbIX CpeacTB papMaleBTUYECKON CcyOCcTaHuMK, Mpou3BedEeHHOW Ansi peanu3aumu, nmbo no
CODCTBEHHOW MHULUMATMBE YKasaHHbIA OOKYMEHT. B crnyyae ero HenpeacTaBneHus 3asiBUTENEM  YMOSTHOMOYEHHbI
deaepanbHbI OpraH UCMOMNHUTESNBLHOW BRlAaCTU NpoBepseT (pakT ynnaTtbl rocyaapCTBEHHOW MOLWSMHbI 3asiBUTENEM C
nucnonb3oBaHMEM WHopMaumm 06 ynnate rocyAapCTBEHHOW MOLWNUHBI, coaepxawencsa B [ocyaapcTBEHHON
WH(POPMALIMOHHOM CUCTEME O FOCYAAPCTBEHHbIX U MYHUUMMANbHLIX MnaTtexax, Ha OCHOBaHWM MpencTaBreHHOW
3asBUTENEM KONMUU JOKYMEHTa, NOATBEPXKAAoLWeEero ynnaTy rocyapCTBEHHON NOLUSUHBI;
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®epnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 03.07.2016)
0 " [JokymeHT npegoctasneH KoHcynbTaHTINOC
06 obpalleHnM NekapCTBEHHbIX CPeacTB [laTa Coxpanermst: 09,03.2017

(c usm. u gon., BCTYN....

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

3) AOKYMEHTbI, YKa3aHHble B YacTu 2 HACTOSILLEN CTaTbW;
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

4) 3asBneHne O Bblgavye paspeleHns Ha BB03 B Poccuiickylo ®egepaunio  KOHKPETHOW napTum
He3aperncTpupoBaHHOIO NekapCTBEHHOIo CPeACcTBa, NpegHasHavYeHHoro AN NpoBegeHns ykasaHHON 3KCnepTuUsbl.

(n. 4 BBegeH depeparnbHbIM 3akOHOM OT 22.12.2014 N 429-03)

4. B TeveHne gecaTtn paboumx AHEN CO OHS NPUHATUS 3asBEHMS O BKIIOYEHNM YKa3aHHOW B YacTy 1 HacTosLwen
cTaTbn papmaueBTUYECKOW CybCTaHUMM B rOCyOapCTBEHHbIN pPEeecTp feKkapCTBEHHbIX CPeacTB U OOKYMEHTOB,
nepeynucrnieHHbIX B 4actu 1 1 nyHKTe 2 yactu 3 HacToswen cTaTbW, YMNONTHOMOYEHHbIN dyefeparnbHbii — opraH
NCNOSTHUTENBHOM BNacTu:

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

1) npoBOAUT NPOBEPKY MOMHOTLI U OOCTOBEPHOCTU AaHHbIX, CoAepXalluMxcs B MpeAcTaBreHHbIX 3asBuTenem
JOKyMeHTax;

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

2) npuHMMaeT pelleHne O HamnpaBfeHUW B 3KCMEPTHOE yuypexaeHue 3adaHusd Ha MpoBedeHune 3dKCnepTusbl
KayecTBa yKasaHHOM B 4YacTu 1 HacTodwen craTbM dpapmaueBTUYeckon cybctaHumm unm o6 oTkase B TakoMm
HanpasneHuu;

3) yBegomMnsieT B 3NEeKTPOHHON UNU NMCbMEHHOM hopMe 3asiBUTENS O NPUHATOM peLLeHnn Nnm B cnyyae oTkasa c
yKasaHueM Npu4MH Takoro oTkasa.

(B pean. PenepanbHoro 3akoHa ot 22.12.2014 N 429-903)

4.1. B cnyyae BbISIBNEHNS HeOOCTOBEPHOCTU CBEAEHWW, COAepXaluxcsa B NpPeAcTaBleHHbIX 3asiBuTenem
MaTepuanax, yrnonHOMOYEHHbIN befepanbHbii OpraH WUCMONMHUTENbHON BRacTU HanpasnseT 3asBuTento 3anpoc ob
YTOMHEHUWN YKa3aHHbIX CBeAdeHun. [aHHbli 3anpoc MOXeT ObiTb nepeAaH YMONHOMOYEHHOMY MPeACTaBUTENHO
3aaBUTENs NUYHO NOA PacnuCcKy, HarnpaeneH fno Novte 3akasHbiM MUCbLMOM UMW NepefaH B 3MEeKTPOHHOW dopme no
TenekoMMYHWKaLMOHHbIM KaHanam cBA3u. B crniyyae HanpasneHusa gaHHOro 3anpoca no noyte 3akasHbiM MUCbMOM OH
cunTaeTcs NOoMy4YeHHbIM N0 UCTEYEHUN LWECTU AHEN C AaTbl HanpaBneHnsa 3aKkasHoro nucbma.

(vacTb 4.1 BBegeHa PepepanbHbiM 3akoHOM OT 25.11.2013 N 317-93)

4.2. 3asButenb o00sA3aH npeacTtaBuUTb OTBET Ha 3anpoc  YMOMHOMOYEHHOro dhedepanbHOro opraHa
WCMONHUTENBHON BNacTy B CPOK, HE NPeBbILLALLUA AeBAHOCTa pabounx AHEW CO OHS MONyYeHWst AaHHOro 3anpoca.
CpokK, ykasaHHbIA B 4acTu 4 HacToslen cTaTbW, MPUOCTaHaABNMBAETCs CO OHSA HanpasfeHus 3asiBUTEMN0 3anpoca
YNONHOMOYEHHOro befieparbHOro opraHa UCNONHUTENBHOW BNAcTN 40 OHA MNOMYyYEeHUs MM OTBETA Ha AaHHbIN 3anpoc u
He y4nTbIBaAETCA MPU UCHMCIIEHMMN CPOKa SKCMepTU3bl KayecTBa hapMaueBTUYECcKor cybcTaHLmMmn, HEMCNONb3yeMON Mpu
NpOM3BOACTBE NeKkapCTBEHHbIX NpenapaTos.

(vacTb 4.2 BBegeHa PepepanbHbiM 3akoHoOM oT 25.11.2013 N 317-93)

5. OcHoBaHVeM Ans OTKa3a B HaMpaBfeHUN B 3KCMEPTHOE YYpexaeHue 3afaHus Ha nposedeHue dKCnepTusbl
KayecTBa yKasaHHOM B 4acTu 1 HacTosilen ctaTbl dapMaueBTUYECKOW CyOCTaHUMM sIBNSIETCA HenpeacTaBrieHune
[OKYMEHTOB, YKasaHHbIX B 4acCTW 2 HacTosllLen cTaTbu, OTCYTCTBME MHOpMauuun, noareepxaarolen dakt ynnatbl
rocya4apCTBEHHON MOLUMMHbI 3a BKIOYEHME dapMaueBTUYECKOW CyOCTaHLMK, NPOoM3BEeOeHHOW AN peanv3auuuv, B
rocygapCTBEHHbIN peecTp NekapCTBEHHbIX CPeacTB, HenpeacTaBneHne 3asBuTenemM B yCTaHOBIEHHbIN CPOK OTBeTa Ha
yKasaHHbIV B YacTu 4.1 HacTosLeln cTaTby 3anpoc YNONIHOMOYEHHOro hefepanbHOro opraHa UCMOMHUTENbHOW BnacTu
Unv npeacTaBneHne OKYMEHTOB, HE COAepXKaLLMX NCHepnbIBatoOLLEro nepeyHst Heo6XoANMbIX CBEAEHUA.

(vacTb 5 B peq. enepanbHoro 3akoHa ot 22.12.2014 N 429-93)

6. B TeyeHve nsaTHaguaTn pabounx QHEN CO OHSA NONYyYEHUS peLIEeHNs YNONTHOMOYEHHOTO doeeparnbHOro opraHa
UCNOMHUTENBLHOM BNacTU O HaMNpaBIieHUN B 3KCNePTHOE yyYpexaeHne 3afaHus Ha npoBedeHue 3KCnepTusbl KavecTBa
yKka3aHHOW B YacTu 1 HacToswen ctatbi hapmaueBTUYEeCKON CyOCTaHUMM 3asiBUTENb NpeacTaBnseT B JKCNepTHoe
yuypexaeHve Ons NpoBeAeHust LaHHOW akcnepTusbl 06pasubl (hapmaueBTUYECKOM Cyb6CTaHUuMM B KONMYECTBE,
HeoOXoaMMOM [Arfsi BOCMPOU3BEAEHWSI METOAOB KOHTPONS KayecTBa. OKCMEPTHOE YyupexaeHue npu noryyeHuu
06pasLoB ykasaHHOM B 4acTu 1 HacTosieln ctaTbl bapmaueBTUYECKOM CyOCTaHUuM BblAaeT 3asBUTENO AOKYMEHT,
NOATBEPXAAWMIA NoMyvyeHne 3Tux obpasLoB, M B CPOK, HE MpeBblIalWMA Tpex paboyumx gHen, yBeJoMIseT B
3MEKTPOHHON MIM MUCbMEHHON hopMe 06 3TOM YNONTHOMOYEHHbIV heaeparbHbI OpraH UCMOMHUTENBbHOW BNacTn. JTu
CPOKM He BKNOYaloTCs B CPOK MPOBEAEHUS AaHHOW SKCNepTU3bl.

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

7. OKyMeHTbI, NOCTYNMBLUWE B SKCNEPTHOE yupexaeHue AN NPOBEAEeHUs 3KCNepTU3bl KavyecTBa YKa3aHHOW B
yactu 1 HacToslwen cTaTtbn bapmaueBTUYeCKon cybcTaHLmmn, NoAnexaT Bo3BpaTy B YNOMHOMOYEHHbIN deaepanbHbIi
opraH UCNOMHUTENBbHON BNAcTN OAHOBPEMEHHO C 3aKMioYeHUAMU No pesynbTaTam NpoBeAeHHON aKCnepTUsbl.

8. B cpok, He npeBbiWwawWmMi NATU paboumx OHEN CO OHSA MONyYeHUsT 3aKIMYEHUsT KOMUCCUM 3KCMEPTOB MO
pesynbTataMm 3KCNepTU3bl KayecTBa YKa3aHHOMW B 4acTu 1 HacTodwen cTaTbM apmMaueBTUYECKON cybcTaHumu,
YMONTHOMOYEHHbIN heaepanbHbIi OpraH UCMONHUTENbHOW BNACTU:

1) ocyLecTBNAET OLEHKY TaKoro 3akrdeHus Ans onpefenieHnusl ero COOTBETCTBUS 3adaHuIio Ha npoBefdeHue
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(c usm. u gon., BCTYN....

[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHnus: 09.03.2017

OaHHOW 3KCMNepTn3bl;

2) NpYHMMAET peLleHne O BKITIOYEHUN yKa3aHHOM B 4acTu 1 HacToswen ctatbm dbapMaleBTUYECKON cybcTaHumum
B rOCy@pCTBEHHbI PEECTP NEKAPCTBEHHbIX CPEACTB UMK pelleHne 06 0TKase B TaKkOM BKIIOYEHWUU;

3) BHOCUT Npu NPUHATUN PELLEHUSA O BKIHOYEHMM YKa3aHHOW B YacTu 1 HacTosWen cTaTtbu apmaueBTUYECKON
cybCcTaHuMn B rocyfapCTBEHHbLIA PEECTP JEKAapCTBEHHbIX CPEACTB MNPeLyCMOTPEHHYI NMyHKTOM 2 yactu 1 ctatbn 33
HacTosilero ®egepanbHOro 3akoHa Hopmaunio U yBegoMnseT o6 3TOM B SMEKTPOHHOW MM NMUCbMEHHOW dopMe
3aaBuTensl.

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

9. OcHoBaHveM [Onisi OTKasa BO BKIHOYEHWM YykaszaHHOW B 4YacTu 1 HacTosiwen ctaTbu apmaueBTUYeCcKOM
cybCTaHUUM B rocyaapCTBEHHbIN pPEecTp NeKapCTBEHHbIX CPeACTB SABMSETCS pelleHne COOTBETCTBYHOLLENO
YNONMHOMOYEHHOro pbeiepanbHOrO opraHa WCMNOMHUTENBHOM BRactTM O TOM, YTO KavyecTBO dapmaueBTUYECKON
cybcTaHuumn He NoATBEPXKAEHO NOMYYEHHLIMU OaHHBIMU.

(vacTb 9 BBegeHa PegepanbHbiM 3akoHoM OT 22.10.2014 N 313-93)

10. He gonyckaeTtcs BKMtOYEHNE B rOCYAAPCTBEHHbIN PEECTP NeKapCTBEHHbLIX CPEeACTB O4HON hapMaLeBTUYECKON
cybCcTaHuuK, NpoM3BeEeHHON ANg peanu3anmm U BbiMyCKaeMoW O4HMM M TEM >Xe Npou3BoaMTENEM, B BuMAE ABYX U
bonee peecTpoBbIX 3an1cen.

(vacTtb 10 BBegeHa deaepanbHbIM 3akOHOM OT 22.12.2014 N 429-93)

11. BHeceHVe U3MeHEHU B JOKYMEHTbI Ha papMaLeBTUYECKY0 CcybCcTaHLmMIo, MPOU3BEeAEHHY ANs peanu3auun
N BKJTIOYEHHYIO B rOCYJAapCTBEHHbIN PEEeCTp NeKapCTBEHHbIX CPeACTB, OCYLLECTBMSETCA B MOPSAAKE, YCTAHOBIIEHHOM
ctatbamn 30 1 31 HacTosiwero depepanbHOro 3akoHa, C ynnaTtow rocygapCTBEHHOW MOLWMHBI, MpeayCMOTPEHHOM
3akoHogarenbcTBoM Poccuiickon degepaumm o Hanorax u cbopax.

(vacTb 11 BBegeHa deaepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

12. JonyckaeTcsa obpalleHve dhapMaLeBTUYeckux cybcTaHumuin, NponsBedeHHbIX AiS peanv3aumm, B TeYeHre cTa
BOCbMUWOECATM OHEW OO0 W MOCMe MPUHATUA YNOMHOMOYEHHBIM ddedeparibHbIM OPraHOM MWCMOSNTHUTENbHON BRacTu
pELLEHNS O BHECEHMUN N3MEHEHWIA B JOKYMEHTbI Ha hapMaLleBTUYECKYO CyBCTaHLmI0, MPON3BEAEHHYIO AN peanusaumm
1 BKITIOYEHHYIO B rOCY4apCTBEHHbIV PEECTP NeKkapCTBEHHbIX CPeACTB.

(vacTb 12 BBegeHa depepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

13. PeweHne o6 uckno4eHMM M3 rocyaapCTBEHHOIO peecTpa JeKapCTBEHHbIX CPeacTB (apmaLeBTUYECKON
cybcTaHuun, npov3BEedEeHHOW AN peanu3auun, MNpPUHUMAETCsl  YNOMHOMOYEHHbIM  cbegeparnbHbiM - OpraHoMm
NCMNOMHMTENBHOW BNacTu B Criyyae:

1) nNpepctaBneHMst COOTBETCTBYHOLLUMM YMOSTHOMOYEHHbIM dhedeparnibHbIM OpraHoOM WUCMOMHUTENBbHOW BracTu
3aKMYeHns O pucke unm o6 yrpo3e XWM3HW WM 300POBbIO  YenoBeka 5MbOo KMBOTHOTMO MPU  MCMOSNb30BaHUU
NeKapCTBEHHOro CPeACTBa;

2) nogaym pas3paboTynkoM NeKapCcTBEHHOro cpeacTBa WNM NPOM3BOAMTENEM feKapCTBEHHOro cpeactsa nubo
YMOMTHOMOYEHHLIM UMW OPYrMM OPUONYECKMM NMLOM 3asiBNeHust 06 MCKNIOYeHUM M3 rocydapCTBEHHOIO peecTpa
nekapCTBEHHbIX cpeacTB hapMaLeBTUYECKON CyOCTaHLmMM, NPOU3BEeAEHHON AN peanusaumu;

3) oTcyTCcTBMA (hapmMaueBTUYECKon cybcTaHLmMmn, Mpon3BedeHHON anga peannsauum, B obpalleHun B Poccuinckon
depnepaumm B TeueHune Tpex n 6onee ner.

(vacTb 13 BBegeHa depepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

Cratba 35. YtpaTtuna cuny ¢ 1 nona 2015 roga. - PegepanbHbivi 3akoH 0T 22.12.2014 N 429-03.

Cratbs 36. O6xanoBaHue pelleHnss o6 OTKase B Bbloave paspelleHuss Ha MpoBedeHUe  KIMMHUYECKOro
CCrieoBaHMsI NIeKapCTBEHHOrO npenaparta, pelleHnss 06 oTkase B rocyOapCTBEHHOW perucTpauun nekapcTBeHHOro
npenapara, 3aKmo4YeHNss KOMUCCUM 3KCMEPTOB 3KCMIEPTHOIO YUPEXKAESHUS UM 3aKM0YeHNs CoBeTa Mo 3TUKe

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

PelueHne coOTBETCTBYIOLErO YNOTHOMOYEHHOIO dheeparnbHOro opraHa WCMONHUTENbHOW BriacTu o6 oTkase B
BblJaye paspeLleHnsl Ha NpoBeAeHNe KIMHUYECKOTO UCCedoBaHMs NeKapCTBEHHOrO npenapaTa, pelleHne ykasaHHOro
dbeaepanbHOro opraHa MCMonHWTENbHOW BfacTu o6 OTkase B rocydapCTBEHHOW perucTpauuyM nekapcTBEHHOro
npenapara, 3aknio4YeHne KOMUCCUM IKCNEPTOB SKCMEPTHOrO YUYPEXOAEHUS UMM 3aKnioyYeHne coBeTa Mo 3TUKE MOXeT
GbiTb 06XarnoBaHo B Nopsake, yCTaHOBMNEHHOM 3aKkoHogaTenbcTeoM Poccuiickoi ®egepaumun. 3aknoueHne aKcnepTa,
0ohOpPMIIEHHOE MO WUTOraM 3KCMepTU3bl B LENsX OnpedenieHnsl B3aumMo3aMeHSIeMOCTM  3apermcTpupoBaHHOMO
NeKkapcTBEHHOro npenaparta, MOXeT OblTb o6XanoBaHO [JepXaTenem Wnu Brnagernbuem perncTpauvoHHOro
YAOCTOBEPEHMs! NTEKAapCTBEHHOIO NpenapaTa B KOMUCCUIO 3KCMEPTOB 3KCTMIEPTHOIO YUpeXaeHUs. 3akroyeHme KoOMUCCHm
SKCMEPTOB IKCNEPTHOIO YyYpexaeH s, oopMIIeHHOe Mo UToraM nepecMoTpa 0GXKaroBaHHOMO 3aKIIYEHWUs 3KcnepTa,
MOXeET BblTb OCMOPEHO AepXaTenem Unu BnagensLemM perMcTpaLmMoHHOro YaoCTOBEPEHMs NekapcTBEHHOro npenapara
NMB0 yNoNHOMOYEHHBLIM UMM NULOM B NMOpsAAKe, YCTaHOBMNEHHOM 3akoHodaTenbcTBoM Poccuiickoin ®egepaumn. Mpu
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[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHnus: 09.03.2017

o6)xanoBaHMK peLlleHns YNorTHOMOYEHHOro dedepanbHOro opraHa WCMONHWUTENBHOM BRacTy, 3akrouveHusl akcnepTa
WM KOMUCCUM JKCTIEPTOB JKCMEPTHOTO YUYPEXKOEHWS, 3aKIOYEHUs COBETa MO 3TWKe AepxaTtell Wnv  Bragenel
PEerMcTpaumoHHOrO YAOCTOBEPEHUS FeKkapCTBEHHOro npenapaTta nnGo  YNofIHOMOYEHHOE UMM NMUO  Brpaee
NpeacTaBUTb pesynbTaThl 3KCMEPTU3bl NIeKapCTBEHHOro npenapara, MPOTOKOMbl MOMyYeHHbIX aKKpeOaUTOBaHHbLIMM
ucnbiTatenbHbIMU NabopaTopuamMn (LeHTpamn) pesynbTaToB UCCNeaoBaHNMN, UCTIbITaHWUA.

Cratbsa 37. VHdopmauus, cBA3aHHasi C OCYLUECTBIIEHMEM T[OCYAapCTBEHHOW perucTpauumM neKkapCTBEeHHbIX
npenapartoB, MHGMOPMaLUs O 3aperncTpMpOBaHHbIX JIEKAPCTBEHHbIX Mpenapatax W JlekapCTBEHHbIX Mpenapartax,
WCKIOYEHHbIX U3 rocy4apCTBEHHOIO peecTpa NekapcTBEHHbIX CPeacTB

1. COOTBETCTBYIOLLMI YNONMHOMOYEHHbIN dheaeparbHbii OpraH UCMNOMHUTENBHOM BriacTM pasMellaeT Ha CBOEM
oduumnansHoOM cante B ceTu "MIHTepHeT" MHpopMaLmio, CBA3aHHYIO C OCYLLLECTBINEHWEM FOCYAapCTBEHHOW permcrpaLmm
rniekapCTBEHHbIX NpenapaToB, B TOM YMCIE NPOBEAEHMEM IKCNEePTU3bl JIEKAPCTBEHHBIX CPeacTB (BKMOYas pesynbraThl
ee npoBefeHnst), MHhopMaLMIo O 3aperMcTPUpPOBaHHbIX fleKapCTBEHHbIX MpenapaTax M JeKapCTBEHHbIX npenaparax,
WCKITHOYEHHbIX U3 rOCYAapPCTBEHHOMO peecTpa NeKkapCTBEHHbLIX CPEACTB, HE NO3AHEE YeM Yepes NMATb pabounx OHen co
[OHSA NONyYeHUsa COOTBETCTBYHOLUM YMOMHOMOYEHHbIM doefeparbHbIM OpraHoM UCMOMHUTENbHOW BRacTu 3asdBneHust o
rocyapCTBEHHOWN perncTpaumm nekapcTBeHHOro npenapara.

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

2. Cpokn 1 MnopsgoK pasMeLLeHns yKkasaHHOM B YacTu 1 HacToslen ctaTbM MHGOpMauum ycTaHaBnuBalOTCSH
YNOSTHOMOY€EHHbIM dhefepanbHbIM OpraHoM UCNOSTHUTENbHOM BnacTu. MHdopmauus, ykasaHHaa B 4acTu 1 HacToswen
cTaTb, ABMAETCA OTKPLITON M OBOLLEAOCTYNHON M MPEeAOCTaBMseTCA 3aUHTEPECOBAHHbIM NMLAM B COOTBETCTBUM C
3akoHogaTenbcTBOM Poccuinckon egepaumm.

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

Mnasa 7. KNMMHWYECKUE UCCITIEAOBAHUA NEKAPCTBEHHbIX
NPENAPATOB ANnA MEOUWLUMHCKOIO NPUMEHEHUA, BOTOBOP
OB UX NPOBEAEHUN, NMPABA NAUMEHTOB, YHACTBYIOLWWUX
B 3TUX NCCNEOQOBAHUAX

CraTtbs 38. KnuHnyeckne nccrneqoBaHns nekapcTBeHHbIX NpenapaToB Ans MeAVLUHCKOro NpUMeEHeHUs

1. KnuHnyeckne uccrnenoBaHUs NEKapCTBEHHbIX NpenapaTtoB Ans MeOUUMHCKOrO NPUMEHEHWUsl, B TOM 4ucre
MeXOyHapO4Hble MHOMOLLEHTPOBbIE, MHOTOLIEHTPOBbIE, MOCTPErNCTPaLNOHHbIE, NPOBOASATCS B OLHOW MMM HECKOSbKMX
MEeOULMHCKUX OpraHM3aumax B COOTBETCTBMM C MpaBunaMy Hagnexailen KNMHUYECKOW MPaKTUKW, YTBEPXKAEHHBbIMU
YMOSTHOMOYEHHbIM hefiepanbHbIM OpraHoM UCNOMNHUTENBHOWM BIIACTU, COOTBETCTBEHHO B CreAyLnX Lensx:

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

1) yctaHoBneHwe 6e30MacHOCTM IEKApCTBEHHbIX MpenapaToB ANsa  340poBbiXx  AobpoBonbueB U (Mnn)
NepeHOCUMOCTHM X 300POBbIMM LOOPOBONbLIAMM, 33 UCKITIOYEHNEM TaKUX UCCINEAOBaHWIA NEKAapPCTBEHHbLIX MpenapaTos,
npounseeneHHbIX 3a npegenamn Poccunckon degepaumm;

2) nogbop onTMMarnbHbIX [O03MPOBOK JEKAPCTBEHHOrO Mpenaparta M Kypca nedeHuss Ans MNauueHToB C
onpegerneHHbiM 3aboneBaHMeM, ONTUMAsbHbIX 03 U CXeM BaKUMHaALUMU MMMYHOOMONOMMYECKMMU FEKapCTBEHHbIMU
npenapaTamu 340poBbIX JOOPOBONbLEB;

3) yctaHoBneHne ©e30nMacHOCTU IeKapCTBEHHOro npenapata M ero 3pdeKTMBHOCTM ANs NaUWEHTOB C
onpegeneHHolM 3aboneBaHveM, NpodUNakTUYeckon IPPEKTUBHOCTY UMMYHOBUOMNOrMYECKUX  JeKapCTBEHHbIX
npenapaTtoB AN 300POBbIX 40OPOBOSbLEB;

4) n3yyeHve BO3MOXHOCTM pacCLIMPEHUs MOKas3aHWW Anst MEeOUUMHCKOTO NMPUMEHEHUST U BbISIBNEHWS paHee
HEN3BECTHbIX MOOOYHbIX AEACTBUIA 3aperMcTPUpPOBaHHbIX NEKAPCTBEHHBIX NpenapaTos.

2. B oTHOLWeEHNN BOCNPOM3BEAEHHbIX JIEKapCTBEHHbIX MpenapaToB ANd MEeAWLMHCKOro MpUMEHEHMST MPOBOAATCH
nccnenoBaHnst OMO3KBMBANEHTHOCTM W (MNKU) TepaneBTUYECKOW 3KBMBANEHTHOCTM B MOpsiake, YCTAHOBMEHHOM
YNONTHOMOYEHHLIM hefepanbHbIM OpraHoM UCMNONHUTENbBHOWN BracTu.

3. OpraHuzaumio NpoBeAEHUS] KITMHUYECKUX WCCNEeOOBaHWIA NeKapCTBEHHOrO npenapata Ans  MeguuMHCKOro
NPYMEHEHMS BNpaBe OCYLLECTBNATb:

1) paspaboTumk NekapcTBEHHOrO Npenapara unn ynosIHOMOYEHHOE MM NNLLO;

2) obpasoBaTtenbHble  OpraHusauuun BbICLLETO obpasoBaHus, opraHusaumm OOMOSTHNTENBHOTO
npodeccuoHanLHOro obpasoBaHuns;

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

3) Hay4Ho-nccrnegoBaTeNbCKME OpraHn3aLmm.

4. KnuHu4yeckne uccneaoBaHus JNEKapCTBEHHOro npenaparta Ans MeAWLUMHCKOro MPUMEHEHUSI MPOBOASTCA Ha
OCHOBaHUM paspeLleHnsi Ha NpOoBeAEHME KIMHUMYECKOTO MWCCMeAoBaHusa JEKapCTBEHHOro mnpenapaTa, BblAaHHOMO
YNOSTHOMOYEHHbIM  dhefeparnbHbiM  OpraHoOM  UCMOSTHUTENbHOM BnacTu. YMNOMHOMOYEHHbIM dhefepanbHbld  OopraH
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"06 obpalueHnn nekapcTBeHHbIX cpeacTs"”

(c usm. u gon., BCTYN....

[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHnus: 09.03.2017

UCNONMHUTENBHOM BNacTuU BedeT peecTp BbiAaHHbIX paspelleHuid Ha npoBedeHue KIUMHWYECKUX uccneoBaHui
nekapcTBEHHOro npenapara, coaepXxalun ykasaHue Ha ux Lerb Unu uenu, B ycTaHOBNEHHOM 3TUM OpraHoM Mnopsaake.
(B pen. PenepanbHbix 3akoHOB OT 22.12.2014 N 429-93, ot 13.07.2015 N 241-03)

5. Ytpatun cuny ¢ 1 niona 2015 roga. - PegepanbHbin 3akoH oT 22.12.2014 N 429-93.

6. K opraHmzaumm npoBeAeHUs KNUMHUYECKUX UCCneaoBaHWMK NeKapCTBEHHOro npenapata Ans MeguuuHCKOro
NPMMEHeHUs1 pa3paboTyMKOM FEeKapCTBEHHOIO npenapata MOryT MpuBrekaTbCa topuguyeckne nuua  nobow
OpraHM3auMOoHHO-NPaBoOBOM POPMbl MPU YCroBUM obBecrneyeHnst COOTBETCTBUS ITUX WCCNedoBaHui TpeboBaHUAM
HacTtoswwero ®egepanbHOro 3akoHa.

7. KnuHnyeckne unccrnenoBaHUsA NEKapCTBEHHbIX MpenapaTtoB ANd MEeOULMHCKOTO MPUMMEHEHUST NMPOBOAATCA B
MEeAMLMHCKMX OpraHM3auusax, akkpeamnToBaHHbIX YNOIHOMOYEHHbIM doefeparibHbiM OpraHOM UCMOMHUTENBHON BNacTu B
nopsiake, ycraHosneHHom lNMpasutensctBoM Poccunckon ®enepaumn.

8. lepeyeHb MeAWLMHCKMX oOpraHuvsauun, uMerlmMx npaBo NPOBOAUTb  KNWHWYECKUEe unccrnefoBaHus
nekapcTBeHHbIX MpenapaTtoB A MeAUUMHCKOro NpUMEHEHUS, N peecTp BbiaHHbIX paspelleHun Ha npoBedeHune
KMMHUYECKUX WCCNEeQOBaHUN NEKapCTBEHHbIX NpenapaTtoB OnyOnvKOBbIBAIOTCA M pa3MeLLaloTCs  YMONTHOMOYEHHbIM
degepanbHbIM OPraHoM UCMOMHUTENBHOW BlaCTU B YCTAHOBMEHHOM WM Nopsgke Ha CBOeM odvumanbHOM caunTe B
cetn "NHTepHeT".

Crtatba 39. PeweHne o npoBegeHnn KIMHMU4YECKOro wuccregoBaHnA nekapcTtBeHHOro npenaparta Aand
MeaNLMHCKOIro npuMeHeHund

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

1. KnuHnyeckoe nccnegoBaHve nekapcTBEHHOrO npenaparta Ans MeauuMHCKOro NPUMEHEHWs NpoBOAWUTCS Ha
OCHOBaHUM paspelleHus Ha NpoBeAeHVe KIMHWYECKOro WCCrefoBaHWs rekapCTBEHHOro npenapara, BblAaHHOro
YMNONIHOMOYEHHbIM defeparnbHbiM OpPraHOM WCMOSNHWUTENbHON BRacTv MO  pesynbTataM  3KCMepTu3bl [JOKYMEHTOB,
HeobXoaMMbIX ONSA NONyYeHUs paspeLleHnss Ha NPoBeAeHVe KIMHUYECKOro NCcnefoBaHns NekapCcTBEHHOMNO npenaparta
N 9TUYECKOW 3KCNEePTU3bI.

2. [Ina nonyyeHus paspeLleHns Ha npoBeaeHne KNMHUYECKOro MUCCrneaoBaHus NekapCTBEHHOro npenapata Ans
MeOULMHCKOTO NMPUMEHEHUS 3asBuUTenb MNpPeAcTaBnseT B YNONHOMOYEHHbIV dhefeparnbHblil opraH WUCMONTHUTENbHON
BMnacTu:

1) 3agBneHue o Bbidaye paspeLleHns Ha NpoBeAeHVe KITMHUYECKOro NCCefoBaHnsa fekapcTBEHHOro npenapara
ANst MeAVLIMHCKOrO NPUMEHEHWS;

2) KONMMM [JOKYMEHTOB, MNOATBEPXAAKWMNX YynnaTy rocygapCTBEHHOM MOLUMMHbI 3a MPOBEeAeHWe 3TUYECKOW
3KCMEePTU3bI, IKCNEPTU3bl AOKYMEHTOB Ha FeKapCTBEHHbIM npenapart Afis MofyYeHus paspelleHus Ha nposefeHve
KNMHUYECKOro UCCNeaoBaHUs NekapcTBEHHOro npenapara ans MeauuMHCKOro NpUMeEHeHus), 3a Bblgady paspeLleHus Ha
npoBedeHne KIMHWYECKOro MWCCneaoBaHWs JekapCTBEHHOro npenapata Ans  MeaWUMHCKOTO  MpUMeHeHus, 3a
npoBegeHne 3KCNepTn3bl JOKYMEHTOB Ha JfleKapCTBEHHbIV npenapaTt Ansd NofyyYeHus paspelleHus Ha npoBedeHve
MeXAyHapOAHOro MHOTOLEHTPOBOrO KIMHWYECKOro MCCreaoBaHMs NeKkapCcTBEHHOro npenapaTta Ang  MeauuMHCKOro
NpMMEHeHWs, 3a Bblgavy paspelleHus Ha MpoBeAeHWe MeXOyHapoAHOro  MHOFOLEHTPOBOMO  KITMHUYECKOro
nccrnenoBaHus nekapcTBeHHOro npenapaTa Ansg MeavLMHCKOro NpuMEHeHus, 3a NpoBedeHne 3TUYECKON 3KCnepTussbl,
3KCMEepTU3bl OOKYMEHTOB Ha fleKapCTBEHHbIN MpenapaTt Ans  MofyyYeHus  paspelleHvss Ha  npoBeAeHue
NOCTPErMcTPaLMOHHOIO KIMHUYECKOro NCCnefoBaHWs NIekapCTBEHHOro npenapaTta Ans MeAWMLUUHCKOro NpUMEHeHus, 3a
BblJayy paspelleHus Ha MnpoBedeHWe MNOCTPErucTPaLUUoOHHOIO  KIMHWYECKOro  MCCrenoBaHUs  NleKapCTBEHHOro
npenapara ans MeavUMHCKOro MPUMEHEHUs, unu no cobCTBEHHOW WHMUMaTMBE YyKasaHHble OOKYMeHTbl. B cnydae
HenpeacTaBneHnss 3asiBUTENeM YKasaHHbIX AOKYMEHTOB YMOMHOMOYEHHbIN denepanbHbll OopraH MWCMONMHUTENbHON
BNacTu nposepsieT akT ynnaTbl roCy4apCTBEHHOM MOLWMWHBLI C UCNOMb3oBaHWEM WHpopmauun o6 ynnaTe
rocygapCTBeHHOMN NOLWWNKHBI, cogepxallencs B focyaapCTBEHHON WHOPMALMOHHOMW CUCTEME O rOCYyAapPCTBEHHBLIX U
MYHMULMNAnbHbIX NaTexax, Ha OCHOBaHUW NpeaCcTaBeHHbIX 3asABUTENEM KOMUIN AOKYMEHTOB;

3) NpOTOKON KIMHNYECKOro UCCNeAoBaHNA NekapCTBEHHOro npenapara A1 MeanLMHCKOro NPUMEHEHWS;

4) 6poLuopy nccrnegoBaTens;

5) MHpOPMaLMOHHBIV NIMCTOK NaUMEHTa;

6) cBegeHnst 06 onbiTe paboTbl MCCneaoBaTenen No COOTBETCTBYOLWMUM CNeLManbHOCTAM U UX onbiTe paboTel No
NPOBEAEHUIO KITMHUYECKNX NCCneaoBaHni;

7) cBegeHMA O MeOMUMHCKMX OpraHuM3auusx, B KOTOpbIX npegnornaraeTtcss MpoBedeHNe  KITMHUYECKOro
nccneaoBaHUs NekapCTBEHHOro npenapaTta And MeauUMHCKOro NpYMeHeHns (NofiHoe U COKpaLleHHOe HauMeHOBaHWS,
OpraHv3auMoHHo-NpaBoBas opMa, MeCTO HaXOXAEHUS U MECTO OCYLLECTBINEHNS AeATenbHOCTH, TenedoH, Tenedakc,
a[lpec 3NEKTPOHHON MOYTbI KXA0M MEANLIMHCKON OpraHnsaumm);

8) ceegeHus o npegnonaraeMbix Cpokax NpPoBeaeHUs KINMHUYECKOro NCccneaoBaHns nekapCcTBEHHOrO npenapaTta
ANA MeAULMHCKOro NpUMEeHeHus:;
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9) konuio goroBopa 0653aTeNbHOr0 CTPaxoOBaHWs, 3aKIKOYEHHOro B COOTBETCTBMM C TUMOBbLIMW MpaBuiiaMu
00a3aTenbHOro CTpaxoBaHWsi, C YKa3aHWEM MNpPeAenbHONM YMCNEHHOCTU MaLMEeHTOB, Y4YacTBYHLUMX B KIMHUYECKOM
nccnegoBaHMKM NiekapCTBEHHOMO npenapaTta s MeguuMHCKOro NpUMEHEHUS;

10) uHcpopmaLmio 0 cocTaBe NekapcTBEHHOIO nNpenapaTa A5 MeAULUMHCKOro NpUMEHeEHUS;

11) LOKYMEHT, COCTaBMEHHbIN NPOM3BOAUTENEM NEKAPCTBEHHOrO NpenapaTa Ans MeAUUMHCKOrO MpUMEHEHUA Wt
cofepXallMi nokasaTenu (XxapakTepucTukn), a TakkKe CBeOeHUs O NeKkapCTBEHHOM Mpenaparte And MeauuUMHCKOro
NPUMEHEHNS, NPON3BEAEHHOM AN NPOBEAEHUS KITMHMYECKMX NCCNefOoBaHUMN;

12) KOMu1Io N1LIEH3UN Ha NPOM3BOACTBO JIEKAPCTBEHHbBIX CPEACTB B Cllyyae, eCriv Npoun3BOACTBO JTE€KapCTBEHHOMO
npenapaTta ocyuwectBnsdetca B Poccuiickon degepaumu, Unu KONMIO 3aKkMniOYeHUs O COOTBETCTBMM MPOM3BOAMTENS
nekapcTBEHHOro npenapaTta TpeboBaHWSM MpaBun Hagnexalwen npou3BOACTBEHHOW MNPaKTUKW, BblIOAHHOMO
KOMMETEHTHbIM YNOSIHOMOYEHHbIM OpPraHOM CTpaHbl NPOU3BOAMTENS NeKapCTBEHHOro nNpenapara.

3. B cpok, He npeBblwaoLwuin NaTn pabounx gHEW CO AHA MPUHATUS YKa3aHHOTO B NyHKTe 1 yacTu 2 HacTosiwewn
cTaTbM 3asBNeHMs 1 HeobXoaANMbIX JOKYMEHTOB, YNONTHOMOYEHHbIN doefepanbHbIf OpraH UCMONTHUTENbHOW BNAacCTu:

1) NnpoBOAMT NPOBEPKY NMOJTHOTHI M AOCTOBEPHOCTU CBEOEHWUN, COOEPXAaLUMXCS B MPEACTaBfEHHbIX 3asiBUTENEM
OOKyMEHTaXx;

2) NpYHMMAaET peLleHne O NPOBEAEHUN SKCNEPTU3bl OOKYMEHTOB ANA MOMyYeHUs1 paspelleHus Ha npoBefeHue
KITMHMYECKOro MCCrneaoBaHns nekapcTBEHHOro npenapaTta ansg MeAMLUHCKOro NPUMEHEHUS N 3TUYECKOM 3KCNepTusbl
unun ob oTkase B NPOBEAEHUN YKa3aHHbIX IKCNEPTUS;

3) yBegoMNSAET B 3NEKTPOHHOW hOpME UK Ha DyMakHOM HocuTerne 3asBUTeNd O MPUHATOM pelleHun nubo B
cny4dae npuHATKS pelleHns o6 oTkase TakKe C yKasaHMeM NpUYMH Takoro 0Tkasa;

4) nogrotaBnvMBaeT W HarnpaBnseT B SKCMEPTHOE Yy4YpeXAeHMe M COBEeT MO 3TUKE 3afaHue Ha npoBefeHune
COOTBETCTBYIOLLNX SKCNEPTUS.

4. B cnyyae BbIiBNEHNS HENOMHOThI U (UNW) HEAOCTOBEPHOCTU UHPOPMaLMK, coaepKallenca B NpeacTaBeHHbIX
3asBuUTENneM JOKyMeHTax, YNoNHOMOYEHHbIN dheaepanbHblii opraH UCMOMHUTENbHOW BracTW HanpasnsgeT 3asBuTernto
3anpoc 06 YTOYHEHUWM yka3aHHOW uHdopMauun. [aHHbIA 3anpoc MOXeT ObiTb nepedaH  yNorHOMOYEHHOMY
npeacTaBUTENIO 3asBUTENS NWYHO MO PacnuCcKy, HarnpasfeH Mo Mno4vTe 3akasHbiM MNUCbMOM MAW nepefaH B
3MEeKTPOHHOM (bopme Mo TenekoOMMYHUKaLWOHHBLIM KaHanam cBasn. B cnyyae HanpaeneHus gaHHOro 3anpoca no noute
3aKa3HbIM MMCbMOM OH CYUTAETCS NOSTyYEHHbIM MO UCTEYEHMM LLIECTU OHEN C AaTbl HanNpaBfeHMsl 3aKkasHoro nucbMma.
3asBuTenb 06s13aH NpeacTaBUTbL OTBET HA 3anpoc YNOSIHOMOYEHHOro doeieparnibHOro opraHa WCMONHUTENbLHOW BNacTu
B CpOK, HE MpeBbilIakLLni AeBsiHOCTa paboymx gHeW co AHA ero nomnyyeHus. Cpok, yKasaHHbIN B YacTu 3 HacTosiewn
cTaTbW, NPUOCTaHaBNUBAETCH CO OHA HarnpaBneHus 3asiBUTEM 3anpoca YMNOMHOMOYEHHOro defeparnbHOro opraHa
NCMNONHUTESbHOW BRacTn 4O AHA NOSTlyYEHMS UM COOTBETCTBYIOLLEro OTBETA U HE YYNTbIBAETCA NPU UCYUCIIEHUM CpoKa
NPUHATUS YNONTHOMOYEHHbIM dheaepanbHbIM OPraHoOM UCMONTHUTENBHOW BNACTU peLleHns O MPOBESEeHUN 3KCNepTU3bl
OOKYMEHTOB ANd NonyyYeHus paspeLleHnsi Ha NpoBefeHue KIMHUYECKOro MCCneaoBaHusl NekapCTBEHHOro npenapaTta
Anst MeguMUMHCKOro NpUMEHEHMKS.

5. OcHoBaHMeM s 0TKasa B NpoBeAeHUN SKCnepTu3bl JOKYMEHTOB AN NONyyYeHUs paspeLleHns Ha nposeaeHmne
KITMHMYECKOro UccreaoBaHns nekapcTBEHHOro npenapaTa angd MeauUUHCKOro NPUMEHEHUS N 3TUYECKOW 3KCNepTusbl
SIBNSieTCA NpeAacTaBfieHne [OOKYMEHTOB, MNPeAyCMOTPEHHbIX YacTbio 2 HACTOAWEN cTaTbW, B HeMnosiHOM obbeme,
HenpeacTaBneHue 3asaBUTENIEM B YCTAHOBMEHHbBI CPOK OTBETA Ha yKasaHHbIW B YacTW 4 HAcTosLWen cTaTbu 3anpoc
YNONHOMOYEHHOro heaepanbHOro opraHa UCNOMHUTENbHOW BNAacTn NMB0 OTCYTCTBME B NPeACTaBfEeHHbIX OOKYyMEHTax
ncyepnbIBaloLLEro NepeyHs Heobxoanmon nHpopmaunm nnn nidopmMalmm, Kotopast 4OMKHa OblTb OTpaXkeHa B HUX, a
TaKke OTCYTCTBME WHopmaumn, MoATBepxaawLwen ¢akT ynnaTel rocygapCTBEHHOM MOLNWHBI 32 MpoBefeHue
3TUYECKON 3SKCMEepPTU3bl, IKCNEpPTU3bl JOKYMEHTOB Ha feKapCcTBEHHbIM npenapaTt And MonyvyeHus paspelleHnsa Ha
npoBegeHne KIMMHUYECKOro NCCreoBaHUs fIekapCTBEHHOrO npenaparta ansa MeauuMHCKOro fnpuMMEHeHus, 3a Bblady
paspelleHns Ha npoBefeHue KIMHUYECKOro WUCCrefoBaHUsA JiekapCTBEHHOro npenapata  Ans  MeguuMHCKOro
NPUMEHEHNs], 3a NPOBEAEHME IKCMEPTU3bI JOKYMEHTOB Ha NEKAPCTBEHHbIN NpenapaTt A4S NonyyYeHnss paspelleHnst Ha
npoBefeHne MeXAyHapoAHOro MHOrOLIEHTPOBOrO KIMHUYECKOro MWCCneaoBaHWs NeKkapCTBEHHOro npenaparta  Ang
MEOVLMHCKOro MNpPUMEHEHUs, 3a BblJayy paspelleHus Ha npoBedeHne MeXOyHapoO4HOro MHOMOLEHTPOBOro
KITMHMYECKOro UccreoBaHUs NIekapCTBEHHOIO Npenaparta Ans MeauumMHCKOro NpMMEHeHs, 3a NpoBegeHNe 3TUYECKOMN
AKCNEPTM3bI, IKCNEPTU3bl JOKYMEHTOB Ha JIEKApCTBEHHbLIM npenapaTt Ans noryvyeHus paspelleHns Ha npoBedeHue
NOCTPErNCTPALMOHHOIO KITMHNYECKOro UCCNeoBaHMs NekapCTBEHHOIo npenapara Ans MeguuUHCKOro NnpuMeEHeHns!, 3a
Bbldayy paspelleHnss Ha npoBedeHMe MNOCTPErNCTPALMOHHOINO  KMMHMYECKOrO  UCCNeaoBaHUs  NIeKapCTBEHHOMO
npenapaTta ana MeanuUnHCKoOro NPUMeHeHNS.

6. [llpoBegeHue aKkcnepTM3bl [OKYMEHTOB ANSA MOMyYeHUS paspelleHus Ha npoBedeHne  KIUHUYECKOro
nccrnegoBaHna nekapcTBEHHOro npenapaTa Ang MeauUMHCKOro NPUMEHEHNA N 3TUYECKOW 3KCNepTuabl, COCTaBneHue
KOMMWCCMKEN IKCNEPTOB U COBETOM MO 3TUKE 3aKIOYEHMM O BO3MOXHOCTU WKW HEBO3MOXHOCTM MPOBELEHUS] Takoro
KIMHUYECKOro WUCCrefoBaHNA U HanpasrieHune 3TUX 3akMioYeHUWn B YMOSTHOMOYEHHbIN  edepanbHbIil - opraH
NCNOSTHUTENBHOM BNACTX OCYLLECTBAAKTCA B CPOK, HE NpeBbIAWMIA Tpuguatn paboumx AHe Co OHA Mony4vyeHus
AKCNEPTHbIM  yuYpexaeHnemM 3afaHusd YNonHOMOYEHHOro heaepanbHOr0  opraHa UCMOMHUTENbHOM Briactu €
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[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHnus: 09.03.2017

NPUNOXeHNeM [OOKYMEHTOB, YyKa3aHHbIXx B nyHkTax 3, 4, 10 u 11 yactn 2 HacToswen ctaTbh, U COBETOM NO 3TUKE
3agaHng ynosTHOMOYEHHOro heaepanbHOro opraHa UCNoSTHUTENBbHOM BacTU C NPUNOXEHWEM [OOKYMEHTOB, YKa3aHHbIX
B NyHKTax 3 - 6, 8 1 9 yacTn 2 HacTosILEen cTaTbu.

7. B cpok, He npeBblwawwmii NATM pabounx OHEN CO OHS MNOMyYEeHWs 3akMYeHURn, ykasaHHbIX B 4acTn 6
HacTosLLEN CTaTbW, YNONHOMOYEHHbIV dhefeparnbHbli OpraH UCNONHUTENBHOW BNACTH:

1) ocyllecTBnsieT OUEHKY MOCTYNMBLUMX 3aKMiYeHUn Ans onpefeneHnss Mx COOTBETCTBUSA 3afaHusM  Ha
npoBefeHne COOTBETCTBYIOLLMUX IKCNEPTUS;

2) NpYHMMaET peLleHne O Bblaave pas3peLleHns Ha NpoBeAeHNe KIMHUYECKOrO WCCReAOBaHUSA NEeKapCTBEHHOro
npenapaTa gns MegULMHCKOro NpMMEHEHNs unu o6 oTkase B Bblgavye YKa3aHHOro paspeLueHms;

3) BblgaeT paspelleHMe Ha NpoBedeHUEe KIMHMYECKOrOo WUCCNeaoBaHMs NeKapCTBEHHOro mnpenaparta  Ans
MEeOULMHCKOrO NPUMEHEHUSI UK peLleHne 06 0TKase B Bblgave yYKka3aHHOro paspeLUeHnsi C yka3aHMeM NpuUYmH oTkasa.

8. OcHoBaHveM ansa oTKka3a B Bblgavye paspelleHnss Ha MpoBEeAEHWEe  KINUHUYECKOro UcCCregoBaHus
neKkapCcTBEHHOro npenapaTa ang MeANLUHCKOro NPUMEHEHNSA ABNAETCA HanM4me 3akno4YeHns KOMUCCUN IKCMEPTOB UIn
3aKMYeHnss coBeTta MO 3TUKE O HEBO3MOXHOCTM MNPOBEAEHUS KIMHUYECKOrO WUCCefoBaHUsA JeKapCTBEHHOro
npenapaTa gnst MEAULMHCKOro NPUMEHEHNS MO pe3yrbTaTamM MNPOBEAEHHbLIX 3KCMEPTM3, NPenyCMOTPEHHbLIX YacTbio 6
HacTosLLEN CTaTbu.

9. PewleHune 06 oTkase B NpOBEAEHMN 3KCMEPTU3bl OOKYMEHTOB AN MOMYyYEHUS paspeLleHus Ha MpoBefeHue
KITMHMYECKOro MCCcrneaoBaHns nekapcTBEHHOro npenapaTa ans MeAnLUHCKOro NPUMEHEHNS N 3TUMECKOW 3KCNepTusbl U
B Bbla4ye paspelleHns Ha NpoBedeHne KIMHUYECKOro UccrefoBaHus NIEKapCTBEHHOrO npenapata Ans MeauuUMHCKOro
NPUMEHEHNsST MOXET ObITb 00XXarnoBaHO B NopsiaKke, yCTaHOBEHHOM 3akoHoAaTenscTBoM Poccuiickon deaepaumm.

Cratba 39.1. OTnyeckas akcnepTmsa
(BBegeHa denepanbHbIM 3akKOHOM OT 22.12.2014 N 429-03)

1. OTudyeckas oakcnepTu3a nNpoBOAUTCS COBETOM MO 3TUKE, CO34aHHbIM B MOpsAdKe,  YCTAHOBIIEHHOM
YNONTHOMOYEHHbIM dbeepanbHbIM OpraHOM WCMONHUTENbHOM BNAcTW, B LensX Bbldayy 3akmnoyeHus ob aTnyeckon
0B60CHOBAHHOCTU BO3MOXHOCTM MPOBEAEHUA  KIMHWYECKOrO UCCNedoBaHWUs  NeKkapCTBEHHOro npenapata Ans
MEeAULMHCKOro NPUMEHEHUS.

2. 3kcnepTamu coBeTa Mo 3TUKe MOryT OblTb NPEACTaBUTENN MEOULMHCKUX OPraHn3aLni, HayYHbIX OpraHu3aLlun,
obpaszoBaTenbHbIX OpraHM3auuin BbiCLIEro obpa3oBaHus, a Takke MpeacTaBuUTeNn OOLECTBEHHbIX OpraHusauun,
pPEenMrmosHblX opraHu3auuMi M cpeacts MaccoBou MHopmauuu. [daHHble 9KCnepTbl He [[OMMKHbl HaxoaAuTbCA B
Kakon-nmbo 3aBMCMMOCTM OT pas3paboTUMKOB feKapCTBEHHbLIX MpenapaToB W ApYyrux nNud, 3avHTepecoBaHHbIX B
pesyrnbTaTtax 3TUYECKON 3KCNepTU3bI.

3. Onnata ycnyr 9KCcnepToB COBETa MO 3TUKE OCYLLECTBNSAETCA Ha OCHOBaHWM [OroBoOpa, 3aKiYeHHOro mexay
YMOSTHOMOYEHHbLIM hefiepanbHbIM OpraHoM UCMONHUTENBHOWM BrAacTu, KOTOPbIM CO34aH COBET MO 3TUKE, U 3KCMEPTOM
COBeTa Mo 3THKe, 3a CHET BIOAKETHBIX aCCUrHOBaHWUW, NPEeAYyCMOTPEHHBIX YMOMHOMOYEHHOMY (edepanbHOMY OpraHy
WCMNOMHMTENBHOW BlacTU, KOTOPbLIM CO3aH COBET Mo 3Tuke, B doefepanbHOM OlompkeTe Ha COOTBETCTBYHOLIMWA rog Ha
obecneyeHne ero oeaTenbHOCTU, B pa3Mmepax, ycTaHoBneHHbIx NpaButenscTBom Poccuiickon degepaumm.

4. 3kcnepTbl coBeTa MO 3TMKE HEeCYT OTBETCTBEHHOCTb B COOTBETCTBUWM C 3akoHodaTenbcTBoM Poccuickon
degepaumn.

5. CoctaB coBeTa MO 3TWKe, MONOXeEHMEe OO 3TOM COBETE, MOPSAOK ero pAestenbHocTn, TpeboBaHua K
KBanudmkaumm n onbITy paboTbl NO 3KCMEPTHOM OLEHKE Hay4HbIX, MEOVLUHCKMX M 3TMYECKUX aCreKTOB KIMHUYECKUX
nccrnefoBaHUn NEeKapCTBEHHbIX NPenapaToB A9 MEANLMHCKOrO NPUMEHEHWs], NPeabsBseMbIe K 9KCnepTam coBeTa no
aTuKe, NOPSAOK OpraHv3aumyM W npoBedeHMs 3TUYECKOW 3KcnepTusbl, ¢opma 3akmnyeHus coBeTa Nno  3Tuke
YCTaHaBMNMBAKTCA YMOMHOMOYEHHbIM befepanbHbIM OpraHOM WCMONHUTENbHOM Bnactu. Yucno npeacrtaBuTenen
MEeOWLIMHCKUX OpraHnu3aunii He MOXeT NpeBbILaTh NOMOBMHY OT OOLLEro Yncna aKCnepToB COBETA MO ITUKE.

6. lHdopmaums o coctaBe coBeTa Mo 3TUKe, NIaHax ero paboTbl U TeKyllen OesATeNbHOCTU pa3mellaeTcsd Ha
ouunanbLHOM cante YNOnHOMOYeHHoro defeparnbHOro opraHa WCMNOMHUTENbHOW Bractu B ceTn "UHTepHeT" B
yCTaHOBMEHHOM UM MOPSAAKE.

Cratba 40. [llpoBegeHMe KNMHWYECKOTO WCCNEeOOBaHWS NeKapCTBEHHOro npenapaTta Ang  MeguuuHCKOro
NPUMeEHeHNs

1. PykoBoauTENb MEAULIMHCKOW OpraHv3aumm, KoTopasi IPOBOAUT KIMHWYECKOE WCCrieqoBaHUE JeKapCTBEHHOIO
npenapata Ans MeOWUMHCKOrO MPUMEHEHWsl, Ha3HavyaeT UccrefoBaTens, OTBETCTBEHHOIO 3a MPOBEAEHWE TaKoro
nccrefoBaHWst M UMeElOWero neyebHyl  crneumanbHOCTb, COOTBETCTBYIOLLYIO MPOBOAUMOMY  KITUHUYECKOMY
UCCreqoBaHMi0 NEeKapCTBEHHOrO MNpenapaTta, Co CTaXeM paGoTel MO NporpaMmmam  KMUMHUYECKUX UCCredoBaHui
NeKkapcTBEHHbIX NpenapaToB He MeHee YeM TPU rofa 1 Nno ero NpearioxXeHUo HasHa4aeT couccrnefoBaTteneit M3 yucna
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®epnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 03.07.2016)
0 " [JokymeHT npegoctasneH KoHcynbTaHTINOC
06 obpalleHnM NekapCTBEHHbIX CPeacTB [laTa Coxpanermst: 09,03.2017

(c usm. u gon., BCTYN....

Bpa4yen 3TON MegULUMHCKON opraHn3aumm.
(B peqn. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2. WiccnepoBatenb ocyllecTBnseT BblOOp MauMeHTOB, KOTOPbIE MO MEAULMHCKMM MOoKa3aHusiM MoryT ObiTb
npuBNeYeHbl K y4acTuio B KITMHUYECKOM UCCNeaoBaHUM NieKapCTBEHHOro npenapara Ans MeamumMHCKOro NnpuMeHeHus..

3. WccnepoBatenb M couccrnegoBaTtenu  [AOMKHbI ObiTb O3HAKOMIIEHbI C pe3ynbTatamu  LOKMTMHUYECKOro
nccnefoBaHUsi NeKapCTBEHHOro CPeAcTBa, coAaepxawmmucs B Opolllope uccnegoBaTensi, NPOEKTOM NpoTokona
KMMHMYECKOro WCCrefoBaHWa NeKapCTBEHHOro mnpenapata And  MEeAWUMHCKOrO  MPUMEHEeHUs, pa3paboTaHHbIM
pa3paboTunkoM neKapCTBEHHOro npenapata WM WHbIM  OPUANYECKMM NULOM, MpMBREKaeMbiM K OpraHusaumm
NpoBeAEeHUS KITMHNYECKOro NCCrneoBaHns NeKkapCTBEHHOrO npenaparta ans MeauuMHCKOro MpUMEHEHWs, 1 ApYrumu
MaTepuanamm Takoro uccrieqoBaHus.

3.1. PykoBogutenb MeaunLIMHCKOM OpraHnsaunm B CPOK, He MPEBbLILIAOWMIA Tpex paboumx AHen co AHA Hadvana
npoBefeHUs KNMHUYECKOro UCCrneaoBaHns nekapCTBEHHOro npenapara AN MeauumMHCKOro npuMeHeHunst, coobliaeT o6
3TOM B YNOMHOMOYEHHbIN hefepanbHbIi opraH MCMOMHWUTENbHOM BNAacTu, BblAaBLUMIW paspelleHne Ha npoBeaeHue
Takoro uccrnenoBaHus, no ycTtaHoBNEHHON UM cbopme.

(vacTb 3.1 BBegeHa PepepanbHbiM 3akoHoM oT 29.11.2010 N 313-93)

4. OpraHusauun, OCyLLEeCTBNAIOWME OpraHn3aumio NpoBedeHUs KIMHUYECKOro WUCCrefoBaHusA nekapCTBEHHOro
npenapata Ang MeauuUMHCKOro NpUMMEHEHNs U yKasaHHble B 4acTu 3 ctaTbu 38 HacToswero PenepanbHOro 3akoHa, B
cryyae HeobXoaAMMOCTU BHECEHMS U3MEHEHMWI B MPOTOKON KMMHWYECKOro WCCNefoBaHWsA fekapCTBEHHOro npenapara
AN MeAMLUMHCKOro MpuMeHeHus coobwaT o6 3TOM B YMONIHOMOYEHHbIN bedepanbHbll OpraH WMCNOMHUTENbHOW
BMacTy, BblAABLUWIA pa3peLleHne Ha NPOoBEeAeHNe Takoro NCCrneaoBaHns, No yCTaHOBIEHHON UM chopMe.

(B pen. PepepanbHoro 3akoHa ot 11.10.2010 N 271-3)

4.1. ®opma coobLIEeHNA O BHECEHUU W3MEHEHWW B MPOTOKON KIMHUYECKOrO MCCredoBaHus NeKapCTBEHHOro
npenapata 4ns MeavLMHCKOro NpuMeHeHns AomkHa cogepXxatb cnegyowme CBeAeHNs:

1) HanmeHoBaHWe, NOEHTUDUKALMOHHBIA HOMEp M AaTa NPOTOKosa KIMHUYECKOro UccneoBaHus;

2) paTta BHECEHUSA U3MEHEHWI B MPOTOKOI KITMHUYECKOro NCCrefoBaHus;

3) HaMmeHoBaHNEe N MEeCTO HaxOXAeHWs 3aAaBUTens;

4) HavMeHOBaHWe opraHu3auuu, NpYBIEYEHHON pa3paboTYMKOM NEeKapCTBEHHOrO npenaparta K opraHusauum
NpoBeAEeHUs KIMHNYECKOro nccnegoBanns (Mpu Hanmumm);

5) HanmeHOBaHUA U MecCTa HaxOXAEeHWS MeAMUMHCKMX OpraHu3auui, B KOTOPbIX MNPOBOAUTCH  KIIMHUYECKOE
nccnegoBaHue;

6) naTa BblAaum paspelleHns Ha NpoBeAeHMEe KITMHUYECKOro NCCnefoBaHusa U HOMep 3TOro paspeLleHuns;

7) U3MEHeHUs1, BHOCKMbIe B NPOTOKOS KIMHUYECKOro MccrnefoBaHus.

(vacTb 4.1 BBegeHa PepepanbHbiM 3akoHoM oT 11.10.2010 N 271-93)

5. B cpok, He npeBbIwatowmn Tpuauatin paboumx AHEen Co OHS MNOMyYeHWs yKasaHHOro B YacTu 4 HacTosen
cTaTby COOBLLEHMS, YNONTHOMOYEHHbIN heaepanbHbI opraH UCMONHUTENBHON BNAcT! paccMaTpuBaeT 3To coobLueHne
B YCTAHOBMEHHOM WM MOPSiAKE W MNPUHMMAET pelleHWe O BHECEeHWM W3MEHEHWN B MNPOTOKOM  KMMHWYECKOro
NccneaoBaHUs NeKkapCTBEHHOro npenaparta Ans MeauUMHCKOro MpUMeHeHMs unu o6 OTKase BO BHECEHUM Takux
n3meHeHun. lMpn paccmoTpeHun cooblieHnss 0 HeoBXOoOMMOCTU BHECEHWUS M3MEHEHWI B MNPOTOKOM  KIAMHUYECKOro
nccrnefoBaHusa NekapCTBEHHOMO npenapata Ans MeAMUMHCKOrO MNPUMEHEHWs B LensxX OueHKM OBOCHOBaHHOCTU
npegnaraemblX U3MEHEHUIN 1 onpefeneHns CTENEeHN pucka AN NauveHToB, MPUHMMAIOLWNX y4acTue B KITUHUYECKMX
nccrnefoBaHusx, YynormHOMOYEHHbIM dhedeparnbHbIM OpraHOM UCMOMHUTENBbHOW BNACcTU MOrYT NPUBIIEKaTbCH 3KCnepThl
coBeTa no aTuke.

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

6. KnuHunyeckoe uccrnegoBaHue nekapCTBEHHOro npenapata Ans MeOMUMHCKOTO MPUMEHEHUs MOoXeT ObiTb
NPUOCTaHOBIEHO UMK NPeKpaLLeHo, eCnu B NpoLecce ero nposegeHns obHapy>xeHa OnacHOCTb AN XW3HW, 340POBbSA
nauveHToB. B cny4yae BO3HWKHOBEHWS OMAacHOCTU AONSA XKWM3HW, 300pOBbS MauMeHTa, y4acTBYHOLEro B KIMHUYECKOM
nuccnefoBaHUM  feKapCcTBEHHOrO npenapata  Ans  MEAWUMHCKOrO  NpUMMEHeHWsi, uccnegoBaTeny  06s3aHbl
nponHdopMnpoBaTb 06 3TOM PyKOBOAUTENS MEAMLIMHCKON OpraHvW3auMn 1 opraHv3aumio, NonyuvBLLYHO paspelleHue
YMNONIHOMOYEHHOro hbegepanbHOro opraHa MCNOMHUTENbHOW BMAcTU Ha OpraHu3auuilo NpoBefeHUs  KIIMHUYECKOro
nUccnegoBaHWs  fiekapcTBEHHOro npenapaTta. PelweHne 0 NpUOCTAHOBMNEHWM  KIMHWMYECKONO  UCCNeaoBaHWs
nekapCTBEHHOro npenaparta Ans MeguLUMHCKOro NPUMEHEHUS NPUHUMAIOT PYKOBOAUTENb MEOULIMHCKON OpraHv3aumm u
(Mnn) opraHusaums, Nony4YnBLIas paspeLleHne ynosTHOMOYEHHOro dheaeparnbHOro opraHa MCMNONMHUTENbHON BracTu Ha
opraHu3auumio NpoBeAeHNs KIMHNYECKOro UCCrnefoBaHus nekapCcTBeHHOro npenapaTta Ans MeAMUUHCKOro MpUMeHeHus,
peLleHne o NpekpaLleHMn Takoro nccnegoBaHus MPUHUMAET YNONTHOMOYEHHbIV ddeaepanbHbIi OpraH UCMONMHUTENbHON
BMacTy Ha OCHOBaHMM COOBLLEHMSA B MMCbMEHHON hopMe pyKOBOAUTENS MEAULMHCKOW OpraHvM3aumMn unm opraHusauus,
nony4yMBLLas paspeLleHne YrNOorHOMOYEHHOro heaepanbHOro OpraHa WCMOMHWTENbHOM BracTM Ha OpraHv3aumio
NpoBeAeHUs KITMHNYECKOro NccneoBaHns ieKapCcTBEHHOroO npenapara AN MeauuMHCKOro NpuMeHeHMs.

7. B cpok, He npesbiwaoLwuin NaTn pabounx OHeW CO AHSA 3aBepLleHus, NPUOCTaHOBEHUS UMW npekpalleHus
KNMMHMYECKOro WCCrefoBaHWsS NeKapCTBEHHOro npenapaTta Ans MeOMUMHCKOrO MnpumeHeHus, cooblieHne o6 aTom
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®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapcTBeHHbIX cpeacTs"”

(c usm. u gon., BCTYN....

[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHnus: 09.03.2017

HanpasnseTcs opraHu3auuamu, ykasaHHbIMM B 4actm 3 ctatbuM 38 Hactosiwero depeparnbHOro 3akoHa, B
YNOSTHOMOYEHHbIN doeaeparibHbIi OpraH UCMOMHUTENBHOW BNacTh MO YCTaHOBIIEHHOW UM hopMe.

8. dopma cooOWEeHnsa O 3aBepLUEHUUN, MPUOCTAHOBIIEHUN WU MPEKPALLEHUM KITMHUYECKOro WccnegoBaHus
nekapcTBEHHOro npenapara Anst MeAULMHCKOro NPUMEHeHNst 4OMKHa coaepXarhb:

1) wHpopmaumo 0 MeAULMHCKOW oOpraHmsaumMm unM MeauUMHCKUX OpraHusaumsix, MnpoBOAMBLUMX [aHHOE
nuccnenoBaHue;

2) onucaHne JaHHOro NCCnefoBaHus;

3) AaHHbIe nccnegoBatens (pamunus, UMsl, OTYECTBO, MECTO paboTbl, 3aHMMaeMas JOIMKHOCTb, CNeLManbHOCTb,
CTax paboTbl MO nporpamMmmam KIIMHUYECKMX MCCIefoBaHUA NEKapCTBEHHbIX NpenapartoB, MNepedYeHb  KIMHUYECKUX
nuccnegoBaHM NeKapCTBEHHbIX MpenapaToB, B KOTOPbIX OH MpUMHUMMan y4yactve (nepuogbl yvacTusi) B KayecTBe
nuccnegosarens unu couccnegosartens);

(B pea. PenepanbHoro 3akoHa ot 11.10.2010 N 271-®3)

4) pesynbTaT [aHHOIO MWCCNeAoBaHMSA  (3aBeplUeHVe, MPUOCTaHOBIIEHME WM MNpeKpalleHne [aHHOro
nccrnegoBaHug € ykasaHueM UX NPUYMH 1 BIMSIHWUSE HA OLIEHKY ero pesynbTaToB, OOLLy OLEHKY pucka U OXugaemomn
nonb3bl OT MPUMEHEHUS WUCCMEeQYyEMOro JIeKapCTBEHHOrO npenaparta, a Takke npeanonaraemMble garnbHenne
aencTeung).

8.1. lNpu BbiSBNEHUN deaepanbHbIM OpPraHoOM WCMONHUTENBHON BNACTW, OCYLLECTBASIOWMM  (PYyHKUMM MO
KOHTPOMO M Haa3opy B cdepe 34paBOOXpaHEeHUd, HapylleHWn npaBun Hagnexaiwlen KNMHUYECKOW NpakTUKU fpu
NpOBEAEHUN KITMHUYECKOrO UCCIEA0BaHMSA NIEKAPCTBEHHOIO Npenaparta, BAMSLWUX Ha NOMHOTY U (M) 4OCTOBEPHOCTb
[AaHHOro KIMMHMYECKOro UccrnefoBaHns, yKkasaHHbIN pefepanbHbll OpraH UCMOMHUTENBbHOW BNacTu npuocTaHaBnvBaeT
NpoBeAeHNe LAaHHOTO KMMHUYECKOrO UCCNefOBaHNs U BbIHOCUT MEOMLMHCKON OopraHvM3aluu, B KOTOPOW NPOBOAUTCS
[aHHOe KNMHU4YecKoe uccnegosaHue, npegnucaHne ob ycTpaHeHWW BbISIBAEHHbIX HapylleHui. [pu HeycTpaHeHun
MEOVLMHCKON oOpraHn3aumMen BbISIBMIEHHbIX HapyLWeHUWN B YCTAHOBMEHHbIN B MPeAnUcaHun CpOK  yKasaHHbIN
denepanbHbil OpraH UCMOMHUTENbHOW BriacTM NPUHUMAaET pelleHWe O MNpekpalleHUn npoBeAeHUs KIUMHUYECKOro
uccnegoBaHMsa NekapcTBEHHOro npenapata W HanpaengeT B defepanbHblii OpraH UCMOSTHUTENLHOW BracTu,
OCyLLECTBAAKWMI (PyHKUMM NO BbIpaboTke M peanu3auun rocyaapCTBEHHOW MOMUTUMKM M HOPMaTUBHO-NPaBOBOMY
perynupoBaHuio B cdepe 30paBOOXPAHEHMS!, 3aKMOYEHUE O BbISIBNEHWM MpU NPOBEAEHWMM AAHHOIO KIIMHUYECKOro
nccrnefoBaHUSA HapyLleHWA npaBun Hagnexallen KIMHUYECKOMW MpakTUKM Afs MNPUHATUS pelleHus ob oTMmeHe
paspeLleHnsa Ha opraHusaumilo NpoBeAeHUs AaHHOro KMWMHWYECKOro WUCCRNedoBaHUA C AaTbl MPUHATUS peLleHust O
NPUOCTaAHOBIIEHUUN NPOBEAEHUS KIMMHUYECKOrO UCCeL0oBaHNs NekapcTBEHHOro npenapara.

(vactb 8.1 B pea. PegepanbHoro 3akoHa oT 13.07.2015 N 241-93)

9. YNonHoMo4eHHbI doefeparnbHbIi OpraH UCMONHUTENIbHON BNacT onybnvMKoBbIBAET M pasMellaeT Ha CBOEM
omumansHom cante B cetu "WHTepHeT" cooblieHne O 3aBeplleHuM, MPUOCTAHOBMNEHMU WX NpekpalleHnm
KIMHUYECKOro UccrneaoBaHus nekapCTBEHHOMo npenapaTta s MeanUMHCKOro NPUMEHEHNs1 B CPOK, HE MNPEBbILLAOLLMNA
NsiTU paboynx AHEN Co OHSI ero NONy4YeHus, B yCTaHOBIEHHOM UM MOpsiaKe.

10. YnonHomMo4YeHHbIn peaepanbHbIA OpraH UCMONHUTENbLHOW BriacTM  OCYLLUEeCTBRASeT BedeHWe peecTtpa
uccnegosarernen, NPOBOAALMX UMM NPOBOAMBLUMX KIMHUYECKNE UCCReOoBaHWS NekapCTBEHHbIX npenapaTtoB AN
MeOVUMHCKOro MNpUMEHEHUs,, B COOTBETCTBUM C YTBEPXKAEHHLIMW WM MpaBuraMy U pasMellaeT ero Ha CBOEeM
oduumnansHoM cante B ceTn "MIHTepHeT" B yCTaHOBNEHHOM WM NOpsiaKe. YKaszaHHbIN peecTp COAEPXUT MHopMaLMIo,
NpeayCMOTPEHHY0 MYHKTOM 3 YacTu 8 HacTosALWwen cTaTby.

11. OTyeT 0 pesynbTaTax KIANMHUYECKOTO WCCreoBaHUs feKkapCTBEHHOro npenapaTta And MeauuuHCKOro
NpUMEHeHWs1 COCTaBNSETCS OpraHusaumen, ykasaHHon B yacTtu 3 ctatbu 38 HacTosuwero PefepanbHOro 3akoHa, Ha
OCHOBaHWWN 3aKIYEHUA MeOMUMHCKUX OpraHuM3auun, npoBOAMBLUMX 3TO WUCcnedoBaHWe, W NpeacTaBnseTcs B
YNOSTHOMOYEHHbIN hbedeparnbHbIi OpraH MCNOMHUTENbHOW BracTu, BblOaBLUMA paspelleHne Ha npoBefeHue 3Toro
uccnenoBaHus, B CPOK, He MpeBbllaloWnMA TpeX MeCAUeB CO [HS €ero 3aBepLUeHUs, MPUOCTAHOBIMEHUS UMK
npekpaLleHnsi, B Nnopsigke, yCTaHOBNEHHOM YNOMHOMOYEHHbIM dheaeparnbHbiM OpraHoOM UCMONHUTENBHOW BNACTW.

12. HapyweHue npaBun Hagnexawlen KrMHUYEeCKOM NpakTUKKY, danbcudukaums pesynbTaToB  KIMHUYECKOro
nccrefoBaHus NekapCTBEHHOMO npenapata Ans MEeQMUUMHCKOrO MpUMEHEHUsT BreKyT 3a CcOOOM OTBETCTBEHHOCTb B
COOTBETCTBUM C 3aKoHoAaTenbCTBOM Poccunckon denepaumn.

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

13. MNpu npoBeAEHMM KITMHUYECKOro MCCefoBaHNs NEeKapCTBEHHOrO npenapara Ansg MeguUUHCKOro NMpUMEHEHMS
ponyckaeTtcsa 3abop y naumeHToB buonornyeckux matepmanos (06pasLbl BUONOrMYECKMX XNOKOCTEN, TKAHEN, CEKPEeTOB
N NPOOYKTOB XWU3HEeOEeATEeNbHOCTU 4enoBeka, U3MONOrMYecKMX M MaToNormyeckMx BblAENEeHU, MasKkoB, COCKOOOB,
CMbIBOB, MWKPOOPraHn3MoB, OvoncuiHbIi MaTepuan) ans ux msydeHus B Poccuiickon ®depepauvm un  (unu) 3a
npegenamu Poccuinckon ®egepauuu.

(B pean. PenepanbHoro 3akoHa ot 22.12.2014 N 429-903)

14. Mopsgok Beo3a B Poccunckyto Pegepaumio 1 BbiBo3a 3a npegensl Poccunckon degepaumm Or1onormyeckmnx
MaTepuanoB, MOMYYEHHbIX MpU MPOBEAEHUN KIMHMYECKOrO MCCNeaoBaHWs NeKapCTBEHHOro npenapaTta  Ans
MeaMLMHCKOro NpuMeHeHus1, yctaHasnueaeTcs NpasuTtensctBom Poccuiickon ®epepauuu.
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®epnepanbHbiii 3akoH 0T 12.04.2010 N 61-03

(pea. ot 03.07.2016)
0 " [JokymeHT npegoctasneH KoHcynbTaHTINOC
06 obpalleHnM NekapCTBEHHbIX CPeacTB [laTa Coxpanermst: 09,03.2017

(c usm. u gon., BCTYN....

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

Cratba 41. [JoroBop 0 NpoBeAeHUn KNMHUYECKOro UCCcrieqoBaHns NekapCTBeHHOro npenapara Ans MeauUuHCKoOro
NpUMeHeHns:

1. KnuHunyeckoe uccnegoBaHuMe NeEKapCTBEHHOro npenaparta Ans MeOULMHCKOro NMpUMEHEHUs NMpoBOAUTCS B
COOTBETCTBMM C [JOrOBOPOM O TMNPOBEAEHWMM KITMHMYECKOrO UCCNeaoBaHMst JeKapCTBEHHOro npenapata  Ans
MEAMLMHCKOTO MPUMEHEHMS!, 3aKioYyaeMbiM MEXAy OpraHuM3auuen, MonyyvMBLLIEA pa3peLleHne  YNoSTHOMOYEHHOrO
denepanbHOro opraHa MCMOSIHUTENBLHOW BNACTU Ha OpraHn3aumio NpoBeAEHNsI TaKOro UccneoBaHnsl, U MeLuLMHCKON
opraHusaumen, OCyLLEeCTBASOWEN NpoBeAeHNe TaKoro nccrnegoBaHus.

2. [loroBop O NpOBEAEHUM KITMHMYECKOrO MWCCreaoBaHUA NeKapCTBEHHOro npenapata ans MeauuUHCKOro
NPUMeEHeHNs1 4OMKEH coaepXaThb:

1) ycrioBusi u CpoOKU NPOBEAEHUS AHHOIO UCCeN0BaHUS;

2) onpegeneHve oOWeEN CTOMMOCTM MNPOrpaMMbl [OAHHOIO  MCCrefdoBaHWst C  yKasaHMeM  CyMMbl,
npegHasHavaroLLencs Ans BobinnaTt uccnegoBartensm, COuccrneaoBaTensam;

3) onpegeneHve oOpMbl  MPeACTaBneHUs pes3ynbTaToB [AaHHOrO  MccnegoBaHust B YNOSIHOMOYEHHbIN
deaepanbHbI opraH NCNOSTHUTENBHOW BacTu.

Cratbss 42. duHaHcoBoe obecneyeHne KIMHUYECKOro uccrnegoBaHus JIeKapCTBEHHOro npenapata And
MeaULUMNHCKOro npumMmeHeHunsa

durHaHcoBoe obecneyeHne KNMHUYECKOro WCCRedoBaHUSA fEeKapCTBEHHOro npenapata Ang MeauuUHCKOro
NPUMEHEHNsT OCYLLIECTBMSIETCA 3a CYET:

1) cpeacTB dheaepansHoro GrooxeTa;

2) cpeAcTB opraHu3auumn, NonyYnBLUNX paspeLleHne Ha OpraHu3auuio NpPOBEAEHUS OAHHOTO MCCNEedOBaHWs, B
COOTBETCTBUM C YCIIOBUSIMUM JOTOBOPa O ero npoBefeHuy;

3) MHbIX He 3anpeLLeHHbIX 3akoHoa4aTeNbCTBOM Poccunckon denepaumm NCTOYHUKOB.

CraTb4a 43. I'IpaBa nauyneHToB, y4aCTBYOLWMX B KIIMHNWYECKOM WUCCnenoBaHUM IeKapCTBEHHOro npenaparta Aand
MeaULMHCKOIro npuMeHeHunq

1. YyacTme nauMeHTOB B KIMHUYECKOM WCCMEeOOBaHMU flekapCTBEHHOrO npenapata Ans MegMUUHCKOro
NpUMeHeHns aBnsieTcs JOOPOBONbHBIM.

2. MaumneHT unu ero 3akoHHbIN NpeacTaBuTeNb JOMKEH BbITb MHPOPMUPOBAH B MMCbMEHHOW (hopMe:

1) 0 nekapcTBeHHOM npenapare AN MeaULMHCKOro NPUMEHEHUS N CYLLIHOCTU KITMHNYECKOro nccregoBaHns 3Toro
rnekapCTBEHHOrO npenapara;

2) o 0esonacHOCTM JEeKapCTBEHHOro Mpenapata Ansg MEeOUUMHCKOTO MNPUMEHEHWsl, €ero  OXunaaemoWn
3 DEKTUBHOCTU M CTEMEHN pUCKa AN NAUMEHTa;

3) o6 ycnoBusaAx ydacTus naumMeHTa B KIMHMYECKOM WCCreoBaHUW fieKapCTBEHHOro npenapaTta  Ans
MeOULMHCKOrO NPUMEHEHUS;

4) o uenu unu uensax U NPOAOCIHKUTENBHOCTN KIMHWYECKOro UCCrefoBaHUSA NekapCTBEHHOro npenapata Ans
MEeOULMHCKOrO NMPUMEHEHUS;

5) o pencTBusAx naumeHTa B criydae HenpeaBuAEHHbIX 9EKTOB BMMSAHMA NIEKAPCTBEHHOrO npenapata Ans
MEeOULMHCKOTO NPUMEHEHNSI HAa COCTOSIHNE €ro 340POBbS;

6) 06 ycrnoBusax o6a3aTenbHOro CTPaxoBaHMUS XXU3HW, 300P0BbS NALUEHTA;

7) O rapaHTusiXx KOH(UOEHUManbLHOCTU y4acTus nauueHTa B KIMHWYECKOM WCCNedoBaHWM JieKapCTBEHHOro
npenapata Ansg MeauLUMHCKOro NpuMeHeHus.

3. obpoBonkHOEe cornacue nauMeHTa Ha ydactme B KITMHUYECKOM WCCNeaoBaHWM NeKapCTBEHHOrO npenapaTta
AN MeAMLMHCKOro NMpMMEHEHMS MOATBEPXKOAETCSA €ro NoAMMCbIo MM MOAMUCBHID €ro 3akOHHOro npeacTaBuTeNd Ha
VMHOPMALMOHHOM NNCTKE NauueHTa.

4. TlaumeHT unu ero 3aKkoHHbIM MpeAcTaBuUTENb WMEeT MpaBO OTKa3aTbCA OT y4vyacTUs B KIMHUYECKOM
nccrnegoBaHUM NekapcTBEHHOro npenapaTa Ansg MeQUUMHCKOro NpUMeHeHus Ha nobon ctagum npoBefeHust Takoro
uccregoBaHus.

5. lNpoBefeHne KMMHNYECKOTO UCCRefoBaHUSA feKkapCTBEHHOro npenapaTta And MeOUUMHCKOrO MPUMEHEHUsT C
y4yacTMeEM B KadecTBe MauUMEHTOB OeTer [OoMycKaeTcs TONbKO C COorfnacus B MUCbMEHHOW hopMe nx poauTenen,
ycblHOBUTENEW. [leTn MOryT paccmaTpuBaTbCH B KAYeCTBE NOTEHUManbHbIX NALMEHTOB TaKOro WCCrefoBaHusi, TONbKO
ecnu ero npoBedeHne HeobxoAMMO Ans yKpenneHus 300poBbs AeTen unv  NpodUNakTUKU  MHAEKLMOHHbIX
3aboneBaHni B OETCKOM BO3pacTe nmMbo ecnu Lenbio Takoro WccneaoBaHus SABMSEeTCs MofyyYeHne OaHHbIX O
Haunyylwen [03MPOBKE NEKapCTBEHHOro npenaparta Ans nedyeHus geten. B aTux cnyyasx TakoMmy uccrnegoBaHUIo
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®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapcTBeHHbIX cpeacTs"”

(c usm. u gon., BCTYN....

[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHnus: 09.03.2017

OOMMKHO NpeaLlecTBOBaTb KIMHNYECKOE MCCreAoBaHMe NIEKapCTBEHHOMO npenapata Ans MeAWLMHCKOro MNpUMEHEHUs
Ha COBEPLUEHHONETHUX rpaxgaHax, 3a MWCKITIYEHUEM CryvaeB, €Cnv UCCMeAyeMbI fiekapCTBEHHbIN npenapaTt Ans
MEAMLMHCKOro NPUMEHEHUS NpeaHa3HayYeH NCKMIYNTENBHO ANS UCNOMb30BaHMS HECOBEPLUEHHOMNETHUMU IpaXKaaHaMu.
(B pea. PegepanbHoro 3akoHa oT 22.10.2014 N 313-93)

6. 3anpellaetca npoBedeHMe KIMHUYECKOrO UCCNeaoBaHMS NeKapCTBEHHOro npenapata And MeauuMHCKOro
NPYMEHEHMS C y4acTMeM B Ka4eCTBE NaLUEHTOB:

1) oeTen-cnpoT n aeTen, octaBunxcsa 6e3 nonevyeHns pogutenen;

2) XeHLWWH B nepmnod 6epeMeHHOCTH, XXEHLLMH B NEPUOL TPyOHOr0 BCKapMIIMBaHWUS, 3a MCKIIOYEHWEM Cry4aes,
€Ccnn NpoBOAUTCSA KIMHMYECKOE WCCreAOBaHUE JeKapCTBEHHOrO mnpenapara, npefgHa3HaYeHHOro Ans  yKasaHHbIX
XKEHLUMH, NpY yCNOBUN HEOHXOOMMOCTM MOMyYeHUs MHOpPMauUMM TOMbKO BO BpeMsi MPOBELEHUS COOTBETCTBYHOLLMX
KNMHUYECKNX UCCIEeL0BaHUN N MPUHSATUS BCEX HEOBXOAMMBIX MEP MO UCKITIOYEHUIO pUCKa HAHECEHNSI BPEAA KEHLLMHE B
nepuog 6epeMeHHOCTH, XKEHLIUHE B MEPUOA IPYLHOTO BCKapMIMBaHMWS, MIogy Unun pebeHky;

3) BOEHHOCNyXallUMX, 3a MCKIIYEHNEM Crly4yaeB MNPOBEAEHMS KITMHWYECKOTO MCCNEeAoBaHWsS JEeKapCTBEHHOIO
npenapara, cneumanbHO pa3paboTaHHOro A5 NPMMEHEHMS B YCIIOBUSAX BOEHHbIX 4ENCTBUN, Ype3BblYaMHbIX CUTyauun,
NPoMNakTUKM 1 nevyeHns 3aboneBaHnUn n NopakeHW, NOJTyYEHHbIX B pe3ynbTaTe BO3AENCTBMS HEeOMaronpusiTHbIX
XUMUYECKMX, Buonormyecknx, pagnaumoHHbIX GakTopoB. KnuHmyeckoe wccneaoBaHUE TakKoro feKapCTBEHHOro
npenapata MOXeT NPOBOAMTLCA C YyyacTMeM B KayecTBe MaUMEHTOB BOEHHOCMYXallMX, 3a MWCKMYEeHneM
BOEHHOCMYXaLLMX, NMPOXOAALWNX BOEHHYK crnyxby no npusbiBy, C cobnogeHnem TpeboBaHU, YCTaHOBMEHHbIX
HacTosAwmM PefepanbHbIM 3aKOHOM B OTHOLLEHWUN TPaXKAaHCKMX ML,

4) cOTPyAHMKOB NPaBOOXPaHUTENbHbBIX OPraHoB;

5) nuu, oTGbIBaKOLWNX HAKa3aHWe B MecCTax IuLIeHMs cBOOOAbl, a Takke UL, HaXOAsLWUXCHA Mop CTpaxen B
CneacTBEHHbIX U30nATopax.

7. DonyckaeTcsa npoBedeHME KIIMHUYECKOro UCCneaoBaHWUs NEeKapCTBEHHOro npenapata Ans MeOUUUHCKOro
NPUMEHEHWS, NpegHa3HAYEeHHOro AN NeYeHns NCUXnYecknx 3aboneBaHnii, ¢ yHacTMeM B KadecTBe MaUUEHTOB L, C
NCUXMYeCcKMMn 3aboneBaHNs MK, MPU3HAHHBLIX HELEeecrnoCOOHbIMW B MOPsSiAKE, YCTAHOBMEHHOM 3aKOHOOATENbCTBOM
Poccuiickon ®epepauun. KnmHudeckoe nccnenoBaHne IEKapCTBEHHOrO npenapata B 3TOM Clydae MpoBOAUTCSA Mpu
HanuuMm cornacusa B NUCbMeHHOM hopMe 3aKOHHbIX NPeacTaBUTENEN YKasdaHHbIX Nuu,.

Cratbss 44. Ob6sa3aTenbHoe CTpaxoBaHUe XW3HW, 300pOBbA NauueHTa, YydacTBywwero B  KIUWHUYECKOM
ncenegoBaHnMn nekapcTtBeHHOro npenaparta and MmeguumHCKOro npuMmeHeHmna

(B pen. PegepanbHoro 3akoHa ot 29.11.2010 N 313-03)

1. OpraHusaums, nonyyYuBLIas paspelleHne Ha OpraHuM3aumio NpPoBeAEeHUST KIMHWYECKOro wuccriegoBaHus
neKkapCTBEHHOro npenapara Anst MeauLUMHCKOro npuMeHeHus, obs3aHa B KayecTBe CTpaxoBaTensi CTpaxoBaTb PUCK
NMPUYMHEHNS Bpeda XM3HW, 300POBbI0 MauWeHTa B pesynbTaTe MPOBEAEHWUs  KIIMHUYECKOro  UCCrefoBaHus
neKkapcTBEHHOro npenapaTta AN MeAMUMHCKOro MNPUMMEHeHWs 3a CBOW cyeT MyTeM 3akfiloyeHuss [orosopa
005a3aTenbHOro CTpaxoBaHus.

2. ObbeKkToM 006SA3aTENbHOrO CTPaxOBaHWS SABMSETCH WMMYLLECTBEHHbI WHTEpeC nauueHTa, CBA3aHHbIA C
NpUYMHEHNEM Bpeda €ero >XW3HW WNM 300pOBbl0 B pesynbTate nNpoBedeHVS  KITMHWYECKOro  MUCccrneaoBaHus
nekapCcTBEHHOro npenapata Ans MeguumMHCKOro NpUMeHeHNs.

3. CTpaxoBbIM crlyyaeM no A0oroBopy 0693aTenbHOro CTpaxoBaHWs SBNSETCH CMepTb NauneHTa unu yxyaweHue
€ro 340poBbs, B TOM YuCrie BriekyLlee 3a coboin yCTaHOBMEHWE MHBANNAHOCTW, MPU HanNMynM MNPUYUHHO-CrEACTBEHHOMN
CBA3N MexXAay HacTynreHnemM atoro cobbiTva 1M y4acTmeM naumeHTa B KIMHUYECKOM WCCIeAoBaHWM feKapCTBEHHOro
npenapara.

4. TpeboBaHus O BO3MELLEHUW Bpeda, NPUYUHEHHOrO >XU3HWM WNW 340POBbLI0 NauMeHTa, nNpeabsBMASOTCA B
Te4YeHne CPOKOB UCKOBOW AaBHOCTU, YCTAHOBIEHHbIX MPaXXAaHCKMM 3aKOHOOATENbCTBOM.

5. Paamep cTpaxoBow BbinnaTbl N0 4OroBOPY 00s3aTeNbHOro CTPaxoBaHWs COCTaBnsET:

1) B cnyvae cmepTy naumeHTa ABa MUMNNOHa pybnen Ha Kaxgoro nauueHTa, y4acTBOBaBLUEro B KITMHWYECKOM
nccneaoBaHUY NekapcTBEHHOro npenapaTa;

2) npu yxyAweHn 300poBbs NaumneHTa:

a) noenekwem 3a cobor ycTaHOBREeHWe MHBanMAHoCcTW | rpynnbl, OAMH MWINWOH MNSATLCOT ThICAY pybnen Ha
KaXxgoro nauueHTa, y4acTBOBaBLUEro B KIIMHUYECKOM UCCIEeA0BaHUN NekapCTBEHHOIo NpenapaTa;

6) noBnekwem 3a cobon ycraHoBNeHne nHBanuaHocTtu |l rpynnbl, OAMH MUAMWOH pybren Ha KaXaoro nauueHTa,
y4acTBOBaBLLErO B KIMHNYECKOM MCCreAoBaHMNN NIekapCTBEHHOro npenapara;

B) NOBreKLWeM 3a cobon ycTaHoBNEHNe nHBanuagHocTu i rpynnbl, NATECOT ThicAY pybnen Ha Kakgoro naumneHTa,
y4yacTBOBaBLLErO B KNMHWYECKOM UCCref0oBaHUN fiekapCTBEHHOro nNpenapaTa;

r) He NoBrfeKLWeM 3a COOON YCTaHOBNEHUA MHBANUOHOCTM, He Gonee 4eMm TpucTa Thicad pybren Ha Kaxgoro
nauveHTa, y4acTBOBaBLUErO B KIMMHUYECKOM WCCrefoBaHUW feKkapCTBEHHOro npenapaTa, UCXoAs M3 HOpMaTWBOB,
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®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapcTBeHHbIX cpeacTs"”

(c usm. u gon., BCTYN....

[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHnus: 09.03.2017

OTpaxaloLLMX XapaKTep 1 CTENEHb MOBPEXAEHNS 300POBbS, a TakKe (PaKTUYECKM MOHECEHHBIX MaUMEHTOM pacxodoB,
BbI3BaHHbIX NOBPEXAEHMEM 300POBbs, Ha MEOULMHCKYHO MOMOLLb, NPUobpeTeHne nekapCcTBEHHbIX NpenapaTos.
(nn. "r" B pea. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)

6. YTpatun cuny ¢ 1 nons 2015 roga. - PegepanbHbii 3akoH 0T 22.12.2014 N 429-03.

7. Cpok gorosopa 06s13aTenbHOro CTpaxoBaHUs HE MOXET OblTb MeHee, YeM CpOK NpoBefeHUst KIMHUYECKOrO
nccrefoBaHus NekapCTBEHHOMO Npenapara.

8. Ycnosus goroBopa 00A3aTenbHOINO0 CTpaxoBaHUSA, B TOM 4YWcle cTpaxoBble Tapudbl no obssaTensHoMy
CTpaxoBaHWUO, MepevyeHb HeoOXOAMMbIX [OOKYMEHTOB [Afsl OCYLWeCTBEHWS CTPaxOBOW BbiMMAaThbl, MNOPSOOK
YCTaHOBIEHMWSA CTpaxoBaTenemM UHANBMAOYanbHOro MAEHTUMUKALMOHHOIO KoA4a naumeHTa, Nopsaok MHOPMUPOBAHUS
CTpaxoBaTenemM CTpPaxoBLUMKA O MPUBMAEYEHHbIX K KMUHUYECKOMY MCCefoBaHWI0 feKapCTBEHHOro npenaparta Ans
MEeOMLMHCKOro NpUMeEHeHUs nauneHTax, nopsagok ynnaTbl CTpaxoBOW NpemMuun, MOpsiAOK peanusauum onpefeneHHbIX
HacTosawmm PefepanbHbIM 3aKOHOM U ApyrMMy doeeparnbHbIMU 3aKoHaMu Npae U 00s3aHHOCTEN CTOPOH MO J0roBOpy
06s3aTeNbHOrO CTpaxoBaHUSA, a Takke HOPMaTWuBbI, OTpaXallne XapakTep U CTeneHb MNOBPEeXAEHUS 340pOBbS,
yCTaHaBNMBalTCs TUMOBLIMU NpaBuiaMm 0693aTeNbHOro CTpaxoBaHus.

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

9. B cnyyae npuuuHeHWss Bpeda XKW3HM NauMeHTa, Y4yacTBOBaBLUErO0 B  KIMHUYECKOM  UCCrefoBaHum
nekapCTBEHHOro npenapara, Bbirogonpuobpetatensamy Mno LOroBopy 00A3aTenbHOro CTpaxoBaHWsl  SABNSOTCS
rpaxgaHe, MMeKLLME NPaBo Ha BO3MELLEHVE Bpeda B Cryvyae CMepTM KOpMuUIbLia B COOTBETCTBUM C TpaKOaHCKUM
3aKOHOAATENbCTBOM, MPW OTCYTCTBMU TaKUX FPaXKaaH - POAUTENW, Cynpyr, AETU yMepLUEro nauMeHTa, y4acTBOBaBLUENO
B KIIMHMYECKOM WCCMEOOBaHMU JEKapCTBEHHOro Mpenapata, B ClyvYae CMepTyM nauueHTa, Yy4yacTBOBaBLUErO B
KNMHUYECKOM MCCregoBaHUM NekapCTBEHHOMo NpenapaTta U He MMEBLLEro CaMOCTOATENbHOro 4oxo4a, - rpaxgaHe, Ha
WKOMBEHNN KOTOPbIX OH HAXOOUICsl, B OTHOLLEHUN BO3MELLIEHMS PacXOA0B Ha norpebeHne naumeHTa, yd4acTBOBaBLUENO
B KMMHMYECKOM MCCreaoBaHUKN NeKkapCTBEHHOro npenapara, - Lo, NoOHecLLIee Takne pacxoapl.

10. CtpaxoBas BbiNfata B CYET BO3MELLEHWUs] Bpeda, MPUYMHEHHOIO >XM3HU MauMeHTa, Yy4yacTBOBaBLUETO B
KNMMHUYECKOM UCCReOBaHUM fekapCTBEHHOrO MpenapaTta, pacnpedensercs Mexay BblrogonpuobpeTtaTensiMu
NPONOPLIMOHANbHO MX KONMMYECTBY B PaBHbIX AONSX.

11. Tpu HacTynneHum CTpPaxoBOro cnyyas MauueHT, y4acTBOBaBLUMM B  KIMHWMYECKOM  WCCREeAOoBaHUM
nekapcTBEHHOro npenapara, BeirogonpuobpeTtaTenb Bnpase NpeabsBUTb HENOCPELCTBEHHO CTPAXOBLUMKY TpeboBaHue
0 BO3MeLLeHUM npudnHeHHoro Bpeda. CTpaxoBas BbinnaTa OCyLLeCcTBSAeTCA CTPaxoBLLUMKOM B TedeHue TpuauaTt aHen
CO [HSA npeacTaBreHnss HeobxoauMbiX OOKYMEHTOB. [laumMeHT, y4acTBOBaBLUMA B KIMHUYECKOM WCCNenoBaHUU
nekapCTBEHHOro MpenapaTa, uMnu BbirogonpuobpeTatenb 00s3aH COOOWNTbL CTPaxOBLUMKY AN OCYyLLIEeCTBIEeHMs
CTpaxoBOW BbINfAaTbl MHAMBMAYaNbHbIN UOEHTUMUKALUMOHHLIM KO4 MauMeHTa, YCTAHOBIEHHbLIM CTpaxoBaTenem B
COOTBETCTBMM C TUMOBbLIMW NMpaBunamMmm ob6a3aTenbHOro CTpaxoBaHus.

12. o nonHoro onpegeneHvs pasmepa noanexawero BO3MELLEHUI0O Bpeda CTPaxoBLUMK MO  3asBfEHUIO
naumeHTa, y4yacTBOBaBLUEro B KIMHWYECKOM UCCNeaoBaHMM NEeKapCTBEHHOro npenapaTta, WM 3asiBrEeHUto
BblirogonpuobpeTatens BrnpaBe OCYLIECTBUTb YacTb CTPaxoBOW BbINMaTbl, COOTBETCTBYIOLYI  (aKTU4eCKU
ONpefeneHHon YacTu NPUYMHEHHOrO Bpeaa.

13. CrpaxoBas BbiMnaTa B COOTBETCTBUM C [AOrOBOPOM 0Osi3aTENbHOrO CTPaxoBaHWS OCYLLECTBNAETCA
HEe3aBMCMMO OT BbIMMaT, NPUYMTAIOLLNXCS NO APYrMM BUaaM CTPaxOBaHUS.

14. He ponyckaeTcsa yyacTue naumMeHTa B NpOBEAEHUN KMMHUYECKOrO UCCrefoBaHNs NeKapCTBEHHOIO npenapaTa
npu OTCYTCTBMM JOrOBOpa 06513aTeNbHOr0 CTpaxoBaHUs.

15. KoHTponb 3a WCMOMHEHWEM OpraHu3auven, MonyyYMBLLIEN paspelleHne Ha OpraHuM3auuio NpoBedeHus
KMMHUYECKOTO WCCMELOBaHUSA FEKapCTBEHHOIO npenapata Afs  MeAWUMHCKOrO MPUMEHEHUsl, YCTaHOBMEHHOMW
HacTosILLen cTaTben 00A3aHHOCTM MO 0b6A3aTenbHOMY CTPaxOBaHWIO KU3HW, 300POBbS MaUMeHTa, Y4YacTBYHOLLEro
(y4acTBOBaBLUErO) B KMMHUYECKOM MCCEeoBaHMM FIEKAPCTBEHHOrO npenapara, OCYLLEeCTBMSETCS YNONMHOMOYEHHbIM
denepanbHbiM  OPraHOM UCMOSMHUTENbHOM  BfacTW, BblAaBLUMM  paspelleHne Ha MpoBeAEHME  KITMHUYECKMX
nccnenoBaHuM NekapcTBEHHbIX NpenapaToB AN MegULMHCKOrO NPUMEHEHMS.

naga 8. MPOM3BOACTBO U MAPKUPOBKA NEKAPCTBEHHbLIX CPEACTB
CrtaTtbs 45. [pon3BOACTBO NekapCTBEHHbIX CPEACTB

1. Mpon3BOACTBO NeKapCTBEHHbIX CPeACcTB [OOMKHO COOTBETCTBOBATb TpeboBaHMAM MpaBun Hagnexallen
NPON3BOACTBEHHON NPAKTUKW, YTBEPXKAEHHBbIM YNOMHOMOYEHHbIM dedeparnbHbiM OpPraHoOM WUCMONHUTENbHON BracTy.
OcobeHHOCTM Nnepexofa NpOM3BOACTBA OTAENbHbIX NEKAPCTBEHHbIX CPeACTB K MX MPOM3BOACTBY B COOTBETCTBUM C
TpeboBaHNsMM NpaBun Haanexaluen NPoOM3BOACTBEHHON MNpakTUKK ycTaHaenueatTca [NpaBuTensctBoM Poccuiickon
depepaumun. Bbigada 3aknoveHUin 0 COOTBETCTBUM NPOU3BOAUTENST NIEKAPCTBEHHbIX CpeacTB TpeboBaHusM npaBwn
Hagnexalle NpPoM3BOACTBEHHOW MPAKTUKW OCYLUECTBMSETCA MO pe3ynbTaTam WMHCNEKTMPOBAHUSA MNpousBoavTenen
neKkapCcTBEHHbIX CPeACTB B nopsake, ycraHoBneHHoM [lpaBuTenbctBoMm Poccuiickon Pepepaumun. Pasmep nnatbl 3a
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®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapcTBeHHbIX cpeacTs"”

(c usm. u gon., BCTYN....

[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHnus: 09.03.2017

BblJayy 3aKrno4YeHns O COOTBETCTBUM MPOU3BOAUTENSA NEKAPCTBEHHbIX CPeacTB TpeboBaHWsM NpaBun Haanexallen
Npon3BOACTBEHHOW MPaKTUKK ycTaHaBnueaeTcs [NpaButensctBom Poccuiickon Pepepauun. MNopsigok opraHnsaumm u
NPOBELEHNS WHCMEKTMPOBAHMS MPOU3BOAMTENEN IEKApCTBEHHbIX CPEACTB Ha COOTBETCTBME TpeboBaHMAM npaBwuin
Haanexaller NpoM3BOACTBEHHON NpaKTMKM ycTaHaBnmBaeTcs NpasutensctBom Poccuiickon ®eagepaunu.

(B peqn. PenepanbHbix 3akoHOB OT 25.06.2012 N 93-03, o1 22.10.2014 N 313-03, o1 22.12.2014 N 429-03)

2. lNMpoun3BoacTBO NeKkapcTBEHHbIX cpeacTB B Poccuiickon depepaumm OCYLLECTBISETCS NPOU3BOAUTENSIMM
NeKkapCTBEHHbIX CPeACcTB, WUMEKLWUMU TNULEH3UI0 Ha MpPOU3BOACTBO JIEKapCTBEHHbIX cpeAcTB. [loaTBepxaeHuwe
COOTBETCTBMS fMLUEH3WaTa MnpaBuraM Haanexalwlenh MNpou3BOACTBEHHOW MPaKTUKU OCYLLECTBASETCA B pamMKax
NMLIEH3NOHHOIO KOHTPONSA B COOTBETCTBUM C 3akoHogaTenbcTBoM Poccuiickon degepaumm € y4eToM OCODEHHOCTEN,
yKa3aHHbIX B YacTu 1 HaCTosLLEen cTaTbMm.

(B pea. PenepanbHbix 3akoHOB 0T 22.10.2014 N 313-93, o1 22.12.2014 N 429-03)

3. Mpon3BoACTBO NEKAPCTBEHHBIX CPEACTB OCyLLecTBNseTca ¢ cobniogeHnem TpebGoBaHUM MPOMBbILINIEHHOTO
pernamMeHTa, KOTOpbI YTBEPXKAAETCA PyKOBOAMUTENEM NPOM3BOAMTENS] NEKAPCTBEHHbLIX CPeACTB M BKMYaeT B cebs
nepeyveHb Mcnonb3yemMbix papMaueBTUYECKnX CyOCTaHUMA M BCMOMOraTenbHbIX BELLEeCTB C yKa3aHueM KonmyecTBa
Kakgoro M3 HuX, faHHble 00 Mcnonb3yeMoMm o6opyaoBaHMM, OMNMCaHWE TEXHOMOrMYeckoro npouecca M MeTOLOoB
KOHTPOIs Ha BCEX aTanax Npou3BOACTBA NeKapCTBEHHbIX CPEACTB.

4. Ipn NPOM3BOACTBE NIEKAPCTBEHHLIX CPEeACTB UCNONb3ylTca bapmaueBTuyeckne cybcTaHuum, BKMOYEHHbIE B
rocyapCTBEHHBIN PEeCcTp NEKapCTBEHHbIX CPEACTB, 3a UCKMYeHMEM hapMaLeBTUYECKUX CyOCTaHUuin, MPON3BOaANMbIX
AN NpoBefeHus KIMMHUYECKNX UccnedoBaHui M Ans akcrnopTta. K npoueccy npovsBoAacTBa  dhapmaleBTUHECKON
cybcTaHuumn oTHocATcs Nobble CTagum TEXHOMOrMYECKoro npouecca, Mo3BONSALWMNE MOMYyYUTb TOTOBbIA  MPOAYKT,
cooTBeTCTBYIOWMUA TpeboBaHnaM dapmakonenHon crtatbl, B TOM uucne epMeHTaumsi, IKCTPaKkumsl, O4YMCTKa,
BblaeneHve, nepekpmucTannmsaumsi, BoiCyLUMBaHUE, NU3MENbYEHNE.

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

4.1. lepeyeHb NneKapCTBEHHbIX MNpenapatoB ANs MEeOULMHCKOTO MNPUMEHEHWUsl, B OTHOLUEHUW KOTOPbIX
ycTaHaBnmBaTcst TpeboBaHMsA K 00beMy Tapbl, YNAKOBKE WM KOMMIEKTHOCTM, MEpeyveHb JeKapCTBEHHbIX MpenapaToB
0N BETEPUHAPHOTO NPUMEHEHUS], B OTHOLLEHNM KOTOPbIX yCTaHaBnMBalTcs TpeboBaHusA k obbemy Tapbl, a Takke
TpeboBaHMs K 06BEMY Tapbl, YNAKOBKE 1 KOMMIIEKTHOCTU NEKapCTBEHHbIX NpenapaToB ANg MeOULUHCKOrO NMPUMEHEHUS,
TpeboBaHnss Kk oObeMy Tapbl NEKAPCTBEHHbIX MpenapaToB AfsS BETEPUMHAPHOIO0 MPUMEHEHUs  onpenenstTcs
COOTBETCTBYIOLLMMWN  YNONHOMOYEHHbIMK  dbefepanbHbiMM - OpraHamMu — UCMOMHUTENBHOM  BNacTM B NOPSAKeE,
ycTaHoBneHHoM [NpaButenscTtBoM Poccuiickon deaepavmm.

(vactb 4.1 B pea. PegepanbHoro 3akoHa oT 14.12.2015 N 374-93)

4.2. OpraHusauuu, OCYLLECTBMSIOWNE MNPOM3BOACTBO (hapMaueBTMYECKOM CcyOCcTaHuMM cnmpTa 3TUIIOBOro
(3TaHona) onsi NPOM3BOACTBA CNUPTOCOLEPXKALLUMX JIEKAPCTBEHHbIX MpernapaToB, 00s3aHbl OCYLLECTBMAATbL Y4YeT W
JeKknapupoBaHue B nopsiake, yCTaHOBMEHHOM cTaTbsaMu 8 n 14 depepanbHOro 3akoHa ot 22 Hoabpsa 1995 roga N
171-®3 "O rocynapCTBEHHOM perynupoBaHMM npousBogcTBa M obopoTa STUIOBOMO CNMpTa, ankoronbHOW W
cnupTocozepallen npogykumm n ob orpaHnyeHMn NnoTpebneHus (pacnmuTus) ankororibHoW NPoAyKLMKn”.

(vacTb 4.2 BBegeHa depepanbHbiM 3akoHom oT 03.07.2016 N 261-D3)

5. 3anpelaeTtcs Npon3BOACTBO:

1) nekapCTBEHHbIX CPEACTB, HE BKIMOYEHHbIX B TOCYAapCTBEHHbLIN PEECTP JIEKAapCTBEHHbIX CPeacTB, 3a
WCKITHOYEHMEM NEKAPCTBEHHbIX CPEACTB, MPOM3BOAUMbIX A5 NPOBEAEHMUS KIMHUYECKUX UCCNeoBaHWI U ONsi SKCMOPTa;

2) hanbcndmnLmMpoBaHHbIX NeKapCTBEHHbIX CPEACTB;

3) nekapcTBEHHbIX CPeAcTB 6e3 NULEH3MM Ha NPOM3BOACTBO JIEKAPCTBEHHLIX CPEACTB;

4) nekapCTBEHHbIX CPeACTB C HapylleHMeM MpaBuil OpraHu3auuMu MpouM3BOACTBA WM KOHTPOMsS KayecTBa
nekapCTBEHHbIX CPeACTB.

6. MNpn BBOOE NEKAPCTBEHHbIX CPEACTB B rpaOaHCKUMM OBOpPOT YMONTHOMOYEHHOE MU0 MNPOU3BOLMTENS
NeKapCTBEHHbIX CPeACTB OCYLUECTBNAET NOATBEPXKAEHWE COOTBETCTBUS IEKApCTBEHHbLIX CpeacTB TpeboBaHusAM,
YCTaHOBMEHHbIM NPU UX rocyaapCTBEHHON perncTpaunn, n rapaHTUpyeT, YTO NeKapcTBEHHbIe CPeacTBa NPOU3BeaeHb! B
COOTBETCTBMM C TPeOOBaHMAMN NPaBUIT HaANexallen NPOM3BOACTBEHHON MPAKTUKN.

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

7. YNOMHOMOYEHHbIM JIMLIOM NMPOU3BOAUTENS JTIEKAaPCTBEHHbBIX CPEACTB SABMSETCH ero paboTHWK, aTTeCTOBaHHbIN B
YCTAHOBMEHHOM YMOSIHOMOYEHHbIM hbeaeparnbHbIM  OpraHOM  UCMOMHUTENBbHON BMAcTU MOPSIAKE M MMEKLWMN CTax
paboTbl He MEHee 4eM NATb NeT B 0obnacTu Npou3BOACTBA M (MNM) KOHTPONSA KavyecTBa NeKapCTBEHHbIX CPeacTs,
BbicLLee 06pa3oBaHMe COOTBETCTBEHHO MO OOHOW M3 cneumanbHOCTER U (UnNn) OOHOMY M3 HarnpaBreHW NoArOTOBKW:
Buonorusa, GuoTexHonorusl, BeTEpUHapus, KNMHUYeckas MeuuuHa, paguauvMoHHas, XMmuyeckas n  Buonorvdeckas
3awmTa, hapmaums, pyHoaMmeHTanbHas MeguumnHa, XuMu4eckas TEXHOMNOrMs, XMMus.

(vacTb 7 B peq. PenepanbHoro 3akoHa ot 22.10.2014 N 313-93)

8. lMpounsBoguTenn nekapCTBEHHbIX CPEACTB MOryT OCYWECTBNATb MpPOAaxy IeKapCTBEHHbIX CPEACTB MWnu
nepegasaTb MX B yCTAHOBNEHHOM 3akoHogaTensCcTBOM Poccuiickon Pefepaumm nopsgke:

1) opyrMum npoun3BoanTensaM nekapCTBEHHbIX CPeacTB ANs NPOM3BOACTBA NEKapCTBEHHbIX CPeaCTB;
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2) opraHv3aumsiMm ONTOBOW TOProBNM fiekapCTBEHHLIMU CPEACTBaMU;

3) anTe4HbIM opraHu3auusimM, BEeTepMHaPHbBIM anTeYHbIM OpraHM3auusam, MHOMBUAYaNbHBIM NpeanpuHUMAaTENaM,
UMEHLLUM JTMLEH3UIO Ha (hapMaLeBTUYECKYIO AEATENBbHOCTb UMW NNLIEH3NIO HA MEOULIMHCKYHO AeSATENbHOCTD;

4) Hay4HO-UccneoBaTenbCKUM OpraHM3aLmaM Ansg Hay4yHo-uccnenoBaTensckon paboThbl;

5) MeguuUHCKMM opraHmM3aLumsam U BETEPUHAPHbBIM OpraHu3auunsm;

6) opraH13aumsiM, OCyLLECTBIAIOLMM pa3BefeHne, BbipalluBaHUE U COAep)KaHME XNBOTHbIX.

CrtaTtbs 46. MapkupoBka NekapCTBEHHbIX CpeacTB

1. JlekapcTBeHHblE MNpenapaTbl, 3@ MCKIOYEHNEM JIEKAPCTBEHHbIX MpenapaToB, MW3roTOBMEHHbLIX anTeYHbIMU
opraHnsaumsiMy, BeTepuHapHbIMU anTeYHbIMU OpraHn3aLmMaMm, MHOMBUAYaNbHBIMU NpeanpuHUMaTENaMU, UMELUMU
NMLEH3NI0 Ha (hapMaLeBTUYECKYIO AeATENBHOCTb, AOMMKHbLI MOCTynaTh B o6palleHune, ecrnu:

1) Ha WX NEepBMYHOM YNaKOBKE (3a WCKIIOYEHMEM MEPBMYHON YMAKOBKN NEKAPCTBEHHbIX pPacTUTENbHbIX
npenapaToB) XOPOLUO YATAEMbIM LUPUEDTOM Ha PYCCKOM A3bIKE yKa3aHbl HaMMEHOBaHWE JeKapCTBEHHOro npenapara
(MexgyHapogHoe HenaTeHTOBaHHOE, UMK TPYNNUPOBOYHOE, UMM XUMMUYECKOE, UMM TOProBOE HaMMEHOBaHME), HOMEpP
cepuu, gaTta Bbinycka (4ns MMMYHOOMOMOrMYecKnx NeKapCTBEHHbIX MpenapaToB), CPOK FO4HOCTM, LO3MPOBKA UMK
KOHLUEHTpauus, 06beM, aKTUBHOCTb B eANHMLAX OENCTBUS W KONIMYECTBO J03;

(B pea. ®enepanbHbix 3akoHOB OT 11.10.2010 N 271-®3, o1 22.12.2014 N 429-03)

2) Ha ux BTOPUYHOM (MOTPEOMTENBCKOWN) YNakoBKE XOPOLLIO YMTAeMbiM LUPUEGTOM Ha PYCCKOM S3bIKE YyKasaHbl
HaVMEHOBaHWe IeKapCTBEHHOrO npenaparta (MeXgyHapogHOoe HenaTeHTOBaHHOEe, WKW rPynnMpOBOYHOE, UIU
XUMUYECKOE 1 TOProBOE HaMMEHOBAHWS), HAMMEHOBaHME NPON3BOAMUTENS NTEKAPCTBEHHOIO npenaparta, HOMEpP Cepuu,
[aTa Bbinycka (419 UMMYHOBMONOrMYecknx NnekapcTBEHHbIX NpenapaTtoB), HOMEP PEerucTpauMoOHHOIO YAOCTOBEPEHNS,
CPOK rofHOCTH, CNocob NpUMEHeHMs, A03UPOBKa MUIN KOHLUEHTpauusi, 06beM, akTUBHOCTb B efuHULAax Aencteust nnbo
KONMMYeCcTBO 103 B YMaKOBKE, NIEKAPCTBEHHas bopma, yCnoBus OTNycKa, YCIOBUS XpaHeHUsl, npegynpeauTernbHble
Haanmcum.

(B peqa. PepepanbHbix 3akoHOB OT 11.10.2010 N 271-93, o1 22.12.2014 N 429-03)

2. dapmaueBTU4eckMe CybCcTaHUMM SOMKHbLI NOCTyNaTh B o6palleHne, eCnmn Ha Ux NEPBUYHON YNakOBKE XOPOLLIO
YynTaembIM LIPUEPTOM Ha PYCCKOM A3bIKE yKaszaHbl HauMeHoBaHMe dapmaleBTUYeckon cybcTaHuum (MexagyHapogHoe
HenaTeHToOBaHHOE, WNW T[PYNNMPOBOYHOE, UMW XUMUYECKOEe W TOProBoe HauMMEHOBaHWs), HauMeHOBaHue
npoussoguTens dapMaleBTUYecKkon cybCcTaHUMM, HOMeEp cepun M gaTa M3roTOBMEHMUS, KONMYECTBO B YMaKOBKE U
€OVHWLIbI U3MEPEHNsT KONMYECTBA, CPOK FOAHOCTU U YCINOBUS XpaHEHNs.

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

3. JlekapcTBEHHbIE CpPeACTBa B KQYECTBE CbIBOPOTOK AOSMKHbBI NOCTYNaTh B oOpalleHMe C yKasaHUEM >KUBOTHOTO,
N3 KpOBW, Nfa3mMbl KPOBU, OPraHOB M TKaAHEW KOTOPOro OHWU MOMyYeEHbI.

4. Ha BTOpMYHYyIO (MOTPEOMTENBCKYH0) YNAKOBKY FIeKapCTBEHHbLIX CPEACTB, NOMyYEeHHbIX U3 KPOBM, Mra3mbl KPOBW,
OpraHoB M TKaHelr 4enoBeka, [OMXHa HaHocuTbcA Haanuck: "AHTuTena k BUY-1, BUY-2, k Bupycy renatuta C u
NOBEPXHOCTHLIN aHTUreH B1pyca renatuta B oTcyTcTByoT".

5. Ha nepBuyHyt0 ymakoBKy W BTOPWYHYK (MOTPEOMTENbCKYO) YNakoBKY  pagvodapMaueBTU4EeCcKnx
NeKapCTBEHHbIX CPeACTB A0JPKEH HAHOCUTLCS 3HAK pagMaLMOHHOW ONacHOCTU.

6. Ha BTOpuyHylo (NOTpedOMTENbCKyH) YMaKoBKY TrOMeOnaTU4eCKMX FeKapCTBEHHbIX MNpenapaTtoB [AOJShKHa
HaHocuTbCs Hagnuek: "FomeonaTudeckmin”.

7. Ha BTOpUYHYO (NOTpebuTenbCcKyto) ynakoBKY NeKapCTBEHHbIX pacTUTENbHbBIX NPenapaToB AOSMMKHA HAHOCUTLCS
Hagnuce: "MNpoaykuuna npoluna pagnaumoHHbIN KOHTPOnb".

8. Ha nepBu4yHylo ynakoBKy (ecrnm And 3TOro0 CywlecTByeT TexHMYeckas BO3MOXHOCTb) M BTOPUYHYIO
(MOTPEbUTENBCKYI) YNaKoBKY NEKapCTBEHHbLIX NpPenapaTtoB, MpPeAHAa3HAYeHHbIX AN KIMHUYECKUX WUCCreaoBaHunm,
JOMKHa HaHOCUTbCA Haanuck: "[na KNMMHUYECKNX nccneaoBaHuin'”.

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

9. YnakoBka NeKapCTBEHHbIX CPeAcTB, MpefHa3HaYeHHbIX WCKMIOYUTENBHO [ANA 3KCMopTa, MapkupyeTcs B
COOTBETCTBMM C TpeOOBaHMAMU CTpaHbl-uMnopTepa.

10. Ha TpaHCnOpTHYK Tapy, KOoTopas He npegHasHadyeHa ans notpebuTtenelm M B KOTOPYH MOMELEHO
neKkapcTBEHHOE CPeACTBO, AOIMKHA HAHOCUTBLCS WHOpMaUMs O HaMMEHOBaHWW, CEpPUM FIEKAapPCTBEHHOro CpPeacTBa,
[aTe BbINyCKa, KONMUYECTBE BTOPUYHBLIX (MOTPEOGUTENBCKMX) YMAKOBOK NEKapCTBEHHOrO CpeacTBa, NpousBoauTene
NeKkapcTBEHHOro CpeAacTBa C ykKazaHMEM HauMMEHOBaHWS WM MEeCTOHaxOXAEeHWs NPOU3BOAUTENS NeKapCTBEHHOro
cpencTsa (agpec, B TOM Yucne cTpaHa u (unn) MecTo MpoM3BOACTBa JIEKApCTBEHHOrO CpeacTBa), a Takke O Cpoke
rogAHOCTM NIEKAapCTBEHHOIO cpeacTBa U 06 YCNOBMSX €ro XpaHEHMST N NepeBO3kKu, Heobxoaumble NpeaynpeamnTerbHble
HaAMMCK U MaHUNYIATOPHbBIE 3HAKM.

11. Ha nepBuyHyt0 ynakoBKy W BTOPUYHYIO (MOTPeOMTENbCKyl0) YMaKOBKY HeKapCTBEHHbIX CPeacTB Aans
BETEPMHAPHOro NPMMEHEHWs A0MKHa HAHOCUTBLCS Haanueb: "[na BeTepnHapHOro NnpumMeHeHns".

12. Ha BTOpUYHYto (NOTpebUTENbCKYI) YNaKoBKY NeKkapCTBEHHOMO NpenapaTta HaHOCUTCS LUTPUXOBOW Kog,.
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_ I'naea 9. BBO3 JIEKAPCTBEHHbIX CPEICTB
B POCCUMCKYIO ®ELQEPALIMIO U BbIBO3 NNEKAPCTBEHHbLIX CPEACTB
N3 POCCUNCKOU ®EOEPALIUUA

(B pen. PepgepanbHoro 3akoHa ot 06.12.2011 N 409-03)

CraTtba 47. lNMopsgok BBO3a NEKapCTBEHHbIX CpedcTB B Poccuinckyio Pegepaumio n BbiBO3a JTEKAPCTBEHHbIX
cpeacts u3 Poccuiickon deagepaumm
(B pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-3)

1. BB03 nekapcTBeHHbIX cpeacTtB B Poccuiickyto defepaumio oCyLLecTBNAETCA B Nopsake, YCTaHOBMEHHOM
MpaButenbctesoM Poccuinckon ®egepaunm, B COOTBETCTBUMN C TAMOXEHHBIM 3aKOHOO4ATENbCTBOM TaMOXEHHOIo CoH3a
B pamkax EBpA33C (ganee - TaMoXeHHbIV COLO3) 1 (Mnn) 3akoHogaTenbcTBOM Poccunckon Pegepaumm 0 TaMOXEHHOM
nene.

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

2. BBosumble B Poccuiickyio Pepepauunio  nekapCTBEHHble cpeactBa  AOS/MKHbl  ObiTb  BKIKOYEHbI B
rocyapCTBEHHbIN PeecTp NeKkapCTBEHHbIX CPeACTB.

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

3. [Honyckaetcs BB03 B Poccuickyto ®Pepepaumio KOHKPETHOW MNapTuyM  3apermcTpyMpoBaHHbIX U (Mnn)
He3aperMcTpMpoBaHHLIX NIEKAPCTBEHHbIX CPeACTB, NpeAHa3HayYeHHbIX AN NPOBEAEHUST KITMHUYECKMX UccnegoBaHum
NEKapCTBEHHbIX NpenapaTtoB, MPOBEAEHUS  SKCMEPTU3bl  NEKAPCTBEHHbIX CPeACTB ANl OCYLLECTBMEHUs
rocyapCTBEHHON perncTpaumnm nekapCTBEeHHbIX NpenapaToB Unn Ans okasaHusa MegULMHCKON NOMOLLM MO XKU3HEHHbIM
NMOKa3aHUAM KOHKPETHOro nalMeHTa Ha OCHOBaHMM paspelleHus, BblAaHHOMO YMNONHOMOYEHHbIM defeparbHbIM
OpraHoM UCMOSHMUTENBHOW BNacTu MO 3asiBNEHMAM UL, YKas3aHHbIX B cTaTbe 48 HacToswero ®egepanbHoro 3akoHa.
PaccMmoTpeHMe Takoro 3asBrieHUst U MPUHATUE peLlleHus O Bblgade paspelleHuMsi Ha BBO3 KOHKPETHOM MapTuu
3aperncTpupoBaHHbIX 1 (UN) HE3aPErMCTPUPOBAHHbIX JTEKAPCTBEHHbLIX CPEACTB, NpedHas3HayYeHHbIX ANs NPOBEeAEHMS
KIMHUYECKUX MCCneaoBaHMA NEKapCTBEHHbIX MpenapaToB, MPOBEOEHUS IKCMepTU3bl NEKApPCTBEHHbIX CPEACTB Ans
OCYLLECTBMEHNSA TOCYAApCTBEHHOW perucTpauuMmM nekapCTBEHHbIX MNpenapaToB WM And OKasaHus MeaULMHCKON
MOMOLLM MO KU3HEHHLIM MOKAa3aHMSIM KOHKPETHOro nauueHta nubo o6 oTkale B Bblgade yKasaHHOro paspeLleHums
NpoM3BOAATCA B CPOK, HE MpeBbllalWmi nNsatn paboumx gHen. nata 3a Bblgady YKa3aHHOTO paspelleHusl He
B3UMaeTCH.

(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-903)

4. B Poccuiickyto defepaumio MOXHO BBO3UTb JIEKAPCTBEHHbIE CPEACTBA, KAuyeCTBO KOTOPLIX MOATBEPXOEHO
cepTMdUKaToOM NPon3BOANTENS NEKAPCTBEHHBIX CPEACTB, YAOCTOBEPSIOLLUM COOTBETCTBME BBO3MMbIX fEKAPCTBEHHbIX
cpencte TpeboBaHWsM hapMakonenHbix cTtaTel nMbo B crnyvyae WX OTCYTCTBUSI HOPMaTUBHOW OOKYMEHTauuMuM unm
HOPMaTUBHOIO JAOKYMEHTA.

(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

5. Banpewaetca BBo3 B Poccuickyto Pepepauunio  anbCnUUMpPOBaHHBIX  JIEKAPCTBEHHbLIX  CPeaCTB,
HeJobpOKaYeCTBEHHbIX NTEKAPCTBEHHbLIX CPEACTB, KOHTPAdaKTHbLIX NEKAPCTBEHHbLIX CPEACTB.

(B pea. PegepanbHoro 3akoHa oT 06.12.2011 N 409-93)

6. dPanbcMduuMpoBaHHbIE NEKapCTBEHHble CpPeacTBa, HegoOpoKayeCTBEHHble FeKapCTBEHHble CcpeacTsa
noanexaT U3bATUIO M MOCNEOYIOWEMY YHUYTOXEHUIO UNnN BbiBO3y M3 Poccuiickon ®Pepepaumun, KoHTpadakTHble
neKkapCTBEHHbIE CPEACTBA - U3BbATUIO M MOCNEAYIOWEMY YHUUTOXEHUIO. YHUYTOXEHWEe unm BbiBO3 M3 Poccuiickon
depepaumm danbcnUUMpPOBaHHbLIX EKAapCTBEHHbLIX CPEACTB, HegoOpOKayeCTBEHHLIX JIEKapCTBEHHbLIX CPEACTB,
KOHTpadhaKTHbIX NeKapCTBEHHbIX CPEACTB OCYLUECTBMSETCA 3a CYEeT Imua, OCyLlecTBMBLUEro uX BBO3. [lopsagok
YHUUTOXEHUA U3bATbIX (hanbCnULMPOBaHHBLIX NEKAPCTBEHHbIX CPeacTB, HeaobpokayeCTBEHHbLIX FEKapCTBEHHbIX
CpeAcTB, KOHTpadaKkTHbIX NeKapcTBEHHbIX CpeacTB ycTaHaBnmBaeTcs NpasutensctBom Poccuiickon ®epepauuu.

(B pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-93)

7. INuua, ocywectensowme BBo3 B Poccuinckyio ®efepauunio anscnuUmMpoBaHHbIX NeKapcTBEHHbIX CPeacTs,
HegobpOKaYeCTBEHHLIX TEKAPCTBEHHLIX CPEACTB, KOHTPAMaKTHbLIX NIEKAaPCTBEHHbIX CPEACTB, HECYT OTBETCTBEHHOCTb B
COOTBETCTBMM C TAMOXEHHBbIM 3aKOHOAATENbCTBOM TaMOXEHHOro cowsa U (Mnu) 3akoHoZaTernbCTBOM Poccuimckon
depepaLmm 0 TaMOXEHHOM aere.

(B pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-93)

8. BbiBO3 nekapcTBeHHbIX CpeacTB n3 Poccuiickon Pegepaumm ocyllecTBrnsieTcst 6e3 NpUMEHEHUs] OrpaHUYeHni,
YCTaHOBMEHHbIX TAaMOXEHHbIM 3aKOHOAAaTENbCTBOM TaMOXEHHOro cot3a M (Mnu) 3akoHogaTenbCcTBoM Poccuinckon
depnepaumm o rocyaapCTBEHHOM PerynmMpoBaHnM BHELLHETOProOBOM OEATENBHOCTMW.

(B pea. PenepanbHbix 3akoHOB 0T 06.12.2011 N 409-93, o1 25.11.2013 N 317-d3, o1 22.12.2014 N 429-$3)

CrtaTtbs 48. FOpugmyeckne nuua, KOTOpbIM paspeLleH BBO3 NeKkapcTBEHHbIX cpeacTs B Poccuiickyto ®enepauinio
(B pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-93)
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®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapcTBeHHbIX cpeacTs"”

(c usm. u gon., BCTYN....

[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHnus: 09.03.2017

JlekapcTBeHHble cpeacTBa B Poccuiickyto degepaumo MOryT BBO3UTb:
(B pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-3)

1) nponssogmMTEnn NekapCTBEHHbIX CPEACTB ANs Lenen cCo6CTBEHHOro NPOM3BOACTBA NEKAPCTBEHHbIX CPeacCTB;

2) MHOCTpaHHble pa3paboTyYMKM JIEKAaPCTBEHHbIX CPEACTB W MHOCTPaHHble NPOU3BOOAUTENW JEKAPCTBEHHbIX
CcpencTs Unv Apyrue lopugnyeckmne nuua no nopyydeHuio paspaboTyvka NekapCTBEHHOIO CpefcTBa Ansi NPOBeAEHUS
KIMUHUYECKUX UCCNeaoBaHUM  NekapCTBEHHOro npenaparta, OCYLeCTBREeHMs  roCyJapCTBEHHOW  perucrpauum
nekapCTBEHHOro npenapaTa, BKIYeHns bapmaueBTnyeckor cybcTaHuum B rocy4apCTBEHHBIN PeecTp JeKapCTBEHHbIX
CPEACTB, KOHTPONA KAa4YeCTBa NNEKapCTBEHHbLIX CPEACTB MPU HanuuMM paspeLlleHust YNOoSTHOMOYEHHOro dreaepansHoro
opraHa UCMNOMNHUTENBbHON BNACTN Ha BBO3 KOHKPETHOWM NapTWM NeKapCTBEHHbIX CPEACTB;

3) opraHu3auum onToBOW TOProBNU NeKapCTBEHHbIMU CpeacTBamu;

4) Hay4dHo-uUccnegoBaTernbCknue opraHusauun, obpasoBaTenbHble oOpraHusauuMu Bbicwero obpasoBaHus,
NpoM3BOAMTENN NEKAPCTBEHHbIX CPeAcTB ANs pa3paboTku, WCCregoBaHWi, KOHTpond 6e3onacHOCTH, KavecTsa,
3PPEeKTUBHOCTU NEeKapCTBEHHbLIX CPEACTB NPU HanuumMum paspelleHns YNOonHOMOYEHHOro defepansHoro opraHa
NCNOSTHUTENBHOM BNacTy;

(B pea. PegepanbHoro 3akoHa oT 02.07.2013 N 185-93)

5) meguuMHCKMe opraHmMsauuu, UHble ykasaHHble B nyHKTax 1 - 4 HacTosLWen cTaTbM OpraHn3aummM Ansg okasaHus
MEOVLUMHCKON MOMOLUM MO >KU3HEHHbIM MOKa3aHUAM KOHKPETHOro mnaumMeHTa npyv  HanmuMumm  paspelueHus
YNOMHOMOYEHHOro befiepanbHOr0 opraHa WCNOMHUTENBHOM BNacTU Ha BBO3 KOHKPETHOW MapTuUM NeKapCTBEHHOro
npenapaTa, BblAaHHOrO B YCTaAHOBMEHHOM nopsake B oOpMe SMEKTPOHHOrO AOKYMEHTa, MOAMUCaHHOIo YCUMEHHOW
KBanMUUMpoOBaHHOW SMNEKTPOHHOM NOANMUCHIO.

(B pea. PegepanbHoro 3akoHa oT 12.03.2014 N 33-$3)

Ctatbsa 49. [lokymeHTbl, npeacTaBnsemMble B TaMOXeHHble opraHbl Poccuiickon ®epepauuun npu BBO3e
nekapcTBeHHbIX cpeacTB B Poccuiickyto Penepauuto
(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1. MNpu BBO3e nekapCTBeHHbIX cpedcTB B Poccuiickyio Pegepaunio B TaMOXeHHble opraHbl Poccuiickon
degepaummn Hapsgy € AOKYMEHTaMu, NpefcTaBfieHMe KOTOpbIX NPeayCMOTPEHO TaMOXEHHbIM 3aKOHO4ATEeNbCTBOM
TamoxxeHHoro cotosa u (Mnu) 3akoHogaTenbcTBOM Poccuiickon depepaumm 0 TaMOXEHHOM Aene, NpeacTaBnstoTcs
cnegyowmne JOKYMEHTbI:

(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

1) cepTudmkaT npomsBOAUTENS FEeKapCTBEHHONO CPEeACTBa, YAOCTOBEPSIOWMNA COOTBETCTBUME  BBO3UMOIO
nekapCcTBEHHOro cpeactBa TpebosaHuaM dapmakonemHonm crtatbM nMBO B Criydyae ee OTCYTCTBUS HOPMaTUBHOWM
AOKYMEHTauum unu HopMaTUBHOIO JOKYMEHTa;

2) paspeLueHre ynonHoOMoYeHHOro dheepanbHOro opraHa UCNoNHUTENBHOWM BIAcTU Ha BBO3 KOHKPETHOW MnapTum
niekapCTBEHHOrO CPeACTBa B Cryyasix, YCTaHOBMEHHbIX YacTbio 3 cTaTbun 47 HacToswero PenepanbHOro 3akoHa.

2. [JokyMeHTbI, YKasaHHble B NyHKTax 1 1 2 yactn 1 HacTodaLwen cTaTbn, NPeaCcTaBNATCS B TAMOXEHHbIE OpraHbl
Poccuiickon ®egepaunn npm npubbiTun nekapcTBeHHbIX cpedcTs B Poccuiickyto ®egepauuio.

(B pea. PegepanbHoro 3akoHa oT 06.12.2011 N 409-93)

Crtatbsa 50. BB03 nekapcTBeHHbIX NpenapatoB B Poccuiickyto ®eaepaumio Ans IMYHOrO UCMNOMNb30BaHUA U UHbIX
HEKOMMEPYECKNX Lienen, a Takke ANst UCNONb30BaHNs Ha TEPPUTOPUM MEXAYHAPOAHOIrO0 MEANLIMHCKOrO Knacrepa
(B peqa. PepepanbHbix 3akoHoB OT 06.12.2011 N 409-93, ot 29.06.2015 N 160-93)

1. JlekapcTBeHHble npenapaTbl MOryT ObiTb BBe3eHbl B Poccuiickyto ®depepaumo 6e3 yydeta TpeboBaHum,
nNpeaycMoTpeHHbIX Yactamu 1 -4 ctatem 47, ctatbammn 48 n 49 Hactodwero denepansHOro 3akoHa, €Crnv OHU
npeaHasHayeHbl Ans:

(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

1) NMYHOroO Mcnosnb3oBaHWUS PUINYECKMMU NLAMK, NprnbbiBLIMMK B Poccuinckyto Pegepaumto. Npn aTom BBO3 B
Poccuiickyto denepaumio NekapCTBEHHbIX MpenapaTtoB, COAEPXalUX CUMbHOO4ENCTBYHOLWME U (MnK) S00BUTbIE
BELLECTBA, BKIMIOYEHHbIE COOTBETCTBEHHO B CMUCOK CUIMbHOAEWCTBYIOLWMX BELECTB ANd  Lenen  YrorioBHOro
3akoHoaaTenbcTBa Poccunckon depepaumm n B CNMCOK SO0BUTLIX BELLECTB AMs Lenen yronoBHOro 3akoHofaTenbcTea
Poccuiickon ®efepauuu, yteepxaeHHole MNpaButensctBom Poccuiickon ®depepauumu, ocyLlecTBnsieTcs npyu Hanvyuum
OOKYMEHTOB (3aBEPEHHbIX KOMUA JOKYMEHTOB WM 3aBEPEHHbLIX BBLIMMCOK M3 HUX), NOATBEPXOAKLWMX Ha3Ha4veHue
PU3MYECKOMY ULy YKa3aHHbIX JEeKapCTBEHHbIX MpenapaToB (3a MWCKIHYEHMEM JIeKapCTBEHHbIX MNpenaparos,
3aperncTpmpoBaHHbiX B Poccunckon depepauum m otnyckaembix B Poccuitickon depepaumm 6e3 peuenta Ha
nekapcTBeHHbIN npenapar). MNoaTeepxaatoLme JOKYMEHThI (MX 3aBEPEHHbIE KONUW UMK 3aBEPEHHbIE BbINMUCKM U3 HUX)
OOIMKHbI coaepXaTb CBeAeHUs 0 HAUMEHOBAHMM U KONMYECTBE Ha3HaA4YeHHOro NiekapCTBEHHOro npenapata. B cnydae,
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[ata coxpaHeHnus: 09.03.2017

ecnu noAateepXaawlumMe AOKYMEHTbl (MX 3aBepeHHble KOMUU WU 3aBepPeHHble BbIMWCKM M3 HUX) COCTaBfeHbl Ha
WMHOCTPaHHOM £3blKe, K HUM MpunaraeTcsa HoTapyanbHO 3aBEePEHHbIV NepeBos Ha PYCCKUI A3bIK;
(n. 1 B pea. PegepanbHoro 3akoHa ot 02.06.2016 N 163-93)

2) wucnonb3oBaHuA paboTHUKaMM OUNAIOMATUYECKOro Kopnyca wnu nNpeacTaBUTENSaMU  MeXZyHapOoOHbIX
opraHusaumn, akkpeanToBaHHbIX B Poccunckon degepaumm;

3) neyeHus NaccaxwpoB W YMEHOB 3KUMaXeW TPaHCNOPTHbIX CpeacTB, noes3gHbix Opurag v BoguTenen
TPaHCNOPTHBIX CpeAcTB, NpubbiBLMX B Poccuiickyto degepaumio;

(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

4) neyeHNs y4aCTHUKOB MeXOyHapPOAHbIX KyNbTYPHbIX, CIOPTUBHbIX MEPONPUSATUN U YHACTHUKOB MEXOYHAPOAHbIX
aKkcneanLni;

5) neyeHnsa KOHKPETHBIX XXMBOTHBIX B 300MapKax, a TakKe >XUBOTHbIX, BBO3UMbIX B Poccuickyto defepaumio ans
y4yacTusl B CMOPTUBHbIX 1 3PENULLHBLIX MEPOMPUATUAX;

(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

6) MCnonb3oBaHWA Ha TEPPUTOPUN MEXOYHapPOAHOrO MEANLIMHCKOrO KrnacTepa.
(n. 6 BBeaeH PegepanbHbIM 3akoHOM OT 29.06.2015 N 160-93)

2. B cnyyasx, npegycMOTpeHHbIX YacTbio 1 HacTosdwen ctatbn, gonyckaetcs BBO3 B Poccuiickylo depepaumio
nekapcTBEHHbIX NpenapaToB, He 3aperMcTpupoBaHHbIX B Poccuinckon ®egepaumu.
(B pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-®3)

3. JlekapcTBeHHble NpenapaTtbl, NpeAHa3HayYeHHble Ans ryMaHUTapHON NOMOLLM (COAENCTBMSA) MK MOMOLLM Mpu
ypesBbl4anHbIX CUTyaumsx, BBO3ATCA B Poccuiickyto Pegepaumio B nopsake, ycrtaHoBneHHoMm [paButensCcTBOM
Poccuinckon ®epgepauun. 3anpewaetca BBo3 B Poccunckyio Pegepauunto He3apermcTpupoBaHHbIX NEKapPCTBEHHbIX
npenapaTtoB, npefHasHa4YeHHbIX AfS FYMaHMTapHOW MNOMOLWM (COAENCTBMSA) UMM MOMOLLUM MpU  Ype3BblYanHbIX
cuUTyauusix.

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

Cratbsa 51. CoTpyaHudecTBO dhegepanbHOro opraHa MCMOSHUTENbHOW BIiacTv, YMOJTHOMOYEHHOro B obnactu
TaMOXeHHOro gena, n gpyrux ynoyiHOMO4YeHHbIX q)e,u,epaanblx opraHoB WCMNONHUTENBHOM BNacTn

1. YnonHomoueHHble denepanbHble opraHbl WCMOMHUTENbHOW BNacTM NPedoCTaBhsloT B pacrnopsikeHue
defepanbHOro opraHa UCNOMHUTENBHOWM BNAcTU, YNOTHOMOYEHHOIO B 061acTh TaMOXEHHOTO [erna, rocyaapCTBEHHbIV
peecTp NekapCTBEHHbIX CPeACTB, a Takke MHOPMAaLUMIO O BblAaHHbLIX paspelleHUAX Ha BBO3 KOHKPETHOW napTum
nekapCTBEHHbIX CPeACTB B Cly4asix, yCTAHOBIEHHbIX YacTbio 3 cTaTbu 47 HacToswero degepanbHOro 3akoHa.

2. ®depepanbHbli OpraH WCMONHUTENbHOM BRAcTW, YMNOMHOMOYEHHbI B 06facTM  TaMOXEHHOro gena,
WMHOPMUPYET yKa3aHHble B 4YacTu 1 HacTosien CTaTbM YMNONTHOMOYEHHblEe (hbeaepanbHble OpraHbl UCMOMHUTENbHOW
BNacTu O BBO3e NeEKapCTBEHHbIX cpeAcTB B Poccunckyio depepaumio U BbIBO3€ NEKapCTBEHHbIX CpeacTB U3
Poccuiickon ®enepauuun no oopmMe 1 B nopsike, KOTopble ycTaHoBMneHbl MNpasutensctBoM Poccunckon ®eaepauun.

(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

naea 10. PAPMALIEBTUYECKAS OEATENBHOCTb
Cratbsa 52. OcyuiectBneHme hapmaleBTUYECKON OEATENBHOCTU

1. ®apmaueBTMyeckasl AesATENbHOCTb OCYLLIECTBMSETCS OpraHu3aumsiMm OMTOBOW TOPrOBMM JE€KapCTBEHHbLIMM
cpeactBaMn, anTevyHbiMM  OpraHvM3auusiMi, BEeTEpPUHAPHbBIMU  anTeYHbIMU  OpraHuM3auusMK, UHAUBUMAYaNbHLIMU
npeanpuHMMaTensiMm, UMeLLMMY NNLEH3NI0 Ha dhapMaLeBTUYECKYIO OeATENbHOCTb, MEOULIMHCKUMM OpraHn3aLmsamu,
UMEKLMMN  NIULEH3NI0  Ha (apMaueBTUYECKYylD [AeATenbHOCTb, M WX 000COONEHHbIMW  noapasgeneHnsa Mmn
(ambynatopusimu, enbawepckuMmm n enbaepcKo-akyLLEPCKUMN  NMYHKTaMK, LeHTpaMu (oTaeneHusamu) obLuen
BpayebHOM (CeMeNHOW) MpPaKTUKK), PacrofioXEHHbIMU B CEITbCKMX HACEeNeHHbIX MyHKTaX, B KOTOPbIX OTCYTCTBYHOT
anTeyHble oOpraHu3auun, U BETEPUHAPHbIMKM OpraHu3aumnsMn, KMEKLMMN JNULEH3NI0 Ha  dhapMaueBTUYECKYHO
[EeATenbHOCTb.

(B pea. PenepanbHoro 3akoHa ot 25.11.2013 N 317-93)

2. ®usmdeckme nuua MOryT OCYLLECTBNSATb hapMaLeBTUYECKYID OEATENbHOCTb MPU HanMM4YuM BbICLLETO UMK
cpeaHero hapmaueBTMYeckoro obpasoBanns 1 ceptudumkara cneumanncTa, BbICLIETO WKW CpefHero BETEPUMHAPHOro
obpasoBaHMs W cepTudukata cneuuanucta, a Takke BbICLIErO WM CpeaHero MeauumMHcKoro obpasoBaHus,
cepTudukata crneyvanucrta M AOMOSTHMTENBHOroO NpodeccuoHanbHOro obpasoBaHUs B YacTU PO3HUYHOW TOProBMU
neKkapcTBEHHbIMM npenapataMmy npu ycrnoBunm ux paboTel B 060COGMNEHHbIX MoApasfgeneHusax  MeauUMHCKMX
opraHunsauui, ykasaHHbIX B 4acTn 1 HacTosiLen cTaTbMm.

(vacTb 2 B peq. PenepanbHoro 3akoHa ot 27.07.2010 N 192-93)
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CraTtbs 53. Mpopaxa, nepegaya nNekapcTBEHHbIX CPeACTB OpraHu3auusMu OMTOBON TOPrOBMM  JIeKapCTBEHHbIMU
cpeacTteBamm

OpraHu3aLumn onToBo TOProBnn NeKapCTBEHHbIMU CPEACTBAMM MOTYT OCYLLECTBNATbL MPOAaXy NeKapCTBEHHbIX
CpeacTB Unu nepefaBaTb UX B yCTaHOBNEHHOM 3akoHogaTenbCcTBOM Poccuiickoi ®eaepaumm nopsake:

1) ApyrMm opraHv3aumam onTOBOW TOProBNW NeKapCTBEHHbIMU CpeacTBaMu;

2) NpoV3BOAMTENSAM NIEKAPCTBEHHBIX CPEACTB OS5 Lieneli NpoV3BOACTBA NIeKapCTBEHHbIX CPeACTB;

3) anTeYHbIM OpraHn3aunsmM 1 BETepUHAPHBIM anTeYHbIM OpraHn3aUusm;

4) Hay4HO-UccneaoBaTeNbCKMM OpraHM3aumnsamM Ans Hay4yHo-uccneaoBaTenbckon paboThl;

5) vHavBMAOyanbHbIM NpPeanpUHUMAaTENsaM, UMEILLMM NULEH3NI0 Ha (hapMaLeBTUYECKyl0 OeATEeNbHOCTb WK
NMLEH3NI0 Ha MEAULIMHCKYI0 AeATeNbHOCTb;

6) MEAMLMHCKUM opraHu3aumsM, BeTepUHapHbIM OpraHn3aumsiM;

7) opraHv3auusiM, OCyLLEECTBIAIOLLMM pa3BefeHue, BbipallyBaHne U CoAepKaHUe KNBOTHbIX.

Cratbsa 54. [NpaBuna onToBOW TOProBnun NeKapcTBEHHbIMU CpeacTBamMm

OnTtoBas TOProBris NekapCTBEHHbIMY CpeACTBaMK OCYLLECTBSIETCS NPOU3BOAMTENSIMU NIEKAPCTBEHHbIX CPELCTB
W opraH13auusiMyM onTOBOWM TOProBM NEKapCTBEHHLIMWM CpeCcTBaMu NO MpaBunam Haanexalien OUCTPUGBLIOTOPCKON
NpaKTUKM ¥ NpaBunam Haanexallen NpakTUKU XpaHeHUs] U NEPEBO3KM N1EKapCTBEHHbIX MpenapaToB, YTBepXAEeHHbIM
COOTBETCTBYHOLLUMM YTONTHOMOYEHHBIMU heaepanbHbIMU OpraHamy UCMOSNTHUTENBHOWM BNacTy.
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

Cratba 55. Mopanok po3HUYHON TOProBNM NekapcTBEHHbIMK NpenapaTamu

1. Po3HM4YHasa TOProBns fekapCTBEHHbIMU MpenapataMyM B KOMMYECTBaX, HEOOXOOUMbIX AMs BbIMNOMHEHUS
BpadeOHbIX (henbawepcKnx) Ha3Ha4YeHNN UM HasHavYeHU cneunanucToB B obnactu BeTepuHapun, OCyLLECTBSETCH
anTeYyHbIMU OpraHn3aumMsaMm, BeTEPUHAPHbIMU anTEYHbIMU OpraHn3aLmsaMm, MHOMBUOYanbHbIMU NpeanpuHMMaTensiMu,
UMELLMMUN NIULEH3NIO Ha hapMaLleBTUYECKYIO AeATeNbHOCTb, MEAULMHCKUMW OpraHn3auusMy, UMEIOLWMMU NULEH3UI0
Ha dhapmaLeBTUYECKY0 OeATENbHOCTb, K X 060COBNeHHbIMM NoapasaeneHamy (ambynatopusmu, enbawepckuMmm n
denbaLIepcKo-aKyLLIEepCKMMU  MyHKTaMW, LUeHTpamu (oTaeneHusmn) obwen BpayebHOM (CEMENHOW) NpakTuKu),
pacnonoOXeHHbIMU B CENbCKUX HACENEHHbIX MyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeYHble OpraHusauuun, u
BETEPVMHAPHBIMM  OpraHM3auusaMn, MMEKLWMMM JMLEH3NI0 Ha QapMaueBTUYeckylo adesTenbHocTb. PaspeleHa
pPO3HUYHasA TOProBMs TONbKO NEKapCTBEHHbIMM NpenapaTamu, 3aperMcTpupoBaHHbiMn B Poccuiickon ®epepauun mnu
W3rOoTOBMEHHBIMW aNTEYHbIMU OpraHu3auuaMn, BeTEepPUHAPHbIMKM anTeYHbIMXM  OpraHmM3aumMsiMyM, WHOMBUOYaNbHbIMA
npeanpuHMMaTens MM, WMELWUMN  FMLEH3UI0 Ha apmaueBTUYecKyto AeATernbHOCTb. Po3HuM4Has Toprosns
nekapCcTBEHHbIMU MpenapaTtaMy OCYLLECTBISETCS MO MpaBunaM HagmneXxallen anTeyHOW MpPaKTUKW, YTBEPXKOEHHbLIM
YNOSTHOMOYEHHbIM hefiepanbHbIM OpraHoM MCMOMHUTENBHON BracTu.

(B peqa. PepepanbHbix 3akoHOB OT 25.11.2013 N 317-93, o1 22.12.2014 N 429-03)

2. Buabl anTeyHbiXx OpraHu3auMim W npaBuna OTNycka feKapCTBEHHbIX npenapaTtoB Ans  MeAUUMHCKOro
NPUMEHEHNST anTeYHbIMU OpraHM3aLMaMK, WHOMBUAOYANbHBIMA MPeanpUHUMATENAMU, UMELUMU JIMLEH3UI0 Ha
hapMaLeBTUYECKY0 AeATenbHOCTb, a Takke MpaBuia OTNycka NeKapCTBEHHbIX npenapatoB Ans  MeauUMHCKOro
NPUMEHEHNS MEOMLMHCKUMW OpraHvM3aumsiMM, UMeKLWUMN NNLEH3NI0 Ha hapMaueBTUYECKYI0 OeSATeNbHOCTb, U KX
060cobneHHbIMM nogpasaeneHuamy (ambynaTopusamn, enbawepckumMm U denbalepcKo-akyLePCKUMU NMyHKTaMu,
LeHTpamn (oTaeneHusamu) oblien BpadebHOM (CeMeHON) MPaKTUKK), PacroSIOKEHHbIMU B CENbCKUX HaCEeNeHHbIX
NyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeYHble OpraHvM3aunn, yTBepXaalTcs YNonHOMOYEHHbIM dedeparnbHbiM OpraHom
NCNOMHUTENBHOW BNacTu.

(B pea. PenepanbHoro 3akoHa ot 25.11.2013 N 317-93)

3. lMpaBuna oTnycka HapPKOTUYECKMX CPeaCTB M MCUMXOTPOMHbLIX BELLECTB, 3aperMcTpUpoOBaHHbIX B KayecTBe
nekapCTBEHHbIX NpenapaToB, JIEKapCTBEHHbIX MPenapaToB, COAEPXalUMX HapKOTU4YeCKMe cpeactBa M MCUXOTPOMHbIE
BELLECTBa, yTBEPXKAalTCs YNONMHOMOYEHHbIM ddeeparnbHblM OpraHoOM WCMOSNTHUTENbHOW BAACTXM MO COMNacoBaHWMIO C
degeparnbHbIM OpraHOM UCMOSNTHUTENBbHOM BNACTH, YNONHOMOYEHHbIM B chepe BHYTPEHHUX Aen.

(B pea. PegepanbHoro 3akoHa oT 03.07.2016 N 305-93)

4. lNekapcTBeHHbIE NpenapaTbl AN BETEPUHAPHOIO NMPUMEHEHUS noanexat OTnycKy BETepUHaPHLIMU anTeYHbIMK
opraHu3aumsamMun, BeTepMHaAPHLIMU OPraHn3aunsaMmn, MHOUBMAYaNbHEIMU NPeanpUHMMATENSMUA, UMEIOLWMMMU JTMLEH3MNIO
Ha (apmaLeBTUYECKYD [OeATenbHOCTb. [lpaBuna oOTMnycka IeKapCTBEHHbIX MNpenapaTtoB Afs  BETEPUHAPHOro
NPVYMEHEHMS YyTBEPXKOAKTCS YNONMHOMOYEHHbIM doeeparibHbIM OpraHoOM UCMONTHUTENbHOW BNACTU.

5. NepeyeHb MeOUUUHCKUX OpraHu3auui, UMELMX NULEH3NI0 Ha apMaueBTUYECKy0 OeATerbHOCTb, U KX
obocobneHHbIX noapasgeneHuin (ambynaTopun, enbawepckux u - enbawepcKko-akyLepcknx MyHKTOB, LEHTPOB
(oToeneHuin) obwen BpayebHOM (CEMENHON) NPAKTUKK), PACNONOXKEHHbIX B CENTbCKMX HAacemNeHHbIX MyHKTax, B KOTOPbIX
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[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHnus: 09.03.2017

OTCYTCTBYIOT anTedHble OpraHu3aumuM, a Takke TMepedeHb JeKapCTBEHHbIX MpenapaTtoB (3a MCKIHYEHUEM
HapPKOTMYECKMX NTEKaPCTBEHHbIX MpenapaToB U MCUXOTPOMHbIX NIEKAPCTBEHHBIX NMPenapaToB), Mpogaxa KOTOpbIX MOXeT
OCYLLIECTBNSATLCA YKa3aHHbIMK OpraHn3aumsiMm n nx o60cobneHHbIMU nogpasaeneHnsMmn, ycTaHaBNMBaTCs OpraHamu
ncnonHuTenbHoM Bnactu cybbektoB Poccunckon degepaumn.

(B pea. PenepanbHoro 3akoHa ot 25.11.2013 N 317-93)

6. AnTeuHble opraHM3auuu, UHAuBMAyanbHble NpeanpuHUMaTenu, UMetoLLmMe INULEH3NI0 Ha apMaLleBTU4ecKyto
OesTenbHoCcTb, 06593aHbl 0becneunBaTh yTBEPXXAEHHBIN NpaBuTenscTBoM Poccuiickon degepaumm 1 hopMmpyembli B
YCTaHOBMEHHOM UM MOpsSOKe MUHUMAarbHbIA aCCOPTUMEHT JIEKapCTBEHHbIX MpenapaToB, HEOOXOAMMbIX ANS OKa3aHus
MeAULIMHCKOMN NOMOLLIN.

(4acTb 6 B peq. PegepanbHoro 3akoHa ot 25.11.2013 N 317-$3)

7. AnTeuHble opraHusauuu, UHANBMAYanNbHbIE NPeAnpUHUMAaTENM, UMEKOLLNE NUUEH3NI0 Ha dapMaLeBTUYECKYHo
OesATenbHOCTb, Hapsgy C NeKapCTBEHHbIMW MpenapaTtaMmyM uUmetloT npaeBo npuobpeTtate U npogaBaTb MeOUUUHCKME
usgenus, aesnHouumpyoLlme cpeacTsa, npeaMeTbl U cpecTBa NUYHOW TUIMEHbl, Nocydy Ans MeOUUMHCKUX Lenen,
npeaMeTbl U cpeacTBa, NpefHasHadeHHble Ans yxoda 3a 60MbHbIMW, HOBOPOXAEHHBIMWU W OETbMW, HE AOCTUMLUMMU
BO3pacTa Tpex feT, O4KOBYIO ONTUKY M CPEACTBA yxo4a 3a Hel, MMHepanbHble BOAbl, MPOAYKTbI le4ebHOoro, 4EeTCKOro u
ONeTNYeCcKoro NTaHms, BUonorMyeckn akTuBHble 4OBaBKM, NapdOMeEpPHbIE N KOCMETUYECKUe CPeacTBa, MeOULUHCKUE
N CaHWUTapPHO-MPOCBETUTENBHbLIE NeYaTHbIE M3aaHWs, NpegHa3HavYeHHble AN nponaraHgbl 340pOBOro obpasa KuU3Hu.

(B pea. ®enepanbHbix 3akoHOB OT 27.07.2010 N 192-®3, ot 25.11.2013 N 317-93)

8. esTenbHOCTb anTe4vHbIX opraHnsaumn BoopyxeHHbix Cun Poccuiickon ®egepaunn, OpYrux BOWCK, BOMHCKMX
(OpMUMPOBaAHMWI 1 OPraHoB, B KOTOPbIX 3akoHogaTernbcTBOM Poccuiickon ®Pepepaunmn npegycMOTPEHO MPOXOXAeHWe
BOEHHOM cnyx6bl unu dpegepansHON rocyaapCTBEHHOW CNY0Obl, CBA3aHHOW C MPaBOOXPaHUTENbLHON OeATENbHOCTbLIO,
pernameHTupyeTca Hactosawum degepanbHbIM 3aKOHOM U YyTBEPXKAEHHbIMM COOTBETCTBYHOLWMMN  beaepanbHbIMu
opraHamu WCMNOSHUTENbHOW Bnactu nonoxeHnsiMu. KoHTponb 3a coOMpeHWeM  ykasaHHbIMKM - anTeYHbIMU
opraHusaumMsMy  NonoxeHwn Hactoswero degepanbHOr0 — 3aKOHa  OCYLLECTBMSIETCS  COOTBETCTBYHOLUMMMU
denepanbHbIMM OpraHamMu UCNONMHUTENBHOW BNacTu.

(B pea. PepepanbHoro 3akoHa ot 13.07.2015 N 262-93)

Cratbsa 56. M3roToBneHne n oTnyck NekapCTBEHHbIX NpenapaTos

1. N3roToBrneHMe mnekapCcTBEHHbLIX MpenapaTtoB anTe4YyHbIMU OpraHM3aumMsiMi, BeTepuHapHbIMK anTe4YyHbIMU
opraHusauuamu, VHOMBMAYanbHbIMKM  NpeanpvHUMaTensMy, WMEKWUMU  NUUEH3N0  Ha  dapMaLeBTUYECKYHD
[esATeNnbHOCTb, OCYLUECTBNSAETCA MO peuentam Ha JeKapCTBEHHble npenapatbl, Mo TpebOoBaHWSAM MeOULMHCKUX
opraHusauui, BeTepMHapHbIX OpraHnsauui B COOTBETCTBUM C NMpaBuiaMy U3rOTOBIIEHUS U OTMyCKa NeKapCTBEHHbIX
npenapaToB, YTBEPKAEHHBIMU YNONTHOMOYEHHbIM dheaepanbHbIM OPraHOM UCNONTHUTENBHOW BNAcTuU.

2. [Mpn N3rotoBNEHNN NEKapCTBEHHbLIX NpenapaToB anTeYHbIMX OpraHM3aunsamMu, BETEPMHAPHLIMU anTeYHbIMU
opraHusauuamu, VHOMBMAYanbHbIMKM  NpeanpvHuMaTensiMvM, WMEWUMU  NULUEH3N0  Ha  dapMaLeBTUYECKYHD
OesATenbHOCTb, MCNONb3YHTCA (hapmaueBTUYECKNE CyOCTaHLMKU, BKITHOYEHHbIE COOTBETCTBEHHO B TOCYLAPCTBEHHbIN
peecTp NnekapCTBEHHbIX CPEACTB AN MeOULMHCKOrO MPUMEHEHMUS U TOCYAAPCTBEHHbIA PEECTP NIEKAaPCTBEHHbIX CpeacTB
0N BETEPUMHAPHOro MPUMEHEHUs B YCTAHOBIMIEHHOM nopsake. He pgonyckaeTcsas  W3roTOBMEHWE  anTeYHbIMU
opraHnsaumsiMy, BeTepuHapHbIMM anTeYHbIMU OpraHM3aLmMaMm, MHOMBUAYANbHBIMW NPeAnpUHUMATENAMK, MMEKLWUMMU
NNUEH3MIO Ha hapMaLEeBTUYECKYIO AeATENbHOCTb, NEeKapCTBEHHbIX NpenapaTtoB, 3aperucTpuMpoBaHHbIX B Poccuinckom
denepaumm.

3. MapkupoBKa nekapCTBEHHbLIX NMpenapaTtoB, U3rOTOBIEHHbIX anTEeYHbIMU OpraHu3auusMn, BeTepUHapPHLIMU
anTeYyHbIMU OpraHM3aLMaMu, HOUBUOYaNbHBIMU MpeanpUHUMaTENAMUN, UMEIOLLMMN NIMLEH3NIO Ha (hapMaLeBTUYECKYH
OeATenbHOCTb, 1 OohopMneHne Takux npenapatoB [OIMKHbI COOTBETCTBOBATb MpaBuiaMm, YkasaHHbiM B 4actu 1
HacTosLWEN CcTaTbu.

4. AnTedyHble opraHusauuu, BeTepuvHapHble anTeudHble OopraHu3auuu, UWHOuBMAyanbHble npeanpuHUMaTenu,
nmetLme NULEH3NI0 Ha apMaueBTUYECKYHD OeATEeNbHOCTb, HECYT OTBETCTBEHHOCTb 3a HecobniogeHue npasBun
N3roTOBIEHUS 1 OTMYCKA NIEKAPCTBEHHbIX NpenapaToB B COOTBETCTBUM C 3aKkoHoAaTenbcTBOM Poccuiickon Pegepaumm.

Cratbsa 57. 3anpelyeHne npogaxu danbCcnrUMpoOBaHHbIX FNEKAPCTBEHHbBIX CPeacTB, HegobpoKkayeCTBEHHbIX
neKapcTBEHHbIX CPeACTB, KOHTPaaKTHbIX NNEKapCTBEHHbIX CPeacTB

I'Ipop,ama (baﬂbCI/I(bVILI,VIDOBaHHbIX JleKapCTBEHHbIX CpPeACTB, He,El,06pOKa‘-leCTBeHHbIX JIeKapCTBEHHbIX CpencTs,
KOHTpa(baKTHbIX JIeKapCTBEHHbIX CPpeacTB 3arnpeLlaeTcd.

Cratbsa 58. XpaHeHue nekapCTBEHHbIX CpeacTB

1. XpaHeHme NekapCTBEeHHbIX CpeacTB OCyLWeCTBAeTCA npousBoauTenamMn JnekapCTBeHHbIX CpeacTs,
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OopraHusaumMsiMm ONTOBOW TOProBfM JIEKAPCTBEHHbIMW CPEeACTBaMW, anTeYHbiMXA OpraHM3auusiMi, BeTEpPUHapPHbIMU
anTeYyHbIMU OpraHM3aLMaMu, HOUBUOYaNbHBIMU NMpeanpUHUMaTENSaMU, UMEIOLLMMU NIMLEH3NIO Ha (hapMaLeBTUYECKYH
OEATEeNbHOCTb UNN NULEH3NI0 Ha MEAMLMHCKYI AesTenbHOCTb, MEAMLMHCKMMW OpraHusauusiMn, BeTepuHapHbIMM
opraHM3aumsiMnm M MHbIMW OpraHM3aunsiMK, OCYLLECTBNSWUMN ObpalleHne rekapCTBEHHbIX CpeacTB. XpaHeHue
nekapCTBEHHbIX CpeaCTB Arsl BETEPUHAPHOrO NPUMEHEHWUSI OpraHM3aumMsaMn U UHAMBUAYaNbHbIMU NPeanpUHUMaTENSIMK
B Cry4asix, ecfii OHW MCMOSMb3YITCA WCKIMIOYMTENBHO MPU pasBefeHuW, BblpalliMBaHUKW, COAEPXaHUM W JeYeHUn
XKMBOTHbIX, MOXET OCYLLECTBNATLCA 6€3 NonyYyeHns NMueH3nn Ha hapMaLeBTUYECKYIO OEeATENbHOCTD.
(B pea. PepepanbHoro 3akoHa ot 22.10.2014 N 313-93)

2. MNpaBuna XxpaHeHWsi NeKapCTBEHHbIX CPEACTB YTBEPXKOAOTCH COOTBETCTBYIOLMUM  YNONHOMOYEHHbLIM
dbeneparnbHbIM OpraHoOM UCMONTHUTENLHONM BNACTU.

3. XpaHeHMe HapKOTUYECKMX JIEKAPCTBEHHbIX CPEACTB, MNCUXOTPOMHbLIX  NEKapCTBEHHbIX  CPEACTB,
pagnodapMaLeBTUHECKUX JTeKapCTBEHHbIX CPEACTB OCYLLECTBMSIETCA B COOTBETCTBUM C 3aKOHOLATENbLCTBOM
Poccuickon degepaumm.

Crtatbs 58.1. [pegMETHO-KONMYECTBEHHbIN YYET NEKapCTBEHHbIX CPEACTB AN MEAULMHCKOrO NPUMEHEHNS
(BBegeHa denepanbHbIM 3akOHOM OT 25.12.2012 N 262-03)

1. TNepeyeHb nekapCTBEHHbIX cpencTs ans MEeOULMHCKOrO NPYMEHEHNS, noanexarimx
NpeaMETHO-KONMYECTBEHHOMY YYeTy, YTBEPXAAETCH YMONTHOMOYEHHbIM denepanbHbiM  OpraHoM  MCMOSTHUTENBbHON
BNacTtu.

2. nOpﬂ,EI,OK BKITIOHMEHUA NNeKapCTBEHHbIX cpencTs Ana MeguunHCKOro npumMeHeHua B nepedeHb JeKapCTBEeHHbIX
CpeacTB ANd MeOMUMHCKOrO NpUMEHEHUs, noanexalwmnx npeamMeTHO-KONUYECTBEHHOMY YYeTy, YyCTaHaBnuBaeTcs
YMOSTHOMOYEHHbLIM (hbefiepanbHbiM OpraHoOM MCMOMHUTENBHOM BracTU MO COMMacoBaHWO ¢ doedeparbHbIM OpraHoMm
NCMNOMHMTENBHOW BNACcTW, YNOSTHOMOYEHHbLIM B Chepe BHYTPEHHMX AEN.

(B pea. PepepanbHoro 3akoHa ot 03.07.2016 N 305-93)

3. lNpeaMeTHO-KONMYECTBEHHbIN Yy4YeT meKapCTBEHHbIX CPEeACTB AN MEeOUUMHCKOTO MNpPUMEHEeHUs BeayT
npoun3BoanTenn nekapCTBeHHbIX CpeacTs, opraHn3aunm onTOBOM TOProBnn nekapcTtBeHHbIMU cpenctBamMu, antedHble
opraHusauuv, MHAMBUAyanbeHble NpeanpuHUMaTeni, MMeLLmne NULEH3No Ha dapMaleBTUYECKYIO OeATENBHOCTb UK
NLEH3NI0 Ha MEAWLMHCKYI0 [AeATenbHOCTb, W MEeOUUUHCKME OopraHuMsauun, ocyllecTBrswwme obpalleHue
nekapCTBEHHbIX CpeAcTB ANs MeOULMHCKOTO NMPUMEHEHUS, NyTEM permcTpaumm niobbix CBA3aHHbIX C MX ObpalleHnem
onepauuin, Npu KOTOPbIX U3MEHSETCH MX KONMYECTBO U (MNM) COCTOSIHME, B CrieuManbHbIX XypHanax y4yeta onepauumn,
CBA3aAHHbLIX C o6pau.|.eHv|eM NNeKapCTBEeHHbIX cpeacts AOna MeauuumHCKOro npumMmeHeHus (p,anee - cneuynarnbHbie
XypHarnsbl).

4. MNMpaBuna perMcTpauum onepauuini, CBsI3aHHbIX C oOpalleHNeM IeKapCTBEHHbIX CPEACTB ANs MeOUUMHCKOro
NPUMEHEHWS, BKIMIOYEHHBLIX B NMepeyYeHb NEKapCTBEHHbIX CPeACTB ANst MEOUUMHCKOTO MNPUMEHEHWs, MNOANEXaLumx
NpPe4METHO-KONMYECTBEHHOMY YYeTy, B CreuManbHbIX >XypHanax W npaBuiia BEOEHUS M XpaHEeHUs chneumarnbHbIX
XXYPHaIoB yTBEPXAATCS YNOMHOMOYEHHbIM peepanbHbIM OpraHoM MCMOMHUTENBHOWM BracTu.

5. KoHTponb 3a cobntogeHvem npaBuri pernctpauum onepauun, CBA3aHHbIX C OobpalleHMeM nekapCTBEHHbIX
cpencte Ond MegumuuHCKOro npuMeHeHud, BKITIOYEeHHbIX B NnepedYeHb JeKapCTBEeHHbIX cpeacTtB OnAa MeauuuHCKOro
NPUMEHEHWs, NOANEXaLUMX NpeaMeTHO-KONIMYECTBEHHOMY YYeTY, B CNeumarnbHbIX XXypHanax, a Takke 3a cobniogeHvem
npaBun BedEHMSI U XPaHEHMs creuunanbHbIX XYpHanoB BO3MaraeTcsl Ha YMONHOMOYEHHblE dhefeparnbHble OpraHbl
NCMNOMHMTENBHOW BIIACTU N OpraHbl UCMIOMNHMTENBHOW BriacTn cybbekToB Poccuickon depepaumm, OCyLeCcTBAS0OLWLME
NVLUEH3NpoBaHMe MpOU3BOACTBA JIEKAPCTBEHHbIX CPEACTB, (hapMaueBTUYECKOW AeATenbHOCTM M MeOULMHCKON
[eATeNIbHOCTU, N OCyLlleCcTBNAeTCA B paMKax JIMLEH3UOHHOIo KOHTPOnA.

Mnasa 11. YHUYTOXEHMWE NEKAPCTBEHHbIX CPEACTB
Cratbsa 59. OcHOBaHUA 1 NOPAOOK YHUUTOXEHWS NEKapCTBEHHbIX CPeacTB

1. HenobpokayecCTBeHHble fekapcTBeHHble cpeacTBa, danbCcMdULMPOBaHHbIE NEKapCTBEeHHble cpeacTBa
noanexaTr M3bATUIO U3 ODpalleHUss M YHUYTOXEHUIO B MNopsigke, ycTaHoBneHHom [lpaBuTtensctBoM Poccuickon
depepaummn. OCHOBaHMEM ONS YHUHTOXEHUS NTEKAPCTBEHHbIX CPEACTB ABMAETCH pelleHne Briagenbla NeKapCTBEHHbIX
CPEACTB, pelleHne COOTBETCTBYIOLLErO YMOSTHOMOYEHHOro deaepanbHOro opraHa WCMONHUTENbHOW BRactu WUnu
pelueHue cyaa.

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

2. KoHTpadhakTHble NeKapCTBEHHbIE CPEACTBA NOANeXaT U3bATUIO U3 OOpaLLEHUSA U YHUUTOXEHUIO MO PELLEHUIO
cyna. MNopsaok YHUHMTOXEHUS  KOHTpadpakTHbIX JIEeKAapCTBEHHbIX CPEACTB  ycTaHaBnmBaetcs [lpaBuUTenscTBOM
Poccuickon degepaumm.
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(B pea. PenepanbHoro 3akoHa oT 22.12.2014 N 429-93)

3. Pacxogbl, CBfA3aHHbIE C YHUYTOXEHMEM KOHTpadaKTHbIX FEeKapCTBEHHbIX CpeacTB, HegobpokayeCTBEHHbIX
NeKapCcTBEHHbIX CpeacTs, hanbCcMPULNPOBaHHbIX NTEKAPCTBEHHbIX CPEACTB, BO3MELLATCS UX BnagerbLeM.

4. Bnageney nekapCTBEHHbIX CPEeACTB [AOMKEeH npeacTaBuTb B YNOMHOMOYEHHbIM hbedepanbHbid  opraH
WCNOSTHUTENBHOM BNacTU AOKYMEHT UMW 3aBEPEHHYI0 B YCTaHOBMNEHHOM MOpPsiAKe ero Konuio, NoATBepxaatwme gakr
YHUYTOXEHUS NTEKapCTBEHHbIX CPEACTB.

5. CooTBETCTBYHOLLMIA YNONTHOMOYEHHbIV ddeeparbHbI OpraH UCMOSTHUTENBHOW BNAcTU, MPUHABLLMIA pelueHne ob
YHUUTOXEHUW NEKapCTBEHHbIX CPEACTB, OCYLLECTBIAET KOHTPOSb 3a UX YHUYTOXEHNEM.

6. YHUUTOXEHME NEeKapCTBEHHbIX CPenCTB MNPOU3BOAMTCS OpraHusaumsiMM, MMEKLWMMU COOTBETCTBYHOLLYHO
NMUEH3MIO, Ha creLmanbHO 060pyaoBaHHbIX NoLagkax, NonmnroHax n B cneumanbHo 060pyaoBaHHbIX MOMELLEHUAX C
cobnogeHnem TpeboBaHM B 0OMNactM oxpaHbl OKpyXallleh cpegbl B COOTBETCTBMM C  3aKOHOAATENIbCTBOM
Poccuinckon denepaumn.

7. HapkoTtuyeckune nekapCTBEHHbIEe cpencTea, NCUXOTPOMHbIE NeKapCTBEHHbIE cpencTea,
pagnodapmMmaLeBTUYecKMe feKkapCTBEHHbIE CpPEACTBA YHUYTOXAKOTCH B COOTBETCTBMM C  3aKOHOOATENbCTBOM
Poccuiickon ®epepaumu.

nasa 12. TOCYOAPCTBEHHOE PErYNMPOBAHMUE LEH
HA NEKAPCTBEHHbBIE NPENAPATbI ANA MEOAUMLUMHCKOIO NPMMEHEHUA

Cratba 60. Focyp,apCTBeHHoe perynmpoBaHne uUeH Ha JeKapCTBeHHble npenapatbl And MeaguumHCKOro
NPpUMEHEeHUsA

[ocymapCTBEHHOE perynupoBaHWE LEH Ha JeKapCTBEHHble npenapatbl ANs MEeOUUMHCKOTO MPUMEHEHUs
OCYLLIECTBMSIETCS NOCPEaCTBOM:

1) ytBepxaeHus MNpaBuTtensctBoM Poccuiickon Pepepaumm nepeydHs XKM3HEHHO HEOOXOAMMBIX U BaXKHEWLINX
nekapCTBEHHbIX NpenapaToB, KOTOPbIA COOPMUPOBAH B YCTAHOBIEHHOM WM MOPSAKE HA OCHOBE KOMMIIEKCHOW OLEHKM
nekapCTBEHHbIX MpenapaToB, BKIOYAs aHanua CBeOEHWA O CpPaBHUTENbHOW KIMHUYECKOW 3(EKTUBHOCTM U
fes3onacHOCTM NeKkapCTBEHHOINO CPEACTBa, OLEHKY OKOHOMWYECKUX MOCMEeACTBUA MPUMEHEHUS FeKapCTBEHHOrO
CpeAcTBa M U3yyYeHne OoMONHUTENbHbBIX MOCNEACTBUN MPUMEHEHUS NEKAPCTBEHHOIO CPEACTBA;

(n. 1 B pea. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)

2) yTBEPXKOEHUS METOAMKM YCTaHOBIEHUS MPOM3BOAUTENSAMWU FEKapCTBEHHbIX nNpenapatoB npeaenbHbIX
OTMYCKHbIX LlEeH Ha feKapCTBEHHble MpenapaTbl, BKIOYEHHbIE B MepeYeHb XM3HEHHO HEOOXOOUMBIX U BaXKHEMLLMX
nieKkapCTBEHHbIX NMpenapaToB, a Takke BHEAPEHUSA MEXaHU3MOB (POPMMPOBAHNS CUCTEMbI PePEPEHTHbBIX LIEH;

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

3) rocyaapCTBEHHON permcTpaumm yCTaHOBIIEHHbIX NPOU3BOAMTENSAMM NEKAPCTBEHHbLIX MpenapaToB npenerbHbIX
OTMNYCKHbIX LEH Ha NEKapCTBEHHble npenapaTbl, BKIYEHHbIE B MEpeYeHb XUIHEHHO HEOOXOAMMBLIX W BaXKHEMLUUX
nekapcTBEHHbIX NpenapaTtos;

4) BegeHNst rocygapCTBEHHOrO peectpa npefenibHbIX OTMYCKHbIX LIeH MNpou3BOAMTENEN Ha JEKApPCTBEHHbIE
npenapaTbl, BKIMOYEHHbIE B MEPEYEHb XN3HEHHO HEOOXOAMMBIX U BaXKHEWLLMNX NEKAapPCTBEHHBIX NPenapaTos.;

5) yTBepXOoeHus MeTOAMKM YCTAHOBJIEHWS OpraHaMyM WCMNOSHUTENbHOW Briactu cybbekTtoB Poccuickom
depepaumm npegenbHbiX pasMepoB ONTOBbIX HaA0aBOK U NpeAenbHbIX Pa3MepPOB PO3HMYHbLIX HaA0aBOK K DaKTUYECKUM
OTMNYCKHbIM LleHaM, YCTaHOBIIEHHbIM NPOM3BOAUTENSAMU NEKAPCTBEHHbIX NPenapaToB, Ha NeKapCTBEHHble npenaparhbl,
BKITHOYEHHbIE B NEpeYeHb XU3HEHHO HEOBXOAMMbIX U BaXKHENLLMX NEKapCTBEHHbIX NpenapaTos;

6) ycTaHOBNEHWs NpefernbHbIX pa3MepoB ONTOBbIX HaA0aBOK U NpefeNibHbIX Pa3MepPoB PO3HWMYHBIX HanbaBoOK K
PaKTU4ECKNM OTMYCKHBIM LIEHAM, YCTAHOBITEHHbIM NPOM3BOAUTENAMN NEKAPCTBEHHBLIX NPENapaToB, Ha NeKapCTBEHHbIE
npenapaTbl, BKIMOYEHHbIE B MEPEYEHb XN3HEHHO HEOOXOAMMBIX U BaXKHENLLMNX NEKapCTBEHHBIX NPenapaTos.;

7) yTBepXAeHus nopsiaka Bbl4aun npeanncaHvun opraHam WCMONHUTEeNbHOW Bnactn cybbektoB Poccuickon
denepaummn o NpuBEAEHNN B COOTBETCTBUE C 3aKoHOAaTensCcTBOM Poccuiickon Pefepaumm pelleHnii o6 ycTaHoBReHnn
npegernbHbIX pa3MepoB ONTOBbIX HAA0ABOK M NpeaernbHbIX Pa3MepoB PO3HUYHbIX HAA0aBOK K (haKTUYECKUM OTMYCKHbLIM
LeHaM, yCTaHOBIMEHHbIM MPOU3BOAUTENSAMU NTIEKAPCTBEHHbIX NMPenapaToB, Ha NIEKApPCTBEHHbIE NpenapaTthbl, BKIMIOYEHHbIE
B MepeyeHb XU3HEHHO HEOOXOANMBIX N BaXKHEWLUNX NEKAPCTBEHHbIX NPENnapaToB, €CfM OHW MPUHATbI C HapyLUEHUEM
3akoHogartenbcTBa Poccuiickon ®epepauunu, B nopsgke, yctaHoBrneHHoM [NpaButensctBom Poccuiickon Pegepaumy;

8) HanpaBneHns ynonHOMOYEeHHbIM dheaepanbHbIM OPraHoOM UCMOSNTHUTENBHOM BNAcTM OpraHamMm MCMNOMHUTENbHON
Bnactu cybwektoB Poccuiickon depepauum npegnucaHnuin O NpuUBeAEHMUM B COOTBETCTBME C  3aKOHOL4ATENbCTBOM
Poccuiickon ®epepaunm npuHATBIX C  HapylleHWeM 3akoHogatenbcTBa Poccuiickon degepaumm pelleHuin o6
YyCTaHOBMNEHUN NpefesibHbIX pasMepoB ONTOBbLIX HAA0aBOK 1 NpeAenbHbIX pa3MepoB PO3HUYHBIX HAA0ABOK K LeHaM Ha
rnekapCTBeHHbIE Npenaparbl, BKMOYEHHbIE B MEPEeYEHb XM3HEHHO HEOOXOOUMBIX W  BaXKHEWLIMX EeKapCTBEHHbIX
npenapaTos;

9) ocywecTtBneHns deaepanbHOro rocyfapcTBEHHOro Hag3opa B cdhepe obpalleHns NekapCTBEHHbIX CPeAcTB U
pernoHanbHOro rocyfapCTBEHHOrO KOHTPOMA 32 NPUMEHEHWEM LEH Ha NeKapCTBEHHble npenapaTtbl COOTBETCTBEHHO
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"06 obpalueHnn nekapcTBeHHbIX cpeacTs"”

(c usm. u gon., BCTYN....

[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHnus: 09.03.2017

YMOSTHOMOYEHHbIMU hbefepanbHbIMM OpraHaMu  UCMOMHMTENBHOW BracTM WM OpraHaMu  UCMOSHWUTENBbHOW BriacTu
cybbektoB Poccuiickon dPepepauum cornmacHoO WX KOMMETEHUMM B Mopsake, YCTaHOBEHHOM  [lpaBUTENbCTBOM
Poccuiickon depepauuu;
(n. 9 B pea. PepepanbHoOro 3akoHa ot 25.06.2012 N 93-93)

10) npumeHeHus npenycMOTPEHHbIX 3akoHoAaTenbCcTBOM Poccuiickon depepaumm Mep OTBETCTBEHHOCTM 3a
HapyLleHVe nopsaka LeHoobpa3oBaHMs Ha XXU3HEHHO HEOBXoaMMbIE 1 BaXKHENLLIME NEKapCTBEHHbIE NpenapaTbl.

CraTtbs 61. FocygapcTBeHHas perncTpaumst yctaHaBMBaeMbIX MPOM3BOOAUTENSIMU NEKAPCTBEHHbBIX NpenapaTos
npegenbHbIX OTMYCKHbIX LIeH Ha NeKapCTBEHHble npenapaThl, BKMOYEHHbIE B MepevYeHb XM3HEHHO HeobXxoAuMbIX K
Ba)XHEWLUNX NeKapCTBEHHbIX NpenapaToB
(B pea. PenepanbHoro 3akoHa ot 08.03.2015 N 34-03)

1. YcTaHaBnvMBaemble MPOU3BOAUTENSAMU FEKAPCTBEHHbLIX MpenapaToB MpederfibHble OTMYCKHbIE LieHbl Ha
rnekapCTBeHHblEe Mpenaparbl, BKIIOYEHHbIE B MEpPeYeHb XM3HEHHO HEeOOXOOUMBIX M BaXKHEWLWIWX NeKapCTBEHHbIX
npenapaToB, NoanexaT rocyaapCTBEHHOW perncTpauum B nopsagke, yctaHosrneHHom [lpaButensctBoM Poccumnckon
depepaumu.

(vactb 1 B pea. PenepanbHoro 3akoHa ot 08.03.2015 N 34-03)

2. Ha ocHoBaHuy nogaHHoro Ao 1 okTa0ps Kaxkgoro roda 3asiBlEeHWs MPOW3BOAMTENS] JIEKapCTBEHHbIX
npenapaToB, BKIKOYEHHbIX B MEPEYEHb >KU3HEHHO HEOOXOAMMBbIX W BaXKHEMLIMX JIEKapCTBEHHbIX MpenapaTos,
3aperucTpupoBaHHas npegenbHas OTMYCKHas LieHa Ha NeKapCTBEHHbIN npenapat MoxeT OblTb nepepeructpupoBaHa
OVH pa3 B KaneHgapHOM rogy B nopsiake, ycraHosneHHom lNMpaButensctBom Poccunckon ®egepaumn.

(vacTb 2 B pen. PenepanbHoro 3akoHa ot 08.03.2015 N 34-03)

2.1 -2.2. Ytpatunu cuny c 1 nionsa 2015 roga. - degepaneHbii 3akoH ot 08.03.2015 N 34-d3.

3. PacueT npegenbHbIX OTNYCKHbIX LiEH, YKa3aHHbIX B YacTax 1 1 2 HacTosALWwen CTaTbu, NPy X FOCy4apCTBEHHOMN
pervctpaumm unv nepeperncTpaLmmn ocyLLeCTBISETCS B COOTBETCTBMU C METOAMKOW, YTBEPXKAEHHOW [paBUTensCcTBOM
Poccuiickon degepauunm n yuntbiBatoLLen, B YaCTHOCTMU:

1) cobniogeHne GanaHca MHTEPEecoB MOTPebUTENEn NeKapCTBEHHbIX MpenapaToB, BKIOYEHHbIX B MNepeyeHb
XN3HEHHO HEOBXOOMMBIX U BAXKHENLLMX NEKapCTBEHHbIX NpenapaToB, 1 NPOM3BOANTENEN NEKAPCTBEHHbIX MNpenapaTos,
BKITHOYEHHbIX B MepeYeHb XKN3HEHHO HEOOXOAMMBIX U BaXKHEMLLNX NIEKAPCTBEHHLIX NPenapaTos;

2) hbakTuueckyo OTNYCKHYK LieHy Ha nekapcTBeHHble npenapatbl B Poccuickon ®epepauun, LeHy BBO3a
nekapcTBeHHbIX NpenapaTtoB B Poccuiickyo Pefepaumio, a Takke LeHbl Ha aHanorMyHble fekapCcTBEHHbIE Mpenaparhbl,
Haxogswmecs B obpalleHnn B Poccuiickon degepaumy;

3) 3aTpaTbl NMPOU3BOAUTENSI NEKAPCTBEHHOrO MnpernapaTta Ha NPOW3BOACTBO M peanusaumilo  feKapCTBEHHOro
npenaparTa;

4) ueHy Ha nekapCTBEHHbIN MpenapaTt MHOCTPaHHOrO MPOU3BOACTBA, €ro UeHy B CTpaHe NPOM3BOAMTENS U B
CTpaHax, B KOTOpbIX NpenapaT 3aperncTpMpoBaH u (Unn) B KOTOpbIE NOCTaBNAETCS UHOCTPAHHbLIM NPOU3BOOUTENEM.
(yactb 3 B peq. PegepanbHoro 3akoHa ot 08.03.2015 N 34-93)

4. He ponyckaloTcsi peanu3aumst U OTMYCK JIEKAapCTBEHHbIX MPENapaToB, BKMOYEHHbIX B MNEpevYeHb XM3HEHHO
HeobXo4MMBIX Y BaXKHENLLMX NEKapCTBEHHbIX NpenapaToB, Ha KOTOPbIE NPOM3BOAUTENSMM NIEKAPCTBEHHbIX NPenapaToB
He 3aperucTpvpoBaHa npedenbHas OTMYCKHas LeHa, peanu3auua M OTMyCK MpOM3BOAUTENAMU JeKapCTBEHHbIX
npenapaToB Mo LeHaMm, MNPEeBbILLAWUM 3aperncTpupoBaHHble npeferibHble OTMYCKHbIE LeHbl Ha FeKapCTBEHHble
npenaparTbl.

(yacte 4 BBegeHa PepepanbHbiM 3akoHoM oT 08.03.2015 N 34-93; B pen. deaepanbHoro 3akoHa ot 03.07.2016 N
350-93)

5. OcobeHHOCTM rocyfapCTBEHHOIO perynmpoBaHnsa NpeaenbHbIX OTNYCKHbIX LEH Ha NIeKapCTBEHHbIE Npenaparhl,
BKIMIOYEHHbIE B NEPEYEHb XU3HEHHO HEOOXOOUMBIX UM BaXKHEMLUMX NEKAapCTBEHHbIX MpenapaToB, B 3aBUCUMOCTM OT
9KOHOMUYECKUX M (MNKU) coumanbHbIX KpUTEpUMeB (M3MEHEeHWe YCroBuK, nopsaka M CTOMMOCTW MPOU3BOACTBA
nekapCTBEHHbIX NpenapaToB, UCMOMb30BaHNE HOBbLIX (hOpM, METOAOB M CMOCOOOB rOCYOapCTBEHHOIO PErynMpoBaHust
LieH Ha NeKapCTBEHHbIE NpenapaThbl, B TOM YMCIe HA OCHOBE MexaHn3Ma pedepeHTHOro LleHoobpa3oBaHuWs, USMEHEHWI
nopsidka oKasaHusi MeOULMHCKOM MOMOLLM, U WHble M3MEHEeHus) ycTaHaBnueawTcsa [lpaBuTenbcTtBom Poccuiickon
depepauymun.

(vacTb 5 BBegeHa denepanbHbiM 3akoHOM OT 08.03.2015 N 34-03)

CraTtbs 62. rocyﬂ,apCTBeHHbIVI peecTtp npederibHblX OTMNYCKHbIX UeH ﬂpOM3B0ﬂMTeﬂeVI Ha JieKapCTBEHHbIE
npenaparbl, BKIHO4YEHHbIE B NepeYeHb XN3HEHHO HeobX0AMMbIX 1 BaXKHENLLIMX JIeEKapCTBEHHbIX NpenapaTtoB

1. 38peFI/ICTpI/IpOBaHHbIe npegernbHble OTNYCKHble LeHbl Ha JleKapCTBEHHble nMnpenapaTtbl, BKIHO4YEeHHble B
nepeyvyeHb >XW3HEHHO HEOOXoOMMbIX W  BaXKHEMNLINX NeKapCTBEeHHbIX nMpenapaTtoB, noanexar BKIKYEeHU B
FOCWJ,apCTBeHHbIVI peecTp npenesibHbIX OTNYCKHbIX LEeH npowsso,u,menelh Ha NneKapCTBeHHbIE npenapaTtbl, BKIHOYEHHblIe
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B NepeyYeHb XN3HEHHO HEODXOAMMbIX U BaXKHEWLUMX FIeKapCTBEHHbIX NpenapaTos.

2. ['ocygapCTBEHHbIN peecTp npefesibHbIX OTNYCKHbIX LEeH Npou3BOAMTENEN Ha feKkapCTBEHHbIE npenapaThl,
BKIMIOYEHHbIE B NEPEYEHb XXM3HEHHO HEOOXOOUMBIX U BaXKHEMLIMX NEKapCTBEHHbIX MpenapaToB, coaepxut B cebe
cneayoLyo nHdopmaumio:

1) HaumeHoBaHWe AepxaTtens unu Brnagensla permcTpaunoHHOro yaoCTOBEpPEHUs NekapCTBEHHOro npenapaTa,
HaVMEHOBaHWEe MPOU3BOAUTENS JIEKAPCTBEHHOrO npenapaTta, MeCTO HaxOXAEHWUs MNPOU3BOOCTBEHHbLIX MIOLLAAOK,
y4acTBYIOLLUX B NPOLIECCE NPOM3BOACTBA JIEKAPCTBEHHOIO NpenapaTta, C ykasaHveM cTagum npoiecca Nnpon3BoacTBa;
(n. 1 B pea. ®egepanbHoro 3akoHa o1 22.12.2014 N 429-03)

2) HaMMEeHOBaHWe NeKapCTBEHHOrO Npenapara (MexayHapoaHOe HenaTeHTOBaHHOe, MMM TPynnUPOBOYHOE, WU
XUMUYECKOE M TOProBOE HaMMEHOBaHUS);

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

3) HomMep perncTpaLMoHHOro ya0CTOBEPEHUS NTEKAPCTBEHHOMO Npenapara;

4) nekapcTBeHHasi opMa C yka3aHueMm [03MPOBKU NEKAPCTBEHHOIO NpenapaTa 1 ero Konm4yectTsa BO BTOPUYHON
(moTpebuTenbckon) ynakoBke, a TakkKe KOMMIIEKTHOCTb;

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

5) 3apeructpupoBaHHas npeaensHas OTNyckHas LeHa B pybnsx;

6) pata M HoOMep nMpuKasa YMNONMHOMOYEHHOro dhefeparnbHOro opraHa MWCMOMHUTENbHOW BractM O
rocyJapCTBEHHOM peructpaumv, nepepervctpaumm npepernbHON OTMYCKHOM LeHbl Ha JIeKapCTBEHHBLINM npenapar,
BKITHOYEHHBIN B NEpeYeHb XU3HEHHO HEOOXOAMMbIX Y BaXKHEMLLMX NEKapCTBEHHbIX NpenapaTos;

(n. 6 B pea. PenepanbHoro 3akoHa o1 22.12.2014 N 429-03)

7) WUTPUXOBOW KOL, HAHECEHHbIA Ha BTOPUYHYIO (MOTPEOUTENBCKYIO) YNAKOBKY NEKapCTBEHHOIO nNpenapara;
(n. 7 BBeaeH ®egeparnbHbIM 3akOHOM OT 22.12.2014 N 429-93)

8) koo  nekapCTBEHHOro  npenaparta nNoO  aHaTOMO-TepaneBTUYECKO-XUMMUYECKOW  Kraccudumkaumu,
pekomMmeHaoBaHHOW BcemMupHon opraHmMsaumein 3gpaBooXpaHeHUs.
(n. 8 BBeaeH denepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

3. NocypapcTBeHHasa pervcrTpauus npegenbHblX OTNYCKHbIX LEeH HA JIEeKapCTBEHHbIE MpenapaThl, BKIOYEHHbIE B
nepeYeHb XU3HEHHO HEODXOANMBIX U BaXXHENLUMX NIEKAPCTBEHHbIX MpenapaToB, BeAeHWe rocygapCTBEHHOro peecTpa
npegenbHbIX OTNYCKHbIX LEH NpOM3BOAUTENEN HA NEeKapCTBEHHble npenapartbl, BKMOYEHHblE B NepeyveHb XU3HEHHO
HEOOXOAMMbIX WM  BaXXHEWWMX JIEKAapCTBEHHbIX MNpPenapaToB, OCYLECTBMAAKTCA B MNOpsSiake,  YCTAHOBEHHOM
MpaButenbctBOM Poccuiickon ®enepaunn.

CrtaTtbs 63. YCTaHOBNEHME OpraHamMmmn UCMOJTHUTENbHOM BracTh cyobekToB Poccuickon ®egepaumn npenenbHbIX
pa3mepoB ONTOBbIX Ha,D,6aBOK N npenenbHbIX pa3mMepoB PO3HUYHBbIX Ha,qﬁaBOK K (paKTI/IL-IeCKVIM OTMYCKHbIM LieHaM,
YCTaHOBJ1€HHbBIM NPON3BOAUTENAMU NEKapPCTBEHHbIX NpenapaTtoB, Ha JeKapCTBEeHHble npenapaTtbl And MeguunHCKoro
NpUMEHeHUs

1. OpraHbl cnonHuTenbHoM BnacTu cybbektoB Poccuiickon defepaunm ycTaHaBnMBaT npefenbHble pasmepbl
ONTOBbIX HA06aBOK M NpeaerbHble pa3Mepbl PO3HUYHbIX HaA0aBOK K (PAKTUYECKMM OTMYCKHbIM LLleHaM, YCTaHOBIIEHHbIM
NpoM3BOAMTENSIMU NEKapCTBEHHbIX NpenapaToB, Ha fekapCTBEHHbIE MpenapaTthbl, BKIHOYEHHbIE B NEpPeYvYeHb XXU3HEHHO
HeobXOOMMBIX M BaXHEWLUUX JeKapCTBEHHbIX MpenapaToB, B COOTBETCTBUM C YTBEPXKOEHHOW B Nopsake,
yctaHoBneHHOM [lpaButensctBom Poccuickon denepauum, MeTOOUKOW YCTAHOBMEHUSI OpraHaMu WCMOMHUTENbHOM
Bnactu cybbektoB Poccuiickon Pepepaumm npepenbHbIX pasMepoB ONTOBbIX HaAbaBOK M MpederibHbIX pa3MepoB
PO3HUYHbIX HagbaBOK K (DAKTUYECKUM OTMYCKHbIM LIEHAaM, YCTAHOBMIEHHbIM MPOU3BOOUTENSIMU JIEKAPCTBEHHbIX
npenapaToB, Ha NeKapCTBEHHble Mpenapartbl, BKIYEHHbIE B NEpPEYEHb JXM3HEHHO HeobXoOMMbIX W BaXHEMLUMX
NeKapcTBEHHbIX npenapatoB. [1poekTbl peLleHnn OpraHoB WCMOMHUTENbHOM BrnactTm cyObekToB Poccuickon
®enepaummn 06 ycTaHOBNEHUUN N (UNN) U3MEHEHUN NpedenbHbIX pa3MepoB ONTOBbLIX HAABaBOK M NpeaenbHbIX pa3sMepoB
PO3HUYHbIX HagbaBOK K (DAKTUYECKUM OTMYCKHbIM LIEHAM, YCTAHOBMEHHbIM MPOU3BOOUTENSIMU JTIEKAPCTBEHHbIX
npenapaToB, Ha NeKapCTBEHHbIE Mpenapartbl, BKMYEHHbIE B NEPEYEHb XM3HEHHO HEeobXoOMMbIX W BaKHEMLUMX
nekapcTBeHHbIX MpenapaTtoB, Moanexar CcornacoBaHuUio ¢ degepanbHblM  OpraHoM  UCMOMHUTENbHOW  BMacTw,
YNOMHOMOYEHHbIM  OCYLLECTBNATL NpaBOBOE perynupoBaHve B cdepe rocyfapCTBEHHOrO perynvpoBaHus LEeH
(TapundoB) Ha ToBapsbl (ycnyru), B nopsigke, yctaHoBneHHom lMpasutensctBom Poccuiickon ®egepauun.

(B peq. PenepanbHoro 3akoHa ot 13.07.2015 N 241-93)

2. OpraHusauum ONTOBOW TOProBNM U (UNKU) anTeuHble opraHu3auuun, WHAMBMAYyanbHble MpeanpuHUMaTenu,
uMerLmne nuUeHsui Ha apmaueBTUYeCcKyd [AesaTernbHOCTb, OCYLLECTBASIT peanusaumio  nekapCTBEHHbIX
npenapaToB, BKIMOYEHHbIX B NEPeYEHb XU3HEHHO HEOOXOANMBIX Y BaXKHENLLMX FNIEKapCTBEHHbLIX NpenapaTtoB, Mo LeHam,
YPOBEHb KOTOPbIX He MpeBbiaeT CyMMY aKTMYeCKoM OTMYCKHOM LUeHbl, YCTaHOBSIEHHOW MPOM3BOAUTENEM
nekapcTBeHHbIX MpenapaTtoB M He NpeBbIlaoLWen 3aperncTpupoBaHHOW nNpeaenbHON OTMYCKHOW LeHbl, U pa3mMep
onTOBOM HaabaBku 1 (MNK) pasMmep PO3HNYHON HaabaBKkK, HE MpeBbllLAKLWME COOTBETCTBEHHO pa3mMepa npeaensHon
ONTOBOW HapbaBkn u (Mnn) pasmepa npedenbHOW PO3HMYHOW HagbaBkM, yCTaHOBMEHHbIX B cybbekte Poccuiickon
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denepaumm.

3. OpraHbl ncnonHUTENbLHOM BnacTn cyobektoB Poccuiickon Pepepaummn pasmewator B cetu "MIHTepHeT" mnnm
onybnnkoBbIBaOT MHOPMAaLIMIO O 3apermcTpUpOBaHHON NpeaenbHON OTMYCKHOW LIEHE Ha JleKapCTBEHHbIE MpenaparThl,
BKIMOYEHHbIE B NePeYEHb XXM3HEHHO HEOOXOANMBIX N BXXHENLUMX NEKapCTBEHHbIX MnpenapaTtoB, 06 yCTaHOBMNEHHbIX B
cybvekTe Poccunckon Penepaumm pasmepe npegensHON onToBor Haabaeku 1 (Mnn) pasmepe nNpegenbHON PO3HUYHOWN
HagbaBKM K YCTaHOBMEHHBLIM MPOV3BOAUTENSAMW NEKAPCTBEHHbIX MpenapaTtoB (PakTUYECKUM OTMYCKHbIM LieHaM Ha
rnekapCTBeHHblE Npenaparbl, BKMOYEHHbIE B MEPEeYEHb XM3HEHHO HEOOXOOUMBIX M BaXKHEWLIUX FEeKapCTBEHHbIX
npenapaToB, 1 00 yka3aHHOW B 4acTu 2 HacTosiwen ctaTbM cymme. VIHopmaumsi, npegyCMOTpeHHasi HacTosiwen
YacTblo, AOSMKHA pas3MeLLaTbCs TakKe B anTeYHbIX OpraHM3aumsax B JOCTYMHON ANsl CBEAEHUS BCEX 3aUHTEPECOBAHHbIX
nvy coopme 1 06HOBNATLCHA MO Mepe ee onybrmMKoBaHus.

4. MNpuHaTtble ¢ HapylleHeM 3akoHoaaTenscTBa Poccuiickon depepauumm pellueHus opraHoB WCMNONHUTENbHON
Bnactu cybbekta Poccuiickon ®enepauum 06 ycTaHOBNEHUN NpeaenbHbIX pa3mMepoB ONTOBbIX HAA0ABOK 1 NpeaenbHbIX
pasMepoB PO3HMYHbLIX HaAb0aBOK K 3aperncTpuMpoOBaHHbIM MpedefibHbIM - OTMYCKHbIM LIEHaM Ha JIeKapCTBEHHbIE
npenapaTbl, BKIMOYEHHbIE B NMEpPeYeHb XXU3HEHHO HEOBXOANMBIX U BaXXHENLLUX NIEKApCTBEHHbIX MpenapaTtos, nogrexar
OTMeHe B cyaebHOM nopsigke.

Fnasa 13. MOHUTOPUHI 3®PEKTUBHOCTU U BE3OMNACHOCTHU
NEKAPCTBEHHbIX NPEMNAPATOB, HAXOASALLUXCA B OBPALLEHUA
B POCCMNCKOU ®EOEPALINN

(B pea. PepgepanbHoro 3akoHa ot 22.12.2014 N 429-03)
CraTtbs 64. dapmakoHaa3op
(B pen. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. JlekapcTBeHHbIE NpenapaTbl, Haxoaswmecs B obpalleHnn B Poccuinckon ®egepaumn, noanexar MOHUTOPUHTY
acpdekTuBHOCTN 1 Be3onacHOCTN B LENsX BbISABIEHUS BO3MOXHbIX HeraTMBHbIX MNOCNEACTBUN WX MPUMEHEHUS,
WHAMBUOYaNbHON HENEepeHOCUMOCTU, NpedynpexXaeHns MeUUUHCKMX paboTHMKOB, BeTepUMHAapHbIX CheuunanucTos,
NnauMeHToB UNu BnagenbLeB XXMBOTHBIX U UX 3alMTbl OT MPUMEHEHUSA TakuX NeKapCTBEHHbIX NpenapaTos.

2. ®dapmakoHaf3op OCYLLEeCTBMSeTCH COOTBETCTBYIOLWMM  YMNOMHOMOYEHHbIM  (befepanbHbIM - OpraHom
NCMONHWUTENBHON BracTV B yCTAHOBIEHHOM MM Nopsigke NyTeM aHanu3a npegocTaBnsgemon cybbektamu obpalieHus
NeKapCTBEHHbIX CPeACTB  MHopmaumm O NOBOYHbIX AENCTBUAX, HexenaTenbHblX — peakumsax, CepbesHblX
HeXenaTenbHbIX peakuusix, HenpeaBUOEHHbIX HexenaTenbHblX peakuusx npu  NPUMEHEHWW  NeKapCTBEHHbIX
npenapaTtoB, 06 MHAWBMAYaANbHOW HENepeHOCMMOCTU, OTCYTCTBUM IDPEKTUBHOCTU NEeKapCTBEHHbIX NpenapaTos, a
Takke 00 UHbIX hakTax n 06CTOATENBCTBAX, NPEACTaBNSAIOWMX YrPO3Y XU3HWU UNN 340POBbI0 YenoBeka NMbo XMBOTHOTO
npu NPpUMEHEHUN NeKapCTBEHHbIX NPenapaToB 1 BbIIBNEHHbIX HAa BCeX aTanax obpalleHns nekapcTBeHHbIX NpenapaToB
B Poccunckon ®efepauun n gpyrux rocygapcraax.

3. CybbekTbl obpalleHns nekapCTBEHHbIX CPeACTB B NOPAAKE, yCTaHOBNEHHOM YNOIHOMOYEHHbIM heaeparnbHbiM
OpraHoM UCMOMHUTENBHOW BriacT1, 00s3aHbl coobwatb B YNONMHOMOYEHHbIM dedepanbHbIi opraH WUCNOMHUTENBHON
BNactu 0 NoBOYHbIX AENCTBUAX, HEXenaTeNbHbIX peakunsix, CepbesHbIX HexXenaTernbHbIX peakumsx, HenpeaBuaeHHbIX
HexxenaTtenbHbIX peakumsx Npy NpUMEHEHUN neKapCTBEHHbIX npenapaTtoB, 006 MHAMBMAOyanbHOW HeNnepeHOCUMOCTH,
oTCyTCTBUM 3(PDEKTUBHOCTM NEKApCTBEHHbIX MpenapaToB, a Takke 006 WHbIXx aktax u obcTosTenbCTBaXx,
NpeacTaBnsoWmMX Yrpo3y >XU3HU WUNW  300POBbI0  YernoBeka MO0 KMBOTHOMO MNpu MPUMEHEHUW NeKapCTBEHHbIX
npenapaTtoB U BbIBMEHHbIX HA BCeX 3Tanax obpalleHns nekapcTBeHHbIX npenapaToB B Poccunckon degepaunm u
OpYrux rocyaapcTBax.

4. Nepxatenu unu snagenblbl PerncTpaLnoHHbIX yOOCTOBEPEHUIN feKapCTBEHHbIX MnpenapaToB, topuandeckue
nuua, Ha MMs KOTOpbIX BblAaHbl paspelleHns Ha NpoBeAeHNe KNMHUYECKMX nccnegosaHmn B Poccuickon ®egepauun,
nMBo YNOMHOMOYEHHbIE UMW Apyrue lopuanyeckue nuua B pamkax obecneyeHus 6e30MacHOCTU NeKapCTBEHHbIX
npenapatos B MNOPsAKe, YCTaHOBMEHHOM  COOTBETCTBYIOLWMM  YMOMHOMOYEHHbIM  dpbefeparnbHbIM - OpraHom
NCMONHWUTENBHON BriacTh, 06s3aHbl OCYLLEeCTBATL NpueM, yyeT, o6paboTKy, aHanus u xpaHeHwe MNoCTynawwmux B KX
agpec oT cybbekToB OOpalleHUs nekapCTBEHHbIX CPEeACTB M OpraHoB rOCYyAapCTBEHHOW BriacTu coobLeHun o
NoBOYHBLIX OENCTBUAX, HEXEeNaTENbHbIX PEaKUUSAX, CEPbE3HbIX HexXenaTenbHbIX U HenpeaBUAEHHbIX HexenaTenbHbIX
peakumsix Mnpu MNPUMEHEHUW NeKapCTBEHHbIX npenapaTtoB, 06 OCOBEHHOCTSIX WX B3aMMOLEWCTBUA C OpYyrumu
neKkapCcTBEHHbIMM Npenapatamu, MHAMBMAYaNbHOW HENEPEHOCMMOCTH, a Takke 00 UHbIX haktax n obcroAaTenbcTBax,
npeacTaBnsoLLMX Yrpo3y XU3HWU UNN 300POBbI0 YernoBeka B0 XKMBOTHOMO UMW BANSIOWLMX HA U3MEHEHUe OTHOLLEHMWS
OoXunaaemowm norb3bl K BO3MOXHOMY PUCKY NMPUMEHEHMNSA NeKapCTBEHHbIX NpenapaTos.

5. lNpu BbIABNEHUN MHOPMaLUN O CEPLE3HbIX HEXemnaTernbHbIX peakumsax U HenpeaBUAEHHbIX HexenaTerbHbIX
peakumsix npuv MNPUMEHEHWM NneKapCTBEHHbIX npenapatoB, 06 OCOBEHHOCTAX WX B3aMMOAENCTBMS C  ApPYrMMM
neKkapCcTBEHHbIMM NpenapatamMu, MHAMBUAYaNbHOW HENEPEHOCMMOCTH, a Takke 00 UHbIX hakTax n obcroAaTenbcTBax,
BMUAIOWMX HA U3MEHEHME OTHOLLUEHWUS OXMOAeMOW MOSib3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NeKapCTBEHHbIX
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npenapaTtoB, [gepXaTenu wWnvM Bnagenblbl PErucTPauUMOHHBIX  YAOCTOBEPEHWUM JIEKapCTBEHHbIX MNpPenapartos,
IopYaMYECKMe NnLa, Ha MMsT KOTOPbIX BbldaHbl pa3peLleHns Ha NpoBeAeHUE KITMHUYECKMX UccnegoBanmi B Poccuinckom
®egepaummn, NMBO yNONTHOMOYEHHbIE UMW ApYyrue topugudeckne nuua obssaHbl NPUHATbL Mepbl, HanpaBneHHble Ha
yCTpaHeHue HeraTuBHbIX NOCNeACTBUN NPUMEHEHUS Taknx NekapcTBEHHbIX NpenapaTos, npegynpexaeHne npudmHeHus
Bpeda >XW3HW UNW 300pOBbH  YerioBeka NNOO KMBOTHOrO, 3alUMTy MX OT MPUMEHEHUS TaKuMX JleKapCTBEHHbIX
npenapaToB, Ha AOMNOMHUTENbHLIN cOOp pAaHHbIX 00 3ddeEKTMBHOCTM M 6e30NacHOCTM TakUX JeKapCTBEHHbIX
npenapaTos.

6. 3a HecoobLLieHME NN COKPbITUE MHOPMaLUN, NPeayCMOTPEHHON YacTbio 3 HACTOSLWEN CTaTbW, OepXaTenu
unu BragenbLlbl perncTpaumMoHHbIX YA0CTOBEPEHNUI NeKapCTBEHHbIX NpenapaTos, opuanyeckme nuua, Ha UMst KOTOPbIX
BblJaHbl paspeLlleHns Ha NpoBedeHne KIMHNYeCcknx ncenegosanunii B Pocecuinckon ®egepauun, nnbo ynonHOMOYEHHbIE
UMK pyrue lopuanydeckme nuua, a Takke JOIMKHOCTHbIE Nuua, KOTOPbIM 3Ta MHpopMauus ctana u3BecTHa no poay Wx
NpodeccuoHanbHON [eATenbHOCTU, HECYT OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKoHOOATenbCTBOM Poccuiickon
denepaumm.

7. lpu nonyyeHUM YMNONHOMOYEHHLIM (pefeparnbHbIM  OpraHOM  WCMOSTHUTENbHOW BRactTM B pamKax
ocyLecTBneHns M hapmakoHaasopa 4okas3aTenbCTB O HECOOTBETCTBUM NEKapCTBEHHOTO npenaparta yCTaHOBMEHHbIM
TpeboBaHNAM UNu Npu NOMyYeHUM UHPOPMaLMM O HECOOTBETCTBMM AaHHbIX 00 adhdekTMBHOCTM U O BesonacHocTu
nekapCcTBEHHOro npenapaTa AaHHbIM O NIeKapCTBEHHOM Mpenaparte, CoAepXKallMMCs B UHCTPYKLUK MO ero NPUMEHEHUIo
(B TOM u4ucne BbISIBIIEHHBIX B XO4€ OCYLIEeCTBMNEHMS dapMakoHag3opa KOHTPONbHO-HaA30pPHbIMKM — OpraHamu
WMHOCTPaHHbIX rOCy4apCTB), YNOMHOMOYEHHBIN befepanbHbli OpraH UCMOMHUTENBHOW BlAacTM B YCTAHOBMIEHHOM WM
nopsigke paccMaTpvBaeT BOMPOC O MPUOCTAaHOBNEHUN MPUMEHEHUS TaKOro NIEKAapCTBEHHOIO nNpenapaTa.

CraTtbsa 65. [NpnocTaHoOBREHNe NPUMEHEHNs NieKapCTBEHHOro npenapara
(B pen. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. MNpw nonyyeHnn nHdopmaLmm 0 HeXxenaTenbHbIX peakunsx Npu NpMMeHEeHUn NekapcTBEHHOro npernapara, He
YyKa3aHHbIX B MHCTPYKUMM MO NPUMEHEHUIO NEeKapCTBEHHOMO MpenapaTta, Cepbe3HblX HexenaTenbHbIX peakuusax, ob
O0COBEHHOCTAX ero B3aMMOAENCTBMSA C OPYTMMN NekapCTBEHHbIMU NpenapaTamm, KOTopble MOryT NPeAacTaBnATb yrposy
XM3HW UMW 300POBbI0 YeroBeka NMOO XXMBOTHOrO, a Takke O HEeCOOTBETCTBUM AaHHbIX 006 3deKTMBHOCTM M O
6e30nacHOCTM NekapCcTBEHHOro NpenapaTa AaHHbIM O NeKapCTBEHHOM Mpenapare, coepXallumcs B MHCTPYKUMM MO
€ero MpUMeHeHWo, B TOM 4MCMle OT YMONHOMOYEHHbIX OpraHOB WHOCTPaHHbIX rocydapcTs, OOMEH KOTOpPOM
OCYLLEeCTBMAeTCHd B COOTBETCTBMM C COMMaleHuaAMU MexXdy  YrNOSTHOMOYEeHHbIM  dbefeparnbHbIM - OpraHom
NCNOMHMTENBHOW BNacT U YNONIHOMOYEHHbIMW OpraHaMmn MHOCTPaHHbIX roCy4apcTB, YNOMHOMOYEHHbIN denepanbHbIn
OpraH WUCMNOMHUTENBHOW BnacTM paccMaTtpuBaeT BOMPOC O BO3MOXHOCTM MPUOCTAHOBMNEHMS OBpalleHus Takoro
nekapCcTBEHHOro npenapara B nopsake, yCTaHOBEHHOM YNOMHOMOYEHHbIM deaepanbHbiM OpraHoOM UCMNONHUTENBLHON
BNacTu.

2. Ipy HENCNONHEeHUN UNU HeHaAexalleM MWCNONHEHUN AepxaTenaMn Unv Bnagenbuamu perncTpaumoHHbIX
YOOCTOBEPEHUA TNEKAapCTBEHHbIX MpenapaToB, IOPUAMYECKUMU NULEAMU, HA UMS KOTOPbIX BblAaHbl paspelleHns Ha
npoBedeHne KIMHWYECKUX uccnegoBaHun B Poccunckon Pegepaumun, wnM  yNnonHOMOYEHHbIMW UMW OPYTMMU
IopyaMyeckMMmn nuuamm obs3aHHOCTEN, YCTaHOBIEHHbIX YacTamn 3 n 4 ctaTbn 64 HacToswero ®egepansHOro 3akoHa,
nMbo B cnydasix MpeAcTaBreHusl COOTBETCTBYIOLMM YMONHOMOYEHHbIM (heaepanbHbiM OpraHoM  MCMOMHUTENbHOW
BMacTu 3aKYeHNs O HEOCTOBEPHOCTU Pe3ynbTaToB KIMHUYECKOrO UCCNeoBaHNs NeKapCTBEHHOro rnpenapata ang
MeOULMHCKOrO NPUMEHEHNS, KOTOPOE OCHOBaHO Ha pesynbTaTtax NpoBepKku MeAMLNHCKON opraHusauun, npoBoauBLUEN
yKa3aHHOe KIMHWYEeCKOe WCCrefoBaHMe C HapylleHueM Npasui Haanexallen KIMHUYECKON NPakTUKK, U MNpuBesno K
Nony4YeHnto HeJOCTOBEPHbIX pe3ynbTaToB, MO0 B Cryyae HEeBbINOMHEHUS NpeanMcaHuns, BbiAaHHOMO YNOSTHOMOYEHHbIM
dedepanbHbIM OpraHOM WCMOSNHUTENbBbHOM BMAcTM MO MTOraM OCYLLECTBMEHUA BbIBOPOYHOrO KOHTPOMsS KayecTsa
nekapCcTBEHHOro npenapara, YNnofNHOMOYEHHbIV dhedeparnbHbll OpraH UCNOMHUTENBHON BriacT B YCTAHOBNEHHOM UM
nopsiake paccMaTpyBaeT BOMPOC O MPUOCTaHOBMNEHUN MPUMEHEHUS TaKOro NekapCTBEHHOro npenaparTa.

CraTtbs 66. MHdopmauus o pesynbTaTax papmakoHazsopa
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

YNonHOMOYEHHbIN  dhefepanbHblii  OpraH  UCMOMHUTENbHOW  BRacTW, OCYLUEeCTBASKOWUA  dapmakoHansop,
Haxogswmxcs B obpawernn B Poccunckon ®enepauumn, no pesynbratam papmakoHags3opa pa3MellaeT Ha CBOEM
oduymnansHoM cante B ceTn "UHTepHeT" MHOPMaLUIO O NPUHATLIX PeLIEHUAX O BHECEHUN U3MEHEHUS B WHCTPYKUMIO
Mo MPYMEHEHWIO JIeKapCTBEHHOro npenaparta, O NPUOCTAHOBIIEHWM MPUMMEHEHWS FeKapCTBEHHOro npenaparta, o6
n3bATUM U3 OBpaLLeHNs NekapCTBEHHOrO Npenapara unn o BO30GHOBMEHNN NPUMEHEHNS NTEKapCTBEHHOrO npenapara.
(B pea. PegepanbHoro 3akoHa oT 22.12.2014 N 429-93)
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Maea 14. UHOOPMALIUA O NNEKAPCTBEHHbIX NMPEMAPATAX
CraTtbs 67. UHdopmauusa o0 nekapcTBEHHbIX NpenapaTtax

1. IHdopmauus o nekapCTBEHHBIX NpenapaTax, OTnyckaeMblX Mo peuenTy Ha NekapCTBEeHHbIN Npenapart, AoSkKHa
cofepkaTbCsl TONbKO B CNeuuanu3npoBaHHbIX U3OaHnsaX, NpedHasHayYeHHbIX AN MEeAUUMHCKUX, hapMaueBTUYEeCcKuX,
BETEepUHapPHbIX paBoTHUKOB. MHdopMaLms 0 NeKkapCTBEHHbIX NpenapaTax Ans cneuuanicTos B obnactu obpalleHus
NEeKapCTBEHHbIX CPEACTB MOXET COAEepXaTbCA B MOHOrpadusix, CrpaBOYHMKAX, HaydHbIX CTaTbsAX, B [AOKNagax Ha
KOHrpeccax, KoHhepeHLUaAX, CUMNO3MyMaXx, Hay4YHbIX COBETAX, a TaKkKe B MHCTPYKLMSAX MO NPUMEHEHUIO NeKapCTBEHHbIX
npenaparos.

2. IHdopmaums o nekapcTBEHHbIX NpenapaTax, oTnyckaembix 6e3 peuenTa Ha fekapCTBEHHbIV NpenapaTt, MoXeT
codepxkaTbCsl B MyGnukauusx U OBGBbABMNEHUSX CPEACTB MacCOBOW MHGOPMauuW, CneuuanusMpoBaHHbIX M 0OLMX
neyaTHbIX WU3OaHUAX, WHCTPYKUMSAX MO MPUMEHEHUI0 NeKapCTBEHHbIX MNpenapaTtoB, WHbIX W3daHusX Cy6bekToB
obpalleHns nekapcTBEHHbIX cpedcTB. PeknamHble mMaTepuanbl O NeKapCTBEHHOM npenaparte, oTrnyckaemom 6e3
peuenTa Ha NeKapCTBEHHbI npenapaT, OOMKHbl COOTBETCTBOBATb WHCTPYKUMW MO MNPUMEHEHUIO NEeKapCTBEHHOro
npenapara.

3. HonyckaeTcss Ucnonb3oBaHUe oObIX MaTepuaribHbIX HOCUTEnel, MO3BONSIOWMX XpaHWTb, nepedaBatb U
MCnosnb3oBaTb MHGOPMAaLMIO O NIEKapPCTBEHHbIX NMpenapaTtax 6e3 ee UCKakeHws.

FnaBa 14.1. OTPAHNYEHUA, HANTATAEMbBIE
HA OPFAHU3ALINN, OCYLLECTBNAIOWUE OEATENBHOCTb
MO OBPALLEHUIO NEKAPCTBEHHbIX CPEACTB

(BBegeHa ®egepanbHbiM 3akoHOM OT 25.11.2013 N 317-93)

Cratba 67.1. OrpaHunyeHusi, Hanaraemble NpW OCYLUECTBMEHUN [OedTenbHocTu B cdepe obpaleHus
nekapCcTBEHHbIX CpeacTB

1. OpraHuzaumum, 3aHMMaloliMecsl pa3paboTkoil, NPOM3BOACTBOM M (MnM) peanusauuert  NekapCTBEHHbIX
npenapaTtoB Afsl MeOULUMHCKOTO MPUMEHeHWsl, opraHusauui, obnagatolive npaBamMy Ha WCMONb30BaHWE TOProBOro
HauMeHOBaHWUA NeKapcTBEHHOro npenapaTta AnA MEAMLMHCKOrO MpUMEHeHUs, opraHu3auuyM OMnTOBOW TOProBmu
NeKkapcTBEHHbIMU CpeacTBaMu, anTeyHble opraHm3aunm (MX NpeacTaBuTenu, Hble ouandeckue 1 puanudeckne nuua,
OCYLLECTBMAIOLLIME CBOW AEATENbHOCTb OT MMEHW 3TUX OpraHusauumii) B OTHOLIEHWM MeOULMHCKMX PabOTHUKOB U
pykoBoauTenein MeguUMHCKUX OpraHn3aumnin He Bnpase:

1) BpyyaTb NoJapku, BbiNniayMBaTb AeHeXHble CPeacTBa (3a UCKMHYEHNeM BO3HarpaXKaeHnin no gorosopam npu
MPOBEAEHUN  KIMHUYECKUX WCCIEdOBaHWIA  JIEKApPCTBEHHbIX MpenapaToB  Afs  MEAMLMHCKOrO  MpUMEHeHus,
BO3HArpaXxaeHui, CBSA3aHHbLIX C OCYLLECTBMEHWEM MEAMLMHCKUM paBGOoTHWKOM Medarormyeckon M (Unmm) HaydHown
OesATenbHOCTM), B TOM 4YMClne onnauvBaTb pasBrieyeHus, OTAbIX, Npoesd K MecTy OTAblXxa, a Takke npuBnekatb K
y4yacTuio B pa3BriekaTerbHbIX MeponpusaTUAX, NPOBOAUMbIX 38 CYET CBOUX CPEACTB;

2) 3aKnovaTb COrnalleHus O HasHaYeHUM WU pekoMeHaauuu nauueHTaM JeKapCTBEHHbIX MpenapaTtoB Ans
MEAMLMHCKOro NPUMEHEHUS (3a UCKITHYEHNEM [JOrOBOPOB O NPOBEAEHUN KITMHUYECKMX WUCCREedoBaHWN NeKapCTBEHHbIX
npenapaTtoB Anst MeaULMHCKOro NPUMEHEHWs);

3) npegocTaBnsATh 06pasLbl NeKapCTBEHHbLIX MpenapartoB Ans MeOWULMHCKOTO MPUMEHEHUsI B LensX BpyveHust
nauuMeHTaMm (3a MCKMIOYEHUEeM CryyaeB, CBSA3AHHbLIX C MPOBEAEHMEM KMMHWUYECKUX WCCNEedoBaHUiA NeKapCTBEHHbIX
npenapartoB Ans MeguLMHCKOro NpUMeHeHus);

4) npedocTaBnATb HEQOCTOBEPHYID U (MNN) HEMOSNHY WMHOpMAaUMI0O O JIeKapCTBEHHbIX Mpenapartax Aans
MEAMLMHCKOro NPUMEHEHUS;

5) nocelaTb Ux B paboyee BpeMsl Ha pabounx MecTax, 3a UCKIIOYEHWEM CIy4yaeB, CBA3aHHbIX C MpPOBeAEeHVEM
KMUHUYECKNX UCCNEAoBaHNA NEKapCTBEHHbIX NPenapaTos Ans MEeOULMHCKOTO MPUMEHEHWsl, C yYacTueM B MopsaaKe,
YCTAHOBINEHHOM PYKOBOAMTENEM MEAMLMHCKOW OpraHu3auuu, B COGPaHMAX MEOULMHCKUX pPabOTHUMKOB M UHbIX
MEpOMNPUATUAX, HamnpaBneHHbIX Ha MOoBblllEeHMe WX MNPOECCMOHANbLHOO YPOBHA UMM  Ha MpegocTaBreHue
MHpopMaLIMK, CBA3aHHOW C OCYLLECTBNEHNEM MOHUTOPUHIa 6e30NacHOCTU NeKapCTBEHHbIX NpenapaTos;

6) nobyxaaTb K BbIMUCLIBAHUIO JIEKAPCTBEHHbLIX MpenapaTtoB Ans MeOWLUMHCKOTO MpUMeHeHusi Ha 6raHkax,
coepXaliMx MHGOPMAaLUI0 PEeKnaMHOro xapakTepa, a Takke Ha peLenTypHbiXx OnaHkax, Ha KOTOpbIX 3apaHee
Hane4yaTaHo HavMeHoBaHWe NleKapCTBEHHOro npenapaTa Ans MeauLMHCKOro NPUMEHEHUS.

2. OpraHusauuu, ykasaHHble B ab3ale nepsoM YacTu 1 HacTosALLeR CTaTbM, U UX NPEACTaBUTENN B OTHOLLEHUU
dhapmaLeBTUYECKNX PaGOTHUKOB M PyKOBOOWUTENEN anTeuHbIX OpraHusaLmnii He Bnpase:

1) BpyyaTb NoJapku, BbiNnaymMBaTh AeHeXHble CpeAcTBa, B TOM YMCle ONnavymBaTth pasBreyeHns], oTabIx, npoess
K MecCTy oTablxa, U NpVBMeKaTb K y4acTuio B pa3BriekaTeNbHbIX MeponpusTUsiX, MPOBOAMMBIX 38 CHET CBOMX CPeACTB;

2) npegocTaBnsATb 06pasubl NEKapCTBEHHbLIX MPenapaTtoB Ans MEAUUMHCKOrO MpUMEHeHust Ons  BpyveHust
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HacerneHuio;
3) 3aknoyaTb cornmalleHus O MpPeasioKeHWM HaceneHuo OMpederneHHbIX JeKapCTBEHHbIX MpenapaToB Ans
MEeOULMHCKOTO NPUMEHEHUS;
4) npenocTaBnATb HEAOCTOBEPHYIO M (UNKN) HEMOMHYI WMHAOPMAaUMIO O §NeKapCTBEHHbIX MpenapaTtax Ans
MeOULMHCKOrO NPUMEHEHNS, B TOM YMCIEe MMEIOLLMX OAMHAKOBOE MeXOAyHapOAHOEe HENAaTEHTOBAHHOE HaMMeHOBaHNMe.

Cratba 67.2. TpeboBaHMA K OpraHMsauum W MPOBEAEHUIO HAy4YHbIX MEpPOMNPUATUNA, WHbLIX MEPONPUATUN,
HanpaBfeHHbIX Ha MOBbIWEHME MNPOdECCUOHANBHOIO YPOBHS MEAMLUHCKMX PaboOTHMKOB MMM Ha npedocTaBrieHune
MHpopmMaLmn, CBSA3AHHOW C OCYLLECTBIIEHNEM MOHUTOPUHIa 6€30NacHOCTU NEKApCTBEHHbIX NpenapaTos

1. Tpu npoBeAeHWN HayYHbIX MEPONPUATUNA, WHbIX MEPONPUATUIA, HaMpaBfeHHbIX Ha MNOBbILEHNE
NpodEeCCUOHANBHOIO YPOBHS MEOULMHCKUX PabOTHWKOB MU Ha MNPELOCTaBMEHUE CBA3AHHOW C OCYLLECTBIEHWEM
MOHUTOPUHIra 6€30MacHOCTY NeKapCTBEHHbIX NPenapaToB MHOPMaLUnN, OpraHn3yeMbIX OpraHu3auvsamMu, yKasaHHbIMU
B absaue nepsom yvactu 1 crtateum 67.1 Hactoswero ®PegepanbHOro 3akoHa, WX npeactasuTenamm u  (Mnm)
hrHaHCUpyeMbIX 3a CHET CPeACTB ATUX OpraHn3auun 1 Ux npeacraBuTenen, sanpeLLaeTcsd NPensaTCTBOBAaTb y4acTuo B
YyKa3aHHbIX MEPOMNPUSATUAX UHBIX OpraHM3auuin, KOTopble MPOM3BOAAT UMK pPeanuayoT fekapcTBEHHblE npenapatbl Ans
MEOULMHCKOTO MNPUMEHEHUsT CO CXOXMM MexaHu3MoM bapmakonornyeckoro gencremsi, nunbo cosgaBatb
OUCKPUMUHALUMOHHBIE YCNOBUA A5 OOHUX YY4aCTHUKOB MO CPaABHEHMUIO C APYTMMU yYaCTHUKaMU, 8 UMEHHO:

1) NpegocTaBnATe pasnMYHOE KONMUYECTBO BPEMEHU ANS BbICTYMNIEHWA YYAaCTHUKOB, Pa3fiM4YHbIE MO pasMepy
3aHMMaeMon nnowaan Mecta Ons AeMOHCTpaumym o6pas3uoB JeKapCTBEHHbIX MpenapaTtoB Ans MeOUUUHCKOro
NMPUMEHEHNS UNN peKknamHbIX MaTepuarioB O NeKapCTBEHHbIX MpenapaTtax ANnd MeAWMLUMHCKOro MpUMEHEHMs Ha
3KCMO3NUMAX, CTeHAaX, 3a WCKIYEHWEeM CriyyaeB, €Cnv Takue YCNOBUSA 3akpenseHbl B COrnalleHusx 3TuX
opraHu3auun, Mx npeacraBuTener 0 UHAHCMPOBAHUWM YKa3aHHbIX MEPOMNPUATUA U OBYCNOBMEHbl pPasnMYHbIMMI
3aTpaTamMu y4aCTHUKOB Ha NX OpraHu3auuio;

2) ycTaHaBnuBaTb pasMep B3HOCA ANS YYaCTHUMKOB MEPOMPUSATUN, yKa3aHHbIX B ab3aue NepBOM HacTosAwen
YacTu, NPEBbIWALWNA CyMMY 3aTpaT Ha OpraHu3auuio yKasaHHbIX MEeponpuaATMn U Bedywmi K HeoBGOCHOBaHHOMY
OrPaHNYEHUNIO YnCna NX Yy4aCTHUKOB.

2. OpraHunsauumm, ykasaHHble B ab3aue nepBom Yactu 1 ctatbn 67.1 HacTosiwero PenepanbHOro 3akoHa, MX
npeacTaBuUTENK, OCYLLIECTBASAIOLWIME OpraHu3aumio u (unu) drHaHcUpoBaHWE MEPONPUSATUR, YKa3aHHbIX B YacTtu 1
HacTosILLEN cTaTbk, 00a3aHbl 0becnevmBaTb AOCTYN K MHpOpMauumM o faTe, MeCcTe U BpEMEHW MNPOBEAEHUS YKa3aHHbIX
MeponpuaTUI, nnaHax, nporpaMmax npoBeAeHUs YKasaHHbIX MepornpuaTMA W Temax, nnaHupyemblx Ans
paccMOTpeHUs1, CoCTaBe MX Y4aCTHUKOB NyTeM pasMeLleHNss COOTBETCTBYOLWEN NHOPMaLIMM HA CBOMX oduuManbHbIX
caunTtax B ceTn "MHTepHeT" He no3gHee ABYX MecsLEeB OO Havara NpoBefeHUs yKa3aHHbIX MepPOonpUATUN.

3. VIHcbopmaums 0 npoBeaeHUM MEPONPUATUIA, yKa3aHHbIX B YacT 1 HaCcTosLWEN CTaTb, B CPOK, YCTAHOBIEHHbIV
YacTblo 2 HacToslen cTaTbW, AOSKHA ObITb HanpaBneHa B dheaepanbHbld OpraH MUCMOMHUTENbHOW BriacTy,
OCYLLeCTBASAOLMNA PYHKLMM NO KOHTPOIO U HAA30py B chepe 3apaBooxXpaHeHus, Ans nocrneayoulero pasmeLleHns ee
Ha oduLManbHOM canTe 3Toro opraHa B cetn "HTepHeT".

naesa 15. OTBETCTBEHHOCTb 3A HAPYLUEHUE 3AKOHOOATENIbCTBA
POCCUNCKON ®EQEPALIUU NMPU OBPALLEHUM NEKAPCTBEHHbLIX CPEACTB
M BO3MELLEHUE BPEOA, MPUMUHEHHOIO 30OPOBbLIO NrPAXKOAH
BCNEACTBUE NPUMEHEHUA NEKAPCTBEHHbIX NMPEMAPATOB

CraTtba 68. OTBeTCTBEHHOCTb 3a HapylleHue 3akoHogaTenbcTBa Poccunckon ®egepauumn npu obpalieHun
nekapCcTBeHHbIX CpeacTB

1. HapyweHnue 3akoHogaTtensctBa Poccuiickon defepaunm npy obpalleHnm nekapcTBEHHbIX CPEACTB BreYeT 3a
cobol OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHoAaTeNbCTBOM Poccunckon ®egepaumn.
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

2. 3a HenpepacTasneHne nHopmauum 1 (MNu) AaHHbIX, NPegyCMOTPEHHbIX HacToAwmMM PegepanbHbiM 3aKOHOM,
cybbekTbl obpalleHns NekapCTBEHHbIX CPEeACTB HeCyT OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOOATENbLCTBOM
Poccuinckon denepaumn.

(yacTb 2 BBegeHa PegepanbHbIiM 3akoHOM OT 22.12.2014 N 429-93)

Cratbs 69. Bo3mellieHne Bpeaa, NPUUYMHEHHOTO 340POBLI0 FpaXkdaH BCNEACTBUE MPUMEHEHUST NEKapCTBEHHbIX
npenapartoB

1. MpousBoauTenb NekapcTBEHHOro npenaparta obs3aH BO3MECTUTb Bpefd, NMPUYMHEHHbIA 300POBLI0 rpakaaH
BCMeACcTBME NPUMEHEHUS NIeKapCTBEHHOro NpenapaTa, eciv Aoka3aHo, YTo:
1) NekapCTBEHHbI MpenapaTt MPUMEHSINICA MO Ha3HAYEHWI0 B COOTBETCTBMU C WMHCTPYKLMUEN MO MPUMEHEHUIO
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rfiekapCTBEHHOro npenapata U MPUYMHOW Bpeda sBWMCA BBOA4 B rpaxgaHckmi obopoT HepobpokayecTBEHHOro
rniekapCTBEHHOrO npenapara;

2) Bpea 3A0POBbI MPUYMHEH BCREACTBME HELOCTOBEPHOW MHGOPMAaLMK, COAEpPXallencs B WMHCTPYKUMM MO
NPUMEHEHMIO NEKapPCTBEHHOrO npenaparTa, u3gaHHo NPou3BoANTENEM NEKAapCTBEHHOIO Npenapara.

2. B cnyyae, ecnu Bpe 3400pOBbi0 rpaxaaH MpUYUMHEH BCNeacTBME MPUMEHEHMS NeKapCTBEHHOro npenapara,
npuvLeaLero B HErogHOCTb B pes3yrbTaTe HapyLlUeHWsi NPaBuil XpaHEHUs NEKAPCTBEHHbLIX CPEACTB, NpaBuil ONTOBOW
TOProBNU NEKapCTBEHHbIMU MpenapaTtaMu, NpaBuil OTMyCKa JfeKkapCTBEHHbIX NpenapaToB, NpaBuil U3FOTOBMEHUS U
OTMyCKa NekapCTBEHHbIX MpenapaToB, BO3MELLEeHMEe Bpeaa OCYLLEeCTBAETCA COOTBETCTBEHHO OpraHv3auunen OnTOBOW
TOProBNu NEeKapCTBEHHbIMWN CPeaCTBaMU, anTEeYHOW OpraHu3aunen, MHANBMAYyanbHbIM NpeanpuHMMaTenem, MMeLmMmm
NUUEH3NIO Ha (hapMaLEeBTMYECKYI0 OEATENbHOCTb UMW MULEH3NIO HAa MEOMLMHCKYID OeATeNbHOCTb, MeOMLMHCKON
opraHusauven, MMeloLen NULEH3N0 Ha dapMaueBTUYECKYD AesTenbHOCTL (ee 000Co6neHHbIM noapasgeneHem
(ambynatopwvent, henbalepcknum 1 enbalepcKo-akyLepPCKUM NyHKTaMu, LEHTPOM (oTAeneHmem) obwen BpavebHoM
(cemeliHOM) MpakTUKW), pacnosiIOXEHHbIM B CEMNbCKOM HACENeHHOM MyHKTe, B KOTOPOM OTCYTCTBYET anteyHas
opraHu3auus), ONyCTUBLUMMY NPOAAXY UM OTMYCK TAKOro fiekapCTBEHHOrO npenapara.

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

3. BosmelweHve Bpeda, NPUYUHEHHOrO 340POBbLI0 rpaXdaH BCMEACTBME MPUMEHEHUS  NIEKAPCTBEHHbIX
npenapaTtoB WM COBEPLUEHMSI NPOTMBOMPABHbLIX AEWCTBUA CyObekTamy oOpalleHNsi NEeKapCTBEHHbLIX CpeacTs,
OCyLLECTBNAETCHA B COOTBETCTBUM C 3aKoHOAATeNbCTBOM Poccuiickon Pegepaumm.

naea 16. 3AKITIOYUTEJIbHbIE NMONOXEHUA

Cratba 70. O npusHaHuM yTpaTUBLUMMK CUMY OTAEMNbHbLIX 3aKOHOOATENbHbIX  aKTOB  (MONIOXEHUN
3akoHofaTenbHbIX akToB) Poccuinckon ®epepauum

Mpu3HaTb yTpaTUBLLUMMM CUIY:

1) depepanbHbii 3akoH OT 22 uoHA 1998 roga N 86-d3 "O nekapctBeHHbIx cpeactBax” (CobpaHue
3akoHoaaTenbcTBa Poccuiickon ®enepaumm, 1998, N 26, ct. 3006);

2) ®epnepanbHbl 3akoH oT 2 aHBaps 2000 roga N 5-93 "O BHeceHUM U3MeHeHUs 1 aononHeHun B deaepanbHbiii
3akoH "O nekapcTBeHHbIX cpeacTBax” (CobpaHue 3akoHogartenbcTBa Poccuinckon ®egepauun, 2000, N 2, cT. 126);

3) ctatbto 40 PepepanbHoro 3akoHa ot 10 aHBaps 2003 roga N 15-d3 "O BHeCeHUN U3MEHEHUI U AOMOSTHEHUA B
HEeKOTOpble 3akoHoAaTenbHble akTbl Poccuiickon depepaumm B cBA3M € nNpuHaTuem PepepanbHoro 3akoHa "O
nyUeH3npoBaHUK OTAEeNbHbLIX BUAOB AesTensHocTn" (CobpaHune 3akoHopgaTensctea Poccuinckon ®Pegepaummn, 2003, N
2, cT. 167);

4) ctatbio 31 ®epepansHoro 3akoHa oT 30 utoHa 2003 roga N 86-d3 "O BHeceHU U3SMEHEHUN U [ONOSIHEHUA B
HeKoTOopble 3akoHoAdaTenbHble akTbl Poccuickon ®Pegepauun, nNpuUsHaHUM  YTPaTUBLUMMKU  CUITY  OTAEMNbHbIX
3aKoHoaaTenbHbIX akToB Poccuiickon degepaumn, npegoCTaBlEHUN OTAENbHBIX FapaHTUA  COTPYAHMKaAM OpraHoB
BHYTPEHHMX A€En, OPraHoB MO KOHTPOM 3a 060pOTOM HapKOTUYECKUX CPEACTB U MCUXOTPOMHLIX BELLUECTB WU
ynpasgHseMbix defeparnbHbiX OpraHOB HANoOroBon NOULUKN B CBA3M C OCYLLECTBIIEHMEM MEpP MO COBEPLLUEHCTBOBAHMUIO
rocygapcrtBeHHoro ynpaeneHus” (CobpaHue 3akoHogaTtensctBa Poccuiickon degepaumm, 2003, N 27, c1. 2700);

5) ctatbio 101 depepanbHoro 3akoHa ot 22 asrycta 2004 roga N 122-®3 "O BHeCeHUM W3MEHEHWUIA B
3akoHofaTenbHble akTbl Poccunckon Pegepaumm u NpusHaHum yTpaTUBLLMMU CUY HEKOTOPbIX 3aKOHOOATEMNbHbIX aKTOB
Poccuiickon ®epepauym B cBs3n ¢ npuHsatuem PepepanbHbix 3akoHOB "O BHECEHUW WM3MEHEHUW W OOMOSIHEHWIA B
depepanbHbIi 3akoH "O6 06LLMX NpMHLMNAaxX opraHn3aumm 3aKkoHodaTernbHbIX (MpeacTaBUTENbHbIX) U UCMONHUTENBHbIX
OpraHoB rocyaapcTBeHHoOn Bnactu cybwektoB Poccuiickon ®epepaummn" n "O6 o06Wwmx npuHUMNax opraHuM3auum
MecTHoro camoynpaeneHus B Poccuiickon ®egepaunn” (CobpaHue 3akoHogaTensctsa Poccuiickon ®eagepaunn, 2004,
N 35, cT. 3607);

6) ctatblo 28 depepanbHoro 3akoHa ot 18 pgekabpsa 2006 roga N 231-03 "O BBegeHun B OENCTBME 4acTu
yeTBepTOon [MpaxkaaHckoro kogekca Poccuiickon Pepepauunn” (CobpaHne 3akoHogatenscTBa Poccuiickon deaepaumm,
2006, N 52, cT. 5497).

Cratbsa 71. BctynneHnue B cuny HacToswero $enepanbHOro 3akoHa

1. Hactosawmin ®egepanbHbin 3akoH BCTynaeT B cuny ¢ 1 ceHTs6psa 2010 roga.

2. llekapCTBEHHbIE CpPeAcTBa, 3aperMcTpupoBaHHble OO0 OHSA BCTYMNeHMs B cuny Hactosiwero depeparnbHoOro
3aKoHa, noanexar BKIMIOYEHUIO B FOCY4apCTBEHHbIE PEECTPbI NIEKAPCTBEHHbBIX CPEACTB C BHECEHNEM yKa3aHHbIX B 4acTuh
1 ctatbn 33 HacToswero ®PefepanbHOro 3akoHa cBedeHUn 06 3TUX NeKapCTBEHHbIX cpedcTBax 6e3 npoxoxaeHus
BHOBb MpoLeaypbl rocyAapCTBEHHOW perncTpauun nekapCcTBeHHbLIX NpenapaTos.

3. MocypapcTBeHHas perncrpauus nekapCcTBeHHbIX NpenapaToB, 3a MCKIHYEHUEM FeKapCTBEHHbLIX MpenapaToB
ONA MEeOWLUUWHCKOro MPUMEHEHUS, NPEACTaBMEHHbIX Ha YKa3aHHYl peructpaumio O AHA BCTYNSNIEHMS B cuny
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HacToswero ®egepanbHOro 3akoHa, OCYLLECTBISIETCS B COOTBETCTBUM C HacTodwum PefeparnbHbiM 3aKOHOM Ha
OCHOBaHUW AOKYMEHTOB W AaHHbIX, NPeACTaBNEHHbIX 40 AHS BCTYMNEHUs B cuny HacTosiwero degepanbHOro 3akoHa.
(B pen. PepepanbHoro 3akoHa ot 11.10.2010 N 271-3)

3.1. TlocymapcTBeHHas peructpauus JNneKkapCTBEHHbIX MpenapaToB And  MEOULUHCKOrO  MPUMEHEHUs,
npeacTaBneHHbIX Ha rocy4apCTBEHHYIO perucTpaLmio 40 AHS BCTYNNeHns B cuny Hactoswero ®eaepansHOro 3akoHa, u
rocygapCTBEHHas permctpaums NekapcTBEHHbIX MpenapaToB ANS MEeAUUMHCKOrO MPUMEHEHUs, NMpeacTaBrieHHbIX Ha
3KCMEepPTU3Y NEKapCTBEHHbIX CPEACTB A0 AHSA BCTYNMEHWs B cuiy HacTosiwero degepanbHOro 3akoHa B LENsax MX
nocneaywoLwen rocygapCTBEHHOW perMcTpaumv, OCYLLIECTBASATCA Ha OCHOBaHUM [OKYMEHTOB W [AaHHbIX,
npeacTaBneHHbIX A0 [AHS BCTYMneHust B cuny Hactosiwero deaepanbHOro 3akoHa, a Takke 3asdBfeHus o
rocy4apCTBEHHON perncTpaumm fnekapcTBEHHOro npenapara, npeacTaBNeHHOro NPOU3BOAUTENEM NEKapCTBEHHbIX
npenapaTtoB WAM YMNOMHOMOYEHHbIM MM NULOM B COOTBETCTBUM C Hactoswmm PepepanbHbiM - 3aKOHOM B
YNOSTHOMOYEHHbIN hefepanbHbI opraH ncnonHuTensHon Bnactu go 1 mapta 2011 roga, 6e3 TpeGoBaHust ynnarhbl
rocygapCTBEHHOM MOLMHBI, MPegyCMOTPEHHON 3akoHogaTenscTBoM Poccuiickon defepaumm o Hanorax u cbopax.
(vactb 3.1 B peq. PepepanbHoro 3akoHa oT 29.11.2010 N 313-93)

3.2. loaTeBepxaeHne rocyaapCTBEHHOW perucTpaumMmM JekapcTBEHHbIX MpenapaTtoB  Ans  MeAUMUMHCKOro
NPUMEHEHNs, NpeacTaBNeHHbIX ANSA NOATBEPXAEHUS rocydapCTBEHHOW perncrpaumm A0 AHS BCTYNNEHUS B CUny
HacTosLero PefepanbHOro 3akoHa, U NOATBEpPXAeHUe rocyaapCTBEHHOW perncrpaumm nekapcTBeHHbIX npenapaToB
AN MeAVLMHCKOTo NPpUMEHEHMS, NpeACcTaBIEHHbIX HA KCMEPTU3Y NEKaPCTBEHHbIX CPEACTB 40 OHS BCTYMNEHUS B CUMY
HacToswero degepanbHOro 3akoHa B LieMsiX Mocneaylowero noaTBEpXAEeHUS MX TOCYLapCTBEHHOW pervcrpaumy,
OCYLLECTBMAKTCHA HA OCHOBaHWM JOKYMEHTOB M [aHHbIX, MPEeACTaBMEHHbIX A0 AHSA BCTYNNEHWS B CWMY HACTOALLEro
depepanbHOro 3akoHa, a Takke 3asdBfEeHUMs O MNOATBEPXOEHUM T[OCYAApPCTBEHHOW perucTpaumm fekapcTBEHHOro
npenapaTa, NpeAcTaBNeHHOro MpPOoM3BOAUTENEM IEKApCTBEHHbIX MpenapaToB MMAM YNOMHOMOYEHHbIM UM NULOM B
cooTBeTCTBMM C HacToswum PefepanbHbiM 3aKOHOM B YMOMHOMOYEHHbIM defepanbHblil opraH  UCMONTHUTENbHOM
Bnactu pgo 1 wmapta 2011 roga, 6e3 TpeGoBaHus ynnatbl rOCyAAapPCTBEHHOM MOLUMWHBLI, MPegyCMOTPEHHON
3akoHogaTtenbcTBoM Poccuiickon degepaumm o Hanorax u cbopax.

(vactb 3.2 B peq. PepepanbHoro 3akoHa oT 29.11.2010 N 313-93)

3.3. MNMpuHATNE peLleHns 0 BHECEHUN N3MEHEHUI B OOKYMEHTbI, COAEpXalimecs B PEerMcTpalMoHHOM [OCbe Ha
3aperncTpupoBaHHbIN NEKapCTBEHHbIM npenapat And MeOUUUHCKOrO MPUMEHEHUA U MpeacTaBfeHHble A0 AHS
BCTYyNneHusa B cuny HacToswero defnepanbHOro 3akoHa, U NPUHATUE peLleHns O BHECEHUN U3MEHEHUN B [JOKYMEHTHI,
cofepalleecs B perMcTpaumoHHOM J0Cbe Ha 3apernMcTpyMpoBaHHbIN NEKAPCTBEHHLIN Mpenapat Anst MegUuUMHCKOro
NPVYMEHEHWS 1 MpeACTaBMEHHbIE Ha 3KCNEepTM3y JIEeKapCTBEHHbIX CPEACTB A0 AHSA BCTYMIEHWS B CWUMY HACTOALLEro
depnepanbHOro 3akoHa, OCyLLECTBAITCHA HA OCHOBAHWUM JOKYMEHTOB M JaHHbIX, MPEACTaBMEHHbIX 40 AHSA BCTYMNIEHWS
B cuny Hactosiwero ®egepanbHOro 3akoHa, a Takke 3asBreHnst 0 BHECEHUM N3MEHEHMI B OKYMEHTbI, CoAepXXalinecs
B PErncTpaumMoHHOM [0Cbe€ Ha 3apermcTpupoBaHHbIA NEKapCTBEHHbIM npenapaTt Ang MeguLMHCKOro MNpUMEHEHMS,
npeacTaBneHHOro NPoON3BoOAMTENEM NEKapPCTBEHHbIX NpenapaToB UM YNONMHOMOYEHHbBIM UM NIMLOM B COOTBETCTBUM C
HacTosAwmm PefepanbHbIM 3aKOHOM B YMONTHOMOYEHHbIN hefepanbHbi OpraH UCMONMHUTENbHOM BnactM o 1 mapta
2011 roga, 6e3 TpeboBaHusA ynnaTbl rocy4apCTBEHHOW MOLUSWHBI, MPeAYCMOTPEHHON 3akoHo4aTenbCcTBOM Poccuiickomn
depnepaumm o Hanorax u cbopax.

(vactb 3.3 B peq. PepepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.4. Bbigaya paspelleHuMn Ha npoBedeHue KIUHWYECKUX WCCMefOoBaHUM NekapCTBEHHbIX MpenapaTtoB Ans
MEOWLMHCKOro MpPUMEHEHUS MO 3asBNeHWsM, MOAaHHbIM [0 OHA BCTYNMNeHWss B cuny Hactoswero deagepanbHOro
3aKOHa, a TakKe Mo 3asiBMeHNsIM, NoAaHHbIM MOCne OHS BCTYMNEHUA B cuny Hactosiwero PenepanbHOro 3akoHa Ha
OCHOBaHWUM 3KCMEPTN3, NPOBEAEHHbIX OO OHS BCTYMNMEHMS B CUiy HacTosiwero ®efepansHOro 3akoHa, oCyLecTBnseTcs
B COOTBETCTBMM C HacTosAwmm degepanbHbIM 3aKOHOM Ha OCHOBaHMM [OKYMEHTOB W OaHHbIX, MPeaCcTaBMAEHHbIX WIn
NONyyYeHHbIX A0 AHS BCTYMNeHMs B cuny Hactosiwero deagepanbHOro 3akoHa, a Takke Ha OCHOBaHMM  KOMuW
npeaBapuTENbHOro 4oroBopa 06s3aTeNbHOro CTPAxXOBaHNUS XU3HU, 300POBbSA NALMEHTOB, YHACTBYOLWMNX B KIMMHUYECKOM
nccrnefoBaHUM NEKApPCTBEHHOIO npenapaTta Ans MeAULMHCKOro MPUMEHEHMWs, WM KOMMU [OoroBopa 06si3aTenbHoro
CTpPaxoBaHUS XXW3HW, 300POBbs NALMEHTOB, Y4aCTBYIOLLMX B KITMHUYECKOM MWCCINEAOBaHMM JEeKapCTBEHHOrO npenapara
AN MeANLMHCKOro NpMMeHeHus, Nnbo npeacTaBneHHON Konum goroBopa obs13aTenbHOro CTpaxoBaHusi, 3aKm4YeHHOro
B COOTBETCTBMM C TMMOBbLIMW MNpaBunamMy 00A3aTeNbHOrO0 CTPaxOBaHUA, C yKa3aHMeM MpedesibHOM YUCIIEHHOCTU
NauMeHTOB, y4aCTBYOLLMX B KITMHUYECKOM UCCIeL0BaHUN NIEKapCTBEHHOIO npenapara Anst MEAULMHCKOro NpUMeHeHus,
0e3 TpeboBaHMsa ynnaTtbl rocyAapCTBEHHON MOLUMMHbI, NMPeayCMOTPEHHON 3akoHoAaTenbcTBoM Poccuiickon depepaumm
0 Hanorax u cbopax.

(vacTb 3.4 B peq. PepepansHoro 3akoHa oT 29.11.2010 N 313-93)

3.5. 3aperncrTpmpoBaHHble B MHOCTPAHHOW BanioTe OO OHS BCTYMMEHUA B cuny Hactoswero PepepanbHOro
3aKOHa npefenbHble OTMYCKHbIE LieHbl MHOCTPaHHbIX NPOM3BOAMTENEN Ha NIEKapCTBEHHbIE NpenapaTthbl, BKMOYEHHbIE B
nepeYeHb XU3HEHHO HEODXOOANMbBIX U BaXKHEMLLNX NTIEKAPCTBEHHbIX NpenapaToBs, nognexar nepecyeTy B pyonu no kypcy
LleHTpanbHoro 6aHka Poccuiickon degepaumm Ha gaty, yctaHoBneHHyto [pasutensctBoMm Poccunckon depepauun,
6e3 npeacTaBneHns 3asBreHNst 0 NepecyeTe LieHbl C BHECEHWEM COOTBETCTBYIOLUNX W3MEHEHWA B FOCYAapCTBEHHbIN
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®epepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pea. ot 03.07.2016)

"06 obpalueHnn nekapcTBeHHbIX cpeacTs"”

(c usm. u gon., BCTYN....

[JokymeHT npegoctasneH KoHcynbTaHTINOC
[ata coxpaHeHnus: 09.03.2017

peecTp npefenbHbIX OTMNYCKHbIX LEH NPOM3BOAMTENEN HA NEKapCTBEHHblE Mpenaparbl, BKIOYEHHbIE B MNepeyeHb
XM3HEHHO HEOOXOAUMBIX N BaXKHEMNLLMX NIEKapCTBEHHbIX NpenapaTos.
(vacTb 3.5 BBegeHa PepepanbHbiM 3akoHoM oT 11.10.2010 N 271-93)

3.6. 3apernctpupoBaHHble OO0 AHS BCTYNneHus B cuny Hactoswero ®degepanbHOro 3akoHa MpefenbHble
OTNYCKHbIE LieHbl POCCUNCKMX NPOM3BOAUTENEN Ha NeKapCTBEHHble MnpenapaTbl, BKIOYEHHbIE B NepeyeHb >XU3HEHHO
HEOOXOAMMbIX U BaXKHEWLLNX NIEKAPCTBEHHbIX NpenapaToB, nognexar nigekcaumm ¢ 1 Hosiopa 2010 roga ucxops w3
MPOrHO3MPYEeMOroO YPOBHSA MHANAUMM, YyCTaHoBneHHoro defepanbHbiM 3akoHOM oT 2 gekabpsi 2009 roga N 308-93 "O
denepanbHom GrogkeTe Ha 2010 rog n Ha nnaHosbi nepuog 2011 n 2012 rogos” Ha 2011 roga.

(vacTb 3.6 BBegeHa PepepanbHbiM 3akoHoM oT 11.10.2010 N 271-93)

3.7. MNocne 1 wmapta 2011 roga He p[onyckawTcs nNPomM3BOACTBO U BBO3 B Poccuiickyio ®depgepaumio
nekapCTBEHHbLIX MpenapaToB B YMNakoBKax C MapKMPOBKOW, KoTopasi Oblna HaHeceHa A0 [OHSA BCTYMMEHMSI B CuUny
HacTosiero ®eaepanbHoro 3akoHa. Mo MCTEYEHMM YKa3aHHOrO CPoKa [AaHHble eKapCTBEHHblE MNpenapaTtbl MoryT
OTMyCKaTbCs, peanv3oBbIBaTbCs, NepeaBaTbCs U NPUMEHATLCA A0 UCTEYEHNST X CPOKA FOAHOCTU.

(B peqa. PepepanbHbix 3akoHOB 0T 29.11.2010 N 313-93, o1 06.12.2011 N 409-03)

4. Co gHa BCTynneHusa B cuny Hactoswero PepepanbHoro 3akoHa n no 30 anpens 2011 roga BKAKYUTENBHO
JonyckaeTca NpoBeOeHUe JKCNepTU3bl JeKapCTBEHHbIX CPEACTB  9KCMEepTaMuM  3KCMEPTHOro  yupexaeHus OO
NPOXOXOEHUA MKW aTTecTauum B MNOPsiAKe, YCTaHOBMNEHHOM  YNOMHOMOYEHHbIM  defepanbHbiM — OpraHoMm
NCMNOMHUTENBHOW BNacTu.

5. Co gHa BcTynneHus B cuny Hactoswero PegepanbHoro 3akoHa u no 31 gekabpsa 2013 roga BKNHOYMTENBHO
OCYLLECTBNAETCA Nepexod K MPOM3BOACTBY JIEKAPCTBEHHbIX CPEACTB B COOTBETCTBMM C MpaBunamu oOpraHvsauunm
NPoOM3BOACTBA M KOHTPONSA KayecTBa JeKapCTBEHHbLIX CPEACTB, Yka3aHHbiIMM B 4acTu 1 ctatbum 45 HacTosiiero
depepanbHOro 3akoHa, B MofnHOM obbeme. CpokuM nepexoga MpPOM3BOACTBA FEKAPCTBEHHbIX CPeAcTB K - UX
NPOM3BOACTBY B COOTBETCTBUM C KOHKPETHbIMW TpebOoBaHMSIMU [AaHHbIX NpaBwui, BKAYasi CPOKM arTecTaumm
YMONTHOMOYEHHbBIX NUL, YKa3aHHbIX B 4YacTax 6 u 7 ctatbu 45 HacTosiwero defepanbHOro 3akoHa, YCTaHaBMMBaKOTCA
MpaButenbctBOM Poccuiickon ®epepaunn.

6. JInueHanun Ha NpoM3BOACTBO JSlIeKapCTBEHHbLIX CPEACTB, BblaaHHble Ao 1 aHBapsa 2014 roga, agencteytoT nocre 1
aHBaps 2014 roga Jo UctedeHus cpoka Ux 4eNCTBUSA NPU YCIIOBUM COOTBETCTBUS NULEH3NAaTa npasunam opraHusaumm
NPOM3BOACTBA U KOHTPONSA KayecTBa JNEKapCTBEHHbIX CPeacTB, YykasaHHbIM B 4actu 1 ctatbu 45 HacTosiiero
depnepanbHOro 3akoHa.

7. ®opMMpoBaHWE rOCySapCTBEHHOrO 3adaHusA Ha MpPOBELEHWEe 3KCNepTu3bl JIEKAPCTBEHHbIX CPEACTB
denepanbHOMY rocyAapCTBEHHOMY GHOKETHOMY YYPEXAEHUIO MO NPOBEAEHMIO SKCNEPTU3bl JIEKAPCTBEHHbBIX CPEACTB U
mHaHcoBoe obecnedeHne BbIMOSTHEHMS 3TOrO 3a4aHus OCYLLECTBISATCS B MOPsAKe, ycTaHoBNeHHoM ®deaepanbHbIv
3akoHoMm oT 12 gHuBaps 1996 roga N 7-9®3 "O HekoMMepyecKnx opraHu3aumsax”.

(4acTb 7 BBegeHa PegepanbHbiM 3akoHOM OT 29.11.2010 N 313-93)

MpeangeHT
Poccuiickon ®enepaunmn
O0.MEOBEOEB
Mocksa, Kpemnb
12 anpens 2010 roga
N 61-03
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