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Y1BepxaeH

IIpukazom PenepanbHOrO
areHTCTBA M0 TEXHUYECKOMY
PEryIMpOBaHUIO U METPOJIOTUN
ot 27 centsiops 2005 r. N 232-ct

HALUMOHANbHbLIA CTAHOAPT POCCUACKOW ®EQEPALIMUA
HAONEXALWASA KMTMHUYECKAA NMPAKTUKA
Good clinical practice (GCP)

FOCT P 52379-2005
['pynna P26

OKC 11.120
19.020

OKII 93 1000 - 93 7000

Jlara BBeeHUS
1 anpens 2006 rona

IIpenucnoBue

Ilenn u npuHmmnel crangaprusauuu B Poccuiickoii ®enepanuu ycraHosiieHbl denepanbHbIM
3akoHOM oT 27 nekabpsa 2002 r. N 184-®3 "O TexHHYECKOM pEryJupoBaHUU", a MpaBUiIa IPUMEHEHUS
HallMOHaNBHBIX cTaHnaptoB Poccuiickoit @Peneparmun - ['OCT P 1.0-2004 "Cranmaprtuszauus B
Poccutiickoit ®eneparuu. OCHOBHBIE MOJTOKEHUS "

CenenHus 0 cTaHiapTe

1. IloaroroBnen Accoumanueid MeXJIyHApOIHBIX (hapmaleBTHUeCKUX mnpousBoauteneit (AIPM),
MexnynaponHoit koHdenepanueit obmectB mnoTtpeduteneir (KoudOIl), Poccwuiickoii Axagemwueit
MeaunuHckux Hayk (PAMH) no coOcTBeHHOMY ayTEHTUYHOMY [1E€PEBOJY, YKa3aHHOMY B ITYHKTE 4.

2. Buecen Texnnueckum komuteroM no cranaaptuzauun TK 450 "JlekapcTBeHHbIE cpeacTBa’.

3. VYrBepxkaen Ilpukazom DemepalbHOTO areHTCTBa IO TEXHHYECKOMY pETYJIHMPOBAHUIO U
MmeTposioruu ot 27 centsaops 2005 r. N 232-cr.

4. Hacrosmuii cTraHgapT HACHTHYEH PyKOBOJICTBY MO HaJjIekanled KIMHUYECKOW MPAKTUKE
(Consolidated Guideline for Good Clinical Practice) MexayHapoaHoi KOH(EpPEHLIUH 110 TapMOHU3ALUT
TEXHUYECKHX TPeOOBaHWUH K perucrpanuu (HapMaleBTHUSCKAX IPOJYKTOB, MPEIHA3HAYCHHBIX IS
npuMmenenus denoBekoM (International Conference on Harmonization of Technical Requirements for
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Registration of Pharmaceuticals for Human Use; ICH).

[Ipy mpuMeHEHHH HACTOAIIETO CTaHJApTa PEKOMEHJYETCS HCIIOIb30BaTh BMECTO CCHUIOYHBIX
MEXIYHAPOAHBIX CTAHJAPTOB COOTBETCTBYIOIIME KM HaIMOHAJIbHBIE CTaHJIapThl Poccuiickoi
denepanuu.

5. BeneH Buepseie.

WNudopmanus 00 M3MEHEHHSX K HACTOSIIEMY CTAaHIAPTy ITYOJIMKYETCS B €KETOAHO H3/1aBaeMOM
nHpopManmoHHOM yKazatene "HammoHanmpHbIE cTaHAapThl', a TEKCT W3MEHEHHH W TIONPaBOK - B
eXKEMECSIYHO M3JaBaeMbIX HH(OpMAMOHHBIX ykazaTtensx "Harmumonanbhbele crangapTtsl'. B cimydae
nepecMoTpa (3aMeHbl) WIM OTMEHBI HACTOSIIEr0 CTaHIapTa COOTBETCTBYIOILIEE YBEIOMIICHHE OyIeT
OITyOJIMKOBAaHO B €KEMECSYHO HM3/1aBaeMOM MH(POPMALMOHHOM yKazaTene "HarmoHanbHble cTaHaapTh".
CootBercTBytomiasi nH(OpMaILKs, yBEIOMJICHHE M TEKCTHl pa3MEUIAlOTCs Takke B MHGOPMAIMOHHON
cucreMe OOIIEero TONb30BaHUS - Ha O(DUIMAIFHOM caiiTe HAIMOHAIBHOTO opraHa Poccuiickoit
®denepanuu 1Mo CTaHIAPTU3ALNUU B ceTH MIHTEepHET.

Bsenenue

Haanexamas xnuauueckas mnpaktuka (Good Clinical Practice; GCP) mpencraBnser coOoi
MEXIYHAPOAHBIA STUYECKUA W HAy4YHBIM CTAHAAPT IUIAHWPOBAHMS M IIPOBEACHUS HCCIECIOBAHUU C
y4acTHEM YeJIOBEeKa B KauecTBE CyObEeKTa, a TaKkKe TOKYMEHTaIbHOro OGOPMIICHHS U MPEICTaBICHUS
pe3yIbTaTOB TAKUX UCCIICIOBAHUIMA.

Cobinto/ieHne yKa3aHHOTO CTaHJgapTa CIYKAT [ o0IlecTBa rapaHTHed TOro, 4YTO IMIpaBa,
0€30MacHOCTh W OJIaronoyiydne CyOBEKTOB HMCCICAOBAHUS 3AIIUIICHBI, COTJIACYIOTCS C MPUHITUIIAMH,
3aJI0KEHHBIMH X EJIbCUHKCKON Jekmapanuei BcemupHol MemunuHCKON accoruanuu (BMA), m 4dto
JTAHHBIE KIIMHUYECKOT0 UCCIENOBAHMS JOCTOBEPHBI.

[lenpto HACTOSIIETO HAIMOHAIBHOTO CTaHAApTa (Janee - HACTOSIMIMKM CTaHIapT) SBISIETCA
yCTaHOBJICHHE eAUHBIX co cTpaHamu EBpomneiickoro Coroza, CoemunenasiMu IlITaTamMmu Amepuku u
SlnoHuell mpaBui, YTO JOJDKHO CHOCOOCTBOBAaTH B3aMMHOMY TNPU3HAHHMIO JAHHBIX KIMHUYECKUX
MCCIIEIOBAHUH YITOJTHOMOYEHHBIMH OpraHaMHU Ha3BaHHBIX CTPAH.

Hacroamuit cranmapt uaentudeH ICH GCP - PykoBoxacTBy mo Hamiexamend KIMHMYECKON
npaktuke (Guideline for Good Clinical Practice) MexayHapoaHoil KoH(GEpeHIMH MO TapMOHU3ALMU
TEXHUYECKUX TpeOOBaHUI K perucrpauuu (apMaleBTHUECKUX MPOIYKTOB, IpeIHa3HAuYEHHBIX IS
npumenenus yenoBekoM (International Conference on Harmonization of Technical Requirements for
Registration of Pharmaceuticals for Human Use; ICH), koTopoe, B cBoto ouepenb, pa3paboTaHo ¢ yueToM
NefcTByrouX TpeboBaHUM Haanexalel kinHndeckon npaktuku EBporneiickoro Coro3a, CoeMHEHHbBIX
ratoB Amepukun u Sfnonun, a Ttaxke Asbcrpanuu, Kanmanet u BceemupHON opranusanuu
3npaBooxpanenus (BO3).

O6nacTh NpUMEHEeHus

Hacrosmuit ctangapt HE0OXOaWMO cOOJI0IaTh MPU MPOBEACHUU KIMHUYECKHX HCCIEIOBaHUMH,
JTAaHHBIE KOTOPBIX 3aIJIAHUPOBAHO MPECTABUTH B YIIOJITHOMOYEHHBIE OPTaHbI.
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HpI/IHL[I/IHbI, YCTAHOBJICHHBIC HACTOAIINUM CTAHAAPTOM, IPUMCHHUMBI TAKKC U K MHBIM KIIMHUYCCKUM
UCCIIEIOBAaHHUSM, KOTOPbIE MOTYT OKa3aTh BIMSHHE Ha O€30MacHOCTh W OJarornoyiydne YeloBeKa,
BBICTYIAIOIIETO B KAYECTBE CyOBEKTA.

1. TepMUHBI U OIIpEEIIEHUS

B HaCcTOACM  CTaHAAPTC MPUMCHAIOTCA  CICAyYOmHME TEPMHUHBI C  COOTBCTCTBYIHOUIMMU
OIIPECACIICHUAMMU:

1.1. Aymut (audit): KOMIUIEKCHas W He3aBUCHMasi NPOBEPKA OTHOCSIIUXCA K HCCIEIOBAHUIO
JESTeNbHOCTH M JOKYMEHTALUH, IPOBOJMMAs AJIs TOATBEPKACHUS COOTBETCTBUS ATOHM JEATEIbHOCTH, a
TaKKe IMpouesyp coopa, aHalu3a U NPEJCTABICHUS JTAHHBIX IPOTOKOJY, CTAHIAPTHBIM ONEPALMOHHBIM
Ipolelypam ClioHCopa, Haaexanied kianauueckoi npaktuke (GCP) u HopmMaTUBHBIM TpeOOBaHUSAM.

1.2. Bnaromonyurne cyobekToB mccienoBanusi (well-being (of the trial subjects)): ¢uszmueckoe u
MCUXMYECKOE 3I0POBbE CYOBEKTOB, YIACTBYIOIINX B KIIMHUYECKOM HCCIICIOBAHUH.

1.3. Bbpommopa wuccnemoBarens (investigator's brochure): cBoJHOE H3JIOKEHHE PE3yIbTATOB
KIIMHHYECKOTO U JOKJIMHAYECKOTO U3YUCHHSI UCCIICYEMOT0 MPOAYKTA, 3HAUUMBIX JUISI €0 UCCIICTOBAHMSI
Ha YeJIOBEKe (CM. pasjies 7 HaCTOSIErO CTaHAapTa).

1.4. oroBop (contract): maTUpOBaHHOE M MOJAINMCAHHOE COTJIANICHHE MEXIy ABYyMs Wi Ooiee
CTOpOHAMH, KOTOPO€ YCTaHABIIMBACT JIOTOBOPEHHOCTH, Kacarolluecs pacipeiesieHus oobema padoT u
00s13aHHOCTEH MpU MPOBEICHUU KIMHUYECKOT'O0 HMCCIEJIOBaHUS, a TaKXKe, €Cld YMECTHO, (PMHAHCOBBIX
BOIPocoB. OCHOBOM JJOTOBOPA MOXKET CIIYKHUTh TPOTOKOJ HCCIICTOBAHUS.

1.5. JoxymenrtanbHbiii cien (audit trail): mokymeHTammusi, MO3BOJSIONIAs BOCCTAHOBUTH XOJ
COOBITHH.

1.6. Hokymenranus (documentation): Bce 3anucu B 1000 popme (BKiIrOUas 3aMCH Ha OYyMaXKHBIX,
AJIEKTPOHHBIX, MAarHUTHBIX WJIM OINTHYECKUX HOCHUTENSAX, CKAHOTPAMMBI, PEHTTEHOBCKHE CHUMKH,
3JIEKTPOKAPAUOTPAMMBI U T.II.), KOTOPbIE OMUCHIBAIOT MO0 PErUCTPUPYIOT METO/bI, OPraHU3alMI0 H/UITH
pe3yabTaThl KIMHUYECKOTO MCCIEIOBAHNS, a TAK)KE BIMSIONINE HA UCCIIEA0BaHNE (DaKTOPBI M IIPHHSATHIC
MEpBI.

1.7. 3akmouenue (nmpumeHutenbHo K HezaBucumomy stmueckoMy komurtery) (opinion (in relation
to Independent Ethics Committee)): 3akimodeHne W/WiM pekoMeHganuu He3aBHCHMOro 3THYECKOro
KOMHTETA.

1.8. 3akonnsiit npeacraButens (legally acceptable representative): ¢puznyeckoe UiIu OPUIHUECKOE
JUIO0, WM WHOW CyOBEKT MpaBa, MMEINIMI B CHIIy 3aKOHA MPaBO JaBaTh COTJIACHE HA ydyacTHe B
KJIMHUYECKOM HCCIIeIOBAHUM OT UMEHHU MOTEHIUAIBHOTO CyObhEKTa UCCIE0BAHMS.

1.9. WnentuduxanmmoHHslii kox cyOwekTa (subject identification code): yHUKambHBIH KOS,
MpUCBaMBaeMblii  HCCIEOBaTENeM  KaXJAoOMy  CyOBEKTY  HWCClIenoBaHHs  Juis  oOecredeHus
KOH(i)H)IeHIII/Ia.]'H)HOCTI/I €ro JIMYHbBIX OJAaHHBIX U HCHOHBSyeMBII\/'I BMECCTO MMCHU CY6'BCKTa B OTUCTAX IIO
HEXKENATEIbHBIM SIBJICHUSIM U/UITU IPYTUX JaHHBIX, OTHOCAIINXCS K UCCIIEIOBAHUIO.
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1.10. UnauBuayansuas peructpaunonnas kapta; MPK (Case Report Form; CRF): gokyment na
OyMaXHOM, DSJEKTPOHHOM WM ONTHYECKOM HOCHUTeNe, IpEeJAHAa3HAuUCHHBIM MJii BHECEHHs Bcei
NPEJyCMOTPEHHOM TPOTOKOJIOM U TMOJJIEkKAIled mepeaade CHOHCOpY HHGOpMAIMHU 10 KaXIOMY
CyOBEKTY HCCIIeIOBaHUSI.

1.11. Hucnekuus (inspection): AelicTBUE YIMOJHOMOUYEHHBIX OpPraHOB, 3aKJIOYAIOLIeecs B
ouLmanbHON NpOBEpKE JOKYMEHTAllMH, 00OPYAOBaHMs, MHBIX MaTEpHAJIOB, MMEIOLIUX, 10 MHEHHIO
YIOOJHOMOUYCHHBIX OpPraHoB, OTHOHIICHUC K KIMHUYCCKOMY HCCICAOBAHHUIO U HaxXOoAAIMUXCA B
HCCIIEIOBATEIbCKOM ILIEHTPE, B IIOMEIICHUSAX CIOHCOpa W/WIM KOHTPAKTHOM MCCIIE0BATENIbCKON
opraHusanyv, a TaKKC HWHBIX OpraHu3aluvdax, HMCIHONIUX, IO MHCHHIO YIIOJIHOMOYCHHBLIX OPraHOB,
OTHOILICHHE K UCCIIEIOBAHUIO.

1.12. HndopmupoBannoe cormacue (informed consent): mpomenypa  100pOBOJIBHOTO
MOJTBEP)KACHUS CYOBEKTOM CBOETO COIJIACHS Ha y4yacTHE B KOHKPETHOM HCCIIEIOBAaHHH IIOCTE
IMOJIYYCHUA HHq)OpMaHHH 000 BceX 3HAYHUMBIX AJId TIPUHATHA UM PCHICHUA ACIICKTaX HCCJICIOBAHUSA.
HNudopmupoBanHOe coriacue JOKYMEHTHPYETCS IOCPEICTBOM IIOANMCAHUS W JaTUPOBAHUS (HOPMBI
MH(GOPMHUPOBAHHOTO COTIIACHSI.

1.13. HUccnenoBatens (investigator): ¢usndeckoe U0, HECyIee OTBETCTBEHHOCTD 3a MPOBE/ICHHE
KJIMHUYECKOTO HCCIIEIOBAaHMS B HMCCIIEIOBATENbCKOM LIEHTpe. B ciydae mpoBeneHHs MCCIIEIOBAHUS B
UCCIIEJOBATEIbCKOM IIEHTPE TPYIIONW JUIl HCCIeAoBaTeneM (TJaBHBIM HCCIIE0BATEIEM) SBIISCTCS
pykoBoauTens rpymmbl. CM. Takke TepmuH "couccnenonareins” (1.54).

1.14. UccnenoBatenb-koopauHaTop (coordinating investigator): mcclieaoBareib, OTBEYAIONIHI 3a
KOOPJMHAIIMIO JICITeILHOCTH HCCIICOBATENICH BCEX HMCCICIOBATEIIBCKUX IIEHTPOB, YYACTBYIONIMX B
MHOTOIICHTPOBOM KIIMHUYECKOM HCCIICIOBAHHH.

1.15. UccnenoBarens/opranu3anms (investigator/institution): TEPMUH, 03HAYaIoNUH:
"uccnenoBaTenb U/WIH OpraHU3alus B 3aBUCUMOCTH OT HOPMAaTUBHBIX TpeOoBaHUiT".

1.16. HccnenoBarenbckuii meHTp (trial site): ¢dakTHUeCKOe MECTO TMPOBEIACHUS KIMHHUYECKOTO
UCCIIeTOBaHUS.

1.17. Hccnemyembrii mpomykT (investigational product): nexkapcrBeHHass QopMa aKTUBHOTO
BelllecTBa WM Iane0o, u3ydyaeMasl WM UCIOIb3yeMas Al KOHTPOJIS B KIMHUYECKOM HCCIIEeIOBAaHUH, B
TOM YHCIIe 3apeTUCTPUPOBAHHBIN JICKAPCTBEHHBIM MPOAYKT B CIydae, €CJIH CIOoco0 ero MpUMEHECHHS
OTJIMYAETCS OT YTBEPXKIEHHOTO, a TaKXKe IMPH €ro HCIOJIB30BAaHWU MO HOBOMY MOKA3aHUIO WM JUIA
MOJIyYEHUs AOOJIHUTEIBHON NH(POPMAIUH 110 YTBEPKIEHHOMY MOKa3aHUIO.

1.18. Knunudeckoe wucnbiTanue/uccnenopanue (clinical trial/study): nro6oe wuccrnenoBanue,
MPOBOJMMOE C Yy4YaCTHEM 4YeJIOBeKa B KadeCTBE CYOBEKTa ISl BBISBJICHUS WM TOJATBEPKICHHUS
KIIMHUYECKUX W/Uiu  (dapMakoIorudecknx d3()(eKToB wuccleayeMblXx MPOAYKTOB W/MIU BBISBICHUS
HEXeIIaTeIbHBIX peakluii Ha UCCIIeTyeMble TIPOAYKTHI, H/WIIA U3YYCHHS MX BCACHIBAHUS, PACIIPEICIICHHSI,
MeTabonr3Ma U BBIBEJICHUS C LIEIbI0 OIIEHUTh UX 0€30MacHOCTh W/WiH 3((HEKTUBHOCTD.

TepMuHbI "KIMHUYECKOE UCTBITAHUE" U "KIMHUYECKOE UCCIeA0BaHNE" ABJISIOTCS CHHOHUMAaMHU.

1.19. KontpakTHast uccienoBareibckass opranuzanus (contract research organization; CRO):
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(bu3nyecKoe JUIO0 WK OpraHu3anus (KoMMepUecKasi, HayqHO-UCCIIe0BaTeNbCKas WIH WHAas), KOTOpas B
pamMKax JOroBopa CO CIIOHCOPOM BBINOJIHSET OJHY WM Oojiee U3 ero obOsi3aHHOCTEH M (YHKIUH,
CBSI3aHHBIX C MTPOBEACHUEM KJIMHUYECKOTO UCCIIET0OBAHMUS.

1.20. KonTpons kauectBa (quality control; QC): MeToabl U MEpBI, SBJISIONIMECS YaCThIO CHUCTEMBI
o0ecriedeHrsT Ka4eCTBa U HCIOIb3yeMbIe JJIsSi MPOBEPKH COOTBETCTBHSI BBIMOIHSICMBIX TPU MMPOBEICHUU
WCCIICIOBAHMSI ITPOLEAYP NPEABSBISICMBIM TPEOOBAHHUSAM K UX Ka4ECTBY.

1.21. KoopaunanumonHsiii komuter (coordinating committee): KOMHUTET, KOTOPBIH MOXKET OBITh
OpPraHW30BaH CIIOHCOPOM JUI  KOOPIWHALIMK  IPOBEACHUS  MHOTOLIEHTPOBOIO  KJIMHUYECKOTO
UCCIICIOBAHMS.

1.22. Kondunennuansaocth (confidentiality): coxpanenue B TaiiHe OT HEYNMOJIHOMOYEHHBIX JIHII
uH(pOpMaNUY, TPUHALISKANEH CIIOHCOPY, WIM WHQPOPMAIUHU, MO3BOJISIONICH WICHTU()UIIUPOBATH
CyOBEKTa MCCIICIOBAHMUS.

1.23. MHOroueHTpoBoe KIMHUYECKOe wuccienoBanne (multicentre trial):  KIuHUYECKOe
UCCIIeI0BaHKe, IPOBOJANMOE 0 €AMHOMY MTPOTOKOJY OoJjiee YeM B OJTHOM HCCJIEI0BATEIbCKOM IIEHTPE U,
3HAYHUT, OOJICC YEM OJJHUM HCCIICIOBATEIICM.

1.24. Monutopusr (Monitoring): JesSTeIbHOCTb, 3aKIIOYAIOLIasgcs B KOHTPOJE 3a XOJO0M
KIMHAYECKOTO HCCJIECIOBAHUs, OOECHEUeHNH ero IpOBEACHUs, cOOpa MAaHHBIX W TIPEACTaBICHUS
pe3yabTaTOB B COOTBETCTBUUM C IPOTOKOJOM, CTaHJAPTHBIMU ONEPAllMOHHBIMHM MPOLEIYPaMHU,
Ha/mexamel Kmmandeckoit npaktukor (GCP) 1 HOpMaTUBHBIMU TPEOOBAHHSIMH.

1.25. Hamgnexamass xnuandeckas mnpaktuka (Good Clinical Practice; GCP): cranmapr
TUTAHUPOBAHUS, OpraHW3aIluy, MPOBEICHUS, MOHUTOPUHTA, AYAHWTa, JTOKYMCHTHPOBAHHS KIMHUYCCKUX
UCCIIEIOBAaHMM, a TakKe aHalu3a M TMPEJCTaBICHUS WX pe3ydbTaToOB, CIYXallUi TrapaHTuei
JOCTOBEPHOCTH W TOYHOCTH TIOJIYUEHHBIX JIAHHBIX W TIPEJCTABJIICHHBIX pE3YyJIbTaTOB, a TaKke
o0ecreunBaOIINN 3aIUTy MPaB, 310POBbs U KOHOUACHIIMATEHOCTU CYyOHEKTOB HUCCIET0BAHUS.

1.26. Hexenarenbnass peakuusi; HP (adverse drug reaction; ADR): oTHOcHUTEIBHO
NPEJPErucTPalMOHHOrO0 KJIMHUYECKOTO MPHUMEHEHHMsS HOBOIO JIEKAPCTBEHHOI'O MPOJAYKTAa WM €ro
MIPUMEHEHHUS 110 HOBBIM TOKa3aHUSM, OCOOEHHO €CIIM TepaneBTUYECKHE J103bl TOUHO HE YCTaHOBJIEHBI, -
BCE HETaTUBHbBIE PEAKIIMH, CBSI3aHHBIE C IPUMEHEHHUEM JIF000 03Bl JIEKApCTBEHHOT'O MPOAYKTa. TepMuH
"CBA3aHHBIE C TPUMEHEHUEM JIEKAPCTBEHHOrO IMpOJYyKTa" O3HA4aeT, 4YTO CYIIECTBYET XOTS Obl
MUHMMaJbHAas BO3MOXHOCTb HAJIMYMA HPUYUHHO-CIECICTBEHHOM CBS3M MEXAY JIEKapCTBEHHBIM
MIPOJYKTOM U HEKEJIaTeIbHbIM SBJIEHUEM, T.€. B3aUMOCBS3b HE UCKIIIOYEHA.

J1s 3aperuCTpUpOBaHHBIX JIEKAPCTBEHHBIX IMPOAYKTOB JTOT TEPMHUH O3HAYaeT BCE HEraTUBHBIC
peaxkiuu, CBSI3aHHbIE C IPUMEHEHUEM JIEKAPCTBEHHOI'O MPOIYKTa B OOBIUHBIX /103aX, UCHOIb3YEMBIX IS
npoUIAKTUKY, TUATHOCTUKU WJIM JieueHHs 3a00JeBaHUM, a Takoke JUIsl U3MEHEHHUsS (PU3MOIIOrHYecKUX
¢byukmuii (cM. PykoBoactBo ICH "Onenka AaHHBIX MO KJIMHUYECKOW O€30MaCHOCTU: TEPMUHOJIOTUS U
CTaHJapThI IKCIIPECC-0TYETHOCTH").

1.27. Hexenarenvnoe sBienue; HA (adverse event; AE): mo6oe BBISIBIEHHOE y TAlMEHTA WA
CyObeKTa  KIMHUYECKOTO  HWCCICNOBAHHS  TOCIE  MPUMEHEHHS  JIEKapCTBEHHOTO  MPOAYKTa
He6HaFOHpI/I$ITHOG C Me}II/IHI/IHCKOI\/II TOYKU 3PCHUA CO6I)ITH€, KOTOPOE€ MOXKET W HE UMCTH
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PUYMHHO-CJICICTBEHHOM CBSA3HM C €ro mpuMeHeHueM. Takum oOpa3om, HexenatenbHoe siBienue (HS)
MOJKET IPEACTaBIATh COO0M 000 HEeOJaronpusATHBIM CUMIITOM (BKJItOYasi OTKJIIOHEHHE J1aOOpaTOPHOTo
MoKaszaTeisi OT HOPMBI), )kajgo0y iy 3a0ojieBaHHME, BpeMs BO3HHUKHOBEHHS KOTOPOTO HE HCKIIOYACT
IIPUYMHHO-CJIEJICTBEHHON CBSI3U C NPUMEHEHUEM JIEKapCTBEHHOI'O (MCCIEeyeMOro) IpoAyKTa BHE
3aBUCHUMOCTH OT HQJIWYMS WIM OTCYTCTBMsI Takod cBA3M (cM. pykoBonacTBo ICH "OueHnka naHHBIX IO
KJIMHUYECKON 0€30IaCHOCTU: TEPMUHOJIOIHS U CTaHAAPTHI KCIIPECC-OTYETHOCTH").

1.28. HezaBucumpbiii komuter no monutopunry aanHbix; HKMJ] (Independent Data-Monitoring
Committee; IDMC (Data and Safety Monitoring Board, Monitoring Committee, Data Monitoring
Committee)): HE3aBUCUMBI KOMHUTET, KOTOPBI MOXKET ObITh 00pa3oBaH MO MHUIIMATHUBE CIIOHCOPA IS
HNEePUOANYECKOTO PACCMOTPEHHS X0/a KIMHUYECKOTO HCCIICIOBAHUS, JaHHBIX MO OE30MacCHOCTH W/HIIH
OCHOBHBIX TapaMeTpoB J(PQPEKTUBHOCTH, a TaKXke i1 BBIPAOOTKH PEKOMEHAALUN CIIOHCOPY O
1eJ1ecO00Pa3HOCTH POJOIDKEHNUS, TPEKPAIICHUS HCCIICIOBAHMUS MM BHECEHHSI B HETO M3MEHEHHH.

1.29. HeszaBucumbnii »tuueckuii komuter, HOK (Independent Ethics Committee; IEC):
HE3aBUCHMBII OpraH (dKCHEPTHBIA COBET WM KOMHTET, JCHUCTBYIOUIMH HAa YpPOBHE OpraHHU3allHH,
pPETHOHAIBHOM, HALMOHAJIBHOM WM MEXIYHapOJAHOM YpPOBHE), COCTOSIIIMA W3 MEIUIUHCKUX
pabOTHHKOB, a TAKXKE JIUII, HE UMCIONIUX OTHOIICHHS K METUIIMHE, KOTOPBI 00ECIICUNBACT 3aIUTY MPaB,
0e30MmacHOCTH U OJIaromnoyyuyusi CyObeKTOB UCCIICIOBAHUS U BBICTYIACT JUIs OOIIECTBAa rapaHTOM TaKOH
3alIWThl, B YaCTHOCTU IIyTE€M PaCCMOTPCHHUS, YTBEPXKICHHs/OA00PEHHsI MPOTOKOJIA HCCIICIOBAHUS,
KaH/IUJATyp MUCCIENOBATENICH, NCCIeIOBATENBCKIX IICHTPOB, a TAKIKE MAaTePHAIOB U METOJOB, KOTOPHIC
MPE/IOIaracTCss MCIOJIb30BaTh U MOJYYCHUS W JIOKYMEHTHPOBAaHUS HH(GOPMHPOBAHHOTO COTJIACHS
CyOBEKTOB MCCIICIOBAHUS.

[IpaBoBoi#i craryc, coctaB, (GYHKIUH, 1EATEIHHOCTh HE3aBUCUMBIX 3TUYECKUX KOMHUTETOB, a TAKXKe
OTHOCAIIIMECS K HUM HOPMATHUBHBIE TPEOOBAHHS MOTYT Pa3juyaThCsl B pa3HBIX CTpaHaxX, TEM HE MEHee,
HOK nomxusl pyHkunonuposath B cooTBeTcTBHH ¢ GCP.

1.30. He3auntepecoBanHblii cBUIeTeNb (impartial witness): ¢pusudeckoe IUI0, HEMPUYACTHOE K
IIPOBE/ICHUIO KIMHUYECKOTO HCCIEeI0OBaHMs, Ha KOTOpOE€ HE MOTYT OKa3aTh JaBJI€HHE YYaCTHUKHU
KJIMHUYECKOTO HCCIIEIOBAaHUSI M KOTOpOE B CIydae, €cld CyOBEKT MCCIIEJOBAaHHMSA WM €ro 3aKOHHBIN
NpPEJCTaBUTENIb HE YMeeT WIM HE MOXET 4YHUTaTh, IPUCYTCTBYET BO BpeMs IOJyYEHHS
WH(GOPMHUPOBAHHOTO COTJIACHS, a TaKXKe 3aUMTHIBAET TEKCT MH(POPMHPOBAHHOTO COTJIACHS M IIOOBIE
ApyTHUe MpelocTaBIsieMble CyObEeKTY HCCIeI0BaHNs TUCbMEHHbIE MaTepHUalbl.

1.31. [Joxnunuueckue wuccienoBanus (nonclinical study): OuomenuuMHCKHE HCCIEAO0BaHUSA,
IIPOBOJIUMBIE 0€3 yyacTHs 4eJIOBeKa B KaueCTBE CyOBEKTa.

1.32. Henpensunennas HexenarenbHas peakmus (unexpected adverse drug reaction):
HeXKellaTeNbHas peakivs, CyITHOCTh WU TSHKECTh KOTOPOM HE coriacyeTcsi ¢ U3BECTHOU nHpopManuen o
NpoayKTe (Hampumep, ¢ OpOIIOpOW HCCIIenoBaTeNs s HEe3apeTrHCTPHUPOBAHHOTO HCCIIEIYEeMOTO
MPOJYKTA WU C JMCTKOM-BKJIAIBIIIEM/CBOTHON XapaKTePUCTHKON JIEKAPCTBEHHOTO MPOJYyKTa B ClIydae
3apeTUCTPUPOBAHHOTO TpoaykTa) (cMm. pykoBojactBo ICH "Omenka M[aHHBIX 10 KJIMHHUYECKOU
0€30MacHOCTH: TEPMHUHOJIOTHS M CTAaHAAPTHI IKCIIPECC-0TYETHOCTH").

1.33. HopmaruBHble TpeboBanus (applicable regulatory requirement(s)): Bce 3akOHBI H
MOJI3aKOHHBIE ~ AKThl, PEryJIUpYIOIIME TpPOBEJIEHHE KIMHUYECKHX MCCIEOBAaHUNA  HCCIeyeMbIX
IIPOIYKTOB.
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1.34. OGecneuenne kadectBa (quality assurance; QA): COBOKYIHOCTh CHUCTEMATHUYECKUX U
TUTAHOMEPHBIX IEUCTBUM, KOTOPbIE UMEIOT LENIbI0 00ECIIEYUTh COOTBETCTBUE IPOBEICHUS UCCIICIOBAHMUS,
cObopa, permcTpalii W TPEACTaBICHUS IaHHBIX Haauexamed knuaundeckol mpaktuke (GCP) wm
HOPMAaTUBHBIM TPEOOBaAHUSIM.

1.35. Opranuzanus (MequnuHckas) (institution (medical)): nro6as opranuzanys BHE 3aBUCUMOCTHU
OT €€ OpraHW3allMOHHO-TIPaBOBOM  (GOpMBI JIMOO  MEIAHMIIMHCKOE, JHOO CTOMATOJIOTHYECKOE
MOJIpa3/ieieHue, I71e IPOBOAT KIMHIUYECKOE UCCIIEOBAHHE.

1.36. OpurunanpHbie MeauImHckue 3amucu (original medical record): cm. TepmuH '"mepBHUYHas
nokymenrarus” (1.41).

1.37. OcHoBHbIe AOKYMEHTHI (essential documents): TOKyMEHTBI, KOTOpPbIE B COBOKYITHOCTH HJIU TIO
OTJIETTHOCTH TO3BOJISIIOT OLICHUTH XOJI KIMHMYECKOTO MCCIIEIOBAHMS M KAa4€CTBO MOJYUYCHHBIX JaHHBIX
(cM. pazzien 8 HACTOAIIETO CTaHIAPTA).

1.38. Otuer monmTOpa (monitoring report): MUCbMEHHBIH OTYET MOHHTOpA CIIOHCOPY TIOCIHe
KaX/10r0 BU3UTa B UCCIIENOBATEIbCKUI LIEHTP W/MIM KOHTAKTa C MCCIEN0BATEISIMU B COOTBETCTBHM CO
CTaHJIapTHBIMU ollepaliMoHHbIMU Ipoueaypamu (COII) cnoncopa.

1.39. Otyer 06 ayaute (audit report): MMCbMEHHOE 3aKIIOYEHHE ayAUTOPa CIIOHCOpa O pe3yiIbTaTax
ayauTa.

1.40. Otyer o KIMHMYECKOM ucHbITaHuu/uccnenoBanuu (clinical trial/study report): oTtuer B
MUCEMEHHOW (opMe, MPEACTABIAIONINI Cc000H OnMCcaHWe KIMHUYECKOTO WCIBITAaHUS/UCCIICIOBAHMS
KaKOro-JIn00 TepareBTUYECKOTr0, MPO(PHIAKTHYECCKOTO WM JIMAarHOCTUYECKOTO CPEJICTBA C y4acTUEM
YellOBEKa B KA4eCTBE CYOBEKTa, OOBSAMHSIONIMA KIMHUYECKOC ¢ CTATHCTUYECKOS OIMCAHMS,
Mpe/ICTaBJICHNE JaHHbIX M MX aHanu3 (cM. pykoBoactBo ICH "CtpykTypa U conepkaHue OTYETOB O
KJIMHUYECKOM HCCIIeIOBaHUU").

1.41. TlepBuuHas moxkymeHTtanus (source documents): UCXOAHBIE JOKYMEHTHI, JaHHBIC W 3alUCU
(Hanpumep, ucTtopuM O0JE3HM, aMOyJIaTOpHBIE KapThl, JaOOpaTOpPHBIC 3alKMCH, 3aMETKHU, THEBHHUKHU
CyOBEKTOB HCCIIEIOBAHUS, BOIMPOCHUKH, >KypHajbl BbIAAYM MEIMKAMEHTOB, 3alUCH aBTOMAaTHYECKUX
YCTPOWCTB, BepU(UIIMPOBAHHBIE W 3aBEPEHHBIE KOMHH WJIM BBIHUCKH, MUKPOGUIIH, (POTOHEraTHBHI,
MUKPOTUJIEHKH WM MarHUTHbIE HOCHTENH, PEHTT€HOBCKHE CHUMKH, JIOObIE 3allMCH, OTHOCSIIUECS K
MalUeHTy, B TOM YHCJIE XpaHAIIMECS B anTeKe, JIabopaTopusix U OTACIICHUSX HHCTPYMEHTAIbHOU
JMArHOCTHKH, UCTIOJIb3yEMbIX B KITMHUYECKOM HCCIICIOBAHHH).

1.42. Ilepuunsle naHHble (source data): Bcsg uHGpOpManus, coleprKaiiascs B OPUTHHAIbHBIX
MEIMIMHCKUX 3alUCAX M WX 3aBEPEHHBIX KONMAX, OINUCBHIBAIOINAS PpEe3yJabTaThl KIMHUYECKUX
HaOII0JIeHUH, 00CJIEeIOBAaHUNM U JIPYro JesTEeIbHOCTH, MO3BOJSIONIAS BOCCO3AAaTh XOJ KIMHUYECKOTO
UCCIIEIOBaHUsI M OLEHUTHh €ro. IlepBUYHBIE [aHHBIE COAEpXKATCA B IEPBUYHOM JOKYMEHTALMH
(MOUTMHHUKAX WM UX 3aBEPEHHBIX KOMUSX).

1.43. TlompaBka (x mporokony) (amendment (to the protocol)): cm. TepmuH "mompaBKa K
nporokoiy" (1.44).

1.44. TlonpaBka k npoTokoiy (protocol amendment): opopmieHHOE B MUCBMEHHOM BUJE ONMHCAHUE
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W3MEHECHUN WK OPUITMAIEHOE Pa3bsICHEHUE MPOTOKOIA.

1.45. Ilpenapar cpaBHeHus (comparator (product)): ucciaemyeMblii WM 3aperHCTPUPOBAHHBIN
JIEKapCTBCHHBIN MPOAYKT (T.€. aKTUBHBIN KOHTPOIL) TMO0 mianebo, UCIoIb3yeMblii(0e) Kak KOHTPOJIb B
KJIIMHUYECKOM HCCIIEIOBaHUH.

1.46. TIpoMexyTOYHBIH OTYET O KIMHUYECKOM HCIbITaHUU/uccienoBanuu (interim clinical
trial/study report): oT4eT 0 MPOMEKYTOUHBIX PE3yJIbTaTaX U MX OIICHKE, OCHOBAHHBII Ha MPOBEICHHOM B
X0/ KIIMHUYECKOTO MCCIIE0BaHMUS aHAIN3E TAaHHBIX.

1.47. Ilporokon (protocol): MOKyMEHT, KOTOPBIM ONHUCHIBACT IIEJH, JHU3alH, METOIOJIOTHIO,
CTAaTHCTUYECCKUE ACTIEKThl U OPraHU3aIUI0 UcCIeoBaHUSA. [IOMUMO 3TOTO MPOTOKOJ OOBIYHO COJEPIKUT
MOJIyYEHHBIE paHee JaHHble U OOOCHOBAaHUE HCCIENOBAaHMS, OAHAKO 3Ta MHGOpMAaLUi MOXET OBbITh
IpeJicTaBieHa W B JPYIUX JOKYMEHTaX, Ha KOTOPbIE CCbUIAETCS IPOTOKOJ HCCIIEJOBAHMSL.
[IpuMeHUTEN HO K HACTOSIIEMY CTaHAApTy TEPMHUH '"HPOTOKON" MOApazyMeBaeT Kak caM IMPOTOKOJ
MCCJICIOBAHMS, TAK U TIOTIPABKU K HEMY.

1.48. TIlpsimoit noctym (direct access): pa3pelieHre Ha U3y4yeHUe, aHalu3, IPOBEPKY U KOITUPOBAaHUE
TMOOBIX 3aIUCEH M OTYETOB, HEOOXOJUMBIX JIJISl OIEHKH KIMHUYECKOTO MCClieoBaHus. JIuia, nMeronme
IpaBo MPSMOrO  JOCTyna (Hampumep, TMPEICTABUTEIM  HAIMOHAIBHBIX  HMJIM  HMHOCTPAHHBIX
VIIOJTHOMOYCHHBIX OpPraHOB, MOHHTOPHI M ayJUTOPHI CIIOHCOPA), JOJDKHBI NMPUHUMATH BCE Pa3yMHBIC
Mepbl Ui COOJIFOJICHHSI HOPMATHUBHBIX TPeOOBaHMU IO 3aIIUTe KOHQHUIACHIHAIHLHOCTH WHGOPMAIINH,
MO3BOJISTFOIICH UACHTU(DHUIIMPOBATh CYOBEKTOB, M HH(DOPMAIIHH, TPUHAICIKAIICH CIIOHCODY.

1.49. Pannmommsanus (randomization): mpoliecc pacHpenesieHus CYObEKTOB HCCIEIOBAHUS TIO
rpynmaM JICYCHUsS WJIH KOHTPOJSI CIyJalHBIM OOpa3oM, TIO3BOJISIOMIMKA CBECTH K MHUHUMYMY
CYOBEKTUBHOCTb.

1.50. Cepruduxar aymura (audit certificate): HTOKYMEHT, COCTaBJIEHHBIH ayqUTOPOM B
MOATBEpKIeHHe (aKTa MPOBEACHUS ayAUTA.

1.51. Cepbesnoe HexenatenbHoe siBaeHue; CH w/mnum cepbesnas HexenatenbHas peakuus; CHP
(serious adverse event; SAE or serious adverse drug reaction; serious ADR): mo6oe HeGmaronpusiTHoe
MEIUIIMHCKOE COOBITHE, KOTOPOE BHE 3aBUCUMOCTH OT J03bI JIEKAPCTBECHHOTO MPOJIYKTA:

- IPUBEJIO K CMEPTH;
- IpEJCTaBIsIET COOOM yrpo3y NSl KU3HU,

- TpeOyeT roCuTaTu3alK WIH €€ POJUICHUS;

- IPUBEJIO K CTOWKON MJIM 3HAYUTENIbHON HETPY0CTIOCOOHOCTH MM UHBAJTUAHOCTH;
WIH

- TPEICTaBIIIET COOON BPOXKICHHYIO aHOMAIWIO WK aedekT poxaenus (cMm. pykoBoactso ICH
"OreHKa JaHHBIX 110 KJIMHUYECKOH 0€30MacHOCTH: TEPMUHOJIOTHS U CTAaHAAPTHI IKCIPECC-OTUETHOCTH").

1.52. Cnenoii meton/mackupoBka (blinding/masking): meroa, nmpu NpUMEHEHHH KOTOPOTO OJHOMN
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HJIM HCCKOJIBKUM YYACTBYIOIIHMM B KIIMHUYCCKOM HCCICAOBAHHU CTOPpOHAM HCU3BECTHO, KAKOC JICUCHUC
Ha3Ha4YCHO Cy@b@KTy HCCIICAOBAaHU. HpOCTOﬁ CIIETION METO NpeayCcMaTpuBa€T HEOCBEAOMIICHHOCTE O
Has’HA4YCHHOM HM BHJIC JICUCHUA Cy6’beKTOB HCCIICAOBaHMA, B TO BPEMA KakK ﬂBOﬁHOﬁ cliernon METOJ
moapasyMeBacT HEOCBCIOMIICHHOCTD CY6T>€KTOB HUcCciaIea0BaHusd, HCCHGHOB&TCHGﬁ, MOHHUTOpPOB H, B
HCKOTOPLIX CIIy4asix, JIMI, BBIIIOJIHAOIUX CTATUCTUICCKYIO 06pa60TKy JaHHBIX.

1.53. Cobmonenne TpeboBaHu# (MPUMEHUTENIBHO K KJIMHUYECKUM HcclieoBaHusaM) (compliance (in
relation to trials)): ciemoBaHume BceM CBS3aHHBIM C KIMHHYECKUM HCCIEIOBAaHHEM TPEOOBAHMSM,
HajyIexkamen kimandeckor npaktuke (GCP) u HopMaTHBHBIM TpeOOBaHUSM.

1.54. CowuccnenoBatenb (subinvestigator): 000l WiIeH HCCIEI0BATEIBCKOTO KOJUICKTHBA,
HA3HAYCHHBIA HCCIICIOBATENIeM W OCYIICCTBIAIOIIMN I10J] €ro KOHTPOJIEM 3HAYUMBIC IPOLIECTYPHI
KJIMHAYECKOTO MCCIICAOBAHUS B MCCIICIOBATEIbCKOM IICHTPE (HAMpUMeEp, HHTEPH, OPAUHATOP, HAYYHBIN
cotpyanuk). Cm. Takxke TepMuH "uccnenoBareip” (1.13).

1.55. Cnoncop (sponsor): (U3MYECKOE WM FOPUIUYECCKOE JHIO, SBIIIOMICECS WHUIUATOPOM
KIIMHHYECKOTO  HCCIICOBAHUS M  HECyIlee OTBETCTBEHHOCTh 3a €ro OpraHu3aluio  W/Wiu
(buHaHCHpOBaHHE.

1.56. Cnoncop-uccienoBarens (sponsor-investigator): JHIIO, KOTOPOE CaMOCTOSITENbHO WIH
COBMCCTHO C JAPYTrMMHU JIMOAMW MWHHUOUHUPYET W TIPOBOAHUT KIMHHUYCCKOC MCCICAOBAHUC W TII0A
HETIOCPEJCTBEHHBIM PYKOBOJCTBOM KOTOPOT'O HCCIEIYEMbIH MPOAYKT JIMOO HA3HAYAKOT, JIMOO BBIJAIOT
CyOBEKTYy HMCCIICIOBaHUS, JINOO TOCIAeAHUNA nMpuHUMAeT ero. CIIoHCOPOM-HCCIIEA0BATEIeM MOXKET OBITh
TosbKO (puzmueckoe nuio. OOSA3aHHOCTH CIIOHCOpA-UCCIEA0BATEN BKIOYAIOT B ceOs 00s13aHHOCTH KaK
CTIIOHCOPA, TaK M UCCIICAOBATEIIS.

1.57. Cranpmaptaeie omnepanuonnsie npouenypsl; COII (standard operating procedures; SOPs):
MoJIPpOOHBIC THCHMEHHBIC WHCTPYKIIMW, TpeIHA3HAYCHHBIC JUIS JIOCTYDKCHHS CIWHOOOpa3s TpH
OCYIIIECTBICHUH OIPEIeJICHHON AeSITeTbHOCTH.

1.58. CyOwekt/cyOnekT uccnenoBanus (subject/trial subject): gusznueckoe auI0, yd4acTBYIOIIEE B
KJIMHUYECKOM HCCIIeIOBAaHUM B COCTAaBE IPYIIIbI, NOTYyYaroIlel ucciae yeMblii MPoaAyKT, 1100 B cocTaBe
KOHTPOJIBHOM T'PYIIIIBL.

1.59. VnonnomoueHnHble opranbl (regulatory authorities): opranel, oOjajarone MpaBoOM
OCYIIECTBIISITH  perynupyrone QyHKuuu. [IpUMEHHTENbHO K HACTOSIIEMY CTaHIApTy TEPMHH
"YyIIOJIHOMOYEHHBIE OpraHbl" BKJIIOYaeT B ce€0s WHCTAHUUM, YHNOJHOMOYEHHBIE pPaccMaTpUBaTh
Npe0CTaBICHHBIC UM KIIMHMYECKHUE JaHHBIC, a TakKe MpoBOoaAuTh UHcHekimu (cM. 1.11). Dtu opraHb
TaKXe WHOT/IAa Ha3bIBalOT KOMIIETEHTHBIMU OpraHaMH.

1.60. YTBepxaeHue (MpUMEHUTENBHO K DKCIIEPTHOMY COBETY opranusainuu) (approval (in relation
to Institutional Review Boards)): mpunsitoe DkcrniepTHbiM coBeToM opranuzanuu (DCO) 3akimoueHue,
noJTBepXkaatoee (HakT TMPOBEINCHHUS OKCIEPTU3bl KIWMHUYECKOTO WCCICOBAHUS W SIBIISIOIICECS
paspelieHreM Ha ero IMpoBeACHHWE B JaHHOH OpraHM3allid B COOTBETCTBUU C HHCTpykuusmu OCO,
HOPMATHBHBIMH JIOKyMEHTaMH MEIUIIMHCKONH OpraHM3allii, a TaKkKe HauIekalmed KIMHHISCKON
npaktukoit (GCP) 1 HopMaTHBHBIMU TPEOOBAHUSIMHU.

1.61. VYsa3BuMble cyObekThl wucciemoBanus (vulnerable subjects): numa, Ha Ybe JKelaHHE
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y4acTBOBaTh B KJIMHUYECKOM HMCCIIEJOBAHUU MOXKET OKa3aThb YPE3MEpPHOE BIUSHUE OXKHUJIAHUE
(obocHOBaHHOE WM HEOOOCHOBAHHOE) TEX WM HMHBIX IMPEUMYLIECTB, CBSI3aHHBIX C Y4acTUEM B
WCCJICIOBAHUY, WJIM CAaHKI[UU BBIIIECTOSALIMX B MEPApXUH JIMIl B Clydyae OTKa3a OT ydactus. B xauecTBe
pUMepa WICHOB HEPApXUYECKUX CTPYKTYP MOTYT OBITh Ha3BaHbl y4alllMecs BBICIIMX U CPEIHUX
MEIUIMHCKUX, (HapMalleBTHUYECKUX U CTOMATOJOTUYCCKUX YYCOHBIX 3aBEICHUM, MIIAIIIMNA IEePCOHAT
KIIMHUK U JJabopaTopuii, ciayxaimue ¢papMaleBTUUECKUX KOMITAHUN, BOCHHOCIYKAIEe U 3aKIIOUYEHHBIE.
K ys3BUMBIM CyOBEKTaM WCCIEIOBAaHUS TaKKe OTHOCATCS OONBHBIC, CTPAJAIONINE HEU3ICUUMBIMU
3a00JIeBaHUSAMH, JIMIA, HAXONAILIMECS B JOMax IO YyXoAay, HHUIIMEe U Oe3paboTHbIC, NAlUEHTHI,
HAXOJSIIMECS B HEOTIIO)KHOM COCTOSIHHM, IMPEJACTABUTEIH HAIMOHAIBHBIX MEHBIIMHCTB, OC€3JJOMHEIC,
KOYEBHHUKH, OCKEHIIbI, HECOBEPIICHHOJIETHHE U JINLA, HAXOSAIINUECs MO/ ONEKON WM MONEeYUTETbCTBOM,
a TaKKe JIMIa, HECIIOCOOHBIE JIaTh COTJIacue.

1.62. DkcneptHbiii coBeT opranuzamuu; ICO (Institutional Review Board; IRB): He3aBucumsrii
OpraH, COCTOSIIMN W3 JHI], padOTalomMX B 00JacTH MEIUIMHBI, B TOM YHCJIC HAyYHOW, a TakKe He
OTHOCSIIMXCS K MEIUIIMHE CIEIHATbHOCTEeH, KOTOPBIA 00ECHeunBaeT 3alluTy MpaB, OC30MaCHOCTH H
Oyaromnoiryursi CyObEKTOB MCCIEAOBAHUS U MIPEIOCTABIISICT OOMICCTBCHHYIO TAPAHTHIO TAKOW 3aIlUTHI, B
TOM YHUCIIE MYTeM PacCMOTPEHHMsI, YTBEPKICHH/OJ00pEHUS MPOTOKOJIA UCCICIOBAHHUS M TIOMPABOK K
HEMy, a TaK)K€ MaTepHaJiOB M METOJIOB, KOTOPBIE MPEIIOIaraeTcsi MCIOIb30BaTh JJIS TOTYYCHUS H
JTOKYMEHTUPOBaHHS HHOOPMHUPOBAHHOTO COTIIACHS CYObEKTOB HCCIICIOBAHUSI.

2. [puniuns! Haanexamei kinandeckoil npaktuku (GCP)

2.1. KnuHuyeckue UCCIEIOBaHUSA JOJDKHBI IPOBOAMTHCS B COOTBETCTBUM C 3TUYECKUMHU
NPUHLMIIAMY, 3aJ0KEHHBIMU XeJIbCUHKCKOM Jnekinapauueii BMA wu  orpaxenneiMu B GCP u
HOpPMAaTHBHBIX TPEOOBaHUSX.

2.2. Jlo Hayana vcciaeA0BaHUs JIOJIKHA ObITh IMPOBEACHA OLEHKA COOTHOILIEHUS MPOrHO3UPYEMOIO
pHCKa U HeyloOCTB C OXKHMIAeMOM MOoJb30i [uid cyObekTa HccienoBaHus U obuiectsa. MccnenoBanue
MOJKET OBITh HAYaTO M MPOJIOJDKEHO TOIBKO B TOM CIIydae, eClii 0KUJaeMas 1oJib3a ONPaBIbIBAET PUCK.

2.3. HpaBa, 0e30MmacHOCTh U 6narononyfme Cy'6"beKTa HCCIICAOBaHUA HUMCHOT IICPBOCTCIICHHOC
3HAYCHUEC U JOJIKHBI ITPEBAJIMPOBATHL HAJl MHTCPECAMU HAYKHU U O6HICCTBa.

2.4. Nndopmanus (JOKIMHUYECKass W KIMHUYECKas) 00 HccielyeMOM MpPOAYKTE IOJKHA OBITh
JOCTaTOYHOM 11 0OOCHOBAHUS MPEATIOIAraéMOro KIMHUYECKOTO UCCIIEI0BAHMU.

2.5. Kouandeckue HUCCIICAOBaHUA HOJIKHBI OTBEYAaTh HAYYHBIM Tpe6OBaHI/I${M U OBITh YETKO H
HOHpO6HO OIMMCAaHBbI B ITPOTOKOJIC.

2.6. KnuHuyeckoe WHCCIEIOBaHUE JOJDKHO TMPOBOAUTHCS B COOTBETCTBUM C IPOTOKOJIOM,
YTBEPKICHHBIM/OJJOOpEHHBIM JKCHepTHbIM coBeToM opranuzammu (DCO)/He3aBUCUMBIM ATHYECKUM
komuteToM (HOK).

2.7. OTBETCTBEHHOCTh 32 OKa3bIBAEMYIO0 CYOBEKTY MEIUIMHCKYIO IOMOIIb M MPUHATHE pEeHIeHUN
MEAUIMHCKOTO XapaKTepa HECET Bpau.

2.8. Bce mpuBnekaeMble K MPOBEICHUIO MCCIEIOBAHMS JIMILA JOJKHBI UMETh COOTBETCTBYIOIINE
o0Opa3oBaHme, MOATOTOBKY M OMBIT I BHIOJHEHUS BO3JIOKEHHBIX HA HUX 33]1a4.
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2.9. Jlo6poBospHOE HH(DOPMHUPOBAHHOE COTTIACHE TOJKHO OBITh MOJYYEHO y KaXKJOro CyOBeKTa 10
ero BKJIFOUCHHUS B HCCIICIOBAHUE.

2.10. Bcro monyYeHHYI0O B KIMHHYECKOM  HCCIIEJOBaHUM  HMH(POpPMAIUIO  HEOOXOAUMO
perucTpUpoBaTh, IepenaBaTh M XPAaHUTh TaKUM o00pa3oM, 4YTOObI ObUIM OOecre4eHbl TOYHOCTH U
MPAaBUIILHOCTD €€ MPEICTaBICHUS, HHTEPIPETAMU U BepUPHKALHIH.

2.11. KoH(}uaeHIMaIbHOCTh  3amuCed, IMO3BOJAIOIIMX  HACHTHUPUIIUPOBATh  CyOBEKTOB
WCCIICIOBAHMS, JIOJDKHA OBITH oOecredeHa ¢ COOJIOJCHHEM MpaBa HA YACTHYIO JKH3Hb W 3alUTY
KOH(HUACHIIMAIBHOCTH B COOTBETCTBUU C HOPMATHUBHBIMH TPEOOBAHUSMH.

2.12. TIpou3BOACTBO M XpaHEHHE HCCIEAYEMBIX IPOJYKTOB, a TaKke OOpalleHne ¢ HHUMHU
HEOOXOIMMO OCYIIECTBISITh B COOTBETCTBHH C NPaBUJIAMU HaJJICKAIICH MPOU3BOJICTBECHHOW MPAKTUKU
(good manufacturing practice; GMP). Hcciienyembie TPOIyKTHI JOHKHBI IPUMEHSTHCS B COOTBETCTBUU C
YTBEPKICHHBIM ITPOTOKOJIOM.

2.13. Jlna obecriedeHrs KadyecTBa KaXKAOTO AaCIeKTa HCCIEAOBAaHUS JOJDKHBI OBITh BHEIPEHBI
COOTBETCTBYIOIINE CUCTEMBI U OIIEPALlMOHHBIE ITPOIIETYPHI.

3. DKcnepTHBIH coBeT opranuzannu/He3aBucuMblil aSTHYECKUIT
komuret (DCO/HOK)

3.1. O6s3agHOCTH

3.1.1. DkcnepTHBIA cOBET opranu3anuu/He3aBUCHMBIA ATHYSCKUM KOMUTET IPHU3BAaH 3alllMINATh
mpaBa, 0€30MACHOCTh M OJIArOINONYYHe BCEX CYOBEKTOB HCCIIe[OBaHMS. McclieoBaHMSIM C y4acTHEM
ySI3BUMBIX CyOBEKTOB JIOJKHO OBITh YAEIEHO 0c000€ BHUMAaHUE.

3.1.2. 3CO/H3K nomKeH MoJyduTh CIEAYIOIINEe JOKYMEHTHI:
- IPOTOKOJI UCCIIEI0BAHMS/TIONPABKH;

- THUCbMEHHYIO (QopMy HHPOPMHUPOBAHHOTO COTJIaCHSl M €€ TIOCIEAYIONIME peIaKIliH,
NpeaJiaraéMble UCCIIeI0OBATENEM JIJIsl UCIIOIb30BAHUS B UCCIIEIOBAHUY;

- ONMCaHWe JEWUCTBUM, HANpaBJIEHHBIX Ha MpUBJICYEHUE CYOBEKTOB K Y4aCTHUIO B HMCCIEIOBAaHUU
(HampuMep, peKkJIaMHbIe OOBSBICHUS);

- IMCbMEHHBIE MaTepUaIbl, KOTOPBIE OYIYT MPETOCTABIEHBI CYOBEKTaM;
- OporIropy uccaea0BaTes;

- U3BECTHYIO MH(OPMAIINIO, KACAIOIIYIOCS 0€30MMacHOCTH;

- nH(OpMALIHIO O BBIIJIATaX U KOMIICHCALUAX CYObEKTaM UCCIIEeIOBAHUS;

- TEKyIYyI0 BEpCHI0 HaydyHOW Omorpadum wucciemoBatens (curriculum vitae) w/unmum apyrue
MaTepuaibl, TOATBEPKIAIOIINE ero KB (DUKAIIHIO;
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- mo0ble Apyrue ITOKYMEHTHI, KOTopble Moryt motpedoBathest DCO/HOK st BhIMOMHEHHS €ro
00s13aHHOCTEH.

OCO/HOK nmomkeH pacCMOTpPETh BOMPOC O TPOBEIACHUM MPEAJIaraéMoro KIMHUYECKOTO
WCCIIC/IOBAHMSI B Pa3yMHBIE CPOKH M JIOKYMEHTAJILHO O(GOPMHUTH CBOE MHEHHE, YETKO HICHTH(DUIUPYSI
HCCIICA0OBAHUEC, paCCMOTPCHHBIC JOKYMCHTBI U AAThI ITPU BEIHCCCHUU CJICAYHOIINX pemeHHﬁ:

- YTBEPKICHUS/0T00PCHHUS;

- TpeOOBaHUS O BHECEHUU U3MEHEHUH, HEOOXOIUMBIX JIJIsl TOJTyYEHUS YTBEPKICHUS/0T00pEHUS;
- OTPHIIATEIBHOTO 3aKJIIOYCHHUS/HE0I00PEHUS;

- OTMCHBI/TIPHOCTAHOBIICHUS JAHHBIX PAHEE YTBEPKACHUS/OJOOPCHHUS.

3.1.3. DCO/H3K nomkeH OLEHUTh COOTBETCTBUE KBaNU(UKAIIMU HCCIEAOBATENS MpPeiIaracMoMy
WCCIIC/IOBAaHUIO HAa OCHOBAaHMHM €ro Hay4yHod Oworpadum (curriculum vitae) w/mmm JApyroi
COOTBETCTBYIOIIEH JOKyMeHTaIuu, 3anpomenHoir 2CO/HOK.

3.1.4. DCO/HDK nomkeH paccMaTpuBaTh Ka)JI0€ TEKYIIEEe HCCIICIOBAHHE C IEPUOIUIHOCTHIO,
aJICKBaTHOW PHUCKY JUIsSI CyOBEKTOB UCCIICIOBAHMSI, HO HE PEKE OJJHOTO pasa B TOI.

3.1.5. DCO/HOK moxer moTpedoBaTh, YTOOBI CyOBEKTaM HCCIECIOBAaHHUS MMOMHMO HH(OpMAIUH,
ykazanHoil B 4.8.10, ObLIM MPEAOCTaBICHBI NOMOJIHHUTEIbHBIE CBEACHHUA OO0 HCCIEAOBAHUU, €CIH, IO
mHeanio DCO/HOK, sta mHpOpMAanus MO3BOJUT CYIIECTBEHHO IOBBICUTH CTEIIEHb 3aIIUTHI ITIPaB,
0€30MacHOCTH U/UH 0Jaronoay4yusi CyObeKTOB.

3.1.6. Ecnu cornacue Ha ydacTue CyObeKTa B MCCIEOBAaHUU, HE CBSI3aHHOM C JICYCHUEM, JIa€T €ro
3aKOHHBIN npenctaButeb (cM. 4.8.12 u 4.8.14), DCO/HOK nomkeH yOeaUThCs, YTO MPEIOCTABICHHBIN
MPOTOKOJI W/WIM JApyras JOKYMEHTAIMs COOTBETCTBYIOT J3THYECKUM HOPMaM W HOPMATHBHBIM
TpeOOBaHUSAM JJIsl TAKUX UCCIIEIOBAaHUH.

3.1.7. Eciu mpoTOKON TpeaycMaTpuBaeT HEBO3MOXKHOCThH IOJYyYEHHUs COTJachsi Ha ydacThe B
UCCIIE/IOBAaHUH Y CyOBEKTa WJIM €ro 3akoHHOro mpenctaBureis (cM. 4.8.15) mo MOMeHTa BKIIOYCHUS
cyosekta B uccienoanne, JCO/HOK nomkeH yOemuThbCs, 4TO MPETOCTABICHHBIA MPOTOKOJ HW/WIIU
Ipyras JOKYMEHTAIlMsi COOTBETCTBYIOT STHYECKUM HOpPMaM M HOPMATHUBHBIM TPEOOBAHMSIM IS TaKUX
UCCIIEIOBaHUM (HampuMep, PU HEOTIOKHBIX COCTOSIHUSIX ).

3.1.8. DCO/HOK paccmarpuBaeT pasMep U MOPSIOK BHIJIAT CyOBEKTY HCCIEI0BaHMS, YTOObBI
yOeIuThCs B OTCYTCTBUM HEOOOCHOBAaHHOW 3aMHTEPECOBAHHOCTH WM TPUHYXKACHUS CYObEKTOB
uccnenoBanus. Pazmep BbIIaT cyObeKTaM JOJKEH OBbITh 3apaHee OINpelesieH M He JIOJDKEH LEIUKOM
3aBHUCETh OT TOr'0, 3aBEPIIIII CYOBEKT UCCIIEI0BAHUE IOTHOCTBIO UIIH HET.

3.1.9. 3CO/HDOK nomxeH yOoemuThCcs B TOM, YTO MH(OpMAIUs, Kacarolascs BBILIAT CyObeKTaM
WCCIIC/IOBAHMsI, BKIFOYash METONBI, CyMMBI W TpaduK BBHIIUIAT, OTpaKE€Ha B IHCHMEHHOH (opme
MH(GOPMHUPOBAHHOTO COTJIacHsl W JI000H Jpyroil mnHCbMEHHOW MHGOpMalMM, MPeIoCTaBIsIeMOi
cyonrekTam. J{oikHO OBITh yKa3aHO, KaKUM 00pa3oM OyeT OIpeIesieH pa3Mep BhITUIAT.

3.2. CocraB, QyHKIUHU U TOPSI0K paOOTHI
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3.2.1. DCO/HOK pnomxeH HUMETh B CBOEM COCTaBE JIOCTATOYHOE WYHWCIO JIUI, CyMMapHO
00J1aIalomuX HEOOXOMUMBIM ONBITOM M KBAIM(HUKAIWEH JUIS OLEHKH HAayYHBIX, MEAWIUHCKUX H
STHYECKHUX aCIEKTOB MpeajaraeMoro uccienopanus. Pexkomenayercs, uroosl B 9CO/HOK Bxoanmm:

a) HE MEHee IATH YJICHOB,;
0) Kak MUHIMYM OJIMH YJICH, YbU UHTEPECHI JIeKAT BHE Cephl HAYKHU;
B) KaK MMHUMYM OJIUH 4WIEH, KOTOPBIHA HE 3aBUCUT OT OpraHU3aluu/UCCIe0BaTEIbCKOTO IEHTPA.

["osiocoBaTh/BhIpakaTh MHEHHE I10 HCCIIECAOBAHUIO MMEIOT MpaBo Toibko Te wieHsl DCO/HOK,
KOTOPBIC HE 3aBUCAT OT MCCIEAOBATEN U CIIOHcOpa aaHHoro uccienoBanus. DCO/HOK nomken Bectu
CIHCOK CBOMX YICHOB C YKa3aHHEM UX KBaTU(PUKAIIUH.

3.2.2. DCO/HBK pomxeH OCYyIECTBISATh AEATEIbHOCTh B COOTBETCTBUUM C MUCHMEHHBIMU
MporeaypamMu, JOKyMEHTHPOBATh CBOIO PabOTy, BECTU MPOTOKOJIBI 3aceaHui, a Takxke coomonars GCP
1 HOPMATHBHBIC TPEOOBAHUSI.

3.2.3. DCO/H3K mnpuHHMaeT pemieHus: Ha OOBSBICHHBIX 3aceaHUAX IMPH HAJHMYUN KBOPYMa,
YCTaHOBJICHHOT'O €r0 MUCbMEHHBIMU TIPOLETyPaMHU.

3.2.4. TlpaBo r0J0COBaTH/BBICKA3bIBaTh CBOE€ MHEHHE W/MJIM PEKOMEHIAIMA HUMEIOT TOJIBKO Te
yieHsl DCO/HOK, koTopble yuacTBYIOT B pACCMOTPEHHH JOKYMEHTALUU U 00CYXK/IEHUH.

3.2.5. UccnenoBaTellb MOXKET MPEAOCTABIATh WHPOPMAIUIO TIO JIFOOBIM acreKTaM HCCIIeI0BaHUs,
HO HE MOKET y4acTBOBATh B MPEHUSIX WM B rojlocoBaHuu/BbIpadoTke MueHuss JCO/HIK.

3.2.6. 9CO/HDK mosxeT 00pamathcs 3a MOMOMIBIO K SKCIIEPTaM, He SIBIISIONIMMCS €r0 YICHAMHU.
3.3. [Ipouenypsl

OCO/HIK nomxen pa3paboTarh, JOKYMEHTAIbHO OQOPMUTH M COOIOAATh CBOM IPOLETYPHI,
OIpEeAETSIOLIHE:

3.3.1. Ero cocraB ((hamMunuu 1 KBaIH(PUKAIHUIO YICHOB) U YUPEAUBIINMA €0 OpraH.

3.3.2. Ilopanok Ha3HaueHUs 3acelaHUi, OMOBELIEHHUS €r0 YICHOB O IPEICTOSIINX 3aCEJaHMsX, a
TaKKe OPraHU3aLUI0 3aCeAaHu .

3.3.3. IlopsA0K MEPBUYHOTO U MOCIEIYIOIIET0 PACCMOTPEHUS TOKYMEHTAIIUH TI0 UCCIIEIOBAHHUIO.
3.3.4. [lepnoAMYHOCTH TTOCIIEAYIOIIETO PACCMOTPEHHUSI IOKYMEHTAIIUU T10 UCCIIEIOBAHUIO.

3.3.5. Tlopsmok, cormacHo HOPMAaTUBHBIM TpPeOOBAaHUSAM, YCKOPEHHOTO pacCMOTPEHHS U
YTBEPKACHUS/0100pEHUS HE3HAYUTEIbHBIX U3MEHEHUN JUIS HCCIIEA0BAHUM, paHee
YTBEPIKJICHHBIX/0100PEHHBIX UM XKe€.

3.3.6. HemomycTUMOCTh BKJIIOYEHHUSI CYOBEKTOB B HccienoBanue a0 Toro, kak DCO/HOK Beimact
MMMCEMEHHOE YTBEPXKICHNUE/0100peHNe Ha TIPOBEICHNE UCCIICIOBAHMUS.
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3.3.7. HenonycTuMOCTh OTKJIOHEHHUH OT MPOTOKOJIA WM €ro MU3MEHEHHH 0e3 INpenBapUTEIbHOTIO
YTBEPKICHHSA/0M00peHusT cooTBeTcTByommx momnpaBok JDCO/HOK, kpome Tex ciydaeB, Koraa
HEOO0XO/MMO YCTPaHUTH HETOCPEACTBEHHYIO Yrpo3y CyObeKTaM HCCIEeIOBAaHMSA WIM KOTJAa M3MEHEHUS
KacaloTcs TOJIbKO aJMHHHCTPATUBHBIX WM TEXHUYECKHX aCHEKTOB HCCIEAOBaHUA (HampuMmep, 3aMeHa
MOHHUTOpA, U3MEHEHHE HoMepa TenedoHna) (cm. 4.5.2).

3.3.8. O0s13aHHOCTH HUCCIIenOBaTels He3aMeInTelIpbHo coodmars DCO/HDOK:

a) 00 OTKIIOHCHHSIX OT MPOTOKOJA MM U3MEHEHUSX MPOTOKOJA, MPOU3BEACHHBIX ISl YCTPaHEHUS
HEIOCPEICTBEHHOM yrpo3bl cyObekTaM uccaenoBanus (cm. 3.3.7, 4.5.2, 4.5.4);

0) 00 M3MEHEHUsSX, YBEIWYMBAIONINX PUCK JUIsI CYyOBEKTOB W/WIIM CYIIECTBEHHO BIIUSIOIIUX Ha
npoBejenue uccnenosanus (cm. 4.10.2);

B) 000 BceX HEXKeIaTSIbHBIX peakuugax, KOTOPBIC ABJIAKOTCA OAHOBPECMCHHO CCPLC3HBIMU H
HCIIPCABUACHHBIMH

F) O HOBBIX JaHHBIX, KOTOPBIC MOI'YT CBUACTCIILCTBOBATH O BO3paCTaHUU pHUCKaA IJIA CY6T)€KTOB U1
HC6HaFOHpI/I5{THO IIOBJIMATH HA X0 UCCIICIOBAHUA.

3.3.9. O0s3annoctsr JDCO/HDK  HesaMemIMTENbHO B IMMCBMEHHOM  BHUAE  COOOLIATH
HCCIIeIOBATEIII0/OpraHUu3alliu:

a) O CBOMX PEUICHUSX/3AKITIOUEHHX, KACAIOIIUXCS MCCIICIOBAHNS;
0) 0 MpUYMHAX TPUHATHUS PEIICHUI/3aKITFOYCHHH;

B) O TMOPSIJIKE 00’KAJIOBAHUS €T0 PEIICHUN/3aKITIOYCHUH.

3.4. JlokyMeHTauus

OCO/HOK nomkeH XpaHUTh BCE JOKYMEHTHI (HampHMep, CBOU MPOLEAYpPHl, CIHHCKU UYJIEHOB C
yKa3aHHEeM pojia JEATEJbHOCTH M MecTa padoThl, MpEACTaBIECHHBIE HAa PACCMOTPEHUE JIOKYMEHTHI,
MIPOTOKOJIBI 3aCeIaHHI M TEPENHCKY) B TEYCHHE MUHUMYM TPEX JIET MOCTIe 3aBEPUICHUS UCCIICI0OBAHUS U
IPEJOCTABIIATH UX M0 3alPOCy YIOJIHOMOYEHHBIX OpraHoB. McciaenoBarent, CIOHCOpP, YITOJTHOMOUYEHHbIE
oprassl MoryT 3amnpamuBats y 9CO/HOK ero npouenypsl 1 CIUCKU YIEHOB.

4. NccnenoBarein

4.1. KBanudukanus u o0s3arenbcTBa HCCIe10BaTENs

4.1.1. UccnenoBarenb A0JKEH MMETh oOpa3oBaHHe, MPO(ECCHOHAIBHYIO IOATOTOBKY U OIBIT,
MO3BOJISIIOIINE €My MPUHATH Ha ce0s OTBETCTBEHHOCTh 3a HaJUIeKallee IMPOBEIECHHUE KIMHUYECKOTO
uccnenoBanus. Kpanugukanus uccnenonarens J0KHA COOTBETCTBOBATh HOPMAaTHUBHBIM TPEOOBAaHUSAM U
ObITh TOJTBEp)KJEHA €ro HaydHoil Ouorpadueit (curriculum vitae) W/uWiaM APYrUMH JTOKYMEHTAMU,
KOTOpBbIE MOTYT OBITH 3anpoiieHsl cioncopom, JCO/HDK n/unu ynosHoMO4eHHBIMU OpraHaMHU.

4.1.2. HccnepoBarenp MAOKEH JETANBHO 3HATh, KAaK IIPUMEHATH MCCIEIYEMBIM IPOIYKT B
COOTBETCTBUHM C NPOTOKOJIOM, TEKyIled penakuuedl OpolIopsl HccieaoBaTens, HHpopMmanueid o
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MPOAYKTE U APYTUMHU UCTOUHUKAMU, TIPEIOCTABISIEMBIMU CIIOHCOPOM.
4.1.3. UccnenoBarenb A0bkeH 3HaTh U cobmonate GCP u HopMaTUBHBIE TPEOOBAHUSI.

4.1.4. WccnemoBaTenb/OpraHu3anus HE JIOJDKHBI TPEMSTCTBOBATH MOHUTOPUHTY W ayaUTy CO
CTOPOHBI CIIOHCOPA, & TAKIKE MHCIICKIMSIM YIIOJIHOMOYECHHBIX OPTaHOB.

4.1.5. UccnenoBarenb IOJKEH BECTH CIIMCOK OOJIAJaromUX HEOOXOAMMON KBanM(pUKauen JuI,
KOTOPBIE 110 €r0 MOPYUYCHUIO OCYIIECTBIISIOT ONPEICIICHHYIO ACITEIILHOCTh B paMKaX HCCIIEAOBaHNUS.

4.2. CoOTBETCTBYIOIINE PECYPCHI

4.2.1. UccnenoBarens AOMKEH OBITH COCOOEH MPOJEMOHCTPUPOBAThH (HAIpUMeEp, HA OCHOBaHHUH
PETPOCTICKTUBHBIX JaHHBIX) BO3MOXHOCTH Ha0opa B TEYEHHE OTOBOPEHHOTO TNepuoaa Tpedyemoro
KOJIMYECTBA MOIXOSAIIUX CYObEKTOB UCCIIEIOBAHUS.

4.2.2. UccnenoBarenb JNOJKEH UMETh JOCTATOYHOE KOJMYECTBO BPEMEHM, UTOOBI HaJUIEKAIIUM
00pa3oM MPOBECTH U 3aBEPILINTH HCCIEAOBAHNE B TEUCHHE OTOBOPEHHOT'O TIEPHOIA.

4.2.3. HWccnenoBarenb IODKEH pacIoyiaraTh TOCTATOYHBIM KOJMYECTBOM KBaTH(PHUIMPOBAHHBIX
COTPY/ZIHUKOB M MaTepUAIIbHBIX PECYPCOB (IIOMELICHHS, 00OPYIOBaHUE) B TIEPUOJ MCCICIOBAHUS, IS
TOTO YTOOBI IPOBECTH ATO UCCIICIOBAHIE HAJUICIKAIINM U OE30TTaCHBIM 00pa3oM.

4.2.4. HccimenoBarenb OTBEYAET 3a TO, YTOOBI BCE 3aHATHIE B KIMHHUYECKOM MCCIEIOBAHHH
COTPYIHUKH OBUIM XOPOIIO 3HAKOMEBI C IMPOTOKOJIOM M HMCCIEAYEMBIM MPOAYKTOM, a TaKKe CO CBOMMH
GYHKIUSAMEU U 00513aHHOCTSIMU.

4.3. Oka3zaHue MeAUIIMHCKON NOMOIIM CyOBEKTaM UCCIIEJOBAHUS

4.3.1. SIBASIONIUIICA MCCIIEA0BATEIEM HIIM COMCCIIEI0BATEIIEM Bpad HECET OTBCTCTBCHHOCTH 3a BCC
IMPUHUMACMBIC B paMKaX UCCICIOBAHUSA PCIICHUA MECAUIMHCKOI'O XapaKTepa.

4.3.2. Bo BpeMs U 10 3aBEPILICHUN y4acTusl CyObeKTa B MCCIIeI0BaHUN UCCIIE10BaTEIb/OpraHN3aIusl
JOJDKHBI  00ECTIeYUTh OKa3aHue CyOBEeKTy HEOOXOIMMOW METUIIMHCKOW IOMOIIM B Ciydae JOOBIX
CBSI3aHHBIX C HCCIIEJIOBAaHHEM HEXeJIaTelbHbIX SBJICHUH, BKIIOYAs KIMHUYECKH 3HAUMMBbIE W3MEHEHHS
nabopatopHbIx mokazarenei. lccrnenoBarens/opranuzanus 00s3aHbl MHMOPMHUPOBATH CYOBEKTa O
CTaBIIMX H3BECTHBIMHM MCCIIEOBATENI0 WHTEPKYPPEHTHBIX 3a00JI€BaHUSAX, TPEOYIOIIMX METUIIMHCKOMN
TTOMOIIIH.

4.3.3. HccaenoBarento peKOMEHIYeTCsl COOOIIUTH JIeHalleMy Bpauy, €ClId TaKOBOM MMeercs, 00
y4acTuu cyObeKTa B UCCIIEIOBAaHUM IIPU YCIOBUHU, YTO CYOBEKT HE BO3paXaeT MPOTUB MH(POPMUPOBAHUS
JIeqallero Bpayva.

4.3.4. Xots cyOBeKT He 00s3aH cOOOIIaTh O MPUYHMHAX, MOOYIUBIIMX €ro JOCPOYHO MPEKPATHTh
y4acTHE B UCCIIEJOBAHUM, UCCIIEI0BATENb JOJDKEH MONBITAThCS YCTAHOBUTD 3T MPUYMHBI, IPOSIBIISI IIPU
9TOM IOJIHOE YBaKEHHE K ITPABaM CyObEKTa.

4.4, Korraktel ¢ DCO/HDOK
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4.4.1. Tlepen TeM Kak HadaThb HCCIEJIOBaHHE, HCCIICAOBATENh/OpraHU3alUsl JODKHBI MOIYYUTh
MMMUCBMEHHOE W JaTHpoBaHHOE yTBepxkaeHue/onoopenne DCO/HDOK mpoTokosna wWccieqoBaHus,
MUCHbMEHHOW (OpPMBI HH(POPMHUPOBAHHOTO COTJIACHS U €€ MOCIEAYIOMNX PEeIaKIuii, Mep, HalpaBICHHBIX
Ha IpUBJIeYeHHE CYOBEKTOB K YUaCTHIO B UCCIIEIOBAaHUU (HAPUMED, PEKIAMHBIX 00BSBIICHUN), U JTHOOBIX
JAPYTUX MTUCHBMEHHBIX MAaTEPUAIOB, KOTOPBIE MPEATIOIAraeTCs MPEI0CTaBUTh CYOBEKTaM.

4.4.2. Bmecte Cc ApyrMMH JOKYMEHTaMH HCCJIEI0BATENb/OpPTaHU3allds JIOJDKHBI TMPEJOCTaBUTh
OCO/HOK mocnenHio penaknuio Opomropel  uccienoBarens. Ecnu  Opomtopy uccienoBaTens
JOTIONIHSIOT B XOJIe MCCIEIOBAHUs, HCCIIe0oBaTeIb/opranu3amnus o0s3ansl npenoctaBute DCO/HOK
HOBYIO PEIAKIMIO OPOILIIOPHI UCCIIEIOBATENS.

4.4.3. B TeueHue HWCCIEIOBAHUS MCCIIEIOBATEIb/Oprann3alus 10JDKHBI npenoctaBisite DCO/HOK
BC€ IMOICKAIIME PACCMOTPEHUIO TOKYMEHTHI.

4.5. CoOmroieHre mpoToKoJa

4.5.1. HccnenoBarens/opranu3anusi JOJDKHBI IPOBOJAWTH HCCIEJOBAaHHE B COOTBETCTBHU C
IPOTOKOJIOM, COTJIACOBAHHBIM CO CIIOHCOPOM H, TIP HEOOXOIUMMOCTH, C YIIOJTHOMOYEHHBIMH OpraHaMu, U
YTBEPKICHHBIM/0J00PEHHBIM 3CO/HDK. B MIO/ATBEPKICHUE JIOTOBOPEHHOCTH
UCCIIeJ0BaTENh/OpraHu3alysi U CIIOHCOP MOIMHUCHIBAIOT TPOTOKOJ WIIM OT/ACIBHBIN I0OTOBOP.

4.5.2. UccnenoBaTennb HE JOJKEH OTKJIOHATHCS OT MPOTOKOJIA WM BHOCUTH B HETO M3MEHEHUs 0e3
coryiacus CHOHCOpa W 0e3 NpeIBapUTENBLHOTO PACCMOTPEHHS W JOKYMEHTAIbHO O(GOPMIEHHOTO
yTBEepKIeHHs1/0q00penust nonpaBku kK nporokony DCO/HOK, kpome Tex ciaydaeB, Koraa HEOOXOIMMO
YCTPaHUTh HEMOCPEJCTBEHHYIO YIrpo3y CyOBbEKTaM HCCIEAOBAaHUS WIM KOT/Ia WU3MEHEHHUs KacaroTcs
TOJIBKO aJIMUHUCTPATHBHBIX WJIM TEXHUYECKHX ACIIEKTOB MCCIIEJOBaHMs (HAIpUMEp, 3aME€Ha MOHHUTOPA,
W3MEHEHHEe HoMepa TeedoHa).

4.5.3. HccnenoBarenb WIM HA3HAYEHHOE WM JIMIO JOJDKHO OOBACHATH M JIOKYMEHTAJIbHO
o(hopMIIATH Tr0OBIE OTKIIOHEHUS OT YTBEPXKIEHHOT'O POTOKOJIA.

4.5.4. UccnemoBaTellb MOXET OTKIIOHATHCS OT MPOTOKOJIA WJIM BHOCUTH B HETO M3MEHEHHS IS
yCTpaHEHHs]  HEMOCPEACTBEHHOM  yrpo3bl CyOBbEeKTaM HCCIe[oBaHHMs 0e3  MpeaBapUTeIbHOTO
yrBepxaenus/onooperuss ICO/HOK. B kparuaiiime cpoku OnmucaHWE OTKIOHEHMM WM U3MEHEHHH C
yKa3aHWEM WX MPUYHMH U, TPU HEOOXOAMMOCTH, MpeiaracMbie MOMPaBKU K MPOTOKONY JAOJKHBI OBITH
HaIPaBJICHBI:

a) OCO/HOK nist paccMOTpeHHs U yTBEPKACHUA/0100pEeHNUS;
0) CIIOHCOPY AJIS COTJIACOBAHMSI C HHM;

B) YIOJIHOMOYEHHBIM OpraHaM, €CIM HE0OXO0AUMO.

4.6. Uccnegyemble TPOTYKThI

4.6.1. OTBETCTBCHHOCTL 3a YUYCT HUCCICAYCMBIX TPOAYKTOB B HCCICAOBATCIBCKOM MCHTPC
BO3JIOKCHA Ha I/ICCJ'ICJIOBaTeHﬂ/OpFaHI/ISaHHIO.

4.6.2. Ecnu »sT0 paszpemieHo/TpedyeTcs, HMCCIeA0BaTeNb/OpTaHu3alus MOTYT/IOKHBI Tepeaarh
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HEKOTOpbIC MM BCE O0A3aHHOCTH HMCCIICIOBATEIIS/OpraHU3alMK M0 YYETy HCCIEAYEMbIX MPOIYKTOB B
UCCIICIOBATEIbCKOM — LIEHTPE  alTeYHOMY pPAa0OTHHKY WM HHOMY JIMIlYy, [OJAKOHTPOJIBHOMY
HCCIIeIOBATEII0/OpraHu3alliy.

4.6.3. HccnenmoBarenb/opraHu3aiids W/WIA alTeYHbIM pPaOOTHUK WIM HWHOE YIIOJHOMOYEHHOE
HCCIIeIOBATENIEM/OpTaHU3aIUEH JTUIIO JTOJDKHBI BECTH y4YE€T MOCTABOK MPOAYKTOB B MCCIIECIOBATEIIbCKHIA
LEHTP, UX (PaKTUYECKOr0 KOJIMYECTBA B LIEHTPE, UCIOIb30BAHUS KAKIbIM CyOBEKTOM, a TaK’Ke BO3BpaTa
CIIOHCOPY JIMOO MHOTO PACHOPSKEHHS HEUCIOJIh30BAHHBIMU IMPOJIYKTaAMH. 3allUCH IO YYETY TOJIKHBI
BKJIIOUaTh B ce0si JaThl, KOJIMYECTBO, HOMEpa MapTHil/cepuil, CpOKM TOJHOCTU (TI€ MPUMEHHUMO) U
VHHUKAIbHBIE KOABI UCCIICTyEMbIX MPOIYKTOB M CyOBEKTOB MCCIeA0BaHus. VccienoBaTenb JOMKEH BECTH
3alKcy, MOJTBEPXKIAIOUINE, YTO CYOBEKTHl TONydald HCCIelyeMble MPOAYKTHl B  J103aX,
MIPEYCMOTPEHHBIX TIPOTOKOJIOM, B KOJIMYECTBAX, COTIACYIOMIUXCS ¢ OOIIUM KOJTHMYECTBOM UCCIICTyEMbIX
MIPOJYKTOB, IOJyYEHHBIM OT CIIOHCOPA.

4.6.4. Uccnenyembie TPOIYKTHI CIEAYET XPAHUTh B COOTBETCTBUU C MHCTPYKIIUAMH CIIOHCOpA (CM.
5.13.2 u 5.14.3) u HOpMaTUBHBIMH TPEOOBAHUAMHU.

4.6.5. UccnenoBarenb TOMKEH 00€CHEUNTh, YTOOBI UCCIIEAYeMbIe TPOIYKTHl OBUIH HMCIOIB30BAHBI
TOJIBKO B COOTBETCTBHH C YTBEPKICHHBIM IIPOTOKOJIOM.

4.6.6. HccnenoBarenb WM YIIOJIHOMOYEHHOE WCCIIEAOBATENEM/OpraHU3alield JIMIO JTOIHKHO
OOBSCHHUTH KaXIOMY CYOBEKTy NpaBHiIa MPHUMEHEHUS HCCIEAYEMBIX MPOIYKTOB M 4epe3 MpHeMIIeMble
MHTEPBAJIbI BPEMEHU (B 3aBHCHMOCTH OT HCCJIEIOBAHUS) TPOBEPATH COOIIOACHUE STUX HHCTPYKLUH
Ka)X/IbIM CYOBEKTOM.

4.7. Paniomu3zariusi ¥ pacKpbITHE KOJa

HccnenoBatens  JOMKEH  COOMIOAATh  MPEAYCMOTPEHHYIO B HCCIECJOBAHMM  METOAUKY
paHIOMH3AllUM, €CJIM TAaKOBas HMMEETCS, U OOeCIEeYUTh PACKPBITHE KOJa TOJIHKO B COOTBETCTBUHU C
npotokojoM. Ecnum  uccnenoBaHwe MPOBOAMTCS  CIENBIM — METOAOM, HCCIEAOBATENb  JIOJKEH
HE3aMEeUINTEIbHO JOKYMEHTAJIbHO O(QOPMUTh U OOBSICHUTH CIOHCOpPY JH000€ MpexIeBpEMEHHOE
PacKpbITHE KOJIa UCCIIEyeMbIX MPOAYKTOB (HAmpHUMep, clydailHOe PacKpbITHE KOJa, pacKphITHE KOJa B
CBSI3U C CEPbE3HBIM HEXKEJIATeTLHBIM SIBICHUEM).

4.8. UnpopmupoBaHHOE coriacue cyobeKTOB UCCIIEOBAHUS

4.8.1. Ilpu mnomyyeHUH U JOKYMEHTIbHOM OG(OpPMIEHUU HHPOPMUPOBAHHOTO COTJIACHS
UcclieIoBaTeNb JIOJDKEH COOJI0JaTh HOpMAaTHBHBIE TpeboBaHus, npuaepxkusatbesi GCP u sTHyeckux
MIPUHIIMIIOB, 3aJI0KEHHBIX B XelbCUHKCKON feknapainun BMA. Jlo Hauana uccieaoBaHus UCCIIeI0BaTelNb
JOJDKEH — TOJIyYuTh TNHUCbMEHHOe  yTBepxkiaeHue/onobpenne DCO/HOK  mucbMeHHONH — GopMbl
MH()OPMHUPOBAHHOTO COTJIACHA W JIIOOBIX JPYTrUX MHUCBMEHHBIX MaTepHalioB, IPEAOCTaBISIEMbIX
cyOBeKTam.

4.8.2. Ilucemennas ¢opma HWHPOPMUPOBAHHOTO COTJIACHMA U JIIOOBIE Jpyrue MHChMEHHBIE
MaTepHalbl, IPeAoCTaBIsieMble CyObEKTaM, CIeAyeT JOMOIHATE/UCIPABIATh 0 MEpe MOSBICHHUS HOBOM
BXHOW HH(pOpMAaLUU, KOTOpash MOXET OKa3aThbCsi CYIIECTBEHHOW [uisi corjacus cyobekra. Jlrobas
JIOTIOJTHEHHAS/UCTIPABJICHHAas] MUChbMEHHass (Gopma HH(POPMHUPOBAHHOIO coOTjacus M Jr0Oble Apyrue
JIOTIOJTHEHHBIE/CTIPaBICHHbIE MMMCbMEHHBIE MaTepHalibl, MpPeAoCTaBiIsieMble CyObeKTaM, JOJKHBI OBITH
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yrBepxkacHb/0100pens: JCO/HOK no ux ucnonbszoBanus B uccienopannu. CyObEKT UM €r0 3aKOHHBIN
[PEICTABUTEIb JTOJDKEH ObITh CBOEBPEMEHHO O3HAKOMJICH C HOBOH MH(OpMalueid, ciocoOOHO# TOBIUATH
Ha KelaHWe CyObeKTa MPOAOJDKaTh ydacTue B wHccieqoBaHuu. DakT mepenadn 3TOM UHPOpMALUU
JIOJDKEH OBITh JIOKYMEHTAJIbHO 0(OPMJICH.

4.8.3. Hu uccnenoBarenb, HU JApPYrue 3aHATbIE B UCCIECIOBAaHUM JIMLA HE JOJDKHBI NPUHYXKIAThH
CyOBEKTa WJIM HCIIONBb30BaTh HMHBIE HEKOPPEKTHBIE METOJbl BO3JCHCTBHUS C IENBI0 CKIOHUTH €ro K
YUYaCTHIO JTUOO MPOJOKEHUIO YIaCTHsI B UCCIICAOBAHUH.

4.8.4. Hu ycrHas, HM THCbMEHHass WHPOPMAIMs, KaCaOMIAsACsS MWCCIEIOBAHUS, BKIIOYAs
MUCHbMEHHYIO0 (hopMy MH(DOPMUPOBAHHOTO COTIacusi, HE JOJDKHA COJEpKaTh (POPMYITHPOBOK, MPSMO HITH
KOCBEHHO CKJIOHSIIOIIMX CYOBEKTa WIJIM €0 3aKOHHOTO IPEICTABUTENS OTKAa3aThCsl OT 3aKOHHBIX IPaB, a
TaKke (GOPMYIUPOBOK, NPSIMO MM KOCBEHHO OCBOOOKIAIOLINX MCCIIEA0BATEIs, OPraHNU3aIHIo, CIIOHCOpa
WM UX MIPEJCTABUTENEH OT OTBETCTBEHHOCTH 32 XaJIaTHOCTb.

4.8.5. VccnenoBarenb WM Ha3HAYCHHOE MM JIMIIO JIOJDKHO B TOJHOW Mepe MpouH()OPMHUPOBATH
CyObeKTa WM, €Clid CyOBEKT HE CIIOCOOCH JaTh HWH(GOPMHUPOBAHHOE COTJIACHE, €ro 3aKOHHOTO
MIPEJICTABUTENST 000 BCEX 3HAYMMBIX ACTICKTaX HMCCIICIOBAHUS, B TOM YHCJIC O3HAKOMHUTH C MUCHMEHHOU
nHpopManuel 00 UCCIeIOBaHUU U 0JI00pEHUEM/TIONIOKHUTENIbHBIM 3aKmroueHneM DCO/HOK.

4.8.6. YcrHas u muchMeHHas WH(oOpMaiys 00 HCCIEIOBAaHHWM, BKIIOYAs MUCHBMEHHYIO (opmy
UH(GOPMHUPOBAHHOTO COTJIACHSs, TOJDKHA COJIEPkKATh KaK MOYKHO MEHBIIIE CIIEHUATbHBIX TEPMHHOB U OBITH
MOHATHA CYOBEKTY WJIM, B COOTBETCTBYIOIIMX CIy4asX, €ro 3aKOHHOMY NPEACTABUTEII0 |
HE3aMHTEPECOBAHHOMY CBUJICTEIIIO.

4.8.7. llepen momydeHneM HH(GOPMHPOBAHHOTO COIJIACHS MCCIIENOBATENb WM HAa3HAYEHHOE UM
JMIO JTOJDKHO MPEJOCTaBUTh CYOBEKTY WIIM €r0 3aKOHHOMY MPEACTaBUTENIO JIOCTaTOYHOE KOJIMYECTBO
BPEMEHH M BO3MOKHOCTb JIJIsl OJTydeHus: Oojee moapoObHoi nHpopmanun 06 uccae10BaHuU U IPUHSTUS
peleHust 00 y4acTUU B HEM WIN OTKa3e OT Takoro ydactusi. CyObeKT WM ero 3aKOHHbIHN MpeacTaBUTeNb
JIOJKEH MOJIYYUTh MCUYEPIBIBAIOIINE OTBETHI HA BCE BOIIPOCHI 00 NCCIIEIOBAaHUH.

4.8.8. Jlo Hauana y4acTHsl B UCCIIEIOBaHMM CYOBEKT WIJIM €r0 3aKOHHBIH NpPEICTaBUTElNb, a TaKXKe
JIMI0, POBOAMBILIEE PAa3bsICHUTENbHYIO Oeceny, MOJKHBI MOJNMUCATh U COOCTBEHHOPYYHO IaTUPOBATh
MUCBMEHHYIO (hOpMy HH(OPMHUPOBAHHOTO COTIIACHS.

4.8.9. Ecnmi cyOBeKT WM €ro 3aKOHHBIM MPEICTaBUTENb HE CIIOCOOEH YUTaTh, TO B T€UEHUE BCEH
Pa3bACHUTENBHON Oecenbl MOMKEH MPHUCYTCTBOBATh HE3aWHTEPECOBAaHHBIN cBUAeTenb. [locie Toro kak
CyOBEKTYy WJIM €ro 3aKOHHOMY TMPEACTABHTEII0 IPOYUTAIH ¥ PA3bSICHWIN MHUCEMEHHYIO (opmy
WH()OPMHUPOBAHHOTO COTJIACHS U JIPYTHe MPEeAOCTaBIsieMble CyObeKTy MUChMEHHBIE MaTepUalbl U MOCIHe
TOTO KaK CyOBEKT WJIM €ro 3aKOHHBIH NpEeACTaBUTENh Jall YCTHOE cOrjache Ha ydJacTHe CyObeKTa B
WCCIIEIOBAaHUH U, €CIU CIOCOOEH, MOAMHCcaT U COOCTBEHHOPYYHO JaTHUPOBAN MUCBMEHHYIO (opmy
WH()OPMHUPOBAHHOTO COTJIACHS, CBHJICTENIb JO/DKCH €€ IMOJNUCATh M COOCTBEHHOPYYHO JaTHPOBATh.
[ToamuckiBas Gopmy cornacus, CBUACTENIb MOATBEPXkAAET, uTO MH(MOpMalUs, coaepxkamiasics B Gopme
COTIachs W BCEX JIPYTUX NMHCBMEHHBIX MaTephaiax, ObUIa TOYHO pa3bsICHEHA M TOHATA CyOBEKTOM HITH
€ro 3aKOHHBIM TMPEICTABUTEIEM U YTO COTJIacHe Ha y4acTHe B UCCIIECIOBAHUH JTaHO CYOBEKTOM HIIU €0
3aKOHHBIM TIPEICTaBUTENIEM JOOPOBOIBHO.

4.8.10. Kak B X01e pa3bsiCHUTENBHON Oecelbl, TaKk ¥ B MUChbMEHHON (Gopme MH(DOPMHPOBAHHOTO
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corjiaCusa, a TaKXeE JIFOOBIX APYrux MNUCbMCHHBLIX MaTCpuajiax, MpCAOCTaABIISICMbIX Cy6’beKTaM, JOJIXKHO
OBITE Pa3BACHEHO CICAYIOMIEC:

a) HCCIIeIOBAaHUE HOCUT DKCTICPUMEHTAIBHBIN XapaKkTep;
0) 1esb UCCe0BaHUS;

B) BapUaHTHI JICYEHUS B IIPOLIECCE MCCIEAOBAHUS U BEPOSITHOCTH CIIYHYalHOI'O paclpeiesieHus: B
OJIHY M3 TPYII JICUEHMUS,;

T') IPOLIEYPBI UCCIICIOBAHUS, BKIFOYAs BCE MHBA3UBHBIC TIPOIIEAYPHI;
1) 00s13aHHOCTH CYOBEKTa;
€) T€ aCIEKThI UCCIICIOBAHUS, KOTOPBIE HOCST KCIICPUMEHTATBHBIN XapaKTep;

) 0’KHMJIaeMBIi PUCK WM Heyao0cTBa A CyOBbEKTa, a TakKe, B COOTBETCTBYIOUIUX CydasX, AJs
SMOpHOHA, TUI0/1a WK TPYAHOTO peOeHKa;

3) OXHUOJaCMbIC BbBITOJA W/uan nonb3a. Ecian mone3el ¢ MEJIUIIMHCKON TOYKH 3pCHUsl HC
mnpeamnojgaracTcs, To CY6"I)€KT JOJIKEH OBITH IIOCTABJICH 00 3TOM B HN3BCCTHOCTBD,

1) UHbIE, TOMUMO MPEIyCMOTPEHHBIX B UCCIIEIOBAHUH, IPOLIETYPHI UM METObI JICUEHUs, KOTOPhIS
MOTYT OBITh JOCTYITHBI CYOBEKTY, a TAK)KE WX 3HAYMMbIC TOTCHIIMAILHBIC BHITOA W/WIIN MOJIh3a, & TAKKE
PUCK;

K) KOMITCHCAITUS W/HUJTH JICYCHUE, JIOCTYITHBIC CYOBEKTY B CITydac MPUYUHEHHS BPEIa €ro 3J0POBBIO
B pe3yJIbTaTe y4yacTUs B UCCIIEIOBAHUU;

J) IUTAaHUpPYEMbIE BBIIUIATHI CYOBEKTY 3a €ro ydacTHE B HCCIEIOBAaHUHM, €CIM TaKOBBIE
IIPEAYCMOTPEHBI,

M) IUIaHUPYEMBIE pacXxojpl CyYOBEKTa, €CIi TAaKOBbIE OXKUIAIOTCS, CBSI3aHHBIE C €0 Y4acTHEM B
UCCIIEOBAHUY;

H) ydacTtue Cy6’I)eKTa B HCCJICAOBAHHUH SABJISACTCSA I[O6pOBOJ'II)HI>IM, N OH MOXCT OTKa3aTbCia OT
y4qacCTus Uin BBIUTH M3 HCCICI0OBaHUA B 000 MOMEHT 0e3 KaKHX-JIH00 CaHKLII/II‘/JI AJIA ce0s i noTepu
ITOJIOKCHHBIX BBIT'O/,

0) MoHuTopsl, ayautopbl, DCO/HOK u ymonmHoMO4eHHBIE OpraHbl B TOW Mepe, B KakoW 3TO
JIOTTYCKAeTCsl 3aKOHOAATENIbCTBOM, OYyAYT HMMETh NPSAMON JOCTYNl K OpPUTMHAIBHBIM MEAUIMHCKUM
3aMucsIM CyOBeKTa JJIsl MPOBEPKU MPOLEyp W/WIN AAHHBIX KJIMHUYECKOTO MCCIeI0BaHUs, HEe Hapylas
IIPU 3TOM KOH(HIECHIMAIBHOCTH JaHHBIX CyOBEKTa, U YTO CYOBEKT WJIM €ro 3aKOHHBIA MpPE/ICTaBUTENb,
MOJIMCHIBAs MUCbMEHHYIO (OpMY HH(POPMUPOBAHHOIO COTJIACHS], JA€T pa3pelieHre Ha TaKoil T0CTyII;

) 3alycy, WASHTUPUIHUPYIOMINE CyObeKTa, OYAyT COXpaHEHbl B TallHE U MOTYT OBITh PaCKPBITHI
TOJIBKO B TOWH Mepe, B KakoW 3TO JOIYCKAETCS 3aKOHOAATENbCTBOM. [Ipw myOnukanuu pe3yabTaToB
Hccae0BaHus KOH(DHUICHIIMATLHOCTh JaHHBIX CyOBeKTa Oy/IeT COXpaHEeHa,
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p) CyOBEKT WM €ro 3aKOHHBIA MPEACTABUTENh OYyIET CBOCBPEMEHHO O3HAKOMJICH C HOBOWM
uHpopmaiuei, criocoOHOM MOBIUATH HA KeJlaHue CyObeKTa MPOJI0JKATh Y4acTHe B UCCIIEJOBAHHH;

C) JHIA, K KOTOPBIM MOXXHO OOpaTUTBhCS Ui TOJYYEHHUS JOTOJHUTENbHOW HH(pOpMaruu 00
UCCIIEIOBAaHUM U IIPaBaxX CYOBEKTOB MCCIEJOBAHHUA, a TAKXKe B Cllyyae NPUYMHEHMs BpeAa 3/10POBbIO
CyObEKTa B pe3yJIbTaTe €ro y4acTUs B UCCIICOBAHUY;

T) BO3MOXKHBIE OOCTOSITEJILCTBA M/MIIM MPUYUHBI, 10 KOTOPHIM y4acTHE CyObEKTa B MCCICIOBAHUU
MOJKET OBITh PEKPAIICHO;

y) npeamnojaaracMas JJIUTCIbHOCTb y4aCcTUusA CY6”beKTa B HCCJICAOBAHUU,

¢) npuOIM3KTENFHOE KOJHYECTBO CYOBEKTOB, KOTOpOE MPEANOJaraeTcsi BKIIOYUTH B
UCCIIE/IOBaHHE.

4.8.11. Tlepen BkiIrOYEHUEM B HMCCIIEIOBAaHUE CYOBEKT WM €r0 3aKOHHBIN MPEACTABUTENb JOKEH
MOJYYUTh TIOANMCAHHBIA W JATHPOBAHHBIA SK3EMIUISP MHUChMEHHOH (opMbl HHOOPMUPOBAHHOTO
corylacus W BCE JPYTHE MPEIOCTaBIIIEMbIE CYObEKTaM IMHUChMEHHBIC MaTepuanbl. Bo Bpems ydactus
CyObEKTa B UCCIICIOBAaHUH CYOBEKT MJIM €r0 3aKOHHBIN MPEICTABUTENb JOJDKCH TOJIY4aTh MMOANMCAHHbIC
W JTaTUPOBAHHBIC IK3EMILISIPHI BCEX IMOCICIYIOMNUX PeAaKuii (hopMbl HHOOPMHPOBAHHOTO COTJIACHS H
KOIIMH BCEX IMOIMPABOK K JPYTUM MHUCbMEHHBIM MaTepHaiaM, MPeI0CTaBIsIEMbIM CYObEKTaM.

4.8.12. Ecin B KIMHUYECKOM HCCIIEOBAaHUM (CBSI3aHHOM JIMOO HE CBSI3aHHOM C JICUYEHUEM)
Y4aCTBYIOT CYOBEKThI, KOTOPbIE MOT'YT ObITh BKIIFOUCHBI B HCCJICIOBAHUE TOJIBKO HA OCHOBAHUHU COTJIACHSI
WX 3aKOHHBIX TIPEJCTaBUTENCH (HAmpUMEp, HECOBEPIICHHOJCTHHE, IMAIMCHTHl C BBIPAKEHHBIM
ciaboymueM), To CyOBEKT JOKEH ObITh MpouH(OPMHpPOBAH 00 HCCIEIOBAaHUH B COOTBETCTBUU C €r0
CIOCOOHOCTBIO TIOHATH 3Ty HMH(OPMAIHIO, U, €CIM CyOBEKT B COCTOSIHMHM, OH JIOJDKCH TOJIIUCATh U
COOCTBEHHOPYYHO JaTHPOBATh MUCHbMEHHYIO (hOpMY HH(POPMUPOBAHHOTO COTTIACHSI.

4.8.13. Kpome ciydaeB, onucanHeix B 4.8.14, B ucciienqoBanue, HE CBS3aHHOE C JICYCHHEM (T.c.
HCCIIeIOBaHKE, B KOTOPOM HE MPEATNO0JIaraeTcsi HEMOCPEICTBEHHON ¢ MEIUIIMHCKON TOUKH 3PEHUS MOJIb3bI
Uig cyObeKTa), MOTYT OBbITh BKJIOYEHBI TOJBKO CYOBEKTHI, KOTOpbIE JIMYHO JAIOT CBOE COTrJacue u
COOCTBEHHOPYYHO MOJMMCHIBAIOT U TATUPYIOT MUCHBMEHHYIO (popMy HH(POPMUPOBAHHOTO COTIIACHS.

4.8.14. B uccnenoBanus, He CBSI3aHHBIE C JIEUEHUEM, CYOBEKThI MOTYT ObITh BKIIFOUEHBI C COTJIacHs
UX 3aKOHHBIX MIPEJICTaBUTENEN MPU COOIIOICHUN CIEAYIOINX YCIOBHMA:

a) oejim HUCCICA0BAaHUSA HE MOTI'YT OBITh JAOCTUTHYTBI MOCPECACTBOM HCCICAOBAHUA C YYaCTUCM
CY6’LCKTOB, KOTOPBIC MOT'YT AaThb CBOC COIJIACHUEC JINYHO,

0) OXKugaeMbIil PUCK JIJIs1 CYOBEKTOB HE3HAUUTEIICH,
B) OTpHIIATETIFHOE BO3ICHCTBUE HA 3/I0POBbE CYOHEKTa CBEIEHO K MUHIMYMY U HE3HAYUTEIBHO;
T') KCCIIeIOBaHNE HE 3alpelIeHo 3aKOHOIaTeIbCTBOM;

O) A7 BKIIOYEHHS  TaKUX  CyOBEKTOB  JIOJDKHO — OBITh  3allpOIIEHO  CHELHalIbHOE
yrBepxkaeHue/oqoopearne DCO/HIK, yunTteiBatoiiee 3TOT aclexT.
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[TomoGHBIe HccnenoBaHus (32 MCKIIOUYEHHEM OOOCHOBAHHBIX CIY4aeB) JIOJDKHBI MPOBOJUTHCS C
y4acTHEM MaLMEHTOB, UMEIOUIMX 3a0o0jieBaHMe, JUIs JIEYCHHs] KOTOPOIo IpeJHa3HauYeH HCCIeAyeMbli
npoaykT. CyOBeKTbl B TaKHMX HCCIEAOBAHHMIX JOJDKHBI HAXOAWUTBCS TMOJ OCO00 THIATEIHHBIM
HaOJII0CHNEM, M MX y4YacTHE JOJDKHO ObITh MPEKPAILIeHO, €CIU €CThb OCHOBAaHUS I0JlaraTh, YTO OHU
WCTIBITHIBAIOT YPE3MEPHBIN TUCKOMQOPT.

4.8.15. Ilpu HEOTIOXKHBIX COCTOSIHMSIX, KOTJa /10 BKJIKOYEHUS B HCCIECIOBAHUE HEBO3MOXKHO
MOJIYYUTh COTJIACHE CaMOTO CYOBEKTa, OHO JOJDKHO OBITH 3allPOIICHO y €r0 3aKOHHOTO MPEICTAaBUTEIS,
€CIM TaKOBOM MPHUCYTCTBYET. Ecin mpeaBapuTenbHOE COTrjacHe CaMoro cyObeKTa HEBO3MOXKHO U
OTCYTCTBYET €T0 3aKOHHBIN MPEJCTaBUTENb, TO JUIS BKIIOYCHHS CYObEKTa B HCCIIEAOBAHNE JOJKHBI OBITh
MIPEATPUHSITHI MIPEAYCMOTPECHHBIC MIPOTOKOJIOM H/uau JIPYTUMU JTIOKYMEHTaMHU i
yrBepxkacHHbIe/0n00penabie DCO/HDOK Mepbl, HampaBieHHbIE Ha 3allUTy MpaB, OE30MacCHOCTH U
Oyaromoniyunsi CyObeKTa, a TakKe OOeCIeYMBAIOIINE COOTBETCTBHE HOPMATHUBHBIM TPEOOBAHHSIM.
CyOBeKT WM €ro 3aKOHHBIH MPEACTaBHTEIh JOJDKEH OBITh B KpaTdailliie CPOKH IIOCTABIICH B
M3BECTHOCTH 00 MCCIIEOBAHUU, U Yy HETO JOJDKHO OBITh 3alpOILIEHO COTJIacke Ha MPOJO0DKCHHUE yJacTHs
B UCCJICIOBAHHH, a TAKXKE JPYroe corjiacue, Kak 3To mojoxeno (cm. 4.8.10).

4.9. 3anmucu 1 OTYETHI

4.9.1. HccnenoBarenb JODKEH o0ecreynBaTh MPAaBWIIBHOCTh, TIONHOTY, pa300pYUBOCTh |
CBOEBPEMEHHOCTh IPEIOCTABICHUS CIOHCOPY NaHHBIX, cojepxkamuxcs B IPK u Bo Bcex TpeOyembix
oTYeTax.

4.9.2. Jlanusie B UPK 1momKHBI COOTBETCTBOBATH MEPBUYHON JOKYMEHTALUU, M3 KOTOPOH OHU
MIEPEHECEHBI; HMCIOIINECS PACXOKICHHUS IOJDKHBI OBITH OOBSICHEHBI.

4.9.3. JIrobble u3menenuss wiau ucnpasieHuss B UPK nomkHbel ObIT MOANMCAHBI, JaTUPOBAHBI,
00BsICHEHB! (MTPH HEOOXOUMOCTH) U HE JAOJKHBI CKPBIBATh NEPBOHAYATIBHYIO 3aMUCH (T.€. JOJKEH ObITh
COXpaHeH "MOKyMEHTaJIbHBIH cliea'); 3TO OTHOCUTCS Kak K MHCbMEHHBIM, TaK U K D3JIEKTPOHHBIM
W3MEHEHUsAM WU uchpasieHusM (cMm. 5.18.4, 0)). CroHCOp AOMKEH MPEIOCTaBUTh HCCIEI0BATEISAM
W/WIM  UX YINOJHOMOYEHHBIM TNPEACTABUTENSAM MHCTPYKIHUIO O TOpsiaKe OQOpPMIIEHUS TaKHUX
ucnpasyieHui. CIIOHCOP J10JKEH UMETh MUCbMEHHbIE TIPOLEAYPHI, PEyCMaTPUBAIOIINE, YTO U3MEHEHUS
win ucnpasieHus B MPK, BHocuMble ero ymoJIHOMOYEHHBIMH MpPEACTaBUTEISIMM, JOKYMEHTAIbHO
oQOpMIISIOTCS, SIBISIFOTCS HEOOXOOUMBIMU U OA0OpAIOTCS HcciaeaoBareneM. MccinemoBarenb A0OIKEH
XPaHUTD 3aMUCH 00 ATUX U3MEHEHUSIX U UCIPABICHUSIX.

4.9.4. UccnenoBarens/Opranu3anus JOKHBI BECTH JOKYMEHTAIMIO O HCCIEAOBAHUIO COTJIACHO
pazzeny 8 HacTOsIIero cTaHAapTa ¥ HOpMaTUBHBIM TpeboBaHUsAM. VccnenoBarens/opranu3aus J0KHBI
IIPUHUMATh MEpbI, NPEIOTBPAILAIOIINE CIIy4ailHOE WIA IPEXICBPEMEHHOE YHHUYTOXKEHHME JTHX
JOKYMEHTOB.

4.9.5. OcHOBHBIE JOKYMEHTBHI JOJDKHBI XPAaHHUTBCSI HE MEHEE IBYX JIET IIOCIE YTBEPXKIACHUS
IOCJIEAHEN 3asBKM Ha perucrpaiuio npemnapara B Poccun uinm crpane - ydactauue ICH n no tex nop,
MOKa HU OJIHA M3 3asiBOK HE Oy/eT HaXOJWUThCA HAa PACCMOTPEHMM W HE OYyJeT IMIaHHUPOBATHCS HOBBIX
3afBOK, WJIM HE MEHee JBYX JIET Mocje O(UIMANIBbHOrO MpEeKpaleHus KIMHUYEeCKOH pa3paboTku
UCCIIEIyEMOT0 NMPOAYKTa. DTU TOKYMEHTHI JOJDKHBI XpPaHUTHCS 00Jiee JIMTENbHBIN CPOK B CIydae, eciu
3TO MPETyCMOTPEHO HOPMATUBHBIMU TPEOOBAHUSAMH WM JIOTOBOPOM CO CIIOHCOPOM. OTBETCTBEHHOCTHIO
CIIOHCOpa sBisieTcss MH(GOPMUPOBAHME HCCIIEOBATENS/OpraHU3alil 00 HCTEUEHUU CpOKa XPaHEHUs
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nokyMeHTaruu (cm. 5.5.12).

4.9.6. DOUHAHCOBEBIC AaCIIEKTHI HCCICOOBAHUA OOJIXKHBI OBITh OTpaXX€Hbl B JOTOBOPE MCKIAY
CIIOHCOPOM H I/ICCJIGI[OBaTeHeM/OpFaHI/BaHI/Ieﬁ.

49.7. Tlo s3ampocy wmonuTOpa, ayautopa, ICO/HOK wim ymnoJsHOMOYEHHOro oOpraHa
HCCJIeIOBATEIh/OpraHu3alis JTOJDKHBI 00ECIIEYUTh MPSIMON TOCTYI KO BCEM 3alHCSIM, OTHOCSIIMMCS K
UCCJIETOBAHMUIO.

4.10. OT4eTsI 0 XO4€ UCCIIEIOBAHU

4.10.1. Uccnenoatens goimxeH npeactaBimaTh DCO/HOK kpaTkue MUCbMEHHBIE OTYETHI O XOJIE
MCCIIIOBAHMSI €KETOJHO WK Yarie, eciu atoro Tpedyer DCO/HOK.

4.10.2. UccnenoBarelb JOJDKEH HE3aMEUTUTEIILHO HPEIOCTABIATh UChbMEHHBIE OTUYETHI CIIOHCOPY,
OCO/HOK (cm. 3.3.8) u, B COOTBETCTBYIOIIMX CIy4asX, OpPraHU3AlMUd O JIIOOBIX HW3MCHCHHSIX,
CYILECTBEHHO BIHSIOIINX HA MPOBEICHUE UCCIICA0BAHMS M/WIN YBEIHMYUBAIOIIMX PHUCK JUIS CYOBEKTOB.

4.11. OT4yeTHOCTH 110 OE30MaCHOCTHA

4.11.1. O6Go Bcex cepbe3HbIX HexenatenbHbiX sBIeHUSIX (CHS) HeoOxomuMo HeMeAIeHHO
coo0mare croHcopy, 3a uckiaoueHneM tex CHS, KoTopble B MPOTOKOJE WJIM B APYTrOM JIOKyMEHTE
(mampumep, B OpOIIIOpe UCClIeoBaTeNsl) OMpeesieHbl Kak He TpeOyIolue HeMEAJIEHHOTO COOOIICHHUS.
[Tocrie mMEepBUYHOTO HEMEUICHHOTO COOOIIECHUS HEOOXOJMMO B KpaT4allliue CPOKH TPEICTABHUTH
MOAPOOHBIM MUCHhMEHHBIH OTYeT. llepBUUHBI U MOCHEqyIOIIKUe OTYEThl JTOJDKHBI HACHTU(DHUIIMPOBATH
CyOBEKTOB MCCIICIOBAHUSI TIO NPUCBOCHHBIM MM YHHKAJIbHBIM KOJaM, a HE 10 HMMEHaM CYObEKTOB,
MEePCOHANBHBIM HACHTU(UKAIIMOHHBIM HOMepaM W/ ajpecaM. VccrnemoBarenb [OMDKEH TaKxke
coONIOaTh  HOPMATHBHBIE  TPEOOBaHUS, PETIAMCHTHPYIOIIHME  MPEAOCTABICHHE  OTYETOB O
HEeMpPEeBUICHHBIX CEPhE3HBIX HEXKENaTeNbHBIX PEaKIUsIX YIOJTHOMOUYeHHbIM opranam u DCO/HDK.

4.11.2. O60 Bcex HeKeNaTeIbHBIX SBJIECHUSAX W/WIN OTKJIOHEHHAX JaOOpaTOPHBIX MOKas3aTened OT
HOPMBI, OIPEJCNIEHHBIX TPOTOKOJIOM KaK KpPUTHYECKHE JUIsl OLIEHKM O€30MacHOCTH, HEOOXOIMMO
COO0OIIaTh CIIOHCOPY B COOTBETCTBUHU C TPEOOBaHUSIMHU K OTYETaM U B CPOKHU, OIPEJIETICHHBIE CIOHCOPOM
B IIPOTOKOJIE.

4.11.3. Tlpu cooOmieHHusIX 0 CMEPTH HUCCieaoBareNb 00s3aH Mo 3ampocy crnoHcopa u DCO/HOK
MIPEIOCTABUThH JHOOYIO JOMOIHUTENbHYIO HHPOPMAIUIO (HAlIPpUMEpP, MPOTOKOJI BCKPHITHUS U TIOCMEPTHBIH
SIUKPH3).

4.12. IIpexxnieBpeMEHHOE IPEKPALCHUE UIIN IPUOCTAaHOBKA UCCIIEIOBAaHUS

Ecim mo  kakod-mmb0 TpUYMHE  UCCIENOBAHHME  MPEXKIACBPEMEHHO  MPEKPAIIeHO  WIIHN
MIPUOCTAHOBIIEHO, MCCIIEA0BATENh/OpraHu3aIysl JOHKHBI He3aMeTUTeNIbHO WH(GOPMUPOBATH CYOHBEKTOB
UCCIIEeIOBaHMsl, 00ecleYyuTh UM COOTBETCTBYIOIIEE JIeUeHUE M HaONIOIEHHE U, €CIM TNPEeayCMOTPEHO
HOPMAaTUBHBIMH TPeOOBaHUSAMU, HHPOPMHUPOBATH YIIOIIHOMOYEHHBIE Opranbl. Kpome Toro:

4.12.1. Ecin uccnenoBarelib MPexXIEBPEMEHHO MPEKpaIiaeT WK MPUOCTAHABINBAET UCCIEIOBAHUE
0e3 TpeaBapUTENBLHOTO COTJIACUSl CIIOHCOpPa, OH JIOJDKEH COOOIUTh 00 STOM OpraHu3alud, TIe
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MPUMEHUMO, U HWCCIIC0BATEh/OpraHu3alus JOHKHBI HE3aMeUIUTEIhHO MPOUH()OPMHUPOBATH 00 ITOM
cnorcopa 1 DCO/HOK u npenocraButh crioncopy u DCO/HIK mompoOHOe mUChMEHHOE OOBSICHEHUE
MPUYUHBI IPUOCTAHOBKHU WJIU MPEKPAILICHUS UCCIICIOBAHUSI.

4.12.2. Ecmu cCcHmoHCOp IMpeKpailaeT WK [PHOCTaHaBIUBacT ucciuemaoBanue (cm. 5.21),
UCCIIEIOBATENb JIOJDKEH HE3aMEMITUTENbHO COOOIIUTh 00 3TOM OpraHu3aliH, TJAe HPUMEHHMO, M
HCCIIeI0BaTeNIb/OpTaHk3alus JOJDKHBI He3aMeIuTenbHo mpouHpopmupoBath 060 3toMm DCO/HOK wm
npenoctaButh JCO/HOK mnoapoOHoe mHchMEHHOE OOBSICHEHHWE NPUYMHBI MPUOCTAHOBKH MU
MpEeKpaleHUs UCCIEI0BaHUS.

4.12.3. Eciu 3CO/HOK oOKOHYATENHHO WJIM BPEMEHHO OT3BIBACT YTBEPKICHHE/OJOOpPCHHE Ha
npoBeaenue uccieaoanus (cM. 3.1.2 u 3.3.9), uicciaenoBarenb J0KEH COOOMIMTE 00 TOM OpraHU3alHH,
rJie MPUMEHUMO, W HCCIIENOBATENIb/OpraHu3alus JOJKHBl HE3aMEeUIUTEeILHO MPOUHPOPMUPOBATE 00
3TOM CIIOHCOpPa M MPEIOCTaBUTh CIIOHCOPY TOJAPOOHOE IHUCHhMEHHOE OOBSICHEHHE IPHYUHBI
MIPUOCTAHOBKY WJIM TIPEKPAICHHS HCCIICIOBAHUSI.

4.13. UTOroBuIi OTYET UCCIIEIOBATEIS

Ecin TpeOyercsi, 1Mo 3aBepIICHWH WCCICAOBAHUS HUCCIICIOBATEIh JIOJDKEH COOOMIUTH 00 ITOM
OpraHU3aIWK; UCCIIeI0BaTEeIb/Opranu3anus 10JKHbI mpenoctaBuTh DCO/HOK kpaTkuii oTyeT 00 nTorax
HCCTIEZIOBAHMS, a TAKXKE BCE TPEOyEeMbI€ OTYETHI YIIOJITHOMOYCHHBIM OpPTaHaM.

5. Cnoncop

5.1. O6ecnieueHue KauecTBa U KOHTPOJIb KauecTBa

5.1.1. CioHCcOp OTBEYaeT 3a BHEAPCHUE U MOAJCPKAHNUE CHCTEM 00ECIICUCHHUsT M KOHTPOJIS KauecTBa
¢ mucbMeHHBIMU COII, KOTOpBIe UMEIOT CBOCH IENbI0 00SCIeUNTh MPOBEIACHHUE HCCICIOBAaHUS, cOOp,
pPETUCTpalMI0 M TPEACTAaBIEHUE NaHHBIX B COOTBEeTCTBUM ¢ mpoTokoioMm, GCP u HOpMaTUBHBIMU
TpeOOBAHUSIMU.

5.1.2. CioHCcOp OTBeuaeT 3a obecreueHne coriaacus BceX BOBICUEHHBIX CTOPOH Ha Mpel0CTaBIeHNe
npsimoro joctyna (cM. 1.21) Bo Bce ydYacTBYIOIIME B HCCIICJAOBAHUU LIEHTPBI, KO BCEM IEPBHYHBIM
JAHHBIM/TOKYMEHTaM U OTYeTaM B IIeJIIX MX MOHHUTOPHMHIA U ayAuTa CIIOHCOPOM, a TaKXe MHCIEKIHUU
HAIlMOHAJIbHBIMU U MTHOCTPAHHBIMHU YIIOJJHOMOYEHHBIMU OPTaHAMHU.

5.1.3. KoHTponp KauecTBa cielyeT OCYLIECTBIATh Ha BCEX ATamax paboThl ¢ JaHHBIMH, YTOObBI
00ecneunTh UX JOCTOBEPHOCTh U MPaBUIBLHOCTH 0OPaOOTKH.

5.1.4. JloroBopsl MEXIy CIHOHCOPOM U HccieloBaTeleM/oprann3anueil uim 0ol aApyroi
YYaCTBYIOIIEH B MCCIEOBAHUU CTOPOHOM JOJKHBI OBITH COCTaBJICHBI B MMUCbMEHHOW (popMe KakK 4acTh
IIPOTOKOJIA WM B KAYECTBE CAMOCTOSATENIBHBIX JJOKYMEHTOB.

5.2. KoHTpakTHas ucciaeaoBaTeabCKas OpraHu3anus

5.2.1. CioHCOp MOKET MOTHOCTHIO HIIM YACTUYHO MepeaaTh 00s13aHHOCTU U (PYHKIIUU, CBSI3aHHBIE C
MIPOBEJICHUEM HCCIICIOBaHUS, KOHTPAKTHON HMCCIIEIOBATEIbCKOW OPTaHU3alliH, OJHAKO OTBETCTBEHHOCTH
3a Ka4ecTBO M TOJHOTY TMOJY4YEHHBIX B XOJ€ HCCIEIOBAaHWS JaHHBIX BCETAa JICKUT HA CIIOHCOpE.
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KOHTpaKTHaSI HCCIICAOBATCIIbCKAsA OpraHu3aluAa OOJDKHA OCYIICCTBIATH MCPLBI 110 00CCIICUCHHIO U
KOHTPOJIFO Ka4€CTBA.

5.2.2. Tlepemaua KOHTPAKTHOW HCCIECNOBATEIILCKOW OpPraHM3AIMHA JIFOOBIX CBS3aHHBIX C
UCCIIeIOBAaHUEM 0053aHHOCTEH U QYHKIUH JOJDKHA OBITh TOKYMEHTAIBLHO oopMIIeHa.

5.2.3. Bce cBsi3aHHBIE C MCCIIEIOBAaHHEM OOS3aHHOCTH M (DYHKIUH, HE MepelaHHble KOHTPAKTHON
HCCIIEJ0BAaTEIbCKOI OpraHU3aliy, OCTAIOTCS B KOMIIETEHIIMU CIIOHCOPA.

5.2.4. Bce, 4TO B HACTOAIIEM CTaHIApTE KacaeTcs CIOHCOPA, TAKXKE NPUMEHHMO K KOHTPAKTHOM
HCCIIEI0BATEIbCKONW OpraHnu3aluy B TOH Mepe, B KOTOPOH KOHTPAKTHAsl UCCIIEA0BATENbCKAsl OpraHu3arysl
IpUHUMAET Ha ce0st 0053aHHOCTU M (PYHKIIMH CIIOHCOPA IO MPOBEACHUIO UCCIIETOBAHMS.

5.3. MeaunuHCKas KBaaudUKaIus

CrioHCOp JOJKEH Ha3HAYUTh OO0JaNaromMid COOTBETCTBYIONICH MEIMIIMHCKON KBann(duKanuei
IepCOHAJ, KOTOpBIA JOJKEH OBITh BCerjga JOCTYNEH JUll PELICHHs CBA3aHHBIX C MCCIEIOBAHUEM
BOIIPOCOB MEIMIIMHCKOTO xapakrtepa. [Ipy HEOOXOAMMOCTH ISl 3TOH IENM MOTYT OBITh MPHUBJICUCHBI
BHEUIHUE KOHCYJIBTAHTHI.

5.4. Jluzaitn uccieaoBaHus

5.4.1. CnoHcop MOMKEH MNPUBJICKaTh KBATH(PHUIMPOBAHHBIX JUI[ (HApuUMep, OUOCTATHCTUKOB,
KIIMHUYECKUX (hapMakoJoroB, Bpauel) Ha BCEX ATamax MCCICAOBAHUS - OT pa3padoTku mpoTtokoia, MPK
U TUTaHA CTATUCTUYECKOTO aHaIK3a 10 MOArOTOBKU MPOMEKYTOYHOTO U (PMHATBHOTO OTYETOB.

5.4.2. Taxxe cM. pazznen 6 Hacrosiero cranaapra, pykosoactso ICH "Crpykrypa u conepkanue
OoT4eTa O KJIMHUYECKOM MCCIEeNOBaHUU" U Jpyrue coorBercTByrouue pykosoactBa ICH mo ausaiiny,
MPOTOKOJIY ¥ OPTaHU3ALUH UCCIIEIOBAHMUSL.

5.5. MeHeKMEeHT UccleJoBaHus, paboTa ¢ JAHHBIMH U BeJIEHUE TOKYMEHTAINH

5.5.1. CnoHcop o0s3aH mpuBIIEKaTh 00JaJAIOIIMX COOTBETCTBYIOIIEH KBalu(UKalMeW ULl AJs
O0IIIero pPYKOBOJACTBAa HCCIIEAOBAaHHEM, pPabOThl C JaHHBIMH, BEpUPUKAUM [JaHHBIX, HPOBEICHHS
CTaTHCTHYECKOTO aHAIN3a U TIOATOTOBKU OTYETOB 00 MCCIIEIOBAaHHH.

5.5.2. CnoHcop MOXET MNpHUHATH pemieHrne o0 00pa3oBaHUMM HE3aBUCUMOIO KOMHUTETa IO
MoHutopuHry naaHHbix (HKMJI) ans paccmoTpeHus Xoja KIMHHUYECKOIO HCCIEIOBaHUS, BKIIOYas
paccMOTpeHHMEe JaHHBIX O O€30MacHOCTH M OCHOBHBIX IMapaMeTpoB 3()(EKTHBHOCTH, a TaKke I
BBIPAOOTKH PEKOMEHAALNIN CIIOHCOPY O LEIEeCO00Pa3HOCTU MPOJOKEHUS, IPEKPAIEHUS] UCCIIEOBAaHUS
WM BHeceHus B Hero n3meHeHnid. HKMJI nomkeH MMeTh NMHMCbMEHHBIE ONEPAalMOHHBIE NMPOLETYpPhl U
BECTH IMMCbMEHHBIE 3aIIUCH BCEX CBOMX 3aCEAaHUM.

5.5.3. HpI/I HCIOJIb30OBAHUHU JBJICKTPOHHBIX CHCTCM JJIA pa60TBI C JaHHBIMH HCCJIICOOBaHHA H/uau
QJICKTPOHHBIX CUCTEM YAAJIICHHOI'O JOCTYIIA K JAHHBIM CIIOHCOP JAOJIKCH:

a) obecneyuTh M JOKYMCHTAJIbLHO O(I)OpMI/ITB COOTBCTCTBUEC CHUCTEM BHCKTpOHHOﬁ O6pa6OTKI/I
JaHHBIX YCTAHOBJICHHBIM CIIOHCOPOM Tpe6OBaHI/I$IM K ITIOJJHOTC, TOYHOCTH M HAACKHOCTHU AAaHHBIX, a
TaK)Xe CTA0UIBHOCTh JOCTHUKCHUA Tp66yeM0ro pe3yiibTara (T.C. Bam/maumo);
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6) umets COII o ucnosb30BaHUIO 3TUX CUCTEM;

B) o0ecneunTh paboTy CUCTEM TaKUM 00pa3oM, YTOOBI MOYKHO ObLIO M3MEHATH JAaHHBIC U MPH TOM
BHOCHMBIC U3MEHEHUs ObLITH ObI 33JI0KYMEHTHUPOBAHBI, & paHEe BBEJICHHBIC JaHHBIC HE ObUTH OBl YAaJICHBI
(T.€. UMeTICS JOKYMEHTAIBHBIN CIieN);

') UIMETh CUCTEMY 3allHUTHI, MPEAOTBPAIIAIONTYI0 HECAHKIIHOHUPOBAHHBIN JJOCTYT K JIaHHBIM;
J1) AMETh CITUCOK JIMII, HaJICICHHBIX [TPABOM BHOCHTH U3MeHeHMs B Aanubie (cM. 4.1.5 u 4.9.3);
€) obecreunBaTh aJICKBaTHOE PE3EPBHOE KOMMMPOBAHKE JAHHBIX;

’K) COXpaHSATh MAaCKUPOBKY B HCCIIEOBaHMSIX, MPOBOJAUMBIX CJENbIM METOIAOM (T.€. COXPAHSThH
MacCKHUPOBKY IPHU BBOJIC U 00pabOTKE JaHHBIX).

5.5.4. Ecnu B mpouecce o0pabOTKU JaHHBIE TPaHC(HOPMHUPYIOTCS, BCETJa JIOJDKHA CYIIECTBOBAThH
BO3MOKHOCTBH CPaBHEHHUS MCXO/IHBIX IAHHBIX C 00pa0OTaHHBIMH.

5.5.5. CrnoHcop AOMKEH HCIOJIb30BaTh YHUKAJIbHBIA HUICHTHU(PHUKAIMOHHBIN KOJA CyObeKTa (CM.
1.58), no3BosIstrOIIUi HACHTU(OUIUPOBATH BCE TAHHBIC 110 KAXKIOMY CYOBEKTY.

5.5.6. CrioHCOp WJIM JIpyTHe BIaJCINbIbl JAaHHBIX TOJDKHBI XPAHUTh BCE OTHOCSIIUECS K CIIOHCOPY
OCHOBHBIE JOKYMEHTHI 110 UCCIICIOBAHUIO (CM. pa3jiell 8 HACTOAIIETO CTaHIapTa).

5.5.7. CnoHcop MOJDKEH XpaHWUTh BCE OTHOCSAIIMECS K HEMY OCHOBHBIC JOKYMEHTHI IO
HCCJICIOBAaHUIO B COOTBETCTBUM C HOPMATHUBHBIMH TPEOOBAaHHSAMH TEX CTPaH, B KOTOPBIX MPOAYKT
0JI0OOPEH U/WIIK B KOTOPBIX CIIOHCOP COOMpaeTcsi 00paTUTHCS 3a 0JI00PECHUEM.

5.5.8. Eciu cioHcop mpekpalaer KIMHUYECKYI0 pa3paboTKy MCCIEAyeMOro MpoaykTa (1o OJHOMY
WIA BCEM II0OKa3aHUSAM, IyTSIM BBEACHHUS, JIEKapCTBEHHbIM (OpMaM), OH JIOJDKEH XpPaHUTbh BCE
OTHOCSIINECS K CIIOHCOPY OCHOBHBIE JIOKYMEHTHI MO HMCCIICOBAHUIO B TEUCHHE IO KpaifHel Mepe ABYX
JeT ¢ MOMEHTa O(HMIMAIBHOIO MpPEeKpalleHus pa3pabOTKU WJIM B COOTBETCTBUM C HOPMATHUBHBIMHU
TpeOOBaHUSIMU.

5.5.9. Ecau cioHCcop mpekpalaeT KIMHUYECKYI0 pa3paboTKy MCCIIeyeMoro NpoayKTa, OH JOKEH
cooOmMTE 00 53TOM BCEM YYaCTBYIOIIMM B HCCIEJOBAHUU HCCIEN0OBATEISIM/OpraHu3alsIM MU
YIIOJTHOMOYEHHBIM OpraHam.

5.5.10. JIrobas mepenaya mpaB COOCTBEHHOCTH Ha JIaHHBIE JOJDKHA OBITH JIOBEJEHA JO0 CBEICHUS
YIOJIHOMOYEHHBIX OPTaHOB B COOTBETCTBUHU C HOPMATHBHBIMHU TPEOOBAHUSIMHU.

5.5.11. OtHocsmuecss K CIIOHCOPY OCHOBHbBIE JOKYMEHTHI JOJIKHBI XPaHUTHCS HE MEHEe JIBYX JIEeT
II0CJIE YTBEP)KJIEHUS TOCIENHEN 3aBKM HAa PETUCTPALIMIO NpenapaTta B Poccum uinm crpaHe - ydacTHULE
ICH u nmo tex mop, moka HM OJHA W3 3asiBOK HE OyAeT HAaXOJWUTHCS HAa PACCMOTPEHUU U HE OyIeT
IUTAHUPOBATbCS HOBBIX 3asfBOK, MJIM HE MEHee JBYX JIeT TMocie O(GUIMAIBHOIO MpeKpalieHus
KJIIMHUYECKOW (a3bl pa3pabOTKU HCCIEAYEMOTo MPOJAYKTAa. JTH JOKYMEHTHI JOJKHBI XpaHUTbCS Oosee
JUTUTENBHBINA CPOK B CIIydyae, €CIM 3TO MPEeJyCMOTPEHO HOPMATUBHBIMU TPEOOBAHUSAMH WIIM HEOOXOAUMO
CIIOHCOpPY.
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5.5.12. CnoHcop OJKEeH B MUCbMEHHOW (hopMe MHPOPMUPOBATH HCCIIEI0BATENCH/OpraHU3alud O
HEOOXOIMMOCTH XPAaHEHHs CBSA3aHHBIX C HCCICJOBAHUEM 3alUCei, a Takke MHUCbMEHHO U3BECTHTH HX,
KaK TOJBKO HCO6XOI[I/IMOCTB B ,[[aJ’IBHefIH.IeM XpaHCHUHA OTIAACT.

5.6. Beibop ucciemoBarens

5.6.1. CroHCOp HECeT OTBETCTBEHHOCTh 3a BBIOOp wuccienoBateneit/opranuzannii. Kaxmprii
HCCIIeIoBATeNb JOJDKCH MMETh KBanM(uKaumuioo, omelT U pecypchl (cm. 4.1, 4.2), mocrarodHbie s
MIPOBEJICHUSI HWCCIICIOBAHMS, JJsi KOTOPOTrO OH BbIOpaH. EciM B MHOTOIEHTPOBBIX HCCIICIOBAHUSX
HEO0OXOJIMMO OpPraHW30BaTh KOOPIWHAIIMOHHBIA KOMHUTET W/WJIM BBIOpaTh KOOPAWHATOPOB M3 4YHUCIIA
UCCIIeIOBATENIEH, TO 3TO SIBISICTCS 00S13aHHOCTHIO CITIOHCOPA.

5.6.2. Jlo moxmucaHus JOroBOpa ¢ UcClenoBaTeaeM/opraHu3aleil Ha IpoBeIeHUE HCCIeI0BaHUs
CIIOHCOp JOJDKEH IPEIOCTaBUTh MCCIIEI0BATEI0/OPraHU3aiK IPOTOKOI M OPOLIIOPY HCCIIEA0BATENs B
TeKyLeH pelakuuu U J1aTh MCCIIEJOBATENI0/OpraHu3aluy JOCTaTOUYHOE BpeMs Ui O3HAKOMJICHHS C
MIPOTOKOJIOM U IPEAOCTaBICHHON HH(OpMAIHe.

5.6.3. CHOHCOp JAOJIKCH MOJIYYUTD COIJIaCue I/ICCHG,I[OBaTeHH/OpFaHHBaI_II/II/IZ

a) IPOBOAUTH HcclienoBanue B coorBercTBuu ¢ GCP u HopmaTiBHBIMU TpeOoBanusiMu (cM. 4.1.3), a

TaK)Xe C MPOTOKOJIOM, COTJIACOBAaHHBIM CO CIIOHCOPOM U yTBepkaeHHBbIM/0n00penHbsiM DCO/HOK (cm.
4.5.1);

0) cobOmroaTh NpoLeIyphbl PETUCTPALIMH/TIPEACTABICHUS TaHHBIX;
B) Ha MPOBEJICHHE MOHUTOPHHTIA, ayAWTa U MHCTIeKuuit (cm. 4.1.4);

I') XpaHUTh OCHOBHBIC JIOKYMEHTBI, CBS3aHHBIC C HCCIEIOBaHUEM, J0 TEX IOp, IMOKa CIIOHCOp HE
COOOIIUT MCCIIeI0BATEI0/OPraHU3alliH, YTO 3TH IOKYMEHTHI OoJibiie He TpeOyroTes (eM. 4.9.4 u 5.5.12).

CrioHcop M mMccienoBaTeNb/OpraHu3anns JOJKHbI HOJNMCAaTh MPOTOKOJI WM HMHOW JIOKYMEHT,
ITOATBEPKTAIOIIHAN 3TO COIIACHE.

5.7. Pactipenienenue o6s13aHHOCTEN

,Z[O Hadajla HCCICAOBAHUA CIIOHCOp MJOJDKCH YCTAHOBUTb MW PACHPCACINTL BCC CBA3AHHBLIC C
HUCCICIJOBAaHUCM 00S13aHHOCTH U (bYHKHHH

5.8. KomnieHncanuu cyObeKTaM U UCCIIeI0BATEISIM

5.8.1. Eciu mnpeaycMOTpPEHO HOPMATUBHBIMU TPEeOOBAaHUSIMH, CIIOHCOP JIOJDKEH O0eclednuTh
CTpaxoBaHHE WIH rapaHTUpOBaTh IOPUANYECKYIO u (uHAHCOBYIO MOJJIEPIKKY
UCCIIEI0OBATENS/OpraHU3alliK B ClTydae MpeIbsBICHUS UM MPETeH3HH, CBA3aHHBIX C MCCIIEOBAHUEM, 3a
UCKITIOYEHHEM TeX IMPETEeH3HUM, KOTOpble BO3HUKIN B pe3ysibTaTe€ yMbICIA WM HEOCTOPONKHOCTU CO
CTOPOHBI HCCIIEN0BATEINS UIIU YJIEHOB UCCIIEI0BATENBCKOIO KOJUIEKTHBA.

5.8.2. IlpaBuiia U mpoueaypbl CIOHCOpPA JOJDKHBI MpEIycCMaTpuBaTh BO3MENIEHHE PACXOJO0B Ha
JedeHne CyOBEeKTOB B Cily4yae NPUYMHEHUS Bpelda WX 3J0pOBBI0 B pe3ylbTare WX Yy4acTus B
HCCICOJO0OBAaHNU B COOTBETCTBUH C HOPMATHBHBIMU Tpe60BaHI/I$IMI/I.
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5.8.3. Eciiu cyOBeKThI HCCIeI0BaHUs MOMYYar0T KOMIIEHCALUIO, TIOPSIIOK M CIIOCOO KOMIIEHCALIUU
JOJKHBI COOTBETCTBOBATH HOPMATUBHBIM TPEOOBAHUSIM.

5.9. ®uHaHCUpOBaHUE

@duHaHCOBBIE ACTIEKTHI HCCIIEIOBAHNUS JOJDKHBI OBITh JOKYMEHTAJILHO 0()OPMIICHBI B BUJIE JOTOBOpA
MEX]y CIIOHCOPOM H HCCIIe0BaTeIeM/OpraHu3anuei.

5.10. yBeI[OMJ'IeHI/Ie YIIOJIHOMOYCHHBIX opraHOB/noz[aqa 3as4BKH B YIIOJTHOMOYCHHBIC OpTraHbI

Jlo Hauajla KIMHUYECKOIO HMCCIEJOBAHUS CIIOHCOP (MM CIIOHCOP COBMECTHO C HCCIIEOBATEIIEM,
€CIIM 3TO MPELyCMOTPEHO HOPMAaTUBHBIMU TPEOOBAHUSAMM) IOJKEH MOAATh B COOTBETCTBYIOLIUE OPIaHbI
Bce TpeOyemble 3asBKU Ui WX PACCMOTPEHHs, MPHHATUS W/WIM TOJIYYCHHUS pa3pelieHus HayaTbh
ucclieloBaHue (B 3aBUCMMOCTH OT HOPMAaTHUBHBIX TpeOoBaHuil). Bce yBenomiieHus/3asiBKU JOKHBI OBITh
JIaTHPOBAHBI M COJICPKATh TOCTATOYHYIO HH(OPMAIUIO 17151 UACHTU(UKAIIIH TPOTOKOJIA.

5.11. IloarBepxkaenue paccmorpennst CO/HOK
5.11.1. CioHCOp JOKEH NOTYyYUTh OT UCCIICIOBATEIS/OpTaHH3aIIH:
a) HaumeHoBaHue u aapec DCO/HIOK uccrnenoBarens/opranu3aiuu;

6) monrBepxkaenue or DCO/HDOK Toro, uro onH opranmszoBan u neicrByer corijacHo GCP u
COOTBETCTBYIOLIEMY 3aKOHO/ATEIbCTBY;

B) JOKyMEHTalbHO odopmieHHoe yrBepxkaeHue/ogoopenne DCO/HDOK wu, mo TpeGoBaHuIO
CIIOHCOpa, KOIUIO TEKYIIeH BEpCHUHM MPOTOKOJA, MUCBMEHHOH (hOpMbl MHGOPMUPOBAHHOTO COTJIACHS H
TOOBIX JIPYTUX MPEAOCTABISEMBIX CYOBEKTaM IMHCHMEHHBIX MAaTE€pPHAajoOB, a TAKXKe OIMUCAHUE JEHCTBUI
[0 TPUBJICYCHHUIO CYOBEKTOB K YYacTHIO B HCCIEIOBaHHMM, JOKYMEHTOB, OTHOCALIMXCA K
MPEYCMOTPEHHBIM /ISl CYOBEKTOB BHIIJIATaM M KOMIICHCAITUSAM, U JIIOOBIX UHBIX TOKYMEHTOB, KOTOPBIE
Moruu 6bITh 3aTpedoBanbl DCO/HOK.

5.11.2. Eciu 3CO/HOK oO0ycnoBnuBaeT BblJlayy CBOETO YTBEPKICHMs/0J00OpPEHHs] BHECEHUEM
U3MEHEHUH B Kakue-IuM0O0 AacleKThl HCCIIEAOBAaHUs, HAalpuMep B MPOTOKOJ, MHUCBMEHHYI (opmy
WHGOPMHUPOBAHHOTO COTIIACHS WX JTFOObIE HHBIE MPEIOCTaBIIsIeMble CyObeKTaM MUChMEHHBIE MaTEPUaITbI
W/WIN JIpyTHe MpOLEAYpbl, CIOHCOP JOJDKEH MOJNYyYUTh OT HCCIEN0BaTeNs/OpraHu3aliyd KOMUU BCeX
M3MEHEHHBIX JOKYMEHTOB U JaTy MoJdy4yeHHoro yTBepxaeHus/oqoopenns DCO/HOK.

5.11.3. CrnoHcop [OMKEH MOMYYUTh OT HCCIENOBATENs/OpraHu3alud JOKYMEHTAIUI0 U JaThl
MoOBIX TOBTOPHBIX yTBepkaeHui/onoopennit DCO/HOK, a Ttakxke pemenuidi 00 OT3bIBE WIH
MIPUOCTAHOBKE paHee BBIITAHHOTO YTBEPKICHH/0100pEHUSI.

5.12. Undopmarust 00 uccieayeMbIX MPoaIyKTax

5.12.1. HpI/I IJIaHUPOBAHUHA I/ICCJ'ICI[OBaHI/Iﬁ CIIOHCOPp AOJDKCH pacriojiaratb 10CTaTOYHBIM 00BeMOM
MOJIYYCHHBIX B JOKJIMHHYCCKUX W/UIU  KIMHAYECKUX HUCCICOOBAaHUAX JAaHHBIX IIO 0e30IacHOCTH U
S(I)(I)GKTI/IBHOCTI/I, OIMpaBAbIBAOIINX TPHUMCHCHUC HCCICAYEMOTO HpPOAYKTa C  HCIIOJIb30BAHUCM
COOTBETCTBYIOIIHUX HYTef/'I BBCACHUA U 03 IIPpU COOTBGTCTBYIOHJGI\/II JJIMTCIIBHOCTH U B COOTBCTCTBYIOH_[eﬁ
MOMmyJIAHUH.
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5.12.2. CnoHCOp IOMKEH OOHOBIATH OpOIIIOPY HCCIENOBAaTENs IO Mepe IOJIYy4eHUsS HOBOU
CyIIECTBEHHOH HH(pOpMaIuu (CM. pa3zen 7 HaCTOSIIETrO CTaHIapTa).

5.13. IIpon3BOACTBO, yIIaKOBKa, MAPKUPOBKA U KOJUPOBAHUE UCCIIEAYEMBIX IIPOJYKTOB

5.13.1. Cnoncop momkeH oOecrnednTh, YTOOBI HCCIEAyeMble MPOAYKTHI (BKJIKOYas, B
COOTBETCTBYIOIIMX CJIy4asiX, aKTUBHbBIC IpenapaTbl CPAaBHEHUS W IUIale00) MUMENIH XapaKTEPUCTUKH,
COOTBETCTBYIOIIME CTaANH Pa3pabOTKH JAHHBIX MPOAYKTOB, ObUIM MPOM3BENEHBI B COOTBETCTBUHU C
npuMeHUMbIMU TpeboBaHusiMu GMP 1, B COOTBETCTBYIOUIUX CIIy4asiX, 3aKOJUPOBAHBI U MAPKUPOBAHbI
TakuM 00pa3oM, dYTOOBI 00ecrneyuTh 3alluTy MapkKupoBku. Kpome Toro, MapkupoBKa JOJDKHA
COOTBETCTBOBATh HOPMATHUBHBIM TPEOOBAHUSIM.

5.13.2. CrioHCOp AOJKEH ONpEeACHUTh ISl MCCIEAYEMBIX MPOAYKTOB TEMIEpaTypy XpaHEHUS,
YCJIOBHSI XpaHEHMs (HANmpuUMep, B 3alMIIEHHOM OT CBETa MECTE), CPOK XpaHEHHUs, PACTBOPHUTEIUA U
MPOLEAYPHI IS pa3BEeICHUSI U BOCCTAHOBJICHUS, a TaKXKe, €ClIM TaKOBBIE MPEIYyCMOTPEHbI, YCTPOMCTBA
U BBelleHUsT npoaykta. CIIOHCOp JObKeH MHPOPMUPOBATH 00 ATHX TPeOOBAHHSIX BCE BOBJICUCHHBIC
CTOPOHBI (HalpuMep, MOHUTOPOB, HCCIIeI0BaTENeH, IPOBU30POB, JIMLI, OTBETCTBEHHBIX 32 XpaHEHHE).

5.13.3. HUccnemyemple MPOIYKTHI JOJDKHBI OBITH YIIAKOBAaHBI TaK, YTOOBI TPEAOTBPATHUTH HX
3arpsi3HEHUE U 00ECIIEUYUTh UX COXPAHHOCTH (TIPUTOJHOCTB) ITPU TPAHCIIOPTUPOBKE U XPAHEHHUU.

5.13.4. lna uccienoBaHHil, B KOTOPBIX MCIIOJNB3YETCS CIIENON METOJA, CUCTEMa KOJUPOBaHUS
UCCIIEyeMOro MPOAYKTa JOJDKHA BKIIOYATh B ce0S MEXaHM3M, ITO3BOJISIONINMA, B SKCTPEHHBIX CITy4asx,
OBICTPO MIACHTU(UIMPOBATH MPOAYKT, HO, B TO K€ BpPEeMsi, HE JOMYCKAIOUINA BO3MOKHOCTH HE3aMETHO
PacKpBITh KOJI.

5.13.5. Ecnu nekapcrBeHHas opma HCCIEAYeMOro MNpOAyKTa WIM IperapaTa CpaBHEHHS Ha
KJIMHUYECKOM JTale M3y4eHHus ObUla CYIIECTBEHHO W3MEHEHa, TO /IO MCIIOJIb30BaHUS HOBOM
JIEKapCTBEHHON (H)OPMBI B KIMHHYECKUX HMCCIECOBAHUSAX JOJDKHBI OBITH MOJyYEHBI PE3YIbTATHI JIFOOBIX
JOTIOJTHUTEJBHBIX MCCIIEOBAaHUM TaHHOH JiekapcTBEHHOU (hOpMBbI MPOAYKTa (HampuMep, CTaOMIIBHOCTH,
PacTBOPUMOCTH, OMOAOCTYITHOCTH), HEOOXOIUMBIE NIJIsi OIEHKH TOT'O, CIIOCOOHBI JIM JaHHBIE U3MEHEHUS
CYIIECTBEHHO MOBJIHATH Ha (papMaKOKMHETUYECKUH NMPo(UiIb MPOoayKTa.

5.14. TlocraBka HucciaenyeMbIX MPOAYKTOB U MpaBuia 0OpaIleHust ¢ HUMU
5.14.1. CioHcop OTBeuaeT 3a MOCTAaBKY UCCIIE0BATEN0/0OpraHU3al[MK NCCIIEAYEMOr o MPOIyKTa.

5.14.2. CrioHCOp HE MOJIKEH MOCTaBISATh MCCIEAYyEeMbIA MPOAYKT MCCIEIOBATEIO/OpraHu3aIuu 10
TeX TOp, MOKa HEe IMOJyYUT BCIO TpeOyeMyro JOKyMEHTAaluio (Hampumep, yTBepKAeHHe/000peHne
OCO/HOK v yrnonHOMOUYEHHBIX OPraHoB).

5.14.3. TluceMeHHbIEe TpPOLEAYpPbl CHOHCOpa JOJKHBI BKIIOYaTh B C€e0S HMHCTPYKUMH IS
UCCIIeIOBATENs/OpraHi3aluy M0 MpaBUjiaM XPaHEHUs MCCIEAyeMOro MpoaAyKTa U OOpalleHusl ¢ HUM, a
TaKkXe MO0 BEJCHMIO COOTBETCTBYIOUIEH IoKyMmeHTanuu. [Iporenypsl TOMKHBI ONMUCHIBATH Oe30MacHoe
MOJIyYEHUE HCCIEelyeMOro TpOAYKTa, oOOpalleHHe C HUM, €ro XpaHeHHWe M BblJady, H3bITHE
HEHCIIOJIb30BAaHHOTO HCCIEyeMOro MpOAyKTa y CyOBEKTOB M BO3BpaT €ro CHOHCOpy (ubo uHOE
pacrlopspKeHHE  HEWCIIONIb30BAHHBIM — MPOAYKTOM, €CIM 3TO CAaHKIHMOHUPOBAHO CIIOHCOPOM H
COOTBETCTBYET HOPMAaTHUBHBIM TPEOOBAHUSM).
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5.14.4. CrioHCOp JTOJKEH:
a) 00eCTeuYnTh CBOCBPEMEHHYIO TIOCTABKY UCCIIEAYEMbIX MTPOAYKTOB UCCIICAOBATEISM;

0) IOKyMEHTHpOBATh IIOCTAaBKM, IIOJIyUY€HHE, BBIAAYy, BO3BpaT M YHUYTOXKEHHE (MO0 uHOE
pacrnopsiKeHHe) UCcCleyeMbIX MTPOIYKTOB (CM. pa3jien 8§ HAaCTOSIIEro CTaHAapTa);

B) UMETHh CHCTEMY BO3BpaTa HCCIEAYEMOTrO MPOIYKTa M JOKYMEHTUPOBAHUS IMOJOOHOTO H3BIATHS
(HammpuMep, O0T3bIBa OPAKOBAHHOI'O MPOJYKTAa, BO3BpaTa MPOAYKTa MOCIE OKOHYAHHS UCCIICAOBAHUS UIIH
10 UCTEYEHUH CPOKa FOJTHOCTH);

I') UMETh CHCTEMY YHHUYTOXXEHHUS (MO0 MHOTO PACIOPSIKEHUS) HEHCIIOJIb30BAHHBIX HCCIIETYEMbIX
MIPOJYKTOB U JOKYMEHTHUPOBAHUS MOJJOOHOTO YHUYTOXECHUS (JTHOO HHOTO PACIOPSIKEHHUS ).

5.14.5. CrioHCOp J0JIKEH:

a) INPUHATH MEPHI 11O 00eCICYCHHIO CTaA0OMIIBHOCTH HCCIICAYCMBIX IMTPOAYKTOB Ha IIPOTSXKCHUH BCECT'O
nepuoaa UCIoJb30BaHUs;

0) UMETh JIOCTAaTOYHOE KOJIMYECTBO MCIIOJNB3YEMOI'O B MCCIEIOBAHUSAX HUCCIEAYEMOTO IPOAYKTA,
9TOOBI MOATBEPAUTH, B ClIydae HEOOXOIUMOCTH, €r0 COOTBETCTBUE ClleU(UKAIIHIM, a TAK)KE BECTH YUET
AQHAIM30B U XapaKTEPUCTUK O0Opa3lloB MPOAYKTa U3 mapTuu. B 3aBUCUMOCTH OT CTAOUILHOCTH OOpa3IlhI
JOJDKHBI OBITh COXpaHEHBI JHOO 10 OKOHYAaHMS aHalIHM3a JAaHHBIX MO HCCIIENOBaHHIO, MO0 B TEUEHHUE
CpOKa, OIpPEACIICHHOTO0 COOTBETCTBYIOIIMMHU HOPMATHUBHBIMH TpPEeOOBAaHUSMH, UCXOMSl U3 TOTO, KaKOH
MIEPUOJ SIBJISIETCA O0JIee NITUTENbHBIM.

5.15. Joctym k 3anucsam

5.15.1. CnoHcop OOMKEH MNPelyCMOTPETh B MPOTOKOJE HIM WHOM NHUCBMEHHOM COTJIAIlIEHUH
00S13aHHOCTh ~ HCCIIEJIOBATENIsI/OpraHu3alik ~ 00eCeuuTh  MPSMOM  JIOCTYm K MEPBUYHBIM
JTAHHBIM/JTOKYMEHTAIUH IS 11e7ieil MOHUTOpHHTa, ayauTa, skcneptussl JCO/HOK, a Takke MHCTIEKINH
CO CTOPOHBI YIIOJTHOMOYEHHBIX OPTaHOB.

5.15.2. CrioHCOp NOMIKEH YOEOUThCS B TOM, YTO KaKAbIH CyOBEKT Jan MHUCbMEHHOE corjacue Ha
OpsIMOM JIOCTYNI K €ro OpPUTMHAJIbHBIM MEAMIIMHCKUM 3alucsM JJs IieJied MOHMTOPHHIA, ayauTa,
skcneptu3bl DCO/HOK, a Takke MHCIIEKIIMU CO CTOPOHBI YIIOJTHOMOYEHHBIX OPTraHoB.

5.16. Uudopmanusi, oTHOCSIIAsICS K 0€30MaCHOCTH
5.16.1. CioHCcOp OTBEUaeT 3a MOCTOSIHHYIO OLIEHKY 0€30MacHOCTH MCCIEAYEMBIX MPOIYKTOB.

5.16.2. CnoHcOp JOMKEH HE3aMEIIUTEIbHO YBEAOMHUTH BCEX 3aHSATBIX B HCCIIECIOBAaHUU
UCCleIoBaTeNeil/opranu3aliy, a Takke YINOJTHOMOYECHHBIE OpPraHbl O MOJYUYEHHBIX JaHHBIX, KOTOpHIE
MOTYT HEOJarompusTHO OTpPa3UThCA Ha O€30MacHOCTH CyOBEKTOB, TIOBIUATH Ha TIPOBEJCHUE
UCCIIeIOBaHMs THOO0 U3MEHUTH yTBepkaeHue/onoopenne ICO/HOK Ha npopomkeHue ucciea0BaHusl.

5.17. CooO1ieHust 0 HeKeNaTeIbHbIX PEaKINIX

5.17.1. CrioHCcOp JOMKEH B BO3MOXKHO Oojiee KOPOTKHH CPOK COOOLIaTh BCEM YYacCTBYIOLIMM B
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uccieoBaHuu  uccnenoBaresiv/opranmzammsim, OCO/HOK, rme 310  Tpelyercs, a  Takke
YIIOJTHOMOYEHHBIM OpraHaM 000 BCEX HEKENATEIbHBIX PEAKIHSIX, KOTOPBHIC OJHOBPEMEHHO SIBISIOTCS
CCPBC3HBIMU U HCITPCABUACHHBIMH.

5.17.2. Takume »dKcIpecc-0TYETHl JOJDKHBI COOTBETCTBOBAaTH HOPMATHUBHBIM TPEOOBAHUSAM H
pykoBonctBy ICH "Onenka AaHHBIX MO KIMHUYECKOH O€30MacHOCTH: TEPMHHOJIOTHUS M CTaHAAPTHI
AKCIPECC-OTYETHOCTH".

5.17.3. CnoHcOp JOJIKEH MPEACTABIATh HA PACCMOTPEHUE YIIOJIHOMOUYEHHBIM OpraHaM BCE HOBbBIE
JaHHBIE W TEPHOAWYECKUE OTYETHl MO OE30MaCHOCTH HCCIEAYEMOro IPOAYKTa B COOTBETCTBUHU C
HOPMAaTUBHBIMU TPCGOBaHI/ISIMI/I.

5.18. MonuTopuHr

5.18.1. Lenn

[{enbt0 MOHUTOPUHTA UCCIIEOBAHUS SIBISIETCS ITPOBEPKA TOTO, UTO:
a) rmpasa ¥ 0J1aromnoay4dne CyObeKTOB 3allUIICHEI;

0) TpeICTaBIICHHBIC JIaHHBIC SIBJISIOTCS TOYHBIMH, IOJTHBIMH U TOATBEPXKIAIOTCS TEPBUYHOMN
JIOKYMEHTalUEW;

B) UCCIIEIOBAaHME IPOBOJUTCA B COOTBETCTBUM C YTBEpXKJIEHHOW TeKylled Bepcuen
npoTokona/monpaBok, GCP 1 HopMaTHBHBIME TPeOOBAHUSMH.

5.18.2. Be160p MOHUTOPOB M UX KBaIU(UKAIUS
a) MOHUTOPBI TOJDKHBI HA3HAYATHCSI CTIOHCOPOM.

6) MOHI/ITOpBI AOJIKHBI UMCTh COOTBECTCTBYIOIIYIO ITOJATOTOBKY, a TAaKKC O6J'IB.I[3TL HAayYHbBIMHU W/unu
KIMHUYCCKUMH 3HAHUSIMU, H€O6XOJII/IMI)IMI/I IJId TIPOBEACHU A HAAJICKAIICTO MOHUTOPHUHI'A UCCIICAOBAHUA.
KBaJ'H/ICI)I/IKaI_[I/IH MOHUTOPOB JOJIKHA OBITh MOATBCPIKACHA JOKYMCHTAJILHO.

B) MOHUTOpPBI JOJIKHBI AETAIBHO 3HATh UCCIENyeMble POAYKTHI, IPOTOKOJ, TUCBMEHHYIO (hopMy
MH(GOPMHUPOBAHHOTO COTJIaCHUs U BCE Jpyrue HpeocTaBiisieMble CyObEKTaM MHCbMEHHBbIE MaTepHallbl,
COII cnoncopa, GCP u HopMaTUBHBIE TPeOOBAHUS.

5.18.3. O0beM u copeprkaHue MOHUTOPUHTA

CrnoHcOp JOJKEH O00ecHeunuTh HaJIeKANMH MOHUTOPUHT uccieqoBaHuid. CHOHCOp JOJIKEH
OIpeIeNINTh He0OXOAUMbIe 00BEM U COJIEpKaHHEe MOHUTOPHHIA UCXO/s U3 LIeJei, 3a/1a4, MEeTO0JI0THH,
CJI0)KHOCTH, MaCKMpPOBKH, 00bEMa U OLIEHUBAEMbIX MapaMeTpoB uccienoBanus. [lo oOmemy npasuiy, ¢
LEJIbI0 MOHUTOpPHHra TpeOyeTcs MOCeIlaTh HCCIeloBaTelbCcKie LEHTPhl 710, BO BpeMs U Iocie
OKOHYaHUsl uccienoBanus. OIHAKO B HCKIIOYUTENBHBIX CIydasX CIOHCOP MOXET pEeHINTh, 4YTO
MOHUTOPHUHI 0€3 BHM3HTOB B MCCJEIOBATENbCKHE IIEHTPHI B COUYETAHMM C TAaKUMM IMPOLESYypaMHu, Kak
TPEHUHI U IPOBEJEHUE COBELIAHUI HCClieJoBaTeNel, MpeaoCTaBIeHHe UM MOJPOOHOrO MUCHMEHHOTO
PYKOBOJICTBA MOXET TapaHTHPOBAHHO OO0ECNEUUTh HAJJIEKaIlee IMPOBEICHUE MHCCIEOBAaHUS B
cootBeTcTBUM ¢ GCP. Craructuuecku ormpenaensieMble KOHTPOJIbHbIE BBIOOPKH MOTYT CIY>KUTh
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MIPUEMIIEMBIM METOJIOM JIJIsi 0TOOpa MPOBEPSIEMBIX TAHHBIX.
5.18.4. O6s13aHHOCTH MOHUTOPA

MoOHHUTOpP, B COOTBETCTBHU C TpPeOOBAaHUSAMH CIIOHCOpA, [ODKEH OO0ECHEeUuTh HajJIeKallee
IIPOBE/IEHUE U JJOKYMEHTalnbHOe oopmieHue nccienoBanus. C 3Tol 1elnbl0 MOHUTOP, KOTAa YMECTHO U
HEOOXOJMMO C YYETOM KOHKPETHOTO HCCIICAOBAHUS UM HCCIEIOBATEIbCKOTO IIEHTPA, BBIMOIHACT
HIDKEIIepeYHCIIeHHbIE IeHCTBUSA:

a) BricTynaer B kaueCcTBE OCHOBHOTO CBSI3YIOILEIO 3B€HA MEXKAY CIIOHCOPOM U MCCIIE0BATEIIEM.

0) IIpoBepsieT B Hauajie U Ha MPOTSDKCHUM BCETO MCCIICAOBAHMS aJCKBATHOCTh KBaTH(DUKAIMUA U
pecypcoB uccienosarens (cm. 4.1, 4.2, 5.6), a Takke 10CTATOYHOCTD i O€30MACHOTO M HAJIJICIKAIIIETO
MPOBEJCHUS UCCIICOBAHMS MMEIOIIUXCS JIIOJACKUX M MaTepPHalIbHBIX PECYpCOB, BKJIIOUas JlabopaTopuw,
00OopyIOBaHUE M IEPCOHAT.

B) B oTHOIIEHNY UCClIeyeMbIX TPOTYKTOB MOHUTOP MPOBEPSET CIEAYIOIIEE:
1) cpoku U yCcIoBUsL XpaHEHHS IPUEMIIEMbI U KOJIMYECTBO JOCTATOYHO JI0 KOHIA UCCIICI0BAHMUS;

2) uccieayemMbICe NPOAYKTHI IMOJTYYAOT TOJIBKO TC CY6T>GKTBI, KOTOPBIM OH Ha3HA4Y€H, U B 034X,
YCTAHOBJICHHBLIX ITPOTOKOJIOM;

3) cyOBekTaM NpenoCTaBlE€Hbl HEOOXOAMMBIE HMHCTPYKIMH IO MPaBUIBHOMY TNPUMEHEHHUIO
HCCJIeTyeMBIX MPOIyKTOB, OOPAIICHUIO ¢ HUMH, HX XPAaHCHHIO ¥ BO3BPATY;

4) mosyueHue, NPUMEHEHHE U BO3BpAT MCCIENYEMBIX IPOAYKTOB B MCCIEJOBATEIBCKOM LIEHTpE
JOJKHBIM 00pa30M KOHTPOJIUPYIOT U 0(OPMIISIOT JOKYMEHTAJIBHO;

5) YHUYTOXKCHUC (J'II/I60 HNHOC pacnomeeHI/Ie) HCHUCIIOJIb30BAHHBIX HCCICAYCMBIX IPOAYKTOB B
HCCICO0BATCIIBCKOM HEHTPE OCYHICCTBIAIOT B COOTBETCTBHMHM C HOPMATHBHBIMH Tp€6OBaHI/I$[MI/I n 1o
COTJIaCOBAHUIO CO CITIOHCOPOM.

r) IIpoBepsier coOm0eHNE HCCIEA0BATEIEM YTBEPKIECHHOTO MPOTOKOJA M BCEX YTBEPKICHHBIX
MONPAaBOK K HEMY, €CJIM TAKOBbIE UMEIOTCH.

n) IlpoBepsier, 4TOOBI MUCBMEHHOE HH(POPMHUPOBAHHOE COIJIACHE KaXJI0ro CcyObeKTa ObLIO
IIOJIYYEHO JI0 HayaJla y4acTHus B UCCIIEIOBAHNN.

e) ObecrieunBaeT HAJIMYUE y MCCIEA0BATENs TEKyLeH pelakiuyu OpOLIOpbl MCCIIeI0BaTeNs, BCEX
APYTUX JIOKYyMEHTOB M MAaTEpUaIOB, HEOOXOIMMBIX JJIsi IMPOBEACHUS HCCIEA0BaHMS HaJIekKalluM
00pa3oM U B COOTBETCTBUU C HOPMATUBHBIMU TPEOOBAHUSMHU.

k) ObecreunBaeT TO, YTOOBI UCCIIENOBATENh U €0 COTPYIHHUKH, 3aHATHIE B MCCIEAOBAHUU, OBLIU
JOCTaTOYHO MH(POPMHUPOBAHBI 00 UCCIICIOBAHNH.

3) HpOBCpHCT, 4TO HCCICHOBATCIIb U €ro COTPYAHUKH, 3aHATHIC B UCCICAOBAHWH, BBINIOJIHAIOT
CBA3aHHBIE C HCCICOAOBAHHUEM 00sA3aHHOCTH B COOTBETCTBHU C IOPOTOKOJIOM M BCEMHU OPYTUMU
MUCbMCHHBIMU COTJIAIICHUAMU MCKAY CIIOHCOpPOM U I/ICCJ'IC,[[OBaTeJIeM/OpFaHI/IZ%aLII/ICIZ U HC MNECpCAaroT
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BBINOJIHEHUE CBOMX (PYHKIMH HEYIIOJTHOMOYEHHBIM JIULIAM.

u) IlpoBepsier coluroneHue uccienoBaTesieM KpUTEepHEeB OTOOpa MpH BKIOYEHHH CYOBEKTOB
HCCIIEIOBaHUS.

k) Coo01IaeT o CKOpocTu Habopa CyObEKTOB B UCCIIEAOBAHHE.

1) [IpoBepsieT npaBUIBLHOCTD, IOJHOTY U CBOEBPEMEHHOCTh PErMCTPAL[MH JJAHHBIX B IEPBUYHBIX U
APYIUX OTHOCALIMXCS K UCCIIEIOBAHUIO JOKYMEHTAX, a TAKXKE MOPAIOK UX BEIACHUA.

M) IIpoBepsieT, 4To nccnenoBaTelNb MPEAOCTABISET BCE TPEOYEMBbIE OTUETHI, YBEAOMIICHUS, 3aIIPOCHI
U TOoJ00HBIE JOKYMEHThl M UTO OHHM SBIAIOTCS MPAaBWIBHBIMH, TMOJHBIMH, CBOEBPEMEHHBIMH,
pa3bopUYMBBIMH, TATUPOBAHBI U UACHTH(PHUIUPYIOT HCCIIEIOBAHUE.

H) [lpoBepsier mpaBuiIbHOCT, U MONHOTY AaHHBIX B WMPK, mepBUYHBIX AOKyMEHTax WU JPYrHX
OTHOCSIIIUXCSL K HCCJIEOBAaHUIO 3alMCAX IYTEM CONOCTaBIEHUS HMX Mexay coboil. B ocobOennoctu,
MOHHTOP JIOJKEH MPOBEPUTH CIEAYIOIIEE:

1) npaBuIBHOCTH BHECEHUS TpeOyeMbIX poToKoJoM naHHbIX B MPK 1 ux coorBercTBHE TaHHBIM B
IIEPBUYHOMN TIOKyMEHTALUU;

2) mro0ble M3MEHEHHUS JI03bI W/WJIU TEPAllUU YE€TKO JOKYMEHTaIbHO O(OPMIISIOTCS I KaKIOTO
cyObeKTa HCCIIeI0BaHUS;

3) HexenarelbHbIC SBICHHS, COIYTCTBYIOIIEE JICUEHHE M HHTEPKYPpPEHTHbIE 3a00JieBaHUS
peructpupyorcs B MUPK B cooTBeTCTBHM C TPOTOKOIIOM;

4) nponyuieHHbIE CyObEKTOM BU3UTHI, HEIIPOBEICHHBIE AHAJIN3bl U HEBBIIIOJHEHHBIE 00CIIEI0OBaHUS
scHo orpaxkeHbl B UPK kak TakoBble;

5) Bce cily4ad HCKIIIOYCHHS W BBIOBIBAHUS CYOBEKTOB M3 HCCIICAOBAHHUS 3apErMCTPUPOBAHBI U
00bsicuensl B IPK.

0) Coobmaer wuccienoBateno o moObIx agonymeHHbIx B HWMPK  ommbkax, npomyckax u
HEpa30OPUMBBIX 3amucaX. MOHHUTOpP JOJDKEH TMPOCIHEAWTh 3a TEeM, YTOOBI COOTBETCTBYIOIIHE
WCIIpaBJIEHUs, J00ABIEHUS WM BBIUEPKUBAHHUS OBUIM ClI€TaHbl, JAaTUPOBAaHBI, OOBSCHEHHBI (ECiu
He00X0IMMO) M TOANUCAHBI CAMHM HCCIeIoBaTeNleM MO0 YIMOJIHOMOYEHHBIM Ha MOAMHUCAHUE 32 HEro
m3menenuit B UPK dieHoMm wuccimenoBaTenbcKoro KOJIIEKTHBA. J[aHHBIC TTOJTHOMOYHMS JOJKHBI OBITH
3aKpEIUIeHbl JOKYMEHTAIbHO.

) [IpoBepsieT cobmtoieHre CPOKOB COOOIICHUS O HEXENaTeNbHBIX ABJICHUSX, onpeaeneHHbx GCP,
npotokosnom, DCO/HDK, cnoncopoM U HOpMaTUBHBIMHU TPEOOBAHUSMHU.

p) IIpoBepsier BeaeHue ucciaenoBaTeIeM OCHOBHBIX IOKYMEHTOB (CM. pasziesnl § HAcTOSIIEro
CTaHJapTa).

¢) Coobmaer uccinenoparento o0 oTkioHeHHsX OT mnporokona, COIl, GCP u HopMaTHUBHBIX
TpeOOBaHUH, a TaKKe MPEANPUHUMAET HEOOXOIUMbIE JEHCTBHS C IENbI0 MPEIOTBPATUTh MOBTOPEHUE
MOI00HBIX OTKIOHEHUH.
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5.18.5. IIpouemypbl MOHUTOPUHTA

MOHI/ITOp JOJIDKCH CO6J'IIO,Z[&TB mucbMenHble COIl CIIOHCOpa, a TaK¥XE IpoucAyphl, CIICHHUAIBHO
OIMPCACIICHHBIC CIIOHCOPOM IJII MOHUTOPUHI'Aa KOHKPETHOI'O UCCIICAOBAHM .

5.18.6. OTuer MmoHUTOpA

a) Ilocme kaxgoro BU3HWTAa B HCCICIOBATCIbCKUM HCHTp WM CBA3aHHOI'0 € MCCICOOBAHUCM
KOHTaKTa MOHHUTOP AOJIKEH MPEACTABUTH CIIOHCOPY IMMChbMEHHBIN OTYET.

0) Otuersl JOKHBI BKJIIOYaThb B ce€Os JaTy, HAaUMEHOBAaHUE LIEHTPA, UMS MOHUTOpa, HMs
UCClIeIoBaTeNs MM MHOTO JIMIIA, C KOTOPBIM COCTOSICA KOHTAKT.

B) OTYeTHl JOKHBI COJIEPKATh KPATKOE OMUCAHHE OOBHEKTOB MPOBEPKH, COOOIIEHHE MOHHUTOPA O
CYIICCTBEHHBIX JIaHHBIX/()aKTaxX, OTKJIOHEHHSIX W HEIOCTaTKaX, BBIBOJBI, OIUCAaHHUE JCHCTBUH,
MPEIIPUHSITHIX JTHOO TUTAHUPYEMBIX /MM PEKOMEHIYEMBIX JUIsi 00eCTieUeHMs COOTIOACHHS TPEOOBAHMIMA
nporokoina, GCP u ynoiHOMOYEHHBIX OPTaHOB.

r) IlpoBepka cHnoHcopoM oOTYe€Ta U MOCIEAYIOIIKME JEHCTBUS IO HEMY JIOJKHBI OBITh
JOKYMEHTAJIbHO 0(OPMIIEHBI YIIOJIHOMOUYEHHBIM MPEICTaBUTEIEM CIIOHCOPA.

5.19. Aynut

HpI/I MMPOBCACHNHN ayquTa B IpCACiIaX MCP, HAIIPABJICHHBIX Ha obecneyeHne Ka4yeCTBa, CIIOHCOPLI
AOJIDKHBI YUUTBIBATL!:

5.19.1. Llens

[lenpl0 CIOHCOPCKOTO ayauTa, MPOBOJUMOTO OTIEIFHO W HE3aBUCHMO OT PYTHHHBIX (YHKIHWH 1O
MOHUTOPUHTY M KOHTPOJIO KadecTBa, SIBJISIETCS OLIEHKA COOTBETCTBHS IPOBOJUMOIO HCCIIEAOBAHUS
nporokoity, COIl, GCP u HopMaTuBHBIM TPEOOBAHUSIM.

5.19.2. Boi6op 1 kBanu(UKaus ayJUTOpPOB

a) Jlna mpoBeneHUs: ayauTa CIOHCOP JOHKEH HA3HAYUTH JIUI], HE3aBHUCHUMBIX OT KIMHUYECKUX
HUCCIeJOBaHUH.

06) CnoHcop o00s3aH YJAOCTOBEPUTHCS B TOM, UTO ayAWTOPH OOJAJAIOT JIOCTATOYHOM
KBaM(UKaIMe, T.e. MOATOTOBKOW U OIBITOM, M TPOBEACHHS ayAuTa HaIJIekKalluM 00pa3oM.
KBanudukanus aynuropa qomKHA ObITH OATBEPKIEHA IOKYMEHTAIBHO.

5.19.3. Ilpouenyps! aynura

a) CrioHCOp JOJDKEH yOeIUThCS, YTO ayAUT KIMHUYECKHUX HCCIIECTOBAHUN/TIPOTPaMM MPOBOJIUTCS B
COOTBETCTBHHM C MHCHbMEHHBIMU MPOIEAYPAMH CIIOHCOPA, OMPEACTSIONMMH OOBEKT ayauTa, METOIbI
MIPOBEACHUS ay/INTa, YaCTOTY ayJIUTOB, a TaAKXkKe GOPMY U CoJiepKaHUE OTUETOB 00 ayauTe.

6) Pa3pa60TaHHHI>i CIIOHCOPOM IlJIaH ayauTa U NpoUCAYypbl ayaAuTa UCCICOAOBAHUA OOJIKHBI OBITE
OIMPEACIICHBI 3HAYMMOCTBIO OAHHOI'O HMCCIICAOBAHUA I IMOAAa4YU 3asABOK B YIIOJJHOMOUYCHHBIC OpPraHbl,
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KOJIMYECTBOM CYOBEKTOB, YYAaCTBYIOIIUX B HCCIICIOBAaHUH, THUIIOM U CII0)KHOCTBIO WCCIICIOBAHHUS,
CTETICHBIO PUCKA JIJISi CYOBEKTOB HMCCIICJOBAaHUS, & TAK)KE JOJDKHBI OBITh MPUHATHI BO BHUMAaHHUE JHOObIC
BEISIBJICHHBIE TIPOOIIEMBI.

B) 3aMe4aHusl U BBIBOJIBI AyAUTA JOJHKHBI OBITH O)OPMIIEHBI JOKYMEHTAIBHO.

r) Jas coxpaHeHHs] HE3aBUCHMOCTH M LEHHOCTH (YHKIMHU ayAuTa YIOJIHOMOYEHHBIC OpraHbl HE
JOJDKHBl B PYTMHHOM IOPSJKE 3allpallBaTh OTYETHl 00 ayauTe. YIOJHOMOYEHHbIE OpraHbl MOTYT
oOpamiatecsi 3a JIONMyCKOM K OT4eTaM 00 ayAuTe, €cld HMEIOTCS CBUACTENbCTBA CEPhE3HOTO
HecooTBeTcTBUsI GCP, min B cityuae cy1eOHbIX pa30upaTesIbCTB.

n) Ecam 1o TpeOyeTcss COOTBETCTBYIOIIMM MECTHBIM 3aKOHOJATEIbCTBOM HIIM TOJI3aKOHHBIMHU
aKTaMH, CIIOHCOP JTOJDKEH MPEACTaBUTh CBUJICTEIHCTBO O MIPOBEACHHOM ayIUTE.

5.20. HecoGutoieHre mpruMEHNMBIX TPeOOBaHHIA

5.20.1. Hecob6mtonenue mporokona, COIl, GCP wu/unu COOTBETCTBYIOIIUX HOPMATHUBHBIX
TpeOOBaHUN  HWCCIIeOBATEeIIEM/OpraHU3allieil WM  COTPYAHHUKOM CIIOHCOpa JIOJDKHO BECTH K
0e30TIaraTeIbHbIM JICHCTBUAM CIIOHCOPA, HAIIPABJICHHBIM Ha 00€CIICUeHUE X COOJIOICHUS.

5.20.2. IIpu oOHapyXeHHU B XOJ€ MOHHTOPWHTA WJIM ayAWTa CEPbE3HBIX H/HIHM MOBTOPSIOUINXCS
Clly4aeB HECOOJIOACHUSI NPUMEHUMBIX TPEOOBAaHMN CO CTOPOHBI MCCIIEIOBATENsI/OpraHu3allui CIIOHCOP
JIOJDKEH TIPeKpaTUTh ydacTHE HCCIe[OoBaTess/opraHn3anuu B ucciegoBaHud. Ecmm  ywacrtue
UCCIIeJOBATENs/OpraHn3allii TIPEKPaIleHO B PE3yJbTaTe CEPhE3HBIX /MM MOBTOPSIOUIMXCS CIIy4aeB
HECOOJIOJICHUS TPUMEHUMBIX TpeOOBaHMUH, CIIOHCOpP MOJDKEH Oe30TiaraTelibHO YBEAOMHUTH 00 3TOM
YIIOJTHOMOYEHHBIE OpTaHbl.

5.21. JocpouHoe mpeKpalieHue Wik MpUuOCTaHOBKA UCCIEIOBAHUS

Ecnu  uccnemoBaHue JOCPOYHO —MPEKPALIEHO WM  MPHOCTAHOBJIEHO, CIIOHCOP  JIOJIKEH
HE3aMEeJINTEIbHO COOOMIUTh HCCIIEAOBATENSAM/OPTaHU3aUsAM M yIOJHOMOYEHHBIM OpraHaM o
NPEKpaIleHU WM TPUOCTAHOBKE, a TAaKXKe YKa3aTh NPUYMHBI NPEKPALIeHUs WM TNPHOCTAHOBKU.
OCO/HBK  Taxxke JIOJIKEH OBITh HEMEJIEHHO nH(GOPMUPOBaH CIIOHCOPOM Wi
ucclieoBaTenemM/opranusanyeil (B COOTBETCTBUM ¢ HOPMATUBHBIMU TPeOOBaHMSAMHU), B TOM YHCIE U O
MPUYMHAX MTPEKPAIICHUS HITH PHOCTAHOBKU MCCIICIOBAHMS.

5.22. OTY4eT 0 KIMHUIECKOM I/ICCHe,ZLOBaHI/II/I/I/ICHLITaHI/II/I

He3aBucumo oT TOro, OBLIO JM UCCIIEOBAaHME 3aBEPLIEHO IO MPOTOKONY WM MPEKpaIEeHO
JOCPOYHO, CIIOHCOP AOJKEH 00ECHeUUTh COCTaBJIEHUE U MPE/ICTaBIEHUE B YIIOJTHOMOUYEHHBIE OpraHbl (B
COOTBETCTBHUM C HOPMAaTHUBHBIMHU TPEOOBAaHUSMHU) OTYETOB O KIMHHUYECKOM HccieaoBaHuu. CroHcop
TaKXe JOJDKEH 00ecleYnTh COOTBETCTBUE OTYETOB O KIIMHUYECKOM HCCIIEOBAaHUM, BXOJAIIUX B COCTaB
3asBKM Ha perucrpanmioo, cragmapram pykosojactsa [ICH "CtpykTypa u cojepkaHue€ OTYETOB O
KJIIMHUYECKOM HCClIeJoOBaHuN".

[Tpumeuanue - PykoBoactBo ICH "CrtpykTypa u coaepKaHHE€ OTYETOB O KIMHUYECKOM
HCCIIEIOBAaHUM" YKA3bIBA€T, UTO B OTJCJILHBIX CIy4asX MOTYT OBITh IPUEMIIEMbI COKpAIlEHHbIE OTYETHI.

www.consultant.ru CrpaHuua 35 u3 59
HafeXXHaa npaBoBad noaaep)xka


https://www.consultant.ru/
https://www.consultant.ru/

"IOCT P 52379-2005. HauvmoHanbHbIN cTaHaapT Poccwiickon Genepaumu.
Hapnexalas knmHuyeckas npaktuka"
(yTB. MNpukasom PocTtexpe...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 23.10.2024

5.23. MHOTOLIEHTPOBBIE HCCIIEIOBAHUS
[Tpy MHOTOIIEHTPOBBIX UCCIIEIOBAHUSIX CIIOHCOP JOJDKEH 00ECIICUUTh CIICIyIOIIee:

5.23.1. Bce uccnenoBaTenu IPOBOAST HCCIEIOBAHUE B CTPOIrOM COOTBETCTBUU C MPOTOKOJIOM,
COTJIACOBAaHHBIM CO  CIIOHCOPOM M, €CiIu TpeOyercs, C YHNOJHOMOYEHHBIMH OpraHaMH H
yTBepkaeHHbIM/0100peHHBIM DCO/HIK.

5.23.2. UPK pa3pabortansl TakuMm oOpa3oM, 4TOoOBI cOOpaTh Bce TpeOyemble JaHHBIC M3 BCEX
[[EHTPOB, YYaCTBYIOIIUX B MHOTOIICHTPOBOM HCCJIEIOBAaHUU. TeM HcCIenoBaTeNsIM, KOTOPhIE COOMPAIOT
JOTOJTHUTEIIbHBIC — JTAaHHBIC, JOJDKHBI OBITh  TaKXKe IMpeNoCTaBieHbl  nomonHuTenbHble  PK,
pa3paboTaHHbIE 151 COOpa JOMOTHATEIBHBIX TaHHBIX.

5.23.3. O06s3aHHOCTH HCCIIE0BATENEH-KOOPAUHATOPOB U IPYTUX HCCIEA0BaTeNe JOKYMEHTaIbHO
3aKpEIUICHBI IO Havasa UCCIICIOBAHUS.

5.23.4. BceMm uccrenoBaTeNsM MPeI0CTaBICHbl HHCTPYKIIMH 110 COOJIIOJIEHUIO MTPOTOKOJIA, €IUHBIX
CTaHJIaPTOB OIICHKU KIIMHHYECKUX M TJaOOPATOPHBIX JaHHBIX, a TaKxke 1o 3anoiHeHuto MPK.

5.23.5. CBa3b MeX/ly HCCIIEIOBATENSIMU HE 3aTPyIHEHA.

6. IIpoTOKOJ KIMHUYECKOTO UCCIIE0BAHUS U MTOTIPABKU
K IIPOTOKOILY

[To obmemy mpaBumily, COAEp’KaHUE IPOTOKOJA HCCIEIOBAaHUS JOKHO MMETh YKa3aHHYIO HUXKE
cTpykTypy. OnHako wuH(OpMamus, MMEIOIIas OTHOIICHHWE TOJILKO K OJHOMY HCCIEI0BATEIbCKOMY
LIEHTPY, MOXET OBITh TNPEJCTaBlIeHA Ha OTICIbHBIX CTpPaHUIAX MPOTOKOJA WA COJAEPKATHCS B
OTJIEIbHOM COTJIAIIIEHUH, a YacTh MPUBEACHHON HIKE MH(POPMAIIMU MOXKET TAKXKE COJEPIKATHCS B APYTUX
JIOKYMEHTaX, CChIJIKA Ha KOTOPbIE UMEIOTCS B POTOKOJIE, HAI[pUMEpP B OpOILIIOpE HCCIeA0BATENS.

6.1. O6mmas nadopmanus

6.1.1. Ha3zBanue mporokosia, UI€HTU(UKAIMOHHBIH HOMEp MpoToKosia U jaara. Jlrobas mompaBka
TaK)Ke JOJKHA UMETh HOMED MONPABKY U JIATYy.

6.1.2. HaumeHnoBanmne/umMs 1 apec CrioHCOpa U MOHUTOPA (€CIIU OHH Pa3InyaroTcs).

6.1.3. IMA ¥ NOKHOCTB JIUL, YIIOJHOMOUYEHHBIX OT MMEHHU CIIOHCOpa MOJAIHUCHIBATH IPOTOKOJ U
MOMPABKH K MPOTOKOIY.

6.1.4. I/IMH, HAOJDKHOCTb, aApe€C U HOMEP Teﬂe(bOHa HAa3HAYCHHOT'O CIIOHCOPOM MCIUIHUHCKOI'O
OKCIEPTa MO0 JaHHOMY MCCJIICJOBAHUIO.

6.1.5. IMsi u IOJDKHOCTH HMCCIIEOBATENeH, OTBEUAIOIINX 33 MPOBEICHUE MCCIICIOBAHUSA, a TaKKe
azmpeca U Homepa TeJeOHOB KIMHUYECKHUX IEHTPOB.

6.1.6. VIms1, TOMKHOCTD, ajipec U HOMep TeneoHa KBATHU(PHUIIMPOBAHHOTO Bpaya, OTBEYAIOIIETO 32
MIPUHSITHE BCEX PEHICHUIH MEAUIIMHCKOTO XapaKTepa (€CiIM JaHHOE JIUIIO HE SIBISIETCS UCCIIEIOBATEIEM).
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6.1.7. HaumeHoBaHus W aapeca KIMHUYECKUX JIAOOPATOPUH W APYrUX METUIMHCKUAX W/HITH
TEXHUUYECKHX CITY>KO M/WIIM OpraHn3aliii, BOBICYEHHBIX B HCCIICIOBAHNE.

6.2. OBocHOBaHME UCCIICAOBAHUS
6.2.1. Ha3BaHue 1 oNMcCaHUE UCCIIEAYEMbIX TPOAYKTOB.

6.2.2. CBOJHOE H3J0KEHUE NOTEHLUAIbHO HMMEIOIIMX KIMHUYECKYI0 3HAYMMOCTh pE3YJIbTaTOB
TOKIMHUYECKUX HCCIEIOBAaHUN, a TaKXKe Pe3yNIbTaToB KIMHHYECKHX HCCICAOBAaHUN, 3HAYMMBIX IS
JAHHOTO MCCIIEA0BaHNUS.

6.2.3. KpaTKOG OIMMCAaHHUEC M3BCCTHBIX MW IMOTCHIHUAJIBHBIX PHCKOB M IIOJB3bI IJId CY6T>CKTOB
HUCCICI0BaHUs, €CJIM TaKOBbIC NUMCIOTCA.

6.2.4. Onucanne U 000CHOBaHHE crHoco0a BBCACHHA, NO3UPOBKHU, PCKHMaA NO3UPOBAHUA U KypCa
JICUCHUA.

6.2.5. Yka3aHue Ha To, 4TO UcCCleloBaHue Oy/IeT MPOBOAUTHCS B COOTBETCTBUU C MpoTokoioM, GCP
1 HOPMATHUBHBIMU TPEOOBAHHSIMH.

6.2.6. Onucanue uccieyeMou MOMyJIsALH.

6.2.7. Ccpulku Ha JUTCPATYPHBIC MCTOYHUKU M OAHHBLIC, CYIICCTBCHHBIC I HCCICAOBAHUA H
npeaACTaBJIAOIIUC c0o00ii 000CHOBaHHE JaHHOT'O UCCIICIOBAaHMA.

6.3. Llenmu u 3a1a4u UCCIeIOBAHMS
JleTanpHOE ONUCaHKE LEJICH U 3a/1a4 UCCIIeIOBAHUS.
6.4. Jluzaitn uccieo0BaHus

Hay4nass 000CHOBaHHOCTb MCCJICIOBAHUS U JIOCTOBEPHOCTH MOJIYUCHHBIX B MCCIICIOBAHUU JTAHHBIX
CYIIECTBEHHO 3aBHCAT OT JAu3aiiHa uccieaoBanus. Onucanue au3aifHa UCCIIe0BaHUS JODKHO BKIHOYATh
B ceOs:

6.4.1. Yka3zaHue OCHOBHBIX M JONOJHUTEIBHBIX (IIPH HAJMYMU) MCCIEAYEMBIX MapaMeTpoB,
KOTOpbIE OyIyT OLIEHUBATHCS B XO/1€ UCCIIEIOBAHMUS.

6.4.2. Onucanuwe TUMa/nu3aiiHa TPOBOJUMOIO HCCIEAOBAHUS (HAMpUMeEp, ABOMHOE CIEmnoe,
1a1e00-KOHTPOIUpyeMoe, MapajienbHoe) U TpaduYecKyto CXeMy Au3aiiHa UCCIeOBaHMs, TPOLEAYp U
ATaroB HUCCIIEI0OBAHUS.

6.4.3. Ommcanue MCp, HAIIPaBJICHHBIX Ha MI/IHI/IMI/IBaLII/IIO/I/ICK.HIO‘-ICHI/IC Cy6’beKTI/IBHOCTI/I, B TOM
YHUCIIC:

a) paHaoMHU3alnu,

0) crenoro MeTo/1a/MaCKUPOBKH.
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6.4.4. Onucanue MCHOJIb3YEMOI'O B HCCIEJOBAHUM JICUYEHHUS, JO3UPOBKUM M CXEMbl IPUMEHEHUs
UCCIEeyeMbIX NPOAYKTOB. Takke BKIIOYaeT B ceOs OMMCAaHHE JIEKAPCTBEHHOW (OPMBI, YIAKOBKU H
MapKHPOBKH UCCIIEYEMBIX MPOIYKTOB.

6.4.5. O)I(I/I,I[aeMaH IMPOOOJDKUTCIIBHOCTL  Y4aCTUA Cy@b@KTOB B HCCICJOBaHHUH, OIIMCaHHEC
MMOCJICAOBATCIIBHOCTU W HPOAOJLDKHUTCIBHOCTH BCCX IMICPUOAOB HCCICAOBAHUA, BKIIKOYAadA MCPUOL
IMOCJICAYIOIICTO Ha6J'IIOI[CHI/I$I, €CJIM TaKOBOM mpeaAYyCMOTPCH.

6.4.6. Onucanue "npaBuil OCTAHOBKU' WIN "KPUTEPUEB UCKIHOUYEHUS" AJI OTIEIbHBIX CYOBEKTOB,
YJacTel MCCIIeAOBaHUS HITH UCCIIEIOBAHUS B IIEJIOM.

6.4.7. Ilpoueaypsl yueTa UCCaeAyeMbIX IPOIYKTOB, BKJIIOYAsl, MPU HAIMYUH, TJIA[e00 U MpernapaThl
CpaBHEHHUS.

6.4.8. XpaHeHue paHA0MHU3ALMOHHBIX KOJIOB U MPOLIETYPhl UX PACKPBITHS.

6.4.9. llepeuenp Bcex [aHHBIX, perucTpupyembix Hemocpenctsenno B HMPK (t.e. 06e3
MpEABAPUTEIIBHONW 3alMCH B MUCHbMEHHOM WJIM 3JIEKTPOHHOM BHJE) M PAacCMATPUBAEMBIX B KauyeCTBE
MIEPBUYHBIX JAHHBIX.

6.5. OT00p 1 UCKITOUYEHUE CYyOBEKTOB
6.5.1. Kpurepun BKiIrOYeHUS CYOBEKTOB.
6.5.2. Kpurepuu HeBKIIOYEHUS CyOBEKTOB.

6.5.3. Kpurepuun wuckioueHuss CyObeKTOB (T.€. OCHOBAaHMS TMPEKpallleHUus NPUMEHEHUs
HCCIIEYEMOTO TPOTYKTa/UCCIEAYEMOTO JICUCHHUS ), @ TAKXKE TPOLETYPHI, OIPEACIISIONIHE:

a) KOT/Ia ¥ KaK CyObEeKTOB UCKITIOYaTh U3 HUCCIEI0BAHUS/ICUCHUS UCCIIEeyeMbIM TPOAYKTOM;
0) KaKue JaHHbIE U B KaKHE CPOKH JIOJDKHBI OBITH COOpPAHBI 1O MCKIIFOUEHHBIM TAIUEHTaM;
B) 3aMEHEHBI JIM U KaKUM 00pa30M BBHIOBIBIIIHE CYOBEKTHI;

r) Toclenayromiee HaOMoJeHUe 3a CyOBbeKTaMH, HCKIIOUYEHHBIMH W3 JICUCHUS HCCIEYEMbIM
MIPOYKTOM/UCCIIETYEMbIM JICUCHUEM.

6.6. JleueHue cyObeKTOB

6.6.1. OC}’H.ICCTBHS[GMOG JICUCHUEC, BKIIIOYAsA Ha3BaHUA BCCX IMPOAYKTOB, UX HO3UPOBKH, YACTOTY
mnpuema, HYTI/I/CHOCO6I>I BBCACHHA, A TaKXEC MPOAOJDKUTCIBHOCTL JICHCHHA, BKIIIOYasA TMICPUOIbL
MoCJICAYOIICTO H3.6J'IIOI[CHI/I}I JJIA Ka)KHOﬁ rpyImsbl JCYCHUA UCCICAYCMBbIMU IIPOAYKTaMU.

6.6.2. JlexapcTtBa/ciocoObl JieUeHUs, MPUMEHEHUE KOTOPBIX DPa3pelIeHO (BKJIHOYas HEOTIIOXKHYIO
TEpaIuIo) UM HE pa3pereHo 10 U/UIH BO BPeMs HCCIeI0OBAHMUS.

6.6.3. MeTtoabl KOHTPOJIA 32 COOTIOCHUEM MPOLENYP CYObEKTaMH.
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6.7. Onenka 3¢ HeKTUBHOCTH

6.7.1. Ilepeuenn napameTpoB 3 PEKTUBHOCTH.

6.7.2. MeTo/bl U CPOKH OLICHKH, PETUCTPALIMY M aHAJIN3a TapaMeTpoB 3(P(EKTUBHOCTH.
6.8. Ouenka 0e30I1aCHOCTH

6.8.1. Ilepeuenp mapameTpoB 6E30MIACHOCTH.

6.8.2. MeToabl ¥ CPOKU OLIEHKH, PETUCTPALIMU U aHAJIN3a TapaMeTpOB OE30MaCHOCTH.

6.8.3. TpeboBaHus K OTYETaM, MPOIEAYPHl IO PETHCTPAIMN U COOOMICHHSIM O HEXeIaTelbHBIX
SIBIICHHUSIX ¥ MHTEPKYPPEHTHBIX 3a00JICBAaHHSIX.

6.8.4. Merog U MNPOJOJKUTENBHOCTh HAONIONEHUS 3a CYObEKTaMM I10C/I€ BO3HUKHOBEHUS
HE)KENIaTeIbHBIX SIBICHUH.

6.9. Cratucrtuka

6.9.1. Onucanure CTaTUCTHYECKUX METOJIOB, KOTOPHIE MPEIONaraeTcs HCIOJIb30BaTh, BKIIIOYas
CPOKHU KayKJ0Tr0 IJIaHUPYEMOT'0 IIPOMEKYTOUHOTO aHATIN3a.

6.9.2. [lnanupyemoe KOJHYECTBO CyOBEKTOB. B cilydyae MHOTOIICHTPOBBIX HCCIICAOBAHUI JTOJDKHO
OBITh OTPECIICHO TUIAHUPYEMOE KOJMYECTBO CYOBEKTOB B KaxkaoM IieHTpe. OO0OCHOBaHHWE pa3mepa
BBIOOPKH, BKJIFOYAs PACCYXKICHUS WM BBIYMCICHUS JJIsI OOOCHOBAaHUS CTATHCTUYECKOH MOIIHOCTH
HUCCIICO0OBAHUA U KIIMHUYECKOU IIPaBOMCPHOCTU HUCCIICOOBAaHMA.

6.9.3. [IpuMeHsieMBblil ypOBEHb 3HAYMMOCTH.
6.9.4. Kpurepuu npekparieHus: uCCie10BaHMUsl.
6.9.5. IIponienypsl yuera OTCYTCTBYIOIINX, HE MOMJIEKAINX aHAIU3Y U COMHUTENBHBIX JAaHHBIX.

6.9.6. ITlpoueaypsl COOOIIEHUSI O JIOOBIX OTKJIOHEHHUSX OT MEPBOHAYAIBHOTO CTATHCTHUYECKOTO
miaHa (BCE OTKIOHEHHMS OT MEPBOHAYAIBHOIO CTATHCTUYECKOTO IUIaHA JIOJDKHBI OBITH OMHMCAaHBI U
000CHOBaHBI B IPOTOKOJIE€ U/ MM (PUHAIIBHOM OTYETE 00 MCCIICIOBAaHUN).

6.9.7. Ot6op cyOBEeKTOB A aHauu3a (HampUMep, BCE paHIAOMHM3UPOBAHHBIE CYOBEKTHI, BCE
CyOBEKTBl, TMOJY4YMBIIME XOTsI Obl OJHY J03y HCCIENyeMOoro Ipernapara, BCE CYOBEKTHI,
COOTBETCTBYIOLINE KPUTEPUSIM 0TOOpa, CYyOBEKTHI, JTaHHbIE KOTOPBIX MPUTOIHBI JJIsl OLIEHKH).

6.10. IIpsiMoit 1OCTYI K MEPBUYHBIM JIaHHBIM/TIOKYMEHTALIUU

CrioHCOp 0JKEH MPeAyCMOTPETh B IPOTOKOJIE WM MHOM IMHMCbMEHHOM COTJIAIIEHUH 00S3aHHOCTh
uccienoBareneii/opran3anii = He  MPensTCTBOBAaTh  MPSIMOMY  JOCTYNy K  TEPBUYHBIM
JAHHBIM/TOKYMEHTALMU Ul TPOBEACHUS CBS3aHHBIX C HCCIEJI0BAaHHMEM MOHUTOPHMHIA, AayAWTa,
STUYECKOM IKCIIEPTU3BI, a TAKKE MHCIEKIIMH CO CTOPOHBI YIIOJITHOMOYEHHBIX OPraHOB.
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6.11. KonTponp xauecTBa 1 o0ecrieyeHre KauecTBa

6.12. DTuka

Onucanue 3THYECKUX ACTIEKTOB UCCIICIOBAHMUS.

6.13. PaGora ¢ maHHBIMHU ¥ BEACHUE 3aIUCER

6.14. duHaHCHPOBAHUE U CTPAXOBAHUE

DuHaHCUPOBAHHUE U CTPAXOBAHKE, €CJIM OHU HE OMMCAHbI B OTAEIBLHOM JIOTOBOPE.
6.15. [lybnukanuu

[TonuTuka B OTHOIIEHUH MTyOIMKAIM, €CIM OHA HE OMMCaHa B OTAEILHOM JJOTOBOPE.
6.16. IIpunoxxenus

[Ipumeuanne - IlockonmbKy  MPOTOKOJA  MCCIAENOBAaHUS W OTYET O  KIMHUYECKOM
WCCJICIOBAaHUH/MCTIBITAHUN TECHO CBSI3aHBI, JJISl JIONOJHUTENbHON nHpOopMamuu cMm. pykooacTBo ICH
"CTpyKTypa 1 COAEpKaHUe OTYETa O KIMHUYECKOM HUCCIeq0oBaHuu".

7. bpolitopa uccieaoBarens

7.1. Beenenue

Bbpomrtopa wuccrnenoBarens (BM) mpencraBiser coOOW CBOJHOE H3JIOKCHHE KIMHHUYECKHX U
JOKJIIMHUYECKUX JIaHHBIX 10 MCCIELYEMOMY NPOAYKTY, KOTOPbIE UMEIOT 3HAUYEHUE Ul €r0 U3YYEHUs C
ydacTHEM 4YelloBeKa B KauecTBe cyObekTa uccienoBanus. Haznauenmem BU sBnsiercs mpenocraBieHue
UCCIIeIoBAaTEeNsIM M JPYTUM JIMIAM, BOBJICYEHHBIM B TIPOBEJIEHHE WCCIIEAOBaHMs, HHOpMalNY,
MTOMOTaloIIe MOHUMAHUIO U COOJIIO/IEHNI0O MHOTHX CYIIECTBEHHBIX MOJOXKEHHH MPOTOKOJA, TAKUX Kak
71033, YacTOTa/MEePUOJUYHOCTh 103, CIOCOOBI BBEIEHUS, a TaKKe MpoIelypbl MOHUTOPHHIA
6esomacHoctu. BU Takxke obecneunBaeT MOHMMAaHHE, CIIOCOOCTBYIOIIEE KIMHUYECKOMY BEICHUIO
CyOBEKTOB HCCIIEIOBaHMsI B TE€UEHHE Kypca KIMHUYECKOro ucciepoBanus. MHdopmaus gomkHa ObITH
MpEeACTaBICHa B KPaTKOW, MPOCTOW, OOBEKTUBHOW, B3BEIICHHOW M JIMIICHHOM pPEKIAMHOTO OTTEHKa
¢dopme, MO3BOJIAIOIEH KIMHULUCTY WU MOTEHIUAIBHOMY HCCIIEI0BATENIO0 MOHATh €€ U chOpMUpPOBAThH
CBOIO COOCTBEHHYIO0 OOBEKTHBHYIO OLIEHKY I1€JIECO00Pa3HOCTH MPEAIaraéMoro UCCiae10BaHusl UCXO0Is U3
COOTHOILIEHUs] pUCKa U MoJb3bl. [1o 3TON mpuunHe B pegakTupoBaHuu bU 0ObIYHO TOKEH NPUHUMATh
ydyacTue MEAMIMHCKHI 3KcmepT, Ho cojaepkanue bW nomkHO ObITh 000peHO chenuanucTaMu TeX
obuacTei, rie ObLIM MMOJIyYeHbI ONTUCHIBAEMbIE TAHHBIE.

Hacrosimuii cranmapt omnpezaenseT MUHMMAaJIbHBIM 00beM HHQpOpMAIMH, KOTOpas I0JKHA ObITh
BKIIOYeHa B bBU, u J1aer pexkoMeHJalMu 10 CTPYKTYpe H3JI0KEHHs JaHHOW HWH(pOpMAaIUU.
[Ipenmnonaraercs, 4To Xapakrep U 00beM AOCTYNHON HH(OpManuu Oyn1yT U3MEHATHCSA B 3aBUCUMOCTH OT
CTaguM pa3pabOTKU HCCiIeqyeMoro npoaykTa. Eciam uccrneayemblit MPOAyKT HAXOIUTCS Ha PBIHKE U
OOJBITUHCTBY MPAKTUKYIOIIMX Bpauei XOPOIIO U3BECTHHI €ro (hapMaKoJIorHiecKue cBoicTBa, b moxer
ObITH MeHee MoJpOOHOM. ['1e 3TO nomycKaeTcs yHOJIHOMOYEHHBIMH OpraHamu, BMecTo bU moryt ObITh
MCIOJIb30BAaHbl MaTepUajbl, cCoAepkKallie OCHOBHYIO MH(OPMALIMIO O MPOAYKTE, JINCTOK-BKIIAJBIII HUIIU

www.consultant.ru CrpaHuua 40 us 59
HafeXXHaa npaBoBad noaaep)xka


https://www.consultant.ru/
https://www.consultant.ru/

"IOCT P 52379-2005. HauvmoHanbHbIN cTaHaapT Poccwiickon Genepaumu.
Hapnexalas knmHuyeckas npaktuka"
(yTB. MNpukasom PocTtexpe...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 23.10.2024

uH(popManusg Ha OSTUKETKE TPU YCIOBHH, YTO AaJbTCPHATUBHBIM BapHAHT COJEPKUT AaKTyalbHYIO,
BCECTOPOHHIOID M MOAPOOHYI0 HH(MOpManuio 000 BCEX XapaKTEPUCTUKAX HCCIEIyeMOro MNpOAYKTa,
KOTOpPBbIE MOTYT OBITh BaXKHBI JUIsl UcchenoBaTens. Eciau 3aperucTpupoBaHHbIM MPOAYKT UCCIIENYETCs Ha
IpeIMeT HOBOrO NMPHMEHEHHUs (T.e. 0 HOBOMY MoKa3zaHuio), bW nomkHa ObITh COCTaBieHA C y4eTOM
HOBOTO puMeHeHus. BU cienyer nmepecMarpuBaTh HE pexke OIHOTO pa3a B TOJ U, PU HEOOXOJAUMOCTH,
JOTIOJIHATh B COOTBETCTBUM C IMHCbMEHHBIMM IMpOILEAYypamMHu CIOHcopa. B 3aBucumocTtH OT craguu
pa3paboTKu MPOAYKTA U TIO0 Mepe MOCTYIICHHS] HOBOW 3HaunMon uHpopmanuu B MOXKXHO AOTIONHATE U
Oonmee yacrto. OgHAKO B COOTBETCTBHHM C HaIexamed kimHudeckor mpaktukoir (GCP) HoBas
uH(popManUsg MOXKET OBITh HACTOJIBKO Ba)KHA, YTO €€ HEOOXOAMMO COOOIIUTH HCCIEAOBATEISIM H,
Bo3MokHO, DCO/HOK n/unu yrnoasHoOMOYEHHBIM OpraHaM JIo €€ BKIIFOUYCHHS B HOBYIO penakiuio bU.

Kak npaBuiio, CnoHCOp OTBEYAET 3a NPEAOCTABICHHUE UCCIEA0BATENSAM aKTyalbHOU penakuuu bU, a
HCCIEA0BATENIM OTBEYAOT 3a MPEAOCTaBICHHE akKTyalbHOM pemakuuu bW cooTBercTByrOIIEMY
3CO/H3K.

Ecin cnoHCOpoM HCCIIeJOBaHUs ABJIAETCS UCCIIENOBATENb, OH JOJDKEH yJIOCTOBEPUTHCS, JOCTYIHA
T OpoIropa KOMMEPYECKOro Hpou3BoauTens. Ecim uccnemyeMslii MPOayKT NPEAOCTaBIISCTCS CaMUM
CIIOHCOPOM-HCCIIEI0BATENIEM, OH JOJDKEH JOBECTH HEOOXOUMYI0 MH(POPMALIMIO 10 CBEJCHUS 3aHATOrO B
UCCIIEIOBaHUM TepcoHana. Eciu  oTCyTCTByeT IpakTH4ecKass HEO0OXOIMMOCTbh cocTaBieHus bU
CTaHJapTHOro (opMaTa, B KadyeCTBE AIbTEPHATUBBI CIIOHCOP-UCCIIEAOBATENb JOKEH HPEICTaBUTh
MUHHMAaJIBHBII 00BEM aKTyaabHON MH(OpMAIMK, ONMMCAHHON B HACTOSIIEM CTaHIAPTE, B PACIIMPEHHOM
paszene 000CHOBaHMSI UCCIIEAOBAHMSL.

7.2. O0111M€E 0T0KEHUS
BU noipxHa BKIIrOYaTh B ce0s:
7.2.1. TuTynpHBIN TUCT

JlomxHbl OBITH yKa3aHbl HAaUMEHOBAHHME CIIOHCOPA, WIACHTH(PHUKATOPHI KAXKIOTO HCCIEIyeMOro
MPOJYKTa (T.€. HOMEP UCCIEIOBaHMS, XUMHUUECKOE UM OJ00PEHHOE PKEHEPHUUECKOe Ha3BaHUE, a TaKxKe
TOPrOBBIE Ha3BaHUS, T/Ie Pa3pelIeHO 3aKOHOJATENIbCTBOM U IO JKEJaHHWIO CIIOHCOpa) M JaTa pelaKinu
BU. Pekomenayercs yka3piBath Homep Bepcun b, a Takke HOMep W naTy npenbiayiieil penakuuu bU.
[Ipumep npuBeaeH B IPHIOKEHUH 1.

7.2.2. Yka3aHue Ha KOH(DUIEHIIMAIbHOCTb

ITo >xenanuio croHCOp MOKET BKIOUMTh B B yBenomiienue ncciaenopareneii/momyyarenei o Tom,
YTO OHU JOJDKHBI paccMmarpuBaTh bW kak KOH(UIEHIMAIbHBIM JOKYMEHT, MpeAHa3HAuYEeHHbIN
UCKJIFOUUTENILHO U1l O3HAKOMJIEHUS M MCIIOJIb30BaHUs Hccie1oBaTenbckuM KosekTiusoM 1 DCO/HOK.

7.3. Coneprkanue OpOITIOPHI HCCIIEIOBATENS

B nomxHa uMeTh cileayrollue pa3fenbl, KaXIbli M3 KOTOPBIX, TJ€ MOJIXOJIUT, CIEIYeT
COMPOBOXK/IATh CIIICKOM CCBHIJIOK Ha JINTEPATYPHBIC HCTOYHHKHU:

7.3.1. Ornasienue
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[Tpumep ornaBieHusl NPUBEIEH B IPUIIOKEHUH 2.
7.3.2. Pe3rome

JIOJMKHO OBITH MPENCTABICHO KPAaTKOE pe3toMe (JKelIaTelbHO, HE IMPEBBIIIAIONIEE JIBYX CTpPaHMIL)
NOCTYNMHOM wuH(popManuu O QUINYECKUX, XUMHYECKHX, (apMalleBTHUECKUX, (HapMaKoJIOTHYECKUX,
TOKCUKOJIOTHYECKHUX, (PApMaKOKHHETHYECKUX, METa0OMUYECKHMX W  KIMHUYECKUX  CBOMWCTBAX,
COOTBETCTBYIOIIEH TEKYIIEH CTa Iy KIMHUYECKOH pa3pabOTKU UCCIIEyeMOro IPOAYKTa.

7.3.3. Beenenue

B kparkoM BBOAHOM pazjene AOJDKHBI ObITh YKa3aHbl XHUMHMUYECKOE Ha3BaHHE (a TaKkxke
JDKEHEpUYEeCKOe M TOProBO€ HAa3BaHMs, €CIM OJO0OpPEHBI) HCCIETyeMOro IpOAYKTa, BCE aAKTHUBHBIC
MHIPEIMEHTHI, (hapMaKoJIOTn4ecKas Ipymnmna, K KOTOPOH OTHOCUTCS MCCIEeNyeMbIi MPOAYKT, U MECTO, Ha
KOTOpOE OH B HEW MpeTeHyeT (HampuMmep, MPEerMyIIecTBa), 000CHOBAaHHUE Il H3yUECHHUST HCCIIETyEMOTO
IPOAYKTa, a TaKXe €ro OKuAaeMble NPOPUIAKTUYECKUE, TEeparneBTUYEeCKUe WM JUarHOCTHYECKHUE
nokazanug. Kpome Toro, B BBOJHOM paszjelne A0DKeH ObITh chopMymupoBaH OOIIMI MOIXOM K OICHKE
HCCIIEIyeMOT0 MPOYKTA.

7.3.4. ®usnueckue, XUMUYECKHE U (papMalleBTUYECKHE CBOMCTBA U JIEKApCTBEHHAS (hopMa.

Jlo;okHBl  OBITH TPEACTaBICHBl ONUCAaHHE KOMIIOHEHTOB HCCIEAYeMOIro MpoJayKTa (BKIOYast
XUMHAYECKHE W/WIM CTPYKTypHBbIE (OpMYIBI), a TaKKe KpaTKas CIpaBKa O €ro CyIIeCTBEHHBIX
(bu3nYeCcKUX, XMMUYECKHX U (DapMaleBTUUYECKUX CBOMCTBAX.

Jns obecrieyeHns afeKBaTHBIX Mep O€30MacHOCTH B XOJI€ MCCIEIOBAaHMS JOJDKEH OBITh yKa3aH H,
ecnu TpeOyeTcsl, 000OCHOBaH COCTaB JICKApCTBEHHOM (hOpMBI, BKIIOYas JONOJHHUTEIbHBIE BEIECTBA.
Taxxe 10JKHBI OBITH NMPEAOCTABIEHbl MHCTPYKLUU MO XPAHEHHWIO M MCIIOJIb30BAHUIO JIEKAPCTBEHHBIX

bopm.
Crnenyet ynmoMsiHyTh JIF000€ CTPYKTYPHOE CXOJICTBO C IPYTUMH U3BECTHBIMU BEIIECTBAMH.
7.3.5. JloKIHHHYECKUE UCCIICAOBAHUS
Beenenue

JloKHBI OBITH MpE/ICTaBIEHbl B KpaTKOH (opMe pe3ybTaThl BCEX CYIIECTBEHHBIX JTOKIMHUYECKUX
UCCIEeIOBaHUM  (apMakoIOrM4YeCKUX CBOMCTB, TOKCHYHOCTH, (PAapMakKOKMHETHKM U MeTabonu3ma
UCCIIElyeMOro MpoAayKTa. JIOMKHBI OBITH OMHUCAHBl HCHOJB30BAHHBIE METO/bI, MPEJCTABICHbI
IMOJIYYCHHBIC PE3YJIbTAThl, 4 TAKXKC HUX 06Cy>KI[eHI/I€ B CBA3U C HCCICAYEMBIMU TCPAIICBTUYCCKHMU H
BO3MOKHBIMU HEOJIAronpusTHeIMU 3¢ (dekTaMu y 4eaoBeKka. B 3aBUCMMOCTH OT HaJM4Ms/IOCTYITHOCTH
nH(pOpMaIINY yKa3bIBAIOT ClIEAYIOIIEe:

Hcrionb30BaHHbBIE B UCCIEAOBAHUAX BUbI )KUBOTHBIX.
KonugecTBO M 1MOJ )KMBOTHBIX B KaXKIOW TPYIIIIE.

Enununs! u3smepeHus 10361 (HanpuMep, MUJUTUTpaMM/KHJIOTpaMM (MIV/KT)).
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KparHocTh BBeieHU .

[1yTe BBECHUS.

JmuTenpHOCTh Kypca BBEJICHHUS.

Wudopmarniys, oTHOCSIIAACA K CHCTEMHOMY pacIpeielICHHIO.

[Tpo0IKUTETHHOCTD MOCTEIYIONIET0 HA0IIOICHHS ITOCIe OKOHYAHHSI BBEJICHUS IIperapara.
Pe3ynbratel, BKIIIOYask paCKpbITHE CIAEAYIOUIMX aCHEKTOB:

- XapakTepa M 4acTOThI (PApMaKOIOTHUECKUX HIIM TOKCHYECKHUX YPPEKTOB;

- BBIPAKEHHOCTHU WJIM CTENIECHH TSHKECTH (papMaKOoJIOTHUYeCKUX MIIM TOKCHYECKHUX 3P PEKTOB;
- 10303aBUCUMOCTH 3 (HEKTOB;

- BpEMEHHU J10 HacTyrieHus 3G (HeKToB;

- oOpartumoctu 3(hpekToB;

- MPOAOKUTENBHOCTH (D (PEKTOB.

Jns  Oonpliel HarygIHOCTH JaHHBIE CIIEAYeT, IO BO3MOXHOCTH, IPEACTaBIsATH B BUJE
tabmun/cnuckoB. Ilocnenyronme pasgensl JODKHBI  COAEp)KaTh OOCyXjaeHue Haubojiee Ba)KHBIX
pE3yJIbTaTOB HCCIEAOBAaHUHN, BKJIIOYAs JO303aBHCUMOCTh HAOII0AaeMbIX 3(P(PEKTOB, UX IKCTPATIOJISAIIIO
Ha 4YelloBeKa, a TakKXe JIoOble MHBbIE aCHeKThl, TpeOyrollue HCcCleoBaHMsA Yy uenoBeka. Tam, rue
HE00X0JIMMO, JTOJKHO OBITh MPOBEACHO CpaBHEHHE d(PPEKTUBHBIX U HETOKCHMYECKMX 103 Ipernapara Ha
KHMBOTHBIX OJHOTO M TOTO € BHJA (T.. HEOOXOIMMO MPEAOCTABUTH OOCYXKJIEHUE TEpareBTUYECKOro
uHaekca). Crnemgyer yka3aTh, KaK 3TH JaHHBIE COOTHOCSITCSI C JO3MPOBKAMH, HpeIaraeMbIMU IS
IIPUMEHEHHUs Y 4eloBeKa. Bo Bcex ciydasix, rie BO3MOXKHO, IPU IPOBEJEHUH CPABHEHUN PEKOMEHTyeTCs
YKa3bIBaTh KOHIIEHTPAIMH Mpenapara B KpOBU/TKaHU, a HE I03UPOBKH, BBIPAKEHHBIE B MI/KT.

a) JloknuHnyeckas papmaxonaorus

JlanHbIil pa3zfen oJDKEH BKIOYaTh B ce0s KpaTKoe omnucaHue (apMaKoJIOTHYECKHX CBOMCTB
HCCIIEIyeMOT0 TPOJYKTa M, €CIM 3TO BO3MOXKHO, €ro OCHOBHBIX METabOJIUTOB IO pe3yibTaTaM
HCCIIeIOBaHUM Ha XKMBOTHBIX. KpaTkoe omucaHue TOJKHO BKJIIOYATh B ce€0sl MCCIETOBAaHUS MO OLIEHKE
BO3MOKHOW TEpaneBTUYECKOM aKTUBHOCTH (Hampumep, 3(PQEeKTHUBHOCTb NpU SKCIEPUMEHTAIBHON
[IaTOJIOTUH, JINTaH/1-PELIENITOPHOE B3aUMOAECHCTBHE U CIIEHU(PUUHOCTD JEHCTBUS), a TAKKE HCCIIECIOBAHUS
1o OIleHKe 0e30MacHOCTU (HampuMep, ClieUalbHble UCCIEI0BAHMS ISl U3y4eHUs WHBIX, HE HUMEIOIINX
TeparneBTUYECKO HalpaBICHHOCTH, papMaKoIOrHuecKux 3PQPeKToB).

6) ®apMakOKMHETHKA U METa0O0IU3M MPOIYKTA Y )KUBOTHBIX

JlaHHbIN pa3zien NoJDKEH BKIKYATh B ce0sl KpaTKoe onucaHue (papMaKOKMHETHKH, MeTabonu3ma u
pacnpeziesieHuss UCCIEAYEMOro MPOIYKTa B TKAHAX JKMBOTHBIX BCEX BHUJOB, HA KOTOPBHIX IPOBOAMIIUCH
uccinenoBanus. JlomkHbl OBITH OCBEIIEHBl BCAChIBAaHWE, MECTHAsi M CHUCTEMHash OWOJOCTYIHOCTb
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HUCCIICAYCMOI'0 NpOoAYKTa M C€ro MeTa6OHI/ITOB, a TaKXKC HUX CBA3b C JaHHBIMH (bapMaKOJIOI‘I/I‘ICCKI/IX n
TOKCHKOJOTHYCCKUX I/ICCJ'Ie,I[OBaHI/Iﬁ Ha )XMBOTHBIX.

B) Tokcukomorus

Janublif pa3gen [OOJDKEH BKJIOYATh B ce0s KpaTKoe ONUcaHue TOKcHyeckuX dhdexTon
HCCIIEAYEMOro MPOAYKTA, BBIIBICHHBIX B HCCJICJAOBAHMSIX Ha KUBOTHBIX pa3HbIX BUIOB. Cienyer, mo
BO3MOXXHOCTH, MPUACPKUBATHCS HIXKEITPUBEIEHHON CTPYKTYPHI OIJIaBJICHUS JAHHOT'O pa3jena:

- TOkCHYHOCTB NpU OJJTHOKPATHOM BBEJICHUMU.
- TOKCMYHOCTH TP MHOTOKPATHOM BBEJCHUMU.
- KaH11epOreHHOCTh.

- CneuuanpHble UCCIENOBaHMS (HAPUMEp, MECTHO-pa3pakarollee | ajuIepru3npyolee
NEHCTBUSA).

- PennpotyKTHBHas TOKCUYHOCTb.

- e HOTOKCUYHOCTh (MyTareHHOCTb).
7.3.6. JleiicTBUE y uerIoBEKa
Bsenenue

B sTom paznene noapoOHo 00CyXIar0T U3BeCTHBIE 3()(HEKTH NCCIETyeMOro MPOAyKTa y YeloBeKa,
BKJIIOYass HMH(POPMALMIO, OTHOCAIIYIOCS K (papMakOKHMHETHKE, MeTadonu3My, (apMaKoIHMHAMUKE,
710303aBUCUMOCTH 3¢ ¢dekToB, Oe3omacHOCTH, 3(P(GEKTUBHOCTH, a TaKkKe JAPYrUM  BHJAM
(bapmakoornyeckoii akTuBHOCTH. [10 BO3MOXHOCTH, IOJKHO OBITH AHO KPAaTKOE ONMHCAHHE Ka)IIOTO
3aBEPIIEHHOI0 KIMHUYECKOrO HcclefoBaHMs. Takxke IOJKHAa OBbITh NpeicTaBieHa WHpopMalnus o
pe3ynbTarax JIro00ro UCIOJIb30BAHUS UCCIIETyeMOro MPOAyKTa BHE PAMOK KIMHUYECKUX HCCIIEIO0BAHUH,
HamnpuMep CBeJIeHHs], TOJyYEHHbIE BO BPEMsI IOCTPETUCTPALIMOHHOIO IPUMEHEHUS POIYKTa.

a) dapMaKOKMHETHKA U METa0OJIU3M y YeloBeKa

JlaHHBINM pazfen TOJKEeH coaepkaTh KpaTKyl MH(OpMaIuio, OTHOCALIYIOCA K (hapMaKOKHHETHKe
HCCIIETyeMOro IPOAYKTa, U BKIIIOYATh B ce0s clieayrolee (B 3aBUCUMOCTH OT HAaJIU4YUs JaHHbBIX ):

- dapmakoKWHETUKY (B TOM uMcie MeTaOO0JIM3M, BCAachlBaHUE, CBSA3BIBAHHE C OEIKaMU IJIa3MBbl,
pacrpeiesieHue U BHIBEJICHHUE).

- buonocrynHocts ucciaenryeMoro mpoaykra (abCONMIOTHYIO, TA€ 3TO BO3MOXKHO, W/HWIU
OTHOCHUTEJIbHYIO) C UCIIOJIb30BaHUEM OIPEIETICHHON JIeKapCTBEHHOM (JOPMBI B KAUECTBE CPAaBHEHUSI.

- CyOnonynsiuu HaceleHus (Harpumep, pa3indus 10 Moy, BO3pacTy UIU HapyHIIeHUsM (GyHKInH
OpTaHOB).

- B3aumopaencTBus (HaanMep, JICKApCTBCHHBIC B3aHMOJICHCTBUS U BIMSHUE npruemMma HI/IH_II/I).
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- Jpyrue nanHble 1o (apMaKOKMHETHKE (HAmpuMep, pe3yJabTaThl IMPOBEACHHBIX B paMKax
KJIMHUYECKUX UCTBITAHUHN (papMaKOKMHETUYECKUX UCCIIEA0BAHUM Ha pa3IMyYHbIX TPYINAX).

0) bezomacHocTh 1 3()(heKTUBHOCTH

Kparko pmomxna ObITh mpeacTaBieHa HH(OpManusi, OTHOcAImascs K  Oe30macHOCTH,
bapmakonuHamMuKe, YPPEKTUBHOCTH U J10303aBUCUMOCTH 3(P(HEKTOB HCCIEAYEMOro MPOAyKTa (U €ro
MeTabOoJINTOB, €CIIU €CTh JaHHbIC), MOJy4YeHHas B XOJ€ NPOBEICHHBIX KIMHUYECKUX HCCIEIOBAaHHUN (C
y4acTHeM 3JI0POBBIX JTOOPOBOJBIEB W/WIM TAaIMeHTOB). Jlo/bkHA OBITH MpeAcTaBlieHAa WHTEPIIPETAIIHS
3TUX AaHHBIX. ECIIM 4acTh KIMHUYECKUX MCCIEIOBAaHHUN YK€ 3aBepIIeHa, /Ui 0ojee ICHOTO BOCTIPHATHS
AAaHHBIX PCKOMCHAYCTCA MNPCACTABUTHL II0 3aKOHYCHHBIM HCCICAOBAHUAM CBOJAHBIC OTYCTHI IIO
3 PeKTUBHOCTH M 0E30IMaCHOCTH HCCIEAYEMOro MPOJYKTa IO OTICIBHBIM IOKA3aHHUAM Yy Pa3IHYHBIX
HOHYHﬂHHﬁ. Taxxe PCKOMCHAYCTCA HUCII0JIb30BAaTh CBOJAHBIC Ta6JII/ILIBI HCXKCIJIATCIIbHBIX peaKHI/Iﬁ 110 BCEM
KJIMHUYECKUM HCCIIEIOBAHUAM (BKJIFOUAsi HCCIICAOBAHMUS IS JIIOOBIX M3YYaBIIMXCS MMOKa3aHUi). J0mKHBI
OBITE OCBCIICHBI 3HAYUMBIC pa3jivuusad B xapaKTepe/qaCTOTe HEXKECJIaTCIIbHBIX peaKHI/Iﬁ Kaxk JaJisa
Pa3IUYHBIX TOKA3aHUH, TaK U JUIS PA3THMYHbIX ITOITYJISIIHA.

B b1 JOJIDKHBI OBITH OIMCAHBLI BO3MOYKHBIC PUCKHU KW HCKCIATCIILHBIC PCAKIIUH, KOTOPHLIC MOXHO
0XXNJaTb, OCHOBBIBAJICb HAa HAKOIUICHHOM OIIBITC IMPUMCHCHUA KaK HCCICAYEMOTO IIPOAYKTA, TaK H
CXOJHBIX C HUM ITPOAYKTOB. I[OJI)KHI)I OBITh TaK)KE OIHCAHBI MEPBI NPEAOCTOPOKHOCTHU UJIU CIICTIUAJIBHBIC
MCTOBI Ha6JIIO,Z[eHI/IH, KOTOPBIC HCO6X0)II/IMO IIPpUMCHATH HpU  UCIIOJIb30BAHUU  IIPOAYKTA C
HUCCICI0OBATCIbCKUMU L CIISIMHU.

B) [locTpeructpaliliOHHBIN OMBIT IPUMEHEHHS

B BU nomxHBI OBITH yKa3aHBI CTPAHBI, B KOTOPBIX HCCIIETYEMBIN MPOAYKT YK€ UMEETCS B MPOJIAKE
wiu ObL 3apeructpuponat. Jrobas 3Haunmas nHdGopMays, molydyeHHas B X0/1€ HOCTPErUCTPALlMOHHOTO
MIPUMEHEHHUS MPOYKTA, JOJKHA OBITh MpejacTaBiieHa B 0000IIEHHOM BHUAE (HAapHUMeEp, JIEKapCTBEHHBIE
(bopMBl, T03UPOBKH, ITYTH BBEJCHUS U HEXelaTelbHble peakuun). Takxke B BU 10KHBI OBITH YKa3aHBI
CTpaHbl, B KOTOPBIX 3asBUTENI0 OBUIO OTKa3aHO B OJOOpPEHUM/pErHCTpaluil MpPOAYKTa s
KOMMEpUYECKOT0 UCIOJIb30BaHUS WIN K€ pa3pelleHre Ha MPOAaXKy/CBUAETEIbCTBO O PETUCTPALMH ObLIO
aHHYJIMPOBAHO.

7.3.7. Obcyx1eHne AJaHHBIX U MHCTPYKLIMU JJIS1 UCCIIEI0BATENs

B stom pasnene n0mKHO OBITH NPEACTABIEHO OOCYXAECHHWE IOKIMHUYECKUX M KIMHUYECKUX
JaHHBIX U 0000IIeHa uMHpopManus, MOJy4YeHHass U3 Pa3HbIX HMCTOYHMKOB I10 Pa3IMYHBIM CBOMCTBaM
uccienyeMoro  mpoaykra.  Takum — oOpa3oMm,  HCCIeIOBaTeNl0  MPENOCTaBIAIOTCS — Haubosee
uHGOpMATUBHAS HMHTEPIpETALUs HUMEIOIUXCS JaHHBIX, a TakXKe BBIBOAbI O 3HAYMMOCTU ATOH
nH(pOpMaLIUU 1JI TOCIEAYIOIUX KINHUYECKUX UCCIIEeI0BaHUM.

I[OJ'DKHLI OBITh OCBCIICHBI OHY6HI/IKOB3HHLIC pa6OTBI 0 CXOAHBIM HPOAYKTaM, €CJIIU TaKOBLIC
HMEIOTCS. DTO II03BOJIMT HCCIIEI0BATEITIO OBITE TOTOBBIM K HeEKeJIaTeIbLHBIM p€akuuiaM W APYIUM
npo6neMaM, KOTOPBIC MOT'YT BOSHUKHYTH B XO01€ KIIMHUYCCKUX HCCIIeIOBaHUI.

OcHoOBHas 1IeIb JAaHHOT'O pasaciia 3aKiIIF04acTCsa B TOM, YTOOBI TOMOYb HCCIICO0BATCIIIO MMOJIYYHUTH
YCTKOC NPCACTABIICHUC O BO3MOXKHBIX PUCKAX W HEKCIATCIBHBIX PCAKIHUAX, a4 TAKXKC O CICHUAJIbHBIX
TECTaX, METOAAX Ha6J'IIO)IeHI/I$I H MEpax HOpEeAOoCTOPOKHOCTH, KOTOPBIEC MOI'YT HOHa}106I/ITI)C$I B XO0I€
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KIIMHUYECKOTO UCCIIE0BAHUS. DTO MPEICTaBICHUE TOJHKHO OBITH OCHOBAHO Ha JIOCTYIHON MH(pOpPMaLUuu
0 (U3MYECKUX, XUMHYECKUX, (hapMaleBTHUCCKUX, (PapMaKOIOrHYECKHX, TOKCHKOJIOTHYECKUX H
KIIMHUYECKHUX CBOMCTBAX HCCICAYCMOI'0 MPOAYKTa. KJII/IHI/I‘ICCKOMY HCCICA0BATCIIIO TAKXKE JOJDKHBI OBITE
IPEAOCTABIEHBl HMHCTPYKLIMH 110 JMAarHOCTUKE W JICYCHHIO BO3MOXKHBIX IEPENO3UPOBOK U
HEXKCIIAaTCIIbHBIX peaKL{Hﬁ, KOTOPELIC OCHOBAHBI Ha npeaAbIAYyICM KIMHUYCCKOM OIIBITEC n
(hapMaKOIOTHYECKUX CBOMCTBAX MCCIEAYEeMOT0 MPOIyKTa.

7.4. llpunoxenue 1
TUTYJIbHBIN JIUCT (pumep)
HA3BAHUE CIIOHCOPA
IIponykr:

Howmep uccnenosanus:

Haspanue(s1): XumHuueckoe, JKeHepHueckoe (eclu TMOAXOAWUT), TOProBoe Ha3BaHuEe (eciu
pa3peleHo 3aKOHOJATEIbCTBOM U I10 JKEJIaHHUIO CIIOHCOPA)

BPOILIIOPA UCCIIEJOBATEJIA

Howmep penakuuu:

Jlara Bepcuu:

3amMeHsIeT IPEeAbIAYIIYIO PEAAKIIUI0 HOMED:

Jara:

7.5. llpunoxenue 2

OI'NTABJIEHUME BPOIIIOPBI UCCIIEAOBATEJIA
(mpumep)

VYkazanue Ha KOH(GUICHIIMATEHOCTD (HE00sA3aTeIbHO)
[Toamucu (HeoOs3aTENBHO)

1. OrnaBnenue

2. Pestome

3. Benenue

4. duznueckue, XuMuIeckue, (hapMalieBTHUECKIE CBOMCTBA U JIEKapCTBEHHAs (hopma

5. JIOKIMHHUYECKUE UCCIIEJOBaHU
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5.1. loxnuHnveckas hapMakoIoTus

5.2. ®apMaKOKMHETHKA U METa00I13M MPOAYKTa Y )KUBOTHBIX
5.3. Tokcukonorus

6. D¢ dexTsl y yemoBeka

6.1. ®apmMakOKMHETHKA U METa0OIU3M Yy YeJIOBEKa

6.2. bezomacHocTh 1 3 (PEKTUBHOCTH

6.3. IlocTperucTpaliMOHHbIN OMBIT TPUMEHEHUS

7. O6cyx1eHre JaHHBIX U UHCTPYKIUU JJIs1 UCCIIe0BATENs
CchbLika Ha:

1. [TyGnukanuu

2. Otuetsl

JlaHHbBIE CCHUIKU JOJKHBI ObITh IPUBEACHBI B KOHIIE Ka)KIOM TJIaBHI.

[Tpunoxxenus (IpyU HATUYUK)

8. OCHOBHEIE JAOKYMCHTHI AJId MIPOBCACHNA KIIMHUYCCKOI'O
HCCIICOOBaHUA

8.1. Beenenue

OCHOBHBIMU JIOKYMEHTAMM SIBJIIOTCA TE€ JTOKYMEHTBI, KOTOpbIE BMECTE€ WJIM IO OTAEIbHOCTU
MIO3BOJISIFOT OLICHUTH IIPOBEICHHE HCCIIEJOBAaHMS M KAayeCTBO IOJYYEHHBIX JIAHHBIX. OTH JOKYMEHTBI
CIIy’)KaT JI0Ka3aTeIbCTBOM COOJIOACHUS HCCIEN0BATEIEM, CIIOHCOPOM M MOHMTOPOM CTaHJapTOB
Hajnexamel KimHudeckoi npaktiuku (GCP) 1 HopMaTUBHBIX TPeOOBaHUIA.

OcCHOBHBIEC JOKYMEHTBI TaKKe CIIyKaT OOJIIIOMY YHCIY WHBIX BaKHBIX Ieneil. CBOeBpeMEHHOE
MOMEIIIEHUE OCHOBHBIX JIOKYMEHTOB B (hailibl HCCIIeOBATENs/OpraHu3allid M CIIOHCOpa MOXKET
CYIIECTBEHHO CIIOCOOCTBOBATH YCIICITHOMY BBIMIOTHCHHUIO B paMKaX KIMHHYECKOTO MCCIICIOBAaHUS CBOUX
GbyHKIUI BccneaoBareneM, CIOHCOPOM U MOHUTOPOM. Kpome Toro, 3T JOKYMEHTHI OOBIYHO SIBISIOTCS
00BEKTOM HE3aBHUCHMOIO ayJuTa CO CTOPOHBI CIIOHCOpPA M MHCIIEKIIMA CO CTOPOHBI YITOJTHOMOYEHHBIX
OpPraHoOB KaK YacTH Mpolecca MOATBEPKICHUS 3aKOHHOCTH TIPOBEJCHHS UCCIEAOBAHUS U JOCTOBEPHOCTH
coOpaHHBIX JIaHHBIX.

Hixe IMPUBCICH MHUHUMAaJIbHBIN MEpCUCHb OCHOBHBLIX NOKYMCHTOB. I[OKyMeHTBI CTpYHIIUPOBAHBI B
TpU pasacia B 3aBHCHMOCTH OT CTaJUMU KIMHHUYCCKOIO HCCICIOBAaHHA, Ha KOTOpOI\/’I OHH OOBIYHO
CO3Jar0TCH.

1) nepen HauanoOM KJIMHUYECKOH (ha3bl UCCIEA0BAHNUS;
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2) BO BpeMs KIMHUYECKOU (ha3bl UCCIICAOBAHMS,
3) mociie 3aBepUICHUs WIN IPEXKIEBPEMEHHOIO IPEKPALLCHUS NCCIIEA0BAHMSL.

Jlano oObsicHEHUWE IeNed KaxJoro JAOKYMEHTa, YKa3aHo, TIe JOKYMEHT JOJDKCH XPAHUTHCS: B
(haiinax ucciemoBaresss/opranu3aluy Moo croHcopa, 11ubo0 B 00oux Mectax. Jlomyckaercs oObequHeHne
HEKOTOPBIX JIOKYMEHTOB IIPH YCIIOBUH, YTO OTACIBHBIC AJIEMEHTHI JIETKO UIACHTH(PHUIIUPYIOTCS.

daiel Hcciaea0BaHus AOJIKHBI OBITE CO3JaHbl B Ha4YaJI€ UCCIICAOBAHHA KaK B MECTC HaAXOXKXIACHUA
PICCJICI[OBaTeJISI/OpFaHI/BaHI/H/I, TaK U B OCI)I/ICG CIIOHCOpAa. HccnenoBanne MOXXHO CUHTATh 3aBCPUICHHBIM
TOJIBKO IIOCJIE TOI'0, KaK MOHHUTOP IIPOBEPUT (baI;'IHBI nu I/ICCJ'IG,Z[OBaTeJIH/Opl"aHI/ISaI_[I/II/I, Hu CIIOHCOpa H
MOATBCPANUT HAJIMIUC BCCX HGO6XOI[I/IMBIX JOKYMCHTOB B COOTBCTCTBYIOIIIUX (bal?max.

HepeqﬂcneHHHe B HACTOAIIECM CTAaHAAPTEC NOKYMCHTHI, KaK IO OTACIIbHOCTHU, TaK U B COBOKYITHOCTU
MOTYT OBITH NOABCPIHYTHI ayAUTY CIIOHCOPA U MHCIICKIUHN YIIOJITHOMOYCHHBIX OpPraHOB M JOJI’KHBI OBITH
IpCABABIICHLI ITPU IIPOBCACHUU TAKOBBIX.

8.2. [lepen HauanoM KJIMHUYECKOU (ha3bl UCCIIEIOBAHUS

Ha craguu ninaHupoBaHUs MccieloBaHUS O €ro (opMajbHOrO Hayaja JIOJDKHBI ObITh CO3AaHbl U
MOMENICHHI B (hailsl ClIeAYIONIHe JOKYMEHTHI:

Haxonurcs B daitnax

HanmenoBanue nokymeHra [enb HCCIIe10BaT
€JIsI/OpraHu | CIIOHCOpa
3aluu
8.2.1. bpomtopa uccinenoBarens | JlokymeHTanbHO X X
3aKpenuTh (aKT rnepeaavn
HCCIJIEIOBATEIIIO

HEO0OXOMMOM 1 aKTyalTbHON
Hay4yHOI nHpopmanuu 00
UCCIICTyeMOM TIPOTYKTE

8.2.2. TloanucanHbIi POTOKOI JlokyMeHTanbHO X X
Y TIONPABKU K HEMY (€CJIM TaKOBBIE | 3aKPENUTh (aKT
UMeIoTCs ), 00pazern YTBEPKACHUSI CIIOHCOPOM U
WH/IMBUyaJIbHOM uccleioBaTeIeM
peructpaunonHoit kaptel (MPK) | mporokona/monpasok u MPK

8.2.3. Undopmanus,
npeaocTaBisieMas CyObeKTy

UCCIIETOBaHUS
- ®opma nHGHOPMHUPOBAHHOTO JlokyMeHTanbHO X X
corjacusi (BKJIIO4as BCe opopMUTh GaKT NOTyUEHUS

HE0OXOIUMBIE Pa3bsICHUTENbHbBIE | UH(GOPMHUPOBAHHOTO
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MaTepuabl) coriacus
- JIro6as npyras nucbMeHHas JlokyMeHTanbHO X
uHpopManus HOJTBEPJUTD, YTO
cyObekTam Oyner
npeaocTaBieHa
COOTBETCTBYIOIIAA (C TOUKU
3peHHS COJCPKAHUS U
JOCTYIHOCTH JJIst
MOHMMAaHHMs) THCbMEHHAsI
uH(pOopMalKs, TOMOTaroIas
UM JIaTh COTJIacue Ha OCHOBE
MIOJIHOM
MH(OPMHUPOBAHHOCTH
- Pexnamubie 0ObsBICHUS A5 JlokymeHTanbHO
MIPUBJICYEHHS CYOBEKTOB B MOJATBEPAUTD, UYTO MEPHI 110
uccie0BaHue (eciu NPUBJICUYCHHUIO CYOBEKTOB
UCIIOJIb3YIOTCS ) aZIeKBaTHBI U OTCYTCTBYET
DIIEMEHT MPUHYKACHUS
8.2.4. duHaHCOBBIE ACIEKTHI JlokymMeHTanbHO X
UCCIIeTOBAHUS 3aKpenuTh GUHAHCOBOE
COTJIAIIEHUE T10
UCCIICTOBAaHHUIO MEXKY
CIIOHCOPOM H
ucclieaoBaTenemM/opranusaig
ueu
8.2.5. CtpaxoBoe JlokyMeHTanbHO X
00s13aTeNnbCTBO (ecau TpedyeTcs) | HOATBEPAUTH, YTO B Cliydae
MPUYHHEHUS yiepoa,
CBSI3aHHOTO C
HCCJIEIOBAHUEM, CYOBEKTaM
OyzAeT nocTymHa
KOMITCHCAIHSI
8.2.6. Ilognucannoe JlokyMeHTanbHO
COTIJIAIlIEHUE BOBJICUEHHBIX 3aKpEeMUTh COTJIAIIEHUS
CTOPOH, HaIpuMep:
- MEeX]ly HCcclieioBaTenem/ X
OpraHu3aiyei u CloHCOPOM
- MEXIy ucclienoBarenem/ X (ecmu
OpraHu3alnuei 1 KOHTPaKTHOM TpeOyercs)
HCCIIEN0BATEIbCKON
OpraHu3anuein
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- MEX]ly CHOHCOPOM U X
KOHTPAKTHON HCCIeI0BATEIbCKON
opranu3aimei
- MEXY X X
HCCIIeIoBaTeNIeM/OpraHu3aueit u
YIOJIHOMOYEHHBIMU OpraHaMH
(ecu TpebyeTcs)
8.2.7. latupoBanHOE U JlokyMeHTanbHO X X
JOKYMEHTaIbHO 0()OPMIIEHHOE HOJATBEPAUTH, UTO JAHHOE
yTBEpKJeHHe/0100peH e UCCIeIOBaHuEe OBLIO
OKCIEpTHBIM COBETOM pPaccMOTPEHO U YTBEPKAEHO/
OpTaHu3aINH onobopeno DCO/HOK.
(9CO)/HezaBucuMBbIM 3THYECKUM | YKa3bIBalOT HOMEP BEPCUU U
komuteroM (HOK) crnenyrommx JlaTy JOKyMEHTa
JIOKYMEHTOB: - IPOTOKOJIA U
JOOBIX MOIPaBOK
- UPK (ecnu tpebyercs)
- (hopMbI HHGOPMHUPOBAHHOTO
COrJIacHsl
- mo0OoM Apyror MUCbMEHHOU
uHOpMalnH, Pe10CTaBIIEMOi
cyOBeKkTam
- peKJIaMHBIX OOBSBICHUN AJIS
MPUBJICUYEHUS CYOBEKTOB B
ucclieioBaHue (eciu
HCIOJIb3YIOTCS )
- nH(pOpMAIMK O KOMIIEHCAIUH
cyObexTam (Mpu HATUYHH)
- TF0OBIX MHBIX
YTBEPKACHHBIX/0JOOPEHHBIX
JOKYMEHTOB
8.2.8. CocraB DKCIEPTHOTO JlokymMeHTanbHO X X (roe
coBETa 3aKpPENUTh COOTBETCTBUE TpeOyercs)
opranuzanuu/HezaBucumoro coctaBa DCO/HOK
TUYECKOTO KOMHUTETA TpedoBanusm GCP
8.2.9. Pazpemenue/oqo0penue JlokymMeHTanbHO X (rnme X (rme
IIPOTOKOJIA/yBETOMIICHHE O MOATBEPAUTD, YTO IIPU Tpebyetcst) | TpeGyeTcsi)
MIPOTOKOJIE OT YIOJTHOMOUYEHHBIX | HAIMYHHA COOTBETCTBYIOIINX
opraHos (e Tpedyercs) HOPMAaTHBHBIX TpeOOBaHUN
paspernieHue/ono0peHue/yse
JIOMJICHHE YIOJTHOMOYEHHBIX
OpTaHOB IOJIYYEHO JI0
Hayasa UCCIeI0BaHMs
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8.2.10. Curriculum vitae u/unm JlokymMeHTanbHO X X
IpyTHe JOKYMEHTBI, MOJITBEPIUTH
MOITBEP K IAIOLITHE KBJIM(DUKALIUIO U
KBTM(DUKAIIMIO MCCIIEAOBATENCH U | TPUTOTHOCTD IS
couccrenoBaTenen MIPOBEJICHUS UCCIIEAOBAHUS
W/WJHA OCYIIECTBIICHUS
MEAMIIMHCKOTO HA0III0IeHUS
3a CyObeKTaMu
8.2.11. HopmanbHblii Auana3ox JlokymeHTanbHO X X
3HAYEHUH 715 IPEIYCMOTPEHHBIX |3aKPENUTh HOPMAJIbHbII
MPOTOKOJIOM JIAana3oH 3HAYEHUN IS
MEAUIMHCKUX/Tab0paTOPHbBIX 1a00paTOPHBIX TECTOB
TEXHUYECKUX TIPOIICTYP W/WIH
TECTOB
8.2.12. JlokyMeHTanbHO X (rme X
MeaunuHCKe/ TabopaTOPHBIC/TEX | OITBEPAUTh TPUTOIHOCTE | TpeOyeTCs)
HUYECKHUE MPOIETYypPhl/TECTHI: o0opynoBaHus AJis
- cepTuuKanus MPOBEICHUS TPEOyEeMbIX
- WU aKKpeAUTaus TECTOB U 00ecreYeHUs
- WM BHYTPCHHUM /AN HAJIC)KHOCTH PE3YJIbTATOB
BHEITHHUI KOHTPOJIb Ka4eCTBa
- WU IPyTUE METOBI
MOATBEpKIeHus (T1e TpedyeTcs)
8.2.13. O06pa3ibl FITUKETOK Ha JloxymeHTanbHO X
VIIAaKOBKAX MCCIIETYEMBIX MOJITBEPAUTH COOIIOICHHE
MIPOJYKTOB COOTBETCTBYIOIIUX
TpeOOBaHUI K MapKUPOBKE
HCCIIeTyeMOTo Tpernapara u
MIPUTOTHOCTH HHCTPYKITHMA
JUTsE CyOBEKTOB
8.2.14. UucTpykuus no JlokymeHTanbHO X X
oOpaInieHuo ¢ UCCIeayeMbIMU 3aKpeNUTh UHCTPYKITUH JIJIS
MPOJIYKTaMU U PACXOTHBIMU obecrieueHns HaJIexkKaIlero
MaTepuagamMu (€CJTH He BKIIOUCHO |XpaHEHUS, YIIAaKOBKH,
B IIPOTOKOII WA OPOIIIOpY pacmpezeneHus u
HCCIIeI0BATEIIs) YTHIIU3AIHAHA UCCIICTyEeMBIX
MPOJYKTOB U PACXOTHBIX
MaTepHaJIOB
8.2.15. Yuer nocraBok JlokyMeHTanbHO X X
UCCIIeTyeMbIX MTPOIYKTOB U 3aKpeMUTh AAaThl U CIIOCO0
PacXOHBIX MaTEPHAJIOB MTOCTaBKHU, HOMEpPA CEePHi
UCCJIETyeMbIX MTPOYKTOB U
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PacXoIHbIX MaTEPUAJIOB.
ITo3BOnsET OTCIIEAUTD
CEPHIO TIPOJIYKTA,
KOHTPOJIIPOBATEH yCIOBUS
MTOCTaBKH M BECTH YUET

8.2.16. CepTudukaTsl aHATHU30B JlokyMeHTabHO X
MOCTABIICHHBIX UCCIIEAYEMbIX MOATBEPANUTD MTOATUHHOCTS,
MIPOJIYKTOB YUCTOTY ¥ KOJIMYECTBEHHOE
CoJ/IepKaHuEe aKTUBHOTO
BEIECTBA (J03UPOBKY)
UCCJICTyeMBIX MPOTYKTOB
8.2.17. Ilpouenypsl pacKpbITUS JlokymMeHTanbHO X (B
KoJa JUIs UCCIEA0BaHUH, 3aKpEeNUTh IPOLEAYPY COOTBETCTB
MIPOBOJMMBIX CIICITBIM METOJIOM 9KCTPEHHOMN VIOIIHX
UIeHTU(DUKAITIN CIIyJasix,
MAaCKHPOBAHHOTO TPEThs
HCCIIeTyeMOT0o IpoaAyKTa 0e3 CTOpPOHA)
HAPYIICHUS] MACKHPOBKH IS
OCTaJIbHBIX CYObEKTOB
8.2.18. PangoMu3ainoHHbII JloxymeHTanbHO X (B
CITUCOK 3aKpPENUTh METO]T COOTBETCTB
paHIOMU3aluU CyObEKTOB VIOIINX
HCCIIeT0BaHUS ClIyvasx,
TPEThS
CTOpPOHA)
8.2.19. OTuetr MOHUTOPA O JlokymMeHTanbHO X
MIpeIBapUTEILHOM BU3UTE MOJATBEPAUTH IPUEMIIEMOCTD
MCCJIEI0BATENIbCKOTO IIEHTPa
IUIS JTAHHOTO MCCIIEN0OBAHUS
(MOXeT ObITh OOBEAUHEHO C
8.2.20)
8.2.20. OT4uetr MOHUTOPA O JlokymMeHTanbHO X
CTapTOBOM BHU3UTE MOJATBEPANUTH (HaKT
03HAKOMJICHUS

MCCIIEIOBATENS M 3aHATOTO B
MCCJIEIOBAaHHUH TIepCOHAa ¢
IpoIlelypaMH UCCIICTOBAHUS
(MOXeT OBITh OOBEAMHEHO C
8.2.19)

8.3. Bo Bpems KITMHHUYECKOH (ha3bl UCCIIEIOBAHUS
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B nmoarBepkieHne TOro, 4TO BCS HEOOXOAMMas HOBast MH(MOpMAIUS JOKYMEHTAILHO 0(OPMIISETCS
[0 Mepe €€ MOCTYIUICHUS, B JOIMOJIHEHNE K BBIIICTIEPEUUCICHHBIM JOKYMEHTaM, UMEIOIIUMCS B daiiie,
10 XOAY MCCIEI0BaHUs HEOOX0IMMO AOOABIATH CIACIYIONINE JOKYMEHTHI:

Haxonurcs B

(aiinax
HaumenoBanue nokymeHnTa Lens HUCCJICIOB
aTens/op | CloHCOop
raHu3anu a
u
8.3.1. OGHOBICHHBIEC BEpCHUU OPOIITIOPHI JlokymMeHTanbHO X X
uccienoBarens 3aKpenuTh (HaKT
CBOEBPEMEHHOTO
coo01eHus
HCCJIEIOBATEIIO
Heo0X0uMoM
uH(pOopMaIIUU IO Mepe ee
MOCTYIUICHUS
8.3.2. JIroboe n3meHeHue: JlokyMeHTanbHO X X
- npotokona/monpaBok u UPK 3aKpenuTh U3MEHEHUS
- (hopMbI HHGOPMHUPOBAHHOTO COTIIACUS | JAHHBIX JJOKYMEHTOB,
- mo00i Ipyroi MUChbMEHHON MIPOU3BE/ICHHBIE BO
nHbOpMAaILNH, IPETOCTABISIEMOM BpEMs UCCIIETOBAHMS
cyObeKTam
- PeKJIaMHBIX OOBSBICHUN JIJIs
IpUBJICUEHUs CyOBEKTOB B HCCIIEI0BaHNE
(ecu MCTIONB3YIOTCS)
8.3.3. JlatTupoBaHHOE U JOKYMEHTAJIbHO JlokyMeHTanbHO X X
odopMIIeHHOE yTBEpKIeHUE/0100peH e MOJATBEPAUTH (HaKT
DKCIEpTHBIM COBETOM OpTaHU3aIIH paccMOTpEeHHS U
(CO)/He3aBUCUMBIM 3THYECKUM YTBEPXKIEHHsI/0100peH
komuteToM (HOK) cnenyrommux 1 OCO/HOK nompasok
JOKYMEHTOB: W/WIIN HOBBIX PEaKIMM.
- TIOTIPABOK K MPOTOKOITY YKa3bIBarOTCS peIaKius
- HOBBIX peJlaKkLuii: U JlaTa JOKYMEHTa
- ¢opMbI HTHHOPMHUPOBAHHOTO COTJIACHS
- IPEIOCTABIAEMBIX CYObEeKTaM
MaTepHaJioB
- peKJIaMHBIX OOBSABICHUHN IS
MIPUBJICUYEHUS CYOBEKTOB B CCIIEIOBAHHE
(ecnu ucnonb3yeTcs)
- IpYTUX yTBEP KIECHHBIX/0A00pEHHBIX
JOKYMEHTOB
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- PE3yJIbTaTOB MEPUOIUYECKOTO
paccMOTpEeHHsI JOKYMEHTAIUH 110
rccaenoBanuio (rae Tpedyercs)

8.3.4. I'me Tpebyercs, JlokymMeHTanbHO X (rme X
paszpeieHre/o100peHne/yBeIoMICHNE 3aKpEeIUTh COOTBETCTBHE | TPEOYETC
YIOJTHOMOYEHHBIX OPTraHOB JIJIsI: HOPMAaTUBHBIM o)

- IIOTIPABOK K MPOTOKOIY M JPYTUX TpeOOBaHUSM
JOKYMEHTOB

8.3.5. Hayunyto 6uorpaduto (curriculum Cwm. 8.2.10 X X
vitae) HOBBIX MCCIIEOBATEIICH U/ UITN
couccrenoBaTenen

8.3.6. 3MeHeHus: HOpMaJIbHOTO JloxymeHTanbHO X X
JYana3oHa 3HAYCHUM JUIs 3aKPENUTh HOPMAJIbHBII
MIPEyCMOTPEHHBIX IPOTOKOJIOM Jana3oH 3HauYeHU
MEIUIMHCKUX/Ta00paTOPHBIX/TEXHUIECKUX | TECTOB, N3MEHEHHBIX B
MpoLEaYyp/TECTOB X0/JIe UCCNe0BaHus (CM.

8.2.11)

8.3.7. I3meHeHus B JlokyMeHTanbHO X (roe X
MEAUIMHCKUX/Ta00PaTOPHBIX/TEXHUYECKUX | TOJITBEPAUTH, UTO TECTHI | TpEOyeTC
nporenypax/ Tecrax: MPOIOJDKAIOT OTBEYATh A1)

- cepTuduKanus TpeOOBaHUSM B T€UCHUE

- WIHM aKKPEIUTAIHS MeproJIa UCCIIEIOBAHUS

- UJY BHYTPEHHUM U/UITN BHEIIHUN (cMm. 8.2.12)

KOHTPOJTb Ka4ecTBa

- WIK JPYTUe METO/Ibl HOATBEPKICHUS
(rme TpedyeTcs)

8.3.8. JloxymeHTanus 1o nocraBKam Cwm. 8.2.15 X X
MCCIIEYeMBIX MTPOAYKTOB U PACXOIHBIX
MaTepHuaoB

8.3.9. CeprudukaTsl aHAIN32a HOBBIX Cwm. 8.2.16 X
CEPHI MCCIIEYEMBIX ITPOTYKTOB

8.3.10. OT4eThl MOHUTOPOB O BUZHUTAX JlokyMeHTanbHO X

3aKpEeNUTh BU3UTHI
MOHHTOPOB U MX
pe3yibTaThl

8.3.11. CymecTBeHHbIE I JlokyMeHTaIbHO X X
WCCIIEIOBaHHMS TIEPETOBOPHI/TIEPETHCKa 3aKpENHTh JII00bIC
(TOMHMO BHU3UTOB): COTIJIAIIEeHUs MO0

- TIepermcKa CyIIIECTBEHHBIE

- 3aIlUCH BCTpeY MIEPEroBOPHI,
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- 3anucy TejaeGOHHbBIX
NIEPErOBOPOB

KacarolI1ecs: BOIPOCOB
MIPOBEICHUS
UCCJIEI0BAHMS, €T0
aJIMUHUCTPATUBHBIX
aCIIEKTOB, HAPYILICHUI
MPOTOKOJIA, OTYETHOCTH
10 HEXKEJIaTEIbHbIM
SIBJICHUSIM

8.3.12. [loanucannsie Hopmbl
UH(POPMHUPOBAHHOTO COTIIACHS

JlokymeHTanbHO
HOJATBEPIUTH, YTO
corjacue Kaxaoro
CyObeKTa MOJIY4YEHO B
cootBercTBUU ¢ GCP n
IPOTOKOJIOM JI0 Hadasia
ydacTtus B
uccienoBanuu. Kpome
TOT0, TOKyMEHTaJIbHO
3aKpEeMNUTh pa3pelieHue
Ha NpSAMOH 10CTYH (CM.

8.2.3)

8.3.13. IlepBuuHast JOKyMEHTALIMs

JloxymeHTanbHO
HOJTBEPANTD (HaKT
CYLIECTBOBaHMS
CyOBeKTa U
JIOCTOBEPHOCTD
COOpaHHBIX JIAHHBIX.
BkitounTh ucxonHeie
JIOKYMEHTHI,
OTHOCAIINECS K
UCCIIEIOBAHMIO,
JICUYCHHIO U aHAMHE3Y
cyOBeKTa

8.3.14. 3anonHeHHble, TaTUPOBAHHBIE U
MOJIMMCAHHBIE UHIUBUIYaJIbHbIE
peructpannronssie kaptsl (M1PK)

JlokymeHTanbHO
oopMuUTH
MOJITBEPK/ICHUE
UCCIIE0BATENIEM WIN
YIOJTHOMOYEHHBIMU
COTpYIHUKAMU
HCCIIEI0BATENISA
3apETUCTPUPOBAHHBIX
JTAHHBIX

X X
(xomust) | (opUTHUH
ar)

8.3.15. JlokyMeHTHpOBaHUE
ucnpasienuii B UPK

JloxymeHTanbHO
3aKpENUTh BCE

X X
(xomust) | (opuruH

HafeXXHaa npaBoBad noaaep)xka

www.consultant.ru

CrpaHuua 55 u3 59


https://www.consultant.ru/
https://www.consultant.ru/

"IOCT P 52379-2005. HauvmoHanbHbIN cTaHaapT Poccwiickon Genepaumu.
Hapnexalas knmHuyeckas npaktuka"
(yTB. MNpukasom PocTtexpe...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 23.10.2024

W3MEHEHU S/ TOTIOTHEHUS
WJIU UCTIPABJICHHUS,
cnenanggrie B MPK
OCJIC 3aIUCH
MepBOHAYAIIbHBIX
JTAaHHBIX

8.3.16. YBegomiieHue CrioHCOpa
HCCIIEIOBATEIIEM O CePhE3HBIX
HEXKCIIATCIbHbBIX SABJICHUAX U
COOTBETCTBYIOIIHE OTYETHI

YBegomMiieHue
CIIOHCOPA
HCCIIEIOBATENIEM O
CEPbE3HBIX
HEKeIaTeIbHBIX
SIBICHUSX U
COOTBETCTBYIOIINE
oT4eThI coraacHo 4.11

8.3.17. YBegomiieHHUEe CIIOHCOPOM H/WJTH
uccienoBareneM (4To MPUMEHUMO)
ynosiHoMo4eHHbIX opranoB 1 DCO/HOK o
HENpPEIBUJICHHBIX CEPhE3HBIX
HE)KEJIaTEeNbHbIX PEAKLHUIX U O APYroi
nHpopManuu o 6€30MacHOCTH

YBenomiacHue
CIIOHCOPOM W/WJTH
uccieaoBarenem (4To
IIPUMEHHUMO)
YIIOJTHOMOYEHHBIX
opraroB 1 9CO/HOK o
HEeNpPEeIBUICHHBIX
CEPbE3HBIX
HeKeNaTeNIbHbBIX
peaKusx B
COOTBETCTBHUHU C 5.17 u
4.11.1 u o npyroi
uHpoOpMaLnU 10
0€30macHOCTH B

cooTBeTcTBUM € 5.16.2 u
411.2

X (rme
Tpedyerc
1)

8.3.18. CooOuieHne crioHCOpOM
UCCIIeI0BATeN0 HHPOPMALIUH 110
0€30MacHOCTH

Coo01renne
CIIOHCOPOM
HCCJIEIOBATEITIO
uHpOpMaIUU 10
0e30IaCHOCTH B
cooTBeTcTBHUU ¢ 5.16.2

8.3.19. IIpoMexyTOUHBIE MU TOAOBBIE
otuethl, npeaoctasisiembie DCO/HOK u
YIIOJIHOMOYEHHBIM OpraHam

[TpoMexyTOoUHbIE UITU
T'OdOBBIEC OTUECTHI,
MPEIOCTABIIIEMbIE
OCO/HDBK B
cootBeTcTBUH ¢ 4.10 1
YIIOJTHOMOYECHHBIM
OpraHaMm B COOTBETCTBUU

X (roe
Tpedyer
csl)
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c5.17.3

8.3.20. XKXypHan ckpuHUHTa CyOBEKTOB

JlokyMeHTabHO
3aKpEMUTh
UJEHTU(DUKAITUIO
CyOBEKTOB, MPOLIEIIINX
nepen uccie0BaHueM
CKPUHUHT

X (rme
TpeOyer
cs1)

8.3.21. Cnucox nneHTH(PUKAIMOHHBIX
KOJIOB CyOBEKTOB

JlokymeHTanbHO
HOATBEPIUTH, YTO
UCCIIeI0BaTENb/OpraHu3
anys XpaHsIT
KOH (U ICHITM AT HBINA
CIIHCOK UMEH BCEX
CyOBEKTOB, KOTOPHIM
IpY BKJIIOYCHUH B
Uccie0BaHue ObLIH
HPUCBOCHEI
UICHTU(PUKAITTOHHBIE
kozel. [To3Bomster
MCCIIEIOBATEII0/OpTaHu3
anuu
UAEHTU(PULIUPOBATD
mo6oro cyObekTa

8.3.22. KypHan perucrpauuu
BKJIIOUEHUS CYyObEKTOB

JloxymMeHTanbHO
3aKpENUTh
XPOHOJIOTHYECKYIO
MOCJIE0BATEIBHOCTD
BKJIIOYEHHUSI CYOBEKTOB
o
UACHTUDHUKAITTOHHBIM
KoJlaM

8.3.23. Vuer uccrienyemMoro npoaykra B
HCCIIEI0BATEIbCKOM IIEHTpE

JlokymeHTanbHO
3aKpENUTh
HCIIOJIb30BaHUE
HCCIIENYEMOTO IIPOIYKTa
B COOTBETCTBHUU C
IIPOTOKOJIOM

8.3.24. JIuct 06pa31oB MOAIHUCEH

JloKkymMeHTanbHO
3aKpenuTh 00pasIbl
MOJAINUCEN U UHULIUAJIOB
BCEX JIMLJ,
YIOJTHOMOYEHHBIX
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BHOCHTb JIaHHBIE U/WJIH
ucnpasienusa B IPK

8.3.25. Yuer xpaHsumxcs 00pa3ion JloxymMeHTanbHO X X
OMOJIOTMUECKHX JKUIKOCTEH/TKaHeH (eclii | 3aKperuTh
HMMEIOTCS) MECTOHAXOXKJIECHHUE U
UJIECHTU(DUKAITUIO

XpaHsALmxcs o0pa3LoB B
ciryyae HeOOXOAMMOCTH

MMPOBCACHU ITOBTOPHLIX
aHAJIHM30B

8.4. Ilocne 3aBepilieHUs WM NTPEKPAILEHUS UCCIIEOBAHUS

ITocne 3aBCPUICHUA WK IMPCKPpAICHUA UCCIICAOBAHUA BCC NJOKYMCHTBI, IICPCUNCIICHHBIC B 8.2u 83,
AOJIKHBI COACPKATHCA B q)al?me BMCECTC C HMIKCYKAa3aHHbIMU JOKYMCHTAMU

Haxomutcs B daitnax
HanmenoBanue e HCCIIENOBATE
AOKYMCHTA Jsi/opranusail | CIOHcOpa
uu
8.4.1. Yuer JIOKyMEHTaJIBHO 3aKpENUTh X X
MCCIIEYeMOTO MPOYKTAa B | ICTIOJIIb30BAaHUE UCCIIEAYEMOTO
UCCIIEIOBATENECKOM MPOJYKTa B COOTBETCTBUU C
HEHTpE MPOTOKOJIOM. JIOKyMEeHTaIbHO
3aKpenUTh Pe3yNbTaThl
OKOHYATEJLHOTO TOJICUeTa
KOJINYECTBA HCCIIETyEMOTO
MPOAYKTA, TOTyYEHHOTO
HCCIIEI0BATENLCKUM LIEHTPOM,
BBIJJAHHOTO CyOBEKTaM,
BO3BPAILEHHOTO CYOBEKTaMH U
BO3BPAIIEHHOTO CIIOHCOPY
8.4.2. loxymenranus JIOKyMEeHTaJIbHO 3aKpenuTh X (ecmn X
M0 YHUYTOXKEHUIO (baKT YHUUTOXKEHUS YHUYTOXEH B
MCCIIETyeMOTO TPOIYKTa | HEMCITOJIB30BAaHHBIX UCCIIEYEMbIX | KIMHUYECKOM
MPOAYKTOB CIOHCOPOM HJIH B LIEHTpE)
HCCIIEIOBATEIILCKOM IIEHTPE
8.4.3. UtoroBruIi CrenaTh BO3MOXXKHOU X
CITHCOK UACHTU(DUKAIIIO BCEX
UACHTU(DUKAITTOHHBIX BKITIOYCHHBIX B HCCIIEIOBAaHNE
KOJIOB CYOBEKTOB CyOBEKTOB B ciydae
HE0OXOJIMMOCTH UX
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MOCJICIYIOIIETO HAOII0ICHHUS.
Cnucok A0KEeH XPaHUTHCS ©
coOJroieHreM TpeOoBaHUH
KOH(UICHIINATLHOCTH B TEYCHHE
COTJIACOBAaHHOTO CPOKa
8.4.4. Cepruduxar JIOKyMEHTaJIPHO 3aKPEIUTh X
aynura (eciu UMeeTcs) (akT mpoBeeHUS ayanTa
8.4.5. Otuer MmoHHUTOpA JIoKyMEHTaJIbHO 3aKPENUTh X
0 3aBEpIIAIOIIEM BU3UTE | OKOHYAHUE BCEX MEPOINPUATHN
HCCIEN0BAHUS, HEOOXOAUMBIX IS
3aBEPIIAIOIICTO BU3UTA, U HATHIUE
KOITUH OCHOBHBIX JIOKYMEHTOB B
COOTBETCTBYIOIIUX (ailnax
8.4.6. JlokymeHTamus Bo3sBpaiaercs cioncopy st X
10 pacTpeIeIICHUIO JOKYMEHTAIBHOTO 3aKPeTIIICHUS
CyOBEKTOB I10 TPYIIIIaM U | UMEBIINX MECTO CIIy4aeB
PaCKpPBITHIO KOJIOB BCKPBITHSI KOJIOB
8.4.7. ITOroBbIN OTYET JIOKyMEHTaJIbHO 3aKPENUTh X
HCCIIEN0BATEN, 3aBEPIICHHUE UCCIICTOBAHUS
MPEIOCTABIIAEMbII
3CO/HOIK (ecnu
TpeOyeTcs) u
YIOJIHOMOYEHHBIM
opranam (rae
IPUMEHUMO)
8.4.8. Otyer 0 JIoKyMEeHTaJIbHO 3aKPENUTh X (ecnu X
KIHHUYECKOM PE3yNbTaThI UCCIIEIOBAHUS U X MPUMEHHUMO)
HACCIENOBAHNN WHTEPIIPETAIIIO
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