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Opranmzanusi: Komurer no OtHke npH deepaabHOM rocyJapcTBEHHOM OFOPKETHOM YUPEKIEHUH
«HaumonanbHelii MEIMUMHCKMH HCCIeNOBaTeNbCKUM UeHTp oHkonoruu wM. H.H. ITetpoBax
MunucrepeTsa 3apaBooxpaHenns Poccuiickoi Pezepauuu (nanee - PITBY «HMHUL] oHKONOrMH
um. H.H. IletpoBa» Mmunsapasa Poccuu) sBI€TCS IOCTOSHHO —JEHCTBYIOUIMM  OpPraHOM,
OpraHM30BaHHEIM 10 pacnopsuxkeHuro aupekropa @PI'BY «HMMUIL] onkxonorun um. HH. Ilerporay
Mumnznpaa Poccuu (nanee - YupexxneHue).

Haspanme: Komuter no Otuke npu O®I'BY «HMMUI] onkonoruu uM. H.H. IlerpoBa» Munzapasa
Poccuu (nanee - KO), nokansusiii studeckuii komuret nipu PI'BY « HMUIT onkomoruy umend H.H.
Ilerpoa» Mumnznpasa Poccuu (JIOK) u oHKONMOrMYecKkuii HE3aBUCHMBIA STHYECKMM KOMMTET
(OBk0HOK) sBIAIOTCA CHHOHMMAaMH, U JOITyCKAeTCs MCIONb30BaHUE JHOOBIX U3 TEPEYMCIEHHbIX
Ha3BaHUH B TOKYMEHTaX.

IMens oprammsanum: KO opraHmsoBaH IS NPOBENEHHS HE3aBUCHMOM 3THYECKOW 3KCIIEPTH3HI
OHMOMEIMIIMHCKUX HMCC/IEOBAHUM C yYacTHEM YeloBeKa WIH OMONIOrHYecKOM MOIENH B KAa4eCTBE
cybbexTa uccnenopanus. KO paboraer ¢ menpio obecreueHus 3aliuThl MpaB, GE30MAaCHOCTH U
Gaarononyyus cyObeKTOB HCCIeNOBaHMUS U BEICTYIIAeT A7 001IeCTBa rapaHToOM Tako samuthl. KD
peanusyeT yKa3aHHYIO (YHKLHIO IIyTeM pacCMOTpEHHs, ONOOpeHHs MPOTOKOJa HCCIIENOBaHMS,
KaHAWOATYp HCCIeNoBaTeNel, HCCIeq0BaTeNbCKIX [IEHTPOB, MATEPUAIIOB M METOJIOB UCCIIEIOBAHMS,
a TaKKe OCYIIECTBIIEHHS KOHTPOJIS 32 KA4eCTBOM U YCIIOBUSMH IPOBEICHMS HCCIIEA0BAHUS. ‘
OGaacTh npuMeHeHus : JaHHas CTaHAAPTHAs ONepalroHHas npouenypa (nanee - COIT) otHocuTes
KO BCeM BHIaM JesTenbHocTH KO.

OTtBercTBeHHOCTh: B chepy OTBeTCTBEHHOCTH wWieHOB KO, HesaBuCHMBIX KOHCYJIBTaHTOB,
NpHUIIAlIEHHBIX JML, HCceoBaTenel, Bpaueil U 1p. paboTHHKOB YUpexKIeHUS BXOJUT H3yUeHHUE,
agamu3s 4 cnegopanue COII KO, cobmoneHue NpPHHUMIOB, H3I0XKEHHBIX B OCHOBHBIX
MEXIYyHApONHBIX M OTE€YECTBEHHBIX OTHYECKMX JOKyMEHTaX, ¥ HOpPMAaTHBHO-IIPABOBBIX
JOKYMEHTaX, PErJaMeHTHPYIOIUMX IPOBEJCHUE OMOMEIULMHCKHX MCCIENOBAaHMI C y4acTHEM
4eJIoBeKa M OHOIOrMYecKOoi MOJIeNIH B Ka4eCTBe CYyOBEKTa HCCIIeN0BaHHS.

Ilnan - rpaduk:

Ne

Bun pestensHocTH

OTBETCTBEHHOCTD

CobmofeHre HOpM 3THKH

Unenst KO, Cexperapuar, He3aBUCHMEBIE
KOHCYJIBTaHTBI, IPHITIAIIEeHHBIE LA,
HCCIIeI0BATENIN

INepBonauanbHbli coctaB KO

JupexTop YapexaeHus

OtcraBka, qUcKBanMpuKas, 3aMmeHa wieHos KO,
YTBEpXKIEHHE HOBBIX WieHoB KD

Unensl K3, Cexperapuar, JupexTop
YupexaeHus

TpeboBanue K 4ieHaM

Unenst KO, Cexperapuat

HesaBucyMble KOHCYIBTAaHTHl H DKCIEPTHL U3 COCTaBa
qeHoB KO

Unenst K3, Cexkperapuat

Craxepsl, IpUTTaLIeHHBIE JIHIA

Unenst K3, Cexkperapuar

JIOIDKHOCTHBIE JTH1IA

Ipencenarens, 3aMecTHTENb IpeaCEeaATENS
K9, Cexperaps K3

CexperapuaT

Cexperaps KD

O06s3aHHOCTH U chepa OTBETCTBEHHOCTH 4neHoB KO

Ynensr KO3

10

TpeboBanus o KBOpYMY

Ynensr KO

11

Opranusauus paboTs

Cexperaps KD

12

dunaHcoBoe obecneuyeHue aearenpHoct KO

HupexTop YupexneHus
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ol | Bym nemé_m;nocm : ‘ ALE f QTB¢TCTB€HBOCTL

13 Hesasucumocts KD, koH(IHUKT MHTEPECOB, Jupekrop Vapexnenus, Unenst K3,
KOHOUEHIHATEHOCTH Cexpetapnar

14 Pocmyck KO Hupextop YVupexnenus, Unens K3

15 KoHTaKTHBIE JaHHBIE JomkHOoCTHBIE THia KD

6.1. Cobuiroqenue HOPM 3THKH:

v" KD pykoBOICTBYyeTCS B CBOMX OLEHKAX, PEKOMEH/IAIMAX U PEIICHHSX YHHBEPCATbHEIMU
STUYECKHMM NPHHIUNAMHU, H3JI0KeHHbIME B HropaGeprekoM kosiekce U XelnbCHHKCKOM IeKiIapatiu
BeemupHo# MeumiHcKo# acconuammn (1964 r. 1 ee ocneAyIOMUX peaaKIusX);

v" KD B cBoeii paboTe y4HuTHBAET HAMOHATBHEIE M MEKTyHAPOIHBIE PYKOBOICTBA 110 3THKE
OHOMEUIIMHCKUX HCCIeNoBaHHM ¢ ydacTueM denobeka, CIOMS, WHO, Kousenumro Cosera
EBporsi o npasam yesnoBexa 1 GHOMEIHIMHEE H JPYIHE MEKIYHAPOJHEIE TOKYMEHTHI;

v" KD paspabarsiaer cobereennsle COITbI, OCHOBAHHBIE Ha PEKOMEHIAIHAX KOMHUTETA II0
STHMKE, TIPOBOMSIIMM OKCIEPTH3y OMOMEIWIIMHCKMX HCCIENOBaHWM, u MexIyHapoaHoM
KoHpepeHmM no rapMOHM3alMK TEXHUYECKUX TPeGOBaHMM K PErvCTpaIldd (hapMalleBTHYECKHX
cpencts ang npumenenus uenosexoM (ICH), BO3;

* KD paGoraer B COOTBETCTBHH CO CIELYIOLIMMH POCCHMCKAMM HOPMAaTHBHBIMM aKTaMH,
BKJIIOYasl, HO HE OTPaHHYHBASICH: '

*  Koncturynus Poccuiickoiit @eneparmu ot 12.12.1993 (crates 21);

*  OepnepanpHblii 3ak0H 0T 12.04.2010 Ne61-D3 B nmeiictByrowmeit penakuuu «O6 obpameHuu
JIEKAPCTBEHHBIX CPEJICTBY;

*  @enepaneHeiii 3akoH or 21.11.2012 Ne323 «O6 ocHOBaX OXpaHbl 310POBbS TIpaXIaH
B Poccuiickoii @eneparumy;

e OenepaibHbli 3ak0H 0T 27.07.2006 Nel152-03 B feiictyromeit penakuuy «O MepCOHATBHBIX
JaHHBIX»;

*  Ilocranosnenue Ilpasurenscrea Poccuiickoit ®@enepauuu ot 13.09.2010 Ne714 (penm. or
15.10.2014) «O6 yTeeprknennu THIOBBIX TNpaBWI 00A3aTENBHOIO CTPAXOBAHHUs JKH3HH M
3M0pOBbs MALMEHTa, YYacTBYIOUIErO0 B KIMHHYECKHMX HCCIEIOBAHUIX JIEKapCTBEHHOTO
npernaparay; _

* Ilocranosnenue IlpaBurensctBa Poccuiickoit ®@enepamwu ot  30.06.2004  Ne323
«O6 yreepxnenun Ilonmoxkenus o @enepansHolt cimyxbe 1o Hamsopy B chepe
3[PaBOOXPaHEHUS,

*  Haumonamemsii crammapr Poccuiickoit ®@enepamuu ['OCT P 52379-2005 «Hamnexamas
KIIMHUYECKAsd TPaKTHKa» YTBEP)KACHHBIH TmpukasoM DenepanbHOr0 areHrcTsa  II0
TEXHUYECKOMY PEryIUPOBAHMIO K MeTposioruu ot 27.09.2005 Ne232-cT.;

e Pewenne Copera Eppasmiickodt OxoHomuueckoit komuccurt Ne 79 or 3 HosGps 2016 .
«O6 yreepxxnenun  IlpaBun — Harexkameil KIMHWYECKOM MPakTUKH  EBpasuiickoro
5KOHOMHHYECKOTO COI03ay; ‘

*  Pemenue Copera EBpasuiickoil 5KOHOMUYECKOM KOMHCCUH OT 3 HOs6ps 2016 r. Ne 85 «O6
yrBepxkaenuu [lpaBun mpoeneHHs McciIeOBaHUN GHOIKBHBAIICHTHOCTH JIEKAPCTBEHHBIX
TIPEnapaToB B paMKkax EBpa3uiickoro 5SKOHOMHYECKOTO COHO3aY;

¢  Pemenue Cosera EBpasuiickoil skoHOMHYeCKOH komuccuu oT 3 Hos6ps 2016 r. Ne 87 «O6
yreepxxnenur  Ilpapun  mamnexameidt npaktuku — ¢dapmakoHazsopa  EBpasuiickoro
5KOHOMHYECKOTO CO03aY;

*  Pemenue Copera EBpasuiickoil 5KOHOMHYECKON komuccHu oT 3 Hos6ps 2016 r. N 81 "O6
yteepkaeHnHt [1paBun Hagnexaei mabopatopHoi npakTuky EBpasuiickoro 3KOHOMHYECKOr0
coro3a B cepe 0OpalleHus IEeKapCTBEHHBIX CPEICTBY

e  Pemenve Komneruu Eppasumiickoii sxoHOMHYecKOM kKommccud or 26.11.2019 Ne 202 «O6
YTBEpPXKIeHHH PyKoBOACTBa MO MNOKIMHUYECKMM HCCIENOBAHUSIM 0€30MaCHOCTH B IENAX
MPOBENEHMUS JOKIMHAYECKHUX UccienoBaHui u peructpanuu JIC»

*  Ilpunoxenne x Pexomennarmu Komnernu EBpaswuiickoit skoHOMuueckoil komuccuu or 14
HOs16ps 2023 r. Ne 33 «PykoBoacTBO 1o paGore ¢ 1abopaTOpHBIME (3KCIIEPHUMEHTAIBHBIME)
JKUBOTHBIMHM TIPH TIPOBEICHUH NOKIMHHYECKUX (HEKTHHUYECKHX ) UCCIIEJOBAHUIAY
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6.2.

6.3.

@enepanbhblii 3akoH 0T 23 mioHs 2016 r. N 180-@3 "O 6GHOMEAMLIMHCKHMX KIE€TOYHBIX
npoaykrax"

lpuxas Munycrepersa 3npaBooxpanerus PO ot 8 asrycra 2018 r. N 5121 "O6 yTBepkaeHIn
IIpaBun Hajiexalel IPaKTHKK MO paboTe ¢ GHOMEMIMHCKIMHU KIETOYHBIMM TIPOLyKTaMu'"
Hatmonaneusii  cranpapr Poccuiickolt ®ezepaimu  «PYKOBOACTBO MO  MPOBENEHMIO
KITMHHYECKUX UCTIBITaHuM MeauiuHekux uznenuii» [OCT P UCO 14155-2014 «Knuaugeckue
uccnenosanus. Hamnexamas KIMHUYecKas NPAaKTMKA», YTBEPKAECH M BBEJEH B HEHCTBHE
ITpukaszom DenepanbHOrO areHTCTBA IO TEXHUYECKOMY DETYIMPOBAHHMIO H METPOIOTHH OT
04.06.2014 Ne 497-ct.;

Haupmonanssslii crangapt Poccuiickoit ®epepanuu « CHCTEMBI MEHEPKMEHTA KAYECTBAY
I'OCT P UCO 9001-2015 oT 01.11.2015 r.;

I'OCT 33044-2014 ot 01.08.2015 «IIpuHUMIIEI HafUIeKALIEH Ta6OPATOPHOM TIPAKTHKM
Hpunoxenue 13 k Ilpukasy Munnpomropra Poccuu ot 14.06.2013 N 916 (pen. ot 18.12.2015)
O6 yTBepKHEHMM NpaBMI HATEXKAIIEH MPOM3BOACTBEHHON NPAKTMKH - JIEKAPCTBEHHBIE
nperaparsl I/ KIMHHYECKUX HCCIIEN0BaHMM; PyKOBOICTBO MO MPOBENEHHUIO NOKIHHHYECKUX
HCCIIeIOBaHHH JIEKapCTBEHHBIX cpencTs. Yactu 1 u 2. — M. I'pud, 2012 r.;

Pacmopspkenrie  Boiciue#  arrecrammonHOM komuccmn «O  mopsmke  MpOBENEHHS
OHOMEeIMIMHCKUX MCCTIeIOBAaHUH Y YeToBeKay, ormybmkosaHHoM B Bromterene BAK (2002, Ne
3);

Hnsie HOPMAaTHBHO-TIPABOBEIE JOKYMEHTHI, PErTIaMEeHTHPYIOLIHE IIPOBEICHHE
OHOMEIMIMHCKUX HCCIIEIOBAHHUM C y9aCTHEM YENIOBEKa H GHONOIHYECKOM MO B KAYECTBE
cyOBeKTa uccien0BaHus,

K3 paboraer B ctporom coorserctuu ¢ ICH GCP E6(R2) or 09.11.2016 u crpemurcs
BBITIOJHATD MEXKIyHapOAHble TpeOOBaHUA IO 3alUTe NpPaB CyOBEKTOB OHOMEIMIMHCKHX
HUCCIICIOBaHUI;

K3 B cBOE} JeATENBPHOCTH NPU3HAET M YBAXKAET PasiMuue KyJIbTyD M PEUIHii, COBIonaeT
TPUHLIIBL HE3aBUCHMOCTH, OTKPBITOCTH, KOMIIETEHTHOCTH H IUTFOPAIM3MA.
Ilepeonavanshblii cocras K3: yreepikaaercs nupekTopoM Yupexnenus u hpopMHUpyeTcs
MPEAMOYTHTENIFHO U3 CIIEUMAIHCTOB B Pa3IMYHBIX 00JACTAX 3HAHMM, C LB 00ECIIeUeHUs
Haubosee BCECTOPOHHETO, MOJIHOrO M a/IeKBaTHOTO PACCMOTPEHHS BOMPOCOB, CBS3aHHBIX C
NIPOBE/IEHHEM JOKITMHUYECKUX U KIIMHUYECKHMX HUCCIIE0BAHMIA. .
Kaxnpiit yyactauk KO nomken moamucaTs cornaureHie 0 KOHbUIEHIHATEHOCTH/KOHIHKTE
unrepecos, cornacio COII-KD-002, obecneunBaromee coxpaHeHue B TalHE OT
HEYNOJTHOMOYEHHBIX HA TO JMI HMH(OPMAlMM, He TOMIEKAIIEH pasrialieHdo, MU
IPEOTBPAILEHHE BIUSAHUA KOHDIMKTA HHTEPECOB HA IPHHUMAEMBIE PEIEHUS.

KD moxer Brutrouats B ce6st OT 5 clie My oIux CreyMaaucTOB:

CHELHAIUCT B 001aCTH MEIULIMHEL,

CIIELMAIMCT B 00JIaCTH JOKITHHUYECKIX MCCIEIOBAHMIA;

CTIELMATHCT B 00TaCTH KITMHUYECKUX MCCIIEI0BAHMIA;

CIIELMAITMCT, OCHOBHOM ACATENBHOCTEIO KOTOPOro He ABJSeTCS 00/1acTh MEAUIIMHBL M HAYKH;
CIIELIMAJIKCT, HE SBJIAIOIIUNACS COTPYJHUKOM YUpeXkIeHus.

B cocras KO Bxomar mpexacenarens KO3, 3amecturens mpencenarens KD, cexperaps,
TIOMOIIHHMK ceKpeTaps ¥ wWieHsl KO, npu oTCyTCTBUM KOHGIMKTA HHTEPECOB BCE UMEIOT NPABO
roJoca.

KD He MOXET IONHOCTBIO COCTOSTH TONBKO M3 MY)KYMH MM TOJBKO M3 XKEHIIMH ¥ JOIDKEH
BKJIIOYATH JIML] Pa3IMYHOr0O BO3pacra.

OrcraBka, quckBanudukanus, 3amena wienos K9, yreepxienue HOBBIX wieHOB KD:
Ynenst KO MoryT yiiti B OTCTaBKY CO CBOEro IIOCTA, NPEACTABHMB MPOIMIEHHE 06 OTCTABKE
ITpencemaremo KO.

Ynensr K3 moryt 6biTe AHCKBaTH(HIMPOBAHEI IPH HELOOPOCOBECTHOM BBINOJIHEHHUH CBOMX
00s13aHHOCTEH: YKIOHEHUM OT y4acTHs B 3aceganusx (Gonee 70% 3acenanuii/ciydaeB B TOx),
pasriiameHu KOHOHICHIMATBEHOM uHGOPMALIUH, Kacarouieics KOHKPETHOT'O
AOKJIMHUYECKOro, KIMHHYECKOrO WCCIeoBaHus W/WiM Xona 3acemanuiit KD u apyrux
apryMeHToB, npezacrasnsemsix [Ipencenarenem KO, nponece quckBanudukamyy npoBogUTCs
Ha 3aceanuu KO 1myTeM ronocoBaHust 4WieHOB STHYECKOTO KOMUTETA.

K3 jomkeH npoBOIMTE UYACTMYHYIO pOTALMIO KalpoB C LENBI0  O0EeCIeYeHUs
NIPEEMCTBEHHOCTH.
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6.4.

Ynenpr K3, ymenuue B OTCTaBKy, B POTALMIO WIHM AUCKBATH(GUIMPOBAHHBIE MOIYT OBITH
3aMCHEHBI B PE3YJIbTaTe COOTBETCTBYIOLIMX Ha3HAYEHUH HOBBIX YWICHOB KOMUTETA.
Pacmvipenue cocTaBa 1 BBeIeHHe HOBBIX WIeHOB KO npoBoautes no pemenuro Ipeacenarens
K93. Hopele unensl BBogATCA B coctaB KO mnociie equHOrIacHOro rojocosanus wieHos K3,
Tpe6oBanus k wienam K9:

O6cyxneHne KaHAMJATYp TIPOBOAMTCS Ha OCHOBAaHMM pEKOMEHHAUMU wieHa KD,
NPEUIOKMBLIEr0 KaHAUIATYpy, JUPEKTOpa YUYPEXKICHH WIX IJIAaBHOTO Bpada YUpeKACHHS.
Ycnosuem 00CyKIeHUS ABISETCS COIIaCHe KaHIMIATa Ha BO3MOXKHOE BKIIOYEHHE B COCTAB
K93, roroHocTs cnemopars mpaBunam GCP, - BBIIONHATE CTAaHAAPTHBIE ONEPALMOHHBIE
npouenypst KO, noamucats cornamenie 0 KOHGHUASHIHATEHOCTH/KOHQIMKTE HHTEPECOB.
Ynenst KO BeibuparoTcs no ¥x JIMIHOCTHBIM Ka4eCTBAM, HA OCHOBE WX MHTEPECOB, 3HAHHSA H
OIBITa B 00JIACTH 3TUKH MM HAyKH, a TAKKE Ha OCHOBAHMH CTPEMJIEHHS ¥ TOTOBHOCTH YEIIHT
Heo6X0onUMOe BpeMs 1 NPUIOKUTH YCHITHS Ui paGoTsl B KD, ciienosath LeaaM U NpaBuiIaM
pabotsr KO.

Ilpu Berymnenuu B KO  Kakablii y4acTHMK [O/DKEH TIOANKMCATH COIVIAIIEHHE O
KOH(UIEHIHAIbHOCTH/KOH(IIMKTe HHTEpecoB, corinacHo COII-KD-002, obecneunBaronee
COXpaHCHHE B TallHE OT HEYNOJHOMOYEHHBIX Ha TO JIMI MHOOPMALMH, HE MOIJIeKamei
pasrialieHdI0 W TpPEeJOTBpallleHHE BIWAHMA KOH(IMKTa HHTEPECOB HAa NPHHHAMAEMBIE
peLIeHHS.

Ilpu Berymnesmu B KD KakIblii y4acTHHK J[JaeT CBOE COMJIaCHE Ha BO3MOXKHOCTH
o6HapooBaHus HH(GOpPMALMK O CBOeM ydacTud B pabore KD v (UHAHCOBBIX OTHOLICHHUSX,
CBSA3aHHBIX C 3TOU paboTol.

IIpu Berymmennu B KO u Bo Bpems pabotel B KO kaxmeiii yyacTHHK coobmaer KD 06
HUMEIONIEMCS/BO3MOXKHOM ~ KOHGIMKTE  HMHTEPECOB  WIM  KAKOW-THOO  CTeNeHH
3aUHTEPECOBAHHOCTA - B (HHAHCOBOM, NPOGECCHOHATEHOM WIH MHOM OTHOIIEHWH.
VYuactauku KO NpusHArOT, YTO CyINECTBYIOMIME alrOPUTMbI 3aLUTHl OT BIMAHUA KOH(DIMKTA
UHTepecOoB Ha mpuHuMaemele KO perienus, oco3HaHHOE NMOHUMaHKE MPOGIIEMbI U JKeJTaHHE
cobmo1aTh HOPMATHBHbIE TPEOOBAHILS, TO3BOJISIOT M30EKATH BIUSHHE KOHGDIUKTA HHTEPECOB
Ha 00BEKTHBHOCTH NpuHIMaeMbix KD peuienuii.

@opMHMpOBaHME BCEX IOCHCMYIOIIMX COCTABOB OCHOBAHO HA MNPHHLMIIAX OpraHH3all|H
NIepPBOHAYAILHOTO COCTaBa, OHAKO cdepa MPodecCHOHATBPHON esTeTbHOCTH wieHoB KD yxe
HE OrpaHU4YHBAeTCS.

KoncyabTanThl H DKCIEPTHI:

KD moxeT onmmupathcs B CBOMX CY)KIEHHSX OTHOCHTEBHO OTENBHBIX BOIPOCOB HA MHEHHE
KOHCYJ/IbTaHTOB U 9KCIIEPTOB, OJHAKO, HX I'OJIOC SBJISAETCS COBELIATENbHBIM, @ HE PELIAOIIUM.
Bri6op koHCybTaHTa U ero o6s3arenscrea omucansl B COIT-K2-003.

KD Mmoxker onuparhcs B CBOMX CYKACHHSIX OTHOCHTENLHO OTHENBHBIX BOMPOCOB HA MHEHME
Okcriepra U3 urcna uneHos KO, oHako, ero rosioc Gyaer pelaromym ToIBKO IPH OTCYTCTBHM
KOH(IMKTa MUHTEPECOB.

Haznauenue Oxcnepra u3 yrcna unenoB KO u ero o6s3arenscrea omucansl B COII-KD-004.
Oxcneptsl KO M KOHCY/BTaHTBI JOJDKHBI HPEJOCTABHTH NAHHBIE O TOATBEPIKUEHHH CBOEH
xBanudukammu (Popmer COII-003-04 u COIT-004-05).

KoHcynbTaHThI, IIpH NpPUBICYEHHH K 3THYECKOM 3KCHepTH3e, kak ¥ wieHsl KD, HOmKHEI
TNIOJNKCATh COrNIAlIeHHE O KOHPHUACHINATBHOCTH/ KOHMIIUKTE HHTEPECOB.

Crasxepsbl, NpArIaMeHHbIE JUIA;

K5 MoxeT mpoBOAMTH IpPOrpaMMbl CTKHUPOBOK C  LENBK  CO3JAHHMA  LIKOJBI
Npo(ECCHOHANBHBIX SKCIIEPTOB, IPEEMCTBEHHOCTH, OOyYeHHs HCcieqoBaTenel, obMeHa
onbITOM ¢ apyruMu KO 1 MoCTOSHHOr0 NOBBIIEHHS YPOBHS IIPOBOJMUMBIX 3KCIIEPTHS.

Jlnwo, u3bsaBuUBIIEE XenaHue cTath WwieHoM KO u onobpenHoe wienamu KO, momyyaer cratyc
craxepa. B TeyeHne He MeHee 4eM 2-X MECSYHOrO CPOKa OH IPOXOIUT 6-9acoBOE O0yUYeHHE Ha
pabouem MecTe 110 BOIIPOCaM 3THYECKO#HM SKCIIepTH3bl i u3ydaeT Bonpocki GCP, npucyTcTByeT
Ha 3acelaHusX, HO He NPHHUMAeT y4yacTHe B ronocoBaHud. II0 HCTeYeHHH HE MeHee
YKa3aHHOrO CpOKa, M OBJAJICHMH 3HAHHAMH M HaBBIKAMH OSTHYECKOM OSKCIIEPTH3BI, OH
cTraHoBHUTCs WieHOM KO. ,

IIpecnenys pasmuunble nenu, KO moxer npusnekars k cBoel paboTe NMpHINIALICHHBIX JIHII,
roJIOC KOTOPBIX SBJISIETCS COBELIATEIbHBIM, @ HE PEeLIAtOIIUM.

Crpanwna 5 u3 9



e IlpurnameHHsle qMUa, IpH NpHBIeYeHUH K pabote K3, kak cTaskepbl, KOHCYJIBTAHTHI ¥ YJI€Hb
K3, momkHe! noanucaTs cornamesue o KOHGUIeHIMaTbHOCTH KoHdukTe unrepecos COIl-

K2-002.
6.7. JloKHOCTHBIE IHNA:
*  Crenyromue AODKHOCTHBIE
COOTBETCTBUH CO CBOEH1 che

Juua ofecrnevyMBaloT Haylexamee (QyHKUHOHMpoBanue KO B
O} OTBETCTBEHHOCTH:

~ JlomwkHocTs - Cdepa OTBETCTBEHHOCTH
Ortseyaer 3a opranmsaumo pabotsl KO u nposenenue 3acemanuit KD, a
TaKKe MNPAMYIO CBA3b C aAMMHUCTpamuell YUpexIeHWs], IpUTIaliaeT
ITpencenarens KO HE3aBUCHMBIX KOHCYNBTAHTOB B Clydae HEOOXOZMMOCTH, Ha3HAYaeT

OKCIIEPTOB H3 COCTaBa 4YIICHOB Kg, OPraHM30BBIBAET MPOTPAMMBI
CTaXXUPOBOK U IPHUBJICYCHUE NIPUTTIAIIIEHHBIX JIMI]

OrtBeyaeT 3a TNIPOBENCHME 3acelaHuii B OTCYTCTBHUH MIpeacenareis Hu

3amecturens npeacenarens KO

TIOMOTI'a€T €My B IIPOBEACHUU 3aceqaHui

Cexperapuat OTBeuaeT 3a aIMUHUCTPATUBHBINM aclekT AeaTensHocTH KO

6.8.

Ilpencenarens HazHayaeTcs NPHMKA30M JUPEKTOpa YUPEKASHMS U3 UHUCIA COTPYAHHMKOB
VupexneHus, MUMEIOUX BBICIIEE MEIHLMHCKOEe 00pa3oBaHMe, a TaKKe OIMBIT PaboTel IO
OpraHM3alliM [JOKIMHUYECKUX M KIMHUYECKHX HCCIEOBAHUM, Ppa3pelleHHIO BOIMpPOCOB,
CBSI3aHHBIX C OSTMYECKMMH acleKTaMW OpraHM3alUudM M TPOBEJEHHS JOKIMHHYECKHX H
KIIMHUYECKHUX UCCIIeI0BaHUMA.

3amecturens npeacenarens KO HazHayaeTcs NMpHKa3oM AMpPEKTOpa YUpeKIeHMs U3 4Mclia
COTPYAHHUKOB YUpPEXAEHHs, UMEIOIMX BhICIIEE MEOULIMHCKOe 00pasoBaHME, a TAKXKE OIBIT
paboTHI 1O OpraHU3aMy JOKIMHHYECKUX HIN KIMHUYECKUX UCCIIENOBAHMMA.

JIO/DKHOCTHBIE JIMLIa MOTYT YWTH B OTCTaBKy CO CBOErO IIOCTa, NPENCTAaBHB IpolIeHHe 06
OTCTABKE AUPEKTOPY Y UpPEIKINCHHUS.

JIOIDKHOCTHBIE JIMLa MOT'YT IIPOBOAMTE POTALIHIO.

B cmyuae oTcTaBKM MM AMCKBaNTM(UKALMK JODKHOCTHBIX JIML] IPOBOASAT MX 3aMEHy IyTeM
nepen3OpaHus WK Ha3HAUYEHUS.

Pacmmpenue coctasa U BBeieHHEe HOBBIX wieHOB KO npoBoautes no pemenuro [Ipencenarens
KD. Hossle unens! BBoasaTcs B coctaB KO mocne emuHOrIacHoOro rojocosanus wieHos KO.
Cexperapuar:

v" Cekperapuar COCTOUT M3 cekpeTaps KO 1 MOMOLIHHKOB ceKpeTaps.

v" Cexkperaps KO Hasnauaercs Ilpencenarenem KO u3 umcna coTpyaHMKOB YupesxaeHHs,

MMEIOUIMX BBICIIEE WM CPelHee CIelManbHOoe 00pa3oBaHHWE, 3HAHUS B OOJACTH STHYECKUX M
TNPaBOBBIX ACTIEKTOB 3alllUTHI MpaB M CBOOOA YeNnoBeKa M TPaKIaHMHA, MOJTOTOBIEHHBIM IO
BOINPOCaM 3THKHM, OPraHH3allii ¥ NPOBEICHHUS AOKIMHUYECKUX M KIMHUYECKUX MCCIIEJOBAHUM B
VYupexneHuu, Aen0Npor3BOACTBa, Baaaetoumii sHanuamu ITK, ymerompuit o6patarscs ¢ opucHoM
TEXHUKOH. :

Cexpetapuat umeeT cremyroume GyHKIHH:

opranuzanys 3GGeKTHBHOTO AeMONPOU3BOACTBA MO KaKIOM MOTYyYEeHHOMN 3as9BKE;

JIOBEJIEHME N0 cBeleHus wWieHoB KO paccMaTpuBaeMbIX MaTepHaioB;

OpraHu3alys perysipHbIX 3aceaHHT;

TIOJrOTOBKA [TOBECTKH ¥ BEICHUE IIPOTOKOJIOB 3aCEIaHHS;

BefieHue fokyMeHTamu KO u apxusa;

obecreyeHye NOArOTOBKY MepcoHana u wieHos KO,

obecnevyenne HeoGxoaUMOM agMHUHUCTpaTHBHOM noxneprkku KO, ero [lpencenarens B ca3u ¢
OTHOCSIIEHNCS K €r0 KOMIETEHIIMH AeATENbHOCTEIO;

TeXHHUYeCKoe obecrieyeHre gesrenbHocTH KO,

obecneuenue 06HOBNIEHHS HH(OPMALIMH IO BOIIPOCAM, KaCAFOLIMMCS STUKH, IPHUMEHUTENHHO K
OHOMEIUIIMHCKHAM HCCIIEIOBAHUAM;

npurialienye Ha 3acenanus KO Bcex 3aMHTepecOBaHHBIX JIUL 10 YkazaHuio [Ipencenarens;
NOJly4EHHE OT OTBETCTBEHHOrO COTPYAHHMKA YYPeXKICHHS HHpOpMauuu 00 YCIOBHIX
OKa3bIBa€MBIX YCIIyT B COOTBETCTBUH C 3aKJIFOUCHHBIMU TOTOBOPaMMU;
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6.9.

6.13.

OCYIIECTBJICHHE KOHTPOJIA 32 CPOKOM MCIIONHEHMsS 00A3aTelIbCTB 10 JO0TOBOPY HA OKA3aHME
YCIIYT IO 3THYECKOMY COIPOBOKAECHHIO KIIMHIHYECKOTO HCCIISJOBAHMU.

Obs3annocTH U chepa oTBeTCTBEHHOCTH Wienos KD:

Vuacrtue B 3acejaHUsIX KOMUTETA;

Paccmotpenue, oOcyxnenme 1makeTa JOKYMEHTOB, pELEH3MPOBAHHE  IIPEJIOMKEHHI
OTHOCHTEJIBHO HOBBIX MCCJIC[IOBAHUN M JONOJHMTENBHBIX MaTepHalIOB, IPEACTABIEHHEIX Ha
SKCIEPTHYIO OLIEHKY; :
PaccMoTpenne oTYeTOB O CephE3HBIX CITyYasX HEXKeNaTeNbHBIX SBICHHH M OTCIe)KHBAHUE
BBIMOJIHEHUS PEKOMEH/TyeMBIX NEeUCTBHUIA,

Uzyuenue 0T4ETOB O X0/I€ HCCIIEJOBAHMMI M KOHTPO/b 32 TEKYIUMH MCCIICIOBAHMAME,
Obecneuenrie KOHGUICHIMATBEHOCTH JOKYMEHTOB U MX 06CYsKIeHHS Ha 3acenanuix K3,
O6psaBnenus o KOHQIHUKTE UHTEPECOB;

VYuactre B 06pa3oBaTebHBIX MEPONPHUATHSX B cepe STUKH GHOMETUIMHCKUX MCCITe0OBAHHIL;
IoBbiuleHne KBanMUKALME IyTEM CTAKUPOBOK, TPEHWHIOB, MPOTPAMM TEMaTHYECKOrO
YCOBEPLICHCTBOBAHKMSA U JIONOJIHUTEILHOTO 00pPa30BaHus | T..

TpebGoBanus mo KBOpymy:

3acenanue KO moskeT GBITH MPOBENCHO M €r0 PELCHUs CUMTAIOTCS NEHCTBHTENBHBIMY MpH
IIPUCYTCTBUMM Ha 3acelaHuM He MeHee 5 wieHos KD.

3acenanue KO mosxkeT GBITH MPOBENEHO ¥ €r0 PEICHUs CYMTAIOTCS NeHCTBUTENBHBIMY MpY
NPUCYTCTBUH Ha 3aceanuu 4ieHos KO 6e3 xoHdnukTa HHTEpEecOB B GoMbIIeM COCTABE.
Unenam KO nomyckaercs npucyTcTBre Ha 3acefanusx KD nocpeacTsoM TeneKoHbepeHIHy, B
TaKkoM ciydyae wied KO npuHMMalomumii yyacTue B roJ0COBaHMM JBKAbI O3BYYUBAET CBOE
peLICHHE 10 KKIOMY BOIPOCY, 9T00kI Bee WwieHbl KO oiHAKOBO BOCIIPUHUMAIIH €0 OTBET.
Bes urpopmarnis 1o KBopyMy 0TOOpakaeTcsl B IIPOTOKOJIE 3aCeIaHHM.

Opranuzanus padorsr KJ:

PaGounii s3e1xk KD - pycckmii. Bes nokymenranus KD Benetcs Ha pyccKoM S3BIKe.

KO pacnionaraercst B 060pynoBaHHOM (KOMIIBIOTEp, Tesie(OH, KCEPOKC M T.J.) MOMEIIECHHH,
NpeyCMaTPHBAOIIEM XpaHEHHE IOKYMEHTAallK U apXyBa, paboTy cekpeTapsi.

Cosermanus u 3acenanus KO npoBoasTes B nomemenun Y upeskieHus.

Jnst nepenaun He KOHGUIEHIMANEHOM MHpOpMarmy wienamu KD HCNONb3yeTcs BHYTPEHHAS
uH(hOpMalMOHHas cucTeMa «PeriaMeHTy | 3JIEKTPOHHAS MOYTA.

Jnst niepenauu KoHUACHIMATEHOM HH(OPMALH UCTIONB3YETCs 3IEKTPOHHbIH HOCHTENb.

K3 sBnsercs oTkpeiTeIM opraHoM. HMHdopMauus 0 ero AeATeNbHOCTH MyGIMKyeTcs B
COLIMAJIBHBIX CETAX, Ha calTe YdpexaeHus U Ha caiire KD.

Hoxymenter K3, mouas COII, crmcku wienos KD u fip., IpenoCcTaBIsIOTCS 3asBHTEIIO 110
3ampocy.

Kontaktsr KO ykaszansl B pasnene 6.15 vacrosameit COIT,

Hcuncnenne cpoka oOKa3aHMs YCIYyrH IO 3THYECKOMY CONPOBOKACHHIO HCCIIENOBAHHS
HauuHaeTcs 3a 10 pabodmx qHel o OaThl IPOBEACHHS SKCIIEPTHEL.

®unancoBoe obecnevenne gesreasuocTa KJ: ‘

VYupexxnenue obecrieunBaer KO BceM HeoOXOOMMBIM BHE 3aBHCHMOCTH OT 0OOBbeMa
BBITIOJIHAEMBIX paboT.

Cpezctsa, nmomydeHHble YUpEXACHHEM IO IOrOBOPaM CONPOBOXKIECHMS AOKIMHHYECKHX H
KIIHHHYECKUX UCCIIEN0BaHUM, He BIMAIOT Ha NPHHIMaeMsble pernerust KO.

HesaBucumocts K3, KoH(QIHKT HHTEpECOB, KOHPHIEHIHATLHOCTD:

M3BecTHO, YTO MOTEHUMATBHBIE NMPUYHHBL [T BO3HMKHOBEHMS 3aBUCHMOCTH M KOHGMIMKTA
MHTEPeCcOB OyIyT CylleCTBOBATH BCErZa, Kak CYLIECTBYET M Bepa B TO, YTO aJMMHHCTPALUS
Yupexnenus, nomkHocTHbIE Hna KO, wienst K3, KoHCynbTaHThI, IPUrIalIeHHbIE LA | Ap.
CMOTYT HaWTH BBIXOJ U3 KOH(IMKTHOH CHTyalldH BO MMs BBICLICH LM - 3aLUMTHI NPaB
yesioBeka. IloTeHIManbHble PUCKM JOJDKHBI OBITH BBISBIEHBI W TPENOTBPAINEHBI ITyTEM:
cobmoaenust Hopm stuku u COIL

Oxcneprusa KD sBnseTcs HauanbHbIM 3TanoM oprauzanuu Vcenenopanuii B YapeskaeHuu u
K3 He3aBucHM B CBOMX OLIEHKAX, COBETAX M PELICHHUSIX.

KO3 Gonpuioe BHUMaHUE yAEIAET BRIABICHUIO M NPEJOTBPALCHUIO KOH(IMKTa HHTEPECOB.
Bee ywactyromue B pabore KO mpunumaror Ha cefs 06s3aTenbcTBa 1O COMVIAIIEHUIO O
KOH(MIEHIIATIbHOCTH/KOHIIMKTe HHTEpeCcoB, cormacHo COIT-K3-002.
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Bceewm yuactByromuM B pabore KO, ciemyer HezaMeqIUTENBHO U3BECTUTE JOJDKHOCTHBIX JIHL]
KD o daxruueckux wiM MOTEHIHATBHBIX KOH(IMKTHBIX MHTEpecaX, UMEIOIMXCS B CBS3H C
KakuM Obl TO, HM OBUIO KOHKDETHBIM [e/IOM, HaXofsiiemcs Ha paccMoTpeHud B KO u
BO3JEpIKaTbCA OT Kakoro Obl TO HU OBLIO y4acTHA B AMCKYCCHAX WM BbICKA3bIBAHMA MHECHHUI
IO TIOBOAY 3TOTO Jefa.

Ecmu y unena KO ectb KOHGIUKTHBIH HHTEpeC, OH HOJDKEH U3BECTHTH 00 3ToM Ilpencenarens
WIIM €r0 3aMECTHTENs M MOXKET He yJyacTBOBaThb B SKCIEPTH3E M NPUHATHHM PELUEeHHs, 3a
UCKITIOUeHHeM TIpezicTaBIeHus HHpopmarmu no 3ampocy KO.

Ecnu 3asBuTens, NpeNCTaBUBLIMH HMCCIIEIOBAaHUE CUMTAeT, YTO OAMH M3 wieHoB KO umeer
NOTeHUMAIbHbIA KOHGIMKTHBIA MHTEpeC, OH BIpaBe noTpedoBaTh, 4T0OBI 3TOT wieH KO 6but
HCKIIIOYEH M3 YMCla 3KCIEepPTOB, IIPOBOASAIIMX 3KCIEPTH3y. 3alpoc B MMCBMEHHOM BHIE
nonaercst Ha uMms Ilpeacenarens KO wnu ero 3amecturens. B HeM IO/DKHBEI OBITH yKa3aHBI
NPUYMHBL U TIPUBEJEHBl APryMEHTHI, MOATBEPXKIAIOIME CyllecTBOBaHWe y uieHa(oB) ‘KO
KOHQUKTHOro HHTepeca. KO MOXKeT NpUHATH pEIIeHWEe O pAacCIeNOBAaHUH IO IOBOIY
MIpEeTEeH3Mi 3asBUTES.

Bo3MOosKHbIE TPUYHMHB! BOHUKHOBEHHS KOH(IUKTA UHTEPECOB:

- yneH KO Moxer ObITh BOB/IEYEH B MOTEHUHAIBHO KOHKYPHPYIOIIMM HCCIIEN0BATEIbCKHM
TIPOEKT;

- yned KO mmeer mocTynm K HCTOYHMKAM (UHAHCUPOBAHUS WIM HHTEIUIEKTYalbHOM
uH(OpMAIHK, 9TO JaET eMy BO3MOXKHOCTH JT000HpOBaHus;

- JW4HbIE NpUBA3aHHOCTH 4yneHa KO memaeT OpiTh 00BEKTUBHBIM NP IPUHATHH PEIISHUS.
C uenpro NpenoTBpaUICHUs BO3MOXKHBIX IIPUYMH BO3HMKHOBEHMS KOHGIMKTa HHTEPECOB,
nonutuka KO 0azupyercs Ha MpUHLMIAX:

- TMOTeHUMATBHBIH KOH(IUKT MHTEPECOB JODKEH OBITH BBIBICH M NPENOTBPALICH ITyTeM
COOJIFOIEHHUS YCIIOBHIA COTIALIeHHS;

- HeJIOIyCTUMOCTh Y4acTHs B NPHHATHH pemenuii KO umeromero koHQIUKT HHTEPECOB YneHa
K3;

- TPOBOAMTH O3KCIEPTHU3y WCCIEeJOBaHWN BHE 3aBUCHMOCTH OT CTaTyca COIVIAaCOBAHMS
JIOTOBOPHBIX OTHOLIEHUHA;

- BKJIIOYATh B CBOM COCTAaB JIFOZIEH KaK YaCTHBIX JIMLL, [10 X IMYHOCTHBIM Ka4eCcTBaM, Ha OCHOBE
UX MHTEpEecOB, 3HAHMA M ONbITa B O0JACTM OTUKM WIIM HAyKH, a Talke Ha OCHOBAaHUM
CTpeMIIEHMS M COIJIacHs yJAeNuTh HeoOxommumoe BpeMs M ycunus mns pabotel B KO u
crieloBaHMAM lienel u ripaBunam pabotsr KO;

- pa3pabaThIBaTh, BHEAPATH U KOHTPOIMpOBaTh BhinoiaHeHue COII;

- mpefocTaBiaTh yieHaMm KO coBpeMeHHbIe 3THYeCKHe HOPMATHBHBIE JOKYMEHTBI;

- Bce yuacTByowue B pabote KO, paboTaroT kak yacTHbIE M1, 4 HE B Ka4eCTBE MPECTaBUTENSL
Kakoro-mubo coolIuecTBa ¥ He B KayecTBe 3al[UTHUKA MHTEPECOB Kakoil Obl TO HH ObLIO
OpraHM3alMK WM CBOMX COOCTBEHHBIX;

- BceM ydacTByromyM B pabore KO, BMeHseTcs B 0043aHHOCTE - NPOBOJUTH HE3aBUCHMYIO
OKCTIEPTH3Y KaK 3TUYECKUX, TAK H HAYYHBIX aCIIeKTOB HCCIEeIOBAHMS C YYACTHEM YEIOBEKA HITH
OUONOrHYecKOi MOJENM B KauecTBe CYOBEKTa HCCIENOBaHWS, NPHHAMATH pEIIEHHS H
BBIZIaBaTh MAaKCHMMAaJlbHO OOBEKTHBHBIE PEKOMEHIALMHM, UCXO/I U3 Lienel mestensHocTH KO,
aearensHOcTh KO NO/DKHA COOTBETCTBOBATh CaMbIM BBICOKMM 3THYECKMM CTaHAapTaM, YTOOBI
ompaBjaTh JoOBepHe cooOIlecTBa, 3au[uiias IpaBa M OJaromoiydue YYacTHHKOB
HCCIIEeI0BAHMS;

- OT Bcex ydacTByromux B pabore KO okupaercs, 4to, HCHONHSS CBOM OOS3aHHOCTH, OHH
OyIyT COOTBETCTBOBATH BHICOKMM 3THUYECKUM CTaHAAPTaM.

- Bce ydacTByromue B pabdore KO, obs3yrorcs cobmonath KOHGUAEHIMANBHOCTh, XPaHUTh
IIPOM3BO/ICTBEHHYIO U KOMMEPUYECKYIO TaiiHy (He pasrialuarh), JOBEPEHHYIO MM, B 00elatoT,
9T0 He OyIyT MCIIONB30BaTh €& B MHBIX LEJIX, KpOMe NPEANUCaHHBIX, 4 TAK)KE He PaCKPOIOT e
Kako# 651 TO HU OBLIO TpeThe CTOpOHe.

IMuceMeHHas KoHUAeHUManbHas WHOQOPMALMY, IepefaHHas IS O3HAKOMIIEHMS WIN
skeneptusbl KO, He OyneT konmupoBaThes U HE CTaHET NPeMETOM CIeIIKH.

Besxas koHbuAeHUManbHas MHOpMalMsA, NpEICTaBIeHHAs [ O3HAKOMIIEHHS WM
9KCTepTH3bl (BCe OK3eMIULAphI) B Tpouecce paborel KD, ocTaeTcss HCKIFOYHTENIBEHO
cobcTBeHHOCTRIO KD. =
IMocrynat pabotsl KO - npoBenenue He3aBUCHMO# OT JTFOOBIX BIUSHHM 3THIECKON SKCTIEPTHU3EL.
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6.14.

6.15.

Pocmyck K3:

KD pacmyckaercs o peleHuio TupekTopa Y upeskIeHus.

KO pacmyckaercs mo pemenmio KD Ha OCHOBAHMM pAacCMOTPEHHS ITHCHMEHHOTO
apryMeHTUPOBaHHOIO 3asBlIeHHs npeacenarens KO.

Konrakrnpie nammpie Kommrera no Oruke npu denepasbHOM TrocyaapcTBEHHOM
GromkeTHOM  yupexxieHur «HalMOHANBHEIM MEIMUMHCKAN —MCCeNOBATENbCKUH LIEHTP
onkonoruu umenn H.H. ITerpopay MunucTepcTBa 3npaBooxpanenus Poccuiickoii Menepartuu
(coxpaweno: ®I'BY «HMHI] onkonoruu um. H.H. Iletpoa» Munsapasa Poccun)

Anpec: 197758, Canxr-TlerepOypr, 1. Ilecounsii, yi1. Jlenunrpazackas, 1oM 68,
JlaGoparopHslii kopryc, ka6.4.11.

[pencenarens KO: Cemenosa Auna Mropesna, Ten.: (812) 4399555,
E-mail: mirannia@yandex.ru

3amecturens npencenarens KO: Cemurnasosa Tarbsna FOpresHa, Ten.: (812) 4399555,
E-mail: tsemiglazova@mail.ru

Cexperaps KO: Kupunnosa TatesiHa Anexcannpossa, TeiL.: (812) 4399555 (3304),
E-mail: lec@niioncologii.ru .
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