denepansHOe rOCYJapCTBEHHOE GIO/DKETHOE 06pa3oBaTeNIbHOE yUpexKICHHEe
: . ‘ BEIcImero o6pa3zoBaHus
«IEPBBI CAHKT-OETEPEYPI'CKHIL I'O CYI[APCTBEHHI)IIZI ME}II/I]II/IHCKHﬁ
VHUBEPCUTET UMEHHM AKAJTEMUKA H.I1. TABJIOBA»
MHUHHUCTEPCTBA B,HPABOO}(PAHEHH}IAPOCCKYICKOI‘/'I OEJEPATIHA
(®I'BOY BO IICIIGIMY mm. WLIL IlaBnoBa Muuzgpasa Poccun)

.'eo 2«33\1 el VTB EP)KHAIO
2 S OY BO IICII6IMY

£

a3paBa Poccun
3R

’ BarHeHKo
2024 T.

MR &3 eml. il Aep

(enepanLHOro rocyAapcTBEHHOT0 G10IKETHOr0 06Pa30BaTeNLHOT0 YIPEHAICHUS BRICIIErO
o6paszosanus «lepsriii Cankr-IleTepOyprexui rocyapcTBeHHBIH MEAMIHHCKHN
yHuBepcuTeT uMenu axagevuka W1, Ilasiaosa» MunucTepCTBa 3APABO0XPAHEHHS
Poccuiickoii Denepanuu

I. OO0mue HoJI0KeHUs

1. JloKanbHEIA OTHUECKMM KOMHTET (eIepaqsHOrO  TOCYHApCTBEHHOTO  GIOMKETHOTO
00pa30BaTeNEHOr0  YYPSKACHHUA  BBICIIETO o6pasopanus  «Ilepseiit  Cankr-IleTepGyproxuii
rOCYapPCTBEHHBIM MEIHIMHCKUN YHMBEPCHUTET MMEHH aKaleMUKa W.IL. ITlaBnoBay» MuHHCTEPCTBA
3paBooxpaHenus Poccuiickoif @enepaimu (manee KomuTeT) sBJAeTCS MOCTOSHHO JEHCTBYIOIIMM
ABTOHOMHBIM, HE3aBYCHMEIM OPraHOM, CO3JaHHEIM (elepanbHBIM roCynapCTBeHHRIM OO LKETHEIM
06pa30BaTENbHEIM ~ YUPEKICHHEM  BBICIIETO obpasosanus  «IlepBHIK Cauxr-Ilerep6yprexkui
roCyJapCTBEHHBIH MEIUIMHCKHK YHUBEPCUTET UMEHM aKaJeMUKa W.IL. TlaBnoBa» MuHHCTEPCTBA
3ppaBooxpaHenus Poccuiickolt ®enepanuy (nanee VHuBepcuTeT) ANA 00ECeueHUs! 3TUYECKOTo
COTIPOBOX/IEHHUS GHOMEIUIMHCKIX UCCISAOBAHHH.

2. KOMUTET CcO3JaeTcsi Ha HEOIpemeNeHHEH cpok. ITonoxenue o JIOKambHOM ITHIECKOM
xomuTere ®TCBOY BO IICTI6IMY uM. ML.IL. Tlasnoa Munsapasa Poccun yTBEpKIACTCS PEKTOPOM
VuuBepcuTeTa. IlpeKpamieHue JeATeqpHOCTH KomuTeTa OCYMIECTBIACTCA IPHUKA3OM pexTopa
VHHBEpCUTETA HA OCHOBAHHH PEIIEHMA YIEHOr0 COBETa YHuBEpCUTETA.

3. IlepBonauanpHeil cocTaB KomuTeTa yTBEPXKIAETCSA V4yeHEIM COBETOM Y HUBEPCHUTETa.
Usmenenus B cocTa Komurera IpuHMMAIOTCA Ha 3aceanny KomureTa, COracyioTe: IpOpeKTOpoM
10 HayuHO# paboTe ¥ yTBEPKAAIOTCA PEKTOPOM YHUBEPCHUTETA.

4, Komuter co3jiaH ¢ LEJBI0:

(v}

4.1. TNPOBEACHHA 3TUYECKOU OKCIIEPTHU3BI OMOMEIULIMHCKHUX IIPOCKTOB C y4yacTHAEM JHOJCH
B Ka4e€CTBE Cy6’beKTOB HCCHCHOBaHHﬁ;
4.2, TMIpOBEACHHUA 3TUYECKOH DKCIIEPTHIEI OMOMEINLIUHCKUX ITPOEKTOB C HCITONB30BAHUEM -

nabopaTOpPHBIX JKMBOTHBIX; JKCIEPTHBIC DPELICHMS [0 JaHHBIM npoekTaM IPUHUMAKOTCA Ha
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OCHOBAHMY 3aKTIOUEHUN KOMMCCHY TI0 KOHTDOJIO COIEPYKAHMS M HCIIONB30BAHMS 1aG0opaTOpHBIX
YKMBOTHEIX B YU€OHEIX ¥ HAYYHBIX LEJIX;

4.3, NpEeNyNpexKICHUs ¥ PaspelieHus ITHYCCKAX npo6ieM, BO3HHKAIOMUX B 06/1acTH
HAy4YHO-KCCIIEJOBATENbCKOM  IEATEIBHOCTH, CBSI3aHHOM C KJIMHMYECKUMM HCCIIe[OBaHMAMHU
JIeKapPCTBEHHBIX CPECTB, OHOMEIMIMHCKUX KICTOYHEIX MPOJYKTOB 1 KIMHAHECKAMH HCITEITAHNAMMU
MEIUIUHCKIX U3 IETIHH.

5. KoMuTeT OCYIIEeCTBISIET CBOK AEATENBHOCTE B COOTBETCTBHU C Konctutyuuit Poccuiickoi
Denepalyy, 3aKOHAMH Y JPYTHMU HOPMAaTHBHBIMY TPABOBBIMH aKTaMH Poccuiickoit Denepanvy,
Xenscunkckon Nexnapanuest BeemupHoit MeIuIuHCKO#R Accouuaniy oT 1964 rona, DOTIONTHEHHON
B 1975, 1983, 1989, 1996, 2000 u 2008,.2013 rr., MEXIyHAPOIHEIMI CTAHNAPTAMH 110 TIPOBEIECHMUIO
KmuEHueckux morbpTanmi ICH Harmonized Tripartite Guideline for Good Clinical Practice
(ICHGCP), HalLMOHAaIbHEIM CTaHAapTOM Poccuiickont @epepanun «Hamnexamas KIMHAYECKAs
npaktukay TOCT P52379-2005, BCTYNHBIIMM B CHITY 27 centsOpst 2005r., OenepanbHEIM 3aKOHOM
Ne 61-®3 or 12.04.2010r., pemenrem Ne79 Copera Eppasuiickoit 3KOHOMHYECKOH KoMHCCHH 06
yrRepKneHuu [IpaBuiI HaJexKamed KIMHIYeCKOH MPaKkTHKY EBpasuiickoro 5KOHOMHYECKOr0 Co03a
ot 03.11.2016r., a Tarke pekoMeHmauusMu BO3 xomuTeTaM IO STHKE, MPOBOAAMIMM SKCIEPTUSY
GUOMEIMLIMHCKAX WCCIISIOBAHMM, WHEIMU HOpPMaMy NEHCTBYIOIIETO 3aKOHOAATENIECTEE, YcraBoM
®IEOY BO IICII6IMY M. WLIL Ilasnosa Mumnsnpasa Poccun, HacroswuM IlonoxenueM
WHBIMHU JIOKaJbHBEIMA HOPMaTUBHEIMHU aKTaMH.

6. Jlio6oe GUOMEIUIIMHCKOE MCCIeIOBaHUE, IPOBOAAMICECS B MOAPA3ACICHHUAX YHuBepcUTETA,
JOIDKHO GBITE 0mo6pero KoMureToM.

7. KoMUTET ABISETCS OTKPBITEIM oprasom. WHdopmamusa o uneHax Kowmwrera, rpaduxe ero
paboThl, BCEX MIPUHATHIX PELICHUAX ABIACTCH 006IIe0CTYTHOH.

II. Ilenn u 3agauu KomureTa

8. OCHOBHEIMH LeNAMHU co3nanus KoMurteTa sBJIsIOTCA:

e 3amuTa Ipas, 0S30I1aCHOCTH, 3IOPOBbS M MHTEPECOB BCEX yHaCTHHUKOB OUOMEIUIIMHCKUX
HCClIeI0BaHUM;

o ofecricuenue COOJIONEHMS OSTHYECKUX CTAHIApTOB B KIMHWUYECKOH IPaKTUKE M IIPH
OCYLIECTBIIEHAY HaYYHO-UCCIIEI0BATEIECKAX TIPOCKTOB;

e ofecHedyeHHe COGIIONEHWS IPUHIMUIOB TyMaHHOTO OTHOINCHMA K JKHBOTHBIM IpH
TpOBeJEHUH 3KCIIEPUMEHTOB U MCCIIEIOBAHUI C HCIOJIE30BaHUEM XKUBOTHBIX.

9. OcHOBHBIMHY 3aJa4aMH AeaTenpHoCTH KOMUTETa SBIIOTCA:

o yyacTMe B IUIAHHPOBAHMHM HCCIEIOBATENBCKAX IPOEKTOB C LEIBIO CBECTHM K MHUHUMYMY
MOTEHIXAIBHEIA Bpel I UCIIEITYEMBIX.

o u3ydYeHWe W OKCNEPTHAs OLEHKA MATePHUajoB INIAHMPYCMBIX' WCCIENOBAHUI C y4acTHEM
Joziel B KAYECTBE UCIIBITYEMEIX, @ TAKKE HCCIe0BaHuUI Ha XKUBOTHBIX.

e KOHTPOJTh 3@ XONOM MpPOBOIIIMXCS B IOJpPasfCNIeHUAX H Ha KIuHAYeckux 0asax
VHUBEpCUTETA HCCIIEJOBaHUM, YKE MOIyUHBIIUX ono6penue Komurera.

e OKCNEpTHas OLEHKA MOIOJIHEHHH, MOMPaBOK K IPOTOKOJAM WCCIIENOBaHuil U 3TUYECKOE
COTIPOBOXEHNE KIMHUICCKIX HCCIIeN0BaHMH BIIOTE JO MX OKOHYaHMS, 8 TAaKXKe apXHBHPOBAHAC
JOKYMEHTOB.

e obecreueHre KOHTPOJS 3a COOMOJEHHEM STHIECKUX HOPM M TIpaBuil, pernaMeHTHPYIOIIHX
B3aWMOOTHOLIEHHS MEIULUHCKOTO MEepCoHaNa, ManyeHTOB W WICHOB HX ceMell B KIIMHHYECKOM
NpaKTUKe, a TaKKe TNOPSIOK INPOBEACHHA 6UOMEIUIIMHCKAX HCCIeJOBaHUM Ha UeJIOBEKe U
JKUBOTHBIX.
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o OKa3aHHe KOHCYJFTATHBHOM IIOMOLIM YYaCTHHKAM MCCIE[OBaHW#, MENUIHHCKOMY
IIepCOHAaTy, NAlMeHTaM ¥ WIeHaM HX CeMel ¢ LeNBio NpenynpexICHHA ¥ paspemieHuH STHKO-
TIPaBOBBIX KOH(IUKTOB.

e 3THKO-IPABOBOE COMPOBOXKAEHME MEIMLIMHCKOrO, HCCIE0BATENLCKOTO U 00CITYKHBAIOMIErO
TIepcoHaa ¥ NalUeHTOB.

e paspaoTKa W JOKyMEHTanbHOe OGOpPMIICHHE OSTUYECKHX TIPAaBMI H CTaHIAPTHBEIX
ONepalMOHHEIX Ipolenyp KoMuTeTa B COOTBETCTBUM C TPeGOBaHWAMH 3aKOHOJATEJILCTBA PO u
MeXIyHapOIHBIMU PYKOBOJICTBaM.

III. IMosanomouusi Komurtera

10. B o6nact 6uoMenuIHCKUX uccienoBanuit Komurer obnajaer moaTHOMOYMIME I
01106peHys, TOBTOPHOTO OXOGPEHNMs, PEKOMEHIALMY O BHECEHNH M3MEHEHUH B NPENOCTABICHHYIO
JOKYMEHTALIHIO, OTKA3a B 0JI06PEH I KOHKPETHOTO MCCIIeI0BaHus, PEKOMEHIAUH O IIPYOCTAHOBKE
- TEeKYILIMX MCCIENOBaHUH.

11. KomureT He 0671aJ3aeT IOJIHOMOUMSIMHU 3allpeIleHus NPOBEAEHHs UCCIEN0BaHUA, HO
€CITH BBISCHAETCS, YTO pekoMeHnanuu KoMuTeTa He IPUHATEH BO BHUMAaHKE MM YTO UCCIICAOBaHUE
npoBoguTca 6e3 Kakoro-mu6o yuactus Komwurera, Komurer mmeeT MpaBo COOOMIMTE 06 sTHx
HApyIIEHHSX pPYKOBOACTBY YHUBEPCHUTETa, OPraHU3alMK-32aKa34MKy, KOMIAHHA-CIIOHCOPY H
COOTBETCTBYIOILEMY PETYJIATHBHOMY OpraHy.

12, CTOpOHHEE YUPEeXK/ICHUE, He UMEIOLIee OTHOLICHHE K VHUBEPCUTETY, U HE MMCIOIee
STHYECKOTO KOMHTETa, MOXKET o0paTuThcs B KoMuTET ¢ HpoCchOOH H3YYUTh JOKYMEHTEI
UCCIIENOBAHMS U TTPOBECTH UX ITUUECKYIO SKCIIEPTHU3Y.

IV. Komnereauus Komurera

13, KomuTeT MpuUHHMAeT Ha STUYECKYIO SKCIIEPTH3Y MOKYMEHTAlMIO W MaTepHalbl OT
3afBUTEJIEH, IPOBOAUT UX SKCIEPTH3Y ¥ BEIHOCHUT PELICHUE B yCTAHOBICHHOM MOPAIKE.
14. Il TpOBENEHMS DBKCTEpTH3Bl KIMHHYECKHX MCCrefioBanuii Komuter o6s13aH

pa3paboTaTh CTaHJAPTHEIE ONEPALMOHHEIE IPOIENYpHl, KOTOPHIC 00CyXXHaroTcs Ha 3acelaHuu
Komurera u mocne pemieHus o6 onoOpeHMH KaxJIoH M3 HHMX YTBEPXKIAIOTCS MPeACEAaTe/IeM
Komurera.

13, B pamkax COOTBETCTByIomel mpouemypst Komuter pa3pabaThBae€T U YTBEPKAAET
NepeyeHs JOKYMEHTOB, [IPSCTABIAEMBIX Ul SKCTIEPTHOH OLEHKH.
16. DTudeckas DSKCIEPTH3a MaTepUaloB KIMHWYECKOTO HCCIENOBAHHUs, NPHHATHC

peIeHnit, U3BEMEHre O HUX U OQOpMITEHNE 3aKITIOUCHUH POBOJATCS B XOAC 3acemanuit Komurera
COTJIACHO COOTBETCTBYIOIIEH CTAHIAPTHON ONepalMOHHO# IIporeaype.

17. Ilpy 5THYECKOil BKCIEpTH3e IUIAHUPYEMOIo HCCIICNOBAHNA KoMureT TIaTeNsHO
M3y4aeT NMpeICTABNEHHBIE JOKYMEHTHI UL TOTO, YTOOBI OLEHMTh KaK PHUCK, Tak M OXHAAcMYIo
[ONB3Y JUIA YYAaCTHHWKOB MCCJICNOBAHMSA M  ONPENENWTh, ABIACTCA JIH OXKHUIAaeMBIH  PHUCK
060CHOBAHHEIM IIO CPABHEHMIO C IOJB30M JUIi MCIBITYEMEIX, W HACKOJIBKO BaXKHA uHpopManys,
KoTopas Gy/IeT NoTydeHa 110 pe3ybTaTaM HCCIeI0BaHuS.

IIpaBa, 6€30MacHOCT ¥ 3IOPOBBE HCIBITYEMBIX SBIACTCA IPCAMETOM [IepBOCTEIIEHHOM
Ba)XHOCTH ¥ JOJDKHEI [IPEBATMPOBATh HaJl MHTEPeCaMu HayKu U obmecTBa.

18. Komurer yaenseT oco0oe BHUMAHHE TEM HCCIENOBAHWAM, B KOTOPEIC MOTYT OBITH
BKITFOUEHHI YS3BUMbIE KaTETOPUH UCIIBITYEMEIX, T.€. JIULA, Ube n06GpOBOJIBHOE COTJIacHe Ha yJacTHe B
KIMHWYECKOM MCCIICJOBAaHUU MOXKET OBITH peSy.TIBTaTOM ‘ip@BMepHOﬁ SaI/IHTepeCOBaHHOCTH HUJIn

BO3MOJXKHEIX CAHKIIMI CO CTOPOHBI pyKOBOACTBA B CIIy4ae OTKasa.
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Kpome TOTO, K YA3BUMBIM HCIBITYEMBIM OTHOCST OOJBHEIX HEU3IEUYMMEIMU 336OHGBaHI/IﬂMI/I;
JIML, CoAfpialluecs B JOMax IIpecTapenblX; 663pa6OTHHX u MS.JIOOGGCHC‘{GHHBIX; INalUEHTOB B
HEOTJIOXKHOM COCTOSAHMH, HpeHCTaBHTEHGﬁ HalUOHAJIBHBIX MEHBIUHMHCTB, 683,HOMHBIX; 68)I(CHH6B;
HECOBCPIICHHOJICTHHX,; a TAKXXE JINL, HE CIIOCOOHEIX JaThb HH(bOpMI’IpOBaHHOC corjiacue.

19. JIns 3alIMTEl WHTEPECOB YYaCTHHUKOB HCCIemoBaHus KOMMTET NOJDKEH W3y4YUTh
YCIIOBUSA CTPAXOBaHMA MCIBITYEMEIX U MCCiIeJoBaTeNnel (€Ciy TaKOBBIE YCIOBUS CYIIECTBYIOT).
20. KomuTeT HOMmKEH TakKe pacCMOTPETH BCE BOIPOCHI, Kacaroliuecs WH(OpMALUH,

KoTOpas OyHeT NpeNocTaBlIeHa WCILITYeMEIM, Habopa WCIBITYEMEIX, KOH(bI/I,I[CHLIHaJ'IBHOCTI/I
¥HGDOPMALUH 1 BEIIUIAT UCIIEITYEMEIM, €CJTH TAKOBHIE MPELYCMOTPEHEL).

21. KomuTer oOLEHMBAET COOTBETCTBHE KBauW(UKALMK M OIEITA HCCIEHoBaTelel
BO3MOXHOCTH y4acCTHs B IIPOBEJECHUHY JaHHOTO MCCIIEIOBaHMs Ha KOHKPETHON KIIMHIYEeCKOH Gase.
22. Komurer nomxeH npencTaBUTh CBOE 3aK/TFOUEHME B IHMCHMEHHOM BHIE IJIABHOMY

MCCJICMOBATEI0 W B OTHAEJ OpraHusaluy¥ OOKIMHUYECKMX U KIMHHUYECKHX HCCIeNOBaHUM
JIEKapCTBEHHBIX CPEJCTB, MEIMUMHCKON TeXHHWKM M H3JeNIUN MemuUuHCKoro HasHauyenus OI'BOY
BO IICTIGI'MY um. WL.II ITaBnoBa Munszipasa Poccuut B cpok f0 5 (nusti) paboumx mHel rocie
IIPUHATHS PELICHUS.

23. 3aKIoYeHHe MOOJDKHO OBITh O(OpPMIIEHO B COOTBETCTBMH C YTBEPXKICHHBIMU
CTaHIApPTHLEIMM OIIEPAllMOHHEIMKM mpouexypamMu Komutera © COZEpXaTh TOYHOE Ha3BaHUE
HCCIIEOBaHMs, TIEPEUEHb PAaCCMOTPEHHEIX JIOKYMEHTOB W ATy IPUHATHS OJHOTO W3 CIEIYHOIIHUX
BO3MOJHBIX PELIEHUH:

v Opo6peHre MpoBEeIEHUs UCCIIEN0BAHMS;

v/ PexoMeHIaUus O BHECEHUM U3MEHEHMH) B TIPEAOCTABIIEHHYIO JOKYMEHTALMIO IS [OIyYEHHMS
0I00peHNs Ha POBEAEHHE KITHMHHYECKOTO HCCIIEI0BaAHMS;

v Orka3 B 0omoOpeHMH Ha IPOBEAEHHE KIMHMYECKOrO KCCIIEAOBAHMS 3aKIIOUeHHe O
HEBO3MOXKHOCTH 0JI00PEHNS KIMHUYECKOTO MCCIIE[OBAHMS;

v' OTMeHa WM NPHOCTAHOBJIEHUE JAHHOTO paHee OH0OpeHMs Ha MpPOBEACHUE KIHHHYECKOTO
UCCIIEIOBAHUS.

B ciryyae oTkaza B 0JOOpEHUM MM NPHOCTAaHOBJICHUM NEHCTBUS OmOOpEeHWs Ha INpPOBEICHHUE
KIMHUYECKOTO uccienoBanus KomureT 00s3aH B 3aKIIOYEHHMH yKa3aTh HPUYMHBI IIPUHATOIO
pemIeHus.

24. B xome yxe onobpennoro Komwurerom wuccienoBanus KoMuTeT paccMaTpHBaEeT
JOKYMEHTAIMIO C YaCTOTOH, 3aBUCAIIEH OT CTENIEHU PHCKa, KOTOPOMY IOABEPraloTCs HUCIEITYEMEIE,
HO He peXke OJJHOTO pasa B rof.

25. B mponecce wuccnenopanus KomureT 0043aH IOPOBOAMTH 3STHYECKYIO OIEHKY
U3MEHEHMH U JOMOJHEHUM K IIPOTOKOIY U JPYrMM MaTepHaaM HcCIeJOBaHMsA, U3MEHEH s qu3aiHa
HCCIICIOBAHUS C LIEJIBIO BEIIBICHMS 00CTOATENBCTB, CIIOCOOHBIX YBEIMYUTh CTENIEHb PUCKA y4aCTHs
B HCCJIEJOBAHUM ¥ HENpPeJBUIECHHEIX IT000UHEIX 3 (eKxToB, HMEIOMMUX OTHOLIEHHE K 6€30MacHOCTH
HCCIIeJOBaHMUS.

V. Komnencauun Komurery
26. OTHuecKas OKCIEPTH3a KIMHHYECKMX HcclefoBaHui ocymecTsidercs KomwureTroM Ha
6€3B03ME3IHON OCHOBE.
27.3aka3yuk (CHOHCOP) KIMHHYECKOIO MCCIENOBAHMSA KOMIICHCHPYET aIMHUHUCTPAaTHBHEIE
pacxonsl KoMuTeTa B COOTBETCTBHH C ACHCTBYIOMUM 328KOHONATEIECTBOM.

V1. Cocras u ynpasaenue Komurerom
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28. B cocras Komwurera BXomaT numa, o6lajalomue HOCTATOYHEIM OMBITOM M
KBajuQuKaLued 1y SKCTIEPTHON OIEHKHM Hay4YHBIX, MEJULMHCKMX U 3THKO-TIPABOBBIX ACIIEKTOB
OHOMEMLIMHCKHX HUCCIENOBaHMH U KIMHAYECKOH mpakTuku. O6muit cocras KoMuTeTa BKIIOUAET B
ce0sl COTPYAHWKOB YHMBEPCHTETa: Bpauel, HaydHBIX pPaGOTHUKOB, IOPHCTOB, CIELMANACTOB B
06nacTn 6uoMeIMIUHCKOH STHKHU, COTPYAHMKOB IPYTHX YUPEXICHHH.

29, Hiensr KomuTeTa OCYIIECTBIAIOT CBOIO HEATENBHOCTh HA OCHOBE IPWHIAIIOB
TyMaHHW3Ma, PaBHOIIPABHUS, CAMOYIIPABIICHHS.

30. KomuteT cOCTONT U3 ITOCTOSHHOM IPYIIIEL YIEHOB U SKCIIEPTHO IPYIIIBI YICHOB.

31. ITepconainbHble COCTABE MOCTOAHHOM IPYIIE YWIEHOB ¥ SKCIIEPTHOM IPYIINEl YICHOB

Komutera nsbuparotcs na 3acemanmu Komurera us ofmero coc¢tasa KomuTeTa, yTBEp:KIEHHOTO
PEKTOPOM Y HUBEPCHUTETA.

32. OO6muit cocras KomuTeTa He fo/pKeH NpeBsimath 21 yenosexa. MUHUMANBHOE YHCTIO
YJICHOB ITOCTOAHHON rpynmsl — 11 yemosex.

33. OcHoBHo#t hopmoit paboTer KomurteTa ABisgercs 3aceqaHue.

34. PyxosomcTBO  mearemsHOCTBIO KomuTera B IEpuoi  MeXAy —3acelaHMSAMU
OCYILIECTBJISIET €r0 NpeACeNaTeb.

33, 3acenanve KomMureTa cuuTaeTCs PaBOMOYHEIM, €CJIM HA HEM IIPHCYTCTBYET HE MEHee
TMOJIOBUHEI YJIGHOB IIOCTOSHHOM IpYNINEl, NpPU 3TOM MHHUMYM | WieH — HeHay4yHEIH
pabOTHHUK; MUHUMYM 1 4jIeH — HEIOAYMHEHHBIH aIMUHUCTPALY Y HUBEPCHTETA.

36. Bee unensi KomuTeTa MMEIOT IpaBO Ha BEIpayKeHUe 0COG0ro MHEHHs TIPY HECOTIACHH
¢ 6OTBLIIMHCTBOM.

37. Komurer BrpaBe co3jaBaTh B CBOEM COCTaBe CIIELUANIM3MPOBAHHEIE KOMUCCHH IO
OTAETLHEIM HalpaBICHUAME IesTepHocTH Komurera.

38. ITpu meobxomumocTn KoMHUTET MOXET IpuBIEKaTh K CBOel paboTe 3KCIIEpPTOB U

KOHCYJIbTAHTOB, HE ABJLIIOINUXCS WieHaMu KoMuTeTa 1 He MMEoIMX IIpaBo rooca.
VII. Tlopsimox paGorel Komurera. JloKkymeHTanus
39. Pernament pesarensHocT KoMuTeTa npuHUMAaeTcs Ha €ro 3acelaHusAX M BKIIOYAET B

ce0s rpadux peryaspHEIX IUIAHOBEBIX 3aCeJaHuil W 3acelaHuii, OpraHu3yeMEIX JOMOIHUTENBHO AJIs
PaccMOTPEHHS SKCTPEHHEIX BOIIPOCOB.

40. IInanoBrie 3acenanus Komutera mpoBogsaTcs He pexe 1 pasa B 3 mecsana. B xonue
KaJIeHIapHOro roja paspabaTeiBaeTcs NIpeaBapUTeNIbHEIN rpaduk 3acenanuit Komurera Ha rof,
41. 3acefaHMs MOTYT IIPOXONUTh KaK B OTKPEITOM, Tak M B 3aKkpeITOH (opme.

OG6cyxenre BOIPOCOB OOIIEro xapakTepa MpearojaraeT OTKPEITYI0 GOopMy 3acelaHms. 3aKkphlTas
(dopma onTumansHa g 06ecTieYeHus IPUHIKIE KOHPUIESHIIUATEHOCTH, €CIIH 3TOr0 JKENAI0T Bpayr
W/ My ManueHTs! (WISHH MX ceMei), BOBJIEYEHHEIE B 06CYKIAEMYI0 CHTYaluIo. IIpH MpoBeJeHHH
9KCIEPTU3E] MCCIIEN0BATEIECKUX IIPOEKTOB 00CYXICHUE C y4acTHeM aBTOPOB NPOEKTa MPOXOIHT B
OTKpEITOH (hopMme.
42, Jl1s1 0CyIEeCTBICHNUS CBOEH NesTeIbHOCTH U BEASHUSI JOKYMEHTAIUH B COOTBETCTBHH
C NpUHLIKMIIAMH Hauexxamen kmuHudeckoi npaktuku (GCP), namexameit sabopaTopHO MpakTUKY
(GLP) u pmeHcTByIOIIMMH HOpPMaTHBHEIMU TpeboBanusMu KoMuUTET paspabaTbiBaeT W YTBEP)KIAET
ClIeyIOIIKE CTaHAAPTHEIE ONepalliOHHEIe TPOLEAYPHL:
1) Cocras u uneHnctso B Komurere.
2) 3acemanue Komurera.
3) IlepBoHauanbHOE U3YYEHHE JOKYMEHTOB KIIMHUYECKUX UCCIIENOBAHMIA.
4) TlepecMOTp HOKYMEHTOB OJOOPEHHEIX KIMHUUECKUX UCCIIENOBaHUA.
5) Tpeboranus x UHGOPMHUPOBAHHOMY COTJIACHIO UCIIEITYEMOTO.
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6) VmpoueHHas poleaypa pacCMOTPEHHSA JOKYMEHTOB KIMHUYECKHX MCCIIEN0BAHMUM.

7) WsyueHue NOKYMEHTOB HCCIIEIOBAHHH C UCIIOIb30BaHIEM 1a00PaTOPHEIX KUBOTHEIX.

8) IlpuHsTHE K CBENEHHIO AIMHUHHCTPAaTUBHOM MH(OpPMAaLMM 10  KIMHUYECKUM

HCCIIENOBaHMUIM. '

9) ApXUBHpPOBaHHE JOKYMEHTOB KIMHUYECKUX HUCCIEIOBAHUM,
ITpu neobxomumoctu Komuter paszpabaThiBaeT W YTBEPXKIACT MONOJHMTENBHEIE CTaHAAPTHEIE
ONepaLlMOHHEIE [IPOLEYPEL.

43. CrannapTHEIe ONepaLOHHEIE npouenypm paspabaTeiBaroTcs wieHaMu Komurera uim -

TIPUBJICYEHHBIMHY I 9TOM LENH JiuuaMy (HanpuMep, He3aBUCUMEIME 3KCIIEPTaMH) M Y TBEPIKIAOTCS
npexncenarenem Komurera.

44, Kaxpas BHOBb Co3maHHas CTaHOapTHas OIlepallHOHHAaA NIPOoLielypa BCTYIaeT B CHITY C
MOMEHTa €€ YTBEPIKICHHUS.
45. KoMmuTeT XpaHUT BCIO JaTHPOBAHHYIO JOKYMEHTALHMIO B OyMaXKHOM BHIE B TeUYeHHEe

3 (Tpex) JeT mocie OKOHYaHUs MCCIeNOBaHHs, 38 NCKIIOUEHHEM aIMUHUCTPATUBHON MH(OPMALIHH.
ITo OKOHYAHHMHM 3TOTO CPOKa JOKYMEHTEI MOUIEXKAT apXKUBUPOBAHHIO B YCTAHOBJIEHHOM ropske. ITo
TpeGOBaHUIO pa3pelIMTENbHEIX HHCTaHUUE KoMUTET MOJUKEH IpefoCTaBUTh BCE HOKYMEHTEL,
UMEIONIIE OTHOLIEHHUE K UCCIIEN0BAHMUIO.

46. CraHfiapTHEIE  OIEPALHOHHBIE IPOIEAYpPH, cHucOK uneHoB Komwurera U
NpelBapuTeNsbHE  rpaduk  3acemaHMif  DOMKHEL — IIPENOCTABIATECA MO TpebGoBaHUIO
¥MCCIIeoBaTe I/ UCCIeNoBaTeNelt u/unu croncopa (CrIOHCOPOB).

«COT'JIACOBAHO»

IIpopekTop 1o Hay4HOH paboTe /’7 10.C.Ilomymun
IIpencenatens OTUYECKOIO KOMUTETA ‘ 0.2.3Bapray
HavaneHux YIpaBJieHUs IIPaBOBOr0 00ecIIeueHMs FO.M.JIekcuna
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