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Mpukas - Ne 266 - 0T 19.06.2003 - MMHUCTEPCTBO 34PaBOOXPAHEHNS + YTpaTUN CUNY

MPUKA3

MuHmncTepcTBa 3a4paBooxpaHeHns Poccminckon ®egepaumnm

oT 19 mioHa 2003 r. N 266

06 yTBepxaeHumn MpaBua KINMHNYECKON NPaKTUKM

B Poccuickon denepaumu

3aperncTpupoaHo MMHUCTEPCTBOM OCTULMM Poccminckon deaepaunm

20 nioHa 2003 r. PeructpaumnoHHsin N 4808

B cooTBeTCcTBUM C PefiepanbHbIM 3aKOHOM 0T 22.06.1998 N 86-P3 "O nekapCTBEHHbIX cpeacTBax" (C
n3mMeHeHusiMn n gononHeHmamn) (CobpaHue 3akoHoaaTenbcTBa Poccuiickon ®enepaunn, 1998, N 26, cT.
3006; 2000, N 2, cT. 126; 2002, N 1, cT. 2; 2003, N 2, cT. 167), MonoxxeHnem o MmHuCTepcTee
3[paBooxpaHeHuns Poccuickon degepaunn, yTeep)XAeHHbIM NOCTaHOBAeHNeM MpaBuTenbCcTBa Poccuinckon
depepaumm ot 29.04.2002 N 284 (CobpaHue 3akoHomaTenbcTBa Poccuinckon ®epepaumm, 2002, N 18, cT.
1771), npmkKa3sbiBato:

YTBepanThb MpaBuna KAMHUYECKON NPpakTuKK B Poccuiickon ®eaepaumm (NpuaoxKeHume).

MpunoxxeHue

YTBEPXXIEHO

nprKa3oM MUHUCTEpCTBa 34paBOOXPaHEHUS

Poccuinckon ®degepaunmn

oT 19 mioHa 2003 r.

N 266

NMPABUNA

KJINHWYECKOW NpakTukmn B Poccninckon Gegepauun

|. Obwue nonoxxeHus

1.1. NpaBuna knnHnyeckon npakTuky (GCP) B Poccuinckon ®epepaumm paspabotaHbl B COOTBETCTBUN C
depepanbHbIM 3aKOHOM 0T 22.06.1998 N 86-®3 "O nekapcTBeHHbIX cpeacTBax" (CobpaHue
3aKoHogaTenbcTBa Poccuinckonm ®epepaunn, 1998, N 26, cT. 3006; 2003, N 2, cT. 167; 2000, N 2, cT. 126;
2002, N 1 (4actb 1), cT. 2) n MonoxxeHnem 0 MMHMCTEPCTBE 34paBoOXpaHeHuns Poccuinckon ®eaepaumnm,
yTBEPXXOEHHbIM NOCTaHoBNeHNeM MpaBuTtenscTBa Poccuinckon depepauun ot 29.04.2002 N 284 (CobpaHue
3aKoHogaTenbcTBa Poccuinckon ®epepaunm, 2002, N 18, cT. 1771).

1.2. HacTosiwwme MpaBuna ycTaHaBAMBaOT TpeboBaHUS K NAaHWPOBAHNIO, MPOBEAEHNIO, IOKYMEHTalbHOMY
0hOPMAEHNIO N KOHTPOJIIO KINHNYECKMX UCCAe0BaHMI, NMPU3BAHHbLIX FrapaHTUPOBaTb 3aLlUTy Npas,
6e30MacHOCTb 1 0XPaHy 340PO0BbS UL, YHaCTBYIOLWLMX B UCCIEA0BAHUSAX, MPU NPOBEAEHNMN KOTOPbIX HEMb3S
NCKIOYNTb HeXXenaTenbHoe BAnsHNE Ha 6€30nacHOCTb U 340POBLE Ye0BEKa, a Takxe obecneynTb
LOCTOBEPHOCTb M TOYHOCTb MOJIy4aeMon B X04e NCCnegoBaHns MHopmaumu,

HacTosawwe MNpaeuna 06s3aTeNbHbl 419 BbINOJHEHNS BCEMU YYACTHUKAMU KIMHUYECKUX UCCe0BaHNN
JIeKapCTBEHHbIX CPeACTB Ha TeppuTopumn Poccniickon depepaunn.

1.3. KnuHnyeckoe nccnegoBaHne npeactaBnseT cobon nsyvyeHne KIMHNYECKNX, hapMakoaornyeckux,
thapMaKoLMHAMNYECKNX CBONCTB NCCNeAYyeMOro npenapaTa y YenoBeKa, BK4Yas NPOLECcCh BCaCbiBaHMS,
pacnpegeneHns, N3MeHEeHNs 1 BbIBEAEHNS, C LIeNbI0 NOJYYEeHUSA HayYHbIMU MeTOAaMM OLEHOK 1
L0Ka3aTeNbCTB 3(PHEKTUBHOCTY M 6&30MacCHOCTM IeKapPCTBEHHBLIX CPEACTB, AaHHbIX 06 0XXuAaeMbIx
No604HbIX 3hPeKTax OT MPUMEHEHNS NIeKapCTBEHHbIX CPEACTB U 3pdekTax B3auMoLeNnCcTBuMs C Apyrumu
JleKapCTBEHHbIMU CpeaCcTBaMU.

1.4. KnuHn4yeckune nccnenoBaHns NpoBOAATCSA B YYPEXOAEHNSAX 34PaBOOXPaHEHS, MepeYyeHb KOTOPbIX
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cocTaBnseTcs n nybnaukyetcs MuHsgpasom Poccunm.

1.5. Ins NpUHATUSA peLleHns 0 NpoBeaeHUN KJIMHUYECKUX NCCNe0BaHNN KOHKPETHOrO IeKapCTBEHHOIO
cpencTBa 3asBUTENb NpeacTasnseT B MuHsgpas Poccun cnegyowme 4OKyMeHThl: 1) 3asBaeHune; 2)
NOJIOXKUTESIbHOE 3aKJIl0YEHNE KOMUTETA NO 3TUKE Npu hegepabHOM opraHe KOHTPOAS KavyecTBa
JIEKapCTBEHHbIX CPEACTB; 3) OTHET M 3aK/0YEHNE 0 AOKJIMHNYECKUX NCCeA0BaHNSAX IEKapCTBEHHOIO
CcpencTBa; 4) UHCTPYKLMIO MO MPUMEHEHMNIO IeKapPCTBEHHOI0O CpeacTBa.

1.6. 3as9BMTENIEM MOXKET BbICTYNaTb OPraHM3aLns - pa3paboTymk (NpeanpuaTne-nNpon3BoanNTENb)
JIeKapCTBEHHOro cpefCcTBa Wiav Apyroe Jnuo no nux nopyyveHuio.

1.7. MnH3gpaB Poccum opraHnsyeT 1 NpoBOAMT FOCYAaPCTBEHHbIN KOHTPOJIb 3DMEKTUBHOCTU 1
6e30nacHOCTY NpeACTaBAEHHOMr0 419 KJIMHWYECKOro NCCaeoBaHNs JIeKapCTBEHHOMo CpefcTBa BO
B3ammogencTaum ¢ ®ry "Hay4yHbin LEHTP 3KCNepTU3bl CPEACTB MEAMLNHCKOrO NpuMeHeHuna" MmuH3apasa
Poccuun, ®apmakonornyeckmum kommutetom MuHsgpasa Poccum, KOMUTETOM MO 3TUKe nNpun hefepanbHOM
opraHe KOHTPOJIS KayeCcTBa U MHbIMU NOABELOMCTBEHHLIMY Hay4YHO-UCCNef0BaTEIbCKUMUN YUpeX AeHNAMU
1 nabopaTopunsaMM, BXOOSALLMUMN B CUCTEMY FOCYAapPCTBEHHOIO KOHTPOJIA KavyecTBa, SPNEKTUBHOCTA 1
6e30nMacHOCTY IeKapCTBEHHbIX CPEaCTB.

1.8. Ha ocHOBaHMW NpeacTaBieHHbIX JOKYMEHTOB MuH3gpas Poccun B TedeHne 15 oHen npuHmMaeT
pelleHne 0 BO3MOXHOCTMW NPOBEAEHNSA KJIMHNYECKUX NCCef0BaHNA NeKapCTBEHHOIrO CPeACTBa,
0hOpPMASET M BbIJAET 3aABUTENI0 WM MHOMY NNLY MO ero NOPYYEHUI0 pa3peLleHmne no yCTaHOBIEHHON
opme.

1.9. MNpaBoBYy10 OCHOBY NPOBEAEHNA KJIMHNYECKUX NCCNe0BaHNA NeKapCTBEHHOro CPeACTBa COCTaBASAIOT
cnegyowme gokymeHThl: 1) peweHne MuHigpasa Poccum 0 NpoBeAEHNN KITIMHUYECKUX UCC1e40BaHUI
JIeKapCTBEHHOr0 CPeACTBa; 2) AOrOBOP O MPOBEAEHUMN KJIMHMYECKUX NCCe[0BaHNA NeKapCTBEHHOIO
CPeLCTBa MeXAy YYpeXAeHNEM 34paBOOXPaHEHNS N OpraHM3aunen - pa3paboTynNKoM NeKapCTBEHHOI0
cpeLncTBsa.

1.10. [loroBop 0 NpoBeAeHNN KJIMHUYECKUX NCCAe0BaHNI IEKAPCTBEHHOI0 CPeACTBa A0JIKEH COAEPXaTb
cBefieHmns: 1) o cpokax 1 obbemMax KJMHNYECKUX MCCNenoBaHNiA IEKapCTBEHHOIO CPeAcTBa; 2) 06 obuien
CTOMMOCTU NPOrpaMMbl KIIMHUYECKNX UCCNea0BaHNIA IeKapCTBEHHOIO CPeacTBa; 3) o hopme
npeacTaBAeHUs pe3ynbTaToB KANHMYECKMUX UCCIeA0BaHNN NeKapCTBEHHOr0 cpeacTBa B MuH3apas Poccuu;
4) 06 ycnoBmAx CTpaxoBaHUS 340pOBbA NALMEHTOB, Y4aCTBYIOLNX B KINHNYECKNX NCCe0BaHMAX
JIeKapCTBEHHOro CpeacTBa.

1.11. loroBop 0 NPOBEAEHUN KINHNYECKNX UCCNEN0BaHNIA MOXET COAep)XXaTb CBeeHMs 06 yCnoBmax
CTpaxoBaHUs NpoeCcCnoHabHOM OTBETCTBEHHOCTM MEAULMHCKOro NepcoHasa, OCyLLeCTBASAOLWEro
KJVMHUYECKNEe UccnenoBaHus.

1.12. B xo4e nnaHnpoBaHUSA KJANHNYECKOrO NCCIeA0BaHNSA OpraHm3auuns-pa3paboTynk npegocTaBaseT
AOCTAaTOYHOE KOJIMYECTBO AOKINHNYECKMX W (MSTN) KIMHWYECKMX OaHHbIX 0 6€30nMacHOCTA 1
3(bheKTMBHOCTN NpenapaTa, 060CHOBLIBAIOLLNX €r0 NPUMEHEHWNE Y Ye/l0BEKa, B AaHHON nonyasauum
NCNbITYeMbIX, NPU NCMOJIb30BaHNUN NAAaHUPYEMbIX [O3UPOBOK, KYPCOB W NyTel BBEAEHUS.

1.13. OpraHun3auuns-pa3paboTynk MOXXeT NPUBAEKaTb B YCTAaHOBIEHHOM MOPSAKE K NPOBEAEHNIO
KJINHNYECKNX NCCNef0BaHNA IeKapCTBEHHbIX CPEACTB opMAnYecKmnx nL tobon opraHnM3aunoHHo-
npaBoBoON GopMbl (fasiee - KOHTPaAKTHasA NCCaenoBaTebCKas opraHmM3aumns), Npu 3ToM COOTBETCTBME
KJINHNYECKUX NCCnepoBaHnin TpeboBaHNSAM 3aKOHOAATebCTBA, @ TaKXE Ka4eCTBO M MOSIHOTY NOAYYEHHbIX
B XO04€ NCCNefoBaHNS AaHHbIX obecneynBaeT opraHn3auns-paspaboTymk.

1.14. ®uHaHCMpOBaAHMNE KIANHNYECKMNX NCCeL0BaHMIN NeKAPCTBEHHOMO CPeACTBa OCYLLeCTBAAETCS 13: 1)
CpencTB (heaepanscHoro broaxeTa; 2) CpeacTB opraHmM3aunmy - pa3paboTymka eKapCTBEHHOrO CPeacTBa B
COOTBETCTBMUM C YCOBMAMM LOrOBOPA O NPOBEAEHNN KINHNYECKMUX UCCIeA0BaHNN NEKAaPCTBEHHOMO
CpencTBa; 3) NHbLIX NCTOYHWKOB.

1.15. ®dnHaHCMPOBaHNE KJIMHNYECKNX NCCIe00BaHNIN TIEKAPCTBEHHOIO CpeacTBa U3 CPpeaCcTB OpraHn3aumm -
pa3paboTynKa SIeKapCTBEHHOI0 CpefCTBa OCYLLECTBASETCA B hopMe omnsaThbl CHETA, COCTAB/IEHHOMO
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yupexaeHuem 34paBo0XPaHEHNS, MPOU3BOAALLMM KIIMHUYECKMEe NCCIe0BaHNA JIeKapCTBEHHOro CpeCcTBa,
B COOTBETCTBUU C OFOBOPOM O NPOBeAEHUN KIMHNYECKUX NCCIeloBaHWI NeKapCTBEHHOM0 CpeacTBa.
1.16. 3anpellaeTcs onsaTa TpyLa CNeUnaancToB yYpexx4eHna 34paBoOOXpaHeHNs, NPOBOAALLErO
KJINHNYeCKne NCCefoBaHns 1IeKapCcTBEHHOr0 CpeacTBa, HENOCPeACTBEHHO OpraHm3aumnen -
pa3paboTyYNKOM NeKapCTBEHHOro CPpeAcTBa, MHLIMU IOPUANYECKMMU, @ TaKXKe (PU3NYECKUMU NnLaMMK,
(PUHAHCHPYIOLLMMUN KJIMHWYECKNE UCCIIe[0BaHUA JIeKapCTBEHHOI0 CPeACTBa.

1.17. MuH3gpas Poccun Bnpase 0TKa3aTb B NPOBEAEHUU KIIMHUYECKMX NCCNe0BaHNIA B Ceay oL mX
cnyyaax: 1) npefcTaBieHns opraHm3aumen - pa3paboTHNKOM 1eKapCTBEHHOMO CPeCTBa UM NHBLIM INLOM
Mo ee NOpPyYeHMo HEMOHOrO0 KOMMEKTa LOKYMEHTOB, HEODX0AMMbIX AN MPUHATUSA PELLeHNs O
NpoBeAeHNN KJIMHNYECKUX UCCNef0BaHWi; 2) NpeacTaBfeHns opraHusalmen-pa3paboTynkomM unm nHelm
JINLOM MO ee NopyYeHnIo HeJOCTOBEPHOW MHopMaLMK; 3) B Clyvae, ecsiv CBefeHns 0 cneunduyeckom
AKTUBHOCTU U TOKCMYHOCTY JIeKapCTBEHHOI0 CPeACTBA, CoAep KalLmecs B 0TYETE U 3aK/I0HEeHUN O
LOKJIMHMYECKUX UCCNIe[0BaHUAX, SABAIOTCA HELOCTAaTOYHbIMU O MPUHATUSA PELLEeHNs O NPOoBeLEHUN
KJIMHNYECKUX NCCef0BaHNNA.

1.18. PeweHune MnH3gpasa Poccrm 06 0TKase B MPOBEAEHUN KJIMHNYECKUX NCCNefoBaHNA MOXET BbiTb
06>KanoBaHo B NOpsAKe, yCTaHOBIEHHOM 3aKOHO4aTeNbCTBOM Poccminckon depepauun.

1.19. B cnyyae BblIBNIEHUS HECOOTBETCTBMUSA MNPOBOANMbIX KIMHUYECKMUX NCCNeLOBaHWUA 3aKOHOA4ATENbCTBY,
HacToawwmM MpaBmnam 1 NMPOTOKOY KJIMHUYECKOr0 nccnenosaHns MuHsapas Poccum Bripase nNpuHATL
peLleHne 0 NMPUOCTaHOBAEHUN KIIMHUYECKOro UCCIieOBaHNSA U 0T3blBe BbIAAHHOIO pa3peLleHns 40 NoJIHOro
ero ycTpaHeHus.

Il. TepMUuHbLI 1 onpepeneHns

Ons uenen HacTosLWero JOKyMeHTa UCMONb3YI0TCSA Cnefyiowne TepMUHbI U onpefeneHns:

Bpolutopa nccneposaTensa - pedepaTUBHOE N3JI0XKEHNE Pe3yNbTaToB JOKINHUYECKOro Y KIIMHNUYECKOro
N3y4yeHuns SleKkapCTBEHHOr 0 NpenapaTa, 3Ha4YNMbIX A1 ero UCCefoBaHNA Ha YesioBekKe.

JOoKAnHUYeckoe nccnefoBaHve - XxuMmuyeckoe, rsnydeckoe, brnonorunyeckoe, Mnkpoburonormyeckoe,
(hapmMakosornyeckoe, TOKCUKoNOrnyeckoe u nroboe Apyroe sKcneprMeHTasbHoe uccienoBaHme,
NMPOBOAMMOE C LeJibio MoyYeHNs Hay4YHbIMY METOAaMM OLLEHOK W [loKa3aTesIbCTB 3DMEKTUBHOCTM 1
6e30MacHOCTM NEKAaPCTBEHHOr 0 NpenapaTa, He BKIKYaIoLEee 3KCNEPUMEHTOB Ha YESIOBEKE.
JoKyMeHTauma - MHhopMaLuus, XpaHAaLLasncsa Ha Bcex hopMax HocuTenen (byMaxkHbIX, MarHATHBIX,
OMTUYECKUX, 3NIEKTPOHHBIX, @ TaKXXe 3JIeKTpoKapAnorpaMmMax, peHTreHorpammax u ap.), otTpaxatowas xo
nposefeHns 1 (Mnun) pesynbTaTbl KIVMHUYECKOr0 CcneoBaHNa 1eKapCTBEHHOro npenapara.
VHovBuayanbHasa KapTa UCMbITYEMOro - NeYaTHbIN, 3€KTPOHHbLIN UM ONTUYECKUA LOKYMEHT,
npefHa3HavYeHHbIN 419 BHECEHWSA B HEr0 MHMopMaL MM No Kaxx40MY UCMbITYeMOMY, NpeLyCcMOTPEeHHON
NMPOTOKOJIOM KJINHNYECKOro NCC/IeloBaHMA.

NHhopmMmpoBaHHOe corfacue NCnbliTyemMoro - 4o6poBo/IbHOE, MMCbMEHHOE Corlace NCNbITYeMOro Ha
y4acTue B KJIMHUYECKOM MCCNeL0BaHNM NOC/Ie 03HAKOMNEHMWS CO BCEMM 0COBEHHOCTAMM faHHOro
nccnefoBaHus B ob6beme, NpesycMOTPEHHOM 3aKOHOA4ATEIbCTBOM.

Wccnepyembii npenapaT - IeKapCTBEHHas hopMa akKTUBHOMO BeLeCTBa UAun nnauebo, nyvyaemblie nnm
ncrnosb3yemble A8 KOHTPOJIA B KNIMHUYECKOM UCCIef0BaHMK, B TOM Y/Cae ieKapCTBEHHbIN npenapar,
pa3peLlUeHHbIA K MeANLMHCKOMY NMPUMEHEHNIO, B CyYae, eCiv cnocob ero npuMeHeHus oTanyaeTcs oT
YTBEPXXAEHHOr0; MPW ero NCrnosib30BaHUK N0 HOBOMY MOKa3aHWIo AN A5 NOAYYEHUS LONOAHUTENbHON
NHOPMaLUN MO YTBEPXKLEHHOMY NOKa3aHMIo.

ViccnepoBaTenbCkuin LLEHTP - MECTO MPOBELEHUS KJIMHUYECKOr0 NCCIeA0BaHUS.

KoA ncnbITyemMoro - YHUKanbHbIn U AEHTU(PUKATOP, NPUCBaUBAEMbIN UCCef0BaTEeNIeM KaXkAoMy
ncnbiTyemMomy ans obecneyeHns ero aHOHMMHOCTW U UCMOb3YEMBbI BMECTO (haMUIMN UCMbITYEMOrO B
oT4eTax Mo KJIMHUYECKOMY UCCNef0BaHUIO.

KoopAMHaLMOHHbIN KOMUTET - opraH, obpasyembii Mo MHMLMATUBE OpraHm3aumnmn-pa3paboTyrka C Lesbo
KOOpAMHALMW NPOBELEeHNS MHOIOLLEHTPOBOI0 KJIMHNYECKOr0 UCC/IeLOBaHUS.

Cka4aHo Ha canTe «3aKoHbl PO» — https://actrf.ru Ctp.3un316



MHOroueHTpPOBOE KMHMYECKOe NCCIef0BaHNe - KIMHUYECKoe nccaefoBaHme, npoBoauMoe No eguHOMyY
npoTokosy 6osee 4yem B 04HOM NCC/IEeI0BATE/IbCKOM LIEHTPE.

HexxenaTtenbHble ABAeHMA - Nobble Xanobbl nan cumnToMbl 3aboseBaHns (B TOM Y1Ce naToaormyeckune
n3MeHeHns nabopaTopHbIX NOKasaTenen), BoiiBAeHHbIE Y BONBHOr0 AN NCMLITYEMOr0, KOTOPbIE CBSA3aHbI
BO BPEMEHM C UCMOJIb30BaHNEM UCCNEAYEMOrO JIEKapCTBEHHOMO NpenapaTa, He3aBUCUMO OT Haanyus
NPWYNHHOW CBSA3M C €ro NpUMeHeHneM.

HenpeaBnaeHHbIN NO60YHbLIN 3PDEKT TIEKAPCTBEHHOIO CPeACTBa - MOBOYHbLIN 3PDEKT, XapakTep uau
TSXKECTb KOTOPOro He COrnacyTcs C MMeLwencs niopmaLmen o 1eKkapCTBEHHOM CpeacTBe.
ObecneyeHne COOTBETCTBUA KINHNYECKOTO nccnengoBaHMA - COBOKYNMHOCTb CUCTEMATUYECKN NMPOBOANMbBIX
npouegyp, obecneynBatoWwmx NpoBeaeHNe KINHNYECKMX NCCAefoBaHNI, pernctpaumm n obobuieHuns
NOJIy4eHHbIX AaHHbIX B COOTBETCTBMM C HACTOALLMMN NpaBUIaMn 1 SeNCTBYOLWMM 3aKOHOLaTe1bCTBOM.
OTYeT 0 KIMHUYECKOM UCCNefoBaHnn - NpeAcTaB/eHHble B MUCbMEHHOM BUe pe3ybTaTbl KJIMHNYECKOro
nccnenoBaHMA IeKapCTBEHHOMo0 CpeCcTBa, BKOYaLWMe ONnucaHne KIMHUYeCKNX, CTaTUCTUYECKNX
MEeTO[OB, @ TakXXe aHa/In3 MoyYeHHbIX AaHHbIX B HAarnsa4HOM BuAe.

Mobo4HbIe 3thheKTbl IEKAPCTBEHHOIO CPEACTBaA - OTpULaTE IbHbIE peakLmmn, B TOM yucne
HenpeaBUAEHHbIE, CBA3aHHbIE C BBEAEHMEM Nt0OO [03bl HE3aPErnCTPUPOBAHHOIO JIEKAPCTBEHHOIO
npenapaTta uamn 0bbl4HbIX 403, NCMOJb3YEMbIX C LieSibio MPOUNaKTUKN, ANArHOCTUKN WK NeYeHNSs,
3aperncTpupoBaHHOro IeKapCTBEHHOr O npenapaTa.

MpenapaT CpaBHEHMNSA - UCCAENYEMBIN NN KOMMEPYECKUIA NIEKapCTBEHHbIN NpenapaT (MNoJ0XKNTENbHbIN
KOHTPOJb) UK nnauebo, NCnosib3yemble NS CPaBHEHWS B KIMHUYECKOM UCCNIeA0BaHMN.

npOTOKOJ'I - DOKYMEHT, KOTOprVI OMWCbIBAET 3ada4n, MeTonos0rnto, npouenypbl, CTaTUCTUHECKNE aCNeKThbl
N OpraHn3aLmio KIMHNYECKOro nccnenoBaHums.

MpaMon JOCTyN - pa3peLleHne Ha N3y4YeHne, aHaans, NPOBEPKY N KOMMPOBaHNE KaKoW-nMbo fOKYMeHTaLnn
N OTHETOB KJIMHNYECKOr0 MCCNenoBaHns.

PaHpgomMmn3aums - npouecc ciy4anHoro pacnpegeneHnsa UCnbliTyeMbiX No OMNbITHBIM U KOHTPOJIbHbBIM
rpynnam, no3BoasIOWNA CBECTU K MUHUMYMY CUCTEMATUYECKYIO OLINOKY M NPeaB3aTOCTb.

Cepbe3Hble HexxenaTesbHble ABAEHUA U (M) cepbe3Hble NoboYHbIe 3DHEKTbI IEKapCTBEHHOIO CPEeACTBa -
nobble He6}'IaFOI'IpVIF|THbIe KIIMHNYeCKKne npoaBieHns, KOTopble BHE 3aBUCMMOCTW OT A03bl NpenapaTa
NpMBOAAT K CMEpPTU, NPeACTaBAAT yrpo3y 415 XN3HK, TpebyiloT rocnuTanmsaunm nam ee NpoasieHns,
NPUBOAST K CTOMKOW WX BblPaXKEHHOW yTpaTe TPYA0CNOCOOHOCTM 1 (MNn) UHBANNMAHOCTK, SBASIOTCS
BPOXXAEHHOW aHOMasIMen/MopoKOM pa3BUTUS.

"Cnenon" metog nccnenoBaHus - cnocob nposegeHna KINMHNYECKOr0 NCCea0BaHUs, NPy KOTOPOM 0A4HOM
nnu bonee y4aCTBYyHOLWWMM B nccienosaHhm CTopoHaMm He N3BECTHO, Kakown 13 nccnegyemblxX npenapaTos
Ha3Ha4YeH UCMNbITyeMOMY.

CTaHpapTHbIe npoueaypbl - NoapobHbIE NMMCbMEHHbIE MHCTPYKLUUK, obecneynBatowme egmHoobpasme
BbIMNOJIHEHNS ONpeAeneHHbIX PYHKLUMA.

Ill. ObecneyeHmne npaBs, 6e30MNacHOCTH

N OXpaHbl 3[0POBbS UCMbITYEMbIX

3.1. dn3myeckoe NULO, KOTOPOMY Ha3HAYaeTCs MCCAeaYyEMbIN NEKAPCTBEHHbIVM NpenapaT uan npenapat
CpaBHEHUA (p,anee - VICI'IbITyeMbIVI), OaeT NMCbMeHHOe cornacmne Ha y4actne B KJIIMHN4YeCKNX nccienoBaHmnax
JIEKapCTBEHHOM0 CPeAcTBa. Y4acTne UCMbITYEMbIX B KIIMHUYECKUX UCCNEA0BaHNAX IEKAPCTBEHHbIX CPeaCTB
ABNAETCS [O0OPOBOJILHLIM,

3.2. icnbiTyeMbin fomkeH 6biTb MHGOPMUPOBaH: 1) 0 NeKapCTBEHHOM CPEACTBE U CYLUHOCTU KINHUYECKNX
NCCNea0BaHNA yKa3aHHOr o IEKapCTBEHHOIO CPeAcTBa; 2) 06 oxxnaaeMon shekTUBHOCTH, O
6e30nNacHOCTY IEKAapPCTBEHHOIO CPEACTBA, CTEMNEHN PUCKa AJ18 NaUKeHTa; 3) 0 AeNCTBUSX NaLNeHTa B
cnyyae HenpeaBUAEHHbIX 3 (EKTOB BANAHNA IEKAPCTBEHHOI0 CpeACcTBa Ha COCTOSHME ero 340Pp0BbA; 4)
06 yCcnoBusx CTpaxoBaHMs 340POBbS NaLMEHTa.

3.3. icnbiTyeMbIn MeeT NpaBo 0TKa3aTbCA OT y4aCTUNS B KINHUYECKMNX NCCIeL0BaHMAX NeKapCTBEHHOMO

CkavaHo Ha canTe «3akoHbl PO» — https://actrf.ru Ctp. 4n316



CpefCTBa Ha Ntoboi cTaanm NPOBEAEHNS YKa3aHHbIX NCCNEN0BaAHN.

3.4. He ponyckaloTCs KNUHMYECKE NCCNeoBaHNA JIeKapCTBEHHbIX CPeACTB Ha HECOBEPLUEHHOIETHUX, 33
NCKJIIOYEHMEM TeX CyYaeB, Korga uccnegyemoe nekapcTBeHHOe CpeAcTBoO NpegHa3HavaeTcs
UCKJIIOYNTESIbHO ANS NeYeHns AeTCKUX 6oNe3Heln Nam Koraa Lebto KJIMHNYECKUX NCCNeoBaHnii SBNSeTCs
NnoJiy4yeHne AaHHbIX 0 Hauy4yLen O3NPOBKe IEKapCTBEHHOIO CPeACTBa AN JIeHeHUs
HeCoBepLUEHHONETHNX. B nocnenHeM cnyyae KAMHUYECKUM UCCNe0BaHNAM JIeKapCTBEHHOMO CpefcTBa Ha
HeCOBEepPLUEHHONIETHUX LOJDKHbI MPeALlecTBOBaTh UCCIeA0BaHNS Ha COBEPLUEHHONETHMX.

3.5. 3anpeuiaeTcs npoBeeHNe KINHNYECKNX NCCeI0BaHNN NeKapCTBEHHbIX CPEACTB Ha: 1)
HECOBEPLLUEHHOIETHNX, HE UMEIOLLMX PoANTENEN; 2) BEPEMEHHBIX XEHLLNHAX, 3@ UCKIIIDYEHNEM CIyYaEB,
eCN NPOBOLAATCS KJIMHUYECKNe NCCNef0BaHNA NeKapCTBEHHbIX CPeACTB, NpefHa3HAYeHHbIX 415
BepeMeHHbIX XXEeHLLWH, KOrga Heobxoaumasa nHopMaumsa MOXXeT BbiTb MONyYEHa TOMLKO NPU KJIMHUYECKNX
NCCNefoBaHNAX NEKAPCTBEHHbIX CPeACTB Ha BepeMeHHbIX XeHLMHaX U KOr4a NoJIHOCTbI0 NCKJIOYEH PUCK
HaHeceHUs Bpeaa bepeMeHHON XeHLLMHE U Naoay; 3) BOEHHOCAYXaLLUKX; 4) nuuax, 0TObIBAOLLINX
HaKa3aHuWe B MecTax JULLIeHNs cBoboAbl, a TakXKe Ha Jilax, Haxo4ALWNXCA NoL CTPaXken B C/IeACTBEHHbIX
n3onaTopax.

3.6. MNpun NpoBeAeHNN KJIMHNYECKNX NCCIe00BaHNIN NEKapPCTBEHHbLIX CPEACTB Ha HECOBEPLLUEHHONETHMX
HeobXx04MMO MNCbMEHHOE Cornlacue Ux poanTenen.

3.7. JonyckaloTcsa KINHUYECKe NCCNefoBaHns NeKapCTBEHHbIX CPeACTB, NpeHa3HaYeHHbIX As IeYeHuns
ncuxmyeckux 3abonesaHnii, Ha AMLEX C NCUXMYECKUMN 3a60NeBaHNAMY 1 MPU3HAHHBLIX HeaeecnoCcobHbIMY
B NOpsifKe, yCTaHOBMAEHHOM 3aKoHO4aTenbCTBOM Poccuinckon ®enepaumm.

3.8. [loroBop CTpaxoBaHUs 340POBbSA NaLMEHTa, Y4aCTBYIOLWLEro B KJIMHUYECKNX NCCIe0BaHNAX
JIEKapCTBEHHOM0 CPeACTBa, 3aKJ/II04aeTCAa MexXay opraHu3aumnen - pa3paboT4MKoM NeKapCcTBEHHOMO
CpeacTBa U MeaNLMHCKON CTPaxoBOi opraHu3aumnen.

IV. NopsfoK MHOPMUPOBAHMA UCTILITYEMOrO

0 KJIMHNYECKOM nccnenoBaHnmu

4.1. YypexxgeHue 34paBo0OXpaHEHNA HE HAYMHAET nccaenoBaHme, noka KOMUTET Mo 3TUKe, CO34atoLmMincs
KaK He3aBUCUMbIN 3KCMEPTHBIN OpraH Ha YPOBHE y4YpeXAeHNS 34PpaBO0XPaHEHNS, PEFMOHOB UAN CTPaHbI U
cocTosWuA 13 nuu, paboTarowmx B 061aCcT MeAULMHBI, HAYKU U BHE HaYKW, B Ybl (DYHKLMOHAJIbHbIE
oba3aHHOCTM BXOAMT obecrneyeHune 3awnTbl Npas, 6e30MacHOCTM 1 OXpaHbl 340P0BbS UCMbITYEMbIX, HE
0n06pnT (B NMCbMEHHOM BUAE) (hOPMY MUCbMEHHOI0 MHDOPMNPOBAHHOMO COrNacKs n Apyrue matepualisl,
npegocTaBiseMble UCMbITYEMOMY UK €ro 3aKOHHOMY NpeacTaBUTesNto.

4.2. dopma MHHOPMUPOBAHHOIO COrnacua u apyrne matepuassl MOryT nepecMaTpuBaTbCs No XoQy
NCCnenoBaHNs, eCii OTKPbIBAOTCSA 06CTOSTENbCTBA, CNOCOOHbIE MOBANATL Ha COrflacMe UCMbITYEMOTO.
HoBas pefakumns nepevncieHHon Bbille JOKYMeHTaumm B 0653aTeNbHOM NopsaaKe Nnpoxoant ogobperHne
KomuTeTa no 3TuKe, a hakT [OBEAEHUS €e A0 NCMbITYEMOr0 A0JKEH BbiTb JOKYMEHTAIbHO MOATBEPXKAEH.
4.3. Ha3Ha4vaeMmoe B paMKax yuYpexx[4eHunsa 34paBoO0XpaHeHN LOJHKHOCTHOE NnL0, HecyLllee
OTBETCTBEHHOCTb 3a NpOBeAEeHME KJIMHNYECKOro NCCae0BaHNA B YYpexXaeHnn 34paBooxXpaHeHns (ganee -
nccneposaTtesb), U ero COTPYLHUKN He LOJKHbI OKa3blBaTb AaBieHNEe Ha NCMbITYEMOrO UW BbI3blBaTh Y
Hero Heo60CHOBaHHYIO 3aMHTEPECOBAHHOCTL B Y4aCTWUM MU NPOLOKEHUN YHaCTUs B NCCIEA0BAHUMN.

4.4. NHdopmauns 06 nccnenoBaHUM goskHa 6biTh 0BEAEHA A0 NCMLITYEMOrO B AOCTYMHOW 1 MOHATHOW
topme. K ycTHOM nHopMaLmMn 1 MMCbMEHHbIM MaTepuasiaM SOJKHbI NPeabABAATLCA Caeaylowmne
TpeboBaHus:

- cogepKaHne MUHMMaNbHOro KoIMYecTBa cneymnanbHbIX TEPMUHOB;

- OTCyTCTBME (hOPMYJIMPOBOK, MPSAMO BbIHYXAAIOLNX UCMBbITYEMOr0 WK ero NpeacTaBuTesNa 0TKa3aTbCs OT
CBOWX 3aKOHHbIX Mpas;

- OTCYTCTBME 3aABJEHN, OrPaHNYMNBAIOLLMX OTBETCTBEHHOCTb UCCEL0BATENS, YHPEXAEHUS
3[1paBOOXPaHEHUs], opraHmM3aLun-paspaboTynka u (nam) ee npeacTaBuTenemn.

4.5. UccnenoBaTenb WK ero COTPYLAHUK LOJDKHbI 40 NOJy4eHUS MHPOPMUPOBAHHOIO Corlacusa faTbh
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UCMNbITYEMOMY WM €ro NPeACTaBUTENI0 4OCTAaTOYHO BPEMEHUN A8 NPUHATUS peLleHmns 06 y4acTum B
nccnenoBaHUM U NPeaoCcTaBUTb BO3MOXHOCTb MOJIy4MTb NoApPobHY0 MHGopMaLuio 06 ncnbiTaHUu.

4.6. [10 BKJIIOYEHUNSA NCMBITYEMOrO B UCC/IEA0BAHNE OH CaM WK ero npeacTaBuTesNb 1 MU0, NPOBOAMBLLEE
pa3bscHUTENbHYI0 beceny, NOANUCHLIBAIOT U AaTUPYIOT (QOPMY MUCbMEHHOIO COrnacus.

4.7. B cnyyae, eciv NCMbITYEMbIA UKW ero NpeacTaBUTENb HE YMEKT UK He MOryT YnTaTb, HE06X0AMMO
NPUCYTCTBME (PM3NYECKOro NLA, HENPUYACTHOMO K MPOBEAEHNIO KIIMHWYECKOro uccnenoBaHns (ganee -
He3aUHTepPeCoBaHHbIN CBUAETESb) B TEYEHNE BCEW Pa3biCHUTENbHOW becenbl. [locne NpoyYTeHUs 1
pa3bACHEHUSA UCMLITYEMOMY WN ero npeacTaBuTeNto (opMbl MMCbMEHHOI0 COrlacns u APyrux
MaTepunanos, I/ICI'IbITyeMbII7I nnn ero npencCtaBuTeslb oaeT YyCTHOE corjsliace Ha y4acTtmne UCnblityemoro B
nccnenoBaHum v, ecam cnocobHbl, MOANMCHIBAKOT U AAaTUPYIOT PopMy cornacus. HesamHTepecoBaHHbIN
CBUAETESNb TakXe NOAMUCLIBAET 1 NPOCTaBASeT AaTy Ha popMe MMCbMEHHOro COraiacus, Yem
NoATBEPXAAET, 4TO MH(OPMaLMS, CoLepXKaLlasacs B JaHHOM LOKYMEHTe 1 Apyrux Mmatepuanax,
pa3bsCHEHa W MOHSATHA UCMbITYEMOMY UK ero NpeacTaBUTENO, a CaMo corjlacue AaHo 4o6poBObLHO.

4.8. icnblTyeMbli nan ero NpeacTaBuTesb AOJKHbI ObiTb MPONHGOPMUPOBAHLI MO BOMPOCaM,
npenycMOTPEeHHbIM 3aKOHOAATENbCTBOM, KOTOPbIE fO/MKHbI ObITh OTPaXKeHbl B X04€ Pa3bACHUTENLHON
6ecenb| B cpopme NMNCbMEHHOIrr o cornacuna n gpyrnx npenoctaBndeMblX NCMNbITYEMOMY MaTepuaniax.

4.9. EcAn ncnbITyeMbln HAXOAMTCA B HEOTI0XKHOM COCTOSIHWMM M Y HErO HEBO3MOXXHO MOJyYUTh Coriacme
AN9 BKJIOYEHWS B UCCNeaoBaHne, OHO [0/KHO BbiTb MOMYYEHO Y ero npeacTaBuTeNs, ecsiv NoCaeaHUA Npw
3TOM NpucyTcTBYeT. Korga oTCyTCTBYET U NpeAcTaBUTENb UCMBITYEMOro, CiefyeT NPUHATL Mepbl,
npegycMOTPEHHbIE MPOTOKOIOM 1 (M) APYrUM OOKYMEHTOM (YTBEPXAEHHBIM KOMUTETOM MO 3TUKE) A8
BKJTIOHEHUA NCNbITYyeEMOro B nccienoBaHue. B nocnegytouiem VICI'IbITyeMbII7I nnn ero npenctaBuTeNb
LO/MKHbI 6bITb NOCTaBAEHbI B U3BECTHOCTb 06 MCCNefoBaHNM B KpaTHalLLMe CPOKU Ny HUX OOJIXKHO BbITb
NoJly4eHO Corjache Ha NPOAOJ/IKEHNE UCTbITAHUS.

V. MeguuUMHCKas NOMOLLb UCMbITYeMbIM

5.1. KBannduumpoBaHHbIN Bpay, ABAAOWMIACS NCCIe00BATENEM, UAN €0 COTPYAHUK HECYT
OTBETCTBEHHOCTb MO BOMPOCAM OKa3aHUsA MeAULMHCKON MOMOLLN B paMKax UCCeLoBaHMS.

5.2. B npouecce KJAMHNMYECKOro nccaefoBaHns 1 NoCae ero OKOH4YaHua uccaeposatesb U (Man)
yuYpexaeHue 3paBooXpaHeHNs AO/KHbI 00eCneynTb OKasaHne NCNbITyeMOMy HeEOBX0AMMON MeANLNHCKON
MOMOLLY B ClyYae NtobbiX BbISIBJIEHHbLIX B X04€ NCCe0BaHNA HEeraTUBHbIX NPOSABIEHUN, BKOYas
KJINHWYECKW 3HaYMMble N3MeHeHNs NabopaTopPHbIX MokKa3aTenen.

5.3. ccnepoBaTenb 1 (Mnn) ydpexxaeHune 3apaBooxpaHeHns 06s3aHbl COOOLWMTEL UCNLITYEMOMY O
HeobxoaMMOoCTN nevyeHns 3aboeBaHUN, BbIABAEHHbLIX B X04e NCCAe0BaHNS.

VI. KoMmuTeT no aTuke

6.1. OcHoBHas 3afila4a KomuTeTa Mo 3TUKe - 3aLllMTa NpaB U 300POBbS UCMLITYEMbIX, @ TaKXe rapaHTus nx
6e3onacHocTn. Ocoboe BHUMaHME YAENSETCA TEM KJIMHNYECKUM NCCe0BaHMAM, yHacTHUKAMM KOTOPbIX
MOryT BbITb NCMbITYEMbIE, Ybe L0OPOBOJILHOE COrflache Ha yy4acTue B KINHUYECKOM UCCNefoBaHnN MOXET
ObITb Pe3yNbTaTOM UX YPE3MEPHOW 3aUHTEPECOBAHHOCTM, CBA3aHHON C 060CHOBAHHbLIMU NN
HeobOCHOBaHHbLIMW NPeACTaBNEHNAMM O NPENMYLLECTBAX YYaCTUS B UCCIEA0BAHUN U (MNKN) C CAaHKLUSAMK CO
CTOPOHbI PYKOBOACTBA B C/ly4ae 0TKa3a.

6.2. KoMUTET Mo 3TKE paccMaTpMBaET BOMPOC O NPOBEAEHUN KITMHUYECKOr0 UCCNIeL0BaHNS B
YCTaHOBJIEHHbIE CPOKMW U faeT NUCbMEHHOEe 3aKJIlo4eHne, YKa3blBas Ha3BaHWe UCCielOBaHNS,
PaCcCMOTPEHHbIE AOKYMEHTbI 1 AaTy OAHOM0 M3 CAedyoLNX BO3MOXHbIX pelleHnii: 1) ogqobpeHns Ha
npoBefieHne uccnenoBaHns; 2) TpeboBaHNa 0 BHECEHUN U3MEHEHUI B NPeaoCTaBAEHHYI0 OOKYMEHTaLMIO
ANa nosyvyeHus ogobpeHus Ha NpoBefieHne nccienoBaHns; 3) oTkasa B o4obpeHun Ha npoeeneHne
nccnenoBaHus; 4) 0OTMeHbI U (M1M) NPUOCTAHOBEHNS BblAAHHOIO paHee 040bpeHUs Ha NpoBeeHne
ncciefoBaHus.

6.3. KOMUTET M0 3TUKEe OLleHMBAeT KBaJNMUKaLmo nccrenosatens Ha OCHOBaHUM NMELLNXCS Y Hero
AOKYMEHTOB Ha HaCTOALWMIA MOMEHT 1 (Man) Apyrnx HeobxoaMMbIX MaTepuasos, MOAYYEHHbIX MO 3anpocy
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KomuTeTa no sTuke.

6.4. B npouecce nccnenosaHma KommteT no 3TUKe Nepnuognmyeckn paccMaTpmBaeT LOKYMEHTALUMIO C
4aCTOTON, 3aBUCALLEN OT CTEMEHMN PUCKA, KOTOPOMY MOABEPraloTCA UCMLITYEMbIE, HO HE peXxe 04HOro pasa
B roj.

6.5. KomuteT no 3Tuke MoxxeT noTpeboBaThb, 4TOOLI MCNbITYEMbIM BblM MPeaoCTaBeHbl 4ONONHUTESIbHbIE
cBefleHnsa 06 nccnenoBaHuK, €Can, N0 MHEHNO KoMruTeTa Nno 3TUKe, 3To HeobXoaMMOo As 3alUnThl NPaB U
3[0pOBbS UCMbITYEMbIX.

6.6. ECain cornacme Ha yy4acTue UCnblTyeMoro B UCCef0BaHUM OaeT ero npencrasuTesnb, KomuTteT no
3TVKe O0JKeH ybeanTbCcsa B TOM, YTO B MPeaoCTaB/EHHOM NMPOTOKOJIE 1 (Mn) ApYro fOKYMeHTauum
MOJIHOLLEHHO OTPaXKeHbl 3TUYECKUEe acneKTbl LaHHOro UccsieLoBaHNS.

6.7. ECn NpOTOKOJ KJINHNYECKOr0 NCC/Ie0BaHNSA YKa3blBaeT Ha HEBO3MOXXHOCTb NOJYyY4eHUs cornacus
NCMbITYEMOro Uan ero npeacTaBuTens 4O MOMEHTa BKJIIOYEHNSA UCTILITYEMOro B UccienoBaHue, Komutet
Mo 3TukKe AoKeH ybeanTbCa B TOM, 4TO B MPeA0CTaB/IEHHOM NMPOTOKOE W (UNn) APYron AOKYMeHTaLUN
MOJIHOLLEHHO OTPa)KeHbl 3TUYECKNE aCNeKTbl 3TOr0 NCCIe40BaHUS.

6.8. KomuTeT no 3Tuke paccMaTpuBaeT NOPAAOK U CYMMbI BbIMaT UCMbITYEMbIM, 4T0ObI ybeanTbcs B
OTCYTCTBUMN HEOBOCHOBAHHOWM 3aNUHTEPECOBAHHOCTU U MNPUHYXAEHUS UCMbITYEMBbIX.

6.9. KomnteT no 3Tnke goskeH ybeantbCsa B TOM, 4TO MHADOPMaLMA 0 MaTeprasibHOM BO3HarpakageHum
NCNbITYEeMbIX, BKJIlOYas MeTobl, CYMMbl 1 MOPSALOK BbINJIAT, NOJIHOCTbIO OTPa)keHa B (hopMe NUCbMEHHOr0
NHMOPMUPOBAHHOIO COrfiacKa n (Mnm) Apyrux maTepuanax c ykasaHuem 3Tana ncciefoBaHus.

6.10. B cocTaB KoMnTEeTa N0 3TUKE OO/HKHO BXOAUTbL A0CTAaTOYHOE Yncao nuu, obnagawowmx Heobxoonumbim
ONbITOM U KBannukKaumnen o 3KCNepTHON OLLEHKN Hay4YHbIX, MEAULMHCKMX U 3TUYECKNX aCMeKTOB
NAaHNUPYEMOro NccnefoBaHus.

6.11. KoMuTeT Nno 3TUKE AENCTBYET B COOTBETCTBUN C YTBEP)KAEHHLIMW CTaHAAPTHLIMK NpoLenypamu,
BeAeT Heobxo4MMYI0 OOKYMEHTaLUMIO U MPOTOKOMPYET 3acenaHns. Ero oesTenbHOCTb f0/KHa
COOTBETCTBOBAThb HacTosWMM lNpaBuniam 1 gencTBYOWMM HOPMATUBHbIM TpeboBaHUSM.

6.12. Ha opmumaneHbIX 3acefaHnax KOMUTET N0 3TUKE NPUHUMAET PEeLLIEHMSA NpU Hann4ymm KBopyma,
onpeneneHHoOro COOTBETCTBYOLWMM MOJIOXKEHNEM.

6.13. Y4yacTBOBaTb B F0OJI0COBaHMM 1 AaBaTb PEKOMEHAALMN MO BONPOCY NPOBEAEHNS NCCAef0BaHMa MOMyT
yneHbl KoMuTeTa No 3TUKE, KOTOPble MPUHUMAOT HENOCPeaCTBEHHOE yYacTMe B paCCMOTPEHUN 1
006CYXAEHNN OKYMEHTALUN N0 NCCNEeO0BaHNIO.

6.14. NccnepoBaTenb NpenocTaBaseT nHgopMaumio KomuTeTy No 3TUKe No MtobbiM acnekTam
nccnenoBaHus, 0IHAKO HE MPUHUMAET y4acTue B ero NPeHnsaX Uan B roJ0CoBaHUKM No Bonpocy oaobpeHus
Ha NpoBeAEeHMEe UCTbITaHKUS.

6.15. KOMUTeT N0 3TNKe MOXET npmberaTb K MOMOLLN HE3ABMCMMbIX SKCMEPTOB MO CheunabHbIM
BOMpocam.

6.16. KOMUTET N0 3TUKe A0JKeH: 1) UMeTb 4OKYMEHTasIbHO 0hOpMeHHbIe CTaHAapTHbIE Mpoueaypbl,
KOTOpble AOBOASTCS 10 CBEMIEHNS OpraHn3aLmi - pa3paboTHMKOB NIeKapCTBEHHbLIX CPeacTB; 2) cobnoaaTb
NOJIOXKEHUS, PErNamMeHTUpYIoLLNe ero AedaTeNbHOCTb; 3) CBOEBPEMEHHO B TeYyeHne 10 AHeil B MNCbMEHHON
thopme coobLnTb nccnegoBaTento n (Man) y4pexaeHnto 34paBoOXPaHEHNS O pe3ybTaTax pacCMOTPeEHMNS
MaTepnanoB KINHNYECKOrO NCCIe0BaHNA JIEKAPCTBEHHOMO CPEACTBa U NPUHATBIX PEKOMEHAALUNSAX, B TOM
yucne NpuYMHax oTkasa; 4) XxpaHUTb AOKYMEHTaLUMIo (CTaHAapTHbIE Npoueaypbl, CANCKMN YJIEHOB C
yKa3aHMWEeM pojla fesaTeNbHOCTU U MecTa paboThbl, MpeACcTaBeHHbIE HAa PACCMOTPEHNE NOKYMEHTHI,
NPOTOKOJIbl 3acefaHnii N KOPPECMOHAEHLNIO) HE MEHee TPeX JIET NMoc/e 3aBePLUEHNS NCCIeA0BaHNSA 1
npegocTaBasAThb ee no TpeboBaHUI0 3aNHTEPECOBAHHBIX OPraHOB B NMpefesiax nx KOMNeTeHL N,

6.17. ccneposaTtenu, opraHn3auuns-pas3paboTymk, 3aMHTEPECOBaHHbIE OpraHbl B Npefenax ux
KOMMEeTEeHLUUN MOryT 3anpoCcuTb y KoMuTeTa Nno 3TUKe CTaHLapTHbIe MpoLefypbl U CMIUCOK ero Y4JeHOoB.
VIl. ObecneyeHne Ka4yeCTBa KINHUYECKNX UCCIeN0BaHNN

7.1. PykoBoguTesib yYpexLeHNUs 34paBoOXpaHeHns, NMPoBOASALLErO KJIMHUYECKNe NCCnenoBaHns
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JIeKapCTBEHHOr0 CPeAcCTBa, YTBEPXKAAET NPorpamMmy KANHUYECKOr0 CCNefoBaHNs U Ha3HavyaeT ee
pyKoBOAUTENS.

7.2. PykoBoauTeneM NporpamMmmbl yKasaHHbIX NCCeL0BaHMIN MOXeT BbiTb Ha3Ha4YeH Bpay CO CTaXkeM
pa6OTbI no nporpamMmmaM KINHN4YeCKnx mccneuoaaHmM NeKapCTBeHHbIX CpeACTB He MeHee OBYX JIeT.

7.3. MporpamMmma KANHNYECKNX NCCef0BaHMIN NeKapCTBEHHOMO CpeAcTBa pa3pabaThiBaeTCs C y4acTMeM
KomuTeTa no 3ThKe Npu y4pex4eHUN 34paBoO0XPaHEHNS, NPOBOAALLEM KINHNYECKNE NCCneoBaHums.

7.4. PykoBoaUTENb NPOrpaMMbl KJIMHNYECKUX NCCNeO0BaHNIA IEKapCTBEHHOIO CPeACTBa A0JKeEH bbiThb
03HaKOMJIEH C pe3y/ibTaTaMy AOKANHUYECKNX UCCAeA0BaHNI JaHHOMO IEKApCTBEHHOMO CpeAcTBa U MMeeT
npaBo Ha nonyvyeHune nobon LONOTHUTENBHON UHGMOPMALUN, OTHOCALLENCS K LOKJIMHUYECKUM
nccnefoBaHNsAM yKa3aHHOr o JIeKapCTBEHHOr0 CpefCTBa.

7.5. PykoBoauTe b NPOrpaMmMbl KIMHUYECKUX NCCNe0BaHNUA IeKapCTBEHHOIO CPeACTBa OCYLLEeCTBASET
Habop MaLMeHTOB, KOTOPbIE N0 MEANLIMHCKMM NMOKa3aHWAM MOryT ObiTb MPUBJIEYEHbI K Y4aCTHIO B
KJIMHNYECKNX NCCNefoBaHNsaX IeKkapCTBEHHOIO CPpeacTBa.

7.6. WccnepoBaTenb AO/MKEH 3HaTb 1 cobnofaTh HacToswme MpaBuia 1 AeENCTBYOLWME HOPMATUBHbIE
TpeboBaHus.

7.8. UccnepoBaTenb A0/MKEH NMETb 06pa3oBaHmMe, NPodeCcCnoHa bHY NOATOTOBKY U OMbIT, MO3BOASAOLWMNE
eMy OCYLLLeCTBNATb HaZ/leXxxallee NpoBefeHne KIMHNYECKOro nccnefoBaHns nekapCTBEHHONo cpeacTsa.
7.9. ccnepoBaTenem MOXET ObITb Ha3Ha4YeH Bpay CO CTaxxeM paboThl MO NPOrpamMmMam KANHUYECKNX
nccnenoBaHW EKapCTBEHHbIX CPeACTB HE MeHee ABYyX JieT.

7.10. UccnepoBaTeNb OO/KEH UMETb B CBOEM PACMOPSXKEHUN OOCTaTOYHOE YMC/10 KBAaNUPULMPOBAHHbIX
COTPYOHWKOB 1 COOTBETCTBYIOLLYIO MaTepuasbHO-TeEXHMYECKYI0 a3y (B TeYeHMe BCEro Cpoka
nccnenoBaHna) oas NpoBefeHns UCCNefoBaHNa KayeCcTBeHHbIM 1 6e30nmacHbIM 419 UCNbITyeMbIX 06pa3om.
7.11. UccnepoBaTenb fo/KeH 6bITb 03HAKOMEH C pe3yJibTaTaMy OOKJANHUYECKMX UCC1el0BaHNIA
N3y4aeMoro SIeKapCTBEHHOro CpefCcTBa U MMETb NPaBO Ha NosyvyeHue ntobon LoNoAHUTENbHON
NH(OPMaLNUK, OTHOCALLENCA K AOKJIMHUYECKUM UCCe40BaHMAM.

7.12. ccnepoBaTenb fomkeH ybeanTbCa B TOM, YTO NepcoHas, MPMHMMAIOLWMIA y4acTUe B UCCIeJ0BaHMN,
03HaKOMJIEH C MPOTOKOJIOM, MH(OPMaLIMen 0 MpenapaTe U Co CBOMMU PYHKLMAMN 1 0653aHHOCTAMM B
NCnNblTaHUW.

7.13. ccnepoBaTenb [O/MKEH OCYLLECTBUTL Habop NauneHToB, KOTOPbIE MO MEAULNHCKAM MOKa3aHNSaM
MOryT BbITb MPUBNEYEHbI K YHaCTUIO B KJIMHUYECKOM MCCNeL0BaHNM IEKAPCTBEHHOIO CpeacTBa.

7.14. YypexeHne 34paBoOXpaHeHns u (Mnun) nccneposatesb HE LOJHKHbBI MPENATCTBOBAThL MPOBEAEHMIO
npouenyp NOCTOSHHOrO0 KOHTPOIS1 KIMHNYECKOr0 NCCNeoBaHNs 1 obecneyeHmnto ero npoeeaeHuns, cbopy
JaHHbIX 1 NpefCTaBNeHNIO pe3yibTaToB COrlacHO HacToAWwmMM lNMpaBunam, CTaHAapPTHLIM Npouenypam n
NMPOTOKOJTY KIMHUYECKOro NCCaefoBaHma (fanee - MOHUTOPUHIA) 1 He3aBMCMMOW OLleHKE COOTBETCTBUS
NPOBOAUMOIO KJIMHUYECKOr0 NCC/IeA0BaHNA N AeSTENbHOCTN €ro y4aCcTHUKOB TpeboBaHMAM
3aK0HOLaTesIbCTBa, KOTopas NPOBOAMTCS C Lefblo NMOATBEP)KAEHMA CaMOro pakTa KJIMHUYEeCKOoro
nccnefoBaHnA, a Takxxe rocyAapCTBEHHOMY KOHTPOSIO.

7.15. NccnepoBaTeNlb MOXET MNPUHATL PeLleHne 0 NMpeKpaLleHn KIMHNYeCKoro nccneoBaHms
JIeKapCTBEHHOr0 CpeAcTBa B C/yvae, ec/iv B Mpouecce ero nposeaeHns obHapy>xeHa onacHOCTb Ans
300pP0OBbA UCMbITYEMbIX.

7.16. ccnepoBaTtenb 1 (MK) y4pexaeHune 34paBoOXpaHeHNS [O/KHbI MPOBOAUTbL NCCef0BaHME B
COOTBETCTBUM C MPOTOKO/IOM, 0406pEHHBIM KOMUTETOM MO 3TWKE, COrNacoBaHHbLIM C OpraHm3aumnen-
pa3paboTyYNKOM 1 pa3peLlnTebHbIMU OpraHaMu.

7.17. OroBOPEHHOCTb MeXAy UccnegoBatenem u (Mam) yupexaeHneMm 34paBooXpaHEeHUs 1 opraHm3aumnen-
pa3paboTyYNKOM (MKCUPYETCA NPOTOKOJIOM NN OTLENbHbLIM COrNalleHNeM,

7.18. ccnepoBaTenb 1 (MK) y4pexaeHune 34paBooXpaHeHNS He AOJHKHbI AOMYyCKaTb OTKJIOHEHWUI OT
NPOTOKOJ1a NI BHOCUTL B HErO N3MeHeHns 6e3 cornacus opraHnsaunn-paspaborymka n KommteTta no
ITUKe.
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7.19. UccnepoBaTenb UAn ero COTPYAHUKN OOJIKHbI PErMCTPMpoBaTh Jiloboe OTKIOHEeHNE OT
YTBEPXAEHHOr0 NPOTOKOJ1a C YKa3aHMeM NPUYnH.

7.20. ccnepoBaTenlb MOXXET OTKAOHUTBLCA OT NPOTOKO1a UM BHECTU B HEFO U3MeHeHuns be3
npeaBapuTensHOro ofobpeHns KomuteTa nNo 3TUKE TOLKO B C/yHae YCTPaAHEHUS Yrpo3bl 340P0BbLIO
NCNbITYEeMbIX U KOF4a U3MEeHeHUs 3aTparnBatT TOJIbKO MaTepuanbHO-TEXHUYECKUE NN
AAMUHUCTPATMBHbIE aCNeKTbl NCCefoBaHunA.

7.21. NHopMaums 0 SOMYyLWEHHbIX OTKJIOHEHUAX N U3MEHEHUSX, @ TakKXe UX MPUYnHa 1 npepsaraeMas
nonpasKa K NPOTOKOJly AOJKHbI BbITb MpefocTasieHbl: KOMUTETY N0 3TUKE A8 PacCMOTPEHNA 1
YyTBEPXXOEHMNS; OpraHn3auun-pa3paboTynKky; pa3penTenbHbIM OpraHam A5 COraacoBaHms.

7.22. Bce uccneposaTesin Noay4yaoT UHCTPYKLMK N0 COBNOAEHUIO NPOTOKONA, eANHbBIX CTaHAAPTOB OLeHKU
KJMHNYECKNX 1 NTabopaTOPHbIX AaHHbIX, @ TaKXXe MO 3aMnoJIHEHWIO KapT UCMNbITyeMbIX. iccnenoBatenu
MMetoT BO3MOXHOCTb CBA3aTbCA APYr C APYroM.

VIII. Y4eT, XxpaHeHune, ncnosib30BaHne ncciaenyemoro

JleKapCTBEHHOro cpeacTBa

8.1. OTBETCTBEHHbLIM 3a Y4€T UCC/IeAYEMOrO JIEKAPCTBEHHOMO CPpeACTBa ABAAETCSA MCCefoBaTeb U (1nan)
yupexaeHue 3apaBooxpaHeHus. iccnenosaTtens 1 (Man) ydpexxaeHne 34paBoOXpaHeHns MoryT nepefatb
4acTb MK Bce 0643aHHOCTM NO €ro y4eTy NPoBU30PY UM MHOMY CeLNanuncTy, Haxoasawemycs B
NoAYMHEHUN nccnenosaTensa n (Mnn) ABAAOLWEMYCA COTPYAHNKOM YUYpeX AeHNs 34PaBOOXPaHEHUS.

8.2. lpoBeaeHne NHBEHTapM3aLUumn NccaeyemMoro JiekapCTBeHHOro CpeCcTBa, perucTpauum n ero pacxoaa
Ha Ka)K[0ro UCMbITyeMOro, BO3BpaT OpraHun3aLnn-pa3paboTynky uam MHOMy Ninly, LENCTBYIOLLEMY MO ee
nopy4eHuto, cnocobsl yTuAN3aLnm HEMCNoIb30BaHHOrO NpenapaTa peanmsyloTcsa NCCNefoBaTeNbCKUM
LEeHTPOM, Y4pexxeHNeM 34paBoOXPaHEHM .

8.3. B XXypHane yyeTa yKa3blBalOTCA AaTbl, KOAMYECTBO, HOMEpPa NapTun (cepuin), CPOKN XpaHEHMNS 1 KOabI
nccnenyemoro npenaparta u ucneltyemoro. iccnenosaTtens BefeT 3anmcu 0 NoayYeHUn NCMbITyeMbIMU
nccnenyemoro npernapata B NpefyCMOTPEHHbIX MPOTOKOJIOM A03aX.

8.4. Nccnepyemoe nekapcTBeHHOE CPeiCTBO AO/IKHO XPaHUTBLCA B COOTBETCTBUMN C UHCTPYKLUSAMU,
npenocTaBieHHbIMY OpraHm3aunen-paspaboTynkom, 1 LENCTBYIOWUMN HOPMATUBHLIMU TpeboBaHNSMM,
8.5. ccnepoBaTent LOMKEH rapaHTMPOBaTh MCMOJIb30BaHMe NCCeayeMoro npenapaTa cornacHo
YTBEPXLEHHOMY NPOTOKOY.

8.6. ViccnepoBaTtenb f0/MKEH 00BACHNTL NpaBuaa NpUeMa NCCneayeMoro npenapara BCEM UCMbITYEMbIM U
cMcTeMaTUYecKn NpoBepsATh CobNoaeHNEe NCALITYEMbIMU STUX NPaBUIL.

8.7. NccneposaTens fomkeH cobnogaTh npoueaypy paHAoOMU3aUMmM B XO4e UCCaefoBaHWA, eC/iv TakoBas
npeaycMoTpeHa, U CNefuTb 3a TeM, YTOObI pacKpbiTMe KoAa OCYLLECTBIANOCH TOIbKO B COOTBETCTBUM C
MPOTOKOJIOM.

8.8. ccnepoBaTtent obecneynBaeT YeTKOE BeEHNE OKYMEHTALMMW, TOYHOCTb, MOMHOTY, LOCTOBEPHOCTL U
CBOEBPEMEHHOE NpefoCcTaBeHne opraHn3aunn-pa3paboTymKy AaHHbIX N0 KapTaM UCMLITYEMbIX U APYTroOn
OTYETHON AOKYMEHTaLUW.

8.9. [laHHble B KapTax UCMbITYeMbIX LO/KHbI COOTBETCTBOBATb NEPBUYHON LOKYMEHTALUN, N3 KOTOPOWN OHK
nepeHeceHbl. Bce pacxoxneHnsa AOKHbI UMeTb NMUCbMeHHoe 06bsACHeHMe.

8.10. Jliobble 0OMNONHEHNS UAN NCNPABEHUS B KapTe UCMbITYEMOro A0J/KHbI M03BOASAThL NPOYUTATb
nepBoOHayvasbHYI0 3anunchb, bbITb NOANMCAHbI, AAaTMPOBaHbI U, MPU HEOBX0AMMOCTH, 06 BACHEHBI. 3TO
OTHOCUTCA K U3MEHEHUSIM U NCMPABIEHUSAM Kak B ByMa>kHON, Tak 1 B 3JIEKTPOHHOW (hopMe KapThbl
NCMNbITYeMoro.

8.11. OpraHu3aumsa-pa3paboTymk uam nHoe NnuUo, AENCTBYIOLLEE MO ee MOPYYEHMIO, AOJIKHbI
NMPOMHCTPYKTUPOBATb UCCIefoBaTeNA O NOPSLKe BHECEHMS UCNPaB/IeHNIA U CTaHAaPTHOW npoueaype
BHECEHWNS U3MEHEHUI UAN NCMPABIEHUIN B KapTbl UCMLITYEMbIX, COFJTACHO KOTOPbIM BCE OHU AO/KHbI ObITb
3aperncTpupoBaHbl, 060CHOBaHbI U COrnacoBaHbl C MCCNeL0BaTENEM, KOTOPLIA XPaHUT COOTBETCTBYOLME
3anncy 06 3TUX N3MEHEHMAX U UCMPABAEHUAX.
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8.12. ccnepoBaTtenb 1 (Mnn) y4pex aeHne 34paBo0XpPaHEHNS OO0JKHbI BECTW AOKYMEHTALMIO MO
KJINHNYECKOMY NCCIeJ0BaHMNI0 IeKapCTBEHHOr0 CpeficTBa COrJlacHO AeNCTBYOWMM HOPMaTUBHbLIM
TpeboBaHMAM.

8.13. UiccnepoBaTens u (Mnn) yYpexaeHne 34paBooxpaHeHns 06g3aHbl NPUHUMATbL MEpSI,
npefoTeBpaLlaloLLme cyvyaHoe UM NPeXAeBPEMEHHOE YHUYTOXEHNE 3TUX LOKYMEHTOB.

8.14. OCHOBHbIE€ JOKYMEHTbI AOJKHbI XPaHUTLCA HE MeHee 2 NeT NMocse yTBEPKAEHUSA NOCTeoHEN 3asBKIN
Ha perucTpauuio npenapaTta B CTPaHE - y4aCTHULE NCMbITAaHUA AKX Nocne 0hnLMaNbLHOro NpeKpaLLeHns
ero KJMHNYeCKoro nccnenoBaHums.

8.15. [loKyMeHTbl MOIyT XpPaHUTbCS B TeYeHne bonee OANTENbHOMO CPOKaA, €C/IN 3TO NpeayCcMaTpUBaeTCs
LeiCTBYIOWMMN HOPMaTUBHbIMW TpeboBaHWAMMW UK LOrOBOPOM C OpraHu3almen-pa3paboTynkom.

IX. TTopsafoK 0TYETHOCTH

9.1. OTYeT 0 pe3ynbTaTax KANHUYECKUX UCCIe[0BaHNIN NIeKapCTBEHHOI0 CPeCTBa COCTaBANAETCS
pyKoBOAUTENEM NPOrpaMMbl KJIMHNYECKUX NCCNefoBaHNA IeKapCTBEHHOIO CPeACcTBa.

9.2. ccneposaTens nNpenocTaBnseT KOMUTETY MO 3TUKE KpaTKUe NUCbMEHHbIe 0TYeThbl 0 Xo4e
nccaenoBaHNA eXxerogHo nan Yawe, no ero tpebosaHuio.

9.3. NccneposaTenb LOMKEH He3aMeINTeIbHO NPefoCTaBIATb MUCbMEHHbIe 0TYeThl OpraHu3aLmm-
pa3paboTynky, KoMnteTy no 3TUKe 1, eciv HeobXoamnMo, yupexx 4eHWI0 34paBooxXpaHeHuns 060 Bcex
N3MEHEHUAX, OKa3blBalOLWMUX CYLLECTBEHHOE BANSHME Ha MPOBEAEHNE NCCNef0BaHNSA 1 (1)
YBEJIMYNBAIOLLNX PUCK O UCMbITYEMbIX.

9.4. ccnepoBaTenb [O/KEH YBEAOMATL OpraHM3aLunio-pa3paboTynka 060 Bcex cepbesHbIX
HeXXeNlaTeNbHbIX SBJIEHNAX, KPOME ONpefeNieHHbIX B MPOTOKOIE UK B APYrOM AOKYMEHTE 1 He Tpebyowmx
npefocTaB/ieHNs HeEMeJIeHHOro oT4yeTa Wiv HeMeaJ1eHHOro yBeJOMJIEHMS.

9.5. Cepbe3Hoe HeXxenaTesnbHOe ABEHNE B fabHeNWweM NogpobHO 0TpaXkaeTcs B MMCbMEHHOM OTYETE,
rae UcnbiTyeMble UOEHTUOULMPYIOTCA NO UX UHOMBUAYASIbHBIM KOLaM, a He No haMuinn, agpecy uiam
APYTM OaHHbIM, MO3BOASIOWNM YCTAHOBUTb JIMYHOCTb UCMbITYEMOrO.

9.6. ccnepoBaTtens fo/mKeH cobnofaTb AeNCTBYOWME HOPMaTUBHbIE TpeboBaHWA, perfnamMmeHTupyoLme
npenocTaB/ieHMe OTHETOB O CEpPbe3HbIX HenpeaBnAeHHbIX NOBOYHbIX 3PHEKTaX pas3peLunTesibHbIM OpraHam
n KoMuTeTy no 3TuKe.

9.7. B cooTBeTCTBUM C TPpebOBaHMAMYN K OTYETHOCTU 1 B ONpeaesieHHble MPOTOKOI0M CPOKY MCCeoBaTeNb
L0JKeH coobLaTh opraHn3aummn-pa3paboTymKy 0 HeraTUBHLIX MPOSABAEHUSAX U (MIM) MATONOrNYECKNX
n3MeHeHusx nabopaTopHbIX MapaMeTpoB, NPeLYyCMOTPEHHbIX MPOTOKOAOM A1 OLEeHKN 6e30nacHoCTU 1

3 EKTUBHOCTH.

9.8. BMecTe ¢ coobLieHnem 0 CMEPTU NCMLITYEMOr0 UCCNef0BaTe b LO/KEH NPELOCTaBUTL No TpeboBaHMIo
opraHu3aunu-paspaboTymka n KommteTa no aTuke nobyio LONOSHUTENbHYI0 MHOPMaLMIO.

9.9. NccneposaTens 1 (MK) yypexxaeHvne 34paBoOXPaHEHNS HE HAYNHAIOT NCCefoBaHMe 40 Tex nop, noka
KomuTeT no 3Tnke He 0f06puT € yKazaHMeM LaTbl MPOTOKO KANHUYECKOr0 NCCaefoBaHms, hopmy
MUCbMEHHOr0 Corflacus, ee HOBble pedakLun, MaTepuabl 415 NPUBAEYEHNS UCMBITYEMbIX K y4acTuto B
nccnefoBaHUM 1 Apyrue npefHasHavyeHHble A1 NPpefoCcTaBieHUs UCMbITYeMbIM MaTepuasbl.

9.10. BmecTe C ApyrnMn OOKYMEHTaMn nccaenosaTtesb U (Man) yupexxaeHne 34paBooOXpPaHeHNS OOJKHbI
npefocTaBnTb KOMUTETY NO 3TUKE KONUIO bpoLuopbl nccnenosaTtens B Noc/iefHeN pefakunm uin ee HoBowm
pefakumm, ecnu oHa nepepaboTaHa B NpoLecce NPoBefeHUS KIMHNYECKOr0 NCCIef0BaHMS.

X. MpeKpalleHne KIMHNYEeCKOro nccneoBaHms

10.1. B cnyyae npexaeBpeMeHHOro npekpaLLeHns nam npuocTaHoBKM NCCNefoBaHUs No nobor npuinHe
nccnegosaTtesb U (MNK) yYpexaeHne 34paBo0XpPaHEHNS OOKHbI He3aMeaInTeabHO coobwnTb 06 3TOM
NCNbITyeMbiM, 06€CNeYnTb UM COOTBETCTBYIOLLEE NeYeHme 1 nocneaytowlee HabnogeHme, a Takxe
yBeLOMUTb pa3pelunTesibHble OpraHbl, eC/in 3TO NPefyCMOTPEHO AeACTBYIOWMMN HOPMATUBHbLIMU
TpeboBaHMAMMN.

10.2. UccnepoBaTenb 1 (MKn) yupexkxaeHune 34paBoOXPaHEHNS AOJDKHbI HE3aMeLSITe/IbHO
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NPOUH(OPMMPOBaTL OpPraHn3aLmMio-pa3paboTynka 0 NpeKpaLleHN UM NPUOCTAHOBKE NCCNENOBAHNS C
noLApobHbLIM 06BbACHEHNEM NPUYNH B MUCbMEHHON hopMe.

10.3. Ecnn opraHm3aumns-pa3paboTynk npekpaliaeT uav NnpuocTaHaBANBAET NCCaedoBaHme,
nccnepoBaTenb LO/DKEH HE3aMeanUTeNbHO coobWwmnTL 06 3TOM aAMUHUCTPALUN MELNLIMHCKOTO
yuypexxgeHus.

10.4. ccnepoBaTesnb 1 (MK) y4pexxaeHune 34paBooXpaHEHNS AO/KHbI HE3aMeOINTESTbHO
NPOUHGOPMMpPoBaTb KOMUTET NO 3TUKE 0 NPEeKpPaLLeHNUN NN NPUOCTAHOBKE UCCef0BaHNS C MOAPOOHbLIM
06bACHEHMEM NPUYNH B MNCbMEHHON hopMe.

10.5. Ecnv KoMnTeT No 3TUKe OKOHYaTesIbHO WJIM BPEMEHHO OT3bIBAET peLleHne 0 NpoBeLeHum
nccnepoBaHus, uccnefoBaTesb AO/KEH CO0OLWMTb 06 3TOM aAMUHUCTPALLUN MEAULIMHCKOrO YYpeXLeHUs.
10.6. iccnepoBaTenb v (Man) y4pexxaeHue 34paBooXpaHEHN AO/KHbI HE3aMeOUTESTbHO
NPOUH(OPMMPOBaTL OpraHu3aLmio-pa3paboTyrka 06 OKOHYaTENbHOM MM BPEMEHHOM OT3bIBE PELLEHNS Ha
npoBeAeHNE KINHNYECKOro NCCef0BaHNA C MOAPOOHLIM MUCbMEHHbBIM 00 bSCHEHNEM MPUYLH.

10.7. UccnepoBaTeNb LOMKEH COOOLLMTL aAMUHNCTPALUN MEANLIMHCKOMO YYPEXAEHNS O 3aBEPLUEHNM
KJINHNYECKOro nUcnblTaHus. ccnepgoaTenb U (Mn) yYpexxaeHne 34paBo0XpaHeHNs 4OMKHbI MPefoCcTaBnTb
pe3toMe pe3ynbTaToB NCC/IeAoBaHMsA B KOMUTET N0 3TMKE, a TakXe Ntobble 0TYETHI B pa3peLlunTesnbHbIe
WMHCTaHUMKU No ux TpebosaHuio.

XI. OpraHu3saums - pa3paboTynk

JleKapCTBEHHOr o cpeacTBa

11.1. OpraHm3sauus - pa3paboTynk IeKapCTBEHHOro CpeacTBa obecneymBaeT KayeCTBO KANHNYECKOr0
nccnefoBaHMA Ha BCeX ero 3Tanax npoBefeHns n HeceT OTBETCTBEHHOCTb 3a COOTBETCTBUE KJIMHUYECKOr O
nccnepoBaHus TpeboBaHNAM 3aKOHOLATEIbCTBA.

11.2. OpraHu3aumns-pa3paboTynk foMKHA NPefoCTaBUTb AOKYMEHTALMNIO Ha MCCNeayeEMOe NeKapCTBEHHOe
CPeLCTBO, BK/OYas aKTUBHbIE NpenapaThl CpaBHEeHNA 1 nnaLebo, COOTBETCTBYIOLLYIO CTaun ero
pa3paboTku, obecneynTs ero NPon3BOACTBO B COOTBETCTBUN C HOPMATUBHLIMU TpeboBaHUAMU U, NPK
Heobx04MMOCTH, NPOBECTW KOAMPOBAHNE N MAapPKMPOBKY, rapaHTUPYIOLWMe NpUMEHeHNe "cnenoro” MeToaa
ncciefoBaHums.

11.3. B 06493aHHOCTY OpraHn3auun-pa3paboTynka BXOAUT BbIBOP NCCNeaoBaTeNs U (MN) YYpexX aeHNs
3[1paBOOXPaHEHUS U Ha3Ha4YeHVe KOOPANHALMOHHOIO HAaYYHOro LeHTpa, a TakxXe uccienosaTens-
KOOpAMHaTOpa, OTBEYatoLWero 3a KOOpAMHALMIO AeATe/IbHOCTY BCeX UccnenoBaTtesien, y4acTBYOLNX B
MHOIrOLEHTPOBbIX UCC/Ie,OBAHUSX.

11.4. OpraHmn3saunsi-pa3paboTynk HazHavYaeT COTPYOHMKOB, obnadatoLmx COOTBETCTBYOLWEN
KBaJIM(puKaLMen, Ha BCcex 3Tanax npoBefleHnsa nccaefoBaHuns, HaunHasa co CTafun CoO34aHUsA NPoToKONa,
KapT UCMbITYeMbIX, CTaTUCTUKK M 3aKaH4MBas 06paboTKoM AaHHbIX U NOAFOTOBKOW MPOMEXYTOYHOM O U
OKOHYaTesIbHOro OTYETOB A1 PeLleHns BOMPOoCOB MeANLMHCKOro XapakTepa, BO3HUKAOLWNX B Xo4e
nccnepoBaHus. B cnyvyae Heo6X04MMOCTM AN 3TON Lenun MoryT 6biTb NpUBAEYEHbl HE3aBUCUMbIE
KOHCYNbTAHTHI.

11.5. OpraHm3aunsa-pa3paboTink MOXKET NPOBOAMTL HE3ABUCMMYIO OLLEHKY UCCNe0BaHNS, B TOM Yucae C
npusJie4yeHneM cneumaancToB No BONPOCam NPOLo/IKEHNSA, U3MEHEHUA METOL0I0r MK N NpeKpaLLleHns
NCcCnepoBaHmns, 4Nid KOHTPONA Xo4a MCCef0BaHNA 1 AaHHbIX No 6e30MacHOCTW, NoKa3aTenen
3hheKTUBHOCTN UCCNenyeMOoro npenapaTa.

11.6. OpraHu3aumns-pa3paboTynk f0MKHA UMETb AOKYMEHTAJIbHO 0DOPMIIEHHbIE CTaHAAPTHbIE MpoLeaypbl
1 BECTY NPOTOKOJIbI 3aCefaHni, Ha KOTOPbIX MPUHUMAIOTCS pPeLUeHNs No peann3alny npoTokona
KJINHNYECKUX NCCNef0BaHNA NeKapCTBEHHOro CPeACTBa.

11.7. OpraHmu3aumns-pa3pabotynk obecnevymBaeT Noay4eHne NMCbMEHHOr0 COracus BCeX CTOPOH Ha
npefocTaB/ieHne NpsMoro A0CTyna BO BCe Y4aCTBYOLLME B UCTMbITaHUW UCCNIef0BaTENIbCKNE LLEHTPbI U KO
BCEM NEPBUYHBIM LaHHbIM/LOKYMEHTaM 1 0THeTaM A5 UX MOHUTOPWHIA U HE3aBUCMMON OLLEHKN
COOTBETCTBUSA, @ TaKXXe roCylapCTBEHHOIr0 KOHTPOS.
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11.8. loroBopsbl, 3aK104aEMbIE MEXAY OpraHn3aLmen-pa3paboTynkomM n yypex ieHNeM 34paBoO0XPaHEHNS
nnn nio6o Apyrov y4acTBYIOLLEN B UCCIE[0BAHNMN CTOPOHON, AOJKHbI CYLLECTBOBATb B MCbMEHHON
(hopMe Kak 4acTb NPOTOKOJIA UM B Ka4eCTBe CaMOCTOATESIbHbIX LOKYMEHTOB.

11.9. OpraHu3auus-pa3paboTynk obecnevymBaeT CTPaxoBaHUE UCMbITYEMbIX.

11.10. Mopapok Bo3MeLLEeHNS Bpela, MPUYMHEHHOIO XXWU3HW 1 300POBbIO UCMLITYEMOro, ONnpefenseTcs B
COOTBETCTBMM C 3aKOHOAATENIbCTBOM.

XIl. U3roToBsieHVe, pacacoBKa, MapKMpPOBKa N KOAMPOBaHWE NccneayemMoro npenaparta

12.1. OpraHu3auus-pa3paboTynk obs3aHa NPUHSATL Mepbl, obecneynBatoLine cTabunbHOCTb NCCIeyEMOro
npernaparta Ha NPOTSXKEHUN BCEro UCC/Ief0BaHUS.

12.2. OpraHu3aumnsa-pa3paboTynk foHKHa MMETb LOCTaTOYHOE KOJIMYECTBO 1UCCieAyemMoro npenapaTa 4as
OLEHKMN ero CoOOTBeTCTBUSA HOPMATUBHO-TEXHNYECKOW AOKYMEHTaUMN U LOKYMEHTasIbHO 0(hOpMeHHble
pe3ynbTaTbl BbIOOPOYHbLIX aHaAN30B NapTWUiA NpenapaTa C YKa3aHWeM NX XapakTepPUCTUK 1 COCTaBa.

12.3. OpraHu3auus-pa3paboTynk fomxHa obecneynTb XxpaHeHne 0bpa3LoB npenapaTa (HAaCKONbKO
no3BonseT CTabunbHOCTL) A0 OKOHYAHWSA aHaM3a AaHHbLIX N0 NCCNELOBAHMIO UN B TeYEHUe CPOKa,
onpeLeneHHoro AencTBYOWMMN HOPMAaTUBHLIMU TpeboBaHUAMM, B 3aBUCMMOCTMW OT TOI0, Kakow nepuog
XpaHeHus aBnseTcs 6osiee NPOAOIKUTENBHBIM.

12.4. MapKkunpoBKa npenapaTa 40/KHa 0TBeYaTb AENCTBYOWMUM HOPMATUBHbLIM TPeboBaHNAM C YyKa3aHUeM
CPOKa ¥ yCNOBUI XpaHeHMsa nccaefyemMoro npenapaTa.

12.5. YnakoBKa nccaefyemMoro npenapaTta LO/DKHA 3aliuULLiaTh ero OT 3arpa3HeHus uam nopyu npu
TPaHCNOPTUPOBKE N XPaHEHWUMW.

12.6. B pamkax "cnenoro" Metoda cCMCTEMa KOAMPOBaAHMA UCCeLyeMOro npenapaTa A0JKHA BKOYaTb B
cebs mexaHn3M, NO3BONAIOWMIA NAEHTUPULMPOBATL €ro B Cily4ae HEOTNIOXKHbIX COCTOSAHUN, HO 1 He
LONYCKaoLWMNN BO3MOXXHOCTY HE3aMETHOI0 packpbITUSA Koaa.

12.7. OpraHu3aumns-pa3paboTynk NnocTaBASeT UCCaefyeMblin NpenapaTt yYpexK4eHno 34paBo0XpaHeHNS
TOJIbKO MOCJIe TOro, Kak noJslyYeHbl MoNoXUTENIbHOE 3aK/ioYyeHe oT KoMuTeTa Mo 3TUKe 1 pelleHne
MuHncTepcTBa 34paBooxpaHeHns Poccninckon denepaumm 0 NpoBedeHUn KIMHNYECKOro UCCie0BaHNS.
12.8. B nuCbMeHHbIX NpoLeaypax opraHu3aumnmn-pa3paboTymka LOKHbI COLEPXAaTbCA MHCTPYKLUMW ANS
nccnenosaTens rno npasuiaM noayvyeHmns, yyeTa, XpaHeHuns, Bblgaqyn npenapaTa, M3baTus
HeMcnoJsib30BaHHOMO NpenapaTa Y UCNbITyeMbIX U BO3BPaLLeHUs ero opraHu3aumm-paspaboTymky nam
Apyrue cnocobbl ero yTuamsaunm, He NPOTMBOPeYaLLne AeACTBYIOLMM HOPMATNBHbLIM TpeboBaHMAM.

12.9. OpraHuzauus-pa3paboTtynk obsa3zaHa: 1) obecneynTb CBOEBPEMEHHYIO MOCTaBKY MCCIEAYEMOro
npenapaTta UCCiefoBaTesNto; 2) 4LOKYMEHTaIbHO 0hOPMASATL AOCTaBKY, MPUEMKY, Bblgadvy, BO3BpaT U
YHUYTOXEHME NEKAPCTBEHHOIO CPEACTBa; 3) yCTaHOBUTb NPOLEAYPbl M3BATUA N YyTUAN3aLUN
nccnepyemoro npenapata v 0hopMaeHNS COOTBETCTBYIOLLMX aKTOB (0T3biBa BpakoBaHHbLIX NapTUiA,
BO3BpaLLeHUs npenapaTa nocsie OKOHYaHWs UccneoBaHns Uan no UCTe4eHnn CpoKa rogHOCTH).

XIlI. Bbibop uccneposatens

13.1. lo nognucaHusa goroeopa C y4pexxaeHnem 34paBooXpaHeHnsa Ha npoBefeHne KINHNYeCcKoro
nccnepoBaHns opraHn3auuns-paspaboTymk fomxHa 3abnaroBpeMeHHO NPefoCTaBnaTh MCCef0BaTENIO ANS
03HaKOMJIEHWUS MPOTOKO KIMHNYECKOro NCCefoBaHNA 1 bpoluopy nccnenoBaTens B TEKYLWER pefakuunn.
13.2. Mpu noanucaHnMm AOroBopa opraHnsaumnsa-paspaboTymk SOMKHa MNOYyYMTb COrlacne uccnenoBaTens
1 (MnKn) yypexaeHnsa 34paBooXpaHeHnsa Ha: 1) npoBefeHne UCCnenoBaHNs B COOTBETCTBUM C HACTOALLNMNA
MpaBunamu, OeNCTBYIOWMUMI HOPMATUBHBIMU TPEOOBAHNAMMN, @ TaKXe MPOTOKOAOM KJIMHUYECKOrO
nccnenoBaHmns, CorlacoBaHHbIM C KOMUTETOM N0 3TUKe; 2) cobnofeHne yCTaHOBAEHHbIX npoLeayp cbopa
N NpefoCTaBNeHNA AaHHbIX; MPOBeAEHNEe MOHUTOPUHIA, HE3aBMCKMMOWN OLIEHKWN COOTBETCTBUA U
roCyfapCTBEHHOr0 KOHTPOS; 3) XpaHeHMe OOKYMeHTaLmMmW Mo UcciefoBaHuIo 40 Tex nop, noka
opraHu3auna-pa3paboTyuk He COOBLLMT nccnenoBaTeNto v (UK) yYpexx 4eHWI0 34paBooXpaHeHuns ob
NCTEeYEHUN CPOKa XpaHeHNs OOKYMeHTaumnu.

13.3. NMpu nognucaHMm gorosopa opraHusaumen-pa3paboTynkom n yupexxaeHmeM 34paBooxXpaHeHns
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OroBapuBaloTCA (PMHAHCOBbLIE aCNeKTbl KINMHUYECKOr0 NCCnenoBaHms.

XIV. OpraHusaumsa nccnenoBaHus,

cbop faHHbIX 1 BeAeHWe 3anncen

14.1. OpraHu3aumnsa-pa3paboTynk Npu UCNoJSIb30BaHNM KOMMbIOTEPHbIX CNocoboB cbopa AaHHbIX U (1n)
CMCTEMbI MX yAaNeHHOr0 BBOAA A0JKHaA: 1) obecneynTb 1 AOKYyMEHTa bHO 0(pOPMUTL COOTBETCTBUE
CUCTEM KOMMbIOTEPHOrO cbopa AaHHbLIX TpeboBaHNAM, NPeabABASEMbIM K MOJHOTE 1 LOCTOBEPHOCTU
JaHHbIX, @ TakXXe HaeXXHOCTW CaMOl CUCTEMbI; 2) UMeTb CTaHAaPTHbIE NpoLeAypbl MO UCMOJIb30BAHMIO
3TuX cnucTteM; 3) ybeamTbCs B TOM, YTO CUCTEMA MO3BOJISIET OHOBPEMEHHO KOPPEKTMPOBATbL AaHHbIE U
pPerncTpmMpoBaTh BHECEHHbLIE U3MEHEHUS; 4) UMETb CUCTEMY 3alLUUTbl AaHHbIX OT HECAHKLMOHMPOBAHHOIO
A0CTYyNa; 5) UMeTb CMUCOK NNL, YNONHOMOYEHHbIX peaKTMPOoBaTb AaHHbIE; 6) perynsapHoO OCyLeCcTBAATb
pe3epBHOE KOMMPOBaHWE AaHHbIX; 7) NpeaycMaTpmuBaTh BO3MOXHOCTbL cobnoaeHmsa TpeboBaHuii "cnenoro”
MeTopAa, T. €. COXPaHATb KOAMPOBaHNe BO BPeMS BBOAa 1 06paboTKM AaHHbIX.

14.2. Ins naeHTuhrKaLum KOHKPETHOIO NCMbITYEMOro opraHun3aumna-pa3paboTynk 0oJXKHa MCMNOb30BaTh
NHAVBMAYaNbHbIE KOLbI, HE AOMNYyCKaloWMe ABOSKON NHTEpNpeTaLnu.

14.3. OpraHunzaumns-pa3paboTynk LOMKHA XpaHUTb BCe OTHOCALLMECS K MCCIeA0BaHMIO [OKYMEHThI B
COOTBETCTBUM C TPpeboBaHUAMM HacToSALWMUX MpaBun.

14.4. MNpwn npekpalleHmmn pa3paboTku npenapaTa No 04HOMY WK BCEM MOKa3aHUSAM OpraHu3auns-
pa3paboTynK [OJIKHA XPaHUTb LOKYMEHTALMIO MO NCCNENOBAHNIO B TEYEHNE 2 IET C MOMEHTA
ohmLMaNbHOro NpekpalleHns pa3paboTky NanM B COOTBETCTBUM C AENCTBYOLUMN HOPMATUBHbLIMU
TpeboBaHMAMMN.

14.5. MNpwy npekpaLLeHnn KINHUYECKUX NCCNIef0BaHNI JIeKapCTBEHHOIo CpeCTBa OpraHmnsaums-
pa3paboTynK CTaBUT B M3BECTHOCTb Y4aCTBYIOLNX B NCCIEA0BAHUN UCCAefOoBaTENEN N (MKN) yYpeXAeHNS
3[paBooxpaHeHns 1 MMHNCTEPCTBO 34paBooOXpaHeHmsa Poccninckon degepaumnm.

14.6. OpraHun3auus-pa3paboTynk coobliaeT nccaenoBaTesto B MMCbMeHHON hopMe 0 HeobXoaAnMOoCTH
XPaHUTb AOKYMEHTALMIO N0 UCCIEA0BaHNIO 1 YBEAOMASET ero 06 NCTe4YeHNN CPOKa XPaHeHUS.

14.7. OpraHun3aumns-pa3paboTynk foMKHA CBOEBPEMEHHO NPeACTaBAATb UCC/IeI0BATESIO KOMUN pPeLleHmns
MwuH3gpaBa Poccnn 0 npoBeAeHNN KIANHNYECKOrO CCeaoBaHns, 06 oT3biBe v NpUOCTaHOBKE paHee
BblAAHHOI0 3aK/to4yeHns KoMuTeTa no 3TuKe.

XV. [locTyn K LOKYMeHTaumnm rno ncciiefoBaHno

15.1. OpraHu3auus-pa3paboTynk fonxHa obecneynTb AOCTYN UL, OCYLLECTBASIOWMNX MOHUTOPUHE 1
He3aBNCMMYIO OLlEHKY COOTBETCTBUSA, NpeAcTaBuTenen KomuteTa no 3TUKe N KOMMETEHTHbLIX OPraHoB K
npoBepKe xofa NpoBeAeHNs KINHNYECKOr0 NCCnefoBaHns, UCXOAHbIM AaHHbIM U AaHHbIM, MOAYYEHHbIM B
X04e uccnenoBaHus.

15.2. OpraHuzaumns-pa3paboTynk fomkKHa ybeanTbCs B TOM, YTO KaXXAbIA NCMbITYEMbIA Aasl MUCbMEHHOe
NH(OPMUPOBAHHOE Cornacue Ha NPsAMon AOCTYN UL, OCYLLECTBAAOWMX MOHUTOPUHT 1 HE3aBUCUMYIO
OLIEHKY COOTBETCTBMSA, MpeAcTaBuTenen KommteTa no 3TMKe N KOMMNETEHTHbIX OPraHoB K ero
MeONLUNHCKAM 3amnncam.

XVI. TopsfoK 0TYETHOCTK

16.1. OpraHuzaums-pa3paboTtynk obecneymsaeT oueHKy 6e30macHOCTU Uccaenyemoro npenapaTta B
TeyeHne BCEro KANHNYECKOro nccienoBaHus n obssaHa yBedoMaaTb UCCIefoBaTeNs U (UNK) yupexxaeHne
3[4 paBooOxXpaHeHus, KommteT no 3Tnke n MmnHsgpas Poccnn 060 BCex yCTaHOBNEHHLIX PakTax, KOTopble
MoryT HebnaronpusTHO NOBAMATL Ha 6e30MacHOCTb UCMbITYEMbIX, CO06LaTb 060 BCEX CEPbE3HbIX
HenpeaBuaeHHbIX N06oYHbIX 3heKTax leKapCcTBa.

16.2. OpraHmn3saunsi-paspaboTynk gokHa obecneynTb BHE 3aBUCUMOCTY OT TOro, 6b110 M UCCenoBaHme
3aKOHYEHO NW NPeX4EBPEMEHHO MPEKpaLLeHo, NpeacTaBaeHne 0TYETOB O KJIMHUYECKOM UCCef0BaHMM B
MwuH3npaB Poccun B COOTBETCTBMM C 3aKOHOOATENLCTBOM.

16.3. Ecin nccneposaHne npexxaeBpemMeHHo npekpaLleHo nim npuocTaHoBIEHO, OpraHM3auns-
pa3paboTynK fo/MKHA HeMeaSIeHHO coobwunTb 06 3TOM B MUH3apaB Poccum, a Takxe UccienoBaTeso u
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(nnn) yyYpexxaeHuto 34paBo0XpaHEeHNs C YKa3aHMeM NPUYNH, @ TakKe NOCTaBUTb B U3BECTHOCTb KomuTeT
Mo 3TUKE 0 (haKTe M MPUYNHAX NPEKPALLEHNS UK NMPUOCTAHOBKK NCCNe0BaHMA.

XVII. MOHUTOPUHT

17.1. MOHWUTOPWHI NPOBOAMTCA C Lenbio obecneyeHuns npas, 6€30MacHOCTK U OXpaHbl 340POBbLS
NCNbITYeMbIX; NOATBEPXLEHNUS TOYHOCTU U MOJIHOThI NMOJIYYEHHbIX B X04€e UCCNef0BaHNs AaHHbIX;
NOATBEPXAEHNSA COOTBETCTBMSA NMPOBOANMOr0 KJIMHNYECKOro NCCnefoBaHna HacToawmm lMNpasunam,
AENCTBYIOLWNM HOPMATUBHbLIM TPebOBaHMAM 1 YyTBEPXKAEHHOMY MPOTOKOY MCCNea0BaHNS.

17.2. dnsnyeckoe A1, OCYLLIECTBAAIOLLEE MOHUTOPWHE (Jafee - MOHUTOP), MMEEeT COOTBETCTBYIOLLYIO
NMoAroTOBKY, a TakXXe obnafaeT HayYHbIMU W (MAKN) MEANLMHCKUMW 3HAHUAMN, He0BX0OUMbIMU s
Ha4/e)Xallero BbiMOJHEHNS CBOMX (PYHKLMIA. HeobxoanMo OKYMeHTaIbHOE NOATBEPXKAEHME
KBanMuKaLmm MOHNTOPA.

17.3. MoHnTOp A0/MKEH BbiTb XOPOLLO 3HAKOM CO CBOMCTBaMMW MCCeQYEMOro npenapaTa, MPOTOKOA0M
nccnenoBaHua, OpMo MMCbMEHHOI0 COrnacua U ApyruMmm NnpeaocTaBaseMbiMN UCTbITYEMOMY
MaTepuanamy, CTaH4apTHLIMK poLedypammn CroHcopa, HacToAwmMMy MpaBunamMmn n 4ENCTBYIOLWNMN
HOpPMaTMBHbIMU TpeboBaHNAMU,

17.4. OpraHuzauus-pa3paboTynk onpenenset 06bem n 0C06EHHOCTM MOHUTOPUHIA, KOTOPbIE 3aBUCAT OT
uenen 1 3agad, MeToL0JIOMMN, CJIOXKHOCTM U BUAA KINMHUYECKOr0 NCCNef0BaHNS, KOMYECTBa NCMbITYEMbIX
1 XapakTepa n3mepsaeMbix nokasaTtesnen.

17.5. MoHMTOp pacCcMaTpPMBAET HaaM4Me COOTBETCTBYIOWEN KBaIMUKaL MK, onbiTa y MCCeaoBaTens u
nepcoHana, y4aCTBYIOLWEr0 B KINHNYECKMNX NCCeA0BaHMAX, Hanyne yCaoBuin Aas NpoBeaeHns
NCCNenoBaHNA, B TOM YMC/e NMOMELLEHWIA, OTBEAEHHbIX OS5 Lenen nccnenosaHus, nabopatopum un
obopynoBaHms.

17.6. MoHMTOp YKa3blBaeT UCCNe[0BaTes0 Ha HapyLLEHNS NPOTOKO1a, CTaHOAPTHLIX NpoLuenyp,
HacToawwmx MNpaBun, OEeNCTBYIOWUX HOPMaTUBHbIX TpeboBaHWi, a TakXe obecnevynBaeT NpUHATUE
HaZfieXxalmnx Mep Bo n3bexxaHne NoBTOpeHUS 0OHapYXEHHbIX HapyLLIEHUIA.

17.7. MoHunTOp cobntofaeT CTaHAAPTHLIE U Apyrue Npoueaypsbl, yCTaHOBJIEHHbIE OpraHu3aumen-
pa3paboTynKoM Ans AaHHOIrO NCCIef0BaHUS.

17.8. Pe3ynbTaTbl CBOEWN NPOBEPKM MOHUTOP OPOPMISAET NMUCbMEHHbBIM OTHETOM, KOTOPbIN COAEPXUT AaTy,
Ha3BaHMWe UccefoBaTeNbCKOro LeHTpa, (haMuinio MOHUTOPa, NCCnegoBaTeNa Unn 4pyroro uua,
Yy4aCTBYIOLLEr0 B NEPEroBopax/nepenmnucke; KpaTKoe onmcaHne 06beKTOB NPOBEPKU, MOYYEHHbIE
pe3ynbTaThbl, BbISBJIEHHbIE HEAOCTATKN U HapYyLIEHWS, BbIBOAbI, ONUCAHNE NPeanpUHATLIX UK
NAaHUPYEMbIX MeP U (M) peKoMeHOaummn no YCTPaHEHWIO HapyLLEHUNA.

XVIII, He3aBncrmas OLEeHKa COOTBETCTBUS

18.1. He3aBncMMas OLEHKa COOTBETCTBUSA ABASETCS CaMOCTOATEIbHOW NPOLEeAYypoN, He CBA3aHHOW C
MOHUTOPUHIOM M KOHTPOJIEM Ka4yecTBa, 3a4ayeil KOTOPON ABASeTCA NpoBeLeHMe opraHusaumen-
pa3paboTyYNKOM BCECTOPOHHEN NPOBEPKN COOTBETCTBUSA KJIMHNYECKOr0 NCCIe40BaHNSA HACTOALLNM
MpaBunam, 4eNCTBYOWEMY 3aKOHOAATENbCTBY, CTaHAAPTHLIM NpoLenypaM 1 MPOTOKOY KINHUYECKOr O
nccnenoBaHums.

18.2. lns npoBeAeHNs HE3aBUCUMON OLEHKM COOTBETCTBUSA OpraHmM3aunsa-pa3paboTymk Ha3HavyaeT
He3aBNCMMbIX UL, HE Y4ACTBYOLLMX B J@HHOM UCCef0BaHMM 1 obnafatowmnx COOTBETCTBYOLLEN
NOArOTOBKOW, KBanUUKaLMEN 1 ONbITOM A5 NPOBEAEHNS OLLEHKN (fanee - NPOBEPSIOLLNX),
KBanMMKaL Mg KOTOPbIX A0/KHA ObITb JOKYMEHTANbHO MOATBEPXKAEHA.

18.3. OpraHuzauus-pa3paboTynk obecnevymBaeT NpoBeAeHNe HE3aBUCUMON OLEHKN COOTBETCTBUS
KJIMHUYECKOr0 UCCIef0BaHNA B COOTBETCTBMM CO CTaHA4APTHLIMU NpouefypaMn, KOTopbie onpenesnsaoT
00BEKTHI OLIEHKN, METOA, U YAaCTOTY NPOBEAEHNSA NPOBEPOK, a TakKe POPMY 1 COLEPXKAHNE OTHETOB
NPoBEPSIOLLMX.

18.4. MnaH npoBeAeHUs n Npouenypa HE3aBUCUMOW OLIEHKM COOTBETCTBMA 3aBMCAT OT 3a4av
nccnenoBaHns, KoMYecTBa UCMbITYEMbIX, TUNA U CNOXHOCTU NCCNefoBaHns, CTeneHn pucka 4ns
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NCNbITYeMbIX U BbISBIEHHbIX B X04€ uccnenosaHna npobnem. PesynbTaTbl HE3aBMCMMOW OLLEHKN
0hOpMASAIOTCH LOKYMEHTANbHO.

18.5. KoMneTeHTHble opraHbl MOryT 3arnpalnBaTb OTYET NPOBEPSAIOLLEro, Kak Npasuo, Npu BbiSBAEHUN
Ccepbe3sHbIX HapylueHnin TpeboBaHMIN HacTosWMX MNpaBun nnn B xoae cyaebHbix pa3brupaTensCTs.

18.6. BbiiB/IEHHbIE NMPY HE3aBUCUMOW OLEHKE COOTBETCTBUS HapyLlleHns TpeboBaHWi MpoToOKONA
KJINHNYECKOro nccaefoBaHns, CTaHAAPTHbBIX Npoueayp, HacToawmx Mpasun n (Mnn) eNCTBYOLWMX
HOPMaTMBHbIX TpeboBaHMIN [OMKHbI BbITh YCTPaHEHbI NO4 KOHTPOJIEM OpraHM3aunn-paspaboTynka.
18.7. Eciin B Xx0ie MOHUTOPUHIa 1 (MJ11) HE3aBMCUMOWM OLIEHKM BbISBJSAIOTCA CEPbE3Hble U (1K)
NoBTOPSIOLLMECS HapyLleHNs TpeboBaHMIN K MPOBEAEHUNIO NCCIeA0BaHMSA, OpraHn3aumnsa-pa3paboTynk
LO/MKHA OTCTPaHUTb MCCepoBaTens u (nnm) ydpexxaeHne 3apaBooXpaHeHNs OT y4acTus B UCMbITaHUu,
NOCTaBMUB B N3BECTHOCTb pPa3pelunTesibHble OpraHbl.

XIX. OCHOBHbIE LOKYMEHTbI KIIMHNYECKOro nccnenoBaHns

19.1. OCHOBHbIMW JOKYMEHTaMWN KIMHNYECKOro NCCef0oBaHnaA ABNSIOTCA: bpolwwopa nccnenosaTtens,
NPOTOKOJ1 KIIMHNYECKOro NCCNefoBaHns, 0THET 0 NPOBEAEHNN KIMHUYECKOr0o NCCIef0BaHNS,
NHAMBMAYAbHAA KapTa UCMbITYyeMOro, nHGopMauns ona cybbekTa nccnenoBaHus n popma
NH(OPMNPOBAHHOMO cornacus.

19.2. HopMmauns fomkHa bbiTb N3/10)KEHa B TaKOHWYHOW, AOCTYMNHON, 06 bEKTNBHOW, B3BELLEHHON 1
JINLLEHHOW pPeKIaMHOr0 OTTEHKa (hopMe, NO3BOJIAOLWEN KIANHULMCTY UK NOTEHUMAaNbHOMY UCCIef0BaTEeNtO
cchopmMmpoBaTb CBOE COBCTBEHHOE HEMPELB3ATOE MHEHME OTHOCUTESIbHO Lienecoobpa3HocTu
NaaHMPyeMoro nccnefoBaHns, 0CHOBaHHOE Ha COMOCTaBIEHMM PUCKA U NOJIb3bl 418 UCMbITYEMbIX.

19.3. XapakTep 1 06bem nHopMaLmMm 3aBUCAT OT CTafaumn pa3paboTku n3y4aemoro npenapaTta. Ecan
nccnenyemblin npenapaTt HaxoanTca B cB06oAHON Npofake 1 ero hapMakonornyeckme CBOMCTBa 3HAKOMbI
6ONbLIMHCTBY NPaKTUKYIOLWMX Bpayei, bpolwtopa nccnenoBatens MoXXeT bbiTb MeHee NoapobHON.

19.4. C cornacma MuHsapasa Poccrn BMecTo bpoLutopbl uccnegoatens MoryT 6biTb NCMOb30BaHbI
CTaHAAPTHbIM MHPOPMALMOHHBIN MNCTOK, MHCTPYKLNS NO NPUMEHEHNIO NeKapCTBEHHOMO NpenapaTa Win
JINCTOK-BKNAAbIL, MPK YCNOBMUK, YTO OHU COAEPXKAT HEeYyCTapeBLUYI0, BCECTOPOHHIO M 4OCTAaTOYHO
noapobHyto nHhopmauuio 060 BCcex CBONCTBaxX N3y4aemMoro npenapaTa. bpowiopa nccnegosatens
COMPOBOXAAETCSA CMUCKOM MCNOJIb30BaHHOM INTEpPaTypbl.

19.5. bpowiopa nccnegoBaTens nepecMaTpUBAETCS HE pe)xe 0AHOM0 pasa B rog u, npyn HeobxoanmMocTu,
ncnpasnseTca 1 AOMONHAETCA B COOTBETCTBUM CO CTaHAAPTHbLIMU NpoLeaypaMmn opraHn3aumnm-
pa3paboTynka. bpolopa nccnenoBaTens MOXET nepecMaTpmBaThCs 1 6onee 4acTo, B 3aBUCUMOCTU OT
CcTagum pa3paboTku npenapaTa 1 No Mepe NMOCTYMJIEHNS HOBOW 3HA4YMMON MHGOPMaLnN.

19.6. Ecnn BKItoYaeMble B bpoltopy HOBble AaHHbIE ABAAOTCSA 0C060 BaXKHbIMMK, C HUMKU HeobXx0AMMO
03HaKOMUTb UccnepoBaTenen, a Takxe KomuteT no aTuke u (nam) MuHsgpas Poccum go Toro, Kak atu
AaHHble OyayT BKJOYEHBI B HOBYIO pefakuumio bpoLtopsl nccnegoeatens.

19.7. OpraHunzauus-pa3paboTynk obecnevymBaeT CBOEBPEMEHHOE NMPEAOCTaBIEHNE NCC/IEA0BATENIO
Tekylen pegakumy bpowtopsl, a uccneposaTtesib NepefaeT ee B COOTBETCTBYOWNA KOMUTET N0 3TUKE.
19.8. B Tex ciy4vasx, Korga cocTtaBieHue TpaauumnoHHoW bpoLutopbl nccnegoBaTesis HEOCYLWEeCTBUMO, B
KayecTBe aflbTepHaTMBbI MOXKET B6biTb NPeACTaB/IEHO AOMOJHEHNE K MPOTOKOY UCMbITaHWA B BUAe
pa3aena "ObocHoBaHWe nccnenoBaHUs", 0OCHOBAaHHOIO Ha MOCNEOHUX AaHHbIX.

19.9. Ha TuTynbHOM nucte bpolutopbl nccnefosatens nam "060CHOBaHMA UCCNef0BaHNS" YKa3biBAOTCH
Ha3BaHWe opraHm3aunm-paspaboTymka, NAEHTUPUKATOPLI KOHKPETHOrO NCCNeayEMOro npenapaTa (Koa,
XUMUNYECKoe NN yTBEPXKAEHHOE TPagMLUNOHHOE Ha3BaHMe, a TakXXe NaTeHTOBaHHOe Ha3BaHue, eciv 3TO
CorflacyeTcs C XenaHWeM CNoHCopa 1 He NPOTUBOPEYNT AENCTBYIOLLEMY 3aKOHOA4ATENbCTBY) 1 AaTa UX
n3gaHuns.

19.10. Mo »enaHnto opraHn3aunn-paspaboTyinka MOXXHO BKIOYMTb B bpoLutopy nccnegosaTtens nam
"ObocHoBaHMe NccaenoBaHna" yBedoMIeHNE NccnenoBaTenen n (Unn) nonyvyaTenen JOKYMEHTa B TOM, 4TO
HAaHHbIN JOKYMEHT AO/DKEH pacCMaTPUBATbLCS KakK KOHMAEHUNaNbHaaA MHGopMaLus, npegHasHayeHHas
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NCKJIIOYNTESIbHO 415 03HAaKOMAEHMS U UCMOJIb30BaHWA KOIIEKTUBOM uUccnegosatenen n Kommtetom no
3TUKE.

XX. OTYeT 0 KNMHUYECKOM UCMbITaHU

20.1. OTYeT 0 KJIMHMYECKNX NCCNeaoBaHNAaX JIEKapCTBEHHOIO CPeACcTBa AOJKEH BKAOYaTb: 1) OCHOBaHMS,
[atoLne NpaBo Ha NPOBeAEHNE KIMHNYECKUX UCCNef0BaHNI; 2) AaTy Havasla 1 3aBepLUEHNS KIIMHNYECKUX
nccnenosaHui; 3) Lenb, 3a4ayv U BUA UCCNenoBaHns; 4) KpUTepun BKIIIOYEHUSA U UCKIOYEHNS
NCNbITYEMbIX; 5) XapaKTePUCTUKY KINHUYECKON rPYNMbl NCMbITYEMbIX, 0TOBpaHHbIX AN5 MPOBEeAEHNS
KJINHNYECKUX NCCNefoBaHNii; 6) cxeMy NPOBEAEHUS IeHYEHUS, CONYTCTBYIOLLYIO Tepanuio; 7) onncaHme
KPUTEPMEB OLIEHKMN KJIMHUYECKOW 3(PHEKTUBHOCTU, NEPEHOCUMOCTM, 6E30MacHOCTM U METOL0B
CcTaTucTu4eckon obpaboTkm pesynbLTaToB.

20.2. Pe3ynbTaTbl KIMHNYECKOr0 U3y4YeHNsa NeKapCTBEHHOrO NpenapaTa clefyeT npeacTaBisaTh B Buae
obobuwatowmx Tabauy (rpadukos) C COOTBETCTBYIOLLEN CTAaTUCTUYECKON 06paboTKOM N KOMMEHTapNEB K
HUM.

20.3. OTYeT [O/KEH cofepXaTb pa3fes, NOCBALLEHHbIN 06CYKAEHNIO NOTYYEHHbIX Pe3ybTaToB, U
3aKaH4YMBaTbCS BbIBO4AMU C PEKOMEHAaUMAMN nccnegoBaTenei o LenecoobpasHoCcTh Me4ULNMHCKOro
NPUMEHEHUs N perncTpaunn npenapaTa.

20.4. K oTyeTy npunaraeTcs 4OKYMEHTaLMs N0 YYeTy U pacxody UCCNeayeMoro eKapCTBEHHOro
cpenctea. OTHET NOANUCHIBAETCA PYKOBOANTENEM YUYPEXXAEHNS 34PAaBOOXPAHEHNS N CKPENnseTcs
COOTBETCTBYHOLLEN nevaTblo. OTYeT HanpasnseTca B MuHsgpas Poccun Ana paccMoOTpeHus.
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