VYTBepkaeHo cOOpaHneM yJYaCTHUKOB puioxenne Nel k mpukasy
obmmectBa OO0 «Buramen» Ne 2/16 ot 9.09.2016
[Tporokon Nel ot 9.9.2016

3.1

3.2

MNOJOKEHUE
O HE3ABUCUMOM 3THYECKOM KOMUTETE OO0 «BUTAME]I»

1. OBIIME ITOJIOKEHUA

Hacrosmue Ilonoxenne pazpadoTaHo B COOTBETCTBHHU € TpeOoBaHUsIMH Npukaza Ne200H ot 1 anpenst 2016.

1.1 Oruuecknit Komuter siBrsieTcsi HE3aBUCUMBIM OPTaHOM, KOTOPBIM CO37]aeTCA TeHEpaNbHBIM JIUPEKTOPOM
OO0 «Burtamen» u yTBepKIaeTcs ydyacTHHKaMu coOpanusi obOmectBa OOO «Burtamen» s
HE3aBHCHMOIO  PAacCMOTPEHMS  JTUYECKHMX  aClleKTOB  MPOBEACHHUA  KIMHUYECKMX  HCIBITAHUI
(nccnenoBaHMil OMOIOTMYECKH AKTHBHBIX BEIIECTB, JIEKAPCTBEHHBIX CPEJICTB, TEXHOJIOTHI, MATEPHAJIOB U
U3 MEAUIMHCKOTO Ha3HAUCHHS).

1.2 DOrudeckuii KoMuteT siBsieTcs JIOKAJIbHBIM He3aBUCHUMBIM opranoM QOO «Butameny, He BXOASIIUM B
aJIMMHHCTPAaTUBHYIO CTPYKTYpy obmiectBa. Dtnueckuii Komurer HesaBucumbiM o OOO «Butameny, B
MPUHATHAN 3THYECKUX OLIEHOK M0 IMPEAMETY HCCIEI0BaHMS.

1.3 Druueckuit Komuter co3man, UCXos M3 MPUHIUIIOB BBICOKOKAYECTBEHHOTO BBIMTOJIHEHHS KIMHAYECKUX
uccnenosanuii (GCP). Oruueckuii Komurer siBiisieTcss OTKpBITBIM OpraHoM. MHpopmanus o wieHax
Komurera, rpaduke ero paboTel, BCEX MPUHATHIX PELICHUSIX HE MOKET ObITh KOHPHUICHINAIEHOH.

1.4 Otnuecknit Komurer He wuMeeT MpsIMONH 3aMHTEPECOBAHHOCTH B KOHKPETHOM HCCIIEOBaHUU
(ucnipiTanuu). HeszaBucumo oT wmcciiemoBaTensi, 3aKa3uuka, CIOHCOPAa WIM YYpEeOUTeldss ODTHYECKUH
KOMHTET pelieH3UpyeT IUTaHbl UCCIICOBAHUN M MEXaHW3MBI 3aIUTHI IPaB YelloBeKa M ero 0€30MacHOCTH
B cepe KIMHINYECKOTO HCCIIeJOBaHMS.

1.5 KomureTr ocymiecTBisieT CBOIO IESATENBHOCTh Ha OCHOBE NPUHLMIIOB T'yMaHHW3Ma, PaBHONIpPAaBHUS BCEX
CBOMX YJICHOB U CAMOYIIPaBIICHUSI.

1.6 B cBoeil nesTensHOCTH JTHYECKHA KOMHUTET pykoBojacTByercs Koucturyrmeir P®, nelicTByromum
3aKoHOJaTenbCTBOM Poccuiickoit ®enepauuu, npukazoM MUHHCTEPCTBA 3IpPAaBOOXpPAHEHUS U
HacTosmuM Ilonoxenuem.

2.  OCHOBHBIE LHEJIN U 3AJJIAYHN

OCHOBHBIMH LIECTSIMU U 337ja9aMu paboThl DTrdeckoro Komurera sSBIsIFOTCS:

2.1 lannoe IlonoxeHue pa3pabOTaHO € IIEIbI0 OOecleyYeHHss OE30MacHOCTH M COOJIIOJCHUS IIPaB
CyOBEKTOB  HCCICNOBAaHUM, MNPUHUMAMOINIAX Y4YyaCTHEC B  OCYIICCTBICHUU  BHIIICHA3BAHHOM
ACATCIIBHOCTH, U HAIIPAaBJICHO Ha JOCTHUKCHHUEC Heﬂeﬁ, npeaAyCMOTPECHHBIX HACTOAIINM HOIIO)KGHI/ICM,
TO €CTh 3alllUThl TPaB, JIOCTOMHCTBA, WHTEPECOB M 3JIOPOBbS YYACTHUKOB KIMHHUYECKUX
WCCIIeIOBAHUN JICKAPCTBEHHBIX CPEJICTB.

2.2 BeCHpI/ICTpaCTHaH OTHYCECKass OICHKAa KIMHHUYCCKUX I/ICCHe)IOBaHI/Iﬁ U Ha COOTBETCTBUEC HUX
MEXTYHAPOIHBIX HOPM.

3. AESTEJBHOCTb 9TUYECKOI'O KOMUTETA

OTHYEeCKUI KOMHTET OCYIIECTBISIET CBOIO JEATENBHOCTh B COOTBETCTBUM C YTBEPXKAAEMBIMH HM
CTaHJAPTHBIMH OIEPAIMOHHBIMU TPOLIEAYPaMH, COAEpKalluMU TpeOOBaHMS, B TOM YHCIE K COCTaBy U
KBaJM(UKALMK YJICHOB, MOPSAAOK OpraHM3aliy MPOBEACHUS 3acelaHHi, PacCMOTPEHHs JOKYMEHTOB M
MPUHATHUS 110 HUM PELICHUH.

Jnsi  BBINONHEHMsT YKa3aHHBIX IeJled W 334ad  OTHYECKHH KOMHTET OCYIIECTBISET CIEIYIOIIYIO
JIEeATEIbHOCTD!



3.2.1 Opranmusyer TeKyIe 3acefaHus WICHOB DTHYECKOT0 KOMHUTETA U IPOBEACHHS YKCIICPTHON OLICHKH
NPEIOCTABICHHBIX JOKYMEHTOB MO HCCleA0BaHMsAM (uchbiTaHuAM). COriacoBBIBAaCT IONPABKU B
NPOTOKON KIMHUYECKOTO HCCIEAOBaHMA. 3acedaHusi DTHYECKOTO KOMHTETa IPOBOAUTHCA TIO
MHUIMATHBE TpeiceAaTeNsi OJTHYECKOro KOMHTeTa. PemeHne OTHYECKOTO KOMHTETa SIBIISIETCS
OPUHATBIM, €CIM 3a HEro MpOTojiocoBalid 2/3 dIEHOB OTHUYECKOr0 KOMHTETa. Pe3yibTaTsl
NPOBENIEHHS 3aceIaHusi DTUIECKOTO KOMHUTETa 0(hOPMIIETCS IPOTOKOIIOM.

ITo pe3ynbraTam 3acenanuss DTHUECKUH KOMUTET IPUHUMACT OJTHO U3 CIIEITYIONINX PEIICHHIA:

"  BBIJIACT 3aKJI0UeHHE 00 0Z0OPEHNH MPOBEACHUS KIMHUYECKOTO UCCIICAOBAHMS;

"  BBIJIACT 3aKIIOYEHHE O HEBO3MOXKHOCTH 0JI0OPEHUS KIMHHIECKOTO HCCIICOBAHMS,

" PEKOMEHAYET BHECTH M3MEHEHHs B INPEACTaBICHHBIC JOKYMEHTHI Ui LeNed MOoCieqyrouen
BBIJIAUHM 3aKITIOUEHHS 00 0Z00PEHNH NPOBEACHUS KIMHUYECKOTO UCCIICAOBAHMS;

"  OTMEHSET WIM TPUOCTAHABIMBACT paHee BBIJAHHOE 3aKiIoueHHe 00 OJJOOpEHHH TPOBEICHHS
KIIMHUYECKOTO HCCIICIOBAHUSI.

3.2.2 B nporiecce ucciaeIoBaHus IEPUOTUUCCKH pACCMATPUBACT JOKYMEHTAIIMIO U OLICHUBAET MPOBOIMMOE
KIIMHAYECKOE UCCIIeJOBaHUE (HE peke OTHOTO pasa B TO1).

3.2.3 OcymecTBisieT KOHTPOJIb 3a COOJIOACHHWEM OHTHYECKUX HOPM HpPU TNPOBEACHHH KIMHUYECKOTO
WCCIIEIOBAHUS U MTPaB yYaCTHUKOB KIIMHUYECKOTO UCCIIEIOBAHNSI.

3.2.4 OueHuBaer pa3mMep U MOPSJOK OCYIIECTBICHHS BBIILIAT YYACTHUKAM KIIMHUYECKOTO MCCIIECIOBAHUS C
IEJIbIO BBISIBJICHUSI HEOOOCHOBAaHHOW 3aMHTEPECOBAHHOCTH YYaCTHUKOB KIIMHHYECKOTO MCCIIEIOBAHUS
WIN TIPUHYXKACHUS WX K YYacTHIO B KIMHHYECKOM HCcliefoBaHuu. VHpopMamus, kacaromiascs
BBIIUIAT YYaCTHHKAM KJIMHHYECKOTO HCCIICAOBAHUS, BKIIOYAs METOIBI, CYMMBI M Tpad¥K BBHIILIAT,
oTpakaeTcsi B MHQOPMAIIMOHHOM JIUCTKE MAaIlHEHTA.

3.2.5 OOecneuynBaeT XpaHeHHE JOKYMEHTOB, CBSI3aHHBIX C MPOBEJACHUEM KIIMHIHYECKOTO MCCIIeJOBaHUS, KaK
NpPaBUJIO, B TEYECHHE TPEX JIET MOCIC 3aBEpIICHHs KIMHUYECKOTO MCCIEIOBAHUS U IPEACTAaBICHUC
TaKUX JTOKYMEHTOB TPEThbUM JIMIaM C COONIOJCHHEM TpeOoBaHMI 3aKOHOZATenbcTBa Poccuiickoit
@enepalud 0 NEPCOHATBHBIX AAHHBIX, KOMMEPUYECKON, IOCYJAAPCTBEHHOHM U HMHOW OXpaHAeMOMU
3aKOHOM TaWHE.

3.2.6 HeszaBucuMBIii JITUYECKMM KOMMUTET HeE3aMEUIMTEILHO B IUCbMEHHOM BHIE cooOIaer
HCCIIEZIOBATEII0, OPTraHW3aToOpy KIMHWYECKOTO HCCIEJOBAaHMS O CBOMX PEUICHHSX, KacalOIIUXCS
KIIMHAYECKOTO HUCCIICIOBAHUS M MPUYMHAX TPUHSITHUS PEIICHHUH.

3.2.7 CoBepiuaet UHbIC JCUCTBHSI, HAPAaBJICHHbIC HA UCTIONHEHUE CBOMX (DYHKIWH U TIOJTHOMOYHH.

4. CTPYKTYPA OTUYECKOI'O KOMUTETA

4.1 B cocTaB HE3aBUCHMOT'0 dTHYECKOTO KOMHUTETA BXOIAT IMIECTh JIUI, 00JIaJaf0IUX HEOOXOIUMBIM OITBITOM
U KBaMU(pUKAIUCH JUIS DKCICPTHOW OIICHKM HAYYHBIX, MEIAWIIMHCKHX M JOTHYECKUX AaCIEKTOB
IUIAHAPYEMOTO KJIIMHUYECKOTO HCCIEAOBaHUS, MHTEPEChl OJHOTO IWIa- BHE cdepbl Hayku. CocTaB
DTUYECKOTO

4.2 KomuTtera yTBep)AaeTCs reHepaibHbiM aupektopoM OO0 «Butameny. B coctaB BXOIUT: mpeacenaTes,
YJICHBI KOMUTETA, CEKPETaph.

4.3 PykoBoucTBo AesrenbHOCThi0 Kommrera ocymiectBisier ero Ilpencenartens. Ilpeacemarens Komwurera
Ha3Ha4yaeTcs reHepanbHbiM aupektopoMm OOO «Butamen». Ilpeacenmarens opraHuzyer paboTy
OTHYECKOT0 KOMHUTETA U pacIpeAeisaeT 00s13aHHOCTH MEXKIY WICHAMH DTHIECKOTO KOMHUTETA.

4.4 CoTpyAHHKH DTHYECKOTO KOMHUTETA BBHIMOJHSAIOT PACIOPSHKEHUE MPeceaaTeNsi DTUISCKOro KOMUTETa U
YYJaCTBYIOT B 3aCCIaHUSX.

4.5 Cekperapb BeneT ¥ 0(hOpMIISIET MTPOTOKOI 3aCEIaHNUs, OCYIIECTRISICT XpaHEHNE JOKYMEHTOB KacaroIencs
JEATEIbHOCTH DTHYECKOTO KOMUTETA.

5. MNPABA OTHYECKOI'O KOMHUTETA

5.1 OTudecknii KOMHTET WMEET MpaBO NOTPEOOBaTh OT OpraHu3aTopa KIWHHYECKOTO HCCIIEeIOBAHUS
NPENOCTaBUTh YYACTHUKY KIMHUYECKOT'O MCCIICAOBAHUS JOMOJHHUTENIbHBIE CBEACHUS 00 MCCIIEIOBaHUH,
MOMUMO HH(GOpPMAILIUK, cojepKalleiics B WHQOPMAIIMOHHOM JIMCTKE TAlMeHTa, €CIH 10 MHEHHIO
HE3aBUCHMOTO 3THYECKOTO KOMHUTETA, 3TO MO3BOJHUT MOBBICUTH CTENEHb 3aLIUTHI HPaB M OE30MaCHOCTH



YYaCTHUKA KJIMHUYECKOTO HCCIIEIOBAHUS;

5.2 DTUYECKUII KOMHTET MOXXET MPHBIEKATH ISl MPUHSATHS PEUHICHUHA JIUI, 00JaJaroNuX CIeUaTbHBIMH
3HAHUSMHU B COOTBETCTBYIOIIUX O0JIACTSIX, KOTOPHIC HE YUACTBYIOT B MPEHUSIX U TOJIOCOBAHUU;

5.3 B cmyuae yrpo3bl 0€30MacHOCTH TMPOBEACHUS WCCICIOBAaHUS WM HaJW4Yhe WHBIX TNPHYUH
MPENSTCTBYIOUIUX €r0 MPOBEACHUIO DTUUCCKUM KOMUTET UMEET MPaBO OTMEHSTh WIHM MPUOCTAHABINBAThH
IIEWCTBHE CBOETO OJ00PEHHS Ha TIPOBEICHUE UCTIBITAHUN. [Ipy 3TOM DTHUECKHIT KOMUTET YBEIOMIICHHSI O
CBOEM PELIECHUH COOTBETCTBYIOIINX MHCTAHIIUM C yKa3aHUEM IPUYUH.

6. OCHOBAHUA JS NOJYYEHHUSA OHEHKN STUHYECKUM KOMUTETOM

6.1 He3aBucuMblil 3THUYECKUIl KOMHUTET PAacCMaTPUBACT M NPUHUMACT PELICHHE Ha OCHOBAaHUM CIIEAYIOIUX

JIOKYMEHTOB:

6.1.1 npoToKoIa KIMHUYECKOTO UCCIIEIOBAHUS;

6.1.2  OpouUIOPBI UCCIICAOBATEIS;

6.1.3 uHPOPMAIIMOHHOTO JIMCTKA MAIUEHTA;

6.1.4 cBemeHuil 0 mpeanoNaraeMbIXx CpoKax MPOBEACHUS KIMHUYECKOTO UCCIEJOBAHUS;

6.1.5 konmu HOTOBOPA 00SA3ATETHLHOTO CTPAXOBAHHMS, 3AKIIFOYCHHOTO B COOTBETCTBUU C THITOBBIMU
npaBHIaMU

6.1.6  00s3aTeNBHOTO CTPAaXOBaHMs, C YKa3aHHEM MPEICIbHOI YHCICHHOCTH MAlMeHTOB, YUacTBYOLINX
B KJIMHUYECKOM UCCIICIOBaHUM;

6.1.7 wHpOpMAIH O COCTaBE JEKAPCTBEHHOTO TIperapara.

6.1.8 Jlns paccMOTpeHHsI HE3aBUCUMBIM STHUECKHMM KOMHUTETOM 3asiBUTEIIEM MOTYT OBITh
MPEZOCTABIICHBI PyTUe JOKYMEHTBI M MaTepHajlbl KIIMHHYECKOIO UCCIIeIOBaHUS MIPH
HEOOXOIUMOCTH.

7. HNPEJMET SKCHEPTU3bI OTUYECKUM KOMUTETOM

7.1 llpenmetoM 3KcmepTu3bl OTHYecKMM KOMHTETOM SIBISIFOTCS CIIOHCHUPYEMbIE W HWHHUIIMATHBHEIC
KJIIMHUYECKHUE UCCIIEA0BAHNS, B KOTOPBIX B KAYECTBE UCIBITYEMBIX IIPUHUMAIOT YYaCTUE JIFOIU.

8. OTBETCTBEHHOCTb 3TUYECKOI'O KOMUTETA
8.1 KoMureT HeceT OTBETCTBEHHOCTD 3a IIPUHSATHIE PELIEHUs, COITIACHO JCHCTBYIOIEMY 3aKOHOATEIbCTBY.

9. KOMIIEHCAIIMA DTUYECKOMY KOMUTETY

9.1 Komuter B Tpolecce CBOCH JCATEIBHOCTH MOXET TIPUBJICKATh CIHOHCOPCKHE CPEJCTBA IS
KOMIICHCAIIMM aMUHHCTPATUBHBIX PAacXOJIOB, CBSI3aHHBIX C OpraHu3aluedl u paboTOW KOMHUTETa B
COOTBETCTBHH CO CMETOHM PacXOJIOB, YTBEPXKICHHON reHepalbHBIM JUpeKTOpoM. llpu 3TOM ormata He
3aBHCHT OT TOTO, OJJOOPEHBI JOKYMEHTH KOMHTETOM MM OTHOCHTEIHHO MCCIEIOBAHUS MPUHITO KaKoe-
MO0 APYroe peiiecHue.

9.2 MarepuallbHO TEXHHUYECKas JACSITEILHOCTh ITHYECKOI0 KOMHTETa ocyimecTrisgercs 3a cder OO0
«Buramen.

10. PEOPIAHMU3ANNA U TIPEKPAIIEHUE JEATEJIBHOCTH KOMUTETA

10.1 Peopranuzanus KomureTa oCyIiecTBISIETCS M0 PELICHUIO 3ace1aHMsL.
10.2  IlIpekpamienue pesteabHOCcTH KoMuTeTa OCYIIECTBISIETCS My TEM JIMKBHIALINH.
10.3  Komwurter MOXET OBITh TUKBUANPOBAH:

® [0 pemeHuto reHepansHoro aupekropa OO0 «Butameny;

" 10 pemICHUI0 3aceaaHus;

" IO PELIEHUIO CyZa B MOPSAIKE, IPEAYCMOTPEHHOM JIEHCTBYIOIUM 3aKOHOAATEIHCTBOM.
10.4  Jluxupanus Komurera mpou3BOIUTCS JUKBUIAIIMOHHOW KOMHUCCHEH, M30paHHON Ha 3acelaHuM.
10.5 B ciydae nTUKBUAANH BCE UMYLIECTBO U ToKyMeHTanus nepeaaetcs B OO0 «Burameny.



