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Opranusanus: Komurer no Otuke npu GpenepanbHOM rocy1apeTBEHHOM GI0IKETHOM YUPEXKICHUN
«HaunonansHplii MEIMLMHCKMH KCCEI0BATENBCKHUI neHTp onkonorud uM. H.H. ITerposay
Munucrepersa 3apaBooxpanenus Poccuiickoii ®enepauun (nanee - ®PI'BY «HMUL] oHkonoruu
um. H.H. [letposa» MunsgpaBa Poccum) sBnseTcs IOCTOSHHO JEHCTBYIOIIUM  OpPraHOM,
OPraHM30BAHHBIM IO pacropskeHuio aupekropa @PI'BY «HMULL onkonoruu um. H.H. Tlerposax
Mumnznpasa Poccuu (nanee - Vupexnaenue).

Haseanue: Komurer no Otuke npu ®I'BY «HMMHIL] ouxonoruu um. H.H. ITerporay» Munsnpasa
Poccnu (nanee - K3), noxansHsiit studeckuit komurer npu OIBY «HMMLI oukonoruu umenu H.H.
[lerpoBay Munzmpasa Poccun (JIDK) v OHKOMOrMYecKMil HE3aBHCHMBIA 3THYECKMH KOMHUTET
(OnkoHOK) ABNSIOTCS CHHOHMMAaMM, M IOIYCKAETCS MCIIONb30BaHME JTIOOBIX U3 [IEPEUYUCTIEHHBIX
Ha3BaHUM B JOKYMEHTaX.

Iens oprammsammm: KO opraHusoBa n/is NMpOBeNeHMs HE3aBUCHMOM 3THUECKON SKCIIEPTH3BI
OHOMENHMUMHCKUX MCCIENOBAHHI C YyYaCTHEM YENOBEKA HIIM GHONOrMYecKOl MOJEIM B KAYECTBE
cybbekra mccienoBanus. KO paGoraer ¢ Lemblo ofecrnedeHus 3aiquThl npaB, 0€30IacHOCTH U
Graronosmy4us cyOBeKTOB HCCIIEAOBAHUS U BBICTYIAET 1Sl o6LIecTBa rapaHToM Tako# 3amuTel. KD
peanusyeT ykasaHHYIO (QyHKLMIO IyTeM PacCMOTPEHHs, ON0BPEeHHs MpPOTOKONa UCCIIeIOBAHMUS,
KaHM/IaTyp MCCTE10BATeIeH, HCCIIE/IOBATENBCKUX LIEHTPOB, MATEPUAIIOB K METO/IOB MCCIIEIOBAHNS,
a TAKOKe OCYLIECTB/ICHUs KOHTPOJIS 38 KAYECTBOM M YCJIOBHSIMHU MPOBEIEHHUS UCCIIEIOBAHUS.
OGaacTh npuMenenus: JaHHAs CTAHAAPTHAS ONEPALMOHHAS npouenypa (nanee - COIT) otHocHTCs
KO BCEM BUJaM JearenbHocTH KD.

OtBeTcTBeHHOCTH: B cdepy OTBETCTBEHHOCTH uieHOB KD, He3aBUCHMBIX KoHncynpranTos,
MPUITIALIEHHBIX JIULL, UCCIIeloBaTe IeH, Bpaded U Ap. pabOTHUKOB YUPExKAeHHs BXOAUT H3y4eHHe,
aHanu3 W cneposanne COII KD, cobmrogeHHMe NPUHLMIOB, H3JI0KEHHBIX B OCHOBHBIX
ME@XKAYHAPOAHBIX M  OTEHYECTBEHHBIX OTUYECKMX JOKYMEHTaX, M HOPMAaTMBHO-NPAaBOBBIX
AOKYMEHTaX, PErIaMEHTHPYIOIMX MPOBEICHHE OMOMENMIMHCKHX HCCIENOBAHMM C ydacTHeM
4eioBeKa U OMOJIOrMYecKOi MOJIENH B KaueCcTBe CYOBEKTa HCCIeNOBAHMS.

Ilnan - rpagux:

Ne ' Bup nesrensHocTH OTBETCTBEHHOCTH

Unenr! K3, Cexperapuar, He3aBUCHUMBIE
KOHCYJIbTAHTBI, IPUIIIAIEHHBIE JIHIIa,
HCCIIeI0BATENN

1 CobmroeHre HOPM 3THKH

2 ITepoHavanbHelii cocta KB

Hupextop YupexaeHus

Orcrapka, qucKBanudHKaLws, 3aMeHa dwieHoB KD,
YTBEpK/IeHHE HOBHIX uiieHoB KD

Yienst K3, Cexperapuar, {upextop
Vupexnenus

TpeboBaHue k uneHaM

Unensr K3, Cexperapuar

He3aBucuMble KOHCYIBTAHTBL B DKCIIEPTHI U3 COCTaBa
yneHos KD

Ynensr K3, Cexperapuar

Craxepsl, NpUTIIAIIEHHBIE U

Unensr K3, Cexperapuar

IIOJDKHOCTHLIG JTHla

Ilpencenarens, 3aMecTUTENb NpeaCeaTeNs
K93, Cexperaps K3

Cexperapuat

Cexpetaps KD

O6s3aHHOCTHY U chepa OTBETCTBEHHOCTH YiieHoB KD

Unensr KD

10

TpeboBanus no KBOpyMy

Unens! KO

11

Opranusanys paboThl

Cexkpertaps KD

12

duHaHCOBOE obecnieueHue aeareibHocTd KD

Jupextop YupexaeHust
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13 Hezasucumocts K3, KOH(IHUKT MHTEpPECOB, Jupexrop Vupexnenus, Unensr K3,
KOH(UIEHIMATEHOCTE CekpeTaprat

14 Pocmyck K3 Hupextop Yupexnenus, Ynenst KO

15 KOoHTaKTHBIE JaHHbBIE TomxrocTHBIE Muna K3

6.1. Cob.roqeHHEe HOPM STHKH:

KD pykoBozmcTByeTcss B CBOMX OLIEHKAX, PEKOMEHIALMAX M PELICHHSX YHUBEPCATbHBIMU
STUYECKMMY MPUHLMIIAMY, H3J0KeHHbIMH B HropuOeprckom kopmekce W XeNbCHHKCKOMN
nexnapanuu BeemupHoH MenuIMHCKOM acconpanuy (1964 r. 1 ee mocIeayommX peaakuusx);
K3 B cBoeii paboTe yuuTsIBaeT HALMOHAIBHBIE W MEKIYHAPOAHBIE PYKOBOJICTBA IO 3THKE
OHOMEIMIIMHCKUX HCClleoBaHmil ¢ yyacTreM yenoseka, CIOMS, WHO, Konsenio Coserta
EBpornsl o npaeam uenoBeka 1 GHOMEIUIMHE U APYTHe MEXIYHAPOIHBIE JOKYMEHTHI;

K3 paspabareiBaer coberBennbie COITbI, OCHOBaHHbIE Ha PEKOMEHJALIMAX KOMUTETA 110 STHKE,
NPOBOIAIIMM  3KCIEpTH3y  OHMOMEIULIMHCKHMX  HCCIEeNOBaHMM, u  MeXIyHapOIHOM
Kondepenumu 1m0  rapMOHM3aLMH  TEXHUYECKUMX  TPeOOBAHMM K  pETMCTpallUy
dbapmaneBTHYECKUX CPEACTB i npumeHeHus denosekom (ICH), BO3;

K5 paboTaeT B COOTBETCTBMH CO CNEIYIOIMMH POCCHMCKAMH HOPMATHBHBIMH aKTaMH,
BKJIFOYasi, HO HE OrPaHUYUBASACE:

Konctutynus Poccuiickoit @epeparmu ot 12.12.1993 (crates 21);

@enepanbHeiii 3akoH 0T 12.04.2010 Ne61-D3 B nmeiictByromed penakuuu «O6 obpaieHun
JIEKAPCTBEHHBIX CPEZICTBY;

@enepanpHplii 3akoH oT 21.11.2012 Ne323 «O6 ocHOBax OXpaHBI 3[I0pPOBbsS TIpaXKaaH
B Poccuiickoit @enepauuny;

@enepanbHbIi 3ak0H OT 27.07.2006 Nel52-D3 B neicTByromeit penakiuu «O nepcoHATBHBIX
JaHHBIXY;

IToctanosnenue IlpaBurenscrBa Poccuiickoit ®eneparmu ot 13.09.2010 Ne714 (penm. ot
15.10.2014) «O6 yrBepxaeHu: THIOBBIX NpaBUlI OOS3aTENBHOrO CTPAXOBAHMS JKU3HH U
3IOPOBbS IIAlMEHTa, YYacCTBYIOINEro B IJIMHUYECKUX HCCICNOBAHUAX JIEKAPCTBEHHOIO
Ipernapara;

ITocranosnenne IlpaBurensctBa Poccuiickoit ®emepammu ot 30.06.2004  Ne323
«O6 yrepxkaenun Ilonoxkenus o DepepanbHoil cimyxbe 1o Hamsopy B cdepe
3paBOOXPAHEHUS;

Hamvionaneneiii crannapt Poccuiickoit @epepammm 'OCT P 52379-2005 «Hamnexamas
KIMHMYECKasd IIPaKTHKa» YTBEPXKAEHHbIM npukazoM (DemepalpHOr0 areHTCTBa IO
TEXHWYECKOMY PEryIUPOBAHUIO U MeTposioruu ot 27.09.2005 Ne232-ct.;

Pemenne Cosera EBpasmiickoit OxoHomudeckod kommccud Ne 79 ot 3 HosiOps 2016 r.
«O6 yreepixnennn  [IpaBunm  Hammexamed  KIMHMYECKOW MpPakTHKH — EBpasHiicKoro
9KOHOMUYECKOI'O COI03a;

Pemenne Cosera EBpasuiickoif sxoHOMMYecKoi komuccuu oT 3 Hosa0Opsa 2016 r. Ne 85 «O6
yrBepxaeHun IlpaBun mpoBeneHUs HccIeNOBaHUNA OHMOSKBHUBAJICHTHOCTH JIEKAPCTBEHHBIX
[penaparoB B pamMkax EBpasuiickoro 3KOHOMHYECKOTO CO03ay;

Pemenne Cosera EBpasuiickoii sxoHOMuYeckoit komuccun ot 3 Host6ps 2016 1. Ne 87 «O6
yrepxxaeHuu  IlpaBun  Hagmexamed mnpakTukyd — (apMmakoHamsopa  EBpasumiickoro
9KOHOMHMYECKOTO COI03aY;

Pemenue CoBera EBpasuiickol skoHOMHYeckoi komuccuu oT 3 HosOps 2016 r. N 81 "O6
yTeepkaeHuu [IpaBun Hagnesxaiei 1abopaTtopHoit npakTHky EBpazuiickoro 5SKkOHOMHUYECKOTro
coro3a B cepe oOpaleHus JIeKapCTBEHHBIX CPEICTBY

Pemenue Komnerun Espaswuiickoil sxoHOMHuecko#d komuccum oT 26.11.2019 Ne 202 «O6
YTBEp)KICHUM PyKoBOACTBA IO MOKIMHUYECKHM HCCIENOBAaHUAM 0O€30MacHOCTH B LEIIX
MIPOBEIEHHS JOKITHHHYECKHX HccliefoBaHuil U peructpanuu JIC»

ITpunoxenne k Pexomenmammu Komnerun Espasuiickoli 5KOHOMHYECKOH KOMHccHMH OT 14
HOs16pst 2023 1. Ne 33 «PykoBoacTBO 1mo pabote ¢ 1abopaTOpHBIMH (3KCIIEPHUMEHTAILHBIMH)
JKHBOTHBIMH TIPY MPOBEIECHUU JOKITHHUYECKHUX (HEKITMHUYECKHX) UCCIIeIOBaHMI
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6.2.

6.3.

®DenepanbHbli 3akoH oT 23 moHs 2016 r. N 180-03 "O GHOMEIMIMHCKHX KIETOUHbIX
npoaykrax"

IIpukas Munuctepcrsa 3apaBooxpanenus PO or 8 aerycra 2018 r. N 5121 "O6 YTBEPIKICHUH
IIpaBun Hanmexamei NpakTHKHU 110 paboTe ¢ GHOMEUIHHCKMMHI KIeTOIHBIMH NPOAyKTaMu'"
HaupoHaneHslil  cTanmapt Poccuiickoit ®enepaiyn  «PyKOBOICTBO 10  MPOBENEHHIO
KIIMHUYECKUX MCTIBITAHUM MeIMIMHCKHX u3zenuii» TOCT P UCO 14155-2014 «Kuauyeckue
uccreioanus. Hagnexamas wivHudeckas NpakTuka», YTBEpXKIEH W BBENEH B HeiiCTBHE
[Ipukasom QenepanbHOrO areHTCTBA MO TEXHHYECKOMY DEryIHpPOBAHUIO H METPOJIOTHH OT
04.06.2014 Ne 497-cr.;

Haryonansusiii craanapt Poccuiickoit @eneparmu « CHCTEMbI MEHEKMEHTA KA9eCTRBAY
I'OCT P UCO 9001-2015 or 01.11.2015 r.;

I'OCT 33044-2014 ot 01.08.2015 «IIpuHIMIE HagTexKaIIEt 1ab0paTOPHON MPAKTUKI»
Hpunoxenue 13 k Iprkasy Munnpomropra Poccuu ot 14.06.2013 N 916 (pen. ot 18.12.2015)
O6 yTBepxaeHMM TpaBWI HaJIeKalleldl MPOM3BOACTBEHHON NPAKTHKH - JIEKapCTBEHHBIE
NpenapaTsl A7 KIMHHYECKHUX UCCIIE0BAHUM;PyKOBOICTBO 10 MPOBEAEHHMIO JOKITHHUYECKIX
MCCIIE/IOBAHUH JIEKapCTBEHHBIX cpencTs. Yactu 1 u 2. — M. I'pud, 2012 r.;

Pacropsokenne  Beicmedt  arrectammoHHOM  Kommecuu  «O  mopsike IPOBEICHUS
OMOMETMLIMHCKIX MCCIIEI0BAHMH Y YeNOBeKay, ONyOIHKOBaHHOM B Bromnerene BAK (2002, Ne
3);

Hupie HOPMAaTHBHO-TIPABOBEIE JOKYMEHTEI, pernaMeHTHpPYIOLIHE IpOBEeICHHE
OHOMENMUMHCKIX HCCIIEIOBAHUMN C Y4aCTHEM YeIOBeKa H OHOIOrMYECKON MOJIEIH B KAYECTEE
CyOBeKTa UCCIIeI0BAHMS;

K5 paboraer B ctporom coorsercteum ¢ ICH GCP E6(R2) or 09.11.2016 u CTpEMHTCS
BBIIOJIHATE MEXITYHApOHbIC TPeOOBAaHMS IO 3allMTE NPaB CYOHEKTOB OHOMEIMIIMHCKHX
UCCIIEI0OBaHMIA;

K3 B cBoeii neATeNbHOCTH MPU3HAET U YBAKACT pasiHuMe KyJbTYD W PEIUrui, cobmomaer
IPUHLMIIB] HE3aBUCUMOCTH, OTKPBITOCTH, KOMIIETEHTHOCTH M ILTIOPATH3MA.
Ilepsonaganbuelii cocra K3: yreepxnaercs aupexkropom Vupexnenus u popmupyercs
NPEANOYTHTEIBHO U3 CICLMANKMCTOB B Pa3/IMYHBIX 001aCTAX 3HAHHWMH, ¢ LEeIbI0 o6ecreueHns
HauboNee BCECTOPOHHETO, TIONHOTO ¥ a[EeKBATHOrO PACCMOTPEHHMS BONPOCOB, CBS3AHHBIX C
IIPOBE/ICHHEM JOKIMHHYECKHX U KIMHHYECKUX MCCIIEN0BAHUHA.

Kaxpii ygactauk KO no/mken noanucars corfameHue o KOHUAEHIMATEHOCTH/KOHDIMKTE
unTepecoB, cormacHo COII-KD-002, obecreunBaromee coxpaHeHMe B TaliHE OT
HEYNOJIHOMOYEHHBIX HAa TO ML MHpOpPMALMHM, He NOANeXaled pasrJalleHuo, U
TNpEOTBpPAIICHHe BIUIHNS KOH(IIMKTA MHTEPECOB Ha PUHUMAEMBIE PEIICHHS.

KD mosxer BKIIOUATE B Ce0sl OT 5 CIIEAYIOMHMX CIELHATUCTOR:

CHEUMAIUCT B 00JaCTH MEOULIUHBL;

CIIENMAIMCT B 00/1aCTH AOKITHHUYECKHX HCCIIE0BaHMI;

CIIELMAIMCT B 00/IACTH KIMHHYECKUX MCCIIEOBaHMIT;

CIELMATACT, OCHOBHOH NEATEIbHOCTBIO KOTOPOTO HE SB/ISETCS 061aCTh MEAULMHEL U HAYKH,
CIIELIHAIIACT, HE ABJIAFOLIMICS COTPYIHUKOM YUpexkIeHH .

B cocras KO exomar mpencenarens KO, samecturens mpencemarens KD, CeKpeTapsb,
NOMOIIHKK CeKpeTaps U wieHbl KO, py OTCYTCTBHY KOH(IMKTa HHTEPECOB BCE MMEIOT TIPAaBO
rojoca.

KD He MOXET MONHOCTBIO COCTOSATH TONBKO W3 MY>KUMH MM TOJNBKO M3 JKEHIIMH M JODKEH
BKJIKOYATh JIML] Pa3IMYHOTO BO3pacTa.

OrcraBka, AuckBanudukanus, 3amena 4ienos KD, YTBEpKIeHHe HOBBIX wieHoB KDO:
Ynenst KO moryr yHTd B OTCTaBKY CO CBOEro IOCTa, TPEACTABMB MpOLICHME 06 OTCTaBKe
IIpencenareno KD.

Unerst KO moryt 6bITh AMCKBANMMOUIEPOBAHEI IPU HEAO6POCOBECTHOM BBINIOIHEHHH CBOUX
0053aHHOCTEH: YKIOHEHHWH OT YYacTHs B 3aceqaHusx (6omee 70% 3ace[jaHuii/CiTyyaeB B rox),
pasriauieH|u KOHOQHICHIHAIBbHON uHpopmarmm, Kacarolencst KOHKPETHOrO
AOKIMHUYECKOrO, KIMHMYECKOTO HCCIC[OBaHMA W/WIM Xoja 3acemaHuii KD u mpyrux
apryMeHToB, npezicTaBisemMsix [Ipencenarenem KO, nporece quckanudukaimu npopoguTcs
Ha 3aceanuy KO myTem ronocoBaHus YieHOB 3THYECKOrO KOMHUTETA.

KD nmomken TpOBOAMTE YACTHYHYIO pOTalMIO KaApoB C LENbI0  OBECTedeHus
MPEEMCTBEHHOCTH.
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6.4.

Unensl KO, ymenume B OTCTaBKy, B POTALMIO WM AUCKBATMGUIMPOBAHHBIE MOTYT OBITH
3aMEHEHBI B PE3yJIbTaTe COOTBETCTBYIOIIMX HA3HAUCHHUH HOBBIX YWICHOB KOMUTETA.
Pacimipenue cocrara u BBeieHMe HOBBIX wieHOB KO nposoautes no pemenuto [pencenarens
KD3. Hogple unensl BBoAsTCS B cocTaB KO nocie eAHHOIIAaCHOro rojiocoBanus uieHos KO.
Tpebosanus k wirenam K3:

ObcyxieHne KaHAMOATYp [POBOAUTCS HA OCHOBAHMM peKOMeHaauuu uineHa KD,
NPEUIOKUBIIEr0 KaHIWAATYPYy, AUPEKTOpa YUpexKIeHHUs WK [JIAaBHOrO Bpada YUperKIeHHUS.
VYcnosuem 00CyKIEHUS SBIAETCS COITaCHe KaHIWIAaTa Ha BO3MOKHOE BKIIOYEHHE B COCTAB
K3, rorosHocte cnemoBate mpasiiaM GCP, BBINOMHATE CTaHZApPTHbIE OIEPALMOHHbIE
npouenypsl K3, noanucats cornamenie 0 KOHQUISHIHATEHOCTH/KOH(DIHKTE HHTEPECOB.
Ynener KO BBIOMparoTCcs M0 MX JIMYHOCTHBIM KauecTBaM, HA OCHOBE MX MHTEPECOB, 3HAHHS U
OnbITa B 001aCTH STUKH WM HAYKH, a TAKOKe HA OCHOBAaHUM CTPEMIICHHS X TOTOBHOCTH YIEJUTh
HEeoOX0MMOe BpeMs M NMPUIIOXKUTE yCuIus st pabotel B KD, ciemoBath uensM u npasuiam
pabotsr KO.

Ilpu Berymnenuu B KD  Kakmplii ydYacTHHK [JO/DKEH IMOAINKCATH COIJIAIIEHHE O
KOHpUAEHIHANTBHOCTH/ KOHGIHMKTEe HHTepecoB, corinacHo COII-K3-002, obecneunBaroiiee
COXpaHeHWe B TaliHE OT HEYIOJHOMOYEHHBIX Ha TO JIML HH()OpMALMH, HE TMOMJIexKallen
pasrialleHdi0 M TPEedOTBpAlleHUE BIHSAHUA KOH(IMKTA MHTEPECOB HAa INPUHMMaeMble
peIeHusI.

IIpu Berymnennu B KO Kkaxapli ydaCTHMK [JaeT CBO€ COIVIACHE Ha BO3MOIKHOCTB
obHaponoBaHus WHGOPMALMHK O CBOEM ydacTHH B pabore KO M QUHAHCOBBIX OTHOLICHHSX,
CBSI3aHHBIX C 3TOM paboTOiA.

ITpu Betynnenun B KO u Bo Bpems paborsl B KO kaxnmpiid yuacTHuk cooburaer KO 06
HMEIOLIEMCS/BO3MOXKHOM ~ KOHQIIMKTE  MHTEpecOB  WIM  KakoW-mubo  CTemeHH
3aMHTEPECOBAHHOCTH - B (DUHAHCOBOM, NpPOGEeCCHOHAIPHOM WIM WHOM OTHOLICHWH.
Vuactauku KO npusHaroT, 4To CyIIECTBYIOMIME alTOPUTMBI 3aIUThI OT BIMSIHUS KOH(IUKTA
UHTEepecoB Ha mpuHUMaeMble KO pelneHus, 0CO3HaHHOE TIOHUMaHWE MPoOIeMBbl U JKeJlaHue
cobmonaTe HOpMaTUBHEIE TPEOOBaHMUS, TO3BOISIOT W30€XKaTh BIUIHHE KOH(IMKTa HHTEPECOB
Ha 00BEKTUBHOCTH NpHHUMaeMbIx KO pereHwii.

®dopMUpOBaHHE BCeX IIOCIEAYIOIIMX COCTABOB OCHOBAaHO Ha INPUHLMIIAX OpraHU3aLuU
NIepBOHAYAIIEHOTO COCTaBa, OAHAKO cdepa rmpodeccHoHaTbHON fesTebHOCTH uneHoB KO yxe
HE OrpaHUYUBACTCS.

KoHcyabTaHTBI H DKCHIEPTHI:

KD Mmoxer onuparscsi B CBOMX CY)KICHHSIX OTHOCHUTENIBHO OTJENBHBIX BOIPOCOB Ha MHEHHE
KOHCYJIbTAHTOB U 3KCIIEPTOB, OTHAKO, MX TOJIOC SIBJISIETCS COBELIATEIbHBIM, & HE PELIAIOLIUM.
Br16op koHCynbTaHTa U ero obs3arenseTBa onucanbl B COII-KD-003.

KD MoxkeT onupaThcsi B CBOMX CYKAEHMSX OTHOCHTETBHO OTZENBHBIX BONPOCOB HAa MHEHHE
Okcnepra u3 yucia wieHoB KO, o1HaKo, ero roioc 0yaeT pelaoiuM TOJIBKO MPU OTCYTCTBUH
KOH()IMKTA HHTEPECOB.

Hasnauenue Okcnepra u3 uncina wieHoB KO u ero obs3arensersa ormucansl B COIT-K3-004.
Okcneptsl KO M KOHCYNBTaHTBI JOJDKHBI IPEIOCTaBUTh JaHHBIE O IOATBEPXKACHUU CBOEH
kBanudukaimu (Gopmer COII-003-04 u COIT-004-05).

KoHCyNbTaHThl, PU TPUBICYEHUH K I3THYECKOH SKCIepTH3e, Kak W wieHsl KO, HO/mKHBI
NIOAINKCATh COrMalieHrue 0 KOHUICHIMATBHOCTH/KOH(IUKTE HHTEPECOB.

Craxepbl, NpUrJameHHbIe JIHIA:

KD wMoxer npoBOOUTH MpOrpaMMbl CT@KHUPOBOK C  ILENBIO  CO3[aHMA  IIKOJIBI
npo(eCCHOHANBHBIX 3KCIIEPTOB, IPEEeMCTBEHHOCTH, OOydYeHHs WHcciaenoBatenel, obmeHa
onsIToM ¢ apyrumu K3 1 MOCTOSHHOTO MOBBIIEHHS YPOBHS MPOBOAUMBIX 3KCIIEPTH3.

JIuno, usbsBUBIIEE JKeNaHue ctaTh wieHoM KO u onobpennoe wienamu K3, nomyyaer cratyc
cTaxkepa. B TeueHne He MeHee 4eM 2-X MECSYHOT0 CpOKa OH MPOXOAUT 6-uacoBoe 00ydeHHe Ha
pabouem mMecTe 0 BOTIPOCaM STHYECKO# SKCIIepTU3bl U u3ydaeT Borpocskl GCP, nmpucyTcTByeT
Ha 3acellaHHsAX, HO He TMPHUHHMAaeT y4acTHe B TrojiocoBaHMH. [lo HcCTedyeHMHM HE MEHee
YKa3aHHOrO CpOKa, M OBJAaJCHWH 3HAHWAMM M HaBBIKAMH OTHYECKOH O3KCMEpTU3Bl, OH
cTaHOBUTCS wieHoM KO.

IMpecnenys pasmuunsie uenn, KO moxeT npuBiekath K CBOel paboTe NMpUIialIeHHbIX JHLI,
rOJIOC KOTOPBIX SIBJISIETCS COBEIATENIbHBIM, a HE PEIIarOLIHM.
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6.7.

Ilpurnamenssie muua, npy npueeyeHny K pa6ote K, kak CTakepsl, KOHCY/IETAHTBI ¥ WieHbl
KD, nomxHbl noamucars cornameHue o KoH(uIeHIMaTbHOCTH/ KOHKKTe MHTepeco COIl-

K5-002.

JomxkHOCTHBIE JIMnA:
Crnenyroume [OMKHOCTHBIE
COOTBETCTBUH CO CBOEH Che

muia obecreunBaloT Hamuekaulee (QyHKUMOHMpoBaHHe KD B
0l OTBETCTBEHHOCTH:

JomkHOCTE

Cdepa 0TBETCTBEHHOCTH

Ipencenarens KD

Ortseyaer 3a opranmsaumo paGotsl KD u npoBeneHue 3acenanmit K3, a
TaKKe NPSAMYIO CBA3L C aIMHMHUCTpaUMed YUpexAeHHs, MpUriallaeTt
HE3aBUCHMBIX KOHCYNBTAHTOB B Clly4ae HEOOXOAMMOCTH, Ha3HA4YaeT
SKCNEepTOB M3 cocTaBa 4ieHOB KO, OpraHM3OBBIBa€T MpOrpaMMBl
CT@XXUPOBOK ¥ NPUBIEUYCHUE NPUTNIAIIEHHBIX JIULL

3amecrurens npeaceaarens KD

OtBeyaer 3a NpOBEJIEHUE 3acelaHui B OTCYTCTBUM IpeacenaTesis U

NIOMOTraeT eMy B IPOBEICHUM 3aCENaHUI

Cexperapuar OtBeyaer 3a aIMUHHCTPATHBHBIN aCHeKT AesTenbHOCTH KD

Ilpencenatens Ha3HauaeTCs NPUKA3OM JMPEKTOpA YUPEKNEHHS W3 YHCIa COTPYAHUKOB
Yupex/ieHus, UMEIOIMX BhICIIEe MEAULMHCKOE OOpa3OBAHME, a TAKKE OIBIT paboTel 1O
OpraHM3alii NOKIMHMYECKMX M KIMHHYECKHX HCCIEOBAHMH, DAa3spelleHMIO BOIPOCOB,
CBA3AHHBIX C 3THUYECKMMH aCHEeKTaMW OpraHM3alldl M MPOBEJECHHSA NOKIMHUYECKMX WU
KJIMHUYECKHX UCCIIEI0BAHUIA.

3amecturens npencenatens KO HazHauaeTcs NMpukasoM AMpeKTopa YupeskaeHHs M3 umcia
COTPYIHHKOB YUpeXkKAEHHS, UMEIOIIMX BBICLICE MEJUUMHCKOE OOPasoBAHHE, a TAKKE OMBIT
paboThI 1O OpraHU3aLMK JOKIMHUYECKUX WM KIMHUYECKHX HCCIIeN0BAHMM,

JIO/DKHOCTHBIE MLIA MOTYT YHTH B OTCTaBKY CO CBOEro IOCTA, MPEICTABUB npolueHue 06
OTCTaBKE AMPEKTOPY Y UpPesKIeHUS.

JIOJDKHOCTHBIE JML[@ MOTYT IIPOBOJMTE POTALIHIO.

B ciyuae orcraBku wiu ucKBamMbUKALMEA JOTKHOCTHBIX JIMI] IPOBOMST HX 3aMeHy IyTeM
nepeusOpaHus WK Ha3HAYEHHUS.

Pacuipenme cocrasa u Besienre HOBBIX wieHoB KO npooautes no pemenuro [pencenatens
K3. Hossle unennl BBOATCS B coctaB KD mociie eMHOrIacHOro roocoBanus 4ieHoB K.
Cexperapuar:

Cexperapuar cocToMT U3 cekpetaps KO 1 noMolHukos cexperapst.

Cexperaps KO nasnauaercs Ilpencenaresem KD u3 uyMcna coTpymHHKOB YupexneHus,
MMEIOLMX BBICIICE WIIM CPEAHEe CrelManbHoe 00pa3oBaHue, 3HaHM B 00aCTH STHYECKHX U
NPaBOBBIX ACIIEKTOB 3aLUMTHI MpaB W CBOOOA YeoBeKa M IpaXJaHMHA, TIOATOTOBIEHHBIH 10
BOIIPOCAM 3THKH, OpraHU3alMy U MPOBEJEHUS JOKIMHUYECKHX 1 KIMHHUYECKUX UCCIIeI0BAHMM
B YUpeXICHUH, AENONPOM3BOJCTBA, Biajeiomui sHanusivu 11K, ymeromuii o6pamarscs ¢
0(UCHON TEXHUKOM.

Cekperapuat umeert ciemyromye GyHKLIHM:

opranusauys 3p$eKTUBHOrO JeI0NPOU3BOACTBA 110 KAKIOH NOTYYeHHOM 3asBKe;

AOBeJICHUE 110 CBeAeHHs WieHoB KO paccMaTpuBaeMbIX MaTepHaios;

OpraHu3aLys peryispHEBIX 3aceaHuH;

MOATOTOBKA NOBECTKU U BEIGHUE NIPOTOKOJIOB 3aCEJaHHUS;

BezieHde nokymenrauuu K3 u apxusa;

obecrniedyeHue MOArOTOBKH IIEpCoHaNa 1 uneHoB KD,

obecrieuenne HeoOxoaMMO aIMUHKUCTPATHBHOM noanepxku K3, ero Ilpencenarens B cBa3u ¢
OTHOCSAIIEHCS K €ro KOMIETCHLIMH JeATENLHOCTEIO;

TeXHUYecKoe obecneyeHue aesrensHocT KD,

obecrieuenne 06HOBIEHUS MHDOPMALMH 10 BOIPOCAM, KaCarOLMMCS STHKH, IPUMEHHTENBHO K
OHMOMEULIMHCKUM UCCIIeIOBAHHUSM;

NpUrialleHye Ha 3acefanus KO Becex 3anHTepecoBaHHBIX JIML 110 yKasaHuio Ilpencenarens;
TIOy4YEHUE OT OTBETCTBEHHOIO COTPYAHMKA y4YpexXAeHHus HHDOpMAuMu 00 yCIOBHMAX
OKa3bIBa€MbIX YCIIyI' B COOTBETCTBMH C 3aKIIOUEHHBIMH JOTOBOPaMH;
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6.9.

6.10.

6.13.

OCYILECTBJIEHHE KOHTPOJIA 33 CPOKOM HCIIOJHEHHUS 00S3aTENbCTB MO JOTOBOPY HA OKa3aHHe
YCITYT T10 3TUYECKOMY COMPOBOXKAEHHUIO KITMHWUYECKOTO UCCIeOBAHHS.

OGsi3anHOCTH H chepa OTBETCTBEHHOCTH WieHoB KI:

VuyacTue B 3acejaHUAX KOMHUTETA,;

PaccmoTpenne, ofcyxaeHHe makeTa [OKYMEHTOB, pELIEH3HPOBAHHME  IMPEIIOKEHHUH
OTHOCHTEIBHO HOBBIX MCCIIEJOBAaHMN U JOMOJHUTEIBHBIX MaTepUasioB, TPEICTABICHHBIX Ha
9KCIEPTHYIO OLICHKY;

PaccmoTpeHne OT4ETOB O Cephe3HBIX CIIyYasX HEKeNaTeNbHBIX ABJIEHHH W OTCIIEKHBAHME
BBIIIOJHEHUS] pEKOMEHIYEMBIX IEeHCTBHIA;

W3yqenue 0T4ETOB O XOMI€ UCCIIEOBAHUI H KOHTPOJIb 32 TEKYIIHUMH HCCIIEI0BAHMAMY;
O6ecneyenne KOHQUICHIMATBHOCTH JIOKYMEHTOB M MX 06CYKIeHUA Ha 3acenanuax KO;
OO0BsBreHNs 0 KOH(IUKTE HHTEPECOB;

Vyactre B 06pa3oBaTeNIbHBIX MEPONIPHITHAX B chepe STUKH GHOMEIULIMHCKUX HCCIIEI0BAHNIA;
IToBeimienre KBanupUKalMH ITyTeM CTaKHPOBOK, TPEHHHIOB, MPOIPaMM TEMATHYECKOTO
YCOBEPIIEHCTBOBAHUSA U AOMOIHUTEIBHOTO 00pa30BaHUs | T.1I.

TpeboBanusi 10 KBOPYMY:

3acenanue KO Moxxer OBITH MPOBENEHO M €r0 PELICHUS CUHUTAIOTCS JeUCTBUTENBHBIME MPH
IIPUCYTCTBUM Ha 3aceaHuu He MeHee 5 wieHoB KO.

3acenanne KO mMoxeT GBITH MPOBEIEHO M €ro PeLIeHHs CYMTAIOTCS AEHCTBUTENBHBIMH MPU
NPUCYTCTBUM Ha 3acenanuy wieHoB KO 6e3 koH(MKTa HHTEpecoB B GONBIIEM COCTABE.
Ynenam KO nomyckaercs mpucyTcTBHe Ha 3acenanusx KO mocpeacTsom TenekoH(pepeHuuH, B
TakoM ciydae uieH KO npuHuMaromuii yyacTue B roJOCOBaHMM JBAXKIBl O3BYYHMBAET CBOE
peLIeHuE 10 KaKAOMY BOIIPOCY, YTOOKI Bee wieHsl KD oquHaKOBO BOCTIPHHUMAITH €r0 OTBeT.
Bes undopmarys mo KBopymy 0ToOpaXkaeTcs B IIPOTOKOJIE 3aCeJaHus.

Oprannzanus padorsr KJ:

Pabounit s361k KO - pycckuit. Best nokymentanust KD Benercs Ha pycCKOM s3bIKe.

KO pacnonaraercs B 060opynoBaHHOM (KOMITBIOTEp, Teae(OH, KCEPOKC ¥ T.I.) NOMEIIESHHH,
IpeyCMaTpUBAKOIeM XpaHEeHHe JOKYMEHTAIMY U apXuBa, padoTy cexpeTapsi.

Cosemanus u 3acenanus KO npoBoasTes B MOMENIEHHH Y YpexICHHS.

Jlna nepenaun He KoHGHASHIMATBHON HHbOpMaLK WieHaMu KO Mcronb3yeTcs BHYTPEHHISA
MH(pOpPMaLOHHas cucTeMa «PeriiaMeHT U 3JeKTPOHHas [oYTa.

Jlns nepenaym KoHGHASHUMATEHON HHOOPMALUK HCTIOIB3YETCs SJIEKTPOHHBIH HOCHUTEIb.

KO saBnsercs OTKpeITBIM opraHoM. MHdopmaims o ero [esTensHOCTH IyOnuKyeTcs B
COLIMABHBIX CETAX, Ha calite YupexxaeHus U Ha caiite KO.

Hoxymentsl K3, Brmrouast COIN, crincku uneHoB KO u ap., MpenocTaBasroTCs 3a9BUTEIIO 110
3ampocy.

Konraktel KD ykasansl B pazznene 6.15 nactosmeii COIT;

Hcunicienre cpoka OKaszaHHMA YCIYIM IO 3THYECKOMY COIPOBOMKACHMIO HCCIIIOBAHHSA
HayuHaetcs 3a 10 pabounx nHeH 10 AaThl MPOBEASHUS SKCTIEPTH3HI.

®unaHcoBoe odecneuenne AesreaprocTa KI:

Vupexnenue obecniedrBaer KD Bcem HeoOXOAMMBIM BHE 3aBUCHMOCTH OT o0bema
BBITIOJTHSEMBIX paboT.

Cpenctea, nony4yeHHble YUYpexXIEHHEM IO JOTrOBOPaM COIMPOBOXACHHS NOKIMHHYECKHUX W
KJIMHUYECKUX HCCIIEI0BaHUH, He BIUSIIOT Ha IPHHAMaeMble pemernus K3.

HesaBucumocrs K3, KoH)IHNKT HHTEpecOB, KOHPHAEHINATBHOCTD:

H3BecTHO, YTO MOTEHUHATbHBIE NMPUYMHBI IS BOSHUKHOBEHHS 3aBHCHMOCTH M KOHGIHMKTa
HMHTEpecoB OymyT CYLIECTBOBATEH BCErAa, Kak CyLIECTBYET W BEpa B TO, YTO aAMHUHHCTPALIUS
Yupexxaenus, nomwkHocTHbIe tuna KO, wienst KO, KoHCYIbTaHTEI, pUIIIallIeHHBIE JHLA U 1.
CMOTYT HaWTH BBIXOJ M3 KOHGIMKTHOH CHUTyallMM BO MMS BBICIIEH LETH - 3allWTHI TpaB
yenoBeka. [loTeHLManpHBlE PUCKH [OJDKHBI OBITH BBIABICHBI M MPENOTBPALLEHBI ITyTEM
cobmonenus HopM stuku u COTLL

Oxcneprusza KO sgBisercs HauyalbHBIM 3TarnoM opranusauuu VccnenoBanuit B YupexIeHun U
KO3 HezaBucHM B CBOMX OLIEHKAX, COBETAX M PELICHUSX.

K3 Gonbiioe BHUMaHUE YAEIAET BLIABICHHUIO U MPEAOTBPALICHHIO KOH(IHKTa HHTEPECOB.
Bce yuactByromue B pabore KO mpunuMaroT Ha ceOs 00£3aTeNbCTBA IO COTJIALIEHUIO O
KOH(UIEHIMATBHOCTH/KOH(IIMKTE UHTepecoB, coracHo COTT-K2-002.
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Beewm yuactByroumm B paGore K3, crenyer HesameTHTeNEHO H3BECTUTE AOMKHOCTHBIX JIMIL
K3 o ¢akruyeckux mmy noTeHUMANBHBIX KOHIMKTHBIX UHTEpeCax, UMEIOIUXCS B CBA3U C
KaKkuM Obl TO, HM OBUIO KOHKPETHBIM [EJOM, HAaXOIALIEMCS Ha paccmotpenuu B KO u
BO3/IEPIKATECS OT KaKOro Obl TO HU GBITO y4acTHs B JUCKYCCHAX HIIM BBICKA3bIBAHMSA MHEHHMIL
110 MIOBOJLY 3TOTO Jea.

Ecnn y unena K3 ectb KOHQIMKTHBIN HHTEpEC, OH IO/KEH M3BECTUTD 06 5TOM Ipencenarens
MIIM €ro 3aMECTUTE/l U MOXKET He y4acTBOBATh B SKCIEPTH3E W NPHHATMM pELICHHs, 32
MCKITIOYEHMEM NPe/ICTaBNeHUs WH(OpMaLuu 1o 3anpocy K3.

Ecnn 3asButesns, npeacTaBUBIIMI HCCIeIOBaHHE CUMTAET, 9TO ONMH M3 wieHoB KD mmeer
TNOTeHUMABHBIN KOHIMKTHBIN MHTEpeC, OH BIpaBe TMOTPeGOBaTh, YTo6k! 5TOT wieH KD 6bu1
MCKJIIOYEH W3 YMCla 3KCIEPTOB, MPOBOAALIMX 3KCNEPTU3y. 3ampoc B IMHUCHMEHHOM BHJE
nofaercs Ha ums Ilpencenarens KO unu ero samecturens. B Hem nomkHBI GbITh yKazaHbl
TIPHYMHEL W NPUBENCHBI apryMeHThI, NOATBEPXKIAIOLIME CylIeCTBOBaHHE y uneHa(oB) KD
KOH(IMKTHOro uHTepeca. KO MOXKET NpHHATh pellleHHe O pacciefOBaHUM IO TIOBOY
NPETEeH3MH 3assBUTEN.

BosmoxkHbIe NPUYKMHBI BOSHUKHOBEHHS KOH(IMKTA HHTEPECOB:

- uneH KO moxeT GbITh BOBNEYEH B MOTEHLMATBHO KOHKYPHDYIOLIHMH MCCIeT0BATE bCKUI
IIPOEKT;

- uteH KO umeer moctyn k MCTOYHHKAM (MHAHCHPOBAHMS WIH HHTEJUIEKTYaNbHOM
MH(OPMAIIKH, YTO TaET €My BO3MOXKHOCTE JIOGOHPOBAHMS;

- JIAYHBIE NIPUBA3aHHOCTH YieHa KO Memaer ObITh 06BEKTHBHBIM PY NIPUHATHH PEILEHU.

C uenbi0 NpefoOTBPAIIEHHS BO3MOXHBIX NPUYMH BO3HUKHOBEHMS KOH(JIMKTAa WUHTEPECOB,
nonurrka K3 6asupyercs Ha npuHumnax:

- TOTEHUHMATbHBIH KOH(IIMKT MHTEPECOB NOMKEH OBITH BBIABIEH M TpPENOTBPALIEH IIyTeM
COOMIOACHUS YCTIOBHUIA COrIallICHHS;

- HEJIOMyCTUMOCTD Y4acTHA B IPUHATHH peluennii KO umeromero KoHGIMKT MHTEpPECOB wieHa
KD;

- TPOBOJMTL 3KCIEPTH3Y MCCICIOBaHUM BHE 3aBHCHMOCTH OT CTaTyca COTINIACOBAHMS
JIOrOBOPHBIX OTHOIIECHHMIA;

- BKJIIOYaTh B CBOM COCTAB JIFOeH KaK YaCTHBIX JIHLL, 110 MX JIMYHOCTHBIM Ka4€CTBAM, Ha OCHOBE
MX HHTEPECOB, 3HAHMS M ONbITA B OONACTM STUKM WIM HAayKH, a TalKe HAa OCHOBAHMH
CTPeMIICHUS. M COTJIaCHs yAENUTh HeoOXOonuMmoe Bpems H ycwiust s pabotsl B KD u
CIIeIOBaHUAM LieNel 1 npaBuiam pabotsr KD,

- pa3pabaThiBaTh, BHEPATh U KOHTPOIMPOBaTh Bhinonsenue COLT;

- IPENIOCTaBIATE WieHam KO coBpeMeHHBIE STHYECKHE HOPMATHBHBIE TOKYMEHTBI;

- Bee yyacTByrome B pabote KO, paboTaroT Kak 4acTHbIE JIALIA, 4 He B KAYECTBE NPEICTABUTENS
Kakoro-mbo coobulecTBa ¥ He B KayecTBE 3aIIMTHHKA MHTEPECOB KAKOW OBl TO HM GbBLIO
OpraHM3alyy WK CBOMX COOCTBEHHBIX;

- BeceM yHacTeyromuM B pabote KO, BMeHseTcs B 06S3aHHOCTb - NPOBOIMTE HE3aBUCHMYIO
SKCMEPTU3Y KaK 3THYECKHX, TAK U HAy4YHBIX aCMEKTOB UCCIIEIOBAHMS C yYaCTHUEM YeIOBEKA MK
Guosiornyeckoil Monenu B KauecTBe CyObEKTa MCC/EOBAHMA, NPHHUMATH pelieHus |
BbI1aBaTh MaKCUMAJIbHO OOBEKTUBHbIE PEKOMEH/ALIMH, UCXOAs U3 Lenel aestensHocTH KD,
AeATeNnbHOCTh KO N0/DKHA COOTBETCTBOBATE CAMBIM BBICOKMM 3TMYECKMM CTAHIAPTAM, YTOGBI
OnpapiaTh [0BepHe COOOLIECTBA, 3allMINas IpaBa M  ONAronoNyyMe YYaCTHHKOB
HCCIIeIOBAHHS;

- OT BCEX y4acTByrOIMX B pabore KO oxmmaercs, 4To, MCHIONHAS CBOM OOS3aHHOCTH, OHM
OyAyT COOTBETCTBOBATH BBICOKMM 3THYECKHUM CTaHIAPTAM.

- Bee ywactByromue B padore K3, o6s3yrores cobmoars KOHOUIEHIMANEHOCTS, XPAHUTD
NPOM3BOZICTBEHHYIO M KOMMEPUECKYIO TaliHy (He pasrialiaTs), JOBEPEHHYIO MM, U 06eIaloT,
4TO He Oy[yT UCIONB30OBATD €8 B MHBIX LEMIAX, KpOME NPEANUCaHHbIX, & TAKKE He PACKDOIOT €8
Kaxo¥ Obl TO HU OBLIO TPEThel CTOPOHE.

[Tucemennas konduAeHIMaNbHAs HMHPOPMALMsA, TNepeJaHHAs IS O3HAKOMJIEHHS MM
akenepTussl KO, He OyaeT KonMpoBaThest M HE CTAHET MPEAMETOM CEJIKH.

Besikas  kondumeHumanbHas MHOOpMALWMs, TNPEACTaBICHHAS IS O3HAKOMICHHS I
OKCTIEPTU3bl (BCE OSK3€MIUIAPEI) B mpouecce paborsl KD, 0OCTaeTCs MCKIIOUYUTENBHO
cobcTBeHHOCTHIO KD.

[Moctynar pabotel KD - npoBeieHue HE3aBUCHMOM OT JIFOOBIX BIMSIHUM 3THUECKOM SKCIIEPTH3EL.
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6.14.

6.15.

Pocmyex K3:

K3 pacmyckaercs no pemeHuro qUpexTopa YupeskIeHus.

KD pacnyckaercs mno pemenmo KO Ha OCHOBaHMM pacCMOTPEHHsS IMHUCBMEHHOTO
apryMeHTUPOBaHHOTrO 3asBleHus npeacenarens KO.

Konrakrable nanable Komurera no Drtuke npu (denepanbHOM TrocyapcTBEHHOM
Oro/mKeTHOM  yupexkneHud «HauuoHampHbIA MEIULMHCKUN HCCIeNOBaTeNbCKUM LIEHTP
onkoniorny uMenu H.H. ITerpoBay» MunuctepcTsa 31paBooxpanenus Poccuiickoit @enepanuu
(coxpameno: ®I'BY «HMMI] oukonoruu um. H.H. [Terpoa» Munsapasa Poccun)

Anpec: 197758, Canxr-IlerepOypr, . Ilecounsii, yi. JleHuHrpaackas, 1oM 68,
JlaboparopHslit kopryc, kab.4.11.

IIpencenarens K3: CemenoBa AnHa MropesHa, ten.: (812) 4399555,
E-mail: mirannia@yandex.ru

3amecrurens npencenarens KO: Cemurnasosa Taresna FOpbeBHa, Ten.: (812) 4399555,
E-mail: tsemiglazova@mail.ru

Cexperaps KO: Kupuuiosa TaTtesina AnekcanapoBsa, Ten.: (812) 4399555 (3304),
E-mail: lec@niioncologii.ru .
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Hassanne
Hoxep KondunenuansHocTs U KOHQIUKT
COII-K32-002
HUHTEPECOB

Bepcus
11.0 ot 15.08.2024

CopepixaHne u Ha3HAYEHHE
O6msacHsaeT npoueaypy cobmoaeHus KOHOHAEHIHATBHOCTH
U NIPEIOTBpPAIleHUs KOHQIIMKTA HHTEPECOB

3amMensieT BepCHIO
OIBY <<}n\/n/111\lli>c;1?;$::um:: 'HH. TTe LTI AR
. H.H. ITerpoBa»

Munsapasa Poccun

197758, Cankr-IlerepOypr, noc. [Tecounsri,

yi1. JlenuHrpanckas, qom 68
JlabopaTopHslii koprtyc, kab. 4.11.

Komutet o Dtuke

CocraBJiieHo IlpoBepeno:
IMonTopauxwuii A H. Cemenora A.H.
IIpencenarens K9
YrBepxkaeno Ha 3aceqannn K29 CemenoBa A.H.

Hara 3acenanus Homep 3aceganns Hara
15.08.2024 Nel8 15.08.2024




Ieas -  onpenenenwe  (OpMbl, yCIOBHM M mpolecca  3aKIIOYEHHS  COMVTALICHUS

0 KoH}WAeHIMATBHOCTH/KOH(IMKTE HHTepecoB (faee - Cornammenue) B K.

O6aacTs npumeHeHns — ydactue B pabore KD.

OteercrBenHOCTh: Bee wieHbl KO obs3ambl moamucats CorammeHue (DPopma COII-002-01).

HoBble wnenbl, crajkepbl, He3aBHCHMBIE KOHCYJIBTaHTBI, MPENCTABMTENM MCCIENOBATENs M

CIIOHCOpA, HMHCNEKTOPbl M Ap. JIMUA, AOMYyIIEHHBIE K O3HAKOMICHHMIO C JOKYMEHTAlHedl [0

MCCJICNOBAHKIO WK NoKyMeHTauumeit KO, npurnauennsle Ha 3acenanue KO, o6s3anel npounTats,

NOHATh, NPUHATH W noamucate Gopmy Cornamenue (Gopma COII-002-02) no Toro, Kak OHM

npucTynatT k pabore. bnanku Cornamenus ROMWKHBI GbITh paspaGOTaHBl M yTBEp:KIEHH Ha

sacefiannn KO u xpanutees B apxuse. Cpok aeicteus Cornamenus - Geccpoussiil. 3a daxr

MOANMCAHMS COINIALICHHUS HECeT OTBETCTBEHHOCTh cekperaph KDO. IloamucaHHBIE IHCTHI

nomewarores B daitn «KonduaeHunansHocT U Xpanstes B apxuse K. Bropoii noanvcanssIii

sK3eMILAp Gopmei CornaiieHus ¢ NOAMUCHIO WieHa CeKpeTapiaTa i AaToit MOAMUCAHMS XPAHUTCH,

KaK O(pMIMANbHBIH JOKYMEHT Y MOAMKMCABILETO.

IloapoGuas HHCTPYKIMS MO MOANMCAHUIO COTJIALICHHS:

Bee suia, noarmuceisaromme popmy coriacus 0 KOHGHACHUMATLHOCTH, NOYHaloT 2 SK3eMILIIpa

dopmer Cornauenus. OHu 0653aHBI BHUMATEIBHO O3HAKOMHTECS C CONEPIKAHHEM, YKA3aTh CBOM

nannsie (PHO), nocrasuts noanucek U aaTy. IIpu BO3HUKHOBEHHH BONPOCOB HEOOXOAMMO 3a1aTh

ux cexperapro KO.

Bcee muua, moxnucasmme dopmy Cornacus, o6s3aHbl COGMIONATh BCE YCNOBMS, YKAa3aHHbBIE B

CornameHun.

KoH®nuKT HHTEpeCcoB — 3T0 CUTyanus, KOr/ia HEKOe JMLO UMEET JIMUHBIE WM NPoQeCCHOHAIBHBIE

UHTEPEChl, JOCTATOYHBIE Ul TOrO, YTOOB!I IMOBIMATH HAa OOBEKTMBHOCTH M OOOCHOBAHHOCTH

JEUCTBUH, OTHOCAIMXCA K chepe nmpodeccuoHaNbHOM 1esSTebHOCTH.

KondaukT uHTEpECOB BO3HUKAET, KOI/A:

* YaCTHBIE MHTEPECHI YeNOBEKA HE COBMANAIOT C ero NpoheCcCHOHATLHBIME 005S3aHHOCTIMHY,

*  NpodecCHOHANBHBIE IeHCTBUA MM PEIIEHHS MOTYT GBITh 060CHOBAHO MOBEPIHYThl COMHEHMIO
IlyTeM HE3aBUCUMOM SKCTIEPTU3HI;

* KOH(IMKT 3aBHCHT OT CUTYallMH, a He OT XapaKTepa AeHCTBHIl ueloBeKa.

[loTeHupranbHp KOHQIMKT MHTEPECOB MNO/DKEH OBbITh BBIABIAEH M TPENOTBPAIIEH IyTEM

COOMIOAEHHMS YCIIOBHH COTTIAIIEeHMS.

O Hanuuuu KOHQJMKTa HMHTEPECOB JHLO O0S3aHO COOOUIMTH 10 HPOBEIEHHS STHYECKOM

OKCHEPTH3Bl WM N0 Havyana oOCyIeHHs TNpoekTa (ucciemoBadms). CBeJEHMS O HAIWYHH

KOH(]JIMKTa HHTEPECOB 3aHOCATCA B MPOTOKOM 3acenanus KD.

Jluuo, umerolee KOHQIUKT UHTEPECOB HE MOKET NPUHUMATH YYACTHS B TONOCOBAHHHK 10 TIOBOY

IIPOEKTA, 10 OTHOIIEHHIO K KOTOPOMY OHO MM€eT KOH(IUKT HHTEPECOB.
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®opma COII-002-01

OBASATEJIbCTBA O KOHOUIAEHIIUAJIBHOCTHU U
O 3AIBJIEHMH B CITYHAE KOHOJIMKTA UHTEPECOB
Juis wieHoB Komurera o Otrke npu
@I'bY «HMMII onkonoruu uM. H.H. ITerposa» Munsnpasa Poccuu

A,
(®HO noHOCTEIO)

1, unen Komurera no Otuke npu ®I'BY «HMMUI] onkonorun um. H.H. ITetpoBa» Munzapasa
Poccun, 00s3yroch COXpaHATh KOH(UACHIMATBHOCTE HH(GOPMALMH, CBA3AHHOM C KIMHWUYECKUMH
UCCIIEIOBAaHUAMH, MaTepHalbl KOTOPBIX pacCMaTpUBAIOTCS Ha 3aceqaHusx Komurera mo DTuke.

S py4aroce B TOM, 4TO HHKaKas NOKYMEHTALMS B OpHUTHHANE WIH KOMHMH, a TaKKe HHKaKas
UHGOpPMALMA O KIMHHYECKHX MCCIENOBAHMAX, UX XO/e, yYaCTHHKAX W Ip. He OyaeT mepenaHa MHOIO
TPETHUM JIMLAM MJIM KaKuM-TH00 0Opa3soM pasriauieHa, 3a MCKIIOYEHHEM CIIyuYaeB, MPelyCMOTPEHHBIX
JOEHCTBYIOIIUM 3aKOHOAATEECTBOM.

S obasyrock crasuth Ilpencemarens u wieHoB Komurtera mo DTHKE B M3BECTHOCTh 000 BCEX
Cilydasx MOTEHLHATBHOrO WM SBHOTO KOH(UIMKTA WHTEPECOB B CBS3M C MOMM YYacTHEM B KaKOM-JTHOO
KIIMHUYECKOM MIIM JPYyrOoM HCCIEOBAaHMH, MO (HUHAHCOBOM, HAy4HON W/WIH MpOdeCcCHOHATBHOM
3aMHTEPECOBAHHOCTHIO BO B3aWMOJEHCTBMM C KEeM-THMOO W3 3asBUTENel, MOJABIUMX MHCCIIEJOBaHHE
(mpoekt) B KomuTeT Ha 3THYECKYI0 OSKCNEPTH3y M HE Y4YacTBOBATh B TOJIOCOBAHMH I10 TaKHM
UCCIIEIOBAHUAM (TIPOEKTaM).

IMoamuce:

Hara: «__ » 202 r.
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®opma COII-002-02

OBA3ATEJIb.CTBA O KOHOUAEHIIMAJIBHOCTH
i He wieHoB KomuTera no Stuke npu

@I'BY «HMMUI] onkonoruu uM. H.H. ITerpoa» Munsapasa Poccuu

A,
(®HO nonHOCTEIO)

00513yl0Ch  COXpaHATh KOHOUIEHLMATBHOCT WMHMOPMALMY, CBS3AHHOM C JOKTMHMYECKHMH W/HIH
KIIMHAYECKUMHU UCCIICJOBAHUAMMU, MaTepHalibl KOTOPhIX PaCCMATPUBAIOTCS Ha 3aceqaHusX KomuTeTa 1o
Stuke npu OI'BY «HMUII onkonorun um. H.H. Iletposa» Munzpasa Poccum.

A py4arochk B TOM, YTO HHMKaKas JOKYMEHTAlMs B OpPUIMHAJTE WIH KOIHMH, a Takke HMKAKas
MHGOPMALK O KIMHMYECKUX MCCIEIOBAHMSX, MX XOJe, YYACTHMKAX M Tp. He GyNeT MepefaHa MHOK
TPETHUM JIMLIAM MM KaKMM-TH00 00pa3soM pasriialieHa, 3a MCKIIOYEHHEM CIIy4aes, MpeayCMOTPEHHBIX
NEHCTBYIOLIMM 3aKOHOAATETECTBOM.

INoxamucs:

Hara: «_ » 202 r.
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Homep Hazsanue Bepcus
COII-K3-003 BrI60p KOHCYIETAaHTOB 11.0 ot 15.08.2024

Couepmalme H Ha3HaA4YeHHue
O6®wscHseT npoLeypy BEIOOpa KOHCYIETAHTOB

3amMeHsieT BEpCHI0
MecToHax0XKIEHHE P

OI'BY «HMHUII onkonoruu um. H.H. ITerposay LD or'17.08.2023
Mumnszapasa Poccun
197758, Canxr-Iletepbypr, noc. [lecousii,
yi1. JlenuHrpanckas, qoM 68
JlaGopaTopHslit Koprtyc, kab. 4.11
Komurer no Otuke

CocragBieHo IIposepeno:
ITonropauxwuii A.H. CemenoBa A.H.
IIpeacemarens KJ

YTBep:xkaeHo Ha 3acenanun K29

Jara 3acemanus Howmep 3acexanus Hdara
15.08.2024 Nel8 15.08.2024




Ifem» — oXapakTepu3soBaTh NPOLEAYPY TPHBICUEHHs CIIELMATMCTOB B KAYeCTBE KOHCYJIBTAHTOB

(nanee - KoHcynbTant), ubs npoeccHOHaNbHAS KBATMDMKALMA B OGNACTH CHELHATBHBIX

BOIIPOCOB HEOOXOAMMA /1715l IPOBEJICHHS IKCIIEPTU3E! KOHKPETHOTO HCCIea0Banus B K.

OGaacte npumenenns: Bo Bcex cnywasx aestensroctd KO, korma paccMaTpuBaeMbIH BOIPOC

JIEHKHUT 32 00/IACTHIO NPO(ECCHOHATBHON KOMIETEHTHOCTH YIEHOB KOMHTETA, MPH BO3HUKHOBEHUH

pasHornacui Mexy wieHamu KO no Bonpocam IUIaHHPyeMOro Wik MPOBOJMMOrO MCCIIEN0BaHHS,

JUISA TIOJTyY€HHMS TPETHEro MHEHHMS.

OrBercTBenHOCTD: BriGop 1 onobpenue kanaupatyp KoncynsranTos s €IMHOBPEMEHHOTO WK

TNIOCTOSHHOIO  KOHCY/JBTUPOBAHMA B CHELHMAIBHBIX BONPOCAX MOXKET OBITh MHUIMMPOBAHO

aMUHKMCTpalMel Yupexaenus u wieHom KO. Vreepkaenue u mpuriamenue Koncynpsranra

BXO/IMT B IOJIHOMOYMS aAMUHUCTpauuu YupexxaeHus u Ipencenarens KO.

KoncynsTanrsi:

K3 MoskeT onupatses B CBOMX CYKIECHUAX OTHOCHTENBHO OTAENbHBIX [IPOTOKONOB MCClea0BaHus

WIH peKOMeHauui Ha MHeHWe KOHCY/IbTaHTOB MO OMpe/eIeHHbIM BOIPOCaM, OHAKO MX rOJOC

ABJIAETCS COBEINATENBHbIM, 8 HE PELIaIOLIMM.

KoHcynpTaHTOM MOXKET OBITE:

* COTpyaHMK npoduibHOro mnonpasaenenus OIBY «HMULL omkonoruu um.H.H. ITetposa»
Mumnszpasa Poccuu;

*  COTPYAHMK IPOQMIBHOIO Hay4HO-MCCIIEI0BATEBCKOro/06pa3oBaTEbHOTO YUPEKICHNS;

° IpEeACTaBUTE/b KOMAH/IBI HCCIIEI0BATENEH;

* BENyLUMH CIeLMaIuCT B CBOEH 061acTy.

Koucynerant Moxer Hashayathes npencenmatenieM KD w3 umcna SKCmepToB 1O MpeaMeTy

MCC/IEI0BAHKS, BOMPOCAM IOPUCTIPY/CHLMH, PEIMIHM M Jp. NS MPOBEAECHHSA SKCIEPTH3BI IO

KOHKPETHOMY HCCJIe/I0BaHHUIO.

Beibop KoHcynbTanta OCywwIecTBsETCS MO KPUTEPUAM COOTBETCTBHS KBAMMGbHKALIMHE IPEAMETY

KOHCYJIbTUPOBaHMsl, KOMIIETEHTHOCTH, JOCTYIIHOCTH ¥ HE3aBUCUMOCTH.

YreepxxaeHue u npurnamenue Koncynbranta Bxomaur B monxomoums Ilpencenmatens KO. IIpu

BBIOOpE KOHCYIBTAHTOB HEOOXOUMO O0OPEHKE CO CTOPOHBI wieHoB K.

KoHcynbTanT, npy NpUB/IEYEHHH K 3THYECKOM SKCIEpTU3e, NODKEH MOMMCATh 00S3aTeNbCTBO O

KOH(uIeHMaNbHOCTH/KoHMKTe HHTepecos (Popma COIT-KD-002) u mpeocTaBUTh pesiome

(Popme COIT-004-05).

KoHCYy/IbTaHT OCYLUECTBNISET 3KCMEpPTH3y B COOTBETCTBMM C TMPOLETYpOi H TpeGOoBaHUIMY,

pa3paboTaHHBIMU U YTBEPIKICHHBIMU Ha 3acenaHuu KD.

Koncynsrant moxeT mpucyTcTBOBaThH Ha 3acegaHud KD, MpeNCTABIATH OTYET, y4acTBOBATH B

06CY)KIeHUH, HO HE MOXKET r'0JI0COBATh.

IIpouenypa ouetiku KoHcynbTaHTOM NpeJCTaBIEHHBIX JOKYMEHTOB MpPeLyCMaTpHBAET OTBETHI Ha

BOIpOCEI, ykasaHHble B @opme COII-003-01.

OtBeTcTBEHHOCTS 3a B3auMozeHcTBHe ¢ KOHCYIbTaHTOM, NMpefoCTaBIeHne eMy NOKYMEHTOB Jis

OKCIEPTH3bl, MOMYHYEHMA OTYeTa M [pHUIVAlIEHME i ydacTHs B 3acefanuu KD (mpu

HEOOXOMMOCTH), MOANHMCAHME KOHCYJBTAHTOM  (OPMBI KOH(HUIEHIMATBHOCTH/KOH(IMKTA

HHTEPECOB HeceT cekpeTapb KO.

JlucT HanpaB/eHKs MCCIIEIOBATENBCKOTO MPOEKTA HA SKCHePTH3y KOHCYJIBTaHTY COOTBETCTBYET

®opme COII-003-02.

Jlucr  HanpaBiieHMs —[MCCEpTALMOHHOIO — MCCEOBaHWS Ha oKkcmeptmsy —KoHCymbTanTy

coorsercTByeT @opme COII-003-03.

Xpanenue matepuanos skcneptussl Koncyisranra KO He ocyiecTBasercs.

Yuactue koHcynbTaHTa B pabore KO otobpaskaercs B mpotokone 3aceqanus K.

Cexpetaps xpanut uapopmanmio o KoHcynbTaHTe B crieumansHOM nanke (pestome, 06s13aTebeTBO

0 KOH(OHAEHUMATEHOCTH/KOH(IMKTE HHTEPECOB).

Cekperaps OTBETCTBEHEH 3a CO3JJaHHE DPEECTPa KOHCYJIBTAHTOB C YKAa3aHHEM OOJACTH HX

KOMIIETEHTHOCTH (3THKA, FOPUCTIPYACHLMS, OTAENbHBIE OOJACTH MEIULMHBI, CTATHCTHKA,

METOZI0NIOTHs, IPEJICTAB/IEHHE HHTEPECOB NALMEHTA U PasIMIHbIX COOOIIECTR).
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®opma COII-003-01

IIpouenypa ouenku KoHCYIbTaHTOM MpPeCTABIEHHBIX JOKYMEHTOB
NpeyCMaTPUBAET OTBETHI Ha CIIEIYIOLIME BOIPOCHI:

Mo>KHO 1T MOTy4YHTh 3aKTI0UeHHE M0 3G (HEKTUBHOCTH U Ge30MaCHOCTH JIEKAPCTBEHHOTO CPEICTBA
C NPUBJIEYEHHEM MEHBLIEro YHUCJIa YYaCTHUKOB MCCIIEIOBAHMS?

Hmerorcs nmu y MccneayeMoro mperapara aHajJOTH M HUCIIONB3YIOTCS OHM CEerOHs ISl JISYEHWUs
GONBHBIX JaHHOM MaTonoruei?

Kakoii crannapt neueHus aaHHOro 3aboneBaHus NpuHAT B Poccun?

Kaxoe neuenue nomyyan 661 60MBHOM, €cii Obl He OBLT YUACTHHKOM HCCIIEI0BAHMS?

B 4em pasnuyue MeXIy CTaHOApTHOH cxeMoit nedeHus (KOTopyro GOoNBHOM momydan Gbl, eciu bl
He ObLT yHJaCTHUKOM MCCIIEIOBAHUS) U MPEIaraeMo¥ Ipy NPOBEACHHHU KCTiepUuMeHTa?

KakoBbl HOMOMHMTEIBHBIE MpPOLEAYPH! (JieueOHBIE M HCCIENOBATENbCKHE), KOTOpBIM Oymer
TIOZIBEPrHYT YYaCTHHUK 3KCIEPUMEHTA, KaKOBBI HEY100CTBa, KOTOPBIM OYAET MOJBEPrHyYT MalMeHT?
OnpapaaH 1M npeackasyeMbli PUCK M OPYTHE He)KeNaTeNbHbIe MOCIENCTBUs A YYaCTHHUKOB
UCCTIEJOBAHUS M0 CPABHEHHIO C OXKHIAEMOM TTONIB30H?

KakoBa Bo3MO«Has 10b3a 1S MALKMEHTa OT YUACTHS B UCCIIENOBaHUN?

[TorenumaneHas 3GeKTUBHOCT, PUCK M HEyNOOCTBa OT NPUMEHEHHS HOBOIO JIEKApCTBEHHOT'O
CpPeACTBA OLEHUBAKOTCS MPU CPAaBHEHHM C JyHUIIUMH U3 YK€ CYLIECTBYIOUIMX AUArHOCTUYECKUX U
TEPANEBTHYECKUX CPEICTB WU CXEM JICUSHHUs?

HudopmupoBaHHbIH TUCTOK U hopMa HHGOPMHUPOBAHHOTO COracus oToOpakaeT HHGOPMALIUIO B
HeoOX0MMOM 06beMe U Ha IOCTYIHOM [T He CIIeLHaINCTa YPOBHE?

Otnen opraHu3alMM JOKIMHUYECKMX W KIMHHYECKUX MCCIEeJOBaHUHM YHUpexIeHHs IPOBOIUIT
NPOBEpPKY KayecTBa paboThl HeclieioBaTeNel, Kakue pe3yIbTaThl MPOBEPKU?

Kaxoit cranmapT ucnonb3yeTcs A7 aHAJIOTMYHBIX SKCIIEpUMEHTOB B Poccyu 1 3a pybexom? (ans
JOKITUHUYECKUX HUCCIICOBAHUM)

KakoBa HeoOXOIUMOCTh BBINIOJIHEHUS OKCIIEPUMEHTa Ha Ouonorumueckux monensx? (s
JOKITMHHYECKUX MCCIIEOBaHMUIM)

VYcnous npoBeaeH:s 3KCIIEPUMEHTOB Ha OHOIOTHYECKUX MOJENAX COOTBETCTBYIOT HOPMATUBHEIM
TpeboBaHuAM? (T HOKIIMHUIECKHAX UCCIIEIOBAHMH)

Crenath BBIBOJI.

3aKiroYeHre NOJDKHO 3aBepIlaThCs PeKOMEHAAlMed NMPOBOAMTH WM OTKJIOHMTH HCCIENOBaHHE, €CIH
HEOOXOOUMO — YKa3aHWEM Ha M3MEHEHHE [u3aiiHa HCCeloBaHMs, ¢ 00s3aTelIbHBIM O0OCHOBaHUEM
npesiaraeMblx U3MEHEHHM WK apryMeHTaluel 0Tkasa B peKOMEHIalHH.
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®opma COII-003-02

Jluct HanpaB/eHns HCCIEN0BATENBCKOTO IPOEKTA Ha dKCIepTH3y KoHCymsTaHTy

Ha SKCIIEPTUIY HAIIPaBIIAETCA KIIMHUYECKOE MCCIEJOBAHUE T10 IIPOTOKOITY Neo

Hassanue

I'naBHBIN HccienoBaTeNb

Knunuueckas 6aza

CrieLiMaibHOCTh

JlexapcTBeHHBIl penapaT

Konguukra HHTEpECOB M0 JaHHOMY HUCCIIEJOBAHMIO:
1) He umero
2) umero

DKcnepTusa
1) nepBuuHas
2) BTOprYHas

3axmouenue Koncynsranra:
uccie0BaHue
1) pexomeHnOBaTh

2) pekOMeH/I0BaTh C 3aMeUaHUAMH (3aMeYaHus yKa3aHbl B 3akmoueHud KoncynsranTa)

3) He peKOMEHI0BaTh B CHILY:

a) BBICOKOM OMAaCHOCTH I YYaCTHHKOB MCCJI€IOBaAHUS

0) OTCYTCTBMS aKTyaJbHOCTH, Hay4HOM HOBM3HBI, IPAKTUYECKOH LEHHOCTH
B) HEBO3MOXHOCTH TIPOBE/IEHNUS Ha PEKOMEHIyeMoM 6a3e CulaMu yKa3aHHOTO

[JIaBHOIO MCClIeq0BAaTesa
r) Apyroe

PaspepHyToe 3axmouenue Koncyapranra:

Iloonuce

DHUO xoHcynemanma
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®opma COII-003-03

JlucT HanpaBeHus TMCCePTALMOHHOTO UCCIIEI0BAHMS
Ha skcneptusy Koncynsranry

DHO wuccaemoBaTens:

HccnenosaTensckas MO3ULMS:

CHCHH&J]BHOCTB, noApasnCyiCHue:

PyxoBopurens:

HazBanue uccienoBaHus:

Matepuan ucciegoBaHuUS:

O6ocHoBaHHe:

MeTop! McClle0BaHHUS:

WuBazuBHEIE:

HeKapCTBCHHBIC rpenaparsl:

HudopmartmoHHOe cornacue, 3aMeyaHus

Hudopmarusa 1 nanueHTa, 3aMevaHust

Bormpocsr:

Iloonuce DHO KoHcyromanma
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Hassanue
Howmep Hasnayenue skcrepra U3 9uciia
COII-K3-004
yneHoB KO

Bepcus
11.0 or 15.08.2024

Copnepskanue 1 Ha3HAYEHHE
O6rsacHseT npoueRypy Ha3HAYEHUs SKCIIEPTOB U3 YHCIIa YIEHOB
KD nns skenepTussl ¥ peacTaBlIeH s UCCIIe0BaHMS Ha 3aCeJaHNu

3ameHsieT BepcHIO

Mectonaxosxuenue 10.0 ot 17.08.2023

OI'BY «HMMUII onkonoruu um. H.H. ITerposax

Munznpasa Poccun
197758, Cankr-IletepOypr, noc. [lecoyHsri,
yn. JlenuHrpanckas, 1om 68

JlaGoparopHslii kopryc, kab. 4.11.
Komurer no Otuke

CocragBiieHO IIpogepeno:
ITonTopauxwuii A.H. Cemenona A.U.

IIpeacenarenn K3
YrBepaxkneno nHa 3aceqanuun K9 peacena

Jara 3acemanus Homep}; alc ;ﬂaﬂnﬂ Hdara

15.08.2024 15.08.2024




Iens — oxapakTepus3oBaTh MNpOLEAYpY HasHAYeHMs SKCIEPTOB M3 uMcaa wieHoB KD s
OKCIICPTH3bI U NPECTABICHHA HCCIIS0BaHUs Ha 3ace/JaHmAX (nasee - DKcnepr).

OGaacte npumenennsi: Bo Bcex ciyuasx aesrensHocTd KomureTa o Otuke, Korma
MCCTIEIOBaHHUE pacCMaTpUBaeTCa Ha 3acefnanuu KD.

Orsercrennocts: Ilpemnoxenne kauammatyp OxcreproB s €IMHOBPEMEHHOI'0  WJIK
TIOCTOAHHOIO NpPEJCTaBICHMs MCCIENOBaHMs Ha 3acemaHuax Komurera mo DTHKE MOKET OBITH
MHULMKpPOBaHO 4ieHoM Komurera mo Ortmke. HasHauenue Dkcrepra BXOOMT B IONHOMOYHS
IIpencenarens.

Ynennt Komurera no Iruke:

ITpu 03HAKOMIIEHMHU C TIOBECTKOH 3ace/aHys, He IO3AHEe, YeM 32 TPH pabodrx [HS [0 3ace/aHus,
Unenbl Komurera no OTuke MOrYT MHULMMPOBATH CBOE HA3HAYEHHE OkcneproM s
CIMHOBPEMEHHOIO  WJIM  NOCTOAHHOrO  IIPEACTABIECHHS MCCIENOBAHUS HA  3aCeaHusX.
Ipeacenarens KJ:

B ciyuae oTCYTCTBHS MHHLMATHBEI CO CTOPOHBI WieHoB KD, He nosauee, ueMm 3a Tpu paboumx aHs
Ro 3acenanus KO, paBHOMEpHO pacrnpenenseT Mexay wieHamd KO BONpocsl, MiaHupyeMbie K
paccMOTpeHHIo Ha 3acenanuk KO 1 coobuiaeT 06 3TOM B 371eKTPOHHOM MHChME.

Ha 3acenanun Komurera no Ituke:

K3 moxer onupatbes B CBOMX Cy)IEHHAX OTHOCHTENBHO PACCMATPUBAEMOTO BOMPOCA HA MHEHHUE
Okcnepra.

Pemenue npuHMMAaeTCs KOJUIETMAIBHO Ha 3acenammax KD, B ciydae OTCYTCTBMS KOH(IHKTA
UHTEPECOB DKCNEPT NPUHUMAET YYACTHE B FOJOCOBAHMH.

Cexperapp Komurera no Druke:

Hecer oTBeTcTBEHHOCTH 3a BOMPOCHI B3aMMOZEHCTBUS ¢ DKCMEPTOM, MPEAOCTABICHHE eMy
JIOKYMEHTOB ISl SKCTIEPTH3BI, MOJTy4EHHE OTUETA U TPUIJIALIEHHE I y9acTHs B 3aCeIaHUM.
Xpanut uHpopmaumio o6 Dkcrepre B creumansHOR manke (pesiome no Popme COIT-004-03,
JIOrOBOP O KOH(PUAECHIMATBHOCTH).

IKcnepr:

Oxcnepramu MoryT GbITh: JJOJDKHOCTHBIE LA M 4ieHsl KomuTera 1mo DTuke.

OKCIepT MPOBOAMT OLEHKY BCEX MPEICTAaBIEHHBIX JOKYMEHTOB M FOTOBMTCA OTBETHTH YCTHO Ha
Borpocel o Popme oueHku uccienosanus Okcreprom (opma COIT-004-01) Ha 3acenanuu
Komwurera no Sruke u 3anonuser Popmy ordera Dxcnepra (Gopma COIT-004-02).

B ciyqae HeBO3MOXKHOCTH DKCIIEPTa J0OKKTD PE3YJIBTATHL OLIEHKH MCCIe0BAHMS Ha 3aCENaHUM,
9TH PE3yJIbTaThl JOKIAABIBAIOT AOJDKHOCTHBIE Jiulia KoMuTera no Dtuke.

B cinydae HeBo3MOXKHOCTH OKCIepTa BBIMONHWT OLIEHKY HCCICJOBAHUS, €€ BBINOMHSIOT
JoJukHOCTHbIe nuia Komurera no Dtuke.

B ciyuae HeBO3MOXHOCTM DKCHepTa M NO/KHOCTHBIX JIML{ BBINOJHHMTEL OLEHKY MCCISIOBAHMS,
npuBieKaroTcs KOHCYIbTaHThbl WK NPEACTaBUTEN KOMaH/Ibl UCCIEI0BATENEH.
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®opma COII-004-01

Dopma OLIEHKH UCCIIeI0BaHHS DKCIIEPTOM

3KCI’ICPT B PE3YJIbTATE OLUEHKH BCEX MPEACTABIICHHBIX NOKYMEHTOB I'OTOBUTCS OTBETUTH YCTHO Ha
CIICAYIOIHUE BOTIPOCHI:

1.

2-

S R

&

10.
11.

12.

13.

14.

15:

16.

17

18.

19.

MoxHo 11 mosyumTh 3aKmoueHHe Mo 3 HEKTHBHOCTH 1 Ge30IIaCHOCTH JIEKAPCTBEHHOTO CPEICTBA
C TIPUBJICYEHHEM MEHBLIETO YUCa CyOBEKTOB UCCIe0BaH s ?

Hwmerotes y uccenyemMoro mperapara aHalOrd M UCIIOJB3YIOTCS OHM CEerOfHs /A JIeYeHHs
GONMBHBIX IaHHO# MAaTONOrHeR?

Kakoe neuenue nomyuan 6bl MauyeHT, eciii Obl He ObLT y4aCTHUKOM MCCIEI0BaHMs?

Kaxoii crannapt neyenus JaHHOTo 3a00eBaHus IPUHAT B Poccuu 1 3a py6esxom?

B 4eM pasnuume MexIy CTaHIAPTHOW CXeMOM JiedeHus (KOTOPYIO TMalKeHT Molyyan Obl, eciiu 65l
He OBbLT yJaCTHHKOM HCCIE0OBAHMS) U NIPEIaraeMOoi TPy TPOBEIEHHN HCCIIETOBAHMU?

KakoBsl fomnonuuTebHbIe MPOLEXYphl (1e4eOHble M HCCIIENOBATENLCKHE), KOTOPBIM Oyaer
TNIO/IBEPTHYT Y4aCTHHK SKCIIEPUMEHTA, KaKOBBI HEY100CTBa, KOTOPBIM Oy IeT MOABEPrHYT MAllHEHT?
OrnpaBnas 14 MpeArnonaraeMbli PUCK U APYTHe HeXKelaTesbHbIe MOCTENCTBHUS I YYaCTHHKOB
HCCIIEIOBAHHS 110 CPAaBHEHUIO C O’KUIIAEMOM MOJIB30#?

Kaxosa Bo3MOkHas MONIB3a JUTS TTALIMEHTA OT YYacCTHs B HCCIIEI0BAHUHI?

ITorenumansHas 3QheKTHBHOCTE, PUCK M HEYHOOCTBA OT NPUMEHEHHS HOBOTO JIEKAPCTBEHHOIO
CpeZCTBa OLEHUBAIOTCH MPU CPAaBHEHHH C JIyHIIUMH M3 YK€ CYLIECTBYIOIIMX AMATHOCTMYECKUX U
TEPaNeBTUYECKUX CPEICTB UITH CXEM JIeYeHHs?

Kaxune QpuHaHCOBEIE TOTEPH HECET MALMEHT, YUYaCTBYIOIMHI B HCCIEI0BAHUN?

WHpopMupoBaHHEIH JTHCTOK U opMa HHPOPMUPOBAHHOTO COrIacks oToOpaXkaeT WHGBOPMALIHIO
AJIs TallMeHTa B HeoOXonuMoM o0keMe, Ha JOCTYIHOM Ui He CIEHAMCTa YPOBHE COTNIACHO
STHYECKUM HOpMam?

I'maHplfi  (OTBETCTBEHHBIH) WCCNENOBATENbF W KOMaHAa MCCIENOBATeNel, BOBJIEUEHHAs B
TIPOBE/ICHHE MCCJICAOBAHMUS, COOTBETCTBYET I10 OINBITY pabOThl B MCCIEIOBAHUAX, KBATH()UKALNH,
OCHALIEHHIO U JIPYTUM KPUTEPUAM IS IPOBEICHUS UCCIIe0BaHUA?

['naBHBI# MccneqoBaTeNb U ero KOMaH/a BhIMOIHSIOT BCe HOpMaTHBHEIE TpeboBanus KomureTa mo
OTHKe BO BpeMs MOArOTOBKHU MPEICTABICHHOTO U MPOBEAEHUS APYTHX UCCIIEN0BAHMH?

['naBHEIN MccrenoBaTenb M €ro KOMaH/a BBITIONHSIOT BCE HOPMATHBHEIE TPEOOBaHHA BO BpEMs
paHee NPOBOAMMBIX HCCIEIOBAHUH?

Otnen opraHuzalMi NOKIMHHYECKMX M KIMHHYECKHX WCCIIEIOBAaHMM YUpEKIEHHS MPOBOIMI
NPOBEPKY KayecTBa paboThl UCCeA0oBaTeNleH, KaKHe Pe3YIIbTaThl POBEPKU?

Kaxoii cTannapT ucronb3yeTcst Ul aHAIOTHYHBIX SKCIIEPUMEHTOB B Poccuu u 3a pybesxom? (s
JOKITMHUYECKHX UCCIIEI0BaHHUH)

KakoBa HeOOXOAMMOCTh BBINIONIHEHUS JKCIIEPUMEHTa Ha OWONOrHueckux Momensax? (wis
JNOKIMHHYECKUX MCCIIEI0BaHHIA)

VcoBus MpoBeIeHUs SKCIIEPUMEHTOB Ha GHOOrHYECKHX MOZEIISX COOTBETCTBYIOT HOPMAaTHBHBIM
TpeboBaHusIM? (17151 JOKITMHHUYECKUX HCCIIEIOBAHMM)

Hpyrue Bonpocsl.
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®opma COII-004-02
®opma oTyeTa DKcrepra

Hazpanue HCCJICNOBaHMA .

Howmep uccnenosanus:
Homep paccmartpuBaemoro Bonpoca B opecTKe 3acenanus: No

[Ipencrapnenue uccnenosanus Ha 3acenanusx K9:
1) EnunoBpemenHo
2) [TocTostHHO

Konnukr uHTEpecoB 1o NaHHOMY MCCIeI0BaHHIO:
1) He umero
2) Nmero

OkenepTuza
1) nepBuuHas
2) BTOpUYHAS

3axnoueHue JKenepra:
ucclieloBaHUe
1) pexoMeH0OBATH
2) peKOMEH/I0BATS € 3aMe4aHUAMH (3aMeuaHus yKa3aHbl B 3aK/IF04eHHe DKCIepTa)
3) He peKOMEH/I0BaTh B CHILY:
a) BBEICOKOM ONaCHOCTH /ISl y4aCTHUKOB HCCIe0BAHMUS
0) OTCYTCTBUSA aKTyanbHOCTH, HAyYHOM HOBM3HBI, IPAKTUYECKON LIEHHOCTH
B) HEBO3MOXKHOCTH MPOBE/IEHMS Ha PEKOMEHIyeMOM 6a3e CUIaMH YKa3aHHOTO
JIaBHOTO MCClIe0BAaTeNs '

T) opyroe

3axmoyeHue JKcrepTa

Hama Ioonuce
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Damunus
Hwms, oTuectBo

SN By O R O

Hata poxxnenust

VYueHas CTeneHs, 3BaHue (eC/Id PUMEHHUMO)
KonTtakTHsI# TENnedon

Anpec 3eKTpOHHOHN MOYTEHI

OnpiT paboTsl (B 06paTHOM XPOHOIOTHYECKOM IMOPSIKE, C YKa3aHHeM MecTa paboTsl Mo

PE3IOME

COBMECTHTEJIECTBY B HAaCTOALIEE BpeMﬂ)

®opma COII-004-03

Jlo/DKHOCTE

Hara (rom) Haspanue yupexxaeHus, aapec

a0

8. Crax paboTs! (0011MiA, [0 CHIELHATEHOCTH)

9. O6pa3zoBanue (cpeaHe-CreNUaTBFHOE, BBICIIEE, KypPChI OBBILICHNUS KBATH(UKALIAK, OPAUHATYPA,
aclupaHTypa, caya cepTUhHUKALMOHHBIX S9K3aMEHOB, roaydeHue ceptudukaros GCP) (B
00paTHOM XPOHOJIOTHYECKOM ITOPSIIKE)

HasBanwue yupexnenus,
Kpanudukanus Hunnom, ceptudukar | Hara nomydenws (rox) anpec
10. Vyactue B KIMHHYECKUX MCCIEIOBAHUAX (€CITM IIPUMEHHUMO)
O6nacTe UccIenOBaHUA ®daza uccnenoBaHusg Pons (rmaBHBIH Jara, ron
WCCIIeIOBATENb,
COMCCJIEIOBATEb)

11. Ilybnukanmu (ecmy NIPUMEHUMO, MOKET OBITh MPECTABIIEH CITUCOK)

Ne i/

ITepeuens mybnukanui

(MM CITUCOK B MPUITOKEHHH)

12. YneHCTBO B HALMOHAIBHBIX U MEXIYHAPOAHBIX aCCOLMALMAX U TPOdECCHOHATBHBIX
coob1mecTBax (ecnu NPUMEHUMO), EPEUUCITUTE

Ne /1

ITepeueHp MEXIYHAPOAHBIX aCCOLMALIMH

13. JlononnurtenbHas HHGopMaus (€ciay MIPUMEHUMO)

TTO/IITHCH

JATA
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Homep Ha3zBanmue
COIT-K3-005 3acenanua Komurera o Otuke

Bepcus
11.0 ot 15.08.2024

Conep:xaHue N Ha3HAYEHHE
O6mpsacuseT nponenypy GOpMHUPOBaHKS IIOBECTKH
3acenanms KO, nposeenus 3acefanust 1 0QOpMIIEHUs MATEPHUATIOB
3acemaHus

MecronaxoxxneHue
@I'BY «HMMII onkomnoruu um. H.H. ITetposay
Munznpasa Poccuun
197758, Cankr-IletepOypr, noc. [Tecounslii,
yi. Jlenunrpanckas, nom 68
JIaGopatopHslit kopryc, kab. 4.11
Komuter o Otrke
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10.0 oT 17.08.2023
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ITonropauxwuii A.H.

IIpoBepeno:
Cemenosa A .

YTeepxaeno Ha 3aceqanuu K39

Jara 3acexanus Homep 3acenanus Harta
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eas — omvcanue npouesypsl HOPMUPOBaHKs MOBECTKH 3acenaHus KO, MOAroTOBKY 3acenaHus
KD, nposenenus 3acenanus KO u odbopmienus pesynsrato 3acemanus KD.

Obs1acTh npuMeHeHHs: 10-, BO BpeMs U Iocie 3acefanus Komurera o Dyike.
OTBeTcTBeHHOCTB: [O/DKHOCTHBIE juia KD, wiensl KD, KOHCYJIbTaHThl, IIpUIJIAlleHHBIE
Ha 3aceilaHue JIUIA.

ILnan-rpadux:

Ne Bun nestenpHocTH OTBETCTBEHHOCTD

HomxnocThble muua KO, DkenepTsl M3 uymcna

MeponpusaTus nepes KaxasIM 3acelaHueM
Pollp P yineHoB KO, Koncynsranrsl, unens: KD

Homxnoctasle nuna KD, unens: KD,

2 MeponpusaTys B npouecce 3aceqanus KtiEmmasrss
HomxxoctHble nuna KO u unens: K3,
I'onocoBanue
He MMeIoII1e KOHDIIUKTa HHTEPECOB
4 ITocne 3acenanus Cexperaps KO, Ipeacenarens KD
4.1. MeponpusaTus nepea KaxibiM 3acenanuem KJ:

*  Cexperapb NpHHUMAET 3a5BKH - Ha TeKylllee 3aceflaHue He MeHee ueM 3a 10 pabounx aHed 10
3acenaHus.

*  Cexperapp B TeueHue 2 pabouMX NHEH MPOBEPSET IPABUIBHOCTH M TOJHOTY 3alOIHEHHS
3a9BKM U HAIMUKE HEOOXOAUMBIX JOKYMEHTOB.

¢ Cexperaph oIpenenser CTaTyC PAacCMOTPEHMs 3asBKU: NPHUHSTHE K CBEACHHIO, YCKOPEHHOE
PacCMOTpPEHHME, SKCIIEPTH3a Ha SKCTPEHHOM HITH TEKYILEM 3aCEeIaHMUH.

«  Cexperaps Gopmupyer nosectky 3acenarus K3 cornacno ®opme COIT-005-01.

*  Cekperapp OTIpaB/iseT MO 3MEKTPOHHON I[I0YTE IIPEABAPUTENBHYIO IOBECTKY 3aCeNaHMs
Unenam KD.

*  Ynenel KO nHMUMMDYIOT CBOE HasHayeHME SKCIEPTOM, OTIPABHMB 3ampoc IO 3JEKTPOHHOM
IOYTe Ha UM CeKpeTaps U NpeacenaTeis.

e Ilpencenarens HazHauaeT 3KCIEPTOB M3 YKcIa uneHoB KD,

*  Ilpencenarens HasHayaer KOHCY/HTaHTOB M NpHITIAIIAeT APYTHX JIML ISl SKCMIEPTU3Hl (IpU
HEOOXOIMMOCTH).

*  KoHcynbraHTsl U IpUIJIalleHHBIE uLa TIOATIMCHIBAIOT corsauleHue 0
KOH(HIEHIHATBHOCTH/KOHIIMKTE HHTepecoB (eciu paHee He noanuckiamy) COIT-KD-002;

*  Cexperapb nepeaaeT MaTepHalbl 3assBKU SKCIIEPTaM, KOHCY/IBTAHTAM, NPUITIALISHHBIM JIMLAM 1
Ap. 4epe3 CreLUallbHyIO nanky B PerjiaMeHTe Wiy ¢ HOMOLIBIO 3JEKTPOHHOM MOYTHI.

*  Cekperapp corsacoBeiBaeT C mnpesncenateneM KO nary u BpeMs TNpoBeNeHMS 3aceiaHus
(oberyHO B TpeTmit ueTsepr, B 13.00) u pasmermaer 3Ty WHGOPMALMIO HA MH(GOPMAIHOHHBIX
pecypeax K3.

*  CormacHo @opme COII-005-02, Ynens: KO IIaHUPYIOT MPOAOIKMTENBHOCT MPOBEIEHUS
3aceaHusl.

¢ Cexperapb MoAroTaBNyMBaeT 3aJl 3aCeJaHH U pa3faTouHble MaTepuans! At Ynesos KD
(B citydae O4HOro 3acenaHms).

«  JlomyckaeTcs qucTaHUMOHHOE NpoBeaeHue 3acenanuii KO B pexume BuaeokoHdepeHiuii
WJIM TIOCPENCTBOM 3JIEKTPOHHOM TOYTHI.

4.2. MeponpHusTHs B poLecce 3aceaHus:

Honnucanue Gopmbl cornacus 0 KOHYUACHIMATBHOCTH/KOHBIMKTE MHTEPECOB Y JIMIL, paHee He
NOANUCHIBABIIMX TAKOE COTJIacHe.

3anonHenue sBo4HOro aucra wieHamu KO (Popme COIT-005-05), eciiu npuMeHUMO.

Pa3naua paboumx maTepuanos 3acenaHus.

[loanuxcanue NpoTOKONA NPEABIYLIEro 3ace/latus PUCYTCTBOBABIIMMH Ha HeM wieHamu KD,
€CIIY IaHHad NIPOLIEYPa HE COCTOSIACh PAHee - 10 HACTOSMLIEro 3aCeqaHuA.

Cexperapp 10K/IaJBIBAET NIOBECTKY 3aCE/IaHMs M BE/ET 3aIlUCH I10 XO/Y 3aceaHus, GUKCHpYeT
TIPUHSATHIE PELIEHNS U OT/E/IbHBIE MHEHHS YYAaCTHHKOB B BH/IE IIPOTOKOIA.
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Ilpencenarens foknanbiBaeT O NPOBEIEHHBIX YCKOPEHHBIX OJKCTIEPTH3aX, MPUHATHIX K
CBEIEHUIO BOIPOCAX 110 UCCIEAOBAHUAM M IPYTHX acnekTax gesreabHocTy KO,

B ciry4ae Hanvums KOH(IMKTA HHTEPeCOB NOIBKHOCTHEIE uia KD w/umm wnenst KD coobimaror
00 3TOM, 0 YeM COBEpLIAETCS 3aMKCh B MPOTOKOJIE 3aCENaHHUS.

B xopne 3acenanus ornammaroTcs IOTHBIE HA3BAHWS PACCMATPHBAEMBIX MPOEKTOB COLMIACHO MX
TIOC/IEI0OBATEIBHOCTH B TIOBECTKE JIHS.

B ciydae OTCYTCTBHS 9KCIEPTOB, IODKHOCTHBIE imiia KD [aloT KpaTkoe OIKCaHWe
HCCIICZIOBAHHS, 32UMTBIBAIOT KOMMEHTAPHH U PELUEHHUS SKCTIEPTOB.

3acenaHue MPOXOIHUT MO HAMEYEHHOMY IUIaHy, Ho IIpe/icenaTens MOKET M3MEHHUTH 3TOT IUIaH,
clieNaTh OTKIIOHEHHS OT TIOBECTKYU JHS B 3aBUCHMOCTH OT CUTYALIUH.

Iloce mpencTaBneHus WCCIENOBAaHWS HAUMHAETCS JMCKYcCHsS cpead wieHoB KD n
BBIC/TYIIMBAIOTCS UX KOMMEHTapHH. J[MCKyCCHs HOCHT JeTallbHBIN XapakTep, 06Cy KIaroTCs BCe
aCTIEKTHI TIPEICTABICHHOTO IIPOEKTA.

Ilpencenarens mpefocTaBnseT coBO BCEM JKeNAlOWMM BbICKasaThes uneHam KO, mapurerHo
BBICTYIIMBAasA MHEHHE MEIMLUMHCKMX pPabOTHMKOB M He MeAMKOB. I[lpu o6CYyxKmeHuu
HH(OpMALMK 11 manueHTa 1 GopM HHGOPMHUPOBAHHOTO COTJIACHS MHEHHME JIHL], HE HMEIOLIUX
MEIMUMHCKOro 00pa3oBaHus, 0COOEHHO LIEHHO.

OBcyrxaeHHI0 noIeKaT BCe BOPOCHI NPEICTABIEHHOrO MCCIIeJOBaHMS.

Hccnenosatesnsm, MeHeDkepam TIPOEKTA M CIIOHCOPaM (€C/IH OHM IPUCYTCTBYIOT) pa3peluaeTcs
KPaTKO H3JI0KHTB CYTh WX MPOEKTOB M OTBETHTH Ha BOHUKUIKE Y 4wieHoB KD Bompock!.

B npouenype npuHATHA pelIeHMS MOTYT NPUHMMATH YYacTHE TOJBKO HE3aBHCHMBIE OT
HMCCIIeIoBaTeIs | CIIOHCOPOB wieHbl KO Bo u3bexaHue KOHDIMKTa MHTEPECOB.

4.3. ToaocoBaHue:

4.4.

l'omocoBanue OCYINECTBISETCS TONMBKO HE3aBHCHMBIMH OT MCCIEIOBATENs M CIIOHCOPOB
uccienoBaHus wieHamu KO.

Muenue BHemsero KoHCYNbTaHTa SBIISETCS COBELIATENBHBIM, CaM BHEINHMH KOHCYJIBTAaHT
B rOJIOCOBAHHHU HE y4aCTBYeET.

K ronocosanuio nomyckarotest fomkHOCTHbIe rua KO 1 winerst KD 6e3 koHbIHKTa HHTEPECOB.
ITepen ronocosannem KD MOKeT IMOMPOCHTH MOKUHYTH 3ai 3acefaHus KD KOHCYNBTaHTOB H
NIPUTJIAICHHBIX JIHLL.

ITpoBoAMTCS OTKPBITOE FONIOCOBAHKE.

Pemenue npuHuMaeTcst GOIbLIMHCTBOM FOJIOCOB.

B cmydae paBeHCTBa TrOJOCOB TNPHHHMAeTCs pELIEHHE, 3a KOTOPOE MPOrojocoBa
IIpencemarems KO.

B ciyuae ecnm npu ronocoBaHMu GBITH TIONYYEHBI PAsiAYHbIE MHEHHS, OHM JOKHBI OBITH
3a()MKCHUPOBAHBI B IIPOTOKOJIE.

Ilocne 3acenanmus:

Cekperapp cneaut 3a TeM, 4TOObI BCEe BOIPOCHI, 3asBACHHbIE B TOBECTKE IHS, OBUIM
TIPE/ICTABJICHBI, TIOTyYeHbI 3aKIFOUEHHMS 110 KaXIOMY BOIIPOCY M BBIHECEHO pelieHue. Pemnenue
MOJXKET OBITh B BUZIe 0NOOPEHHs, ONOOPEH s ¢ PeKOMEHIALMAMH H 3TH PEKOMEHALMH OJDKHbI
OBITh YeTKO CHOPMYIMPOBAHBI, NMPUHATHS K CBEIEHHIO, HeomoOpeHus. Pemenne KD mosxer
OBITh OTJIOKEHO [0 BBINOJHEHHS 3asBHTENEM KAKHX-THOO YCIOBHMH W 3TH YCIOBHS JOJDKHBI
OBITH YETKO MEePEUNUCIIEHBI.

Unen KO, HecornacHblif ¢ MHeHHeM GOJIBLIMHCTBA, BIPaBEe W3JIOKHUTH B MUCBMEHHOH hopme
CBOE 0c060€ MHEHHME, KOTOpPOe 0TOOpaXkaeTcs B MPOTOKoe 3aceqanus K3.

Ecnn  BeIHeceHO pemreHue «OfOOPUTH MPOBEINEHHE WCCIEAOBAHUS IIOCTE YCTPAaHEHHMS
3aMeYaHui 6e3 MOBTOPHOIO paccMOTpeHHUs», CeKpeTaph OMoBeInaeT 3asBUTeNs B IIUCHMEHHOM
¢opMe 1o mOBOMY KOHKPETHEIX 3aMeuyaHwii ¢ MpockGOM MX ycTpaHeHWs (HampHMep,
NPeNOCTaBUTh paspeluenre MuHMCTepcTBa 3apaBooXpaHeHus Poccuiickoit ®enepauuu Ha
MPOBE/ICHHUE KIIMHHYECKOTO UCCIISIOBAHNS).

Ecmn KD nporosiocoBan 3a BHeceHHMe IIONpaBOK B JIFOGOW M3 JOKyMeHTOB, CekpeTapsh
OIIOBEILACT 3aABUTENs B NUCEMEHHOM (OpMe IO MOBOXY KOHKPETHBIX M3MEHEHHUH ¢ MpockBoi
BHECTH IIONIPABKHU U MOBTOPHO MPENCTaBUTh JOKYMEHTHI B KO.

Cekperapyar oTBeyaeT 3a (OpPMHpOBaHHME TNpoToKoia 3aceganus (COIT-005-03) w
(opmMUpOBaHHE BBITUCOK U3 IIPOTOKOJIA ISl 3aMHTEPECOBAHHBIX JIMII.

ITo oxoH4aHMH KaXIOTO 3acelaHHs CEKpeTaph NMPOBEPSET BHINONHEHME MMPOTOKONA 3aCeIaHus,
NIOANMCHIBAET, JATUPYET ¥ apXUBUPYET NOKYMEHTBI.
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4.5.

4.6

Conep:xanne nporokona 3acenanus KJ:
O¢uumanbHplii  MPOTOKON —BKMOYAET MECTO IpPOBENEHMS 3aCeNaHMs, OaTy, CIIHCOK
MPUCYTCTBOBABIIMX 4ieHOB KO, WMeHa NpHINAlIEHHBIX /ML, KOHCTAaTALMIO KOH(MIHKTA
uHTepecoB y wieHoB Kommrera mo Otuke, noBecTKy AHS M MH(POPMALMIO MO KaXKIOMY
PaccMOTPEHHOMY BOIIPOCY.
Jnsi NPOTOKOJIOB KIMHUYECKMX HMCCIEIOBAHMH JOIDKHBI OBITH YKa3aHBI: HOMEp MPOTOKOIa,
Ha3BaHWE HCC/IENIOBAHMUS, CIIOHCOp (3aKa3yMK), IJIaBHBIH HCCIEIOBATENb, TEPEUMCIICHBI BCE
JOKYMEHTBI, KOTOpble ObLIM MpENCTaBIEHBI IS SKCIEPTH3bl, pemieHne KD M pesynsraTsbl
ronocoBanud. Eciu marepuwanbl uccienoBanus ObUIM pPaccMOTPEHBI MOBTOPHO, TO OJDKHBI
OBITh yKasaHbl OTBETbI UCCIE10BATEIS, NOTIONHUTENBHO [IOCTYMBIIME MAaTEPHATIb] M PElleHUe
KD. VkaspiBarorcs BONPOCH! KOJUIETHAIBHOrO OGCYIKIEHHS, HATHYHE KBOpYMa H CII0C0O0
NPUHATUS pELIEeHHUS.
Jlst OT4ETOR MO TeKylueH IKCIepTH3e MOMKHO OBITH yKa3aHO: HOMep MPOTOKOJIA M Ha3BaHHE
MCCIIC/IOBaHKsA, TIOBOA  IIPOBEAEHMS  SKCNEPTM3bl, [Jara, MeCTO, NpPUCYTCTBOBABLINE
TIPEICTABUTENM HCCIIeJoBATENIeH, ee pe3ybTaTel U pemenre KO no npencraenennomy otuery.
Io xaxnomy obcyxaaemMomy B Xozie 3aCelaHHs BOIPOCY M NPUHATOMY PEIIEHHIO, B POTOKO
BHOCHMTCSl KPaTKO€ 3aKIIOYeHHEe B YAOOHOM Ui mpouteHus dopme. J[ucKyccus oTpaskaeTcs ¢
YKa3aHHEM JIULL, C/Ie/IaBIIMX T€ WM HHBIE 3aMEYaHMs, NIOACHEHNUS, TIONPABKH U JIp.
Ecnu npusATO pelneHue, cONpOBOXKIAIOIIEECs ONpeeNeHHBIMA YCIOBUSMHE, JOJDKHBI ObITh
YKa3aHbl 4€TKHE PEKOMEHJALMH Ul NepepaboTKH JOKYMEHTOB M OMpelelleHbl MpOoLeLypsl
IIOBTOPHOI'O PaCCMOTPEHHSL.
B ciiyuae IpuHATHS OTPULIATENEHOrO PELIeHHs [0 [PEACTABNEHHBIM MaTepHanaM HeoGXOIUMO
YETKO yKa3aTb Npu4kHbl. Heobxoaumo chopMyIMpoBaTh BOZMOXKHBIE IyTH BHECEHUS [IABHBIM
KCClIe10BaTeIEM U3MEHEHHIA.
He mnospsee 3 paGouwx nmedl mocne COCTOABLIErocs 3acefaHusi, ceKperaph (OpMHpYeT
NPOTOKOJI 3aCeAaHus, NPOBEPSET €ro NPaBHIBHOCTH W IOJHOTY, CONOCTABISET C ITOBECTKOM
sacefanms. Ilocne aToro mpoTokon 3aceiaHms moamuckiBaercs Ilpencenarenem KO (wmm
3aMeCTHTeNleM Npecenarens) u cekperapeM cornacHo ®opme COIT-005-03.
Ilporokon mnpexcTapnsercs ansd O3HAKOMJIGHHS W TOANMCAHMA ero wieHamu KD,
NPUCYTCTBOBABIIMMU HA 3aCelaHMM, C MOMEHTa MOANMCAHHUA IPOTOKONA OMKHOCTHBIMHU
nuuamu KD u 10 crielyommero ouepeIHoro 3aceaHus WK Ha 04epeIHOM 3aceaHuM (COrIacHO
®opme COII-005-04).
IIporokon mnpemocTaBisercss IS O3HAKOMJIGHHMS M TOANMCAHUA ero uieHamu KD,
NPUCYTCTBYIOLIMMHU Ha O4epeiHoM 3acenanuu cornacHo @opme COIT-005-04.
Cekperapp 00s3aH obecrneuuTh CBOEBPEMEHHYIO (B TedeHue 5 paGoumx jHei) Beauy
OpraHM3allMu-3asBUTEIIO WM 3aUHTEPECOBAHHOMY JIMIY (MCCIENOBATENIO, MPEACTABHBLIEMY
MaTepuajbl HCCIENOBATENbCKOrO IPOEKTa) TNMChMEHHOIO 3aK/IIOYEHHs O TPUHATOM Ha
sacenanu KO pewieHun — BBIMMCKY M3 IPOTOKONA 3aceianus. CekpeTaps OTBedaeT 3a
ONOBEIIEHHE 3aMHTEPECOBAHHBIX JIMLL O PE3y/IbTaTaX 3ace[aHus, PETHCTPUPYET BBIUCKH M, TIPU
HEOOXOMMOCTH, OpPraHM3yeT OTIPABKY pe3yJlbTaTOB pPACCMOTPEHMS 3asfBOK [0 [IOYTE
3asBUTEIIIO.
B ciyyae BBeeHHs] KADAHTHHHBIX MEP B YUPEKICHHH:
3asBKY Ha NPOBE/ICHUE STUYECKOH SKCTIEPTH3b! IPUHUMAIOTCS cekpeTapem KD 1o 2/1eKTpoHHO#
noute lec@niioncologii.ru.
CexpeTapb IpOBEpSET U PETUCTPUPYET 3a5BKY, 3aTEM CKaH 3asBKH C OTMETKOH O «IIPHUHATHH B
KD5» oTmpasiser rnaBHOMy HCCIIEI0BATENIO (COUCCIENOBATENIO MU OTBETCTBEHHOMY
MCIIOJIHUTETIO) TI0 3JIEKTPOHHOM ITOUTE.
Cexperapp ¢opmupyer moBecTKy 3acemaHus KD W ornpasnser Mo 571eKTPOHHOM modTe
yneHam KD.
Cexperapb [I0JDKEH OpraHM3oBaTh JMCTAaHLMOHHOE NpOBeieHHe 3acemanuii KD B dopmare
BU/ICOKOH(DEPEHLMH HIIM NOCPEACTBOM 3JIEKTPOHHOM TOYTHL.
ITocne 3acenanus cexperaphk NOArOTABIMBAET MIPOTOKOJ 3acenanus KD, moanuckisaeT u
HampasJiieT Ha yreepxaenue [lpencenarento KO nocpecTBoM 31eKTPOHHOM MOYTEI MK
BHYTpPEHHEH CHCTEMBI I0KyMeHToobopoTa 1C.
[locne yreepxnenus npeacenarenem KO, cexperaps OTHpaBisSeT MPOTOKON HA O3HAKOMIICHHE
BceM wieHaMm KD 1OCpeaCTBOM 3JIEKTPOHHOM IIOYThl WM BHYTPEHHEH CHCTEMsI
JokymeHToobopora 1C.
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« B ciyuae 3anonsenus @opmsl otdeta skcnepra (Popma COIT-004-04), unen KD noanuceiBaer
Y OTIIPABJIAET CKaH OTYETa CEKPETapIO M0 JIEKTPOHHON MOYTE WK HCTIONb3Ys BHYTPECHHHE
pecypcsl (1C/Pernamenr).

« B ciyuae npucyTcTBHs Ha 3aceJaHUM HOBBIX WICHOB, CTXKEPOB, HE3aBHCHMBIX KOHCYJIETAHTOB
U [Ip. Jll, He sBisomuxcs yieHamu KO, oHM 3apaHee 3anmonHSIOT M NoANHMckBaioT OopMy
Cornamenus (®opma COII-002-02) u ormpaBnsror ckaH ¢opMsl cekperapro KD mo
37IeKTPOHHOM moute lec@niioncologii.ru. Cekperaps KO craBur nmomerky «mpunato B KDO»,
JaTHPYET, MOANKCHIBAET U OTIPABIIAET CKaH HOPMBI OTIIPABUTEITIO.

»  Cekperapb 0pOpMIISET BBINMUCKH U3 NPOTOKONA 3acenaHus KO U OTIpaBiseT CKaHbl BBIMHCOK
[JIaBHBIM ~ UCCNE0oBATENAM (OTBETCTBEHHBIM MCIIOMHHUTENSAM) TI0 OJNEKTPOHHOH TouTe.
Cexperaps KO Bener y4eT U perucTparmio BEITHCOK.

« B ciyuae nuctanumoHHoro npoeeneHus 3acenanus K3, o6 3ToM nenaeTcs cOOTBETCTBYHOIIAs
OTMETKa B IIPOTOKOJE. SIBOYHBIN JIUCTOK B 3TOM CITy4ae 3arloJIHIAETCS CEeKpeTapeM.

«  JlomycTUMO mociie CHATUS KapaHTHHHBIX Mep noanucanue wieHaMu KO opuruHanos
JIOKYMEHTOB NIPOLIEAIINX 3aCeIaHUi KOMHUTETA.

Bce ocraneHele neiicTBHS, CBA3aHHBIE C IOATOTOBKOM M MpoBeieHHeM 3acenannii K3, B mepuon
JEHCTBUS KapaHTUHHBIX MEp, BBIIIOIHSAIOTCS B COOTBETCTBHHU C IMyHKTaMK akTyansHbIX Bepcuii COIT KO.
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®opma COII-005-01

Dopma nosecmku 3acedanun K3

®enepanbHoe rocyapcTBeHHOE GIOAKETHOE yUpeKIEHHE
«Hauuouanbuuﬁ MeaAUUUHCKH I HcC/Ie0BaTeIbCKH M LHEHTP OHKOJIOIHH

umenn H.H. Ilerposa» Munucrepcersa 3paBooxpanenus Poccuiickoii ®enepannu

KOMMTET IIO 3TUKE

197758, Cankr-IleTepGypr,

9. nouta lec@niioncologii.ru

n. Ilecounnlii, yn. JlenuHnrpanckas, 1.68

IMOBECTKA (BHE)OYEPEJHOI'O 3ACEJAHMS K3
npu PI'bY «<HMMUII ouxonorun um. H.H. Herposa» Munsapasa Poccuu

Ten.: 4399555 (3304)

MecTo nposeneHus 3aceaHus:
®I'BY «HMMI] onxonoruu um. H.H. [Tetposay
Mumnszpasa Poccun

3acenanme No

JlaTa npoBeaeHusi: Bpemsi npoBeaenusi:

I'naBHBIN
i Hccre0BaTeNb
Ne 3a5BUTEIb
Bonpockl NOBECTKH 3aceIaHus ( ),
/o JOKJTaT9HK,
PEerucTpaudOHHBII
HOMEp 3asiBKH
IlepBnyHas 5KcnepTU3a NPEACTABIEHHbIX HCCAEN0BAHUIA
1. Bomnpoc 06 op00peHny IPOBEACHHS KIIMHUYECKOrO HCCe0BAHMUS. 3asBUTENIb:
HaspaHue uccienoBanusi:
Homep ucenenopanus: 3asBka No
I'naBHblii HeclienoBaTelb oT
3aKa3yuK UCCIIEN0BAHMSA: (mara)
KoHTakTHbIe JaHHbIE 3aKA34YHKA:
Cpok npoBefieHHs! KIMHUYECKOr0 HCC/IeN0BAHUS: OKCHIepT:
Heccnenosarenbekuii HEHTP:
ITnaHupyeTcss CKpUHUPOBATH A pPaHIOMU3MPOBATh CYOBEKTOB B MCCIE[OBaHHE B
YKa3aHHOM HCCIIeIOBATeNIbCKOM LIEHTPE.
[lnanupyercs CKpUHUPOBATh _ M PAHAOMHU3HPOBATh _ CYOBEKTOB B MCCeI0BaHKe B Poccum.
IpeacraBnenbl AOKYMEHTbI:
JKCnepTU3a NONPaBOK K NPOTOKOIY, HHYOPMUPOBAHHBIX COTNIACHH NALIHEHTA,
NpoYHX MAaTEPUAJIOB [JIsl NAUMEHTOB
2 Bompoc 00 ogo0peHuMM TONpaBKM K TPOTOKONY KJIMHMYECKOTO MCCIIEIOBAHMI | 3agBUTENb:
['naBHBIY UccenoOBaATEND 3asgBka Ne
oT
IlpeactaBiieHbl AOKYMEHThI: (mara)
OKCIIEPT:
[Mpencenarens KO / / « » 202 T
s (PHO)
Cexperaps KO / / «_» 202
- (®UO)
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®opma COII-005-02
PeriaMeHT npoBeJeHHs 3acelaHus

3anonHeHHe SBOYHOTO JucTa wieHaMd KO — 5 muH.

Pa3naua pabo4ux MaTepuanoB 3aceqaHus — 5 MHH.

Hudopmuposanue unenos KO 0 npoBeeHHBIX COBELIAHUIX, BHEOUYEPEHBIX 3aCENAHUIAX U
YCKOPEHHBIX 3KCIEepTU3ax (€CiIu MPUMEHUMO) — 5 MHH.

Hosenenue no ceenenus wieHoB KO Bonpocos s 06CyKIeHUS — 5 MUH.

IIpencraenenye HOBBIX MMPOGKTOB, UX OOCYKICHHUE, PUHSATHE pelieHus — 10 MUHYT Ha KayKIbIH
MIPOTOKOJI.

HHble Bonpocs! MoBecTKH JHSA — 20 MUHYT.

PernamenTt AHCTAHIHOHHOIO NPOBEICHHUS 3aCeIaHUs

3arnonHeHHe SBOYHOrO JKcTa cekperapem KO — 5 Mum.

Hudopmupopanue uneHoB KO o nmpoBeeHHBIX COBEIIAHUSX, BHEOUEPENHBIX 3aCEJaHUAX U
YCKOPEHHBIX 3KCIepTH3ax (eCnu MPUMEHHUMO) — 5 MHH.

JoBenenue no ceenenus wieHoB KO Bompocos s 06CyKIeHHS — 5 MUH.

IIpencrapneHye HOBBIX MPOEKTOB, X 0OCYKIECHHE, MPHHSITHE peleHns — 10 MUHYT Ha KaXKIbIi
TIPOTOKOI :

Hnsle BONpoCkl MOBECTKU AHS — 20 MUHYT.
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®opma COII-005-03
Dopma npomokona 3acedanua K9
DenepalibHOE rOCYAaAPCTBEHHOE GIOKETHOE YYpexaeHue
«HanuoHanbHBbIA MEAHIMHCKHIN HCCIEN0BATENLCKHIA HEHTP OHKOJIOrHH

uvenn H.H. Ilerposa» Mununcrepcersa 3apaBooxpanenns Poccniickoii Denepanuu

KOMMTET IIO 3TUKE

197758, Cauxr-IleTepOypr, dn.mouta: lec@niioncologii.ru
n.Ilecounslii, yn.Jlennnrpaackas, 1.68 (812) 439-95-55 (3304)

IIPOTOKOJI
(BHE)ouepennoro 3acenanus Komurera no stuxe

MecTo npoBeaeHHs 3aceNaHus:
®I'BY «HMHUII orkonoruu um. H.H. TTerposa» 3acenanme Ne
Munznpasa Poccun
Jdarta npoBenenus: Bpems npoBenenus:
IIPUCYTCTBOBAJIH: ®HUO - mpencemarens KOMHTETA
@®HUO - cexpeTaph KOMUTETA
@®HO  — uneH KoMuTeTa
OUO - uneH KomuTETA
O®HUO  — unen komuTETa
OHUO  — uneH KomMuTETA

YcxopenHnas sxcneprusa — (Oa/nem)

Koudaukr unrepecos: DPHO skenepma u Ne gonpoca

KBopym aasi npoBeeHHsI rOJI0COBAHUS HMeJICS.

['naBHBIN
HCCIeIoBaTeNb
Ne ’ (3asBUTEND),
Bonpocer noBecTku 3acenanus
n/n JIOKJIaIUHK,
PETrUCTPaLlMOHHBIY

HOMED 3asBKH

Ilepeuynas 5KcOepTH3A NPEACTABJIEHHBIX HCC/Ie]0BAHMIA

Bomnpoc 06 og00pennn npoBeeHMs KIMHUYECKOTO UCCIEOBAHMS. 3asBUTENb:
Ha3zpaHue uccienoBanus:

Homep ucciieqoBanmusi: 3asBka Ne
I'naBHblii ncenenosarens oT
3aKa3yuK HCCIE OBAHMSA: (mata)
KonrakTHbIe JaHHbIE 3aKA3YHKA:

Cpox npoBeeHHs] KJIHHHYECKOr0 HCCIEA0BAHMS: Okcnept:

HcenenoBarenbckuii neHTp:

[InaHupyeTcs CKpUHMPOBATh _ M PaHIOMH3UPOBATh _ CYOBEKTOB B HCCIIEIOBAHHE B
YKa3aHHOM MCCJIe[J0BATEIbCKOM LIEHTpE.

[lnanupyeTcs CKpMHMPOBATE _ M PAaHIOMU3UPOBATH _ CYOBEKTOB B HCCIIEIOBAHUE B
Poccun.
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IIpencraBiieHbI JOKYMEHTHI:

3Kcnean3a NONPaBOK K NPOTOKO.TY, PIH(l)OpMﬂpOBaHHLIX corJiacui namueHTra,
IPOYHX MATEPHAJIOB JJIs NANHEHTOB

Bonpoc 00 omo0penmm TONpaBKM K TPOTOKOMY KIMHHYECKOTO HCCIENOBAHUS | 3asBHTEND:
['naBHbIH HcenenoBaTens 3asBka No
oT
IlpencraBiieHbI JOKYMEHTDI: (nara)
OKCIIepT:
BBICTYIINIA
1. BBICTYIIWJIN: OKCIIepT:
Kondankr naTepecos:
T'onocosanu:
3a onobpenue — _ uenosek. IIpotus — _ 4enoBek. Bosaepikanich —  yenoBex.
IMocranoBuin:
Oco0oe muenue:
IIpoBepeHo:
IIpencenarens KO / / «_» 202_ r
[Tonrorosnexo:
Cexperaps KO / / «_» 202 r.
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®opma COII-005-04

Jlner osnakomnenus Ynenos KO ¢ Iporokosom 3acenanus (eciu NPUMEHUMO)

Cnoco6 03HaKomJIeHHUS ¢
C IIPOTOKOJIOM Ne oT «__» 20_r. fipoTokanon sacenarus K3
5 e - - (yKaSblBaeTCﬂ B cay4yae
O3HAKOMMJIUCH: oSSR
NpOBEJEHUs 3acelaHus)
105 () Yaen K3 IMoanucek Hara
Cexperapp KO

Jata, nognuce
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®opma COII-005-05
SIBOYHBIA JINCT

3acenanns Komurera no sTuke
OI'BY «HMHMII onxosorun um. H.H. IlerpoBa» Mun3apasa Poccun

MecTo npoBeeHns 3aceaHus:
OI'BY «HMMUII onkonoruu um. H.H. [TerpoBay

3aceqanmne Ne
Munzapasa Poccru o —

JdaTa npoBenenus: Bpems npoBenenus:

®opma npoBeJeHus 3aceJaHHA: O oObrynas
U AHCTaHIHOHHASA

s d.H.0. TToamnuce

10.

11.

12.

13.

SIBOYHBIN TUCT YAOCTOBEPSIEM:

I[Mpencenatens KO/3am.npencenarerns KO/ ®UO

Cexperaps KO PHO
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Howmep Ha3zsanue

3 . Bepcns
COI-K2-006 KCTEPTH3a KIIMHHYECKHUX MCCIIEI0BAHUM

11.0 ot 15.08.2024

Conepxanne 1 Ha3HAYEHHE
OGbsacHsAeT NpoLeaypy 9KCIEPTU3bl KIMHUYECKUX MCCIIe0BaHHUA,
(McTIBITaHMI) TEKapCTBEHHBIX MPENapaToB U MEIULIMHCKUX

153 (S 547
Mecronaxoxaenne 3aMeHsIeT BepCHIO
@I'BY «HMMUII onkomnoruu um. H.H. [Tetposa» 10.0 oT 17.08.2023

Munsnpasa Poccun

Poccutickoit @enepaumu
197758, Cankr-IlerepOypr, moc. [Tecounsii,
yi1. JlenuHrpazackas, nom 68

JlaboparopHelit kopryc, ka6.4.11
Komurer o Dtuke

CocrasiieHo IIposepeno:
Ionropanxwuii A.H. CemenoBa A.U.

Ipeacenarenn

YTBepkaeno Ha 3acenanuu K9

dara 3acemanns Homep 3acenanus Jara
15.08.2024 Nel8 15.08.2024




1. He.m, - OIIMCBIBA€T MEXaHU3M OIIpEHEJIEHUS COOTBETCTBHS IUIAaHUPYEMOr'0 KJIIMHHUYECKOIO
HCCIIENOBAHUSA (,ua.nee =z KI/I) JICKapCTBEHHOI'0 CpEeACTBa, H3AEIUA MEIUMLMHCKOrO HAa3HAYEHHUS WU

TEXHOJIOTHH YCTAHOB/JEHHBIM 3THYECKUM TpeOOBaHMAM C BbIHECEHHeM pelleHMs KomwuTera mo DTuxe
(manee - K9).

2 OTBeTCTBEHHOCTHL - OKCIepT M3 uucna wieHoB K3, unensr KD, nomkHOCTHBIE muna KO3,
He3aBucuMble KoHCYIBTaHTHI.
3. Ilnan-rpaduk:

Ne Bupn nesrenpHocTH

LN Tt

1 Ilpuem 3asBok Cexpetaps K

5 OKcrepTu3a 3asBOK 10 Homxroctueie mua KO, Dxeneptsl u3 uncna uiexos KD,
3acemanusa KD KoncynpranTsr

3 OKcnepTUsa 3asiBOK Ha HomkHocTaelie uua KO, uienst KO, KoncynbsraHTsl,
3acenanuu KO [IpUrialleHHbIe JTUa

oipkHOcTHBIE nula KO u unenst KD He uMeronue
4 I'onocoBanue A d =
KOH(JIHMKTa HHTEPECOB
MeponpusTas rnocie

5 RO Cexkperaps K3, ITpencenarens K3

rOJIOCOBAHHUS

3.1. IIpuem 3asBOK
B o6s3aHHOCTH ceKkpeTapsi BXOIUT:
e  TNEPBUYHOE O3HAKOMJICHHE C JIOKyMEHTalMelH IIpU pUeMe 3asBKM OT 3asBUTENIS,
TpOBEpKA COOTBETCTBHS MPE/ICTABICHHBIX 10KyMEeHTOB TpeGoBaHusm KD u @opmam:
COI1-006-001, COII-006-002, COII-006-003 u COII-006-004;
e  pErucTpauus 3aiBKH;
e  pasMelleHHe JOKYMEHTOB B 3aKPBITOM cucTeMe JocTyna s yieHos KD
«  uHpopmuposanue wienos KO o momyueHHOi 3asBKe;
o  XpaHEHHE JOKYMEHTAlIUH;
«  TpeicTaBieHHe 3asBKHU [lpe/cenarento A BKIIOUEHHUS B TIOBECTKY SKCTPEHHOTO,
TEKYLIEro Wiy cieayroero 3acenanui KO;
»  IpHITIALICHHE Ha 3aCe[JaHHE BCEX 3aMHTEPECOBAHHBIX JIMII.
3.2. OxcneprH3a 3aBOK
B obs3anHOCTH fJOmKHOCTHBIX ull KD, unenos K3, KoHcyneTaHTOB BXOIUT:
COOIOZEHME COMNALEHUs O KOHDUACHIMaNbHOCTH/KOHpuKTe uHTepecor (COIT-KD-002);
»  ¢opmupoBanue crnucka KoHCynbTaHTOB (TpM  HEOGXOMMMOCTH) IO KOHKPETHOMY
MCCIIEJOBAHUIO AJIS €r0 MNPEICTaBIEHMs €AUHOBPEMEHHO MIIM TOCTOSHHO Ha 3acemaHusx KD
(COIT-K3-003);
«  BJaJeHue MHPOpMaLueH o:
1.  Ha3BaHHUE MPOEKTa;
MMEHH IJIaBHOTO MCClIeIOBaTEIS;
(unancupyromei opraHu3alum (€Ciiu NPUMEHUMO);
BHJE U (pase uccre0BaHus;
oblieM uMClne YYACTHMKOB MCCICAOBAaHMS M IUIAHMPYEMOM 4HCIE B JAHHOM
UCCIIEI0BATENBCKOM LIEHTDE;
6.  JJIMTENIbHOCTU MCCIIENOBAHMS;
7. LeJIY UCCNIeIOBAHMS U €ro CYTH;
8.  HajguuMe 1anedo;
9.  BKJIIOYECHHUE YSI3BUMBIX KOHTHHI€HTOB;
10. HaJIMYMe FeHETUYECKOro MCCIIEI0BaHMUA B PAMKAX 3asBIE€HHOIO IPOEKTa;
11. HalM4Ke CTPaxOBKH (CPOKH, YUCIIO 3aCTPAXOBAHHBIX);
12. paspelleHye LeHTPaIbHBIX OPraHOB Ha UCCIEA0BaHUE (YHUCII0 YYACTHUKOB).

Ol ol
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B pesyabTare o3makomJieHHs ¢ HHpopmauumell mo/okHOCTHbIe guna KD m wienst K3

AOJIKHBI:

1.  ybemutecs B TOM, 4TO MH(OpMALWs, NPEACTABICHHAs OpraHW3aLMENd WM JIHLOM-3asSBUTENEM,
AOCTATOYHA M1JI TOTO, YTOOBI BBICKa3aTh 0OOCHOBAHHOE CYXKIECHHE O COOTHOLIEHHH MEX/IY PUCKOM
H T0J1b30H 17151 CyOBEKTOB MCCIIENOBAHHUS;

2.  OUEHHTH HEOOXOIUMOCTH MpHBIeYeHUs KOHCYIbTaHTOB U NPUTIIALIEHHBIX JIALL,

3. OLCHUTH BO3MOXKHOCTb IIOJly4eHHs HEOOXOOUMOro 3aKioueHus 1o 3ddexTHBHOCTH WU
Ge30macHOCTH OMOMEIMLIMHCKMX HCCIEIOBAHHM C MPUBJIEYEHHEM MEHBILIErO YHCIa YYaCTHHUKOB

HCCIIeIOBAHHUS;

4.  OLEHUTH BO3MOXKHBIE PUCKH JJIsl HCIIBITYEMOTO;

S.  OUEHUTH BOMOXHYIO IIONB3Y JUIS HCIIBITYEMOTO M COOTHECTH €€ C PUCKAMH OT y4YacTHs B
HCCIIeIOBaHHUH;,

6.  ybemutbca B TOM, YTO MOTeHLMANbHAs ()QEKTUBHOCTb, PUCK M HEYHOOCTBA OT NMPUMEHEHHMs

HCCIIENyeMOr0 JIEKAPCTBEHHOr'O Iperiapara, UCCIeIyeMOro M3JeTUs MEIULIMHCKOTO Ha3HAueHUS
UM TEXHOJIOTMH OUEHMBAIOTCS TP CPaBHEHHM C JYYIIUMH U3 YXKe CYLIECTBYIOIINX
JICKapCTBEHHBIX MPENAapaToB, W34 MeIULIMHCKOTrO Ha3HAYEHUS MITH TEXHOJIOTHIA;

7.  ybeouTecs B KOMIIETEHTHOCTH MWCCIIEIOBATENEH, B TOM, YTO OHM MMEIOT COOTBETCTBYFOLLYIO
KBaMGHMKALMIO M JOCTATOYHBIH OMBIT B MPOBEACHHM OMOMEIULMHCKAX WCCIIENOBAaHUN Ha
OCHOBaHMH H3YYEHMs pe3lOME MHCCIeNoBaTeNeH, pe3yJbTaTOB MPOBEPOK KadecTBa paboThl
uccrieioBaresiel i MMEIOLIMXCS OT3BIBOB 3aKa34MKOB UCCIICIOBAHUM U CyOBEKTOR UCCIIeIOBAHHIA;

8.  ompenenuTh, COOTBETCTBYIOT JIH HCCIIENOBATENBCKME LIEHTPHl HEOOXOMUMBIM TpeGOBaHMAM MJis
NPOBEIEHHs TUIAHUPYEMOIo MCCIEeOBaHMs, BKIIOYAs HAJH4YMe BCIIOMOTATENBHOTO IEPCOHANa,
Heo0X0IMMOro 060pyIOBaHUs M CPEICTB IPOBEIEHHS HEOTIIOKHBIX MEPOIIPHUSTHIA;

9.  OlEHUTH alleKBaTHOCTb M YCJIOBHS BO3MELIEHHs Bpela 340POBBIO, HACTYNAOIIErO B PE3yJIbTATE
OMOMEIMLIMHCKUX MCCIIeJOBAaHUH, U rapaHTHH BO3MELIEHHs PacXo/0B Ha OKazaHWe HeOOXOIUMOM
MEJULMHCKON MIOMOIIH, B T.4. CTPAXOBBIX MOJIHCOB;

10.  ynocTOBEpUTHCA B TOM, YTO MALKMEHTaM TapaHTHPOBAHBI J€YECHHUE W/WIM KOMIIEHCALMM B Cllydae
HaHECEHUs BpeJa UX 340POBBIO B XOJ€ UCCIICIOBAHHUS.

Jlng  pelmieHHs BOMpoOca O COOTBETCTBMM BO3MOXKHOCTEH HCCIIEOBATENBCKOTO LIEHTpa
(xnimaMyeckoi 6as3pl) TpeboBaHMsAM mpoTokona (mporpammel) KM Ha 3acemaHde MO NMEPBHYHOMY
PacCMOTPEHMIO 3aiBKM Ha IPOBEACHHE KIMHHUYECKOrO MCCIIENOBAHUS MOXET IIpHUIJIaIlaThes
NPE/ICTABUTENh  aJMMHHMCTPALMM KIMHMYECKOW 06as3bl (Ipy HEOOXOAMMOCTH, CIELHAJIUCT 10
MEIMLIMHCKUM HU3JENIUIM).

Ilpy paccMOTpeHMH M BBIHECEHWM 3aKIFOUYEHHMS M0 KOHKpeTHbIM JaokymeHTam (IIpoToxon
uccienosanus, bpourropa uccnenoparens, MubopmaumonHslit TucTok nauuenta U1 @opma MUCbMEHHOro
MH()OPMHUPOBAHHOTO COTJIACHS) PACCMATPHBAIOTCS ClIEAYIOLIHE (aKTOpBI:

B IIpoToxone/mporpaMme ucciaeJoBaHus:

. COOTBeTCTBHE (GOPMBI U COAEPIKAHHUS KITMHUUECKOTO UCCIIEIOBAHHUS €T0 LIENsM;

. BO3MOXKHOCTH TONTy4eHHs HEOOXOOUMBIX 3aKTIOYeHUH C TMpUBJIEYEHHWEM MEHBLIEero 4Yucia
YYaCTHHUKOB UCCIIEI0BAHHUS;

. KOJIMYECTBO MALMEHTOB, NMPUHHUMAOLIMX Y9acTHEe B KIMHUYECKOM HCCIIEIOBAHUY,

. KPUTEPUH BKJIFOUEHHS U He BKIIOYEHHS MAllUEHTOB B HCCIIEIOBaHHUE;

. KPUTEPHHU 1OCPOYHOTO MCKITIOYEHHS TALMEHTOB U3 YHCIIa YYaCTHHUKOB;

. KPUTEPHH BPEMEHHOH IPHUOCTAHOBKM MM IIOJHOIO IPEKpPAalleHMs HCCIIeOBAHHS, METOIbI
00BEKTHBHOIO KOHTPOJIS;

. npejckasyemble mobouHsie 3G dexTsl 1 Hey100CTRa;

. KJIacC NMOTSHUMAIBHOTO PUCKA IPUMEHEHHS METULIMHCKOTO M3JEIHs;

. BO3MOXKHOCTH TNpPHMEHEHHS IUlalebo ¢ y4eToM B3BEIIEHHOTO COTOCTaBIEHHUS PHCKOB H
6€30MacHOCTH M0 OTHOLIEHUIO K YYaCTHHKAM HCCIIEIOBaHUS;

. MIPOCIIEXMBAEMOCTh BO BPEMS M IOCIIE MPOBEAEHMS KIHMHMYECKOTO HMCCICHOBAHMS (MUCITBITAHMS)

MEOHULMHCKOr'O U3OCITUsd (HaJ'II/I‘-IIer HOMEpa CEpHUH, HOMEpPA NapTHH, 3aBOACKHX CepHﬁHBIX HOMEPOB
WK UHBIM CIIOCOOOM).
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B Bpomrope uceenopaTeisi aHATU3HPYIOTCS CBeIeHHS:
Kacaroluecs 6e30nacHOCTH;
XapaKTePUCTUK UCIIBITHIBAEMBIX JIEKAPCTBEHHBIX CPEACTB MK TEXHOJIOTHIA;
Pe3yJbTaTOB JNOKIMHHYECKMX M KIMHHUYECKMX HMCCJIEN0BaHHMH (MCIBITAHHMIA), TPOBENEHHBIX Ha
MOMEHT pPacCMOTPEHHMs 3as4BKH (Hanpumep, B (oOpMe NOCIENHMX OIyGIMKOBAHHBIX HAyYHBIX

CTaTeﬁ, Apyrux OHy6J'II/IKOBaHHLIX AaHHBIX, KPATKHUX XapaKTEPUCTUK HUCIIBITYEMOIO npenapara uiu
MEOULIMHCKOI' O PI3,EleJ'[I/UI).

B mucemennoii ¢opme Mudopmanum nis nanuenta ¢ dopmoii HHGOPMHPOBAHHOIO

CorJiacusi ONleHuBaeTcs:

JIOCTATOYHOCTR;
TIOJIHOTA;

SICHOCTB;

YETKOCTE;

9THYHOCTH HH(OPMALKMHK, KOTOpas JI0JUKHA ObITh JOBEEHA 10 CBENCHHS CyOhEeKTa HCCIeNOBAHHS,
1160 €ro 3aKOHHOI'O MPeICTABUTENS.

AHaTM3UPYIOTCS  CAENYIOLIHE pasfeapl, KOTODPBIC JO/DKHBI NPUCYTCTBOBATHL B JIaHHOM

JOKYMEHTE:

LeJIb Y 3a[]a44 HCCIIeJOBAHKS,
XapaKTepUCTHKA UCCIIEYEMOrO JIEKAPCTBEHHOTO TIpenapara Wik TeXHOIOTHU;

OOLUENPHHATBIE BU/IbI IEKAPCTBEHHOTO WM HE MEIMKAMEHTO3HOTO JIeYeHHsl, KOTOPBIE MOTYT GbITh
Ha3HaY€Hb! UCIBITYEMOMY, @ TAKOKE MX MOTEHLIMANIbHbIE TI0J1b3a U PUCK;

BEPOSATHOCTS II0NaaHKs B OJIHY U3 IPYIN UCCIIE0BAHMS, B TOM YHCIIe M MPYyMITy Niauebo;
0OBEKTUBHO OXKMaeMast T10/163a AJIs UCTIBITYEMOT0;

Heyno6CcTBa ¥ OOBEKTHBHO IpEeACKa3yeMblil PUCK Kak I MCHBITYEMOTO, TaK M Ul IUIOAA MM
IpYAHOro peOeHKa;

NPOLEYPhI UCCIIEI0BAHMS, BKIIIOYask MHBa3UBHEIE METO/IBI;

00513aHHOCTH JIULA, TIOABEPralOIIErocs UCIBITAHUAM MM MCCIIEOBAHHSM;

KOMIIEHCALWS W/WIIK JIeYeHHe, Ha KOTOPBIE JIMIIO, TOBEPraroLieecs: HCBITAHHIO (HCCiIeI0BaHHIO)
WM TAlLKeHT, MOXeT pacCUMThIBATH B Cjlydae HAHECEHHsA Bpela ero 3J0pOBBI0 B XOje
HCClIeJOBaHMS;

3a4BJICHHE O TOM, YTO y4acTHE B UCCIIEOBAHHMH ABMSAETCS NOOPOBOIBHBIM, U JIULO, IOJBEPraeMoe
HCCJIEIOBAHUIO, MOXKET B JIOOOH MOMEHT OTKa3aThCsl OT y4ACTHS B MCCIEIOBAHUM WM BBIOBITH U3
Hero 6e3 Kakux-1ub0 CaHKIMM MK YILEMIIEHHS €ro NpaB Ha Apyrye BUIbI JEUSHHUS,

3asBJICHHE O TOM, YTO MCCJIENOBaTeNH, ayauTophl, Komurer no OTHKe W paspelnuTenbHbIE
MHCTaHLMK TOIyYaT HENOCPEICTBEHHBIH NOCTYN K MH(OpMAalM¥ B MEPBUYHOM MeIMIMHCKOM
JAOKYMEHTAllWM HMCIBITYEMOTO0 B 00BEME, OIPEeNEeIeHHOM COOTBETCTBYIOLIMMM 3aKOHAMH U
NOJ3aKOHHBIMHU aKTaMH, IS IPOBEPKM NMPOLEIYDP W/HIM JaHHBIX KIIMHUYECKOrO MCCIIe0BaHMS, He
Hapy1as IpH 3TOM aHOHUMHOCTb HCIIBITYEMOTO;

NOANMCHBas (GOpMy NMCBMEHHOTO WH(OPMHPOBAHHOIO COIVIACHS, JIMLO, MOIBEPrarolieecs
HCC/IeJOBAHHIO WIIM MCTIBITAHMIO, WM €r0 3aKOHHBIH NpeCTaBUTe b (EC/IM 3TO MPUMEHUMO) JAIOT
paspelleHHe Ha JOCTYII K 9TOH JOKYMEHTALIMH;

3ajBJICHHE O TOM, YTO CBEIEHHs, WMAEHTU(MUHMPYIOIIME JMYHOCTH JIMUQ, MOABEPrarolIerocs
VICTIBITAHHIO WIIH UCCIEOBaHUIO, OyIyT COXpaHATh B TaliHE W MOTYT OBITH PACKPHITHI TONBKO B
npejenax, yCTaHOBIECHHBIX COOTBETCTBYIOLIMMHU 3aKOHAMHM M/MIM IOA3aKOHHBIMU aKTaMu; MpH
IMyO/IMKALKMK PE3yIbTATOB HCCEI0BAHMA aHOHUMHOCTD TAKOTO JIMla OyeT CoXpaHeHa;

3a4BJIEHHE O TOM, YTO HCHBITYEMBIM WM €ro 3aKOHHBIA NpeJCTaBHTeNb OYyayT CBOEBPEMEHHO
O3HaKOMJICHbl C HOBBIMH CBEICHHSIMH, KOTOPBIE MOTYT IIOBIMATH Ha JKEJAHHWE HCIIBITYEMOrO
NPOAOJLKUTE Y4acTHe B UCCIISOBAHUY;

CIIMCOK JIHLI, K KOTOPBIM MOKHO OOpAaTWUThCs [Ulf MOMTyYeHHs NOMOJHUTENBHON MH(OpMauuu o6
MCCJIeIOBAHMH U MpaBax MCIBITYEMOrO, a TAKKe CNELMAINCTOB, C KOTOPBIMH MCIIBITYEMBIHA MOXKET
CBSA3aThCS B Clly4yae HaHECEHMs BPe/la ero 3J0POBLIO B XOJ1€ HCCIIEN0BaHMS;

YCIIOBHS, IPH KOTOPBIX Y4aCTHE UCIBITYEMOTO B MCCIEIOBAHHH MOXKET OBITh PEKPAIIEHO 6e3 ero
cornacus;

npeanonaraeMas AJUTeIbHOCTD YHaCTHs B UCCIIEJOBAHMH;

NpUOIM3UTENBHOE YHUCIIO UCTIBITYEMBIX.
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K5 mosxer notpe6oBaTh, 4TOOBI MCIIBITYEMBIM, IOMUMO HH(OPMALIMH, YKa3aHHOM BBILIE, OBLIH
NPeIOCTABJICHBI JOTIOJIHUTENbHBIE CBEICHUS 00 HCCIEeNOBaHUHM, eCli, 0 MHeHHo K3, 310 HeobXxoammo
AUIS 3aLLUTHI TIPaB U 310POBbA MCTIBITYEMBIX, @ TAK)Ke [/ FApaHTHU X 0€30MacCHOCTH WM IS JIYYIIEro
MOHUMaHHs UMM OTAEJBHBIX MOJIOKEHUH KIMHUYECKOTro UccienoBaHus. HampuMep, eciii UCIIBITYeMbIM
TUTAHUPYETCs BblIa4Ya KaKuX-THO0 CIIOMHBIX OTNPOCHUKOB MM 000pYyHOBaHUS (TAXOMETPHI, TOHOMETPSI,
IUIAHIIETHBIE KOMITBIOTEPEI, CMapT(OHBI, BECHI, TJIFOKOMETPHl M [1p.), MOTpeOyeTcs BKIIOYHTEH
uHpopMaLuro 06 00y9YeHHH NALUEHTOB | T.I1.

Mupopmanms ans nauuenta (MHpopMaunuoHHBIA JHCTOK) W (opma HHPOPMHUPOBAHHOTO
COTJIacHs JIOJDKHBI OBITH HaNMCaHBl Ha PYCCKOM f3bIKe, [0 NMPOChOE HCIBITYEMOro IMepeBeaeHa Ha ero
pomHo# sa3pik. MHpopmanms s manpeHTa AODKHA ObITh HANMCAaHA TAKUM S3BIKOM, TOHMMaHHE
KOTOPOro He TpebyeT MeIULMHCKOro 00pa3oBaHus WK 3HaHUs NpUHIMIOB KauecTBenHoM Kinnnnueckoit
I[Mpaktuku (GCP). PexomenayeTcs u3berarh CrelUanbHbIX TEPMUHOB, JUTHHHBIX CIOMKHBIX TIPENTOKEHUH
U YTBEP)KICHHH, KOTOpBIE MOTYT OBITh HEBEPHO WCTOJKOBAaHBI HCIBITYEMBIM WM BBECTH €ro B
3abmyxnenue. B MHdopmalmoHHOM NHCTKe 1715 MauMeHTa U B Gopme WHOOPMHUPOBAHHOTO COTJIACHS HE
NOJDKHO OBITE (GOPMYIMPOBOK, KOTOPBIE MOTYT 3aIlyTaTh MCIIBITYEMOrO, W TEM CAMBIM BBIHYAWTH €rO
OTKa3aThCsAd OT CBOMX 3aKOHHBIX IpaB NPHUHATH Y4acTHE B HCCIIEOBAaHMHM, WIM OKa3aTh [aBJEHUE Ha
NalMeHTa NPy NPUHATHM peiieHus. OHM Taloke He JOJDKHBI CONEep)KaTh 3asBIEHUH, 0CBOOOKIAFOLIMX
UccrIenoBaTelis, MEULIMHCKOE YYpexIeHHe, CIIOHCOpa WIIH €ro IpeacTaBUTeNIel OT OTBETCTBEHHOCTH 32
JOITYIEHHYIO XaJlaTHOCTh, WK (QOPMYJIMPOBOK, NMO3BOJISIOMIMX MOA0OHYIO HHTEPNPETALIHIO.
HWudopmupoBaHHoe  cornacme W Opyrue, NPENOCTABISEMBIE  MCIBITYEMBIM  MaTepHallbl,
NIepeECMaTPHUBAIOTCS TIPH IMOABICHUH HHGOPMALMHK, CIIOCOOHOHM MOBIMATH HA COIVIACHE HCIIBITYEMOTO.
Hoeble pemakimy  MHQOPMALMOHHOrO  JIMCTKA, WH(GOPMHUPOBAHHOrO  COIIACHS M APYTHX
IPEIOCTABISAEMBIX HCIIBITYEMBIM MaTEPHAIOB ITPEABAPUTEIBHO yTBepkaatoTes KO.

HcnpiTyeMbli WK €ro 3aKOHHBIM MpeNCTaBUTeNb JODKHBI ObITE CBOEBPEMEHHO O3HAKOMIIEHBI C
HOBOM MHGOpMalMeH, CIOCOOHOH MOBIMATE HAa JKEMaHHE MCIBITYEMOro MPOAO/DKUTh YYacTHe B
uccrenopaHuy. @akt coobmeHus 3Toi nHGOpMAaIMK NO/HKEH OBITh JOKYMEHTAIBHO MOATBEPKICH.

B ciryuae ecnu TIpoTOKOIOM MpenycCMOTPEHO y4acTHe B MCCIESIOBAaHUM HECOBEPIIEHHOJIETHUX,
KOTOpbIE MOTYT MOHATH CMBICT NPOMCXOMSINEro W OaTh CBOE COIJIaCHe Ha y4acTHE B UCCIIEIOBaHUH,
WudopmanvoHHbIi mHCcTOK M (Gopma HHOOPMHPOBAHHOTO COTJACHs [O/DKHBI OBITH HaIMCaHBl B
MOHATHOW/AOCTYITHOM U1  HECOBEpPIIEHHOJEeTHHX (GopMe, KOTOPYD OH/OHa COOCTBEHHOPYYHO
MOATKCHIBAET W JaTHpyeT B JONOJHEHHe K TOANKCH HX 3aKOHHOro mnpeacraButens. s kaxnol
BO3PacCTHOM rpymmsl (JeTH, MOJPOCTKH) HOJDKHBI OBITH MPEXyCMOTPEHBl OTAENbHbIE MH(OpPMaLMOHHBIE
JIMCTKH COOTBETCTBEHHO BO3MOXHOCTAM BOCHPHATHS. MHpOpMalMOHHBIH TUCTOK U UHQOPMUPOBAHHOE
COrJIacHe JUTs POIHUTENIeH/ONeKyHOB JO/DKHO COAepXkKaTh Ty ke HH(OpMaIHIo, HO Ha 6071ee NMPOABUHYTOM
YPOBHE JOCTYITHOM J1s IOHUMaHHUS HeNPOGECCUOHATIOM.

ITomyuenue cornacus AOIyCKaeTcst TOJIBKO B MUCBMEHHOI (opMe.

B cnyuyae nHeobxomumoct KD wmmeer mnpaBo motpeGoBaTe OT HccleqoBatess/3asBUTeNs HO0YI0
NOMOJHUTENbHYIO HHbopManuio. Ecnu Takas nHbopMalus He MPeoCTaBseTCs B CPOKHU, ONPEIe/ICHHBIE
K3, K3 He paccMaTpuBaeT JOKYMEHTHI MCCIIENOBATEIBCKOrO IIPOEKTA.

K3 moxer ogoOpute nmpoBeneHHE KIMHAYECKOTO HCCIENOBaHMSA TOJIBKO B TOM CIIy4ae, €CIH
NOTEeHLHATBHAS 110J1b3a I UCITBITYEMBIX IPEBBILIAET BCe U3BECTHBIE U NpeICKa3yeMble BH/IbI PUCKA M1J1s
HHX.

Jlnst sKCTIepTH3bI HecienoBaTenbekoro mpoekra [pencenarenem KO naznavyaercs skenept (COIT-
K3-004), xomu4ecTBO 3KCIEPTOB MO KOHKPETHOMY HCCIIEOBAHUIO HE PErIIaMEHTHPOBAHO.

3.3. Dxkecneprn3a 3asBoK Ha 3acefanuu KO nmpu pacecmorpennn KH.
B cdepy otBerctBeHHOCTH MAODKHOCTHRIX Jvil KO, wuneHoB KO3, KoHcynbrantoB u
MIPUTJIALIEHHBIX JIUL, IPUCYTCTBYIOMIMX Ha 3aceqaHuu KO BXonut:

o TOANKWCAHWE W CJIEJOBAHHE COTMALIEHHIO O KOHQHICHIUATEHOCTH/KOH(IMKTE HHTEPECOB
(COIT-K2-002);

e  CBOEBPEMEHHOE O3HAKOMJIEHHE C TOBECTKOMW 3acelaHus U C MPeJ0CTaBIeHHbIMU 3aBUTENAMU
JOKYMEHTaMH I10 HCCIIeIOBAHUIO;

«  CBOEBpEMEHHas MOATOTOBKa K Aokimaxy Ha 3acemanuu KO cormacuo COIT-K3-003 unu COII-
K5-004 (ecnu npumenumo) u Hactosmieit COIT;

.  COINIACHO TIOBECTKH 3acefaHusi wiu pacriopsokerus Ilpencemarens KO  mpopoaurcs
obcy»KIeHue 3asBKY;

o B Hauaje 00CyKIeHHUs AoKIanbBaeT KOHCYTBTaHT W/MITM SKCIIEPT U3 cocTaBa 4ieHoB KO;
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3.4.

KoHcynbTauT, NpoBOAMBUIMH SKCIEPTH3Y, MOK/IA[bIBAET JMYHO, €CIM KOHCYIBTAHT HE
IIPUCYTCTBYET, PE3yJIbTAaThl SKCIIEPTU3BI JOKIIAIBIBAIOT AODKHOCTHBIE auna KD.

SKCNepT M3 cocraBa wieHOB KD, npoBoauBLIMI 3KCHEpPTH3y, NOKIAABIBAET JIMYHO, €CIH
SKCIEPT HE MPUCYTCTBYET, PE3YNIbTaThl SKCIEPTH3BI JOKIA/BIBAIOT JOKHOCTHBIE nHia KD,
Pe3y/bTaThl IKCHEPTH3bl MOIYT OBITh NEpefaHbl B M000H yH0GHON (GopMe U IOMKHBI
cootBeTcTBOBaTE COIT-KD-003 1 COIT-KD-004;

[OC/I€ pacCMOTPEHMSA NPE/ICTABICHHBIX JOKYMEHTOB, Aoknana KoHcynpraHTa n/uimm Dkenepra
u3 cocraBa uineHoB KO, mpurnalleHHBIX ML, OOCYXIEHHS M MOMy4YeHHs OTBETOB HA BCE
BO3HHUKIIME BOIIPOCHI 110 3asBKe KO mepexoamT k roiocoBaHuro.

I'osocoBanme:
['onocoBanne 0CyIECTBIIZETCA TONBKO HE3aBHCHMEIMH OT HCCIEOBAaTENs M CIIOHCOPOB
uccnenosanusa Ynenamu KO.

K ronocosanmio pomyckaiotess nowkHocTHele nuna KO u Unenst KD 6e3 koudukra
HHTEPECOB.

Muenue BHewHero KoHCybTaHTa SIBISETCS COBEIUATENbHBIM, CaM BHEIHMM KOHCynbTanT B
rOJIOCOBaHMH HE YYaCTBYET.
Ilepen ronocosannem KO MoxeT nonpocHTs MOKUHYTS 3ai1 3acenanus KO KoucynbrauTos u
TIPUIJIALIEHHbIX JIHLL.

IIpoBOAMTCS OTKPBITOE FOJIOCOBAHUE.

Penrenue npuHuMaeTcst 60IbLIMHCTBOM TOJIOCOB.
B cimyyae paBeHCTBa TONOCOB TNPHHHMAETCS pELIEHHE, 33 KOTOPOE IPOroI0COBAN
IIpencenarens KO.

B ciy4ae ecnu npu ronocoBaHuu ObLIM IMOJyYeHbl Pa3lMUHble MHEHHS, OHM JOJKHBI GBITH
3a(MKCUPOBAHbI B IPOTOKOJIE.

HyTCM ro/ioCOBaHHs NPUHHMAET OJHO M3 CJIEeAYIOIHX pemenm“l:

b=

0106pUTE IIPOBECHUE UCCIIeNOBAHKS €3 3aMeuaHHui;

0100pUTE IPOBENIEHUE MCCIIENIOBAHMS C PEKOMEHAALMIMHY, TIOCe YCTPAHEH s 3aMeyaHuii 6e3
TIOBTOPHOTO PAaCCMOTPEHMUs NPH YCIIOBMM OTBETOB HA INOCTABJIEHHBIE BONPOCH! U BHECEHUS
PEKOMEH/TyeMbIX M3MEHEHHH W/WiM JomonHeHuil B paGouyem mopsake. B sToM ciyuae
M3MEHEHHBIE JOKYMEHTBl M/WIM [OTOJHEHHbIE [JOKYMEHTHI OJDKHBI OBITH O06pEHs!
npeJceaareneM WM 3aMecTureneM npeacenarens Komurera no Otuke;

He O0OpUTE M TOBTOPHO PAcCMOTpETh Ha 3acemanu KO mocie BHECEHHS H3MEHEHMid B
NpOLENyphbl U MaTepuasl uccaenosanus. Ilpu stom KO verko Gopmynupyer Bce Bo3HMKIIME
BOIIPOCHI U NIPETEH3UH;

NPUOCTAHOBUTL WM OTMEHHTH paHEE BbIIAHHOE 3aKIOYeHHe 00 OoZOOpeHHMH NpOBEAEHHUS
KJIMHHYECKOI'O UCCIe0OBAHMS.

ITocuie rosiocoBanus:

unen KO, HecornacHelii ¢ MHeHHEM GOJIBLUIMHCTBA BIPaBEe M3JI0XKHTh B MHUCHMEHHOM ¢dopme
CBOE 0c000€ MHEHHUE, KOTOPOE OTOOPaKAETCsl B IPOTOKOIE 3acenanus KO;

€C/IM  BBIHECEHO peIleHHe «OAOOpPUTH MPOBENCHHE MCCIENOBAaHHsS IIOCIE YCTpaHeHHs
3amevaHHi 6e3 OBTOPHOIO PpacCMOTPEHHMS Y, CEKPETAPh OIIOBEIAET 3aBUTENS B TUCHMEHHOM
dopme 1O NOBOAY KOHKPETHBIX 3amedyaHui C MpockbOM MX ycTpaHeHus (Hampumep,
TNpeaOCTaBUTE paspelieHne MuHucTepcTBa 3/paBooXpaHeHus Poccuiickoif @enepauyu Ha
NPOBEJICHHE KIIMHUYECKOT0 UCCIEe0BAHHMS);

ecin KD mporonocosan 3a BHeCEHME MONpPaBOK B JIKOGOH M3 JOKYMEHTOB, ceKpeTrapb
ONOBELIAET 3asABUTEJIS B [IMCBMEHHOM (OpMeE 10 NOBOY KOHKPETHBIX W3MEHEHHMit ¢ IpochOoii
BHECTH IONIPABKH 1 [IOBTOPHO MPENCTaBUTEH JOKYMeHTHI B KO.

Ilo pesynsratam obcysueHus B Xome STHHeCKOH skcnepTussl KD MoxkeT chopMynupoBaTh

BOIIPOCEI
Xesnbeunkekoi aexnapauun, GCP u neficTByromyX HOPMATUBHBIX aKTOB. BOMPOCH M peKOMEHAALUH
JOJDKHBL OBITh HAIpPaBlIEHbl HA CO3JaHMe YCJIOBHMM M Mep, 00eCreyuBaomuX 6e30MacHOCTh MALEeHTa,
TNOJB3Y OT €ro y4acTHs B HUCC/ICNOBAHUM, OOBEKTUBHOCTD, MOJHOTY M JOCTOBEPHOCTH MHGMOpPMALMH, HA
OCHOBaHHH KOTOPO#H MOTEHUMAIbHbIA UCIIBITYEMBIH NIPUMET pelleHue 00 y4acTHU B UCCIEIOBAHMH WM

K 3ajdBUTCIIO W PEKOMEHIALMHM. PexomeHnaimm HOMKHEL ONUpaTbCad Ha IOJIOXKEHMUS
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OTKase oT Hero. B cBomx pexomenmauusax KO momkeH yakaTs NpaBo uccienopateneif Ha cBoGomy
Hay4qHOrO TIOMCKA NpH YCJOBHMH, YTO 3TOT TMOWCK HE 3aTparWBaeT Onaromoiydus ucmbiTyemeix. KO
JOJDKEH CONEMCTBOBATh 3asBUTENIO B BBIPAOOTKE pelIeHWH, HANpaBIEHHBIX Ha ObecrieyeHWe Mpas,
Onarornonyuus ¥ MHTepecoB HCIbITyembiX. KD 06s3aH obpamaTh BHUMAHME 3asBUTENS HA ACIIEKTHI
Av3afiHa W/WIA J[OKYMEHTOB WCCIIE[OBAHHS HE COOTBETCTBYIONIMX JEHCTBYIOIIMM IPABOBBIM M
3THYECKMM HOpMaM.

B ciydae HeonoOpeHHs MCCIEIOBATENBCKOTO MPOEKTA 3aSBUTENb MOMKET ITOAATH AIeIUIALMIO
ITyTeM IMUCbMEHHOT0 oOpawenus Ha ums Ipencenarens KO ¢ usnokeHneM apryMeHTOB IS anesuIsSLyH.

Cexperaps KO obecrieunBaer apXMBHpPOBaHHE IOKYMEHTOB 10 HCCIEOBATENBCKMM MPOSKTAM,
MIPOTOKOJIOB Beex 3acenanuit KO.

Beinvckn w3 npotokona mpoleauiero saceianus ¢ pemennem KD Mo MpeacTaBleHHOMY MPOEKTY

BBIIACTCS 3aBUTEIIIO B CPOK HE MO3/1Hee 5 pabounx JHEH rocie MpoBeAeHHOr0 3aceIaHus.

CekpeTaph onoBeNIaeT 3asBUTENIEH O pe3y bTaTe SKCIEPTU3HI.
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®opma COII-006-001

IIpencenarento Komurera no Dtuike npu
@I'BY «HMHULI orkonorun um. H.H. [letpopay
Munznpasa Poccun

A .. CemeHoBO#

OT I'NIABHOI'O UCCleaoBaTesisa

3asBieHue

[Ipoury npoBecTH 3THYECKYIO SKCTIEPTU3Y KIMHUYECKOTO HCCIEA0BAHMS JIeKapcTBEHHOTrO(bIX)
npenapara(os)

(ykazame nonnoe(vie) Haumenosanue(s) u kpamioe(ue) npu Hanuyuu)
Haspanue uccnenosanus:

Howmep uccnenopanus:
3aKa34uK UCCIIEI0BAHHS:
KonTakTHBIE DaHHBIE 3aKA3YMKA:

DHO, donxcrocms, meneghon, E-mail
Cpox npoBeeHHs KIMHHYECKOTO MCCIIEN0BAHMS: C 20....mo 20....

Hccnenosarensckuii neHTp:

Hanpumep: otaenenue DI'BY «HMHL] onxonornu um. H.H. Ierposa» Muusapasa Poccun, 197758,

Cankr-IlerepGypr, n. [lecounsiit, yn. Jlenunrpanckas, nom 68.

[Tnanupyercss CKpHHHUPOBATH U PaHIOMHU3HPOBATh CyOBEKTOB B HCCIENOBAHHE B YKA3aHHOM
MCCIIEI0BATE/IBCKOM LIEHTPE.
ITnanupyercs CKpHHHPOBATH ¥ PaHIOMHU3UPOBATh cyOBeKTOB B HccienoBanue B Poccuu.

Ilpencrasnensl cieyroue N0KyMEHTBI /15l 9KCIIEPTH3bI (C YKa3aHUeM BEPCHM U JaThI):

1. Crircok 4ieHOB KOMaH/Ibl MCCIIEIOBATEIEH 110 YCTAHOBIEHHOM (opMe;

2. Texywmas Bepcus HayuHol Guorpaduu uccnenosarens (curriculum vitae) no popme M3 PD;

3. Paspemenue M3 PO Ha npoBesieHre KIMHAYECKOrO UCCIEOBAHMS WIIH 3asBIIEHHE ¢ pock00i 0
NPOBEAEHMH KIMHUYECKOr0 UCClIeioBanus NpuHaToe DeepanbHbIM OPraHOM HCIIOIHUTENBHOM BIACTH;

4. TTpoTOKOM KIIMHHYECKOTO UCCIIEJOBAHMS;

5. ®opma UHHOPMUPOBAHHOTO JIMCTKA U (hOpMa HHPOPMUPOBAHHOTO COTTIACHS;

6. bpouttopy uccnenoparesis;

7.CpefieHys O MEIMUMHCKMX OpPFaHM3alMAX, B KOTOPBIX IPEANOJAraeTcs MpOBEIEHHE
KJIMHMYECKOTO MCCIIeIOBAHUS;

8. Komvu jroropopa 00s3aTeIbHOrO CTPaxOBaHMs, 3aKIIOYEHHOTO B COOTBETCTBHM C THMIIOBBIMH
NpaBuiaMy  O0S3aTeNBHOTO  CTPaXOBAaHMS, C yKa3aHWeM IMpeJe/bHOM UMCIEHHOCTH —[ALMEHTOE,
YYaCTBYIOIKX B KJIMHUYECKOM UCCIIEOBAHMUM;

9. Mndopmanus o cocTaBe JIEKapCTBEHHOIO Npenapara;

10. M3BecTHy!O MH(OpMALHMIO, KACAIOLLYIOC GE30MacHOCTH;

11. Obpasipl pek1aMHOM NPOLYKLHMH, €CH IPUMEHMMO;

12.IIuceMeHHBIE MaTepHaibl, KOTOphie OyayT MPeJoCTaBIeHbI CyOBEKTaM, eClTM IPUMEHHMO;

13. Matepuanbl 0O 3/1€KTPOHHBIM, JMATHOCTHYECKHM M JAPYTMM YCTPOHMCTBAaM, KOTOpbIE Oynyt
NPEI0CTABJIEHBl UCTIBITYEMBIM, €CITH PUMEHUMO;

14. Mudopmauus 0 BbIIIaTaX U KOMIEHCALHAX HCIIBITYEMBIM, €CITH IPUMEHHMO;

15. IHBle nOKYMEHTHI 110 TpeboBaHuio KO.

IMoamuce (0)5%(0)
Jlarta
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®opma COII-006-002

Ipencenaremo Komurera nmo Otuke npu
OI'bY «<HMMUL] onkonoruu um. H.H. ITetpoay
Mumnszapasa Poccun

AU. CemenoBoit

OT TJIaBHOT'O MCCJIEOOBATEIIA

3asBrenue

HpOLHy IMPOBECTH STHYUECKYIO SKCIIEPTHU3Y KIMHUYECKOTrO UCCIIENOBAHUS MEAULIMHCKOI O U3IEIUS

(yxazamp nonHoe Ha36aHUE MEOUYUHCKO20 UBOENUS U KDAMKOE NPY HANUYULL)

Hazpanue nccnenoBanus:

Howmep uccnenoranus:

3aKa34MK UCCIISIOBAHKS:

KonrakTHele nannble 3akazuuka:  @HO, dondcnocme, menedon, E-mail

Cpox npoBeneHus KITMHUYECKOrO UCCIIeI0OBaHMUA: C 20....10 e/ i -

Hccnenosarensckuii LEHTP:

Hanpumep: oraenexne OI'BY «HMUILI onxonorun um. H.H. ITerposa» Mnnsapasa Poccun, 197758,

Canxr-ITetepOypr, n. [Tecounsri, yn. JleHnHrpanckas, aom 68.

ITnanupyeTcs CKPHUHUPOBATH ¥ paHIOMH3UPOBATH CyOBEKTOB B HCCIEIOBAHHE B YKa3aHHOM
HCCIIE0BATEIECKOM LICHTpE.
[TnanupyeTcs CKpUHUPOBATH 1 PaHIOMU3UPOBATH cyOBeKToB B UccaenoBanue B Poccun.

[Ipencrasnensl ciemyromue JOKYMEHTBI U1 9KCIIEPTH3BI (C yKa3aHUEeM BEPCHH U IaThl):

1. Cricok uneHoB KOMaH/bI HCClIeIoBaTeNel 0 yCTaHOBIEHHOM (GopMe;

2. Pesrome uccnenosarens (curriculum vitae) B Tekywed pemakuuu no ¢opme Munzapasa Poccuu
W/WITA IpyTHe MaTepHaibl, IOATBEPIKAAOIIHE €r0 KBATH(pUKALMIO,

3. Paspemenune ®enepansHod cayx0bl 10 Hag3opy B cdepe 31paBOOXpaHEHHsS Ha IPOBEIECHHE
KJIMHUYECKUX UCTIBITAHUN MEIULMHCKOTO U3/IEITHS.

4. 3axmouenne Coera mo 3THKe MUHHMCTepCcTBa 34paBoOXpaHeHus Poccuiickoit Denepaunu B
OTHOULICHHWH AAHHOTO [UIAHHPYEMOT0 HCCIeNOBaHHMS.

5. ITporpamma KITMHHYECKOTO UCTIBITAHHS (MCCIIEIOBAHMA).

6. ®opma MHGOPMALMOHHOTO JMCTKA U WH(MOPMHPOBAHHOTO COTNAcHs C ONMCAaHHEM IIpoLecca ero
NOJTYYEHHUS U JOKYMEHTHPOBAHHS.

7. nauBuoyanpHble PEerMCTPAllMOHHBIC KapThl, JTHEBHUKH, aHKETHI U OPYTHe AOKYMEHTHI, KOTOPBIE
IIPEACTOMT 3aNOIHATh YYaCTHUKAM UCIIBITAHUH (€CITH IPUMEHHMO).

8. Matepuanbl, BKIIOUas pekjiaMHble, HHPOPMHUpYIOIHEe 00 HCCIENOBAaHMHW M HCIONb3yeMble s
NIPUBJIEUEHHS YYaCTHUKOB UCIIBITAHUI (€CTIH TPUMEHHMO).

9. Mndopmaruio o BEIIUIATaX U KOMIIEHCALUAX YIaCTHIKAM HUCCIeNOBaHMs (€CIU MPUMEHHMO).

10. Bpourropa uccnenoparers.

11. PyKkoBOACTBO MO 9KCIUTyaTallMK Ha MEIULMHCKOE HU3IETHE.

12. Texauuecknii aiin, conmepskamvii NaHHbIE, MOATBEPIKIAIOLUIHE COOTBETCTBHE MEIMLIMHCKOIO
uanenus obmum TpeboBaHuaM 6e30macHOCTH M 3 (HEKTHBHOCTH MEIULIMHCKUX U3MeNUH, TpeOOBaHUIM K MX
MapKHUPOBKE U 3KCIUTyaTallMOHHOHN JOKYMEHTAIMH Ha HHX;
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13. TlonoxxeHHe O COMIACHM CIENOBATh STHUECKHM NPUHLIMIAM, U3JI0XKEHHBIM B COOTBETCTBYIOLIMX
PYKOBOJICTBAX;

14. Komus foroBopa 00s3aTeNbHOr0 CTPAXOBAHMSA, 3AKIIOYEHHOrO B COOTBETCTBHM C THUIIOBBIMH
NpaBUIamMu 0053aTENBHOrO CTPaxOBaHMs, C YKa3aHUEM NpeaeNbHOM YHC/IEHHOCTH MALMEHTOB, YYaCTBYOLIMX
B KJIMHUYECKOM MCCIIEI0BaHHUM;

15.Ilpenpinyimue perenys, NPUHATEIE APYTUMH KOMUTETAMM T10 STHKE.

16.Cenenus o MEIHIMHCKUX OpraHu3alusiaX, B KOTOPBIX NpearoJjiaraeTcsa NpoBeaACHUE KIIMHUYECKOrO
MCCIIEA0BAHUA,

17. Muple nokymeHTh! o TpeGoBanuio KO.

INoanuce J5(0)
Hara
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CnucoK 4JIeHOB KOMaH/Ibl UCClieoBaTeeH

®opma COII-006-003

No

Hassanne uccnenoBaHus:

DPHO uccnemosarens

JIOKHOCTE

Pons B
UCCIIeIOBAaHHH

E-mail
Tenedon

Hara
NOCTIETHETO
o0yJeHus
GCP

Hamiraue
GCP
ceptuduKara
Ha/Het

OneIT B
HCCIIEIOBAHHSAX,
TIET.

['raBHBIM
HCCIIeIOBATENb

Hccnenosarens

Hccnemosarens

Koopaunartop

Koopaunarop

®DapmaneBT

®apmaneBT

O | ([ Q| | n| B |WIN
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®opma COII-006-004

(Dopma ananoeuunas M3, 603modcHo npedocmasnerue konuu, nOOaHHOI 6 M3)
PE3IOME

1 Ddamuug:

2 Hms, OTuecTBO:

3 Jarta poxxnenus:

4 Yuenas
cTeneHb/3BaHHE:
5 Tesiepon cirykeOHBINA:
6 Tesedon MoOOHIBLHBIN:
s Daxc: :
8  Anpec 3. nouThI:

9. 3HaHMe HHOCTPAHHBIX 513b1KOB (1 - M10X0, 5 - OT/IHYHO):

WHocTpaHHBIN A3BIK Pasrosop Urenue ITucsmo
Pycckuit poaHOH
AHrnuicKuit

10. OnniT paboTs! (6 06pamnom Xporono2uveckom nopsoKe, 6 M.4. yKasams Mecno pabome.
N0 COBMECTNUMENLCMBY 8 HACOSUjee BPeMsL):

JomkHOCTh Hassanue yupesxneHus
Hara (mecsw/ron) [lompasnenenue (oTnenexue) Ampec
c 10
11. Crax paboThi: 00mmii: 0 CNeNHAJIbLHOCTH:

12. Beiciiee 00pasoBanue, HHTEPHATYPA, OPAMHATYPA, ACHHPAHTYPA, AOKTOPAHTYPA H KYPChI
NOBBLIMIEHHS KBAMH(UKANKH, c1a4ya cepTHPUKANMOHHBIX 2K3aMEHOB
(8 obpammnom xpornonozuueckom nopaoxe):

Kpanudukauus Homep Hazpanue yupesxnenus @akyaster
JHUIUIOMa, Hata (mecsaw/ron) (otnenenue) Anpec
‘cepTuduKara,

JaTa Bblaadyu C A0
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13. Y4acTue B ceMHHApaX, TPEHHHTaX, KYpCax II0 BONPOCAM NPOBeICHAS KIHHHYECKHX
HCCeNOBaHMI (6 0OpamHOM XPOHONOZUYECKOM NOPADKE):

Hazpanue Hara (mecsuy/ron) Haspanwue yyeGHOro
3aBEJICHHA/OpraHu3alluy, aapec
(ropoxm)
c hi()

14. YuacTue B KIHHAYECKAX HCCIENOBAHMUSIX (8 0OPAMHOM XPOHONO2UUECKOM NOPAOKE, 8 MOM YUCTe

6 Hacmosuee 8pems):

Kon, Homep O6nacTh ®aza Posp (rimaBHBIM ' Hara (rom)
WCCIIEIOBAHN ~ HCCIENOBAHHSA  HCCIENO MCCIenoBaTeNb, CO-
1 BaHMS  MCCJIE0BATElNb, KOOPAHHATOP, 10

dapmaneBT u T.I1.)

15. KosnyecTBO MyGIHKANAI:

16. Hayunbie paboThl (nepeuerns monozpaguii, cmameii u m.n. no npoQuio KiuHuYecko2o
Uccned08anus, KOmopoe NIAHUPYemcs nPOGOOUMD).

Ne ITepeveHb Hay4qHBIX paboOT

NOMMUCh: |  JIATA:

(ot pyxn) I/MM/TTTT
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Howme Hassanue Bepcus
P OKcrepTH3a HayYHO-HCCIeI0BaTETbCKUX 11.0 ot 1‘; 08.2024

COII-K3-007 paGor (HIP)

Conep:xaHue 1 Ha3HAYEHHE
O6psacHseT npoueIypy IKCIePTU3bI JUCCEPTALMOHHBIX paboT U
MHULMATUBHBIX UCCIISIOBaHMM

MecToHaxoxaeHHe 3ameHsieT BEPCHIO
10.1 0T 23.11.2023

®I'bY «<HMMI] onkonorun um. H.H. ITerposa»
Munznpasa Pocenu
Poccuiickoit @eneparpn

197758, Cankt-Iletepbypr, noc. [Tecounsi,
yi1. JlenuHrpazackas, oM 68

JlabopatopHslii kopryc, ka6.4.11
Komurer no Stuke

CocraBJiieHo IIposepeno
IMonTopauxuit A.H. CemenoBa A.J.
IIpencenarens K3
YTBepikneno Ha 3acenanuu K3 Cemen %
M- . H. A

§\§\ n,cc ) \\
R on .\
Jara 3acenanus Homep}:;ic; Hamna HMara g JOKAXBHbIN \z
15.08.2024 - 15.08.2024 - 3T 471
Z s 43

d

{&JQ , V\\I\gr')0




1. ITeas - ONMCHIBAET MEXaHU3M ONPE/IE/IEH s COOTBETCTBHS MIAHMPYEMOH Hay4HO-MCCIe0BATEbCKOMN
PaboThl, yCTaHOBIEHHBIM 3THYECKUM TPeGOBaHMAM C BhIHECEHHeM perenus KD.

2. OGnacTh npAMEHEeHMs1 — SKCIIePTH3a IPOEKTOB IMCCEPTALMOHHBIX ¥ MHULMATUBHBIX UCCIIeIOBaHUH,
TeMaTHka KOTOpBIX CBfi3aHa C MPOBENCHHEM OMOMENMLMHCKMX HcclefoBaHui. [IpuMeHMMO 110
OTHOLUCHMIO K aCNMpaHTaM W COMCKATEsiM CTENeHH KaHOWJaTa U AOKTOpa HayK, MCIIONHHMTENSM
MHULMATUBHBIX MCCENI0BAHUH MO TEeMaruke, YTBepKIAEHHOH anmunucTpauueit OIBY «HMMUI]
onkonoruu uM. H.H. Iletposa» Munsapasa Poccuu, U Ipy BHINIONHEHUH TPAHTOBBIX HCCIIELOBAHHM 10
3aceflaHysl NpOOIEMHONW KOMMCCHMM, Ha KOTOPOM pAcCMAaTpMBAETCs aKTyalbHOCTH ILUIaHMPYEMOTO
HMICCIICI0BAHMS, MW JI0 Ha4ana BKIIOYECHHUS [TALMEHTOB W/ WK IPOBEJICHHS SKCIIePUMEHTATBHBIX paboT Ha
OHOIOrHYeCKUX MOAEIISX JIFOOOro ypOBHS.

2. OrBercTBennOCTh - KoHcynbranTsl, unensl KO, nomwkHocTHbIE rna K.

3. ILlnan-rpadux:

Mot ~ Bua gedarensHocTH : OTBETCTBEHHOCTD
1 IIpuem 3asBoK Cexkperaps KD
0JoKHOCTHBIE Tuia K3, wiens KD
2 Okcneprusa 3asiBOK 10 3acenanus K3 A . > ’
KoHcynbrauTs
oJDKHOCTHBIE tiua K3, wienst KD
3 OkcnepTusa 3asBOK Ha 3acenanuu KO A H ’ ’
KoHcynpTaHThl, NpUIIalleHHbIe TULIA.
JomxHocTHele muua K3 u unensr KD
4 I'onocopanue He UMeoLIre KOHIUKTA
MHTEPECOoB
5 ITocne ronocopauus Cexperape K3, ITpencenarens KD

3.1. Ilpuem 3asIBOK:

B o6s3aHHOCTH CekpeTapsi BXOIUT:

e IEPBUYHOE O3HAKOMIIEHME C JIOKyMEHTaLMe ! IIPH IIPHUEMeE 3asBKH OT 3asBUTES,

® IPOBEPKA COOTBETCTBUS MPEACTAaBICHHBIX JOKYMEHTOB TpeboBanmsiM K3 u ®opmam COII-007-01,
COII-007-02, COII-007-03,COII-007-04 u COII-007-05;

© PETUCTpaLMs 3asIBKH;

e pa3MelleHHe JOKYMEHTOB B 3aKPhITOH cucTeMe AocTyIa Ais yieHos KO

e uopmuposanue wieHoB KD o nonyyenHoit 3asBke;

® XpaHeHUe JOKYMEHTALHH;

e Ipe/ICTaBeHNe 3asiBku llpencenaremto [uis BKIIOYEHMS B MOBECTKY TEKYIUErO WM CETYIOIIEro
3aceganus KO;

e MPUIJIAIIEHKE HA 3aCElaHUE BCEX 3aUHTEPECOBAHHBIX JIUII.

3.2. DxcneprH3a 3ad9BOK A0 3acenanus KD

B o6azannocty nomxHocTHEIX jul KO, wienos KO, KoHCy1BTaHTOB BXOIUT:

e COOIIO/IEHHE COTTIAIIEHHS O KOH(HIeHIMATBbHOCTH/KoHrKTe uHTepecos (COIT-KD-002);

e O3HaKOMJICHUE ¢ uH(OpMaIMe 1o 3asBKe.

B pesynbTare 03HaKOMIeHHs ¢ HHGOpMaumen nowkHocTHbIe muua KD u wiensr KD momkHbL:

e yOenuTeca B TOM, 4YTO MNpeACTaBlIeHHas WH(OpMALMs, AOCTATOYHA .7 TOrO, 4TOOBI BBICKA3aTh
060CHOBAaHHOE CyXEHHE O COOTHOLIEHHH MEXIy PHMCKOM K MOJNb30H, BO3HMKAIOIIMMH npH
NIPOBE/IEHUHU UCCIIEOBAHKS;

® OLIEHUTH HEOOXOAMMOCTD PHBJIEUEHHU KOHKpeTHOro KoHCyIbTaHTa M IIPUrIalieHHBIX UL

[pencenarens KO Haznauaetr KoncynsranTa cornacHo COIT-KD-003.

3.2.1. UnuuuaTHBHBbIE HCC/IEI0BAHAS (IMCCEPTALMORHBIE PAaGOTHI):
Hasnayennpiit Unen KO/KoHCynbTaHT JOMOTHUTENEHO MOXKET POBEPATH:
©3ajBKYy Ha MPOBEJCHHE OTHYECKOM OIKCIEPTH3bI, MOJNMCAHHYIO PYKOBOJMTEIEM CTPYKTYPHOTO
TOZpas/iesieHys, B KOTOpoM Oy/IeT BBINOJHATBCS JUCCEPTaLMOHHAs paboTa;
e CIIELIMAJIBHOCTb, 110 KOTOPO# INTAaHUPYETCs 3allUTa;
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® AHHOTALIMIO JUCCePTALIMOHHOM paboThl;
© YTBEP)KAECHUE TEMBI Ha 3acefaHuH YueHoro CoBera (KCEepOKOMHUS BBITHCKHM);
e TIPOTOKOJT IUTAHHUPYEMOT0 HCCIIeOBaHNUS;

e KPaTKyr0 aHHOTALMIO Ha KCIIO/IB3yEeMble JIEKapCTBEHHBIEC IMperapaThl, OPUTHMHAIBHBIE METONMKH U WX
aBTOPCKHE MOOU(UKALIUH;

e MOJNMCAaHHBIE U JATHPOBAHHBIE MpodeccHOHaNbHBIe aBTOOMOrpaduu UccaenoBaTells W ero Hay4HOro
pykoBonurens (e#) (o719 IOKTOPaHTOB — HAYYHOTO KOHCYJbTaHTa (OB)) C YKa3aHWEM KOHTAKTHBIX
TenedoHOB;

e uHdOpMALMIO IS TauueHTa (MHGOOPMALMOHHBIA JHMCTOK) W (OPMBI MHPOPMHPOBAHHOTO COTIACHS
MALMEHTAa, €CIIM MPEAyCMOTPEH Habop NETeH, UL ¢ OrpaHUYEHHOH NeecriocOOHOCTBIO — TO MH(MOPMAaLUH
JUIS CaMHX MalleHTOB M UX ONeKYHOB/pOaUTENEH;

e PELEH3UH Ha aHHOTALHUIO.

e COOTBETCTBHE PAbOTHI C GUONIOTHYECKOW MOIEIBIO STHYECKHM TPeOOBaHHUM (ECIIH PUMEHHUMO).

3.2.2. UnunuaTHBHBIE HeCTe0BaHus (He AUCCePTANIHOHHBIE PaGoThI):
Hasnavenneiii Unen KO/KoHCYTbTaHT HOMOHUTEIEHO MOXKET MPOBEPSTH:

e 3a4BKY Ha TIIPOBEJECHHE O3THYECKOH O3KCINEPTH3bl, IOANMCAHHYIO PYKOBOIMTENEM CTPYKTYPHOIO
TIO/Ipa3Ie/IeHUs], B KOTOPOM Oy/eT BBIOIHATHCSA MHULIMATUBHOE UCCIIEI0BAHUE;

e onobpenune agmunuctpaimeit ®I'BY «HMMHL] onxonoruu um. H.H. IlerpoBa» Munsapasa Poccuu
MIPOBEEHUS] UHULHATUBHOI'O UCCIIEI0BAHUS,;

e MPOTOKOJI IITAHHUPYEMOT'0 MCCIIeA0BAHMS;

e KPAaTKyK) aHHOTALMIO Ha WCIIOJIb3yeMble JICKApCTBEHHBIE MperapaThl, OPUIHHAIBHBIE METOAMKH U HX
aBTOpCKME MOAUbHKALMY,

e TIOANMCAHHYIO U JaTHPOBaHHYIO MPO(eCcCHOHABHYIO aBTOOHOrpaduro UCClIe10BaTeNs;

e uHbOpMaLMIO U MauueHTa (MHGOPMALMOHHBIA JHUCTOK) W (GOpMBI WH(OOPMHUPOBAHHOTO COTJIACHS

MaLMEeHTa, eCIIH MPeIyCMOTPeH Habop AeTeH, JIUL C OrpaHUYeHHON 1eecrOCOOHOCTBIO — TO HHPOpMALUH

IUTsE CAaMHIX IAI[MEHTOB H UX ONeKyHOB/pOAUTENEH;

TEeXHUUYECKOEe 3a/laHKe Ha BBHINOJIHEHHE HayUHO-HUCCIIeI0BATENBCKOM paboThl;

KaJICHIapHBIN I171aH;

CMETY pacXo/I0B Ha BBINOJIHEHHE HayYHO-UCCIIe0BATEIbCKUX paboT;

COOTBETCTBHE pPabOoTh! ¢ OUONIOrHYECKON MOJEIBIO STHYECKUM TPeOOBaHUAM (€C/IM TPUMEHMMO).

3.2.3. UnnuuaTHBHbIE HCCAEN0BAHNASN, B KOTOPOM MCIOJHUTE/b ABJIAECTCH OHOJIOrOM.

Ecnu  vHMUMAaTMBHOE  MCCleloBaHME WM JMCCepTaulMoHHas pabora  SBIAIOTCA  4YacThiO
rOCYJapCTBEHHOI'O 3afaHus (fajlee-roc3agaHye), rpaHTa Wik JOroBopa ¢ yKa3aHUEM COOTBETCTBYIOLIETO
HOMEpa HCCIeJOBaHMs, TO CieQyeT BHECTH JaHHYK MHGOPMALMIO B AHHOTALMIO MCCIIEIOBaHMA C
pa3bsACHEHHUAMH, uTO 3a00p OHOJOrMUECKOro MaTepuana OCYLIECTBISETCS B COOTBETCTBUH C
VTBEp)KOCHHOH paHee (opMoii HH(OOPMHUPOBAHHOIO COTJacHs MALMEHTa C COOTBETCTBYIOLIMMHU
CChUIKAaMM Ha Toc3alaHue (rpaHTa, JOrOBOpa), B pamMKax KOTOPOro MpPOBOAUTCS paboTa, ¢ yKasaHHEM
HOMepa H TeMbl, a Takke PO 0TBETCTBEHHOrO UCTIONHUTENS.

B taxom ciywae mpm mpoBeqeHUM AAHHOTO WHWIIMATUBHOIO MCCIEIOBAHMS B TIPEICTaBICHUU
OTBETCTBEHHBIM  HCTIONHUTENEM  MHGOPMALMOHHOrO  JHCTKA  NAlMeHTa U (QopMsl
uH(OpMHUPOBaHHOTO cornacus nauuenTa 1o ®opme COII-007-05 HET HEOOXOAUMOCTH.

3.3. OkcnepTH3a 3agBOK Ha 3acexannn K3

B cdepy orBeTcTBeHHOCTH HOHKHOCTHBIX ML KO, uneHos KO, Koncynsranros u KO Bxoaur:

e MOJNHCAaHHE W CIEIOBaHHWE COIVIALICHHIO O KoH(puaeHuManpHocTH/KoHGukTe MHTepecoB (COIT-KO-
002);

e CBOEBPEMEHHOE O3HAKOMJIEHHME C TIOBECTKOW 3aceJaHus M C IIPEAOCTaBIECHHBIMHM 3asBUTEIAMU
JOKYMEHTaMH I10 UCCIIENOBaHHUIO;

e cBOeBpeMeHHas roaroroska Koncynsranrta/UYnena KO k noknany Ha 3acemannu KO cormacHo COIT-KO-
003;

e COIJIACHO TOBECTKE 3aceanus win pacrnopsokenus [Ipeacenarens KO nmpoBoauTces obcyskaeHHe 3a59BKH,;

e B Hayase obcyxneHus moxnanpiaer Koncynprant/Unen K3;
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e Koncy/bTant, NpoBOAMBIIMA SKCTIEPTH3Y, AOKIAMBIBACT JIMYHO, €CIIH KOHCYIBTAHT HE IPHCYTCTBYET,
Pe3yJIbTaThl SKCIIEPTU3bI AOKIA/BIBAIOT JO/DKHOCTHBIE uua KD,

® PE3YNbTaThl SKCIEPTH3b!I MOTYT OBITH MepeaHbl B 060N YI06HON GopMe M JODKHEI COOTBETCTBOBATE
COII-K3-003;

e BCE HAYYHO-MCCIEJ0BATEeNbCKUE pPabOTBl  [OKHBI OTBEYATH MEXKAYHAPOAHBIM M  POCCHACKAM

TpeOOBaHMAM OSTMYMHOCTH M TIpeisaraTh MPHEMIEMBIH NPOGHIb OE30MaCHOCTH JUIA cyObekTa
UCCIIeIOBaHHUS,

e IIpY PaCCMOTPEHMH Hay4HO-HCCIEN0BaTeNbCKHX paboT KO gomkeH obpawaTe ocoboe BHUMAHMUE:

—  Ro6poBoNEHOMY MHQOPMHUPOBAHHOMY COIJIACHIO CYGBEKTA HCCIIENOBAHKS;

— HayyHOH COCTaBifioOMIeH  IUIaHWpYeMOH  paGoThl  (MOATBEpKIGHHOHW SKCHIEPTOM B
COOTBETCTBYIOIIEH O0MacTv Wi pemenueM aamuuucTpauud ®IBY «HMHL] onkomoruu
uM. H.H. IlerpoBa» Munzapasa Poccun);

—  3alllMTe NePCOHANBHBIX JaHHBIX MAlMEHTOB-YYaCTHUKOB UCCIIEIOBAHNS;

—  KPUTEpHUsM BKIIOYEHHUS U UCKITIOYEHHS CyOBEKTOB B HCCIIEJOBAHUE,

—  METOJaM CTaTHCTUYECKOH 06paboTKy MaTepuana i IUaHy My6IMKalui B HAyIHBIX U3JAHUSX.

® IpX OLIEHKE NPOEKTOB STHYECKUH KOMHUTET JO/DKEH YeTKO b epeHIupoBaTh:

—  HEUHTEPBEHUMOHHbIE U MHTEPBEHLIMOHHbIE UCCIIEIOBAHNS;

—  KIMHHYECKHE UCCJIEIOBAHUA U UX (asbl;

— TIPOEKTBI, CIOHCHpyeMble (upmamu-npousBomutensvMd wid OIBY «HMMUL] onkosoruu

um. H.H. Ilerpoa» Munsapasa Poccuu, HX COOTBETCTBHE IpaBUIaM 3THYHOTO MAPKETHHIA.

ITocne PacCMOTPEHMA IPEACTABIIEHHBIX JOKYMEHTOB, JOK/Iaga KOHCyJTBTaHTa, NpUIrIAlICHHBIX JIWL,
O6cy}KIleHI/L$I U TIOJTy"CHHK OTBETOB Ha BCE BO3HUKILIKE BOIIPOCH] KB NEPEXOOUT K 'OJIOCOBAHHIO.

3.4. TonocoBanune

e ['o50CcOBaHNE OCYILECTBSETCS TOMBKO HE3aBHCHMBIMH OT HCCIIEOBATENA M CIIOHCOPOB MCCIIENOBAHHUSA
ureHamu KO.

e K ronocosanuo aonyckarores gomkHocTHble muia KO u wiens KD 6e3 konbmmkTa uHTepecos.

o Muenue BHemHero KOHCyNbTaHTa ABNSETCH COBEIIATENBHBIM, CaM BHEIHHMi KOHCYJIBTaHT B
rOJIOCOBaHMHM HE yYacTBYeT.

o Ilepen rosocosanvem KD Moxer nonpocuts mOKMHyTh 3an 3acemamus KO KoHcynsTaHToB M
NPUIJIAIIEHHBIX JIMLL

e [IpoBoaMTCS OTKPBITOE rOOCOBAHKE.

o Pemenue npuHuMaeTcs GONBIIMHCTEOM IOJOCOB.

e B ciyyae paBeHCTBa rof0coB NPUHUMAETCA pelieH e, 3a KOTopoe nporonocosan Ipencenarens K2,

e B TOM cily4ae, ecnu NpM roNOCOBAHWM OBUIM TOJNYy4YeHBl pa3fU4Hble MHEHHS, OHHM JO/KHBI OBITH
3a(pMKCHPOBaHbI B IPOTOKOJIE.

ITyrem ronocosanus KO npHHUMaeT 0HO U3 CIeIyIOLMX PEeIleHH I

— 0100pUTh NpOBEICHUE HCCIeN0BaHU Oe3 3aMeuaHuii;

— Ono0puUTh MpOBelEHME WHCCENOBAHMS MOCTE YCTPAHEHHMs 3aMeyaHuii 6e3 IOBTOPHOro
PacCMOTPEHUS NIPHU YCIIOBUHM OTBETOB Ha MOCTABJIEHHBIE BONPOCHI U BHECEHHS PEKOMEH/IYEMbIX
M3MEHEHUH W/WiM fononHeHuH B paboueM mopszke. B aTom ciyuae usmMeHeHHBIE TOKYMEHTHI
W/WTA JIOTIONHEHHBIE IOKYMEHTBI JODKHBI ObITh Of0GpEeHsI Mpe/cefaTeNeM WM 3aMeCTHTEIeM
npencenarens K3;

— TMOBTOPHO paccMOTpeTs Ha 3acenaHuud KD mocne BHECEHMs M3MEHEHHH B INPOLERYpbl U
marepuanbl uccnenosanus. [lpu stom KO yetko dopmynupyer Bce BO3HMKIIME BOMPOCH H
NpeTeH3MH;

—HE paspeluyTh NPOBEeJEHUE UCCIEI0BaHMA (C yKa3aHHeM NPUYHMH OTKAa3a).

3.5. ITocJie ros10COBaHUSA:

o uneH KO, HecornacHslii ¢ MHeHMEM GOMBIIMHCTRA BIPABE U3/I0XKUTH B MUCHMEHHOM (opMe cBoe ocoboe
MHEHME, KOTOpoe 0ToOpaXkaeTcsl B MpOTOKoJI€e 3acenanusa K2
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e €CIIM BBIHECEHO TOJIOKHUTENbHOE pelleHre (kakoe-mibo onobpenme), To KD ykaseiBaer, ¢ Kakoii
4acTOTOM OyneT NpOBOAMTBCA TeKyINas OKCIEPTH3a [0 JaHHOMY WCCIIENOBAHUMIO M TMPOBEPKH
BBINIOJTHEHHS HCCIIEI0BATEIEM 003aTE/ILCTB Ha MPOTSHKEHUH BCETO MCCIIEOBAHMS;

® SC/IM BBIHECCHO pelIeHHE ONOOpUTh NPOBEJEHHE HCCIICNOBAHMS MOC/E YCTpaHEHHsl 3aMeuyaHui 6e3
TIOBTOPHOTO PacCMOTPEHHMsI, CEKpeTapb OINOBEIIAeT 3afBHMTENS B THCBMEHHOW (opme [0 IMOBOIY
KOHKDETHBIX 3aMe4aHWil ¢ NpockOOH WX yCTpaHeHHs (HampuMep, I[PeIOCTAaBUTh paspelieHHe
aJIMUHUCTPALIMK Y UYPEXKIEHHUS Ha IPOBEICHHE HCCIIEI0BAHNS);

e ecii KD mporonocoBan 3a BHeceHME NONpPaBOK B JIOGON M3 JOKYMEHTOB, CEKpETaph OIOBEIIAET
3asBUTENs B IMCbMEHHOM (opMe MO MOBOMY KOHKPETHBIX M3MEHEHHH ¢ MpOCchOOil BHECTH MOMpPABKM U
TIOBTOPHO IPEACTaBUTH JOKYMeHTHI B KD.

ITo pesynbratam oOGCyXIeHMS B XOJ€ 3THUECKOM 3Kkcmeptusbl KD Moxker chopmymupoBath
BONPOCHI K 3asBUTENI0 M pPEKOMEHJIAlMH. PexkoMeHalWM MO/DKHBI OMHMPAaThCs HA  ITOJIOKEHUS
Xenbcunkckod nexnapauy, GCP ¥ IeHCTBYIOINX HOPMATHBHBIX akTOB. BOMpOCH M peKOMEHIALuK
IOJDKHBI OBITH HANpaBlieHbl HA CO3NaHHE YCIOBHH M Mep, 00ECIeYMBAIOINX 6€30MacHOCTh MalHeHTa,
TIOJIB3Y OT €ro y4acTHs B WCCJIENOBaHWH, 0OBEKTUBHOCTb, TOJHOTY M JOCTOBEPHOCTh MHMOpPMALMH, Ha
OCHOBaHHMHM KOTOPOM MOTEHLMAILHBIH HCIIBITYEMbIH NPUMET pellieHre 00 y4acTHH B UCCIIEOBAaHMH WITH
oTKaze OT Hero. B cBomx pexomenmaumsx KO nomkeH yBakaTs mpaBo HcciemoBarenedl Ha CBOGOLY
HAay4YHOrO TOMCKA TMpPH YCIIOBHH, YTO 3TOT TMOMCK HE 3aTpardBaeT OJarorofyuds HCbITyeMsix. KO
AOJDKEH CONCHCTBOBATH 3ajABUTENIO B BHIPAOOTKE pPEIICHMH, HanpaBleHHBIX Ha obecriedyeHue Mpas,
Omaromomy4ns W MHTEpecoB HcnbiTyeMbiX. KD o0s3an ofpawmiarth BHUMAaHWE 3asBUTENS HA ACTIEKTEI
Au3aliHa W/MIM [OKYMEHTOB HCCIEOBAHHS HE COOTBETCTBYIOIIMX MEHCTBYIOIIMM TPABOBBEIM U
5THYECKUM HOPMaM.

B ciyyae HeomoOpeHus MCCIIeNOBATENBCKOTO TPOEKTa 3asABHTENb MOXKET IOJATh ArNEUIALMIO
IyTeM MUCbMEHHOTO obpamenus Ha ums [Ipencenarens KO ¢ usnokeHueM apryMeHTOB 115 anesuIsiyy.

Cekperapes KD obecrieunBaeT apXvBHpOBaHHE JOKYMEHTOB 110 HCCIENOBATENBCKMM MPOEKTAM,
IIPOTOKOJIOB BceX 3acenanuii KO.

Beinucku U3 npotokona mpoulenmero sacenanus ¢ peurerdeM KD 1Mo NpeaCTaBIeHHOMY MPOEKTY
BBIIAETCH 3asBUTEIIIO B CPOK HE MO3/1Hee 5 pabouux JHeH rocse NpoBeIeHHOTO 3aceJaHus.

Cekperaph HeceT OTBETCTBEHHOCTh 3a OINOBELIEHHE 3asBHTE]eH, NOBEIEHHE [0 UX CBEIEHHI

PEe3yJIbTaTOB PACCMOTPEHHUSI IPOEKTOB.
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®opma COII-007-01

IIpencenaremo Komurera no Dtuke npu
OI'bY «HMMUILI oukonoruu um. H.H. ITetposay
Munsapasa Poccuu

A .H. Cemenopoii

OT acIMpaHTa/COMCKAaTENs

3ASIBJIEHUE

IIpoury npoBecTH 3THYECKYIO SKCIEPTH3Y AMCCEPTALMOHHON pabGOTHI:

Ha3BaHUe paboThI:

CrieyuaJIbHOCTh (yxasa'rb Ha3BaHHUE U HOMEP CHCL[PI&U'IBHOCTI/I)Z

HaumeHoBanue noapasaencHus PI'BY «HMUI] onkonorun um. H.H. Ilerposa» Munsapasa Poccuu, Ha
KOTOPOM OyZET MPOBOJUTECS UCCIIEI0BAHME:

K sasBrenuto npunaraioTcs caeayromne JoKyMeHTHI (yKas3aTh Kakue):

15

ITpoTokon uccnenosanus;

2. Kpatkas aHHOTalMs Ha HCTIONB3YEMBIE JIEKAPCTBEHHbIE NIPENaparthl (€C/TM OHM HCIIONb3YIOTCA);

3. Hudopmanmonnsiit mucTok naiuenta u Gopma MHGOPMUPOBAHHOrO COracus U (B ciydae, eciu
TpebyeTcs Cornacue OneKyHa WM POAMTEs, TO aialTHPOBAHHYIO MH(DOPMALMIO JIs ONeKyHa 1
OIIEKAEMBIX); '

4. IlpodeccuoHanbHbIe aBrobuorpaduu HCCIleloBaTeNs U ero Hay4HOT'0
PYKOBOJMTENS/KOHCYIBTAHTA;

5. WupuBuayanbHas perucTpallMOHHAS KapTa NaluMeHTa (eCiy HCTIONb3yeTcs);

6. TexHuyeckoe 3a/1aHue Ha BBITIONHEHME HayYHO-MCCIeA0BATENBCKOM paboTsl (1o 3anpocy KD);

7. Kanenpapusiii nnas (o 3anpocy K9);

8. CMeTa pacxo/ioB Ha BBINOJIHEHHE HAYYHO-UCCIIEA0BATENbCKUX pabor (o 3anpocy KD);

9. 3Bakmouenue 0 TOM, uTO paboTa 3alUlaHMPOBAaHA, M KONMHMSA OT3BIBA CHELMATMCTA Ha
HCCIIeIOBAHUE.

Hccnepnoparens:

[Moamuce: Hara:

KonTakTHblit Tenepon:

PykoBoaurens noapasnenenus (Busa):

Crpanuna 6 u3 22



®opma COII-007-02

Ipencenarento Komurera no Stuke npu ®PI'BY
«HMHI] onkonoruu um. H.H. ITetposa»
Mun3zapasa Poceun

A M. CemenoBoi

OT HCClIeI0oBaTeNs

3ASBJIEHUE

[Ipoury npoBecTH 3THYECKYIO SKCIEPTU3Y MHUIIMATHBHOTO UCCIIEOBAHUS:

HasBanue uccnenosanus:

CnenmanbHoCTb (yKa3aTh Ha3BaHHE W HOMED CIIELHAIBHOCTH):

Haunmenosanue noapasnenenns OI'BY «HMHL] onkonornu um. H.H. Tletposa» Munsapasa Poccuu, Ha
KOTOpPOM OyJeT MPOBOUTECS UCCIIEI0BAHHKE:

K 3asBnenuIo npunararTes clneayroume J0KyMEHThI (YKa3aTh Kakue).

1.

ITpoTokon uccrenoBaHus;

2. KpaTkas aHHOTaLMsA Ha UCIOJIb3yeMble JIEKApCTBEHHbIE Mpernapathl (€C/M OHHM HCIONB3YIOTCS),
OpUI'HHAJIbHBIE METOIUKH H UX aBTOPCKHE MOIU(UKALIHH;

3. HudopmauMoHHBIH JHCTOK ManueHTa U Gopma MHDOPMHPOBAHHOIO coryiacus (B cliydae, eciu
TpeGyeTcs corylacue OneKyHa WM POIUTENs, TO afalTHPOBAHHYIO HHMOPMALIKIO U1 ONIEKyHa U
OIEKAEMBIX);

4. TlpodeccronanpHas aBToOHOrpadus UccaeqoBaTeNs;

5. HuauBumyanbHas perucTpallMOHHas KapTa MaluueHTa (eCliy UCTIONb3YeTCs);

6. Texnudeckoe 3ajaHN€ Ha BHINOJTHEHHE HAYYHO-UCCIIENOBATENILCKOM paboThL;

7. KanennapHslii rmas;

8. Cwmera pacxoJ0B Ha BHINOTHEHHE HAYYHO-HUCCIIEN0BATEILCKUX PaboT;

9. OnobpeHue aIMHUHHCTpALMH YUPEKACHHs TpPOBEIECHHMS WCClefoBaHus (BuM3a .M.H.
Cemurnaszoort  T.JO. u cormacHo Tematuke mpoekra aM.H. Kporoea H.®., am.H.
Bannmyepoit 1.A.).

Hccnenosarens:

Toamuce: Jlara:

KonTtakTHeI# TenedoH:

PyxoBonuTens noxpasaeneHus (Busa):
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®opma COII-007-03

Iopsifok npecTaBneHns 3a9BOK U JOKyMEHTOB Ha IIPOBEIEHHE STHYECKO SKCTIEPTU3bI
UCCIIE/IOBATENBCKON paboThI, Iie CyOBEeKTOM MCCIIEJOBAHMUS SBISETCS YeIOBEK

ﬂ.]'[ﬂ IOJTY4YCHUA OIIOGPCHI/I}I IIPOBEACHHUS IUIAHHPYEMOI'O HMCCIENOBAaHHMS 3asBUTEIIb [OOJKEH
NpEACTAaBUTE CEKpPETaprO K5 AOKYMEHTAaLHIO, HeOGXO}lIfIMy}O A7 THIATEJIBHOI'O KM HMCYEPIIBIBAIOLLETO
aHaJu3a 3TUYECKOM CTOPOHBI NIAHUPYEMOT'O UCCICI0OBaHUA

Ilepeyenb OKyMeHTaLMK, HEOOXOAMMO# TSl IPOBEEHHMA SKCIEPTU3BI

1. ITucemo-obpaluenre Ha uMs npeacenarens K3

2. IIpoTokon HccrenoBanus;

3. Kparkas aHHOTaLMs Ha MCTIO/b3YeMble TeKapCTBEHHbIE TIPENapaThl (€C/IM OHU HCMIOMB3YIOTCS),
OIMCaHWE METOJOB UCCIIEAOBAHUS;

4. Mg opMaluoHHbli TUCTOK MalmenTa U GopMy HHGOPMUPOBAHHOTO cornacys (B CIyyae, eciu
TpebyeTcs corsiacke oreKyHa UM POMTEIIS, TO aJaNTHPOBAHHYHO HHYOPMALIMIO T ONeKyHA 1
OTIEKAEMBIX); '

5. Ilpodeccuonanshsie agroduorpapuu (CV) nccrnenoparess/HayqHOro pyKoBOAUTEs/KOHCYIbTAHTA,
6. MunuByuayanbHas perucTpaliOHHAs KapTa MalldeHTa;

7. TexHu4ecKoe 3alaHKe Ha BBITIOJHEHHE Hay4YHO-HCCIIE0BATENLCKOM PaboThI;

8. KanennapHslii nnas;

9. CmeTa pacxo/ioB Ha BBIIONHEHHE HAYYHO-UCCIIEA0BATENBCKUX PaboT;

10. 3akmrouenue o TOM, 4T0 paboTa 3aIUIaHUPOBAHA M KOTIMIO OT3hIBA CIIELHATHCTA HA HCCIIEI0BAHME.

KD nmeer npapo 3anpocuTs u Jpyrue 10KYMEHTbI, KOTOPBIE MOTYT NOTPe6OBATBCS eMy IS
UCTIOJIHEHUS CBOMX 00S3aHHOCTEM.

CpOK noAa4u NOKYMEHTOB U1 paCCMOTPEHHUS Ha OUYEPEIHOM 3acelaHUM: HE MEHee YeM 3a [Be
HEOEIU 00 3acenaHusl.

Bhinucky 0 NpUHATOM peleHUH BBIIAIOTCS B TeUEHHE 5 paboyuX JHel ocie 3aceianus.
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Popma COII-007-04

Hepeqenb AOKYMEHTAlMH, Heo0X0XNMOMH IS NPOBEACHHUSA IKCHNEPTUIBI HCCJIEA0OBAHUA C
HCNOJIb30BAaHUEM OHOJIOrHYECKOM MOJE/IH B Ka4YecTBe Cyﬁ'beKTa HCCJICNOBAHHA

1. IIucemo-obpatenne Ha ums npexacenarens KO,

2. IIpoTOKOJ HCCeN0BaHNS;

3. Kparkas aHHOTaIMs Ha UCTIOJb3yeMbIe JISKAPCTBEHHBIE MPETapaTsl (€CIIH OHU UCIIONB3YIOTCS);
4. IIpodeccuonanbHble aBTOOHOTrpadUu HCCIIENOBATENEH;

Pasnensl, KOTOpsIe 1OKHBI OBITH OTPaXKEHBI B POTOKOJIE HCCIIEAOBAHNSL, [IPH HCIIONB30BAHUN
OHOIOrMYECKOH MOIeITH:
1. 0OBeKT uccneoBaHue (BHI )KHBOTHOTO, KJIETOYHAS KYJIBTYpa U Ip.);
2. KONMM4ecTBO OHOJOTHYeCKUX MoJesel ¢ 000CHOBaHWEM HEOOXOIUMOro UX YHCIIA;
3. yCIIOBHS TIOTyYEHHUS KJIETOUHOH KYIBTYPBI;
4. ycIIoBHs COePIKaHUA XKUBOTHOTO, MPOAOKUTENBHOCTD COAEPIKAHUS;
5. penpomykuus (€cau NpeayCMOTPeHo). YKa3aTh UCIIOIb30BaHUE MPHUITIONA, YYaCTHe €ro B
SKCIIEPUMEHTaX;
6. IeTabHOE U NOIIAroBOe ONMCaHKe BO3AGHCTBUSA Ha OHONOTHYECKYIO MOJeNlb. MeTOIbl, HCIIOTb3yeMble
B IIPOLIECCE HKCIIEPHUMEHTA;
a) Ha MOATOTOBUTENILHOM JTalle: BBeIeHHe XUMUYECKUX BEIECTB, IMHIIEBHIX 100aBOK; HHU3HKO-
MeXaHHWYeCKHe BO3/ICHCTBHS U JIp.
6) Ha OCHOBHOM 3Tare: crocod 3a60pa HKCIIEpUMEHTATEHOTO MaTepHala; riepeueHs 3a01upaeMoro
Marepuaa; npexycMOTPEHO JIM YMepILBIeHHe )KUBOTHOTO, €CJITU 112, TO KaKUM CIoco00M;
HeoOXOMMO MPeOCTaBUTh ONUCAHKE TTPOBOAUMOM aHECTE3MH, BUI, HCIIOIb3yeMble IIpernaparsl.
B) Ha 3aKJIFOUUTENILHOM 3Tarne (HCIOoTb30BaHHe KMBOTHOT'O IOCIIE SKCTIEPUMEHTa, YTHITH3ALUS
OCTaHKOB).
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®opma COII-007-05

OI'bY «HMMII onkosnorun um. H.H. Ilerposa» Munzapasa Poccun

®opma HH(GOPMHPOBAHHOIO cOrIacusi ¥ HHPOPMANMOHHDIN JHCTOK MALMEHTA

DOHUO nauueHra

(TIOIHOCTEIO)

Hazpanue

UCCIIeNOBaHUS
PI'BY ®@enepanbHoe rocyJapcTBeHHOe OIO[UKETHOE  YuUpeKIeHHe
"HannonaibHblil MeTHIMHCKHN HCCI€10BATEILCKHI NEHTP OHKOJIOIHH

Hazeanue, uvenu H.H. Ilerposa" Munucrepcrsa 3apaBooxpanenns Poccuiickoii

agpec, TtenedoH | Mexepauun

MEIULUHCKOTO

YIPORACHI r. Cankr-IletepOypr, n. ITecounsii, yn. Jlenunrpazckas, 1om 68
Tenedon: (812) 43-99-555; paxkc: (812) 596-89-47
da.mouTa: oncl@rion.spb.ru

I'naBHbIN

uccnenoBaresb

(®H1O

IIOJIHOCTEIO)

Coucnenoparenu
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BBenenue

Bam npennaraercs NpuHATE JOOPOBONBHOE YUacTHe B KIMHHYECKOM MCCIIEOBAHMM 10 H3YUEHHIO
JUATHOCTHKH U JIeUeHHUs! GOMbHBIX

Hns Toro 4robel nath Bam BO3MOXKHOCTH NMPUHATH OCO3HAHHOE PELIEHHE O TOM, XOTHTE JM Bl
Y4acTBOBATh B JAHHOM Hay4HOM HCCIIEIOBAaHHH, B 3TOM JOKYMEHTE OIMCAHBI LIE/Ib UCCIIEN0BAHMS, BAIH
npasa U 0643aHHOCTH, TPOLIETYPEI, IIPELYCMOTPEHHBIE UCCIIENOBAHIEM, U BOIMOKHBIE PUCKH, U TI0JIb3a,
CBA3aHHBIC C ydYacTHeM B wuccienoBanuu. Iloxkamylcra, BHUMATENBHO, HE TOPOICH, MPOYMTAMTE
crepyromyro  uHpopmaumro. Ilpexkne dYeM MpPHHATE pELICHHE, TMOTOBOPHTE CO CBOMM BpAuoM,
MEJCECTPOH, CeMbed WM Ipy3bsamu. EciM y Bac BO3HMKHYT Kakue-muGO BOMPOCHl, Bbl MoskeTe
0OpaTHUTECA K BallleMy Bpavy-HCCIIe0BATEIO 3a G0oiee MOAPOOHBIMH Pa3bsICHEHUAMH.

(DHO sepaua-uccredosamens,)
Kaxopa uemnp manHoro uccnenoBanms?

[MIpumeuanue ona uccnedoeameneii: B un@opmayuonnviii 1UCMoK nayuenma 6Hecmu uH@OPMAYUIo o
yenu uccne008anus,, 0ObACHEHUE BO3MOICHOCMEl CMAHOAPMHBIX JeuebHblx nodx0006 U 06OCHO8aHUe
uccnedyemvlx mepanesmuiecKux Memooos, pa3biACHEHUe HAYUHBIX MEPMUHOE U NOHAMULL 6 OOCTYNHO
O/15L NOHUMAHUA NAYUueHmos gopme].

HCIIBIO HaCTOSLIEr0 UCCIIEONOBAHUSA SIBJISCTCS U3YUYEHHE

KTo npoBoauT 310 Hay4yHOe Hcciienoanue?

HanHoe Hay4HOe HccrleJoBaHHe NpoBoauTcs Ha Gaze ®I'BY «HMMIL] onkonoruu um. H.H.[Tetposay
Munznpasa Poccun. Hccnenopanue NpOBOAMTCS TMOA PYKOBOACTBOM IJIABHOTO HCCIENOBATENd MU
TIEpCOHAsa UCCIEI0BATENbCKOTrO LICHTpA.
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Kro naBpan onoGpenne Ha npoBegeHue 3Toro uecje oBanus?

JanHoe uccnenoBaHue 0106peHo:

[Ipukasom nupexropa ®I'BY «HMMUIL] omkomornn mm. H.H. Iletposa» Mumsapasa Poccum oT
/ / No_ «O nposenenun uccnenosanus».

3acenanuem Yuenoro Cosera npu ®I'BY «HMHUILI orkonoruu um. H.H. ITetposa» Munsapasa Poccun.

Taroke nannoe uccrnenosanue 6uu10 onobpero Komurerom no Druke npu ®I'BY «HMUL] onkonoruu
uM. H.H.Ilerposa» Mumnsnpasa Poccum. [Ins mosydeHus AONONHMTENbHOM HHGbOpMaimu of
MCCIeloBaHMK ¥ Baluux npasax kak ydyacTHHMKa McClelOBaHMs Bbl MoxeTe o6paTuThCs B
Komurer no Otuxe npu ®I'BY «HMHUI] ouxonornn um.H.H. Ietposa» Mumnzapasa Poccun.
Anpec: 197758, Cankt-Ilerep6ypr, 1. Ilecounsiii, yi1. Jlenunrpaackas, 1o 68.

e IIpeacenarens KO: CemenoBa Anna MropesHa, Ten.: (812) 439 95 55;
* 3amecturens npescenatens KO: Cemurnazosa Taresna IOpresna, (812) 439 95 55;

* Cexperaps KO: Kupunnosa TaTesana AnekcaHaposHa, TeiL.: (812) 439 95 55 (3304);
e-mail: lec@niioncologii.ru.

VH(OpMaLMOHHBIA JIHCTOK MAaUMEHTa CONEPKHT MEIMLUMHCKUE CIOBA M TEPMMHEI, KOTOpSIE,
BO3MOJKHO, Bam Oy/tyT He MOHATHEI, NOKaMyHCTa, 0GpPaTUTECh K CBOEMY Bpady-MCCNEN0BATENIO C LEIbIO
pas3bACHEHUs JaHHON UH(OPMALHH.

CKOJIBKO 4en0BeK NPHMYT y4YacTHe B 3TOM HCCJIeAOBAHMM ?
B nannom uccnenoBaHuu INPpUMYT y4acCcTUe MaLyeHTOB.

KakoBbl MOH 00SI3aHHOCTH KaK Y4aCTHHMKA 3TOr0 McCjaex0Banus?

Ecnu Bpl pemure npuHATH ydacTHe B JaHHOM MCCIENOBaHWM, BaM GyaeT HEOOGXOZMMO BBITIONHATS

HIDKECIEAYIOLHe YCIOBHSA:

o Cobmonate rpaduk mnocelleHWH | BBIIONHATL OMOJHUTENBHBIE METONbl OOC/IEIOBAHMI
npe1yCcMOTpeHHbIe ucenenosanreM. Eciiu Bel He MojkeTe NPUIATH Ha BU3HT, IOXKATYHCTA, KAK MOXKHO
CKOpee CBSDKUTECH C MIEPCOHATIOM MCC/IE0BATENBCKOrO LIEHTPa (HANpUMep, BpadyoM-HCCleIoBaTeIeM
WM Hay4HBIM TIEPCOHAIOM) JUIS HA3HAUEHHUsI HOBOTO BU3MUTA.

e HudopmupoBaTh NEpCOHAN MCCIEAOBATEICKOrO LEHTPa O MOBGBIX CHMITOMAX, W3MEHEHHSX B
NpyeMe Mperaparos, MOCEIEHMAX Bpaya WIH MEAULIMHCKON CECTPbI, FOCTTUTAIM3ALIUSX.

e OTka3arbCs OT OAHOBPEMEHHOrO yYacTHs B APYIMX HAYYHBIX MCCIIEIOBAHUSX.

Wudopmuposath nepcoHan McCIen0BaTeNbCKOrO LEHTPa, eClu MpemnonaraeTe, yto Ber (wiu Bawma
NapTHepIla) MoXKeTe ObITh OepeMeHHBI.

e HHdopmupoBaTh MEPCOHAN HCCIEN0BATENLCKOrO LEHTPa, eciid Bbl M3MeHuTe cBOe pemieHue 06
YYaCTHH B UCCIIEAOBAHKH.

e Hudopmuposats Bawero neuaiero Bpaya B MONUKIMHEKE O TOM, 4TO Bbl ydacTByeTe B JaHHOM
UCCIIEI0BaHUH.

Yro npousoiiaer, eciiy sl IPHMY y4acTHE B 3TOM HAYYHOM HCC/JIeTOBAHHE?

CxpuHuHr (mpoBeleHHe TeCTOB M NpPOUEAYP [AJsi BO3MOXKHOCTH BKJIIOYEHHS DAIMEHTa B
HCCIe0BAHHE)

IIpexxne yem Bel HauHeTe yyacTue B UccleqoBaHuM (IEPUOM BPEMEHM MOCHe TOro, Kak BeI cormacurecs
NPHHATH Yy4acTHe B IAaHHOM MCCJIEOBAHMHU M O Hayasa JICYeHHMs B paMKax MCCJIE0BAHMS, Ha3bIBAETCS
«MEepHOJIOM CKpHHHMHIa»), Bam HY»KHO OyneT MpOHTH yKasaHHbIe HIDKE TECThl WM MpPOLEAYpPHI, YTOObI
OIPEAENUTh, MOXKETE /I BBl NpUHATE yyacTHe B 3TOM HccienoBaHuu. [IpoxXoxIeHHe AUarHOCTHYECKHX
npoueayp He GHHAHCHPYIOTCS B paMKax JaHHOIO MCCIIEI0BaHMSL.
o OG6cyxzeHune JaHHOTO HCCIEOBAHMS, PACCMOTPEHHUE U [IOANUCAHKE 3TOH DOPMEI
HMHGOPMUPOBAHHOIO COTJIACHS.
C6op nanHbIX aHaMHe3a U IeMOrpadUUeCcKHX NaHHbIX (1aTa POsKIAEHHUS, pacoBas
NPUHA/JIEKHOCTD, CBE/IEHMS O BPEHAIX NMPUBBIYKAX, HHPOpMALKs 00 OCHOBHOM 3a00/I€BaHUM U
COMYTCTBYIOLIMX 3a00/1eBaHHAX)
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e Qu3MKATBHBIA OCMOTP (OLEHKa OBIIEro COCTOSHHS, OCMOTP KOXKH, BOJIOC, HOTTeH, yIei, Hoca,
ropra, najbIays MOJIOYHBIX JKeJIe3 ¥ 30H PErMOHATBHOTO METaCTa3HPOBaHHs (TIOIMbILIEYHBIX.
HAJKIIOYUYHBIX, MOAKIFOUYMYHBIX), OLIEHKA COCTOSHUS CEPAEYHO-COCYIUCTOM, NBbIXaTeIEHOM,
KOCTHO-MBIIIETHOH, MOYETIOJI0BOM, HEPBHOM, 3PHTENILHOM, SHIOKPUHHOMN CHCTEM OpraHH3Ma,
JKeJTy IOYHO-KUILIEYHOT0 TPAKTA, IEUSHH U MOYEK)

)

Eciu pesyasTaTsl 0T60pOYHOro Meproza MOKaXKyT, 4To BbI He MOKETe MPUHATH yUacTHe B
HACTOSILIIEM UCCIIEOBaHMH, BBl He cMoXeTe aliee OCTaBaThCA B MCCIEI0BAHUH.

Ecnu Bei npotizete ot60p B MCCe1oBaHUe H PUMHUTE PELIEHHE B HEM y4acTBOBATh, Bac mompocst
FOCIUTATTM3UPOBATECA B CTALMOHAD [T Havyasa Mepruojia Tepartviu.
Jleyenne, NPOBOAMMOE B PAMKAX HCCIEI0BAHMS
Ho Havyana TepanmuM Bpau ONpENENMT, MOAXOAHMTE ¥ Bbl 11 mpeamonaraemoii Tepanuu. Ecmu Bl
COIJIaCHBI IOTy4aTh TaHHOE JIeYeHHe U y Bac 0TCyTCTBYIOT NPOTHBONOKA3aHMS K TEPATIHH.
B cny4yae BO3HMKHOBEHHS HeXeNaTeNbHBIX ABNEHMM Bam GyneT HasHayeHa KOPPUIMpYIOLas Tepamus,
KoTopas Oyzer npenocTtasneHa OpraHU3aTOpPOM JAHHOTO UCCIEA0BAHMNS.

OneHkn BO BpeMd HCCJIEA0OBaAHHUS

Ecnu cKkpuHMHTOBBIE OLIEHKH [TOK&XKYT, YTO Bac MOKHO BKJIFOUHTEH B MCCIIEOBAHUE, H BEI pelnTe B HeM
y4acTBoBath, Bam OymyT BBINONHEHBI aHATU3bI W MPOLEAYPHI, TPEICTABICHHBIE B TabNHLE HIDKE.
MHorue U3 3THX aHaJIM30B M MPOLELYP SBISIOTCA YaCThIO CTAHJAPTHOM MEIMIMHCKOMN MOMOILH, OJHAKO
WX MOTYT IPOBOJMTE C OOJIBIIEH YaCTOTOM B X0 JAHHOTO UCCIIeIOBAHU.

Ilnan ucenenoBanus

Tabauma Nel — rutan o6enenoBanus

CxpHHUHT ITepen  xaxaeiM
LIUKJIOM

Ouenka 061mero cocTosiHus X X
ITonmHOE du3HKaTBHOE 06CIEI0BaAHKIE
H3smepenue apTepuanbHOTO IaBIEHHMS, YaCTOTHI " <
IyJIbCa, YaCTOThI ABIXAHWs, TeMIIepaTyphl Tejla
OJeKTpoKapaHorpaMma X X
Kinanueckuit, GMOXHUMHUYECKHH aHATINM3BI KPOBH,
Koaryjorpamma, oOIui aHaI|u3 MOYH = x
KT opraHoB rpynHoW KIeTKH W OprOIIHOMN 5
TMIOJIOCTH C BHYTPUBEHHBIM KOHTPACTUPOBAHHEM

Ouenku, NpoBOAHMBIE B NEPHO NOCIEAYIOMIEr0 HAOIIOAeHHS

Hwxe nepeunciieHs! OLEHKH, KOTOpbIe GyIyT BBIMOIHSIT B paAMKaX MOCIIEMYIONIEro HaboaeHus.

e KT wnu MPT rpynHoit kneTku/OprOIIHON MONOCTH/MAIOTO Tasa ¢ KOHTPACTHPOBAHHEM C LENBIO
MOHHMTOPHHTA OITYyXOJIEBBIX 0YaroB 4epe3 3 M 6 MecsueB IOCHe TMOMyYEeHHs TOCHeqHEN 03B
HCCIIEyEMOTO JICUSHHS.

o Hsyyenue moGbIX M3MEHEHHMH B COCTOSHHUM Baiuero 310poBbs Ha KakKIOM BM3UTE 10 MCTEHYEHHUs 6
MECSLEB M0CIIE TIOTYYEHUS MocIeqHEeH 03Bl UCCIIEAYEMOTO JICUSHHS.

[locne 3aBepmieHMs y4acTHs B HCC/IeNOBaHMM Bain Bpau-uccienoBarens (WIH YIOJTHOMOYEHHBIH
npeacTaBuTenp) OyneT kaxkasie 3 Mecslia CBA3bIBATECS ¢ Bamu, Bammmu poacTBEHHUKAMH HITH JIMLOM,
OCYLIECTBIIAIOIMM yXO4 3a Bamu; wiM DOXyduT [gocTtyn K Bameid MemuUMHCKOM KapTe WIH
O61IENOCTYMHBIM 3aMUCAM, YTOOBI ONpPENeNUTs NONrOCPOYHBIN cTaryc Bamiero 310poBbsi U BBIICHHTH,
nosyyaete M Bel kakue-mubo NpOTHBOOIMMyXONeBble NpemnapaTsl. [Ipu mpoBepke Barmero cocTosiHHs
Oyner momy4yeHa HHPOPMAIMA O JOJIrOCPOUHBIX dddekrax uccnexyemoro nederus. Ecmu Bel peurare,
9ro GONBIIE HE XOTHTE, YTOOBI KTO-TMOO CBA3BIBAJICA ¢ Bamu wiM mnomydan JOCTyn K Baruei
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MEIHMLIMHCKOM KapTe 1 cOopa uHpOpMalMy B paMKax MOCIeAyIOmero HabmoaeHus, coobuure 06 3ToMm
Bpayvy-HCClEI0BATEIO.

Kak nosausier yyactae B HccaeJ0BaHAM HA MO 06pa3 muzun?

Bam He cnenyer ynorpe6isTh ankorois BO BpeMs MOJTyYeHUs UCCIIELYeMOro IeYeHHUS.

Eciu Bam neoOXxomuma MMMyHM3auMsd WMIM BakUuHauus, Bam cnemyer obcymuts 310 ¢ Barumm
JIOKTOPOM.

Buns! Tepanuu, 3anpeuieHHbIe 11 BCEX NAalUEHTOB

. ComyTctByrolas Tepanus, NpefHa3HAaueHHAas Ui JIeYeHHs OHKOJOTMYECKMX 3abojeBaHmid,
BKJIIOYas, HO, HE OrpPaHMYMBA’CH MEPEYKCIECHHBIM, XHMHMOTEPANMIO, TOPMOHAIBHYK) TEparuio,

UMMYHOTEpAIIMIO, TYy4YCBYIO TEpalviO B Ia/UVIMATUBHBIX M APYTHMX LEIIX, a Takxke PacTUTE/IbHBIC
Tpenaparel.

. OKCIepuMeHTaIbHAS TePAITHs.

. AHTHAPUTMHYECKHE CPEICTBA U JIEKAPCTBEHHBIE MIPETapaThl ¢ PUCKOM Pa3BUTHUS TaxUKapauH.

e JKupble ocnabneHHble BAKUMHBI

. CucTeMHBIE MMMYHOCTUMYIHpPYIOLIME [penapartel (BKIIOYas, HO He OrpaHUYUBAsACH
NIepeYrClIeHHbIM, uHTepdepors! u UJI-2).

. CucreMHBIE HMMMYHOJENpPECCAHTHI (BKJIIOYAs, HO HE OrPaHMYMBAsiCh NIEPEYUCIIEHHBIM,

uuknodochamu, a3aTHONPHH, METOTPEKCAT M JEKCAMETA30H/TIPEHU30II0H).

Bpau-uccnenoBarens pacckaxer BaM 0 HEKOTOPBIX JIeKAPCTBEHHBIX IIpEiapartax, COMEepIKALIMX
TiapalieTamoJl, KOTOpbIe He Cie[yeT NPHUHUMATh WK CIAeLYeT NPUHMMATh C OCTOPOKHOCTBIO BO BpEMs
TIOTy4eHHUs] UCCIelyeMoro Jiedenus. Ilepen HauanoM mpuema JTrOOBIX HOBBIX NPENapaTos (B TOM YMCTIE
PaCTUTENBHBIX CPEACTB) NPOKOHCYIBTHPYHUTECH C BPAYOM-HCCIIE0BATEIEM.

Kak goaro st 6yny yuacTeoBaTh B HCCAe0BAHMH?

Ecnu Bo Bpems uccrnenobanus y Bac BO3HMKHET cepbesHblii M0GOuYHBIN 3 deKT, Bpau-Hccien0BaTeNb
nonpocur Bac npuiiT Ha BU3KUT AJ1s1 KOHTPOJIBHOIO 00C/IeJOBAHKS aXKe TI0C/e TOro, Kak Bbl BBINOIHKTE
BCE OOBIYHBIE BU3UTHI B pAMKaX MCCJIEJOBAHMUS.

Hccnenosanue Gyner npoBoautes 10

Mory /i s IpeKpaTUTh y4acTHE B HCCIEA0BAHUH ?

Jla. Bbl MOXeTe NpeKpaTHTh y4acTHe B MCCEOBaHHMM B jroboe Bpems. Eciu Bel mianupyere wiu
PEIIMIM TIPEKPATUTh y4acTHe B MCCIIENOBaHMM, COOOIMTE 006 3TOM Bpauy-HCCrenoBaTenio. Bpau-
MCClIeIoBaTeNb pacckaxeT Bam, kak 6e30MacHO BBIMTH U3 MCCIIEI0BaHHUS.

Bpau-uccrnenosarens MoxeT B 1060€e BpeMs [PEKPATUTh Ballle y4acTHE B JAHHOM MCCIIEHOBAHHUH, JaXKe
ecnu Bbl XoTHTE €ro nMpoo/KaTh, N0 CeAYIOMMM IPHYMHAM (HO HE OrpaHUYMBAACh UMH):

®  uccrenoBaHue ObUIO OTMEHEHO.

® MPOJOJDKEHHE Y4acTHs B MCCE0BAaHUM MPEACTABIseT yrpo3y s Bawed 6e3onacHocTy;

e Bbl He BBINONHAETE NO/DKHEIM 00pa30M HHCTPYKLIMHM HITH [POLELYPBI;

Bawm tpebyercs neueHue, He pa3peleHHOE B IAHHOM MCCIIE[IOBaHHUH;

Iocne 3apeplieHys Bawero yyactus cOop HOBOW MH(OPMAIMHK O BalleM 340pPOBbe GyIeT MpeKpalleH.
Tem ne menee, ®I'BY «HMMUII onkonorun um. H.H.ITetposa» Munsnpasa Poccuu mo-npexuemy
CMOJKeT MCIIOJIB30BaTh JIH0OYH0 MHPOPMALMIO O BallleM 3J0pPOBEE, KOTOpas yxke Gbula cobpaHa B Xoze
JAHHOTO UCCIIEJOBAHMS.

Kakosbl Bo3MokHbBIe 100049HbIE 3 (eKThI HIIH PUCKH, CBA3aHHBIE ¢ NAHHBIM HCCJIeI0BaHHeM?
Hapymenusi co cTOpoHbI KPOBH U TUMPATHYECKOH CHCTEMBI

Yacrrle: anemus, TuMPOneHus, HEHTpoNeH s, TUM(BOLUTO3, TPOMOOLIUTONEHHUS;

MHdeKLUOoHHbIe U Napa3uTapHble 3a001eBaHus

Heuactrle: MHEBMOHM;

Hapymennsi co cTOPOHbI 3HAOKPHHHOM CHCTEMBI

OueHb YacThle: THPEOU/IHT;

YacTele: runepTHpeos, FUNOTUPE03, NOBbILIeHKHE yposHsa TTT;
Heuactele: cHxenue yposus TTT
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Hapymienus co cTOpOHBI HEPBHOI CHCTEMBI
HeuacTele: CHIWKEHHE NTaMsTH, TOI0BHAsA GOk,

Hapymenus co cTOpoHbI Opranos 3penust
Heuacrteie: yBeur;

Hapymenunsi co cTOPOHBI CepaedHO-COCYAUCTOH CHETEMBI
YacTele: NOBBILIEHHE apTEPUAILHOTO IaBJICHHUS;
HeuacTele: Taxukapius, HapylIeHUe CEpASYHOr0 PUTMa, KPOBOTEYEHHE U3 OITyXOJIEBOTO y3/Ia;

Hapymenus co cTOpoHbI 0pranoB AbIXaTeabHOM CHCTEMBI, PYIHOH KJIETKH H CPeJOCTeHHAS
YacThle: MHEBMOHMT;

Hapymenus co cTOpOHBI JKeTyX0YHO-KHIIEYHOT0 TPAKTA
HeuacTele: TOIHOTA, CYXOCTH BO PTY;

Hapymenust co cTOpOHBI KOXKH M NOAKOKHBIX TKAHE
Yacrele: chinb, 3y1;

Hapymemm CO CTOPOHBI CKEJIETHO-MbIIIEYHON CHCTEMBI H COETHHUTENHLHOM TKAHHA
HeuacTrie: MHUaJITUs1, MUO3HUT,

O6mue paccTpoiicTBa H HAPYLIEHHSI B MeCTe BBEJCHHUS
Yacrteie: cnabocTs, TUXOpagKa;
Heuacrble: oTek, 03H00, cy6dheOprInTeT, MOTIMBOCTE, TPUIIIIONOA00HBIH CHHAPOM;

Hapymienusi co cTopoHbI 00MeHa BelecTB 1 NUTaHusA (MeTa00IHYeCKHAE)
HeuacTple: cHIDKEHHE anmneTHTa, TUIePrIMKEMHIS;

JlaGopaTopHbIe OTKIIOHEHHS

YacTele: moBkIeHHe aKTUBHOCTH LIENOYHOM (ocdarasbl;

Heuacteie: noeeimenue aktusHocT ACT.

Hwke mnpuBeneHsl HexenaTeNbHbE PeaklWM, KOTOpPble HE OTMEYANWCh y TALMEeHTOB, MOTyYaloIIMX
TEeparuio TpenapaToM MpoJirojumMad, HO OTMEYAIMCh TPH TEepalHMd APYTHMMH IperapaTaMM TOro Ke
KJ1acca, MOHOKJIOHAJIbHBIMHU aHTUTeaMu NpoTuB PD-1 — nemGponusymabom u HUBOITYyMaGoM. YUHThIBas
OZIMHAKOBBIM MeXaHW3M JIEHCTBHS, BO3MOXKHO BO3HMKHOBEHHE OIMCAHHBIX HEXENATENbHBIX peakiuil y
MALKEHTOB, MOTyYaloIIUX TEPATMIO MIPernapaToM Mpoaroamumad.

Hapymenusi co cTOpOHbI KPOBH M JTHM(ATHYECKOH CHCTEMBI
Heuacrsle: s03uHObMMS;

Hapymennsi co cTOPOHBI IHIOKPHHHOM CHCTEMBI
Hewactele: runodusur, HeIOCTaTOUHOCTh (QYHKIMH HAAMOYEYHUKOB;

Hapymenusi co cTOpOHBI HEPBHOI CHCTEMBI
Yactele: nepudepuueckas HeHponaTHs, roJIOBOKPYIKEHHE;
Penkue: cunapom I'uiieHa-Bappe, MUacTeHHYECKUH CHHAPOM, SHLIEDAITHT;

Hapymienusi co CTOPOHBI OPraHOB 3peHHs
Heuacrtele: cyxocTs rias;

Hapymenuns co CTOPOHBI CEpAeYHO-COCYAUCTON CHCTEMBI
Heuacteie: MHOKapauT;

Hapymennsi co cTOPOHBI OPraHOB ABLIXaTeAbHOM CHCTEMBI, TPYAHON KJIETKH H CPEeIOCTEeHHS
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YacTble: o/plllKa, Kalleb,

Hapyumienusi o cTOPOHBI 7KeTyJ04HO-KHIIEYHOI0 TPAKTA
OueHb YacTele: auapes;

YHacrple: komuT, cTOMaTHT, pBOTA, GOJIB B )KUBOTE, 3a1I0D;
HeuacTble: naHkpearTur;

Hapymenus co cTOpoHbI NeYeHH H XKeT4eBbIBOAAIMX MyTei
Heuactrie: renatur;

Hapymenusi co cTOpOHBI HFMMYHHOM CHCTEMBbI
Yacrele: MH(Y3MOHHBIE peaKLuy;
Pezkue: oTTOp)KEHME TPaHCILIAHTaTa COMUIHOIO OpraHa;

HapymeHnusi ¢o CTOPOHBI KOKH M MOJKOKHBIX TKaHEH

YacTele: TSKENbIE KOKHBIE PEAKLMH, BUTUIIMIO, CYXOCTh KOKH, S5PUTEMA, alOeLHS;
HeuacTteie: MHOroopMHas sputema, copuas, AepMaTUT, akHeMOpHbIi JePMATHT, 3K3eMa,
Pesikue: Tokcuueckuit snmaepManbHelil HeKpou3, cunapom CtuseHa-J[OHCOHA;

Hapymenusi co CTOPOHBI CKeJIETHO-MbIIIEYHON CHCTEMBI H COeAHHUTEIbHON TKAHH
Yacteie: apTpanrus, CKeJaeTHO-MbIIeYHas 60Jib, apTPUT;

Hapymenusi co CTOPOHBI NOYEK H MOYEBbIBOAALIMX IyTeit
Heuacteie: Hedpur;

O0mmue paccTpoiicTBa H HapyLIEHHsI B MeCTe BBeICHHS
OueHb yacThle: YTOMIIAEMOCTD;

JlabopaTopHble OTK/IOHEHHS
OueHp yacThle: MoBbIeHHe aKTUBHOCTU AJIT, MOBBIIEHHE aKTUBHOCTH aMMIIa3bl, THIIOKATbLIAEMHS,
TNOBBIIIEHUE KPEaTHHHHA, TUNEPKATbLMEMUS;

Bo3mokHbIe pHCKH H HeNPUATHBIE OINYIEHHUsI, CBA3AHHbIE ¢ 3200pOM KpOBH

Bo Bpems storo uccnenosanus Gyner B3ATO HEGONBLIOE KOMMYECTBO KPOBHM M3 BEHBI M MCIIOIH30BAHO
A7 aHAJM30B, TIO3BONIOLIMX BpayaM-KccieaoBareiam Habmoaats 3a Bamum cocrostHueM. 3a6op kposu
MOJXKeT BbI3BaTh 0OJIb B MeCTe BBEJEHMS MIJIBI, a TAKKe CYLIECTBYET HeGOJbIIOH puck 06pa3oBaHHMs
KPOBONOATEKAa B MECTe BBEJESHMS WIJIbL. Y HEKOTOPBIX JIOZied Npu 3ab0ope KpOBM pa3BUBAIOTCA
rOJIOBOKPYKEHME, PACCTPOMUCTBO XKeTyJKa UK OOMOpPOK.

Bo3mokHbIe pHCKH H HeNPUATHbIE OINYIIeHHsI, CBA3AHHbIE ¢ NPOUELYpoil GHoncuu

Ecnu  Bpau-uccienoBarens codteT 370 0Oe30macHbIM, TO B Cillydae IIPOrpecCHpoBaHHMs Bamrero
3abonesanus y Bac BoseMyT oGpasen; omyxomnu myteM Ouoncuu. K puckam W HEMPUATHBIM OLLYIIEHUSM
npoLeIypsl OMONCHU OTHOCATCS AUCKOMGOPT, CBSI3aHHBIN ¢ HEOOXOAUMOCTHIO HAXOAUTHCS B MIOIOKEHUH
nexa 0e3 [BWKEHUS B TEYEHHE MIHTEIBHOTO BpPEMEHH, 00/b, MOKPACHEHHE, OTEeK, OOMIBHOE
KpOBOTEYEHHE, 0Opa3oBaHME KPOBONOATEKA WM HCTEUEHHE J>KMIKOCTH B MECT€ BBEJCHHS HIVIbL,
HapyllIeHHE B3aXHUBICHHSA PaHBL, JIMXOpajka, MH(EKUMs M aileprudeckas peakiyss Ha [penapar,
UCTIOJIB3yeMBIH A7t 00€300IMBaHUA KOXKH HaJl MECTOM OHOIICHH.

Bo3mosxuble pUCKH H HENPUSITHBIE ONIYIIEHHs, CBSI3aHHBIE ¢ IPOLELYPAMH CKAHHPOBAHMS

Bam GymyT mpoBOAMTE OLEHKY 3/I0Ka4eCTBEHHO# OMyXOJH MmyTeM BpauyeGHoro ocmotpa, KT- w/umu MPT
CKaHUPOBAHUSI [0 Mepe HEOOXOAUMOCTH.

KT-cxkanupoBanue

KT-ckanuposanue npeacrasnser coboit ocoOblii MeTol peHTreHorpaduu, MCHOMB3YeMBIH IJIf
UCCIIeIOBaHMs BHYTPEHHHUX OpraHoB M Kocted Bamero opranusma. OHO HEOGXOAUMO ISt OTIpefieIeHus
Bauiero oTsera Ha qaHHOE NeueHHe. Bam, BEpOATHO, BHINOMHSIN Gbl 5TH CKAHMPOBAHMS, JaXKe eCIH Obl
Bl He y4acTBOBaNM B JaHHOM HAaYYHOM MCCIIEJIOBAHHH, TaKk Kak Bamemy Bpady Heo6Xonumo HabmOIaTh
3a coctosHueM Baero 3aboneBanusi.
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ITpy mnposenenn KT moxkeT mnoHamoOWTBCS BBEOEHME KOHTPACTHOrO BELIECTBA BHYTPh HW/WIM
BHYTPHBEHHO, 4TOOBI ONpe/Ie/IeHHbIE OpraHbl W O4aru 3a0oJeBaHKs ObUTH BHUAHBI NPH CKAaHUPOBAHWH.
[TpunuMaembIi BHYTph KOHTPACT MOXET BBI3BaTh Takue MOGOYHBIE 3((PEKThI, KaK TOLIHOTA, 3arop,
MOHOC W B3MYTHE JXMBOTA. B MecTe BBeleHMS WIJIBI NMPU BHYTPUBEHHON WHBEKLMH KOHTPACTHOTO
BELIECTBA BO3MOXKHO MOABJIEHHE OONHM, KPOBOMOATEKA, KPaCHOTHI, OT€UHOCTH Wik uHbekuuu. [Ipu
BBEJICHWM KOHTPACTHOIO BEIIECTBA HOPMAJBbHBIM CUMTAETCS OLIYLIEHHE Tella M TOKpacHEeHHe JIMLA.
KonTpacTHOe BEIIECTBO MOXKET BBI3BaThH y Bac auiepruyeckyr0 peakiMio C IOABICHHUEM ChIIH,
KpanuBHULBI, OMBINIKM, CBUCTAINErO AbIXaHMA M 3yJda, a B PEAKMX cilydasx Bame cepaue Moxer
nepecTaTh OWThCA («OCTaHOBKA cepauay). MCrmonp3oBaHHE KOHTPACTHOrO BEIECTBA BO BpEMsS ITHUX
uccreoBaHKi 6b110 OB OOBIYHOM COCTABIISIONIEH OLIEHKH Bainero oTBeTa Ha JieueHHe, Jaxe eciay Obl
Bl He yyacTBOBaNY B JaHHOM HayYHOM HCCJIEJOBAaHHH.

MPT-ckannpoBanne

MPT mnpencrasnser coboit ocobyto npouenypy BH3yallH3alMd, HEOOXOMUMYIO s u3MepeHus Barmero
OTBETa Ha JaHHOE JieueHue. [l OONBIIMHCTBA MALlUEHTOB PUCKU MK NOOOYHBIE 3 (EKTHI, CBI3aHHBIE C
BeimonHenueM MPT, sgpnstorcs munuMansHbiMu. MPT  He nmnpemycmaTpuBaeT —HCTIONB30BaHUE
HOHHU3WDYIOIETO HM3Iy4eHHsd, B OTJIMYME OT TPagUuLIMOHHOW peHTreHorpaduu. Bwmecro aToro,
M300paKeHHs MOMY4aroT, MCIONb3ys MarHWTHOe mojie W pamuocurHaibl. [lockomeky MPT-ckanep
UCTIONB3YET CHIIbHBIE MAarHWTBl, Y Bac B opraHu3me He [JOJDKHO OBITP HHMKaKUX METAJUTHYECKHX
HMIUIAHTATOB AJIs BO3MOXHOCTH npoBeneHus MPT. ITauuenTsl, umeromue B OpraHu3Me UCKYCCTBEHHbIE
KJIallaHbl cepAua, MeTaIMYeCKHUe TUIACTHHBI, CIIMLBI WM IPyrue METaUTMYeCKUe MpeaMeThl (BKITIOYas
ITyJIM MJIM OCKOJIKM), He noaxonat ans MPT. UccnenoBarensckuii nepcoHan 3agact Bam Bompocsl, 9ToOb!
ybenurscs B GezonacHoctu npoeenerus MPT.

B03M0>KHO NOsIB/IEHHE CBSI3aHHOTO CO CKAaHEePOM HyBCTBA TPEBOTH MM pa3BUTHe Kiayctpodobuu (cTpaxa
3aMKHYTBIX IIPOCTpaHCTB). [lepcoHasn 1eHTpa, B KOTOPOM MPOBOSTCS BU3YIU3UPYIOIIHE HCCIICIOBaHHU,
WCTIONB3YET METOHBI, TO3BOJSIONIME M30eraTb pa3BUTHs OTUX OLIYIIEHHH y TMauueHToB. Bam Bpady-
UCCIIEIOBATEb MOJKET TaKoKe HA3HAYMTH JIETKHWE CeIaTHBHBIE WM NPOTUBOTPEBOJKHBIE MperapaThl s
YCTpaHEHHS NAaHHBIX CUMITOMOB. B pamkax craHmaptHoro MPT-ckaHupoBaHMs A YITy4IlIEHHs
u3obpaxkeHHs Bam BBeqyT B BeHy KOHTPACTHOE BEIIECTBO, COAEpIKallee raJoNHuNi. PUCKH, CBSI3aHHBIE C
IIPUMEHEHHEM KOHTPAacTHOTO BEIIECTBA, BKJIIOHYAIOT JIETKYIO TOLUHOTY, TOJOBHYIO 0ONb, KparMBHUILLY,
BPEMEHHOE CHIDKEHHE apTepHaIbHOro NaBlieHWs, OONb B rpyad, OOMb B CIHHE, JTUXOPaJKy, clabocTh U
cynopord. bBeumd momydeHsl cOOOIIEHMS O TSDKENOM M TOTEHLMABHO CMEPTEebHOM COCTOSIHHH,
M3BECTHOM Kak HeporeHHbll cucteMHbIi Gubpos (mpouecc pyOLeBaHus, KOTOPBIA MOXKET MPHBOAMTE K
Pa3sBUTHIO IIOUYEYHOHM HENOCTaTOYHOCTH), HAOMIONABIIEMCS Y HEKOTOpHIX IAIMEeHTOB, MOTy4aBLIMX
KOHTpaCTHBIE TIpernapaThl Ha OCHOBE rajonvHus. J[aHHOe COCTOsSHHE He HaONIIoNaioch y TMALHEeHTOB C
HOpMaJIbHOM (DyHKIME! MMoYeK WiIH ¢ ee JIeTKUM HapymeHueM. [lepen BKiIroueHueM B vcciieoBanue Bain
Bpa4-MCCIIe0BaTeb MIPOBEIET TECThI IS OmpeaeneHus (GyHKUMH Bammx mouek, 4ToObl yOemuThCS B
TOM, 4TO BBEJEHHE KOHTPACTHOrO BellecTBa Ge3onacHo s Bac.

Bber Moskere BBIONHUTE HaHHble oOcnenoBanus B ®I'BY «HMMUI] onkomorum wum. H.H.Iletposay
Mmunzapasa Poccun B paMkax MiaTHBIX MEIWIIMHCKHX YCITyT WIM BBINOJIHWTH MX B pamkax OMC mo
MECTy J>KHUTENIBCTBA MM APYIMX YYpeKOeHUsX mno Bamemy ycmorpeHuro. IIpy BBINONHEHHMH AaHHBIX
obcnenoBaHuii B ApYrHX YYpeKIEHHIX HEOOXONMM MepecMOTp AMCKOB ¢ HccinenoBaHusmu B HMMIL
onkosiorud uMm. H.H.Iletposa.

Puckn pagnoakTHBHOro 00.1y4eHnsi, CBA3aHHbIE ¢ MPONeJypPaMH CKAHHPOBAHHSA

Bo Bpems ydacTus B 3TOM Hay4dHOM HCC/Ie[IOBaHMM I OLIeHKM Bamero 3a0oneBaHHs MOTYyT
NpUMEHAThCS npouexypbl KT-ckaHupoBaHys W/WIM OPYrHe TECThI, UCTOB3YIOIME PEHTTEHOBCKOE UITH
pazuoaKkTUBHOE U3aydeHue. BoznelicTBue paguanuy, KOTopoMy Bel oaBeprHeTecs B X0/1€ 3THX TECTOB
BO BpeMs HCCIENOBAHMUs], COCTABISAET IPUEMIIEMYIO, C MEAMUUHCKOM TOYKM 3peHHs, MH03Y
PagyoaKTUBHOIO OOJIy4eHMs C HHM3KMM YPOBHEM pHCKa (HampuMmep, pUCKa pPasBUTHA APYroro
3JI0Ka4YeCTBEHHOro 3aboneBanus B OymymeM). [loTeHLManbHBIE PUCKH PaJMOAKTHBHOTO OOITyHEHHS
CIIETyeT COIOCTaBUTH C IOJIB30H, KOTOPYIO BBl MOXKETe MONYyYHTH OT YYacTHs B 3TOM HMCCIENOBaHHU H
00CYAUTH CO CBOMM BpayuoOM.

Crpanuua 17 u3 22



Pucku 119 penpoXyKTHBHOM CHCTEMBbI

Pucku ns sKeHIIuH

Ecmu Bel Gepemernbl, ruianupyete 3a6epemMeHeTh WM B HACTOSLIEE BPeMs KOPMHTE peGeHKa Ipyblo,
Bbl He MOKeTe IPUHUMATE Y4acTHe B JaHHOM UCCIENOBaHMH, OCKO/BbKY Bbl wiu Baun pebeHok Moxere
HOABEPIHYTHCSI HEM3BECTHOMY PHCKY.

Ecnu Bol xenmuna, cnoco6Has 3abepeMeHeTh, Iepe] BKIOYEHHEM B 9TO MCCIIENOBAHME BBI JOMKHEI
NPOHTH TECT Ha GEPEMEHHOCTH MO KPOBW, M PE3Y/BTAT ITOTO TECTA JOKEH OBITh OTPHULATEIBHBIM.
Taioke B XOme WCClENOBaHMS C pErylApHBIMH MHTepBalaMd Bam O6ymyT NpoBOIMTH TecT Ha
OepeMeHHOCTL 110 Moye. Eciu TecT 1mo Moue JacT MONOKUTENbHBIH pe3ysisTat, Bam mposemyT Tect Ha
OepemeHHOCTE 10 KpoBM. Ecnu TecT Ha GepeMeHHOCTE M0 KpoBM GyAeT MONOKUTENbHEIM, Bbl Goblie He
OyneTe NMoTy4aTh HCCIIEAYEMOE JIEYEHHE.

Eciu cymectByer BeposTHOCTB Toro, uto Brl MoxeTe 3aGepemeHeTh, Bam ciemyer aaTh corsacue Ha
BO3JEPXKAHKE OT MOJOBOM JKM3HM WM MCIONB30BAHME METONOB KOHTPALEILMH, KOTOphlE Cuyel
s dexTrBHbIMU Bain Bpau-uccie[oBaTelb, Ha NPOTSHKEHMH BCErO MCCIeIOBAHMS U B TeYeHHE 6 MecsIeB
nocie  MOJly4eHMs MOCNeHEH J03BI MCCedyeMmMoro mpemaparta. YTouHure Yy Bamero Bpaua-
WCCIIeI0BATENS, KaKMe METOJbl KOHTpPALENLHMH MCIOIb30BaTh. Bhl Taloke AOMKHBI BO3AEPXATHCA OT
KOPMJICHHS IPY/IbIO B T€UEHHE 6 MECALIEB MOCIIE MOMyYEHHS MOCeHEH 1035l HCCIIENYEMOTO JICYSHHS.
Ecnu Bel npeanmonaraere, uto 3abepeMeHend BO BpeMs ydyacTHs B HMCCIEIOBAHMH WIM B TedeHHe 6
MECSLEB MOC/e MOTYYEeHUS MOCIeIHEN 103bl MCCIIENyeMOro Mpernapara, cpasy e CKaKHTe o6 3ToM
Bamemy Bpady-ucciesosareno. Bpau-uccienoarens MM MCCIE0BATENbCKMM MepCOHan 0GCYIIT ¢
Bamy BO3MOXHBIE pUCKM A7 TUIOfA M JOCTyIHBle BaM Bapuantel BbiGopa. Kpome ToOrO, Bpay-
HCC/IEZIoBATEIb MOXKET IOCYNTAaTh HEOOXOAMMBIM HaOMIOaTh 3a X0A0M Bamieil GepeMeHHOCTH 10 eé
ucxoja.

Pucku gaa Mmykuus

Ecmun Bama maprHepuia crnioco6Ha 3abGepemenets, Bam criefyer nathb cormacue Ha BO3JEpIKaHHE OT
TOJIOBOH JKM3HH WIIM MCIIONb30BaHME TPE3ePBATHBA C JOMNOIHUTEbHBIMHE CPEICTBAMM KOHTpALICTIIHH,
KOTOpble c4en 3pdexTHBHBIMM Baiu Bpau-uccieqoBarens, BO BpeMsl MCCIENOBAHHA M B TEUEHHE Kak
MHHHMYM 6 MECSALIEB II0C/Ie NOTY4EeH s MOCTEIHeH 1035 HCCIeAYEeMOro JIedeH s, YTo6bl He IOBEPraTh
Bamero peGenka HeuspecTHOMy pucKy. YTouHuTe y Bauiero Bpaua-uccieqoBaTens, Kakde METObI
KOHTpallenMK Hcronb3osate. Eciu Bawa napraepma GepemeHHa, Bbl JOJDKHBI BO3JAEp)KHBATHCS OT
TOJIOBBIX CHOIUGHHH WK HCIIOJIb30BATH NIPE3EPBATHB B TeUEHHE ePHO/Ia JIEYEHHs U [0 MeHblIe Mepe 6
MECSLEB M0C/Ie MOIyYeH s TIOCTIEAHEH A03bI HCCIIELyEeMOro JIeYeHMs.

Bbl He [0/KHBI BBICTYNATh OHOPaMK CIEPMBI B XOJIe HCC/IE0BAHUSA U B TEUEHHUE, N0 MeHbIIeH Mepe, 6
MECSILIEB TI0CJIE MOJYYEHMs OCIEeAHEH 03Bl HCCIIEAYEMOro JIEUEHHUS.

Ecnu Bawa napraepmia 3abepemeHena BO BpeMs MCCIENOBAHMS WIM B TEYeHHE 6 MeCALEB TIOCIE
TOJTy4€HHUs MOCNeHeH 103kl MCCEAYeMOro Je4eHus, cpasy ke ckaxure o6 stom Bamemy spauy-
uccienosaremo. Bpad-uccienoBatens wiM nepcoHan KMCCIIeN0BaTENbCKOro LEHTpa ob6CyasT ¢ Bamu
BO3MOXKHBIE PHMCKM [1Jii IIOAA W MOMBITAIOTCS CBA3aThCA ¢ Bameid napTHepied s momyueHus
paspeleHns Ha cOop uHpopmaiuu o GepeMeHHOCTH U pebeHke. Bbl cMoXeTe NPOAOIDKHT yYacTHe B
5TOM HCCIIe[IOBAaHWH BHE 3aBUCHMOCTH OT pelueHus Baieit napTaepiuwu.

CyﬂleCTByeT JIH NIOJIb3a OT Y4aCTHA B JAHHOM HccaexoBaHuu?
Her nukaxoii rapaHThH, 4TO Brr TOJTy4YUuTEe KaKyIO-JlPI6O NOJIb3y OT 3TOr'O MCCJIEAOBAHHUS, B pe3yJsbTaTe
Y4acTHs B JaHHOM UCCJIE0OBAaHUM COCTOSHME Bamero 3A0POBBA MOXKET YIYyYIIUTLCS, @ MOXKET U HET.

YBeoMAT 1 MeHs 0 NOSIBJEHHH HOBO# HHpopManuu?

B xone uccnenosanus Bam GyayT cBoeBpeMeHHO coobuaTh 0 HOBOM MH(GOPMALMM MM H3MEHEHHSX B
MCC/IEI0BaHUM, KOTOpble MOTYT IIOBJMATH Ha COCTOsSHMe Bamero 3moposes wiu Bame xenanue
NpOMO/DKATh y4acTHe B HCcleqoBaHuWM. B ciyuae Bamero cornacks npomo/mkarte ydacTHe B
UCC/ICIOBAHUM, I10CJ€ MH(QOPMUPOBAHMS O HOBBIX CBelJeHMAX Bac wunu Bamero 3akoHHOro
NpeCTaBUTES MONPOCAT MOANKMCATH OOHOBIEHHYIO JOpMY COracus.

Kakue qpyrue BapuanThl JiedeHHs CYIECTBYIOT B MOEM c/Iydae, ec/IH s He NpHMY y4acTHe B 3TOM
HccJIeqoBaHun?
Jpyrye BO3MOXKHBIE BAPHAHTBI MOTYT BKJIKOYATH ClIEAYIONIEE:
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® IOMYYeHME JICYECHHS WM MEAWLMHCKON TIOMOLIM MO MOBOLY MMerolleiics y Bac 3nokauecTBeHHOM
OITyXOJIM BHE MCCIIEIOBAHUS
®  YYacTHe B APYrOM HCCIEJOBAHKH;
®  OTCYTCTBHE JIEYEHHS;
® TMOJY4YeHHE TOJIBKO CHUMIITOMAaTHYECKOTO Je4eHHs (KOTOpOe TakKe Ha3bIBAeTCs IaljIMaTHBHBIM
JICYEHUEM).
OTOT THII JIEYEHHS TIOMOTaeT YMEHBIIUTE GO, YTOMIIIEMOCTD, HAPYIIEHKE ATNETUTA U IPYTHE
npo6JIeMbl, BEI3BAHHBIE 37I0KAYECTBEHHOM OMyX0nbi0. OHO HE HATIPABIEHO HEMOCPEICTBEHHO
Ha JIeYeHue 3a00IeBaHusl.
OGcynute co cBOMM BpadyoM JOCTYIHbIE [l Bac BaApMaHTEI, B TOM YMCIe PUCKU M TIONB3Y KaXKIOrO U3
HHX, Mepejl TeM, KaK NPUHATh pelieHre 00 yYyacTUH B JAHHOM HCCIIEIOBaHUH.

ByayT inm MHe DIATHTD, €CJIM 51 IPAMY Y4aCTHE B 3TOM HCC/Iel0BaHuH?

Bam He OyayT onnaunBath y4acTue B JAHHOM MCCIIEIOBAHMH.

Wudpopmanus, mnomydeHHas B XONEe MAHHOTO WCCIENOBAHMS, MOXKET TPHBECTH K OTKPBITHAM M
M300pPETEHHSM WM TIOBNEYb 3a OO0 paspaboTKy KOMMepYeckoro Mpoaykra. IlpaBa Ha HMX OymyT
npunaiexars OI'BY «HMHUI] onkonoruu um. H.H.IletpoBa» Munznpasa Poccuu. Bel 1 Bama cembst
He TOJTyYHTe HUKAKUX GMHAHCOBBIX BBINOZl MJTM KOMITEHCALIWH, a Takke He OyIeTe UMETE MpaB Ha JIFoObie
pa3paboTKH, WM300peTeHHA WM MOPYTHe OTKPBITHSA, KOTOPBIE MOTYT TMOSBUTHCA ONaromaps 3TOH
uH(pOpPMALIHH.

Yro mpousoiifer, eciu MHe OyJeT HAHECEH BPe/l, CBA3AHHbLIN ¢ y4acTHEM B JAaHHOM HCCJICIOBAHHA?
BasxHo, 4ToOBI BB COOBIIMIM BallieMy Bpady-HCCIeI0BaTEN0

(DPHO spaua-uccnedosamens)

B ciy4ae, ecnd Bpl mosmaraere, uro Bam Obul HaHeceH Bpeld, CBS3aHHBIM C y4YaCTHEM B JaHHOM
ucclienoBaHuy. Bel MojkeTe COOOIIUTH Bpady JTUYHO MITH TIO3BOHHTE eMy/eii 1o TenedoHy

(peKOMEHIOBAHO YKa3kIBATh TeNEDOH IS KPYrIOCYTOYHON CBA3M)

Ecnu Bam Hanecen Bpe€d B pE3yJpTaTe Y4aCTUsl B JAHHOM MUCCJICNOBaHHH, BEl MOJTYYUTE MEOIULIHHCKYHO
nmoMouib. Bam Bpa4d-ruCClIEa0BaTEIb 00BsicHUT Bam BapHUaHTHI JICYCHUA U crocoObI ero NOJTYYCHHA.
Huxaxumx APYTHUX BUJOB BBIIUIAT HE ITPEAYCMOTPEHO.

Kakosbl Mon npaea Kak YY4aCTHHKA JaHHOI0 HCCIe0BaAHNSA ?

Bare Y4aCTUC B NAaHHOM HMCCIECOOBAHUM SIBIISIETCS I[O6pOBOHBHLIM. Brl moxxete BI>I6PIpaTI>, NIPUHHUMATH
WIH HE IIPpUHHUMATh y4YaCTHE B I3TOM HMCCIEOOBAHHH. Ecnu Bmr PEIIUTE YYacTBOBATb B JaHHOM
HCCIICIOBaHMH, BbI MOXETE BBIMTH M3 HETO B J1I060€E BpEMA. BHe 3aBHCHUMOCTH OT TOI'0, Kako€ pelIeHUue
Ber I[IPUMETE, 3TO HE IMOBJICYET 3a co00¥ HHKAKMX B3BICKAHWM M HE JIMIIUT BaC KaKUX-THU00 OOBIUHBIX
JI6TOT. BBIXOA M3 HCCenOBaHus He TTOBIMIET Ha OKasbIBaEMYrO Bawm MEIULHWHCKYHO ITOMOIIb.
npeLIHICCTBYPOU.lPIC YCJIOBHA TarxoK€ NPUMEHHMMBI, €CJIM COIJIaCH€ [aHO 3aKOHHBIM IIpEeJICTaBUTEJIEM
HeJlleecrnocoOHoro B3pOCJIOro rnanueHTa.

byner nm kacaromasicss MeHst MeAHIHHCKAs M JTHYHAS MHQOPMALNS XPAHUTLCS B Taline?
Hudopmanus o naguenTe

B pamkax JaHHOTO Hay4HOTO MCCNIEZOBaHMs Ball BPay-HCCIIEIOBATENb, MEICECTPhl U IPYrOM MepCoHan
HCCIIE/IOBATENBCKOrO LEHTpa OyayT coOMpaTh M 3alUChIBaTh MEAMLMHCKYIO M JIAYHYIO HHPOPMALMIO O
Bac, wampumep, madopmammo 06 oOLIEM COCTOSHHMHM Balllero 34OPOBbs, OTBETE HA MCCIIELYyeMbIH
nipenapat, mobsX nMo6ouHkIX 3P dekTax, KOTOpbIe, BO3MOKHO, Y Bac passunuce, u pesynbTaTax Jo6bIX
NPOBEEHHBIX B XOAe wHccienoaHuss TecToB. CoOpaHHas o Bac undopmaums OymeT XpaHHUThCS
UCCIIENOBATENILCKIM LIEHTPOM. [71aBHBIM MccrenoBaTenb SBISETCS JIMLOM, KOTOPBIA OTBedaeT 3a
XpaHEeHHE JaHHBIX UCCIIEI0BAHUS U UMEET MPSIMOH JTOCTYT K 3THM JaHHBIM.

V Bac ecTs onpezeneHHbIe paBa Ha JOCTYI M MCIPaBJIeHHE MIOOBIX HETOYHOCTEH B coOpaHHOM 0 Bac
miyHor mH(opmaumu. Mudopmanms, cobpaHHas Ui JaHHOTO HCCIENOBaHHA, OyHeT XpaHWTHCS B
TEYEHHE CPOKa, MPEYCMOTPEHHOI0 3aKOHOAATENBCTBOM. DTOT CPOK MOXKET COCTABUTH 15 JIET Uiu Goutee.
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Bawa meauuuHckas v uyHas uHbopmauus GyIeT XpaHUTECA ¢ MaKCHMAJbHO BO3MOYKHOM CTENEHBIO
cexpeTHocTH. Kacaromascs Bac Meaunuuckas v nuuHas MHOOPMALKsS MOXKET ObITh PACKpPBITA, €CIH 3TO
TpedyeTcs 1o 3aKOHYy.

Yrolbl obecrnieunts coxpaHeHHe B TakHe Balledl MEIMIMHCKON M JIMYHONW MH(DOPMALMH, BaM IIPUCBOST
YHHMKa/IbHBIH MACHTH(UKAUMOHHBIH HOMep mauueHTa. Kacarommecs Bac dopmel, sanucu u o6pasipl,
CBA3aHHBIE C JIAHHBIM HCCIIe0BaHUEM, OYyT MOMEYEHb! STUM HIEHTH(HUKALMOHHEIM HOMEPOM; OHU He
Oymyr comepxars Bawy ¢amunmio, Qotorpadmio WM OOy APYTYHO — MepCOHAIBHYIO
UIEHTUOHULMPYIOILYIO HHPOPMALIHIO.

IIpocmaTpuBath Kacarommecs Bac MeMIMHCKUE U JIMYHBIE JaHHBIE, YTOObI YOEIUTECA B NPABUIBHOCTH
NpOBEIEHUA MCC/IEOBaHHA, NPOBEPUTh Ka4eCTBO AAHHBIX, B HAYYHBIX LEIAX W/WIM I yIydlIeHHUs
MEIULIMHCKOrO 00CIy)KMBaHHS U MPOJIBIKEHMs HAYKH, MOTYT CleAYOIME JUIA U TPYIIIBI UL (B TOM
YuClIe B IPYTUX CTpaHax):

e  Corpyanuxu ®I'BY «HMMUI] onxonoruu um. H.H.Ilerposa» Munsapasa Poccun

®  DTHYECKHH KOMHUTET UCCIEN0BATENBCKOrO LEHTPA, B KOTOPOM MPOXOMMT JaHHOE HCCIIEJOBAHME,
OTBEYAIOIIMH 3a 3aLUMTYy [paB W 0e30MacCHOCTU NALMEHTOB, NPHHMMAIOLIMX YYacTHE B HAYYHBIX
UCCIIeIOBAHUSX;

®  PEryJATOpHBIC OpraHbl 3ApaBOOXPaHEHHs (IIPaBUTENbCTBEHHBIE OpraHbl, NPUHUMAIOLIME YUacTHe B
obecrieueHnn 6e30MaCHOCTH HayYHOTO MCCIIENOBAHKS ISl YE/OBEKA), B TOM UMC/IE Mpe/CTABHTENHN
Munucrepersa 3apaBooxpanenus PO u Ipyrux npaBUTENbCTBEHHBIX, PEIYISTOPHBIX M HAI30PHBIX
OpraHM3alui, TakuX kak DenepanbHas CiTyx6a 10 Han3opy B cdepe 3APaBOOXPAHEHHUS U IPYTHE;

Bamy K1MHMYECKHE JaHHBIE, COOpaHHBIE B XOJ€ MCCIEIOBAHMA, MOTYT OBITH JNOCTYIIHBI  JIs
KBaTM(ULMPOBAHHBIX HCCIIEOBATENEH, He yJACTBYIOLIMX B 3TOM MCCIENOBAHHH, B MCCIIEI0BATENCKUX
UeNAX M 1A pa3sBUTHS HAyKH M 3[0pOBbsS HaceneHus. B Takux cimydasx MOryT GbITh NpeaNpUHATHI
AONOJIHUTENbHBIE Mepbl /i 3allWThl BalllMX JIMYHBIX MAaHHBIX. J[0 TMOMy4YeHMs BalIuMX JaHHBIX
MCC/Ie/10BaTe/IM JOJDKHBL JaTh COIIACHE HA MX MCIIOIb30BaHHE TOJIBKO B LIEJISAX MCCIIEN0OBaHMA M Ha TO,
YTO OHM He OyIyT NBITaThCs OTC/IEKUBATH 3TY HHDOPMALIUIO W CBS3bIBATH €€ C BAMH.

Pesyabrars! neciienoBaHus

OT4eT 0 KIMHMYECKOM MCCNIEOBAHUM, CONEPXKALIMH pEe3yJIbTaThl JAHHOTO HCCIEIOBAHMS, Oynet
AOCTyIEH JI060My 4eNOBEKY, KOTOpBIM 3alpOCHT ero Komuro. [lepen mpeaocTaBleHUeM OTyeTa OynyT
MPUHATBI JOTIONIHUTE/IbHbIE MEPhl Ul 3alUMTEl Balled WH(OpMAlMU U HEBO3MOXKHOCTHM CBS3aTh €€ C
Bamu.

Wudopmanys, mojnydeHHas B XOJe AaHANW30B, HE Oy[eT SBIATbCA 4YacThIO Kacarommxcs Bac
MEIMLMHCKUX 3anuceld, U He OyIeT NPe0CTaBIATECS Ballel CTpaxOBOH KOMIIAHUM WK pabOTOAATENIO.
Ecmi mndopmaums u3 storo uccnenoBanust OymeT OMyGIMKOBaHA B MeEOMIMHCKHX JXKypHanax WiId
NpeAcTaBieHa Ha Hay4HBIX KOHGepeHuusx, Bac He OymayT uaeHTHdHMUMpOBaTH MO QaMunuu,
dororpaduu WM KakKUM-TH00 APYTUM HASHTUGULMPYIOIMAM JTHYHOCTE JaHHBIM.

KT0 MOkKeT 0TBETHTHL HA MOH BOIIPOCHI 00 uccjaeaoBaHuu?

Ecnu Y BaC BO3HUKIIHU Kakue-nudo BOIIPOCHI U1K COMHEHMUA IO NMOBOAY JAHHOI'O MCCJIEAOBAHUS, €CIIU Barr
XOTHUTE OTO3BaTh CBOE COINIaCHE Ha y4JyaCTHE B OTOM HMCCJICAOBaHUU, WU Ber AYMaE€Te, 4TO B PE3YJIbTATe
ydyacTHhd B HCCICOOBAHUWM BaM OBLT NPpUYHUHEH BpEX, Brer MoxxeTe IIOrOBOPUTE C BallWM BpayoM-
uccnenonareneM. CBOHKMTECH C BalllUM BpavyoM-HCCI€a0BaTEIIEM

(®UO Bpaua-uccienopares)

1o Tenedony ) .
[lo Bompocam, KacaromMXcs BallMX NpaB Kak y4acTHHWKA [JAaHHOIO MCCIE[0BaHMs, obpamaiitech B
OTHYECKUH KOMMTET MCCENOBATENbCKOIO IeHTpa (Ipymnma ML, KOHTPOIMPYIOLlas HAY4YHOe
UCCIIEIOBAHME C LIENBIO 3aLMThI BALIMX MPaB).

JloxanbHbli oTHueckuid komurer mnpu OI'BY «HMMII onkonoruu um. H.H. Ilerposay Mumzapasa
Poccuu, r. Canxr-Ilerep6ypr. 1. ITecounslii. vi. JIeHuHrpaackas, mom 68.

(Ha3BaHI/Ie uanpec DTUYECKOr0 KOMUTETA HCCJIEJ0BATEIILCKOI0 HEHTpa)
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KonTaxTsr:

Ten.+7(812) 439 95 55 (3304). e-mail: lec@niioncologii.ru.

Ecnu B xone nanHoro uccneoBaHus Bel modyBCTByeTe, 4TO BaC HEAOCTATOYHO HHOOPMHUPYIOT O BalIMX
npaBax OTHOCHUTENIbHO KOHQHMAECHUMATBHOCTH MHGOpMALMH O BalleM 310pOBbE, WIH ecid Bbl
MIOYYBCTBYETE, YTO KOHQUISHIMAIBHOCTE HH(OPMALIHMH O BallleM 3[0pOBbE He cobMoaaeTces, Bel MoxeTe
cea3aTbes ¢ Coserom no stvke npu PI'BY «DPI'BY «HMUL] onkonoruu um. H.H. ITetposa» Munzapasa
Poccun» Munzapasa Poccun.
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®opma nHGOPMHPOBAHHOIO COIJIACHS

51 nmpouuran(a) BBILICNIPEACTABICHHYIO MH(OpMalMio, MHE OBLIO MpPEIOCTaBICHO JOCTATOYHO
BPEMEHH JUTsl O3HAKOMJICHHS C Hel M 'y MeHs ObUIa BO3MOKHOCTh OOCYIUTH €€ C

(@HUO (nonnocmyio) epaua-ucciedosameinsi)

s OCBCZ{OMJ’ICH(a) O PUCKE U INOJIB3C y4YacTuA B JAaHHOM KIMHHYCCKOM MCCJIICAOBAaHHUH H
nonyqun(a) MaKCHUMAaJIbHO ITIOJIHBIC OTBETBHI HA UHTCPECYIOLIAE MEHS BOIIPOCEI.

51 nato cornacue Ha cO6op ¥ 00paGOTKY MOMX JIaHHBIX, BKIIIOYast HHOOPMAIHIO O COCTOSTHHH
MOETO 3/I0POBBS.

S nparo cormacue Ha TO, uToOBI coTpyaHukn HMMIL] onxomormu wm. H.H.Ilerposa
ucrionb3oBanu MHGopMalpoo 000 MHe, BKIIOYas HHOOPMALMIO O COCTOSHUM MOETO
370pOBBS, B OyAyHIMX MEAUIIMHCKUX HAYYHO-HCCIIeIOBATENIbCKUX paboTax.

Ecau 1 npuMy pelieHue 0TKa3aThCs OT Y4acTHs B IAaHHOM MCCIICIOBaHUH, S [al0 COTJIacHe Ha
TO, YTOOBI Kacarouascss MeHs HHpopMaiys, coOpaHHas B paMKax JaHHOTO MCCIIEIOBAHHUS 10
3TOr0 MOMEHTa, PoAoIKaia 00pabaTeIBaTLCS.

51 1o6poBOIBHO /1at0 corsiacke Ha ydacTHe B IaHHOM KIIMHHYEeCKOM HCCIIe/IOBaHHH.

Mosa moxanuce oO3Havaer, 4Yro s moAnMcai(a) MU JAaTdpoBai(a) JBa OpUrHHaa
MH()OPMALIMOHHOrO JIMCTKA NauueHTa U (GopmMbl MHPOPMHUPOBAHHOTO COIJIACHS, OAMH M3
OpUrMHAJIOB s monaydywi(a)ia pykd. S Oyay XpaHHUTh CBOM SK3eMIUIIP 0 MOMEHTa
OKOHYAHHS CBOET'O YUACTHS B UCCIICIOBAHUH.

Damunus Nwms OryecTBO

(pa36opuueo, NOJIHOCMbIO, nayueHm 3anoJjiHaem camocmo;zmem;uo)

IToanwuce narpeHTa

lIaTa NoAITMCaHus

51, HxenonnvcaBmuics(1asics ), MOJTHOCTBIO pa3bsCHIWI(a) YKa3aHHOMY BBILIE ITALIMEHTY BCIO

HeoOXOIMMyI0 HMH(GOpPMALMIO 0 JaHHOMY MCCIICJIOBAHUIO W TMpenocTaBwi(a) eMy/eil OIMH M3 JBYX
OpUIMHAJIOB TOAMMCAHHOIO W JaTUPOBAHHOIO HMH(OPMALMOHHOTO JINCTKA TallMeHTa W (OPMBI
MHGOPMHUPOBAHHOTO COTJIACHS.

Damunus Nwms OtuecTBO

(pazbopuugo, noHOCMbI0, 3ANOJIHAEMCS 8PAYOM-UCCIE008ameNIeM)

ITonmuce Bpada-uccjIe0BaTeIIA Jlata noanucanus
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Homep HazBanue
COII-K5-008 OKcIepTH3a IMoNpaBoK K IPOTOKOIY

Bepcus
11.0 ot 15.08.2024

Copep:kaHue 1 Ha3HAYEHHE
OOBsACHAET IPOLETYPY SKCIEPTH3HI IOMPABOK K IPOTOKOIY,
IOCTYIMBIIMX IIOCNIE 0XOOPEHHS UCCIIeIOBAHUS

MecTonaxoxaenne
@I'bY «HMMUII onkonoruu um. H.H. TleTpoBa»
Munznpasa Poccun
Poccuiickoit @eneparuu
197758, Canxt-IletepOypr, moc. ITecounsri,
yi1. Jlerunrpanckas, qom 68
JIaGopaTopHsLi Kopmyc, kab.4.11
Komuter mo Dtuke

3aMeHsAeT BepCcHIO
10.1 ot 21.09.2023

CocrTaBJjieHo
ITonropanxuit A.H.

IIpoBepeno
CemenoBa A.U.

Yr1Bep:kaeHo Ha 3aceqannu KD

IIpencenarens K9

CemenoBa A.N.

Jlara 3acenanus Homep 3acenanus Jara

15.08.2024 Nel8 15.08.2024




1.

2.

Iean — onwcats Ipoueaypy SKCIEPTH3BI IONPABOK K IPOTOKONY HCCIIEI0BAHMS, HOBBIX BepCUit
MH(OPMALMOHHBIX TUCTKOB JUIA MALMEHTa ¥ (opM HHGPOPMEPOBAHHOIO COITIACHS, PEKITaMHBIX
JOKYMEHTOB, NOCTYIHBIIUX II0CIIE 0X00PEHHS HCCIIEN0BAHMS, STHYECKAM KOMUTETOM.

ObaacTb npuMenenns: paboTa ¢ IPeIBAPHTEIBHO 00OPEHHBIMU HCCIIEOBAHMSIME, B KOTOpBIE
Mo3iHee ObLIM BHECEHBI NONPABKH, B CBA3H C YeM, 3asBATENM HATPABHIM NOKYMEHTH HA
mononHuTeNEHOE oxo0perue KO. Ilompapku He MOryT OBITH NPHHATH 6€3 PACCMOTPEHHS W
onobpenus K3.

OTBeTCTBEHHOCTD: OTBETCTBEHHOCTH 3a PabOTY C IONPABKaMU HeceT cekperaps K.
JKCnepTH3a: B ONMCAHHBIX CIydasX, IONPABKU MOTYT OBITH IPEICTABIEHBI Ui YCKOPEHHOH
OKCIEPTH3BI MIIK IIOJIHOM SKCTIEPTU3EI Ha 3acemanuu KD.

ITonnas 5xcnepTH3a NpeAyCMOTPEHA B CIydae:

e li3MeHeHus nu3aitHa UCCIIEN0BAHMS (MCKIIOUNTS WK H3MEHHTH GOPMYIIHPOBKY).

o lI3MeHEHMH B KPUTEPUSIX BKIFOYEHHS/MCKIIIOUCHHUS.

e J[ONOIHHATENIBHOM UK COKPAIEHHOM Tepamuu.

e 3HAYATENHHOIO YBEIMYCHHUS YKCIIa YUacTHUKOB (Gomee 20%).

° 3HaYMTENbHBIX U3MEHEHHH TO3UPOBOK IPENAPATOB MIIH PEXUMOB UX BBEICHHUS.

B ciydae nomHOH OSKCHEpTH3BI, IIONPAaBKM BMECTE C MEPBHYHO IIPEACTABIEHHBIMH
AOKYMEHTAaMH CEKpPEeTapeM HalpaB/IAIOTCS JKCHEepTy M3 cocTaBa wWieHOB KD  w/umm
KoHCynbTaHTy U1 Oy YeHHs. KOMIIETEHTHOTO 3aK/IIOYEHHUS.

B ciyyae yCKOpPeHHOM 3KCIEPTH3BI, SKCIEPTH3a MPOBOAUTCS JODKHOCTHBEIME JumamMu KD

cornacao COIT-KD-009.
Pemenue: Ilocme paccMOTpeHHs HONpaBOK Ha 3acefaHMd KD MOXKeT OBITH BBIHECEHO
CIIEAYIOIIEe pelleHuE:

e OmoOpuTs.

s OnoGpute ¢ 3ameyanmeM, Ge3 IOBTOPHOTO DPACCMOTPEHMsS IIPH YCIOBHH OTBETOB Ha
IIOCTaBJICHHBIE BONPOCHI ¥ BHECEHUS PEKOMEHIYEMBIX M3MEHEHMN W/WIM JOIOJHEHHH B
MaTepuabl HCCIeI0BaHUs B paboueM MOpSIIKe.

+ He 0100puTh ¥ OBTOPHO paccMOTpeTh Ha 3acenanuu KD mocne BHECEHHs M3MEHEHM B
IPOLENYPHI ¥ MaTepUalbl HCCIIEI0BaHMs ¢ 0O0CHOBAHUEM IIPUYHMH TAKOTO PEHICHHS.

o [IpHOCTaHOBUTH HCCIIENOBAHKE 0 MOMEHTA IIPENOCTABICHHS NaTbHEHIIEH He0OX0MUMOMH
uHpOpMaLIHH.

e He nprocranaenuBsas HCCIeOBAHMUS, 3aIPOCHTE IONONHUTEBHYIO HHPOPMAIIHIO.

e Otxnonuts mnpocs0y 06 0m0OpeHMM IONpaBKM C yKa3aHMEM MPUYUHEL, HO JaTh
pasperueHye Ha IPOI0JDKEHHE HCCIE0BAHMS KaK paHee 0J00pPEHHOTO.

TpeboBaHus k npenocrapsieMoii HHGoOpMANHH:

IlakeT IOKyMEHTOB IO TONpaBKaM K HPOTOKOIY HCCIEIOBAHUs BKIFOYAET B Cebs 3asBKY OT
[JIaBHOTO MCCIIEZIOBATeNsl O HEOOXOIMMOCTH BHECEHHS IIONPABOK B paHEe IPEICTABICHHBIH H
onobpennslit KO mporokon uccienoBaHus, B KOTOPOH HEOOXOAMMO OIHCATh NOMPABKY H
OPUYMHY €€ BBEOCHHSA, BCE DPACXOXKIEHUS C OPUTHMHANBEHBIM IIPOTOKOJIOM HCCIENOBAHUS H
yKasath oxuiaembie 3gpdexts! mocne Beenenus Ilonpasku. Bee namenenus wim MomuduKkammm
JIOJDKHBI OBITH ITOTYEPKHYTHI MJIH BBIIEIEHE.

[locne o3HaKOMIEHHs C NpeNCTABIEHHBIME JOKYMEHTaMH mpencenareds KO mpuHEMaer
peLIeHHE 0 XapakTepe TpebyeMOoH 3KCIIepTH3BI MONPaBKY (YCKOPEHHAs WM HOIHAS).

Bce marepuansl, npenocraBiasemble B KD, MODKHBI UMETh NEpeBOJ Ha PYCCKHil sA3BIK. B
HEKOTOPBIX CIlydYasX (P OTCYTCTBHMH CEPHE3HBIX U3MEHEHHH B IIPOTOKOJIE, HECYIECTBEHHBIX
TIIONpaBKax), BO3MOXKHO IIPEJOCTABICHHE Ha pYCCKOM S3BIKE CHHOIICHCA W3MEHEHHH ¢
KOMMEHTapUSIMHM ITIaBHOIO MCCIIEI0BATENS, 3aBEPEHHBIE €0 MO AMUCHIO.

Eciu monpasku GbUTH MOJTy4eHB! HEIOCPEICTBEHHO Iepen 3acenannem K3, Ilpencenatens
MOXET NPHUHATH PEIICHHE PacCMOTPETh MX Ha TEKYIIEM 3aceJaHHud, B TOM YHCJIE €CIH OHH
MOTYT OBITh PACCMOTPEHBI I10 YCKOPEHHOM TIPOLIELYPE.

Ilo oxoHYaHWM 3acelaHMs CEKpeTapb BHOCHT pEUIEHHE B IPOTOKON M  00s3aH
uHpOpMUpOBaTL 3asBHTENS O pemenumu KD: ycTHO He mosjaHee 3 mHedt mocne IpoBeIeHMs
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3acenanus KO, nmuceMeHHO - B TeueHue 5 pabouux aHel. B ciyyae HeomoOpeHus MOMpPaBKy K
IPOTOKOITY (IIPOrpamMMe) HCCIENOBAHUS CEKPeTaph H3BEIIACT 3asBUTENS B IUCHMEHHON hopme
O IPHHATOM DPEIICHMW W NpPHYMHAX OTKIOHEHWs IompaBku. B ciyuae, ecmu KD ronocyer 3a
HEOOXOMMMOCTh KaKMX-TH00 MOAMGHKAIMH ITOKYMEHTAIWH WIM IMOMPaBOK K IIPOTOKOILY,
CEeKpeTapb COOOIIAeT 3asBUTEIIO O HEOOXOMUMOCTH clenarh TpeGyeMble M3MEHEHMS M CHOBA
IIpefnocTaBuTh HNoKyMeHTanuio B KO. B ciaydae 3ampoca HOTONHHTENEHOU JIOKYMEHTAIIUH,
pelIeHre JO/DKHO OBITh IOBEICHO IO CBENCHUS 3aHHTEPECOBAHHOIO JIMIA/3aBUTEINS B TEUEHHUE
OJHOTO paboyero JHS MMOCIE MIPOBEAEHHOTOo 3acenanus KO.
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Hazsanue
Homep YCKO CHHas 3KCIICPTH3a UCCIIEI0OBATEIIECKUX
COIT-KD-009 P P
IIPOEKTOB

Bepcus
11.0 ot 15.08.2024

Copeprxanue u Ha3HAYEHHE
O6®BsacHSET IpoLeypy YCKOPEHHOM 3KCIEPTH3BI

MecTonaxosxaeHHe 3amensieT BepCHIO
@OI'bY «HMMUII onkonoruu um. H.H. ITetpoa» 10.0 ot 17.08.2023

Mumnznpasa Poccun
Poccuiickoit eneparmu
197758, Cankr-IlerepOypr, noc. [Tecoynsrit,
yi. Jlenunrpazckas, nom 68

Jla6oparopHslii Kopryc, kab.4.11
Komurer nno Otuke

CocraBJjieHo IIposepeno
[Monropauxui A.H. CemenoBa A .
IIpencenarens K3

Yr1Bepxknaeno na 3acenannu K3 Cienrssions AT

Jara 3acenanus Homep 3acenanuns Jara
15.08.2024 Nel8 15.08.2024




6.

Ienp — omwcanue YCIOBUH M KPUTEPMEB, IO KOTOPHIM BBIHOCMTCS pPELIEHHE O TOM, KAKHe

MCCIIE[IOBATENBCKHUE MPOEKTBI, IIONPABKM U Ap. MOJIEKAT YCKOPEHHOMY PAaCCMOTPEHHIO (IKCmpece-

M3YYECHUIO) CO CPOYHBIM BbiHeceHMeM pemenus. Hacrosmas COIT mo3BOaMT yCKOPHTH MpoLece

STHYECKOM IKCIEPTU3BI.

Oobnacte npumenenusi — nannas COIl mpenHasHavyeHa Ui SKCIIEPTH3bl MCCIIEIOBATEIBCKUX

npoeKToB, onpeaengeMbix AaHHbIMU COIl, cm. ®opma COIT-009-01.

OrsercrBennocts - Ilpencenarens KO ompenenser, xakue KU nomxomst ams yckopeHHOM

SKCIEepTH3bI (10 COAECPHKAHMIO Pedb HE MAET 00 OTBETCTBEHHOCTH, Pedb HAET O KOMIIETEHLIMH).

JKcmepTH3a: IOC/E IOMy4eHUs 3ajiBKM Ha OKCIIEPTH3Y, COOTBETCTBYIOLIYIO KAKOMY-THOO u3

NIEPEUMCIICHHBIX KPUTEPUEB, CEKpeTaph NMpPEICTaBNJeT MaKeT AOKYMEHTOB MpPEICENAaTeNIo C LeNblo

ONpe/eNIeHNs, COOTBETCTBYIOT JIM OHM NPOLIEYPe YCKOPEHHOM 3KCIEpPTH3BI. DTO citydau:

4.1. BTOPOCTENEHHBIX MONPABOK B paHee O00pEHHBIE UCCIeI0BAHNUS,

4.2. no0aBieHus WM M3BATHS HENPOLENYPHBIX IIYHKTOB B ONOOpEHHBIE paHee MCCIIeIOBAHMS
(yBenuueHue 4YHWCla MCCNeNOBAaTENeH, H3MEHEHWs Ha3BaHMH 1ab60paTOpMH, KOHTAKTHBIX
TeeOHOB U HHPOPMALMHU 00 KCCIENOBATENSX | T.11.);

4.3. MMHHMMaJIbHOTO U3MEHEHHS PHCKA HCCIEN0BATENBCKOM AEATebHOCTH,

4.4. 5NHAEMHONIOTHYECKHX, COLMOTIOTMYECKUX HMCCIIeIOBAHUI M3yYeHHs MOBEJEHYECKUX DeaKiuif
ye/IOBEeKa BHE YCIIOBMH CTpecca;

4.5. MaJOMHBAa3MBHBIX MWCCI€0BaHMH (3a00p MaloOro KOJIMYECTBA KpPOBH), MCCIENOBAHMS,
CBf3aHHBIE C NOJlyYEHHEM MaTepuaia He MHBa3MBHBIM ITyTeM (BOJIOCHI, COCKOOBI KOXKH);

4.6. cOopa maHHBIX MUl HMCCNENOBAHUS C MOMOLIBIO TPOLEYDP, OOBIYHBIX IS MEIMULIAHCKON
TNpPaKTHKH, C UCTIONB30BaHUEM Yike 000peHHBIX MeTonoB (DK, nomiep-, pasiuyHBIX TECTOB,
OIIPOCHHUKOB).

HccnenoBanus ¢ UCNIONB30BAHUEM JTy4YeBBIX M MHBA3MBHBIX METOZOB AMarHOCTMKM M Tepamdd He

PEKOMEH/TYIOTCS 1711 YCKOPEHHOM SKCIIEPTH3HL.

Ilpu npoBefeHMM SNHMAEMHOJOTHYECKMX M COLMOJOTMYECKMX MCCIEJOBAHUM [OMKHO OBITH

TPEyCMOTPEHO CTporoe cobmoaenue KoHuIeHIManbHOCTH HHGOPMALMK O NalMeHTax. B ciyyae

paboThl MCCIIEN0BATENA C apXMBHBIM MaTepHaIoM (aMOyIaTOPHBIMHE KapTaMH, MCTOPHSIMH GOIe3HH,

OKCTPEHHBIMM M3BELIEHMAMH M Jp.) HEOOXOAUMO YIOCTOBEPHTCS B a[eKBaTHOM 3auure

udopmanuu. Ha paGory B apxmBax neueGHBIX Y4peKAeHHH HEOOXOMMMO pa3spellieHHe WX

aZIMUHUCTpPALHY.

ITockonbKy B PETPOCNEKTUBHBIX MCC/IEIOBAHMAX HEBO3MOXHO [OJydYeHHe HH(POPMHUPOBAHHOIO

corjacus MalMeHTOB, KOMMPOBAHME JAHHBIX M3 MEIULMHCKOW [JOKYMEHTAlMM OJKHO HOCHTH

0D€3/IMYEHHBINH XapaKTep, HCKIIOYAIOLIMH BO3MOXKHOCTh pasryialleHus KOH(MMICHUHATBHOCTH.

['apanTamu B JaHHOM C/Ty4ae BBICTYNAIOT PyKOBOJUTENH JIEYeOHBIX YUPEKIECHHUH.

3acenanne Bropo: s yCKOPEHHOH 3KCNepTH3Bl KMCCIEIOBAHWS MpEACEAATeNh HA3HAYAET TPEX

uneHoB K3 (cocrae bropo K3). B ciyuae nompaBok, NOBTOPHBIX PaccMOTPEHMH, B HHCIO

SKCIIEPTOB/HE3aBUCHMBIX KOHCYIBTaHTOB, KaK IPAaBUJIO, BXOAAT Te wieHsl KD, KOTOpbIe MpOBOMHMIH

PaccMOTpPEHME ITOT0 UCCIIEIOBAHUS paHee.

5.1.1Ipu paccmMoTpeHuH MpoekTa Ha 6I0po, IpeaceqaTenbCTBYIONIMI OINIAIIACT MONHOE HAa3BaAHKME
Ka)X/I0r0 MCCIIeJOBaHHUS, BBICIYIIMBAET MHEHHE KaXIO0r0 IKCIEepTa, PYKOBOAUT 0OCYKIAEHHUEM
¥ OOBABNAET rojOCOBaHMe. PelleHMe NPUHMMAEeTCs KOHCEHCYCOM 3KCIEpTOB. Permerue
YTBEPIKIAETCA Ha IocienyroeM 3acenanun Komurera o Juke.

5.2.Eciu xoHCEHCYC MeXy SKCIepTaMH He NOCTUIHYT, 00CY KIeHHEe BBIHOCUTCS Ha Oiwkaiiiiee
3acenanue KO.

5.3.T]poruenypa yCKOPEHHOM SKCIIEPTU3BI He I0JDKHA JUTUTHCS 6onee 2-X Heelb.

Ilocne 3acenanmms Bropo: cexperaph CIeIMT 3a CPOKAMM IPOBEEHHs SKCTEPTH3bI, M3BEILAET
3a54BUTE/IS O NMPUHATOM PEIICHHH W BBIJAET BBINMCKY 3aiBUTEIIIO B T€YEHHE 5 paboumx AHEH mnocie
IpoBeAeHUs 3acefanus Oropo.

6.1.B Bemucke Hapany c pewenueM KO ykassiBaetcs Mmopsaok HabmIofeHus 3a HCCIENOBAHKUEM,
CPOKM IOJAYM TNPOMEXYTOYHBIX OTYETOB. B nporokone 3acenaHus OKOpO yKas3bIBAIOTCA
Ha3BaHWe pabOTbl, HA3HAYEHHBIE SKCTIEPTHI M MX MHEHHE, BONPOCHI IMCKYCCHH, TPMHSATOE
pewerre. Cekperapb OTBETCTBEHEH 3a NPOTOKOIMPOBAHME 3acelaHMs M apXMBHUPOBAHME
MaTepUaIoB.
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®opma COII-009-01

Cxema neticteuit Komutera rmo DTHKe npy MpoBefeHUH YCKOPEHHOM 3KCHIEPTH3bI POTOKOIA
KJIMHUYECKOTO UCCIIeJOBAHHS

Cekperapuar:
NOJTyYeHHE NaKeTa JOKYMEHTOB Ha 3KCIIePTU3Y
HE COOTBETCTBYET KPUTEPUIM COOTBETCTBYET MpPOLIEType
YCKOPEHHOH 9KCTIePTH3EI YCKOPEHHOH 3KCIIepPTU3BI
HasHayeHue npencenatenem 3-x wieHos K3 - Bropo
obcyxnenue Ha Bropo
KOHCEHCYC MEXIY KOHCEHCYC MEKTy
9KCIEPTaMH JOCTHTHYT 9KCNEPTaMU He JOCTUIHYT
NIPUHHUMAETCS pELIEHUE, KOTOPOE OrjlaniaeTcs 00CYXIEHUE BBIHOCHTCS
Ha GmwKaiinem 3acenanuun KO Ha Gnwkaiiee 3aceganue KO
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Homep HazBanue Bepcus
COII-K5-010 HaGmroneHue 3a X0I0M UcCeqoBaHUs 11.0 or 15.08.2024

CopnepsxaHue ¥ HA3HAYEHHE
O6wscHseT npoleypy HabIIOIEH s 32 XOJ0M MCCIIeI0BaHHUS

MecTonaxoxaeHns 3ameHsieT BepCHIo
®I'BY «HMMUI] onkonorun um. H.H. [Tetposay 10.0 or 17.08.2023

Munsnpasa Poccun
Poccuiickoit @eneparyu
197758, Cankr-IletepOypr, noc. [lecounsii,
yi. JleHuHrpazckas, 1om 68

JlabopaTopHslit koprtyc, ka6.4.11
Komuret no Otrike

CocraBJiieno IIpoBepeno
ITonropauxwuii A.H. CemeHoBa A.H.
IIpencexarens KO

YTBepxaeno Ha 3aceqanun K9 Cesesionn AT

Jara 3acexanus Homep 3acexanns Hara
15.08.2024 Nel8 15.08.2024




-0

Hens - onucanue npouemypsl (YacTOThl, NEPUOAMYHOCTH U YCIIOBMIA) MpOBEAeHHs HAOIIONEHHUS 3a
XOZIOM HCCIIEZIOBAHKS, 110 KOTOPOMY OBLIO NPUHATO MOIOXKUTENbHOE pelueHue. Habmonenue MoskeT
NPOBOJMTHCA B POPME IKCHEPTU3BI TEKYLIMX AaHHBIX 110 POTOKOJY MCCIIEI0BAHUS B BUIE TOIOBBIX
(MPOMEKYTOUYHBIX) OTYETOB IVIABHOTO MCCHENOBATENs AJs ONpEAE/IEHHs COOTBETCTBMA MpoLecca
NPOBE/ICHHs . KOHKPETHOrO  MCC/eoBaHMsa TpeOoBaHMAM  COONIOACHMsS IIpaB  y4YaCTHUKOB
uccnenosanus, GCP 1 ycnoBusiM COOTBETCTBYIOLIETO POTOKOJIA.

ObnacTh puMeHenus - KO BCEM BH/aM 9KCIIepPTH3bI IPOBEEHHs UCClIe0BaH s 0106perHoro K.
OTBeTCTBEHHOCTh - OKCMEPTU3a JAHHBIX [0 TEKYUIEMY WCCIEIOBAHMIO HAa OCHOBaHHH
npoMexyTo4HsiX 0T4eToB (Popma COII-KD-010-01), xoTopas npooautes wienamu KO. Cekperaps
K3 no cornacosanuio ¢ Ilpeacenarenem KO MoxeT npoBoauTh KOHTPOIE 38 COBIIOAEHUEM CPOKOB
TI0JTy4€HHMs OTYETOB M BECTH COOTBETCTBYIOLLYIO KAPTOTEKY.

HaGurogenne: KD ocymecTBiaseT NOCTOSHHBIM MOHHTOPHMHT, MOCAEAyIOLee HAOMIOAEHHE U
paccMOTPEHHE MATEpUalloB OJOOPEHHOr0 MM KIMHHYECKOTO MCCIIeJOBaHWsS [0 €ro 3aBeplIEHHMS.
Hukakve wn3MeHeHMs B TNPOTOKOJ HCCIENOBaHMs, MH(POPMALMOHHBIA JMCTOK MAlLUeHTa,
MH(bOPMHUPOBAHHOE COrNIacke M B NPOYME MaTepHUalbl, MpeJHA3HAYEHHBIE /Ul NALMEHTOB, HE MOTYT
ObIT HCIIONB30BaHBI O€3 paccMoTpeHus U ofnobperus KO.

4.1. [IlompaBKu, U3MEHEHMS M JIONOJHEHHUS K MPOTOKOIY, KOTOPBIE HE 3aTPAarMBarOT GE30MAaCHOCTH
UCIIBITYEMBIX, WX MHTEPECOB M IPaB, HE W3MEHSIOT COOTHOLUCHHE «PUCK/TIONB3a» B XOIe
HCCIIe[IOBAHMs, HE KacalTCs M3MEHEHMs OTBETCTBEHHOCTH Bpauel-MCCiIeNoBaTeneH,
HECYIIECTBEHHO MEHAIOT IIPOUEXYpPhl M IPOTOKOJ HCCIEHAOBaHMS MW  OLEHMBAIOTCS
YHOJHOMOYEHHbIME uneHaMd KO, Kak He BIMSAIONIME Ha pe3yJbTaThl MPOBENEHHOM paHee
OTHYECKOM OSKCIIEPTU3bl, MOTYT paccMaTpuBaThCs B paboueM mopsiake u OGOPMIAIOTCS
MOATBEPKAECHUEM O TOTYYEeHUU U IIPUHATHH K CBEICHHIO.

Paccmotpenus TpeOyroT cnenyromue coOBITUS W OOCTOSATENbCTBA, BO3HHMKAIOIIME B XOJE
UCCJIENOBAHMS:

4.1.1. BCe NONpPaBKHU K NPOTOKOJY (MPOrpaMMe), KOTOPBIE MOTYT [OBIHMATH Ha COOJIFOIEHHUE TIPaB,
©€3011acHOCTb U 3/J0POBbE YYaCTHHKOB HUCC/IEIOBAHKS TIPU MIPOBEIEHHM CaMOr0
HCCIIEI0OBAHMUS;

4.1.2. cepbe3HbIE U HENPEIBUECHHBIE HEeXKelaTe/IbHbIE SBIEHNUS, CBA3aHHBIE C IPOBEIEHUEM
MCCIIEI0BAaHMS JIEKaPCTBEHHOTO MperapaTa Wik MeJHLMHCKOTO U3/IE/|s B MCCIIEI0BATE b=
CKOM LIEHTE, a TaKKe MPEATNPUHSTBIE B 3TOH CBA3M MEpPBI CO CTOPOHBI UCCIIEI0BATENEH,
CTIOHCOPOB U O(ULIMABHBIX JIMLY;

4.1.3. moOple cOOBITUS WITH HOBAs MH(OPMALMSA, KOTOPBIE MOTYT H3MEHHTH COOTHOLIEHHE
T0JIb3a/PUCK JUIS YYACTHUKOB MCCIIEOBAHMS;

4.1.4. OTKIOHEHMS OT MPOTOKONA, KOTOpBIE BIEKYT 3a COOOM pHCKM [UIsl 340POBbS H

Onaromnonyuus cyObeKTa UCCIeI0BaHM .

4.2. Habnronenue 3a X0[J0M MCCIE0BAHMS BKIIFOYAET B cebs:
1)uHdopMHUpOBaHKE IMIABHBIM HCCIEAOBATENEM O Havale MPOBENECHHS KIMHUYECKOrO
MCCIIEIOBAaHKs B LIEHTPE IIyTeM I10/la4yd NMCbMEHHOr0 yBeaoMineHus Ha ums [Ipencenarens KO B
TeyeHue 3-x (Tpex) pabounx qHeir;
2) uHdopmMupoBaHMe 00 U3MEHEHUH CTATyCa MCCIIEA0BAHUS (OTKPBIT/IIPHOCTAHOBIIEH/3aKPhIT
Habop NalKMEHTOB B JaHHOE MCCIIEZIOBAHKE), YCTHO MM MHCbMEHHO B IIPOM3BOJIBHOM (GopMe;
3) undopmupoBaHue 060 BceX M3MEHEHHUSX B COCTABE UCCIIEOBATENLCKOM KOMAH/IBI;
4) nofady NMCHLMEHHOTO OTYETA O XOJIe MCCNIeIOBAHMsA C KPaTHOCTHIO, onpenesienHon KD npu
TPUHSTHH MOJIOKUTEILHOIO PELIEHMS, TIPU JUTMTENIbHBIX HCCIEI0BAHUIX HE pexe
1 pasa B rog. OTuyer NOAMKMCHIBAETCS U JATUPYETCS ITTaBHBIM HCCIIENOBATENEM,

®opma COIT-K3-010-01;

5) uadopmMUpoBaHUe 00 U3MEHEHUH CPOKOB NPOBEICHHUS UCCIEI0BAHMU;
6) undopmupoBaHue 00 yBEeIMYEHUH KOJMYECTBA NIALMEHTOR B MCCIIEN0BaHMUH.

IIpuBenenHyro Bblle MHQOPMALMIO TJABHBIM HKCCIIENOBATEND MOAAET ITyTEM IMChbMEHHOTO
yBenomnenus Ha ums Ilpencemarens KD B Teuenue 3-x (Tpex) paboumx [qued, KoTOpoe
paccmarpuBaeTcs B paboyeM nopsagke ¥ OQOPMISETCs MOATBEKIEHMEM O MOIyYEHHHM U
NPUHSTHIO K CBEAEHHUIO.
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4.3. IlpoMexyTOYHBIE OTYETEI O XOJE MCCIENOBAHUS MOTYT PaccMaTpHBaThCs MO MPOLELype

HOTPICI)PIKaLlI/IH, KOrja Ha CONPOBOAMTE/IBHOM NOKYMEHTE 3asiBUTEJI CTAaBUTCA OTMETKa (l.I.ITaMI'I)
KOMHUTETA U TOANHCH Hpencenarenﬂ HIIH CEKpeTaps, MOATBEPXKAAKOLINUEC (baKT IMOJTYYEHHA H
TNPHHATHA K CBEACHUIO TIPOMEXKYTOYHOIO OTYeTa. HpOMe)KyTO‘-IHBIe OTYETBI O XOJe
HCCJIENOBaHUA OOJDKHBI COAEPXKATh CIIEAYIOLLY IO I/lH(i)OpMaLII/IIO, HO HE OrpaHUYHUBATHECS €HO:

4.3.1. nata Havana NpPOBEJICHMS KIIMHMYECKOTO UCCIIENOBAHNS B LIEHTPE;

4.3.2. naHHBIE O BKIIOYEHHUH TIEPBOrO MAlMEHTa ;

4.3.3. cBeneHus o0 Habope CyOBEKTOB UCCIENOBAHMUS;

4.3.4. cepbe3Hble HEeXKENATEIBHBIC SBIICHUS/CEPbe3HbIE HEGMArONPHATHbIE BO3ASHCTBUS H3EIHS,

OTKJIOHCHHSA OT IMPOTOKOJIA U HENIPEABUICHHEBIE HEXKEaTeIbHbIe SIBJICHHS/BBISABIIEHHBIE
HEIOCTATKH MEIUIIMHCKOr O U3C/THS B LIEHTPE;

4.3.5. cBeneHMs 00 HCKITFOYCHHM CYOBEKTOB U3 MCCIIEOBAHHS,

4.3.6. HOBBIE NaHHBIE, KACAIOIIMECS GE30MACHOCTH MPOTYKTA HIIH HCCITeTyeMOro H3elHs,
4.3.7. naHHBIE O MOANOrax, KPUTHIECKHUX M CYIIECTBEHHBIX HAXOIKAX;

4.3.8. 0T4eTHI O MPOBEPKaX (AyAUTAX/MHCTIEKLIHAX);

4.3.9. yeenomnenue o 3aBepIueHUH (IIPUOCTAHOBICHHH) UCCIIEIOBAHHMS;

4.3.10. 3aKTIOYHTENBHBIH OTYET.

4.4. Tlpu yuactum B KM ys3BUMOro KOHTHHreHTA (NETH, TOXKHIBIE, HENEECNOCOOHBIE, JHIA C

4.5.

TICHXWYECKUMH pacCTPOMCTBAMH M T.J.), IIPU BBICOKOM PHCKE [T YYACTHHUKA MCCIIENOBAHUS WU
M0 KaKuM-TM00 ApyruM mpuurHaM, KO MoxeT KOHTpONMpOBaTs X0 HCCIEeTOBAHUS ¢ GOoMbLIei
MePHOANYHOCTEIO. Permenne 06 0COGEHHOCTSIX MOHMTOPHHra TPUHMMAeTCs Ha 3acemaHuu KD:
MpH BBICOKOM pHcKe 1 pa3 B mecsly, 1 pas B 3 Mecsila, Npu prcke cpejHel crenenu 1 pas B 6 wiu
1 pas B 9 Mecsues. B ciyyae BBICOKOrO PHCK MCCIIEIOBaHUA M TPUBICUYEHHS YS3BHMBIX
KOHTHHI'€HTOB BO3MOXKHO MPHHATHE PELIEHUS O KOHTPOJIE KXKIOro nauueHTa. [Ipy HEBBICOKOM
PHCKE HCCIIeIOBAaHUS KPATHOCTh HAOMIOIEHUS cocTaBisieT | pas B 12 Mecsies.

B cnyuae koHcTaranmu dakra HapyuieHus mpoToKosa (MporpaMMbl) HCCIEIOBAHNS, TOSBICHUH
HOBBIX CBEJCHHH, W3MEHSIOIIMX COOTHOIUEGHME I0JIb3a/PHCK I YYAaCTHHUKOB HCCIIEIOBAHUA,
PErUCTpaALMK CEPbE3HBIX HE)KEIATENbHBIX ABJCHUH Yy IalMEeHTOB, CBA3aHHBIX C IPOBEICHHEM
JIaHHOTO KJIMHUYECKOTO MCCIIENOBAHMS STHYECKHH KOMUTET MOYKET:

4.5.1. B OTHOIICHHWM HCCIIENOBAHMSA: OTO3BaTh peLUICHHE 00 o;106peﬂpm KIIMHUYECKOIro

UCCIIEIOBAHNS, TPUOCTAHOBHTH €ro IpPOBENEHHE, MOTPeGOBaTH CTPOroro CobIIOAEHUs
TIPOTOKONA (MPOrpaMMBbI) MPH YCUIEHHOM KOHTpOJIE ¢O CTOPOoHbI KD3;

4.5.2. B OTHOIICHHH JIMLIA, B OTHOWIEHHWH KOTOPOro IMPOUBOILIO HApyUWIEHWE TPOTOKOJIa

4.6.

4.7.

(mporpamMmb): BEIBEIEHHE M3 MCCIIEIOBaHMs, OKA3aHHE MEP MEIMLIMHCKOTO BMEIIATE bCTRA,
HaNpaBJICHHBIX Ha HEUTPATM3ALMIO HApYIIEHHUH.
Hcenenosarens o6s3an HesameuTebHO coobimars B JIDK 06 OTKIOHEHHSX OT MPOTOKOA,
KOTOpBIE BIIEKYT 3a COOOM PUCKHM JUIS 3MOPOBbs U GIIAroMnoiy4us cyObeKTa HCCIIeIOBaHKS, B TOM
YUCIIE CBA3AHHBIX C BBEICHHEM OIPaHMYMTEBHBIX MEp, B TeYeHHe 15 KaleHIapHbIX AHEH.
HckiroyeHne COCTaBNAIOT CITy4ad, KOIJa OTKIOHEHMs OT TNPOTOKONA KacaloTCs TONBKO
aJIMMHUCTPATUBHBIX WIH TEXHUYECKUX ACMEKTOB MCCIIEOBAHMUS, O HUX HEOOXOAMMO COOBILATh B
paMKax rofoBOrO OTYETA.
B ciyqae koHCTaTauMM COOTBETCTBHS IPOBOJMMOrO HMCCIEIOBaHMS MPOTOKONY (Mporpamme)
BeIHOCHTCs pelienue [lpencenatenem KD Ha 3acenaHii 0 NPUHATHH K CBEAEHUIO TTONYYEHHOM
UH(OpMaIUK 0 X0JIe UCCIIE0BAHUS B LIEHTPE.

4.8. KowmuTeT MOKET TaKKe paccMaTpUBaTh BOIPOC 06 0X0GPEHHH MPOIOIKEHUS HCCTIeI0BAHHS TPU

IMOJIy4YEHHHU HH(bOpMaHPIH 00 HUCTIOJIB3YEMBIX B HCCIENOBAHUH JIEKAPCTBEHHBIX CpeacTBax H3
APYrUX UCTOYHHUKOB B CITy4ae, €CJIM TaKHe CBEACHHUS KacarTCsd U3MEHEHH COOTHOMIEHUS MOJIb3bI
M pHCKa y4JaCTHUA UCTIBITYEMBIX B HCCIIENOBAHUU.

4.9.C06HI*O,E[GHHG yCHOBHﬁ Ha6JTIOlIeHHﬂ 3a XOIAOM HCCIIENOBAHHUA SABJISETCA OTBETCTBEHHOCTBHIO

ceKperaps.

4.10.KonTponb 3a BeimonHeHMeM pekoMeHAauuit KD W cobmioneHHeM STHYECKHX HOPM B XOZE

HCCII€NOBaHHUs, 3a CBOCBPEMEHHBIM NpeACTABIICHUEM TMPOMEXKYTOYHBIX H 3aKJIHOYUTEIIBHOIO
OTHETOB M Mpoued HeoOXoaumMol MH(POPMALMK ONOOPEHHOr0 KIMHMYECKOrO MCCIEI0BAHM,
SIBIISETCS 00A3aHHOCTEIO TIIABHOTO HCCIIE0BATENS.
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(DopMa NPOMEXYTOYHOI'O OTYETA 00 Mccieq0BaHuK

Homep npoTokona/mporpaMMBbl HCCIIEJOBAHMS:
HaspaHue npoTokona/nporpaMmmal:

I'naBHBIN uccienoBaTeNb:

HccnenoBarenbckuil LEHTP:

Croncop:

Hata ogoOpeHus uccneoBaHuUs:

ITepuon BpeMeHH, 32 KOTOPBIH MOJAETCS OTYET:
JlaTa Hayasa uccIe0BaHUS B LIGHTpe:

JlaHHbIE O BKJIFOUEHMH [IEPBOTO IalMEHTa:

Craryc uccnenoBaHus (OTKPBIT/3aKpBIT HAOOP NMALIMEHTOB):
ITnanupyemoe uucio yqactaukor KU:

Yucno CKpMHUPOBAHHBIX MAllUEHTOB:

Yucno paHAOMU3UPOBAHHBIX TAL[MEHTOB:

Yucio nmaueHToB, npoJospKaroux yyactie B KU:
Yucio Y4YaCTHUKOB, 3aKOHYHMBIIUX JICUCHHE!:
Kpatkoe uznoxeHue pe3ybTaToB:

Hndopmauus o CHA B cBoeM 1eHTpe:
Hudopmauus 06 OTKIOHEHUIX OT MPOTOKOIA.

I'Io,unncs rJ1aBHOr'O UcCCJen0oBaTeId:

JHaTa:

Dopma COII-K3-010-01
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Hassanne
HOMep SKCHC TH34a OTUYETOB O HEXKEJIATCIIbHBIX
COIT-K?3-011 P
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Bepcus
11.0 ot 15.08.2024

Copepsxanue H Ha3HAYEHHE
O6psacHsAET NpoLeTypy SKCIIEPTH3bI OTYETOB O HEXKENATENBHBIX
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MecTonaxosxnenne 3ameHsIeT BepCHIO
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Munsnpasa Poccuu
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15.08.2024 Nel8 15.08.2024




1. Heanr — paspaboTrarTh HUHCTPYKLMM MO 3KCNEPTM3€ M TOCIHEIYIOLIEMY HAOMIOASHMIO MO (akTy
OTYETOB O Pa3sBHTHUM HEKENATENIbHBIX SIBJICHUH/PEAKIMH B XO/le TEKYILIEro MCCIeIOBaHMs, paHee
00OPEHHOr0 STUYECKUM KOMHUTETOM.

2. ObGaacTb mpuMeHEeHHs — BCe OI0OPEHHBIE TPOTOKOJIBL.

3. TepMuHBI B ONIpeieICHHAS:

3.1.

3.2.

3.3.

3.4.

HexenarenbHas peakuus (HP) — Bce HeraTMBHBIE WM HeNpPe[BUIEHHBIE pEAKIIHH,
CBSI3aHHbIE C UCIIOJB30BAHKEM JIFOOOH 10361 MEAUIMHCKOrO MPOAYKTA M MPEANoNararouue
BO3MOYKHOCTb HAlIMYMsl IPUYMHHO-CIEACTBEHHOM CBA3M MEAULMHCKOrO MPOLYKTA U JAHHBIX
MIPOSIBJIEHUH;

HexenatenbHoe ssnenuve (HS) — BeiABIeHHOe y mauueHTa Wid Cy6BeKTa KIMHUYECKOTro
McCcleJoBaHKs N0C/Ie PUMEHEH s (papMalleBTUYECKOro NPOAyKTa /ir06oe HeGIaronpuaTHOE
C MEJMUMHCKOM TOYKM 3pEHHs COOBITHE, KOTOPOE MOXKET M He HWMETh NPHYMHHO-
CJIEICTBEHHOM CBSI31 €ro NPUMEHEHHEM;

cepbesHas Henpe/BUIeHHas HexesarenbHas peakius (CHHP) — HexenarensHas peaxuus,
CYIHOCTB HJIU TSDKECTh KOTOPO# He COrJIacyroTCs ¢ MMeloLielcs HHbOpMalMeii o IpoIyKTe;
Cepbe3HOe HexXeNaTeNnbHOe BJICHHE W/ WK Cepbe3Has HexenatenbHas peakuus (CHSI/CHP)
— moboe HeOMaronpusATHOe KIMHHUYECKOE COOBITHE, KOTOPOE BHE 3aBHCHMOCTH OT O3Bl
nperapara: IpUBENIO K CMEPTH; NPECTABISET Yrpo3y IS XKU3HH; TpeOyeT rocnuTanu3alyu
WK ee NPOJJICHUS; TIPUBETIO K CTOMKOM WK 3HAYMUTEIbHON
HETPY0CIIOCOOHOCTIH/ MHBATMAHOCTH; TIPEJICTABIAET COOOM BPOKIECHHYIO aHOMATMIO/TIOPOK
pa3BUTHS;

4. OrteercrBenHocTb. KO MPOBOMUT 3KCIEPTH3Y OTYETOB O HEXKEIATEIBHBIX peakLMsIX M SBJCHHUSX,
BKJTIOYAIOLIMX PUCK /ISl YYaCTHUKOB MCCIIEJOBaHMA MM HECOOTBETCTBUE STUYECKUM CTAHIAPTaM.
5. IlocJie mogaym coO0MIEHHS:

5.1.

5.2,

6. CHA,

KD BBIHOCHT O/IHO U3 CIIEAYIOIIMX PELIEHMI:

5.1.1. [npUHATE K CBEAEHHUIO NPEICTABICHHYIO HH)OPMALMIO,

5.1.2. B OTHENBHBIX CllydasX, 3acHy>KUBAIOIIMX OCOOOr0 BHHMAHHMS C TOYKM 3pEHHS
0e30macHOCTH Y4aCTHHKOB MCC/IEIOBAHHSA M H3MEHEHHMs COOTHOLIEHMS PUCK/TIONB3a
ydactus B uccienosanuy, Ilpencenatens KO, samecturens [lpencenmarens wumu
3KCIepT, HasHaueHHbld [Ipencenarenem, NpeAnpUHAMAIOT KOHKPETHbIE JEHCTBUS B
OTHOLIECHHWH [AaHHOTO COOBITHA (3aNpOCHTh [OIOJIHHTEIbHBIE JOKYMEHTH W/HIH
MH(OPMALIKIO 110 UCCIIEI0BAHMIO);

5.1.3. no pelueHMIO BhIIEyKa3aHHBIX WwieHOB KO cooblueHns BbIHOCATCS Ha 0OCyKaeHHe
9KCTpeHHOro 3acenanus KO M 1mo HMM roj0oCOBaHHEM NPMHMMAKOTCS OCOOBIE
perueHus.

Ecnu xakue-nmubo maru Gblmy npeanpuHATHL, cekpetaph KD HezaMeTUTeNnsHO cooOLIaeT

00 3TOM TIaBHOMY MCCIIEOBATENIO M OpraHU3alluy, POBOAsLIEH uccienosanue. CekpeTaph

FOTOBHUT O(HLMATBLHOE MUCHMO, TIOAMMCAHHOE U AAaTHpOBaHHOE npeaceaatenem KO umu ero

3aMECTHUTENIEM T[JIaBHOMY MCCIIEIOBATENI0 O TOM, Kakue MHeHCTBMS [JOJDKHBI OBITH

NPEANpPUHATEl B cOOTBeTCTBUM ¢ pemenreM KO. Ecnu KD He npeanpuHmMmaeT HUKaKuX

NEUCTBUH, Ha COOOIEHMM CTaBUTCS OTMETKA «IPUHATO K cBedeHMIo». CoobleHus

apXMBUPYIOTCSl CEKpEeTapuaToM B (aiiyie JaHHOTO UCCEN0BaHHMS.

CIyYHBIIHECH B HCCIEX0OBATENBCKOM IEHTpe, INpHBEeJIIHE K CMEPTH HJIH

NpeACTABJAIONINE YTPO3Y KU3HH CYObEKTaM HCCIeJOBAHUS:
6.1. I'naeHeli uccnenoBarens u3Bemaer KO B nmuceMeHHOM Bujie B TeueHue 48 yacos o CHS,

€CJIM YCTAHOBJIEHA WK [I0JI03PEBAETCA CBA3b C IPUMEHEHHEM HCCIIEyeMOro npenapara, 3a
HCKITFOUEHUEM TeX CITy4aeB, KOTOPBIE B IPOTOKOJIE MM B OPOILIIOpe HCCeq0BaTes
onpe/eseHbl Kak He TpeOyrolue HEMEAIEHHOTO COOOIIEHHS.

6.2. B coobmenuu riiaBHbli HCCaeqoBaTe b A0JDKEH YKa3aTh:

6.2.1. cyTb coOBITHS;

6.2.2. KpuTepuii Cepbe3HOCTU COOBITUS (CMEPTh, YTPOXKAIOLIEE KU3HU COCTOSTHUE, CTOMKOE
Wl BBIPaKEHHOE HapylueHue TPYAOCIIOCOOHOCTH/ 16eCIOCOOHOCTH,
FOCMHUTAIM3ALMS WM TPOMJIEHHWE TOCMUTANM3ALUM, BPOXKIEHHBIE aHOMAMM WM
nedeKTsl pasBUTHs, APYrHe BaKHbIE C MEAMLMHCKOM TOYKM 3PEHMS COOBITHA),
MCXOJpI (€cu COOBITUE pa3pellniioch);

6.2.3. Mepsl, IpUHATHIE 71 obecredeHns 6e30MacHOCTH NalMeHTa.
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7.

6.3. Coobumenuns o CH noparores k ceneruro K3 no ®opme COT-K2-011-01 u BBIHOCATCS

Ha 06Cy)KIeHHe Ha OYepeHOM 3aceaHkH.

6.4.TIpu noctynienun uupopmarmu o CHS cexperaps KO HezamenIUTeNEHO YBEIOMIAET O

COOBITHH AIMHUHUCTPALMIO YUPEKIACHHS.

CHHP, 3aperucTpupoBanHbie Ha JaHHBIA PENAPaT, B HCCIE0BATEIbCKAX EHTPAX:

7.1.

7:2.

73.

K3 nomxken Geite mpoumHdOpMHpoBaH 000 BCeX CIydasX CEpbE3HBIX HETPEIBUIEHHBIX
HexenatensHbiX — peakumsx  (CHHP) mHa  uccnmemyemelit  mpemapar,  KOTOpBIe
3aperuCTPUPOBAHBI BO BCEX MCCIIEN0BATENBCKHX LIEHTPaX, Il MPOBOAMTCS MHOTOLIEHTPOBOE
KJIMHHYeCKOe uccnenopanie. OpraHusanus, MpoBOALIas HecieqoBaHke (CrIOHCOp), 06s3aHa
coobware TnaBHOMY HccenoBateno 060 Bcex CHHP HesamemmMTensHO MO Mepe
NOCTYIUIEHHSI HHQOpMALIUH.

B o6s3anHoCTH TNIaBHOrO HMccienoBatelis BXomuT mogada B JIDK coobmennmit 060 Bcex
CHHP, o HOBBIX NaHHBIX, KOTOPBIE MOIYT CBHIETE/NLCTBOBATH O BO3PACTAHWM PUCKA IS
CyOBEKTOB HCCIIEOBAHUS WM HEOIATOTPHUATHO TOBJIUATH HA XOJ MCCIENOBAHHS B BHIE
MEePUOMYECKHX OTYETOB O OE30MacHOCTH He Halle OJHOrO pasa B 3 Mecsla, HO He pexe
OIHOTO pa3a B LIECTb MECSIIEB.

K coolmennio NOMKHO OBITH TPUIOKEHO CONPOBOAWTENBHOE IHCHMO C IIOIHCHIO
IJ1aBHOTO UCCNIEIOBATEIIS.

Wudopmanys nomkHa OBITE MpeICTaBIEHa Ha PYCCKOM sA3bIKE MM OBITH CHaG)KeHa
KOMMEHTAPUSIMU Ha PYCCKOM S3BIKE.

Hudopmanns mo 6e30macHOCTH, CYIECTBEHHO BJHAKMAS HA NpPOBEICHHE HCCIEX0BAHMS
M/HIM yBeIMYHBAOIIAS DPHCK IS CyObeKTOB HcciefoBammsi. Mccienosatens (CroHcop)
coobmaer B KO unpopmammio mo 6e30nacHOCTH, KOTOpas MOKET U3MEHATh OLEHKY COOTHOLIGHHS
MO/Ib3a-PUCK  HCCIIENYyeMOro Ipenapara JMOO CIy)XUTh OCHOBaHMEM [ W3MEHEHWH B
PEKOMEHJALMIX [0 €ro Ha3HAYeHMIO, a TaKoKe OCHOBAaHMEM [UIf IEPecMOTPa BO3MOJKHOCTH
JaJbHEHIIero NPOBEIEH s MCCIeIOBAHMS UITH HeOIaronpusITHO MOBJIMSTE Ha XOJI UCCIIEOBAHMS.

K3 ocraenser 3a coboit mpaBo motpeboBaTh AOMONHUTENBHYIO HH(DOPMAIIMIO HIIH JOKYMEHTHI IO

- IPOBOIMMOMY HCCIIEJOBAHUIO B LICHTPE.
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®opma COII-K3-011-01
Bepcus 1.0 or 21.09.2023 .

ITpencenaremo Komurera no Otuke

IIpu ®I'BY «HMHIL] onkonoruu um. H.H. ITerposay
Mpunsnpasa Poccun

CemeHoBoii A.H.

VYeaxxaemas Anna UropepHa!

B cooTseTcTBUY ¢ MpaBUIaMHU NTPOBEIEHMS KIIMHUYECKUX MCCIIeI0BAaHUH U CTAHAAPTHBIMH
npouenypamu Komurera no Stuxe npu ®I'BY « HMUL] onkonoruu um. H.H. IlerpoBa» Munsapasa
Poccuu npoiity NpUHATE K CBEASHUIO MHPOPMALIMIO O CEPhE3HOM HEXKEIATEIbHOM SIBJIEHUH,
3apEervCTPUPOBAHHOM Yy TNIALMEHTa, yYaCTBYIOILETO B KIMHUYECKOM UccienoBaHud (Ne v HasBaHue):
, IPOBOJMMOrO Ha OTAEICHUH

I'naBHBIN MccaenOBATENb:
Howmep nanueHTa B HecliejoBaHUY:
KpaTkoe onucaH#ie Cepbe3HOro HEXeNaTeNbHOrO SBJICHUS:
Cepre3Hoe HexenaTenbHoe SBlIeHue (Hy>KHOE IT0J4E€PKHYTh):
1. mpuBeno kK cMepTu
NpeCTaBIIseT COO0H yrpo3y A XKU3HU
TpebyeT roCIUTalu3aLMK Wik €€ NPOICHH
TNIPUBENIO K CTOMKOW MM 3HAYUTETbHON HETPYN0CIIOCOOHOCTH MM MHBATMIHOCTH
npeacTaBIseT cOO0H BPOIKAECHHYIO aHOMATIMIO WM Ae(eKT pOsKAeHUS

hi g

[Jara Hayana cepbe3HOro HEXKENATeIbHOTO SBICHHUS:
JlaTta OKOHYaHUS CEPbE3HOTO HEXKEIATENBHOr0 SBJIEHUS (€CIH MPUMEHHUMO):
C ueMm CBSI3aHO Pa3BUTHE CEPbE3HOTO HEXKEIAaTeIbHOTO SBJICHHUS:
[Tpuuuna:
HUccnenyemslii npenapar:
EcTb 11 cBA3B C UCCNENyeMbIM NpenapaToM (HyKHOe MOAYEPKHYTE):
1. Ha
2. Her
3. He u3BectHO

B cBs13M C 1aHHBIM CEPhE3HBIM HEXKENaTe/IbHBIM SBJI€HHEM OBbLIH POBEAEHBI CAEMYIOIIME TEPATHS U
MEpONPHSTHSL:

Moaudukaiys Ha3HAUEHUs UCCIIENYEMOM Teparty B CBSI3U C Pa3BUTUEM CEPHE3HOTO HEXKENATEILHOIO
ABNICHUSA: (mepanus npenapamom (He) npexpauiena/003a npenapama OmxopPeKmupo8ana 6
Co0meemcmeUY ¢ NPOMOKOIOM)

CraTyc nauueHTa B MCCIEJOBAHUU: (MpOO0NdICaAen/3a6epulunl yiacmue 6 uccied08anuu)
KomMmeHTapuu uccieoBaTens:

C yBaxxeHueMm,
I'maBHBIA HcclienoBaTensb
(@HO) (noonucy)
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Homep Haszpanue Bepcus
COII-K2-012 OKcnepTH3a 3aKTIOYUTENBHO 0TYeTa 11.0 ot 15.08.2024

Copep:xaHHe H HA3HAYEHHE
O6bsacHsAET npoLeypy SKCIEPTU3BI 3aKITFOYUTEHHO OTYETA 110

HACCJIEOBAHUIO
MecTronaxoxaenne 3ameHsieT BEpCHIO
@I'BY «HMMII oukonoruu um. H.H. ITetposay 10.0 o 17.08.2023

Munzapasa Poccun
Poccutickoit @enepauyu
197758, Cankr-IletepOypr, noc. Ilecounsri,
yi1. JlenuHrpaackasi, 1om 68

JlabopatopHslii kopyc, ka6.4.11
KomureT o Dtuxe

CocraBJjieHo IIpoBepeno
[Nonropauxwuit A.H. Cemenona A.H.
IIpencenarens K3

YrBepxaeno Ha 3aceqanuu K9 Seseeryry

Hdara 3acenanus Homep 3acepanns Hara
15.08.2024 Ne 18 15.08.2024




1. IMems - obecnieyerue npouecca 3KCIEPTH3b! 3aKIIOYMTENBHOTO OTYETA 10 JIHOGOMY HCCIIEJOBAHMIO,
panee omobpenromy KO. Ilporokon ordera npepocrasisercs no tpeboanmo JIDK WM Mo sKenaHuo
HCCIIeIOBATEIIS.

2. ObaacTh npuMeHeHHs — SKCIEPTH3a JIFO0O0T0 3aBEPIIMBLIErOCs NIPOEKTA. 3aK/IIOUUTENbHbIH OTYeT
MOXET OBITh NpescTaBneH B Buge DOpMBI 3aKIIOYUTENFHOrO OTYeTa 00 MCCIeIOBAHUH (Dopma COII-
012-01), ®opmsl npekpalleHns UCCIEOBAHKS O 3aILIAHUPOBAHHOTO CPOKA (®opma COII-012-02) unu
MMETb BMJ MHChMa, $OpMY, IPEACTABIEHHYIO CTIOHCOPOM M Ap. IPH YCIOBHH, 4TO HMH(OpMALKS
SBACTCA I0CTATOYHOM ia okcmeprusbl. Jlanxas COIl mpumeHMMa K SKCIIEpTH3€ OTYeTa, KOTODHIH
ABIIAETCA 00s3aTeN1bHOM (OPMON OLIEHKH NPOBENEHHMS HCCIE10BAHMS TIOCIIE €ro 3aBEepIISHHS.

3. OtgercrennocTb: cexpetaph KO oTBeuaeT 3a yueT U PerucTpauuio 3aKIOUHTENBHBIX OTYETOB,
IIPUHATHE MaTepHaIOB U NIPOBEPKY MOJHOTHI MPENCTABIEHHBIX JaHHBIX.
4. Ilpuem oTuyera: CeKpeTapb MOJMy4YaeT, M3yuaeT MaTepHanbl OTYETA, TPOBEPSET MOJHOTY H

JOCTOBEPHOCTh MH(OPMALIMH, COOTBETCTBHE €€ 3JIEMEHTAM MCCIIEOBaHMUs, panee omobpennoro KD, a
TaKKe MPeNOCTaB/sAET MaTeprallbl oTyeTa wieHam KD.
3 Jkcneprusa:
e Hasnauennsiii Ilpecenarenem skcnept u3 umciaa unesos KD cocrapiser pesroMe, MpeACTaBIsSET
JaHHbple Ha 3acefnanuy KO u uHMLImMupyeT JUCKyCCuIo.
e B mpouecce nuckyccuu 060 uned KD MoxkeT mocTaBuTh BOIPOC O HEOOXOAMMOCTH 3arpoca
JOTIOJHUTEIBHOM MHDOPMALMHI WK UHBIX AE€HCTBUI OTHOCHTENBEHO HCCIIEq0BaTE/eH.
e [lo uToram paccMOTpeHus IPUHHUMAETCS PEILEHHE:
— O NPUHATHM 3aKIIOUUTENIEHOIO OTYETA;
—  3ampoc JAOMNOJHMUTENBHON UH(OpMALIKH.
6. Iocne 3xcnepTuspi:
e (Cexkperaph IOC/IE IPUHATUS PEILEHUS U3BEIIAET UCCIIEI0BATENS O IIPUHATOM PELUCHUH.
e Ecnu pemeno He npeanpuHAMaTh HUKAKHX [APYTHX JONOIHHUTEIBHBIX JEHCTBUH, pelIeHHE
3aHOCUTCS B POTOKOJ 3acenanus KD u uccnenoBaHue cuuTaeTes 3aKOHYEHHbIM.,
e B cioyuae ecnu OTYeT NMpHHAT, CEKpeTapb OTBEYAET 3a ApXMBUPOBAHHME JOKYMEHTOB 10 3TOMY
MCCJIEJOBAHHIO U 3aKPBITHIO €r0.
7 XpaneHnue JOKYMEHTOB:
e Cpox xpaHeHus JokymeHTauuu B KD mocie mnosyuenus MHpOpMALMKM O 3aBepLIEHUH
HUCCIIENOBAHMS COCTABJISET 3 roa.
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CDopMa 3aKJIFOYUTEIBHOI0 OTYETA M0 UCCIIEJOBAHUIO

Homep nporoxona uccnenopanus:
Haspanwue:

I'naBHBI# HccnenoBaresb:
Tenedon:

E-mail:

Hccnenosarensekuii ueHTp:
Cnoncop:

Homep nporoxona KO u nata onoGpenus uccienoBaHus:

HaTa Havasa Hccle10BaHus:

Jara npexparueHus:

[Tnanupyemoe uucno yyactaukos KU:
Yucro BIIOYEHHBIX yyacTHUKOB KU:
Lemu:

KpaTkoe usnoxeHue pe3yabTaTos:

ITonmuce 1. wecnemoBaTes:
Hara:

®opma COIT-012-01

®opma COIT-012-01

CDopMa OTHETa MO NPEKPAICHNIO HCCIEN0BaHU 10 3aryIlaHUpOBaHHOTO CpOKa

Howmep npoTokona uccnenosanus:
Hazpanwue:

I'naBHBIN HccenOBaTENb:

Tenedon:

E-mail:

HccnenoBaTensckuii HeHTp:

Crnioncop:

Howmep nporokona K3 u nara onoGpenus:
Jara Hauana wccenoBaHus:

Jlara npekparieHus:

ITnanupyemoe uucno yuyactaukos KU:
Yucno BKIIOYEHHBIX yuacTHHKOB KU:
Lemu:

Kpatkoe nznoxenue pe3ynbTaToB:
IpuyuHa npexpaleHus UCCIen0BaHuUs:

[Tonmuce 1. uccnenoBaTes:
Jara:
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Howmep Hazsanue Bepcens
COII-K3-013 OKCTpeHHOe 3aceaHue 11.0 or 15.08.2024

Coaep:xanue U HA3HAYECHHE
OOGbscHAET npoleypy NPOBEACHHUS SKCTPEHHOTO 3aCeJaHuUs

MecTonaxo:kaenue 3amMeHsieT BepPCHIO

®I'BY «HMMUI] onkonoruu um. H.H. Tletposa» 10.0 oT 17.08.2023
Mun3zapasa Poccun

Poccuiickoit @eneparyn
197758, Cankr-Iletep6ypr, noc. ITecounsiii,
yi1. Jlenunrpazackas, nom 68
JlabopaTopHsIii Kopryc, ka6.4.11

Komuret no Dtrke

CocragiieHo IIposepeno
IMonToparkwii A.H. CemenoBa A.H.

IIpencenarens K3

YTBepikaeHo Ha 3aceganun K3 Cemerona A .

Jara 3acenanus Howmep 3acexanus Hara
15.08.2024 Nel8 15.08.2024




Ienn — oxapakTepusoBaTh aIMHHHUCTPATHBHBIN MPOIECC IO MOATOTOBKE 1 TIPOBE/IEHUIO KCTPEHHOIO
sacemanus KD.

OGnacte mnpuMeHeHHWs: — TIpM OpraHM3alUU H NPOBENCHHH OSKCTPEHHBIX 3acemaHui KD.
OTBeTCTBEHHOCTL - COBEINaHHE MOXET OBITH OPraHH30BAHO Ipencenarenem K3, samecturenem
npeacenaren, CeKpeTapeM.

J1s1 5KCTIepTU3bI M BRIHECEHHS PELIEHHUS 10 BONPOCaM Ge30MacHOCTH:

— B Cjlydac HalMuMs yrposbl 17l JKM3HM YYaCTHUKOB HCCIETOBAHMS HEOOXOMMMO CPOYHOE
NPOBENIEHUE COBEILAHKS C 00A3aTEIBHBIM OOBEILEHIEM BCeX uaeHoB KD,

— ApyrHe BONPOCHL, TpeOyrolue NpoBeaeH)Ee SKCTPEHHOTO 3aceJaHusl.

IKenepTHsa:

s OKCTePTH3EI M BBIHECEHUS PELIEHHs MO BONPOCaM Ge30MaCHOCTH, B Cilydae HATHYMSA YIpo3sl Ui
XKU3HH YYaCTHMKOB MCC/IEZIOBaHUS HEOOXOJMMO CPOYHOE MNPOBEJEHME COBELIAHMS C 00I3aTebHBIM
OINOBELIEHHEM BeeX wieHoB KO:

— BO3MOXHO Ha3HAYEHWE OJHOTO OSKCNEPTa, KOTOPBIH M3YYHMT HMEIOLIMECS MaTepUatsl M
NIPE/ICTABUT MX Y4aCTHUKAM 3KCTPEHHOTO COBELIAHMS.

— BO3MOXHO MNpWIriameHde aro0biX KOHCYIBTaHTOB, B TOM YMCle M Bpaua, OKAa3bIBAKOLIETO
MEJULMHCKYIO TIOMOLIb YYaCTHHMKY WMCCIEJOBAHHUs IPH YCJIOBUH TNOANHCAHMS COTJIALIEHMS O
KOH(HUIEHIANbHOCTH/KOHIUKTE HHTEPECOB.

Hpyrue Bonpockl, Tpebyroliye NpoBeAeH e SKCTPEHHOTO 3aCeIaHus:

— 3acelaHHe NpPOBOJMTCA aHAIOTMYHO TEKYLIEMY, OJJHAKO, CPOK C ONOBELIEHHS 10 TPOBENCHHS
SKCTPEHHOTO 3aCelaHKsl He NIPEBBILIAeT 5 paboumnx AHeH;

— Ha 3KCTPEHHOM 3aCe[jaHiH He pacCMaTpUBaeTcst Gosiee 5 BOIPOCOB.

3acenanue:

B pesynerare sacenanus s SKCePTH3bI ¥ BHIHECEHHS PELUEHUS TI0 BONPOCAM Ge30MaCHOCTH, B cry4ae
HaMYHs YTPO3BI JUIS )KU3HH yYACTHUKOB HCCIIE0BAHMS IPOBOIUTCS OBCYIKICHHE CUTYallMH U TIPHHSTHE
pewenus KO:

— OTHOCHTE/IbHO BO3MOXXHOCTH MPOJOJDKEHUS UCCIIE0BAHUS;

— OTHOCHTENbHO y4acTHs JIML/a, B OTHOIIEHHH KOTOPOro BO3HHMK/IA YTpO3a KU3HHU B HUCCIIEIOBAHMMY.

B pesynbrare sacenanus ams oCyKIeHHS APYTHX BONPOCOB, TPEGYIOMMX IPOBEIEHHE 9KCTPEHHOTO
3aceaHus:

— TPOBe[eHHUE 3aCeaHus aHaTOTHYHO NPOBEJEHHIO TEKYILEro 3acelaHus.

PesynbTaTel 3KCTPEHHOr0 3aCeaHMs NOKIAABIBAIOTCS HA TeKyIeM 3aceanuu K.

Iocne 3acenanus:

Pewienne  OKCTpeHHOro coBemaHMs JODKHO OBITh HEMEMIEHHO [OBEJEHO [0  CBEIEHHS
HCCIIENI0BATEIS/CIIOHCOPa/OpraHU3aTopa HCCeI0BaHus.

PesyibTaTsl 5KCTPEHHOr0 3ace/laHys AOKIAABIBAIOTCS Ha TeKyleM 3acenanun K.

Crpanuna 2 u3 2



HasBanue
Homep O cTaHgapTHBIX ONEPalMOHHbIX IPOLENYPAX Bepens 770
COIT-KD2-014 L pau pouenyp 15.08.2024

(COI)

Copepsxanne 1 Ha3HAYeHHE
OO6psicHseT npouenypy Hamrcanue u obpaenus COIL.

MecToHaxoxxaenne 3amensieT BepCHIO
OI'Y «HMMULI onxonoruu um. H.H. ITerpoBay 10.0 ot 17.08.2023
Munznpasa Poccuu

Poccuiickoit @enepanuu
197758, Cankr-IletepOypr, moc. [TecouHsili,

yin. Jlenunrpanackas, nom 68
Jla6opartopHslit kopmyc, kab.4.11
KomureT mo Dtuke

CocraBieHno IIpoBepeno
[Tonropaukuit A.H. CemenoBa A.U.
IIpencenarens K

YTBe eHo Ha 3aceganun KD
P A CemeHoBa LS. B b, 77
b F\%q

Hara 3acexanus Homep 3aceganus Hara
15.08.2024 Nel8 15.08.2024




0w

10.
11.
12.
13.

14.

Ieas — onucates npouenypy Hamucanus u obpamenus COIL.

OGaacrs npumenenns — Hanucanue u obparenne COIL.

OrsercrBennocts. Hamucaune u obpamenne COIl BXomuT B cepy OTBETCTBEHHOCTH
Ipencenarens JIOK, unenos JIOK u cexperaps JIOK.

Yreepxkaennbie COIlbl pasmelalotcs B OTKpbITOl nanke cets MHTEpHET 110 cCblKe:
\\bdeserver.niioncologii.local\Reglament\JTokanbHblii STHYECKHiT xomuteT\!Opranuzams
MKWM\Akryansuble gokymenTtsl KO/COIL.

COIlbI pacnpocTpaHAIOTCS 10 371€KTPOHHOM M0YTe UCCIIEN0BATENIAME 1 ceKperapeMm.

B ciyuae nepecmotpa COIT — M npucBaKBaeTcs HOBask BEPCHL.

ITepecmorp u yrBepxxaerne COII ocymecTrnsieTcs Ha 3acenanusx K.

B ciyyae nanucanus nopoii COIT wim nepecMoTpa cTapoit BEPCUH, CEKPETaph 10 TenedoHy Hiu
SNIEKTPOHHOM MOYTE COOOLIAET BCEM [MABHBIM MCCIIEOBATENSAM, YWIEHAM 3THYECKOr0 KOMHMTETA,
HE NIPUCYTCTBYIOLIUX Ha 3ace[aHiH, 00 usMeHenusx B cTpykrype COIL, a Takke 0 mpUYMHAX U
COZIepXKaHUU U3MEHEHHH.

pasuaa wanucanus COIL Tlpu cospasun COIl B 0643aTeNbHOM MOPSAKE OMKEH GBITH
cobmozien obwmii crannaptHeii gopmar. O6noxkka COIT — mpunoxenue Nel k HacTosmedH
COIl.

COII nomwxen 6pITh 06cyx e Ha 3acenanuu JIOK u noxmucan Ipeacenatenem JIDK.

COII Berynaet B cuity nociie ero NoAnKucanus U gatuposanns [Ipeacenarenem.

Hoesre COII BrimouaroTcs B 0GHOBNEHHYIO BEPCHIO, @ yTPATHBIIME CHILY - apXUBUPYIOTCS B
OyMaKHOM BHJIE.

Ilocne yrBepxnenus nosoit Bepcun/Bepeuii COIL, crapsie COIl yTpaumBaroT CHILy U U3MEHEHHsI
He QUKCUPYIOTCH.

Yerapesiue COI, xpanstes y cekperaps B nomemmennu KD.
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[Tpunoxenue Nel x COII-K3-014

Homep
COIT-K3- Haszsanue
(OpsIKOBBIi (Ha3BaHMeE)

HOMED)

Bepcus
Howmep Bepcuu 1 nata

Copep:xaHde H Ha3HAYEeHHE
(TIOSICHEHMS 110 COZIEPIKAHUIO U HAa3HAYEHHIO)

MecTonaxoxaeHue
OI'BY «HMMUL] onxonorun um. H.H. [TeTposay
Munznpasa Poccun
Poccuiickoi ®enepanuu
197758, Caukr-IletepOypr, moc. [Tecounsrit,
yi. JlenuHrpanckas, oM 68
JIabopatopHslii kopmyc, kab.4.11
Komurer no Oruxe

3ameHsieT BEPCHIO
(ecnu MpUMEHUMO HOMEp
BEPCUHU H JJaTa BEPCHUH)

CocraBieHo IIpoBepeno
(aBTOp TEKCTA) (akcmept)
IIpencenarens KJ
YTBepxkaeno na 3acenanuu K9 (@VIO npencenatens)
Ilopnucey
Jara 3acenanus Homep 3aceganns Hara (nomnacs
aceIaHus TIOZTIACAHUS

(nmata 3acemaHus) (HOMep 3aceaHys) (mara mox ) O —
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Hassanue
Homep PykoBOICTBO 10 KauecTBy
COIT-K5-015

Bepcus
5.0 o7 15.08.2024

Copaepxanue 1 Ha3HaAYeHHE
OnpenensgeT nopsaok QyHKIMOHUPOBAHHS CUCTEMBI MEHEDKMEHTA
kayecTsa Komurera no OTHKe B COOTBETCTBHH C TPEOOBAHUAMHE
ISO 9001:2015 (I'OCT P ICO 9001-2015)

MecTonaxoxxaeHne
OI'BY «HMHMI] onkonoruu um. H.H. ITerpoBa»
Munszpasa Poccuu
Poccuiickoit @eneparmun
197758, Cankr-Iletepbypr, noc. [lecounsii,
ya1. JlenuHrpanckas, 1om 68
JlaGopatopHsli kopryc, ka6.4.11
KomuTter no Otuke

3ameHsieT BEpCHIO
4.1 or 21.09.2023

Cocrasiieno
Iontopauxwuii A.H.

IIposepeno:
Cemenona A.U.

YrBepxknaeno na 3aceqanuun K9

IIpencenarens K3

CemeHnoBa A.H.

Jara 3acenanus Homep 3acexanns Hara

15.08.2024 Nel8 15.08.2024




1. Ilens — omucats NOPAAOK GYHKIMOHUPOBAHHSA CHCTEMBI MEHEKMEHTA KauecTea KomureTa o DTHke B
coorBeTcTBHH ¢ Tpeboanuamu MC ISO 9001:2015 (TOCT P ICO 9001-2015) Cucrema MeHemKMeHTa
kayecTpa. TpeboBaHus U HOPMATUBHBIMH TpeGoBaHUAMHU PD ¢ yyeToM HayIexkameit npaxtuku GCP.

2. Obnactp mpumeHeHMsl: HacTosuee PykoBoacTBO 10 kayectBy (nanee — PK) P onpenenser nporecc
caMooueHKkH JesrenbHocTH Komurera no stuke (manee — KD wim JIBK) B coorBercTBuu ¢ MC ISO
9001:2015 (TOCT P MCO 9001-2015) u nemoscTpupyeT 061acTh NIPUMEHEHHUS CHCTEMBI MEHE/KMEHTA
kauectBa Komurera mo Oruke (mamee — KD) ®IBY «HMML] onxonoruu um. H.H. IlerpoBay
Munsapasa Poccuu (nanee — yupesxaenus)

3. OTBeTCTBEHHOCTH: OTBETCTBEHHOCTb 3a pPabOTy C IONPABKAMM HACTOSIMIETO JOKYMEHTa Hecer
cexpeTaps KO B cooTBeTcTBHM ¢ npouemypoit COIT-KD-014.

4. OcHoBHbIE TpeGOBaAHHUS
4.1. Ilonumanue OPraHu3aNUM U € CPebI

4.1.1.BHelnue M BHyTpeHHHE (AKTOpBI ONpENeNeHbl B COOTBETCTBUM C ITpunoxenuem A k
Hactosien COIL.

4.1.2.AHau3 BHEIIHMX M BHYTPEHHMX (aKTOPOB UIEHTHQHUUMPYETCs, TpoBepsieTcs U
aHanmusupyercs B cocrae aHanuza CMK co CTOPOHBI PyKOBOACTBA M perMCTpUpYeTCs
IIpoTokonom, KOTOPEIH paccMaTpuBaeTCs Ha OYepeIHoM coBemanue KD,

4.2. Ilonumanue NOTPeGHOCTEH M OKHAAHHI 3aHHTEPECOBAHHBIX CTOpPOH

4.2.1.Pesynbratel onpefeNieHMs B3aMMOCHCTBMS C 3aMHTEPECOBAHHBIX CTOPOH, a TaKxe
OTBETCTBEHHBIC JIMLA M TOPAAOK MNOTyYeHHS TPeOOBaHMH OT 3aMHTEPECOBAHHBIX CTOPOH
npencrasieH [Ipunoxennem A x Hacrosmeit COII u B IIpoTokosne coBernanws TIPH BBICIIEM
PYKOBOJICTBE, IPMHUMAEMBIM Ha coBetnanuu KD.

4.3. Onpenenenne 06;1acTH NPHMEHEHHS] CHCTEMbI MEHEKMEHTA KA4ecTBA

4.3.1.Cncrema MeHeDKMEHTa KauecTBa pa3paboTaHa, BHepeHa U (hyHKIMOHHPYET B COOTBETCTBUM
¢ tpebosarmamu MC MCO 9001:2015 (TOCT P MCO 9001-2015), a Takke ¢ yuerom
3aKOHOJaTeNbHIX TpeOoBanui Poccuiickodi @enepauuu, TpeGoBaHME yupe)meHHS u
3aIIpOCOB OT CIIOHCOPOB.

4.3.2.061acTb npUMeHeHHs CHCTEMBI MEHeKMeHTa kadecTsa (nanee — CMK) Komurera o Dtuke:
«lIposedenue muyeckoli IKCHEpMU3LL OOKTUHUMECKUX, KIUHUYECKUX UCCAeO08AHUI U
HAYYHO-UCCNe006AMENbCKUX  PAGOM, @ MAKHCe MOHUMODUHZA NPOGEOCHUA GblULe
VKA3QHHBIX UCCNIe008AH UL

B obnacts cepruduxaunun CMK Bxonst npeacenarens u wienst KD.

4.3.3. McxmouenueM u3 Ttpebosanuii 1SO 9001:2015 (IOCT P UCO 9001-2015) k cucreme
MEHEDKMEHTa ~ Ka4yecTBa, IOaBaeMOM Ha  CepTUOMKALMIO, SBISETCS IyHKT 8.3
IIpoexTrpoBanue u pa3paboTka NMpoAYKIKHK (YCIYTH), B CBS3H € TEM, YTO MPOLIECCHI, KOTOpBIE
BBINONHACT KO cTporo opmanusoBansl B COOTBETCTBUM ¢ Haanexainel npaktukoii GCP u
3aKOHO/IaTeNbCTBOM PD.

4.4. Cucrema MeHeIKMEHTA KA4eCTBA U ee NPouecchl

4.4.1.C mempto Co3jaHuA YCNOBMH [N HAaUIeKallero BBINOJNHEHHS TPeGOBAHM CIIOHCODOB,
HEOOXOJMMBIX, 32aKOHO/IATE/IBHBIX M PEraMeHTHPYIOIIMX TpeGOBaHHH, a TakKe TpeGoBaHHil,
ycraHorseHHbIX B KO u yupesxienuu paspaboTanbl, J0KYMEHTAIEHO 0QOPMIIEHBI, BHEIPEHb! H
TNOJIEPKUBACTCS B PAGOYEM COCTOAHMM CIIETyIOIHe MPOLECCHI, KOTOPhle (POPMATH30BAHBI TI0
[Mpunoxxenuto b.

4.4.2.TlocnenoBaTeNbHOCTE M B3aMMOJIEHCTBHE TIPOLIECCOB NpeacTaBneHo B Kaprax mpouecca, s
OCTaNbHOH  NEATeNBHOCTH  (IIPOLECC  YNpaBleHHs IepPCOHAIOM,  HH(BPAacTPYKTYpOi,
BHYTPEHHUM ayauToM M aHanmki3oM CMK co cTopoHBI pyKOBOACTBa)- B MyHKTAaX HACTOSILErO
Pykosoncrsa. Kpurepuu s MOHMTOpMHra M aHaiM3a IPOLECCOB yCTaHOBIeHHI B Kaprax
IIPOLIECCOB ¥ KOHTPOJIMPYIOTCS ©KeKBapTaIbHO Ha 3acenanuu KO.

4.4.3.K npoueccam, BBIMONHAEMBIM 110 BHYTPEHHEMY COINIAIEHUIO C YUPEXKIECHHEM, OTHOCHTCS
ofecrieyeHye OMELIEHUAMH C COOTBETCTBYIOIIMMH TPEGOBAHUAME 15 paGOTHI IEPCOHANA U
XpaHeHHUs IOKYMEHTALMK, IPOrpaMMHOe 00ecrieyeHre | CPeCTBA CBA3H.
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5. JInpepcrBo
5.1. JInpaepcTBO M NPHBEPKEHHOCTH

5.1.1. Bricmee pykoBoncTBo B nuue mnpexaceparens KO mpunumaer Ha ce6s ob6s3arenscTBa IO
pe3ynbTaTHBHOMY QyHKUHMOHMpoBaHuI0 CMK 1 nemMoHCTpHpyeT noauepskky CHCTEMBI ITyTEM:

- GOpMHpPOBaHKS CTPATErHIECKOro HAIPABICHNs pa3BUTHA U Nonnepxanue [lonuruku u Lleneit B
0067acT kavyecTBa B coctase [IporpaMMel JOCTHKEHKS Ha IO,

- cosganus CMK ¢ ydeToM pery/spHOro aHajan3a BHELIHUX W BHYTPEHHHX (aKTOPOB, BBITIOJHEHHUS
TpeOOBaHMH 3aWHTEPECOBAHHBIX CTOPOH, a TAKKE IyTEeM OMpPENETeHMs OCHOBHBIX PHCKOB M
BO3MOXKHOCTEH U1 pa3BUTHA AesTenbHocTH KO,

- OpraHM3alliK JOBeleHUus U pasbsicHeHus Ilomutuku u llene#, TpeGoBaHMii CIIOHCOPOB U
YUpEXICHHS, a TaKkKe 3aKOHONATENbHBIX M HOPMATHBHBIX TpeOOBaHMH, OTHOCAIUXCS K
nearenbHocTH KO ¢ TeM, 4To6bl obecneunTs X NMOHMMaHWe, BHEAPEHHE M COOMIOJEHHE Ha BCEX
YPOBHSIX;

- TPOBEJIEHH PEryJApHOro aHauu3a IPOLECCOB C YYeTOM CHUTyallMi, COCOOHBIX OTpasHThCsS Ha
PHCKax ¥ BOSMOXKHOCTSX, ¥ CUCTEMBI B LIEJIOM;

- obecreueHne pecypcaMd, HEOOXOAMMBIMH JUIi PE3YJIBTATUBHOIO  (DYHKLIMOHHPOBAHMS
OpraHM3alyy ¥ COBEPLICHCTBOBAHUS CUCTEMBI MEHEKMEHTA.

- MOTHMBallMM M BOBJEUEHMs BCEX IIpe/CTaBHUTeNIeH BBICIIEr0 PYKOBOJCTBA, PYKOBOAMTEINEH
NoApa3/ieNIeHU U NepcoHaa B LeJIoM.

5.1.2. Opuenrauus Ha notpeburens. JIOCTWKEHWE YHOBIETBOpPEeHHs TpeOOBaHWMW CIIOHCOPOB U
HCCJIEJ0BATENIECKUX LIEHTPOB 00ECTIeYUBAETCS [TOCPEICTBOM:

- opMeHTauuH Bced pesrensHoctd KO Ha ynomnerBopeHue TpeGOBaHMI CIIOHCOPOB MU
UCCJIEIOBATENIBCKUX LEHTPOB IIOCPEACTBOM BBINOJIHEHUS YCTaHOBJEGHHBIX 00S3aTeNCTB B
Ilonutyke, B 3akoHOmaTenbcTBe P®, B MarterpupoanHom pomonnenun k ICH E6(R1): u
PyxoBoacTso no Haiexkame kiiuHuveckoi npaktuke E6(R2) (mo texery - GCP);

- ONpejAeneHHs, aHalW3a, [JOKYMEHTHPOBAHHS ¥ BBIIOJHEHHS TpeOOBaHMI CIIOHCOPOB B
COOTBETCTBHH C JOrOBOPOM;

- ONpedeNeHHUs OCHOBHBIX pPHUCKOB M  BO3MOXKHOCTEH, CBf3aHHBIX C  IIpOLieccamy,
B3aMMOJEHCTBYIOIUMH co CTIOHCOpaMH/HCCIIeI0BATEbCKUMHU LEHTpaMU/TTaLIMEeHTaMH,
omnpezneneHs! B Kaprax npoueccos.

5.2. IonuTHKA B 00/1aCTH KadecTBa

5.2.1Jlonutuka B obnacTH Ka4yecTBa ONpedessieTcs M yTBepikaaercs mnpexacenarenemM KO wu
BBOAUTCS B feiicTBue IIpotokonom cosemanus KO.

5.2.2. Cekperaps KO opranuzyer pasmeneHue ckaHUpoBaHHOH Komuu IIoMIMTHKY Ha BHYTpeHHEM
cepsepe KO - Pernament, o agpecy \\niioncologii.local\fg\Reglament\HOK.

5.2.3.TlonuTHKa aHANM3UPYETCs HA TPHUTOAHOCTH U aKTyalbHOCTh NpH npoBeneHuy aHanuza CMK
CO CTOPOHBI PyKOBOJCTBA B cOOTBETCTBUH C 11.9.3 HacTosmei COIL

5.2.4.0Opurunan [TonTUTHKH XpaHUTCS Y CEKpeTapsl.

5.2.5.JIpencenarens KO nosomut IMonmuruky no wieHos KO Ha copernanuu K3, npu BeiGope HOBOro
uineHa KO, cekperapb B MOMEHT pa3bsicHeHUs PpyHkumit wieHa KO undopmupyer crnenmanicra
06 oOs3arenbeTBax [ToMUTHKH B OpyruX HoKyMeHTax KO.

5.3. PyHKnuHU, OTBETCTBEHHOCTH M MOJHOMOYHUS

5.3.1. B uensx BHeApeHHs U NOAAEp>KaHus B paboyeM COCTOSIHUM pe3ynbTaTHBHON U 3 (eKTHBHOH
CMK, BbICIUMM pYKOBOJACTBOM yupexxaeHus M KO ycTaHOBIEHBI M [OBEAEHBI [0
UCTIOJTHUTENEH MX OTBETCTBEHHOCTH M MonHOMouMs B coorBeTcTBHM ¢ COIT-K3-001 - COII-
K5-004 u ITonoxxenuem o K3.

5.3.2. Inst xoopauuauuu nedictuit B CMK Haznadaercs koopauuatop nmo CMK, uz unenos KO
npexacenareneM. B 00513aHHOCTH KOOpIAMHATOPA BXOJUT:

- OpraHu3anys U3MeHeHUuH B JokymeHTauuu KO;

- IPOBEICHHE COBELIAHMM ¥ OpraHu3aLya o0y4YeHHsA B paMKaX CHCTEMBI;

- (hopMHUpOBaH¥Ee NAHHBIX JIJIS1 aHAJIM3a IPOLIECCOB M CUCTEMBI B LIEJIOM IS IPEIOCTaBIICHHS
K paccMoTpeHuro npeacenarenem KO.
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6. IlnanmpoBanue
6.1. JleficTBHSI B OTHOLUCHHH PHCKOB H BO3MOKHOCTEH

6.1.1.Ctparernyeckue pucKM M BO3MOKHOCTH JUIA JesTeIsHOCTH KD, YCTaHOBJIEHBI HA OCHOBaHHHU
Pe3yNbTaToB  ONpPEAENeHMA  BHEIUHMX W BHYTPeHHHMX (akropoB U TpeGoBaHHMii
3aMHTEPECOBAHHBIX CTOPOH M MCIONB3YIOTCS Npu dopMupoBaruu [Iporpamme [OCTHKEHHs
LiesIeid Ha rof (B BUAE LeNei M 3aI0)KeHHBIX PECYPCOB).

6.1.2.BosmoxHocTr ans kaxkmoro npouecca CMK mpeicraBieHs B Kaprax npouecca B Buzme
AOCTIDKMMOM yCTaHOBJIEHHOM LIETM IIpOLecca ¢ YYeTOM IoKasaTesnel s U3MEpPEHHUS,
BBIIETIEHHBIX PECYPCOB (4EOBEYECKMX M MHOPACTPYKTYpbl) M ONpEJENeHHBIX 3HAHMU
(moxymeHTaumu). PuCKM IS KaKZOro Mpolecca OMpeNesiorcs, HCXONs u3 METOMHMKH,
npencrasieHHoH B IIpunokenuu B.

6.1.3.Ha coBemanuy o MOHMTOPHMHIY M aHAIU3Y MPOLIECCOB paccmaTpuBaeTcs cOOHHbIE CUTYyalMH
B Ipomeccax, Ha OCHOBaHMM Yero OTBETCTBEHHBIE 3a MPOLECCH NPOM3BOIAT H3MEHEHHS
YPOBHA pHCKA M pa3pabOTKy MEpONpHATHMH i CTabMIM3alMM CHTYALMiA. Mepomnpusrtus
duxcupyrot B [Ipotokone no ananusy.

6.1.4.ExX€rOfHO TIPOBONAT aHANM3 PHCKOB M TEPECMATPHUBAIOT Kapter npoueccor, Bximrouas
TabIHMLbl PACKOB HA OCHOBAHMM METONMKH, [IPeaCTaBNeHHbIX B [Iprioxenusx b u B.

6.2. Ileau B 06.1aCTH KaYeCTBA M IIAHHPOBAHHE HX JOCTHIKEHHS

6.2.1.10emn B 06nacTH KavecTBa yCTAHABIMBAIOTCS Ha IOX B COCTaBe mOKyMeHTa «IIporpamma
JOCTWKEHHS LieJiel B 06/1aCTH KayecTBay 0 CIEAYIOIIUM TpebOBaHUsM:
- Henu cornacopaurl ¢ ITonuTHKOM;
- YCTAHOBJIEHHbIE LIE/IH U3MEPUMBI, JOCTHKUMBI ¥ KOHKPETHBI [0 K&XKIOMY Pasfeny;
- C(OPMUPOBAHBI C YHETOM COOTBETCTBHS TPEGOBAHMSM 3aKOHOATEbCTBA PD,
CIIOHCOPOB, MALKMEHTOB WX 3aKOHHBIX NPE/CTaBUTE IEH 1 HCCIIEIOBATENbCKIX HHCTHTYTOB;
- IOJIEPIKUBAIOTCS: MOHUTOPHHIOM ITyTeM YCTaHOBIICHHs MEPOTIPUATHH 11O
KOHTPOJIIO pe3y/IbTATUBHOCTH Yepe3 AOCTYIKEHHE MPOLeccaMu
KPUTEPHEB PE3YIbTATUBHOCTH;
- IOBOZIATCS 10 PYKOBOAHUTEINEH OAPA3/IE/eH s MyTeM COTTIACOBAHMS H O3HAKOMIICHMSL;
- IOBOJATCS 10 COOTBETCTBYIOIIETrO MEPCOHANA Ha 3aceqanuax KD.

6.3. IlnanupoBaHne H3MeHeHU

6.3.1.Paseutne CucTeMbl 0apa3yMeBaeT NepPHOAMYECKIE H3MEHEHHS, KOTOPBIE OCHOBAHBI Ha:
- IIIAHUPYEMOM [EPECMOTPE AOKYMEHTAMH, 00YYEHHUH TIepCoHaa, oce
peanusaluy MepONpHUATHH, yCTaHOBIEHHBIX B [IporpamMme nocTuskeHus neneit;
- Ppa3paboTKe 1 BHEAPEHNH HOBBIX NIPOLIECCOB B COOTBETCTBUH C JOKYMEHTALUER, KOHTPOIb
Y COBEPILEHCTBOBAHKE NPOLIECCOB Ha Hase MosTy4eHHON HHdOopMalyy, moce
4ero 06s3aTeNbHOM MEPECMOTPE YIIPABIISIOLIEH JOKYMEHTALHH.
6.3.2.IlnanupoBanue u3MeHeHui U paseutust CMK oCyIIecTBIseTcs eXEeroqHo Ha 3aceaHuH 1o
dopmupoBanuro uenei K.

7. Tlompmepxka
7.1 Pecypcsi

7.1.1 OO0mmue moN0KEeHUs

7.1.1.1.1 ~ Tlpencenatens K3 onpenmenser pecypcsl, Heobxomumble 1 peanusauud [IONMTHKH B
001aCTH Ka4uecTBa M JOCTHIKEHHUS LETIei.

7.1.1.1.2 K pecypcam oTHOCSTCS:
- YEJIOBEYECKHUE PECYPCHI U UX KOMIIETEHTHOCT;
- MH(PACTPYKTypa U IPOU3BOJCTBEHHAS CPEIA;
- HHQOpMaIMA U UHTEJLUIEKTYallbHas COOCTBEHHOCTS;
- BHEPTrOpPecypChl;

7.1.1.1.3  Kaxpeld unentuduimposanneii npouecc CMK ofecniedrBaeTcs COOTBETCTBYIOLIMMMU
BUJAMH PECypCOB, MCXOIS U3 IMpPEAbSABIIEMbIX K HeMy TpeOOBaHMM M B COOTBETCTBHUH C
YCTaHOBIEHHBIMH LENIMH W BO3MOXKHOCTAMH U, B Cllydyae HEOOXOAMMOCTH, TpH
3aKIIOYEHWM  COrMAllleHMss € ydpexkaeHueM  (IPEACTaBieHHME  MOMEIICHHM,

Crpanuua 4 u3 14



MH(DOPMAIHOHHOr0 0BOpYHOBaHMS M TIPOrPAMMHOTO OOECTeUeHus, CpeNCTB CBA3M |
3JIEKTPOIHEPTHH).

7.1.2. YesoBeuyeckue pecypchl

7.1.2.1. Unensl KO ¥ KOHCYNIBTaHTBI, BHIIOIHAMOLIHE AEATENBHOCTH MO mpoueccam Nel u No2,
ABJIAETCS COCTABHOM YaCThIO PECYPCOB CHCTEM MEHEIKMEHTA.

7.1.2.2. 3a obecrieueHre IOCTATOYHOCTH YENIOBEYECKHX PECYpCOB (KBOpyMa Ha COBELIAHWUH,
NOCTaTOYHOCTH KOMIIETEHLIMH KOHCY/IbTaHTOB) OTBEYaeT npexncenarens KO.

7.1.2.3. Tlon6op mepcoHana BEINOJHSIETCS HA OCHOBaHWHM pelleHus npencemarens KO Ha
ocHOBaHMH TpeboBaHMH, ycraHoBIeHHBIX B COIT-KD-001 - COIT-K3-004

7.1.2.4.Tlo xaxnomy uneHy KO ycTaHOBNEH ypoOBeHb KBaTM(UKALMH, KOTOPHIM 3aKperuieH B
Pesrome.

7.1.2.5. Pemenne 0 HeOOXOOMMOCTH MOBBILICHUS KBanvdukauuu wieHoB KO Wi BBeneHHs B
coctas KO HoBOro yuactHuka Ha 3acenanuu KO u dukcupyercs B [Iporokose.

7.1.3. HudpacTpykTypa

7.1.3.1. Ilopnep>xaHue UHPPACTPYKTYPhI OCYLIECTBIIAETCA B COOTBETCTBUM ¢ Ilonoskenuem KD.

7.1.3.2. K wuHpacTpyKType OTHOCHUTCS IMpe/CTaBleHHe MOMELIEHUH, HHYOPMAKMOHHOTO
060pyIOBaHHUs U IPOrPAMMHOr0 00eCIIeueH s, CPEACTE CBA3M U 3JIEKTPOIHEPIHH.

7.1.3.3. Ouenky noTpeGHOCTH B HEOOXOMUMOCTH M3MEHEHHsI MH()PACTPYKTYpPBl WM TpeGoBaHMi
onpenesiroT Ha 3acenanud KO B Bume ofpalleHus K IUPEKTOpY YUYPEXICHHS II0
BHECEHMIO 3MeHeHu# B [Tonoxerue KO.

7.1.4. Cpena nja GyHKIHOHHPOBAHHS NPONECCOB

7.1.4.1. Cpena s BBINONHEHHs paboT mo mpoueccam | u 2 ompexensercs npexncenarenem KO.
Jns  peanmusanuu  NpoLEcCOB HEOOXOmuMMO OGHCHOE TOMELIeHHe, OCHAIIeHHOe
KOMITBIOTEPAMH M TIPOrpaMMHOE 00EeCTIEUeHHUS TSI BO3MOKHOCTH YIAJIEHHOTO MPOBENESHHUS
copemanui. TpeboBaHus kK OPHUCHOMY MMOMEINEHHIO, COOTBETCTBYIOLIEMY BBITIOIHIEMOM
JIeATEeNbHOCTH, YCcTaHOBNICHHI B [Tomoskeruu KO.

7.1.5. Pecypchbl 1JIsi MOHHTOPHHTA H H3MepPEeHHs

7.1.5.1. Cpencrsa usmepenuit (CH) B mpoueccax 1 u 2 HeoOXOIMMBI ISl KOHTPOIIS OKpY Karouiei
cpelsl B MOMELIEHHM, TA€ TMPOM3BOAMUTCS apXUBHUpoBaHWE OyMakHbBIX IIpOTOKOIOB M
Ipyroi MHGOpMalMH, KOTopas sABiIseTcs HeoOXxomuMmoi mis dyHkumonuposanus KO. A
umeHHO: CH, KOTOpble KOHTPOIHPYIOT BI&XHOCTh U Temreparypy. [loBepka nanusix CHU
TIPOBOMTCS B COOTBETCTBHH ¢ nacrmoproM. Kaxnoe CU mapkupyeTcs HOMepoM U OGUPKOiA,
Ha KOTOPOH JaHa MHGOpMALMs O JlaTe MOBEPKHU U JaTe MOCAeAyIOIeH NOBepKHU. 3akcH 1o
NPOBEIEHHOH TOBEpKe (ITPOTOKOJ, CBUIAETENBCTBO, MTACTIOPT) XpaHUTCA y cekpeTaps K3.

7.1.6. 3HaHHA OpraHU3aANAH

7.1.6.1. K 3nanusam KD oTtHOCATCS:
-3JIeKTpOHHas 6a3a JaHHBIX IJ1S IPOBEICHHUS SKCIIEPTH3bI H MOHUTOPHHIA;
- BHyTpeHHHe HopMaTHBHBIe ToKyMeHTHI (COIl, [TonuTuka u mip.)
- BHEIIIHHE 3aKOHOaTelIbHbIE W HOpMaTHUBHBIE TPeOOBAHHUS.

7.2. KomnerenTHOCTH NEepconana :

7.2.1. TpeboBaHus k KoMneTeHTHOCTH wieHOB KO M KOHCynpTaHTOB (0Opa3oBaHMe, MOATOTOBKA,
HAaBBIKM M OIBIT) OMpejensroTcs npencenareneM KO Ha OCHOBaHMHM 3ahady, MOCTABJIEHHBIX
CIIOHCOPOM H IJIaBHBIM HCCIIeI0BaTe/Iel IPUMEHHUTENBHO K BUy UCCIEIOBAHU.

7.2.2. Ynensl KO NoBhIIIAOT CBOKO KOMITETEHLIMIO B pAMKAX BBITIOJTHEHHS] UMH OCHOBHOM pabOTBhI.

7.2.3. OueHka pe3ynbTaTHUBHOCTH O0yd4eHHs Npou3BoAuTcs B cocraBe aHamuza CMK co cTopoHsl
PYKOBOZCTBa U peructpupyercs B IIpoTokosne 3acenaHuii.

7.3. OcBeaoOMJIEHHOCTD

7.3.1. Ocsenomnennocts uneHoB KO nocturaercs myrem:
- nosezieHus [omutuky 1 [IporpaMMel JOCTIKEHUS L€l B 001aCTH Ka4ecTBa Ha 3acelaHuaX
KD u myTtem o3HakoMIeHus NpH 3a4uciieHnH B cocTas KO;
- paszwsicHenuro mnpexacenareneM KO uwnenam KO TtpeGoBanuii BHyTpeHHEH HOpPMAaTHBHON
noxkymenTani CMK u BKkj1aze KakIoro COTpyAHHKA B pe3yJbTaTHBHOCTE;
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7.4.

- NOHHMMaHHA KaXIbIM COTPYIHHKOM ﬂeﬁCTBHﬁ, BO3SHHKAKOIKUX B ClIy4ya€ BO3HUKHOBEHMSA
CHUTYyalliH, KOTOpasa NpUBOAMT K HECOOTBETCTBUIO U TOPAIOK AEHCTBHUM.

O6men undopmanueit

7.4.1. Tlpencenarens KO opranmsyer mpouecc obmena uHpopmanuel, ycranosnennsii B COII,
KOTOpBIE ONPEeAe/ItOT OCHOBHEIE Iporiecchl Nel 1 Ne2,
7.4.2. Jlna Qyskumonuposanus KD HCHONB3yIOTCS ClEYIOMHE CrOCOBHI uH(opMHUpOBaHUs
niepcoHaa:

- 3acemanus K3;

- 9NIEKTPOHHAs 10YTa, BHYTPEHHHUI CEpBEp.
7.4.3. Buemnuii o6MeH HHYOpMAaLHEl OCYIIEeCTRISETCS:

- C [VIaBHBIM MCCJIC[IOBATENIEM H NALMEHTaMH (MX 3aKOHHBIMH TIPEACTABUTENAMH);

- CO CIIOHCOPaMM COTJIACHO JOTOBOPY;

- C KOHTPOJIMPYIOLIMMH OPraHW3aLMsIMH B3aUMO/ICHCTBHE MOJIEPKUBAETCS

npeacenatenem KO;
- C yuUpexaeHHeM Ha 0CHOBaHMM COrNallleHus C YYpeKIeHUEM.

7.5. JlokymeHTHpOBaHHas uHpOpMAaNHs

8.

7.5.1. Tlpouecc ynpasnenust COII npencrapnen B COIT-KD-014.
7.5.2. KapTsl npouecca co3aaroTes, aKTyalu3UpyrOTCs M YIPABIAIOTCS CIIeIyIOMUM obpasom:
- IlepeueHs npoueccos onpeenseTcs o pe3y/IbTaTaM aHaIK3a CO CTOPOHEL
BBICLIETO PYKOBOACTBA B cocTaBe HacToseid COIT.
- KapTsl oTenbHbIX MpolIeccoB pa3pabaThiBalOTCst KOOPAMHATOPOM 110
CMK, paccmatpusatores Ha 3acenanunu KO u yreepsknarores IIpoTOKONOM 3ace1aHus.
7.5.3. OTMeHeHHbIE TOKYMEHTHI (KOHTPOJIBHBIN SK3EMILISP), YIIPaBIseMble Ha GYMaskHOM
HOCHTEJIe XPAHATCS y CeKpeTaps B nanke «ApxuBy». OTMEHEHHBIE JOKYMEHTHI,
yHpaBjigeMble Ha 3JIeKTPOHHOM HOCHTENE, IEPEHOCATCS CEKPETapeM B ManKy
Apxus/«Ha3Banue 10KyMEHTOBY, KOTOpas XPAaHUTCS Ha BHyTpeHHeM cepaepe K2.

Onepauuonnaa ACATCIbHOCTH

8.1. IlnannpoBanne u ynpaBJieHUe ONEPANUAMHI

8.1.1. K npoueccam KD otHocsTCS:

Ilpoyecc MNel: TlpoBeneHue OSKCTIEPTU3bl KIMHUYECKHX MCCIENOBAHHHA M OTYETOB IO
besomacHocTH, npoBoaMMbid Ha ocHoBamuum COIT-K3-006 «DkcrepTHsa MHOTOLEHTPOBBIX
KuHuYeckuX uccnefoBanuiiy, COII-KD-007 «Oxcmeprusa nuccepTaluMOHHBIX paboT M
MHULMATUBHBIX HccnenoBanui» U COII-KD-008 «Dxcneprusa mompaBok K MpOTOKOTY M
Gporrope.
Ilpoyecc Ne2: TlpoBeneHue eXEroJHOr0 MOHMTOpUHTa (HaGMIONEHMH) HCCIENOBAHMA,
IPOBOAMMBIN Ha OCHOBaHMM ciemyromux npouenyp: COIT-K3-010 «HabnmromeHue 3a xomom
uccaenosanusny, COII-K3-011 «Okcneprusa 0TYETOB 0 HeXeNaTenbHBIX sBaeHusx» u COIl-
KB3-012 «DxcnepTusa 3aKI0uUTeNEHOrO OTHETaY.
8.1.2.Tlpy nnaHMpoBaHMM BEITIOTHEHHS MPOLIECCA MO KAKAOMY HCCIEOBAHMIO yCTAHABIHUBAETCS
cremyronee:
- He06X0/1MMAas KOMIIETEHTHOCTH WieHOB KD (3KCmepToB) U KOHCY/IBTAHTOR;
- HEOOXOIMMOCTb B JIOTIOJTHUTEIIEHOM KOMIIETEHTHOCTH C NPUBJIEYEHHEM
JOIOJIHUTEIBHBIX KOHCY/IbTAHTOR;
- OpraHM3alLMs CBOEBPEMEHHOr0 obecredenus Heo6X0MuMO HHOpMALWii SKCTIEPTOB
¥ KOHCYJIBTAHTOB /ISl IIPOBE/IEHMS SKCIIEPTH3bI/ MOHUTOPHHIa
- obecnieuenre HHGPACTPYKTYPOii i MpoBeaeHus 3acenanuii KD.

8.2. TpeGoBanus k ycayram

8.2.1. Cpsa3sb ¢ noTpedUTENAMHE

8.2.1.1. TIpouecc B3aMMOAEHCTBHS “CO CIIOHCOPaMH OCYIIECTBISETCS Ha 0a3e 3aKIIOUEHHOTO
JIOrOBOpa C YYpEKAECHHEM O NPOBEACHHH paborT.
8.2.1.2. Ilpouecc B3anMOZIEHCTBUSA C IJIABHBIM HCCIIE0BATE/EM [10 BHIIOTHEHUIO KKIOrO JOrOBOpa
Ha sKcnepTH3y/MoHuTOpuHT onpezenen B COII-K3-006 - COIT-KD-012.
8.2.1.3. Tlpouecc B3aMMOnEHCTBHMA C MALMEHTAMH M HX 3aKOHHBIX TPEICTABUTENEH BO3MOXKEH
TOJIBKO nocsie npsmoro obpamenus B KO. Ilpouece obpawenus onpenenen 8 COIT-KD-016.
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8.3.

8.4.

8.2.2.
8.2.2.1.

8.2.22.

8.2.3.
8.2.3:1,

8.2.4.
8.24.1.

Onpenenenne TpeGoBaHMI OTHOCSIIUXCS YCTyTe

O6szatenbHble TpeboBanus k npoueccaMm KO ycranoenens! npaktukoit GCP, HOpMaTHBHEIMH
noxkymentamu PO (onpenenennsivu B [Tonoskeruu o KD) u uytpersumu COIL.

C6op ¥ aHamM3 BceX MOCTYMAKOMMX OOpalleHWi, BKIIOYAs >KanobBI, OT 3aKA3UMKOB
ocyiuecTsisercs B cootsercteru ¢ COIT-KD-016.

Anann3 TpeboBaHHH, OTHOCHAINMXCA K yCayre

Anamus  TpeGOBaHHMH CIIOHCOPOB M [JOCTATOYHOCTH MPEIOCTABIEHHOM HH(OpMALUK
NIPOUCXOAMT Ha CTaWM 3aKIIOYEHHs JOroBOpa IIpH Iepenave WHGOpMAaLHK O HEOOXOIUMOCTH
NPOBENCHUs.  OKCIEPTU3BI/MOHMTOPMHIA  CO  CTOPOHBI  IJIABHOTO  MCCJIENOBATENs
UCCIIEIOBATENBCKOrO LIEHTpA.

H3venenns TpeGoBaHMii, OTHOCAIIMXCH K yCJIyre

W3meHeHus mno NPOBENEHMIO 3KCIEPTH3bI/MOHMTODMHIA BO3MOXKHBI TIPH  H3MEHEHHH
(ymeHblIeHMM) Ccpoka TIpoBeleHHsA. B ciydae oOpalieHds CHOOHCOpa O MNPOBEIEHUHM
SKCIIEPTH3bl/ MOHMTOPHHIa B YMEHBIUGHHBIE CpOKH, Tpeacenatens KO opraHusyer
BHeouepeHoe 3acenanue B cootseTcTBHM ¢ COII -KB-005 3acemanus Komurera no DTuke.

Yupasiienne BHEeNIHE NOCTABJISEMBIMH IPOLECCAMH, NPOAYKIHEH U YCIyraMu

8.3.1.

8.3.2.

K mpoueccam, npoayKLuu 1 yeimyram, KOTOPBIE MOCTABIISIOTCS W3BHE, OTHOCATCS:
- TIOMELIEH s, IPorpaMMHoe ofbecriedeHre i 060pyI0BaHKe, IPEIOCTABISIEMEIE

TI0 COMVIALIEHHIO C yUpEeKIEHHEM;
- YCIIYTH KOHCYJIBTaHTOB.
OueHka KOHCYBTAHTOB MPOBOIAUTCS HA 3aKPHITOM 3acefanud KO (Y4aCTHHMKH - TONBKO WICHBI
K3) u Quxcupyercs IIpoTokonom, mocie 4ero cekperapb TEPEeHOCHT OLEHKY B IlepedeHb
KOHCYJIbTAHTOB, KOTOPBIH BEIETCS HA STIEKTPOHHOM HOCHTEJIE.

IIponsBoacTBO M OKa3aHHE yCJAYT

8.4.1.
8.4.1.1.

8.4.2.
8.4.2.1.

8.4.3.
8.4.3.1.

8.43.3.

8.4.3.4.

8.4.3.5.

8.44.
8.4.4.1.

8.4.4.2.

ananneuue OKa3aHHEM ycJayr

K nponeccam oxazaHus yCIIyT OTHOCATCS:

IIpoyecc Nel: TlpoBemeHHe OSKCHEPTH3bl KIMHHYECKMX WCCIENOBAHMNA M OTYETOB IO
0e30MacHOCTH, KOTOPBIH yIpaBisieTcs Ha ocHoBanuu npouexyp COII-K2-006 - COIT-K2-008.
IIpoyecc Ne2: TIpoBeieHHe €XErOAHOrO MOHUTOPHHTA (HAGIIONEH ) HCCIIENOBaHMI, KOTOPBIH
ynpagisgercs nocpeactsoM npouexyp COIT-K5-010 - COIT-KD-012.

HpenTuduxanus M NpocieXKHBaeMoOCTh

HﬂeHTH¢PIKaLlPIﬂ J51 TIPOCJIEXKHBAEMOCTD obecrieynBaeTcs myTeM TIIPHUCBOCHNUA
l/IlIeHTPI(bPIKaLIHOHHOFO HOMEpa KaxXJOMY 3aIpoCy Ha 3KCHCpTI/I3}// MOHHUTOPHHT .

Co0cTBEHHOCTH nmpeﬁm*e.nﬂ HJIH BHCIIHHUX NMOCTABIIHKOB

K cob6cTBeHHOCTH CIOHCOpa OTHOCHTCH, HMH(MOpMAuMs, MCIOJb3yeMas s BBINOJHEHHS
SKCTIEPTU3BI/MOHUTOPHHTA.

. Kon¢unenumansnocTs MHGOpMarmu obecrieynBaeTcs myTeM peaiusauuu npouexypsl COIl-

K3-002 KonduneHu#ansHOCTh H KOHGIUKT HHTEPECOB.

B nearenenoctu KO mcnone3yercs COOCTBEHHOCTH YUpEKAEHHs, KOTOpas OroBapHBAaeTCH
Cornamenuem.

B cioywae yrepu (MOBpeKIEHHS) COOCTBEHHOCTH IIPEJCEATENhb CO3BIBAET OSKCTPEHHOE
3acenanue KO, Ha KOTOpOM MPOBOAUTCS aHAIM3, pe3yibTathl Gukcupyrores B [Ipotokore.
Crnywau moBpexneHus/yTepd  COOCTBEHHOCTH — CIIOHCOPA/HCCIIENOBATENHCKOrO  IIEHTpa
paccMmaTpuBaroTcs npu exerogHoM aHanuze CMK co cTopoHBI pyKOBOACTBA.

CoxpaHnenue

IIpouecc COXpaHHOCTH 3NEKTPOHHONW W OyMaKHOM KONMHM NOKYMEHTALMH, SBIISIOLIEHCS
PEe3yJABTATOM BBINIOHEHHS YCIIYT T10 TIpoLieccaM, OpraHU30BaH ClIeAYIOLIMUM 00pa3oM:

B uensx mnpenoTBpalleHMsA YTEPH [AaHHBIX CHCTEMHBIH aJMMHHMCTPATOp YHYPEKACHUS
OpraHu3yeT [BOMHOE pe3epBHOE KOIMMPOBAHHE HA CepBep M 3ALIUTY AHTHBHPYCHBIMH
IpOrpaMMaMmH.
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8.4.5. JlesareanHocTh mociie mocTaBku (oOpamienne CIHOHCOPOB, HCCJIEJ0BATEIbCKHX IEHTPOB H
NANHEHTOB/MX 3aKOHHBIX MPeACTABATEIeH)

8.4.5.1. [lesTensHOCTb MOCTE NOCTABKM BO3MOXKHA B CIydae OGHApy’KeHHS CIIOHCOPOM, TJIaBHBEIM
HCCJIE/IOBATEIEM ~ MCCNIC[IOBATENIbCKOrO  IIEHTPa MIM  IaleHTOM (ero  3aKOHHBIMH
TPE/ICTABUTENIAMM) HECOOTBETCTBMH MpPU MPOBEJICHMM SKCIEPTH3bI/MOHUTOPHHIA, MOPALOK
paccMoTpeHHs Takux AeHcTBull npeacraeied 8 COIT-KD-016.

8.4.6. VYmnpas.ienne u3MeHEeHHAMH

8.4.6.1. Ilpouecc ynpaeneHus H3MEHEHMSAMHM B MNpPOLECCE MPOBENEHHS SKCIEPTH3bI/MOHHTODHHIA,
BKIIOYas (OPMMPOBaHHE NOKYMEHTMPOBAHHOW HH(OPMALMM M € MpOCIeXKHBAEMOCTH,
ycranosjeH B COII-K3-006 - COIT-KD-008.

8.5.  Bwmmyck ycayru

8.5.1. Ilox BBITYCKOM IOTOBOM YCIIyId TOHHMAETCS:
- Iepesjaya 1 MprueMKa CrioHCopoM BhIMUckH U3 [Iporokona 3aceqanus KD mo
pe3y/bTaTaM 3KCIEPTH3bI/ MOHUTOPHHIA;
- 3aKphITME PaboT MO JOrOBOPY C MPEA0OCTABIEHHEM AKTOB BBITIOIHEHHBIX pabor.
8.5.2.  OTBeTCTBEHHOCTH 3a KOHTPOJIb KA4ECTBA POLECCOB HECET npencenarens K3.

8.6. yIIpaBJlellﬂe HECOOTBETCTBYIOLIMMH BbIXOJaMH

8.6.1. Tlopsmox ympapieHMS HECOOTBETCTBYIOLUMMH BBIXOAAMH MpPH BBINOJHEHHH IIPOLIECCOB
onpenened B COIT-KB-016.

9. Onenka pe3yJbTATOB AeSITEJLHOCTH
9.1.  MOHHTOpPHHT, H3MePeHHEe, AHATH3 H OLEHKA
9.1.1. OO6wmue moIOKEHHS

9.1.1.1. B pamkax nestensHoctr KO Benercs
- MOHHUTOPMHT BBINONHAEMbIX 06patieHuit B cootsercTsru ¢ COIT-KD3-016;
- ©KEeKBapTa/IbHbIH MOHUTOPUHI (yHKIIMOHMPOBAHUS OCHOBHBIX MPOLIECCOB, COTTIACHO
KPUTEPUAM, YCTaHOBIEHHBIMHU B Kaprax;
- OpraHM3alys ¥ npoBe/ieHre BHyTpeHHUX ayautoB CMK, 1o pesyspraram KOTOphIX
TIPOM3BOJUTCSA MONy4eHHe 00BEKTHBHON MHGOPMALMK O COOTBETCTBUM/HecooTBeTcTBIH CMK
B LIEJIOM;
- anam3 CMK co croponsl npencenarens K.
9.1.1.2. Monuropunr npoueccop CMK ocymiecTBasercss B pamMkax NpoBeeHHs 3acemaduii KD.
CexpeTapp perucTpupyeT pe3ynbTaThl MOHUTOPHHIa IPOLIECCOB B ITpoTokone.
9.1.1.3. B cmyuae BbISBICHHS HECOOTBETCTBHS IPH MOHMTOPUHIE IIPOLECCOB 3arIaHUPOBAHHBIM
pesynbraTtaM, TO  COOTBETCTBYIOIIME  KOPPEKUMM M  KODPEKTHPYIOIIME  JeHCTBHSA
perucTpHpytorcs B [IpoTokone 3acenanus.

9.1.2. Yn0B/IEeTBOPEHHOCTH

9.1.2.1. OCHOBHBIMH ~ MCTOYHMKaMH  MHQOPMALMM 10  YHOBJIETBOPEHHOCTH CIIOHCOPOB,
HCCIIEZI0BATeIbCKUX LIEHTPAMH U NALMEHTOB (MX 3aKOHHBIX TPEe/ICTABHMTENEH) SABISIOTCS
- MOCPEJCTBOM MPOBEACHHUS aHaIM3a B3aMMOAEHCTBUS CO CIOHCOPAMK M UCCIIE[OBATEIBCKU-
MH LIEHTPaMH B YaCTU IIOBTOPHOTO 0OpalleHus;
- aHaJIM3a X100 U MPEI0KEHUH I10 YTy qIIEHHIO CO CTOPOHBI CTIOHCOPOB
U MCCJIEI0BATENbCKUX LIEHTPOB.
9.1.2.2. VOBNeTBOPEHHOCT,  MalMEeHTOB  (MX  3aKOHHBIX  MpECTaBMTENell)  OLEHMBAETCS
OTCYTCTBHEM/HaTHYKeM kanob Ha pemenue KO 1o mpoBeneHHON SKCHEPTH3e/MOHHTOPHHLY
WIKM Jpyrux oOpallleHui, BOSMOXKHBIX B paMKaxX IPOBEJEHMS HCCIENOBAHMM C 3THYECKOM
CTOPOHBL.

9.1.3. AHaJIu3 H OLEHKA

9.1.3.1. AHanu3 ¥ OLIEHKA JAHHBIX MIPOBOJMUTCS C LIEJBIO:
- MOATBEP>KAEHMS IPUTOAHOCTH U pesynpTaTuBHOCTH CMK;
- onpeierienus obacTel ymyulleH s KayecTBa POAYKLMK | cosepiieHcTBopaHus CMK .
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9.1.3.2. AHanu3 ¥ OLEHKA JAaHHBIX OCYLIECTBJIAETCS IO KKIOMY TIPOLIECCY €KEMECSYHO MO Mepe

HEOOXOIMMOCTH, HO He peke ONHOro pasa B rox cocrase adammsa CMK co cTOpoHEI
PYKOBOZCTBA.

9.1.3.3. Tlpu aHanM3e paccMaTPHUBAIOTCS M OLIEHUBAIOTCS CIIEAYFOIIME aHHbIE:
- YAOBJIETBOPEHHOCTh 3aKa349MKOB, BKIIIOYAS aHAIM3 TIOCTYNMHBLINX O0palleH Ui U IPeTeH3HI;
- COOTBETCTBUE IPENOCTABIECHHOHN YCIIyTH 110 peali3alii yCTaHOBIEHHBIM TPeOOBaHUAM;
- 00ECIIeYEeHHOCTh PECYpCcaMHy, B TOM YKCJIIE TIOTOTOBIEHHBIM NIEPCOHATIOM;
- BBITIIOJIHEHHE MEPONPHATHH (€C/IM TAKOBBIE MMEITH MECTO), pa3paboTaHHBIX [0 Pe3yJIbTaTaM

NpebITYIMX aHATU30B JaHHBIX;

- QHAJTU3 NPEANPUHATHIX KOPPEKTHPYIOLIHX U AeHCTBUH, HATIPABICHHBIX Ha CHIKEHHE PUCKOB;
- TIPE/ITIOKEHHUS T10 YIIyUIIEHHIO Ka4eCTBa NPeIOCTABIIEH S YCIIYTH.

9.2. BryTpenHue ayIHTBI

9.2.1. BuHyTpennue ayauTsl mpoBoasT B cooTBeTcTBUM ¢ COIT-KD-017 BHyTpeHnuii ayaut.

9.2.2. Pesynsratsl BHyTpeHHero ayauta CMK paccMaTpiBaroTes Ipy aHATIH3€ CHCTEMbI CO CTOPOHEI
PYKOBOZCTBA.

9.3.  AHaJH3 CHCTeMBI CO CTOPOHBI BBICIIEr0 PYKOBOACTBA

9.3.1. TIlpouecc c6opa nanueix o aHanusy CMK onpenensercs koopaunaTopom o CMK.
9.3.2. K BXOINHBIM [aHHBIM, aHAJIM3UPYEMBIM BBICIUMM pPYKOBOACTBOM (TIpECEaTesieM |
3amecTHTeneM npezcenarens KO) orHocsres:
- afieKBaTHOCTh [T0MUTHKH B 06/1aCTH Ka4ecTBa;
- Pe3yJIbTaThl BEITOJIHEHHMS PELICHHH MPeaBIAYLIEero COBELIaHus 110 aHAIU3Y U NeUCTBUI
no aktyanuzauuu CMK;
- pe3ynbTaThl JOCTHKEHUS LieJiel B 00IacTH KauyecTBa;
- Pe3yJBTaThl BHYTPEHHHX ayAUTOB, PE3YJIbTaThl OLEHKH 3G (HEKTHBHOCTH BBITOITHEHUS
KOPPEKTUPYIOMIUX JEHCTBUI U pe3yIbTaThl BHELIHUX ayAWTOB, BKJIFOUAs ayqUTHl 3aKa34HKOM;
- pe3ynbTaThl (PyHKIMOHHUPOBAHUS MPOLIECCOR;
- Pe3yabTaThl OLIEHKH COOTBETCTBHS YCITYT BBIIIOIHEHHIO 3aKOHOJATEIBHBIX TPEOOBAHHIMA
1 TpeboBaHMi 3aKkazunKa,;
- pe3yabTaThl BEITOJIHEHMS TpeOoBaHMH 3aKa3uuKOB Ha 06a3e OLEHKH YIOBIETBOPEHHOCTH
¥ TIOCTYIIEHHs 0OpalleHuH, xKanob/pexsiaManuii co CTOPOHbI 3aKa34HKOB;
- pe3y/IbTaThl BHEUIHETO M BHYTPEHHETO B3aUMOAEHCTBUS (BKITIOYAs
HHTEPECH] 3aMHTEPECOBAHHBIX CTOPOH), a TAKXKE PE3YJIbTAThl OLICHKH [TOCTABIIHKOB;
- pe3ynbTaThl paboThI IO 00YYEHHMIO U MOBBIICHHUIO OCBEIOMJIEHHOCTH MTEpCOHAIa
no TpeboBanusim CMK;
- pe3yJIbTaThl aHAJIM3a W3MEHEHUH, CIIOCOOHBIX MOBIHUATE KAYECTBO MPEIOCTABIISEMBIX YCIIYT,
a Taioke usmenenus B CMK, Bkimrouas U3MEHEHHS B 3aKOHOJATEILCTBE, a TAKKe
OpraHu3alMoHHbBIe u3MeHeHus KO,
- JOCTaTOYHOCTh PECYPCOB
- Pe3yIbTaTUBHOCTh JEHCTBHM, IPEANPHUHATHIX B OTHOIIEHHH PUCKOB H BO3MOYKHOCTEH;
- IIpeJiyiaraeMble peKoMeHaauu no yry4dmenuno CMK co cTopoHs! nepcoHana.
9.3.3. Bsle ycTaHOB/IEHHEBIE JaHHbIE NIPEICTABISIOTCS OTBETCTBEHHBIMH JIHLAMH Ha 3aceqanuu KO.
Pesynerate! ananusa ¢puxcupyrores B [IpoTokore.
9.3.4. Tlo pesynbraTaM aHanu3a BXOAHBIX JAHHBIX pa3pabaTBIBAIOTCS M (QUKCUPYIOTCS BBIXOIHBIE
JaHHBIE, K KOTOPBIM OTHOCSITCS:
- IIOATBEPKIEHUE CTPATErHuecKOoro HarnpasiaeHus pa3sutus KO,

- PEKOMEHJALMH 10 OBBIIEHHUIO pe3ybTaTuBHOCTH CMK B LIeoMm, a Tarke YIydIIeHHIO
TIPOLIECCOB;

- HEOOXOAUMOCTD B BBIIC/ICHHH PECYPCOB;
- He0OXOIUMOCTb B IIOCTAHOBKE HOBBIX IieJIeH (10 MEpe MX HOCTHKEHHS );

- usmeHeHus B [Tonutuky B o6acTy kayecTsa (Tipy HEOOXOJUMOCTH), @ TAKOKE B HOPMATHUBHBIE
noxymenTsl CMK.

10. Yayumenwue

10.1. O6uue moJI0XKEeHUs

10.1.1. B npouecce ananuza CMK co cTOpoHBI pyKOBOACTBa W MOHMTOpHMHra mpoueccos CMK
YCTaHOBJICHBI OCHOBHBIE ITYTH YTy YILISHUS:
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- 4epe3 peanusaltio BO3MOXKHOCTeH (hopMUpOBaHUe Lenei);

- yy4LieHue rokasatesei npoueccor u aesrensuoctu KD B nenom,

- C Y4€TOM NpPOBEEHHS KOPPEKLIMK, YyCTPaHeHUS IPHYHH BBIABIEHHBIX HECOOTBETCTBHM
¥ paCCMOTPEHHS MOTEHIMaIbHBIX IIPHYKH, CBSA3aHHBIX C PUCKAMH ISl [IPOLIECCOB
IPEeIOCTaBIEHUS YCIIYT.

10.2. HecooTBercTBHsI H KOPPEKTHPYIOIIHE AeHCTBHA

10.2.1. K BumaM HECOOTBETCTBYIOLIEH YCIyrM OTHOCATCS HECOOTBETCTBHS, BEHIABIEHHBIE B XOZIE
TIPOBE/ICHHS.  SKCTIEPTH3bI/MOHMTOPUHTa.  [IOpSNOK  yNpaBleHHs — KOPPEKTHDYHOLIMMH
necreusamu npeacrapieH B COIT-KD-016 u COII-K3-017.

10.3. ITocTosiHHOE yIy4lIeHHE

103.1. OgauM W3 riaBHBIX — HampaBieHud  pasButMs KD sBisercs HEIpephIBHOE
cosepuiencTsopanie CMK, wuccnenosanve M OOHAapyKeHHWE KOPHEBBIX —NPHYMH
HECOOTBETCTBUH B CUCTEME H IIPH OKA3aHUM YCIIYT.

10.3.2. KD nosbnuaer pesynsratiueHocts CMK 1 akTyanusupyer AesTebHOCTb IIOCPEICTBOM:

- noeprkatys obs3arensets [lonuTuky myteM peanusanuu [IporpaMMbl JOCTIKEHUS
Lenew;

- Ha OCHOBAHHUHM Pe3y/IbTaTOB BHYTPEHHHX U BHEIIHMX ayauToB CMK;

- C Y4ETOM pPe3y/IbTaTOB KOPPEKTUPYIOLIMX IEHCTBHUM U IEHCTBHI, HApaBIEHHBIX
Ha CHIJKEHHE YPOBHS PHCKOB;

- npoeefenus ananusa CMK co cTopoHs! pyKkoBOACTBA.
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[prnoxenue A

KonTeker (BHyTpeHHAE M BHeIIHHE (PaKTOPbI, 3aHHTEPECOBAHHBIE CTOPOHEI) A1 JIOKAILHOr0
Jtuveckoro Komurera (nanee mo rekery — JISK) ®I'BY «HMMUII onkosoran um. H.H. IleTrposa»
Munsapasa Poccnun

HaumenoBanue Tun 3auHTEpecOBaHHBIX OTBeTCTBEHHOE JIHIO 32 MOHHTOPHHT
(paxTopos CTOPOH/ HHTEPECYIOIINX H3MeHeHHH B TpeGoBaHHAX
AesaTeabHOCTH JIDK 3aMHTEPEeCOBAHHBIX CTOPOH
Bua pakropoB — BHemIHMI
JKOHOMHYECKHE PyxoBonurens ITpencenarens JIOK u yuactauku JIOK - ananus
Hccnenoparensekoro obpaiieHuit I NPOBEHNECHUS  OKCIEPTH3HI
LIEHTpA U IJIaBHbIE WCCIIeJOBaHMH, a Talkoke B YaCTH pearupoBaHMs
WCCIIeIOBATENH Ha o0palIeHus 1o yayqmenuto padotel JIDK
CrioHcops! (BKITFOYAs TIpencenarens JIOK u rnaBHEBId HcciieqoBaTeb
KOHTpPaKTHbIE JUIS BO3MOXKHOCTH IpefocTaBieHus yciayr JIOK
HCCIIeJ0BaTeNIbCKHE (9KCmepTH3Bl U MOHUTOPHHIA HCCIENIOBAaHUM), a
OpraHM3alI|H) TaKKe B YaCTH peardpoBaHMs Ha oOpalieHHs Io
yiyumeHuro padotsr JIOK
Hccnenopatensckue nentpsl | [Ipencenarens JIBK u PYKOBOJMTEIND
Hccnenosaresckoro UeHTpa M1 BO3MOXKHOCTH
npenoctasieHus yciayr JIDK
KonkypenTsi, napTHepsI IIpencenarens JISK U PYKOBOJIUTEIH
(JIOK npyrux HccnenoBarensckoro LEHTpa As BO3MOXKHOCTH
HccnenoBarensckux yirydmenus yeryr JIOK
LIEHTPOB)
Oprassl, popMupyromue IIpencenarens JIDK coBMmecTHO ¢ cekperapeM
MexnayHapoxHbie
baxropur tpeboBanus GCP TOMOIIHUKOM CEeKpeTaps B YacTH aHaju3a
p TpeboBaHUH
I'ocynapcrBennbie Opransl, popmupyrolme ITpencenarens JIDK coBMECTHO ¢ cekpeTapeM U
daxTopbI TpeOoBaHUs A MOMOIIHMKOM CeKpeTapss B YacTH aHalu3a
¢yskumonuporanus OK u U3MEHEHUH TpeboBaHuit
MPOBE/ICHHIO
HCCIEeI0OBAHUM.
Kontponupyromue opranst | Ilpencemarens JIDK B 4vacTh  aHanusa
HECOOTBETCTBHUH, BBICTABIEHHBIX IPH IPOBEPKE
co CTOPOHBI Mun3zpasa Poccun,
Pocnorpebransopa
ConnaixbHble [TarueHTsl, X ITpencenarens JIDK coBMECTHO ¢ cekpeTapeM U
hakTopsI PONCTBEHHHUKH U 3aKOHHBIE | TOMOIIHUKOM - CeKpeTapsi B 4YacTH aHajIu3a
TIPEACTaBUTEIH obpareHuit
(ob6pamaromuecs B JIDK)
HNndopmanuonnbie KoncynpranTs! ITpencenarens JIOK B mensx ofpameHus 3a
hakTopsI KOHCYJIbTAallMOHHOW TOMOLIBIO MAJIS BBIHECEHHA

peIeHust
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Canurapso-

Opransl rocy1apcTBeHHOM

Ipenceparens JIOK B wensx — onpepenenus

3MHUAEMHOJIOTHYEeCKHE BJIACTH TpeboBanuii paGotsl JIDK mnpu coszmaBumxcs
4 Ype3BblUaiiHbIe (IlpaButensctro CII6 u HEOIAroNpUATHBIX YCIOBUIX
hakToph! 1 JlenuHrpackoit obnactu u
Ype3BblYalHbIE T.4.)
CHTYaluH
Bun gakropoB — BHyTpennuii
ConnanbHblie Vuactauku JIDK Ipencenarens JI9K coBMecTHO ¢ cekpeTapeM u
(haxTopsI (B3aumopeiicTBHE C NIOMOILHMKOM CEKpeTaps B 4YacTd aHaIu3a
IIEPCOHAJIOM) TpeboBaHui-n0XKenaHui yyacTHUKOB JIDK
JHupexrop Hasnavenuwe mnpencemarens JIOK npukazom
VupexaeHus, Ha 6aze Vupexnenus
KOTOpOro copMHpoBaH
JIDK
Texauueckue ObecneueHHOCTH Koopmunatop mo CMK - skcmepr otaena
DakTophI MHDPACTPYKTYpOi 1 OpraHM3all¥ JOKIMHMYECKMX W KIMHMYECKHUX

MPOM3BOJCTBEHHOM CpeaoH
(oucHbIe MOMeLIEHNS U

HCCIIEJOBAaHUM B YaCTH aHalu3a CorJiallieHus C
HUCCJICNOBATENIBCKUM UHCTHTYTOM I10 BBIAEICHMIO

apXuB) IToLaAeH Mo 0QUCHEIE IOMEILEHHS U ApXUB.

CexpeTapp W TOMOIIHHMK CEKpETaps - B YacTH
KOHTPOJIi M aHaju3a IOMELIEHWs apxXHBa Ha

TpeOOBaHHUS 110 TEMIIEPATYPE U BIAKHOCTH
Ob6ecnieueHHOCTH Koopnunatop mo CMK oskcmepr otmena
OPITeXHHUKOHU U OpraHM3alli¥ JOKIMHUYECKMX H KIMHHYECKHX
IPOrpaMMHBIMH MCCIIeIOBAHMM B YaCTH aHalM3a COIVIAIIEHMS C
NPOIYKTaMHU KCCIIeI0OBATENECKMM MHCTUTYTOM I10 BBIAEIEHUIO

HeOOXOIUMOH OPITEXHUKH M IPOrPaMMHBIX
IPOIYKTOB.
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[Tpunoxenue b

®opma Kaptsl mponecca

Iles» mponecca:

OTBeTCTBEHHBIE 32 npouecc:

Bxopn B mponecc (Ookymenmayus, ungpopmauus, neobxooumas ona
npoyecca, Ho rPeodPA3YIOWAACA 8 HPOUECCe 8 8bIX00bL) -
BO3MOKHOCTH /IJISl Ha9aJia mpouecca:

IHocTaBmuxyu nponececa
(cyacont unu npoveccel,
npedocmaegnAalouiue OaHHbIE
0na npoyecca):

Brixon nponecca (pesyismam npoyecca, C6A3aHHbLIL C 6X000M):

IoTpe6uTenn nponecca
(npoueccet, cnyscovt w/' unu
GHEUIHUE 3AUHMEPECOBAHHbIE
CHIOPOHBL, UCROTIb3YIOUUE
6X00HbBIE OAHHbIE)

Obecneuenue mpoxecca - BOSMOKHOCTH JJIsl BBINNOJIHEHHA Nponecca:

noApasesieHusl, obecneunBalomue | uH@pacmpykmypa u
nponece obecneuenua npoyecca)

IMocraBmukw, PO ECcCHI u|Bux  pammeIx  (pecypcei:  ungopmauyus, nepcowuan,

yenyzu, HeobxoOumslie  OnA

Yunpasienue nponeccoM (3HAHUA, 3AN0HCEHHbIE 80 GHYMPEHHION U 6HEULHION OOKYMEHMAUUIO)

Baemnss
HOpPMAaTHBHAs
JOKYMeHTAI NS
BryTpennss
HOpPMATHBHAs
JOKYMeHTAIHAs
IToka3zaTen 1Jisi MOHHTOPHHIA B AHAJIH3A MpoHecca
HanvmenoBanue Iloka3zarenn OTBeTCTBEHHBIH 32 JoxkymeHT, B KOTOPOM
KpHTepHEB BBLINOJIHEHHMs] | IpeJOoCTaBJIeHHe, IePHOANMYHOCTH | HAXOAATCS JAHHBIE IO
npomecca aHaJH3Y.
OTBeTCcTBEHHBIH 32
npeioCTaBJICHHE,
NepHOAUIHOCTD
Buasl paCKOB [JIS Mpomecca ¢ y9eTOM BepOSITHOCTH BOSHUKHOBEHNSI CHTYAIHii:
Haumenosanue pucka Taxcec | Bepoamno Yposeny | Ilpouecc ynpasnenusn
mp cmop P=TxB (onpeodenennsie ¢ COII)
T B
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IIpunoxenue B
Memoouka ouenku pucka

Tabnuua A.1 - TsxxecTs nociaeacTBui

HaumenoBanue
XapakTepucTHKA KATErOpuH Bann
KaTeropuu
CIYYau, Komopwvie mo2ym npugecmu k 3axpuimuio JIOK
Kamacmpoguueckue Yeau, P P 4
(6 mom uucne napyuenue 3aKkoH0OamenbCmMaa)
Cepbesnbie CIyuau, npu KOMOPLLX 603MOJCHO haderue umudrca JIOK unu 6ydem 3
P He 00Cmu2HYm noKazameib npoyecca
clyuau, npu  KOMOpelx npousoudem cOou 6 nocaedyiouer
Cpeonue 2
desmenvHocmu
Tesxue cyuau, npu KOMOpbIX HeSHAYUMENbHO usmenumes. |
PyHKRYUOHUPOBAHUA NPOYeccos
Tabnuua A.2 — BeposTHOCTh BOSHUKHOBeHHs pucka (B)
HanmenoBanue
XapaKkTepHCTHKA KATerOpHH Banxn
KaTeropuu
Yacmo npoucxoouno bonee 1-20 pas 3a nocrednuii mecsy 4
Bosmooicno npoucxoouno bonee 1-20 paza 3a nocnedHusi 200 3
Ouenwb pedxo CIYHanoce 6 meyeHue nNoCIeOHUx O8YX-Namu 1em 2
Manosepoammo HACMONILKO MAN06EPOAMHO, UMO NPEONnONOHCUMENbHO He cayyumes | 1

Yposens pucka paccuumsieaemes coznacro gpopmyne: P=TxB

Ypoeeus pucka pagen unu bonee 8 — QOQMUEZIOmC}l geﬂu C MEpOnPUAMUAMY HA CHUNCCHUE HA 200
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HazBanmue
OGpalueHue CrIOHCOPOB, HCCIIEN0BATENBCKHX
Homep LIEHTPOB, MTALIMEHTOB M UX 3aKOHHHBIX
COIT-K3-016 npeacTaBuTeNneH

Bepcus
6.0 ot 15.08.2024

Copepixxanne U Ha3HAYEHHE
Omnpenenser NOpsAA0K MOMTYYEHHUs ¥ MPUHSITHS TeUCTBUN
CIIOHCOPOB, MCCIIEN0OBATENBCKUX LIEHTPOB, MALIUEHTOB U KX
3aKOHHHBIX NPEACTaBUTENECH

- 3ameHnsieT BepcHIO
€CTOHAXOK/ICHHE 5.0 or 17.08.2023

OI'BY «HMMUI] onkonoruu um. H.H. ITerpoBa»

Mumnznpasa Poccuu
197758, Cankr-IlerepOypr, noc. ITecouHsii,
yi. Jlenunrpanckas, nom 68

JlaGopaTopHsrii koprryc, kab. 4.11
Komurer o DTuke

CocraBiieno IIpoBepeno:
ITonropauxwuii A.H. Cemenona A.J.
IIpencenarens K
YrBepaxneno Ha 3aceqanuu K9 CemenoBa A.H.

Hara 3aceqanus Homep 3acenanus Hara
15.08.2024 Nel8 15.08.2024




Iean — onmcanye mpoueaypsl oGpalieHye CIIOHCOPOB, HCCIEA0BATETBCKUX LIEHTPOB ¥ MaiueHToB B KD,

CBA3AHHBIX C JKa/l06aMH, NPETEH3UAMMU WU SJIEMEHTAMH YIIydIleHus aesrensHocty K.

OGnacTe NpUMeHeHHs: PACIIPOCTPAHSAETCA Ha AESTENBHOCTS YwieHoB KD

OteercTBennoCTD: Npencenatens K3 u wiens KD.

IIpouecc oGpamennus croHCOPOB, HCCIEA0BATELCKHX EHTPOB H NANHEHTOB

4.1. O6pamenue B K3, cps3aHHOe ¢ %an00aMu IIPETEH3UIMHU CIIOHCOPOB, HCCIEI0BATENbCKHX LEHTPOB |
NMalMeHTOB (MX 3aKOHHBIX TPEICTABUTENIEH) WK SeMEHTAMH YIIyqIIeH s AeATeabHOCTH KD Moyker
OBITH HATIPABIIEHO B ANEKTPOHHOM, GyMasKHOM BU/IE MM YCTHO mobomy uneny KO.

4.2. Ynen K3 o6s3an npouxpopmuposats npeacenarens K3 u cexperaps K3 o noctynupiuem obpamesuy.

4.3.Cexperapp mocie momyueHMs oOpaiueHus oT umeHoB KD B mo6oM BHIE 3amoNHSeT Peectp mno
TIPATIOXKEHMIO A U IO PyKOBOACTBOM Tipe/cenatens KD BHOCHT B MOBeCTKy 3acefanus Texymero K3,
B IIOBECTKY [IHS KOTOPOT'O BXOAHMT PACCMOTPEHHUE JaHHOTO 06paIeHHs.

4.4. Obpamenue Hanpapisercs BeeM wieHaMm KD 11 BOSMOKHOCTH BBISBIICHEHS NPUYKHBI HECOOTBETCTBHS
(ecii OHO yka3aHO B OGpallleHHH) U MEPOTIPUATHIL Ha yCTpaHeH!e/ YTy YIleH e,

4.5.11o pesynsratam 3acenanus KO, naHHble 3aHOCATCS CeKpeTapeM B IIporoxon u B Peectp obpaienuit
s exeropHoro anamusa CMK co cTopoHb! pyKoBOACTBA M NPHHSTHS CTPATErMUECKHX PELIeHHi 10
pasButuro KO.
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Hauar: nara

[Tpunoxenue A

Peectp oGpamennii (Bexercst cekpeTapem B 3JeKTPOHHOM BH/IE)

Nenm Jdara Hcrounuk obpamenus Ilpunuyuna Pemenns, OTBeTcTBEeHHBbIIH
(cmoHcop, o0pamenns NPHHATHIE HA MCIOJHHTEIb U
HeceIeq0BaTeIbCKAH 3aceffaHHHU CPOK HCIOJTHeHHs
UEeHTp, NANHEeHThI, HX
3aKOHHbIE
NpeJCTABHTE/IH)
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Howmep HazBanue
COIT-KD2-017 BHyTpeHHwuii ayaur

Bepcus
5.0 o 15.08.2024

Conepixanue 1 Ha3HAYEHHE
Onpenenser NopsiOK MPOBeEHUs BHYTPEHHETO aYIUTa CHCTEMBI
MEHE[DKMEHTa Ka4ecTBa U (OPMHUPOBAHUSI KOPPEKTUPYIOILIHX
JIeHCTBUM

MecTonaxoxnenue
@I'bY «HMUIL] oxkonoruu uM. H.H. [Terposay
Munzapaga Poccuu
Poccuiickoit @eneparyu
197758, Cankr-IlerepOypr, noc. [Tecounsii,
yi1. Jlenunrpanckas, qom 68
JlaGopatropHerii kopryc, ka6.4.11
Komurer no 3tuke

3amMeHsieT BEPCHIO
4.1 01 21.09.2023

CocraBaeHo
IMonropauxuii A.H.

IIposepeno:
Cemenona A.U.

YTBepxneno ua saceqannn K29

IIpeacenarens K9

Cemenora A.1.

Hdara 3acexannst Howmep 3aceganus Hdara

15.08.2024 Ne 18 15.08.2024




Iens — onucanue mpoueaypel NPOBEEHMS BHYTPEHHErO AyAUTa CHCTEMbI MEHE[DKMEHTa KayecTBa M
(popmupoBaHus KOppeKTUpyroIMX AeticTeri K.

OGnacTh npuMeHeHus : PacIpOCTpaHAETCS Ha JESTeNBHOCTD WieHoB KD

OtBercTBeHHOCTH: OTBETCTBEHHBIH 32 [Iporpammy ayuta 1 npeacenatens KO,

TpeGopanus K NPOBEAEHMIO Ay AHTA

4.1. llensio  mpoBefieHHs — BHYTPEHHEro  ayiuTa  sIBISeTCS NOATBEPXKAEHHS  COOTBETCTBHMS
(yHKUMOHUpPYIOLIEH CHCTEMBI MEHE/UKMEHTA KayecTRa (Haee - CMK) B K3 tpebosanuam MC UCO
9001 (I'OCT P HICO 9001-2015), COOTBETCTBYET 3amIaHMPOBAHHBIM MEpOMNPUATHAM, 3h(DEKTHBHO
BHEJ[PEHA ¥ NOEPKMBACTCS B paboyeM COCTOSHUM.

4.2. PyKOBOIMTENs IIPOrpaMMbl ayaWTa, HA3HAYEHHBIH 3aceaHHEeM K3, paspabareiBaer I[Iporpammy
BHYTPEHHErO ay/uTa Ha IOA C Y4€TOM MPOBEACHMs IBYX MOJHBIX LMKIOB MO BCEM IIPOLECCAM.
IIporpamma cocTassieTcs Ha OCHOBE COCTOSHHS M BOYKHOCTH PA3/IMYHBIX BUIOB JESTENBHOCTH ¢ TOUKH
3peHus KayecTsa mpoueccos. Popma NporpamMMel ayauTa mpezacTasiesa B IIpuioxkenuun A «DopMel
BHYTPEHHETO ay|Ta.

4.3.1lo mporpamme aynuTa HasHauaeTCs CPyNNA AyJMTOPOB M3 WIEHOB KD, mpomenmux cemunapckue
3anaTHs no TpeboanuaM MC KCO 9001 u TpeGopamusm mokymentamuu CMK K3, a Taxxke
NIPUTTIAIIEHHBIX SKCIIEPTOB 110 HEOOXOMUMOCTH.

4.4.TIporpamma yTeepxknaetcs IIporokonom 3acenanns KD 1 BeikiamsiBaeTcs Ha BHYTPEHHEM CepBepe.

4.5.1lo pesynasratam NpPOBENEHMS Ay[uUTa IJABHBIMH AyJHTOPAMHU dopmupyercs Otuer, KOTOpEHI B
AalbHEHIIeM CoBMellaeTcs B eaunbiii Otder mo BHyTpenHemy ayauty (Ilpuioskenue B «Dopmsl
BHYTPEHHETO ayJ1Ta), KOTOPbIA COCTABIAETCS PyKOBOLHUTENEM IPOrPAMMBI AyIHTA.

4.6.11o pesynbratam OTueta pa3pabaTbIBaiOTCS KOPPEKTHPYIOIHE AHCTRHS, KOTOpBIE YTBEPKIAKOTCS Ha
3acenanuu KO.

4.7.PesynbTaThl BHYTPEHHEr0 ayQmTa pPacCMAaTPUBAIOTCS HA exerogHom amammse CMK co CTOPOHBI
pyKOBOACTBa (Ipe/icenaTeneM 1 3aMecTuteneM npezcenarens KD).
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Ipunoxenue A

IIPOT'PAMMA Ne (Homep ayouma no nopadky 6 200y u 200) BHyTPEHHEro
aygura CMK
IIponece/ Hara/ Bpems Kpurepuu aynura Mertous! Qamvunus ITpumeuanu
JesiTeIbHOCTD MIPOBECHHS n.0. bt
K3 aynura* PYKOBOIMTE
s TPYNITBI 110
AYANTY
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[Tpunosxenue b

Ort4er o BHyTpennem ayaute c Ilnanom aeiicTBuii, npuHUMAaemMbivu Ha 3acenannn KD

IIponece/ Hecoorsercrue/H Iynxr MC ISO Ipuyuna Mepb! KoppekuuH,
Hesitensuocts K9 abmoaenue 9001/ Haszanue KOPPEKTHPYIOMHE H
BHYTPEeHHEro npeaynpexIaomue
aoxymenTa CMK AeHcTBHA (AelcTBH,

HalpaBJIeHHbIE HA
YCTpaHeHHe PHCKA) ¢
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