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HNuTterpupoannoe nonoaHenue k ICH E6(R1):
PykoBoaCTBO N0 HaJJIEeKALECH KIMHAYECKOW NPAKTHKE

E6(R2)

BBEAEHHUE

Hannexamas kimmmandeckas npaktuka (Good Clinical Practice; GCP) — MmexxayHapoIHBIN 3THUYECKUN U
HAy4YHBIA CTAaHJAPT IUIAHUPOBAHUS W TMPOBEICHUS HMCCICIOBAHUN C ydacTHEM YElIOBEKa B KadeCTBE
CyOBbeKTa, a TaKKe JOKYMEHTaJIbHOTrO O(OpPMIICHUS U TPEICTABICHUS PE3YJIbTaTOB TaKUX
uccnenoBanuii. CoOMIOJCHNE YKAa3aHHOTO CTaHAapTa CIYXUT I OOIIecCTBAa TapaHTHUEH TOTO, YTO
mpaBa, O€30IaCHOCTh W OJaromoyiyune CyOBEKTOB WCCIEAOBAHUS 3allUIICHBI, COTJIACYIOTCS C
NPUHIUIIAMH, 3aJI0)KCHHBIMA XEJIbCHHKCKOW JeKiapanueid BceMUpHOW MEIUIIMHCKON accoluaiuu
(BMA), 1 4T0 1aHHBIE KIMHUYECKOTO UCCIICIOBAHUS IOCTOBEPHBI.

Lensto wnHactosmero pykoBoactBa ICH GCP  sBrsiercst yCTaHOBJIEHHWE €AMHOTO JJIsl  CTpaH
Espormeiickoro Coro3a, Snonnn u Coemunensbix llItaroB AMepuku CcTaHAapTa, 4YTO JOJDKHO
CII0cOOCTBOBATD B3aMUMHOMY IIPU3HAHUIO JAaHHBIX KIIMHHUYCCKUX I/ICCJICIIOBaHI/Iﬁ YIIOJIHOMOYCHHBIMHU
OpraHaMy Ha3BaHHBIX CTPaH.

Hacrosimee pykoBOACTBO pa3paboTaHO C Y4yeToM JEHCTBYIOIIMX TpeOOBaHMM Hajuexauien
KJInHu4eckol npakTuku EBpomneiickoro Corosa, AAnonunn u Coenunennsix llltatoB Amepuku, a Takxe
Agsctpanuu, Kanansl, crpan CeepHoit EBporniel 1 BcemupHoit opranuszanuu 3apasooxpanenus (BO3).

HaCTOSIH_ICC PYKOBOACTBO HeO6XOI[I/IMO CO6J'IIOI[8.TB IIpu MPOBCACHUU KIIMHUYCCKUX PICCJ'I@I[OB&HPIIZ,
AAHHBIC KOTOPBIX 3allJTAaHUPOBAHO NMPECACTABUTH B YIIOJTHOMOYCHHBIC OPraHbI.

HpI/IHHI/IHI)I, YCTAHOBJICHHBIC HACTOAIINM PYKOBOACTBOM, NPUMCHHUMBI TAKXXC U K WHBIM KIIMHUYCCKHUM
UCCIIeIOBAaHUSIM, KOTOpPblE€ MOTYT OKa3aTh BIHMSHHE Ha 0€30MacHOCTb W OJaromnojyyue 4YeaoBeKa,
BBICTYIAIOLIETO B KAYECTBE CYOBEKTA.

JIOMIOJHEHUE

Co Bpemenu paszpabotku pykoBojacTBa ICH GCP macmitad, CIOXHOCTh U CTOMMOCTh KIMHUYECKHUX
HCCJIEIOBAaHUM 3HAYUTENIBHO BO3POCIU. DBOJIOLHUS B TEXHOJOTUAX U YIPABICHUN PUCKAMU OTKPBIBACT
HOBBIE BO3MOYKHOCTH IO YBEIMYEHHUIO >(P(PEKTUBHOCTH KIMHUYECKHUX HCCIEIOBAHUM U IO3BOJISIET
¢doxycupoBaTbcs Ha HanboJsiee 3HAUMMBIX aclekTax. B mepuoj moAroToBKH MEpBOHAYAIBHOTO TEKCTa
ICH E6(R1) mpoBeneHue KIMHHMYECKMX HWCCIEIOBAaHUM B 3HAYUTENILHOM CTENEHH OMHUpajoch Ha
OymakHble HocuTenu uHpopMmarun. [Iporpecc B CHOIB30BAHUU IEKTPOHHBIX HOCUTENECH Ui 1eneit
3almMcd W Tepelayd  JaHHbIX — oOjierdaeT NpHUMEHEHHWe Jpyrux mnonaxonoB. Hampumep,
LEHTPAJIN30BaHHbII MOHUTOPHHI B HACTOSIIEE BpPEeMs MOXKET JlaBaTh OOJjbllee MPEUMYIIECTBO U B
00JIbIIIEM KOJIMYECTBE UCCIIEJOBAHMM, YeM MPEANoarajJoch Ipyu HalNKCAHUU EepBOHAYAIBHOTO TEKCTA.
COOTBETCTBEHHO, [ITaHHOE PYKOBOJCTBO OBLIO JOMOJHEHO, s TOro 4YToObl CHOCOOCTBOBATh
BHEJIPEHUIO HOBBIX, Oojiee 3(P(HEKTUBHBIX TOIXOJ0B K TUIAHUPOBAHHIO, TMPOBEICHUIO, KOHTPOJIIO,
JOKYMEHTUPOBAHUIO U TPEACTABIEHUIO PE3YNIbTATOB KIMHUYECKHX MCCIENOBAaHUM, MPOJOJIKAs INPU
3TOM OOeCHeurBaTh 3alUTy CYOBEKTOB HCCIENOBAaHUN M HAAEKHOCTh WX peE3yabTaToB. YTOOBI
YIAYYIIUTh KadecTBO M 3()(PEKTUBHOCTh KIMHUYECKHX HCCIEIOBaHMN, OBUIM Takke OOHOBIICHBI
CTaHJAPTHI JIEKTPOHHBIX 3aIIUCEH U OCHOBHBIX IOKYMEHTOB.

1




JlaHHOE PYKOBOJICTBO CJIEAYET WHTEPIPETUPOBATh B KOMIUIEKce ¢ Ipyrumu pykoBoactBamu ICH mo
IIPOBEJCHUIO KIMHUYECKUX HccleoBaHul (Hamp., E2A (ympaBieHue NaHHBIMHU 10 KJIMHHUYECKOU
6e3omacHoctu), E3 (nmpeacraBneHue pe3ynbTaToB KIMHUYECKOTro UccienoBanus), E7 (repuarpuueckue
nomyisitiun), E§ (00mmue acmekThl KIMHUYECKUX HccienoBanuil), E9 (craructuyeckue MPHUHIAIGI), U
El11 (netckas momyssims)).

Jlannoe wuHTerpupoBaHHoe pgonoidHenue K pykoBoactBy ICH GCP  mnpeacraBiser coOoi
yHU(MUIIMPOBaHHBIN cTanaapT mis EBpomneiickoro Coro3a, SAnonunn, Coenunénnspix lltatoB, Kananbr u
[IBeiiapuu s 0OJIETYCHUST B3aMMHOTO TPU3HAHMS JAHHBIX KIMHUYECKUX HCCICIOBAHUN B ITUX
opucIukiusaX. B cioydae mpotuBopeunss mexay tekctom E6(R1) m momomuenmem E6(R2), ciemyer
PYKOBOJCTBOBaTbCs TeKCTOM onoaHeHust E6(R2).




1. TJOCCAPUN

11 Hexenarenbnas peaxkuusi; HP (adverse drug reaction; ADR)

OTHOCHUTEIBHO NPEAPETUCTPALIMOHHOIO KIIMHUYECKOTO IPUMEHEHUS] HOBOTO JIEKAPCTBEHHOT'O MPOYKTa
WIA €ro NMPUMEHEHHUS 1O HOBBIM IOKa3aHHSIM, OCOOEHHO, €CIIM TEepaleBTHYECKHE 03bl TOYHO HE
YCTAQHOBJICHBI, - BCE HETaTUBHBIC PEAKLMH, CBS3aHHbIE C IPUMEHEHHUEM JII0O00H J103bI JIEKAPCTBEHHOIO
npoaykta. TepmMuH '"CBsi3aHHBIE C TNPUMEHEHHUEM JIEKAPCTBEHHOTO MPOAYKTa" O3HA4YaeT, 4YTO
CYIIECTBYET XOTS Obl MHHMMAalbHas BO3MOYKHOCTb HAJIWYWs NPUUYMHHO-CIIEICTBEHHON CBSI3U MEXIY
JIEKapCTBEHHBIM MPOJYKTOM U HEKEIATEIbHBIM SIBJICHUEM, T.€. B3aUMOCBS3b HE HCKITIOUEHA.

Jlis 3aperucTpUpOBAHHBIX JIEKAPCTBEHHBIX IPOAYKTOB ATOT TEPMHMH O3HAYaeT BCE HETaTHBHBIC
peaKIyy, CBSI3aHHBIE C MPUMEHEHUEM JICKApPCTBEHHOTO MPOJYKTAa B OOBIYHBIX J103aX, MCIIOIb3YEMbIX
Ui OpoQWIAKTUKM, JWAarHOCTMKM WM JIedeHus 3a0ojeBaHMM, a Takke i HW3MEHEHHUs
¢uznonornueckux pynkmuii (cM. PykoBoactBo ICH «OrneHka TaHHBIX 110 KIMHUYECKOH 0€30macHOCTH:
TEPMUHOJIOTHS U CTAHJAPThI SKCIPECC-OTYETHOCTUY).

1.2 HexenatenbHoe sijieHue; HS (adverse event; AE)

JIroboe BBISBICHHOE y TMalMEHTa WIH CyOBbEKTa KIMHHUYECKOTO HCCIEIOBAHUS TOCIE MPUMEHEHHS
JIEKapCTBEHHOT'O MPOJIYKTa HEOIArOMPHUATHOE ¢ MEIUIIMHCKON TOYKU 3pEHHs COOBITHE, KOTOPOE MOKET
U HE MMETh NMPUYUHHO-CIECJCTBEHHOW CBS3HM C €ro NMpUMEHEHHeM. TakuM o0pa3oMm, HeXelaTelbHOe
spinerne (HS) MoxeT npeactaBisaTh co00H 0001 HEOIAronpUATHRI CUMIITOM (BKIIFOYAsl OTKJIOHCHHE
1ab0PaTOPHOTO MOKA3aTENsl OT HOPMBI), Kao0y Wi 3a00JIeBaHNE, BPeMsI BOSHUKHOBEHUSI KOTOPOTO HE
UCKIIIOYaeT MPUYUHHO-CIEJACTBEHHON CBSI3M C TPUMEHEHHUEM JIEKapCTBEHHOTO (MCCIIETyeMOro)
IIPOJYKTa BHE 3aBUCHMOCTH OT HaJU4MsI WJIK OTCYTCTBHUS Takoil cBs3u (cM. pykoBojcTtBo ICH "Ouenka
JAHHBIX 110 KJIMHUYECKOH 0€30MacHOCTH: TEPMUHOIIOTHUS U CTaHAapPThI IKCIIPEeCcC-0TYETHOCTH").

1.3 Tlompaska (k mpoTokoJy) (amendment (to the protocol))
CM. «a1onpaBka K IpOTOKOIY».

1.4  Tlpumenumble HopmaTuBHbIe TpedoBanusi (applicable regulatory requirement(s))
Bce 3akOoHBI M TOA3aKOHHBIC aKThl, PETYIUPYIONIHE TMPOBEACHHE KIMHUYCCKUX HCCIIEA0BAHUI
HCCIIEYEMBIX TIPOIYKTOB.

1.5 YTBepkaeHne (NPUMEHHUTEJbHO K JKCIEPTHOMY cOBeTy opraHusaunuu) (approval (in
relation to Institutional Review Boards))

[Ipunsaroe OxcneptHbiM coBeToM opranuzanun (DCO) 3akimo4YeHue, MOATBEpKaarIiee (akrt
IIPOBEJIEHUS OKCIEPTU3bl KIMHUYECKOTO MCCIEAOBAHUA M SBILIIOIIEECS pa3pelIeHHMEM Ha €ro
MpPOBEJICHUE B JAHHOW OpraHu3alldd B COOTBETCTBMM C ykazaHusmMu OCO, HOpMaTUBHBIMHU
JOKYMEHTaMU MEIUIIMHCKOW OpraHM3aliy, a TakkKe HaJjexanled knmuaudeckoi npaktukoit (GCP) u
MIPUMEHUMBIMUA HOPMATHBHBIMH TPEOOBAHUSIMH.

1.6 Aynurt (audit)

KoMmmuiekcHass W He3aBUCHMMAas IIPOBEPKA OTHOCSIIUXCS K HCCIENOBAHUIO JEATEIBHOCTH WU
JOKYMEHTAlMM, MPOBOAMMAS JUIS TOJATBEPKACHUS COOTBETCTBHS HITOW JEATENBHOCTH, a TaKKe
nporenyp cbopa, aHaauM3a W NPEJCTABICHHUS JAHHBIX IPOTOKOIY, CTaHIAPTHBIM OIEPALMOHHBIM
IpoLeaypaM CIoHcopa, Haanexamel kimmuudeckor npaktuke (GCP) u mpuMeHHMBIM HOPMAaTHBHBIM
TpeOOBAHUSM.



1.7  Ceprudukar ayaura (audit certificate)
JIOKYMEHT, COCTaBJICHHBIN ayJIUTOPOM B TIOJITBEPKICHUE (PaKTa MPOBEACHUS ayIHTA.

1.8 OTuet 00 ayaute (audit report)
[TuceMeHHOE 3aKIII0UEeHHE ayJUTOpa CIIOHCOpa O pe3yabTaTax ayauTa.

1.9 JoxymeHTanbHbIH ciaex (audit trail)
JlokymeHTaIusi, mo3BOJISION[As BOCCTAHOBUTD X0J1 COOBITUH.

1.10 Cuaenoii metoa/mackupoBka (blinding/masking)

Mertoa, npu OPUMEHEHMM KOTOPOrO OJHOM WM HECKOJbKMM YYacTBYIOIIMM B KIMHUYECKOM
UCCJIEJOBAaHUM CTOPOHAM HEU3BECTHO, KaKOe JIEUCHHE HA3HAYEHO CYOBEKTY uccienoBaHus. IIpocroit
CJIeNIOW METOJ IpeaycMaTpuBaeT HEOCBEAOMIIEHHOCTh O Ha3HAUY€HHOM MM BUJE JIEYEHUS CYyOBEKTOB
HCCIEAOBAHUSA, B TO BpeMs KaK JBOWHOW CIENONM METOJX I0JApa3yMeBaeT HEOCBEIOMIICHHOCTh
CyOBEKTOB HCCIEI0BaHUs, UCCIIEI0BaTENeH, MOHUTOPOB U, B HEKOTOPBIX CIIy4yasiX, JIMLI, BBITOIHSIOLINX
CTaTUCTHYECKYIO0 00paOOTKY NaHHBIX.

1.11 MHuamBuayaiabHasi perucrpanuonnas kapra; UPK (Case Report Form; CRF)

JIOKyMEHT Ha OyMa)KHOM, 3JIEKTPOHHOM HJIM ONTUYECKOM HOCHUTEJE, IpeHAa3HAYCHHBIN /1151 BHECEHUS
BCEH MPEAYCMOTPEHHON MPOTOKOJIOM U MOJJIEXKAIIEH Nepesadye CoHCOpY MH(POpPMALMK MO KaXIOMY
CyOBEKTY UCCIIEIOBAHUS.

1.12 Kaunudeckoe ucnbiTanue/ucciaenoanue (clinical trial/study)

JIroboe uccnenoBanue, NPOBOJAMMOE C YYaCTHEM 4EJIOBEKAa B KauecTBE CyOBEKTa JUIsl BBIABICHUS WU
MOATBEPKICHUST KITMHUYECKUX H/Uiu dapMakogorudeckux 3¢ (HeKToB uccieayeMbIX TPOAyKTOB U/UIH
BBISIBJICHHSI HEXEJIATEIbHBIX PEaKIMi Ha WCCIIeTyeMbIe MPOIYKTHI, W/WIA U3YYCeHUs WX BCACHIBAHWS,
pacmpeseneHus, MeTaboiaM3Ma U BBIBEJEHUS C 1ENbI0 OICHHUTh HX O€30MacHOCTh W/WJH
s dextuBHOCTh. TepMUHBI "KIMHUYECKOE HUCHBITaHHE" U "KIMHUYECKOE HCCIIEeOBaHUE" SIBISIIOTCS
CHHOHMMaMH'.,

1.13 Otyer 0 KIMHMYeCKOM HcnbITaHuU/UccaenoBannu (clinical trial/study report)

Otuer B mnuCbMEHHOM  ¢opme, TpeACTaBIsAOLMH  CcOOOH  OmMcaHUWe  KJIMHHUYECKOTO
UCTIBITAHUSA/UCCIIEIOBAHMS KaKoro-imoo TepaneBTHYECKOTO, pOo(pUIAKTUIECKOTO WIN
JMAarHOCTHYECKOTO CPEACTBA C Y4YacTHEM 4YeJNOBeKa B KauecTBE CYOBEKTa, OOBEIUHSIONINI
KJIMHUYECKOE M CTaTUCTHUYECKOE ONUCAHUs, MPEJCTAaBICHHUE JaHHBIX U MX aHalIu3 (CM. PYKOBOJCTBO
ICH «CtpykTypa U coepaHue 0OTYETOB O KIIMHUYECKOM MCCIEJOBAaHUNY).

1.14 TIpenapat cpaBHeHusi (comparator (product))
Hccnenyemblit MM 3aperucTpUpPOBAaHHBIN JIEKAPCTBEHHBIH MPOAYKT (T.€. aKTUBHBIA KOHTPOJIb) JIHOO
1ane6o0, UCIOoJIb3yeMBblii(0€) KaK KOHTPOJIb B KIIMHUYECKOM HCCIIEIOBaHUH.

1.15 Co0aonenue TpedoBaHMii (NPUMEHHMTEJBHO K  KJIMHHUYECKHM  HCCJIEJOBAHUIM)
(compliance (in relation to trials))

CnemoBanue BCeM CBS3aHHBIM C KIMHHYECKHMM HCCIEIOBAaHMEM TpeOOBaHUSAM, HaJyIekKallen
kinuHu4ecko npaktuke (GCP) u npuMeHNMBbIM HOPMATUBHBIM TPEOOBaHUSIM.

! Heo6x0MMO yuuTHIBATE, 4TO B HOBEliEM eBporneiickom 3akoHoatenbetie (Regulation (EU) No 536/2014) stu gsa
noustus: «clinical study» («kauan4eckoe nsydenue») u «clinical trial» («knuHEYecKoe HCcCIeT0BaHHE») UMEIOT Pa3HbIE
OmpeeICHHUs
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116 KounduaenuunaabHocth (confidentiality)
CoxpaHeHue B TailHE OT HEYIOJHOMOYEHHBIX JHUI WHGOpPMAIMHU, MPHHAIJICKALICH CIOHCOPY, HIU
MH(OPMALIHNHY, TIO3BOJIAIONICH HICHTU(DUIIMPOBATh CYOBEKTa HCCIICIOBAHHUS.

1.17 Torosop (contract)

JlaTupoBaHHOE W TIOJIMUCAHHOE COTJAIICHHWE MEXIy JBYMs WM 0ojiee CTOPOHAMH, KOTOPOE
YCTaHABIIMBAET JIOTOBOPEHHOCTH, KaCaroIIMeCs pacupeesicHus o0bema padoT M 00sS3aHHOCTEH IpH
MPOBEJICHUU KIIMHUYECKOTO UCCIICIOBAHMS, a TAK)KE, €CITM YMECTHO, (PMHAHCOBBIX BOMPOCOB. OCHOBOM
JIOTOBOPa MOXET CIYXKUTh IMPOTOKOJ HCCIICIOBAHU.

1.18 KoopauHaunoHHblii koMuTeT (coordinating committee)
Komurer, KOTOpBIi MOXET OBITH OpPraHU30BaH CIIOHCOPOM Ui KOOPAWHAIMHM TPOBEACHHS
MHOTOLIEHTPOBOT'O KJIMHUYECKOTO HCCIICIOBAHUSI.

1.19 HccaenoBarenb-koopauHatop (coordinating investigator)
Hccnenosarens, OTBCYAIOIIMK 332  KOOPJIMHALMIO  JAECATEIbHOCTH  MCCIENOBaTelied  BCEX
UCCIIEIOBATENCKUX IIEHTPOB, YYaCTBYIOIINX B MHOTOIICHTPOBOM KIIMHUYECKOM HCCIIEIOBAHUU.

1.20 KouTpakTHas uccjiegoBaTe/bcKasi opranusamnus (contract research organization; CRO)
duszngeckoe JIMIO WJIM OpraHu3alusa (KOMMep‘-IeCKaﬂ, HAayYHO-UCCJICOO0BATCIIbCKAA UIIN I/IHaﬂ), KOTOpasa
B paMKax JOroBOpa CO CIIOHCOPOM BBINOJIHSET OJHY WK Oojiee M3 ero oOs3aHHOCTEH M (YHKIIHA,
CBA3AaHHLIX C IMTPOBCACHUEM KIIMHUYCCKOI'0 NCCIICAOBAHU .

1.21 TMpsamoii goctyn (direct access)

Paspemienre Ha NpoBEpKy, aHaIU3, BepU(UKAUIO U KOIMUPOBAHME JIOOBIX 3amuceldl M OTYETOB,
HEOOXOJIUMBIX ISl OLIEHKM KJIMHHUYECKOro uccienoBaHus. JIuiia, uMeromuye npaBo MmpsiMoro A0CTyIa
(HampuMep, MpeACTaBUTETN HAIIMOHATBHBIX WJIM HHOCTPAHHBIX YIIOJIHOMOYEHHBIX OPraHOB, MOHUTOPHI
U ayJUTOpPbI CIOHCOpPA), JOJDKHBI NMPUHUMATh BCE pa3yMHbIE Mepbl JUIsl COOIOJCHHUS NPUMEHUMBIX
HOPMATHUBHBIX TpeOOBaHMI MO 3amMTe KOH(PUICHIMAIBHOCTH WHGOpPMALUU, T03BOJISIOLICH
UACHTUPUIMPOBATh CYObEKTOB, U HH(POPMAIUH, TPHUHA/IJIEKAIIEH CIIOHCOPY.

1.22 Jloxymentanus (documentation)

Bce 3ammcu B mo6oii ¢opme (BkItouas 3amucud Ha OYMaKHBIX, DJIEKTPOHHBIX, MAarHUTHBIX WM
OINITUYCCKUX HOCUTECIIAX, CKaHOI'paMMbl, PCHTTCHOBCKHC CHUMKH, DBJICKTPOKApAWOTpaMMbl H T.H.),
KOTOpBIE OMHCHIBAIOT JTHOO PETUCTPUPYIOT METOMAbI, OPTaHU3ALUI0 W/UIH PE3YNbTaThl KIMHUYECKOTO
WCCIIETOBAHMSI, a TAKXKE BIUSIOIINE HA HccleAoBaHre (aKTOPhI U MPUHSATHIC MEPHI.

1.23  OcHoBHbIe 10KyMeHTHI (essential documents)

HOKYMeHTI)I, KOTOPBIC B COBOKYITHOCTH WJIM IO OTACIIBHOCTHU MO3BOJIAOT OUCHUTH XOA KIMHUYCCKOT'O
WCCIIEIOBAaHMUSI W KauyeCTBO TOJYYCHHBIX MaHHBIX (cM. pasgen 8 «OCHOBHBIE JOKYMEHTBI IS
MIPOBEICHUS KIIMHUYECKOTO HCCIICOBAHUS).

1.24 Hapaexamas kiannndeckasi npaktuka (Good Clinical Practice; GCP)

CraHIapT TUTAHUPOBAHUs, OPTaHHW3allMH, MPOBEICHWS, MOHUTOPHHIA, ayadTa, JOKYMEHTHPOBAHHUS
KJIMHUYECKUX MCCIIEJOBAHNM, a TaKKe aHalu3a W IPENCTABIECHUS WX PEe3yJAbTaTOB, CIYKaIIUi
rapaHTHell JOCTOBEPHOCTH M TOYHOCTHU TOJYYCHHBIX TAHHBIX M MPEACTABICHHBIX PE3yIbTATOB, a TAKKE
00eCIeunBarOIINi 3alTUTy MPaB, 3I0POBbS U KOH(PUIEHIIMATBHOCTH CyOBEKTOB UCCIIEOBAHUS.



1.25 He3aBucumblii komuter Mo MmouuTopuury nanabix; HKMJI (Independent Data-Monitoring
Committee; IDMC (Data and Safety Monitoring Board, Monitoring Committee, Data Monitoring
Committee))

He3aBucumblii KOMHUTET, KOTOPBI MOXXeT OBITh 00pa3oBaH 10 WHUIMATHBE CIIOHCOpa JUIs
NEPUOINYECKOI0 PACCMOTPEHUS X0/1a KJIMHUYECKOIO UCCIEI0BaHMs, JAHHBIX MO 0€30MacHOCTH /WU
OCHOBHBIX MapaMeTpoB 3((HEKTUBHOCTH, a TaKKe A BBHIPAOOTKH PEKOMEHAALUN CIIOHCOPY O
1€J1eCO00Pa3HOCTH MPOJOKEHHS, IPEKPAILEHUS UCCIEJOBAHNS WM BHECEHUS B HET'O U3MEHEHUH.

126 He3aunTtepecoBaHHbI cBHAeTeb (impartial witness)

du3ndecKoe M0, HE3ABUCUMOE OT MPOBEICHUS KIMHUYECKOTO MCCIICIOBAHMS, Ha KOTOPOE HE MOTYT
OKa3aTh JaBJICHHE YYAaCTHUKU KIMHHYECKOTO HCCIEIOBAHHMS W KOTOPOE B CiIydae, €CJId CYOBeKT
HCCIEAOBAHUS WIM €r0 3aKOHHBIM IIPEICTAaBUTENb HE MOXKET YHUTaTh, IHPUCYTCTBYET BO BpeMs
MOJTy4eHUsT UH(HOPMUPOBAHHOTO COTJIACHSI, & TAKXKE 3aUUTHIBAET TEKCT HHYOPMUPOBAHHOTO COTJIACHSI
MO0BIC APYTHE TPEI0CTABIIIEMbIC CYOBEKTY HCCIICOBAHUS TUCHMEHHBIC MaTEPUAIIBL.

1.27 He3aBucumblii 3Tudeckuii komuter; HIK (Independent Ethics Committee; IEC)
He3aBucumblii opran (3KCIEPTHBIN COBET WJIM KOMHUTET, JEHCTBYIOIIMHA Ha YPOBHE OpraHU3allHH,
PETHOHAIIBHOM, HAIMOHAILHOM WU MEXKIYHAPOJHOM YPOBHE), COCTOSIIUNA W3 MEIUIIMHCKHX
pabOTHUKOB, a TAaKXKe JIMI, HE MMEIONIMX OTHOUICHUS K MEIUIMHE, KOTOPBI 00ECIICYMBACT 3aIIUTy
mpaB, OE30MACHOCTH U OJIArONOYqHs CyOBEKTOB UCCIICIOBAHUS U BBICTYIIACT JIJIS OOIIECTBA TApaHTOM
TAKOM 3allUThl, B YAaCTHOCTH MyTEM PACCMOTPEHHUS, YTBEPXKICHHs/OA00PEHHsI MPOTOKOJIA
WCCIICIOBAHMS, KaHIUAATYp HCCIIEIOBATENICH, MCCICIOBATEIICKIUX IICHTPOB, a TAK)KE MATCPUAIOB H
METOJIOB, KOTOpbIC MPEAINOJIAraeTCcsl HCIOJIb30BaTh JUISl IOJYYEHUS U JIOKyMEHTHPOBAaHUS
MH(GOPMHUPOBAHHOTO COTIIACUS CYOBEKTOB HCCIICJOBAHUSI.

[IpaBoBoii craTyc, cocTtaB, (pYHKIUH, AEATEIHHOCTh HE3aBHCUMBIX STHUYECKHX KOMHTETOB, a TaKXKe
OTHOCAIIMECS K HUIM HOPMaTUBHBIE TPEOOBAHUS MOTYT pa3iIMyaThCs B pa3HbIX CTpaHax, TEM HE MEHee,
HOK nomxuel pyHkunonuposats B coorBeTcTBUHN ¢ GCP.

1.28 WundopmupoBannoe coriaacue (informed consent)

ITponetypa 100pOBONBHOTO MOATBEPXKICHHUSI CYOBEKTOM CBOETO COIJIacHsl Ha y4acTHe B KOHKPETHOM
WCCIIC/IOBAaHUH TIOCIIE TONy4deHHs HH(opMamuu 000 BceX 3HAYMMBIX U MPHHATHS WM PEIICHHS
acriekTax ucciaenoanus. MHpopMupoBaHHOE coryiacue JOKyMEHTHPYETCSl TOCPEICTBOM MOIMUCAHUS U
JaTUpoBaHUs GOpMbl HHHOPMHUPOBAHHOTO COTJIACHS.

1.29 MHucnexuus (inspection)

JleiicTBHE YIOJTHOMOYEHHBIX OpPraHoOB, 3aKitoyaronieecss B OQUIMAIBHON MPOBEpKE NOKYMEHTAIUH,
000pyZI0BaHUs, UHBIX MaTE€PHUaIOB, UMEIOLINX, 10 MHEHHUIO YITOJHOMOUYEHHBIX OPraHOB, OTHOIIEHUE K
KJIMHUYECKOMY MCCIIEOBAHUIO M HaXOAAIIUXCS B MCCIEAOBATEIBCKOM IIEHTPE, B IMOMEIEHUIX
CIIOHCOpAa W/MJM KOHTPAKTHOM MCCIIEOBATEIIbCKON OpraHu3alui, a TakKe HHBIX OpraHHU3aLuUsX,
MMEIOIIUX, IO MHEHHUIO YTIOJTHOMOYEHHBIX OpPraHOB, OTHOIIEHHUE K UCCIIEI0OBAHUIO.

1.30 Opraamzanus (MegunuHckasi) (institution (medical))
Jlrobas opranuzanus BHE 3aBUCUMOCTH OT €€ OPraHHU3aIlOHHO-TIPaBOBON (HOPMBI TUOO MEIUIIMHCKOE,
100 CTOMATOJIOTHYECKOE TIOIpa3 IelIeHUe, TIe TIPOBOASTCS KIMHHYECKHE NCCIICTOBAHMS.

1.31 OxcneptHbiii coBeT opranu3zanuu; ICO (Institutional Review Board; IRB)

HezaBucumeblii opran, cocTosmuii U3 Juil, paboTaromuUX B 00JIACTH MEIUIIMHBI, HAYKH, a TaKXKe He
MUMEIOIINX OTHOIICHUS K HayKe, KOTOPBIA 00eCIeunBaeT 3alluTy MpaB, 0€30MaCHOCTH M OJIaromoIydus
CyOBEKTOB HCCJIEIOBAHUSA, B TOM YHCJIE MyTEM PACCMOTPEHUS, YTBEPXKACHUS/000OpPEHUsI MPOTOKOIIA
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UCCICAOBAHUA M IONPABOK K HEMY, a TaKKE MaTepuajoB U METOAOB, KOTOpPBIE IIPEAIOIaraercs
UCTOJB30BaTh Ui TOJNyYeHHS M JIOKyMEHTHPOBAHHUS HH()OPMUPOBAHHOTO COIJIACHs CYOBEKTOB
UCCIIEN0BAHUS.

1.32 IIpoMekyTOYHBIH OTYET O KJIMHHUYECKOM HCNbITAaHUU/MccaenoBanun (interim clinical
trial/study report)

OTueT O MNPOMEXKYTOUYHBIX pe3yiIbTaTaXx W MX OILEHKE, OCHOBAaHHBI Ha IIPOBEICHHOM B XOJI€
KIIMHUYECKOI'O UCCIICA0OBAHUA aHAJIN3€ JAaHHbBIX.

1.33 Hccaenyemslii npoaykr (investigational product)

JlexapcTBeHHass (opMa aKTMBHOIO BeIllleCTBA WM Ijanebo, M3ydaemas WIM HCHOJb3yemas JUls
KOHTPOJISI B KIMHUYECKOM HCCIIEJOBAaHUH, B TOM YHCJIE 3apETUCTPUPOBAHHBIN JIEKaPCTBEHHBIN IPOAYKT
B Cllydae, €CiIM CI0cOO €ero NpPUMEHEHHs OTIMYaeTcs OT YTBEP)KICHHOIO, a TakXe IpH €ro
WCTIOJB30BAHUU TI0 HOBOMY IIOKa3aHUIO WJIM ISl TIOJXYYEHHUS JOTOJHUTENbHOW WH(POpMAIUU TI0
YTBEP)KICHHOMY ITOKa3aHUIO.

1.34 HccaenoBartensb (investigator)

®dusnyueckoe JIMIO, HECYIIee OTBETCTBEHHOCTh 3a TPOBEICHUE KIMHUYECKOTO HCCIEIOBaHUS B
UCCIIEIOBATENILCKOM IIeHTpe. B ciiydyae mpoBeAeHHs] UCCIENOBaHMS B HCCIEAOBATENBCKOM LIEHTpPE
TPYIION JUI[ HccaeaoBaresieM (TJIaBHBIM HCCIEAOBATENIeM) SIBISETCS PYKOBOAUTENb Tpymnmbl. Cw.
TaK)Ke «COUCCIIEZIOBATEIIbY.

1.35 HccaenoBarenn/opranuzanus (investigator/institution)
TepMI/IH, O3HaanOHII/H\/JII «HUCCIICa0OBATCIIb I/I/I/IJII/I OpFaHI/I3aHI/I$I B 3aBUCHMOCTH OT HpI/IMCHI/IMI)IX
HOPMAaTUBHBIX TPEOOBaHHII.

1.36 Bpounopa ucciaerosaress (investigator's brochure)
CBogHOE W3JI0KEHHE pe3ylIbTaTOB KIMHUYECKOTO M HEKIMHUYECKOTO H3Y4YEHHUS HCCIETyeMOro
HPOJIYKTa, 3HAYMMBIX [UIsl €0 HCCICOBaHuUs Y YeloBeka (cM. paszaen 7 «bpoiitopa uccieaoBarensy»).

1.37 3axounblii npexcrasuressb (legally acceptable representative)

dusnueckoe WM IOPUIUIECKOE JHUI0, WIM WHOW CyOBEKT ImpaBa, MMEIOIIMI B CHJIy 3aKOHA MPaBO
AaBaTb COIIAaCUC Ha YYAaCTUC B KIIMHUYCCKOM HCCICAOBAHUN OT HMMCHH NOTCHUIHUAJIBHOI'O Cy6’BeKTa
HUCCJIICIOBaHUA.

1.38 MounuTopuHr (Monitoring)

JledaTenbHOCTh, 3aKII0YA0LIasIcsa B KOHTPOJIE 33 XOI0M KIIMHUYECKOr0 UCCIIE0BaHUs, 00€CIIEUEHUH €ro
npoBe/eHus, cOopa JAHHBIX M TPEACTaBIECHUS PpEe3yJbTaTOB B COOTBETCTBHM C MPOTOKOJIOM,
CTaHJIaPTHBIMU ONEPAIMOHHBIMU TPOLEAYypaMy, Hajuiexamen kinHudecko mnpaktukoid (GCP) u
MPUMEHUMBIMH HOPMAaTHUBHBIMH TPEOOBAHUSMHU.

1.39 Otuer mouuTopa (monitoring report)

[TuceMeHHBII OTYET MOHUTOPA CHOHCOPY TOCTE KaXKIOTO BH3WUTA B MCCIICIOBATCIILCKHIA IICHTP W/WITH
KOHTaKTa C HCCIEJOBATEISIMH B COOTBETCTBUU CO CTaHIAPTHBIMHU OIEPAIIMOHHBIMH TPOLEIypaMU
(COII) crioncopa.

1.40 MHoroueHTpoBOe KJIHHNYECKOe uccaenoBanue (multicentre trial)
Knunudeckoe wuccieqoBaHue, MNPOBOAMNMOE IO €IMHOMY TMPOTOKONY Oojee YeM B  OJHOM
HCCIIEI0BATEIbCKOM IIEHTPE U, 3HAUUT, O0JIee YeM OJHUM HCCIICTIOBATEIICM.



141 Hexaunuveckue ucciaenopanus (nonclinical study)?
buomenunuHCKNE HCCIeI0BaHuUs, TIPOBOIMMBIC 0€3 yJacTHs YelOBeKa B KAa4eCTBE CyOBeKTa.

1.42 3akiawuyenue (nmpumeHuTeqabHO K He3aBucumomy 3THYeckoMy KomuTery) (opinion (in
relation to Independent Ethics Committee)
3akIoueHne /MM pekoMeHaanuu HezaBUCHMOTo STHYECKOTr0 KOMUTETA.

1.43 OpuruHajibHas MeguiuHckas 3amuch (original medical record)
CM. «riepBHYHAS JTOKYMECHTALIHS.

1.44 TIpotokoJ (protocol)

JIOKyMEHT, KOTOpBIM OINHCBHIBAET LEJIH, JU3aliH, METOJOJOTHI0, CTaTUCTUYECKHUE AacCIeKThl U
opranuzanuio uccieaopanus. [loMuMo 3TOro mpPOTOKOI OOBIYHO COACPKUT MOTYyYCHHBIC PaHEe JaHHBIC
1 00OCHOBaHME WCCIICJIOBAHHS, OJHAKO 3Ta MH(OPMALUS MOXKET OBITh TPEJCTaBIICHA W B JIPYTUX
JOKYMEHTaX, Ha KOTOPbIE CChUIAETCS MPOTOKOIN uccienoBanus. [IpumenurensHo k pykoBoactsy ICH
GCP tepMUH «IIpOTOKO» TOIpa3yMeBaET KaK caM MPOTOKOJ HCCIICIOBAHUS, TAK M ITOMPABKU K HEMY.

1.45 TlompaBka K mpotokoJy (protocol amendment)
OdopmiieHHOE B TUCBMEHHOM BHUJIE OITHCAHHE U3MEHEHHI HITH O(QHUIIHATIBHOE Pa3bsICHEHUE MTPOTOKOJIA.

146 O6ecneuenue kauectBa (quality assurance; QA)

COBOKYITHOCTh CHUCTEMAaTHYECKUX W TUIAHOMEPHBIX JACUCTBHM, KOTOpbIE MMEIOT LENbI0 00eCredHTh
COOTBETCTBUE IIPOBEJIEHUS HUCCIEAOBaHMs, cOopa, PpErucTpallud U MPeACTaBICHUS JaHHbIX
Hajuiexalel knuandeckor npaktuke (GCP) u npuMeHMMbIM HOPMATUBHBIM TPEOOBaHUSIM.

147 Koutpoas kauectBa (quality control; QC)

MeToasl U Mepbl, SBISIONIMECS YacTbIO CHCTEMbI OOECTeueHHsT KauecTBAa U HCIOJb3yeMble s
IMPOBEPKHU COOTBETCTBUA BBINNOJIHACMBIX IIPHU MPOBCACHWHN HCCICAOBAHHA NPOUCAYP MPCABABIACMBIM
TpeOOBaHUSAM K UX KauecCTBY.

148 Panpomusamnus (randomization)
[Ipouecc pacnpezneneHuss CyObeKTOB UCCIEIOBAHMS MO TPYIIaM JIEYEHUs] WIM KOHTPOJIS ClydyallHbIM
00pa3oM, MO3BOJISIONMINN CBECTH K MUHUMYMY CYObEKTHBHOCTb.

1.49 VYmnoanomoueHHbIe oprassl (regulatory authorities)

Opranbl, oOnajgarolmive NPAaBOM OCYIIECTBIATh perynupyromme ¢yHKuM. IlpumeHuTenbHO K
pykoBoactey ICH GCP TepMuH «ynoJHOMOYCHHBIE OpTaHbD) BKJIIOYAaEeT B CeOS WHCTAHIUH,
YIIOJIHOMOYEHHBIE pacCMaTpUBaTh MPEJOCTaBICHHbIE UM KIMHHUYECKUE JIAaHHBIC, a TAKKe MPOBOJHUTH
uHcnekun (cM. 1.29). DT opranbl TaK)Ke HHOTIA HA3bIBAIOT KOMIIETEHTHBIMH OPTaHAMH.

1.50 Cepbe3noe HexenareabHoe sijienne; CHS n/uam cepbe3nasi HexelaTeJbHasi peakUusi;
CHP (serious adverse event; SAE or serious adverse drug reaction; serious ADR)
JIro60e HeOmaronpusaTHOE MEIUIIMHCKOE COOBITHE, KOTOPOE BHE 3aBUCHMOCTH OT JI03BI JIEKAPCTBEHHOTO
MPOAYKTa:

- IIPUBEJIO K CMEPTH;

- IPEJCTABISAET COOOM yrpo3y Ui KHU3HH;

2 PycCKOS3BIYHOMY YMTAaTENI0 OOJIcE NPUBBIYHBIM SBIISETCS TOHATHE <(JIOKIMHMYECKHE HCClenoBanusy». OnHako B
HMHOCTPAHHBIX HMCTOYHHMKAX HCIONB3YIOTCSA JBa IMOHATHS: «IOKIMHHYeCKHe uccnenoBanus» («preclinical studiesy) u
«HeknuHuYeckue uccienoBanus» («nonclinical studies»). B manHoM ciydae MCIONB30BaH mepeBoi, Oojiee OIM3KHNA K
MOHSATHIO, UCTIOJIB30BAHHOMY B OPUTHHAIBHOM JOKyMeHTe — [Ipum. mep.
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- TpeOyeT rocnuTaaIn3anuy Wid ee MpoIeHus;

- PUBEJIO K CTOMKOW WJIM 3HAYUTEIBHON HETPYIOCTIOCOOHOCTH UM HHBAIUTHOCTH

1581071

- IPECTaBIsIeT COOON BPOXKICHHYIO aHOMAJIHMIO/BPOXKICHHBIN MOPOK Pa3BUTHS (CM. pyKOBOJCTBO
ICH «Ouenka AaHHBIX MO KIMHUYECKOW OE€30MacHOCTH: TEPMHUHOJIOTHUS U CTaHAApThl SKCIpecc-
OTUYETHOCTU»).

151 IlepBuuHble 1aHHBbIE (Source data)

Bes undopmanus, cogepxaiiascs B OpUTHHAIBHBIX METUIIMHCKUX 3aMUCAX U UX 3aBEPEHHBIX KOMUSX,
OIMCHIBAIONIAS PE3yJIbTaThl KIMHUYECKUX HAOMIO/eHUN, OOCIeNOBaHUN W JPYrodl JesTeNbHOCTH,
MO3BOJISIIONIAs BOCCO3/1aTh XOJ] KIMHUYECKOTO MCCIEIOBaHUS U OLEHUTH ero. llepBuuHble AaHHbBIE
cojiepKaTcsi B IEPBUYHOM JIOKYMEHTAUUU (MTOAJIMHHUKAX UM UX 3aBEPEHHBIX KOIMUSX ).

1.52 TlepBuunas qokymeHTauus (source documents)

OpurvHanbHble TOKYMEHTBI, JaHHbIE M 3allliCU (HapuMep, UCTOpUU O0se3HH, aMOyJaTOpHbIE KapThl,
Ha60paT0prIe 3armcu, 3aME€TKHU, JTHECBHUKHU Cy6”I)CKTOB HCCIICA0BaHMA, BOIIPOCHUKHU, KYPHAJIbI BbIAa4YH
MEIMKAMEHTOB, 3allCH aBTOMAaTMYECKHX YCTPOMICTB, 3aBEpeHHbIE IOCIE BepU(UKALMU KONUU WIH
BBIIIUCKH, MI/IKpO(bI/IHII/I, q)OTOHCFaTI/IBI)I, MHUKPOIIJICHKW HWJIM MAarivMTHBIC HOCHUTCIM, PCHTICHOBCKHC
CHMMKH, JFOObIE 3allUCH, OTHOCAIIMECS K MAIMEHTY, B TOM YHCJIEe XpaHALIUecs B alTeke, 1abopaTopusix
1 OTACIICHUSAX I/IHCTPYMGHTaJII)HOf/'I JUArdHOCTUKU, UCIIOJIB3YEMbBIX B KIIMHHUYCCKOM I/ICCJICIIOBaHI/II/I).

1.53 Cnoncop (sponsor)

dusnueckoe U0, KOMIIAHUS, MEIUIMHCKAs WM WHAas OpraHu3aiys, SBJSIOIIAsACS WHHIIMATOPOM
KIIMHUYECKOTO  WCCICJAOBAHUS H  HECyIas OTBETCTBEHHOCTh 3a €ro OpTraHM3alfi0  W/WiH
(buHaHCUpPOBaHUE.

1.54 Cnoucop-uccienoBaresib (sponsor-investigator)

@u3nyecKoe JIMLO, KOTOPOE CaMOCTOSTENBHO WJIM COBMECTHO C JAPYTMMM JIMIIAMH WHULHAHPYET M
IPOBOJUT KIMHUYECKOE HCCIIEOBAaHUE U T0J HEMOCPEICTBEHHBIM PYKOBOJCTBOM KOTOPOTO
HCCIeAYyeMbIN MPOAYKT JIMOO HA3HAUYAIOT, JIMOO BBLIAIOT CYOBEKTY HCCIIEIOBAaHHS, JTMOO TMOCIEeIHUN
npuHuMaeT ero. CIOHCOPOM-HCCIIEIOBATEIeM MOXKET OBITh TOJNBKO (pu3uueckoe nuio (Tak, UM He
MOJKET OBITh KOpHOpaIusi Win BeAoMCTBO). OOs13aHHOCTH CIOHCOpA-UCCIEA0BATENS BKIIOYAIOT B Ce0s
0053aHHOCTH KaK CIIOHCOPA, TaK U MCCIe10BaTesl.

1.55 CranagaptHbie onepaunonHbie npouenypbl; COII (standard operating procedures; SOPs)
[TonpoOHblE NUCHMEHHBIE HHCTPYKLUH, MpeIHA3HAUEHHbIE IS JOCTH)KEHUS eIuHO0Opasus MpH
OCYIIECTBIICHUH ONIPEAETICHHON IS TETbHOCTH.

1.56 CouccaenoBareinb (subinvestigator)

JIr060i1 wiieH McCienoBaTEeNbCKOIO KOJUIEKTUBA, Ha3HAUEHHBIH HCCIIEOBATENIEM U OCYIIECTBISIONIHNMA
MO/ €ro KOHTPOJIEM 3HAYUMBIE ITPOLEAYPhl KIMHUYECKOTO UCCIIEJOBAHMS B HCCIIE0BATEIBCKOM LIEHTPE
(HampuMep, UHTEPH, OPAUHATOP, HAYYHBIN cOTpyIHUK). CM. Takke "uccieaoBaTens'.

1.57 CyobbexTt/cydbekT HccienoBanus (subject/trial subject)
dusnyeckoe MO, yJACTBYIONIEE B KIMHUYECKOM HCCIEIOBAaHHHM B COCTaBE TPYIIIBI, IMOIyYaromei
UCCIIeIyeMbIil IPOJYKT, JINOO B COCTaBE KOHTPOJIBHOW TPYIIIIHL.

1.58 MHnentuduxanuonnsiii koa cydbekTa (subject identification code)
VHUKanbHBIH KOJl, TPUCBAWBAaCMbI HCCIEIOBAaTEIEM KaXIOMYy CYOBEKTY WCCICIOBAaHUS IS
obecrieyeHrs: KOH(PUACHITUATEHOCTH UACHTUPHUIUPYIOMIUX CyObEKTa JaHHBIX U UCIOIb3yEeMbI BMECTO
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UMCHU CY6'BCKTa B OTYETaX II0 HEKEIaTeJbHBIM SBJIEHUSIM H/UIIN APYrux OT4YCTax, OTHOCAIIUXCA K
HUCCICIOBAaHUIO.

1.59 HccaenoBarenbckuii neHtp (trial site)
dakTHYeCcKOe MECTO MPOBEACHUST KIIMHUYECKOTO HCCIICIOBAHNS.

1.60 HenpenBuaeHHas HexkeslaTejbHas peakuus (unexpected adverse drug reaction)
HexxenarenbHas peakuus, CyIIHOCTb WIN TSDKECTh KOTOPOH HE COTlacyercsi ¢ U3BECTHOM nHpopManuei
0 TpPOAYKTe (Hampumep, ¢ OpOLIIOPON HCCIenoBaTest IS HE3aperHCTPUPOBAHHOTO HCCIEAYeMOIo
IPOAYKTA WM C JINCTKOM-BKJIA/IbIILIEM/CBOJJHON XapaKTEPUCTUKOM JIEKAPCTBEHHOTI'O NMPOJYKTa B ClIydae
3aperucTpupoBaHHOro mnpoaykra) (cMm. pykoBoacTBO ICH «OneHka AaHHBIX MO KJIMHHUYECKOM
0€30I1aCHOCTH: TEPMUHOJIOTUS U CTAaHAAPTHI SKCIIPECC-OTYETHOCTU ).

1.61 VYsa3zBumble cy0ObeKThI HcciaenoBanus (vulnerable subjects)

Jluma, Ha Ybe KeNaHWE YYaCTBOBAaTh B KIMHHYECKOM HCCIIEJJOBAHUM MOXET OKa3aTh Ype3MEepHOe
BJIMSHUE OKHJaHue (000CHOBaHHOE MIJIM HEOOOCHOBAHHOE) TE€X MJIM MHBIX MPEUMYILECTB, CBI3aHHBIX C
Y4acTUuEM B UCCICAOBAHNU, UJIM CAHKIWH BBIIICCTOANINX B UCPAPXUM JIMI B CIIYyHaC OTKa3a OT y4acCTu.
B kauectBe mpuMepa WIEHOB MEpPapXUUECKUX CTPYKTYP MOTYT OBITh Ha3BaHBI ydallhecs BBICHIMX U
CpCaAHUuX MCAULIMHCKHX, q)apMaHeBTI/I‘-IeCKI/IX H CTOMATOJIOTHYECCKHUX y‘-Ie6HI)IX 3aBeZIeHHfI, MJ'IaIH_HI/Iﬁ
NepcoHall KIMHUK M JIabopaTopuii, ciyxamue (apMaleBTUYECKUX KOMITAHUH, BOCHHOCTYKAIIUE U
3akio4eHHble. K ys3BUMBIM CyOBEKTaM HCCIIEOBAHUS TAaK)KE OTHOCSATCS OOJBHBIC, CTpalaroliye
HEH3JICUUMBIMH 3a00JICBaHUSAMH, JIMIA, HAXOJIIMECs B JOMax MO YXOXIy, HUIIHME U Oe3paboTHEIE,
MAalUMCHTBI, HaXOAAIIHUECA B HCOTIOXHOM COCTOAHHHU, MPEACTABUTCIN HAIIMOHAJIIBHBIX MCHBIIWMHCTB,
0e310MHbIe, OpoIsArv, OEKEeHIIbl, HECOBEPILIEHHOJETHHE M JIMIA, HAXOJAIIMECs IOJA OMNEKOH WU
MOTNIEYUTETHCTBOM, A TAKXKE JIMIIA, HECIIOCOOHBIE 1aTh COTJIACHE.

1.62 Baaromosyuue cyonexkToB ucciaenosanusi (well-being (of the trial subjects))
du3ndyecKoe U MCUXUUECKOE 3/I0pPOBbE CYOBEKTOB, YUACTBYIONIMX B KIMHHIECKOM UCCIICIOBAHHH.

JIONMOJIHEHUE

1.63 3aBepenHasi konusi

Konuss opurunanpHOW 3anucu (BHE 3aBUCUMOCTH OT THIA HOCHUTENS), KOTOpas, Kak ObLIO
HOATBEPIKACHO (HATp., JATUPOBAHHOM MOIIMKCHIO MM BATUIUPOBAHHBIM IPOIIECCOM CO3JIaHUS KOIUH),
COZIEPKUT Ty K€ MH(OpMaIuio, BKIOYas JaHHbIE, KOTOPbIE OMUCBHIBAIOT KOHTEKCT, COAEp)KaHUE U
CTPYKTYPY, UTO U OpUTHHAJIbHAA 3alliCh.

1.64 TIlnaH MOHMTOPHHIA
JIOKYMEHT, KOTOPBI OMMCHIBAET CTPATETHIO, METO/BI, paclpeielieHue 005 3aHHOCTeH U TpeOOBaHUS K
MOHUTOPHUHTY KIMHHYECKOTO UCCIICTOBAHMS.

1.65 Baauaanus KOMIObIOTEPU3UPOBAHHBIX CHCTEM

[Iporiecc ycTaHOBIEHUS W JOKYMEHTHPOBaHUS (haKkTa IOCIEI0BATEIbHOIO COOIIOAECHUS 3a/laHHBIX
TpeOOBaHUN K KOMITBIOTEPU3UPOBAHHON CHCTEME OT MOMEHTa €€ CO3/IaHusl JI0 BBIBOJA CHUCTEMBI U3
SKCIUTyaTallMy WM TMepexojia Ha HOBYIO cucteMy. [lonxoj K Bamuaanuu JOHKEH ObITh OCHOBaH Ha
OILICHKE PHUCKOB, KOTOpas YUWUTHIBAeT Ha3HAue€HHE M €€ MOTEHUHUalIbHOE BIMSHHME Ha 0e3011acHOCTH
CyOBEKTOB MCCIIEIOBAHUS M JOCTOBEPHOCTH €TI0 PE3YJIbTAaTOB.
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2.

2.1

2.2

2.3

2.4

MPUHIATILI HAUIEXKAIIEN KJIMHUYECKOM MPAKTUKH (GCP)

Knunnueckue uccienoBanust J10HKHBI MPOBOJAUTHCS B COOTBETCTBUU C STUYECKUMU MTPUHIIUIIAMU,
3JI0)KEHHBIMH X EIbCUHKCKON aekiapanueii BMA u orpaxenHsiMd B GCP u npuMeHHMBIX
HOPMATUBHBIX TPEOOBAHHMSIX.

I[O Hayajla UCCIICAOBaHUA OOJIKHA OBITH MpoBCACHA OLCHKA COOTHOWICHUS IMPOTrHO3UPYEMOIO
PUCKa H Hey,HO6CTB C O)KPI,I[&GMOIZ MOJIL301 JIA CY6L€KT3 HCCIICAOBAHUA H O6H_[CCTBa.
HccnegoBanne MOXKET ObITh HAYATO W MNpOAOJIKCHO TOJIBKO B TOM CJiy4dac, CCJIIM OXHAacMas
I10JIb3a OIIPaBAbIBACT PUCK.

HpaBa, 0e30ImacHOCTb | 6J'Ial"Ol'IOJ'Iy‘II/I€ CY6’beKTa HCCIICAO0BAaHUA HMCIHOT IICPBOCTCIICHHOC
SHAYCHHUEC U JOJIKHBI ITPEBAJIMPOBATHL HA/l MHTCPECAMU HAYKHU U O6HI€CTBa.

Wudopmanus (HEKIMHUYECKAass M KIMHUYECKas) 00 HCCIeAyeMOM NpPOAYKTE IOJDKHA OBITH
JOCTaTOYHOM 11 00OCHOBAHUS MPEATNOIAraeMOro KIMHNYECKOro NCCIIe0BAHMSL.

2.5 Kinnnueckue HCCIICAOBaHUA JOJIKHBI OTBCYATh HAYYHBIM Tpe6OBaHI/I${M U OBITH YETKO U HOI[pO6HO
OIIMCAHBI B ITPOTOKOJIC.

2.6

2.7

2.8

2.9

2.10

KimuHaudeckoe wcciieoBaHUE JIOJDKHO —TIPOBOJUTHCS B COOTBETCTBUHM C  IPOTOKOJIOM,
YTBEPKJACHHBIM/0I0OpEHHBIM ~ DKCIepTHBIM  coBeToM  opraHuzanuu  (DCO)/HezaBucumbiM
studeckum komuteToMm (HIOK).

OTBETCTBEHHOCTh 33 OKa3bIBAEMYI0 CYOBEKTY MEIUIIMHCKYIO MOMOIIb U MPHUHITHE pPEIIeHHUH
MEIULMHCKOT0 XapaKTepa HECET Bpay.

Bce IMPUBJICKACMBIC K MPOBCACHUIO HCCICAOBAHUA JIMIA MOOJDKHBI HMETH COOTBCTCTBYIOHIUC
o6pa3013aHHe, IMOATOTOBKY U OIBIT AJId BBIITOJHCHUS BO3JIOKCHHBIX HA HUX 3a4a4.

JloOpoBosibHOE WH(DOPMUPOBAHHOE COTJIACHE JIOJDKHO OBITH MOJIYYEHO y KaXKJIOro CyObeKTa N0
€ro BKJIIIOYCHHSI B HCCIIEIOBAaHUE.

Bcio nosyueHHyI0 B KIMHUYECKOM HCCIEI0BaHUM MH(OpPMAIMIO HEOOXOIUMO PErucTpUpOBaTh,
nepeaBaTh U XpaHUTh TaKUM 00pa3oM, 4TOObI ObUIM 00ecredeHbl TOYHOCTh U NMPaBUIBHOCTh €€
MPEJCTaBICHNS, HHTEPIPETALMU U BepU(PUKaLIUU.

JIONMOJIHEHUE

211

2.12

3T1O0T MNPpUHIUII TIPUMCHHUM KO BCEM 3alliCsAM, YIIOMHHACMBIM B OaHHOM PYKOBOACTBE, BHC
3aBUCUMOCTH OT THIIAa HOCUTCIIA

KonduneHmanbHOCTh 3amucel, MO3BONSIONNX UACHTU(DHUIMPOBATE CYOBEKTOB HCCIIEIOBAHUS,
NOKHA OBbITh oObOecrieueHa C COONIOJACHMEM TIpaBa HA YacTHYK OKU3Hb U 3allUTy
KOH(HIEHIINAILHOCTH B COOTBETCTBUU C IPUMEHUMBIMU HOPMAaTHUBHBIMU TPEOOBAHUSAMHU.

[Tpou3BOACTBO M XpaHEHHE UCCIIENYEMBIX MPOIYKTOB, a TaKKe 00palieHue ¢ HUIMHA HE00X0IUMO
OCYIIECTBIISATh B COOTBETCTBHH C TPaBHJIAMU HaJUIeXkalleld MpOW3BOACTBEHHOW MpakTHku (good
manufacturing practice; GMP). Hccrexyembie pOayKThl JOKHBI IPUMEHSTHCS B COOTBETCTBHU
C YTBEP>KIACHHBIM IIPOTOKOJIOM.
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2.13

I[HSI oOecneueHHUsT KadyecTBa KaXJa0ro acleKTa HuCCICAOBaHUA OOJIXKHBI OBITH BHCAPCHBI
COOTBETCTBYIOINHUE CUCTEMBI U OIICpAallMOHHBIC ITPOLCAYPHI.

JIOMOJHEHUE

Takme cucTeMbl JOJIDKHBI (bOKYCI/IPOBaTBCﬂ Ha TEX acCIICKTaX KIMHHUYCCKOI'O HCCICIOBaHU,

KOTOpBIC 00ECIICYMBAIOT 0€30MaCHOCTh CYOBEKTOB HCCIICIOBAHUS H JOCTOBEPHOCTD €0 Pe3yJIbTaTOB.

3.

3KCHEPTHBLIA COBET OPITAHU3ALIMU/HE3ABUCUMBbBIN

STHYECKHUHN KOMUTET (3CO/HIK)

3.1

3.11

3.1.2

3.13

3.14

Oo0s3anHOCTH

DKCHepTHBI coBeT opranuszanuu/He3aBUCHMBI STHYECKHII KOMHUTET MPHU3BAaH 3alllUIIaTh
mpaBa, 0€30MacHOCTh M Oaromoyiydre BCeX CYOBEKTOB ucciefoBaHus. lccriemoBanusim c
YYaCTHEM YS3BHUMBIX CyOBEKTOB JIOJDKHO OBITh yJIEJIEHO 0cO00C BHUMAaHUE.

OCO/HIK nomxkeH NOay4YUTh CAEAYIONINE TOKYMEHTHI:

MIPOTOKOJI MCCIIEAOBAHUS/TIONPABKY; MUCHbMEHHYIO0 (hOopMy HH(POPMHUPOBAHHOTO COTJIACHS H €€
MOCNEAYIONUE  pelakluM, TMpeAsiaraeéMble  HCCIenoBaTeNieM JUisl  UCIONB30BaHUS B
WCCJICIOBAHWH;, OITMCAaHUE JICHCTBUH, HAPABICHHBIX HA MPHUBJICYCHHE CYOBEKTOB K yJacTHIO B
HCCIIEIOBAaHUH (HAIpUMep, PeKIaMHbIe OOBSIBICHUS ); TUChbMEHHBIE MaTepUaibl, KOTOPbIE OyIyT
MPEIOCTaBIEHbl  CyOBbEKTaM;  OpOIIIOpY  HMCCIEIOBATENs;  HM3BECTHYIO  HWH(OpPMAIIUIO,
Kacarolyrocsi 0e30MacHOCTH; HH(POPMAIMI0 O BBIIIATaX M KOMIICHCALUAX CYOBEeKTam
UCCIICIOBaHMSI; TEKYIIYIO BEPCHIO HayuHOU Onorpaduu ncciemposatens (curriculum vitae) w/wmm
Ipyrue MaTepuaibl, TMOATBEP)KIAIONINE €ro KBamu(UKAIHio; JtoOble Ipyrue JAOKYMEHTHI,
KoTopble MOryT notpedosarbest DCO/HOK nns BeinmonHeHust ero 00s3aHHOCTEH.

OCO/HOK nomkeH paccMOTpeTh BONPOC O TMPOBEACHUU TNPENIAraéMoro KIMHUYECKOTO
UCCIICIOBAaHUST B pa3yMHBbIE CPOKM M JIOKYMEHTAJbHO O(OPMUTH CBOE MHEHHE, YETKO
UICHTUPUIMPYST HCCIEOBAaHNWE, PACCMOTPEHHBIE JOKYMEHTHI M JaThl TPU BBIHECEHUHU
CIEAYIOLIUX PELIEHUN:

- YTBEP)KJICHUS/0100pEHHUS;

- TpeOOBaHUS O BHECEHUU U3MEHEHU M, HEOOXOIUMBIX IS MTOJIyUYEHUs! yTBEPKACHUS/0J00OpEHMUS;
- OTPHIIATEIBHOTO 3aKII0YEHHSI/HE0100pEHNUS;

- OTMEHBI/TIPUOCTAHOBIIEHUS JAHHOTO paHee YTBEPKIEHUS/0A00peHus.

OCO/HOK nomkeH OLEHUTh COOTBETCTBHE KBaJM(UKAIMKU HCCIEAOBATeNs MpeiaraeMoMy
UCCJICIOBAaHUI0O HAa OCHOBAaHMM €ro Hay4yHo# Oworpadum (curriculum vitae) w/mnm npyrou

COOTBETCTBYIOIICH TOKyMeHTaruu, 3anpomienanoin JCO/HDK.

OCO/HOK nomkeH paccMaTpuBaTh KaXKI0E€ TEKYIIEe HCCIAEAOBAaHUE C TMEPHOIUYHOCTHIO,
aJICKBATHOM PUCKY ISl CYObEKTOB UCCIICIOBAHMSI, HO HE PEXKE OJTHOTO pasa B TOI.
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3.15

3.16

3.1.7

3.18

3.1.9

OCO/HOK wmoxer morpeboBaTh, YTOOBI CyOBEKTaM HCCIICIOBAaHHUS TOMHUMO HWH(MOpMAIUH,
yka3aHHOH B 4.8.10, ObLIH Mpe10oCTaBICHbI TOTIOJIHUTENIBHBIC CBEICHUS 00 HCCIIeJOBAaHUH, €CIIH,
no mHeHuto DCO/HOK, 3ta nHboOpMaIys MO3BOIUT CYIIECTBEHHO MOBLICUTH CTEIIEHB 3aIIUTHI
npaB, 6€301aCHOCTH W/UTH 0J1aronony4yusi CyObeKTOB.

Ecnu cornacue Ha ydyactue cyObeKTa B HCCICIOBAaHHWU, HE CBSI3AHHOM C JICUYCHHEM, AT €ro
3aKOHHBIA mpencraBurenb (cM. 4.8.12 u 4.8.14), DCO/HOK nomkeH yOeauThCs, 4YTO
MPEIOCTABICHHBIA TPOTOKOJ W/UIU JIpyrasi JOKYMEHTAIUsl COOTBETCTBYIOT ITHUECKUM HOpMam
Y IPUMEHUMBIM HOPMATHUBHBIM TPEOOBAaHUSM JUISl TAKUX UCCIICAOBAHUIA.

Ecnm mpotokon mpemycMarpuBaeT HEBO3MOXKHOCTH TIOJNYYEHHS COTJIacHs Ha YYacTHE B
UCCIICIOBAaHUHM Yy CYOBEKTa WM €ro 3akoHHoro mnpexacraBurens (cm. 4.8.15) mo momeHTa
BKIItOUeHUus1 cyonbekTa B uccienopanre, JCO/HOK nomken yOeauThCs, YTO MPEIOCTABICHHBIH
MPOTOKOJI W/WIH Jpyras TOKYMEHTAIlUs COOTBETCTBYIOT 3TUYCCKUM HOpPMaM M IPHUMEHHMBIM
HOPMATHBHBIM TpeOOBAaHUSIM I TaKUX HCCIEAOBAaHUN (Hampumep, IpPH HEOTIOKHBIX
COCTOSIHUSIX ).

OCO/HOK paccmaTpuBaeT pa3Mep H TOPSAOK BBILIAT CYOBEKTY HCCIICIOBaHUS, YTOOBI
yOeIUThCSl B OTCYTCTBHH HEOOOCHOBAHHOW 3aMHTEPECOBAHHOCTHU WJIM NPUHYXKICHUS CyOBEKTOB
uccienoBanus. Pa3mep BbIIar cyObeKkTaM JOJDKEH OBITh 3apaHee OINpelesieH W He JOJDKEH
[IEJIMKOM 3aBHCETh OT TOTO, 3aBEPILIUI CYOBEKT UCCIICAOBAHUE MTOJTHOCTHIO HIIH HET.

OCO/HOK pomxkeH ybenuThCst B TOM, 4YTO MH(OpMAaLUs, Kacarollascs BBIUIAT CyObEeKTaM
UCCJIEIOBaHMsI, BKJIIOYAsi METO/AbI, CyMMbI U TpauK BBIILIAT, OTPa’K€HA B MMUCbMEHHOU Qopme
UH(POPMHUPOBAHHOTO COTJIACUS M JII000M Jpyroil MUCbMEHHOW MH(POpPMAaLNH, TPEeAOCTaBIIEMOR
cyobekTam. JIoKHO OBITh YKa3aHO, KAKUM 00pa3oM OyAeT OrpesesieH pa3Mep BhITLIAT.

3.2 CocraB, pyHKIIMH U NOPSAI0K PadOTHI

321

3.2.2

OCO/HO3K nomkeH UMETh B CBOEM COCTAaBE JOCTATOYHOE YUCIIO JIUI, CyMMapHO 00JIaJaronnx
HEOOXOJUMBIM OIBITOM U KBaJdU(HUKAIMEH ISl OLIEHKH HAyYHBIX, MEIUIIMHCKUX M ITHUYECKUX
acCIeKTOB IpejyiaraeMoro uccieaopanus. Pekomenayercs, uroost B DCO/HIK Bxoammu:

(2) He MeHee MSATH WICHOB;
(b) Kax MUHHUMYM OJMH YJIEH, YbH HHTEPECHI JIEXKAT BHE C(hephl HAYKH;

(C) xak MHHHMYM OJWH YiI€H, KOTOPBHIH HE 3aBHCHUT OT OpraHHW3al[MH/HCCIIEA0BATEILCKOTO
LEHTpa.

["osocoBaTh/BhIpaXkaTh MHEHHE O UCCIIEAOBAHUIO UMEIOT MpaBo TojbKo Te wieHsl JCO/HDK,
KOTOpBIE HE 3aBUCAT OT MCCIIE0BATEN U CrioHCcopa AaHHoro uccienoBanus. JCO/HOK nomxken
BECTH CIIMCOK CBOMX WICHOB C YKa3aHUEM UX KBaTH(PHUKAIIHH.

OCO/HOK nomkeH OCYIIECTBISATh JAEATEIBHOCTh B COOTBETCTBHM C TMHCbMEHHBIMHU

nporenypamMn, IOKYMEHTHPOBaTh CBOKO pabOTy, BECTH TIPOTOKOJIBI 3acelJaHdid, a TaKkKe
cobmonats GCP 1 npuMeHnMble HOpMaTUBHbIE TPEOOBAHUSI.
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3.2.3

3.24

3.25

3.2.6

DCO/HDOK mnpuHuMaer penieHUs Ha OOBIBIEHHBIX 3aceJaHUsIX [OPU HAJIWYUU KBO a
b
YCTaHOBJICHHOTO €r0 MUChbMEHHBIMU MPOLIETypaMHU.

[TpaBo rom0coBaTh/BBICKA3bIBATH CBOC MHEHHE /MU PEKOMEHIAIMN UMEIOT TOJBKO T€ YICHBI
DCO/HOBK, KoTOphIC yYacTBYIOT B PACCMOTPEHUHN JOKYMEHTAIIUU U 00CYKICHHH.

HccnenoBaTenb MOXKET MPENOCTABIATh MH(POPMAIMIO TI0 JIIOOBIM aclieKTaM HCCIIeIOBaHUs, HO
HE MOXKET Y4acTBOBATh B IPEHUSIX WIN B TOJIocOBaHNH/BhIpaboTke MHeHuss DCO/HIK.

OCO/HDK moxeT 00pamaThes 3a MOMOIIBIO K SKCIIEpTaM, HE SIBISIONIUMCS €r0 YWICHAMU.

3.3 Ipouenypsbi

OCO/HOK pomxen pa3paboTarh, JOKYMEHTAIbHO OG(OPMHUTH W COONIOAATH CBOM MPOLEIYPHI,

OIIpeEISIOIHE:

3.3.1 Ero cocraB (pamunmu 1 KBaTH()UKALIUIO YWICHOB) U yYPEAUBIIUI €0 OpPraH.

3.3.2 Tlopsmox Ha3HAueHUs 3aceJaHWi, OMOBEUICHHS €r0 WICHOB O TNPECTOSIINX 3aCeJaHHsX, a
TaKXe OpraHU3alLUI0 3aceIaHui.

3.3.3 Ilopsaok NepBUYHOTO U MOCIETYIOLIEr0 paCCMOTPEHUS JOKYMEHTALUHU 110 UCCIEIOBAHUIO.

3.3.4 Ilepuoau4HOCTb MOCIEIYIOLIEr0 PACCMOTPEHHSI JOKYMEHTALIMH 110 UCCIIEJOBAHUIO.

3.3.5 Ilopsnok, cornacHoO MPUMEHUMBIM HOPMAaTUBHBIM TPEOOBAaHUSAM, YCKOPEHHOTO PACCMOTPEHUS U
YTBEPKACHUS/ONOOPEHHs] ~ HE3HAUUTEJIbHBIX ~ W3MEHEHUM s MCCIIEJOBaHMN,  paHee
YTBEP)KICHHBIX/0J00PEHHBIX UM Ke€.

3.3.6 HenmomycTMMOCTb BKIIIOYEHHUSI CYOBEKTOB B HccienoBaHue a0 Toro, kak DCO/HOK Bbiiact
MUCBbMEHHOE YTBEPKIEHNE/0100peHne Ha TPOBEIEHUE HCCIIEA0BAHMUS.

3.3.7 HenmomycTHMOCTb OTKJIIOHEHHH OT TPOTOKOJIAa WM €r0 M3MEHEHWH 0e3 TNpenBapUTeIbHOTrO
yTBepkKAeHUsI/0q00peHust cooTBeTcTBYIONMX nomnpaBok DCO/HOK, kpome Tex ciydaeB, Koraa
HEOOXO/IMMO YCTPaHHUTh HETOCPEACTBEHHYIO YIpo3y CyObeKTaM HCCIeIOBaHHUS WM KOTna
U3MEHEHUS KacaroTcs TOJBKO aJMUHHMCTPATUBHBIX WM TEXHMYECKHX ACMEKTOB HCCIEI0BaHMS
(Hampumep, 3aMeHa MOHHUTOpPa, M3MEHEeHHEe HoMepa TenedoHna) (cm. 4.5.2).

3.3.8 00g3aHHOCTH HccienoBaTeNs HezaMeuTeabpHo coodmarts DCO/HDK:

() 00 OTKIOHEHHWSX OT MPOTOKOJA WM HM3MEHEHUSX IPOTOKOJIA, MPOU3BEICHHBIX IS
yCTpaHEHHUsT HEITOCPEACTBEHHON yrpo3sl cyObekTaMm ucciaemoBanus (cm. 3.3.7, 4.5.2, 4.5.4);

(b) 06 M3MeHeHUAX, YBEIMYMBAIOIINX PUCK I CYOBEKTOB H/HIIH CYIIECTBEHHO BIIMSIONINX Ha
npoBeneHue uccneaoBanus (cm. 4.10.2);

(c) 060 Bcex HexenaTeabHBIX PEAKIUAX, KOTOPHIC SBISIOTCS OJHOBPEMEHHO CEpPhE3HBIMU U
HENpPEeIBUICHHBIMU;

(d) o HOBBIX TaHHBIX, KOTOPBIC MOTYT CBUICTEIBCTBOBATH O BO3PACTAHUH PUCKA IS CYyOBEKTOB
WM HEOJIarompusTHO MOBJIUATH HA X0 UCCIICIOBAHUS.
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3.3.9 O0s3aHHOCTH DCO/HDK He3aMeJIUTEIILHO B MUCBMEHHOM BUJIE coo0warp
HCCIICI0BATE/II0/OpraHnu3alliu:

(2) o cBOMX pelICHUIX/3aKITFOUCHUSAX, KACAIOIIMXCS UCCIICIOBAHMS;
(b) 0 mpuUMHAX IPUHATHS PEIICHHI/3aKITIOUCHHIA;

(c) o mopsike 00KaTOBAHUS €0 PELICHHI/3aKIIOYEHUI.

3.4 JloxkymeHTanus

OCO/HOK pomkeH XpaHUTh BCE AOKYMEHTHI (HalpuMep, CBOM MPOIEAYpbI, CIHUCKUA YJIEHOB C
yKa3aHUEM pojJia JEATETbHOCTH U MecTa paboThl, MPEICTABICHHBIE HA PACCMOTPEHHE JIOKYMEHTHI,
MIPOTOKOJIbI 3aCEAaHUI U MEPENUCKY) B TEUCHUE MUHUMYM TpeX JIeT TOCJe 3aBEepIICHUS UCCIICIOBAHUS
Y TIPEOCTABIIATh UX IO 3aIIPOCY YIOJTHOMOYEHHBIX OPTaHOB.

HccnenoBaTenyu, CHOHCOP, YMOJHOMOYEHHBIE Opranbl MoryT 3ampamuBath y JCO/HOK ero
IPOLEIYpPhl U CIIUCKU YJICHOB.

4. NCCIUIEJOBATEJIb

4.1 Kpaaupukanus v 0053aTe/bCTBA HCCIEA0BATEISA

4.1.1 HWccnenoBarenb [OJKEH HMETh 00pa3oBaHuE, NPO(ECCHOHANBHYIO IOATOTOBKY M  OIBIT,
NO3BOJISIIOIIME €My TMpPUHATh Ha ce0sl OTBETCTBEHHOCTh 3a HAJJIexallee MpOoBeJIeHUE
KJIMHAYECKOTO HccienoBannsd. KBamudukanus wucciemoBarenss JTODKHA COOTBETCTBOBATH
NPUMEHUMBIM HOPMAaTHBHBIM TPeOOBaHHMAM M OBITH MOATBEPXK/IEHA €r0 Hay4yHOH Ouorpadueit
(curriculum vitae) w/wnm OpyrUMH  TOKYMEHTaMH, KOTOPbIE MOTYT OBITh 3ampoIleHbBI
cnoHcopoM, DCO/HIK u/unu ynosHOMOUEHHBIMU OpraHaMH.

4.1.2 UccnenoBatenb JOJDKEH JETalbHO 3HaTh, Kak MPHUMEHATh UCCIEAyeMbI NPOAYKT B
COOTBETCTBUU C MPOTOKOJIOM, TEKYIIEH peaakuueil OpoiItopsl uccieaoBarens, nHdpopmanuen o
IPOAYKTE U APYTUMHU UCTOYHUKAMHU, IPEJOCTABIAEMBIMUA CIOHCOPOM.

4.1.3 WccnenoBarens A0KEH 3HATh U coomonate GCP 1 mpuMeHnMble HOpMAaTUBHbBIE TPEOOBAHMUS.

4.14 I/ICCJ'ICI[OBE[TCJ'IL/ opranu3anus HES OOJDKHBI MMPCIIATCTBOBAT MOHUTOPUHTY U ayAUTY CO CTOPOHBI
CIIOHCOpaA, a TaKKC HHCIICKIOUAM YITIOJTHOMOYCHHBIX OPraHOB.

415 MWccnenoBarenb MOJDKEH BECTH CIHCOK OOJaaronuX HEOOXOJAMMOW KBalW(pHKalMeW JIUII,

KOTOpbIE TI0 €ro MOPYYCHHUIO OCYIICCTBISIFOT OIPEICIICHHYI0 JIEATeIbHOCTh B paMKax
HCCIIEIOBAHUA.
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4.2 CooTBeTCTBYIOLIUE PecypChl

421

4.2.2

4.2.3

4.2.4

4.2.5

4.2.6

HccnenoBarens AOMKEH OBITH CIOCOOEH MPOJEMOHCTPUPOBATH (HAMpUMEp, HAa OCHOBAaHUU
PETPOCHEKTUBHBIX JAHHBIX) BO3MOXXHOCTh HaOopa B TEUYEHHE OTOBOPEHHOTO IEpPHOAA
TpeOyeMoro KOJIM4ecTBa MOIXOISAIINX CYyObEKTOB HCCIIEI0BaHUS.

HccnenoBatenb TODKEH HMMETh JIOCTATOYHOE KOJMYECTBO BPEMEHHM, YTOOBI HAJUICKAIUM
00pa3oM IPOBECTH U 3aBEPIIUThH HCCICIOBAHUE B TEUEHHE OTOBOPEHHOTO TIEPHO/IA.

HccnenoBarens JODKEH pacmojiaraTb JOCTATOYHBIM —KOJHMYECTBOM  KBATH(DHUIIMPOBAHHBIX
COTPYZIHMKOB W MAaTepHAIBHBIX pPECypcoB (IOMEIICHUs, O0OpYyJAOBaHWUE) B IEPHO
UCCIIEIOBaHMSA, JJISI TOTO YTOOBI NPOBECTH 3TO HCCIEAOBAaHHE HAIJISKAIIUM M 0e30MacHBIM
o0pazoM.

HccnenoBaTenb OTBEYAET 3a TO, YTOOBI BCE 3aHATHIC B KIIMHUYECKOM HCCIICIOBAHUN COTPYIHUKU
OBLTM XOPOIIIO 3HAKOMBI C TPOTOKOJIOM M HCCIEAYEMBIM TPOJYKTOM, a TaKXKe CO CBOUMH
GYHKIUSAME U 00s13aHHOCTSIMU.

JIONOJHEHUE

I/ICCJ'IC,I[OBaTCJ'IL AOJDKCH KOHTPOJUPOBATH ACATCIIBHOCTL COTPYAHHUKOB U MHBIX JIUI], KOTOPbIM
OH ACJICTUPOBAJI TC WJIM UHBIC 0053aHHOCTH U q)YHKIII/II/I B paMKax HpPOBCACHUA UCCICIOBAHHA B
HCCJICAOBATCIILCKOM LCHTPC.

Ecnu wuccnenoBatens/opranuzanus MOpUOETalOT K yCIyraM KakuX-TMOO WHBIX JIUI[ JIJIs
BBITIOJIHEHHSI T€X WM WHBIX CBSI3aHHBIX C TIPOBEJICHHWEM HCCIIECIOBAaHUS OOs3aHHOCTEH W
GbyHKIMI, TO UCClIeoBaTeNh/OpraHu3aus JO0JDKHBI yOEAUThCS, YTO JAHHOE JIMIIO O0JiagaeT
JIOCTAaTOYHOM KBadu(UKAIMEH I BBIMOTHEHUS JTUX OO0sS3aHHOCTEW M (DYHKIMH, a Takxke
TOJKHBl BHEAPUTH TMPOILIEAYphl, HampaBlIeHHbIE Ha 0O0ECleYeHHe TMOJHOTHI BBINOJIHEHUS
CBSI3aHHBIX C TPOBEJIECHUEM HCCIIENOBaHUsS O0O0si3aHHOCTEH W (DYHKIMH H 1EJIOCTHOCTH
MOJyYECHHBIX JaHHBIX.

4.3 Oxkazanue MeIULMHCKOI MOMOIIHU Cyﬁ'beKTaM HCCJICI0BaAaHUA

43.1

4.3.2

433

SIBsronuiics HCCIICA0BATCIIEM HIJIM COUCCICAOBATCIICM Bpad HECET OTBETCTBECHHOCTH 3a BCEC
MMPUHHUMACMBIC B paMKaX UCCICAOBAHUSA PCIICHUA MCAUIITMHCKOI'O XapaKTepa.

Bo Bpems u 110 3aBeplHICHUH ydacThs CyOBEKTa B UCCIEIOBAaHUU HCCIICOBATEIh/OpTraHUu3aIis
JOJKHBI O00ECHEYNUTh OKa3aHWE CYOBEKTYy HEOOXOJMMON METUIIMHCKOW IMOMOINU B CIydae
TOOBIX CBSI3AHHBIX C HCCIACAOBAHUEM HEXEJIATCIbHBIX SIBICHUM, BKJIIOYAs KIMHHUYECKU
3HaUMMbIE HW3MEHEHUs JabopaTopHBIX TMoKazarenei. lccnemoBarens/opranusanus 00s3aHbBI
uHpopMupoBaTh CyOBEKTa O CTaBIIMX W3BECTHBIMH HCCIICIOBATEIIO0  COITYTCTBYIOIIUX
3200JIeBaHUAX, TPEOYIOITNX MEIUITMTHCKOM MTOMOIITH.

HccnenoBatento PECKOMCHAYCTCHA COO6H_[I/ITB JieqaleMy Bpady, CCIH TaKOBOM UMECTCA, 00

y4yacTUU CyObEeKTa B HCCJIEIOBAaHUU MpPU YCIOBHM, YTO CYOBEKT HE BO3pakaeT NPOTHB
UH(POPMHUPOBAHUS JIEYALIETO Bpaya.
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43.4

XoTsi cyObeKkT He 00s3aH cooOmIaTh O MPUYHMHAX, MOOYAUBIIMX €ro JOCPOYHO MHPEKpPaTUTh
ydacTHe B HCCIIEIOBAaHUM, HCCIIEIOBATENb JOJDKEH MOMBITAThCS YCTAHOBUTH ATH MPUUYHUHBI,
MPOSIBIISIS IIPU STOM IOJIHOE YBaXKEHHE K IpaBaM CyObeKTa.

4.4 Kourtaktsel ¢ JCO/HOK

441

442

443

[lepen Tem Kak HayaTh WCCIIEIOBAHUE, HCCIIEIOBATENIL/OPraHU3alUs JIOJDKHBI OTYYHUTh
MUCHhMEHHOE M JIaTUPOBaHHOE yTBepkaeHue/onoopenue ICO/HIK nporokona uccienoBaHus,
NUCbMEHHOW (HOopMbI MH()OPMHUPOBAHHOTO COTJIACHS M €€ MOCIEAYIONIUX PEeNaKiuid, Mmep,
HaNpaBJICHHBIX HA MPUBJICUCHHE CYOBEKTOB K YYacTHIO B HCCIEIOBaHUU (HAmpumep,
pPEeKIaMHBIX ~ OOBSIBICHHH), M JIIOOBIX JIPYrUX TMHCHbMEHHBIX MAaTepPHAOB, KOTOpBIC
HPE/INoJIaracTcs MPeJOCTaBUTh CyObEKTaM.

Bmecre ¢ napyrumMu  JTIOKYMEHTaMH HCCIIEIOBATENIb/OpraHU3alds JOJDKHBI  IPEAOCTaBUTh
OCO/HIK nocnenHoow peaakiuioo Opourropsl uccinegosarens. Ecnu Opolitopy uccieaoBarens
JIOTIONTHSIOT B XOJE HCCIENOBaHMSA, MCCIEeN0OBATEIb/OpraHu3aus o00s3aHbl TPEIOCTABHUTH
OCO/HIK HOBYIO peakinio OpOIIIOpbl HCCIEA0BATENS.

B Tedenue uccnenoBanus MCCaeA0BaTENb/OpraHu3anus JoKHBI penocTaBiate DCO/HOK Bce
MO/IJIEXKAIINE PACCMOTPEHUIO TOKYMEHTHI.

45 Cobro1eHne NPoTOKOJIA

451

452

453

45.4

HccnenoBatens/opranu3aiyst  JA0JDKHBl  [POBOJUTH  HCCIEIOBAaHME B  COOTBETCTBHM C
IIPOTOKOJIOM, COTJIACOBAaHHBIM CO CIOHCOPOM M, MPH HEOOXOJUMOCTH, C YHOJTHOMOYEHHBIMU
opraHamu, M yrBepxaeHHbIM/0100peHHbIM DCO/HOK. B monreepik/ieHHE JOTOBOPEHHOCTH
UCCIIEI0BATENb/OPraHU3alysl ¥ CIIOHCOP MOAMUCHIBAIOT IPOTOKOJ UM OT/IEJIBHBINA JOTOBOP.

HccnenoBaTens HE JOJDKEH OTKIOHATHCS OT MPOTOKOJA WJIM BHOCHUTH B HETO M3MEHEHHS 0e3
corJiacusi CioHcopa u 0e3 NMpeBapUTEIbHOIO PACCMOTPEHHS U JOKYMEHTAIbHO OOPMIIEHHOTO
yTBepxkAeHUs/0q00peHust mnomnpaBku k mnpotokony OCO/HDOK, kpome Tex ciydaeB, Koraa
HEO0XO/IMMO YCTPaHUTh HEMOCPEACTBEHHYIO YIpo3y CyObEKTaM HCCIEeIOBaHMs WM KOrja
HN3MCHCHUA KaCaroTCAd TOJBKO aJIMUHHUCTPATHUBHBIX WM TCXHHUYCCKUX ACIICKTOB HMCCIICIOBAHUA
(HampuMep, 3aMeHa MOHUTOpA, U3MEHEHHE HoMepa TeleoHa).

HccnenoBaTenps WIM Ha3HAYEHHOE UM JIMIIO JOJLKHO OOBSCHATh U AOKYMCHTAJILHO O(I)OpMJI}ITB
J100bIe OTKJIOHEHHUS OT YTBCPKACHHOI'O IMTPOTOKOJIA.

HccnenoBarenb MOXKET OTKJIOHATHCS OT MPOTOKOJA WM BHOCUTH B HEro M3MEHEHUs IS
YCTpaHEHHUs] HEMOCPEACTBEHHOM yrpo3bl CYObEKTaM HCCleoBaHMUs 0e3 MpelBapUTeIbHOTO
yrBepxkaeaus/onqoopernss DCO/HOK. B kpaTdaiiime Cpokd OMUCAaHWE OTKIOHEHWN WU
W3MEHEHUN ¢ yKa3aHWEeM WX TPUYMH U, TIPU HEOOXOAMMOCTH, TpejiaraeMbpie IMOMPABKU K
MIPOTOKOIY JOJIKHBI OBITH HATIPABIICHBI:

(@) DCO/HOK mist paccMOTpEHHS M YTBEPKACHHsI/0100peHus;

(b) cioHcopy 7S cornacoBaHusI ¢ HUM;
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(C) yroTHOMOYEHHBIM OpraHam, eCJid He0OX0IUMO.

4.6 MHccaexyemblie NPOAYKTHI

46.1

4.6.2

4.6.3

4.6.4

4.6.5

4.6.6

OTBETCTBEHHOCTh 3a YUCT HUCCICAYCMBIX NTPOAYKTOB B UCCIICAOBATCIILCKOM LICHTPEC BO3JIOKCHA
Ha I/ICC.]'IGI[OBaTeJ'ISI/Opl"aHI/I?)aI_[I/IIO.

Eciu »sT0 paspemieno/rpedyercs, HUCCIen0BaTeNlb/OpraHu3alis MOTYT/JODKHBL  [epenaTh
HEKOTOphIE WM BCE OOS3aHHOCTH HCCIIEA0BATEN/OpraHnu3alliil 0 YUYeTy HCCIeyeMbIX
IOPOJAYKTOB B HCCIEAOBATEIbCKOM IIEHTPE alTeYHOMY pabOOTHUKY WM HMHOMY JIMILLY,
MOJIKOHTPOJIBHOMY HCCIIEIOBATEII0/OPTaHU3AIHH.

HccnenoBatens/opranu3amysi W/WIA  anTe4HbId pPa0OTHUK WM HWHOE YIOJIHOMOYEHHOE
UCCleIoBaTeNIeM/OpraHi3aueil  JIMIO JOKHBI BECTH Y4eT TIOCTAaBOK IMPOIYKTOB B
UCCJIEIOBATEIbCKUN LIEHTP, UX (PAKTUUYECKOI0 KOJMYECTBA B LEHTPE, UCIOJBb30BAHUS KaXJIbIM
CyOBEKTOM, a TakKe BO3BpaTa CIOHCOPY JIMOO HMHOTO PACIOPSKEHHS] HEHUCIIONb30BAaHHBIMU
NPOAYKTaMH. 3aluCH IO YYeTy MAOJDKHBI BKJIIOYATh B ceOs JaThl, KOJMYECTBO, HOMEpa
napTuii/cepuii, CpoKM TOJHOCTU (Te NPUMEHHMO) M YHHUKAJIbHBIE KOJBI HCCIEIYyEeMbIX
IPOAYKTOB M CyOBEKTOB HccienoBaHusa. VccimepoBarenb  JOMKEH BECTHM  3aIUCH,
MOJATBEPXKIAIOIINE, UYTO CYOBEKTHl MONydYaldd HCCIeAyeMble TMPOAYKTHl B  J103aX,
NPEIYCMOTPEHHBIX TPOTOKOJIOM, B KOJHYECTBAX, COTJACYIOIIMXCS C OOIIMM KOJHMYECTBOM
UCCJIETyeMbIX MTPOIYKTOB, MOJy4YEHHBIM OT CIIOHCOPA.

Hccnenyemble MPOAYKTHI CIEAYET XPAaHUTh B COOTBETCTBUU C MHCTPYKLHUSMHU CIIOHCOpPa (CM.
5.13.2 u 5.14.3) 1 npUMEHUMBIMU HOPMATUBHBIMU TPEOOBAHUSIMH.

HccnenoBarens JOMKEH 00€CTEUUThb, YTOOBI HCCIEAyEeMbl€ MPOAYKThI ObUIM HCIIOJIb30BAHbI
TOJIBKO B COOTBETCTBUU C YTBEPKACHHBIM IIPOTOKOJIOM.

HccnenoBatenb WIM  YHOJHOMOYEHHOE —HCCIEAOBaTeleM/OpraHu3aned JUIo  JIOJIKHO
OOBSCHUTh KaXJIOMY CYOBEKTY IpaBujia NPUMEHEHHs] HCCIEIYyEeMbIX HPOAYKTOB M 4Yepes3
npreMIIeMble UHTEPBaJIbl BPEMEHH (B 3aBUCUMOCTH OT HCCIIEIOBAHUS) MPOBEPSTH COONII0/IEHHUE
ATUX MHCTPYKIUH KaXkIbIM CYObEKTOM.

4.7 PanaoMu3alusi U PaCKpbITHE KO/a

HccnenoBarens HoMKEH COONIOAATH MPEAYCMOTPEHHYIO B HCCIIEIOBAaHUM METOJUKY paHIOMM3AINH,
€CIIM TaKoBas MMEETCs, U 00eCNeYnTh PaCKpPhITHE KOJa TOJbKO B COOTBETCTBUU C MpoTokojioM. Eciu
HCCIEAOBAHUE  TPOBOJUTCSA  CJHENBbIM  METOJAOM, HMCCIENOBaTelb JOJDKEH  HE3aMeIJIUTEIbHO
JOKYMEHTAIbHO O(OPMHUTh W OOBSICHUTH CIOHCOPY JIIOOOE MPEXKIAEBPEMEHHOE PACKPHITHE KOa
HCCTIEAYEeMBIX TPOJIYKTOB (HampuMep, CIydailHOe pacKphITHE KOJa, PACKPBITHE KOJAa B CBS3U C
CEPbE3HBIM HEXKENATEIbHBIM SIBICHUEM).
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4.8 HWudopmMupoBaHHoe corjiacue cCyo0beKTOB HCCJIeJ0BAHUS

48.1

4.8.2

4.8.3

48.4

4.8.5

4.8.6

4.8.7

[Ipy mnomydeHMM W JOKYMEHTAJIbHOM  OQOPMIIEHHH HH(OPMHUPOBAHHOTO  COTJIACHS
UCCJICIOBATENh TOJKEH COONMIOAATh TPUMEHUMbIC HOPMATHUBHBIC TPEOOBAHUS, IPUACPKUBATHCS
GCP u 3THYeCKMX MPHUHIIMIIOB, 3aJI0)KEHHBIX B XEIbCUHKCKOHN neknaparuu BMA. o Havaa
UCCIICIOBAHMSI HCCIIEIOBATENb JIOJDKEH TOJYyYUTh TNHCHBMEHHOE YTBEp)KIEHHE/0100peHue
OCO/HOK nucpbmeHHOM (popMbl HHPOPMHUPOBAHHOTO COTJIACHS M JIFOOBIX JPYTrUX MUCHMEHHBIX
MaTepUaIoB, MPEIOCTABIIEMbIX CyOBEKTaM.

[TucemenHas Gpopma HHGOPMUPOBAHHOTO COTJIACHUS H JIFOOBIE IPYTHe MUCHbMEHHBIC MaTepPHAIbI,
MPEIOCTABIIIEMbIC CyOBEKTaM, CIICIYeT JOMOJHATH/UCIPABIATh IO MEpe IOSIBICHUS HOBOH
BaXHOW HWH(OpPMAIHU, KOTOpash MOXKET OKa3aThCs CYIIECTBEHHOW IIsl coriacus CyOBheKTa.
Jlrobast OmMOJIHEHHAs/MCIIpaBiICHHAas HUChbMeHHas (opMa HHOOPMHPOBAHHOIO COIVIACHS M
T00BIe JApYrue JOMOJHEHHBIC/UCIIPABICHHBIE MHCHMEHHBIE MAaTEpPHAIIbI, IPEIO0CTABISICMbBIC
cyOBbeKTaMm, JOKHBI ObITh yTBepxkaeHbl/ogoOpenst DCO/HOK no ux wucnonb3oBaHus B
uccienopann. CyOBEKT WM €ro 3aKOHHBIA MPEICTaBUTENb JODKEH OBITh CBOECBPEMEHHO
03HAaKOMJICH C HOBOW MH(MOpMAIleii, CIIOCOOHOM MOBJIHATH HA JKEJIaHHE CYObEKTa MPOJOKATh
yuactue B mccienoBannu. MakT mepemayn 3Toil mHGOpMAMKM JOHKEH OBITh JOKYMEHTATBHO
o opMIICH.

Hu HCCIICAOBATCIIb, HU JAPYIrvUC 3aHATBIC B HCCICAOBAHHUU JIMIA HE OOJIKHBI IIPUHYXKIATH
Cy6’[)€KTa HJIM UCIIOJIb30BATh MHBIC HEKOPPCKTHBIC MCTO/IbI BO3IIGI71CTBPI$[ C ICJIBIO CKIIOHUTH €TI0
K y4aCTHUIO 1100 MPOAOJIKCHUIO YUACTUA B UCCIICAOBAHUU.

Hu yctHas, HU nucbMeHHas MHpOpMalKs, Kacarolascs UCCIe0BaHus, BKIIOYas MMCbMEHHYIO
dbopMy MHGPOPMHUPOBAHHOTO COTJAcHsl, HE JOJDKHA COAEPXKaTb (OPMYIUPOBOK, MPSAMO WU
KOCBEHHO CKJIOHSIOIIMX CyOBEKTa MM €ro 3aKOHHOI'O MPEICTAaBUTENS 0TKA3aThCsl OT 3aKOHHBIX
npaB, a Takxke (OPMYIMPOBOK, MPSAMO MWIM KOCBEHHO OCBOOOXKJAIOIIMX HCCIIEA0BATEN,
OpraHM3alHIo0, CIIOHCOPA WIN UX MPEICTAaBUTENEH OT OTBETCTBEHHOCTH 3a XaJIaTHOCTb.

HccnenoBatens WM Ha3HAuY€HHOE WM JIMIO JIOJDKHO B TOJHON Mepe NpoMH(OPMHUPOBATH
cyOBeKTa WM, ecii CyOBbeKT He CIOCOOEH JaTh MH(POPMHPOBAHHOE COTJIACHe, €r0 3aKOHHOTO
npefcTaBuTeNss 000 BCEX 3HAUYMMBIX AacleKTax MCCIIEJOBaHUS, B TOM YHCIE O3HAKOMUTBH C
NUCbMEHHOW MH(popMaIueil 00 UcCcleOBaHUN U 0100pEHUEM/TIOIOKUTENBHBIM 3aKII0UEHUEM

3CO/HSK.

YctHas M nucbMeHHas HHpopMalus 00 WCCIeIOBaHMM, BKIIOYas NHCBMEHHYIO (QopMy
MH(OPMUPOBAHHOIO COTJIAaCcHsl, JOJDKHA COAepXkKaTb KaK MOXKHO MEHbIIE ClenUaIbHbIX
TEPMUHOB U OBITh TOHATHA CYOBEKTY WJIM, B COOTBETCTBYIOIIMX CIy4asX, €ro 3aKOHHOMY
IPEJCTaBUTEIIIO U HE3AMHTEPECOBAHHOMY CBHJIETEIIIO.

[lepen momryueHreM WHGOPMHUPOBAHHOTO COTJIACHS WCCIIEAOBATENh MM Ha3HAYCHHOE MM JIHIIO
JOJIKHO TIPEIOCTaBUTh CYOEKTY WIIH €T0 3aKOHHOMY MPEJCTABUTEINI0 JOCTATOYHOE KOTNYECTBO
BpEMEHU W BO3MOKHOCThH JIJIS TOTy4deHus Ooiiee moapoOHoi nHpopManuu 00 uccieoBaHUU U
NPUHITUS pelleHrss 00 y4acTUM B HEM MU OTKa3e OT Takoro ydyacTtus. CyOBEeKT WU €ro
3aKOHHBII MNpEACTABUTECIb AOJDKCH ITOJYUYUTh HCUCPIBIBAIOIIUE OTBETHI HAa BCC BOIIPOCHI 00
WCCIICIOBAaHHH.

19



4.8.8

4.8.9

4.8.10

Jlo Hayana yyacTHs B UCCIIEOBAHUU CYOBEKT MIIM €T0 3aKOHHBIN IIPEICTaBUTElb, a TAKXKE JUIIO,
IIPOBOJIUBIIIEE PA3bSICHUTEIBHYIO Oeceny, JOKHBI MOAMNUCATh U COOCTBEHHOPYYHO JaTUPOBAThH
MUCHbMEHHYIO (popMy HH(DOPMUPOBAHHOTO COTIIACHS.

Ecnu cyObekT win ero 3aKOHHBIA NpEACTaBUTENb HE CIOCOOEH UMTaTh, TO B TEUCHHE BCE
Pa3bICHUTENILHOW Oeceqpl TOMHKEH MPHCYTCTBOBATh HE3aMHTEPECOBAHHBIM cBHeTenb. llocie
TOT0 Kak CyOBEKTY HJIM €ro 3aKOHHOMY MPEJICTABUTENIO IPOYUTAIU U Pa3bICHUIN MHUCbMEHHYIO
dopmy HHOOPMUPOBAHHOTO COTJIACUS M JPYTHE TNPEAOCTABISEMble CYyOBEKTY MUCHMEHHBIC
MaTepuaibl U MOCJIE TOro Kak CyObeKT WM €ro 3aKOHHBIN MPEICTaBUTENb Jall YCTHOE COTylache
Ha yyacTue CyObeKTa B HCCIEIOBAHMU W, €CIIM CHOCOOeH, MOAMUCAT M COOCTBEHHOPYYHO
JaTUPOBAl MHCbMEHHYI0 (QopMy HHQOPMHUPOBAHHOTO COIJIACHSA, CBHJETENb JOJDKEH ee
noJnucaTh W COOCTBEHHOPYYHO naaTupoBarh. [loamuceiBas Qopmy coryacusi, CBHIETENb
MOJATBEPXKIIAET, uYTO HHQOpMAIMs, coaep)Kamascs B ¢opMe corjiacus M BCeX IPYTrUx
NUCHMEHHBIX MaTepualiaX, Oblla TOYHO Pa3bsCHEHA M TOHATA CyOBEKTOM WIIM €r0 3aKOHHBIM
MpEJCTaBUTEIEM M 4YTO COIJIaCMe Ha YYacThe B HCCIEIOBAaHHMHM JAaHO CYOBEKTOM HIIM €ro
3aKOHHBIM IPEJCTaBUTENIEM T00POBOJIBHO.

Kak B Xxome pa3bscCHHTENbHOW Oecelpl, TaK W B MUCHBMEHHOW ¢dopMe HHPOPMHUPOBAHHOTO
coriacus, a TaKXe JIOOBIX JAPYTrUX MUCHMEHHBIX MaTepuajax, IpeJoCTaBIseMbIX CyObeKTaMm,
JIOJKHO OBITh PA3bSICHEHO CIIEAYIOMIEE:

(a) UccrenoBanue HOCHT 3KCIIEPUMEHTAIBHBINA XapaKTep.

(b) Llens uccaemoBanus.

(c) BapuaHThI Jie4eHHUs B MPOIECCE MCCIICOBAHUS M BEPOSITHOCTD CIIyYallHOTO paCIpEICIICHUs B
OJIHY M3 TPYIIII JICUEHHUS.

(d) TTporemypsl MicciieOBaHMUs, BKIIIOYAsi BCE HHBa3MBHBIC TIPOLIEAYPHI.
(e) Obs3aHHOCTH CYOBEKTA.
(f) Te acmexThI HcClieTOBAHMUS, KOTOPbIE HOCST SKCIIEPUMEHTAIBLHBIN XapaKTep.

(J) O)KPII[aeMBIfI PHUCK WA Hey,Z[O6CTBa JJIsA Cy'6"beI(Ta, a TAK¥KE, B COOTBECTCTBYIOIIUX CJIydadX,
JJIA 3M6pI/IOHa, Jioaa Ui rpyaHoro pe6eHKa.

(h) Oskmmaembie BBITOZA W/WIM TOJIb3a. EcCiM TONB3BI ¢ MEIUIIMHCKONW TOYKH 3pEHHS HE
IpeJnoiaraeTcs, To CyObeKT JOKEH OBITh IOCTaBJIEH 00 3TOM B U3BECTHOCTb.

(i) Uuble, MOMUMO MPEIyCMOTPEHHBIX B HCCIICAOBAHHH, MPOLUEAYPHI WM METOMAbI JICUCHHS,
KOTOpBIE MOTYT OBITh JOCTYIHBI CyOBEKTY, a TaK)K€ WX 3HAYMMbIE MOTEHIMATbHBIE BBITOAA

W/WJTY TI0JIb34a, a TAK)KE PUCK.

(J)) KomneHcanuss w/uimm JjiedeHue, MOCTYMHbIE CYOBEKTYy B Cly4ae NPUYMHEHHS Bpeaa ero
3I0POBBIO B pE3YyJIbTaTEe Y4aCTUsl B UCCIEIOBAaHUN.

(k) TInanupyembie BBITUIATBI CYOBEKTY 3a €ro ydacTHE B KCCJICIIOBAHHU, €CJIM TaKOBBIC
MPEyCMOTPEHBI.
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48.11

4.8.12

() Inanupyemblie pacxo/ibl CyObEKTa, €CIIM TAKOBBIC OXKHAIOTCS, CBSI3aHHBIC C €r0 yJ4acTHEM B
UCCJIEJOBAHUH.

(M) Yyactue cy0bekTa B UCCICIOBAHUH SIBJISCTCS JJOOPOBOJIBHBIM, U OH MOXET OTKa3aThCs OT
y4acTHsl UM BBIMTH U3 MCCIIE0OBAaHUS B JII000M MOMEHT 0e3 Kakux-Iu00 CaHKIMN AJis ceOs uin
MOTEPHU BBHITOJl, KOTOPBIE €MY B JAHHOM CJIy4ae MOJaraiuch Obl.

(n) Monuropsl, aymutopel, JCO/HOK 1 ynonHOMOUYCHHBIE OpPTaHbl, B TOH Mepe, B KaKOW 3TO
JIONYCKAETCsl  3aKOHOJATEIbCTBOM, OyIyT HMEThb MPSAMOW  JIOCTyl K OpPHTMHAJIbHBIM
MEIUIUHCKUM 3alucsM CyObeKTa Ui MPOBEPKU NPOLEAyp W/WUIM JaHHBIX KJIMHUYECKOTO
UCCJIEIOBaHMs], HE Hapyllas [PpU 3TOM KOH()UIEHIMAIbHOCTH JJaHHBIX CYyOBEKTa, U UTO CYOBEKT
WIA €ro 3aKOHHBIM NpeACTaBUTENb, MOIMHUCHIBasS NMHUCbMEHHYIO (opMy HH(DOPMUPOBAHHOTO
corJiacusi, JaeT pa3peleHue Ha TaKo| TOCTYII.

(0) 3amucu, upeHTHGUUHPYIOLME CYObEKTa, OyAyT COXpaHEHbI B TailHE M MOTYT OBITH
PaCKpBITHI TOJIBKO B TOH Mepe, B KaKOH 3TO JIOMYCKAeTCsl 3aKOHOIATENBCTBOM. [IpH myOmukamm
PE3YJIBTaTOB UCCIIEIOBAHUS KOH(PHICHIIMATBLHOCTD JaHHBIX CyOBbeKTa OyIeT CoOXpaHeHa.

(p) CyObekT WM ero 3aKOHHBIM MPEACTABUTENb OYAET CBOSBPEMEHHO O3HAKOMIJIEH C HOBOM
uH(popManuel, CrocoOHOW TOBIUATH Ha JKEJTAaHWE CYOBEKTa TMPOJOIDKATh ydacTHEe B
UCCIIE0BAHUH.

() JIuma, K KOTOPBIM MOKHO OOPaTUTHCS VIS MOJYYCHHUS JAOTOIHUTEIbHOW HH(POPMAIUK 00
UCCIICIOBAaHUH W TpPaBaX CYOBEKTOB HCCJICIOBAaHUSA, a TAaKXKE B CIIydae NPUYMHCHHUS Bpeaa
3/I0pOBBIO CYOBEKTa B pe3yabTaTe €ro y4acTUsl B UCCIICOBAHHH.

(r) Bo3moxHBIE O0OCTOSTEIbCTBA W/WIM MPUYMHBI, 1O KOTOPBIM ydYacTHe CyObekTa B
MCCJIEIOBAHUH MOKET OBITH MPEKPAIIEHO.

(s) Ipenmonaraemast ATUTENBHOCT YUaCTUsI CYOBEKTa B UCCIICIOBAHUH.

(t) TIpubmusuTenbHOE KOJIMYECTBO CYOBEKTOB, KOTOPOE IMPEIIOiaraeTcsi BKIIOYHTH B
UCCIIeIOBaHHE.

[lepen BKIIOUEHHEM B MCCIIEOBaHUE CYOBEKT WIM €r0 3aKOHHBIA NpPEeACTAaBUTENb JOJKEH
NOJY4YUTh  TOANUCAHHBIM M JAaTUPOBAHHBIA  HJK3EMIUIIp  MUCbMEHHOW  (popMeI
MH(OPMUPOBAHHOIO COTJIACHA U BCE JApPYrue MpeloCTaBisIeMble CYObEKTaM MHCbMEHHbIE
matepuaibl. Bo BpeMsi yuacTus cyObekTa B HCCIEAOBAaHMHM CYOBEKT WJIM €ro 3aKOHHBII
MIPEACTABUTENb JOJDKEH II0JIydaTh NOANMCAHHBIE W JIaTHPOBAaHHBIE JK3EMIUIAPBI BCEX
NOCEAYIONUX peAakiuid GopMbl WHGOPMHUPOBAHHOTO COTJIACHS M KOMHHM BCEX IMONPABOK K
JIpYT'UM MMHCbMEHHBIM MaTepHaliaM, MpeoCTaBIsIeMbIM CyObEKTaM.

Ecnu B KIMHUYECKOM HCCIIeIOBAaHUHU (CBS3aHHOM JIMOO HE CBSI3aHHOM C JICUCHHUEM) YYaCTBYIOT
CYOBEKTBI, KOTOPBIE MOTYT OBITh BKIIIOUEHBI B HMCCIIEIOBAHUE TOJHKO HA OCHOBAHUHU COTIIACHS
WX 3aKOHHBIX TPEJCTaBUTENICH (HApUMep, HECOBEPIICHHOJIETHHE, MAIMEHTHI C BBIPAKCHHBIM
cmaboyMueM), TO CyObEKT JOJKEeH ObITh MPOUH(DOPMHUPOBaH 00 MCCIETOBAHUN B COOTBETCTBUU
C €ro CIOCOOHOCTBIO TMOHATH 3Ty WH(MOPMAIHIO, M, €CITU CYOBEKT B COCTOSHUHU, OH JIOJDKEH
MOJAMUCAaTh W COOCTBEHHOPYYHO JaTHUPOBaTh MHUCHBMEHHYIO (opMy HHGOPMUPOBAHHOTO
COrJ1acHsl.
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4.8.13

4.8.14

Kpome cnyuaeB, omucanubix B 4.8.14, B uccielOBaHHME, HE CBSI3aHHOE C JICUCHHEM (T.C.
UCCIIEJOBaHNE, B KOTOPOM HE MPEANOJaraeTcsi HEMOCPEICTBEHHOM € MEIULUHCKONH TOYKHU
3peHus MOJb3bI 7151 CYObEKTa), MOTYT OBITh BKJIFOUEHBI TOJIBKO CYOBEKThI, KOTOPbIE IMYHO JAOT
CBOE corjacue M COOCTBEHHOPYYHO NOJNKCHIBAIOT M JAaTUPYIOT MHCBMEHHYIO (Qopmy
MH(OPMUPOBAHHOTO COTJIACHSI.

B uccienoBanus, He CBSI3aHHbIE C JICUEHHEM, CYOBEKThl MOT'YT OBITh BKJIFOUEHBI C COIJIACHS UX
3aKOHHBIX NIPEJCTABUTENEH IPH COOJIIOCHUH CIEAYIOIIX YCIOBHIA:

(@) Llenun uccnenoBanus He MOTYT OBITh JIOCTUTHYTBI TIOCPEICTBOM HCCIICIOBAHHS C Y4aCTHEM
CyOBEKTOB, KOTOPBIE MOT'YT JaTh CBOE COIJIACUE JIMYHO.

(b) OxumaeMblii pUCK st CYOBEKTOB HE3HAYHUTEIICH.

(c) OrpunaresbHOe BO3JACHCTBHE HA 3I0POBbE CYOBEKTa CBEICHO K MHHUMYMY H
HE3HAYUTEILHO.

(d) UccnenoBanue He 3ampelieHo 3aKOHO1aTEILCTBOM.

() Jns BKIIOYCHHS TaKuX CYOBEKTOB JIOJDKHO OBITh  3alpoIICHO  CIEIHATBHOE
yrBepxaenue/oqoopenne JCO/HIK, yunTeiBaromiee 3ToT acrexT.

HOI[O6HI>I€ HCCIICOOBAHUA (33. HCKII0YeHHEM OOOCHOBAaHHBIX cnyqaeB) JOJDKHBI IIPOBOIUTHCA C
y4yacTueM NnanueHTOB, UMCIOIINX 3a6OHeBaHI/I€, AJIg JICHCHUS KOTOPOro npcaHasHa4YCH I/ICCJICIIyeMI)If/i
IMPOAYKT. CY6LCKTLI B TaKWX HMCCICIOBAHUAX OOJDKHBI HAXOIHUTHCA II0J 0co00 TIHATCJIbHBIM
H&6J’IIO}I€HI/I€M, U UX y4aCTHUC OOJIKHO OBITh MMPEKpalmcHo, €CJIn €CTb OCHOBAHUA IIOJIaraTb, 4YTO OHHU
HUCIIBITHIBAIOT I{pe3MeI_')HI>II\/'I I[I/ICKOM(i)OpT.

4.8.15

ITpy HEOTIOKHBIX COCTOSIHMSIX, KOTZIa O BKJIIOUYEHHUS B UCCIEI0BAHUE HEBO3MOXKHO IOJIYyYUTh
corjacue camoro cyObeKTa, OHO JOJDKHO OBITh 3alpOIIEHO Yy €ro 3aKOHHOTO NpeACTaBUTEIS,
€ClIM TaKoBOW mpucyTcTByeT. Eciu npenBaputenbHOe corjacue caMoro cyobekTa HEBO3ZMOXKHO
H OTCYTCTBYCT €TO 3aKOHHBIN NpeaACTaBUTCIIb, TO AJIA BKIIIOYCHUA Cy6’B€KTa B HCCIICJOBAHUC
JIOJDKHBI OBITH MPEANPUHATHI IPETYCMOTPEHHBIE TPOTOKOIOM /WM JPYTUMH JIOKYMEHTaMH U
yrBepxaeHHbIe/0100peHHble DCO/HOK Mepsl, HanpaBieHHbIE HA 3alUTy IpaB, 0€30MaCHOCTH
U Onaromosyuyusi cyObekTa, a Takke OOECHeuMBalOIIMe COOTBETCTBHE NPUMEHHUMBIM
HOpPMaTUBHBIM TpeOoBaHUAM. CyOBEKT HJIM €ro 3aKOHHBIA MHpPEeJCTaBUTENb JOJDKEH OBITh B
KpaT"IaI‘/’II_HI/Ie CPOKH IIOCTaBJICH B HU3BECTHOCTH 00 HCCIICOAOBAaHMU, MU Y HEro AJOJIKHO OLITH
3alpoILIEHO COrjacue Ha IMPOJOJDKEHUE Y4acTUs B MCCIEAOBAHHUM, a TAaKXKe JIPYroe COIJIacue,
KaK 3TO MojoxkeHo (cm. 4.8.10).

49 3anucH ¥ 0TYEThI

JIONMOJIHEHUE

4.9.0

HccnenoBaTens/opranu3anusi 10JKHBI BECTU a/IeKBaTHBIE M TOUHBIE EPBUYHbIE JOKYMEHTHI U
3aITUCH TI0 WCCIIEZIOBAHUIO, B KOTOPBIX OTPAXKAIOTCSI BCE 3HAYMMBIE JUIsI UCCIICIOBAHHS JTAaHHBIC
M0 KaXIOMYy CYOBEKTY B HCCIIEOBATENLCKOM ILeHTpe. llepBuuHble NaHHbBIE TOJKHBI OBITH
pa300pUNBBIMHU, OPUTUHATIBHBIMU, TOYHBIMH, TIOJHBIMH, JTOJDKHBI PETUCTPHPOBATHCS B MIPOLIECCE
OCYILIECTBICHHUsSI HAOMIOACHUNH M TakuM 00pa3oM, YTOOBI MX MOXKHO OBUIO aTpuOyTHPOBATh.
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49.1

4.9.2

4.9.3

49.4

495

4.9.6

4.9.7

V3MeHeHMsT B MCXOJHBIX JOKYMEHTaxX JOJDKHBI OBbITh IPOCIEKUBAEMbI, OOBSCHEHBI, €CIH
HEO0X0MMO, M HE JOJDKHBI CKpbIBaTh IEPBOHAYAIBHYIO 3alUCh (HAIp., IMOCPEACTBOM
JOKYMEHTAJIBHOTO CIIe/1a).

HccnenoBatens OJKeH oOecrieuyuBaTh  MPABHIBHOCTb, IOJHOTY, pPa300p4YMBOCTb U
CBOEBPEMEHHOCTb IIPEIOCTABICHUS CIIOHCOPY HMaHHBIX, coxepxkamuxcs B MPK u Bo Bcex
TpeOyeMBbIX OT4eTax.

Hannbie B MPK 10JKHBI COOTBETCTBOBATh IEPBUYHOW JOKYMEHTAIlUM, W3 KOTOPOW OHH
MEPEHECEHBI; UMEIOIINECS PACXOKICHUS JIOJDKHBI OBITh 00BSCHEHBI.

JIroOble u3MeHeHUss unu ucnpasieHus B MPK nokHBl OBITH NOANMCAHBI, aTUPOBAHBI,
00BbsICHEHB! (IpU HEOOXOJIUMOCTH) U HE JIOJDKHBI CKPbIBaTh IE€PBOHAYAIBHYIO 3aIlUCh (T.€.
JOJDKEH OBITH COXPAaHEH JOKYMEHTAJIBHBINA CIIEM); 9TO OTHOCHTCS KaK K MHCbMEHHBIM, TaK U K
IEKTPOHHBIM H3MEHEHUsM WM ucopaBieHusM (cMm. 5.18.4, (n)). ChoHcop aoikeH
MPEJOCTaBUTh UCCIENIOBATEISAM W/WIA MX YIIOJTHOMOYEHHBIM TPEACTABUTENSAM WHCTPYKIHIO O
nopsiaike opopmieHus Takux ucnpanieHuil. CloHCOp JOKEH UMETh MCbMEHHbIE MTPOLEYPHI,
NpelycCMaTpyuBarolliie, 4YTO0 u3MeHeHuss wiu ucnpasieHus B HMPK, BHocumble ero
YIIOJIHOMOYEHHBIMH  HIPEJCTABUTENIAMH,  JOKYMEHTAJIBHO  O(OPMIISIIOTCS,  SIBISIOTCS
HEOOXOMMBIMU U OJJOOPSAIOTCS MccienoBareneM. VccienoBarenb JOMKEH XPaHUTD 3alucH 00
9TUX U3MEHEHUSX U UCIIPABIICHUSX.

HccnenoBaTtens/opranu3anust JAO0JDKHBl BECTH JOKYMEHTAIMIO IO MCCIEJOBAHUIO COTJIACHO
paszneny 8 «OCHOBHBIE JOKYMEHTHI JJIsi HPOBEACHMSI KIMHUYECKOTO HCCIENIOBAaHUSA» U
IIPUMEHUMBIM HOPMaTHBHBIM TpeOoBaHUsAM. MccnenoBarenb/opranu3anus 10JKHbI IPUHUMATh
Mepbl, IPEA0TBpAILAONINE CIIyYallHOE WU TPEXKIEBPEMEHHOE YHUUTOKEHUE ITUX TOKYMEHTOB.

OCHOBHBIE JJOKYMEHTHI JIOJDKHBI XPAaHUTHCSI HE MEHEE JIBYX JIET TIOCIIE YTBEPKICHUS MOCIeTHEH
3asBKHM Ha PErMCTpalLuIo Mpenapara B cTpaHe - yyactHuue ICH u 10 tex mop, moka Hu ojHa U3
3asBOK HE OyJeT HaXOJUThCS Ha PACCMOTPEHUHU U HE OYAET IJIaHUPOBATHCS HOBBIX 3asiBOK, WJIH
HE MEHee [JByX JeT TMocie OQUIMAIbHOIO MPEeKpaIleHUuss KIMHUYECKOW pa3paboTKu
UCCIIEyeMOTO TPOJIYKTa. DTH JTOKYMEHTHI JIOJDKHBI XpPAaHHUTHCSA Ooyiee JIUTEIBHBIH CPOK B
cllyyae, €ClIM 3TO MpPeIyCMOTPEHO NPUMEHUMBIMH HOPMAaTUBHBIMH TpPEOOBAaHUAMH HIIH
JOTOBOPOM €O CIOHCOPOM. (OTBETCTBEHHOCTBIO CIIOHCOpA SIBIAETCS HMH(OPMHUPOBAHHE
HCCIIeIoBATENsI/OpraHu3alii 00 UCTCUYCHUH CPOKa XpaHeH s JOKyMeHTaluu (cM. 5.5.12).

DOUHaHCOBEIC aCIIEKTHI HUCcCiIaca10BaHUsA JOJIKHBI OBITH OTPaXCHBI B JOTOBOPE MEKAY CIIOHCOPOM
n I/ICCJ'ICI[OBaTCJ'ICM/OpFaHI/BaHHeﬁ.

I[To 3ampocy ™onuTOopa, ayautopa, OCO/HOK wmm  ymomHOMOYEHHOTO  OpraHa
WCCTIEI0BATENIb/OPTaHu3allusl  JIOJDKHBI  00€CTIeUnTh TMPSMOM JOCTYH KO BCEM  3aIUCsM,
OTHOCSILIUMCS K UCCJIEIOBAHMUIO.

4.10 OT4ersl 0 X0€ UCCICA0BAHUS

4.10.1 Uccnenoatenp momkeH mnpeactaBiate DCO/HOK kparkwe THCHMEHHBIE OTYETBI O XOJE

WCCIIeTOBaHMS €KEroJHO WM vate, eciiu 3Toro Tpedyer DCO/HOK.
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4.10.2

HccnenoBatensb MOMMKEH HE3aMEMIMTENBHO IPEJOCTABIATH MUCHMEHHBIE OTUYETHI CIIOHCOPY,
3CO/H3K (cm. 3.3.8) 1, B COOTBETCTBYIOIIUX CIy4asiX, OPraHU3alUN O JIOOBIX M3MEHEHUSX,
CYILECTBEHHO BIJIMSIIOIIMX Ha MPOBEJCHHUE HCCIICAOBAHUS W/WIM YBEIWYMBAIOIIMX PHCK IS
CyOBEKTOB.

4,11 OT4YeTHOCTH O 0€30IMACHOCTH

4111

411.2

4113

0060 Bcex cepbe3HbIX HexenarenbHbIX sBieHUsAX (CHS) HeoOXxommMo HeMeIeHHO CcOoOO0IIaTh
CHOHCOpy, 3a uckiroueHueMm Tex CHS, xoTopele B IpOTOKOJE WM B APYIOM JOKYMEHTE
(Hampumep, B OpoOIIOpe HCCIEAOBATENsI) OMPECIICHbl KaKk He TPeOyIolue HEeMEIJICHHOTO
coobmenus. [locie nmepBUYHOr0 HEMEAIEHHOTO COOOIIEHUsI HEOOXOIUMO B KpaTyallinie CpoKu
MPEACTaBUTh TOAPOOHBIH TUCHMEHHBIM OTuYeT. [lepBUYHBIA W JIOMOJHHUTEIBHBIE OTYETHI
JOJKHBI MICHTH(PHUIMPOBATh CYOBEKTOB HCCIEAOBAHUS MO TMPUCBOCHHBIM UM YHHKAIbHBIM
KOJlaM, a HE 10 MMEHaM CyOBEKTOB, NEPCOHAIBHBIM HICHTH(PUKAIMOHHBIM HOMEpaM H/WIH
anpecam. MccnenoBatenb JOMKEH TakKe COOMIOAATh MPUMEHUMbIE HOPMATUBHBIE TPeOOBaHMUS,
periaMeHTUPYIOIIUE MPEOCTABICHUE OTUYETOB O HEMPEIBUICHHBIX CEPhE3HBIX HEXKEIATEIbHbBIX
peakuusax ynoasHomodeHHbIM opranam u 9CO/HOK.

O00 Bcex HEXeNaTeNbHBIX SIBICHUSAX W/MIM OTKJIOHEHHSX JIaOOpaTOpHBIX IOKa3aTeneil oT
HOPMBI, OIIPEIENICHHBIX TPOTOKOJIOM KaK KPUTUYECKHE IJIsl OLIEHKH O€30MaCHOCTH, HEOOX0IMMO
cooO1IaTh CIIOHCOPY B COOTBETCTBUM C TPEOOBAHMUAMHU K OTYETaM M B CPOKH, OIpEeJICHHbIE
CIIOHCOPOM B IIPOTOKOJIE.

[Ipu cooOmieHussXx 0 CMepTH HCclenoBaTenb 00s3aH 1Mo 3ampocy crnoHcopa u ICO/HOK
MPEIOCTaBUTh JIOOYIO JOMOJHUTENbHYI0 HH(pOpManuio (Hampumep, MPOTOKON BCKPBITUS U
MTOCMEPTHBIN SMUKPU3).

4.12 TlpexneBpeMeHHOe NpeKpalleHne W NPUOCTAHOBKA MCCJIeJ0BAHUA

Ecnu no kakoi-nmubo mpuYMHE HCCIE0BAHUE NMPEXKIEBPEMEHHO NMPEKPALIEHO MU MPHOCTAHOBIIEHO,
UCCIIEI0BATENb/OPraHu3alysl JT0JDKHBI HE3aMeUIMTENbHO MH(POPMHUPOBATh CYOBEKTOB HCCIIECIO0BAHMS,
o0ecreynTh UM COOTBETCTBYIOIIEE JIeUeHHE U HaOIIOAEHUE U, €CIM MPEJYyCMOTPEHO MPUMEHHMBIMU
HOPMAaTUBHBIMH TPEOOBaHUSAMHU, HHPOPMUPOBATH YIIOJIHOMOUEHHBIE opraHbl. Kpome Toro:

412.1

412.2

Ecnu nccrenoBarens mpexkIeBpeMEHHO MTpeKpamnaeT Wik IPHOCTaHABINBAET HCCIIeIoBaHue 0e3
MPEBAPUTEIILHOTO COTJIACUsl CIIOHCOPA, OH JOJDKEH COOOIIUTH 00 3TOM OpraHM3alliu, TIe
MIPUMEHUMO, U UCCIIe0BATENh/OpraHn3alus T0JKHBI He3aMeTTUTeIbHO TPOMH(POPMUPOBATH 00
stoM cnioHcopa u ICO/HOK u npenocraButs cioncopy 1 ICO/HIK nonpobHOE muckMeHHOE
00BsICHEHUE IPUYUHBI TPUOCTAHOBKU WIIM MPEKPAILCHHUS UCCIIET0BAaHUS.

Ecnu concop mpekpaimaeT wiv IpUOCTaHaBIMBaeT uccienoBanue (cMm. 5.21), ucciemoBaTens
JOJDKEH HE3aMEUITMTENIbHO COOOMMTh 00 OSTOM OpraHu3alud, TJe NPUMEHUMO, U
HCCIIeIOBATENb/OpraHu3alus JOJDKHBI  HE3aMeUIUTEIBbHO MPOUH(POPMUPOBATE 00 ITOM
OCO/HOK u mpegoctaButh DCO/HOK moapoOHOE NHCHbMEHHOE OOBSICHEHHWE MPUYUHBI
MIPUOCTAHOBKY WJIM TIPEKPAICHUS HCCIET0BaHUS.
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4,123 Ecim  DCO/HDOK okxoHYATEeNbHO WJIM BPEMEHHO OT3bIBaCT YTBEpKIEHUE/0q00peHrne Ha
npoBeneHue uccienoBanus (cm. 3.1.2 u 3.3.9), uccrnenoBarens MOMKEH COOOIIUTH 00 ITOM
OpraHu3alyu, Te TPUMEHHMO, W WCCIEJI0BATENIh/OpraHu3alysl JOJKHBI HE3aMEeITUTEeILHO
npOoUH(POPMHUPOBATE 00 3TOM CIIOHCOpPA U IMPEIOCTABUTH CIOHCOPY IMOAPOOHOE MUCHMEHHOE
00BsICHEHUE IPHUYUHBI IPUOCTAHOBKH WM TIPEKPAIICHHS UCCIICIOBAHUSI.

4.13 UTOroBbIi OTYET UCCIAECT0OBATEIA

Ecnu tpeOyeTcs, Mo 3aBEepIICHWM WCCIECIOBAaHHUS MCCIIEAOBATENb [ODKEH COOOIIUTH 00 3TOM
OpraHu3aIlM; HCCIeA0BaTeNb/opranu3anus 1okHbel npegoctaBute JCO/HOK kparkuit otyer 00
UTOTaX UCCIIEJOBAHMS, a TAK)KE BCE TPeOyeMbIe OTUETHI YIIOJTHOMOYEHHBIM OPraHaM.

5. CHOHCOP

JOITOJIHEHHUE

5.0 YVYmnpagpiieHHe KaueCTBOM

CroHcop aomxkeH obecrneunTs GYHKIMOHUPOBAHUE CUCTEMbI YIIPABJICHHUS Ka4eCTBOM Ha BCEX 3Tarax
KJIIMHUYECKOT'0 UCCIIENOBAHUS.

CrioHCOp MOMKEH yIenaTh 0co00e BHUMaHKE MpolieccaM, 00eCcTIeYnBaOIUM 0€30MacHOCTh CYOBEKTOB
KIIMHAYECKOTO MCCIIEIOBAHUS U IOCTOBEPHOCTh €r0 PEe3yJIbTaTOB. YIIpaBlIeHHE KAa4eCTBOM BKITFOUAET B
ce0s1 pa3paboTKy 3(pPEeKTUBHBIX MPOTOKOIOB KIMHUYECKUX HCCIIEIOBAaHUM, a TakKe MHCTPYMEHTOB U
npoueayp no coopy 1 00paboTke TaHHBIX U MHPOPMAaLMH, CYIIECTBEHHON I IPUHSITHS pEIICHUN.

Metoapl, mpuMeHsieMble A1 OOEeCreueHUuss M KOHTPOJIsl KayecTBa KIMHUYECKOTO HCCIIEOBaHUS,
JOJDKHBI OBITH MPONOPIMOHANIBHBI CBSI3aHHOMY C MCCIIEJOBAHUEM PHCKY M BaXXHOCTH coOMpaeMoin
nHpopmanuu. CroHCOp AOKEH MpOCIHEAUTh 3a TeM, 4YTOObl BCE AacleKThl HCCIENOBAaHUS ObLIM
BBINOJIHUMBI C OTIEPALIMOHHOM TOUKH 3pEHMS, U JOJDKEH U30eraTb Ype3MEepHON CIIOKHOCTH, U3IUITHUX
npoueayp u cOopa M30bITOYHBIX AAHHBIX. [IpOTOKOJN, MHAMBUIyalbHBIE PErHCTPALlMOHHBIE KapThl U
JApyrue OIEepalMOHHBIE JOKYMEHTHl JOJDKHBI OBITh SICHBIMHM, JIAKOHUYHBIMH U BHYTPEHHE
HENPOTHUBOPEUYUBBIMHU.

Cucrema yrpaBJIeHHAS KaueCTBOM JIOJKHA ONTUPATHCS Ha OIEHKY PUCKOB, OIIMCAHHYIO HUXKE.

5.0.1 Buissrenue KpuMmuuHbIX RPOYECCO8 U OAHHBIX

Bo BpeMs pa3paboOTKH TMPOTOKOJIA CIIOHCOP JIOJDKEH BBISBUTH T€ TPOIECCHl M JaHHBIC, KOTOPBIC
SIBIIIFOTCSI KpUTUYHBIMU C TOYKH 3PEHUS 0€30MTaCHOCTH CYOBEKTOB MCCIIEIOBAHUS U JOCTOBEPHOCTH €T0
pe3yIbTaTOB.

5.0.2 Buwissnenue puckos

CIIoHCOp J0DKEH BBISIBUTH PUCKH IS KPUTHIHBIX IPOIIECCOB U JAHHBIX KIIMHHYECKOTO MCCIICAOBAHMS.

Pucku cnenyer paccmarpuBaTh Kak Ha CHCTEMHOM YpPOBHE (Hallp., CTaHAApTHBIE OlEepallMOHHBIE
MpOLEAYphl, KOMIIbIOTEPU30BAHHbIE CHUCTEMbI, IE€pPCOHAN), TaK W Ha YPOBHE KIWHUYECKOTO
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UccleoBaHus (Hamp., IM3aifH UCClleJoBaHUs, COOp AaHHBIX, MPOIECC MOMyYeHUs: HHPOPMUPOBAHHOTO
corjacusi).

5.0.3 Oyenka puckos

CroHCOp [MTOJDKEH OICHUTH BBISBICHHBIC PUCKH IO OTHOIICHHIO K HHCTPYMEHTAM HX KOHTPOIIA,
MPUHUMAs BO BHUMAaHUE:

(a) BepossTHOCTH BO3HUKHOBEHUSI OLITUOKU;

(b) B xakoii Mepe Takue OIMIMOKHA MOT'YT OBbITh BBISBIICHBI;

(c) Brnusinue Takux ommbOOK Ha 06€30MaCHOCTh CYOBEKTOB MCCIICOBAHMS M IOCTOBEPHOCThH €0
pe3yJIbTaTOB.

5.0.4 Kommponw pucxos

CroHCOp MOJDKEH pPElINTh, KaKHe PUCKM MUHHMH3MPOBATH W/WIM KAaKHE€ PUCKH MOXKHO HPUHSTH.
[lonxon, mnpuUMEHSEMBId [UIS MUHUMHU3ALMWWA PUCKOB 10 MPHUEMIIEMOrO0 YpPOBHS, JOJKEH OBITh
IIPOIOPLIMOHAJIEH 3HAYUMOCTH pUCKa. Mepbl 10 MUHUMHU3ALUU PUCKOB MOT'YT ObITh HHTEIPUPOBAHBI B
MPOTOKOJI HAa YpPOBHE JW3aifHA HCCIENOBaHUS WM €ro NpPOBEACHHS, B IUIAHBI MOHHTOPHHTA,
COTJIAIIEHUS MEXAY CTOPOHAMHM, OIPENENSIONINe paclpeneieHne OO0sM3aHHOCTEH, CHCTEMHbBIE
MEXaHHU3MBbI, 00eCHeuHBalIIUe COOMIOACHUE CTaHAAPTHBIX OMNEPALMOHHBIX MPOIENyp, a TaKXKe B
TPEHUHT 110 MPOLEAypaM U MPOLECcCaM.

Jlnst BBISBJICHHS CHCTEMHBIX MpPOOJEM, KOTOpbIe MOTYT TOBJIHATH Ha O€30MacHOCTh CyOBEKTOB
UCCIEAOBAHUS M JIOCTOBEPHOCTH €r0 pe3yiabTaTOB, CIEAYET 3apaHee OIpPEACIIUTh IpeAc/IbHbIC
rapamMeTpsl KayecTBa, NPUHHMMAs BO BHUMAHHE MEAMIMHCKHE U CTAaTHUCTUYECKHE XapaKTEPUCTHKU
IIEPEMEHHBIX, a TaKKe CTaTUCTHUYECKUN [OW3alH UCCICNOBAaHMA. BbIABIEHUE OTKIOHEHMH OT
Ipe/iebHBIX MTApaMETPOB KauecTBa JOJKHO BJI€Ub 3a COOOM pellleHNe O IPUHATUN HEOOXOAUMBIX MEp.

5.0.5 Coobwenue o puckax

CrioHCOp JTOJIKEH JOKYMEHTHMPOBATh MEpHI MO yNpaBieHUI0 KadecTBOM. CIIOHCOP JOJIKEH JOBOAMTH
MepBI IO YNPABIEHUIO KAaY€CTBOM JI0 CBEACHUS TE€X, KTO BOBJICUEH B COOTBETCTBYIOLIUE MPOLIECCHI MIIH
3aTPOHYT UMM, YTOOBI OOJIETYUTH OILIEHKY PUCKOB M TOCTOSHHOE YJIy4IlIEHWE B XOJI€ MPOBEIACHUS
KJIIMHUYECKOT'0 UCCIIEOBaHUSI.

5.0.6 Oyenka puckos

CrioHCOp AOKEH NMEePUOJUYECKH OLIEHUBATh MEPHI [0 KOHTPOJIIO PUCKOB, YTOOBI YOEAUTHCS, YTO MEPHI
[0 YNPaBJIEHUIO KAUeCTBOM COXPAHSIOT CBOIO 3(PPEKTUBHOCTh U aKTyalbHbI, IPUHUMAsE BO BHUMaHUE
nprOOpEeTEHHBIC 3HAHUS U OTIBIT.

5.0.7 Coobwenue o puckax

CrioHCOp JOKEH omucarh NMPUMEHSEMBbI B KIMHHUYECKOM HCCIIEOBAaHUM MOJXOJ K YIPaBICHUIO
KayecTBOM U pE3IOMHMPOBATh 3HAUYMMBIE OTKJIOHEHHUS OT 3apaHee OINpeNeNEéHHBIX IpeelbHbIX

MapaMeTpoB KadecTBa, a TAK)KEe MEPHI, HAIIPABJIICHHBIC Ha WX HCIPABJICHHUE, B OTYETE O KIMHUICCKOM
uccinenoannu (ICH E3, Section 9.6 Data Quality Assurance).
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5.1 OolecneyeHue kauyecTBa U KOHTPOJIb Ka4ecTBA

5.11

512

5.1.3

5.1.4

CrioHcop OTBeuaeT 3a BHEIPEHUE U MOJJEpKaHUE CUCTEM O0eCIeueH sl 1 KOHTPOJIsl KauecTBa C
nucbMeHHbIMU COIl, KoTOpble MMEIOT CBOEH 1LIENbI0 00ECIIEUUTh IIPOBEACHUE HCCIEI0BaHUS,
cOOp, perucTpanuio M IpPeJICTABICHUE JAaHHBIX B COOTBETCTBMM C mpoTokosoMm, GCP u
IPUMEHUMBIMU HOPMAaTUBHBIMU TPEOOBAHUSIMH.

CrioHCcOp OTBeuaeT 3a 00eCIeueHHe COrjacus BCEX BOBJICUEHHBIX CTOPOH Ha MPEJOCTaBICHUE
npsimoro jgoctyna (cM. 1.21) Bo Bce ywacTByMOIIME B HCCIEIOBAHUU LIEHTPBI, KO BCEM
MIEPBUYHBIM JaHHBIM/JOKYMEHTaM U OTYETaM B IEJISX MX MOHUTOPUHTA M ayJUTa CIIOHCOPOM, a
TaK)Ke MHCTIEKIIUN HAIMOHAIBHBIMU U HHOCTPAHHBIMU YIIOJTHOMOYEHHBIMH OpraHaMHu.

KonTponp kauecTBa clielyeT OCYIIECTBISATh Ha BCEX OJTamax padoThl ¢ JaHHBIMH, UYTOOBI
00eCcTeYnTh UX JOCTOBEPHOCTH U MPABMIBHOCTH 00PA0OTKH.

JloroBopsl MeEXJy CIOHCOPOM U HCCIeAoBaTelIeM/opranu3anue wid o0oil  apyroit
YYaCTBYIOIICH B UCCIIEAOBAHUU CTOPOHOM JIOJKHBI OBITh COCTABIICHBI B MUCbMEHHOM (popMe Kak
YacTh MIPOTOKOJIA WIIM B KAYECTBE CAMOCTOATEIbHBIX TOKYMEHTOB.

5.2 KOHTpaRTHaﬂ HCCIIEA0BaATE/IbCKAasA Opranm3anus

521

522

CroHcop MOXET MOJHOCTBIO WJIM YAaCTHUYHO IEepelaTh 00s13aHHOCTU U (YHKIMH, CBSI3aHHBIE C
IIPOBEJCHUEM HUCCIIEJOBaHMUS, KOHTPAKTHOM MCCIENOBATENbCKOM OpraHM3aluHd, OJIHAKO
OTBETCTBEHHOCTb 3a KAa4eCTBO M IOJHOTY IIOJIYYEHHBIX B XOJ€ MCCIECAOBAaHUS JAHHBIX BCETIa
JEKAT Ha crioHcope. KoHTpakTHas mccienoBaTelbecKas OpraHM3alus JOJDKHA OCYIIECTBIATh
MEpPBI [0 00ECIIEUEHUI0 U KOHTPOJIIO Ka4eCTBa.

[lepenaya  KOHTPAKTHOM  HCCIEAOBATEIILCKOW  OpraHM3allié  JIOOBIX  CBA3AHHBIX  C
HCCIIeIOBaHUEM 00s13aHHOCTEN M (PYHKIIMI TOMKHA OBITh JOKYMEHTAIBHO OOpPMIICHA.

JIOMOJIHEHUE

CHOHCOp JOJIDKCH KOHTPOJMPOBATH BBIIIOJHACMBIC OT €ro MMCHU (I)YHKI_[I/II/I 151 O6H33HHOCTI/I,

CBSA3aHHBIE C TPOBEJACHUEM KIMHUYECKOTO WCCIIECIOBAHUS, BKJIIOYAs CBS3aHHBIE C TPOBEICHHEM
KIIMHUYECKOTO UCCIIEeIOBaHUS (PYHKIIMH U 00SI3aHHOCTH, KOTOPHIE MIEpEAaHbl IPUBICYEHHON CIIOHCOPOM
KOHTPAKTHO-UCCIIEIOBATEIbCKOIM OpraHn3annel TpeTbuM CTOPOHAM B MOpSAJKE cyOnoapsiaa.

5.2.3

524

Bce cBsa3aHHBIE C HCCIEIOBaHHUEM 00S13aHHOCTU H (I)YHKL[I/II/I, HC TICPCAAHHBIC KOHTpaKTHOﬁ
HCCH@HOB&T@HLCKOﬁ opraHusalru, OCTAOTCA B KOMIICTCHIIMU CIIOHCOpPA.

Bce, uTo B HacToseM pyKOBOJICTBE KacaeTcsi CIIOHCOpa, Tak)Ke MPUMEHWMO K KOHTPaKTHOMN
MCCJIEI0BATENbCKOM OpraHu3aluu B TOW Mepe, B KOTOPOM KOHTPAKTHAs HMCCIEN0BaTEIbCKasi
OopraHu3amys TpUHUMAeT Ha ce0s 00s3aHHOCTH W (YHKIMH CIOHCOpa MO TPOBEICHHUIO
HCCIIEI0BAHMUS.
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5.3 Meaununckas Kpajaudpurkanus

CrnoHCOp [MODKEH Ha3HAYUTh OOJaJalomuii  COOTBETCTBYIONIEH MEIUIIMHCKON KBanudukanumen
MEePCOHAJI, KOTOPBIM JOJKEH OBbITh BCErja JOCTYNEH UIsl PEIICHHS CBSI3aHHBIX C MCCIEJOBAaHUEM
BOIIPOCOB MEIUITMHCKOTO xapakrtepa. I[Ipu HE0OXOIUMOCTH Il 9TOM 1EJTM MOTYT OBITh NPUBJICYCHBI
BHEIIIHUE KOHCYJIbTAHTHI.

5.4 JIu3aiiH uccjieToBaHUS

5.4.1 CnoHcop [OJDKEH TPHUBICKATh KBATM(PHUIIMPOBAHHBIX JIMIl (HAmpuMep, OHMOCTATHCTHKOB,
KJIMHUYECKHX (apMakojioroB, Bpayeil) Ha BCEX JTamax MHCCIEIOBaHUS - OT pa3pabOTKu
nporokona, MPK u miaHa cTaTUCTUYECKOTO aHaimu3a A0 MOATOTOBKH MPOMEXKYTOYHOTO U
(UHANBHOIO OTYETOB.

5.4.2 Taxxe cM. pazzen 6 HACTOAIIETO PYKOBOJCTBa, pykoBoicTBO ICH «CtpykTypa u comepkaHue
oT4eTa O KIMHHUYECKOM HCCIEIOBaHMHM» W JPYrHe COOTBEeTCTBYIomue pykooxactBa ICH mo
JM3aifHy, TPOTOKOIY U OPTaHNU3aluHU HCCIIEIOBAHNSI.

5.5 MeHeq:KMeHT HccieI0BaHusA, Pa00Ta ¢ JaHHBIMH U BeJleHHe JOKYMEeHTAIluH

5.5.1 Cnoucop 00s3aH TpUBIEKAaTh OOJIATAIONIUX COOTBETCTBYIOUICH KBaNU(pUKAIMECH JHI JUIS
00111ero pPyKOBOJICTBA UCCIIEIOBAaHUEM, PAOOTHI C JAHHBIMH, BepU(UKALIMU TaHHBIX, TPOBEACHUS
CTaTHCTUYECKOTO aHAJIN3a U MOJATOTOBKH OTYETOB 00 MCCIIEIOBaHUN.

5.5.2 CnoHcop MOXET MPUHSATH pereHue 00 00pa3oBaHUN HE3aBHCHMOTO KOMUTETA TI0 MOHUTOPHHTY
nanubix  (HKMJI) ans  paccmoTpeHus Xoja KIMHUYECKOrO HCCIEAOBAaHUS, BKIIOYas
paccMOTpEeHHE JTaHHBIX MO 0€30MacHOCTU U OCHOBHBIX MapaMeTpoB 3(P(HEKTUBHOCTH, a TaAKKe
JUTSE BBIPAOOTKU PEKOMEHAIHA CIIOHCOPY O IeTIeCO00Pa3HOCTH MPOIOIDKEHHUS, MPEKpaIleHus
HCCIEI0BaHUs WU BHeceHus B Hero uaMeHeHul. HKMJ[ nomkeH HWMeTh NHUCbMEHHBIE
OIlEpallMOHHBIE MPOLEYPBI U BECTU NMHUCbMEHHBIE 3AIIUCH BCEX CBOUX 3aCEIaHUM.

5.5.3 HpI/I HCIIOJIb30BAHUU JJICKTPOHHBIX CHCTCM JUJIA pa6OTLI C JaHHBIMHU HCCICOAOBaHUA 1/AIH
SJICKTPOHHBIX CUCTEM YAAJIICHHOI'O AOCTYIIA K JJAHHBIM CIIOHCOP JOJI?KCH:

(@) OGecreunTh M JTOKYMEHTAILHO OPOPMHUTH COOTBETCTBHE CHUCTEM JJIEKTPOHHOH 00pabOTKU
JTAHHBIX YCTAQHOBJICHHBIM CIIOHCOPOM TpeOOBaHUSM K IIOJIHOTE, TOYHOCTH M HaJIeKHOCTU
JAHHBIX, & TAK)KE CTA0OMIBHOCTH TOCTHKEHUS TPeOyeMOoro pe3yiibTara (T.€. BATHIAINIO).

JIOMIOJTHEHUE

CHOHCOp JOJDKEH OCHOBBIBATH BaJIMJAIIUKO TaKHX CHCTEM Ha OIICHKE pI/ICKOB, KOTOpafI
YYUTBIBACT HA3HAYCHUC CHUCTCMbI U eé IIOTCHOHUAJIBHOC BIIMAHHUEC Ha 6630HaCHOCTL CY6’LCKTOB
HCCICO0BAaHNA U JOCTOBEPHOCTH €TI0 PE3YJIBTATOB.

(b) Umets COII 110 UCTOIB30BaHUIO 3THX CHCTEM.

| TONOJTHEHUE
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CraHgapTHBIC OIEpaIlMOHHBIE TPOIEAYPHl CIIOHCOpPAa JOJDKHBI OXBAaThIBATh HACTPOUKY,
YCTaHOBKY M HCIIOJIb30BaHKE cucTeMbl. CTaHIapTHBIC ONEpaIlOHHBIC MTPOIISIYPHI TOJKHBI ONUCHIBATH
BATUIANNI0 M (YHKIMOHATLHOE TECTHUPOBAHHWE CHCTEMBI, COOp MaHHBIX M OOpalieHHEe C HUMH,
MOJIICP)KaHUE CUCTEMBI, MEpbl 0€30MMaCHOCTH, YIPABICHUE U3MCHEHUSIMH, PE3EPBHOE KOIIMPOBAHUE, U
BOCCTAHOBJICHHE JAHHBIX, TUNIAHUPOBAHUE JICUCTBUN B CIIy4ae YPE3BBIYANHBIX OOCTOSATENHCTB, & TAKKE
BBIBOJ] CHUCTEMbI M3 JKcIuTyaTanuu. OOs3aHHOCTH CIIOHCOPA, MCCIENOBATENsi M JAPYIHMX CTOPOH B
OTHOIICHUU HCTOJb30BaHUS KOMIBIOTEPH3UPOBAHHBIX CHCTEM JOJKHBI OBITh SICHO OMPEICIICHBI, a
MOJIb30BATEIH JJOJDKHBI IPOMTH TPEHUHT 110 X HCIIOJIb30BAHHIO.

(c) Obecrieunts pabOTy CUCTEM TaKHM 00Pa30M, YTOOBI MOKHO OBLIO M3MEHATH JAaHHBIC U MPH
TOM BHOCUMBIC M3MEHEHHUS ObLUTH OBl 33JOKyMEHTHPOBAHBI, a paHee BBEJCHHBIC TaHHBIC HE
OB OBl yaneHsl (T.e. UMeNca JOKYMEHTaIbHBIN CIIeN).

(d) ImeTh cucTeMy 3aluThl, IPEIOTBPAIIAIONLYI0 HECAHKIIMOHUPOBAHHBIN TOCTYI K TaHHBIM.
(e) IMeTh CITMCOK JIHII, HaICJIEHHBIX IPABOM BHOCUTH U3MEHEHMS B JaHHbIE (cM. 4.1.5 1 4.9.3).
(f) OGecnieunBaTh aeKBaTHOE PE3EPBHOE KOIMTUPOBAHHUE JAHHBIX.

(9) CoxpaHsaTh MaCKUPOBKY B HUCCJICIOBAHUSIX, IPOBOJUMBIX CICIIBIM METOJIOM (T.€. COXPAHAThH
MacKHpPOBKY IIpH BBOJIE U 00paOOTKE TaHHBIX).

JIONIOJHEHUE

(h)  OOecrieunTh 1LETOCTHOCTh MJAHHBIX, BKJIOYas JaHHbIE, OIMCHIBAIOIINE KOHTEKCT,
cCoZiep)KaHue U CTPYKTYypy. OTO OCOOEHHO BaXHO TP  MPOBEACHUM H3MEHEHHH B
KOMITBIOTEPU3UPOBAHHBIX CHUCTEMAaX, TAaKMX KaK OOHOBIEHHE MPOTrPaMMHOIO OOECHEeUeHUs WIH
MUTpalus JaHHbBIX.

5.54 Ecau B mpouecce 0O0pabOTKM JaHHblE TpaHC(HOPMUPYIOTCS, BCEerja JAOJDKHA CYIIECTBOBATb
BO3MOXKHOCTh CPaBHEHUSI ICXOTHBIX JAHHBIX C 00pabOTaHHBIMH.

5.5.5 CnoHcop NOMKEH HCIOIb30BaTh YHUKAIBHBIN WICHTH(GUKAIIMOHHBIN KOJ cyObekTa (cm. 1.9),
MO3BOJIAIOIMINN UACHTU(DUIIUPOBATH BCE JaHHBIE TI0 KAKIOMY CYOBEKTY.

5.5.6 CHOHCOp WM APYyruc BJIaACIbIbl JAaHHBIX JOJDKHBI XPAaHUTH BCE OTHOCAIIMECA K CIIOHCOPY
OCHOBHBIC JOKYMCHTBI I10 HUCCJICIOBAHUTIO (CM. pasacit 8 «OcHOBHBIC JOKYMCHTHBI JJIA
MMPOBEACHHU A KIIMHUYCCKOI'O I/ICCJ'IGJIOBaHI/ISI»).

5.5.7 CHOHCOp JOJDKEH XPAaHUTh BCC OTHOCAIIHUECA K HEMY OCHOBHBIC JOKYMCHTBI 11O MCCIICIOBAHUTIO
B COOTBETCTBUU C TPUMEHHUMBIMH HOPMATUBHBIMU TpPEOOBAHHMSIMH TE€X CTpPaH, B KOTOPBIX
MIPOJIYKT OJI00PEH W/WJIH B KOTOPBIX CITOHCOP COOMpaeTcsi 00paTUTHCS 3a 0JI00pEHHUEM.

5.5.8 Ecmm crnoHcop mpekpamaer KIMHAYECKYI0 pa3padOTKy HCCIIEAYyeMOro MPOayKTa (110 OJHOMY
WIM BCEM IOKa3aHUSM, ITYTSM BBEACHUSA, JIEKAPCTBEHHBIM (pOpMaM), OH JIOJDKEH XPaHUThH BCE
OTHOCSIIIMECS K CIIOHCOPY OCHOBHBIC JIOKYMEHTBI IO WCCIICJIOBAHHWIO B TEUCHHE IO KpalHel
Mepe IBYX JIET ¢ MOMEHTa O(QHUIIMAIBLHOTO MpEeKpalieHus pa3paboTKU WM B COOTBETCTBUU C
NPUMEHUMBIMH HOPMaTHBHBIMH TPEOOBaHUSIMH.
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5.5.9

5.5.10

5.5.11

5.5.12

Ecnu croHcop mpekpaiiaer KIMHUYECKYI0 pa3pabdOTKy HCCIEIyeMOro MPOAYKTa, OH JIOJKEH
coOOIIMTh 00 3TOM BCEM YYAaCTBYIOIIMM B HCCIIEJOBAHWUHU HCCIIEAOBATEISIM/OPTaHU3ALMAM |
YIIOJTHOMOYEHHBIM OpraHam.

Jlrobas mepemaua mpaB COOCTBEHHOCTH Ha JaHHBIC JOJDKHA OBITH JOBEACHA IO CBEACHUS
YIOJIHOMOYEHHBIX OPraHOB B COOTBETCTBUH C MPUMEHUMBIMH HOPMATUBHBIMU TPEOOBAHUSIMU.

OTHOCSIH_II/ICCH K CIIOHCOPY OCHOBHBIC NOKYMCHTLI JOJIKHBI XPAHUTBCA HC MCHEC IBYX JICT ITOCJIC
YTBEPXKICHHSI MTOCIICIHEH 3asiBKM Ha PETHCTPAIUIo Ipenapata B cTpane - ydactaune ICH u no
TCX IIOp, IMOKa HHU OJHa M3 3asABOK HC 6YII€T HaxOJUThCA Ha pacCMOTPCHUU K HE 6yI[CT
IUTAHUPOBATHhCS HOBBIX 3asBOK, WJIM HE MEHEE JIBYX JIET MOciie O(QUIIMAIILHOTO MPEKpaICHUs
KIMHUYECKON (pa3bl pa3paboTKH UCCIEAyeMOTo MPOAYKTA. DTH JOKYMEHTHI IOJKHBI XPAaHUThCS
0oJiee UIUTENBHBIA CPOK B CIIydae, €CIM ATO MPEIyCMOTPEHO MPHUMEHUMBIMH HOPMATHBHBIMU
TpeOOBAHUSIMHU WM HEOOXOIUMO CIIOHCOPY.

CrioHCOp OMKEH B MUCBMEHHOW (hopmMe WH(POPMHPOBATH HCCIIENOBATEICH/OpraHu3aluu O
HEOOXOJUMOCTH XPAaHEHHUS CBSI3aHHBIX C UCCIECJOBaHHEM 3aluceil, a TakkKe MHCbMEHHO
W3BECTUTH UX, KaK TOJIBKO HEOOXOIMMOCTh B JAIbHEHIIIEM XpaHEHUHU OTIACT.

5.6 BbIOop uccienoBaresis

5.6.1

5.6.2

5.6.3

CroHcOp HeEceT OTBETCTBEHHOCTh 3a BBIOOp HcciemoBaTeneit/opranuzanuid.  Kaxmbrit
UCCJIEIOBATENb JOJKEH UMETh KBalU(UKALNIO, ONBIT U pecypchl (cm. 4.1, 4.2), moctaTouHble
JUIsL TIPOBEJEHUS MCCIENOBaHUsA, JUII KOTOpPOro OH BbIOpaH. Ecim B MHOTOIEHTPOBBIX
UCCIIETOBAHMIX HEOOXOAMMO OpraHW30BaTh KOOPAWHAIMOHHBIA KOMHUTET W/WUIH BHIOpATh
KOOpPJMHATOPOB U3 YHUCJIAa UCCIIEA0BATENEH, TO 3TO SABJIAETCS 00A3aHHOCTHIO CIIOHCOPA.

Jlo moamucaHusi JOTOBOpa C HCCIIeAOBaTelIeM/OpTraHu3alell Ha TPOBENICHHE HCCIICIOBAHMS
CIOHCOP JIOJDKEH HPEAOCTaBUTh HCCIENIOBATEN0/OpraHu3alui  MPOTOKOA U Opouopy
UCCIIEIOBATENsl B TEKYIIEH pelakiuy U JIaTh MCCIIEI0BATEI0/OpraHU3aliy TOCTATOYHOE BPEMSI
JUIs. O3HAKOMJICHUS C MTPOTOKOJIOM M MIPEJoCTaBIeHHON HH(opMaruei.

CrioHCOp AOJKEH MOMYYUTh COTIacue UCCIIe0BATENsl/OpraHu3alyu:

(@) npoBoauTe wmccnenoBanue B cooTBeTcTBUM ¢ GCP M npHMEHMMBIMH HOPMAaTHBHBIMU
TpeboBanusiMu (cMm. 4.1.3), a Takke C MPOTOKOJIOM, COIJIACOBAaHHBIM CO CIOHCOPOM U
yTBepkaeHHbIM/0100peHHBIM DCO/HIK (cMm. 4.5.1);

(b) cobnronaTh mpoLeAYpBI PErUCTPaAIMN/TPEICTABICHUS TaHHBIX;

(C) Ha mpoBeeHNE MOHUTOPHHTA, AyIUTa U MHCTIEKIUH (cM. 4.1.4);

(d) XxpaHUTH OCHOBHBIE JIOKYMEHTBI, CBSI3aHHBIE C UCCIIEIOBAHHEM, JIO TEX MOP, OKA CIIOHCOp HE
COOOIIUT MCCIIeIOBATEIO/OPTaHU3aIliH, YTO ITH JOKYMEHTHI Oobliie He Tpedyrotcs (cum. 4.9.4

u 5.5.12).

CrioHcop U MCClieIoBaTeNIh/OpraHu3alis JOJKHBI MOAMKCATh MPOTOKON WM WHOW JOKYMEHT,
MOATBEPIKIAIOIINN ATO COTIacue.
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5.7 Pacnpenesienue 00si3aHHOCTEH

Jlo Hayana WHCCIEIOBaHMSI CHOHCOpP [IOJDKEH YCTAHOBUTH M PACIpPEACIUTh BCE CBSA3aHHBIC C
HCCIIEIOBAaHHEM O0S3aHHOCTH U (DYHKIIHH.

5.8 KomneHcauuu cy0beKTaM U HCCJIeI0BATEISIM

5.8.1 Eciau npeaycMOTpeHO MPUMEHUMBIMH HOPMAaTUBHBIMH TpPEOOBAaHUSMH, CIIOHCOpP MJOJKEH
00ecreynTh CTPaxOBaHWE WM TapaHTHPOBATH IOPUANYECKYI0 W (DUHAHCOBYIO TOIJIEPKKY
HCCIIEIOBATENIS/OpraHi3allud B Cllydae TMPEAbSIBICHUS UMM MPETeH3HH, CBS3aHHBIX C
UCCJIEJOBAaHUEM, 32 UCKJIIOYEHHMEM TEX IPETEH3UM, KOTOPbIE BO3HMKIU B PE3yjbTaTe yMbICiIa
WJIM HEOCTOPOKHOCTH.

5.8.2 [IlpaBuna u mpouenypsl CHOHCOpa JOJKHBI IMPEAycMaTpuBaTh BO3MEIICHHE pPAcXOJ0B Ha
JeueHne CyObEeKTOB B Cilydae NMPUYMHEHHS BpEla MX 3/I0POBBIO B PE3yNIbTAaT€ UX YYacTHs B
HCCJIETIOBAaHUH B COOTBETCTBUU C MPUMEHUMBIMH HOPMAaTUBHBIMH TPEOOBAHUSMHU.

5.8.3 Ecmu CY6T>CKTLI HCCJICAOBAHUA ITOJYYAOT KOMIICHCAIHWIO, IOPAAOK H CIoco0 KOMIICHCalluK1
AOJIKHBI COOTBECTCTBOBATh IIPUMCHHUMbBIM HOPMATUBHBIM Tpe6OBaHI/I$[M.

5.9 ®@uHaHCcHpOBaHHE

DOUHAHCOBEIC aCIIEKTHI HUCCICA0OBaHUsA AOJIKHBI OBITh JAOKYMCHTAJIBbHO O(l)OpMJ'ICHBI B BHJC O0roBopa
MCKAY CIIOHCOPOM U I/ICCJ'ICI[OBaTeHeM/OpFaHH3aHHCﬁ.

5.10 YBenomienue YIIOJIHOMOYECHHBIX opraHOB/nouaqa 3asiBKHM B YIIOJTHOMOYE€HHBIEC OPraHbI

I[O Haydajla KIMHUYCCKOro UCCICAOBAHUA CIIOHCOP (I/IJ'II/I CIIOHCOpP COBMECCTHO C HCCJICAOBATCIICM, CCIIA
9TO npeaycMOTpCHO MMPUMCHUMBIMU HOPpMAaTUBHBIMHA Tpe6OBaHI/I$IMI/I) JOJIDKCH IoaaTb B
COOTBCTCTBYIOIIME OpPraHbl BCC Tp€6y€MI>IG 3as4ABKHU U1 UX PpaCCMOTPCHUSA, TPUHATHUA /U MMOJIYUCHU A
pa3peuiCHud HavaTb UCCICIOBAaHUC (B 3aBUCUMOCTHU OT NPUMCHUMBIX HOPMATHBHBIX Tpe60BaHHfI). Bcee
YBCI[OMHGHI/ISI/SaSIBKI/I JOJIKHBI OBITh JaTUPOBaHbl W COACPKATH OOCTATOYHYIO I/IH(bOpMaHI/IIO JJIA
I/I,Z[CHTI/I(bI/IKaI_II/II/I IpOTOKOJIA.

5.11 Hoarsep:xkaenune paccmorpenusa ICO/HIK

5.11.1 CnoHcop 0JIKEeH NOJAYYUTh OT HCCIIe10BaTeNs/OpraHi3alim:
(a) naumenoBanue u agpec ICO/HIK wuccnenoBaress/opraHu3alum;

(b) moarBepxxnerne ot DCO/HOK Toro, uro oH opraHu3oBaH u aeiictByer coriacHo GCP u
COOTBETCTBYIOIIEMY 3aKOHOJIATEIbCTBY;

(c) moxymentambHO OhopmiieHHOe yTBepikacHHe/omooperne DCO/HOK u, mo tpeboBaHHIO
CIIOHCOpPA, KOMHUIO TEKYyIIed BEpPCHH MPOTOKOJIA, MUCHhbMEHHON (OpMbI HHGOPMUPOBAHHOTO
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5.11.2

5.11.3

corjacusi M JIIOOBIX JPYTHX HPEJIOCTaBISEMbIX CyObEKTaM NMUCHbMEHHBIX MaTEpPHAIOB, a TaKXKe
ONKCaHHE ACWCTBUI IO MPHUBJICYCHUIO CYOBEKTOB K YYacTHIO B HCCIEIOBAHUHU, TOKYMEHTOB,
OTHOCSIIIUXCS K HPEAYCMOTPEHHBIM Il CyOBEKTOB BBHIIJIATAM M KOMIICHCALUSAM, M JIIOOBIX
MHBIX JOKYMEHTOB, KOTOpBbIE MOTJIH OBITh 3aTpeboBansl JCO/HOK.

Ecmu 3CO/H3OK o0ycrnoBiuBaeT BblAady CBOETO YTBEPKICHUSN/ONOOpPEHUS BHECEHHUEM
U3MEHEHHH B KaKue-TM0O0 aCIeKThl UCCIIEIOBAHNUS, HAIPUMEP B IIPOTOKOJI, MUCEMEHHYIO (hopMy
UH(GOPMHUPOBAHHOTO COTJIACUS WIIM JIIOOBIE MHBIE MPEAOCTABIsEMbIE CyObEKTaM NMHCbMEHHBIE
Martepuassl  W/WIM  JApYrHe  OpOUEAYphl,  CIOHCOp  JOJDKeH  MONY4YUTh  OT
UCCIIEIOBATENIS/OPraHU3allii  KOIMU BCEX HW3MEHEHHBIX JOKYMEHTOB M JaTy IOJIYYEHHOTO
yrBepxkaenus/onoopenns ICO/HOK.

CrioHCOp JOJKEH IMOJIyYUTh OT HCCIIE0BATElIs/OpraHu3aluy TOKYMEHTAIMI0O U JaThl JHOOBIX
MOBTOPHBIX  yTBepkAeHmi/onoopernit DCO/HOK, a Ttakke pemeHuii 00 OT3bIBE HIH
IPUOCTaHOBKE PaHee BBIJAHHOTO YTBEPIKICHUS/0I00pEHHS.

5.12 Undopmanus 06 uccjeayeMbIX NPOAYKTaX

5.12.1

5.12.2

HpI/I IJIAaHUPOBAHHUU I/ICCJ'IG,Z[OBaHI/Iﬁ CIIOHCOp AOJDKCH paciiojaratb AO0CTATOYHBIM 00BEMOM
MMOJIYYCHHBIX B HCKIIMHUYCCKHUX H/VIH KITHHAYECKUX HUCCIICAOBAaHUAX AAHHBIX II0 0e30ImacHOCTH
u 3(1)(1)6KTI/IBHOCTI/I, OIIPaBAbIBAOIINX ITPUMCHCHUEC UCCIICAYEMOI'O NIPOAYKTa € UCIIOJIb30BAHUCM
COOTBCTCTBYIOIIIMX HYTCﬁ BBCACHHUA W 103 IIpU COOTBGTCTBYIOHlef/'I JJIUTCIIBHOCTH U B
COOTBeTCTBYIOH_Ieﬁ MOMyJIsIOU.

CrnoHcop JomKeH OOHOBIATH OpOUIIOPY HCCIenoBaTeNls IO Mepe TMONyuYeHUsT HOBOM
cymiecTBeHHON HHpOpMaiuu (cM. pa3zaen 7 «bpoiropa uccieaoBaress).

5.13 Ilpon3BoACTBO, YHAKOBKA, MAPKMPOBKA M KOAMPOBAHME HCCIEAyeMbIX POAYKTOB

5.13.1

5.13.2

5.13.3

CrioHCOp 0IDKEH 00eCeYnTh, YTOOBI UCCIIeAyeMbIe TPOIYKTHI (BKIHOYasl, B COOTBETCTBYIOIINX
Cllydasix, aKTHBHBIE TIperaparhl CpaBHEHHMs W  IU1ane0d0) WMENH  XapaKTepPHCTHKH,
COOTBETCTBYIOLIIME CTaJWU pa3pabOTKM JaHHBIX MPOAYKTOB, OBLIM TPOU3BEJCHBI B
COOTBETCTBUH C TPUMEHUMBIMH TpeOoBaHusMH GMP u, B COOTBETCTBYIOIIMX CITyYasX,
3aKOJIMPOBAHbl M MapKUPOBaHbl TaKUM 00pa3oM, YTOObI OOECNEYHUTH 3aIUTy MAaCKUPOBKH.
Kpome Toro, wmapkupoBKa JIOJDKHa COOTBETCTBOBATH INPUMEHHMBIM  HOPMAaTHBHBIM
TpeOOBaHUSM.

CrioHCOp OJKEH ONpEeNeIuTh Ul UCCIETYyEeMbIX MPOAYKTOB TEMIIEPATYPY XPAHEHHUS, YCIOBHS
XpaHeHHs (HampuMep, B 3alIMIIEHHOM OT CBETa MECTE), CPOK XPaHEHHs, PacTBOPUTENIN MU
IpoUEeAypbl Ul pa3BeIeHHs M BOCCTAHOBIICHHS, a TaKXKe, €CIIM TaKOBblE MPETyCMOTPEHBI,
yCTpOMCTBa A5 BBeleHUs mpoaykTa. CrioHcop 0/KeH HHPOPMUPOBATh 00 3TUX TpeOOBaHUIX
BCE BOBJICUEHHBIE CTOPOHBI (HANpUMEpP, MOHHUTOPOB, HCCIEAOBATEIEH, MPOBU3OPOB, JIUII,
OTBETCTBEHHBIX 32 XPaHEHHUE).

Hccnemyemple MPOTYKThI JOKHBI OBITH YIIaKOBAaHBI TaK, YTOOBI MIPEAOTBPATUTDH 3arpsS3HEHHE U
MPUXOJI B HErOAHOCTh IPU TPAHCIIOPTUPOBKE U XPAHEHUU.
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5.13.4

5.135

Jns wuccrnenoBaHuii, B KOTOPBIX HCIIOJNB3YETCS CIEMNOW METOJ, CHCTeMa KOAUPOBAHUS
HCCIIETyeMOTO MPOJYKTa JOJDKHA BKIIOYATh B C€0sl MEXaHU3M, IMO3BOJISIONINMI, B SKCTPEHHBIX
ciydasix, OBICTPO HIACHTH(PHUIMPOBATH MPOAYKT, HO, B TO K€ BpeMs, HE IOMYCKAIOLIUI
BO3MOKHOCTH HE3aMETHO PACKPBITH KO/I.

Ecnmu nekapcTBeHHass ¢opma HCCIeIyeMoro MpoAyKTa WIM TpenapaTa CpaBHEHHS Ha
KIIMHUYECKOM dTarle M3y4deHHsl Oblja CYIIECTBEHHO H3MEHEHa, TO JI0 UCIOJb30BaHUS HOBOM
JIEKapCTBEHHON (POPMBI B KIMHUYECKUX HCCIEIOBAHUAX JOJDKHBI OBITH MOIYYSHBI PE3yJIbTaThl
JOOBIX JOMOJIHUTENBHBIX UCCIEAOBAHUN TaHHOW JIEeKapCTBEHHON (OpPMBI IPOJYKTa (HAIIPUMeEp,
CTaOMIIBHOCTH, PACTBOPUMOCTH, OMOIOCTYITHOCTH ), HEOOXOAUMBIE JUIsl OLIEHKU TOTO, CIIOCOOHBI
JIM TaHHbIE U3MEHEHHUS CYHIIECTBEHHO MOBIUATH HA (PapMaKOKHMHETUYECKUN MPO(UIIH MPOAYKTA.

5.14 TloctraBka HcciieqyeMbIX POAYKTOB 1 NPABUJIA 00pallieHus1 ¢ HUMH

5.14.1

5.14.2

5.14.3

5.14.4

5.14.5

CHOHCOp OTBCYACT 34 IIOCTABKY I/ICCJ'I@,Z[OB&TGJ'IIO/OpraHI/ISaHI/II/I HcciaeayemMoro npoayKra.

CrioHCcOp HE OJIKEH MOCTABISATh UCCIEAYEMBIA MPOIYKT UCCIIEI0BATENI0/OpraHU3aIiK 10 TeX
1op, TOKa HE TOJYYUT BCIO TPEOYyeMyr0 JOKYMEHTAIMIO (HAlpuMep, yTBEpKIeHHE/0100peHne
OCO/HIK u ynoaHOMOUYEHHBIX OpraHoB).

[TuceMeHHBIE TpOLEAYpPHl CHOHCOpAa JOJDKHBI BKIIOYaTh B ce0 HHCTPYKIHMH  JUIS
UCCIIEIOBATEIs/OPraHU3aIMK 110 TIPAaBUJIaM XPaHEHHS UCCIIEAYEMOT0 MPOIYKTa U OOpaIieHus C
HUM, a TaKXe T0 BEJIEHUIO COOTBETCTBYIONICH noKyMeHTauuu. [Ipouieypsl TOKHBI OMUCHIBATh
0e30MacHoe MOTYy4eHHE UCCIEyeMOro IpoAyKTa, oOpalleHue ¢ HUM, ero XpaHeHHe U Bblaauy,
U3BATHE HEUCIIOJIIB30BAHHOTO HCCIEAYEMOTO MPOAYKTa y CyOBEKTOB U BO3BpAT €ro CIOHCOPY
(Iub0 HMHOE pacHopsKEHHE HEHUCIOIb30BAaHHBIM IPOJYKTOM, €CIU 3TO CAaHKLUHMOHMPOBAHO
CIIOHCOPOM M COOTBETCTBYET MPUMEHUMBIM HOPMATHBHBIM TPEOOBAHUSIM).

CHoHCOp 0TKEH:

(a) obecreunTh CBOEBPEMEHHYIO TIOCTABKY HCCIIETYEMbIX MPOAYKTOB UCCIICA0BATEISIM;

(b) moxymeHTHpOBaTH MOCTaBKH, MONy4YCHHE, BbIAA4y, BO3BpAT U YHHYTOXKeHHE (MO0 MHOE
pacropspKeHne) HCCIeTyeMbIX TPOAYKTOB (cM. pazmen 8 «OCHOBHBIE JOKYMEHTHI IS
HPOBE/ICHUS] KITMHUYECKOTO HCCIICIOBAHUSY);

() umerp cuctemy BO3Bpara HCCICAYEMOTO TNPOJAYKTa M JOKYMEHTHPOBAHHUS TOJOOHOTO
U3BATHS (HalpuMep, OT3bIBa OpPaKOBaHHOTO TPOIYKTa, BO3BpaTa MPOAYKTA ITOCIIE OKOHYAHHS
UCCIIEIOBaHMSI WIIM 10 UCTEYEHUH CPOKa FOJTHOCTH);

(d) wumerp cucTeMy YHUYTOXKEHHS (MO0 WHOTO pACHOPSDKEHHS) HEHCIOIb30BaHHBIX
UCCIIEYEeMBIX TPOJAYKTOB M JIOKYMEHTHPOBAHHS ITOJO0OHOTO YHHUYTOXKEHHUS (MO0 WHOTO
pacropsiKeHus).

CHOHCOp JOJIKCH:

(@) [puHATE MepBl IO 00ECNEUCHNIO CTA0MIBHOCTH HCCIIEAYEMBIX MPOAYKTOB Ha MPOTSHKECHUU
BCET0 NEepPHO/a UCTIONb30BaHUS.
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(b) Hmerp m0OCTATOYHOE KOJMYECTBO HCIOJIB3YEMOI0 B HCCICIOBAHUSIX HCCICIyEMOIO
MPOYKTa, YTOOBI IOJITBEPAUTD, B CIIy4ae HEOOXOAMMOCTH, €r0 COOTBETCTBHE CICIIH(PUKAIUSIM,
a TaKKe BECTH Y4eT aHAIM30B U XapaKTepUCTUK 00pa3loB NpoAyKTa U3 napTuu. B 3aBucumoctu
OT CTaOUIBHOCTH OOPA3IIBI TOJDKHBI OBITH COXPAaHEHBI JIMOO O OKOHYAHUS aHAIHM3a JAHHBIX 110
UCCJIEIOBAaHMIO, JIMOO B TEYEHHE CpOKa, OIPEAEICHHOIO0 NPUMEHUMBIMA HOPMATHBHBIMU
TpeOOBAaHUSMU, HCXOJIS U3 TOTO, KAKOU MEPHOJT SIBJISICTCS 00JIee TUTEILHBIM.

5.15 JlocTyn K 3amucsiM

5.15.1 CnoHcop HAOMKEH MPEAYCMOTPETh B MPOTOKOJE WM HMHOM MHUCBMEHHOM COIJIAIIEHUH
0053aHHOCTh  MICCJIEZIOBATENS/OpraHn3aid  00eCIieunTh MPSMOM  JOCTYyNl K IE€PBUYHBIM
JAHHBIM/TOKyMEHTALUU JUIS eNiell MOHHMTOpWHTA, aynuta, skcrneptu3sl DCO/HOK a taxxke
MHCIIEKIIMH CO CTOPOHBI YIIOJTHOMOYEHHBIX OPTaHOB.

5.15.2 CnoHcop nomkeH yOeAWThCcs B TOM, YTO KaXJbli CyOBEKT Jajl MHCBMEHHOE COIJlache Ha
MPSIMOM JOCTYIT K €r0 OPUTHHAIBHBIM METUIIMHCKAM 3aIUCSM JUTS [IeJIe MOHUTOPUHTA, ayIUTa,
skcniepTu3bl DCO/HOK a Takke MHCHEKIIUU CO CTOPOHBI YIIOJTHOMOYEHHBIX OPTaHOB.

5.16 HNudopmanus, oTHOCAIIASICA K 0€30MaCHOCTH

5.16.1 CnoHcop OTBeUaeT 3a MOCTOSTHHYIO OI[EHKY 0€30MaCHOCTH UCCIEAYEMBIX MTPOAYKTOB.

5.16.2 CnoHCOp JOKEH HE3aMEIUIMTENhHO YBEIOMHTH BCEX 3aHATBIX B HCCIICIOBAaHUH
ucclieioBaTeseil/opranu3anuy, a TakkKe YHOJHOMOYEHHbBIE OpraHbl O IOJIyYEHHBIX JaHHbIX,
KOTOpbIE MOTYT HEOJArompusTHO OTPa3UThCS Ha OE30MACHOCTH CYOBEKTOB, MOBIUITH Ha
NpoBeeHUEe  HccieloBaHUs MO0  M3MEHMTh  yrBepxkaeHue/onobpenne OCO/HOKHa
MIPOJIOJDKEHHE MCCIICIOBAHMS.

5.17 Coo0l1eHus 0 HeKeJIATeJIbHbIX peaKIusx

5.17.1 CrnoHcop nOJKE€H B BO3MOXHO Oo0Jjiee KOPOTKHMM CpOK COOOIIaTh BCEM YYacTBYIOIIMM B
uccienoBanuu uccienoBarensim/opranmzanusiv, DCO/HOK, roe 310 Tpebyercs, a Takxke
YIOJIHOMOYEHHBIM OpraHaM o000 BCEX HEXKEIATEeNIbHBIX PEaKIUAX, KOTOPHIE OJHOBPEMEHHO
SABJISIFOTCSL CEPHE3HBIMU U HEMIPEABUICHHBIMHU.

5.17.2 Takue sKcrpecc-0TYEThI JODKHBI COOTBETCTBOBATh MPUMEHUMBIM HOPMATUBHBIM TPEOOBaHUSIM
u pykoBonctBy ICH «OmeHka maHHBIX 1O KIMHUYECKOH O€30MMacCHOCTH: TEPMUHOJIOTHS W
CTaHJAPTHI DKCIIPECC-OTUETHOCTU Y.

5.17.3 CHOHCOp AOJDKCH MNPCACTABIIATL Ha PACCMOTPCHHUC YIIOJIHOMOYCHHBIM OpraHaM BCC HOBLIC

JaHHBIC U ICPUOJUYICCKHUE OTUCTEI 110 0e30macHOCTH HCCIEAYEMOT'0O IPOAYKTA B COOTBETCTBUU C
MPUMCHUMBIMU HOPMATUBHBIMHA Tpe6OBaHI/IHMI/I.
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5.18 MoHUTOPHUHT

5.18.1

5.18.2

5.18.3

Lenv

HCHBIO MOHUTOPHHTA UCCICAOBAHUS ABJISICTCA IIPOBCPKA TOI'0, YTO:
(a) [IpaBa u Onaromnoyyune CyObEKTOB 3alUIICHBI.

(b) IlpencraBieHHbie TaHHBIC SBISIOTCS TOYHBIMH, HMOJHBIMH U MOJATBEPKIAOTCS EPBUUHOM
JIOKYMEHTAIMEH.

(c) MHccnenoBanume mHPOBOIUTCS B COOTBETCTBHHM C YTBEPXKICHHOW TEKYIIEH Bepcuei
npoTokosa/monpaBok, GCP 1 npuMeHnMBIMU HOPMAaTHBHBIMHU TPEOOBAHUSMHU.

Buvibop monumopos u ux keanuguxayus

(2) MoHUTOPBI AOJDKHBI HA3HAYATHCS CIOHCOPOM.

(b) MoHUTOPBI TOJKHBI UMETh COOTBETCTBYIOILYIO MOJATOTOBKY, a TAKXKE 00J1alaTh HAYYHBIMU
W/WIIN KJIMHUYECKUMU 3HAaHUSIMU, HEOOXOIMMBIMU JUIsl IPOBEJICHHSI HaJJIe)KAaIller0o MOHUTOPUHTa
uccnenoBanus. Kpanudukamnus MOHUTOPOB JJOJKHA OBITH IOATBEPKICHA JOKYMEHTAIBHO.

(C) MoHuTOpBI OJDKHBI JETATBHO 3HATh HCCICAYEMbIC MPOIYKThI, MPOTOKOJ, MUCHMEHHYIO
(dbopMy UHPOPMHUPOBAHHOTO COTJIACUS U BCE JIpYTHe MPeJoCTaBIsieMble CyObeKTaM MUCbMEHHbIE
marepuaisl, COII ciorcopa, GCP u npuMeHnMbIe HOpMaTHBHBIE TPEOOBAHNSI.

Obvem u codeprcanue MOHUMOPUHSA

CrioHcop m0DKeH O0ecneunTh HaANeXallluid MOHHTOPUHT HcciefqoBaHuil. CIOHCOp OJKEH
OTpeNIeTTUTh HEeoOXoAUMbIe O0BEM U COJEpKaHHME MOHUTOPUHTA MCXOAS M3 IIeJIed, 3ajad,
METOJIOJIOTHH, CJIOKHOCTH, MAaCKMPOBKH, 00b€Ma U OLIEHWBAEMBIX MMapaMETPOB HCCIIECTOBAHHUS.
[To obmeMy mpaBuITy, C IEJIbI0 MOHUTOPHHTA TPEOYeTCS MOCEIIAaTh UCCIIEIOBATEIBCKUE IICHTPHI
J10, BO BpeMsI M TIOCII€ OKOHYAHUS MccieioBaHusl. OTHAKO B UCKIIFOUUTEIBHBIX CIy4YasixX CIIOHCOP
MOXET peHII/ITI), qTo MOHI/ITOpI/IHF 663 BU3UTOB B HCCJIICA0OBATCIIBCKUEC I_[eHTpI)I B COUYCTAHUU C
TaKUMHU TIpOLIEypaMHM, KakK TPEHMHI W TMPOBEACHUE COBEIIAaHUM HUCCIeAO0BaTeNeH,
MpPEeAOCTaBIeHHEe UM TOJAPOOHOTO0 TMHUCBMEHHOTO PYKOBOACTBA MOXKET TapaHTHUPOBAHHO
obecreunTh HaJIeKallee MpoBeAeHue uccienaoBanus B cootBeTcTBuu ¢ GCP. Craructuyecku
ompefiensieMble KOHTPOJIbHBIE BBIOOPKH MOTYT CIYKHUTh HpPUEMJIEMBIM METOIOM AJisi O0TOOpa
HpOBGpS[GMLIX JTAHHBIX.

JIOMIOJTHEHUE

CrioHcOop [noJKeH pa3paboTaTh CHCTEMHBIM, YYWUTBHIBAIOUIMM TNPUOPUTETHI M PUCKH MOAXOJ K
MOHUTOPUHTY KJIMHMYECKOTO HCcieloBaHUA. [ 'MOKOCTh B OTHOIIEHMHM O00BEMA U COJEpKAHUA
MOHHUTOPHHIA, ONUCaHHas B JaHHOM pasjejie, HalpaBlieHa Ha TO, YTOOBI cieNaTh BO3MO>KHBIMHU
pa3NIUYHbBIE TOAX0/Ibl, KOTOPBIE YyIy4IaoT 3)()EeKTUBHOCTh U MPOIYKTUBHOCTh MOHUTOPUHTA. CIIOHCOD
MOJKET BbIOpaTh MOHUTOPHHI C BBIE3ZIOM B LIEHTpPbI, KOMOMHALIMIO BBIE3JHOIO U LIEHTPAIU30BAaHHOIO
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MOHMTOPHHIA WM, €CIM 3TO ONPABIAHO, TOJBKO LEHTPAIN30BAHHBIM MOHUTOPUHI. CIIOHCOP IOJDKEH
3aJI0KyMEHTHPOBAaTh OCHOBAHHUS JUIsl BBIOOpA CTpaTeErMu MOHUTOPUHTA (HAIp., B IUIaHE MOHUTOPUHTA).

Bb1e31HOM MOHUTOPHUHT BBIIIOJIHAETCS B IEHTPAX, B KOTOPBIX MPOBOAUTCS KIIMHUYECKOE UCCIIEJOBAHUE.
LlenTpanu3oBaHHBI MOHUTOPHUHT MPEACTABISAET COOOM NUCTAHIIMOHHYIO OLIEHKY COOMpPAaEeMbIX TaHHBIX,
CBOEBPEMEHHO BBIMOTHACMYIO KBATU(UIMPOBAHHBIMA W TIOJYYUBIIMMU HEOOXOAMMBIH TPEHUHT
JTUIaMu (Hamp., MEHeXKepaMH 0 YIPaBJICHUIO JaHHBIMU, OMOCTATUCTUKAMH).

HeHTpaJ'II/I?»OBaHHBIﬁ MOHHUTOPHHI' IIO3BOJISICT OOIOJHHUTHL WX COKPATUTH 00BEM W/UIHu qacToTy
BBIC3ITHOI'O MOHUTOPHUHTA U IPOBCCTH PA3JINIHUEC MCKIAY HaI[é)KHbIMI/I 1 IMOTCHIMAJIBHO HeHaI[é)KHLIMI/I
JaHHBIMU.

OrneHka coOMpaeMbIX B XOJI€ JTUCTAHIIMOHHOTO MOHHUTOPHWHIA JAaHHBIX, KOTOpas MOXXET BBIKIIIOUYATh B
ce0s1 CTATUCTUYECKUI aHaJIN3, MOKET OBITh MCIIOJIb30BaHa, YTOOKI:

(a) BBIIBUTH OTCYTCTBYIOIIIME MJIM HECOTIIACYIOIINECS JTaHHbIE, BRIOPOCH NaHHBIX (data outliers),
HEIPEe/IBUICHHOE OTCYTCTBUE BapuaOeIbHOCTH U OTKJIOHEHHS OT TPOTOKOJIA;

(b) mpoBepuTh TpeHABI JAHHBIX, TaKWE Kak pa30poC, COTIAaCOBAHHOCTh M BapuUaOEIbHOCTh
JAHHBIX B LIEHTPAX U MKy LICHTPAMH;

(c) oOHApYXHUTHh CUCTEMATHUYECKUE U 3HAUYMMBIC OITUOKUA B COOpE JAaHHBIX M UX MPEICTABICHUN
B IIEHTPaX W MEXIYy LEHTPaMH; WIA MOTEHIMAIbHOE MaHUITYJIMPOBAHUE JAHHBIMHU WUJIM MPOOJIEMBI C
LIETIOCTHOCTBIO TAHHBIX;

(d) ananu3upoBaTh XapaKTEPUCTUKHU IIEHTPOB U MOKA3aTEIN MPOU3BOIUTEILHOCTH,
() BBIOpATh HEHTPHI W/UITH MPOIECCHI JIJISl TPHUIIEIIHBHOTO BHIE3JHOTO MOHUTOPHUHTA.

5.18.4 O6s3annocmu monumopa

MoHUTOpP, B COOTBETCTBHHM C TpPeOOBAHHUSIMH CIOHCOpPA, JOJDKEH OOECHeYHTh HajJexariee
IPOBEJCHUE U JIOKyYMEHTallbHOEe oopmieHHue uccienaoBanus. C 3TOH 1eIb0 MOHUTOp, KOTJa
YMECTHO M HEOOXOJUMO C YYETOM KOHKPETHOTO MCCIIE0BaHUS M UCCIIEeI0BATENIbCKOTO IIEHTPA,
BBITIOJIHSIET HIDKETICPEUUCIICHHBIC JIEHCTBUS:

(@) BeicTymaer B KauecTBE OCHOBHOTO CBSI3YIOIIETO 3BEHAa MEXIY CIOHCOPOM U
UCCIIEIOBATEIIEM.

(b) Mposepsier, yTo MccIenOBaTENh B HaYale M Ha MPOTSHKEHUH BCETO MCCIICOBaHUS 001agaeT
azekBaTHOW kBanudukauueid u pecypcamu (cM. 4.1, 4.2, 5.6), 4yTO UMEIOIIMECS PECYPCHI,
BKJIIOYasg J1abopaTopuH, OOOpyHOBaHHE M TEpPCOHAN, JOCTAaTOYHbI s 0e30MacHoro u
Ha/JIeXKaIlero NpoBeJeHMs UCCIe0BaHUs HAa BCEM €r0 MPOTSKEHUU.

(c) B oTHOIIIEHMH UCCIIEIYEMbIX TPOYKTOB MOHHTOP MPOBEPSET CIIEAYIOIIEE:

(i) cpoku ¥ yCIOBHS XpaHEHHs MPHEMJIEMbl W KOJHUYECTBO JOCTATOYHO JI0 KOHIIA
HCCIIE0BAHUS;
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(i) uccnemyeMbie IPOIYKTHI MOJIYYAOT TOJIBKO T€ CYOBEKThI, KOTOPHIM OH Ha3HAYECH, U B
7103aX, YCTAaHOBJICHHBIX TPOTOKOJIOM;

(ili) cyObekraM TpeAOCTaBICHBI HEOOXOAMMBbIC HWHCTPYKIHUH TI0 MPABUIBHOMY
MPUMEHEHHIO UCCIICIYEMbIX IPOIYKTOB, OOPAICHHUIO C HUMH, HX XPaHEHHIO U BO3BPATY;

(iv) momyuenue, MpUMEHEHHE U BO3BPAT MCCIICAYEMBIX MMPOAYKTOB B HCCIIEI0BATEIILCKOM
LEHTPE TOJHKHBIM 00pa3oM KOHTPOIHPYIOT U 0(OPMIISIOT JOKYMEHTAIBHO;

(v) yHmuroxkenue (JIMOO WHOE pACIOPSHKEHUE) HEHMCIOIb30BAaHHBIX HCCICIYyEeMBbIX
IPOAYKTOB B HCCJIEIOBATENbCKOM LEHTPE OCYLIECTBISIOT B COOTBETCTBUU C
MPUMEHUMBIMI HOPMAaTHBHBIMH TPEOOBAHUSMH H IO COTJIACOBAHUIO CO CIIOHCOPOM.

(d) TIIpoBepsier coONIOICHHE HCCICIOBATENIEM YTBEP)KICHHOIO IMPOTOKOJIAa M BCEX
YTBEPKACHHBIX MTOMPABOK K HEMY, €CIIH TaKOBbIE UMEIOTCSI.

(e) IMposepsier, yTOOBI MUCHbMEHHOE HWHGOPMUPOBAHHOE COIJACHE KaXIOro CcyObekTa ObLIO
IIOJIyYEHO JI0 HayaJla y4yacTHUs B UCCIIECIOBAHUH.

(f) ObGecrieunBaeT HaIWMYKME y MCCIICAOBATEISA TEKYIICH pelakiuyd OpOLIOPhI UCCISI0BATEIS,
BCEX JPYTHX JOKYMEHTOB M MaTepHajoB, HEOOXOJMMBIX Ui IPOBEACHUS HCCIICAOBAHUS
HaJIcKalmum 06pa30M " B COOTBCTCTBUU C IPUMCHUMBIMU HOPMATUBHBIMHA Tp€6OBaHI/I$IMI/I.

(g) ObGecrieunBaeT TO, YTOOBI HCCIEAOBATEIb M €r0 COTPYIHHUKH, 3aHATHIC B HCCICIOBAHHH,
OBLITM TOCTATOYHO HH(POPMHUPOBAHBI 00 UCCIIETOBAHUU.

(h) HpOBepHeT, 4qTO HUCCJICAOBATCIIb U €ro COTPYAHUKH, 3aHATHIC B UCCICAOBAHNN, BBIITOJIHAOT
CBA3aHHBIC C UCCICAOBAHHUEM 00S3aHHOCTH B COOTBETCTBUH C IMPOTOKOJIOM W BCEMH IOPYTrUMU
NMUCBbMCHHBIMHU COIJIAIICHUAMH MCEKAY CIIOHCOPOM U I/ICCHC,ZLOBaTCJIeM/OpFaHI/IBaL[HefI n HC
Nnepeaar0T BBIIMOJIHECHUEC CBOUX q)YHKHI/II\/JI HCYINOJITHOMOYCHHBIM JIMIIAM.

(i) TIpoBepsieT coOIOZCHUE HCCIIEA0BATEICM KPUTEPUEB 0TOOpa MPH BKIIOYCHHH CYOBEKTOB
HCCIIEI0BAHMUS.

(J) Coobriaer 0 ckopocTH Habopa CyOBEKTOB B HCCIICIOBAHHE.

(k) TIpoBepsieT NPaBMIBHOCTH, ITOJHOTY M CBOEBPEMEHHOCTh PETUCTPAIlMH JaHHBIX B
MEPBUYHBIX W JAPYIMX OTHOCSAIIMXCS K HMCCIEHOBAHHUIO JOKYMEHTAaX, a TaKKe IMOPAIOK HX
BEJICHUSI.

(I) TIpoBepsieT, 4TO HCCEAOBATENb MPEIOCTABISET BCe TpeOyeMble OTYETHI, YBEIOMIICHUS,
3armpockl W TOJOOHBIE JIOKYMEHTHI M UYTO OHM SIBISIOTCS TPABWIBHBIMU, TIOJHBIMH,
CBOEBPEMEHHBIMH, Pa300pUYMBBIMHU, TaTUPOBAHBI U UACHTUPUIIUPYIOT HCCIEI0BAHUE.

(m) IIpoBepsieT MPaBUIBLHOCTh W TONHOTY AaHHBIX B MPK, mepBHUYHBIX JOKYMEHTaX W JPYrHX
OTHOCSAIIMXCS K HCCIENIOBAaHUIO 3alMCAX IIYyTeM COINOCTaBIEHHs MX MeXay coboi. B
0COOEHHOCTH, MOHUTOP JIOJKEH IIPOBEPUTH CIEIYIOLIEE:

(i) mpaBUIIBHOCTH BHECEHHS TPEOYEMBIX MPOTOKOJIOM AaHHbIX B IPK 1 uX cooTBeTCTBHE
JAHHBIM B IEPBUYHOU TOKYMEHTAIUU;
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5.18.5

5.18.6

(i) ;mro0ble M3MEHEHUS 03Bl M/WJIM TEPAIUU YETKO JOKYMEHTAJIbHO O()OPMIISIOTCS IS
KaX/I0r0 CYyObEeKTa HCCIICI0BAHHUS;

(ili) HexenaTedbHBIC SBJICHHUS, CONYTCTBYIOIIES JIEYCHHE W COIYTCTBYIOIIHE
3aboneBanus peructpupytorcs B UPK B COOTBETCTBUU C IPOTOKOJIOM;

(iv) mpomyiieHHbIE CYOBEKTOM BH3HTBI, HEIPOBEICHHBIC aHAIM3bl U HEBBITOJHCHHBIC
obcnenoBanus sicHo oTpaxeHsl B IPK kak TakoBbie;

(V) Bce ciyuad HCKIIOYCHHS ¥ BbIObIBaHHMsS CyOBEKTOB W3  HCCIICAOBAHHUS
3aperucTpupoBaHbl U 00bsicHeHbI B IPK.

(n) CooOmraer wuccienaoBatesito 0 JOObIX jgomymieHHbIX B WPK ommbkax, mpomyckax wu
HEpa300pUMBLIX 3amucAX. MOHHUTOP JOJKEH MPOCIEIUTh 3a T€M, YTOOBI COOTBETCTBYIOIIUE
WCIIpaBJICHUs, J00aBJICHUS WM yHajJeHUs ObLIN CleJaHbl, JaTUPOBAHbI, OOBSICHEHBI (eciu
HE00XO0IMMO) U MOIMCAHbl CAMUM HCCIeIoBaTeNieM JIM00 YIOJTHOMOYEHHBIM Ha MOIUCAHHE 32
Hero u3sMmeHeHuid B MPK wjeHoMm wucciienoBaTenbcKoro KOJJISKTHRA. JlaHHBIE ITOJTHOMOYMS
JTOJIKHBI OBITH 3aKPEIUICHBI IOKYMEHTAIBHO.

(0) IIpoBepsieT cOOIOICHUE CPOKOB COOOIICHUSI O HEXKENATEIbHBIX SBJICHUSX, ONPEICICHHBIX
GCP, nmporoxosnom, DCO/HIK, cioHCOpOM U TPUMEHIUMBIMA HOPMAaTHBHBIMH TPEOOBAHUSMH.

(p) IIpoBepsier BefeHHE HCCIEAOBATEICM OCHOBHBIX JIOKYMEHTOB (CcM. pasnuen 8 «OCHOBHBIC
JIOKYMEHTBHI JUTs TIPOBEACHUS KITHHUIECKOTO UCCIICIOBAHUS).

(q) Coobrmraer uccnemnoBarento 06 orkiaoHeHUsX oT mpotokoia, COIl, GCP u mpuMeHHMBIX
HOPMAaTUBHBIX TpeOOBaHWM, a TakXke NPEIIPUHUMAET HEOOXOAMMbIE JAECUCTBUS C LENbIO
MPEIOTBPATUTH TOBTOPEHUE MTOIOOHBIX OTKIOHEHHH.

IIpoyedypvr monumopunea

MOHI/ITOp JOJIDKCH CO6J'IIOI[aTL mucbMmenabie COIl CIIOHCOpAa, a TaKXKE NpoucAyphbl, CIICNUAIIBHO
OMpECACIICHHBIC CITIOHCOPOM IJII MOHUTOPHUHTA KOHKPETHOT'O UCCIICIOBAHUS.

Omuem monumopa

(@) Tlocrme kamo0ro BH3WUTA B HMCCJIEIOBATEIBCKHIA IEHTP WM CBS3aHHOTO C HCCIICAOBaHUEM
KOHTaKTa MOHUTOP JIOJKEH MPEACTaBUTh CIIOHCOPY MUChbMEHHBIN OTYET.

(b) OTueThI JOJIDKHBI BKJIFOUYATh B cels AaTy, HaUMCHOBAHHC LCHTpA, UM MOHHUTOpA, UM
HCCIICO0BATCIIA UM KMHOTO JIMIIA, C KOTOPBIM COCTOAJICSA KOHTAKT.

(C) OT4eThI HOIKHBI COIEPKATh KPATKOE OMKUCaHHe 00BEKTOB MPOBEPKH, COOOIEHHE MOHUTOPA
0 CYIIECTBEHHBIX JaHHBIX/(aKTaX, OTKIIOHEHUAX U HEIOCTaTKaX, BHIBOBI, OMIMCAHNE IEHCTBUH,
MPEANPUHATHIX JIMOO TUTAHUPYEMBIX W/MIW PEKOMEHIYEMBIX JUIsl OOecredeHus COOJI0ICHMS
TpeboBanuit nmporokosna, GCP u ynoJIHOMOYEHHBIX OPTaHOB.
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(d) IIpoBepka CIOHCOPOM OTY€Ta M TOCICAYIOUIME JCHCTBUS IO HEMY JO/DKHBI ObITh
JOKYMEHTAJIbHO 0()OPMIIEHBI YIIOJHOMOUYCHHBIM MIPEICTABUTENIEM CIIOHCOPA.

JAOITOJIHEHHUE

(¢) Otuérbl O BBIE3JHOM U ILEHTPAIM30BAHHOM MOHUTOPHHIE JIOJDKHBI CBOEBPEMEHHO
IIPEIOCTABIATHCA CHOHCOPY (BKJI. COOTBETCTBYIOIIMM MEHEPKMEHT M IEpCOHAJ, OTBEYAIOIIMHA 3a
UCCIIeIOBAaHNE M KOHTPOJIb 33 LIEHTPOM) Ul MPOBEPKU U NPUHATHUS HEOOXOOUMBIX Mep. Pe3ynbrarsl
MOHMUTOPHHIA JIOJDKHBI JIOCTATOYHO TIOAPOOHO JOKYMEHTHUPOBATHCA C LEIbI0 0O0ECIEUEHUS
BO3MOYKHOCTH OLCHKM COOJIOAEHUS IUIaHA MOHHUTOpUHIa. OTYETHOCTh O ILEHTPAIM30BAHHOM
MOHMUTOPHHIE J0JKHA HOCUTh PETYJISIPHBIN XapaKTep U MOKET ObITh HE3aBUCHUMA OT BU3UTOB B LIEHTPHI.

JOIIOJIHEHHUE

5.18.7 IInan monumopunea

CroHcop JoykeH pa3padoTaTh IUIAaH MOHUTOPUHIA, KOTOPBIA JIOJDKEH COOTBETCTBOBATh
KOHKPETHBIM pUCKaM JiJIsl 6€30MacHOCTH CYOBEKTOB UCCIIEI0BaHMS U 1IEJIOCTHOCTH €ro JaHHbIX. [lnan
JIOJDKEH OTHCHIBATh CTPATETHI0 MOHUTOPWHTA, paclpeeieHue MEXy BCEMH CTOPOHAM O00S3aHHOCTEH
110 MOHUTOPHHTY, IPUMEHSIEMbIE METObl MOHUTOPUHIA U 00OCHOBAaHUE UX MpUMeHeHus. [Inan nomkex
TaKXKe yIelsITh 0c000€ BHUMAaHHME MOHHUTOPUHTY KPUTHYECKMX JaHHBIX U mpoueccoB. Ocoboe
BHHUMaHUE CJIENYET YAECIUTh TEM aCIEKTaM, KOTOPbIE HE SBJISAIOTCS PYTUHHOW KIMHMYECKON IPAKTHKON
U TpeOyIOT JOMOJIHUTEIBHOTO TpeHUHra. IllaH MOHUTOpPMHIA [OJKEH COAepKaTh CChUIKM Ha
IIPUMEHHUMBIE MPOLIEAYPHI U TOJIUTUKH.

5.19 Ayaut

HpI/I IMPOBCACHNUU ayJquTa B HOpcAcjaXx MEp, HAIIPABJICHHBIX Ha obecneueHune KaueCTBa, CIIOHCOPHBI
AOJIDKHBI YUUTBIBATh!:

5.19.1 Lenv

[{enbto CIOHCOPCKOTO ayuTa, IPOBOJAUMOIO OTIEIbHO U HE3aBUCHMO OT PYTHHHBIX (YHKIIHI
[0 MOHUTOPUHIY M KOHTPOJIO KayecTBa, SBIAETCA OLEHKAa COOTBETCTBUSA IPOBOJMMOIO
uccnenoBanus mpotokoiry, COIl, GCP u npuMeHnMBIM HOPMAaTUBHBIM TPEOOBAHUSIM.

5.19.2 Bwibop u xeanuguxayus ayoumopos

(@) s mpoBemeHust ayauTa CIOHCOP MOJKEH HA3HAYUTH JIUI], HE3aBUCHUMBIX OT KIIMHHYECKUX
HUCCIIENOBAHMI.
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(b) CnoHcop 00si3aH YIOCTOBEPHUTHCS B TOM, HYTO ayJUTOPhI OO0JIAJAIOT JOCTATOYHOMN
KBTM(DUKAIMEH, T.€. TOJTOTOBKON M OMBITOM, JJIsl IPOBEICHUS ayAUTa HAJICKAIIIM 00pa3oM.
Kpanudukanus aynuropa qomkHA ObITH OATBEPKICHA TOKYMEHTAIBHO.

5.19.3 Ilpoyedypwr ayouma

(@) CrioHcop J0/IKEH YOSTUTHCS, YTO ayAUT KIMHUYECKUX HCCIICI0BAHMI/CUCTEM POBOIUTCS B
COOTBETCTBUU C IMUCHMEHHBIMU IPOIEIypaMU CIOHCOPA, OMPEICISIIOIIMMHA OOBEKT ayauTa,
METOJIbl MPOBEACHUS ayIUTa, YAaCTOTy ayJuTOB, a Takxke (GopMy M coAep>KaHUE OTYETOB 00
ayauTe.

(b) Pa3paboTtaHHBII CIOHCOPOM IUIaH ayauTa W IMPOIECIYpPhl ayaAuTa HCCICIOBAHUS OKHBI
OBITh  OMNpeAeNeHbl 3HAYMMOCTBIO JAHHOTO HCCIEAOBAHMS JUIs [OJa4yd  3asBOK B
YIIOJIHOMOYEHHBIE OpraHbl, KOJTUYECTBOM CYOBEKTOB, YUAaCTBYIOIIUX B MCCIEIOBAaHUU, TUIIOM U
CJIOKHOCTBIO UCCIIEIOBAHMSI, CTETICHbIO PUCKA JJISi CYObEKTOB UCCIIEIOBAHMS, a TAK)KE JOKHBI
OBITH IPUHSATHI BO BHUMAaHUE JIFOOBIC BBISBICHHBIC TTPOOJICMEI.

(C) 3ameuaHus U HAXOJKHU ayAUTA JOJDKHBI ObITH OPOPMIICHBI JIOKYMEHTAIILHO.

(d) dns coxpaHeHHs] HE3aBUCUMOCTH M IIEHHOCTH (DYHKIIMH ayJAHWTa YIOJHOMOYCHHBIC OPTaHbI
HE JIOJDKHBI B PYTHHHOM MOPSAKE 3alpalinBaTh OTYETHl 00 ayauTe. YIOJIHOMOYEHHBIE OPTaHbl
MoryT oOpamarbcs 3a JONYyCKOM K oTderaM 00 ayauTe, €CIM UMEIOTCS CBHJICTEIhCTBA
cepbe3Horo HecooTBeTcTBUSL GCP, nin B ciayyae cyneOHBIX pa30oUpaTENbCTB.

(e) Ecnu sto Tpe6yeTc;I COOTBCTCTBYHOIIUM MCECTHBIM 3aKOHOAATCILCTBOM HJIN IMOA3aKOHHBIMU
AKTaMU, CITIOHCOP JOJIKCH NPEACTAaBUTh CBUACTCIILCTBO O ITPOBEACHHOM ayJIUTC.

5.20 Heco01101eH1e NPUMEHNUMBIX TPeOOBaHUIA

5.20.1 Hecobnronenue mnporokona, COIl, GCP wu/unm npuUMEHHMBIX HOPMAaTHUBHBIX TpeOOBaHUI
UCCIeOBaTeIeM/OpTaHi3aueil  WiIM  COTPYIHHKOM  CIIOHCOpa  JOJDKHO  BeCTH K
Oe30TiaraTe’abHbIM JICHCTBUSAM CIIOHCOPA, HAMpaBJIEHHBIM Ha oOecrieueHre ux CoOMI0IeHus.

JIONMOJIHEHUE

HpI/I O6Hapy)KeHI/II/I HapymeHHﬁ, KOTOPBIC 3HAYUTCIBHO BJIUAKOT HJIW NOTCHHHUAJIBHO MOTYT
3HAYUTEJIBLHO IIOBIHAThL Ha O€30MaCHOCTh CY6’LCKTOB HCCIICAOBAHUA WM JOCTOBCPHOCTHL €TO
pPE3YIbTATOB, CIIOHCOP MOOJDKCH IPOBCCTH AHAJIIM3 TPHUYMH W MOPUHATH COOTBCTCTBYIOIIUC
KOPPCKTHUPYIOMIUC U IPCBCHTUBHLIC MCPHI.

5.20.2 Ilpu oOHapyXeHUU B XOJ€ MOHHMTOPUHIA WU ayJIuTa CEPbe3HBIX W/WIM TOBTOPSIOMIUXCS
cllydaeB HecOOIO/ICHNs MPUMEHUMBIX TpeOOBAaHUH CO CTOPOHBI MCCIENOBATENsl/OpraHn3aIiy
CIIOHCOP JOJDKEH NPEKpaTUTh YYacTHe HCCIeA0BaTelNsi/OpraHnu3aluil B UcclepoBaHuM. Eciu
ydJacTHe HCCIIEAOBATEIs/OpraHu3alid  MPEKpalieH0 B pe3yiabTaTe CEephe3HBIX  W/MIN
MOBTOPSIOLINXCS CIy4aeB HECOOIOAEHUSI TNPUMEHUMBIX TpeOOBaHUM, CIOHCOp JOJDKEH
0e30TnaraTe’abHO YBEJOMUTH 00 3TOM YIIOJIHOMOYCHHBIE OPTaHBbl.
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5.21 I[ocpoqﬂoe NMpEeKpalECHuE NI NIPUOCTAHOBKA UCCIICAOBAHUA

Ecnu nccnenoBanue 10CpOYHO MPEKPALIEHO UITU MPUOCTAHOBIIECHO, CIIOHCOP J0JDKEH He3aMeUIUTEIbHO
COOOINUTH MCCIEAOBATEIAM/OpraHU3aIsIM U YIIOJHOMOUYEHHBIM OpraHaM O TMPEKPAleHUN WU
MPUOCTAHOBKE, a TaKXKe yKa3aTh NPUYHMHBI IpekpamieHuss uiau mnpuoctanoBku. DCO/HDOK Ttaxke
JOJKEH OBITh HEMEIJICHHO HWH(QOPMHUPOBAH CIIOHCOPOM WM HCCIeqoBaTelieM/opranu3anueii (B
COOTBETCTBUU C MNPUMEHHUMBIMU HOPMATHUBHBIMU TpeOOBaHUSIMHU), B TOM 4YHCIE€ M O HpUYHUHAX
MpEKpaIICHUs WIH MPUOCTAHOBKU UCCIICOBAHUSA.

5.22 Ort4er 0 KJIMHHUYECKOM HCCIeI0BAHUN/UCIBITAHUNA

He3zaBucumo ot Toro, 6bU10 JIM MCCIEI0BAHUE 3aBEPIICHO IO MIPOTOKOIY MM MPEKPALIEHO JT0CPOUHO,
CIIOHCOp JOJDKEH O0ECIEeYUTh COCTABICHHUE WU IPEJICTABICHUE B YIOJIHOMOYEHHBIE OpraHbl (B
COOTBETCTBUM C TNPUMEHUMBIMH HOPMATUBHBIMH TpeOOBaHMUAMHU) OTYETOB O KIMHUYECKOM
uccienoBanuy. CIOHCOp TakXKe [OJDKEH OOECIEeYUTh COOTBETCTBHE OTYETOB O KIMHUYECKOM
UCCIICIOBAaHUM, BXOJIIMX B COCTaB 3asiBKM Ha pErUCTpalyio, cTaHiapTam pykosoactBa [CH
«CTpyKTypa U coaepXaHHE OTYETOB O KJIMHHUYeCKOM uccienoBanun» (Il p u M e w a H u e -
PyxoBoactBo ICH «CtpykTypa U cozmepkaHue OTYETOB O KIMHMYECKOM HCCIEIOBAaHUU» YKa3bIBaeT,
YTO B OTJIEJbHBIX CIy4asiX MOTYT ObITh IPUEMIIEMbI COKPAILIEHHbBIE OTUETHI).

5.23 MHOromeHTpoBbIe HCCIET0BAHMS

HpI/I MHOT'OLCHTPOBLIX UCCICAOBAHUAX CIIOHCOP JOJIPKCH o0ecIeunTh ciaeayrouiec:

5.23.1 Bce wuccnenoBaTen MPOBOISAT MCCIEAOBAHHE B CTPOrOM COOTBETCTBHH C IIPOTOKOJIOM,
COIJIACOBAHHBIM CO CIIOHCOPOM M, €ClIM TpeOyeTrcsi, ¢ YNOJIHOMOYEHHBIMH OpraHaMHM u
yTBepkAeHHbIM/0100peHHBIM DCO/HOK.

5.23.2 UPK pazpaboTanbl TakuM 00pa3oM, 9ToObI coOpath Bce TpeOyemble TaHHBIE M3 BCEX IICHTPOB,
Y4YacTBYIOUIMX B MHOTOLIEHTPOBOM HCCIIEOBaHUU. TeM uccienoBaTensiM, KOTOpble COOMPAIOT
JIOTIOJTHUTEIbHBIE JaHHBIC, JOJDKHBI OBITH TakXKe NpefocTaBlieHbl noronHuTensHble VPK,
pa3paboTaHHbIe JUI cO0pa JOMOTHUTENBHBIX TaHHBIX.

5.23.3 OO0s3aHHOCTH HCCIIeAOBATENECH-KOOPAMHATOPOB M JIPYIMX HCClieoBaTeNell JOKYMEHTAIbHO
3aKperuIeHbl 10 Hadajla UCCIIEOBAaHUS.

5.23.4 Bcem wmccnenoBaressiM MPEIOCTABICHBl HMHCTPYKIUH TIO COOJIOICHHUIO TPOTOKOJA, €IUHBIX
CTaHJApTOB OLIEHKH KIMHUYECKHX U TaOOpaTOPHBIX JaHHBIX, a Takxke nmo 3anoaHeHuo MPK.

5.23.5 Cas3p MeXIy UCCIIEOBATENSIMHU HE 3aTPYyIHECHA.

6. IPOTOKOJI KIMHUYECKOI'O UCCJIEJOBAHUSA U TIOITPABKH K
MHNPOTOKOJY

[lo o6memy mnpaBuily, coiepiaHHE MPOTOKOJAa MCCIEAOBaHUS JOHKHO HMETh YKa3aHHYIO HUXKe
cTpykTypy. OnmHako uH(OpMamMs, MMEIOIIass OTHOIICHHE TOJBKO K OJHOMY HCCIEAOBATEIHCKOMY
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LEHTPY, MOXET ObITh IMpeAcTaBieHa Ha OTIENbHBIX CTPAaHUIAX IPOTOKOJIA WIU COJIEPHKAThCS B
OTJICIBHOM COTJIAIICHUH, a YacTh NMPUBEIACHHOW HIDKE MHQPOPMAIUU MOXKET TaKXKe COACPKAThCS B
IpYTUX JIOKYMEHTax, CCBUIKM Ha KOTOpble HMEIOTCS B IPOTOKOJE, Hampumep B Opoirtope

HCCIIEI0BATENS.

6.1 Oo6mast nuugopmanus

6.1.1 Ha3Banue npoTokoa, UACHTU(PHUKAIIMOHHBII HOMEP MPOTOKOJIA U AaTa. JIFobas monpaBka TaKxke
JOJI’KHA UMETh HOMEp MOIPaBKU U JaTy.

6.1.2 HaumeHoBaHue/MMS U aJipec CIIOHCOPA U MOHUTOpPA (€CIIM OHU PA3TUYAOTCS).

6.1.3 WM u AODKHOCTH JUI], YIIOJHOMOYEHHBIX OT MMEHHU CIIOHCOpAa TMOJIMUCHIBATH MPOTOKOJI U
MOTPABKH K MPOTOKOIY.

6.1.4 Wwms, 10IDKHOCTB, afpec ¥ HoMep TelaeoHa HA3HAYSHHOTO CIIOHCOPOM MEIUITMHCKOTO IKCIIepTa
M0 TAHHOMY HMCCJIEI0BaHUIO.

6.1.5 WMsa U IOMKHOCTH HCCienoBaTeNell, OTBEYAIOUIMX 3a MPOBEACHHE MCCIEIOBAaHUS, a TaKXkKe
ajzipeca ¥ HoMepa Te’ae(OHOB KIMHUYECKUX [IEHTPOB.

6.1.6 WM, DOmWKHOCTB, aapec M HOMep TeiedoHa KBaTM(PHUIMPOBAHHOTO Bpada, OTBEYAIOIIECTO 3a
OPUHITHE BCEX pEIICHWH MEIUIMHCKOrO XapakTepa (eciud J[JaHHOE IUI0 He SBIseTCS
HCCJIEIOBATEIIEM).

6.1.7 HaumeHoBaHMS W aapeca KIMHUYECKUX J1a0OpaTopuil W JPYrUX MEAULIUHCKUX W/WJIH
TEXHUUYECKUX CITY>KO M/WIIM OpraHU3aIlHii, BOBJICUECHHBIX B HCCIIEOBAHHUE.

6.2  OO6ocHOBaHMe HCCJIEIOBAHUS

6.2.1 Ha3Banwue u onmcaHue UCCIEAYEMbIX TTPOIYKTOB.

6.2.2 CBogHOE W3JIOKCHHE IMOTCHIIMATHLHO WMEIOMUX KIMHUYSCKYI0 3HAYUMOCTh PE3yJIbTaTOB
HEKJTMHUYECKHUX HCCIIEOBAHUMN, a TaKKe Pe3yIbTaTOB KIMHUYECKUX UCCIIEJOBAHUM, 3HAYMMBIX
JUTSL JAHHOT'O MCCIIEIOBAHMSL.

6.2.3 KpaTtkoe ommcaHue W3BECTHBIX U TMOTCHIHATIBHBIX PHUCKOB M TONB3Bl Ui CYOBEKTOB
WCCIICIOBaHMS, €CITH TAKOBBIC UMEIOTCH.

6.2.4 Onucanue u 00OCHOBaHWE CIIOCOOA BBEJCHHS, JIO3MPOBKH, PEKHMMa JO3HUPOBAHUS W Kypca
JICUYCHUS.

6.2.5 VYkazanue Ha TO, 4TO UCCIIeZIOBaHNUE OyIET MPOBOAUTHCS B COOTBETCTBUU ¢ TIpoTokonom, GCP u
MPUMEHUMBIMU HOPMATHBHBIMHU TPEOOBAHHSIMH.

6.2.6 Omnucanue ucciaeayeMol MOMYISIINAHN.
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6.2.7

6.3

CcbulkM Ha JUTEpaTypHble HCTOYHMKHA W JaHHbIC, CYIIECTBCHHBIC /IS HCCICIOBAaHUS U
IpeCTaBIIsIoMmre cCo00i 000CHOBaHUE TAHHOTO HCCIIEIOBAHMUS.

esn u 3a71a4n HCCIeT0OBAHUS

JeranbHOe onucaHue 1eliei U 3a7a4 UCCIeA0BaHus.

6.4

Jlu3zaiin ucciaenoBaHusi

Haquaﬂ 000CHOBAHHOCTH HUCCICA0OBAaHUA KW JOCTOBCPHOCTH IIOJNYYCHHBIX B HCCIICAOBAHUH OaHHBIX
CYIICCTBECHHO 3aBHCAT OT In3aiiHa HCCICIOBaHUS. Onucanue In3aiiHa HCCICIOBaHUS JOJKHO
BKJIFOYATh B CeO:

6.4.1

6.4.2

6.4.3

6.4.4

6.4.5

6.4.6

6.4.7

6.4.8

6.4.9

VYka3aHue MEepBUYHBIX W BTOPUYHBIX (MIPU HATWYMHM) KOHEYHBIX TOYEK, KOTOpble OyIyT
OIICHUBATHCS B XOJI€ MCCIICIOBAHUS.

Ornucanue THITa/IU3aiiHa MPOBOAMMOIO UCCIICIOBaHUS (HApuMep, JTBOMHOE cieroe, anedo-
KOHTPOJMPYEMOe, MapaJlIelIbHOS) U TPaPUUECKYI0 CXeMY JIM3aiiHa UCCIIE0BaHus, MPOLEAYp U
ATAIOB MCCIIEIOBAHUSI.

Onucanue MCp, HAIIPaBJICHHBIX Ha MI/IHI/IMI/ISaIII/IIO/I/ICKJHO‘-ICHI/IC CY6T)€KTI/IBHOCTI/I, B TOM HHUCIJIC:
(a) panmomuzanuu;

(b) cienoro MeToa/MaCKUPOBKH.

Onucanue HCIIOJIB3YEMOI'0 B HMCCICOOBAHHMU JICUCHUSA, OO3UPOBKH M CXCMblI IIPUMCHCHUA
UCCIIeyeMbIX TPOAYKTOB. Takke BKIIOYaeT B ce0s oOmucaHue JeKapCTBEHHOH (opmal,
YIIaKOBKH 1 MAapPKHUPOBKU UCCIICAYCMBIX IIPOJAYKTOB.

O)I(I/I)IaeMafl MMPOAOJIKUTCIIBHOCTD ydacTtus CY6’I)€KTOB B HUCCJICA0OBaHHUN, OIIMCAaHUEC
MOCINIEA0BATEIHHOCTH U MPOJOKUTENFHOCTA BCEX MEPHUOAOB MCCIENOBAHUs, BKIIIOUAs MEPHOJ

HOCJIEYIOEr0 HaOMI0CHHS, €CIIU TAKOBOU IIPEYCMOTPEH.

Onncanne "mpaBwI OCTAaHOBKM' WM "KPUTEPHUEB JOCPOYHOIO 3aBEpUIECHUA" IS OTAEIbHBIX
CyOBEKTOB, yacTeil cCIeI0BaHNS W UCCIICIOBAHMS B LIEJIOM.

[Iponenypsl yueTa MCClIeIyeMbIX MPOAYKTOB, BKJIIOYAs, MPU HAIWYHMH, TUTalle00 W Mpenaparhl
CpaBHEHUS.

XpaHeHue paHAOMHU3ALMOHHBIX KOJOB U MPOLETYPbI X PACKPBITHSI.
[TepeueHs Bcex MaHHBIX, pErHCTPUPYEMBIX HemocpencTtBeHHo B IPK (T.e. 6e3 mpenBapuTensHOi

3alMcCu B MMCbMCHHOM MJIM 3JICKTPOHHOM BI/IJIG) U pacCMaTpruBAC€MBIX B Ka4YC€CTBC INMECPBHUYHBIX
JaHHBIX.
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6.5

6.5.1

6.5.2

6.5.3

6.6

6.6.1

6.6.2

6.6.3

6.7

6.7.1

6.7.2

6.8

6.8.1

6.8.2

6.8.3

OT100p U uCcK/II0YeHHe CYObEeKTOB

Kputepuu BkitoueHus: CyoObeKTOB.
Kputepun HeBKIIOUEHHS CYObEKTOB.

Kputepun uckiatoyenusi cyObeKkToB (T.e. OCHOBAaHUS MPEKpaAICHUs] IPUMEHEHHS HUCCIIeyeMOro
IPOAYKTa/MCCIETyEMOT0 JICUEHHs ), @ TAKXKe MPOLEAYPbI, OTPeIeIIOIIne:

(@) Korna u kak cyObeKTOB HEOOXOAMMO MCKIIFOUATh U3 MCCIICIOBAHUS/IICUCHHS UCCIIEyEMbIM
MPOIYKTOM.

(b) Kakue nanHbie U B KaKMe CPOKH JOJIKHBI OBITH COOpPaHBI 10 UCKIIOYEHHBIM MAI[HEHTaM.
(c) Moanesxat a1 3aMEHE ¥ KaKUM 00pa3oM BBIOBIBIIHE CYOBEKTHI.

(d) Iocnenyromee HaOmOACHHE 32 CyObEKTAMH, UCKIIFOYCHHBIMH U3 JICYCHHS HCCIICAYEMbIM
IIPOJTYKTOM/UCCIIETYEMBIM JICYEHUEM.

Jleuenune cy0beKTOB

OCYH.I@CTBJ'ISIGMOG JICYCHHC, BKIIKOYAad Ha3BAHUA BCCX IMPOAYKTOB, HX JO3UPOBKHU, YACTOTY
npuema, HYTI/I/CHOCO6I>I BBCACHHA, a4 TAKKEC NPOAOJDKHUTCIBbHOCTL JICHCHHA, BKIOYasd IMCPUOIbL
MOCJICAYOLICTO Ha6JHO)IeHI/I$I JJIA Ka)KILOI\/’I TpYIIIbI JICYCHHUA UCCICAYEMBIMHU IIPOAYKTAMH.

JlexapcTBa/ciocoObl  Jie4eHHs, TMPUMEHEHHE KOTOPBIX pa3pelieHo (BKIoYas HEOTIOXKHYIO
TEpaIuio) WK HE Pa3pelIeHo 0 U/ UK BO BPEMs UCCIICI0OBAHMUS.

Metoapl KOHTPOJISI 32 COOTIOIEHUEM TTPOLIEAYP CYObEKTaMHU.

Ounenka 3¢ppexTUBHOCTH

[Tepeuens napameTpoB 3¢ (HEKTUBHOCTH.

MeTopl U CPOKH OLIEHKH, PETUCTPAIIMH M aHAJIn3a mapaMeTpoB 3 (PEKTUBHOCTH.

Onenka 0e30MacHOCTH

[lepeuens napamMeTpoB 6€30MACHOCTH.
MeToabl 1 CPOKH OIEHKH, PETUCTPAIMY M aHAIN3a TapaMeTPOB OE301TacCHOCTH.

TpeGoBanusi kK oOT4YeTaMm, MPOLEIYPHl IO PETUCTPAIMA M COOOIICHHSIM O HEXelaTeIbHbIX
SIBIICHUSX U COMYTCTBYIOIINUX 3a00JICBAaHUSX.
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6.8.4

6.9

6.9.1

6.9.2

6.9.3

6.9.4

6.9.5

6.9.6

6.9.7

6.10

MeTOI[ U  MIOPOAOJDKHUTCIBHOCTD Ha6J'II-OI[eHI/I5I 3a CY6’bCKTaMI/I II0CJI€ BO3HHUKHOBCHHA
HEXKeJIaTeIIbHBIX SIBIICHUIA.

Crarucruka

Onucanue CTaTUCTHYCCKUX MCTOO0B, KOTOPBIC MPCAIIOJIaracTcs UCI0JIb30BaTh, BKIIHOYasd CPOKH
KaXXIa0ro ImIaHupyEMOro InmpoMeEKyTOUHOI'O aHaIn3a.

[Inanupyemoe KOIMUECTBO CyOBEKTOB. B ciyyae MHOTOLIEHTPOBBIX HCCIEAOBAHUN JIOJKHO
OBITH OIpENEeNCHO IUIAHUPYEMOE KOJIUYECTBO CYOBEKTOB B KaXaoM IeHTpe. OO0ocHOBaHUE
pasmMepa BBIOOpKH, BKJIOYas HHpOpMarmio (MIM  BBIYMCICHHS) Ui OOOCHOBAHUSI
CTaTUCTHYECKOW MOITHOCTH MCCIICAOBAHUS U KIMHUYECKOH 000CHOBAHHOCTHU MCCIICIOBAHMUS.
IIpuMeHsieMblli ypOBEHb 3HAYUMOCTH.

Kpureprnu npekpaiieHus HCCie0BaHusl.

[Tponerypsl yueTa OTCYTCTBYIOIINX, HE MOAJISKAIINX aHAIN3Y U COMHUTEIIBHBIX TaHHBIX.
[Tponerypsl cooOmIEHNsT O JTIOOBIX OTKJIOHEHHSIX OT IMEPBOHAYAIBHOIO CTATUCTHYECKOTO IUIaHa
(Bce OTKIIOHEHHS OT MEPBOHAYATBHOTO CTATHCTUYECKOTO IJIaHA JOJDKHBI OBITh OMHCAaHBI U
000CHOBAHBI B MPOTOKOJIE U/UIH PUHAITLHOM OTYeTe 00 UCCIICIOBAHNH).

OT60p cyOBEKTOB ISl aHAIM3a (HalpuMep, BCe PaHIOMHU3UPOBAHHBIE CyOBEKTHI, BCE CYOBEKTHI,

NOJYYMBILIUE XOTs Obl OJHY /103y MCCIIEAYEMOro Mpenapara, Bce CyObeKTbl, COOTBETCTBYIOIIHE
KpUTEPUIM 0TOOpPA, CYyOBEKTHI, JAHHBIE KOTOPHIX IPUTOAHBI JJISl OLIEHKH).

IIpsamoii gocTyn K NepBUYHBIM JAHHBIM/IOKYMEHTALMH

CrnoHCOp JOJDKEH MperycCMOTPEeTh B MPOTOKOJIE MM MHOM IMHCHbMEHHOM COTIJIAIIEHHH OOS3aHHOCTD
uccienoBareneii/opranu3anii = He  MpensTCTBOBaTb  MPSAMOMY  JOCTyNy K  T€pBUYHBIM
JAHHBIM/TOKYMEHTALMU Ul TPOBEJIEHHUs CBA3aHHBIX C MCCIEOBAHUEM MOHMUTOPHUHIA, ayJIuTa,
ATUYECKOM IKCIIEPTU3BI, a TAKKE MHCIIEKIIMHA CO CTOPOHBI YIIOJJHOMOYEHHBIX OPIaHOB.

6.11

6.12

KoHnTpoJsb kavyecTBa U 00ecneyeHHe Ka4ecTBa

ITHKA

OmnuncaHne STHIECKUX aCIICKTOB HUCCICIOBaHUA.

45



6.13 Pa0orta ¢ 1TaHHBIMH M Be/IeHHe 3anuceii
6.14 duuHaHCHpOBaHMeE M CTPaXOBaHHe

q)I/IHaHCI/IpOBaHI/Ie H CTpaxoOBaHUC, CCJIM OHU HC OIMUCAHBI B OTACJIBbHOM I0Tr0OBOPC.

6.15 Ilyoamkanuu

[TonuTHKa B OTHOIICHUH MTyOJIMKALIMH, €CIIM OHA HE ONHCaHa B OTJIEIBHOM JJOTOBOPE.

6.16 IIpuaoxkeHus

(I pu Mm e uaHnH u e - [lockonbKy NPOTOKOJA MCCIAEIOBAHUA WU OTYET O KIMHUYECKOM
WCCIICIOBAaHUH/UCIIBITAHIH TECHO CBS3aHBI, IJIS JIOTIOJTHUTENBHOM MHPOpManuu cM. pykoBojacteo ICH
«CTpyKTypa U coliepKaHhe 0TYeTa O KIMHUYECKOM UCCIICIOBAaHUM. )

/. BPOIIIOPA UCCJIEJOBATEJIA

7.1 BBeaenue

bpountopa uccnenosarens (BU) mpencraBnser co0oif  CBOAHOE M3JI0KEHHE KIMHMYECKUX U
HEKJIMHMYECKUX JAHHBIX 10 UCCIEAYEMOMY MPOAYKTY, KOTOPhIE MMEIOT 3HAYEHUE I €r0 U3Y4YECHUS C
y4JacTHEM 4elloBeKa B KauecTBe cyObekTa uccienoBanus. Hasnauennem BU sBisiercs mpenocraBieHue
UCCIIeIOBaTeNsIM W JAPYTUM JIMIIaM, BOBJEUYEHHBIM B IIPOBEJEHHE HCCIEA0BaHus, HH(pOpMaluy,
MIOMOTAIONIEeH MOHUMAHUIO U COOJIIOACHNI0 MHOTUX CYIECTBEHHBIX MOJIOKEHUI MPOTOKOJIA, TAKUX KaK
71032, YacTOTa/MEePUOAUYHOCTh 103, CHOCOOBI BBEIEHHUS, a TaKKe TMpoLeIypbl MOHUTOPUHIA
6e3onacHoctd. BU Tarke oOecrmeunBaeT MOHMMaHHE, CHOCOOCTBYIOILIEE KIMHHUYECKOMY BEIECHUIO
CyOBEKTOB HCCIIEJOBAaHUS B TEUEHUE Kypca KIIMHUYEeCKoro uccienoBanus. Mapopmanus nomkHa ObITh
NPEJCTaBIeHa B KPaTKOW, MPOCTOH, OObEKTUBHOW, B3BEIIEHHONW W JHMIIEHHON PEKJIAMHOIO OTTEHKa
(dbopMe, O3BOJIAIONIEH KIMHUIUCTY WIH MOTEHIHMATEHOMY HCCIIEI0BATEINI0 MOHATh €€ U COPMUPOBATH
CBOIO COOCTBEHHYIO OOBEKTHUBHYIO OLIEHKY 11€J€CO00pa3HOCTH IpeJIaraéMoro Mcciael0BaHus MCXOJ
U3 COOTHOILIEHUS pucka W Toab3bl. [lo 3Toil mpuunmHe B pemakTupoBaHuun bW 0OBIMHO 1OMKEH
OpPUHUMATh y4yacTHe METUIMHCKUNA OJKCrlepT, HO coaepxkaHue BU nomkHO OBITE 0700peHO
CrHelHaTucTaMu Tex obsacTeil, riae OblIU MOJyYeHbl OMIChIBAEMbIE JaHHbIE.

Hacrosmiee pykoBoaCTBO ompeaensieT MUHHUMAalbHbIM 00beM HH(pOpMaluu, KOTOpas IOJKHA ObITh
BKIoYeHa B bBUM, u 1aer pekomMeHmalMM TO CTPYKType U3J0XKEHUsS JaHHOM HH(pOpMaInH.
[Ipenmnonaraercs, 4To Xapakrep U 00beM JOCTYNMHON MHPOpMAIK Oy1yT U3MEHSTHCS B 3aBUCUMOCTHU
OT CTaJuM pazpabOTKH UCCIeNyeMoro mpoaykra. Eciu nccneayemslit IPOAyKT HAXOJUTCS HA PbIHKE U
OOJBITMHCTBY TPAKTUKYIONIUX Bpadyel XOpOIIO M3BECTHHI €ro ¢apMakojorHueckue cBoWcTBa, bU
MOXeET ObITh MeHee MOoApoOHON. e 3To Jomyckaercss yHOJIHOMOYEHHBIMHM opraHamu, Bmecto bU
MOTYT OBITh MCIOJIB30BaHbl MaTepuabl, COJIEpKallie OCHOBHYIO MH(GOPMAIUIO O MPOIYKTE, JTUCTOK-
BKJIQJIBII WJIM MH(OpMAIUs Ha ATUKETKE NpPU YCIOBUH, YTO albTEPHATUBHBIM BapHaHT COJCPKHT
aKTyaJIbHYI0, BCECTOPOHHIOIO U MOAPOOHYI0 MH(]OpMaIio 000 BCEX XapaKTEPUCTHKAX HCCIETYEMOTO
IPOAYKTa, KOTOpble MOTYT OBITh BaXKHBI JUIsI uccienoBaTens. Eciu 3aperucTpupoBaHHBIA MPOIYKT
UCCleyeTcsd Ha MpeJMeT HOBOro MNpuMeHeHHs (T.e. IO HOBOMY MoKaszaHuio), BU nomxHa OBITH
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COCTaBJIeHa ¢ y4eTOM HOBOro npumenenus. bU cienyer nepecmarpuBaTh HE pexe OJHOTO pasa B rof U,
py HEOOXOJUMOCTH, IOIMOJNHSTh B COOTBETCTBUM C MHUCHBMEHHBIMH TIPOIEAypaMu croHcopa. B
3aBHCHUMOCTH OT CTaJUU pa3pabOTKu MPOAYKTa U 10 Mepe MOCTYIUICHUS HOBOM 3HaUMMON HHGOpMaun
B moxHO nmomonHsAT, W Oonee vacto. OJHAKO B COOTBETCTBUHU C HaJJIekKalleld KIMHUYECKON
npaktukoit (GCP) HoBas nHpopmalus MoXeT ObITh HACTOJIBKO Ba)KHA, YTO €€ HEOOXOIUMO COOOIIUTh
uccnenoBaTensM U, Bo3MoxkHo, DCO/HOK w/unm yrnoimHOMOYEHHBIM OpraHaMm 10 €€ BKJIIOYEHHUS B
HOBYIO penakuuto bU.

Kak mpaBuio, cioHCOp OTBeYaeT 3a IMPENOCTABICHUE MCCIEAOBATENsIM aKTyalbHOM penakuuu bU, a
HCCIEA0BATENIM OTBEYAIOT 3a IIPENOCTaBICHUE aKTyalbHOM penakuuu bH  coorsercTByromemy
OCO/HDK. Ecau crioHCOPOM HCCIIEIOBAHMS SIBIISCTCS HMCCIEIOBATENb, OH JOJDKEH YIOCTOBEPUTHCA,
JOCTyIHa JM  Opomiropa KOMMEpUYECKOro mpousBoauTens. Eciaum  ucciaepyemblii  IPOIYKT
IPEJOCTABIIAETCS CaMHMM  CIIOHCOPOM-HCCIIEIOBaTeNeM, OH JOJDKEH JOBECTH HEOOXOIUMYIO
nHpOPMALHIO 0 CBEIEHHs 3aHATOTO B MCCIEIOBAaHWU TepcoHana. Eciam oTcyrcTByeT mpakTtudeckas
HeoO0XxoauMocTh coctaBieHus BU cranpaptHoro ¢opmara, B KauyecTBE albTEPHATUBBI CIIOHCOP-
HCCIIEIOBATENb JIOJDKEH MPEACTaBUTh MUHUMAJIBHBIM 00BbEM aKkTyallbHOM MH(pOpMaluy, ONMCAHHON B
HACTOSILEM PYKOBOJCTBE, B paCIIMPEHHOM pazjiesie 000CHOBAHUS HCCIIEeI0BaHMUS.

7.2 OO01ue MoI0KeHus

BU noipxHa BKIIrOYaTh B ceOs:

7.2.1  TumynvHoui iucm

JlomkHO OBITH YKa3aHO HAaMMEHOBAHHE CIIOHCOpA, MACHTU(UKATOPHI KaXKJIOTO HCCIIEAYyEeMOTo
npojayKTa (T.e. HOMEp MCCIeI0BaHUs, XUMHUYECKOE UM 0JJ0OPEHHOE JKEHEpHUUECKoe Ha3BaHHeE,
a TaK)Ke TOPIrOBbIE HA3BaHMs, TJI€ Pa3pelIeHO 3aKOHOATEIbCTBOM M IO JKEJTAHUIO CIIOHCOpA) U
nara penakuuu bH. Pekomennyercs ykasbiBaTh HOMep Bepcuu bU, a taxxke HOoMep M mary
npenpinymeit pegakuuu bU. [pumep npuseneH B npusoxeHuu 1.

7.2.2 Vkazanue na konghuoenyuanvnocmeo

[To »xemaHuio CIOHCOP MOXKET BKIIOUMTH B BU yBemomieHue mccienoBaTenei/momydareneii o
TOM, 4YTO OHH JIOJDKHBI paccMatpuBath bW kak KoH(UAECHIMATBHBIA  JTOKYMEHT,
MpeIHa3HAYEHHBIN UCKITIOUYNTEIBHO I O3HAKOMJICHUSI U MCIIOJIb30BAHUS MCCIIEIOBATEIbCKUM
kosuektuBoM U DCO/HDOK.

7.3  Copep:xaHue OpouIOpPbI UCCIEA0BATESA

BU nomxHa UMETh ClenyIolne pa3aeiibl, KaKIbli U3 KOTOPBIX, T/I€ MOJAXOIUT, CIETYET COMPOBOXKAATh
CITUCKOM CCBUIOK Ha JIUTEPATYpPHBIC UCTOYHUKH:
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7.3.1

7.3.2

7.3.3

7.3.4

7.3.5

O:znaenernue

[Tpumep ornaBieHus IPUBEIEH B IPUIIOKEHUH 2.

Pe3zrome

JlomkHO OBITH MPENCTaBICHO KPAaTKOe pe3toMe (KeIaTeabHO, HE MPEBhIIIAIOIee IBYX CTPAaHUIL)
JOCTYITHON uH(popMauu 0 buznueckux, XUMHYECKHUX, (bapmaleBTUUECKUX,
(bapMaKOIOTUYECKUX, TOKCUKOJIOTHUECKUX, (PapMaKOKHHETHUECKUX, METa0OIUYECKUX H
KIIMHUYECKUX CBOWCTBAX, COOTBETCTBYIOLIEH TEKYIIeW CTaJuu KIMHUYECKON pa3paboTKu
HCCIIETyEMOTO TTPOTYKTA.

Beseoenue

B kpaTkoM BBOZHOM paszene JODKHO OBITh YKa3aHO XHMHYECKOe Ha3BaHHE (a TaKxke
TEHEpUYECKOe U TOProBOE HA3BAHUS, €CIH OJOOPEHBI) UCCIEAYEMOTO MPOIyKTa, BCE aKTUBHbIC
MHIPEAUEHTHI, (apMaKoJIOTHUeCKas TPYNIa, K KOTOPOW OTHOCHUTCSI UCCIEAYEMbI MPOIYKT, H
MECTO, Ha KOTOpOE€ OH B HEH mpeTeHayeT (Hampumep, NPEUMYIIECTBA), 0OOCHOBAaHUE IS
U3y4eHHs] HCCIIEYyeMOro MpOAYKTa, a TaKkKe ero OXXujaeMble MNpopHIaKTHYECKUE,
TEpaneBTHYECKUE WM JUAarHOCTHYECKUE MoKkazaHus. Kpome Toro, B BBOJHOM paszferne TOJKEeH
ObITH chopMyTUPOBaH OO MOIXO/ K OLIEHKE UCCIIeyeMOro MPOIyKTa.

Dusuveckue, xumuieckue u gbapmaueemuqecmte ceolcmea u JleKapcmeernHasl qbopMa

JlomkHBl OBITH TPEJCTaBIEHBl ONMMCAHUE KOMIIOHEHTOB HCCIEIyeMOro MpOayKTa (BKIItOYas
XUMHUYECKHE W/WIN CTPYKTYpHbIE (DOPMYIIbI), a TaKXKe KpaTKasl CIpaBKa O €ro CyIIECTBEHHBIX
bu3nUecKrux, XMMUYECKUX U (DapMalleBTUUECKUX CBOMCTBaX.

st obecriedeHus aeKBaTHBIX Mep O€30MacHOCTH B XOJIe MCCIEA0BaHUs JOKEH OBITh yKa3aH
U, eciu TpeOyercs, 0OOCHOBaH COCTaB JEKAapCTBEHHOM (HOpMBbI, BKJIOYAsl JOMOJHUTEIbHbIE
BeriecTBa. Takke TOMDKHBI OBITh TPEIOCTABICHBI MHCTPYKIIUHU M0 XPAHEHUIO U UCIIOJIb30BaHUIO

JIEKapCTBEHHBIX (hOpM.

CrnenyeT ynmoMsiHyTh JTF000€ CTPYKTYPHOE CXOJICTBO C APYTUMHU U3BECTHBHIMH BEIIECTBAMHU.

Hexnunuueckue uccnedosanus

Begeoenue
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JomkHbl OBITh TPENCTaBICHBI B KpaTkoil (opme pe3ynbTaTbl BCEX CYIIECTBEHHBIX
HEKJIMHUYECKHUX HCCIIEI0BAHUI (hapMaKoIOTHIECKIX CBOMCTB, TOKCUYHOCTH,
dbapMakOKMHETUKH W MeTaboju3Ma HucciaenyeMoro npoaykra. JlomKHBI OBITh OMHCAHbI
UCIIOJIb30BAaHHBIC METO/IbI, MPEACTABICHBI TIOJyYEHHBIC PE3YyIbTAThI, & TAKKE UX OOCYXICHHUE B
CBSI3H C HCCIIENYEMBbIMU TEPANleBTUYECKUMHU U BO3MOKHBIMH HEOIaronpusaTHbIMU 3 dextamu y
4eNoBeKa. B 3aBUCHMOCTH OT HAJTMYHSI/TOCTYITHOCTH WH(OPMAIIUN YKA3BIBAIOT CIICTYIOIIEe:

Hcnonp30BaHHbIE B UCCIIEIOBAHUAX BU/IbI JKUBOTHBIX;
Konn4ecTBo U 110J )KMBOTHBIX B Ka)KJOU IPYIIIIE;
EnuHuis! usmepeHust 10361 (HapuMep, MIJUTUTPaMM/KUJIorpamMm (MI/Kr));
KparHocTs BBE#EHNS;
I1yTe BBEICHUS;
JUtnTensHOCTh Kypca BBEICHMUS,
WNudopmanus, OTHOCAIIASACA K CHCTEMHOMY PacIpelelIeHuIO;
[TpooIKUTENBHOCTD MOCIIEIYIOIIEro Ha0II0ICHHS IT0CIe OKOHYAHMsI BBEICHUS IIperapara;
Pe3ynbTathl, BKIIIOYast paCKphITHE CIEAYIOIIUX ACHEKTOB:

- XapakTepa 1 4acTOThl (PapMaKoJIOrMUECKUX MM TOKCUYECKUX 3(PPEKTOB;

- BBIPOKEHHOCTH HJIM CTENECHU TSHKECTH (HapMaKOIOTUYECKUX WM TOKCHYECKHUX

3¢ dexToB;

- 10303aBUCUMOCTH () (HEeKTOB;

- BPEMEHU /10 HaCTYIUIEHUs 3PPEKTOB;

- oOparumoctu 3¢pexTos;

- MPOJAODKUTEIBHOCTH 3 (PEKTOB.
Jns Oonplieil HArMsgHOCTH [aHHBIE CIENyeT, 0 BO3MOXHOCTH, MPEICTAaBISATh B BHUJE
tabmuiy/cniuckoB. [Tocnenyrome pas3ensbl JOKHBI COAEpPKaTh 00CYXIeHHEe Hanbojee BaXKHbIX
pe3y/bTaTOB HCCIENOBaHMUM, BKJIOYas J0303aBUCUMOCTh HaOmonaeMbiX 3(QexToB, HX
HKCTPANIOJIAIMIO HA YEJIOBEKa, a TaKkKe JII0Oble MHBbIE acleKThl, TPEOYIOIINe UCCIEAOBAHUS Y
yenoBeka. Tam, riae HEoOXOAMMO, JOKHO ObITh IPOBEAEHO CpaBHEHHE 3()PPEKTUBHBIX U
HETOKCHYECKUX J03 Ipernapara Ha >XKMBOTHBIX OJHOTO W TOro k€ BuAa (T.e. HEOOXOAUMO
IPEIOCTaBUTh OOCYXJIEHHE TepamneBTHUecKoro mHiekca). Cienyer ykaszaTb, KaKk 3TH JIaHHBIE
COOTHOCATCA C AO3UPOBKAMHU, IIpeIIaraéMbIMH AJIs IPUMEHEHUS Yy YelloBeKa. Bo Bcex ciydasx,
I71€ BO3MOXKHO, IpPH NPOBEICHUM CPABHEHMH PEKOMEHIYyeTCs YKa3blBaTh KOHIEHTPALUU
npernapara B KpPOBH/TKaHH, a HE JIO3UPOBKHU, BHIPAXKEHHBIE B MI/KT.

(a) Hexnunuueckas ¢papmaronozus

JlaHHBINM pa3gen IOJKEeH BKIOYaTh B ceOs KpaTKoe omnucaHue (PapMaKoJOTMUECKUX CBOMCTB
HCCIJIEyeMOT0 TPOAYKTa U, €CIIU 3TO BO3MOKHO, €r0 OCHOBHBIX METaOOJIUTOB IO pe3ysibTaTaM
UCCIIeIOBaHUN Ha JKUBOTHBIX. KpaTkoe ommcaHue JOKHO BKIIIOYATh B ceOs MCCIETOBAHMS I10
OLICHKE BO3MOKHOM TepameBTHYECKOM aKTUBHOCTH (Hampumep, d3(PQPEeKTUBHOCTb IpHU
HKCIIEPUMEHTAIBHON MaTOJIOTUH, JIMTaHA-PEeleNITOPHOE B3aUMOJEHCTBHE U CHEHU(PUIHOCTh
JEUCTBHSI), a TaKXE HCCICNIOBAHHUS IO OIICHKE O€30MacHOCTH (HalpuMep, CHeluaIbHbIe
UCCIIEOBAHMS JJI H3Y4YEHHUsS MHHBIX, HE MMEIOIIUX TEPANEBTUUYECKON HaIIPaBJIEHHOCTH,
dapmakonornyeckux 3¢ HexToB).

(b) @apmarorxunemurxa u memabonuzm npoOYKmMa y HeueoOmMHuIX

JlanHblit pa3aen JoiKeH BKIIYaTh B ce0s KpaTKoe onucaHue papMakOKHMHETHKH, METa0oIu3Ma
U pacupeleNieHus MCCIEeIyeMOro MPOJyKTa B TKaHSX >KMBOTHBIX BCEX BHJIOB, Ha KOTOPBIX
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MPOBOAMIINCEH HccienoBaHusl. [lomkHBI ObITH OCBELIEHBI BCAaChIBAHHWE, MECTHAsi U CHUCTEMHas
OMOJJOCTYITHOCTh MCCJIETyeMOT0 MPOAYKTa U €r0 METa0OJUTOB, a TAKXKE UX CBS3b C JAHHBIMHU
(bapMaKoJIOTHYECKMX U TOKCUKOJIOTUYECKUX UCCIIEIOBAaHHUM Ha KUBOTHBIX.

(c) Toxcuxonocus

I[aHHBIfI pasaci MOOJDKEH BKIHOYATh B cebs KpaTKO€ OIHNCaHUEC TOKCHYCCKHX 3(1)(1)6KTOB
HCCIICAYEMOI'0 MPOAYKTA, BBIABJICHHBIX B HCCICAOBAHUAX Ha JXHWBOTHBIX PpPa3HbIX BHUIOB.
CnenyeT, 10 BO3MOXXHOCTH, IIPHUACPIKUBATHCA HHX(erHBeHeHHOfI CTPYKTYpPBI OIJIaBJICHUA
JaHHOI'O pa3acia:

- TOKCMYHOCTH NIPU OJHOKPATHOM BBE/ICHUH.

- TOKCMYHOCTH TP MHOTOKPATHOM BBEJICHHU.

- KanueporeHHOCTS.

-CrieniasibHbIe UCCIIEI0BaHMs (HAPUMEpP, MECTHO-pa3Apakarollee U ajliepru3upyrolee
JIEHCTBHUE).

- PenpoaykTrBHAs TOKCHYHOCTB.

- [eHOTOKCHYHOCTH (MYTareHHOCTB).

7.3.6 /leticmsue y uenosexa

Beeoenue

B stom pasnmene moapoObHO oOCYKmaroT U3BEeCTHbIE 3(PQEKTh HCCIAEAYEMOro MPOAYKTa Yy
YyeJloBeKa, BKJIIOYas MHQOpPMAIMIO, OTHOCSIIYIOCS K (apMaKOKHMHETHKE, MeTabonu3my,
dbapmakoguHaAMUKe, 10303aBUCUMOCTH 3¢ (HeKToB, Oe3omacHOCTH, S(H(HEKTUBHOCTH, a TaKXKe
JIPYTHM BUAaM (apMaKOJOTHISCKOW aKTHBHOCTH. [0 BO3MOXKHOCTH, JOJKHO OBITH JIaHO
KpaTKO€ OMUCaHUE KAXKIOTO 3aBEPIICHHOTO KJIMHUYECKOTO uccienoBanus. Takxke qomKHa ObITh
npecTaBieHa WH(QOPMANUS O pe3ysibTaTaX JIO0OT0 HCIOJIb30BAHUS HCCIIEIYEeMOTro MPOIyKTa
BHE pPaMOK KIWHUYECKHX WCCICIOBaHHM, HAmpUMep CBEICHHsS, IMOJIYyYeHHbIE BO BpeMs
MOCTPETUCTPAIIMOHHOTO MPUMEHEHHSI TPOTYKTA.

(a) @apmaroxunemuxa u memabonusM y ueno8exd

Januslif  pa3gen  JODKEH — coJepKaTh  KpaTkylo — HMH(OpMalMio, OTHOCALIYIOCS K
(apMaKOKMHETHKE HUCCIIEAYEMOro MPOAYKTa, U BKJIIOYATh B ceds cienyromiee (B 3aBUCUMOCTH
OT HAJINYHUS JAHHBIX):
- ®apMakOKMHETHKY (B TOM yHclie MeTaOOJIu3M, BCAChIBaHUE, CBS3bIBAHUE C O€lKaMu
IJ1a3MBl, pacrpeiesieHue U BHIBEICHHE).
- buonoctynHocTh MccaenyeMoro mpoaykra (aOCoMIOTHYIO, Ii€ 3TO BO3MOXKHO, M/HIH
OTHOCHUTEJIbHYIO) C UCIIOJIb30BAaHUEM OIpEIeIEHHON JIEKapCTBEHHON (POpPMBI B KauecTBe
CpaBHEHUH.
- CyOnomymsiiuu HacedeHus (HapuMep, pa3indusl 1o oIy, BO3pacTy WIK HapyUIeHUSIM
(byHKLUI OpraHoB).
- BsaumopeiictBus (Hampumep, J€KapCTBEHHbIE B3aUMOJIEHCTBUSL M BIUSHUE NpUeMa
TTHIIIN).
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- Jpyrue nanneie 1no (apMakOKMHETHKE (HAmpuMep, pe3ysbTaThl MPOBEIACHHBIX B
pamMKax KJIMHHYECKHUX UCTIBITAHUHN (apMaKOKMHETHYECKUX MCCIEAOBAHUA HA PA3TUIHBIX

rpyIax).

(b) Bezonacnocmo u s¢ghpexmusnocmo

Kparko pmomkna ObITh mpencraBieHa wuH(opmanus, OTHOCSMmAsics K 0OE30MacHOCTH,
dapmakouHamMuke, 3PPEKTUBHOCTH U 10303aBUCUMOCTHU P PEKTOB UCCIEAYEMOT0 MPOIYKTa (1
€ro MeTabOoJMTOB, €CIM €CTh JAHHbIC), MOJIyYCHHAs B XOJI€ INPOBEACHHBIX KIMHUYECKUX
UCCIICIOBaHM (C ydYacTheM 370pPOBBIX JOOPOBOJNBIICB W/MIW MalUeHTOB). JloikHA OBITH
Ipe/CTaBlIeHa MHTEPIpETAls TUX JaHHBIX. ECIM 4acTh KIMHHYECKHX HCCIECIOBAaHHH YXKe
3aBepIieHa, sl Oosiee SCHOTO BOCHPUATHS JaHHBIX PEKOMEHAYETCS MPEACTaBUTh I10
3aKOHYCHHBIM HCCIICIOBAHUSM CBOJHBIE OTYEeThl 1O 3()(EeKTUBHOCTH H  0E30MacHOCTH
UCCIIEIyeMOTO TPOJYKTa IO OTHENBHBIM IOKAa3aHWsIM Yy pa3IMyHbIX mHomymsinuil. Takxke
PEKOMEHIYeTCsl HCIIONb30BAaTh CBOAHBIC TAaONWIBI HEKENATeNbHBIX pEeaKIuid IO BCEM
KJIMHUYECKUM HCCIIETOBAHUSAM (BKIIFOUAsl UCCIICIOBAHUS ISl TFOOBIX M3y4YaBIINXCS TOKA3aHUH ).
JIoJOKHBI OBITH OCBEILICHBI 3HAYMMBIE PAa3JIMYUs B XapaKTEPe/4acTOTe HEXKENATEIbHBIX PEaKLUi
KaK JUIs Pa3IMYHbIX MIOKAa3aHUH, TaK ¥ U Pa3IMYHBIX OIS,

B BU nomxkHbI OBITH ONKCaHBl BO3SMOKHBIE PUCKU M HEXKEJIATENbHbIE pEaKI[UU, KOTOPbIE MOXKHO
0’KU/1aTh, OCHOBBIBAsICh HA HAKOIJICHHOM OIIbITE€ IPUMEHEHMSI KaK MUCCIIeyeMOoro MpoayKTa, Tak
U CXOJHBIX C HUM TPOIYKTOB. JIOJDKHBI OBITH TaKK€ OMHCAHBI MEPHI MPEIOCTOPOKHOCTH HIIH
criellMaibHble METO/bl HAOJIOACHUS, KOTOpble HEOOXOAWMO MPUMEHSTH NPH HCIOIb30BAHUHU
IPOAYKTA C UCCIEN0BATEIbCKUMH LIEISIMU.

(c) [locmpezucmpayuonnwlii onvim nPUMeHeHUs.

7.3.7

B BM pomxHbl OBITH yKa3zaHbl CTPaHbI, B KOTOPBIX HCCIEIYyEMbIH NMPOIYKT YK€ HMEEeTCs B
npojaxe MM OblI 3apeructpupoBad. Jlrobas 3Haummas uH(OpMalus, MOJydeHHas B XOJie
MOCTPETUCTPALIMOHHOTO MPUMEHEHMSI MPOJYKTa, JODKHA OBITh Ipe/cTaBiIeHa B 0000IIEHHOM
BUje (Hampumep, JeKapCTBEHHbIE (POPMBI, JO3MPOBKHM, NYTH BBEACHUS U HEXelaTeJIbHbIe
peakuun). Takxe B BU 10KHBI OBITH YKa3aHbI CTPAHbI, B KOTOPBIX 3asIBUTEIIO ObUIO OTKa3aHO
B 0/100peHMH/PETUCTPALMU NTPOJYKTA /Ui KOMMEPUYECKOTO UCIIOIb30BAHMS UIIH )K€ pa3pelieHne
Ha NIPOJaKy/CBUJETEIBCTBO O PErUCTPALNU OBUIO aHHYJIMPOBAHO.

Pesrome oannvix u uncmpyxyuu s ucciedosameis

B srom paszzgene MOMKHO OBITH MPEACTABICHO OOCYKICHHE HEKIMHUYCCKHX WM KIMHHYECKUX
JaHHBIX W 000O0IIeHa WH(pOpMAIHs, TOJNYYeHHAas W3 Pa3HBIX HCTOYHUKOB IO Pa3IUYHBIM
CBOMCTBAM HCCIIEIYEMOr0 MPOaYKTa. TakuM 00pa3oM, HCCIICIOBATENO0 IPEIOCTABISIOTCS
HaubOosnee WHPOPMATHUBHAS WHTEPIPETANS WMEIONIMXCS JAaHHBIX, a TaKXe BBIBOJIBI O
3HAYUMOCTH ITOH MH(POPMAITUH JIJIS TIOCIISTYIOMINX KIMHHYSCKAX UCCIICIOBAHMM.

ZIOJ'DKHBI OBITE OCBCIICHBI 0Hy6J’II/IKOBaHHI)Ie pa60TLI M0 CXOJHBIM HNPOAYKTaM, €CJIM TaKOBBIC
HMEIOTCS. ITO ITO3BOJIUT HUCCICIOBATCIIIO OBITb TOTOBBIM K HEXEIATEIHLHBIM pCakuusaM HJIn
APyrum npo6neMaM, KOTOPBIC MOT'YT BOSHUKHYTH B XOA€ KIIMHUYCCKHUX I/ICCJ'IGHOB&HPI?I.

OcHoBHAas 1eJIb JaHHOTO pa3aeiia 3aKk/II09a€Tcsd B TOM, 4T00bI MOMOYb HCCJIEA0BATEII0 MOJYYHUTH
YEeTKOEC IpeacTaBJICHUEe O BO3MOKHBIX PHCKAX M HEKEJIATCJIbHBIX PpPeEaKIUAX, a TaKke O
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CHeNMAJbHBIX TeCcTaX, MeToJaX Ha0/JIIJeHMs U Mepax IPeI0CTOPOKHOCTH, KOTOpbie MOIYT
NMOHAJ00MTHCSI B XOJ€ KJIMHMYECKOI0 HCCIAeI0BAHUS. IJTO MNpeICTABJIEHHE TOJKHO ObITh
OCHOBAHO HA AOCTYmHOH wuHpopMauuu o0 QU3NYECKHX, XMMHUYECKHX, (apManeBTHUYECKHUX,
(apmako0rnUecKuX, TOKCMKOJOTHYECKNX M KJIMHMYECKUX CBOMCTBAX MCCJIEAyeMOro nNpoayKra.
Kannudeckomy mccienoBaTe/il0 TaKKe [I0/JKHbI OBbITH NpeAOCTABJEHbl HHCTPYKUHMH IO
AHATHOCTHKE W JIEYEHUIO BO3MOKHBIX MEpPeI03MPOBOK M HeKeJaTeJbHbIX peakuuii, KOTopblie
OCHOBAHbI Ha TMpeIblAylleM KJIUHUYECKOM ONbiTe U (apMaKoJI0rHyecKuXx CBOMCTBaX
HCCJIeyeMOoro NpoayKra.
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7.4

IMPUJIO)KEHHUE 1

TUTVYJIbHBIN JIUCT (npumep)
HA3BAHUE CITOHCOPA
[Tponykr:

Howmep uccnenosanus:

Ha3Banue(s1): xummueckoe, TeHepuyeckoe (eciu oJ00peH0), TOProBoe Ha3BaHUE (eCciu
pa3penieHo 3aKOHOATEILCTBOM U 110 JKEIaHUIO CIIOHCOPA)

BPOIIIOPA UCCJIEJOBATEJIA

Howmep penakuuu:

[ara Bepcuu:

3amMeHsIeT IPEeAbIAYIIYIO PEAAKIINI0 HOMEDP:

MHara:
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IMPUJIOKEHUE 2

OI'JIABJIEHUE BPOLIIOPBI UCCJIEJJOBATEJISA (npumep)
- Ykazanue Ha KOHPUACHITUATBHOCTD (HE00sI3aTeIbHO)

- [lognucu (HeoOs3aTENBHO)

1 OrnaBnenue

2 Pesrome

3 BBexenue

4 Ousnueckue, XUMUYecKue, (hapMaleBTHIECKHE CBONCTBA U
JeKapcTBeHHas opma

5 HexnnHUYecKne UCCIeT0BaHUs

5.1 Hexnunuueckas papmaxosorus

5.2 ®apMakOKMHETHKA U META00JIM3M MTPOAYKTA Y )KUBOTHBIX
5.3 Tokcukonorus

6 DddexTr! y uenmoBeka

6.1 ®dapMakoKMHETHKA U METAOOJIN3M y YellOBEeKa

6.2 bezonacHOCTb ¥ 3P PEKTUBHOCTD

6.3 TlocTperucTpaiOHHBIN OIBIT PUMEHEHHS

7 O6cyXaeHre JaHHBIX U MHCTPYKIIUHU JJIST HCCIIEIOBATEIIS
NB. Ccbuiku Ha:

1 Ily6nukanun

2 OtyeTsl

JlaHHBIE CCBUIKH JIOJKHBI OBITH MPUBEICHBI B KOHIIE KAKTOW TJIABBI.

[Tpunoxxenus (Ipu HATUYUN)
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8. OCHOBHBIE IOKYMEHTBDI JUIA ITPOBEJAEHUA KIIMHUYECKOI'O
NCCIEAOBAHUA

8.1 BBenenue

OCHOBHBIMU JTIOKYMEHTAMH SIBIISIIOTCS T€ JOKYMEHTBI, KOTOpPBbIE BMECTE WJIM IO OTACIHHOCTU
MO3BOJISIIOT OICHUTH MPOBEIACHUE MCCICIOBAHUS M KAYeCTBO IMOJIYUYCHHBIX NAHHBIX. DTH JOKYMEHTBI
CIy’)KaT JI0Ka3aTeJIbCTBOM COOJIOACHUSI HCCIEI0BATENEM, CIIOHCOPOM W MOHHUTOPOM CTaHAapTOB
HajyIexkamen kimaundeckoi npakTuku (GCP) u mpuMeHUMBIX HOPMaTHBHBIX TPEOOBaHUM.

OCHOBHBIE JIOKYMEHTBI TaKXe CIIyKaT OOJIBIIOMY YHCIY MHBIX BaXHbIX Iiesed. CBOEBpeMEHHOE
MOMEIICHWE OCHOBHBIX JIOKYMEHTOB B (Daiijibl HCCIeN0OBATENs/OpraHu3aliil U CIIOHCOPAa MOXKET
CYIIECTBEHHO CIIOCOOCTBOBAaTh YCIEIIHOMY BBIIIOJHEHUIO B paMKaxX KIMHUYECKOI'O MCCIIEOBAHUS
cBouX (DyHKIMIA MCCliegoBaTeNneM, CIIOHCOPOM M MOHHTOpOM. Kpome Toro, 3TW JOKYMEHTBHI OOBIYHO
SBJISIIOTCS. OOBEKTOM HE3aBUCHMOIO ayauTa CO CTOPOHBI CIOHCOpa W MHCIEKLUUH CO CTOPOHBI
YIOJTHOMOYEHHBIX OPIaHOB KaK 4acTH MpoIiecca MOATBEPKIEHUS TOT0, YTO UCCIIEJOBAHUE MPOBOJIUTCS
B COOTBETCTBHUHM C JACUCTBYIOLIMMH TPEOOBAHUSAMH U YTO COOpPAHHBIE JAHHBIE TOCTOBEPHBI.

Huxe IIPUBCIACH MUHHMAaJIbHBINA IEpCUCHb OCHOBHBIX TOKYMCHTOB. I[OKYMGHTBI CTPYIIIMPOBAHBI B TPU
pasaciia B 3aBUCUMOCTHU OT CTaAJUU KIIMHUYCCKOI'o UCCIICAOBAHUA, HA KOTOpOfI OHH OOBIYHO CO3JAar0TCA:

1) mepen HavaIOM KIIMHUYECKOW (has3bl UCCIICIOBAHUS;
2) BO BpeMs KJIIMHUYECKO! (pa3bl MCCiIeI0BaHMS;
3) nociie 3aBepUICHUs] WIN IPEXKIEBPEMEHHOI0 IIPEKPAILCHHS] UCCIIEA0BaHUS.

JlaHo oOBsicCHEHHE LIeTell KaXkJ0ro TOKyMEHTa, YKa3aHo, I/1e€ JJOKYMEHT JIOJDKEH XpaHUThCS: B Qailinax
UCCIeIoBaTeNss/opraHn3anuu 1ubo CcroHcopa, Tubo B oboux mecrax. Jlomyckaercss oObeIuHEeHUe
HEKOTOPBIX JIOKYMEHTOB TIPH YCIIOBUH, YTO OT/ACIHHBIC AJIEMEHTHI JIETKO UACHTH(HUITUP YFOTCS.

@aitpl UCCIIENOBaHUS JTOJDKHBI OBITH CO3/JaHBl B HAdalle MCCIEJIOBAHMS KaK B MECTE HaXOXKICHUS
UCCIIeIoBaTeNs/opraHu3aluy, Tak 1 B oduce crioHcopa. MccnenoBaHue MOKHO CUMTATh 3aBEPIICHHBIM
TOJIBKO TIOCJIE TOTO, KaK MOHMTOpP MPOBEPUT (pailyibl M HMCCIeA0BaTENs/OpraHu3alm, U CIIoHCOopa U
MOATBEPANT HATHYNE BCEX HEOOXOTUMBIX JOKYMEHTOB B COOTBETCTBYIOIIMX (haiiax.

Hepe'-lI/ICJ'IeHHI)Ie B HACTOAIIEM PYKOBOJCTBEC NOKYMCHTHI KaK IO OTACIBHOCTH, TaK U B COBOKYITHOCTU
MOTYT OBITH NOABCPIHYTHI ayAUTY CIIOHCOPA U MHCIICKIHUU YITOJIHOMOYCHHBIX OPTraHOB U JJOJI’KHBI OBITE
MPEABABICHBI IIPHU IPOBCACHUN TaKOBBIX.

JIOMOJTHEHUE

CrioHcop M wuccheaoBareib/opraHu3ais JODKHBI BECTH JIOKYMEHTALMI0 O MECTOHAXOXKICHHUH
MMEIOMIMXCS Y HUX OCHOBHBIX JIOKYMEHTOB, BKJIIOUas IMEpPBUYHBIE NOKyMEHTHL. CucTema XpaHEHUs
JOKYMEHTAIIMH, TIPUMEHsIeMast B X0JIe UCCIEAOBAHUS U IS TIeJIed apXUBUPOBaHUS (BHE 3aBUCUMOCTHU
OT THUNAa HOCHTENs), IOJKHA oOecrneunBaTh WIACHTH(PHUKAIUIO JOKYMEHTOB, MPOCIEKUBAEMOCTh
HCTOPUU BEPCUM, TIOUCK U U3BIICUCHHE.
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OcHOBHEBIE JAOKYMCEHTBI UCCIICIOBAHUSA MOT'YT OBITh JOIIOJIHEHBI UJIM COKpalll€HbI, KOr'Jla 3TO OIIpaBAaHO
(I[O Hayaia I/ICCHGILOBaHI/IH), B 3aBUCHUMOCTH OT BaXHOCTU M 3HAYUMOCTH COOTBCTCTBYIOIIUX
JOKYMCHTOB IJId UCCJICIOBAaHUA.

CroHCOp IOJDKEH MPOCIEAUTD 3@ TEM, YTOOBI HCCIIE0BATENb UMEN KOHTPOJIb M IIOCTOSHHBINA TOCTYI K
nanHsiM MPK, nepenannbiM crioHcopy. CrOHCOp HE IOJKEH MMETh HCKIIIOUUTENIbHBIA KOHTPOJIb 32
TUMH JaHHBIMH.

Ecnu ucnonb3yercst Konus i 3aMeHbl OPUTMHAIBHOTO JIOKYMEHTa (Harp., EPBUYHBIX JOKYMEHTOB,
WPK), To 3Ta Komusi [OJDKHAa OTBEYAaTh TPEOOBAHUSAM, MPEABSIBISIEMBIM K CEPTH(PHUIHMPOBAHHBIM
KOIIHSAM.

HccnenoBaTens/opranu3anusi  JOJDKHBl KOHTPOJUPOBaTb BCE OCHOBHBIE JIOKYMEHTBI U 3aIlUCH,

CO3aHHBbIC I/ICCJIGIIOBaTeJICM/OpFaHI/I?:aIII/Ieﬁ 10, BO BpEMs U MOCJIC KIIMHUYCCKOI'O UCCIICAOBAHUA.

8.2 Ilepen HauajI0OM KJIMHHYECKO# (pa3bl Hccae10BaAHUS

Ha cragum muianupoBanHus ucciefoBaHUs A0 €ro (OpMaJbHOrO Hayaja JIOJDKHBI OBITH CO3JaHbl U
MOMEILEHBI B (haiin creayronme J0KyMEHTHI:

HanmeHnoBaHue noxkymeHTa Henp Haxonurcs B
daiimax
HCCICOO0 CIIOHCOP
Baremsi/o | 2
pranusaig
nn

8.2.1  Bpomropa JIOKyMEHTaIEHO 3aKpenuTh (HaKT IMepeaadn X X

HACCIIE0BATENSA UCCIIeIOBATEII0 HEOOXOAUMOM U aKTyallbHONH Hay4IHOU

uH(GOPMAITUH 00 UCCISTYEMOM MPOIYKTE

8.2.2  TloanucaHHbIf JIOKyMEHTaJIbHO 3aKpenHTh (GaKT yTBEPIKICHHUS X X

MPOTOKOJI ¥ MOIIPABKU K HEMY CIIOHCOPOM H HCCIIEIOBATENIEM ITPOTOKOIIA/TIONPABOK

(ecnu TaKOBBIE UMEIOTCS), HNPK

o0paszell HHANBUAYAIbHOM
peructparronHoi kaptsl (MPK)
8.2.3  Hudopmanmus,
npenocTaBisieMast CyoObeKTy

HCCIIEOBaHUS
- ®opma HHPOPMHUPOBAHHOTO JlokyMeHTaJIbHO 0(OPMHUTH (HaKT HOTYUCHHUS X X
cornacust (BKIIt04as BCe MH()OPMHUPOBAHHOTO COTIIACHS
HEOOXO/IMMBbIE Pa3bsICHUTEIbHBIC
MaTepHaIbl)
- JIro6as ppyrast TMCHbMEHHAS JloOKyMeHTaIbHO MOATBEPANTH, UTO CyObeKkTaM OyeT X X
nHpOopManus MIPEJOCTAaBIIEHA COOTBETCTBYIOMIAS (C TOUKH 3PCHUSA

COJIEPKAHUS U JOCTYITHOCTH JUII HOHUMAaHNA)

MMUCbMEHHAasi HH(POPMAIH, TOMOTAIOIAs UM AaTh

COTJIACHE Ha OCHOBE MOJIHON HH)OPMUPOBAHHOCTH
- Pexnmamabie 00BSBICHUS IS JIoOKyMeHTaIbHO NOATBEPAUTD, YTO MEPHI 110 X
MIpUBJICUYEHUS CyOBEKTOB B MIPUBJICUEHHIO CyOBEKTOB a/IeKBATHBI, H OTCYTCTBYET
nccienoBaHue (eciu 9JIEMEHT MPUHYXKACHUS
HCTIONB3YIOTCS)
8.2.4  ®uHaHCOBBIE aCIEKTHI JloKyMeHTaJIbHO 3aKpenuTh (PUHAHCOBOE COTJIAIICHHE X X
HCCIICOBaHUS 10 UCCIIEAOBAHUIO MEXKy CHOHCOPOM U
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HaumenoBanwue JAOKYMCHTa

Henn

Haxonurcs B

daiimax

HCCIENO
BaTeIA/0
praHusarig
Hnn

CIIOHCOPp
a

I/ICCJ'Ie,HOBaTeJ'ICM/OpFaHI/BaIII/Ieﬁ

8.25  CrpaxoBoe
00s13aTeNnbCTBO (ecau Tpedyercs)

JlOKyMEHTaIIbHO MOATBEPIUTH, YTO B CIIy4ac
OPUYHHCHUSI yiiiep0Oa, CBSI3aHHOTO C UCCIICOBAHHEM,
cyOBeKTaM OyJeT TOCTYITHAa KOMITCHCAIIHS

8.2.6 Tloamucannoe
COIalleHUe BOBICYEHHBIX
CTOPOH, HATIpUMeED:

HOKyMeHTaJ'H)HO 3aKpCIUTL COIJIallICHUA

- MEXY
HCCIlefoBaTeNIeM/OpraHi3aueii u
CIIOHCOPOM

- MEXAY
uccienoBaTenaeM/oprann3anuei n
KOHTPAKTHOU
HCCIIEI0BATEIbCKOM
oprasuszanuen

(ecm

Tpebyer
cs)

- MEX1y CHOHCOPOM U
KOHTPAKTHOU
HCCIIeIOBATEIbCKON
oprasuszanuen

- MEXY
HCCIIeI0BaTEIeM/OpraHu3aueii u
YIIOJIHOMOYECHHBIMH OpraHaMunu
(ecm TpebyeTcst)

8.2.7  MarupoBaHHOE H
JIOKYMEHTaJIbHO 0(hOpMIICHHOE
YTBEpKIeHIE/0100peHIe
OKCHEPTHBIM COBETOM
OpraHM3aIiN
(3CO)/He3aBUCHMBIM 3THYECKHM
komureroM (HOK) cnemyrommux
JIOKYMEHTOB:

JlOKyMEHTaJIbHO OATBEPIHUTH, YTO TAaHHOE
HCCIIeIoBaHKe OBIIIO PACCMOTPEHO U
yrBepxkaeHo/omoopeno CO/HIOK. Yka3wsiBatoT HOMeEp
BEPCHH U JaTy TOKYMEHTa

- IPOTOKOJIA ¥ JIFOOBIX MOIIPABOK
- IPK (ecnu Tpebyercs)

- (hopmbI HHPOPMHUPOBAHHOTO
coruacus

- MF000# NpyToi MICEMEHHON
nHpopManum, nperocTaBIsIeMOn
cyOBeKTaM

- PEKJIAMHBIX OOBSBICHHUN /IS
NIPUBJICYEHHS CYOBEKTOB B
nccienoBaHue (eciu
HCTIONB3YIOTCS)

- uH(opMaLHU 0 KOMIIEHCAI[H
cyOBeKTaM (TIpH HATHYHH)

- MOOBIX MHBIX
YTBEPKIICHHBIX/0100pEHHBIX
JIOKYMEHTOB

8.2.8  CocraB DKkcIIepTHOrO
coBeTra
opranusaiun/HesaBrucumoro
ITUYECKOT0 KOMHUTETA

JIOKyMEHTAJILHO 3aKPENNUTH COOTBETCTBUE COCTAaBa
3CO/H3K tpeboBanusm GCP

(tme
Tpebyer
csi)

8.2.9  Pazpemenue/onobpenue

Z[OKyMeHTaJ'ILHO NOATBCPAUTD, UTO IIPU HAJIMYNHU
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HaumenoBanue nokymeHnra Henn Haxonurcs B
daitnax
HCCIIEIO | CHOHCOp
Batemst/o | 2
pranusan
nn
MIPOTOKOJIA/yBEOMIICHUE O MIPUMEHUMBIX HOPMAaTUBHBIX TPEOOBAaHUI (rme (rme
MIPOTOKOJIC OT YIOJHOMOUYCHHBIX | pa3pelieHue/000peHre/yBeIOMICHHE Tpebyercs) | TpebyeT
opraHoB (rze Tpedyercs) YIIOJTHOMOYEHHBIX OPTaHOB IIOJIyYEeHO JI0 Havaja csl)
HCCIIeIOBAaHUS
8.2.10 Curriculum vitae u/umu JloKyMeHTaJIbHO MOJATBEPAUTH KBANU(PHUKALUIO 1 X X
JIpyrUe JOKYMEHTHI, MIPUTOTHOCTD /SISl IPOBEACHUS UCCIIEI0OBAHMS H/UIN
TTOITBEPIKTAIOIITHE OCYIIECTBIICHHUS MEIUIIMTHCKOTO HAOMIOICHAS 32
KBaTU(HUKAIHMIO UCCIIEOBATeNIe | CyObeKTaMu
1 COUCCIIeToBaTeNIeH
8.2.11 HopwmansHslil muama3oH | JloKyMeHTaJIbHO 3aKpPETUTh HOPMAaJIbHEIA AHAaNa3oH X X
3HAYCHUH [T MIPEIYCMOTPCHHBIX | 3HAYCHUH IS 1a00paTOPHBIX TECTOB
MIPOTOKOJIOM
MEIUIITHCKUX/Ta00PaTOPHBIX/TEX
HUYCCKUX MPOLICIYP W/UIH
TECTOB
8.2.12 JIOKyMEHTaJIbHO MOATBEPAUTH IPUTOAHOCTD X X
MenuiuHckre/madbopaTopHbie/Te | 000pyIOBaHUS sl POBEJACHUS TPEOYEMBIX TECTOB U (toe
XHUYECKHE TPOIIEYPhI/TECThI: obecrieyeHUsT HaJISKHOCTH PE3yJILTaTOB TpeOyeTcs)
- cepTuduKaIms
- WM aKKPEIUTAIHS
- WM BHYTPCHHUH W/MH
BHEIIHWH KOHTPOITb Ka4ecTBa
- WIH APYTHE METOJBI
moITBepxkIeHu (T1Ie Tpedyercs)
8.2.13 OO0pa3Is! ITUKETOK Ha JIOKyMEHTaIBEHO MOITBEPIAUTE COONIOICHHE X
YIaKOBKaX HCCIETYEMBIX COOTBETCTBYIOIINX TPEOOBAaHUN K MApPKUPOBKE
MPOJIyKTOB UCCIIelyeMOro npernapara u MPUroAHOCTh HHCTPYKIUN
JUTsE CYyOBEKTOB
8.2.14 Hucrpykuus 1o JIOKyMEHTaIbHO 3aKpeNUTh UHCTPYKLUU [ X X
00palleHHIo C UCCIeyeMbIMU obecrieueHns] HaIJIekKaIIero XpaHeHus], yIIaKOBKH,
MPOJIYKTaMH ¥ PACXOIHBIMH pacripeieseH s U YTHIN3aH1 UCCIIEAYEMBIX MTPOIYKTOB
MarepuaiaMy (€Clid He BKIIIOUYEHO | M PacXOJHbIX MaTepHajIoB
B IIPOTOKOJI WJIH OPOIITIOPY
HCCIICIOBATEIS)
8.2.15 VYwuer mocraBok JIOKyMEHTaIEHO 3aKpENHTh AAaTHI U CITOCO0 MOCTAaBKH, X X
HCCIIEAYEMBIX IPOITYKTOB U HOMeEpa CepHil HCCIIeyeMBIX MPOIYKTOB U PACXO0IHBIX
Pacxo/HBIX MaTepuaIoB MarepuaiioB. [103BOJISET OTCIENTH CEPUIO TPOTYKTA,
KOHTPOJIMPOBATh YCIOBUSI NOCTABKU M BECTH YUET
8.2.16 Ceprudukars JloKyMeHTaIbHO MOATBEPAUTE OUIMHHOCTD, YUCTOTY U X
aHAJIHM30B ITOCTABICHHBIX KOJINYECTBEHHOE COZIEPIKaHNE aKTHBHOT'O BELIECTBA
HCCIIEIyeMbIX MPOAYKTOB (103MPOBKY) HCCIIElyeMbIX IPOJIYKTOB
8.2.17 Ilpoueypsl pacKpHITHS JlOKyMEHTaIbHO 3aKpEIHTh IPOLUEAYPY IKCTPEHHON X X
KOJIa JUIsl KCCIIEIOBAHUM, uAeHTH(UKALNN MAaCKUPOBAHHOT'O HCCIIETYEMOT0 (B
MPOBO/IMMBIX CIIETIBIM METOZIOM npoaykra 6e3 HapyHIeHUsS] MACKHUPOBKH ISl OCTAJIBHBIX COOTBETC
CyOBEeKTOB TBYIOIIH
X
ciyJasx,
TPEThs
CTOpOHA)
8.2.18 PanmoMu3aniiOHHBIA JloKkyMeHTaIbHO 3aKpenuTh METO paHA0MU3aLUU X
CIMCOK CYOBEKTOB HCCIIEIOBAHUS (B
COOTBETC
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HaumenoBanwue JAOKYMCHTa

Henn

Haxonurcs B

daitnax
HCCJIEN0 | CHOHCOp
Barensi/o | 2
pranusan
nn
TBYIOLIN
X
cIry4asx,
TPEThs
CTOpPOHA)
8.2.19 Oryer MmoHuTOpPa O JloKyMeHTabHO MOATBEPAUTE IPUEMIIEMOCTh X
HpeIBapUTEILHOM BU3HTE HCCIIEI0BATENBCKOTO LIEHTPA TSl TaHHOTO
nccieroBanus (Moxet ObITh 00BearHEHO ¢ 8.2.20)
8.2.20  Ortuer MmoHHTOpPA O JIOKyMEHTaIbHO MOATBEPANUTE (PaKT 03HAKOMIICHUS X X
CTapTOBOM BU3HTE HCCIICIOBATEIS M 3aHATOTO B UCCIICIOBAaHHUH MIEPCOHAIA
C MpoLEypaMH UCCIIEA0BaHUS (MOXKET OBITH
o0wveanHeHo ¢ 8.2.19)

8.3

B IMOATBCPIKACHUC TOI'O, YTO BCA HeO6XO,Z[I/IMa$I HOBasd I/IHq)OpMaI_II/IH AOKYMCHTAJIbHO O(bOpMJ'IHeTCH 110
MEpPE €C MOCTYIICHUS, B JOMMOJHCHNEC K BBIIICIICPCUNCIICHHBIM JOKYMCHTAM, UMCIOIIIUMCS B (1)21171.]16, 10

Bo Bpems KiIMHU4YecKol (pa3bl UCCIICI0BAHUSA

XOo4y ucciaeaoBaHuA HGO6XO,I[I/IMO ,I[O68.BJ'I$ITI> CJICAYIOUC NOKYMCHTHI:

HaunmeHoBaHue nokymeHTa

Llenb

Haxopautcst B haiinax

Hccleso- CIIOHCOD
Ba- a
Tes/opra-
HHU3aLHUH

8.3.1  OOHOBICHHBIE BepCHH
OpOLLIOPBI HCCIIEI0BATENS

JIOKyMEHTaIIbHO 3aKPEIHTh (PaKT CBOCBPEMEHHOTO
COOOIIEHNS HUCCIIEN0BATENI0 HEOOXOIUMOM
WHPOPMAIIUH TI0 Mepe €€ TOCTYIUICHU

X X

8.3.2  JIroboe n3MeHeHue:

- mpoTokoua/morpaBok U UPK
- (hopmbI HHPOPMHUPOBAHHOTO
coriacus

- 1r000#t IPyTOH MUCHMEHHON
nHpOPMAaNNH, TPEIOCTABIIEMON
cyObekTaM

- peKJIaMHBIX OOBSIBICHUH IS
NIPUBJICYEHHS CYOBEKTOB B
nccienoBaHue (eciu
HCTIONB3YIOTCS)

HOKyMCHTaJILHO 3aKpPCINTh U3MCHCHUS JaHHBIX

JAOKYMCEHTOB, IPOU3BCICHHBIC BO BpEMS UCCIICJOBAHUSA

8.3.3 latupoBaHHoE U
JIOKYMEHTaJIBbHO 0(hOpMIICHHOE
YTBEpK/IeHHe/000peHue
DKCHEPTHBIM COBETOM
OpraHu3aiiu
(3CO)/He3aBUCHMBIM ITHYECKUM
komureroM (HOK) cremyrommx
JIOKYMEHTOB:

- TIONIPaBOK K NIPOTOKOITY

- HOBBIX pEJaKIMi:

JIOKyMEHTaJIbHO MOATBEPAUTH (DaKT PACCMOTPEHUSI U
yrBepxkaeHus/onodpenns ICO/HIK monparok u/wimm
HOBBIX PeIaKIUi. YKa3bIBAKOTCS PElaKIys U 1aTa
JIOKyMEHTa
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HaumenoBanwne JAOKYMCHTa

Ienp

Haxopwurcs B aiimax

Hceieno-
Ba-
Tess/opra-
HHU3aLHH

CIIOHCOD
a

- (hopMBI HHPOPMHPOBAHHOTO
coriacus

- IPEOCTaBISEMBIX CyObEKTaM
MaTepuaioB

- PEKJIaMHBIX OOBSBICHHUN JUIs
NIPUBJICYEHHS CYOBEKTOB B
uccienoBaHue (eciu
UCTIOJNIB3YETCST)

- ApYyrUx

YTBEP KIICHHBIX/0T00pEHHBIX
JOKYMEHTOB

- Pe3yNIBTAaTOB IEPHOIUYECKOTO
paccMOTpeHHUs JOKYMEHTALHH 10
HCCIIeAOBaHMIO (T1e TpedyeTcs)

8.3.4 T'me Tpebyercs,
paspeieHne/ogo0peHue/yBeaomie
HHUE YIIOJIHOMOYCHHBIX OPraHOB
UL

- IONIPABOK K MPOTOKOJY U APYTUX
JIOKYMEHTOB

JIOKyMEHTaJIBHO 3aKPENHUTh COOTBETCTBHE
MIPUMEHUMBIM HOPMATHBHBIM TPEOOBaHUSIM

X
(rme
TpeOyeTcst)

8.3.5  Hayunyto 6uorpaduro
(curriculum vitae) HOBBIX
HCCIICOBATENCH /MK
comccienoBarenei

Cwm. 8.2.10

8.3.6 I3MeHeHus: HOpMaJIbHOTO
JIarta3oHa 3HAYeHUH JIs
MIPEAYCMOTPEHHBIX IIPOTOKOJIOM
MEIUIITHCKUX/Ta00PaTOPHBIX/TEXH
MYECKHX MPOIEyp/TECTOB

JIOKyMEHTAIIbHO 3aKPENUTh HOPMAIbHBIN JHANa30H
3HAYEHHH TECTOB, U3MEHEHHBIX B XOJIE HCCIICIOBAHUSI
(cm. 8.2.11)

8.3.7  U3meHeHwus B
MEIUIMHCKHUX/1a00paTOPHBIX/TEXH
MYECKHX MpOoLeypax/TecTax:

- cepTuduKanms

- WJIM aKKpeIuTalus

- WJIM BHYTPEHHHUH W/WJIN BHEITHUNA
KOHTPOJIb Ka4eCTBa

- WIN JIpyTUE METOJIBI
HOATBEpXKIeHHUs (T1Ie Tpedyercs)

I[OKyMeHTaHI)HO MOATBEPANUTDL, YTO TECTHL
MpOoaOJDKAOT OTBECYATh Tpe60BaHI/IﬂM B TCUCHHC
nepuoja uccienoBanus (cMm. 8.2.12)

X
(rme
TpebyeTcst)

8.3.8  lokymeHTanus 1o
MIOCTaBKaM HCCIIEIyeMbIX
MIPOJIYKTOB M PACXOIHBIX
MaTepHaJIoB

Cwm. 8.2.15

8.3.9  Ceprudukats! aHammsza
HOBBIX CEPUil UCCIIEIYEMbIX
MPOJIyKTOB

Cwm. 8.2.16

8.3.10 OTueTsl MOHHUTOPOB O
BH3HTaX

JIoKyMeHTaIbHO 3aKpEMUTh BU3UTHI MOHUTOPOB U UX
pe3yIbTaTHI

8.3.11 CymecTBeHHBIC s
HCCIIeJOBAaHUs
MIEPEroBOpHI/TIepenucKa (IOMHUMO
BU3UTOB):

- IepenucKa

- 3aIIMCH BCTpeY

- 3anKcy TeneOHHBIX

JIOKyMEHTaIbHO 3aKpEIHT JIF0OBIE COTTIAICHHS JTHOO
CYLLECTBEHHBIE IEPETOBOPEI, KaCAIOIINECs BOIIPOCOB
MIPOBEJICHUSI NCCIIeIOBAHMS, €T0 8 JMUHHCTPATHUBHBIX
aCIIeKTOB, HAapyIIEHHUH POTOKOJIA, OTYETHOCTH I10
HE>KeJIaTeIbHBIM SBJICHUSIM
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HanmenoBanue nokymeHnra Lens Haxopwurcs B aiimax
HCCIIeI0- CIIOHCOP
Ba- a
Tess/opra-
HU3AIIHI
MIEPETOBOPOB
8.3.12 TlomnmcaHHBIE POPMEI JIOKyMEHTaIbHO MOATBEPINTD, YTO COTJIACHE KaXI0TO X
HHPOPMHUPOBAHHOTO COTJIACHS cyObekTa nmoxydeHo B coorsercTBrH ¢ GCP u
MIPOTOKOJIOM JI0 Hadayla y4acTUs B HCCICJOBAHHUM.
Kpome Toro, 10KyMeHTaJIbHO 3aKpENUTh pa3pelieHue
Ha npsaMou goctyt (cum. 8.2.3)
8.3.13 [IlepBuunHas JIoKyMEeHTaJIbHO MOATBEPAUTD (DaKT CYIIECTBOBAHUS X
JIOKYMEHTALVS CyOBEKTa M JOCTOBEPHOCTh COOPaHHBIX JJAHHBIX.
BKITIOYUTD MCXOAHBIE TOKYMEHTBI, OTHOCSIIIIHECS K
HCCJIEIOBAHMIO, JICYCHHUIO M aHaMHe3y CyObeKTa
8.3.14 3amonHeHHEbIE, JlokyMeHTaJIbHO 0(OPMUTH NOATBEPKICHNE X X
JATHPOBaHHBIE U MOIIICAHHBIC HCCIIeAOBATEINIEM WIH YIIOTHOMOYCHHBIMHI (xorms) (opurun
WHIWBUIYaIbHBIC COTPYAHUKAaMH HCCIIEI0BATEIS 3aPETHCTPUPOBAHHBIX a)
peructparmionssie kapTel (MPK) JAHHBIX
8.3.15 JloxymeHTHpOBaHUE JOKyMEHTaIIbHO 3aKPETHTh BCE X X
ucnpasienuit B UPK M3MEHCHHUS/ IOTIOTHCHUS WITH MICTIPABIICHIIS, (xorms) (opurun
cnenannsle B IPK mocre 3anmcn nepBoHAYaIBHBIX a)
JTAHHBIX
8.3.16 VYBemomiieHHE CIOHCOpA YBemomIteHE CIIOHCOPa UCCIIEAOBATENIEM O CePhE3HBIX X X
HccIe0BaTeIeM O CEPbe3HBIX HEXKeJIaTeIbHBIX SBICHHUIX U COOTBETCTBYIOILUE
HEXeEJIaTeNIbHbIX SABJICHUSAX U 0T4eThI cornacHo 4.11
COOTBETCTBYIOIINE OTYETHI
8.3.17 VYBemomiicHHE CIIOHCOPOM | YBEIOMJICHHE CIIOHCOPOM W/WJIM HCCIeIoBaTeneM (4To X X
W/WIHM UcciieoBaTeseM (4To NPUMEHHMO) YHOJHOMOYeHHBIX opraHoB u DCO/HOK (rme
MPUMEHUMO) YIIOTHOMOYEHHBIX 0 HEeIIPEABHUICHHBIX CEPbE3HBIX HEXKeNATENbHbIX Tpedyercsi)
opranoB u 9CO/HOK o peaxiusix B cootBeTcTBUU ¢ 5.17 m 4.11.1 u o apyroit
HETIPEABUICHHBIX CEPhE3HBIX “HpOpMANUH IO 0€30ITACHOCTH B COOTBETCTBUH C
HEeXeJIaTeIbHbIX PEaKLHUsIX U O 5.162u4.11.2
ZIpYTO# HH(POPMALIAH TI0
6e30macHOCTH
8.3.18 Coobenne cioHCOpOM Coo01eHre CIOHCOPOM HCCIIeIOBATEI0 HHPOPMAIIUT X X
HCCIIEOBATEI0 HH()OPMAITIH TT0 o Oe30MaCHOCTH B COOTBETCTBHH C 5.16.2
0€3011acHOCTH
8.3.19 I[IpomexyTouHbIE WK IIpoMexyTOUHBIE WIIN TOJIOBBIE OTYETHI, X X
TOJIOBBIC OTUETHI, npeaoctasisiembie DCO/HOK B cootBeTcTBUM ¢ 4.10 1 (rnme
npenocrasisiembie DCO/HOK u YIOJHOMOYEHHBIM OpTaHaM B COOTBETCTBUU € 5.17.3 TpebyeTc
YIIOJIHOMOYEHHBIM OpraHaM s1)
8.3.20 XKypHay cKpUHHHTa JIOKyMEHTaJIbHO 3aKpEeNuTh WACHTU(UKALINIO X X
CyOBEKTOB CyOBEKTOB, MPOIIEANINX MEPE UCCIIEIOBAHUEM (rme
CKPUHUHT TpedyeTc
)
8.3.21 Cmucok JlokyMeHTaIbHO NOATBEPAUTD, UTO X
NICHTH(UKAIMOHHBIX KOJO0B HCCIIeI0BATENb/OpraHU3aus XPAaHUT
CcyOBEKTOB KOH(MAECHIIMAIBHBII CIIMCOK UMEH BCEX CYOBEKTOB,
KOTOPBIM IIPH BKJIIOYEHUH B HCCIIEA0BaHNE OBLIN
TIPUCBOCHBI WICHTH(UKAMOHHBIE KOIbI. [Io3BOMISIET
HCCIIeI0BATENI0/OpraHi3aluy NISHTU(UINPOBATh
M000T0 CyOBeKTa
8.3.22 XKypHnaun peructpauuu JIOKyMeHTaIbHO 3aKpEIHUTh XPOHOJIOTHYECKYTO X
BKJIFOUEHHS CYOBEKTOB MOCJIEI0BATENILHOCTh BKIIIOYEHUSI CYOEKTOB I10
UACHTH(UKAIMOHHBIM KOJIaM
8.3.23 Vwuer uccieayemMoro JIOKyMEHTaJIbHO 3aKPEIHTh UCIIOIb30BAHHE X X

IIPOAYKTA B UCCJICNOBATCIIBCKOM

HCCIIEAYEMOTO MPOJAYKTA B COOTBETCTBUM C
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HanmenoBanue nokymeHnra Lens Haxopwurcs B aiimax
HCCIe0- CIIOHCOP
Ba- a
Tess/opra-
HU3aIUuN
LIEHTpPE IIPOTOKOJIOM
8.3.24 Jluct ob6pa3moB nognuceld | JJOKyMeHTaIbHO 3aKpemuTh 00pa3Ibl OATHCEH 1 X X
MHHIUAIIOB BCEX JINI], yIIOTHOMOYEHHBIX BHOCUTB
JaHHble w/unn ucnpasneHns B IPK
8.3.25 Vwuer xpaHAmmUXCS JIOKyMEHTaNbHO 3aKpENHUTh MECTOHAXOXKICHUE U X X
00pasoB ONOJIOTHYECKUX UACHTH(UKALNIO XPAHSIIUXCS 00pa3IoB B CIydae
XKHUIKOCTEH/TKaHe (ecnu HEOOXOAMMOCTH IPOBEACHHS IOBTOPHBIX aHAJIM30B
UMEIOTCS)

8.4  Ilocje 3aBepiieHHs] HJIH MPEKPAIEHNUsI HCCIeT0BAHUSA

[locne 3aBepieHUsT WIKM NPEKPAIICHUS UCCIEIOBaHUS BCE JOKYMEHTHI, IepeduciieHHble B 8.2 u 8.3,
JIOJKHBI COJIEpKAThCs B (paiiie uccie0BaHus BMECTE C HUKEYKa3aHHBIMU JIOKYMEHTAMU:

HanmMenoBanmne nokymeHra Lens Haxonwutcs B ¢atinmax
UCCIeI0Ba- CIIOHCOP
TeJst/OpraHu- a
3aluu
8.4.1  VYuer uccienyemMoro npoaykra | JJOKyMeHTanbHO 3aKPEUTh UCTIOIB30BaHUE X X
B HCCIIEIOBATENILCKOM IIEHTpE WCCIIeTyeMOT0 MIPOJYKTa B COOTBETCTBUU C

MPOTOKOJIOM. JIOKYMEHTaJIbHO 3aKperHTh
pe3yJbTaThl OKOHYATENILHOT'O MOJICYETa
KOJINYECTBA MCCIIEyEMOTO MIPOAYKTa,
MIOJTy4YEHHOTO MCCIIEA0BATEILCKUM [ICHTPOM,
BBIJJAHHOTO CyObEKTaM, BO3BPAIIEHHOTO
CyOBEKTaMH 1 BO3BPAILIEHHOT'O CIIOHCOPY

8.4.2  JlokymeHTamwms mo JIOKyMEHTaIBHO 3aKpenuTh (aKT YHUITOKCHHS X X

YHUUYTOXXCHHUIO UCCIIETyeMOTro HEUCIOJIb30BaHHBIX UCCIIEYEeMbIX IPOIYKTOB (ecnu

NPOJIYKTa CIIOHCOPOM HJIU B HUCCIIEIOBATEILCKOM LICHTPE YHUYTOXKEH B
KIIMHUYECKOM

HEHTpE)

8.4.3 HTorosslii crimcok CraenaTh BO3MOKHOU MICHTH(PHKAIINIO BCEX X

UIeHTH(OUKAIUOHHBIX KOJOB BKJIIOYCHHBIX B HCCJIEAOBaHHE CYyOBEKTOB B

CcyOBeKTOB cirydae He0oOXOIMMOCTH UX MOCIIEAYIONIETO

HaOmroneHust. CIMCOK JOJDKEH XPAaHUTBCS ©
co0uoieHreM TpeboBaHui
KOH(I)H}]GHHH&HBHOCTH B TCUCHHC
COTJIACOBAHHOTO CPOKa

8.4.4  Ceprudukar aynura (eciu JloKyMeHTanbHO 3aKpenuTh (haKT MPOBEACHUS X
nMeercs) aynura

8.4.5  Otuer MOHHTOpA O JloKyMeHTaIbHO 3aKpENUuTh OKOHYaHUE BCEX X
3aBEpIIAOIIEM BU3HUTE MEpPOIPHUATHH HCCIIeIOBaHNS, HEOOXOIMMBIX

JJIA 3aBEPIIAIOMICTO BU3WUTA, U HAJTUMYUC KOITH I
OCHOBHBIX TOKYMEHTOB B COOTBETCTBYIOIINX

(hatimax
8.4.6  JlokymeHTamus mno Bo3sBpataercs cioHCopy U1l TOKYyMEHTaIbHOTO X
pacrpesieneH1Io CyObeKTOB T10 3aKpeIJIeHHs] UMEBILIUX MECTO CITy4aeB
rpynnam U pacKpbITHIO KOJIOB BCKPBITHSI KOJIOB
8.4.7  Urorosslii oTyeT JloKyMeHTaIbHO 3aKpENuTh 3aBEPIICHUE X
HcCcieIoBaTelIsl, IpeJoCTaBIsIeMblil WCCIIETOBaHUS
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HaumenoBanue noxkymenra Lens Haxonutcst B (haiinax
HCCIIEIOBa- | CIOHCOP
TeJst/OpraHu- a
3aIiH

DCO/HOK (ecnu Tpedyercs) u

YIIOJIHOMOYEHHBIM OpTaHaMm (rie

TIPUMEHNMO)

8.4.8  Otuer 0 KIIMHAYECKOM JIOKyMeHTaIbHO 3aKpENHTh PE3YIbTaThl X X

HCCIIEJOBAaHUU WCCIIEIOBaHNS M UX HHTEPIPETAIHIO (ecan
TIPUMEHIMO )
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