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1. OBIIME ITOJOXEHHUA

1.1.  JloxanmeHelf HesaBHCHMBIH 3THuUeckuit komuter (nanee Kommurer) JloHCKOTO
rocylapCTBEHHOTO TEXHHYECKOr0 YyHHBEpcHUTeTa (Janee — YHHBEPCHTET) CO3/aeTCs
C LEJBI0 3THYECKOI0 PEryaHpOBaHUsI OTHOIIEHWH, BO3HUKAIOUIUX B CBA3M C 3alIUTOM
JOCTOMHCTBA W HMHIMBHAYAlbHOH LEHHOCTH 4YeTIOBEKa W JXHBOTHOTO, OCHOBHEIX IIPaB
1 CBOOOJ TamweHTa (MCIBITYeMOro), a Takke s obecedenns CoOMOAeH s CTaHapTOBR
OKa3aHHWsl MEIUIMHCKOM, (apMalleBTHUECKOH M CAHHUTAPHO-TUTMEHWYECKOM IIOMOIIH
1 TIPOBeJIeH s OMOMETHLIIMHCKAX HCCIIeI0BaHMUM C yYaCTHEM YeIOBEKa HIIH XHUBOTHOTO.

1.2.  KoMmHuTeT ocymecTBIIsIeT CBOKO AESTENBHOCTS B COOTBETCTBHH C TTOOXKEHHIMH
1 HOpMaMH MEXIYHapOIHBIX STHYECKUX [PUHLHUIIOB, & TAKKE 3aKOHOATelbHBIX aKTOB
Poccuiickoi Dezepanuu B 061aCT OXpaHLl 310POBbS I'PaXIaH, Ha OCHOBAHUH:

- XenbCHHCKOH fexnapanni Beemupron Mepuimackoit Accorpanuy, OUHISHIN,
1964 r. B cooTBETCTBUY C ASHCTBYIOLIMM [IEPECMOTPOM;

- Beeobmias eknapanns o 6uHoaTuke u npasax yesnosexa ((OHECKO);

- "Kauecrsennas kmuHngeckas npaktuka" (Good Clinical Practice, FDA, USA);

- "KavecTBennas maboparopsas npakruka" (Good Laboratory Practice, FDA, USA);

- PykoBozictBa BeemupHo# oprarusaimu 3xpaBooxpanesus (BO3);

- PykoBozctsa BeemupHoO# opranusaiyu o oxpare 310poBbs kKuBoTHEIX (OIE);

- Koncrurynuu Poccntickoit Demeparuy;

- PenepansHoro 3akona ot 21.11.2011 r. Ne 323-03 "O6 ocHOBaxX OXPaHbI 310POBk
rpaxaaH B Poccuiickoit @enepanuu”;

- DenepabHOTO 3aK0Ha 0T 12.04.2010 1. Ne 61-®3 «O6 06parmenuH TeKapcTBEHHBIX
CPENCTBY;

- @epepanbHOro 3axkoHa ot 27 urorst 2006 roga Ne 152 «O mepcoHanbHBIX JaHHBIXY,
BKITIOYasi U3MEHEHHS;

- Haumnonanesnoro cranmapra Poccuiickoit @enepanun "Hannexamas KIHHHYECKas
npaktuka" (Good Clinical Practice (GCP)) T'OCT P 52379-2005;

- MexrocynapcTBeHHsld  craHaapT "TIpUHUMIBL HamIexamel 1abopaTopHOiL
npakTaku" (Good Laboratory Practice (GLP)) TOCT 33044-2014;

- Ilpukasa @ezfepalbHOrO areHTCTBA IO TEXHHYECKOMY PpEryIHPOBAHHIO
u Mmetponoruu Poccuiickoit ®@enmepaupu ot 4.06.2014 r. Ne497-cr. HaumoHambHbIH
cranzapt PO I'OCT P MCO 14155-2014 "Knuruueckue uccienosanus. Haurexamas
KIMHUYeCKas IpakTHka';

- Ilpukasza MunuCTEpCTBA 3PaBOOXPAHEHNS W CONUANBHOro pasBuTHS Poccuiickoit
®enepanun ot 26.08.2010 No748u «O6 yTBep)KIEHWM MOPS/KA BHIIAYM Pa3pelleHHs Ha
MTPOBENIEHHE KITMHHUYSCKOI0 UCCIIEIOBaHMI TEKapCTBEHHOr0 Ipenapara Ui MeAHIHHCKOTO
NPUMEHEHHS» B COOTBETCTBUM C JAEHCTBYIOIINM IEPECMOTPOM;

- llpukasa MumnctepctBa 31paBooXpaHeHns Poccuiickoit ®eneparmu Ne781
or 6.10.2017 1. "O6 aKkkpeaWTalMH MEIULMHCKUAX OPraHM3allMii HA IIPABO [IPOBEICHHUS
KIMHUYECKHX  HCCICHAOBAHWK  JIEKAPCTBEHHBIX [PEApPaToB s  MEJUIMHCKOTO
IIPAMEHEHUS "

- Ilpuxas Munsnpasa Poccun ot 01.04.2016 N200un «O6 yTBep)KIEHHH NpABHI
Hajiexariey KIMHUYECKON IPaKTHKI)
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- Pexomenpmammsamu PykoBomsmero xomwurera mo 6modtMke CoBeTa EBporsr
IUIS 9IIEHOB OTUYECKUX KOMHTETOB;

- Pexomenpmammsmu KomuTeraM 10 9THKe, TpOBOASLIMM  SKCIIEPTH3Y
BuomeuimHckux ucenenosanuit BO3 u EF GCP;

- Ycrasom AI'TY.

1.3. OcHOBHBIMM TNpPHHIWIIAMH JAeATEILHOCTH KOMHTETa € IENBI0 3aliuThl
HCIIOBCKA M JKMBOTHOTO OT BO3MOJXKHBIX HEraTHBHBIX IIOCICACTBHM IpH MpPOBEIEHHH
COOTBETCTBYIOILIETO UCCIICAOBAHMS SIBJISIOTCS:

- cobmozeHne OOIIECTBEHHBIX  MOPAIBHO-OTMYECKHX HOPM, I[PHHIHIIOB
I'YMaHHOCTH, Hauiexalen KIIHHAYECKOU 51 nabopaTtopHO# IIPaKTHKH,
KOHQUICHUMANLHOCTH HOMYYeHHOM HHbOpMAaIiK, TPOdeCcCHOHATEHON ITHKH;

- HeJIONYIICHHE KOH(IIMKTa HHTEPECOB U HE3aBUCHMOCTh CYIXKICHHIA;

- CIC[OBaHWE IpPUHIMIAM KayecTBa M  JOOPOCOBECTHOCTH B  Hay4qHO-
UCCIEI0BATENBCKON AeITEIBHOCTH;

- 3alIMTa BCEX YYACTHUKOB OMOMETUITMHCKIX UCCIICIOBAHMIA.

2, 3AJAY KOMUTETA

2.1. KomuTeT sBIACTCS HE3ABUCHMBIM MEKIHCIHIUIHHAPHEIM SKCIIEPTHBIM
OPrasoM UL OCYIIECTBICHUS KOHTPOJIS Ha/l COOMIONCHHEM 3THYECKUX HOPM U HHTEPECOB
Y9aCTHUKOB OMOMEIHMLMHCKHX WCCIENOBAaHMHN, NPOBOJUMEIX Ha 0ase YHHMBEPCHTETa,
B COOTBETCTBHHM C TyMaHHBIMM IPUHIMIIAMH, IIPOBO3IVIAIIEHHBIMH MEXIYHAPOIHEIM
COOOIECTBOM, IIPH 3TOM NEHHOCTh YeJOBEKA ¥ IKABOTHOTO HMEROT IIPHOPUTET
HaJ LIEHHOCTAMH O0IIeCTBa HITH HAYKH.

2.2.  OcHOBHBIMH 331a4amu KoMHTeTa SBISIOTCS:

- 9THYeCKas SKCIIEPTH3a TPUMEHEHNSI Y TBEPKIEHHEIX U IIOPAIKA IIPUMEHEHHS HOBBIX
METO/I0B JIEYEHH 1 MIPOQHIAKTUKH, TaGOPaTOPHBIX METO/I0B, HCTIBITAHHIT JIeKAPCTBEHHbIX
CPEe/ICTB, OHONOTHYECKH-aKTUBHEIX 106aBok (BAJI) K mHIne, KOCMETHYECKHX CPEJICTB,
ME/IMKO-COLUONIOTAYCCKUX UCCIISIOBAHNH, MEUIIMHCKOH TEXHUKH H HHCTPYMEHTOB;

- OTHYECKas SKCNEpPTH3a HAYYHO-HCCIENOBATENbCKAX IIPOSKTOB, 3alllATa IPaB
1 37I0POBbsl HCTIBITYEMBIX ITPH [TPOBEACHHUH KITHHUYECKMX UCCICIOBAHMIA.

2.3. Pemenus Komurera HanpaBieHs! Ha co/IeHCTBHE PA3BUTHIO HayKH.

2.4. B cBOMX 3KCNEPTHBIX pellleHHsx KOMMTET pyKOBOZCTByeTCS TIPUHIUIIAMHA
00BEKTUBHOCTH H HE3aBUCHMOCTH OT IOJTHTHIECKHX, aIMUHUCTPATHBHO-YIIPaBIEHUECKHX,
BEJIOMCTBEHHBIX, KOJIETHAIIBHEIX ¥ (DHHAHCOBO-3KOHOMHYECKUX BIVSHHIA,

3.  OBA3AHHOCTH KOMHUTETA IIPHM ITIPOBEJAEHUHU
3TUYECKOU S3KCIEPTU3BI KJIMHUYECKHUX
UCCJIIENJOBAHUM

3.1.  Komwurer nojy4aer Ha paccMOTpEHHE CIEIYIOLIHe JOKYMEHTEI:
- IPOTOKOIT KTHHUYECKOTO UCCIIEAOBAHHA ¥ TTONIPABKH K HEMY;
- IMCBMEHHYIO (opMy cOrIacisa OBITh UCIBITYEMBIM;
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MarcpHralibl UL NPUBIIEYSHUS UCITBITYEMBIX K YUACTHIO B UCCIICIOBAHUH (mampumep,
PeKJIaMHBIE OOBSIBIICHNMS);

- MHQOPMAIIHIO O BBILIATAX H KOMIICHCAIIMSIX UCIIBITYEMEIM;

- OTHETHOCTB O TEKYIIEM COCTOSHMM HAYYHOIO HCCIEJOBAHHUS, 4 TakoKe
AOTIOITHMTEIBHbIE TaHHBIE O TOM, YTO HCIBITYEMBIE He OBITH BKIIOYEHbBl MITH HCKIFOUCHEL
13 KITMHMYECKOro uccienopanus 6es yseromnenus Komurera;

- JIIOOBIE JpyrHe IOKYMEHTHI, KOTOpbIE MOIryT moTpeboBathcs Komurery
JUIsL UICTIOTHEHHS CBOMX 00SI3aHHOCTENH.

3.2. Kowmmurer paccMarpuBaer BOIIPOC 0 NIPOBEACHUHU
KIIMHUYECKOT O/ TUCCEPTAIMOHHOIO  HCIBITAHNS B YCTaHOBIIEHHBIE CPOKH W JaeT
MMCbMEHHOC  33aKIIOYCHHE, YKa3blBas Ha3BaHHE HCCIEIOBAHHS, pPaccMOTpEHHbIE
AOKYMEHTEI X 14Ty OHOTO M3 CJIEAYIOIMX BO3MOXHEIX PelleHHil:

- YTBEPXKIEHH:/0100peHHS Ha IIPOBEIEHHE HCCIIEIOBAHUIH;

- TpeboBaHWE O BHECEHWH W3MEHEHHH B IIPEIOCTABIEHHYIO IOKYMEHTALIAIO
AU TIOTTYHCHYS Y TBEPXKICHI/0A00peHHA Ha IPOBEICHHUE HCIIbITAHMUS,

- OTKa3 B YTBEPKICHUI/O0OPEHAH Ha NPOBEICHUE HCCIIeJOBAHMS,

- OTMEHa/IIPHOCTAHOBIICHHE IIPUHSATHIX YTBEPIKICHHI/ omo0peHMit Ha NpPOBEICHHUE
HCCJIe/I0BaHUS.

3.3. Kowmwuter momken yGemuTscs B ToM, 4TO B IPEJICTABJICHHOM IPOTOKOJIE
W/AIM  IPYro# JOKYMEHTALMM TIONHOLCHHO OTPaXKCHBI 3THYECKHE AacCIEKTHl JaHHOTO
MCCIC/OBAHUA, ¥ OHH COOTBETCTBYIOT HODMAaTUBHBIM TpeOOBAHMAM IS  TAKHX
HCCJICIOBAHUH.

3.4. KoMHTET NPOBOIHT:

- OKCICPTHYIO OLCHKY IPOEKTa MCCIENOBaHHS HA OCHOBAHWU IPENCTABICHHBIX
MarepuaiioB Ha NpPEAMET COOMIOAEHHS OTHYECKMX H  IIPaBOBBIX TpeOoBaHwMit,
IPeOBSIBISEMBIX K [TOJ00HEIM HCCIIEI0BAHUSIM,

- HafT PEeKOMEHJAlMH IO BHECEHHIO HeOBGXOIMMBIX IIOTIPaBOK M H3MEHEHMI
B TOKYMEHTBI M MaTepUaIbl HCCIIEA0BAHHI;

- BBIHOCHT 3aKioYeHus 00 ono0peHME uid HeomoGpeHHH IIJIaHUPYEMBIX
1 IIPOIOIKAIOIUXCA HCCIIeI0BAHMIH;

- TpH  HEOOXONMMOCTH, OpraHu3yeT ayauT COOTBETCTBHS IIPOBOIUMEBIX
UCC/ICIOBaHUMH JTHYECKMM M IIPaBOBEIM HOpMaM, IIPEIBABISEMBIM K IOZOOHBIM
UCCIICIOBAHUAM.

4. COCTAB KOMHUTETA M IOPSIIOK ET'O PABOTBI

4.1. B cocras KomuTera BXOTAT:

- He MeHee 3 4WiIeHOB, 06/1aa0MMX HeO6XOMMMEIM OMBITOM H KBaJIM(UKALMEH 15
SKCTIEPTHOH OLEHKH HAYYHBIX, MEOULMHCKMX M OSTHUCCKHX aCIEKTOB MEUIIMHCKOMH
ACATCIBHOCTH, IJIAaHUPYEMOTO HCCIIEN0BAHNS;

- HE MEHEE OZIHOTO 4JICHA, HE SBILIOILEr0OCs HayYHBIM PabOTHHKOM;

- HE MCHEE O/IHOI'O 4/IeHa, He ABJIAIOIErocs COTPYIHHKOM YHUBEPCHUTETA,

4.2. Cocras Komutera YTBEPIKAACTCsT NPHKA30M DPEKTOpa YHHBEPCHTETA
Ha IISTE JIET.
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4.3. K unenam Komutera npesapisioTes cleayrome TpedOBaHUS:

- HaJIIHKE BBICIIEro 06pasoBanus (CIICHHATHTET UM MATHCTPATypa);

- HaJIM4¥e OmbITa paboThl U 3HAHUM B cdhepe MEXIUCIUIIMHAPHBIX UCCIIeI0BAHUM;

- HaJlM4ie ombITa pabOTHl W 3HAHWH B 0GNAacTH ITHYECKUX W (WMIIM) IPABOBBIX
aCIIEKTOB 3aIIUTHI IIPaB U cBOOOX IpaXkIaHmHa.

4.4. Tombko unensr KomuTeTa MOryT TpPHHHMAaTh ydacTHE B TOJOCOBAHHH
TI0 BOIIPOCY yTBEPXKACHHUS/0100pEHHS Ha POBEIEHYE UCCIIeJOBAHMUSI.

4.5. Tlpumsarwe pemenns Kommurera ocymecTaisercs Y4aCTHUKAaMH I'OJIOCOBAHHS
€IMHOIJIaCHO.

4.6. B ciywae OTHYECKOM  OKCHEPTH3Bl  KIMHHYECKHX  HMCCIIeIOBAHMI
JICKAPCTBEHHBIX CPEJCTB, OMOJIOrMYECKH AKTHBHBEIX H00aBOK, KOCMETHYECKHMX CPELCTB,
MEIULHHCKUX IPHOOPOB UIIM MHCTPYMEHTOB HCCIIEA0BATENb IPEIOCTABIAET HHMDOPMALIHIO
OTHYECKOMY KOMHTETY IO JHOOBIM acreKTaM HCCIeHOBaHWS, OJHAKO HE NPHHHAMAET
YHacTHs B IPEHKUAX 110 BONIPOCAM YTBEPKACHHUSI HA MIPOBEIEHNE HCCICIOBAHNS.

4.7. KomuTeT MoxeT npuberaTs K MOMONM HE3aBHCHMbIX 3KCIIepTOB, 0e3 mpasa
Y4YaCTHUsl UX B TOJIOCOBAHMUH.

4.83. KomHTeT HeHCTByeT B COOTBETCTBHH C YTBEDXKIEHHBIMH CTaHIaPTHEIMH
NpOUCIypamMu, BE/IET HEOOXOMMYIO NOKYMEHTALMIO | IIPOTOKOJIUPYET 3aCeNaHuUs.

4.9. KomuTer NpHWHHME@ET pelleHHs IpH HAIHIHHA KBOpyMa, OIPEeNeNIEHHOTO
CTaHAAPTHLIMH IPOLIETYPAMH.

4.10. Komurer paspabarbiBaeT, IOKYMEHTAIBHO ohopmiseT ¥ cobIOmaeT
IIOJIOXKEHUS, BKITFOYAKOLIME B ceOs:

- coctae Komurera (OMO u kpanuUKAIHIO BXOIAIIHAX B HETO JIAL);

- TIaHMpOBaHHE M OIpE/e/IeHHE MEPUONMYIHOCTH PACCMOTPEHMS NOKYMEHTALHH
10 MCCIIeI0BAHMUIO;

- PaCCMOTPCHHE M0 YNPOUICHHOH MpOLELype M YTBEPKICHWE HE3HAUMTENIbHBIX
HM3MEHEHHMH X0/a UCCIIE/IOBAHM;

- YKa3aHUC Ha HENOIYCTHMOCTH OTKIOHEHHH OT IPOTOKOJA MIH €ro M3MEHEHHS
0e3 mpeBapHTEIBLHOIO yTBEpPsKACHMS KoMureTom;

- yKasaHuWe Ha TO, 4TO KOMHUTET HO/KEH CBOEBPEMEHHO B IMCHMEHHOM BHIIE
COOOIIMTE  HCCENIOBATENI0 O CBOMX DEIICHHSX, KACAIOMUXCH  KIHHMYECKOro
HCCIIEIOBaHUSI.

4.11. KoMHTeT XpaHuT JOKYMEHTALHMIO (CTaHIapTHEIE IIPOLEAYPBI, CIIUCOK YICHOB
C YKa3aHHEM poJia HesATEeNbHOCTH M MecTa paboThl, IPENCTABIEHHbIE HA PACCMOTPEHHE
MOKYMEHTBI, IIPOTOKOJIBI 3aCCIAHNH) He MEHee ILATH JIET [I0CIE 3aBepIIeH s HCCIIeI0BaHMs
M TPEACTaBIseT ee Mo TpebOoBaHHIO C COOMIOJEHHEM 3aKOHOIATENBCTBA POCCHIMCKOlM
Denepanyu 0 IEPCOHANBHBIX JIaHHEIX, KOMMEPYECKOH, TOCYNapcTBEHHOM M HHOM’
OXpaHsEeMOM 3aKOHOM TaiiHe.
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JIACT perucTpanvu u3MeHeHu
= OcnoBanue 1 HN3menenus BHeC
5 Homepa BHECCHHHA
= H3MEeHEeHHbIX H3MEHCHHU Ilognucek,
§ JIHCTOB (Ne n HanMeHOBaHHe Davnius, aarTa
S pacnopsiiuTeJIbHOrO HHHI{HAJIBI BHECEeHU
JIOKYMEHTA) H3MEHEHHUS
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