00 yTBep>XaeHuu NpaBu HapnexXxalen KIMHUYECKOW NPaKTUKHK

Mpukas - Ne 200H - 0T 01.04.2016 - MMHUCTEPCTBO 34pPaBOOXpaHeHNs - [JlencTeyeT 6e3 n3mMeHeHun

MWHWCTEPCTBO 3[IPABOOXPAHEHWNSA POCCUNCKOW ®EOEPALINN

MPUKA3

MockBa

1 anpens 2016 r. Ne 200H

06 yTBEpXAEHWM NPaBWA HaLNeXallen KIMHNYECKON NPaKTUKK

3aperucTpupoBaH MuHiocTom Poccun 23 asrycta 2016 r.

PernctpaunoHHbii Ne 43357

B cooTBeTCTBUM C NyHKTOM 18 cTaTbu 5 PepepanbHOro 3akoHa ot 12 anpens 2010 r. Ne 61-03 "06
obpalleHnmn nekapcTBeHHbIX cpeacTs" (CobpaHue 3akoHoaaTeNnbCTBa Poccuinckon ®enepauuu, 2010, Ne 16,
CT. 1815; 2012, Ne 26, cT. 3446; 2013, Ne 27, cT. 3477; 2014, Ne 52 cT. 7540) n nyHKTOM 5.2.155
MonoxxeHns 0 MMHUCTEPCTBE 34paBooXpaHeHmnsa Poccninckon degepaummn, yTBePXAEHHOr0
noctaHoBneHueMm MpasuTtenscTBa Poccminckon depepauun oT 19 nioHs 2012 Ne 608 (CobpaHue
3aKoHoJaTeNbCTBa Poccninckonm Pepepaunn, 2012, Ne 26, cT. 3526; 2015, Ne 23, ¢T. 3333), nprKasbiBalo:

1. YTBepanTb Npunaraemslie MpaBunia Hagnexallen KIMHNYECKON NPaKTUKK.

2. YcTaHoBUTb, 4TO MpaBuia Hagnexallen KAMHUYECKON NPaKTUKKN, yTBEPXAEHHbIE HAaCTOALMUM MPUKa3oM,
pacrnpoCTPaHSIOTCA Ha MPaABOOTHOLIEHWSA MO MPOBEAEHNIO KIIMHNYECKUX NCCIIeA0BaHNI 1eKapCTBEHHOMO
npenapaTta 4S8 MeAULUHCKOr0 MPUMEHEHNS, 3a8BIeHNS O Bbl4aye pa3peLleHunin Ha NpoBeaeHne KOTopbIX
nofaHbl B yCTaHOBJIEHHOM MOPSAAKE NOoC/e BCTYNAEHNS B CUTY HAaCTOALLEro NpmKasa.

3. MpusHaTb yTpaTMBLIMM CMAY NprUKa3 MnHUCTEpCTBa 34paBooxpaHeHus Poccuinckon ®epepaumm ot 19
nioHs 2003 r. Ne 266 "06 yTBepxaeHUn MpaBna KNIMHMYECKOW NpakTukn B Poccuinckon ®egepauyunn”
(3apeructpuposaH MUHUCTEPCTBOM toCcTULMK Poccuinckon ®egepauumn 20 nioHa 2003 r., perncTpaunoHHbIN
Ne 4808).

Bpno Munuctpa WN.H.KarpamaHsH

YTBEpXAeHbl

nprka3oMm MuHmncTepcTBa

3 paBoOXpaHeHns

Poccuinckon degepaunmn

oT 1 anpens 2016 r. Ne 200H

MpaBunia Hag/exXalen KNINHNYECKON NPaKTUKN

|. Obwue nonoxxeHus

1. HacToswue MpaBnia Hagnexallen KIMH1N4eckon npakTuky (panee - NMpasuna) peryanpyoT OTHOLWEHWA
no NJaHMPOBAHMIO, OPraHM3aLnmn, NPOBEAEHNIO, MOHUTOPUHTY, ayANTY, AOKYMEHTUPOBAHNIO KINHUYECKNX
MccnefoBaHUIM ekapcTBEHHbIX NpenapaToB N8 MeAULMHCKOrO NPUMEHeHNs (fanee COOTBETCTBEHHO -
KJIMHNYECKOEe NCCNIeA0BaHNe, NEKAPCTBEHHLIN NpenapaT) C y4aCcTMEM YenoBeKa B KayecTBe CybbekTa
KAUHUYECKOro NCCNefoBaHNS, aHann3y 1M NpeacTaBAeHUI0 Pe3ynbTaToB KIUHUYECKUX NCCIeA0BaHUNA,
obecneymBatoLme rapaHTUIO LOCTOBEPHOCTY M TOYHOCTY MOJYYEHHbIX AaHHbIX U MPeacTaBAEHHbIX
pe3ynbTaToB, @ TakXXe 3aluMTy NpaBs, 340P0BbS N KOHDUAEHLMANBHOCTN NEPCOHANbHBIX AaHHbIX
YHaCTHUKOB KJIMHNYECKOro UCCae0BaHNA.

2. Ana yenen HacToAwmx MpaBna NPUMEHSIOTCA TEPMUHBI U ONpPeaeneHuns, NCnosib3yemsie B PegepasnbHOM
3aKkoHe oT 12 anpens 2010 r. Ne 61-®3 "O6 obpalyeHnmn nekapCTBEHHbIX CPefcTB" (Banee - PefepanbHbIN
3aKOH "06 obpalleHnn nekapCTBEHHbIX CpeacTB").

CobpaHme 3akoHogaTenbCTBa Poccunckon ®epepaumm, 2010, Ne 16, cT. 1815; Ne 31, cT. 4161; Ne 42, CT.
5293; Ne 49, cT. 6409; 2011, Ne 50, c1. 7351; 2012, Ne 26, cT. 3446; Ne 53, cT. 7587; 2013, Ne 27, cT. 3477;
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Ne 48, cT. 6165; 2014, Ne 11, cT. 1098; Ne 43, cT. 5797; Ne 52, cT. 7540; 2015, Ne 10, cT. 1404; Ne 27, CT.
3951; Ne 29, cT. 4359, cT. 4367, cT. 4388; Ne 51, cT. 7245; 2016, Ne 2, cT. 325; Ne 9, cT. 1268; Ne 23, CT.
3287.

3. O6bEKTOM KJIMHNYECKOr0 NCCNeaoBaHNs ABASETCA IeKapCTBEHHas hopMa hapMaKooru4yecku
aKTMBHOIO BellecTBa nan naauebo, nsyvyaemole In NCMNOJb3yeMble A8 KOHTPOJIA B KIMHUYECKOM
nccnenoBaHUW, AN 3aperncTPUPOBaHHbIN JIEKAPCTBEHHbIM NpenapaT A1 MeQULMHCKOro NPUMEHEHNS B
cnyyae, ecny cnocob ero NpMMeHeHNs OTINYaEeTCS OT YTBEPXKAEHHOIO (B paMKax npoueaypsbl
roCyaapCTBEHHOW PerncTpauunm), a TakXKe npu ero UCnoJsib30BaHMM No HOBOMY MOKa3aHWUo Uan ans
NoJIyYeHUs LONOJHUTENBbHOW MHOPMaLMK MO YTBEP)KAEHHOMY MOKa3aHWUIo (fanee - nccneayembli
JleKapCTBEHHbIV NpenapaT). iccnenyemble nekapcTBeHHbIE MpenapaTbl MPUMEHSIOTCA B COOTBETCTBUM C
yTBEPXEHHbIM (B paMKax npouenypbl Noay4YeHUs pa3peLleHns Ha NPOBEAEHNE KIIMHUYECKOr O
nccaenoBaHns) NPOTOKOOM KANHUYECKOr0 MCCAeaoBaHuns.

ObpalleHne nccnegyemMblx 1eKapCTBEHHbIX MPenapaToB OCYLECTBSETCS B COOTBETCTBUM C NMpaBMaaMu
HadeXxallen Nponu3BOACTBEHHON NPAKTUKN 1 NPaBUIaMUN HaaeXXallen NPaKTUKN XPaHEHNS N NEPEBO3KU
JIEKapPCTBEHHbIX MpenapaTos.

MyHKT 18 cTaTbu 5 ®efepanbHOro 3akoHa oT 12 anpens 2010 r. Ne 61-®3 "O6 obpallleHun nekapCTBEHHbIX
cpencts”.

4. KniMHM4eckoe nccnefoBaHue npoBoguTCA B OTHOLLEHUN (h3MYecKkoro amua (nauneHTa nam 340poBoro
n,06poBOJbLIA), MPUHMMAIOLLENO YHaCTME B KJIMHUYECKOM UCC/IeA0BaHMM B COCTaBe FPynmbl, MoJiyyatoLen
NCCNepyeMmeblil TeKapCTBEHHbIN NpenapaT, b0 B COCTaBe KOHTPOJSIbHON FPynnbl (Aafiee - y4aCTHUK
KJMHNYECKOro NCCNefoBaHns).

KaXXabl y4aCTHUK KJIMHUYECKOro NCC/iefoBaHns nocse nonyy4eHns NHhopMaLum o KJIMHNYeCKOM
MccnefoBaHMM 1 0 Havana NPOBELEHUS KIMHUYECKOr0 NCcCiefoBaHmns faeT o6poBO/bHOE cornacume Ha
y4acTue B TaKOM KJIMHWYECKOM UCCNef0BaHUN MOCPEACTBOM NOAMUCAHUA NHPOPMALIMOHHOIO JINCTKA
nauueHTa.

Cornacue Ha y4acTue B KJIMHUY4ECKOM UCCIe0BaHUM MOXET OblTb JaHO 3aKOHHbLIM NpeacTaBuUTeNeM
YyYaCTHUKA KIMHUYECKOro NCCnefoBaHus.

B oTHOLWEHUN LA, YKa3aHHOro B YacTu 2 cTaTbh 20 ®enepanbHOro 3akoHa oT 21 Hosbps 2011 r. Ne 323-
®3 "06 ocHOBax 0xpaHbl 340p0BbA rpaxaaH B Poccuinckon Gegepauun” (CobpaHne 3akoHoAaTebCTBA
Poccninckon ®epepaunn, 2011, Ne 48, cT. 6724; 2013, Ne 48, cT. 6165).

5. KnuHunyeckoe uccnefoBaHne neKapCTBEHHOro npernapaTta NpoBOAMTCA Ha OCHOBaHUW pa3peLleHns Ha
npoBefeHne KNMHNYeCKoro nccaefoBaHns, BblaHHOro MMHUCTEPCTBOM 34 paBoOXpaHeHNs Poccuninckon
®epepaumm (ganee - MUHNCTEPCTBO) MO pe3ynbTaTaM 3KCNepTU3bl JOKYMEHTOB A5 NOJyYEeHUs
pa3peLlueHns Ha NPOBEAEHNE KJIMHNYECKOr0 NCCNEeA0BaHUSA U 3TUYECKOW IKCMEePTU3bl, NpeayCMOTPEHHbIX
cTaTbeln 39 GepnepanbHOro 3akoHa oT 12 anpenst 2010 r. Ne 61-03 "0O6 obpallieHnn NeKapCTBEHHbIX
cpencrts”.

6. dKCcrnepTn3a OKYMEHTOB, yKa3aHHbIX B MYHKTe 5 HacToAwmx MNpasun, 4158 nonyvyeHnsa paspelleHns Ha
npoBefeHne KJINHNYECKOro NCCeioBaHNS JIEKAPCTBEHHOr O npernapaTa NpoBoAnTCS hefepasibHbIM
roCyLapCTBEHHbIM BI0XKETHbLIM YYpeXAeHNEM N0 NPOBEAEHNIO SKCNEPTU3bl NEKAPCTBEHHbIX CPELCTB,
3TMYecKas aKcnepTmsa ocylectsnsetcs CoBeTOM Mo 3TUKE.

Mpuka3 MMHNCTEPCTBa 34PaBOOXPaHEHNS U COLMANbHOr0O pa3BuTus Poccuinckon ®egepaumm oT 26 aBrycta
2010 r. Ne 750H "O6 yTBEPXAECHUN NPABWJ MPOBEAEHNS SKCNEPTN3bI IEKAPCTBEHHbLIX CPEACTB AN
MeONLUHCKOro NPpMMEHeHNA 1 hOpMbl 3aKJTI04EHNSA KOMUCCMW 3KCNepPTOB" (3aperncTprMpoBaH
MuHmncTepcTBoM tocTuumm Poccuinckon ®epepaumn 31 asrycta 2010 r., pernctpaumoHHbin Ne 18315) ¢
N3MEHEHUSMW, BHECEHHbIMUN NPUKa3aMn MMHMCTepCTBa 34paBooxpaHeHmns Poccuinckon ®egepauum ot 13
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nekabps 2012 r. Ne 1041H (3apernctpupoBaH MuHucTepcTBoM tocTulmm Poccuinckon ®depepaumnn 10
anpens 2013 r., pernctpaunoHHbii Ne 28082), oT 3 anpens 2014 r. Ne 152H (3apernctpuposaH
MuHncTepcTBoM ocTuumm Poccminckon ®egepaumm 10 noHs 2014 r., pernctpaumoHHbin Ne 32648).
Mprkas MMHUCTePCTBa 34PaBOOXPAHEHNA U COLManbHOro pa3snTa Poccminckon ®epepaumm oT 26 aBrycra
2010 r. Ne 753H "O6 yTBEpXAEHUM MOPAAKA OpraHM3aLnm U NPoBeLEeHNS 3TUYECKON IKCNePTU3bI
BO3MO>XHOCTW MPOBEAEHUSA KINMHNYECKOr0 NCCIeA0BaHNS JIeKapCTBEHHOM O npenapaTa Ans MeguuUnHCKOro
NPUMEHEHNS U (HOPMbI 3aK0HEHUS CoBETa NO 3TUKe" (3aperncTpupoBaH MUHUCTEPCTBOM OCTULLAN
Poccninckon ®epepaunn 31 aBrycta 2010 r., peructpaunoHHbin Ne 18303).

Mpwka3 MuH3gpaBa Poccun oT 29 HOs6pa 2012 r. Ne 986H "06 yTBEepxAeHMM MNonoxxeHuns o CoeTe no
3TMKe" (3aperncTpupoBaH MuUHNCTepcTBOM toCcTULMM Poccuiickon ®enepaumm 7 pespans 2013 r.,
perncTpaunoHHbIn Ne 26897).

7. KnnHun4yeckoe nccaefoBaHne npoBogUTCS B COOTBETCTBMU C MPOTOKOIOM KIMHUYECKOr0 UCCIef0BaHmns
(Danee - NPOTOKO), KOTOPLIA COOAEPXKMNT, B TOM YUCTIE:

1) Ha3BaHWe NPOTOKONA, NAEHTUDUKALNOHHLIA HOMEpP NPOTOKOMa 1 AaTy YTBEPXXAEHNSA OPraHN3aTOPOM
nccnenosaHnsa. Hoeble BepCrM NPOTOKOIa MMEIOT HOMEP BEPCUW 1 AaTy, MOMPaBKU K MPOTOKOJY - HOMep
nonpaBku 1 JaTy;

2) HavMeHOoBaHMe 1 afipec opraHn3aLmnm, oCyLLeCcTBASIOWEN OpraHN3aLmnio NPOBEAEHNS KIMHNYECKOro
NCCNenoBaHns N OCYLLLECTBASIOLLEN MOHUTOPUHT (€CAIN OHW Pa3JiMyHbIE);

3) hamunnio, M4, 0TYECTBO (MPU HANUYUU) U [OSHKHOCTb NULA, YNTOJHOMOYEHHOr0 OT UMEHUN OpraHu3aLmm,
OCYLLeCTBAOLEN OpraHn3aL Mo NPOBeAEHNS KJIMHNYECKOro NccaefoBaHms, NoAnNnCbIBaTb MPOTOKON U
nonpaBKKW K NPOTOKOY;

4) haMnnunio, UMS, 0THECTBO (NPY HaNYKK), LOMKHOCTb, afpec U HoMep TenedoHa MeLULMHCKOro
3KCnepTa 4aHHOr0 KIMHWYECKOro UccneoBaHns, Ha3Ha4YeHHOr0 opraHu3aLmen, ocyLLecTBAAOLWeR
OpraHn3aLnio NPoBeAeHNS KNMHNYECKOro NCCeoBaHns;

5) hamunnto, M5, 0THECTBO (MPK HANMYUKN) N LOJHKHOCTb UCCefoBaTesd, OTBEYAOLWEro 3a NpoBeaeHne
KJVHNYECKOro NCCNeN0OBaHNS, a TakXXe afipeca M HoMepa TeNehOHOB KNHNYECKNX LLEHTPOB;

6) hamuanto, MMs, 0THECTBO (MPK HaANYUK), LOKHOCTb, aApPec U HoMep TenedoHa Bpaya, OTBEYAIOLLErO
3a NPUHATME peLleHNn MeANLIMHCKOr0 XapakTepa (eC/in AaHHOe NULO He ABNAETCA NCCnefoBaTenem);

7) HaMMeHOBaHNA 1 agpeca KNIMHUYeCcKnx nabopatopuini U Apyrux MeAULUHCKUX U (MAK) TEXHUYECKNX
cny>x6 n opraHn3aunii, NPUHNMAOLLNX y4acTUe B KINHNYECKOM NCCNIeA0BaHUN;

8) 0b0CHOBaHME KJIMHUYECKOr0 NCCNe0BaHUS, BKOYaloLee:

a) Ha3BaHWe 1 onucaHne NCccaeayeMblx JIEKapCTBEHHbIX MpenapaToB (BKAYas naauebo n akTUBHbLIN
KOHTPOJIb);

6) cBOAHOE N3NI0XKEHME pe3y/IbTaTOB AOKINHUYECKNX NCCAef0BaHNIA N KNTUHUYECKUX UCCNefoBaHui (ecau
paHee NPOBOAMIINCE) UCCNeaYyEeMbIX IeKapCTBEHHbIX NpenapaTos;

B) KpaTKOe OnucaHme N3BECTHbIX W NOTEHLMaJIbHbIX PUCKOB W NOJb3bl MPUMEHEHUS NCCNeLYyEeMOro
JIeKapCTBEHHOr0 npenapaTa AA5 Y4aCTHUKOB KJIMHUYECKOro NCCienoBaHuns;

r) onncaHne n 06ocHoBaHMe cnocoba BBEAEHNS, LO3MPOBKU, PEXMMaA [O3MPOBAHUSA U KypCa NeveHns;

[) YKa3aHue Ha TO, 4TO KJMHNYEeCKoe nccnenosaHue byaet npoBoANTbLCA B COOTBETCTBUMN C MPOTOKOJIOM
KJVMHNYECKOro NCCNef0BaHUS U HacTOALWMMM [paBrunamu;

e) onucaHne nccneagyemMon nonynsaunm;

)K) CCbIJIKW Ha NMTepaTypHbIE UCTOYHWUKN 1 AaHHbIE, UMEeoLMe 3HaYeHne A8 KINHNYECKOro NCCnefoBaHuns
1 npeacTasnsiowme cobon 060CHOBaHME KIMHNYECKOr0 UCCIef0BaHNS;

9) uenmn 1 3agadun KIMHNYECKOro nccaenoBaHmns;

10) onuncaHue obuiero nnaHa (An3anHa) KIMHUYECKOr0 NCCIe[0BaHMNS, BKOYaKOLWEro:

a) YKa3aHne OCHOBHbIX U AOMOSHUTENbHbBIX (MPW HAaNN4YMK) nccnefyemMbix napameTpos, KoTopble byayT
OLEHMBaTbLCA B XOL4E KIMHUYECKOr0 UccnenoBaHus;

6) onncaHne TUNa AM3alniHa NPOBOAMMOrO KJUHUYECKOro NCCnefoBaHuns (ABoriHoe cnenoe, niauebo-
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KOHTpOMpyeMoe, NapanfieNbHoe 1 NHble BUAbl UCCNefoBaHNiA) U rpaduyeckyro cxemy ansanHa
KJIMHUYECKOr0 UCCefoBaHUA, npouenyp v 3TanoB KANHNYECKOro NccnenoBaHuns;

B) OMMCaHWe Mep, HanpaBJ/IeHHbIX HA MUHUMN3ALMIO, UCKAYEHNE CyObEKTUBHOCTM, B TOM YncCie
paHgomMu3aumm, CNenoro MeToga (MacKMpoBKKM) - MeToa, NPy NPUMEHEHUN KOTOPOro OOHON Un
HECKOJIbKMM y4aCTBYIOLLUM B KJIMHUYECKOM UCCNe0BaHNM CTOPOHAM HEU3BECTHO, Kakoe JieyeHune
Ha3Ha4YeHO Y4aCTHUKY KJANHUYECKOro NCCaefoBaHns (NMpocTon cnenon meTog npegycMmaTpusaet
HeoCBeL0MJIEHHOCTb Y4aCTHUKOB KJIMHUYECKOro NCCeoBaHUSA O Ha3HAa4YeHHOM UM BULE JieYeHus,
[ABOVHON CNenon meToA noapasyMeBaeT HEOCBEAOM/IEHHOCTb O Ha3HAYE€HHOM UM BUAE JIeHYEeHUS
Y4aCTHUKOB KJIMHUYECKOrO UCCe0BaHNA, UCCnefoBaTenen, U, B HEKOTOPLIX CyYasnX, nL, BbINOJHSAOLWMX
CTaTuCTUYecKyto 06paboTKy AaHHbIX);

) onMcaHne UCnosib3yemMoro B KIMHNYECKOM UCCeL0BaHUN SledeHns, [O3UPOBOK Y CXEMbI MPUMEHEHNS
nccenyemblix JIEKapCTBEHHbIX NPenapaToB, ONMCaHNe NeKapCTBEHHON (POPMbI, YNIAKOBKM 1 MapKMPOBKI
nccnenyemblx IeKapCTBEHHbIX NpenapaTos.;

A) NPOAOSHKUTENbHOCTb Y4aCTUS MaLMeHTOB MU 300P0BbIX A006P0BO/MbLEB B KIMHUYECKOM UCCIeA0BaHUN,
onncaHme NocnefoBaTeNbHOCTM M NMPOAOIKUTENBHOCTU BCEX MEPUOLOB KIMHUYECKOro NCCefoBaHmMs, B
TOM Yuce nepuofa nocrenyrowero HabaeHNs, eCnn TakoBON NPEeAYCMOTPEH;

€) onucaHne nNpaBua 0CTaHOBKM YacTen KINHUYECKOro NccaenoBaHms n (Man) KAMHNYECKOro NCCIef0BaHNs
B LLE/IOM, KPUTEPUEB UCKOYEHNSA 418 OTAENbHbIX Y4aCTHWKOB KJIMHUYECKOro NCciefoBaHmns;

)K) onMcaHne npolenypbl y4eTa nccneayemMblx IeKapCTBEHHbIX NpenapaTos, Naauebo 1 npenapaTos
CpaBHEHNS;

3) onucaHue cnocoboB XpaHeHNs paHO4OMU3aLMOHHbBIX KOLOB U NPoLEeaypbl UX PacKpbITHS;

1) nepeyeHb AaHHbIX, PErMCTPUPYEMBIX B UHAUBMAYANbHOW perncTpaunoHHon kapte (6es
npenBapuTeNIbHOM 3aNncn B MUCbMEHHOM WV 3/IEKTPOHHOM BUAE) 1 pacCMaTpUBAEMbIX B Ka4ecTse
NepBMYHbIX OAaHHbIX;

11) KpuTEPUN BKIOHEHNA YHaCTHUKOB B KIMHNYECKOE NCCIe0BaHuE;

12) KpUTEPUMN HEBKJIIOYEHUS YHACTHUKOB B KJIMHNYECKOE UCcnenoBaHue;

13) KpUTEPUN NCKITIOYEHUS YHAaCTHUKOB N3 KIMHNYECKOro NCCNefoBaHmns (OCHOBaHMA NpeKpaLleHns
NPUMEHEHUs NCCNefyeMoro NeKapCTBEHHOM0 nNpenapaTa, UCCefyeMoro evyeHuns);

14) cBeaeHUs 0 BCEX MCMOJb3YEMbIX B KIMHNYECKOM NCCNEL0BaHMMN IEKapPCTBEHHbIX NpenapaTax, BKJoYas
NX Ha3BaHWA, O3MPOBKU, YAaCTOTY MpueMa, NyTu n cnocobsl BBEAEHWS, MPOAO/KUTENBHOCTb JIEYEHNS,
nepuoabl nocnenytollero HabnogeHNs ANna Kax 4o rpynnbl Y4acTHUKOB KJIMHUYECKOro NCCef0BaHus,
CBELEHMA 0 Pa3peLUeHHbIX a5 MPUMEHEHNS yYaCcTHUKAMU KINHNUYECKOr0 NCCef0BaHUS IEKapCTBEHHbIX
npenapaTtax (BK/t0Y4as HEOTIOXKHYIO Tepanunio) U 3anpeLLeHHbIX A8 NpUMeHeHns 4o 1 (M) BO BpeMs
KJIMHUYECKOro NCCNefoBaHNs ekapCTBEHHbIX NpenapaTax, cnocobax KOHTPona 3a cobnofeHnem
Yy4aCTHMKaMMN KIMHUYECKOr0 NCCNefoBaHns YCI0BUIA NMpMema leKapCTBEHHbIX NpenapaTos;

15) nepeyeHb NapaMeTpoB IPPEKTUBHOCTY NCCNESYEMOrO JIEKaPCTBEHHOr0 NpenapaTa 1 MeTobl, CPOKU
npoBeeHNs OLLEeHKN, perncTpauumn n aHanamnsa napameTpos 3PHEKTUBHOCTY IeKapCTBEHHOIO NpenapaTa;
16) nepeyeHb NapamMeTpoB 6€30MacHOCTUN NCCNEeAYEMOr0 IeKapCTBEHHOr 0 NpenapaTa v MeToAbl 1 CPOKU
NpoBeeHNs OLLEHKN, PerncTpauumn n aHaamsa napameTpos 6e3o0nacHOCTM NCCeAYEMOro NEKAPCTBEHHOMO
npenapara;

17) TpeboBaHUs K 0THETaM, NPOLEAYPE PErNCTPaLMM N COOBLLEHNAM O HEXeNaTesbHbIX ABAEHNSX U
NHTEPKYPPEHTHLIX 3a60N1eBaHnAX;

18) MeToa 1 NPOAO/IKUTENBHOCTL HabNOAEHNS 3@ YH4aCTHUKaMM KIMHUYECKOro UCCnenoBaHnsa nocne
BO3HWKHOBEHUS HEXeNaTesbHbIX ABAEHUN;

19) onucaHme CTaTUCTUYECKNX METOLOB KJNMHNUYECKOr0 NCCNe0BaHMA, BKIIOYAIOLWMNX, B TOM YUcne:

a) CPOKM NpoBeLEeHNs NPOMEXXYTOYHOr0 aHaNu3a;

6) nnaHMpyemoe KONN4eCTBO YHaCTHUKOB KJMHNYECKOr0 UccaenoBaHnsa ¢ 060CHOBaHMEM pa3mepa
BbIGOPKMY;
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B) MPYMEHSAEMbI YPOBEHb 3HAYUMOCTU KANHNYECKOr0 NCCIe[0BaHNS;

r) KpUTEPUM NpeKpaLLEHUS KINHNYECKOrO NCCNIeA0BaHUS;

[) npouenypbl y4eTa OTCYTCTBYIOLWNX, HE NOANEXALLUNX aHa/IM3Y U COMHUTENbHbIX OaHHbIX;

e) npouenypbl coobLeHNs 0 NOObIX OTKJAOHEHUSAX OT NepPBOHaYa bHOIr0 CTaTUCTUYECKOro NNaHa (Bce
OTKJIOHEHWS OT NePBOHAYaIbHOr0 CTAaTUCTMYECKOro MlaHa OMMCbIBalOTCA U 060CHOBLIBAOTCA B MPOTOKOJ1E
n (nnn) PrHaNbHOM OTYETE 0 KJIMHNYECKOM UCCNIeA0BaHNN);

)K) npouenypbl 0T6Opa y4aCTHUKOB KIMHUYECKOr0 MCCNe0BaHNs ANa aHanu3a (BCe paHAOMMWU3MPOBaHHbIe
YHaACTHUKN KINHNYECKOro NCCef0BaHmMA, BCE YHaCTHUKUN KJIMHNYECKOro NccaefoBaHmns, NoayYmBLINE XOTS
6bl 04HY [03Y UCCIeAYEeMOro IeKapCTBEHHOMO NpenapaTa, BCEe y4aCTHUKM, COOTBETCTBYIOLLNE KPUTEPUAM
oTbopa, y4aCTHNKUN KJIMHNYECKOr0o UCCAea0BaHNA, GaHHbIE KOTOPbIX MPUrOAHbLI A5 OLEHKN, NHble
KaTeropum y4acTHUKOB);

20) onucaHne fEeNCTBUA MO KOHTPOJIO KavyecTBa 1 obecneyveHnto KavecTsa;

21) onucaHne 3TUYeCKNX acneKTOoB KINHNYECKOro NCCiefoBaHmns;

22) onucaHue paboTbl C AaHHbIMW N BEAEHWNIO 3aMnCeR;

23) onucaHne nopagka PMHAHCMPOBAHMA KJIMHNYECKOro NCCef0BaHNsA 1 CTPaxoBaHMA Y4aCTHNKOB
KJINHNYECKOro UCCel0oBaHNS;

24) yKa3aHune Ha BO3MOXHOCTb Nybankauum pesyibTaToB KJIMHWYECKOr0o UCCeoBaHus.

8. CBOL4HOE N3N10XKEHNe Pe3yibTaTOB AOKINHNYECKUX U KJIMHNYECKUX NCCef0BaHNA NPUBOANTCA B
BpoLutope nccnegosatens (fanee - bpoluopa), cogepxalle, B TOM Yucie ciefyoLine CBefeHns:

1) HanMeHoBaHwMe opraHu3aunn-paspaboTynkKa NeKapCTBEHHOro npenapaTta, HOMep KANHUYECKOro
NCCNenoBaHNA, XMMUYECKOE, MeXXAYHapoAHOe HeNaTeHTOBaHHOE, rpynnMpPoOBOYHOE 1 TOProBoe
HaVMeHOBaHWS NeKapCTBEHHOrO NpenapaTta, AaTy cocTaBneHns bpoLlopbl, HoMep Bepcumn BpoLutopsl,
HOMep 1 AaTy NpeablayLwen pesakumm OpoLwopsl, @ Tak)Ke yBeAOMJIEHNE 0 KOHDUAEHLMNANBHOCTY
CoAepXaLlencs B Hem MHopMaL MK, YKasbiBaeMble Ha TUTYJIbHOM INCTe BpoLUopbl;

2) KpaTKoe pe3toMe 0 QU3NYECKUNX, XMMUYECKNX, hapMaLeBTUYECKUX, (hapMaKoI0rnieckunx,
TOKCUKONOrMYeCcKux, hapMakoKNHETUYECKMX, METADOIMYECKUX N KIMHUYECKUX CBOMCTBAX MCCAeayeMoro
JIeKapCTBEHHOrO npenapaTa, COOTBETCTBYIOWMX CTaAUN KJIMHNYECKON pa3paboTkm nccnegyemoro
NeKapCTBEHHOro NpenapaTta, 060CHOBaHME A5 U3YyYeHNs NCCeyeMOro eKapCTBEHHOr 0 nNpenapaTa, ero
0OXWaaeMble NpouNakTUYeCKne, TepaneBTUYECKMNE UM ANarHOCTMYECKME NoKa3aHus, obwmnin noaxoq K
OLeHKe nccaefyemMoro 1ekapcTBeHHOro npenapaTa;

3) onucaHune PU3nN4ecKnx, XMMMYecknx n dapMaLeBTUYECKUX CBONCTB U NEKaPCTBEHHOW (hOPMbI
nccaenyemoro SieKapCTBEHHOro npenapaTa, ero KOMMNOHEHTOB (BK/OYasA XUMUYECKMEe 1 (Man) CTPYKTYPHbIe
opmynbl), 06oCcHOBaHMe (Npy He0BXOAUMOCTN) COCTaBa JIEKapPCTBEHHOW POPMbI, BKIKOYas
BCMOMOraTe/ibHble BELLEeCTBa;

4) pe3ynbTaThl LOKJINHUYECKMNX NCCNef0BaHUN (hapMaKOoI0rMyeCcKnx CBONCTB, TOKCUYHOCTH,
thapMaKoKMHETUKM N MeTabonn3mMa nccnefyeMoro ekapCcTBEHHOro npenapaTa, ¢ ONUCaHWeM, B TOM
yucne:

a) NCNoNb30BaHHbLIX BUAOB XMBOTHbIX, MX KOJIMYECTBO W MOJ B KaXXA0WN rpynne;

6) eanmHWL n3MepeHnsa 03bl, KPAaTHOCTU 1 NyTW BBEAEHUS, AJINTENbHOCTY KypCa BBEAEHMS;

B) CUCTEMHOr0 pacrnpeneneHns, NPoAoO/KMTENBLHOCTY Nocaenytolero HabnooeHNs Nocae OKOHYaHUS
BBeLEHMNS SIeKapCTBEHHOr0 NpenapaTa;

) XxapakTepa 1 4acToTbl (DapMaKoNOrMYeCKUX Nan TOKCUYeCKNX 3P(EKTOB, NX BbIPAXKEHHOCTUN Nn
CTeneHn TSXKeCTU, 40303aBUCUMOCTUN 3O(EKTOB, BPEMEHN A0 HACTyMNJiIeHUs, 06paTUMOCTb,
NPOAOCJIKUTENBHOCTb 3(h(DEKTOB;

L) LOKJIMHNYeCKOW PpapMaKoaornu;

e) hapMakoKuHeTUKM, meTabonnsma n pacnpeneneHns nCCaeayemoro J1eKapCTBEHHOro CpeacTBa B TKaHAX
)KMBOTHbIX BCEX BUAOB, Ha KOTOPbIX MPOBOAWINCL NCCIe0BaHWA, BKIOYaa CBeAEHNS 0 BCACbiBaHWK,
MECTHOW 1 CUCTEMHOWN BMOJOCTYNHOCTU NCCIeAYEMOro NEKAPCTBEHHOrO CpeacTBa 1 ero MmetabonuTos, a
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TaKxXe MX CBA3b C AaHHbIMK (PapMaKONOrnYeCKnUX N TOKCUKOIOr MYeCKNX NCCnefoBaHnin Ha XXUBOTHbIX;

XK) TOKCUKONOrMM (ONMCaHNe TOKCMYECKMX 3(PDEeKTOB NCCeayEMOro JIEKapCTBEHHOI0 CPeaCTBa,
BbISIBJIEHHbIX B UCCAEA0BAHNAX Ha XMBOTHbIX Pa3HbIX BUAOB (€CAN NPUMEHMMO), BKOYas CBELEHMSA O
TOKCMYHOCTW NPV OAHOKPATHOM Y MHOFOKPaTHOM BBEAEHWMN, KaHLEPOreHHOCTH, CrneLmasbHbIX
nccnenoBaHMaxX (MeCTHo-pa3apakatowwee 1 anneprusnpylollee encTeme), penpoayKTUBHON TOKCMYHOCTH,
FEHOTOKCUYHOCTW (MyTareHHoCTu).

5) onncaHne 3hheKToB NPUMEHEHUS NCCNefyeMoro 1eKapCcTBEHHOrO NpenapaTa y YenoBeka, B TOM Yucie:
a) hapMaKoKMHETMKM (BKIo4Yasa meTabonnsm, BcacbiBaHUE, CBS3bIBaHUE C benkamu nnasmel,
pacrnpegeneHne u BbiBeaeHNe) 1 6MOAOCTYNHOCTY UCCIEAYEMOro JIEKapCTBEHHOrO npenapaTa,
B3aMMOLENCTBUA NCCIeAYyEeMOro JIEKapCTBEHHOMO npenapaTa (/leKapCTBEHHbIe B3aUMOLENCTBMSA, BANSHME
npriemMa nNuLLM N NHbIe B3aUMOLEeNCTBIUA), APYrUX UMEIOLLNXCA OaHHbIX N0 (hapMakKoKMHeTMKe (pe3ybTaThbl
NPOBefEeHHbIX B paMKaX KINHUYECKNUX NCMbITaHUA (hapMaKOKUHETUYECKNX UCCNeA0BaHNI Ha Pa3anYHbIX
rpynnax);

6) naHHbIX No 6e3onacHOCTK, (hapMakKoAUHaMKKe, 3PPEKTUBHOCTM U [0303aBMCMMOCTMN 3NHEKTOB
nccaenyemoro sieKkapCTBEHHOro npenapaTa (1 ero MeTabosiMToB, €CNN eCTb AaHHbIE), MONYYeHHbIX B Xo4e
NPOBeEHHbIX KIMHUYECKUX NCCIeA0BaHNIA (C y4acTMeM 300p0BbIX 40OPOBOLLIER U (UAN) NALMEHTOB) U
WMHTepnpeTaLmsa 3TUX AaHHbIX (M0 3aKOHYEHHbIM KIMHUYECKUM NUCCe40BaHMAM NPeacTaBAATCA CBOAHbIE
0TYeTbl N0 3PHEKTNBHOCTM 1 BE30NaCHOCTN NCCNIEAYEMOr0 IEKAPCTBEHHOMO NpenapaTa, a TakXKe CBOAHbIE
Tabnuubl HeXxenaTesbHbIX peakunin No BCEM KANHNUYECKUM NCCIeA0BAaHNSAM, ONNCLIBAOTCSA 3HaYMMble
pa3nnyma B XxapakTepe 1 4YacToTe HeXenaTeNbHbIX peakummn);

B) NOCTPErnCTPaLNOHHOMO OMNbiTa NPUMEHEHNS NCCNEeSYEMOro NeKapCTBEHHOMO NpenapaTa C YKa3aHuem
CTPaHbl, B KOTOPbIX UCCAeayEeMbIN IeKapCTBEHHbIN npenapaT 6bii 3aperncTpupoBaH 1 NMeeTCs B NPOAaXe;
6) MHCTPYKLUN oNsa nccnenoBaTens no AMarHOCTUKE U IEYEHUI0 BO3MOXKHbIX Nepeso3MpoBOK U
HeXxeNlaTebHbIX Peakunii Npy NPpUMEHEHNN NCCeQYEMOr0 NeKapCTBEHHOMO NpenapaTa, OCHOBAHHLIE Ha
npeablayLwem KJIMHNYeCKOM onbiTe U hapMakoIorMyecknx CBOMCTBaxX UCCNeayeMoro 1eKapCTBEHHOro
npenapara, a Takxxe 0606uieHHas MHDopMaLUKUs Mo pa3MYyHbIM CBOMCTBAM UCCIENYEMOro JIEKAPCTBEHHOIO
npenapara.

9. OT4eT 0 pe3yfbTaTax KANHNYECKOr0 NCCNefoBaHmMA (fanee - 0TYET) COCTaBNAETCA B MMCbMEHHON hopme
opraHu3aunen, ocyLLeCTBAIOWEN OpraHn3aL Mo NPOBeAeHNS KIMHNYECKOro nccaenoBaHms
JIeKapCTBEHHOr0 npenapaTa, Ha OCHOBaHWM 3aKJIIOYEHUN MeANLNHCKUX OpraHun3aumim, NnpoBoAUBLUNX 3TO
nccnepoBaHve 1 BKJOYaeT, B TOM Yuche:

1) TUTYNbHYIO CTPaHMLY, Ha KOTOPOI YKa3blBalOTCS:

a) Ha3BaHMe 0TYeTa;

6) Ha3BaHWe NeKapCcTBEHHOro NpenapaTa;

B) M3y4aemoe nokasaHue K NpUMeHEHUNI0 SIeKapCTBEHHOr o NpenapaTa;

) KpaTKoe onncaHne an3aHa KANHNYEeCKOro NCCef0BaHNS, Haanyme npenapaTa CPaBHEHNS,
NPOLO/KNTENIbHOCTb KJIMHWYECKOro UccnefoBaHns, 4O3MpoBaHMe IeKkapCTBEHHOro NpenapaTa u
KOHTUHTeHT Y4aCTHUKOB UCCNen0BaHnS,;

[) HaMEeHOBaHMe OpraHM3aLnn, OCYLLECTBASIOWEN OPraHN3aLMio MPOBEAEHNS KIMHNYECKOr0
nccnenoBaHus;

€) NAEeHTU(NKALNOHHBIA HOMEP MPOTOKONA KJANHNYECKOTO NCCNIef0BaHUS;

) ha3bl KIMHNYECKOro NccaefoBaHuns;

3) JaTbl HaYana N OKOHYaHUSA KIMHUYECKOro NCCnefoBaHuns;

1) NaTa COCTABNEHUS OTHETA;

K) cBefeHus 06 nccnenosaTene, pykoBoanTese MeANLUHCKON OpraHn3aumnm, 0TBETCTBEHHOM
npeacTaBuTene opraHM3aumnmn, oCyLeCcTBASAIOLLEN OPraHM3aLnio NPOBEAEHUS KINHNYECKOTO NCCIeA0BaHNS;
2) pe3toMe - KpaTKoe onucaHmne npoBeaeHHOro KANHNYECKOro NCCnefoBaHns C YUCI0BbIMU AAHHBIMU A5
UNNOCTPaLMn pe3ynbTaTos;
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3) ornaBneHune, BKOYas NepevyeHb U pacrnonoXXeHne npunoxeHnin, Tabnauu;

4) NepeYyeHb COKpPaALLEHMIN N oNpeaeneHne TEPMUHOB, NCMOJIb3YEMbIX B OTHETE;

5) Ha3BaHUA MeANLIMHCKUX OpraHn3auuin, B KOTOPbIX MPOBOAMIIOCE KIMHUYECKOe NCCIef0BaHNe, MecTo
HaX0XXAEHUS, KOHTaKTHbIN TenedoH;

6) Lesn 1 3a4a4n KIMHNYECKOro nccaefoBaHms;

7) nnaH NpoBEeLAEHHOr0 KIMHMYECKOr0 NCCNefoBaHNs, BKAOYAOLWNIA, B TOM YMcCe:

a) obWM NnaH (An3aiH), NNaH-onMcaHne KAMHUYECKOro NCCNef0BaHNS U CXeMaTu4eckoe nsobpaxeHue
3TanoB 1 NpoLeayp KJAMHNYECKOro NccaenoBaHmns;

6) obocHOBaHMe NaHa (AM3aiiHa) KIMHWYECKOro UCCNen0BaHNS;

B) KpuTepun Beibopa nonynauum;

) Ha3Ha4YeHHOoe NevyeHune, naeHTUNKaLmna nccnefyeMbix NeKapCTBEHHbIX NpenapaTos, METOAbI
pacnpegeneHns y4aCTHUKOB KMHMYECKOro UCcnefoBaHns no rpynnam (paHaomMmusauns), 4o3bl 1 Bpems
npviema nccaefyemMoro feKkapCTBeHHbIX NpenapaTos, NpeaLlecTByowas 1 CoNyTCTBYOWAa Tepanus;

L) DaHHble 06 aheKkTMBHOCTH 1 HE30MacHOCTY MCCefyeMOoro N1eKapCTBEHHOr0 npenapaTa (oLeHKa u
rpacuk onpeneneHuns nokasatenen spdekTBHOCTU 1 6e3onacHoCTK);

e) cnocobbl obecrneyeHns KavyecTBa M AOCTOBEPHOCTU MOJIYHEHHbIX AaHHbIX, BK/OYas AaHHble ayauTa,
pe3ynbTaTbl MHCMEKLNIA, €CIM NPOBOANANCE;

)K) U3MEHEHMNA, BHECEHHbIE B MPOTOKON KJIMHNYECKOe uccnenoBaHue;

8) cBeneHns 06 y4aCTHUKAX KINMHNYECKOr0 NCCIEA0BaHUSA U pacnpeeneHnn nx no rpynnam;

9) cBeneHns 06 OTKIOHEHNSAX OT MPOTOKONA KIANHNYECKOrO NCCIEA0BaHUS;

10) oueHKy 3h(heKTUBHOCTY SIEKAPCTBEHHOrO npenapaTa, B TOM Yuche:

a) COBOKYMHOCTb AaHHbIX, MOANEXaBLUNX aHaM3y NPy NPOBEAEHUN KIUHUYECKOr0 NCCef0BaHms;

6) nemorpaduyeckne n (Mn) apyrne UCXoA4HbIe AaHHbIE;

B) CBeAEHUS 0 cobN0AeHNN y4aCTHUKaMU KIMHNUYECKOT0 NCCNIeA0BaHUSA CXEMbI SIeYeHMS;

) pe3ynbTaThbl OLEHKN 3hPEKTUBHOCTMN: CTaTUCTUYECKNE, aHAITNYECKMe AaHHble, BbIBOAbI OTHOCUTENBHO
3hheKTUBHOCTY;

11) ceepeHus o 6e30MacHOCTM IEKapCTBEHHOMO NpenapaTa, B TOM Yucie:

a) HexenaTesibHble peakLmmn (KpaTKoe pe3toMe 0 HEXeNaTeNbHbIX PeakLUUsX, UX aHanaus, Crnckm
HeXeNlaTesbHbIX peakunii, KoTopble Habnlogannch y BCeX YHaCTHUKOB KANHNYECKOrO NCCIeA0BaHNUS);

6) cMepTb 1 Apyrre cepbesHble HeXXenaTesbHble ABNEHUS;

B) OLLeHKa KJNMHNKO-NabopaTopHbIX NOKa3aTenen;

r) napameTpbl XN3HEHHO BaXXHbIX PYHKLMIA OpraHM3Ma y4aCcTHUKOB KJIMHNYECKOro nccienoBaHns, gaHHble
06BEKTMBHOIO CCNefoBaHNA 1 Apyras nHhopMaumsa obcnenoBaHmns, KOTopas KacaeTcs BOMPOCOB
6e3onacHocTL.

12) B BUAE MPUIOXKEHUN K OTHETY NPEeACTaBAAITCA Clelylolwmne CBeleHmns:

a) Tabanubl, PUCYHKN, rpadnKK, Ha KOTOPbIE MPMBOAATCSA CCbIJIKA B OTHETE, HO KOTOPbIE HE BOLLIN B TEKCT
0T4eTa;

6) NPOTOKON KNMHUYECKOr0 NCCNEf0BaHNSA 1 MOMNPaBKK K HEMY;

B) obpasel, MHANBUAYabHON PerncTpaLMoHHON KapThl;

) nepeyeHb 3TUYECKNX KOMUTETOB;

A) obpasubl NMCbMEHHOW MHGOPMaLMK NS NaUNeHTOB 1 (hoPMbl UHDOPMMPOBAHHOIO COrnacus;

€) NepeyeHb N XapaKTEPUCTUKN NCCNefoBaTeNien n APYrmx OTBETCTBEHHbIX JNL;

)K) aHanMTM4yeckas LOKYMeHTauus, B Caly4yae UCNoJib30BaHWA B UccieaoBaHum 6onee ogHom cepum
nccaenyemoro JieKkapCTBEHHOro npenapaTa - NepeyHn KO40B NaLMeHTOoB, NOy4YaBLUNX NEeKAPCTBEHHbIN
npenapaT pa3HbIX Cepun;

3) CXeMa paHAoMM3aumMmn U Koabl (MAeHTUMKaLNS CyOBEKTOB KINMHUYECKOr0 MCCNe0BaHNs U Ha3HavyeHHoe
nedyeHue);

1) DaHHble ayanTa (ecaym NpoBOAMANUCD);
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K) BOKYMeHTauMs No CTaTUCTUHECKUM MeToaM;

J1) BOKYMeHTauma no fabopaTopHON CTaHAapTU3aUnn MeToA0B 1 obecnevyeHns KayecTBa NpoLesyp, ecim
NPUMEHSANNCh;

M) nybamKaumm, Ha KOTopbix 6a3npyeTcs NpoBeAeHHOE KJIMHNYECKOe UccnenoBaHue.

Il. He3aBNCUMbIN 3TUYECKUA KOMUTET

10. He3aBNCUMBIN 3TUYECKMUIA KOMUTET, CO34aHHbIA Ha YPOBHE MEAMLIMHCKOW OpraHn3aumm (NoKasabHbIN
3TNYECKNIN KOMUTET), PErMoHa bHOM YPOBHE N (hYHKLIMOHMPYIOLLUIA Kak He3aBUCUMBIN opraH obecneynBaeT
3aWnTy nNpas, 6@30MacHOCTb 1 0XpaHy 340P0BbS YH4aCTHMKOB KJIMHMYECKOr0 UCC/ieaoBaHmns (ganee -
HEe3aBUCUMBbI 3TUYECKNA KOMUTET).

11. B cocTaB HE3aBUCUMOI0 3TMYECKOr0 KOMUTETA AOJKHO BXOAMTb AOCTaTO4YHOE Yncao aunu, obnagatoowmx
He0bX04MMbIM OMbITOM U KBaIMUKALNEN AN SIKCMEPTHON OLLEHKN HaYYHbIX, MELULIMHCKUX N STUYECKNX
aCMNeKTOB MJAaHNPYEMOro KINHNYECKOro NCCef0BaHMA, Kak NpaBuo, NaTb ML, MPXU 3TOM UHTEPECHI He
MeHee YeM 0L4HOr0 Jiua AO/MKHbI IexXaTb BHe Chepbl HayKu.

12. He3aBNCKUMbIA 3TUYECKUA KOMUTET OCYLLLECTBASIOT CBOK AEATENbHOCTL B COOTBETCTBUM C
yTBEPXXAAEMbIMU UM CTAHAAPTHLIMU ONepaLNOHHBIMI NpoLueaypamu, cogepxawunmmy TpeboBaHns, B TOM
Yynche K COCTaBy U KBaJIMUKaLMK Y1EHOB, CBeLeHMA 06 yupeanTene, Nopsaaok opraHn3aunmy NpoBeaeHuns
3acellaHnin, PaCCMOTPEHUSA LOKYMEHTOB MU NPUHATWNS NO HAM PELLUEHNIA.

13. He3aBWCHMbI 3TUHECKUA KOMUTET pacCMaTpuUBaeT U NPUHUMaEeT peLleHne Ha OCHOBaHUN ClelyoLnX
NOKYMEHTOB:

a) NPOTOKONa KANHNYECKOr0 MCCNenoBaHns;

6) 6poltopbl nccnenoBaTens;

B) MH(OPMALIMOHHOIO JINCTKA NaUneHTa;

r) ceegeHnin 06 onbiTe paboTbl MCCnenoBaTeNeN N0 COOTBETCTBYIOWMUM CMELMAILHOCTSAM U UX OMbITE
paboTbl N0 MPOBEAEHWNIO KIMHNYECKNX UCCNen0BaHNI;

[) CBEAEHUN 0 MeAULIMHCKNX OpraHm3auunsx, B KOTOpbIX NpeanonaraeTcs NnpoBeaeHne KANHNYEeCKoro
nccnenoBaHMa (MOMHOE N COKPaLLeHHOe HaMMeHOBAHUS, OpraHM3aLnOHHO-NpaBoBas popMa, MecTo
HaX0XXAEHNS N MeCTO OCYLLLECTBIEHNA AeATeNbHOCTY, TenedoH, Tenedakc, agpec 31eKTPOHHON MOYThI
Ka)k4on MeauLNHCKOWM opraHm3aummn);

€) cBeeHMI 0 NpeanonaraeMbiXx CPOKax MPoBeAeHNS KINHNYECKOrO NCCIe[0BaHNS;

)K) KOMnK JoroBopa 0643aTeNIbHOr0 CTPAaxoBaHUS, 3aKJIIOYEHHOIO B COOTBETCTBUM C TUMOBbLIMU NPaBUIaMu
06s3aTeNIbHOro CTPaxoBaHms, C yKazaHMeM NpeaesibHON YNCNEHHOCTM NaLMEHTOB, Y4aCTBYOWMX B
KJINHNYECKOM MCCIe[0BaHNN;

3) nHopMaL MK 0 COCTaBe IEKapCTBEHHOIO NpenapaTa.

[na pacCMOTPEHNS HE3aBUCUMbIM 3TUYECKUM KOMUTETOM 3asBUTesIeM MoryT BbiTb NpefocTaBieHbl Apyrue
LOKYMEHTbI U MaTepuasbl KIMHUYECKOro UCCNefoBaHns, B TOM YMUCie MaTepuasbl, cogepxallne onncaHme
AENCTBUI, HanpaBieHHbIX Ha NpuBeYeHe NaLNeHTOB, 340P0BbIX 40OPOBOLLIEB K YHAaCTUIO B
KJINHNYECKOM NCCIe[0BaHUN; MMCbMEHHbIE MaTepuabl, KoTopble ByayT NpeaocTaBieHbl y4aCTHUKaM
KJINHNYECKOro UCCaenoBaHns; MHGOPMaLUS 0 BbiMJlaTaX U KOMMEHCALUUAX y4aCTHUKAM KJIUHUYECKOr 0
nccienoBaHna; TeKyLlasa Bepcua HayvyHon bruorpadum nccnegosatensa u (Wam) gpyrue Matepuanbl,
noaTBep K AaloLLne ero KBaangpukaLuio.

MocTaHoBneHUe MpaBuTenscTBa Poccuinckon ®epepaumm ot 13 ceHTsbpsi 2010 r. Ne 714 "06 yTBEpPXAEHUN
TunoBbIX NpaBua 0683aTeNbHON0 CTPAX0BaAHMA XXU3HN 1 340POBbA NaLMEHTa, Y4acTBYOLLErO B
KJIMHUYECKUX NCCNeoBaHnaX lekapCcTBeHHOro npenapata" (CobpaHne 3akoHoaaTenbCTBa Poccumnckom
®epepaumm, 2010, Ne 38, cT. 4832; 2011, Ne 22, cT. 3171; 2012, Ne 37, cT. 5002; 2014, Ne 43, cT. 5892)
(manee - noctaHoBeHne Ne 714).

14. Mo pe3ynbTaTaM pacCMOTPEHNA LOKYMEHTOB, YKa3aHHbIX B MyHKTe 13 HacToawmx Mpasun,
HEe3aBNCUMbI 3TUYECKUA KOMUTET NPUHMMAET OAHO M3 CNeayoLmnx peLleHnii;
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a) BbloaeT 3aktoyeHne 06 0go0bpeHnn NpoBeaEHNS KIIMHNYECKOr0 NCCIel0BaHuns;

6) BblOaeT 3aK/t0YEHNE O HEBO3MOXXHOCTU 0406peHNS KNMHNYECKOr0 NCCNen0BaHNS;

B) PEKOMEHAYET BHECTN U3MEHEHUS B NpeACTaBAeHHble JOKYMEHTbI A1 Lenel nocnenytowen Bolgaym
3akoveHuns 06 ogobpeHnn NpoBeaeHNS KJIMHWYECKOro UCCe0BaHNS;

r) OTMEHSET MU NPUOCTaHaBMBAET paHee BblAaHHOE 3akdeHne 06 ogobpeHnn NnposeeHns
KJIMHUYECKOr0 NCCIe00BaHMS.

15. He3aBNCUMBIV 3TUYECKNIA KOMUTET:

a) OCYLLLECTBASIET KOHTPOJIb 3@ COBMOAEHNEM STUYECKMUX HOPM MPY NPOBEAEHNN KINHNYECKOT0
NCCNenoBaHNA 1 NPaB Y4aCTHWKOB KJIMHUYECKOro NCCIel0BaHMS;

6) Ha OCHOBaHMM Hay4HOWM Brorpadmm nccnegoBaTens U UHOM OOKYMEHTaLMN OLLeHNBAET COOTBETCTBME
KBaanuKaLunm nccnenosatens naaHUPyeMoMy KJANHNYECKOMY NCCNe0BaHuIo;

B) B NMpoLiecce UccnenoBaHns Nepnoanyeckn pacCMaTpMBaeT LOKYMEHTALMIO N OLEHUBAET NPOBOANMOE
KJIMHUYECKOe nccaeaoBaHme (He pexxe 0HOr0 pa3a B rog);

r) MoxxeT noTpeboBaTb OT OpraHM3aTopa KJIMHWYECKOro UCCe0BAHNA NPEAOCTaBUTb YH4ACTHUKY
KJINHNYECKOro nccaefoBaHnsa QOMNOJHUTENbHbIE CBedeHnsa 06 nccnenosaHnm, NOMUMO MHopMaLmm,
cogepxallencs B MHGOPMaLMOHHOM INCTKE NaLUeHTa, €C/IN N0 MHEHWUIO HE3aBUCUMOr0 3TUYECKOro
KOMUTETa, 3TO MO3BOJIUT MOBbLICUTb CTEMEHb 3alLMThl NpaB 1 6€30MacHOCTU YHaCTHUKA KJIMHNYECKOro
nccnenoBaHus,;

[) OLleHMBaET pa3Mep U NOPAAOK OCYLLECTBAEHUS BbINAAT Y4aCTHUKAM KJIMHUYECKOro NCCaeoBaHms C
LeNblo BbiiBIEHNS HEOBOCHOBAHHOW 3aMHTEPECOBAHHOCTM Y4aCTHUKOB KJIMHUYECKOr0 UCCeA0BaHUs nan
NPUHYXOEHNSA NX K Y4aCTUIO B KIIMHUYECKOM 1CCefoBaHMmW. IHhopMauus, Kacatowasacs BoinaaT
y4aCTHMKaM KJVMHUYECKOr0 NCCef0BaHNS, BKAOYas MeToAbl, CYMMbl 1 FpadvK BbiMaaT, OTPaXxaeTcs B
NHMOPMaLMOHHOM JINCTKE NaumeHTa.

€) MOXXeT NPUBNEKATb AN NPUHATUSA pelleHnin nuu, obnagatowmx cneunasbHbIMN 3HAHNAMN B
COOTBETCTBYOLINX 06/1aCTAX, KOTOPbIE HE YHACTBYIOT B MPEHUSIX 1 FOSI0COBAHWUMK;

)K) COrflacoBbIBAET MOMNPaBKM B MPOTOKO/ KJIMHNYECKOr0 UCCNeN0BaHNS;

3) COBepLUAET UHbIE AENCTBUA, HaNpPaBJIEHHbIE Ha NCMOJIHEHNE CBOUX (PYHKLMIA N MOSHOMOYMNA,

16. He3aBUCUMBIN 3TUYECKUIA KOMUTET HE3aMeaINTeNbHO B MMCbMEHHOM Bue COobLLaeT nccnenoBaTento,
OpraHn3aTopy KANHUYECKOro NCCef0BaHNA O CBOMX PELLUEHUSAX, KAaCaloLWMNXCA KJIMHNYECKOro
nccnenoBaHns U NpUYMHaX NPUHATUSA PELLEHUN.

17. Ecnm NpoToKOA NpeaycMaTpuMBaeT HEBO3MOXKHOCTb MOJIYYEHUS COracus Ha y4acTue B UCCaeaoBaHUn y
nauneHTa Wan ero 3aKOHHOro NpeacTaBUTENSA OO MOMEHTa BK/OYEHMSA NaUMeEHTa B UCCie0BaHNE, B TOM
Yyucsie NPU HEOTJIOXKHbBIX COCTOSAHUSAX HE3aBMUCUMbIA STUYECKMIA KOMUTET H0/HKEH y6eanTbCs, B TOM 4YTO
npeacTaBAEHHbIN NPOTOKO U (1K) Apyras OKyMeHTauus COOTBETCTBYIOT 3TUYECKUM HOPMaM, a TakXe
WHbIM 06a3aTesNbHbIM TPeboBaHUSAM 4N1 TaKWUX NCCe0BaHNA.

18. He3aBNCKMMbIA 3TUYECKNA KOMUTET obecneynBaeT XpaHeHNe JOKYMEHTOB, CBA3aHHbIX C MPOBEeAEHNEM
KJIMHUYECKOr0 NCCIe0BaHMNA, Kak NpaBuio, B TEYEHNE TPEX JIET NOC/ie 3aBEPLUEHNS KJIMHNYECKOro
NCCnenoBaHNA 1 NpeLCcTaBleHNE TaKUX GOKYMEHTOB TPETbUM nnuam c cobntoaeHnem TpeboBaHuUim
3aKoHoZaTesnbCcTBa Poccminckon ®epepauy 0 NePCOHaNbHbIX AaHHbIX, KOMMEPYECKOWN, FOCYAapPCTBEHHOM 1
NHOW OXPaHsSEeMON 3aKOHOM TalHe.

[ll. OpraHm3auus, ocywecTeAfOWaA NPoBeAEeHNE KINHNYECKOTO

nccnenoBaHns

19. OpraHn3aumio NPOBeAEHNS KJIMHNYECKUX NCCNef0BaHNA O MEAMLMHCKOrO NPUMEHEHUS BNpaBe
OCYLLECTBATL (fajiee - OpraHM3aTop KJANHUYECKOrO NCCeoBaHmMA):

a) pa3paboTymMK IeKapCTBEHHOr O NpenapaTa WUan ynosHOMOYEHHOE UM NLLO;

6) obpa3zoBaTesbHbIE OpraHM3aumMm Bbicliero obpa3oBaHns, opraHn3aumMm 4ONOAHUTENIbHOIO
npodeccnoHanbHoOro obpasoBaHns;

B) Hay4HO-MCCNenoBaTeNbCKME OpraHn3aLmnm.
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YacTb 3 cTaTby 38 PenepanbHOro 3akoHa ot 12 anpensd 2010 r. Ne 61-03 "06 obpalLeHnn neKapCTBEHHbIX
cpencTs”.

20. KnuHuyeckmne nccnenoBaHns NeKapCTBEHHbIX MPenapaToB NPOBOAATCSA N0 NPOTOKOJY, pa3paboTaHHOMY
OpPraHN3aTopoOM KJMHNYECKOro NCCaefoBaHNs NN MPUBAEYEHHBIM UM IOPUANYECKUM JINLLOM,
OpraHn3aTopoM KANHUYECKOro NCCIe[0BaHNSA MOTYT BHOCUTLCA U3MEHEHWS B MPOTOKO B hopme
nonpaBokK, 0DOPMEHHLIX B MMCbMEHHOM BUAE MOCPEACTBOM OMUCAHNA U3MEHEHUI UK O0PULMANbHbIX
pa3bACHEHWI MPOTOKOA.

21. [Ins nony4yeHus paspeLleHns Ha NpoBeaeHne KINHNYeCKOro NCCaenoBaHNs NeKapCTBEHHOMO
npenapaTta OpraHM3aTop KJANHUYECKOro NCCef0BaHNSA NpeaocTaBnseT B MMHUCTEPCTBO AOKYMEHTHI,
npenycMoTPeHHbIE B HYacTu 2 cTaTbh 39 ®epepanbHOro 3akoHa "O6 obpalleHnn nekapCcTBEHHbIX CpeacTs".
22. OpraHm3aTop KJIMHUYECKOro nccnegoBaHus:

a) [0 HaYana KANHUYECKOro NCCnefoBaHns nojy4vaeT paspelleHne MMHUCTepCTBa Ha NpoBeaeHne
KJINHNYECKOro UCCIeloBaHNs;

6) ycTaHaBAvMBaeT n pacnpenenseT npasa, 0693aHHOCTM M OTBETCTBEHHOCTb BCEX JINL, YYaCTBYIOLLNX B
KJINHNYECKOM MNCCNIef0BaHNN;

B) YTBEPXXAAET OOKYMEHTbI MO NOPAAKY MPOBEAEHNS KINMHUYECKOr0 MccnenoBaHuns, cbopy, perncrpaunm u
npeacTaBNeHNs faHHbIX B COOTBETCTBUN C MPOTOKOIOM 1 HacTosAwmMm MNpasunamu (fanee - CTaHBapTHbIE
onepaLmMoHHbIe NpoLenypbl OpraHu3aTopa);

r) nepecmaTpuBaeT BpoLOpy HE pexxe 04HOro pasa B rog 1, npu HeobxoauMoCcTu, [OMNOJHAET HOBLIMUA
JaHHbIMW, NPENOCTaBASET aKTyaslbHYO pefakLumio bpoLuopbl MCCneaoBaTeNto (conccnenoBaTento),
HEe3aBNCMMOMY 3TUYECKOMY KOMUTETY;

[) Npy NPOBELEHNMN KJIMHWYECKOr0 UCCNeoBaHNA OCYLLEeCTBASET BHeAPEHME U NoAAep)KaHNe CUCTEM
obecneyvyeHns n KOHTPONSA KayeCcTBa B COOTBETCTBMMN CO CTaHAAPTHLIMU ONepauUnoHHbIMK Npoueaypamu
opraHusaTopa;

e) obecneymBaeT cornacme BCEX NPUBJIEYEHHbIX K YH4aCTUIO B KJIMHNYECKOM MCCIeA0BAHNN CTOPOH Ha
npenocTaB/ieHme NpsMoro A4oCTyna BO BCe Y4aCTBYOLME B KINHNYECKOM UCCAe0BaHNN MenLMHCKNe
OpraHu3auny Ko BCEM NEPBUYHBIM AaHHbLIM (M1) AOKYMEHTAM M 0TYETaM, NOJIyYEHHbIM U COCTaB/IEHHbIM
npv NPOBEAEHUN KJIMHWYECKOro UCCAe0BaHNA, B LENSX MOHMTOPUHIa U ayanTa KayecTBa NpPoBeaeHNA
KJINHNYECKOro ncciefoBaHuns;

)K) Ha3zHavaeT nuu, obnagaowmx HeobXoAUMBIMU 3HAHMAMN N KBaNUUKaLMNeR, KOTOpPble OKa3blBaloT
KOHCYJIbTaTUBHYIO MOMOLLb NCCefoBaTeNaMY MO BONPOCaM MeAULMHCKOro XxapakTepa npu nposeneHmnm
KJINHNYECKOro UCCIeloBaHNS;

3) NCMONb3YET, MPUCBOEHHbLIN NCCNeAoBaTENIEM KaXKAOMY YHYaCTHUKY KIANHNYECKOr0 NCCIeA0BaHNSA
NOEHTUPUKALNOHHBIN KOA (YHUKAJIbHBIA HOMEP, COCTOALLMA U3 Lndp 1 (nnm) BykBeHHbIX 0603HaYeHMNR,
NCMNOJIb3yeMbI BMECTO (haMUANKN, UMEHM, OTYECTBA (NPU HaIMYMK) YHaCTHUKA KJIMHNYECKOro
nccnenoBaHNA B OTYETaX 0 HEXeNaTesbHbIX ABAEHUAX, HEXeNaTesbHbIX peakumax u gpyrmx gaHHbIX 4ns
obecneyvyeHnss KOHPUAEHLMANBHOCTM €r0 JIMYHbIX AaHHbIX 1 MO3BOASIOWNA NOEHTURULNPOBATL BCE
HAaHHbIE MO0 KaXXAO0MY YHaCTHUKY);

n) obecneynBaeT BelleHNE UHANBUAYANbHON PErMCTPALMOHHON KapTbl B OTHOLLEHWW Ka)XA0ro Y4aCTHUKaA
KJINHNYECKOro nccaenoBaHnsa (Ha bByma>kHOM HocuTene nam B hopMe 3/1IEKTPOHHOI0 LOKYMEHTa), Kyaa
BHOCUTCA BCA MH(hOPMaLMS B COOTBETCTBMM C MPOTOKOJIOM (Aanee - UHAMBUAYaNbHAsA perncTpaunoHHas
KapTa);

K) MPUHUMaET pelueHne 06 06pa3oBaHUN HE3ABUCMMOr0 KOMUTETA MO MOHUTOPUHIY AaHHbIX OJ151 OLEHKM
NMPOBOANMOro KJANHNUYECKOro NCCNef0BaHNS, PaCCMOTPEHMS AaHHbIX N0 6e30MacHOCTM U 3DHEKTUBHOCTY
nccaenyemoro sieKkapCTBEHHOro npenapaTa, B TOM Y/UCAe C Lefblo BbipaboTKM pekoMeHgaumm o
Lenecoobpa3HoOCTUN NPOLOCKEHNS, MPEKPALLEHNS KIMHNYECKOr0 UCCNEA0BAHNA NN BHECEHNS U3MEHEHMN
B NMPOTOKOJ;
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n) obecneynBaeT XpaHeHMEe [OKYMEHTOB, OTHOCALLMXCS K KIIMHUYECKOMY NCCeL0BaHMNI0, Npu
npeKpaLeHnn KIMHNYeCcKon pa3paboTkKm nccneayemMoro NeKapCTBEHHOMO NpenapaTta no 04HOMY,
HECKOJIbKMM WJIM BCEM MOKa3aHWAM, NyTAM BBELEHUS, IEKAPCTBEHHbIM (hOPMaM, Kak NpaBusio, B Te4YeHmne
ABYX NeT C MOMEHTa 0hMLIMaNbHOro NpekpaLleHns pa3paboTky;

M) Npy NpeKkpaLLeHun KAnHN4Yeckon pa3paboTky nccneyeMoro nekapcTBeHHOro npenapaTa coobuiaeT 06
3TOM BCEM Y4aCTBYIOLUM B KIMHUYECKOM NCCNeL0BaHMM UccnenoBaTenam u MeanunHCKMM OpraHm3aunsm,
B KOTOpPbIX OCYLLECTBASETCSA NPOBEAEHNE TaKOro NCCeA0BaHUS;

H) coobwiaeT o0 nepefaye npae Ha AaHHble 06 NccneayeMom iekapCTBEHHOM npenapaTe B MUHUCTEPCTBO;
0) ocyLecTBASAET BbIGOp UccnenoBaTenen N MeEAULMHCKUX OpraHu3aumin gns NPoBeAeHNS KINHNYECKOro
nccnepoBaHus, NpyY NPoBeLeHNN MHOMOLEHTPOBOMO KIMHUYECKOro NCCNefoBaHNs MOXET BbiTb
OpraHn30BaH KOOPAMHALMOHHLIA KOMUTET K (1K) BbIBpaH KOOpAMHATOP U3 YUCa UCCNiefoBaTENelN;

M) Ha BCeX 3Tanax KANHUYECKOro nccaefoBaHnsa (0T pa3paboTKu NpoTOKoAa, MHAMBUAYANLHOW
PEerncTpaLMoHHOM KapThbl, NaaHa CTaTUCTMYECKOro aHann3a, 415 obLiero pykoBoACTBa KIMHNYECKUM
nccnepoBaHmeM, paboThl C AaHHbIMKU, BEPUGMKALWN OAaHHBIX - A0 MPOBEAEHUS CTAaTUCTUYECKOr0 aHanum3a
MOJIy4eHHbIX AaHHbIX U MOATOTOBKM NMPOMEXYTOYHOI0 U (PUHAJSIBHOrO OTHETOB O KJIMHUYECKOM
nccnepoBaHmmM) npusnekaeT Anu, obnagatowmx COOTBETCTBYIOLLEN KBanUKaLmen;

p) obecrneymBaeT KOHTPOJIb 3@ Ka4€CTBOM M NMOJIHOTON NOJTYYEHHbIX B X0L€ KJIMHNYECKOro NCCAe0BaHUs
HLaHHbIX.

23. Mpwn MCnonb30BaHNN 3NEKTPOHHbLIX CUCTEM ANd paboThl C AaHHLIMU KJIMHNYECKOr0 NCCeloBaHMS U
(1NIM) 3NEKTPOHHBIX CUCTEM YAANIEHHOr0 A0CTYMNa K YKa3aHHbIM AaHHbIM OpraHn3aTop KANHUYECKMX
nccnefoBaHum:

a) obecneymBaeT 1 LOKYMEHTaIbHO OPOPMAAET COOTBETCTBME CUCTEM INEKTPOHHOM 06paboTKM AaHHbIX
TpeboBaHMAM K MOMHOTE, TOYHOCTM N HALEXHOCTW AaHHbIX, @ TakXKe CTabuNbHOCTb JOCTUXXEHMNS
Tpebyemoro pesyfbTaTa (fasiee - Banngauns gaHHbIx);

6) yTBepXX4aeT CTaHAAPTHbLIE OMNepaLMOHHbIE NMPOLeAYPbl UCNONb30BaHNSA 3/IEKTPOHHBIX CUCTEM;

B) obecneynBaeT paboTy 3NEKTPOHHLIX CUCTEM TakMM 0b6pa3oM, 4TOBbI MpU N3MEHEHUN BBEAEHHbIX AaHHbIX
BHOCUMbIE N3MeHEeHNS OblNN 3aJ0KYMEHTMPOBaHbI 1 paHee BBeAEHHble AaHHble He Bblan yaaneHsbl;

r) obecneymBaeT CUCTEMY 3aLLUUTLI AAHHBLIX KIMHUYECKOro MCCNef0oBaHNSA, MPeaoTBPaLLatoLLY0
HeCaHKLUMOHNPOBAHHbLIN AOCTYN K AaHHbIM, B TOM YuC/1e NOCPeACTBOM YTBEPXKAEHNS CMIMCKA JINL,
NUMeLLNX JOCTYN K AaHHbIM KIMHUYECKOr0 NCCIe[0BaHNSA C MPaBOM BHECEHWS B HUX U3MEHEHUI 1
pe3epBHOr0 KOMMPOBAHWA AaHHbIX;

4) obecneymBaeT COXPaAHHOCTb MaCKUPOBKMW KIMHNYECKOr0 NCCNeaoBaHns, NPOBOANMOro ciernbiM METOL0M,
npv BBoae 1 06paboTke AaHHbIX B 3/IEKTPOHHOW CUCTEME.

24. OpraHu3aTop KJANHUYEeCKOro nccaefoBaHna NpefocTasaseT nccnefosaTenio u MeguuHCKOn
OpraHm3auny NPOTOKO KANHUYECKOro CCNefoBaHNA 1 BPOLLIOpY B TEKYLLEN pefakuuy 40 NOANNCaHNS C
MeLMLIMHCKON OpraHu3aLmen LOroBopa Ha NpoBefeHne KIMHNYECKOro NCCieAoBaHNs U faeT BpeMs Ans
03HAKOMJIEHUNS C NPeaoCTaB/eHHON NHDOPMaLINEN.

25. OpraHu3aTop KANHUYECKOro NCCAef0BaHNA AOJHKEH NONY4YUTb MUCbMEHHOE COrlacue uccaefoBaTens u
YNOJIHOMOYEHHOTr 0 JiMLia MeAULMHCKON OpraHmM3aunmn, nocpeacTBOM NOANMCAHNS MPOTOKONA WK LPYrOro
LOKYMEHTa Ha:

a) NpoBefeHne KAMHNYECKOro NCCnejoBaHns B COOTBETCTBUM C NPOTOKO/IOM, HacToALWMMM [paBmunamm un
TpeboBaHMAMN 3aKOHOAATENLCTBA Poccuinckon depepaunn B cepe obpalleHns neKapCTBEHHbLIX CPeACTB;
6) cobnofeHue npoueaypbl perucTpaunm n NpeacTaBneHns AaHHbIX KIMHUYECKOr0 NCCIe[0BaHMS;

B) NMpOBEeAEHNE MOHUTOPUHIa 1 ayanTa;

) XpaHEeHNe AOKYMEHTOB, CBS3aHHbIX C MPOBEAEHNEM KJIMHNYECKOr0 NCCNeA0BaHNS, [0 TexX Mop, Noka
OpraHM3aTop KAUHUYECKOro NCCNefoBaHns He COOBLLMT ncciefoBaTenNio U MeaULUHCKON OpraHu3aumy,
4YTO AaHHbIE OKYMEHTbI MOTYT ObITb YHUYTOXEHSI.

26. OpraHu3aTop KANHUYEeCKOro nccaefoBaHna obs3aH B Ka4eCTBe CTpaxoBaTess CTPaxoBaTb PUCK

CkavaHo Ha canTe «3akoHbl PO» — https://actrf.ru Ctp. 111318



NPUYNHEHNS Bpeda XWU3HW, 300POBbLI0 NMaLMeHTa B pe3yJibTaTe NMPoBeLeHUs KIMHUYECKOro nccsieloBaHns
JIeKapCTBEHHOro npenapaTta a4 MeauLMHCKOro NPUMEHEHNs 3a CBOW CHET NyTeM 3aK/I04eHNUs Lorosopa
oba3aTenbHOro CTpaxoBaHms. YC10BMA OrOBOpa CTPaxoBaHMA, pa3Mep 1 NopsAOoK CTPaxoBow BbinaaThl
YyCTaHaBIMBAKOTCA B COOTBETCTBUM C nocTaHoBsieHneM Ne 714,

C yyeTom YacTu 1 cTaTbn 44 GepepanbHOro 3akoHa oT 12 anpens 2010 r. Ne 61-®3 "06 obpalleHnn
JleKapCTBEHHbIX CpencTs".

27. MNpwn Hann4yMn B MEANLMHCKOWN OpraHM3aLmnn, B KOTOPOM NAaHUPYEeTCS NpoBeAeHNE KINHNYECKOr0
nccnenoBaHns, HE3aBUCMMOro 3TUYECKOro KOMUTETA, OPraHn3aTop KJIMHNYECKOro nccefoBaHNs SOSKEH
NoJly4MTb NOATBEPXKAEHME TOr0, YTO AAHHbIA HE3aBUCUMbIN STUYECKMI KOMUTET OpPraHM30BaH 1 OeNCTBYeT
B COOTBETCTBUMN C HAacCTOALWMMY lNpaBuiamMmn 1 coriacue 3Toro He3aBUuCUMOro 3TMYeCKOro KOMUTETa Ha
npoBefeHne KJINHNYeCKOro NccieLoBaHus.

B cnyyae ecnm cornacue He3aBUCMMOr0O 3TUHECKOr0 KOMUTETA Ha NpoBedeHNe KJIMHNYECKOro
nccnenoBaHns BblpaXKaeTcs NoCpeaCcTBOM BHECEHNSA U3MEHEHUI B LLOKYMEHTbI U AaHHbIE KITUHUYECKOrO
nccnefoBaHns, MeaANLMHCKAsA OpraHu3auma npesocTaBaseT OpraHn3aTopy KAMHUYECKOro nccsieoBaHns
KOMUW BCEX N3MEHEHHbIX LOKYMEHTOB U faHHbIX.

B cnyyvae nsMeHeHns pelleHns He3aBUCUMOro 3TUYECKOro KOMUTeTa OTHOCUTENLHO NPOBeAeHUS
KJIMHMYECKOro NcciiefoBaHns, B TOM Y1cse nocpenCcTBOM OT3biBa paHee JaHHOIro corfacus, meguumHcKas
OopraHu3auns HesaMeaanTeNbHO yBeaoMaseT 06 3TOM opraHn3aTopa KJANHNYECKOro NCCIeA0BaHUS.

28. OpraHm3aTop KJANMHUYECKOr0 NCCedoBaHMA OO/KEH NMETh AaHHble No 6e30nacHOCTY n
3(pHEKTMBHOCTN NCCIeyeMOro IEKapCTBEHHOI0 NpenapaTa, 060CHOBbLIBAOLLME EF0 NMPUMEHEHME, @ TaKXe
0bHOBNIATbL BpoLtopy MO Mepe NoayyYeHns B paMKax NpPoBeAeHN KJIMHNYECKOro NCCeioBaHNs HOBbIX
JaHHbIX, BAUSIOLWNX Ha 3 EKTUBHOCTbL 1 6€30MacHOCTb NCCIeAYeMOro eKapCTBEHHOMO NnpenapaTa.

29. OpraHun3aTop KANHNYECKOro nccaenoBaHns obecnevymBaeT MCMNob30BaHe Npu NpPoBeaeHNN
KJIMHNYECKOr0 NCCIe00BaHNA UCCIeQyeMbIX JIEKAPCTBEHHbIX NPenapaToB (BK/oYas, npenapaThl
CpaBHeHNS 1 nnauebo) Npon3BedeHHbIX B COOTBETCTBMMN C TpeboBaHMAMY Haaexallen
NPOM3BOLACTBEHHOW MPAKTUKMW, MMEIOLNX COOTBETCTBYIOLLME MOKa3aTeNN KavyecTBa U KOTOpbIE B
COOTBETCTBYHIOLLNX CNYYasnX 3aKOAMPOBAHbI U MAapKMPOBaHbI B LieNsax obecrnevyeHns MacKUpoBKU.

Ha nepBnYHyt0 ynakoBKy (ecivm ANns 3TOro CyWecTByeT TEXHUYECKAs BO3MOXHOCTb) U BTOPUYHYIO
(noTpebnTenbCcKyo) YNakoBKY JIeKapCTBEHHbIX NPeNapaToB, NpeiHa3HaYeHHbIX 15 KNMHUYECKUX
nccnenoBaHui, 4OMKHA HAHOCUMTLCSA HaANMUCh: "ONsa KANHNYECKMUX NCCaenoBaHmm",

YacTb 8 cTaTby 46 PenepansHOro 3akoHa ot 12 anpend 2010 r. Ne 61-03 "06 obpalLeHnn neKapCTBEHHbIX
cpencTs”.

30. Ons KIMHNMYECKMX nccnefoBaHunii, NPOBOAMMBIX CNEMbIM METOL0M, CUCTEMA KOAMPOBAHNS
Mccneayemoro eKapCTBEHHOMO nNpenapaTta A0/KHA BKAKYaTh B ceba MexaHn3M, No3BOASIOW NI B
9KCTPEHHBIX CNlyyasx, 6bICTPO MAEeHTUOULMPOBaTL AaHHbLIN IEKapCTBEHHbIN NpenapaT, Npy 3TOM He
LLOMYCKaOLWMNIN BO3MOXXHOCTW HE3aMeTHO PacKpbITh KOL.

31. Ecnun nekapcTBeHHasa hopMa MccielyeMoro JIeKapCTBEHHOr0 npenapaTa wuin npenapaTta CpaBHEeHUS
Oblna 3MeHeHa B XoA4e KJIMHNYECKOro NCCIeA0BaHns, TO A0 NCNOJIb30BaHNSA HOBOW JIEKapCTBEHHOW (POPMbI
B KJIMHNYECKOM UCCNef0BaHUN JO/KHbI ObITh MOYyY€EHbl pe3ynbTaTbl COOTBETCTBYIOLLMX LONOJHUTENbHbIX
nccnefoBaHN JaHHOW IeKapCTBEHHON (hOPMbI MpenapaTa, HeobxoAnMble A9 OLLEHKU CTeNeHU BANSHUS
LaHHbIX U3MEHEHUN Ha (hapMaKOKMHETUKY NCCNelyeMOro IeKkapCTBEHHOro npenapaTa, ero 6e3onacHocTb
1 3(hHEKTUBHOCTb. B TakoM c/ly4ae opraHU3aTop KANMHUYECKOro uccnefoBaHms obecneynBaeT BHECEHNE
N3MEHEHWUN B NPOTOKOJI.

32. OpraHu3aTop KANMHUYEeCKOro nccaefoBaHna obecnevmsaeT nocTynieHme B MeanLMHCKY0
OpraHm3auuio, B KOTOPOW MPOBOANTCS KJIMHNYECKOE NCCNIefoBaHMe, NCCNeyeMoro JlekapCTBEHHOr0
npenapara.
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OpraHn3aTop KJMHWUYECKOro NCCaeloBaHNS AOJKEH UMETb UCCIeyeMbIl IeKapCTBEHHbIA NpenapaT B
KONn4ecTBe, HeO6X04MMOM AN1A NPOBEAEHNS KINHNYECKOr0 NCC/IEA0BaHNSA 1 MOATBEPXKAEHNS €ro
COOTBETCTBUSA TpeboBaHMAM hapMakonenHbix cTaTen Mnbo B Ciydae Ux OTCyTCTBMA HOPMATUBHON
JOKYMEHTALMUN NN HOPMATUBHOIO JIOKYMEHTA, @ TaK)Xe BECTW YYET aHaIn30B 1 XapakTepucTuk obpasLos
JIeKapCTBEHHOrO npenapaTa 13 napTum (cepun).

MocTynneHne nccneayemMoro eKapCTBEHHOMO NpenapaTa B MeANLUHCKE OpraHu3aLmnm, ero Bo3epar,
YHUYTOXKEHMNE NCCNefyeMOro JIEKapCTBEHHOMO NpenapaTa NoApobHO 1 B CPOK AOKYMEHTMPYETCS
OPraHn3aTopPOM KJIMHNYECKOro NUCC/IeloBaHms.

OpraHn3aTop KJMHNYECKOro NCC/eloBaHNA OCYLLECTBASET NOCTOSHHYIO OLeHKY 6e30MacHOCTM
nccaenyemoro SieKapCTBEHHOro npenapaTta U yBe4oMJISeT BCEX 3aHATLIX B KIMHUYECKOM UCCnenoBaHnn
nccnenoBaTenien u MeANLUHCKMNE OpraHn3aLmm 0 NoJlyYeHHbIX AaHHbIX, KOTOPble MOryT He6NaronpusATHO
0TpPa3nTbCA Ha 6e30NacHOCTN Y4aCTHUKOB KJIMHNYECKOro NccieoBaHms 1 (MAKn) NoBAMATL Ha NPOBeAeHNe
KJINHNYECKOro UCCaeoBaHuns.

33. OpraHun3aTop KANHNYECKOr0 NCCIef0BaHNS Co0bLLaeT BCEM YHACTBYOLLMM B KIMHUYECKOM
nccnegoBaHMmM UCCNefoBaTeNsiM, MeANLMHCKM opraHm3aumam n ®enepanbHoi cny>xbe no Hag3opy B
chepe 3apaBooxXpaHeHUss 060 BCeX CEpbE3HbIX N HEMPeABUAEHHbIX HEXENATENbHbIX PeakLnsiX, a Takxe
npeactasnseT B ®enepanbHyto cnyxby no Hag3opy B chepe 34paBOOXPAHEHUSA MEPUOANYECKNE OTHETHI MO
6e30nacHOCTM NccneayeMoro npenapaTta B YCTaHOBIEHHOM MopsaKe.

Mpuka3 MuH3apascoupa3BuTua Poccum ot 26 aBrycta 2010 r. Ne 757H "O6 yTBEpXXAEHMM NOPSAKa
OCYLLLECTBJIEHNS MOHUTOPWHIa 6€30MaCHOCTM NEKAPCTBEHHbIX NPenapaToB A5 MegnLMHCKOro
NpPYMeEHEHUs, perncTpauny noboYHbIX LENCTBUN, CEPbE3HbIX HEXEeNaTeNbHbIX PpeakLunii, HernpeaBuaeHHbIX
HeXxeslaTe lbHbIX peakunii Npy NpUMeHeHUn NeKapCTBEHHbIX NpenapaTos A8 MeguLUMHCKOrO NPUMeHeHUs
(3aperncTpupoBaH MnHncTepcTBoMm tocTuumnm Poccuinckon ®egepaumm 31 asrycta 2010 r.,
perncTpaunoHHbin Ne 18324).

34. OpraHm3aTop KJANHUYECKOro NCCNefoBaHMA OCYLLECTBASEeT MOHUTOPUHI KIUHNYECKOro nccnenoBaHuns,
BKJIOHAIOLLNA AEATENbHOCTb MO KOHTPOJIIO 33 X040M KJMHUYECKOr0 nccnegoBaHuns, no obecneyeHunto ero

npoeeaeHns, cOopy AaHHbLIX U NPeACTaBNEHMNIO PE3YbTaTOB B COOTBETCTBUM C NMPOTOKOJIOM,
CTaHZApPTHbIMU OnepaLnoHHbIMU Npoueaypamu, HacTosawmMm Mpasunamu n TpebosaHUAMY
3akoHopaTenbcTBa Poccuinickon ®epepaunn 06 obpalleHun nekapcTBEHHbIX CPEACTB.

[ng npoBefeHNs MOHUTOPUHIA OPraHN3aToOP KJIMHUYECKOr0 NCCIeA0BaHUSA Ha3HavYaeT pusnyeckoe nmuo,
obnapatolLee Hay4YHbIMU 1 (MK) creunanbHbIMU 3HAHUAMU, HEOBXOAUMBIMU A9 MPOBEAEHUS MOHUTOPUHIA
KJMHNYECKOro NCCNeaoBaHNS.

JInuo, Ha3HaYeHHOe OpraHN3aToOPOM KMHMYECKOr0 UCCIef0BaHNA A9 NpoBeAeHNs MOHUTOPUHIa,
06513aH0 cobn0aaTh CTaHAApPTHbIE OnepaLoHHbIe MPoLefypbl OpraHn3aTopa KJIMHUYECKOoro
nccnenoBaHms.

35. Llenbto MOHUTOPUHIa KJIMHNYECKOr0 NCCIe[0BaHNA SBASETCA yCTaHOBIEHNE TOr0, YTO:

a) npaBa v 6naronony4yme y4acTHUKOB KINHUYECKOro NCCNeL0BaHNSA 3alUNLLEHbI;

6) Nony4YeHHble B X04e KJIMHWYECKOr0 UCCIeA0BaHNA fJaHHbIe ABASIOTCA TOYHbIMW, MOAHBIMU 1
NOATBEPXAATCA NEPBUYHON OOKYMEHTaLNeN;

B) KJIMHMYECKOE NCCNeloBaHMe NPOBOAMTCA B COOTBETCTBMM C YTBEPXKAEHHON TEKYLLEN Bepcuei
MPOTOKO1a N U3MEHEHNI K HeMy, TpeboBaHUAMN HacToALWMX [paBua 1 3aKoHOA4AaTeNbCTBa POCCMINCKON
®epepaumm 06 obpallleHnn neKapCTBEHHbIX CPeaCTB.

36. Ina DOCTUXEHNSA Lenel MOHUTOPWHIa KJMHUYECKOro UCCeL0BaHMA NLL0, HA3HAaYeHHoe
OpraHM3aTopoM KJIMHUYECKOr0 NCCe0BaHUSA 411 MPOBELEHUS MOHUTOPUHTa:

a) obecneymBaeT B3aMMOLENCTBME MEXY OPraHN3aTOPOM KIMHUYECKOro NCCef0BaHNS, MeaNLNHCKOW
opraHu3saunen n uccnefoBaTtenem;

6) NpoBepseT 1 KOHTPOMPYET HaAu4me KBanudukauum nccnefoBaTens n pecypcos MeanLMHCKON
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opraHusauuy HeobxoAUMbIX A5 NPOBEAEHNS KJIMHWYECKOr0o UCCaenoBaHus, BKOYas nabopatopun,
obopynoBaHME N NepCoHal;

B) B OTHOLLEHWM UCCIEAYEMOr0 JIEKapCTBEHHOM O NpenapaTa NpoBepsieT:

CPOKW 1N yCcnoBusa XpaHeHUA, KOJIN4eCTBO B 06'beMe, HeOGXO,EI,VIMOM onga nposegeHna KIMHN4YeCcKoro
nccnenoBaHus;

NnoJiyYeHne TOJIbKO TEMU YHaCTHUKAMN KIMHUYECKOro MCCNe0BaHNs, KOTOPbIM OH Ha3Ha4YeH, 1 B A03aX,
YCTaHOBJ/IEHHbIX NMPOTOKOJIOM;

WNHCTPYKLMM NO NPaBWJIbHOMY MPUMEHEHNIO, XPaHEHWIO 1 MOPSAKY BO3BpaTa NPenoCcTaBieHbl y4acTHUKAM
KINMHNYeCKOro nccnenoBaHu4,

OCYyLLLeCTBJIEHNE NCCNIef0BaTENEM KOHTPOSA U LOKYMEHTaIbHOr0 0hOpMAEHNSA NOSTYHEHUS, MPUMEHEHMS,
BO3BpaTa, YHU4TOXKEHMNSA NCCefyeMOro JIEKapCTBEHHOrO NpenapaTa B MeAULIMHCKON OpraHmM3auug;

r) npoeepseT cobnoaeHne nccnenoBaTeneM yTBEPKAEHHOrO MPOTOKOIAa U BCEX N3MEHEHU K HEMY,
NPaBUIbHOCTb, MOSHOTY, TOYHOCTb U CPOKM ODOPMIEHUS NCCefoBaTENeM OKYMEHTOB U AaHHbIX
KJINHNYECKOro UCCIeloBaHNs;

1) NpoBepseT noslyvyeHne 4o6POBONLHOIO0 MUCbMEHHOIO COMTACUA KaXKAoro y4acTHUKA KINHNYECKOro
nccnegoBaHMA A0 Ha4dasla ero y4actna B KIIMHNYeCKOM nccnegoBaHni,

e) obecneymBaeT Haanyme y uCCnefoBaTena TeKyLen peaakumm 6poLopbl, MHbIX JOKYMEHTOB U
MaTepuranos, HeobXoAUMbIX A5 NPOBEAEHNS KJIMHNYECKOr0 UCCIeloBaHNS;

) obecneymBaeT foBeAeHMe A0 UccnefoBaTenen HeobxoanMMom NS NPOBEAEHNS KJIMHNYECKOro
nccnenoBaHna UHGoOPMaLUK;

3) NpoBepseT cobnoaeHne nccnenoBaTenem Kputepunes oTbopa y4acTHMKOB KJIMHUYECKOT0 NCCIef0BaHMS;
1) NpoBepseT NPaBUAbHOCTb, MOAHOTY M CPOKMN PErncTpaLmm JaHHbIX KJIMHNYECKOro NccaenoBaHms, a
TaKXe Nopsaok BeAeHNs OOKYMEHTOB KJNMHUYECKOr0 NCCe0BaHNS;

K) NpoBepsieT NpaBWJIbHOCTb MU NOMHOTY pPerucTpauimn B MHANBUAYAIbHON PErNCTPaLMOHHON KapTe
JlaHHbIX, NPeayCMOTPEHHbIX MPOTOKOJIOM, AaHHbIX 006 N3MEHEHNAX [03bl U (UAKN) Tepannn, O BbISBJIEHHbIX
HeXXeNlaTeNbHbIX ABJIEHNAX N HEXENATeNbHbIX PeakLUsAX, 0 NPOMYLLEHHbIX Y4aCTHUKOM KJIMHNYECKOro
nccnenoBaHMs BU3MTaX, O HEBLIMOJIHEHHBIX aHanm3ax 1 obcnenoBaHusx. Bce cayvyam NCKYEHNS U
BblObIBAHUS Y4aCTHUKOB KJIMHNYECKOro nccaenoBaHna N3 KIMHN4YeCKoro nccienoBaHma nognexat
perncTpaumm n NOSICHEHNIO B UHANBMAYaNbHOW PErncTPaunoHHON KapTe;

N) coobulaeT nccnenoBaTesnto o NobbIX AOMYLEHHbIX B UHAWBUAYaNbHON PErNCTPaLMOHHON KapTe
owmbkax, nponyckax 1 Hepa3bopUmMBbIX 3aMNCAX U MPOCIEXMBAET 3a TeM, 4TOObI COOTBETCTBYOLLNE
ncrnpassieHns, bbiam coenaHbl, 4aTUPoBaHbl, 06bACHEHbI (ecnn HeobxoaMMo) 1 NoAMMCaHbI
nccnenoBaTenem;

M) coobuiaeT nccnenosaTento 06 OTKNOHEHMAX OT MPOTOKOMA, CTaHAAPTHbLIX MMCbMEHHLIX npouenyp
opraHusaTtopa, TpeboBaHuUn HacToALw KX MpaBu, 3aKoHoaaTenbCcTBa Poccuinckon depepaunn 06
obpalLeHNn NekapCTBEHHbIX CPEACTB M NPUHUMAET Mepbl MO UX YCTPAHEHWIO N HELOMYLLEHWIO NMOBTOPEHMS.
37. MnCbMeHHbIe 0TYETbl MO0 MOHUTOPUHIY KJIMHWYECKOro UCCeioBaHNA NPeACTaBASOTCS JNLOM,
Ha3HaYeHHbIM 4N15 NPOBEeAEHNS MOHUTOPUHIa OpPraHM3aTopy KJIMHMYECKOro UCCeaoBaHNA B NOPSAKE U
CPOKW, YCTaHOBJ/IEHHbIE CTaHAAPTHbLIMK OMNepaLMOHHbIMK NPoLeaypaMu opraHu3aTopa.

OT4eT o MOHUTOPUHTY KNNHNYECKOro nccnegoBaHma AosKeH CoAep>XXaTb, B TOM HucCsie CPOKK npoBeneHns
MOHWUTOPWHIa, HAUMEHOBaHME MeANLNHCKON OpraHu3aunmy, rae npoBoaAuACaS MOHUTOPWHI, AaHHble 06
nccnenoBaTenax, y4aCTHUKaX KIMHUYECKOro NCCeaoBaTens, C KoTopbiMu 0bLwanoch
(B3aMMOAEeNCcTBOBAsIO) M0, Ha3HAa4YEHHOE A5 NPOBEAEHNS MOHUTOPUHIa, ONUCaHne NPoBepPKU, CBEAEHUS
0 BbISIBJIEHHbIX HE0CTATKaX, BbIBOAbI MO Pe3y/ibTaTaM MOHUTOPWHIA U UHblE CBEAEHWUS U [laHHbIE,
KaCalowmnecd MOHUTOPUHIa KJIMHNYEeCKOro nccienoBaHmA.

38. OpraHM3aTopoM KJIMHMYECKOro NCCae0BaHNs OCYLLECTBASETCA HE3aBMCMMasa OT MOHUTOPMHIA OLLeHKa
COOTBETCTBUS MPOBOAMMOIr0 KJIMHUYECKOr0 UCCNeN0BaHNSA NPOTOKOJY, CTaHAAPTHbLIM ONepaLnoHHbIM
npowenypam opraHm3aTopa, HacTosawmm Mpasmnam n TpeboBaHNAM 3aKoHoLaTeNbCTBa Poccuinckon
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®epnepaumm 06 obpallleHnn NeKapCTBEHHbIX CPEACTB (Aanee - ayanT KIMHWYECKOr0 UCCIef0BaHMs).

[na nposefeHnsa ayanTa KJIMHUYECKOro ccneoBaHns OpraHn3aTop KJMHUYeCKOro uccnenoBaHms
Ha3Ha4aeT NnL, He3aBUCKMMbIX OT BCEX CYOHEKTOB KANHNYECKOro NCcaenoBaHus n obnagaoLwmx
KBasiMuKaLmen, NoAroTOBKON, ONbITOM A5 NPOBeAeHNs ayamnTa.

MnaH n 06beM ayanTa KJAMHUYECKOr0 UCCNefoBaHMs pa3pabaThiBalOTCS U YTBEPXKAAOTCA OpraH1M3aTopom
KJINHNYECKOro UcciefoBaHns C y4eTOM KOIMYeCTBa y4aCTHUKOB KJIMHNYECKOro nccaefoBaHms, Tuna u
CNOXHOCTU KJIMHNYECKOro UCCNeloBaHMA, CTeNeHn pucka 415 y4aCTHUKOB KJIMHUYECKOro CCnefoBaHns 1
NHbIX 06CTOATENLCTB.

39. Mpwn obHapy>XeHnn B X04e MOHUTOPUHIA AN ayanTa KIMHUYECKOro UCCNen0BaHNS CEPbE3HbIX U (1K)
MOBTOPSIOLLMXCA Cly4aeB HecobnoaeHNa nccnegoBateneM, MeULMHCKON opraHu3aLmen yCTaHOBAEHHbIX
TpeboBaHWin K MPOBEAEHUIO KIIMHNYECKOr0 UCCIE[0BaHNA OPraHn3aTop KAMHNUYECKOr0 NCCIef0BaHmNs
npekpaLwaeT y4acTne uccnepoBatens, MeAULMHCKON OpraHM3aLnm B KIMHUYECKOM NCCNeLoBaHUN 1
BHOCUT M3MEHEHMNSA B NPOTOKOJI.

40. B cpok, He npeBbIWAWMA NATK paboynx gHEN Co AHA 3aBepLUeHNs, NPUOCTAHOBIEHNS NN
npeKpaLeHns KNMHUYECKOro NCCcnefoBaHns NeKapCTBEHHOMO NpenapaTa A% MeQULMHCKOro NpuMeHeHNs,
coobuieHre 06 3TOM HanpaBASAETCS OPraHM3aTOPOM KJIMHUYECKOr0 NCCeaoBaHNs B MUHNCTEPCTBO.

41. MNpy MHOTOLLEHTPOBLIX KJIMHUYECKUX UCC/Ie0OBAHUAX OPraHn3aTop KJIMHNYECKOro ncciefoBaHms
obecneymBaeT:

a) nposBeAeHme KINHUYECKOro NCCnefoBaHNs BCEMU MeQULMHCKUMW OpraHn3aumnsaMuy, y4acTBYOWMMM B
MHOrOLEHTPOBOM KANHUYECKOM UCCAeA0BaHNW, B CTPOrOM COOTBETCTBUM C MPOTOKOIOM KIIMHUYECKOrO
nuccnenoBaHus;

6) pa3paboTky MHAUBMAYANbHBIX PErMCTPALLMOHHBLIX KapT, M03BoNALWNX cobpaTh TpebyeMble AaHHble U3
BCEX MeAMLMHCKUX OPraHM3aunia, y4acTBYIOLWNX B MHOMOLLEHTPOBOM KJIMHNYECKOM UCCe[0BaHNN;

B) LOKYMeHTaslbHOEe 3aKpenieHne npas u 0643aHHOCTEN MeQULUHCKUX OpraHn3aLni 1 nccnepoBaTtenen,
npenocTaB/ieHne yKasaHHbIM AnMLaM NpoTOKONA, CTaHAAPTHBLIX ONepauMoHHbLIX Npoueayp opraHu3aTopa,
WHCTPYKLMM NO 3aN0JSIHEHWIO UHAMBUAYANbHbIX PErucTPaLMOHHbBIX KapT 40 Havyana KJINHUYECKoro
nccnenoBaHus.,

IV. OpraHm3aumnsa paboTbl uccnenoBatens

42. PykoBOAMTEb MEAMLIMHCKON OpraHn3aLmm, KoTopas NpoBoOANT KANHUYECKOoe NCCnefoBaHue,
Ha3HavyaeT uccnepoBaTensi, OTBETCTBEHHOIO 3a MPOBEAEHNE TaKOro UCCIEA0BaHMSA 1 UMEIOLLErO fevebHyio
CnewunansHOCTb, COOTBETCTBYIOLLYIO MPOBOANMOMY KANMHUYECKOMY UCCeL0BaHNUIO, CO CTaXxeM paboThl Mo
nporpaMMam KJIMHNYeCKUX NCCef0BaHNA He MEeHee YeM TpU rofa 1 no ero NpeasioKeHno Ha3HavaeT
couccnefoBaTesiei U3 Ynucaa Bpaden 3ToM MeQULMHCKON opraHu3aunm (fanee - nccienosaTens).

MyHKT 1 cTaTbn 40 ®epepanbHoro 3akoHa oT 12 anpens 2010 r. Ne 61-03 "O6 obpalleHnn NeKapCTBEHHbIX
cpencts”.

43. NccnepnoBaTenb, COMCCNEA0BATENN AO/KHbI ObITb 03HAaKOMJIEHbI C pe3y/ibTaTaMn AOKJANHNYECKOrO
MccnenoBaHNA UCCeNYEMOro JIeKapCTBEHHOrO NpenapaTa, akTyaslbHOW Bepcuen BpoLutopbl, MPOTOKOJIOM,
WHbIMW JOKYMEHTaMu U JaHHbIMU, UMEIOLUMIN OTHOLIEHME K NMPOBELEHUIO KJIMHUYECKOro UccsieLoBaHus.
44, NccnepoBaTenb OCYLECTBASET 0TOOP YH4aCTHMKOB KIMHNMYECKOr0 UccneaoBaHmns, obecneymneaet
OKa3aHne MeanLNHCKON MOMOLLN YYaCTHUKY KANHNUYECKOro NCCef0BaHNS.

YacTb 2 cTaTby 98 denepansbHOro 3akoHa ot 21 Hoabps 2011 r. Ne 323-®3 "O6 ocHOBax OXpaHbl 340POBbS
rpaxgaH B Poccuinckon ®epgepaunn” (CobpaHue 3akoHomaTenscTBa Poccuinckon denepaunn, 2011, Ne 48,
CT. 6724).

45. NccnepoBaTesNb, coMccnenoBaTeny AOSXKHbI 3HaTb 1 cobnogaTth HacTosLWme MNpasuna n UHble
TpeboBaHWA 3aKoHO4aTeNbCTBa Poccunckon ®epepaumm o6 obpalleHnn nekapCTBEHHbIX CPEACTB.
HapyLlueHne HacTosAwumx MNpasun, hanbcnpmkaums pesynbTaToB KIVMHUYECKOr0 NCCef0BaHNA BEKYT 3a
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coboll 0TBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAATeNbCTBOM Poccuinckon ®epepaumn.

MyHKT 12 cTaTbm 40 ®epepanbHoOro 3akoHa oT 12 anpens 2010 r. Ne 61-03 "O6 obpalueHnm
JIeKapCTBEHHbIX CpencTs”.

46. ViccnepoBaTesnb AOJKEH pacnosiaraTb BpEMEHEM U pecypcaMm, BKOYas nabopatopun, obopyaoBaHune
1 NepcoHan, HeobxoaAMMbIMK A5 NPOBEAEHNS KNMHUYECKOr0 NCCNenoBaHns.

47. MNpy HaNN4MmM Ccornacmsa y4acTHUKa KIMHUYECKOro NCCNefoBaHMA nccnenoBaTenb coobLlaeT nevallemy
Bpayy Y4aCTHUKA KJIMHNYECKOro nccnegoBaHns 06 yyacTum nocnegHero B KJIMHUYECKOM NCCeq0BaHNN.
48, |/|CCJ'Ie,EI,OBaTeJ'Ib NPOBOANT KJIMHNYECKOE nccsieaoBaHmne B COOTBETCTBUI C MPOTOKOJIOM.
WccneposaTtesnb 0653aH cobnogaTb NPOTOKOI, HE LO/IKEH BHOCUTbL B HEr0O M3MeHeHUs 6e3 pelieHuns
MuHncTepcTBa U 006pPeEHNS HE3ABUCMMOr0 STUYECKOr0 KOMUTETA 3a UCKJTIOYEHUEM CJTyYaeB, Koraa
TpebyeTcs yCTPaHUTb HEMOCPEACTBEHHYIO YIPO3Y XU3HW 1 (MAK) 340P0OBbSA Y4aCTHMKA KINHNYECKOTO
nccnenoBaHus.

Jlioboe OTK/IOHEHME OT YTBEPXXAEHHOI0 NPOTOKOJ1a 0POPMAAETCA AOKYMEHTAIbHO 1 B KpaTyanline CPoKM
HanpaB/deTCa 4159 PaCCMOTPEHNS U COrTaCoBaHNS B HE3aBUCUMbIN STUHECKMIA KOMUTET WU OpraHn3aTopy
KIMHNYEeCKOro ncciegoBaHunsa and cornacoBaHu4.

49. NccnepoBaTtesnb coobuwaeT B HE3aBUCUMbIA 3TUYECKNIA KOMUTET:

a) 06 OTKNOHEHUSAX OT NPOTOKOJIa U N3MEHEHNAX MPOTOKONA, MPON3BEAEHHbIX 15 YCTPAHEHUS YrPo3bl
XKU3HW 1 (Mn) 340POBbSA YYaCTHUKA KIMHUYECKOro NCCef0BaHus;

6) 06 n3MeHeHusAx, HeMocpeaCTBEHHO BANSAIOLWMX Ha NPOBeAEHNE KIMHNYECKOr0 NCcaenoBanus n (nam)
yBEMNYMNBaOLWKNX PUCK YH4aCTUA B KIIMHNYECKOM NCCien0BaHWN,;

B) 060 BCEX HEXENaTeNbHbIX peakLUsax, KoTopble ABAAIOTCA 04HOBPEMEHHO CEPbE3HbLIMU 1
HenpeaBNAEHHbIMU;

') 0 HOBbIX AaHHbIX, KOTOPbIE MOTYT CBMAETENLCTBOBAaTL O BO3PACTaHUM pUCKa 415 Y4aCTHNKOB
KJIMHUYECKOr0 NCCAen0BaHNs Uan MOryT He61aronpusaTHO NOBAMATb Ha X0 KJIMHUYECKOr0 UCC/IeA0BaHNS.
50. ccnepoBaTenb f0/HKeH 06ecneynTb NPUMEHEHNE Y4aCTHMKaMMN KIMHUYECKOr0 UCCNenoBaHns
nccnenyemblix JIEKapCTBEHHbIX NPenapaToB B COOTBETCTBUM C MPOTOKOJIOM 1 cobntogaTtb
npegycMOTPEHHYO MPOTOKO/I0M METOAMKY paHAOMU3aUnn (pacnpefeneHms Y4acTHUKOB KJTMHUYECKOro
nccaenoBaHMA No rpynnam jedveHns Uan KOHTPoNa ciayvyanHbiM 06pa3oM, N03BONSIOLLENO CBECTU K
MUHUMYMY CyOBEKTUBHOCTL) 1 06eCnedYnTb pacKpbiTUE KOAa TOJIbKO B COOTBETCTBUN C MPOTOKOJIOM.
Ecnn KNMHMYeckoe nccaefoBaHne NpPoBOANTCS C/IENbIM METOAOM UCC/IeA0BaTENb AOKYMEHTAIbHO
ohopMASET N 0OBACHSAET OpPraHn3aTopy KANHMYECKOro UCcienoBaHns noboe npexxageBpeMeHHoe
packpbIThe KOAa NccnenyemblX NeKapCTBeHHbIX NMpernapaTos.

51. ccnepoBaTenb OCyLECTBASET y4YeT NCCefYyEeMbIX NEKAPCTBEHHbIX MpenapaToB 1 nNpenapaToB
CpaBHEHWS, B TOM YMCJle BEAET y4eT UX NOCTYNAEeHU, (aKTUYEeCKOro Han4yns, Kon4ecTea
NCMNOJIb30BaHMSA KaXAblM Y4aCTHUKOM KJMHNYECKOr0 NCCIeA0BaHUS, YHUYTOXEHUS, @ Tak)Xe BO3BpaTa
opraHmn3aTopy KJANHUYECKOro NCcnegoBaHus.

iccnenoBaTesib MOXKET nepenaTth 0693aHHOCTY MO yYeTy UCCNenYyEMbIX IEKAaPCTBEHHbIX NPenapaToB U
npenapaToB CpaBHeHMSA PabOTHNKY anTe4YHON OpraHn3aLnmy Nan MHOMY NuLy, MOAKOHTPOJIbHOMY
nccnenoBaTesio.

3anncy No yyeTy LOJ/DKHbI BKJOYaTb B ceba AaTbl, KOJIMYECTBO, HOMEepa NapTUin, Cepuin, CPOKN roaHOCTH
(roe NPUMEHNMO) 1 YHUKaNbHbIE KOAbI NCCeyeMbIX IEKapCTBEHHbIX MpenapaToB 1 NpenapaTos
CPaBHEHNS N YHACTHUKOB KJANHNYECKOr0 NCC/IeA0BaHUS.

WccnepoBaTenb A0JKEH BECTW 3aMnCK, NOATBEPXKAAOLWME, YTO YH4ACTHUKIN KIIMHNYECKOro NCCneaoBaHuns
noJiydanu nccnefyemMble iekapcTBeHHbIe npenapaThbl U (Mn) npenapaTbl CPaBHEHNUS B 03aX U1
KONN4YecTBax, NPeayCMOTPEHHbIX MPOTOKOJIOM KJIMHNYECKOro NccaefoBaHms.

52. ccnepoBaTesib MHDOPMUPYET YyHaCTHUKA KJIIMHMYECKOr0 NccefoBaHNs UK ero 3aKOHHOro
npeacTaBuTens:
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a) 0 TOM, YTO KJIMHNYECKOE NCCNelOBaHNE HOCUT SKCMEPUMEHTaJIbHbIN XapaKTep, y4acTue imua B
KJINHNYECKOM MNCCNIeA0BaHNN SBNSETCA AO06POBOJSIbHBIM U OHO MOXXET 0TKa3aTbCs OT y4acTus B
KJINHNYECKOM MCC/Ief0BaHUN B Nt0OON MOMEHT;

6) 0 UeNN KNMHNYECKOrO NCCIeA0BaHUS, €ro NPOACIKUTENBHOCTN U NPUBAN3NTENBHOM KOINYECTBE
YYaCTHWKOB;

B) O BapMaHTax JIe4eHNs B NPOLECCe KJIMHNYECKOr0 NCCNEA0BaHUS N BEPOSTHOCTUN CJIy4anHOro
pacrnpegeneHnsa B 0gHY U3 rpynmn nevyeHus;

) 0 npoueaypax KJIMHUYECKOro NCCe0BaHUS, BKJIOYas BCE MHBA3MBHbIE MPOLEAYPbI;

A) 06 0693aHHOCTAX Y4aCTHMKA KINMHNYECKOr0 MCCNeaoBaHuns;

e) 06 oXxmaaemblx pucke n (Uan) nosab3e NS yH4aCTHUKA KIMHUYECKOr0 CCNefoBaHns, a Takxe, B
COOTBETCTBYIOLWMX CNyYasax, Ana aMOpnoHa, Naoga unm rpyaHoro pebeHka;

»K) 06 MHbIX, MOMMMO NPefyCMOTPEHHbIX MPOTOKOJIOM NpoLefypax uan MeToAax eYEeHUs, KOTOpbie MOryT
ObITb AOCTYMHbI YH4aCTHUKY KJIMHUYECKOro NCCNEOBaHNS, @ TaK)Ke X NOTEHUMAJbHbIX BEIFOAE, NOb3e,
pUCKe;

3) 0 KOMMEeHcaLMn 1 (Un) NevYeHnn, LOCTYMHbIE YYAaCTHUKY KIMHWYECKOr0 UCCIej0BaHMS B CllyYae
NPUYNHEHNS BPeaa ero 340P0BbI0 B Pe3ybTaTe y4aCTUS B KIIMHUYECKOM UCCNeaoBaHNN;

1) 0 NAAaHMPYEMbIX BbIMJaTaX YH4aCTHUKY KJIMHWYECKOr0o UCCIe0BaHNA 3a €ro y4acTue B KIMHUYECKOM
NCCNea0BaHMM, eCN TaKoBble NMPefyCMOTPEHbI;

K) O MJIaHUPYEMbIX pacxodax y4aCTHUKa KNMHMYECKOr0 NCCNefoBaHNs, eCi TaKOBble 0XKNAAKTCS,
CBSI3aHHbIE C €ro y4acTUeM B KIMHNYECKOM NCCNeN0BaHUN;

J1) 0 TOM, 4TO YHACTHUK KJIMHUYECKOr0 NCCNIef0BaHNS UM €r0 3aKOHHBbIN NpeacTaBUTeNb, NOAMNCHIBAs
NHMOPMALMOHHBIA TNCTOK NauneHTa, 4aeT paspeLlleHne Ha 4OoCTyn Anuy, Ha3Ha4YyeHHOMY 41 NpoBeAeHmMs
MOHUTOPWHIa, ayANTOPOB, HE3aBUCUMbIX 3TUYECKNX KOMUTETOB, YNOJIHOMOYEHHbLIX OPraHoB K
MeONLUHCKMM 3arnncsaM y4acTHUKa KIMHUYECKOr0 CCnenoBaHuns;

M) O TOM, Y4TO 3anncu, MAEHTUMNLMPYIOLWLME YHAaCTHNKA KIMHNYECKOr0 UccneaoBaHmns, byayT COXpaHeHbl B
TalHe, pacKpbITMEe X AOMNYCKaeTCs B COOTBETCTBMM C 3aKOHOAATeIbCTBOM Poccuinckon ®epepaumm n npu
ny6amMKaumm pesynbTaToB KINHNYECKOr0 NCCNEN0BAHNS KOH(UAEHUMNABHOCTb AaHHbIX YYacTHMKaA
KJINHNYECKOro nccnenoBaHna byaeT coxpaHeHa;

H) 0 TOM, 4TO Y4aCTHUK KJMHUYECKOr0 NCCNe0BaHNS MU ero 3aKOHHbIA NpeacTaBuTens byaer
He3amennTebHO 03HAaKOMJIEH C HOBOW MHGOpMaLMelt, CNocobHOM NOBANATL Ha ero KenaHune
NpPoLo/KaTb y4YacTue B KINHNYECKOM UCCIe10BaHNK,

0) 0 MUAXx, K KOTOPbIM MOXKHO 06paTUTLCA NS NOSYYEHUS LONOJHUTENBbHON NHPOPMALINK O KIMHUYECKOM
nccnenoBaHNM, U NpaBax Y4aCTHUKOB KIMHNYECKOr0 NCCef0BaHNS;

M) 0 BO3MOXXHbIX 06CTOATENLCTBAX U (MIM) MPUYUHAX, MO KOTOPbLIM y4acTMe NnLa B KIIMHUYECKOM
NCCNepoBaHMM MOXET BbITb NpeKpaLLeHo.

53. HdopMaums 0 KIMHUYECKOM UCCNeA0BaHNM O0JKHA COAEP)KaTb Kak MOXKHO MeHbLUEe CneLunabHbIX
TEPMUHOB U ObITb MOHATHA YYaCTHUKY KJANHUYECKOrO NCCef0BaHNA UM €Fr0 3aKOHHOMY NpPeLCTaBUTEeNIo.
54. ccnepoBaTenb nepepn nosyvyeHneMm MHOOPMMpoBaHHOro 4obpoBOLHOMO COrlacus OOJIKEH
NPenoCcTaBNTb YYACTHUKY KJANHUYECKOr0 MCCef0BaHNS, ero 3aKOHHOMY NpeaCcTaBUTENI0 BPeMS,
HeobxoamMoe ONS NPUHATUS pelleHns 06 y4acTUmM B KIMHUYECKOM NCCIeI0BaHMM UM OTKa3e OT Takoro
yy4acTma. YYaCTHUK KIMHWYECKOro UCCNeaoBaHNA UM ero 3aKOHHbI NpeacTaBUTeNb BNpaBe NoayyYnTb
ncYepnbiBaloWwne N 4OCTOBEPHbIE OTBETHI Ha BCE BOMPOCHI O KIMHUYECKOM NCCNeL0BaHUN.

55. Mepepn BKAOYEHNEM €r0 B KINHNYECKOE NCCNef0BaHME YYaCTHUK KJIMHWYECKOro UCCea0BaHNs, ero
3aKOHHbIN NPeACTaBMTENb AOJHKEH MOAYYMTb MOANUCAHHbLIA U AaTUPOBAHHbLIA 3K3EMMASAP
MHHOPMaLMOHHOI O JINCTKA NaUWMeHTa 1 UHble MaTepuasbl, KacaloLnecs NpoBeaeHNs KJIMHNYECKOro
nccneposaHua. B neprop npoBefeHNs KIMHUYECKOr0 MCCNeA0BaHNS YHaCTHUKY KJIMHNYECKOro
nccnepoBaHms coobuiaeTcs 060 BCEX M3MEHEHMAX B [OKYMEHTbI U AaHHbIE KINHNYECKOro NCCef0BaHNs,
KacatoLmnecs ero y4acTus B KJIMHNYECKOM UCCIeA0BaHUN.
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56. B cpok, yCTaHOBJIEHHbI MPOTOKOJIOM, NccnefoBaTesb 06g3aH coobLlaTb opraHu3aTopy KJAUHUYECKOro
nccnepoBaHms 060 BCex Cepbe3HbIX HeXXeNaTe bHbIX PeakLMaX, 3a UCKNI0YEHNEM TeX, KOTOpbIE B
npoTokosie nnn B BpoLutope onpeneneHbl Kak He TpebyloLine HemeaaeHHOro coobLeHns.

Mocne nepBoro coobLeHNa 0 CEPbE3HbIX HEXXEeNATeNbHbIX peakLnaxX NCCiefoBaTeslb B KpaTHanllme CPoKu
npeacTaBnseT OpraHM3aTopy KJIMHUYECKOro NCCAefoBaHUs NoApobHbIN NUCbMEHHbIN 0THeT. [epBbIi 1
nocaepyowme oT4eTbl OJKHbI MAEHTUPULNPOBATL YHAaCTHNKOB KJIMHNYECKOr0 NCCef0BaHNs Mo
MPUCBOEHHBLIM UM YHUKANIbHbIM KOLAM.

57. Mpu coobLyeHnsAx 0 CMepTU y4aCTHUKAE KIVHUYECKOr0 NCCNefoBaHns uccienoBatens 0653aH no
3anpocy OpraHn3aTopa KJANHNYECKOro NCCNefoBaHNS, He3aBUCMOr0 3TUYECKOr0 KOMUTETA,
MuHucTepcTBa 1 (nnn) PepepanbHon cnyxbbl N0 Haf30py B chepe 34paBOOXPaHEHNS NPefoCTaBUTb
o6yt LOMOSHUTENBbHYI0 MHOPMAaLLMI0 OTHOCUMTENIbHO AaHHOMO C/ly4as, B TOM YUCJIe MPOTOKOJ BCKPbITUSA U
NMOCMEPTHbLIN INUKPU3.

58. B c/ly4ae BO3HMKHOBEHUS ONMACHOCTMW AJA XKN3HW, 340POBbS Y4aCTHMKA KJAVHUYECKOr0 NCCnefoBaHus,
nccneposatens 0643aH NponH(OpMUpPoBaTh 06 3TOM PYKOBOAUTENS MEAULMHCKON OpraHM3aLmm u
opraHu3aTopa KJUHWYECKOro CCeA0BaHNA IEKapCTBEHHOMO NpenapaTa B Te4yeHne 24 4acos. PelweHune o
NMPUOCTaHOBNEHUWN KJINHNYECKOIro nccnenoBaHna NpUHMUMatloT PyKOBOANTENb MeJJ,I/ILI,VIHCKOI7I opraHn3saunn n
(Mnu) opraHM3aTop KJIMHUYECKOro NCCNeA0BaHUS, peLleHne 0 NpeKpaLleHnn Takoro NccneoBaHus
NPUHMMAET YNONHOMOYEHHbIN (hefepanbHblii OpraH UCMOJIHUTENbHON BAACTU Ha OCHOBaHMU coobLeHuns B
NUCbMEHHON hopMe PYKOBOAMTENS MEANLIMHCKON OpraHu3aLmm nam opraHn3aTop KANHNUYECKOoro
nccnefoBaHus.

an OO0CPO4YHOM npekpalleHNn KNMHN4eCKoro nccienoBaHma nin ero npnoCcTtaHoBAeHNN nccnenosaTesb U
(MnKn) MeanUMHCKasa opraHusaLums, B KOTOPON NPOBOAUIOCH KIMHUYECKOe UcciefoBaHna 0b6s3aHbl
He3ameLnnTenbHO UHPOPMUPOBATL YHAaCTHNKOB KJIMHNYECKOr0 NCCaefoBaHns, obecneqnts nm
HeobxoanMmoe nevyeHne n HabnwaeHne, NPOUHGOPMUPOBaTb OpPraHU3aTopa KJAUHNYECKOro NCCNef0BaHNs,
He3aBMUCUMbIN 3TUYECKMI KOMUTET C NpefocTaBfieHneM nogpobHOro MMCbMEHHOro 06bACHEHNS NPUYMH
NPUOCTAHOBNEHMNS NN NPEKPALLEHNS KIMHNYECKOr0 NCCef0BaHNA.

59. WccnepoBaTtenb obecnevmBaeT NOSHOE U LOCTOBEPHOE BeAEHUE [OKYMEHTOB KIMHNYECKOr0
nccnenoBaHud, BKAKO4Yaa 3arnnMcn Ha 6yMa)KHbIX, 3JIEKTPOHHBIX, MArHUTHbLIX NI ONTUYECKNX HOCUTENAX,
CKaHOrpaMMebl, PEHTT€HOBCKMNE CHUMKW, 3N1eKTPOKapANOrpaMMbl, KOTOPbIE ONUCHIBAOT METObI,
opraHu3auuio n (nau) pesyabTaTbl KIIMHAYECKOr0 NCCef0BaHNA.

60. XpaHeHne fLOKYMEHTOB KNNHUYECKOro NCCNe0BaHNSA OCYLLeCTBASETCA MEAULNHCKON OpraHn3aLnen B
COOTBETCTBUM C YCJIOBUSMI LOFOBOPA, 3aK/IIOYEHHOI0 C OPraHM3aToOPOM KJIMHUYECKOro MCCIeA0BaHNS, Nan
€C/In faHHOEe YC/I0BME HE OrOBOPEHO, KaK MpaBuo, B TeYEHNe ABYX JIeT NoC/e rocyfLapCTBEHHON
perncTpaumnmn nekapcTBeHHOro npenapaTa B Poccminckon depepauum nam opuumnansHoro npekpaLeHms
KNMHWYECKON pa3paboTKu nccaeayemoro IeKapCTBEHHOIO npenapara.

61. Mo 3aBepLUEHUN KINHNYECKOr0 UCCef0BaHNs nccnefoBaTesb coobaeT 06 3TOM pyKOBOAMTENIO
MeAULMHCKOWM OpraHm3auuy, NoaroTasBanBaeT 0TYET B COOTBETCTBMU C TpeboBaHMAMM MyHKTa 9
HacTosAwwmx MpaBun 1 NpeacTaBASeT ero opraHM3aTopy KAMHUYECKOr0 NCCIeA0BaHNS U B HE3aBUCUMBIIA
3TUYECKMIN KOMUTET.

CkavaHo Ha canTe «3akoHbl PO» — https://actrf.ru Ctp. 181318



