3apeructpmnpoBaHo B MuHiocte Poccum 31 asrycta 2010 r. N 18315

MWHUCTEPCTBO 3[1PABOOXPAHEHUA N COLMANIBHOIO PA3BUTUA
POCCUINCKOWN SEAEPALIUN

MNPUKA3
ot 26 asrycra 2010 r. N 750H

Ob YTBEPXXOEHUN NPABUJ
NPOBEAEHNA SKCNEPTU3bI IEKAPCTBEHHbIX CPEACTB
Ana MEAULUMHCKOIo NPUMEHEHUA U ®OPMbI 3AK/THOYEHUA
KOMWUCCHUU SKCNEPTOB
CnNMCOK M3MEHAIOLWMX OKYMEHTOB
(8 pea. Npukasos MuH3apasa Poccum o1 13.12.2012 N 1041H,
o1 03.04.2014 N 152H)

B cooTtBetcTBMM co cTatbelt 16 PepepanbHoro 3akoHa ot 12 anpena 2010 r. N 61-®#3 "O6
obpalleHMn nekapcTBeHHbIx cpeacts” (CobpaHue 3akoHoaaTenbcTBa Poccuiickon depepaunu, 2010, N
16, cT. 1815, N 31, cT. 4161) npuKasbiBato:

YTBEpPAMTL:

npasBuna NpoBefeHUA 3KCNepTM3bl JIEKAPCTBEHHbIX CPeACTB A8 MeAULMHCKOTOo NpUMeHeHuA
cornacHo npunoxeHuto N 1;

bopMy 3aK/NOYEHUA KOMMCCUWM 3SKCNEPTOB MO 3KCMepTU3e JAOKYMEHTOB [ANA  NOJy4YeHuA
paspeleHMa Ha npoBedeHMe KIMHWYECKOro WCCAedOBaHUA JIeKapCTBEHHOrO npenapata  Ans
MeOVNLMHCKOro MPMMEHEHMA COrNacHo npuaoxenuto N 2;

bopMy 3aKNHOYEHUA KOMUCCUM IKCNEPTOB MO 3KCMepTM3e KauyecTBa JIEKapCTBEHHOMO CpeacTsa U
3KCMepTU3e OTHOLUEHWUS OXWOAEMOM MOo/b3bl K BO3MOMKHOMY PUCKY NPUMEHEHWS JIEKAPCTBEHHOTO
npenapara 418 MeAULUHCKOTO NPUMEHEHMA COTNAcHO nNpunoxKeHuio N 3;

bopmy  3aKNOYEHMA KOMMCCMM  IKCMEPTOB MO 3KCNepTu3e KayectBa dapmaueBTUHECKOM
CybCTaHUMWN, HEUCNOSIb3YyeMOW MpPUM NPOU3BOACTBE NEKAPCTBEHHbIX MpenapaToB A8 MeAMUMHCKOro
NpPUMeHeHWA, coriacHo npuaoxenumto N 4.

MuHuctp
T.A.TO/IMKOBA

Mpunoxkenne N 1

K Mpukasy

MwuHucTepcTBa 34paBOOXPaHEHNA
M COLMANbHOrO Pa3BUTUA
Poccuiickoin Pepgepaumm

oT1 26 asrycta 2010 r. N 750H

NPABUJA
NPOBEAEHUA SKCNEPTU3bI JIEKAPCTBEHHbLIX CPEACTB
Ana MEAUUNHCKOro NnPMMEHEHUA
CnN1coK N3MeHALMX JOKYMEHTOB



(8 pea. Npukasos MuH3apasa Poccum o1 13.12.2012 N 1041H,
o1 03.04.2014 N 152H)

|. O6bwMme nonoxKeHms

1. Hactoswme [paBuna ycTaHaBAMBAlOT NOPALOK MNPOBEAEHMA 3KCNEpPTU3bl JIEKAPCTBEHHDIX
CpeacTB ANA MeANUMHCKOro NPUMEHEHUA B LENSAX UX TOCYAaPCTBEHHOM perncTpaumu.

2. 3KcneptmMsa NeKapCTBEHHbIX CPeacTB ANa MeAMUMHCKOro MNpPUMEHEeHMA OCHOBbIBAaeTCcA Ha
NPUHLMNAX 3aKOHHOCTKU, cobAtoAeHMA NpaB U cBOOOA YenoBeKa M rpaxkaaHuHa, Npas PUANYECKOTo
NLa, HEe3aBUCMMOCTU 3KcnepTa, OOBLEKTUMBHOCTW, BCECTOPOHHOCTM W MNOJHOTbI UCCNEA0BaHWUMA,
NPOBOAUMBIX C WCNONb30BAaHMEM COBPEMEHHbIX AOCTUMEHWN HAYKM M TEXHWUKM, OTBETCTBEHHOCTM
denepanbHOro rocyapCTBEHHOIrO GHOAMKETHOIO yypeskaeHua (Janee - 3KCNEPTHOE y4ypexneHue) no
NPOBEAEHMIO 3IKCMEPTU3bl JIEKAPCTBEHHbIX CPEACTB M 3KCMEpTOB 3a MNpPOBeAEHME W  KAyecTBo
9KCNepTm3bl.

3. 3KcnepTnsa NeKAPCTBEHHbIX CPEACTB 415 MEeAMULIMHCKOro NPpMMEHEHUs NPOBOAMUTCA KOMUCCHEN
3KCMEePTOB 3KCMEPTHOrO YYPENKAEHUS Ha OCHOBAHWW 3agaHuit MuHWUCTEepCTBa 34paBOOXPaHEHUs
Poccuiickolt ®enepaumm (aanee - MUHUCTEPCTBO) HA NPOBEAEHME IKCMEPTU3bI.

(8 pea. Mpukasa MuH3apasa Poccnn ot 13.12.2012 N 1041H)

4. MNpoBegeHNe 3KCNepTU3bl JIEKAPCTBEHHbIX CPEACTB ANA MeOULMHCKOro npumeHeHus (Janee -
3KCnepTn3a JIeKapCTBEHHbIX CPeACTB) COCTOUT U3 CeyoWMX 3Tanos:

1) 3KcnepTM3a [OOKYMEHTOB A5 NOAYyYeEHMA paspelleHUs Ha npoBeAeHUe KAMHUYECKOTO
nccnenoBaHUA IEKaPCTBEHHOTO NpPenapaTa;

2) aKcnepTmn3a NPeaoKeHHbIX METOA0B KOHTPOSA KauecTBa /IEKapCTBEHHOMO CPpeACcTBa M KayecTBa
npeacTaBAeHHbIX 06pa3LOB NIEKAPCTBEHHOrO CpeacTBa C MCMNO/Ib3OBaHMEM 3TUX METOAO0B (aanee -
3KCMepTU3a KauyecTBa JIEKAPCTBEHHOrO CPeACcTBa) M 3KCMEpPTM3a OTHOLIEHUA OXUAAeMOW MNOoAb3bl K
BO3MOXXHOMY PUCKY MPUMEHEHMA NEKAPCTBEHHOrO MnpenapaTa, OCYLLeCTBAAEMble NOC/ie NpoBeAeHUs
€ro KJIMHMYECKOro UccneaoBaHmA.

5. MNpoxoXKAeHMI0 3TAaNoB 3KCNepPTM3bl, YKa3aHHbIX B NyHKTe 4 HacToAawwmx [paBun, nognexar Bce
NIeKapCTBEHHblE CpeacTBa ANA MEAULMHCKOTO MPUMEHEHMUA, 3@ WCKIOYEHMEM IEKAPCTBEHHbIX
npenapaToB, KOTopble paspelleHbl ANa MeAULMHCKOro NPUMEHEHMA Ha Tepputopumn Poccuitckol
Pepepaunn bonee ABaALATM NET U B OTHOLEHUN KOTOPbIX HEBO3MOXHO MPOBEAEHUE UCCAEA0BAHUA
6MO03KBMBANIEHTHOCTU, U JIEKAPCTBEHHbIX MNPENapaToB A1A MEAULMHCKOTO NPUMEHEHUS, B OTHOLIEHWUM
KOTOpPbIX NpOBeAeHbl MeXAyHapOoAHble MHOrOLLeHTPOBbIE K/IMHUYECKME MUCCNefoBaHMA, 4acTb M3
KOTOpPbIX NpoBeAeHa Ha TeppuTopumn Poccrinckon Pepepaunm.

JlekapcTBeHHble nNpenapaTtbl, YKa3aHHble B BWUAE MWCK/AKYEHWA, MOoANexaT 3KcnepTuse
JNIEKAPCTBEHHbIX CPEACTB, HauMHaA C 3Tana ee NPOBeAEeHWs, YKA3aHHOro B MoAnyHKTe 2 nyHKTa 4
HacToAwmx MNpasunan.

6. JKcnepTv3a JIEKAapCTBEHHbIX CPEACTB MPOBOAMTCS KOMWUCCMEN 3IKCMEPTOB 3SKCMEPTHOro
yyperKaeHua us Tpex n bonee sKCNepToB, HA3HAYEHHOM ero pykoBoguTenem, Ha OCHOBaHMM BblAaHHOIO
3a4aHuMA Ha NPoBeAEeHNEe IKCNEePTU3bI IEKAPCTBEHHOMO CpeacTBa.

7. PyKoBoauTenb 3KCMEPTHOro ydperkaeHws obecneuvMBaeT Hag/eawee npoBeaeHUe
3KCNepTU3bl /IEKApPCTBEHHbIX CPEACTB B COOTBETCTBMW C BblAaHHbIM 3agaHuem, WHbopmupyet
MWHUCTEPCTBO B 3/1IEKTPOHHOM BWAE O BbIMNOJHEHUW KaxK4oro 3Tana paboTbl, NpeaycMOTPEeHHOro
naaHom-rpadmkom paboTbl.

(8 pea. Mpukasa MuH3gpasa Poccmm o1 13.12.2012 N 1041H)

8. B coctaB KOMMCCMM IKCNEPTOB MO PELUEHUID PYKOBOAWUTENA SKCNEPTHOMO YUYPEXAEHUA MOryT
ObITb BK/IOYEHbI B KayecTBE 3KCMEPTOB /NLA, He paboTatowme B AaHHOM SKCMEPTHOM Yy4peKaeHuu,
eC/I UX CneumanbHble 3HAHWA HeobxoauMbl A1 NPOBEAEHWUS 3SKCMEpPTU3bl M TaKMe 3KCnepTbl
OTCYTCTBYHOT B LJAHHOM 3KCNEPTHOM YYpPEKAEHUN.

9. MNpu NpoBeAEHUM IKCNEPTU3bI IEKAPCTBEHHbIX CPEACTB IKCMEPT HE MOXKET HAXOAUTLCS B KAKOM-
b0 3aBUCMMOCTU OT /INLA, HAa3HAUMBLLUErO 3Ty 3KCMepTU3y, pa3paboTumKa NIeKapCTBEHHOTO CpeacTsa
WUAN APYTUX 3aUHTEPECOBAHHbIX B pe3y/ibTaTax SKCNepTM3bl INLL.

10. B cnyyae ecnm aKcnepTy M3BECTHbl 0BCTOATENbLCTBA, NPENnATCTBYOWME ero NPuUBIEYEHUIO K
NnpoBefeHUI0 3KcnepTusbl AMbo He nosBonsowmMe emy cobnogate NPUHUMNLI ee NpoBeAeHMUs,



yCTaHOBNEHHble cTaTbel 14 PeaepanbHoro 3akoHa "O6 obpalleHMn nekapcTBEeHHbIX cpeacTs”, akcnepT
coobuLaeT 06 yKazsaHHOM 06CTOATENIbCTBE PYKOBOAMUTESIO SKCNEPTHOTO YYpPEKAEHMA.

11. Mepes Ha4vyanoOM nNpPOBEAEHWUA IKCMEPTM3bl KOMWUCCMEN 3KCMepToB MNpoBOAMTCA ee
OpraHM3auMoOHHOE 3aceaHne, Ha KOTOPOM 3KCNEePTbI:

a) n3buMpatloT M3 CBOEro cocTaBa npeacenateNii KOMUCCUWM IKCNEPTOB U ee OTBETCTBEHHOro
cekpeTaps. MNpu HeobxoAMMOCTM 0683aHHOCTU NpeaceaaTens U OTBETCTBEHHOrO CEKpeTaps KOMUCCUU
3KCNepToB UCMOJHAET OAUH 3KCMepT;

6) onpeaenstoT NOPALOK PaboTbl U NPUHATUA PELLUEHNI KOMUCCUEN SKCNEPTOB;

B) ONpeaenatoT OCHOBHble HanpaBAeHWA pPaboTbl IKCNEPTOB M 3IKCNEPTHbIX rpynn (npu mx
co34aHun);

r) yTBEpP)KAAIOT KasieHOAPHbIM NAaH PpaboTbl KOMUCCUM 3KCMEPTOB UCXOAA M3 CPOKA MpoBeAeHUs
3KCnepTU3bl;

[) onpeaensoT UHble MOIOKEHUA U YCIO0BUSA, Heobxogumble AN paboTbl KOMUCCUM 3KCNEPTOB U
npoBeLeHMA 3KCNepTU3bl.

OpraHuM3auMoHHOEe  3acefaHuMe  3KCMepTHOM  Komuccunm  odopmaseTca  MPOTOKOJIOM,
noAnMcbiBaeMbIM BCEMU €€ YNeHaMMU.

12. MNpepacenatens U OTBETCTBEHHbINA CEKPETapb KOMUCCUM IKCMEPTOB OPraHM3yloT ee paboTy, B
YacTHOCTH:

a) opraHuMsyloT MpoBefeHUe 3acefaHuii KOMMUCCUM 3IKCnepToB, 0GOPMAAIOT U MOAMMUCHIBAIOT
NMPOTOKO/1bl 3TUX 3aceaHNi;

6) KOHTPOAMPYIOT BbLINONHEHWE 3KCNEPTamMM NjaHa paboTbl KOMWUCCMM 3KCNepToB WM Npwu
HeobX04AMMOCTM COBMECTHO MPUHMMALOT PELUEHUS O €ro M3MEHEHMU UCXOAA M3 CPOKA MpPOBeAeHUs
3KCnepTU3bl;

8) dopmupyloT npuM HeobXoAMMOCTM 3SKCMEpPTHble TPynnbl MO OCHOBHLIM HamnpaB/ieHUAM
3KCnepTU3bl;

r) npu HeobxoAMMOCTU TOTOBAT W NPEACTABAAT ANA YTBEPKAEHUA Ha 3acedaHUAX KomMuccum
3KCNepTOB NPeA/IOKEHUA PYKOBOAUTENIO IKCNEPTHOIO YUYpeXAeHNA 06 MUSMEHEHWUN COCTaBa ee YNEHOB,
nopagKa paboTbl U NPUHATUA PeELLEHUH;

4) 0606WatoT MHEHMA W BbIBOAbI 3KCMEePTOB M 06ecneymnBatoT NOArOTOBKY 3aK/t04EHMA.

(8 pea. Mpukasa MuH3apasa Poccmnm o1 13.12.2012 N 1041H)

13. 3KcnepT nNpu NpoBeAEeHUMM MNOPYYEHHOW eMy PYKOBOAMTENEM 3KCMEPTHOMO Yy4yperAeHus
3KCnepTU3bl NEKAPCTBEHHOIO cpeacTBa 0bA3aH:

1) npoBecTM nosAHOE ucCCNefOBaHME NpPeAcTaBAEHHbIX emMy OObEeKTOB, MaTepuanos, [AaTb
060CHOBaHHOE W OOBEKTMBHOE 3aK/tOYeHWEe MO MOCTaBAeHHbIM MNepes HUMM  BOMpocam  Wan
MOTUBMPOBAHHOE 3aK/OYEHME O HEBO3MOMKHOCTM NPOBEAEHUA WM 3SKCNepTU3bl JIEKAPCTBEHHOTO
CpeacTBa, eC/M NOCTaB/IeHHbIe BOMPOCHI BbIXOAAT 32 NpeAebl CreLmanbHbiX 3HaHWI IKCnepTa, 06BbEKTDI
nccnefoBaHUM M MaTepuanbl HENPUIOAHbI UM HEAOCTATOUHbI ANA NPOBEAEHUA UCCAeA0BaHUIA U Aaun
3aKno4eHnA b0 CoOBPEMEHHbIV YPOBEHb Pa3BUTUA HayKM He MO3BOJIAET OTBETUTb Ha MOCTaB/E€HHble
BOMNPOCHI;

2) caMOCTOATENbHO OLUEHMBATb Pe3y/ibTaTbl UCCAELOBAHWIA, MOAYYEHHbIE UM JIMYHO U APYrMMU
3KcnepTamu, OTBETCTBEHHO M TOYHO GOPMYIMPOBATbL BbIBOAbI B MPeaenax CBoei KOMMNeTeHLMH;

3) He pasrfiawaTb CBeAeHWUs, KOTopble CTann emy M3BECTHbI B CBA3M C NPOBEAEHMEM IKCNEPTU3bI
JIeKApCTBEHHOIO CPEACTBA, a TaKKe CBeAeHWUs, COCTaBAAWME roCyAapCTBEHHYIO, KOMMEPYECKYHO UK
WHYI0 OXPaHAEMYIO 3aKOHOM TallHy;

4) cobntoaaTb YCTaHOBAEHHbIE CPOKM M NOPSLOK NPOBEAEHNA IKCMEPTU3bI;

5) obecneunTb coxpaHHOCTb NpeacTaBAeHHbIX 0OBEKTOB UCCIeA0BaHNI U MaTepPUanos.

14. 9KcnepT He Bnpa.e:

1) npoBOAMTb 3KCNEPTU3Y NNEKAPCTBEHHOIO CPEACTBA MO OOPaALLEHUIO HEMNOCPEACTBEHHO K HEMyY
opraHusauui nam puUsndecKkmx nuu;

2) camocToATeNbHO cobupaTb MaTepuanbl A/1A MPOBEAEHWUs 3SKCMepTU3bl JIEKAapCTBEHHOIO
CpeAcTBa;

3) NpoBOAMUTL IKCMEPTU3Y SIEKAPCTBEHHOIO CPELCTBA B KAYECTBE HEFOCYAapPCTBEHHOIO 3KCMNEPTa.

15. Mpn npoBefeHUN 3KCMepTM3bl JIEKAPCTBEHHbIX CPEeACTB He ponyckaetca uctpebosaTb Y
3aasuTeNsa MMBO UHbIX UL, MaTepuanbl, HeobxoauMble ANsA NPOBEAEHUA SKCNEPTU3bI.



B cnyyae HeZOCTaTOYHOCTM MpPEeACTaB/AEHHbIX 3KCMepTy MaTepuanos ANA AaYM 3aKJYeHUs
3KCMepT CTaBUT BOMPOC O MPEACTaBAEHUU eMy HeobXoAMMbIX MaTepuanoB nepes PyKoBOAUTENEM
3KCMEepPTHOTO yYpeXRaeHNA, KOTopbI obpalLaeTca ¢ COOTBETCTBYIOWMM 3anpocom B MUHMUCTEPCTBO.

Bpems co pgHA HanpasBneHWa 3anpoca 3KCNEepTHOro y4ypexgeHua B MUWHUCTEPCTBO A0 AHA
NOJIYYEHMA 3SKCMEPTHbIM YYpeKgeHWeM OTBeTa Ha 3anpoc MAu yBedomaeHus MUHUCTepcTBa O
HenpeacTaBleHMM 3aABUTENIEM OTBETA Ha 3aMPOC He YYMUTLIBAETCA NMPU UCYUCNEHUN CPOKa NpoBeaeHUs
3KCnepTU3bl NEKAPCTBEHHOIO CPeACTBa.

(n. 15 B pea. Npukasa MuHsapasa Poccun ot 03.04.2014 N 152H)

16. B cnyyae HeobxoaMMOCTM 3KCNepT BMpaBe X04aTalCTBOBATb B NMUCbMEHHOW dopme nepep,
PYKOBOAMUTENEM  IKCMEPTHOrO  y4YpeXKAeHusa O MNPUBAEYEHUMM K  MPOBEAEHUIO  3KCNepTUsbl
NIeKapCTBEHHOIO CpeacTBa APYrMX SKCNepTOB.

17. Kaxaplh 3KcnepT, BXOAALLMIA B COCTAaB KOMMUCCUM IKCMEPTOB, KOTOPOM NOpyYeHO npoBeaeHue
3KCnepTu3bl NIEKAPCTBEHHOrO CPeACTBa, HE3aBUCMMO WM CaMOCTOATE/IbHO MPOBOAUT WMCCAEAOBAHWA,
OLLeHWBAET pPe3y/bTaTbl, MNONYYEHHbIE MM JIMYHO U APYTMMM 3KCnepTamu, U GOpMyaMpyeT BbiBOAbI
OTHOCUTENbHO NOCTaBAEHHbIX BONPOCOB B Npeenax CBOUX CneLmanbHbIX 3HAHWU.

18. 3KcnepTobl, BXOAALLME B COCTaB KOMUCCUM SKCNEPTOB, NpeaynpexaatoTca 06 oTBEeTCTBEHHOCTH
B COOTBETCTBMM C 3aKOHOZaTenbcTBOM Poccuitckont ®epepaumm 3a fady 3aKNHOYeHUs, coaeprKallero
Heob0CHOBaHHbIe UK PpanbCUPULMPOBAHHDBIE BbIBOAbI, O YEM OHW AALOT NOAMNUCKY.

19. Pe3ynbTaTbl 3KCMEPTM3bl JIEKAPCTBEHHOIO CPeacTBa  OPOPMAAIOTCA  3aK/OYEHUEM,
COoAEepKalLMM MnepeyeHb UCCNeaoBaHWN, 0bbeM MPOBEAEHHbIX KaXKAbIM 3KCMEPTOM WUCCNen0BaHWMA,
YCTaHOB/IEHHbIE KaXAblM M3 HWUX aKTbl U CAeNaHHble UM B pesysbTaTe UCC/ef0BaHUIM BblBOAbI, NO
BONPOCaM, MOCTaBAEHHbIM B 33agaHuM MuHUcTepcTBa. [POTOKO/IbI MCCAe0BaHUI  (MCMbITaHW),
NPOBEAEHHbIX B XO4€ 3KCNEepPTU3bl KayecTBa /IEKAPCTBEHHOIO CPeacTBa, NPWUIAraloTca K 3KCNepTHOMY
3aK/IIOYEHMIO U ABNAIOTCA HEOTHEM/IEMOM €0 YacTbio.

(n. 19 B pea. Npukasza MuHsapasa Poccum ot 13.12.2012 N 1041H)

20. BblBOAbl 3KCMEPTOB, COAEPKALLMECA B 3aKNHOYEHWMU, [O/KHbI OblTb OAHO3HAYHbIMM,
NMOHATHbIMM, Hay4YHO OBOCHOBAHHLIMWM CO CCbIIKAMM Ha CBEAEHWMA U AaHHble, Onyb/AMKOBAHHblE B
Cneumann3npoBaHHbIX NeYaTHbIX U34AHUSAX.

(n. 20 B pea. MNpuKkasza MuHsapasa Poccum ot 13.12.2012 N 1041H)

21. 3aknoyeHMe KOMMCCUM 3IKCMEPTOB MoAMNMUCbIBAETCA npeacenatenem, OTBETCTBEHHbLIM
CeKpeTapem M OCTa/IbHbIMM YIEHAMN KOMMUCCUM SKCNEPTOB C YKa3aHMEM CBOEM GamMUANN U UHULMANOB.
Kaxkpgana CTpaHWLA 3aK1l0YEeHUss KOMWUCCMM  SKCMEePTOB HyMepyeTcs W 3aBepsAeTca  Nognucbio
OTBETCTBEHHOIO CEKpeTapA KOMWMCCUM 3KCNepToB. BHeceHWe M3MeHeHMI B 3aK/IOYEHME KOMMCCUU
3KCnepToB He AOMNyCcKaeTcs.

22. YneHbl KOMWCCMM 3KCMEPTOB B C/Ayvyae CBOEro HECOracuA C 3aK/NYEeHMEM 3KCNepTu3bl
M3faraloT CBOE MHEHMe B MUCbMEHHOM BWAe, C OOOCHOBAHWEM MPUUYMH HECOr/1acua C BbIBOAMM
3KcnepTu3bl.

JOKYMEHT, B KOTOPOM W3NIOXKEHO MHEHMWE 3KCMepTa, HECOFNACHOrO C BbIBOAAMW SKCNEPTU3bI, B
06M3aTeNbHOM NOPAAKE NPUAAraeTcA K 3aKNOYEHUIO 3KCMepTu3bl U ABNAAETCA ero HeoTbeMIEMOM
YyacTblo.

23. [JOKyMeHTbl, MOCTYNMBLUME B IKCMEPTHOE YYpeKAeHWe A1 OCYLLeCTB/IEHUS 3KCMepTM3bl
JIeKapCTBEHHOrO CpPeacTBa, nogsexaT Bo3BpaTy B MWHUCTEPCTBO OAHOBPEMEHHO C 3aKNHOYEHUAMM
COOTBETCTBYIOLLMX 3SKCMEPTU3 B I/EKTPOHHOM BUAE WAM Ha OymaKHOM HocuTene. HopmaTuBHas
OOKYMEHTaUMA, UHCTPYKUMA MO NMPUMEHEHMUIO, MAKETbl NePBUYHOM U BTOPUYHON YNAKOBOK Nogerat
BO3BpPATy Ha bymarkHOM HocuTene.

(8 pea. Mpukasa MuH3apasa Poccnm o1 13.12.2012 N 1041H)

24. B cnyyasax HepoCTaTOYHOM OOOCHOBAHHOCTUM WM HEMOJIHOTbI  3aK/OYEHUA KOMUCCUM
3KCMepToB, HaAMYMA B HEM MNPOTUBOPEYMBBLIX AaHHbIX, ¢anbcuduKaLMM BbIBOLOB 3KCMEPTM3bI
JIeKapCTBEHHOIO CPeAacTBa, COKPbITUSA OT MUHUCTEpCTBa 34paBooxpaHeHuna Poccuitickon Pepepaumn
OCHOBAaHWW pgaA  OTBOAA 3KCNepTa BCNeACTBME €ro  3aMHTEPEeCOBAHHOCTM B pe3yabTaTax
COOTBETCTBYIOLLEM 3KCNEPTU3bl, HAAUYMA [aHHbIX O MNPAMOM MBO KOCBEHHOM BMeELIATENbCTBE B
NPOLLeCC COOTBETCTBYIOLLEN 3SKCMNepTU3bl /ML, He Y4YacCTBYHOLWMX B €e MPOBEAEHMW, HO OKa3aBLUMX
BAMAHME HaA Npouecc W pesynbTaTbl ee npoBefeHUA, MUHUCTEPCTBOM HA3HA4YaeTcA NOBTOPHas
3KcnepTu3a IeKapCcTBEHHOTO CPeaCcTBa.



(8 pea. Mpukasa MuH3apasa Poccnm o1 13.12.2012 N 1041H)

25. lNoBTOpHaA 3KcnepTM3a NPOBOAMUTCA B MOPAAKE, YCTaHOB/AEHHOM HactoAwmmM MpaBunamu
ANA NPoBeAeHUA IKCNEepPTU3bl N1EKAPCTBEHHbIX CPEACTB.

JKCNepT, NOAMNUCABLUMIA 3aKAOYEHME IKCMEPTU3bI, 338 UCKAOYEHMEM 3KCMepTa, HeCcoriacHoro ¢
BbIBOAAaMM paHee MNPOBOAMMON 3KCNepTWU3bl, He BMpaBe y4yacTBOBaTb B MNPOBEAEHWM MNOBTOPHOW
3KCMepTu3bl.

26. YcKopeHHas npoueaypa 3KCMepTUsbl JIEKApCTBEHHbIX CPeACTB B LEAAX rocyAapCTBEHHOMN
PerncTpauum NeKapCTBEHHbIX NpPenapaToB MNPUMEHAETCA B  OTHOLWEHWM BOCMPOU3BEAEHHbIX
NeKapcTBeHHbIX Npenaparos.

27. YcKopeHHas npoueaypa 3KCnepTu3bl IeKapCTBEHHbIX CPEACTB HE NPUMEHSAETCA B OTHOWEHUN
MMMYHOOMOIOTMYECKUX JIEKAPCTBEHHBIX TMpPernapaTtoB, MPenapaTtoB WHCY/MHA W JIEKAPCTBEHHbIX
npenapaTtos, BNepBble perucTpupyembix B Poccuiickoit depepaumm.

28. YcKOpeHHas mnpoueaypa 3KCMepTU3bl JIEKAPCTBEHHbIX CPeACTB MPOBOAMTCS B MOpPAAKe,
YCTaHOB/IEHHOM HacTosWMMM MpaBuaaMu 418 NPOBEAEHUA IKCNEPTU3bl IEKAPCTBEHHBIX CPEACTB, U He
0O3HayaeT CHuKeHMA TpeboBaHMI K 6e30nacHOCTM, KavectByY U 3PPEKTUBHOCTU NIEKAPCTBEHHbIX
npenaparos.

29. ®unHaHcoBoe obecrneyeHne BbINOJHEHWUA 33aHUA Ha NPOBELEHWE MOBTOPHOW 3KCMepTU3bl
JIEKAapPCTBEHHOTO CPEeACTBa He OCYLLECTBASETCA, U CPeACTBa, Mepevyuc/IeHHble paHee Ha MpoBeAeHue
3KCNEepTU3bl IEKAaPCTBEHHbIX CPEACTB, NoAaexKaT Bo3BpaTy B dpedepanbHblii bloaxeT.

Il. NopsaaoK NpoBeAeHMA 3KCNepPTU3bl JOKYMEHTOB
AN NONyYeHMNA paspeLleHna Ha NPoBeAEeHNE KTMHNYECKOTO
nccneLoBaHNA NeKapCcTBEHHOTO Npenaparta
ANA MeAULUHCKOro NpUMeHeHUs

30. DKcnepTMsa [OKYMEHTOB AAA MOJYYeHUA paspelleHns Ha NpoBeAeHWe KAUHMYECKOro
nccneoBaHMA IEKapCTBEHHOrO NpenapaTta 418 MeAUUMHCKOTO NPUMEHEHMA, COCTaBNeHNe Kommuccuei
3KCMEPTOB 3aK/JOYEHUA O BO3MOMKHOCTM WM HEBO3MOXKHOCTM MNPOBEAEHMA TaKoro K/JAMHWMYECKOro
nccnefoBaHWA M Hanpas/JeHMe 3TOro 3aKtoyeHua B MUHWUCTEPCTBO OCYLLECTBASETCA B CPOK, He
npesbiWalOWNn  TpMaLaTM pabounmx [JHeNn CO [AHA  NOAYYEeHUA IKCMEPTHbIM  yuperKaeHWem
COOTBETCTBYIOLLEro 3a4aHMA MUHUCTEPCTBA, C NPUNOKEHNEM CAEAYIOWMX LOKYMEHTOB:

1) otyeT o0 pesynbTaTax [OKJAMHUYECKOTO WCC/ef0BaHUA NEKapCTBEHHOTO CpeacTBa  Ais
MEAMUMHCKOTO MPUMEHEHUSA, CoAeprKalmii onucaHue, pesynbTaTbl M CTaTUCTUYECKUIA aHanu3
pe3ynbTaToB AaHHOTO AOKIMHUYECKOTO UCCNEeA0BaHUS;

(nn. 1 B pea. MNpukasa MunHsapasa Poccum ot 03.04.2014 N 152H)

2) nNpoOeKT nNpPOTOKONA KJ/AMHMYECKOro WCCef0BaHMA  JIEKAPCTBEHHOro npenapata A4
MeAMULMHCKOTo NPUMEHeHUS;

3) 6bpowtopa uccnegosartens;

4) oTyeTbl O NPOBEAEHHbIX B CTPaHe 3aABUTENS WU APYIMX CTPaHaX pesy/ibTaTax KAMHUYECKMX
uccnefoBaHWiA, UCCNeLOBaHWUIA OUO3IKBMBANEHTHOCTM W (MAKM) TepaneBTUYECKOW 3KBMBANIEHTHOCTU
NleKapCcTBEHHOrO npenapata 444 MeAMUMHCKOTO MpUMEHEHUA (BKAOYasAs 3NMAEMMONOTNYECKUe
nccnenoBaHUA  MMMYHOBMOMOTMYECKUX  JIEKAPCTBEHHbIX  MpenapaTtoB, NpegHasHauyeHHbIX — AaA
MMMYHONOTMYECKON NPOOUNAKTUKM U NledeHns MHOEKUMOHHbIX 3aboneBaHnin, B TOM Yncie y aeTtei),
cogepikallime OnucaHuWa NPOBEAEHHbIX MUCCAeL0BaHWIA NEKApCTBEHHOro npenaparta, UX pesynbTaTtbl U
CTaTUCTUYECKUI aHaM3 NOYYEHHbIX PE3YNbTaTOB (NpeacTaBAeHHbIE MO KeNaHUIo 3aaBuTens).

KoHcynbTaHTIAKOC: NpumeyaHue.
B opuumManbHOM TEKCTE JOKYMEHTA, BUAMMO, AONYLLEHA ONeYaTKa: umeeTca B Buay nyHKT 30.

31. YckopeHHaa npoueaypa 3KCNepTU3bl AOKYMEHTOB AAA MOJAYYeHWA paspelleHua Ha
npoBefeHMe  KAMHUYECKOTO WCC/MeAOBaHWA  JIeKAapCTBEHHOro npenapata  And  MegUUMHCKOro
NPUMEHEHMA NPOBOAUTCA B CPOK, He MPEBbIWAOWMIA NATHAALATU pabounx AHeN co AHA MNOAyYeHUs
9KCMEPTHbIM y4YpexKaeHMeM COOTBETCTBYHOLWEro 3a4aHuaA, C NPUIOXKEHNEM OOKYMEHTOB, YKa3aHHbIX B
nyHKkTe 31 HacToawwmx MNpasun.



32. 3aKNloYeHne KOMUCCMM SKCMEpPTOB MO 3KCNepPTU3e AOKYMEHTOB ANA MOAYYEHUA paspeLleHunn
Ha npoBeAeHME K/AMHMYECKOrO WCCAeA0BaHWMA NIeKAapCTBEHHOrO Mnpenapata A4aa MeaMUMHCKOro
npMmeHeHua opopmaneTcsa no popme cornacHo npunoxeruo N 2 K Hactoalwemy MpuKasy.

I1l. MopAaaoK NpoBeaeHNA IKCNepTU3bl KavecTsa
JIeKapCTBEHHOTO CPeACcTBa M 3KCNEPTMU3bl OTHOLLIEHMA OXKUOAEMOM
NONb3bl K BOSMOXHOMY PUCKY NPUMEHEHUA NeKapCTBEHHOIO
npenapara Ana MmeauuUUHCKOro NnpuMeHeHuns

33. JKcnepTv3a KayecTBa JIEKApPCTBEHHOMO CPeACTBA WM 3KCMEpPTUM3a OTHOLIEHMA OXKUAAEeMOM
Nosib3bl K BO3MOMHOMY PUCKY MPUMEHEHMA JIEKApPCTBEHHOIO npenapata gas MegUUMHCKOro
NPUMEHEHWA, COCTaB/IEHNE KOMWUCCUAMM 3SKCNEPTOB 3aK/AOYEHWM MO pe3ynbTaTam NpPOBeAEHHbIX
3KCMEepPTU3 M HanpaB/iieHME TaKUX 3aKAtodeHUn B MUHUCTEPCTBO OCYLLECTBAAIOTCA B CPOK, He
npesbllLaloOWMiA cTa gecaAtM paboumx AHel Cco  AHA MOMYYEHUSA SKCMEPTHbIM  yypexaeHnem
COOTBETCTBYIOLEro 3afaHuA, C y4eTOM NONOXKEHUs YacTu 7 cTaTbk 23 PepgepanbHOro 3akoHa ot 12
anpensa 2010 r. N 61-d3 "O6 obpalleHUn neKkapcteBeHHbIX cpeacts" (CobpaHue 3aKOHOAATENbCTBA
Poccuiickoin depepaunm, 2010, N 16, ct. 1815, N 31, c1. 4161, N 42, cT. 5293, N 49, cT1. 6409; 2011, N 50,
cT. 7351; 2012, N 26, cT. 3446), C NpUNOXKEHUEM CNeayOLINX AOKYMEHTOB:

(8 pea. Mpukasa MuH3apasa Poccnn ot 13.12.2012 N 1041H)

1) NpPOeKTbl MaKeToB MEPBMYHON YMNAaKOBKU U BTOPUYHOW (NOTPEeBUTENbCKON) YyNakoBKM
JIeKapCTBEHHOrO NpenapaTa;

2) OOKYMEHT, nepeBefeHHbIN Ha PYCCKNI A3bIK, NOATBEPKAAIOLLINI COOTBETCTBME NPON3BOANTENS
PerncTpMpyemoro /IeKapCTBEHHOrO npenapaTta TpeboBaHMAM NpaBMA OpraHM3auMM NPOM3BOACTBA M
KOHTPO/IA KauyecTBa /IEKAPCTBEHHbIX CPEACTB, BblAAHHbIA  KOMMETEHTHbIM  OPraHoM  CTPaHbl
Npous3BOAUTENS PErUCTPUPYEMOrO NEKAPCTBEHHOro npenapata UM 3aBepeHHbI B YCTAaHOBJ/IEHHOM
nopsake;

3) NpPOEeKT HOPMATMBHOW AOKYMEHTaLUMW MAM HOPMATUBHOIO [OKYMEHTA Ha NeKapCTBEHHbIM
npenapar Mbo ykasaHWe COOTBETCTBYOWEN papMaKonenHomn cTaTbm;

4) cxema TEXHO/IOMMYECKOro npoLecca NPou3BOACTBA JIEKAPCTBEHHOIO Npenapara, ee onucaHue u
(nnn) cxema TEXHOIOIMYECKOTO NpOLLECCA NPOM3BOACTBA hapMaL,EBTUYECKOM CyOCTaHLMU, ee ONUCAHUE;

5) AOKYMEHT, nepeBeAeHHbIN Ha PYCCKNIA A3bIK, NOATBEPXKAAIOLLINI COOTBETCTBME NPON3BOANTENS
dapmaueBTMYecKOM cybcTaHuMM TpeboBaHMSAM MNpPaBU/ OpraHM3auMmM NPOM3BOACTBA M KOHTPOAA
KayecTBa J/IEKAPCTBEHHbIX CPEeACTB, BblAAHHbIA KOMMETEHTHbIM OPraHOM CTPaHbl MPOU3BOAMTENS
dbapmaueBTMUYECKOM cybCTaHLMKM, 3aBEPEHHbIM B YCTAHOBAIEHHOM MOPAAKE U COAEPKaLLUN:

a) HammeHoBaHMe dapmMaleBTUYECKON cybcTaHUMKU (meXayHapoaHOoe HenaTeHTOBaHHOEe WM
XMMUYECKoe U TOProBoe HauMeHoBaHUA);

6) HaumeHoBaHUWe U agpec NpoussoaUTeNa GpapmaLeBTUYECKON cybcTaHLuK;

B) CPOK roAHOCTM dapmaLeBTUYECKOM CybCcTaHLMK;

6) NOKYMEHT, coaepXKallMii cBeAeHNs O NOoKasaTenAx KadecTBa papmaL,eBTUUYECKON cybCTaHLMMK,
NCNob3yeMoi Npu NPoM3BOACTBE IEeKaPCTBEHHbIX MPenapaTos;

7) HOpMaTMBHAA OOKYMEHTauMa WAM HOPMATUBHbLIA OOKYMEHT Ha dapmaueBTUYecKyto
cybcTaHumio IMBO yKasaHWe COOTBETCTBYHOLWEN papmMaKonemnHon cTaTbm;

8) uHdopmauma 06 ycnoBMAX XpaHEHWA, MNepeBO3KM JIeKapCTBEHHOro mnpenapaTa U MHadA
nHbopmauus;

9) oTyeT O nNPOBEAEHHOM K/AMHMYECKOM WCCNeAOBaHMM JIeKapCTBEHHOro npenapaTa And
MeANLMHCKOIo MPUMEHEHMUA UM OTYET O pe3y/ibTaTax MeXAYHAPOAHbIX MHOTMOLLEHTPOBbIX KAMHUYECKUX
NccnefoBaHUI NIeKapCTBEHHOIO MpenapaTa Aas8 MeAMUMHCKOTO MPUMEHEHMs, Y4acTb W3 KOTOpPbIX
nposezeHa Ha Tepputopmn Poccuiickon deaepaumm;

10) NPOEKT UHCTPYKLMK NO NPUMEHEHUIO IEKAPCTBEHHOTO Npenapara, coAepKallmii cnegytoume
cBeAeHus:

a) HaMMeHOBaHME /IeKapCTBEHHOro cpeacTBa (Me)KAyHapoAHoe HenaTeHTOBaHHOe UM
XMMUYECKOe U TOProBoe HauMeHOoBaHUSA);

6) nekapcTBeHHaa ¢opma C YyKa3aHMEM HaAUMEHOBAHWI M KONMYECTBEHHOIO COAEpKaHus
(akTBHOCTU) dapmaLeBTUYECKMX CyOCTaHLMIA U BCMOMOraTe/IbHbIX BELLECTB;



B) papmaKkoTepaneBTMUECKas rpynna AekapcTBeHHOro npenapara;

r) noKasaHuAa AN NPUMEHeHUS;

) NpOTUBOMNOKa3aHUA ANA NPUMEHEHNS;

e) pexxum Ao3MpoBaHusA, cnocob BBeAEHUs, NPU HEOBXOAMMOCTU BPEMS NMPUemMa NeKapCTBEHHOIO
npenapara, NPoAO0/IKUTE/IbHOCTb 1eYeHus (B TOM YnCie y AeTelt A0 U Noc/ie 04HOro roaa);

) Mepbl NPegoCTOPOMKHOCTM NPU NPUMEHEHUN;

3) CMMNTOMbI Nepeao3MPOBKM, MEPbI MO OKa3aHMIO MOMOLLM NPU Nepeno3npPOBKeE;

M) yKasaHue, npuM HeobxoammocTn, ocobeHHOCTEN AENCTBUA NIeKapCTBEHHOro npenaparta npu
nepBOM NpMeEMe UIN NPUN ero OTMEHE;

K) onucaHue, npu HeobxoAMMOCTU, OAEUCTBUIM Bpadva (denbalwepa), naumeHtTa npu nNponycke
npuema o4HOM UNN HECKO/IbKMX 403 /IeKapCTBEHHOMO NpenapaTa;

/1) BO3MOKHble No6oYHble AeNCTBMA NPU NPUMEHEHUM IEKAPCTBEHHOIO Npenapara;

M) B3aMMOAENCTBME C APYTMMU JIEKAPCTBEHHbIMW NpenapaTamu 1 (MAKn) NULLEBLIMU NPOAYKTaMU;

H) YKasaHMe BO3MOXHOCTM W OCOBEHHOCTEN MEAMUMHCKOTO MPUMEHEHUS NEeKapCTBEHHOTO
npenapata 6epemMeHHbIMU KeHLWMHAMM, KEHLWMHAMN B Nepuos, rPyAHOro BCKAapPMIMBAHWUA, AETbMMU,
B3POC/bIMU, UMEIOLLMMU XPOHMYECKUE 3aboeBaHUS;

0) CBeAEeHMs O BO3MOXHOM BAWAHUM JIEKAPCTBEHHOro Mpenapata Aada MeAMLMHCKOro
NpPUMeHeHMA Ha CNOCOBHOCTb YNPaBAATb TPAHCNOPTHLIMKU CPEACTBAMM, MEXAHU3MAMMU;

n) CPOK rOAHOCTU U YKa3aHMe Ha 3anpeT NpMMeHeHUsa JIeKapCTBEHHOro npenapara no ucredyeHumn
CpOKa rogHocCTy;

p) ycnoBusa xpaHeHus;

C) yKasaHMe Ha HeobXoAMMOCTb XPaHEHWUs NIeKapCTBEHHOro npenapaTa B MecTax, HeZoCTYMNHbIX
anAa peten;

T) yKasaHue, npuM HeobxoAMMOCTW, cheumasnbHbiX Mep MNPeaoCTOPOXKHOCTU MPU YHUUTOXKEHUN
HEeWCno/ib30BaHHbIX IEKAPCTBEHHbIX NPENAPaATOB;

y) HaumeHoBaHWe, ajapec MPOU3BOAUTENA JIeKApCTBEHHOrO npenapata M ajpec MmecTa
NpPOM3BOACTBA IEKAPCTBEHHOTO NpenapaTa;

11) nepeBeAeHHasa Ha PYCCKMUM A3bIK U 3aBePEHHAA B YCTAHOB/IEHHOM NOPAAKE KOMUA AOKYMEHTa,
NOATBEPKAAIOLLETO PErMCTPALUIO IEKAPCTBEHHOTO NpenapaTa B C/ly4yae ero perncTpalmmn BHe npeaenos
Poccuitckoit epgepaumn.

34. B cnyyae BHECEHMA U3MEHEHUI B MHCTPYKLMIO MO MPUMEHEHMIO IEKAPCTBEHHOTO NpenapaTa B
OTHOLWUEHMWN CBeAeHMN, YKasaHHbIX B nognyHkrax "r" - "m", "x" nyHKkta 16 yactm 3 cratbm 18
depepanbHoro 3akoHa ot 12 anpena 2010 r. N 61-®3 "0O6 obpalueHnM ieKapCcTBEHHbIX cpeacTs”, B
COCTaB JIEKAPCTBEHHOrO NpenapaTa 414 MeAULMHCKOro NPMMEHEHUS, U3MEHEHMA MecTa NPOU3BOACTBA
JNIeKapCTBEHHOro npenapaTa Aaa MeaUMUMHCKOro MNPUMEHEHMA, M3MEHEeHUs MOoKasaTeslen KadecTsa
JIeKapCcTBEHHOro npenapata A1a MeAULUMHCKOro NpPUMeEHeHMA U (MAK) MEeToA0B KOHTPOAA KadecTsa
JIEKApCTBEHHOrO npenapata A1d MeAUUMHCKOTO MNPUMEHEHUsi, M3MEHEHUS CPOKa FoAHOCTU
JIeKapCTBEHHOrO npenaparta aasa MeauLMHCKOro NpMMeHeHUA NPOBOAMTCA SKCNEePTM3a SIEKAPCTBEHHbIX
CpeacTB B 4YaCTM 3KCMepTM3bl KayecTBa /IEKAPCTBEHHOrO cpeactsa M (MAM) 3KCNepTU3bl OTHOLLEHUS
OXWOAeMOM MNOMb3bl K BO3MOXHOMY PUCKY MNPUMEHEHWSA NEKapCTBEHHOro npenapaTta AnAa
MeaMUMHCKOTro NpMMeHeHUA.

(n. 34 BBegeH Mpukasom MuHsgpasa Poccmm ot 13.12.2012 N 1041H)

35. B cnyyae He0bX0AMMOCTM BHECEHMA UHbIX U3MEHEHMUI, HE YKa3aHHbIX B NyHKTe 34 HacToALLMX
npaBwun, B Aa@HHY MHCTPYKLUIO SKCMEPTU3a JIeKapCTBEHHOIO CPeACTBa A1 BHECEHUA TaKNUX U3SMEHEHW
B CBeAEHMA O 3aperncTpUpoBaHHOM 1IEKAPCTBEHHOM NpenapaTte He NPOBOAMUTCA.

(n. 35 BBegeH Mpukazom MuH3sapasa Poccum o1 13.12.2012 N 1041H)

36. DKcnepTM3a KayecTBa JIEKAPCTBEHHOTO CPeACTBA WM 3KCMEpPTU3a OTHOLIEHMA OXKWUOAEMO
Nosib3bl K BO3MOMHOMY PUCKY MPUMEHEHMA JIEKAPCTBEHHOrO Mpenapata gas MegULMHCKOro
NPUMEHEHMA B LLeNAX BHECEHMA U3MEHEHWNI B JOKYMEHTbI, COAEPrKALLMECH B PEMMCTPALMOHHOM A0Cbe
Ha 3aperucTpUpPOBaHHbIA NEKAapPCTBEHHbIA MNpenapaTt Aaa MeaMUMHCKOro NpUMEHEHUA, COCTaBaeHue
KOMMCCUSAIMU IKCMEPTOB 3aK/IOYEHUI NO pe3y/ibTaTaM NPOBEAEHHbIX 3KCNEPTU3 U Hanpas/ieHMe TaKuX
3aKNYeHUn B MUHUCTEPCTBO OCYLLECTB/IAKTCA B CPOK, HE MPEBbIWAOWNN CEMUAECATU NATU paboymnx
OHEN co AHA NONyYeHUA IKCNEPTHbIM YYpeKAeHMEM COOTBETCTBYHOLLErO 3a4aHuMA, C yY4ETOM NONOKEHUA
yactm 7 cTtaTbl 23 depepanbHoro 3akoHa oT 12 anpens 2010 r. N 61-®3 "O6 obpauieHuun



JIeKApPCTBEHHbIX CPeAcTB", C MPUNOKEHMEM W3MEHEHMIA K [OKYMEHTaM, a TaKKe [LOKYMEHTOB,
NoATBEPKAAOWMNX HEOOXOANMOCTb BHECEHWUA TAKUX USMEHEHWIA.
(n. 36 BBeaeH Mpukaszom MuHsapasa Poccmum o1 13.12.2012 N 1041H)

37. 3KcnepTu3a KayecTBa J/IEKAPCTBEHHOrO CPEACTBA M IKCMEPTM3a OTHOLWEHUA OXKMAAEMOWN
No/ib3bl K BO3MOMHOMY PWUCKY NPUMEHEHUA JIEKAPCTBEHHOrO Mpenapata gas MeauLMHCKOro
NPUMEHeHMA B LLeNAX NOATBEPKAEHUS rOCYAaPCTBEHHOM PErMcTpaLLmMm IeKapCcTBEHHOO NpenapaTa Ans
MEANUMHCKOTO MPUMEHEHUSA, COCTaB/IEHME KOMUCCUMSAMM 3SKCNEPTOB 3aK/OYEHMM MO pes3ysibTaTam
NpPoBeAEHHbIX 3KCNEPTMU3 M HanpaBAEHMUE TaKUX 3aKNt04YeHU B MUHUCTEPCTBO OCYLLLECTBAAIOTCA B CPOK,
He NpeBbIWAWMNA CEMUAECATN NATU PaboUUX OHEN CO AHA MONYYEHWUS IKCMEPTHLIM y4YperKaeHUem
COOTBETCTBYIOLLErO 33ZaHWA, C Y4ETOM MNOJIOXKEHUs YacTn 7 cTatbu 23 depepanbHOro 3akoHa oT 12
anpena 2010 r. N 61-®3 "O6 ob6paleHUM NeKapCTBEHHbIX CPeacTB", C MPUIOKEHUEM OOKYMEHTa,
coaepiKallero pesynbTaTbl MOHWUTOPWHra 6e30MacHOCTM JIeKapCTBEHHOrO npenapaTta, NPOBOAMMOrO
3aABUTENEM, MPEAYCMOTPEHHOrO YacTbto 3 ctaTbk 29 PepepanbHOro 3akoHa ot 12 anpena 2010 r. N 61-
@3 "O6 obpaleHNM NeKkapcTBeHHbIX cpeacTs"”. HopmaTMBHAA AOKYMEHTAUMA, MPOEKT MHCTPYKUUM MO
NPUMEHEHMIO SIEKAPCTBEHHOIO MpenapaTta, NPOEeKTbl MAKeToB MEPBUYHOM YMAKOBKM M BTOPUYHOM
(noTpebuTenbcKoi) ynakoBKM NeKapCcTBEHHOrO npenapaTa NpUAaraloTca B C/lyyae, eCi B HUX BHOCATCS
N3MeHeHMA.

(n. 37 BBegeH Mpukazom MuH3sgpasa Poccmm o1 13.12.2012 N 1041H)

38. YckopeHHaa npouenypa 3SKCNepTM3bl KayecTBa NEKAapCTBEHHOrO CpeacTBa M 3KCNepTUsbl
OTHOLUEHMA OXWAAEMOM MOJb3bl K BO3MOXHOMY PUCKY NMPUMEHEHMA NEKAPCTBEHHOrO npenaparta Ans
MeZNUMHCKOrO NPUMEHEHMA NPOBOAMUTCA B CPOK, HE MPEBbILIAOLWMI COPOKa NATU Paboumx AHEN CO AHA
NOJIYYEHMA SKCNEPTHLIM YYPEKLAEHNEM COOTBETCTBYHOLLErO 334aHMA MUHUCTEPCTBA, C NPUIOKEHUEM
AOKYMEHTOB, YKa3aHHbIX B MyHKTe 33 HacToAwmx MNpasuma.

(8 pea. Mpukasa MuH3apasa Poccum ot 13.12.2012 N 1041H)

39. [nAa npoBeAeHMs 3KCNepTM3bl KayecTBa JIEKAPCTBEHHOMO CPEACTBA 3aABUTENb B TeYeHue
NATHAZUATN paboumx gHEN CO AHA NONyYeHUs peleHns MUHUCTePCTBa 34paBOOXPaHeHMA Poccuiickol
dPepepaumn o BO30OHOBAEHUA TOCYHAPCTBEHHOM  PErUCTPauMM  NIEKAapPCTBEHHOrO  npenaparta
NPeACTaBAseT B 3KCMEPTHOE yupexgeHne 06pasLbl NeKapCTBEHHOrO npenapaTta ANA MegULMHCKOro
NPUMEHeHUA, NPOU3BELEHHbIX B COOTBETCTBUM C TPeOOBAHUAMM OMbITHO-MPOMBILWIEHHOTO U (Mawn)
NPOMbILIAEHHOTO pPEernaMeHTOB, YTBEPMKAEHHbIX PYKOBOAUTENEM MPOU3BOAMTENA JIEKAPCTBEHHbIX
CpeacTB, a TaKxe obpasel ¢apmaLeBTUYECKOM CcyOCTaHUMM B KOJIMYECTBax, HeobxoaumbIx Ans
BOCMNpPOM3BEAEHNA METOL0B KOHTPONA KavyecTBa.

(B pea. Mpukasa MuH3gpaea Poccmm o1 13.12.2012 N 1041H)

40. Mpn nonyyeHnn ob6pasuLOB NeKAPCTBEHHOro npenapaTta U ¢apmaLeBTUYECKON CybCTaHLMK
3KCNepTHOE yYpexKaeHWe BblLaeT 3asBUTENO AOKYMEHT, NMOATBEPKAAIOWMIA MNOAyYeHUe YKasaHHbIX
06pasuoB, U B CPOK, He MpeBbillaloWKMi Tpex pabounx AHen, yBeaomMasaeT B NUcbMeHHoOW dopme 06
3TOM MMNHUCTEPCTBO.

41. Cpok Q4na npeactaBneHus 3asaBuTesieM  00pasuUOB  /1IEKAPCTBEHHOrO npenapaTta U
dbapmaLeBTUYECKON CYOCTaHUMM W CPOK YBEAOMJ/IEHMA IKCMEPTHbIM y4yperaeHuem o6 3Tom B
nMcbMeHHoN dopme MUHUCTEPCTBA HE BK/OYAIOTCSA B CPOK NPOBEAEHUS YKa3aHHbIX B MyHKTax 38 u 39
HacTtoawwmx Mpasua skcnepTus.

(8 pea. Mpukasa MuH3gpasa Poccun ot 13.12.2012 N 1041H)

42. 3aKNto4eHMe KOMUCCUM 3KCMEePTOB MO 3KCMepTU3e KayecTBa JIEKAPCTBEHHOIO CpeacTBa M
3KCnepTuse OTHOLWIEHUA OXWMOAEMOW MOJb3bl K BO3MOXHOMY PWCKY MPUMEHEHUA J1eKapCTBEHHOTO
npenapaTta Ana MeAMLMHCKOro npumeHeHua odopmaseTca no opme cornacHo npunoxkeHuto N 3 K
HacTosawemy lMpukasy.

IV. Mopsaok npoBeaeHMA 3KCnepTU3bl KavecTsa papmaL,eBTUYECKOM
Ccy6CTaHLMN, HEMCNONBb3YEMOM NPY NPON3BOACTBE IEKAPCTBEHHbIX
npenapaToB A4 MeAULNHCKOro NpUMeHeHnA

43. JKcnepTMsa KayecTBa papmMaLLeBTUYECKON cybCTaHLMM, HEMCNOAb3YEMOW NPU NPOU3BOACTBE
NEeKapcTBEHHbIX NpPenapaToB 414 MeAMUMHCKOTO MpUMeHeHUs (Janee - 3KCMepTU3a KayecTsa
dapmaueBTUyeckoin cybcTaHLMM), COCTaBNEHME KOMMUCCUEN 3KCMEepTOB 3aK/loYeHUIt Mo pesysibTaTam



TaKoW 3KCMepTM3bl U UX HanpasieHne B MUHUCTEPCTBO OCYLLECTBAAIOTCA B CPOK, YKa3aHHbIV B 3a4aHUK
MWHWUCTEPCTBA U He MNPEBbIWAOWMIA LWECTUAECATU pPabounx AHel CO AHA MNOJIYYEHMA 3SKCMEpPTHbIM
yuYperKaeHMeM COOTBETCTBYIOLLErO 3afaHMA C YYETOM MOJIOXKEHUs YacTh 6 cTaTtbu 34 depepanbHOro
3aKoHa oT 12 anpena 2010 r. N 61-93 "0O6 06palleHUM NeKapCTBEHHbIX cpeacTs”.

(nyHKT B pea. NMpuKkasa MuHsapasa Poccun o1 13.12.2012 N 1041H)

44. [na npoBeAeHMA 3KCMepTM3bl KavecTBa ¢apmaueBTMYECKOM cybcTaHuMM  3asBUTENb
NPeACTaBAseT B 3KCMEPTHOE yuperkaeHue o6pasubl GapmaueBTUYECKON cybCcTaHUMUM B KOAMYECTBE,
HeobXxo4MMbIX AN5 BOCNPOM3BEAEHUA METOAO0B KOHTPO/IA KavecTsa.

45. Npun nonyvyeHnn o6pasuoB GpapMaLeBTUYECKON CYOCTAaHUMMN SKCNEPTHOE yUYpeXaeHUe BblaaeT
33ABMTENI0  AOKYMEHT, MOATBEPXKAAMOWMN NOMYyYEeHWEe YKa3aHHbIX 06pasLoB, M B CPOK, He
npeBbIWatoWmi Tpex paboumnx gHe, yseLomnseT B nMcbMeHHOM ¢opme 06 sTom MUHMCTEPCTBO.

46. Cpok pAnA npeactaBneHus 3asasuTenemM  00OpasuLOB  /1IEeKAPCTBEHHOrO npenapaTa U
dapmaLeBTMYECKON CYBCTaHUMM M CPOK YBEAOMIEHUA IKCMNEPTHbIM YyyperaeHnem o6 3Tom B
NUCbMeHHON dopme MUHUCTEPCTBA HE BKJIOYAIOTCA B CPOK MPOBEAEHMA IKCMEPTU3bl, YKa3aHHOW B
nyHKTe 36 HacToAawwmx MNpasun.

47. 3aKNt04eHNe KOMUCCUMM SKCNEPTOB MO 3KCNepTU3e KadecTBa papmMaLeBTUHECKON CyOCTaHLMK
odopmnsaetca no ¢opme cornacHo npunoxkeHunto N 4 K HacTosAwemy MpuKasy.

MpunnoxkeHme N 2
K MNMpuKasy
MuHUcTepcTBa 34paBOOXPaHEHNA
W COLMANIbHOMO Pa3BUTUA
Poccuitckoit egepaumm
ot 26 asrycta 2010 r. N 7501
CnNMCOK M3MEHAIOWMX JOKYMEHTOB
(8 pea. Mpukasos MuH3apasa Poccun ot 13.12.2012 N 1041H,
o1 03.04.2014 N 152H)

MyHMCTepCTBO 3OpaBOoOXpaHeHua Poccumckom demepauun

HaMMeHOBaHMeE @enepaﬂbﬂoro TOCYyIOapCTBEHHOTO OIIXETHOTO yupexmeHnd

"YTBEPXIAK"

(pyxosomurens, ®.¥.0., nomnmuch, NedaTh)

"o 20 T.
3aKJioueHre KOMMCCHM BKCIEPTOB 10 Pe3yJbTaTaM SKCIEPTU3E HOKYMEHTOB
OIS T[IOJIydeHMs pas3pelleHMrs Ha NpOBeIeHMe KIIMHUMUECKOTO MCCJIeIOBAaHUSI
(ucciienoBaHusa OMORKBMBAJIEHTHOCTM U (MJIM) TepalneBTUYEeCKON
5KBUBAJIEHTHOCTM) JIEKAPCTBEHHOTO Mpenapara IJsg MeIULUMHCKOT'O
IpUMeHEeHU

1. Ofbume HOoJIOXEeHUS

1.1. HOMep M @maTa 3alaHusa MUHMCTepCTRBa 3IOpaBooxXpaHeHusa Poccurickom denmepaumm

1.2. maTa [OOCTYIUJIEHUS 3amaHrs MMHMCTEpPCTBa 3IOPaBOOXPaHeHMs Poccuiickou
demepaluy B BKCIEPTHOE yUPEeXIeHMe M BXONAWMNI PeIrMCTPALMOHHBI HOMED

1.3. HamMMeHOBaHME JIEKAPCTBEHHOTO MNpenapaTa:
MEXIyHapOoHOe HernaTeHTOBAHHOE VI XYIMUUECKOE (rpynmmMpoBOYHOE)



HaMMeHOBaHMeE
TOPI'OBOE HaMMEHOBAaHNME

1.4. dopma BHIIyCKa (JlekapCcTBeHHas Gopma, IOO3MPOBKA, CIOCOOH BBeIeHUsd u
NnprMeHeHrsa, Mmacca/obbeM/KOMIIJIEKTHOCTS)
1.5. cocras JIEKAPCTBEHHOTO npenapara (mepeueHb IOeMCTBYIIMMX 128

BCIIOMOTATEJIbHEIX BelleCTB, C yKa3aHMeM KOJUUeCTBa KaXIOoI'o M3 HUX)

1.5.1. dapmMakoTepaleBTHUeCKas TPylla [0 aHATOMO-TepalleBTUYeCKO—XUMUUEeCKOM
kJIaccudbukauum (majnee — ATX)
1.5.2. Kom ATX
1.5.3. IpOTOKOJI KIMHMUECKOI'O MCCJeHOoBaHuA (koI, HaMMeHOBaHME, BepCcUus)

1.6. 3asgBuUTENb

1.7. cBeneHus o6 oskcneprax (©.M.0., cnoeumMaJsbHOCTH, yuyeHas CTEeIleHb
(3BaHME) (OmpM HaMuuM), CcTax paboTe, MecTO PaboTH M HOOJIKHOCTD)

1.8. 00 OTBETCTBEHHOCTM 3a IOCTOBEPHOCTL CBEINEHWUIM, M3JIOKEHHHX B SBaKJIOUEeHUMU,

npenynpexneH:

npengcenaTreljyib KOMUMCCUUM BSKCIIEPTOB

(DOJIXHOCTD ) (®.71.0.) (mommmce)
OTBETCTBEHHHEM CeKpeTapb

(IOJIXKHOCTHE ) (©.1.0.) (momnmce)
3KCIIEPTH

(DOJXHOCTHE) (®.71.0.) (momommce)

2. ComepxaHye MNPEOCTABJIEHHHX Ha BKCIEPTU3Y INOKYMEHTOB IJIS [NOJyUEeHUSI

paszpeleHnsa Ha npoBeleHue KJIMHUYECKOTO MCCJIeNOBaHUSA (nccrenoBaHusa
OMOPKBUBAJIEHTHOCTM U (MJIM) TepaleBTUUYECKOM DKBMBAJIEHTHOCTHM) JIeKapCTBEHHOI'O
npenaparTa oJia  MeIOMUMHCKOI'O IIpMMeHeHUS (M3JlaralTCcsas OCHOBHBIE IIOJIOXEHUS

IpencTaBJIEHHOM IOKYMEHTAalUMUM) :

3. CBemeHMs O IMNPOBEIEHHEIX KOMMCCHUEM SKCIEPTOB MCCJIeOOBaHMAX C yKa3aHUEM
®.M.0. skcnepToB, OOBEeMa M XapaKTepa BHIIOJIHEHHEX KaxXIBM M3 HMX paboT u ux
pPes3yJbTaTOB:

4. JOkcHepTHas OLEHKa ¥ BHBOIH II0 IpeICTaBJICHHBM Ha 3KCIEePTU3y
OOKYyMEeHTaM IJif IIOJIydeHMS pa3pelleHMsa Ha NPpOBelNeHMEe KJIIMHMUECKOI'O MCCJeIOBaHMS
(uccnenoBaHusa OMOBKBMBAJIEHTHOCTM U (MJIM) TepaleBTUUECKOM SKBMBAJIEHTHOCTH)
JIEKAPCTBEHHOT'O IpelapaTa AJg MeOMUMHCKOIO IpMMeHeHMa C ykazaHueM O.M.O.
3KCIepTa, CHOeJlaBllero BHEHBOL IO KaxXIOMy M3 NIYHKTOB

4.1. oleHKa HaydHOM OOOCHOBAHHOCTHU NPOI'PaMMbl IOKJIMHMUECKUX MCCIJIeOOBaHUM
JIEKAPCTBEHHOTO IpenapatTa ;

4.2. oueHKa BHOOpPa BOKCIEPMMEHTAJIbHOM MOIeJM MCCJeOOoBaHusa u  (MUJm)

TEeCT—-CUCTEM ;
4.3. olleHKa obweMa BBITIOJIHE HHBEIX IOOKJIMHUYUE CKUX uccyienoBaHUM
JIEKapCTBEHHOT'O IIpelapaTa C LeJjbld YCTaHOBJIeHMS ero O(apMakKoOMHaAMMUECKUX
o20bekTOB, MeXaHM3Ma NEMCTBUS U IIOTEHUMAJILHBEIX ITOOOUHHIX IeMCTBUM :
4.3.1. msyueHre GapMakoOJOTUUECKUX CBOMCTB JIEKAPCTBEHHOTO IIpernapara:
a) OCHOBHBle QapMakoIMHaMMUeCKMe (MMMyHOJIOTMYeckMue) 5bdexTH ;
0) bapmakosormueckue 30QeKTH, HEeCBSI3aHHBEE C BasBJIEHHHM I[IOKAa3aHMEM K
[IPVMEHEHUIO ;
B) BJMSAHME Ha CEPHOEeYHO—-COCYIMCTYI0 CUCTEMY, LEHTPAaJIbHYI0 HEPBHYI CUCTEMY,
OBIXaTEJIbHYIO CUCTEMY, XeJIYINOUHO—KMIIEUHEM TPaKT ;
) bapMakoOMHaMMUYeCKOEe B3aMMOINEMCTBME JIEKapPCTBEHHOTO IpelnapaTa
4.3.2. usydeHre OQapMakOKMHETMUECKUX CBOMCTB JIeKAaPCTBEHHOI'O IpelapaTa:
a) BCacCHBaHMKeE JIEKAPCTBEHHOT'O IIpelapaTa ;
) pacnpemejieHMe JIeKapCTBEHHOTO IpernapaTa ;
) MeTabosM3M JIEKAPCTBEHHOTO IperapaTa ;
) BEHIBEIIEHME JIEKAPCTBEHHOI'O IpelapaTa ;
) bapMakOKMHETHMYECKOE B3aMMOIENCTBME JIEKAPCTBEHHOTO IpelnapaTa ;
.3.3. uU3yuUyeHME TOKCUKOJIOI'MUECKUX CBOMCTB JIEKAPCTBEHHOIT'O IpelrapaTa:
) TOKCMYHOCTBL MNPV OOHOKPATHOM BBEeHEeHUM (OCTpasd TOKCUUHOCTL) ;

~e




o) TOKCUYHOCTB oOpM IOBTOPHOM BBeIeHMM ([IomocTpas M XPOHMUECKad
TOKCUUYHOCTE )
B) MyTareHHOCTb
') KaHLEPOT'e€HHOCTHb ;
I) PenponyKTMBHAaS M OHTOTEeHeTHYecKas TOKCUUHOCTDb ;
e) paszmpaxapluee OelCTBUE ;
X) opyrue TOKCUKOJIOTUUECKHUE MCCcienoBaHUs (aHTUTEHHOCTh,
VIMMYHOTOKCUYHOCTEL U IpP.) (IpM HaJIM4IUM) .
4.4. OLIeHKA VHTEepIpeTaumumu PazpaboTunKoOM IIOJIyUEHHBEIX Pe3yJIbTaTOB
OOKJIMHUUE CKUX MCCJIenOBaHUM (bapMaxKoJIOTHUUYECKUX, bapMaKOKMHETUUECKUX,
TOKCUKOJIOTMUECKMX MCCJIeNOBaHMM) JIEKAPCTBEHHOTO IIpelapaTa ;
4.5. OLeHKa MeTOIOB CTATUCTUUECKOM OOpabOoTkM pPe3yJIbTATOB HOOKJIMHMUECKUX
MCCJIeIOBaHUN >
4.6. comepxaHue npoexTa IpOTOKOJIa KJIIMHUYECKOTO MCCJIeIOBaHUI
(MccrienoBaHMsa OMOBKBUBAJIEHTHOCTM U (MJIM) TepaleBTUUECKOM SKBUBAJIEHTHOCTM)
JIEKAPCTBEHHOT'O IpernapaTa IJjsg MeOULMHCKOT'O IPMMEeHEHMS U €TI0 OLIeHKa Ha
COOTBETCTBUE 3aSgBJISEMEIM LeJaMm 128 3amayam KJIMHMYUECKOTO MCCJIeNOBaHUsA
(nuccrnenoBaHysa OMOBRKBMBAJIEHTHOCTM U (MJIM) TepaneBTUUECKOM BSKBUBAJEHTHOCTH)

;
4.7. OLIEHKa pPesyyibTaToB Npenenymmx KJIMHNYE CKUX MccyenoBaHUM
JIEKaPCTBEHHOT'O IpenaparTta (Opy HaJlMduM) ;
4.8. oOlleHKa pPe3yJIbTAaTOB INPOBEIEHHHIX B CTPaHe 3agBUTEJNIS UM IPYyTMX CTPaHax

woNe

KJIMHMUECKUX MCCJIenOBaHMUM, MCCJIenoBaHUM OMOBKBMBAJIEHTHOCTHU u (mrmmn)
TepalneBTUUYECKOM SKBUBAJIEHTHOCTU JIeKapPCTBEHHOT'O npenapara (BxJIIOUA S
SNUOEMUOJIOTUYECKME MCCJIeNOBaHMUS VMMYHOBOMOJIOTUYE CKUX JleKapCTBEHHBIX
IpenapaTor, I[IpelHa3HAUYEeHHBX MOJIS MMMYHOJIOTMUYECKOM NPOOUIIAKTUKM M JIeUeHUSI
MHOEKUIMOHHEX 3aboJieBaHMM, B TOM UMCJle y IOeTel) (Ipy Haludum) .
5. OBbumM BEIBOI I10 pel3yJibTaTaM DKCIEPTU3H :
IIpoBeleHMEe KJIMH/NYECKOTO MCCJIeIOBaHUSA (uccrnenoBaHmsas OMOBKBUBAJIEHTHOCTU
n (mrm) TepaleBTUYEeCKOM 3KBUBAJIEHTHOCTM) JIEKapCTBEHHOT'O IIpenapara

IJid MeIMUIVMHCKOI'O IIPVMMEHEHNMSA

(BOBMOXHO MM HEBOS3MOXHO)
KoMuccua 3KCHepTOB B COCTape:

npencenaTesylb KOMMCCUM 3KCIIEPTOB

(DOJIXHOCTH ) (®.11.0.) (momnmce)
OTBETCTBEHHHM CeKpeTapb

(DOJIXHOCTE ) (®.11.0.) (momnmuce)
3KCIIEPTH

(DOJIXHOCTE ) (®.1.0.) (momnmce)
Hara obpopmnenmua 3zakjwoueHus " " 20 T.

MpnnoxkeHme N 3
K MNMpukasy
MuHUCTEPCTBA 34,paBOOXPAHEHNA
W COLMANBHOMO Pa3BUTUA
Poccuiickoin Pepepaumm
oT 26 asrycta 2010 r. N 750H
CnN1COK M3MEHAIOWMX JOKYMEHTOB
(8 peq. Mpukaszos MuH3sgpasa Poccum o1 13.12.2012 N 1041H,
o1 03.04.2014 N 152H)

MMHMCTEPCTBO 3OpabBooxXpaHeHus Poccuyckon demepalumm



HaVMeHOBaHMe @enepaanoro I'OCyIDapCTBEHHOI'O BIXeTHOTO yYupexneHnd

"YTBEPXIAK"

(pyxoromuresnr, ®.M.0., nomnmchb, I[edaThb)

n " 20 .

B3aKJjiouyeHe KOMUCCUU OKCIIEPTOB IIO pe3yJibTaTaM 3JSKCIIEPTU3El KadecCTBa
JIEKAPCTBEHHOT'O CpencTBa "M SKCIepTrM3a OTHOUIEHMA OXMIOaeMOM IIOJIb3El K
BO3BMOXHOMY PUCKY IIPMMEHEHMA JIEKAPCTBEHHOTI'O IIpeliapaTa nOJid
MeIOIVMIMHCKOI'O IIPVMMEHEeHMA

1. OfOume MOJIOXEeHMS :

1.1. HOMep M HaTa 3amaHMsa MMHMCTEPCTBA 30paBoOxXpaHeHusa Poccumckonm delepalum

1.2. mara NOCTYMNJIEHMA BalaHusa MuMHMCTEepCTBa 3IPaBOOXPaHeHMs PoCCHMMCKOM
demepalum B DKCIEPTHOE yUpPexXIeHMe M BXONAUWMN PEeTMCTPaLMOHHEIM HOMEpP

1.3. HaMMeHOBaHME JIEKAPCTBEHHOTO MNpenapaTa:

MeXIyHapoIHOEe HellaTeHTOBaHHOe WNIn XVMUUECKOe (rpynnmMpoBOUYHOE)
HaVMeHOBaHMue
TOPTOBOE HaMMeHOBaHME
1.4. dopma BHIIyCka (JlekapCcTBeHHasa QopMa, IOO3UPOBKA, CIOCOOB BBeIEeHUsa U
nprMeHeHrsa, Mmacca/obbeM/KOMIIJIEKTHOCTS)
1.5. cocras JIEKapPCTBEHHOT'O npenapara (mepeueHsb OeVCTBYIIMX u
BCIIOMOT@TEJIbHEIX BeElEeCTB, C yKas3aHMeM KOJIMUeCTBa KaxXIoI'o M3 HUX)
1.6. BagBuTeNb (C yKa3aHMEM OPUINYECKOIT'O JiMla, OCYIEeCTBJIIAOIETO OnHY WU
HECKOJIbKO CTanuM NPOMBBOICTBA JIEKAPCTBEHHOT'O IIpenapara)
1.7. cBenmeHusa o060 BKcIepTax (®.M.0., cHneurajibHOCTH, yuyeHas CTerneHb
(3raHMe) (OpM HaauumMu), CTax paboTe, MeCcTO paboOTHl M HOOJDKHOCTE)
1.8. 06 OTBEeTCTBEHHOCTU 3a OOCTOBEPHOCTL CBeIeHUl, MBJIOXEHHBIX B

3aKJIIYEHNNM, IpenyrpexneH:

npencenaTejylb KOMMCCUM 3KCIIEPTOB

(DOJIXKHOCTHE ) (©.11.0.) (momnmce)
OTBETCTBEHHH) CeKpeTapb
(DOJIXHOCTH ) (®.1.0.) (momnmce)
SKCIIEPTH
(DOJIKHOCTHE ) (©.11.0.) (momnucek)
2. ConmepxaHye IpPeACTAaBJIEHHHX Ha BKCIepTUly KauecTBa JIeKapCTBEHHOI'O

cpenCcTBa M BKCIEePTU3Y OTHOWEHMS OXMIAaeMOM I[IOJIb3El K BO3MOXHOMY PUCKY
IIPVMMEHEHMA JIEKAPCTBEHHOT'O IperiapaTa OJ4 MEIMUIMHCKOI'O IIPMMEHEHMA ITOKYMEHTOB
(n3y1ararnTCca OCHOBHEE I[IOJIOXEHMUS MNPelCTaBJIEHHOM IOKyMeHTalMUM) :

3. CBemeHUa O NPOBEHEHHEIX KOMMUCCUEN BKCIEPTOB MCCJIeIOBaHMUAX C yKasaHUEM
®.M.0. sxCHepTron, OoOBEeMa M XapaKTepa BBIIOJIHEHHBIX KaXIEM M3 HMX paboT M UX
pPe3yiIbTaTOB

4., OKCHepTHas OlleHKa M BEIBOILE [0 [NPenNCTaBJIEHHEIM Ha BKCIEPTU3Yy kKadecTBa
JIEKAPCTBEHHOTO CpenCcTBa u SKCIEepTU3y OTHOUWEHUS OXMIAeMOM IIOJIb3E K
BOBMOXHOMY PUCKY I[PUMEHEeHMS JIEKAPCTBEHHOT'O IIpernapaTa IJsa MeIUMUIMHCKOIO
IPMMEeHEHMS IOOKyMeHTaM U ofOpa3laM JIEKAPCTBEHHOT'O IpernapaTa IOJS MeOUIMHCKOTO
IpMMeHeHusa ¥ OGapmMaleBTHYecKOM cyOcTaHumumM C ykazaHuem @.1.0. skcnepra,
cheJiaBlleI'O BBHIBOIO IIO KaXIOoOMy M3 IIYHKTOB

4.1. 3JxcHneprmMsa KadeCTBa JIEKAPCTBEHHOI'O CpencTBa:



.1.1. dapmauerTHMUecKas CyOCTaHLUMUSA
1.1.1. obume cBenmeHua O QapMalleBTUUECKOM CyOCTaHLIUM:
HaMMeHOBaHMe bapMalLleBTHUECKOM cyOCcTaHUUM (MexOyHapoOoHOe

)
HENaTEeHTOBAHHOE MM XMMMYECKOE, TOPTOBOE) ;
)
)
)

HaVMMeHOBaHMe U aIpec NpomMaBoIuTesisa QapMaleBTUUeCKOM CyOCTaHLUM ;
CTPpyKTypa bapMalLeBTUUYECKOM CyOCTaHLUM ;
OCHOBHEE (QMBUKO-XUMMUECKME CBOMCTBA QapManeBTHUUYECKOM cyOcTaHumm
4.1.1.2. OLleHKa ONMCAaHUHA TEXHOJIOI'MYECKOI'O IIpolecca MNIPpOoM3BOLCTBa
bapMmaueBTHMUEeCKOM CyOCTaHLUMM, BKJIOUad KOHTPOJb MCXOINHOTO CHPbS, KPUTHUUECKUX
cTamuy NPOM3BOICTBA M MNPOMEXYyTOUHBX NPOINYKTOB ;
4.1.1.3. OlleHKa MEeTOIORB, NPEenJIOXEeHHEIX 3adaBUTeJIeM nOJd OOBACHEHUSA
XVMMMKO—-bapMalleBTUUECKMUX CBOMCTB (QapMaleBTUYECKOM CyOCTaHLUU ;
4.1.1.4. OlleHKa MeTOmIOoB, NPEnJIOXEHHEIX 3adaBUTeJIeM OJid OlIpeneJIeHUd
npuMecen ;
4.1.1.5. OlleHKa MEeTOIOB, INPEIJIOXKEHHEIX 3asBUTeJIeM IJig OIlpeneJieHUs
VIMMYHOJIOTMUECKHMX CBOMCTB QapMalleBTMUEeCKOM CyOCTaHUUU ;
4.1.1.6. OlleHKa MeTOmIOB, NPEenJIOXEHHEIX 3adaBUTeJIeM OJI OlIpeneJIeHUd
VIMMYHOXVMUUECKMX CBOMCTB QapMalleBTUUECKMX CyOCTaHUUN ;
4.1.1.7. ouLeHKka [NPEeOJIOXEHHBX 3agBUTEeJIeM MeTOINOB KOHTPOJIA KaudecTBa
bapMalLeBTHMUECKOM CyOCTaHLMM M CTAaHIAPTHHX O0pasLoB ;
4.1.1.8. oueHKa MNPEeOCTAaBJIEHHHX 2BasgBUTEJIEM MaTepMuaJioB [0 BaJdMIalLuN
QHAJIUTUUECKMX METOJOB KOHTPOJA KauecTBa (QapMaleBTUUECKOM CyOCTaHLUMU ;
4.1.1.9. HaJuye WM OTCYTCTBME COOTBETCTBMUA MEeXIy pes3yJbTaTaMu
J1a00pPaTOPHOTO aHajM3a [IpenCcTaBJIEHHEIX 3asgBUTEJIEM Ha DKCIepTUsy o0pa3loB
bapMalLleBTUUECKOM cybcTaHLUK n nokasaTeyigaMM KadecTBa, BKJIOUEHHEMU B
HOPMAaTHUBHYK IOKYMEHTAaLMIO ;
4.1.1.10. olLeHKka HOaHHHX, [OPEeICTaBJIEHHEIX BasgBUTEJIeM O CTabuMIbHOCTHU
bapmaneBTHMUECKON CyOCTaHUVM BO BCEX 3aABJISEMBEIX BMIOAX [EPBMYHOM YNAKOBKU
4.1.1.11. oueHka -IaHHHX I[I0 YCTAHOBJIEHUIO 3asgBUTEeJIEM CPOKOB I'OOHOCTU
bapMaLeBTUUECKOM CyOCTaHLUMMU BO BCEX 3aABJIAEMHX BUINAX [NEPBUUYHOM YHNAKOBKM __ ;
4.1.1.12. OLIeHKA oBoOCHOBAHUSA 3agBUTEJIEM YCTAHABJIMBAEMEIX YCJIOBUM
XpaHeHMsa bapMaleBTUUYECKOM CcyOCTaHUUM ;
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4.1.2. JlekapCTBEHHE IIpelrapaT
4.1.2.1. ofbume CBeIeHMs O JeKapCTBEHHOM IpenapaTe IOJsg MeIMLMHCKOI'O
IPUMEHEHYS ¢
a) omnmcaHue ;
©) cocTaB ;
4.1.2.2. oueHka OGapMaleBTHMUECKMX AaCIeKTOB pa3paboTKM JIeKapCTBEHHOI'O
npenapata (obocHoOBaHMe BeOOpPa dGapMaleBTHUYECKOM CyOCTaHLMM, BCIOMOT'@TeJIbHEIX
BelmecTs, JIeKapCTBEHHON GOPMEI, TEXHOJIOTMM [POMBBOLNCTBA JIEKAPCTBEHHOTO
npenaparTa, [NepPBMUYHOM M BTOPMUYHONM YHIAaKOBKM JIEKAPCTBEHHOTO IIpelnapara) ;
4.1.2.3. OLleHKa onMcaHmsa TEeXHOJIOTMYECKOT'O Ipollecca MNpOM3BOIOCTBAa
JIEKAPCTBEHHOT'O nperapaTa, BKJIIOUA A KOHTPOJIb MCXOOHOT'O CHPbA, KPpUTUUECKUX
C'I‘a,JZU/HZ IpomM3BOAOCTBaA UM IIPOMEXYTOUHEIX IIPOOYKTOB ;
4.1.2.4. olLeHKa MeTOHOB, [PEeIJIOXEHHHX 3agaBUTeJIeM IJId KOHTpPpOJIS 3a
BCIOMOTATEJIbHEIMM BelleCTBaMM, MCIOJb3YyEMEMM IIPM IPOU3BOICTEBE JIEKAPCTBEHHOI'O
penapara ;
4.1.2.5. oueHka BuHOOpa 3asBUTEeJIEeM CTAaHIOAPTHEX 00pas3LoB ;
4.1.2.6. OlLIeHKa NNPEIJIOXEHHEX 3asgBUTEJIEM MEeTOIOB KOHTPOJISA KaduecTBa
JIeKapCTBEHHOT'O IpellapaTa M MX BOCIPOM3BOIOMMOCTDL ;
4.1.2.7. olLeHKka IPeOCTAaBJIEHHHX 3agaBUTEeJIEM MaTepMraJioB I[I0 BajauIaluuu
aHANIUTUUYECKUX METOINOB KOHTPOJIA KauecTBa JIeKapCTBEHHOI'O IIpelapartTa ;
4.1.2.8. HaJaudme MM OTCYTCTBME COOTBETCTBMSI MEXOYy pPe3yJibTaTaMu
J1abopaTOPHOTO aHalM3a [NPEeOCTAaBJIEHHHX 23aSBUTEJIEM Ha DKCIEPTUly o00pasloB
JIEKaPCTBEHHOT'O npenapara IoJis MEeIOUMLMVHCKOI'O IPMMEeHeHus U I[oKaszaTeJlaMu
KayueCcTBa, BKJIOUEHHHMM B HOPMATUBHYI INOKYMEHTALMIO ;
4.1.2.9. oueHka IOAHHBIX, IIpPelCTaBJIEHHEIX 3asgBUTEJIeM O CTabMJIBbHOCTHU
JIEKapCTBEHHOTO IMpernapaTa BO BCEeX BagaBJISEMBIX BUIAX IIE€PBUUHOM YHNIaKOBKMU ;
4.1.2.10. oueHKa HaHHBEX I[IO YCTAHOBJIEHMIO 3asgBUTEJIEM CPOKOB I'OIHOCTMU
JIEKAPCTBEHHOT'O IIpelilapaTa BO BCeX 3aABJIAEMBIX BMIaX HepBM‘:IHOI;I VIIaKOBKM ;
4.1.2.11. OlLleHKa oBbOCHOBAHUSA 3asgBUTEJIEM YCTAaHABJIMBAEMHEX YCJIOBUM
XPaHeHUs JIeKapCTBEHHOTO Ipelapata ;
4.1.2.12. OlLleHKa MaKeTOB IIEPBUYHOM YIIaKOBKMU n BTOPUUHOMN




(moTpedbuTenbCKOM) YIAKOBKM JIEKAPCTBEHHOT'O IIpelaparta ;

4.2. dxcnepTusa OTHOIEHMS OXMIaeMOoM TIIOJIb3bl K BO3MOXHOMY DPUCKY
NPYMEHEHMI JIEKapCTBEHHOTO IpelnapaTa IJisg MEeIULMHCKOTO IIPYMEHEHMS:

4.2.1. BoOOp 3asBuUTEJIEM TOPTOBOT'O HAaMMEHOBAHMS JIEKAPCTBEHHOI'O Ipelapara
Ha COOTBEeTCTBMe TpeOOBaHMAM 3aKOHOJATeJIbCTBa PoccuyckolM demepaluun ;

4.2.2. OLleHKa OBOCHOBAHHOCTM CTpaTermu pas3paboTkyM JIeKapCTBEHHOTO
npenapaTa, BKJOYaf:

a) omnpezneneHye GapMakoJOIMUYECKOI'O KkjlacCa JIEKAPCTBEHHOI'O IIpernapara ;

©) BHOOP NOKa3aHMsa (IoKazaHMM) Kk [IPMMEHEeHUI JIEKapCTBEHHOI'O IIpenapata

’
B) OlleHKa INpoI'paMM KJIMHMYECKUX MCCJIeIOBAaHMM JIeKapCTBEHHOT'O IpelnaparTa,
BKJIIOUASA I[POBOOAUMECS U ILJIAHMPYEMEE KIMHUUECKME MCCJIeNOBaHMA M OOOCHOBAHUE
peumeHus O I[oZade 3agBJIeHMS O I'OCYIapCTBEHHOM perucTpaluM JIEKAapCTBEHHOTO
penapaTa Ha IaHHOM 3Talle ;
') COOTBETCTBME IMNPOBOAOMMBEIX KJIMHMUECKUX MCCJIENOBaAHUM JI€KAPCTBEHHOTO
npenapata lIpaBujiaM KJIMHMYUECKOM MNPAaKTUKU ;
4.2.3. OLEHKa pe3yJabTaToB (QapMakKOKMHETUUECKUX MCCIJISOOBAHUM, KOTOPHE
MOTYT OKa3aThb BJIMAHME Ha 30QeKTUMBHOCTL U Oe30MNaCHOCTb INAaHHOM JIeKapCTBEHHOM
bopMEL ;
4.2.4. OlLleHKa TIIOJIHOTEl OOBeMa  BBIIOJIHEHHBEIX KJIMHUUECKMX MCCJIeIOBaHUM
JIEKAPCTBEHHOTO IpelnapaTa C LUeJbld YCTAHOBJIEHMA ero dapMakoOMHaMMUeCKUX,
VIMMYHOJIOTMUE CKUX sbdexTOB, MexXaHM3Ma nencTBeuL, npobuaakTUyeCcKom
sbbexTUBHOCTHM, [OOOUHEIX IEMCTBUM, OCOOEHHOCTEM B3aMMOIEMCTBUSA C IOPYyIUMU
JIeKAPCTBEHHBEIMM [pellapaTaMy, BKJIOUad:

a) BEIOOP IMONYyJAUMM [AUMEHTOB, [IPMHMMAaBIMX YydYacTHe B KJIMHMUECKUX
MCCJIEeNOBAaHMAX JIEKAPCTBEHHOI'O Ipenaparta (memorpadpmueckas xapaKTepuUCTHKaE,
cranusa 3abojieBaHMA, BKJIIOUEHME B KIMHMUECKOE MCCJIeIOBaHME MIIM MCKJIIOUYEHME U3
KJIMHMYECKOTO MCCJIeIOBAaHMA OeTeM M [NOXWUJIIBIX [IalMEeHTOB) ;

0) NPOIOJIXUTEJIEHOCTE KJIMHUYECKOTO MCCJIegOBaHUSI JIEKAPCTBEHHOTO
npenapara ;
B) MHTepHnpeTaumus pas3paboTuykoM I[IOJIyYEeHHEX pPe3yJIbTAaTOB KJIMHMYUECKUX

MCCJIENOBAHUM JIEKAPCTBEHHOTO IIpelnapaTa ;
I') KJIMHMYUECKasd 3HAuUMMOCTL 3200eKTOB JIeKapCTBEHHOT'O IIpenapaTa ;

o) BHOOP IHOO3BEl M pPexyMa OO3MPOBaHMA (CxeMbl BAaKLUMHALMM) JIEKAPCTBEHHOTO
npenapara ;
e) ©0e30macHOCTb MCIOJb30BaHMA JIEKAPCTBEHHOTO MpenapaTta y OCOOBX I'PYyIIIl
NauMeHTOB, ONpenesyigseMelx IO BO3pacTy, MNOJy, STHUYUECKOM [IPMHAOJIEXHOCTH,
byHKUMM OpTraHa, TaxXecTu 3aboJieBaHMs, IT'€HeTUUEeCKOMY [NOJIUMOpbu3My ;
X) dYacToTa BOBHUKHOBEHMSA Cepbe3HBEIX HeXeJlaTeJIbHEIX pPeaKUMil M B3aMMOCBA3b
X pPasBUTUA C TO3MPOBKOM, KPATHOCTBI IpMeMa JIEKapCTBEHHOTO IpelnapaTa u
NPOOOJIXUTEJILHOCTBI JIEUEeHMA ;
3) onmcaHue CUMIITOMOB nepeno3UpPOBKU JIEKaPCTBEHHOT'O npenapara,

BOBMOXHOCTV Pa3BUTUSA BaBUCUMOCTU WJIM IPUBEHKAHMS, CUHIOPOMA OTMEHH ;
1) MeTOIBEl CTATUCTUUECKOM 00paboTkM pe3yJIbTAaTOB KJIMHMUECKMUX MCCJIeOOBaHUMN
JIeKapCTBEHHOT'O IpellapaTa ;
4.2.5. oleHKa COOTHOWEHMs TIOJb3bl M pPMUCKa Ha OCHOBAHUM pPesyJbTaTOoB
KJIIMHUYUECKUX MCCJIeOOBaHUN JIeKapCTBEHHOT'O IIpelapaTa, BKJIUasd:
a) 20dexTUMBHOCTL JIEKAPCTBEHHOT'O IIpernapaTa II0 3asBJISeMHM I[1OKa3aHUAM ;

©) BHOOP pexuMma IOO3UPOBAHMA C YydUeTOM 3aBUCHMMOCTM "moza - »sbdexT" M
"Dosa — TOKCUYHOCTB" ;
B) Pas3BUTME pPUCKA XU3HM M 3IOPOBLI IallMeHTa BCJIeOCTBME B3aMMOIEMCTBUS

JIEKAPCTBEHHOT'O Ipelapara C OPYyT¥MM OIHOBPEMEHHO Ha3HAaYaeMEMM JI€KAPCTBEHHBMM
npenapaTamMmM UM IUIeNn ;
T') BOS3MOXHEIE 1oOOUHEE nencTBmsa npu IPUMEeHEeHUN JIEKapPCTBEHHOTO
npenapara >
o) IOaHHbE o BOBMOXHOCTM ¥ OCOOEHHOCTM MEIMLMHCKOTO IPMMEHEHUS
JIEKAPCTBEHHOT'O Ipelapara OepeMeHHBIMM XEHUMHAMM, XEHIMHAMM B [IePUOI I'PYIHOTO
BCKapMJIMBaHMSA, HETbMM, B3POCJEMM, MMEOIMMM XPOHMYECKMEe 3aboJleBaHMA ;
e) BIMAHME JIEKAPCTBEHHOTO [penapaTa mnis MEeIMUMHCKOTO [IPMMEHEeHMS Ha
CIIOCOOHOCTH YIIPapJIATh TPAHCIIOPTHEIMM CpencTBaMM, MeXaHM3MaMM ;
4.2.6. OlLleHKa conepxaHusa IpoeKTa MHCTPYKUUK 1o IIPUMEHEHUIO

JIEKAPCTBEHHOTI'O IIpeliapaTa




5.

Kayuec

OBbwmy BHIBOI I10 pes3yJibTaTaM DKCIEePTU3H :
TBO JIEKAPCTBEHHOI'O CpencTBa

(HOHTBerHeHO njinm He HOHTBerﬂeHO)

50PEKTMBHOCTE JIEKAPCTBEHHOTO CpencTBa

Beson

(mooTeBepXxneHa WM He INOOTBEepXIeHa)
ACHOCTBL JIEKAPCTBEHHOT'O CpPeICTBa

(HOHTBerﬂeHa i He HOﬂTBerﬂeHa)

oxunaemas IoJIb3a IpMMEeHEHU S JIeKapCTBEHHOTO npenapara IpeBHIIaeT
(He MpeBbIIAET) BO3MOXHBIM PUCK IpUMEHEHMS JIEKaPCTBEHHOTO npenapara
»

(IpeBHlaeT WM He IIpeBHIIAET)
B COOTBETCTBUU C geM MeIMLIMMHCKOEe IIPMMEHEHME JIEKAPCTBEHHOTO nperapaTa

(BOBMOXHO MM HEBOS3MOXHO)

[IpnoxeHMe: MNPOTOKOJ (Bl) MCCJIeHOBaHMNM  (MCHBITAHUM), NIPOBEIOEHHEIX B Xome
DKCIIEPTU3E KaueCTBa JIEKAPCTBEHHOTO CPencTBa, Ha Jg., B DK3.
KoMuccus sKCIOEPTOB B COCTaBe:
npencenaTesyib KOMUCCUM B3KCIEPTOB

(DOJIXKHOCTHE ) (©.11.0.) (momnmce)
OTBETCTBEHHHM CeKpeTapb

(DOJXHOCTHE) (©.1.0.) (momnucek)
DKCIIEP THL

(DOJIXHOCTH ) (®.11.0.) (momnmce)
IHaTa odopmMiieHmMsa zakjwodeHmsa " " 20 T.

1.

Mpwunoxkenne N 4
K MNMpukasy
MuHUCTEPCTBA 34,paBOOXPAHEHNSA
W COLMANBHOIO Pa3BUTUA
Poccuiickoin Pepepaumm
oT 26 asrycta 2010 r. N 750H
Cnu1CcoK M3MEHAIOWMX JOKYMEHTOB
(8 peq. Mpukaszos MuH3agpasa Poccuu o1 13.12.2012 N 1041H,
o1 03.04.2014 N 152H)

MyHMCTepCTBO 3OpaBoOXpaHeHUa Poccumckom demepauun

HaMMeHOBaHMeE @enepaﬂbﬂoro TOCYyIOapCTBEHHOTO OIIXETHOTO yupexmeHnd

"YTBEPXIAK"

(pyxosomurens, ®.¥.0., nomnmch, NedaTh)

nom 20 T.

B3aKJioUyeHe KOMUCCUU OKCIIEPTOB IIO pe3yJibTaTaM OJSKCIIEPTU3El KadecCTBa
@apMaHeBTMHeCKOﬁ Cy6CTaHHMM, HeMCHOﬂbBYeMOﬁ IIpr IIpomM3BOIOCTBE
JIEKAPCTBEHHEIX IIpellapaTOoB IJid MeIMIMHCKOI'O IIPMMEHEHMA

Obmme TOJIOXEHMA &



1.1. HOMep M @maTa 3alaHusa MMHMCTEPCTBAa 3OpaBOoOxXpaHeHMs Poccuiickonm denmepaumm

1.2. maTa [OOCTYIJIEHMS 3alaHus MUHMCTEPCTBA 3IPAaBOOXPAaHEHUS Poccumckom
demepaluM B DKCIEPTHOE yUPEeXIeHMEe UM BXONAULMUN PEeTMCTPALMOHHEM HOMEP

1.3. HauMeHOBAaHMe JIEKAPCTBEHHOTO IIpelnaparTa:
MeXIOyHapoIoHoOe HellaTeHTOBaHHOEe JZopeZs XVIMMUYeCKoe (I‘pyHHV[pOBO‘{HO@)
HaVMeHOBaHMe
TOPTOBOE HaMMEHOBaHMUE
1.4. dbopma BrNyCKa (JekapcTBeHHasa bopma, Mmacca/obbem/KOMIIJIEKTHOCTD)

1.5. BagBuTesnb (C ykazaHMEM DPUOMYECKOTO JiMIla, OCYLEeCTBJIAIEIO OIHY bZNpe%s
HECKOJIbKO CTanOuM NPOM3BOIACTBA JIEKAPCTBEHHOT'O IIpenapara)

1.6. cBemeHus 00 DBKcCHepTax (®.1.0., CHnelmraJbHOCTh, yueHasd CTEelneHb
(3BaHMEe) (OmpM HadMuuM), cTax paboTe, MecTO pPaboTH M HOOJIKHOCTD)

1.7. 06 OTBETCTBEHHOCTM 3a IOCTOBEPHOCTBL CBEINEHMM, M3JIOKEHHEIX B 3aKJIOUYEHUHU,
NpenynpexmneH ::

npengcenaTelylb KOMMCCUUM BKCIIEPTOB

(DOJIXHOCTE ) (®.1.0.) (mommnmce)
OTBETCTBEHHHM CeKpeTapb
(DOJIXKHOCTHE ) (©.11.0.) (momnmcek)
BKCIIEPTHL
(DOJIXHOCTH ) (®.11.0.) (momnmce)
2. ComepxaHye MNPEOCTABJIEHHHX Ha BKCIEPTM3Yy KauvecTBa GbapMalleBTUUECKOM
cybcTaHuum, HEeMCIIOJIb3YEeMOM B IPOM3BOINCTBE JIEKAPCTBEHHHX IIpelapaToB,

IJOKYMEHTOB (M3y1arawTCcad OCHOBHBIE II0OJIOXEHMUS HpeHCTaBHeHHOﬁ HOKyMeHTaHMM):

3. CBemeHMsa O HNPOBENEHHEIX KOMUCCHEMN 3KCIEPTOB MCCIJIeOOBaHMAX C yKas3aHUEM
®.M.0. skCcHnepToB, OOBEeMa M XapaKTepa BHIIOJIHEHHEX KaXIBEM M3 HUMX paboT u ux
pesybTaToB

4. DOkcHnepTHasd OLEHKa 128 BBIB O B IO TIMPEenCTaBJIEHHBEIM Ha BKCIEPTUsY
KayecTBa JIeKapCTBEHHOI'O CpPeNCcTBa IOKyMeHTaM M ofOpasuaM dapMalleBTUUECKOM
cy®CTaHLUUM, HEMCIIOJIB3YEMOM I[pU [IPOMU3BOACTBE JIEKAPCTBEHHEIX IIpernapaToB C
ykaszaHueM ®./.0. skcHepTa, CHeJIaBUETO BEBOI I[10 KaXIOMy M3 IIYHKTOB

4.1. ofume ceBemeHMsa O QapMaleBTUUECKON CyOCTaHLUM:

a) HayYMeHOBaHMe bapMalLleBTHUUECKOM cybCcTaHUUMU (MexIyHapoOHOE
HeIaTeHTOBAHHOE MM XUMMUeCKOoe (IPpyHIMPOBOUYHOE), TOPIOBOE) ;

©) HaMMEHOBAHME U aIpec Npou3BOIMTeJS bapMaleBTUUECKOM CcyOCTaHLUUM ;

B) CTPYkKTypa GapMaleBTMUeCKOMN CyOCTaHUUN ;

') OCHOBHHE OQU3MKO-XMMUYECKME CBOMCTBa (QapMaleBTHMUYECKON CyOCTaHUuM

4.2. OlleHKa ONMCaHUA TEXHOJIOTMUYECKOT'O npoluecca IIPOMBBONCTBA
bapMaleBTHMUeCKOM CyOCTaHLUMM, BKJIOUAS KOHTPOJIb MCXOINHOI'O CHPbS, KPUTUUECKUX
cTamuy MPOM3BOICTBA ¥ MNPOMEXYTOUHHX MNPOINYKTOB ;

4.3. OLIeHKAa MEeTOIOB, IpenJIoXeHHBIX 3asaBUTETIEM oJis 0OBsACHEHUS
XUMMKO—-bapMalleBTUUECKUX CBOMCTB (QapMaleBTUYeCKOoM CcyOCcTaHUUU ;
4.4. oueHka METOIOB, IpenJjIoXeHHBIX 3aaBUTEJIEM nJjs onpeneJyieHusa
npuMecemn ;
4.5. OLIEHKA METOIOB, IpenJIoXeHHBIX 3aaBUTEITIEM OJia oInpenejieHus
VIMMYHOJIOTMUECKHMX CBOMCTB GapMalleBTMUECKOM CyOCTaHUUU ;
4.6. OolLleHKa METOIOB, IpenJIoXeHHBIX 3aaBUTEJIEM OJid oIpenejieHud
VIMMYHOXVMMUUECKUX CBOMCTBa (QapMaleBTUUECKUX CyOCTaHLUM ;
4.7. OlLleHKa IpenJIOoXeHHBIX 3aaBUTEJIEM METOINOB KOHTPOJIA KadecTBa
bapMalLeBTHUUECKOM CyOCTaHUMM M CTaHIAPTHHX 00pasloB ;
4.8. OLIeHKA npencTaBJIeHHBIX 3ag9BUTEJIEM MaTepMraJioB IO BajauIaluuu
QHAJIMTUUECKMX METOIOB KOHTPOJA KadecTBa (QapMaleBTUUECKOM CyOCTaHLUU ;
4.9, Haauuue ZA)e%8 OTCYyTCTBUE COOTBETCTBUS MeXIy pes3yJibTaTaMu

n1abopaTOpPHOTO aHajM3a NOpelCTaBJIeHHHX 3asgBUTEJIEM Ha BJBKCIepTusy obpaslonB
bapmaneBTHUUECKON cyBCcTaHUUM 128 nokKasaTeNaMM KaudecTBa, BKJIOUEHHHMU B



HOPMATMBHYK IOTOKYMEHTAaIIMIO ’

’

4.10. OLIeHKA IOAaHHEX, IpeInCcTaBJIEeHHEX 3agBUTEJIeM O CTabuMIBHOCTHU
bapMmaneBTHUUECKOM CyOCTaHLMU BO BCEX 3afABJIAEMEIX BMIAX MNEPBMYHON YHNaKOBKMU
4.11. OLIEHKA IOAHHBEIX IIO0 YCTAHOBJIEHMIO 3asgBUTEJIEM CPOKOB TOOHOCTU
bapMaleBTHUECKOM CyOCTaHUMM BO BCEX 3afABJAEMHX BMIAX [NEPBUYHON YMNaKOBKM

4.12. oueHka OOOCHOBAaHUSA B3BasgBUTEJIEM YyCTaHABJIMBAEMEX YCJIOBUM XpPaHEHUSI
bapMalLeBTHUUECKOM CyOCTaHUUU

5. O0umM BEHIBOL IO pesyJibTaTaM SKCIEPTU3EH:
KauecTBO QapMalleBTUUECKOM CyDCTaHLUUMU

(MOOTBEPXIOEHO WMJIM He INOOTBEPXIEHO)
B COOTBETCTBUU C ueM BKJIOUEHME bapMalLeBTHUUECKOM cybcTaHumu,
HEeMCIIOJIb3YEeMOM IIpU [NPOM3BOICTBE JIEKAPCTBEHHHIX CPENCTB, B I'OCYIOAPCTBEHHEIN
peecTp JIeKapCTBEHHEIX CPelCTB

(BOBMOXHO WMJIM HEBO3MOXHO)

[IpuJIOXeHMe: MHNPOTOKOJ (BI) MCCIemOoBaHMi  (MCHBITAHUM), MNPOBEIOEHHEIX B Xome
5KCIEPTU3H KadecTBa JIEKAPCTBEHHOT'O CpencTBa, Ha J., B 5K3.

Kommccusa SKCIIEpTOB B CoOCTakBe:

npengcenaTelJyib KOMMCCUM BSKCIIEPTOB

(DOJIXKHOCTHE ) (©.11.0.) (momnmcek)
OTBETCTBEHHHM CeKpeTapb

(DOJIXHOCTH ) (®.11.0.) (momnmce)
SKCIIEPTH

(DOJXHOCTHE) (©.1.0.) (momnucek)

IOaTa obopmieHmsa sakjoueHus " " 20 r.




