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1. O01He moJI0KeHu s

1.1. Ituyecknii komutrer ®I'OY BO UBI'MA MunszapaBa Poccuu (nmanee —
OTUYECKUIT KOMUTET) SIBJISICTCS HE3aBUCHUMBIM OPraHoOM, OCHOBAaHHOM Ha JOOpPOBOJIHLHOM
YWICHCTBE W COBMECTHOM  JICSITENIbHOCTH  CICUIHUAJIUCTOB, yYEHBIX HW  Bpaueu,
CHCI_[I/IaHI/I?;I/Ip}IIOH_II/IXC}I B 06.]IaCTI/I COLIMOJIOTMYCCKUX, JOKIMHHYCCKHUX H KIMHHUYCCKHUX
WCCIEAOBaHUM (UCTIBITAHUN) OMOJOTHYECKH AKTHBHBIX BEIECTB, JICKAPCTBEHHBIX CPEACTB,
TGXHOHOFHﬁ, MaTepI/IaHOB 158 H3I[CJII/II>'I MCAUIIMHCKOI'O HA3HAYCHUA. 3TI/I‘-IGCKI/II\/JI KOMUTET CO31aH U
JENUCTBYET, HCXOAS M3 MPUHITUIIOB JOOPOCOBECTHOTO BBITTOJTHEHHS JOKIMHUYECKUX HUCIIBITAHUN
N KIHHHNYCCKUX PICCJICIIOBaHPIfI, OXpaHBI 158 FYMaHHOFO OTHOIICHUA HCCJIGI[OB&TGJIGFI K
71a00paTOPHBIM KUBOTHBIM.

1.2. DTuyeckuil KOMHUTET OCYIIECTBIISIET CBOIO JESTENbHOCT B COOTBETCTBHHM C
MIOJIOKEHUSIMA XEeJTbCUHCKOM Jeknapanuu Becemuproit MeaumuHckoit Accommaruu (1964r.),
Konctutyun Poccuiickoit @enepannu, «OcHOB 3akoHonaTenscTBa Poccuiickoit @enepanun 06
oxpaHe 370poBbs rpaxnan» (1993r.), ®enepansHoro 3akona oT 12.04.2010 Ne 61-®3 «O6
oOpaleHun JIeKapCTBEHHBIX CpelncTB», HammonambHOrOo cranmapta Poccuiickoit ®enepanuu
«Hagnexamass knuauueckas npaktuka. ['OCT P 52379-2005», Ilpukasza MuHucrepctna
3apaBooxpanenus Poccuiickoit @enepaunu ot 19.06.2003 Ne 266 «O6 yrBepxkaenuu [IpaBun
KInHU4Yeckod mpakTuku B Poccuiickoit ®enpepanun» (GCP), Ilpukaza MuHucrepcTBa
3IpaBOOXpaHEHUsl U coluaibHOro pasButusi Poccuiickoit @enepanuu ot 23.08.2010 Ne 708-u
«O6 ytBepxkaenun IlpaBun nabopatopuoit mpaktukm» (GLP), Ilpukaza Mwunucrepcra
3IpaBOOXPAHEHUsI U couuanbHOTO pa3Butus Poccuiickoit @eneparuu ot 26.08.2010 No 748-1
«O0 yTBep)KIeHUH MOPSAIKA BbIJAUYH Pa3pelIeHHs Ha MMPOBEICHUE KIMHUYECKOTO UCCIIEOBAHUS
JIEKApPCTBEHHOI'0 TMpenapara Juisi MEIULUHCKOTO MPUMEHEHUS» UM JIPYrUMU HOPMATHUBHO-
MPABOBBIMU aKTaMH, OOUIETPU3HAHHBIMH JTUYECKUMHU MPHUHLUIIAMH W HOPMaMH, a TakKke
HacTtosuwM [lonoxxeHnem 06 ITHUECKOM KOMUTETE.

1.3. DOkcmeptuza OTHUYECKOrO KOMHUTETa SBIAECTCS  00S13aTE€JbHBIM  JITANOM
IUVIAHUPOBAHUS MCCJAEAOBAHUSA, [IPOBOIUMOIO COTPYAHUKAMHU, aCIIUpaHTaMH, COUCKATEIIMU
OI'bOY BO «lBaHOBCKasi TOCYJapCTBEHHas MEIUIIMHCKas akaaemus» MUHHCTEpCTBa
3npaBooxpaneHus Poccuiickoit @enepanmu (manee — HMBIMA). Jlroboe NOKIMHHYECKOE,
OMOMEIUIIMHCKOE WIJIH COIIMOJIOTUYECKOE HCCIISIOBAaHUE, OCYIIECTBIIIEMOE C YUaCTUEM JIFOJICH 1
(wmu) 7aObOpaTOPHBIX JKUBOTHBIX, JJAOJLKHO TMPOWTH NPeIBAPUTEIbHYH JKCHEPTH3Y
ITHYECKOro KOMHUTETA.

1.4. DTuueckuii KOMHUTET HE MMEET MpPSIMONW 3aMHTEPECOBAHHOCTH B KOHKPETHOM
uccinenoBanuy. HesaBucuMo oT uccienoBaTens, 3aka3zuMka, CIOHCOpa WIH MEIUIMHCKOIo
YUpEXAEHUS OTHYECKUH KOMHUTET PELEH3UPYET INPOTOKOJIBI HCCIEIOBAaHUM M OLIEHUBAET
MEXaHU3MBbI 3aILUTHI IPaB YEJIOBEKA U €ro 0e30MacHOCTH, 00eCIIeYeHUsI TYMaHHOIO OTHOIIEHUS
K J1a00paTOPHBIM KHUBOTHBIM.

1.5. DTuveckuii KOMUTET HE HMMEET KakKOW-IMOO MpUOBUIM B KayecTBE M CBOCH
ACATCIIBHOCTU U HE pacClpCACIACT NOJYUCHHYIO HpI/I6BIJIB MCKAY CBOMMH YJICHAMMU. 3aka3uuk
(crioHCOp) MOKET KOMIIEHCHUPOBATh aIMUHUCTPATUBHBIE PACXObI, IPU 3TOM OIIaTa HE 3aBUCHUT
OT TOTIO, OI[06peHBI JIX OOKYMCHTBI HWJIM OTHOCHUTCJIBHO HCCJICIOBAHUSA IPHUHATO KaKOC-HHGO
Jpyroe peuieHue.

1.6. DOTHuueckuii KOMHUTET B CBOEM JEATEIBHOCTH PYKOBOJCTBYETCS NPHUHLUIAMU
HE3aBUCUMOCTH, KOMIIETEHTHOCTH, IUIIOPAIU3Ma, CIIPABEIIUBOCTH U IIPO3PAYHOCTH.
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1.7. DThuyeckWii KOMHUTET SBJISIETCSI OTKPBITHIM opraHoMm. HMudpopmarus o wieHax
OTHUECKOr0 KOMHTeTa, Trpaduke paboThl, BCEX MPHUHATHIX pPEIICHUSIX HE MOXET ObITh
KOH(pHUICHIIMATILHOM.

1.8. O6nacTh KOMIETEHIIMY DTUYECKOTO KOMUTETA PACIpPOCTPAHIETCs Ha AESATEIbHOCTD
OI'bOY BO «lBaHOBCKasi TOCYJapCTBEHHas MEIUIIMHCKas akaaemMus» MUHHCTEpCTBa
3npaBooxpaHeHust Poccuiickoit ®enepaunu. Bce mnoapaspenenuss HWBI'MA, mnposonsuiue
UCCIIEIOBAHMS C yUYAaCTHEM JIFO/IeH WM J1a0OpaTOPHBIX )KUBOTHBIX, 00513aHbI B3aUMO/I€HICTBOBATh
¢ DTUYECKUM KOMUTETOM.

1.9. DTrueckuii KOMUTET pa3padaThIBACT W JOBOJMUT JI0 CBEICHUS 3aWHTEPECOBAHHBIX
71 MHQOPMAITMOHHBIE MaTePHAaJIbl 10 OPraHU3alMK CBOCH NEATENbHOCTH, IJIaHy U PETJIaMEHTy
paboThl, TpeOOBaHUSM W TPHUHIUIAM JOOPOCOBECTHOTO BBITIOJIHEHHS JOKIMHUYECKHX U
6HOM€III/II_II/IHCKI/IX HCCHCIIOBaHHﬁ.

1.10. DT4eckuii KOMUTET BIpPaBe Y4aCTBOBATh B Pa3pelICHUN ITHYECKUX KOH(MIUKTOB,
BO3HUKAIOIIUX B TeKyIlei pabore B’ MA BHe uCCIIeI0BaTENbCKOMN AeITEIHHOCTH.

2. OcHOBHBIE IIEJIH U 3aJa4M AeATEJILHOCTH JTHYECKOI0 KOMUTETA

2.1. OCHOBHBIMH HeJAMH pabOTHl DTHUECKOTO KOMHUTETA SIBIAIOTCS: 3alIUTa IMPaB H
37I0pOBbsl YUaCTHUKOB MCCJIEJOBAHUS; 3alllUTa [IpaB U UHTEPECOB HccieoBaTeneil; odecnedeHne
TUYECKUX HOPM U TYMAaHHOTO OTHOIICHUS K JIAOOPATOPHBIM KUBOTHBIM.

2.2. Jlns BBIMOJHEHMS] YKa3aHHBIX IeJedl DTUYECKHMH KOMHUTET pEellaeT CIeAYyHoIIne
o0IIre 3a0a4H:;

- TNpPOBEJECHHE HE3aBUCHMOHN O3KCIEPTU3bl JTOKYMEHTOB IUIAaHHPYEMBIX HCCIIEOBAHUIM
(McmBITaHM) COINIACHO CTaHAAPTHBIM OoneparuoHHbIM npoueaypam (COII);

- OOBEKTHBHASI M HE3aBHCHMas OIICHKa 0€30MacHOCTH M COOIIOIEHUS TIpaB YeIOBEKa 10
OTHOIIICHHUIO K I/ICCJIC,Z[yeMBIM Ha cTaauu HJ'IaHI/IpOBaHI/IH nu HpOBe,ZLeHI/ISI HUCCIICAOBAaHUA,

- OIICHKa COOTBETCTBUS KBalM(HUKAIIMU HCCIEAOBATEICH, TEXHUYECKOTO OCHAIECHUS
I/ICCJICI[OBaTeHBCKOﬁ 68.3]:1 IpaBujiaM MMPOBCIACHUA Ka4YC€CTBCHHBIX 6HOM€I[I/ILII/IHCKI/IX
HCCJICTOBAaHUT;

- OCYUIECTBJIEHUE KOHTPOJISI 3a XOJOM MPOBEIACHUSI HCCIENOBAHUS B COOTBETCTBUH C
MPOTOKOJIOM HccienoBanus coracuo COIT;

- 00BbEeKTUBHAS OIICHKa M KOHTPOJIb 3a COGJIIOI[GHI/IGM OTUYCCKUX HOPM U T'yMaHHOI'O
OTHOLICHUS K J'Ia60paT0pHBIM JKHBOTHBIM B JOKJIIMHHYCCKHUX UCCIICIJOBaHUAX.

2.3. IlpeameToM 3JKCHePTU3bl DTUYECKOTO KOMHUTETA SIBIISIOTCS BCE HCCIEIOBAHUS
(OmoMeMIIMHCKHUE, TOKIMHUYECKAE U COIIMOJIOTUIECKHE) C YIaCTHEM B Ka4eCTBE MCCIIEAYEMBIX
JIOJIeH WU Ta00PATOPHBIX KUBOTHBIX.

2.4, DTUYECKOM OKCIEPTU3E TNOMICKAT CICIYIOIIHE ACHEeKTbl OMOMeIUIUHCKOIO0
HCCJICIOBAHNSA

- COOTBETCTBHEC HHSaﬁHa HUCCICAOBaHUA LICIAM HCCIICAOBaHHA, B TOM YHCIIC, C TOUYKH
3pCHUS BOBJICUCHUSA MUHUMAJIbHO BO3SMOXXHOTO KOJIMYECTBA YHACTHUKOB UCCIICAOBAHN;

- TUTAHUPYEMBIM PHUCK, HEYIOOCTBAa W JOMOJHUTENbHBIC HArpy3Kd HAa  YYaCTHUKOB
HCCJIEIOBAHUS 110 CPABHEHUIO C OKHUIAEMOU MOJIb30M1;
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- 000CHOBaHHOCTb MCIIOJIb30BAHUSI KOHTPOJIBHBIX TPYII U MPUMEHEHUS I1a1e00 ¢ TOYKH
3peHust 6€30MacCHOCTH TAIMEeHTOB;

- KPUTEPHHU BKIOYCHHA B HCCICIOBAHUC, HWCKIIOYCHUA, obecneyeHus aﬂeKBaTHOI;'I
MEIUITMHCKOM MOMOIIH IIOC/Ie OKOHYAHUS y4acTusa B UCCIICAOBAHUM,

- comepxkanue (hopmbl MHDOpPMAITUU I UCCIIEAYEeMOTO (3aKOHHOTO TPEACTaBUTEINS) U
,Z[O6p0BOJ'H:HOI‘O I/IH(I)OpMI/IpOBaHHOFO coryiacus, a TaKKC JPYyrux MaTCpruaioB, NIpCA0CTABIACMBIX
UCCIIETYEMBIM;

- MCAUIIMHCKAas MOMOIIb, KOTOpad 6y;[eT npeaocCTaBJICHA Y4YaCTHUKAM HCCICOOBAHHUSA B
X0J€ UCCJICIOBaHUs U ITOCJIC €0 OKOHYaHUI,

- cobmofeHne  KOHPHUICHIMANbHOCTH  HMHGpopMammu 00  HCCIEAyeMbIX H
HETIPUKOCHOBEHHOCTH UX YaCTHOW KH3HU;

- TIOPSIIOK U pa3Mephl BHIILJIAT UCCIEAYEMbIM, €CJIM TaKOBBIE MPEAYCMOTPEHBI, C TOUKU
3peHus] OTCYTCTBHUS MOTHBOB HEOOOCHOBAHHOM 3aMHTEPECOBAHHOCTH B y4YaCTHH B
HCCIIEI0BaHUH;

- o0ocHOBaHME HEOOXOIMMOCTH HCIIOJIB30BAHUS VYSA3BUMBIX TPYyIIl W oOecreueHne
rapaHTUi JJIs 3aIIUTHI TIPaB U 3710POBBS ATOM KaTerOpHU UCCIEIYEMBbIX (B ClIydae UX y4acTus B
HCCTICIOBAHUH ),

- KBaMH(UKAIMSA M HEOOXOMUMBIM OMBIT HCCIENOBATENs, HAYYHOTO PYKOBOIHMTEIS
(KOHCYNBbTAaHTa) U COMCCIIEOBATENEH MIIaHUPYEMOTO UCCIIEeI0OBaHUS;

- COOTBETCTBHE 0a3bl HCCICIOBAHHS HEOOXOJMMBIM TpPEOOBAHHSIM ISl MPOBEICHUS
WCCIICJIOBAHMsI,  BKJIOYas  HAJUYME  BCIIOMOTAaTEJIbHOIO  TEpCOHANa,  HEO0OXOIUMOro
000pyIOBaHUs U BO3MOXKHOCTEH JJIsI UCCIICIOBAHMSI M IPOBEICHUS MEIUIIMHCKUX MEPOTIPUATHI;

- HICTOYHHUKHU q)HHaHCI/IpOBaHI/If{ HUCCiIeJ0BaHUs.

2.5. DTHYecKOH DJKCIEepPTH3€ MOAJEKAT CIEAYIOUIME ACHEKThI COLNMOJIOrHYeCKOro
HCCIeJOBAHUSA:

- COOTBCTCTBUC 111/13a1?1Ha nCCiaca10oBaHus OCIAM UCCIICA0OBaAHMA,

- Hey#oOcTBa M [OINOJHUTEIbHbIE HArpy3KM Ha  Y4YaCTHHKOB MCCJIEJOBAHUS IO
CPABHEHUIO C 0KMIAEMOU IOJIb30M;

- coaepxanue GopMbl T0OPOBOIBLHOTO MH(POPMUPOBAHHOTO COTJIACHS, a TAKXKE IPYTHX
MaTCepuraioB, NPCAOCTABIIACMBIX UCCICIYCMbIM;

- coOmogeHue  KoHpUACHIMANBHOCTH  HMHPopManuu 00  HCCIAEAYEeMBIX U
HerI/IKOCHOBeHHOCTI/I nux LIaCTHOI\/JI KU3HU,

- TIOPSAZOK U pa3Mepbl BHIIUIAT UCCIENYEMbIM, €CIM TaKOBBIE NMPEAYCMOTPEHBI, C TOUKU
3peHUs OTCYTCTBUS MOTHBOB HEOOOCHOBAaHHOW 3aMHTEPECOBAHHOCTH B y4YacCTHH B
UCCIIEIOBaHNH;

- 000CHOBaHWE HEOOXOIMMOCTH HCIOIB30BAaHUS YSI3BUMBIX TPYNI W OOECTeueHUE
rapaHTHl JJIs 3a1UTHI [IPaB U 3I0POBBS ATOW KaTerOPUH UCCIIEIYyEeMbIX (B Cly4yae UX y4acTus B
HCCIIE0BAHUMN);

- KBaTM(UKAIMS M HEOOXOIHUMBIM OMNBIT HCCIENOBATENsl, HAYYHOTO PYKOBOIMTENS
(KOHCYJIBTAaHTa) U COMCCIIEA0BATENEN IIIAHUPYEMOTO UCCIIEI0BAHUS;
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- HICTOYHHUKHU q)HHaHCI/IpOBaHI/If{ HUcciaeaJ0BaHus.

2.6. DOTUYeCKOM HKCHEPTU3E INOJUIEKAT CIEAYIOUIME ACHEKTbl HCCJICJOBAHMA C
HCNO0JIb30BaHHEM J1a00PATOPHBIX KUBOTHBIX:

- COOTBECTCTBHUC In3aiiHa HCCIEIOBaHUSA IICIISIM HccjicaoBanus, B TOM YHCIIC,
000CHOBAHHOCTh IMPOBEACHUA HUCCIICAOBAHNA Ha J'Ia60paTOpHBIX KMBOTHBIX, HAIIPpaBJICHHOT'O Ha
MOJIYUYCHHUE PpPE3YJIbTAaTOB, HC HJOCTHIXUMBIX OPYIrUMHU CpCIACTBAMU, a TAKXKC BOBJICHCHUA
MHHHMAJIbBHO BO3MOXXHOI'O KOJIMYECTBA na60paT0pHHx JKHUBOTHBIX;

- KBaMH(UKAIUSA ¥ HEOOXOMUMBIM OMBIT HCCIENOBATENsl, HAYYHOTO PYKOBOIHMTEIS
(KOHCYNbTaHTa) W COHUCCIENOBAaTENel IUJIAHUPYEMOrO UCCIEOBaHMsS, B TOM 4YHUCIE IO
aJICKBaTHOCTH 00€300JIMBaHUS U KOHTPOITIO 32 COCTOSIHUEM YKHBOTHOTO;

- HaIW4ue J1abopaTopHOW 0a3bl W ITaTa COTPYIHUKOB, OOECICUYHMBAIONIMX YXOJI 32
HaGOpaTOpHBIMI/I KHUBOTHBIMU,

- TMPEeMJIOKEHUS M0 YIYYIICHHUIO SKCIEPUMEHTAIbHBIX METOJIUK JUISl CHIDKEHUS
(MCKIIFOUeHUs1) OTPHUIATETBHBIX (OONEBBIX, CTPECCOBBIX W JIp.) BIUSHUN Ha J1abopaToOpHOE
KUBOTHOE;

- HaJIM4yhe Mep, MO3BOJIOMUX H30eXKaTh M3IUIIHUX MOBPEXKICHUA U (PU3UUECKUX
CTpa/ilaHuil 1a00paTOPHBIX KUBOTHBIX;

- co0momeHne Mep  MPEAOCTOPOKHOCTEH,  00eclneynBaIoONIMX  0€30MacHOCTh
uccrenoBaTens (COMCCaeIoBaTeNeil), mepcoHana U UCKITIOYAONMX OTPUIATEIbHOE BIMSHHUE Ha
OKPYKAIOLIYIO CPELY;

- ICTOYHMKH (PUHAHCUPOBAHUS HCCIIEIOBAHNUS.
3. OpranuszanuoHHasi CTPYKTypa JTHYECKOIr0 KOMHUTETa

3.1. CocTtaB DTHUYECKOTO KOMUTETA (GOPMHUPYETCH HA MEKTUCUMILIMHAPHOM ocHOBe. B
CcOCTaB OTHYECKOr0 KOMHTETA BXOAAT CIICIMAJIMUCTHI, 06Hanafoume OIIBITOM H HOCTaTOqHOﬁ
KBaIM(UKALMEeW A SKCIEPTHBIA OLEHKW HAYYHBIX, MEJULMHCKUX WU JTUYECKUX AaCIEKTOB
IJIaHUPYEMOTI'O UCCIICAOBAHUS.

3.2. CoctaB DOTHYECKOr0O KOMHMTETAa MOXET BKJIOYaTh COTpYIHHKOB WMBI'MA:
CMELUAINCTOB B OOJIACTM MEIUIMHBI M OWOJIOTHH, COIMAIbHO-TYMaHUTAPHBIX HAyK; Bpauei,
CHEIHMAUCTOB MO COIMAJbHBIM BOIPOCAM, IOPUCTOB, CHEIUAIMCTOB B 00JACTH METUIIMHCKOM
STHUKH U TIPEICTaBUTENICH OOIIIECTBEHHBIX OpraHN3aIUil.

3.3. DTUYECKHI1 KOMUTET JOJDKEH COCTOSITh KaK M3 MY’)KUMH, TaAK U M3 YKEHIIUH Pa3HbIX
BO3PAacCTHBIX I'PYIIIL.

3.4. CocraB DOTHueckoro KomuTeTa (HOpMUPYETCs Ha JTOOpOBOJIHLHOM OCHOBE U
yTBep:kaaercs npukasoM pekrtopa MBI'MA, ¢ Ha3sHaueHuMeM U3 4YHcia YIEHOB ODTHUYECKOTO
KOMUTETa IMpeacenareis, 3aMecTHTens mnpencenarens u cexkperapsa. CocraB ODTHYECKOTO
KOMHTETa IepecMaTpuBaeTCs M0 Mepe He0OX0IMMOCTH, HO He pexe 1-ro pasza B Tpu rona.

3.5. Ilpeacenaresib ITHYECKOT0 KOMUTETA:
- OCYUIECTBIISIET PYKOBOJICTBO JESTEIbHOCTHI0O DTUYECKOTO KOMUTETA;

- ¢opmupyeT 1iaH paboThl DTUYECKOTO KOMHUTETA, a TAKXKE MOBECTKY OYEPEIHOI0 WIH
BHEOUEPETHOT0 3aCeAAHNsI DTUUECKOTO KOMUTETA;

- IPOBOAUT 3aCCAaHUSA OTHYECKOTO KOMUTCETA,
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- Ha3Ha4YacT OJKCIIEPTAa M3 YHUCJIa YJICHOB OTHYECKOr0 KOMHTETa AJi1 OCYLICCTBIICHHUA
HpeHBapHTGHLHOfI OKCICPTU3BI INTAHUPYEMOT'O UCCIICAOBAaHUSA

- B CHOPHBIX CIIydasx U NpU JPYrHX OOCTOSTEIhCTBAX, KOT/la HEBO3MOXXKHO IPOBECTH
HAJUISKAIYI0 AKCIEPTU3Y CUJIAMH YJIEHOB DTUYECKOTO KOMUTETA, MPHUBJIEKAET HE3aBUCUMOTO
9KCIIEPTa, HE SIBIISIIOIIETOCS YWIEHOM JTHYECKOI0 KOMUTETA;

- TMpUIIalllaeT Ha 3acefaHue OITUYECKOTO KOMHUTETa HE3aBUCHMBIX HJKCIEPTOB,
npeacraButeneit Anmuauctpanuu UBI'MA, 00111ecTBEHHBIX OpraHU3aIMi ¥ HHBIX JINII,

- paspabaTeiBacT W BBIHOCHT Ha OOCYXJCHHE UIEHAMH OTHYECKOTO KOMHTETA
MPEJIOKEHUS, JOMOJHEHUSI W U3MEHEHHs] O JesaTenbHOCTH JDthdeckoro komutera, COIIl u
(dbopMaM JOKYMEHTOB;

- Jac€T pa3bACHCHHA I10 JACATCIIBHOCTU OTHYECKOTO KOMHUTETA, OCHOBAHHAM IIPUHATUA
peH_IGHI/Iﬁ OTUYECKUM KOMUTETOM 3aUHTCPCCOBAHHBIM JIMIAM;

- KOHTPOJUPYET JesATeNbHOCTh CekpeTaps ITUYECKOr0 KOMUTETA;

- MpeAcTaBiIseT IJTUYECKUM KOMHUTET B Apyrux mnozapasnaencHusx MBI'MA, HayuHBIX,
MEIULUHCKHUX, OOIECTBEHHBIX U HHBIX OpPraHU3aLUsAX.

3.6. 3amecTuTens Ilpeacenarenss ITHYECKOT0 KOMUTETA:

- ocylIecTBIseT ToiaHoMouMs [Ipencenarenss DTHYECKOTO KOMHTETa B TEPHOI €ro
OTC}’TCTBI/I}I, a TaKXKeE HpI/I paCCMOTpeHI/II/I HJIaHI/IpyeMOFO ucciacaoBaHusda, rac UCCiIca0oBaTCIEM
(couccnenoBarenem) sBisietrcs [Ipencenarens;

- BBINIOJIHAET MHbIe (pyHKIMH 1o nopyuyeHuto [Ipencenarens ITHUECKOT0 KOMUTETA.
3.7. Cekperapb ITHYECKOr0 KOMUTETA:
- obecrieyrBaeT B3aUMOJICHCTBUE MEKY UCCIEIOBATENIEM U DTUIECKIM KOMHTETOM;

- OCYIIECTBJISIET MPHUEM M PETUCTPALMIO JOKYMEHTOB, MOJAaBa€MbIX B OTHYECKUIl
KOMMUTET;

- TPOBOAUT TMPEABAPUTENILHYIO OLEHKY TOJHOTHI M MPAaBHIBHOCTU O(OPMIICHUS
MIPEJICTABICHHBIX JOKYMEHTOB, MPH BBHISBICHUHM HEIOCTATKOB OGOPMIICHHS JOKYMEHTOB WIIU
OTCYTCTBHSI HEOOXOIUMBIX JOKYMEHTOB CTaBUT 00 3TOM B M3BECTHOCTh MCCIIEI0BATENS;

- COTrJIaCOBEBIBACT C Hpe;[ceﬂaTeJIeM AaTy O4UCpCaAHOTO WJIM BHCOYCPCIHOI'O 3aCCHaHUA U
AOBOJUT €€ C YKAa3aHUEM IIOBECTKH 10 CBCACHUSA YJICHOB OTHYECKOr0 KOMHTETa M HHBIX
MPUTTTAIICHHBIX JIWIL;

- BCJCT IIPOTOKOJI 3aCCIaHUsA ITHYECKOTO KOMUTCETA,

- CBOEBpPEMEHHO 0(OpMIIIET POTOKOJ 3acelaHusl U BBIUCKY M3 MPOTOKOJA 3acelaHusl,
KOTOPYIO MepeaaeT B TEeUEHUE CEMU JIHEH TOocye MPUHATHS pelIeHHs UCCIeI0BaTelNo;

- KOHTPOJIHPYET CBOCBPEMCHHOCTL IMPCAOCTABJICHHUA OTYECTOB HUCCICAOBATCIAMU 110
MPOBOJIUMBIM HCCJICIOBAHUSM, a TaKKe OT4eTa II0 3aBEPIICHHH WCCICIOBAHMS, B CIIydae
HCMIPECAOCTABJIICHUA oT4yEeTa HUCCIICO0BATCIIEM B YCTaHOBHeHHBIﬁ CpPOK, CBOCBpPCMCHHO
undopmupyet 06 stom IIpencenarens ITHIECKOTO KOMHUTETA,

- COCTaBIISIET ©KETOAHBIN OTYET 0 paboTe DTUYECKOTO KOMUTETA U COTIACOBBIBAET €T0 C
[Ipencenarenewm;
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- odopwisIeT W apXUBHUPYET BCIO HEOOXOAUMYIO JIOKYMEHTAIMIO (IOKYMEHTHI,
MpeCTaBIsieMble B DTHYECKUNA KOMHUTET HCCIEAO0BaTeNeM, MPOTOKOJBI 3aceHaHuid, 0Opa3Ilbl
JIOKyMEHTOB H JIp.)

3.8. YiaeHbl DTHYECKOI0 KOMUTETA 00A3aHbI:
- MPUCYTCTBOBATH Ha 3aCEIaHUAX DTHUESCKOTO KOMUTETA;

- paccMarpuBaTh, OOCYXHaTh, pEIEH3UPOBATH  MPEMAJIONKEHUS  OTHOCUTEIBHO
WCCIIETOBaHUM, MTPeICTaBICHHBIX Ha SKCIIEPTHYIO OLIEHKY;

- paccMaTpuBaTh OTUETHI O XOJAE MCCIIENOBAaHUN, BHECEHUH U3MEHEHUM U JOMOJHEHHUN B
MPOTOKOJ HccleoBaHus U (GopMy J0OpPOBOJBHOTO MH(GOPMHPOBAHHOTO COTJIACHs, a TaKkKe
OCYIIECTBJISITh KOHTPOJIb 32 TEKYIIUMH UCCIIECOBAaHUSIMU;

- paccMaTpuBaTh OTYETHI MO 3aBEPLUICHUH UCCIIeI0BAHUI;

- coo0maTh O KOH(IMKTE MHTEPECOB IMpPHU MPOBEACHUU 3TUYECKOH SKCIEPTU3BI
UCCIIEI0BAHMS,

- yyacTBOBaTb B OOpa30BaTEeNbHBIX MEPONPHUATUAX B chepe OMOMEIMINHCKUX
HUCCIIETOBAHUH.

4. JleATeIbHOCTL DTHYECKOT0 KOMUTETA

4.1. DThYeCcKWi KOMHTET TPOBOAUT HE3aBUCUMYIO JKCHepTusy (MEepBUYHYIO,
YCKOPEHHYI0, TIOBTOPHYIO, KCIIEPTU3Y TOMPABOK K MPOTOKOJIaM U GopMe HHPOPMUPOBAHHOTO
NOOPOBOJIBHOTO  COrJiacusl)  IJIAaHUPYEMbIX  HCCIENOBAaHUI  COTJIaCHO  CTaHJIApPTHBIM
OMEPALMOHHBIM IPOLETYPaAM.

4.2. DTUYECKU KOMUTET KOHTPOJHMPYET NMpPOBedeHUe OX00PEHHOr0 MCCJIeI0BAHUA B
qaCTu CO6JHOI[CHI/IH MMPOTOKOJIa HCCICAOBAHUA, 3alllUTHI IpaB MW 3J0POBbA HCCICAYCMbIX,
TYMaHHOTO OTHOUIEHHsI K JaOOPaTOPHBIM >KMBOTHBIM COIJIACHO CTaHAAPTHBIM OIEPaIlMOHHBIM
IIpoLEeaypam.
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Ipuiaoxkenne 1 k [los10:keHNI0 00 ITHYECKOM KOMUTETE

CTaHHapTHaH onepanuoHHad nmpoueaypa. 3acena}me KOMMTCETA

].[e.m;: JaHHas CTaHJapTHas OoI€palHOHHAas IIponcaypa OIIMCBIBACT IMOPAOOK OpraHu3aluu U
IMPOBCACHUA 3aceJaHui ATUYECKOTO KOMHUTCTA, a4 TaKKC OOKYMCHTAJILHOC O(bOpMJIeHI/Ie
JACATCIBbHOCTH.

1. Opranuszaums 3aceJaHus

1.1. B cootBercTBuM ¢ [Toj0keHHEM 0 KOMHUTETE 3aCeAaHUs KOMHTETa MOTYT OBbITh IJIAHOBBIMU
W BHEIUIAHOBBIMH, OPTaHM3YEMBIMH [UISI PACCMOTPEHHSI OTACIBHBIX BOIMPOCOB IO Mepe
HEO0OXOAUMOCTH.

1.2. IlnaHoBbIe 3aceaHusi KOMUTETA MPOBOAITCS HE PEXe OJHOTO paza B MECSI] C CEHTIOPs 1o
HIOHB (BKJIIOYUTENHHO).

1.3. B cinyuae BO3HMKHOBEHHSI YPE3BBIYAWHBIX OOCTOSITENIBCTB MPEACEIAaTEIb KOMUTETa MOXKET
U3MEHUTh JaTy ouepenHoro 3aceaanusd. WHdopmanus o0 H3MEHEHMHM JaThl 3aceqaHus
JIOBOJUTCS CEKPETAPEM JI0 BCEX WIEHOB KOMUTETA U YYACTHUKOB 3aCEAaHUs.

1.4. BpeMms, MecTo TpOBEICHHs 3aceJaHWs W TOBECTKA JHS YTBEP)KIAIOTCSA TMpeceaaTesieM
KOMHUTETA.

1.5. CereTapL KOMUTCTa coo6maeT YJI€HaM KOMHTETa BpEMs, MCCTO U IIOBECTKY OYECPECIAHOIO
3aCCJaHus U MOJIy4YacT MOATBCPIKACHUC UX IMTPUCYTCTBUA.

1.6. B mensix npoBeneHUs Ka4eCTBEHHOM 3KCIEPTU3bl CEKPETaph MO MOPYUYEHUIO MpeaceaaTelis
KOMUTETA OPTaHU3YyEeT MPEIBAPUTEIbHYIO SKCIEPTU3Y IAHUPYEMOTO UCCIICI0BAHUS HE TTO3HEE
yeMm, 3a 7 AHel 1o 3acenanus. [IpenBapurenbHas sKkcnepTr3a OCYLIECTBISAETCS OAHUM U3 YJIEHOB
KOMHUTETa B COOTBETCTBUU C KBaIM(PHUKAIUEH W HaMpaBJICHUEM JEATEIBHOCTH. B cimydae
BO3HHUKHOBEHHUSI BOINPOCOB, PEKOMEHAAIMM, HEOOXOAMMOCTH B [OMOJHEHWH M YTOYHEHHH
JOKYMEHTAIIMH, YICH KOMHUTETa, OCYIICCTBIISIOMINN MPEABAPUTEIIBHYIO SKCIIEPTH3Y, CTABUT 00
3TOM B U3BECTHOCTD 3asIBUTENS YEPE3 CEKpPETapss KOMUTETA.

1.7. Tlpm HeoOXoAMMOCTH TpeaceAarenb OOOCHOBBIBACT U OpPraHU3YeT MpPOBEACHUE
HE3aBHCHUMOI 3KCIEPTU3bl SKCIIEPTOM, HE SIBISIOIIMMCS YWICHOM KOMHUTETa, HE To3/Hee 7 JHei
10 3acenanus. He3aBUCUMBIN SKCHIEPT NPUIIIAIIAETCS HA 3acEJaHUE.

1.8. Ilpy HEBO3MOKHOCTH JIMYHOTO Y4YacTHSl B 3aceJaHUM, HKCIEPT (HE3aBUCHUMBIA JKCIEPT)
IIPEJICTaBIISIET MMCbMEHHYIO PELEH31I0 Ha IUIAHUPYEMOE HCCIIEI0BAaHUE.

1.9. Ilpencenarens U cekpeTapb JOJDKHBI MPEAOCTaBUTh BO3MOXKHOCTh BCEM WJIEHAM KOMHUTETA
O3HAKOMHUTbCS € JOKyMEHTaMH OWOMEIMIMHCKUX  HCCIEJOBAaHUHM, KOTOpble OyayT
paccMaTpuBaThCs HA 3aCCAAHUMU.

2. IlpoBenenne 3acegaHus

2.1. 3aCGI[aHI/Ie KOMHUTETa CYUYHTACTCA IPaBOMOYHBIM IIpU HAJIWYUKU KBOpPyMa, KOTOpBIfI
cocTtaBisieT He McHee S50 MMPOLCHTOB OT YTBCPKACHHOI'O KOJIMYCCTBA YJICHOB.

2.2. 3aC6,Z[aHI/Ie KOMUTETA MNPOBOAUT MPEACCAATCIIb KOMUTETA, a, B ClIyda€ €ro BPEMCEHHOI'O
OTCYTCTBHA, €0 3aMCCTUTCIIb UJIH, 110 MMOPYUYCHUIO IIpEACCAATCIIA, OANH U3 YICHOB KOMUTCTA.

23.B X0J€ 3ac€aaHus YJICHBI KOMUTECTa UMCIHOT BO3MOXKHOCTb O3HAKOMHUTBCA C JOKYMCHTaMU
HUCCICIOBAaHUA.
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2.4. Ha 3acemaHuu KOMHUTETA 3aCIyIIMBACTCS COOOIICHHE HCCIEOBATENs O IUIAHHUPYEMOM
HCCIIEOBAaHUM, a TaKXKe 3aKJloueHue dKcrnepra (HezaBUCcUMOro skcrepta). Ilpu oTcyrcTBHM
JKcrepTa (He3aBUCHMOTO JKCIIEpTa) Ha 3aCeIaHUM, MMMCBMEHHYIO PEICH3UI0 Ha WCCIICIOBAHHE
3a4YUTHIBACT npence,uaTenL KOMUTCETA.

2.5. Ynensl koMuTeTa 00CYXKJIAIOT IJIAHUPYEMOE HCCIIeI0BaHUE U OOMEHHMBAIOTCSI MHEHUSIMH Ha
OCHOBAHUHU MMEIOUINXCS IOKYMEHTOB U IMOJy4YeHHOH M3 cooOmeHust napopmanuu. Kaxasiit us
YJIEHOB KOMHUTETA MOKET BbICKA3aTh CBOIO TOUKY 3PEHHMS U 337aTh BO3HUKIIIKNE Y HETO BOIIPOCHI.

2.6. Ilo oxoHuaHUM OOCYXXAEHHUS TpelacenaTeNib OOBSBISET TOJOCOBaHUE. 3acedaHue
OTHYECKOro KOMHUTETa IPaBOMOYHO IPUHMMATh pEIIEHUs, €CIM Ha €ero 3acelaHuu
MPUCYTCTBYIOT 0OJI€e TIOJOBUHBI €0 YJICHOB.

2.7. .HI/II_[a, IMpUITTAIICHHBIC HA 3aCC€AaHUC U HE ABJIAIOMIMECA YJICHAMH KOMHTETA, YYAaCTBYIOT B
OGCy)K,Z[GHI/II/I IJIAHUPYEMOT'O UCCIICAOBAHUA 0e3 ImpaBa rojJioCoBaHus 10 NPHUHATHIO PCIICHUS.

2.8. Ilpu BO3HMKHOBEHHWU KOH(IMKTA WHTEPECOB WICH KOMHUTETA, MMEIONIUN OTHOIICHUE K
NPEJCTaBJICHHOMY Ha paccMOTpeHHEe OHOMEAMIMHCKOMY HCCIEIOBAHUIO, HE TNPUHUMAET
y4dacTue B TOJIOCOBAaHMU. TakoW 4jieH KOMHTETa MOXKET MPUCYTCTBOBATh Ha 3acelaHuu 0Oe3
IpaBa rojoca U Mo TpeOOBaHUIO KOMHUTETA MPEIOCTaBIATh JOMOJHUTENbHYIO HH(pOpMaIuo oo
UCCIIETOBaHUH.

2.9. KoMuTeT HpUHMMAeT pEUIEHHE IYTeM OTKPBITOTO ToJjocOBaHUA. Pemienue komurera
BCTYIIAeT B CHJIY, €CJIM OHO NMPHHATO IPOCTHIM OOJIBIIMHCTBOM rojocos. [Ipu Hecornacuu koro-
1100 U3 WIEHOB KOMHUTETA C MPUHATHIM PEUICHHEM, €ro 0c000e MHEHHE 3aHOCUTCS B IIPOTOKOI
3ace/laHus

2.10. Ilo pe3ynbTaTraM rojocoBaHMsI KOMUTET MOYKET PUHATH CIEAYIOIINE BApUAHTbI PELICHUMN:
- 0J100pUTH MPOBEJICHUE UCCIIEOBAHMS;

- OI[O6pI/ITB NPOBCACHUC MUCCICAOBAHUA TIPHU YCIOBUHM BHCCCHHUA HCCYUICCTBCHHBIX
W3MEHEHHUH | JOTIOJIHEHNH B JIOKYMEHTBI, ITOCJI€ YCTPAHEHUsSI KOTOPBIX, BBIIMCKA M3 MPOTOKOJIA
MO>KET OBITh BbIZJaHa 0€3 MOBTOPHOTO PACCMOTPEHHUS;

- BHECTH W3MEHEHHMs B TMpOLEAypbl M MaTepuasbl MCCIENOBaHUS (C  yKa3aHUEM
HEOOXOIMMBIX HW3MEHEHMH) W BHOBb IPEACTaBUTh JOKYMEHTHl TI0 IUIAHUPYEMOMY
HCCJIEIOBAHUIO HA IOBTOPHOE PACCMOTPEHHUE KOMUTETA,

= O0TKa3aThb B pa3pClICHUN Ha MPOBCACHUC UCCICIOBAHUS C YKA3aHUCM MTPHUYUH OTKa3a.

2.11. IIpunsToe pernieHne KOMUTETa OOBSIBIISIETCS HCCISIOBATENIO M (DUKCUPYETCS B TIPOTOKOJIE
3aceaHusl.

3. JlokymeHTAIMS
3.1. IIporokoi 3aceaHus BEAET CEKPETAPh KOMUTETA.

3.2. IIporokomn 3aceqanusi ohopMIII€TCS B TEUCHHUE 3-X THEH MOCIIe 3aceAaHus U TIOMUCHIBACTCS
npejiceiaTeNieM U CEKpeTapeM.

3.3. IIpoTokou 3acegaHusi KOMUTETa BKJIFOYAET B ceOs:
- HOMED, ATy U MECTO MIPOBEICHUS 3acCeIaHus;
- MEPCOHAIILHBIN CITUCOK MPUCYTCTBYIOIIMX WICHOB KOMHUTETA,

- CIIMCOK NPUCYTCTBYIOIIUX HA 3aCCAAHUU JIUI, HC ABJIAIOIIUMUCA YWICHAMU KOMHUTCTA,
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= IMOBECTKY OHA,

- paccMOTpeHHbIE IUIaHUpyeMble ucciaeqoBanusi («Cnymianu:») ¢ yKa3aHHEeM TOJHOTO
Ha3BaHUA MMPOTOKOJIA UCCIIEIOBAHUSI U BCEX MPEACTABIEHHBIX JOKYMEHTOB;

- KpaTKOE M3JI0KEHUE X0J1a O0CYKICHHUS,

- npuHsaThIe pereHus («IloctanoBUIN:Y);

- pacrpenieneHue rojiocoB MPH roJI0COBAHUY;

- 0c00bIe MHEHHS YWICHOB KOMHTETA, €CJI PEIICHNE He OBUIO €TUHOTIIACHBIM;

- NPUYUHBI OTKa3a B OJOOPEHHWH Ha MPOBEACHUE HCCICIOBAHUS WM MPHOCTAHOBICHUS
JAHHOTO paHee OJ00peHHUs, a TaKkke TpPeOOBAaHHSA O BHECEHHMH M3MEHEHHI B MpPENOCTaBICHHYIO
JIOKyMEHTAIHIO;

- MOJIMKCH TPEICEATENS M CEKpPeTaps.

3.4. Beinucka U3 MpoTokojaa opopmisieTcss CeKpeTapeM KOMHUTETa, MOAIMICHIBACTCS CEeKpeTapeM
U Tpe/iceiaTeNIeM U NPEeIOCTaBISIETCsl UCCIIeI0BATENI0 B T€UEHUE 7-1 JHEH Mocie 3aceAaHusl.

3.5. Belnucka u3 NpoToKoJia COEPKUT:
- HOMED, AaTy U MECTO ITPOBEACHUS 3acelaHMs;
- NIEPCOHAIIBHBIN CIIUCOK IIPUCYTCTBYIOIIMX WICHOB KOMUTETA,

- NyHKT moBecTkU JHS («Crymanu:») ¢ yKazaHHEM IIOJHOTO Ha3BaHHsS MPOTOKOJIA
HCCIIE0BAHUS U BCEX MPEJICTABIICHHBIX TOKYMEHTOB;

- npuHsToe pemenue («[loctanoBuIN:»);
- MOJIMTUCH CEKpeTaps U MpeaceaaTens.

3.6. IIpoTOKOBI 3aceiaHnsl KOMUTETA U IPYTUE JOKYMEHTHI UCCIEA0BAaHUS XPAHITCS B TE€UCHHE
TpeX JIET NoCcJie OKOHYAHUS UCCIICI0BAHUS.
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Ipuiaoxkenne 2 k [los10:keHnI0 00 ITHUECKOM KOMUTETE

CranagapTHas onepalioHHAas Npoueaypa.
IlepBu4HOE paccMOTPpeHHEe MHUIMATHUBHBIX HAYYHBIX HCCJIe10BAHUI

Hean: nanHas craHAapTHas OnepanuoOHHas MPOLEIypa OMUCHIBAET ACSATEIBHOCTh KOMUTETA MO
ATHUYECKON 3KCIEPTU3E BIEPBbIE MPEACTABICHHBIX MAaTEPUAIOB HAYYHBIX HCCIEAOBAHUN (B T.U.
JMCCEPTAIIMOHHBIX ), POBOJUMBIX C YYaCTHEM YeTIOBeKa U (MJIH) 1a00paTOPHBIX KUBOTHBIX.

1. [IpeacraBiieHne TOKYMEHTOB

1.1. Dtuyeckas »HKclepTU3a JUCCEPTALMOHHOIO HCCIEAOBAHMS OCYIIECTBIISIETCS IOCIE
PacCMOTPEHHS M TIPHHSATHS TIOJOKUTEIIEHOTO 3aKIFOUYCHUsS MPOOJIEMHON KOMHCCHU O HAaydHOM
HOBU3HC U HpaKTHHCCKOﬁ 3HAYUMOCTH 3aHJIaHI/IpOBaHHOI‘O HUCCJICOIOBAHUS. I/IHBIG Hay‘-IHI:Ie
WCCIICJIOBAHMsI MOTYT OBITh TPHHATBI HAa PAcCMOTPEHHE JTHYSCKUM KOMHUTETOM 0e3
NPeBapUTENHFHOIO 3aKII0UYEeHUS TPOOIEMHOM KOMHUCCHH.

1.2. 3asBKa Ha IPOBEIAEHUE ATUUYECKOU AKCIEPTU3BI TIAHUPYEMOTO UCCIEOBAHUS MOIAETCS OT
JTUIAa WCCIENOBaTeNlss OJHOBPEMEHHO C JOKYMEHTaMH, HEOOXOTUMBIMH JUIS TPOBEICHUS
ATUYECKOUN SKCIIEPTU3HI.

1.2. JIoKyMeHTBl JOJKHBI OBITH MPEJICTABICHBI CEKPETapl0 KOMHTETa HE MO3JHee, YeM 3a 2
HEZEI 10 OYEPETHOTO 3aCEeJaHusl.

1.3. B koMHTeT NpH IJIAHUPOBAHUH UCCIICIOBAHUS MPEICTABIISIOTCS CIEAYIONINE JOKYMEHTHI:
- 3as1BKa Ha TPOBEJICHNE dTUYECKOM IKCIIEPTHU3HI (TI0 yTBEPKICHHOH (hopme);

- IPOTOKOJI UCCIIeI0OBaHMS (10 YTBEPKIACHHOU (hopme);

- pacIIMpeHHasi aHHOTAIlUS UCCIIeI0OBaHUS;

- BBIIACKA W3 MPOTOKOJA TPOOIEMHOW KOMHCCHH O PACCMOTPEHHUH TEMBI IUIAHUPYEMOTO
Wccaea0BaHus (7151 TUIAHUPYEMBIX TUCCEePTAIMOHHBIX UCCIICIOBAHNN);

- ¢opma mHPOpMAIMH A HCCIEAYEMOro (€ro 3aKOHHBIX MPEACTABHTENECH) U MUCHMEHHOTO
MH()OPMUPOBAHHOTO COTJIACHS (JIJIs1 UCCIIEIOBAHNM, B KOTOPBIX YYaCTBYIOT JIIOJIN);

- JOKYMEHTBI, TOJTBEpXKIarolie KBanmudukanuio wuccienoBatens (KOMUH JTUILUIOMOB,
cepTu(UKaTOB, CBUAETEIHCTB TEMATUYECKOTO YCOBEPIICHCTBOBAHUS U T.11.);

- Marepuajibl Ui MPUBJIICUCHUA HUCCICAYCMBIX K YYAaCTUIO B HCCICAOBAHWHK, B TOM YHUCIIC,
peKsiaMHbIe 00BSABIICHUS (€CTH TIPETyCMOTPEHO);

- nHpOpMaIKs O BHIIIATaX U KOMIICHCAIMSIX MCCIIeTyEeMbIM (€CIIU MPETyCMOTPEHO);

- MOOBIE APYTHE TOKYMEHTHI, KOTOPhIE MOT'YT MOTPEOOBATHCS KOMUTETY ISl HCIIOJTHEHUS CBOMX
00s13aHHOCTEN.

1.4. JIokyMeHTBI IOJIAtOTCS B KOMUTET B OyMakHOM (popMmate, B OTHOM IK3EMIUISIPE.

1.5. Cekperapb KOMHUTETA PETUCTPUPYET 3asBKY, IPOBOAUT OLIEHKY IOJHOTHI U MPaBUIBHOCTH
odopmIleHHsI TPEICTABICHHBIX JOKYMEHTOB, IPU HEOOXOAMMOCTH — BO3BpAILlaeT 3asBUTEIIO
JIOKYMEHTBI JUIsl BHECEHUS UCIIPABJIEHUIN U TOTIOJTHEHUH.

1.6. Tlocme mpencraBiaeHUsT BCEX HEOOXOAMMBIX ITOKYMEHTOB CEKpeTaph IepenaeT IaKeT
JTOKyMEHTOB mpeacenatento. [lpencenarens 3HAKOMUTCS C XapaKTepOM MCCIEIOBAaHUS U
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MPUHUMAET pEeLIeHHEe O TOM, Kakas Mpollelypa H3y4eHHs IOKYMEHTOB OyleT NpHUMEHEeHa:
OOBbIYHAs WM YIIPOIIEHHAs .

2. IlpenBapuresbHas IKCIEPTU3A

2.1. B nenax npoBeAcHHUs KaueCTBEHHOM SKCIIEPTU3bl CEKpETaphb M0 MOPYUYEHHIO IPEICENaTeNs]
KOMHTETa OpraHMU3yeT IIPEJBApUTENIbHYI0 HKCHEPTH3y IUIAHUPYEMOTO HCCIIECIOBAaHUS He
Io3JHee, 4eM 3a 7 IHeu 10 3acenanus. IIpenBapurenbHas dKcnepTH3a OCYLIECTBISAETCS OAHUM
U3 WIEHOB KOMMTETa B COOTBETCTBUHM C KBaJU(HUKALMEH M HAIMPABICHUEM JESATEIbHOCTH. B
CJIydya€ BO3HUKHOBCHUSA BOIIPOCOB, peKOMeHHaHHﬁ, HCO6XOI[I/IMOCTI/I B JAOIIOJHCHUU H
YTOYHEHUH JAOKYMEHTAIMH, YIEH KOMUTETa, OCYLIECTBIISIFOIUI TPEIBAPUTEIIbHYIO IKCIEPTHU3Y,
CTaBUT 00 3TOM B U3BECTHOCTD 3aBUTEIIS YePe3 CEKpeTapsi KOMUTETA.

2.2. JlopaboTanHass AOKYMEHTAIMs TPEJICTABISETCS Ha 3aceJaHHEe KOMHUTETa B KOJUYECTBE
3K3€MHJISIpOB, COOTBCTCTByIOH.[CM I{I/IC.Hy YJICHOB KOMUTCTA.

2.3. Ilpm HeoOxomuMoOCTH TIpeAcenaresib OOOCHOBBIBAET W OPraHU3yeT MPOBEIACHUE
HE3aBHCUMOM 3KCHEPTU3BI AKCIIEPTOM, HE SBIIIIOLIMMCS WICHOM KOMUTETA, HE MO34HEE 7 AHEN
0 3acenanus. HezaBHCHMBIN SKCHepT MpUIUIalIaeTcss Ha 3acedaHue. [Ipu HEBO3MOMXKHOCTH
JUYHOTO y4YacTUs B 3aCEJaHWU, HE3aBUCUMBINA 3KCIEPT MPEACTABISIET MUCbMEHHYIO PELEH3HI0
Ha IUTAaHUPYEMOE MCCIIE0BAHUE.

3. 3KcnepTu3a NpeaACTABJCHHBIX JOKYMEHTOB Ha 3aCCAAHUHN KOMUTETA

3.1. Ha 3acemanmm KOMHUTETa 3aCIyIIMBACTCS COOOIICHHE WCCIIEIOBATENS IO IMPOTOKOTY
IJIAHUPYEMOI'0 HCCIIEIOBAHUs, a TAKXKE 3aKII0YEHUE JKcrepTa (He3aBucuMoro skcnepra). [lpu
OTCYTCTBUM DKCIepTa (HE3aBUCHMOTO JKCIEpTa) Ha 3aceJaHWH, MUCBMEHHYIO PEICH3UI0 Ha
HCCICOIOBAHUC 3a4YUTHIBACT Hp@I[CGI[aTCJIB KOMUTETA.

3.2. UneHsl KOMUTETa OOCYKIAIOT TUIAHUPYEMOE HCCleIoBaHle M 0OMEHUBAIOTCI MHEHUSMH Ha
OCHOBAaHUH MMEIOIIUXCS Y YWICHOB KOMHTETA KOMUW JOKYMEHTOB U MOJTYYCHHON M3 COOOIICHUS
nHpopmanmu. Kaxxaplii U3 4iIeHOB KOMHTETAa MOXET BbICKa3aTh CBOIO TOUKY 3pEHHUS M 3aaTh
BO3HHKIIIUE Yy HETO BOMPOCHI.

3.3. B mporiecce 3THUeCKON SKCIEPTU3BI YWICHBI KOMUTETAa 00paIiaroT BHUMaHUE Ha CIIEAYIOIIHE
acCIeKTHl OMOMEIUITHHCKOTO UCCIIEI0BAHU:

- COOTBETCTBHUEC z[maﬁHa HCCICOOBAaHUA LCIIAM HCCICOOBAaHUSA, B TOM YHUCIIC, C TOYKU 3PCHUMA
BOBJICUCHH A MUHUMAJIbBHO BO3MOKHOI'O KOJIMYCCTBA YHYACTHUKOB UCCIICIOBAHUAA,

- IUNTAHUPYEMBINA PUCK, HEYJOOCTBA U JOMOJHUTENbHBIE HATPY3KU HA YYACTHUKOB UCCIIEOBAHUS
10 CPAaBHEHUIO C OKHUIAEMOM MOJIb30M;

- 00OCHOBaHHOCTh HCIIOJIb30BAHUSI KOHTPOJBHBIX TPYMI W MPUMEHEHHUs IUIanedo ¢ TOYKH
3peHust 6€30MacCHOCTH TAIMEeHTOB;

- KpUTEPHUH BKIIOUCHUS B UCCIIEIOBAHKE, UCKIIOUEHUS, 00CCTICUCHHSI aJIeKBATHON MEIUIIMHCKOM
MOMOIIIU [OCJI€ OKOHYAHUS Y4aCcTUsI B UCCIIEIOBAHUU;

- coxepxxkanue (GopMbl HHPOPMAIMKM I HCCIEIYEMOTO (3aKOHHOTO TMPEACTABUTENS) H
,Z[O6p0BOJ'H:HOI‘O I/IH(I)OpMI/IpOBaHHOFO coryiacCus, a TaKXKC JPpyrux MaTCpuaioB, NIpCA0CTABIACMBIX
UCCIIETYEMBIM;

! Nlanee onucaHbl NpaBuiIa MPOBEIEHHS OOBIYHOMN 3THYECKOM dKcrepTH3bl. [IpaBuia nMpoBeieHUs YIpOLIIEHHON
sTHYeCKOM 3kcreptusbl mpefcrasaeHsl B COIL:  YhpomeHHas mnpoueaypa pacCMOTPEHMs HCCIENOBaHMI
(ITpunosxenne Neo).
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- MEIUIIMHCKAs TOMOIIb, KOTOpas OyJeT MpeoCTaBJIeHa yYaCTHHKAM HCCIIEOBAaHUS B XOJIE
HCCIIEIOBAHUS U IOCJIE €0 OKOHYAHUS;

- coOoieHre KOHPUACHITMAIBPHOCTA WH(MOpPMAIUU 00 MCCIIETyEMbIX U HEMPUKOCHOBEHHOCTH
WX YaCTHOM JKU3HU;

- TIOPSIIOK W pa3Mepbl BBHIIIAT HCCIEAYEMbIM, €CIM TaKOBbIE MPEIyCMOTPEHBI, C TOUKH 3PEHUS
OTCYTCTBHSI MOTUBOB HEOOOCHOBAaHHOW 3aMHTEPECOBAHHOCTH B YYAaCTUU B UCCIICIOBAHUN;

- 000CcHOBaHNE HEOOXOAMMOCTH UCTIOIH30BAHUS YSI3BUMBIX TPYII H 00eCTIeUeHHE TapaHTHid IS
3alUTHl TIpaB M 30pOBbS JTOM KaTEropuu HCCIEAyEMBIX (B cllydyae HMX ydacTus B
HCCTICIOBAHUH ),

- kBamu(pUKANIUA W HEOOXOIWUMBIM OMBIT HWCCIENOBATENs, HAYYHOTO PYyKOBOIUTEINS
(KOHCYNBbTAaHTa) U COMCCIIEAOBATENEH MIIaHUPYEMOTO UCCIIEeI0OBAaHUS;

- COOTBETCTBHME 0a3bl UCCIECNOBAHHUS HEOOXOIUMBIM TpPeOOBAaHUSM ISl TPOBEACHUS
WCCIICJIOBAHMsI,  BKJIOYas  HAJUYME  BCIOMOTATEIbHOIO  TIEpCOHANa,  HEOOXOIUMOro
000pyI0BaHUs U BO3MOXKHOCTEH JJIsI UCCIICIOBAHMSI M IPOBEICHUS MEIUIIMHCKUX MEPOTIPUATHI;

- HCTOYHHUKH (1)I/IHaHCI/Ip0BaHI/I$I HCCIICO0BaHNA.

3.4. B nporiecce 3THUECKOM SKCIEPTU3bI WIEHB KOMUTETa 00palaloT BHUMAHKUE Ha CJIEIYIOIIe
aCIIEKTHI COIIMOJIOTMYECKOTO NCCIIEIOBAHMSL:

- COOTBCTCTBUC I[PI33.I>1H3 HUCCIaCca10BaHus OCIAM UCCIICAOBAHMA,

- HeyZ00CTBa U JOTOJHUTEbHBIC HAPY3KH HAa YYAaCTHUKOB HCCJEAOBAHHS TIO0 CPaBHEHHUIO C
0XKHAAeMOM MOJIb30M;

- coxaepxanue GopMbl JAOOPOBOJIBLHOTO HMHGOPMHPOBAHHOTO COTJIACHS, a TakKXke JApPYyrux
MaTCepuraioB, NPCAOCTABIIACMBIX UCCICIYCMbIM;

- coOmoieHre KOHPUACHIIMAIBHOCTH WH(OpMaIuu 00 UCCIenyeMbIX U HEMPUKOCHOBEHHOCTH
WX YaCTHOM JKU3HU;

- TIOPSIIOK W pa3Mepbl BBHIIIAT HCCIEAYEMBIM, €CIM TaKOBbIE MPEIyCMOTPEHBI, C TOUKH 3PEHUS
OTCYTCTBHSI MOTUBOB HEOOOCHOBAaHHOW 3aMHTEPECOBAHHOCTH B YYAaCTUU B UCCIICIOBAHUN;

- 000CcHOBaHNE HEOOXOAMMOCTH UCTIOIH30BAHUS YSI3BUMBIX TPYIIT H 00eCTIeUeHIE TapaHTHid IS
3alUTHl TPaB M 30pOBbS JTOM KaTEropuu HCCIENyEMBIX (B clydyae MX ydacTus B
WCCTICIOBaHUH ),

- kBamu(pUKANIUA W HEOOXOIUMBIM OMBIT HCCIENOBATENs, HAYYHOTO PYyKOBOIUTEINS
(KOHCYNBbTAaHTa) U COMCCIIEOBATENEH MIIaHUPYEMOTO UCCIIeI0OBAaHUS;

- HICTOUYHUKHU (bI/IHaHCI/IpOBaHI/ISI HCCIICOO0BaHNA.

3.5. B mporiecce 3THYECKO AKCIIEPTU3BI WICHB KOMUTETa 00OpaIaroT BHUMAaHKUE Ha CIIEAYIOIIHE
ACIICKTHhI UCCJIEAO0OBaHUA C UCITIOJIB30BAHUEM HaGOpaTOpHBIX KHUBOTHBIX:

- COOTBETCTBHEC 1[1/13a171Ha HCCICAOBaHUA LEIAM HCCICI0BAaHHA, B TOM YUCIIC, 000CHOBAHHOCTE
MNPpOBCACHUA HCCICAOBAHHA Ha na60paTopHHx JKMBOTHBIX, HAIPABJICHHOIO Ha IOJY4YCHUC
pPE3YIbTATOB, HE MOOCTHIXKHUMBIX JAOPYTHMMH CpEACTBaAMH, a TaKXKE BOBJICUHCHUA MHUHHUMAJIBbHO
BO3MOHOI'O KOJIMYECTBA na6opaT0prlx KHUBOTHBIX,
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-  kBagupUKAMSA W HEOOXOJUMBIM OMNBIT HCCIEAOBATENs, HAYYHOTO PYKOBOIAUTEIS
(KOHCYJIbTaHTa) M COHUCCIEAOBaTeNied IUJIAHUPYEMOI'o HCCIEAOBaHMUS, B TOM YHCIE IO
aZICKBaTHOCTH 00€300JMBaHMSI 1 KOHTPOJTIO 32 COCTOSTHUEM YKUBOTHOTO;

- Hamuywe JlabopaTopHOW O0asbl W IITara COTPYAHHMKOB, OOCCIIEUMBAIOIIUX YXOI 3a
1a00paTOPHBIMH KHUBOTHBIMHU;

- OPCJIOKCHUA MO YIYUHICHHUIO 3KCIICPUMCHTAJIBHBIX MCTOAWK JIA CHUKCHUA (I/ICKJIIO‘-ICHI/IH)
OTpHUIIATEIBHBIX (OOJIEBBIX, CTPECCOBBIX U Jp.) BIUSHUN Ha J1a00OpaTOPHOE )KHBOTHOE;

- HaJIM4ue Mep, MO3BOJSIOMIMX M30€KaTh M3IMIIHUX MOBPEXICHUNA M (PU3NUECKUX CTpaJaHHH
71a00paTOPHBIX )KUBOTHBIX;

- co0mrofeHne Mep TPEJOCTOPOKHOCTEH, 00ecrnednBarOmUX O€30MacHOCTh HCCIIEI0BATENS
(couccnenoBarerneii), mepcoHaia ¥ UCKIIOYAIOIINX OTPHUIIATEILHOS BIMSHUE HA OKPYKAIOIIYIO

cpeay,
- HICTOYHUKH (DMHAHCHPOBAHUS UCCIIEJOBAHUS.

3.6. B ciiyuae HEOOXOMMOCTH KOMHTET JIOJKEH 3allPOCUTD y UCCIIEA0BATENS JOIOIHUTEIbHYTO
MH(POPMALIUIO WIN Pa3bsCHEHHUS.

4. Ilopsinok NpUHATHS peLIeHUs

4.1. Pemenuie MoxeT ObITh MPHUHSATO TOJILKO NMPU HAJTIWYMKM KBOpYMa Ha 3aceJaHMH KOMHUTETA.
[Ipy BO3HMKHOBEHHHM KOH(IJIMKTa WHTEPECOB Yy KOro-IH0O0 M3 UWIEHOB KOMHUTETa (Hampumep,
SBJIAIOILETOCS KCCIIeIoBaTeNleM B 00CYK/1aeMOM HCCIIE0BAHNN), 3TOT UJIeH KOMUTETa HE MOXKET
y4acTBOBaTh B I'OJIOCOBAaHUM U NMPUHATHM pellieHus. Penienne npuHUMaeTcst B OTCyTCTBHE JIULI,
HE SIBJIAIOIIMXCS YWICHAMH KOMUTETA.

4.2. Pemnienue mpuHMMAETCs MyTeM OTKPBITOro rosnocoBanus. [Ipu Hecoryiacum Koro-imbo u3
YJICHOB KOMHUTETa C HPUHATHIM pEIIEHHEM, €ro 0co00e MHEHHE 3aHOCHUTCS B IPOTOKOI
3aceaHusl.

4.3. KoMuter MOXET OJ00OpUTH MPOBEACHHE TUIAHUPYEMOTO HCCIIEIOBAaHUS TOJIHKO B TOM
cjydyac, ¢€CJId Y4YTCHBbI BCC€ BO3MOXHOCTHU TapaHTUPOBATH 6€3OHaCHOCTB Y4aCTHHUKOB
HCCJIETOBaHMsSI, UMEETCs MO0JIb3a MCCIEIOBAHUS, U OHA CYLIECTBEHHO MPEBBIIIAET PUCK, YUTEHBI
HHTCPEChl W 3alllUIICHBI IIpaBa YYAaCTHUKOB HCCICIOBAaHUS, KaK MAIlUCHTOB, TaK H Bpaqeﬁ.
[Ipunumas pemieHue, 4jaeHbl KOMHUTETa PYKOBOACTBYIOTCS TE€M, YTO IpaBa, 0€30IacHOCTh U
3A0POBLEC MHCIIBITYCMBIX ABJISIIOTCA TPCIMETOM HGpBOCTCH@HHOﬁ BaXXHOCTHU U JOJI’KHBI
MPEeBAJIMPOBATh HAJ UHTEPECaMU HAYKH U 0OIeCTBa.

4.4. KoMuTeT MOXKET MPUHATH OJJHO U3 CJIEIYIOIIUX PELICHUN:
- 0/I00pHUTH MPOBEJICHUE UCCIICTOBAHMSI;

- OI[O6pI/ITB NPOBCACHUC MUCCICAOBAHUA TIPU YCIOBUHM BHCCCHHUA HCCYUICCTBCHHBIX
W3MEHEHHUH U JOTOJIHEHNH B JIOKYMEHTBI, ITOCJIE YCTPAHEHUsSI KOTOPBIX, BBIIMCKA M3 MPOTOKOJIA
MOKET OBITh BbIZJaHa 0€3 MOBTOPHOTO PACCMOTPEHHUS;

- BHECTH W3MEHEHHMs B TMpOLEAypbl M MaTepuallbl MCCIENOBaHUS (C  yKa3aHUEM
HEOOXOIUMBIX HW3MEHEHMH) W BHOBb IPEACTaBUTh JOKYMEHTHl TI0 IUIAHUPYEMOMY
HCCJIEIOBAHUIO HA IOBTOPHOE PACCMOTPEHHUE KOMUTETA,

= O0TKa3aThb B pa3pClICHUN Ha MPOBCACHUEC UCCICIOBAHUS C YKA3aHUCM MTPHUYUH OTKa3a.
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5. U3BenieHue 0 NPUHATOM pellieHUuu

5.1. Tlporokon 3acemanusi opopmIIIeTCsS CEKpeTapeM KOMHUTETa B TEUCHHE 3-X IHEW IMocie
3aceaHusl ¥ MOANKCHIBAETCS MPECceIaTeNIeM U CEKPETapeM.

5.2. Beinucka 00 0J00peHrH Wi 0TKa3e B 000PEHUH BBIIAETCS MOCTE MOAMUCAHUS IPOTOKOIA.
Brimucka o mpuHIMNHAAIEHOM O00pPEHUH BBIAAETCS TOCIIE BHIMOJHEHUS TPEOOBaHMS KOMHUTETA
0 BHECEHMU M3MEHEHUH U JIOTIOJIHEHUH B TOKYMEHTHI MCCIeI0BaHusA. BhIMucka U3 MpoToKoIa
oopmisieTcss cekpeTapeM KOMHUTETa, HOANMUCHIBACTCS MpPEACeaaTeNieM M IPEACTaBIsAeTCS
3asBUTEINI0 B TEUCHUE 7-U JTHEH Mocie 3acejaHusl.

6. Ilogauya aneyisinuu

6.1. Ecnin nccienoBarep HE COTIIAceH C pelleHueM KOMHUTETa JIMOO0 CUUTAET, YTO pelleHrne ObLUIo
NPUHATO C HapyIIEHWEM perjiaMeHTa padOoThl M CTAHNAPTHHIX ONEPAMOHHBIX MPOLEAYp, OH
UMeeT IpaBo:

- MHULUUPOBATH TMPOLEAYpPY TMOBTOPHOTO PACCMOTPEHUS ITOKYMEHTOB B MPHUCYTCTBHUH
uccaefoBaTeNls WM HWHBIX YYaCTHUKOB HCCIEAOBaHWS HA 3acelaHMd KOMHTETa IS
apryMEHTHPOBAHHOTO OOBSICHEHUS CBOEH MO3UIINY;

- O6paTI/ITbC$I B APYTru€¢ HC3aBUCHUMBIC KOMUTCTLI IO 3TUKC 110 MOBOAY KOH(I)JII/IKTHOI‘& CUTyalluu,
npeaBapuTEIIbHO NU3BECTUB 00 PTOM KOMHTET.

6.2. llpu mnonydeHnn cooOmeHuss 00 OOpamIeHNH UCCIIeIoBaTeNsl B JAPYTrUe HE3aBUCHUMBIC
KOMHTETBI 0 ATHKE 0 TOBOAY KOH(MJIMKTHON CHTyaluu, KOMHUTET 00s3aH OOCYIUTh ee Ha
3aceJlaHNM U TPHHATH MEpPhl K pa3pelieHHuI0 KOHQIMUKTA (HApUMep, MPOBECTH MOBTOPHOE
paccMOTpeHHe JOKYMEHTOB WJIH JaTh UCUEPIIBIBAIOIIEE OOBSICHEHHE CBOCTO PEIICHUS).
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Ipuiaoxkenne 3 k [los10:keHNI0 00 ITHYECKOM KOMUTETE

CranagapTHas onepalioHHas Npoueaypa.
IlepBu4HOE paccMOTPeHHE KIMHUYECKUX UCCJIeI0BAHUN JIEKAPCTBEHHBIX CPEACTB

He.]'lb: AaHHas CTaHAapTHasA OICpalluOHHAsA IMpoucaypa OMUCBIBACT ACATCIBHOCTb KOMUTCTA 110
ITHYECKOM OKCIEPTU3EC BIICPBBIC MPCACTABJICHHBIX HOKYMCHTOB KIMHHYECKOTO HCCICOOBAaHUIA
JICKApCTBCHHOT' O npemnapara JJI0 MCIHUIIMHCKOT'O MMPUMCHCHU, B TOM qHUCJIIC
IMOCTPETUCTPATUOHHOT'O HncciaecaJ0BaHusd, HucciacaoBaHusd OMOPKBHUBAJIEHTHOCTH n
TepaHGBTquCKOﬁ OKBUBAJICHTHOCTH JICKAPpCTBCHHOTI'O ITpCIiapara.

1. [IpeacraBiieHne TOKYMEHTOB

1.1. 3asBKka Ha TPOBEIECHHE HTHUUYECKOM HKCIEPTU3bl IUIAHUPYEMOTO  KIMHHYECKOTO
WCCIIEOBAHMS JIGKAPCTBEHHOTO TMperapaTa IMOJAeTcs OT JHIa TJaBHOTO HCCIIeI0BATENS,
HECYIIer0  OTBETCTBEHHOCTh 3@  HAyYHO-OPraHW3allMOHHBIE  ACMEKThl  HCCIEIOBaHUS,
OJTHOBPEMEHHO C JIOKYMEHTaMH, HEOOXOIUMBIMU JIJIS TPOBEACHUS dTHIECKON SKCTIEPTH3HI.

1.2. JIOKyMeHTBl JOJDKHBI OBITH MPEICTABICHBI CEKPETApI0 DTHUYECKOT0 KOMHUTETa HE MO3/HEE,
4yeM 3a 2 HeJIeM JJO OUePEHOr0 3aceJaHMUs.

1.3. B xoMHTET IIpHU IUIAHUPOBAHUU KIMHUYECKOTO HCCIIEIOBaHMsI JIEKApCTBEHHOrO Ipernapara
IIPEICTABIISIFOTCS CIEAYIOINE JOKYMEHTBHI:

- MPOTOKOJ KIMHUYCCKOTO HCCICAOBAHUA JICKAPCTBCHHOI'O Iperiapara A4 MCAULIHUHCKOI'O
IMPUMCHCHUA,

- obpaszerr ¢opMbl WHGOPMUPOBAHHOTO COTJIACHS HCHBITYEMOTO W/WIW HWHPOPMAIUH IS
UCTIBITYEMOTO;

- KOIUs pa3pelliCHUs yIOJHOMOYEHHOro oprana Poccuiickoii ®exepanuu Ha NPOBEACHUE
KIIMHUYECKOI0 UCCIIEIOBaHMsI JIEKAPCTBEHHOIO IIpenapaTa il MEIULIUHCKOTO IIPUMEHEHUS;

- OpoIIropa UCCIeI0BaTEeNs;

- KONMS  PETrUCTPALlMOHHOTO  YJOCTOBEPEHHS  JIEKAPCTBEHHOro  cpeinctBa (s
MOCTPETUCTPAIMOHHOTO MCCIIEIOBAHNUSA);

- JOKYMEHT O T[pemnapare MeXIyHapogHoro oOpaslia WM BKJIAQAbIII B YHNAKOBKY (UL
MMOCTPETUCTPAIMOHHOTO MCCIIEIOBAHNSA);

- CBEACHHS O TIOATOTOBKE M ONBITE pabOThl HCCeAoBaTeNied 10 COOTBETCTBYIOIIUM
CHEIUATBHOCTSIM, a TAKXKe MO MPOBEACHUIO KIIMHUYECKUX UCCIIEA0BaHUIA;

- KOIHUS JOroBOopa O CTpPaxOBaHUM 3J0POBbsl HCIBITYeMOro U MpodheccuoHaIbHOM
OTBETCTBEHHOCTH HCCJIeIOBaTENEH (eciid MPeayCMOTPEHO);

- UHIUBUAYaIbHBINA JHEBHUK HCIBITYEMOTO (E€CIH MPEayCMOTPEHO);
- HCIIOJIb3YeMbI€ ONIPOCHUKHU W/WIIA aHKETHI (€CIIH MPEeTyCMOTPEHO);

- Marepuaibl IS TPUBJICYCHUS HCCIEAYeMbIX K YYacTHUIO B HWCCIEJAOBAaHWH, B TOM 4YHCIIE,
peKIamMHbIe OOBSBICHHS (€CIIH MPETYCMOTPEHO);

- “HPOPMAIIHIO O BHIIIATaX W KOMIICHCAIUAX UCIBITYEMBIM 32 Y4acTHUE B UCCIICAOBAaHUH (€CITU
MPEAYCMOTPEHO).
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1.4. ITo ycMoTpeHHIO 3asBUTENSI MOTYT OBITH JOIMOJIHUTENIBHO MPEACTAaBIECHBl U PACCMOTPEHBI
Ipyrue JOKyMEHTHI, HMEIOIUE 3HAYeHWe Ui COONIOJCHUS OJTHUYECKUX HOPM B XOJe
TUTAHUPYEMOTO UCCIIEIOBAHUS.

1.5. JIoKyMEHTBI OJAIOTCA B KOMHUTET B OyMa)XHOM (opmare, B OTHOM K3EMILISApE.

1.6. Cekperapb KOMHUTETa PETUCTPUPYET 3asBKY, IPOBOJAUT OILIEHKY MOJHOTHI U NMPaBUIBHOCTH
odopmIleHHsT TPEICTABICHHBIX JOKYMEHTOB, NPU HEOOXOIMMOCTH — BO3BpAINACT 3asSBUTEIIO
JOKYMEHTBI JUIsl BHECEHUSI UCTIPABICHUI W/WIN JOMOTHEHUI.

1.7. Tlocne BHeceHUs BCeX HEOOXOIMMBIX HM3MEHEHUH W/MIM JIOTIOJIHEHHH CeKpeTaph, IO
COTJIACOBAHUIO C TIpe/cenaTeseM, BHOCHT BOIPOC O PACCMOTPEHHHM MaTEepPHAJOB TaHHOTO
UCCIIEIOBAaHUST B TIOBECTKY [JHS OYEpEeIHOro 3aceJaHus KOMHUTETa WIH COIJIacyeT ¢
npejceaTeNeM JaTy BHEOYEpEeIHOro 3acelaHusi KOMUTeTa (He IMo3jaHee, 4eM depe3 | mecsn
MocJIe MOJJauu 3asBKM) M U3BELIaeT 00 3TOM INIABHOTO UCCIIEIOBATENS U YWICHOB KOMHUTETA.

2. IlpenBapuresbHas IKCIEPTU3A

2.1. B nenax npoBeAcHUs KaueCTBEHHOM 3KCIIEPTU3bl CEKpETaph 0 MOPYUYEHHIO IPEICENaTeNs]
KOMHTETa OpraHMU3yeT IIPEJBAapUTENIbHYI0 HKCHEPTH3y IUIAHUPYEMOTO HCCIIEIOBAaHUS He
[o3JHee, 4eM 3a 7 JHeu 10 3acenanus. IIpenBapurenbHas dKcnepTH3a OCYLIECTBISAETCS OAHUM
U3 WIEHOB KOMMTETa B COOTBETCTBUHM C KBaJU(HUKALMEH M HAINPABICHUEM JESATEIbHOCTH. B
CJIydya€ BO3HUKHOBCHUSA BOIIPOCOB, peKOMeHHaHHﬁ, HCO6XOI[I/IMOCTI/I B JAOIIOJHCHUU H
YTOYHEHUH JAOKYMEHTAIMH, YWIEH KOMUTETa, OCYLIECTBIISIFOIUI TPEeIBAPUTEIIbHYIO IKCIEPTHU3Y,
CTaBUT 00 3TOM B U3BECTHOCTD 3asBUTEIIS YePe3 CEKpeTapsi KOMUTETA.

2.2. JlopaboTaHHas TOKyYMEHTaIIUs MPECTABIISETCS HA 3aCelaHue KOMHUTETA.

2.3. Tlpm HeoOXoAMMOCTH TmpeacenaTelib OOOCHOBBIBAET H OpPraHW3yeT MpPOBEICHHE
HE3aBHUCUMOM AKCHEPTU3bI SKCIEPTOM, HE SIBJISIIOIIMMCS YWICHOM KOMUTETA, HE MO3Hee 7 AHEH
10 3acenanus. HeszaBuCHMBIM 3KCIEpT MpUIVIAIAETCS Ha 3acenaHue. [Ipy HEBO3MOXKHOCTH
JIMYHOTO y4YacTHsl B 3aCE€IaHUM, HE3aBUCUMBINA AKCHEPT MPEACTABISIET MUCbMEHHYIO PEIEH3UIO
Ha IUTAHUPYEMOE UCCIIE0BAHUE.

3. JkcnepTU3a MpeacTaBJIeHHbIX JOKYMEHTOB HA 3aceJaHUN KOMHUTETa

3.1. Ha 3acemaHum KOMHUTETa 3acIyLIMBAETCS COOOIICHHE TJIABHOTO WCCIEA0BATENS II0
MPOTOKOJYy TUIAHUPYEMOTO UCCIIEJOBAaHMS, a TaKKe 3aKII0YeHHe 5SKcrepra (He3aBUCHUMOTO
skcnepra). [Ipu oTcyrcTBUM 3KcnepTa (HE3aBUCUMOTO 3KCIIEpTa) Ha 3acelaHHuU, MUCbMEHHYIO
PELIEeH3UI0 Ha MCClIeIOBAHNE 3aYUTHIBAET Ipece1aTelbh KOMUTETA.

3.2. Unensl KoMHTETa OOCYXIAIOT TUIAHUPYEMOE UCCIIEI0BaHHE U OOMEHUBAIOTCSI MHEHUSIMHU Ha
OCHOBAHUHU MMEIOIIUXCS y YICHOB KOMUTETA KOMUN JOKYMEHTOB U MOJXY4YEHHOW M3 COOOLICHHS
uHpopmanuu. Kaxaplii U3 4IeHOB KOMUTETa MOXKET BBICKa3aTh CBOIO TOUKY 3PEHHUS U 3a]aTh
BO3HMKIIHUE Y HETO BOMPOCHI.

3.3. B mporecce aTudeckoii SKcrepTu3sl wieHsl KomuTera 00pariaroT BHUMaHKUE Ha CISAYIONIHIe
aCTeKThl KJIMHUYECKOTO HCCJICOBAHUS JICKQPCTBEHHOTO Tperapara Juisi MEIUIIUMHCKOTO
HpI/IMeHeHI/IHI

3.3.1. HayuHslil AM3aiiH ¥ X0/ UCCIIECIOBAHMUS:

- COOTBCTCTBUC 1[1/13a1?1Ha HUCCIICAOBAaHUA LCJIAM HCCIICAOBAHUA, B TOM YUCIIC C TOYKU 3PCHUSA
BOBJICUCHH MUHUMAJIbHO BO3MOXXHOI'O KOJIMYCCTBA YYaCTHUKOB UCCIICIOBAHUAA,
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- IUTAaHUPYEMBIH pHUCK, HEY100CTBA U JONOJHUTENbHbIE HArPY3KH Ha YYACTHUKOB UCCIIEJOBAHUS
10 CPAaBHEHUIO C OKHUIAEMOM NOJIb30M;

- 00OCHOBaHHOCTh HCIIOJIb30BAHUSI KOHTPOJBHBIX TPYMI M MPUMEHEHHUs IUIanedo ¢ TOYKH
3peHus 6€30MaCHOCTH MAIUEHTOB;

- KPUTCpUH BKIIOYCHHA B HCCICAOBAHHEC, HCKIIOYCHHA, MIPCKIACBPEMCHHOI'0O BbIBOJA M3
HUCCICIO0BAaHUs, obecrneueHuUs aJIeKBaTHOM MEIUIIMHCKON MOMOIIM MOCJIE OKOHYAHUS y4dacTtus B
HUCCICIOBAaHNUU,

- IPUCMIICMOCTb YCJIOBI/II\/JI MOHUTOPHHTA U ayAuTa B XO4€ UCCIICIOBAHUAA,

- uHbOpPMUPOBAHHE HAyYHOW OOIIECTBEHHOCTH U YCJIOBHUS NyOJHMKAaIMM pPe3yJIbTaTOB
HCCIIe0BaHUS.

3.3.2. MeauuuHCKas TOMOIIb U 3allATA UCTIBITYEMbIX:
- criocoObl HabOpa UCTIBITYEMBIX;

- cogepxaHue ¢GopMbl HHPOPMUPOBAHHOTO COIJIAaCHs, a TakXke JPYyrux MaTepuasos,
MIPEIOCTABIISIEMBIX UCIBITYEMBIM;

- 000CHOBAHHOCTH OTMEHBI MU IPHUOCTAaHOBJICHUA CTAHAAPTHOTI'O JICUCHUSA IJIA ueneﬁ
HCCIICA0BaHNs, CCIIN TAKOC IIJIAHUPYCTCH,

- MEIMIIMHCKAas IOMOIIb, KOTOpasi OyJeT mpeaocTaBieHa YJYacTHHKAM HMCCIIECIOBAHUS B XOE
HCCIIEIOBAHNS U MOCJIE €0 OKOHYAHUS;

- coOmroeHne KOH(MDUICHIIMATEHOCTH HH(OPMAITUU 00 UCTIBITYEMBIX U HEMPUKOCHOBEHHOCTH MX
YacTHOM KU3HU;

- TIOPSA0OK M pa3Mephl BBIILJIAT UCTBITYEMbIM, €CIIM TaKOBbIE MPETYyCMOTPEHBI, C TOUKU 3PEHUS
OTCYTCTBHSI MOTUBOB HEOOOCHOBAaHHOW 3aMHTEPECOBAHHOCTH B YYAaCTUU B UCCIICIOBAHUN;

- YCIIOBHS BBITUIAT KOMIIEHCALIMU /WM MPEAOCTaBICHUS JICUEHHUs B Cly4yae HaHECeHHs yiiepoa
3I0POBBIO, YTPATHI PAOOTOCIIOCOOHOCTH MM CMEPTH YYaCTHUKOB MCCIIEAOBAHUS BCIIEJICTBUE UX
Y4acTHusl B UCCIIEIOBAHNMU;

- 000cHOBaHNE HEOOXOAMMOCTH UCIIOIB30BAHUS YSI3BUMBIX TPYII U 00ecrieueHHe rapaHTHid IS
3aIUTHl TIPaB M 3I0POBbS JTOM KATErOpUU HCIHBITYeMbIX (B Cilydae HUX y4acTus B
HCCIICIOBAHUH ).

3.3.3. Onenka kBanudukanuu uccieaoBareneii. Komurer momkeH yoeauThesi B TOM, 4TO Bpadyu-
HCCICO0BATCIIN UMCHOT COOTBGTCTBYIOH_IYIO KBaJ'II/I(pI/IKaI_II/IIO nu HCO6XOI[HMBII>'I OIIBIT HpOBeI[eHI/ISI
KIMHUYECKUX UCCIIEIOBAHUMN.

3.3.4. CoOTBEeTCTBHE HCCIEIOBATENBCKOIO IEHTpa HEOOXOOUMBIM  TpeOOBaHUSM IS
npoBeeHusT uccienoBaHus. Kommurer momkeH yOemuTbhCs B COOTBETCTBHM BO3MOXKHOCTEH
HCCICO0BATCIILCKOI0 IEHTpA Tp660BaHI/I$IM IJI1 TpOBCACHUA NAHHOTO HMCCIICAOBAHUS, BKIIHOYAd
HAJIMYUE BCIOMOTATEeNFHOTO MEPCOHANA, HEOOXOJUMOro 00OPYAOBaHUS M BO3MOXKHOCTEH IS
HCOTIIOXHBIX MCAUTTMHCKUX M€p0HpI/I$ITI/H7L

3.3.5. ®uHaHCOBLBIE ACIIEKTHI:

- uHpopmanus 000 BceX (MHAHCOBBIX 3aTparax, KOTOpbIE IPEICTOUT HECTH YYaCTHHUKaM
UCCIIEJOBAHMS;
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- YCIIOBUS CTpaxOBaHUS M TapaHTHH BBIIUIAT MO NMPOPECCHOHANIBHON OTBETCTBEHHOCTH, a TaKXkKe
BO3MO>KHOCTH TOOIIPEHUN M KOMIIEHCALIM yYaCTHHUKAM HCCIEOBaHUsl (BKJIIOYAsl JIC€HEKHBIE
BO3HArpa)/I€HUs, JOMOJHUTENbHbIE YCIYTH U MOJapKH).

3.4. B ciyyae He0OXOAMMOCTH KOMHUTET JOJDKEH 3alpOCHUTh y TJIABHOIO HCCIEI0BATEINS
JOTOJHUTENbHYI0O HWH(OpMAaNWI0 W/WINM pa3bsiICHEHUS, MOXET IPHUIVIACHTh HAa 3ace/laHue
KOMIIETEHTHOTO  TPEICTABUTENI  KOMIAHMU-CIIOHCOpA, MM  OpraHU3alMH-3aKa3uuKa
MCCIICIOBAHMS.

4. Ilopsinok NpUHATHS peLIeHUs

4.1. Pemenuie MokeT ObITh MPHUHSATO TOJIBKO MPU HAJTWYMKM KBOpYMa Ha 3aceJaHMM KOMUTETA.
[Ipy BO3HMKHOBEHHHM KOH(IJIMKTa WHTEPECOB Yy KOro-IH0O0 M3 UWIEHOB KOMHUTETa (Hampumep,
SBJIAIOILETOCS KCCIIeIoBaTeNleM B 00CYK/1aeMOM HCCIIE0BAHNN), 3TOT UJIeH KOMUTETa HE MOXKET
y4acTBOBaTh B I'OJIOCOBAaHUM U MPUHATHM pellieHus. Penenne npuHuMaeTcst B OTCyTCTBHE JIULI,
HE SIBJIAIOIIMXCS YWIEHAMH KOMUTETA.

4.2. Pemnienue mpuUHMMAETCs IMyTeM OTKPBITOrO rosnocoBaHus. [Ipu Hecoriacum Koro-imbo u3
YJICHOB KOMHUTETa C HPUHATBIM pEIIEHHEM, €ro 0co00e MHEHHE 3aHOCHUTCS B IPOTOKOI
3aceaHusl.

4.3. KoMuter MOXKET OJ00OpWUTH MPOBEACHHE TUIAHUPYEMOTO HCCIIEIOBAaHUS TOJIHKO B TOM
cjydyac, ¢€CJIM Y4YTCHBbI BCC€ BO3MOXHOCTHU TapaHTUPOBATH 6€3OHaCHOCTB Y4aCTHHUKOB
UCCIIETOBaHMsI, UMEETCS MO0JIb3a MCCIEIOBAHUS, U OHA CYLIECTBEHHO MPEBBHIIIAET PUCK, YUTEHBI
HHTCPEChl W 3alllUIICHBI IIpaBa YYAaCTHUKOB HCCICIOBAaHUS, KaK MAllUCHTOB, TaK H Bpaqeﬁ.
[Ipunumas pemieHue, 4jaeHbl KOMHUTETa PYKOBOACTBYIOTCS TE€M, UTO IpaBa, 0€30HacHOCTh U
3A0POBLEC MHCIIBITYCMBIX ABJISIIOTCA TPCIMETOM HGpBOCTCH@HHOﬁ BaXHOCTU U JOJI?KHBI
MPEeBAJIMPOBATH HAJ UHTEPECaMU HAyKH U 0OIeCTBa.

4.4. KoMUTeT MOXKET MPUHATH OJJHO U3 CIECIYIOIIUX PELICHUN:

- 0J100pUTH TMpOBeJeHNE KIMHUYECKOTO MCCIEI0BaHUS JIEKAPCTBEHHOrO IpernapaTa il
MEJIUIUHCKOrO MPUMEHEHHS;

- 0100pUTH TMpOBeJeHNE KIMHUYECKOTO MCCIEI0BaHUS JIEKAPCTBEHHOrO IpernapaTta il
MEIULMHCKOIO TIPUMEHEHUS 1P YCIOBUM BHECEHUS HECYIECTBEHHBIX M3MEHEHUH U
JIOTIOJIHEHUH B OKYMEHTBI, 11OCJI€ YCTPAHEHUsS] KOTOPBIX, BBIMKUCKA U3 MPOTOKOJIA MOXKET ObITh
BbIJIaHa 0€3 TTOBTOPHOT'O PACCMOTPEHUS;

- BHECTH U3MEHEHHUS B TMpOLENypbl U MaTepuanbl HCCIeNoBaHUS (C yKa3zaHUEM
HEOOXOIUMBIX HW3MEHEHMH) W BHOBb IPEACTaBUTh JOKYMEHTHl TI0 IUIAHUPYEMOMY
KIIMHUYECKOMY HCCJIEIOBAaHUIO JIEKAPCTBEHHOI'O IIpernapara Ha IOBTOPHOE PacCMOTpPEHUE
KOMMUTETA;

- 0TKa3aTh B pa3pelICHUU Ha MPOBEJCHHE KIMHHUYECKOrO MCCIIEJOBAHUS JIEKAPCTBEHHOTO
Ipenapara ¢ yKka3aHueM IPUYUH OTKas3a.

5. U3BenieHue 0 NPUHATOM pellieHUuu

5.1. Tlporokon 3acemanusi opopmIIIeTCs CEKpeTapeM KOMHUTETa B TEUCHHE 3-X IHEH Iocie
3aceaHus U MOAMKCHIBAETCS MPECEIaTeNIeM U CEKPETapeM.

5.2. Beinucka 00 0J00peHNH Wi 0TKa3e B 000PEHUN BBIIAETCS MOCTE MOAMUCAHUS IPOTOKOIA.
Brimucka o mpuHIMNHAAIEHOM O00pPEHUH BBIAAETCS TOCIIE BHIMIOJHEHUS TPEOOBaHMS KOMHUTETA
0 BHECEHMU M3MEHEHUH U JIOTIOJIHEHUH B TOKYMEHTHI MCCIeI0BaHUsA. BhIMucka U3 MpoToKoIa
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LI

odopmiieTcss CceKkpeTapeM KOMHTETa, IOIIUCHIBACTCS NpelceaaTeseM M IpeacTaBiseTCs
3asIBUTENI0 B TEUEHUE 7-U JHEH MOCIe 3acelaHus.
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Ipuiaoxkenne 4 k [los10:keHNI0 00 ITHYECKOM KOMUTETE

CranaapTHas onepanuoHHasi Ipoueaypa.
ITHYEeCKHH KOHTPOJIb 0100PEHHBIX HCCIeI0BAHUI

Hean: nanHas craHAapTHas OnepanuoOHHas MPOLEIypa OMUCHIBAET ACSATEIBHOCTh KOMUTETA MO
MOCJIEIYIONMIEMY HAOJIIOJIEHUI0O 3a XOJOM HCCIIEIOBaHMS, IO KOTOPOMY OBLIO TPHHSTO
MOJIOKUTEIHHOE PEIICHUE.

1. OTH4Yeckoe CONpPOBOKIAEHHE 0JJ00PEHHOT0 HCCIeI0OBAHUS

1.1. Hnsa oOecrmeyeHus 3almIUThl NpaB M 3J0pOBbS YYaCTHHUKOB HCCIEJOBAHUS, KOMHUTET
OCYILIECTBISIET IOCTOSHHBIM KOHTPOJIb HAX XOJOM HCCIECNOBAaHUS C ILEIBI0 OIPEACICHMUS,
OCTaeTcs JM BBIJAHHOE KOMUTETOM OJOOpEHHE Ha €ro MPOBEACHUE B CUJIE WM €r0 He0OXO0AUMO
[IPUOCTAHOBUTb.

1.2. KOHTpO.IIB Haa XOAOM TCKYIIUX I/ICCJICI[OBaHI/Iﬁ OCYHICCTBIACTCA KOMUTECTOM Ha OCHOBAHUHN
HOHy‘ICHHOﬁ I/IH(bOpMaHI/II/I N KOHTAKTOB C HCCICAOBATCIIMM W HWHBIMH YYaCTHHKaMH
HUCCICI0OBAaHUs, B TOM YUCJIC:

1.2.1. 0T4ETOB O HEKENATEIHLHBIX SBJICHUAX,
1.2.2. npoMeXyTOUYHBIX OTYETOB MCCIIEIOBATENEH O X0/1€ UCCIEAOBAHUS;

1.2.3. oTyeToB HccaeaAOBaTeNel, KacalomuXCcsl U3MEHEHUH MPOTOKOJIA HMCCIEIO0BaHUsSA, (POpPMBI
JTO0OPOBOILHOTO MH(GOPMUPOBAHHOTO COTJIACHSl W/WiKM WH(GOpPMALWU IJIs MAIMeHTa, a TaKXKe
MOSIBJICHHST JTFOOBIX JIaHHBIX, YKAa3bIBAIONIMX HAa BO3PACTaHWE PUCKA ISl MCIBITYEMBIX WU
yIIeMJICHUE UX TIPaB;

1.2.4. 3ampocoB KOMHUTETa B aJpec HCCIEIOBATENIE M HMHBIX YYaCTHUKOB HCCIEIOBAaHMS
(coHCOp, (prpMa-M3rOTOBHUTENH U AP.) O MPOBEICHUH HUCCIEIOBAHUS, €0 ITUYECKUX aCIEeKTaX,
cOOJTI0/IEeHNST PEKOMEHIAli KOMHUTETA;

1.2.5. mpoBepok xo/1a UCCcleOBaHNN KOMUTETOM Ha 0a3ax MpOBEACHUS UCCIICIOBAHUSI.
2. OT4eThI 0 HeXKeJIATEJIbHbIX SIBJIECHUSIX

2.1. HexenarenpHoe siBnenue (adverse event, AE) — mo0oe BBISBICHHOE Yy HCCIEIyEMOTO
HEONMaronpusITHOE C MEAMIIMHCKOW TOUYKHM 3PEHHS COOBITHE, KOTOpPOE MOKET U HE HUMETh
MPUYUHHO-CJIEICTBEHHOW CBSI3U C Y4acTHEM B HCCIIeOBaHUH. HexenarenpbHOe SBJICHHE MOXKET
MPEACTAaBISITH  COO0M  JF000M  HEOJIArompusTHBI  CUMITOM  (BKJIIOYas  OTKIOHEHHUE
mabopaToOpHOTO TMOKa3aTenss OT HOPMBI), kajaoly wiu 3abosieBaHHe, BpeMsl BO3HUKHOBEHUS
KOTOPOTO HE HCKIIIOYaeT MPUYMHHO-CIEJCTBEHHON CBA3M C y4acTUEM B HCCJIEIOBAaHUHM BHE
3aBHCHMOCTH OT HAJIMYHSI HJTU OTCYTCTBUS TaKOH CBSI3H.

2.2. B cnyuae mosiBIeHHs JIOOBIX JaHHBIX, YKa3bIBAIOIIMX Ha pa3BUTHE HEXeJIaTelIbHbIX
SIBIICHUH Y YYaCTHHKOB HMCCJIEIOBAHUS, UCCIIEIOBATENb JOHKEH YBEIOMUTH 00 STOM KOMHUTET B
Te4eHue Tpex pabouux aHeil. B a3ToMm ciyyae kKOMUTET He3aMeAJIMTENbHO HAYMHAET IPOLeAypy
[IEPECMOTPa JOKYMEHTOB MCCIIEI0BaHUS.

3. IlpoMexyTOYHbIE OTUYETHI HCCJIe0BaTE el

3.1. TIpomexyTouyHbIE OTYETHI HCCIIEIOBATENEH MPEACTaBISIOTCS B STUYECKUA KOMHUTET CO
CleAyIoEN MePUOIUIHOCTHIO:
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- ©KEroJTHO B OTHOIIEHUH OJIOOPEHHOTO HAYYHOTO MHUIIMATUBHOTO (B T.4. IUCCEPTAIMOHHOTO)
HCCIIEIOBAHUS;

- CXKCKBApPTAJIbHO B OTHOLICHUU O,Z[O6peHHOFO KIIMHUYECKOro HMCCIICAOBAHUA JICKAPCTBEHHOI'O
npenapara 1yt MCIUIHUHCKOI0 IPUMCHCHUS.

JUIs  OTAENBHBIX HCCIENIOBAaHUM KOMHUTET MOJKET ONPENCINUTh HHYK IEPUOJUYHOCTD
NPEJICTaBJICHUS IPOMEKYTOUHBIX OTYETOB, HO B JIIOOOM Cllyuyae, He pexe, 4eM 1 pa3 B roj.

3.2. B mpoMeXyTOYHBIX OTYETaX UCCIAEAOBATEINS IOJDKHO OBITh YKa3aHO:

- HQUMCHOBAHHEC U JaTa Hadajla UCCIICJOBAaHUA,

- 1aTa 0J00pEHUs UCCIIETOBAHUSI STHYECKUM KOMHUTETOM;

- IPOBOAWJIOCH JIM UCCJIICAOBAHUC B CTPOTOM COOTBECTCTBUU C O,Z[06peHHBIM IMPOTOKOJIOM;,

- OBLIU JIM BBISIBJICHBI B XO/I€ UCCIIEIOBaHMsI HEeKelaTeIbHble U (UJIM) HellpeIBUICHHbIE SBJICHUS;

- BO3HHKIIM JIK B XOA€ HCCICIOBAaHUS O6CTO}ITCHBCTBa, YBCIMYNBAIONIUC CTCIICHb PHUCKaA JIA
HCCIICAYEMBIX,

- BHOCWIWCH iU JIOTIOJHEHHUS WJIM H3MEHEHHUS B 0100peHHYI (opmy HHPOPMHPOBAHHOTO
JT0OPOBOJIBHOTO coryiacus U HH(popManuu s marueHTa (mpeacTaBuTesIel mayueHTa);

- HHBIC CBCACHUA, UMCIOIIIUC 3HAUYCHUA OJIA 3THYECKOMU OKCIICPTU3BI.

3.3. IIpomMexyTOUYHBIA OTUYET JOHKEH OBITh JATUPOBAH W TOJIMUCAH HCCIEAOBaTeNeM, a JIs
JMCCEPTAMOHHBIX UCCIICAOBAHUI — M HAYYHBIM PYKOBOJAUTENIEM pabOTHI.

3.4. Cekperapp KOMHUTETa TPOBOIUT OIEHKY TIOJIHOTHI W TPaBUIBHOCTH O(OPMIICHHS
MPOMECIKYTOYHOI'O OTYCTA. B CJIydac BbBIABJICHUSA HEKCIATCIbHBIX }IBJICHI/If/'I, OTKJIOHEHHUH OT
MIPOTOKOJIA MCCIEAOBAHUS U MHBIX OOCTOSITENLCTB, YBEIUUMBAIOIIMX PUCK JUISI UCCIIETyEeMBbIX,
ceKpeTapb HHPOPMUPYET 00 3TOM MpeAcenaTelis, KOTOPbIA MPHHUMAET PEUICHHE O BKIIOYCHHUH B
MOBECTKY Ouyikaiiliero 3aceqaHusi KOMHMTETa BOIpPOca O IEPeCMOTpe JOKYMEHTOB paHee
0JI0OPEHHOTO UCCIICIOBAHMUS.

3.5. Tekymuii KOHTPOJb 3a COOJIOJEHHEM CPOKOB M (OPM OTUETHOCTH HCCIEA0oBaTeNICH
OCYHICCTBIIAACT CCKPCTApb KOMUTCTA. HpI/I BBISIBJICHUHN (1)aKTOB HCCBOCBPCMCHHOI'O UJIHU
HEMOJIHOTO TMpEe/CTaBJICHHUs] OTYETOB ceKperapb HH(OpMHpYeT Tmpenceaarenass KOMHTETa,
KOTOPBII NMPUHUMAET pEIleHHE O BKJIIOUYEHUH B IOBECTKY OJIM)KAWIIEro 3acefaHusi KOMHUTETa
BOIPOCa O MPUOCTAHOBJICHUH paHee BHIJAHHOTO pa3pellieHs Ha MPOBeIeHNE UCCIEIOBAHNUS.

4. OT4eThl HccaeAOBaTeIeH, Kacaomuecss N3MEHeHUH MPOTOKO0Ja Hccael0BaHusl, (opMbl
A00pPOBOJILHOT0O HMH(OPMHMPOBAHHOIO COrJIacusi W/WiM UHGOpMAUMM JJs NAlHEHTa, a
TaK/Ke MOSIBJICHUsI JIIOOBIX [AaHHBIX, YKa3bIBAOIIMX Ha  BO3pAacTaHHMe PpPHCKA UIA
HCHBITYEMBIX WM YIIeMJICHHE UX NIPAB

4.1. Tlpun momydeHun OMOOpPEHHS] STUYECKOTO KOMHUTETa HCCIeNoBaTelh HHYOPMHUpPYETCS O
HEJOMYCTUMOCTH OTKJIOHEHHWH OT TIPOTOKOJA WCCICJAOBAaHUSA WM €ro HW3MEHEHus 0e3
MPEIBAPUTEILHOTO OJOOPEHUsT JTUYECKOTO KOMHUTETa, 3a HCKIIOYCHHEM CIIy4aeB, KOTIa
HEO0OXOJUMO YCTPaHHWTh HEMOCPEACTBEHHYIO YIpo3y 3J0POBBIO HCCIEIyeMOro, JIMOO Korjia
W3MEHEHHUsS TPOTOKOJIA HKCCIEJAOBAaHUS  KAcalOTCsl TOJNBKO  MaTepHUaTbHO-TEXHUYECKOTO
obecniedeHus, JIMO0 aIMUHUCTPATUBHO-XO3SHCTBEHHBIX BOITPOCOB (TaKHUX, KaK 3aMEHA MOHHTOPA
WCCIIeTIOBAHMSI, U3MEHEHHE HOMEPOB Tele()OHOB U T.I1.).
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4.2. WccnenmoBareiab JODKEH CBOEBPEMEHHO B TEUEHHE TpeX paboumx AHEW cooOmaTh
BTH‘IQCKOMy KOMI/ITCTy 0 CJIGI[yIOH_[I/IX CO6I>ITI/ISIXZ

- OTKJIOHEHHE OT TMPOTOKOJIa HCCIIENOBaHUS WJIM €ro H3MEHEHHE C LENbl0 YCTpaHEHHUS
HETOCPEICTBEHHOM OMACHOCTH, YIPOXKAIOIIEH 3I0POBbIO U KU3HU UCCIEAYEMBbIX;

- BO3HHKHOBCHUEC O6CTO$IT€J'IBCTB, YBCIIUYMUBAIOIIUX CTCIICHb pUCKA IJIA HCCICAYCMbIX WA
CYHICCTBCHHO BJIMAIOIIHNX HA MPOBCACHUC UCCIICAOBAHUA B LICITIOM;

- IOSABJICHUC HOBBIX AAaHHBIX, KOTOPBIC MOI'YyT CBUACTCILCTBOBATH 00 YBCIIMUCHUN PHUCKA IJIA
HUCCIICAYCMBIX U MOBJIUATH HAa XOI4 UCCICIOBAHUS B ILICIIOM.

4.3. Ilpu moiaydeHUHu OTYETOB IO OOCTOSITENICTBAM, TIOMMEHOBAHHBIM B 11.4.2., TIpeacenaTelb
KOMUTECTA HC3AaMCJINTCIIbHO HAYMHACT NPOLUCAYPY NCPECMOTPAa JOKYMCHTOB UCCJIICIOBAaHUS.

5. IlpoBepku Ha Ga3ax NpoBeJeHUS UCCJIE0OBAHUS

5.1. TIpoBepku Ha 0Oa3ax uccieqoBaHHs (ayIUT) MPOBOAITCS C ILETBI0 OLEHKH COONIOACHUS
ATHKO-TIPABOBBIX HOPM IMpPH MPOBEIEHUU HCCIEAOBAHUN C YydacTHEeM JIIoJied B KadyecTBe
UCCIIETyEeMbIX, MCCIICIOBAaHUI Ha KUBOTHBIX, COOTBETCTBUS HCCIEAOBAHUS OC30MACHOCTH IS
OOJBHBIX W MEAMIMHCKOTO TIepCOoHaNia, a TaKXke COOJIIOJIEHUs] MPOTOKOJIA HCCIEI0BaHMUS,
TpeboBaHU K ”HPOPMHUPOBAHUIO UCCIIETYEMbBIX H MOJYYCHUIO UX COTIJIACHSI.

5.2. TlpoBepku Ha 0a3ax HCCIEIOBAHUS IMPOBOIATCS B IJITAHOBOM M BHEIUIAHOBOM TIOPSIIKE.
OcHoBaHHEM IJid MPOBCACHHA BHCINIAHOBBIX IIPOBEPOK ABJIACTCA  MOJIYYCHUC JII06OI>’I
nHpopmaruu (KanoObl, 0OpaIeHus, MUChbMa H T.JI.) O HAPYIICHUH dTHYECKUX M TIPABOBBIX HOPM
Y IIPOBeCHUN HccaenoBanus. [lpu nomydeHnn qaHHOM MH(OPMAIMKA KOMHUTET OCYILECTBIISET
ayuT 0a3bl UCCIEOBAaHUS B TE€UEHHUE OJTHOM HEJEINH.

5.3. Ayaut 0a3bl UCCIIEOBAHMS OCYIIECTBIIIOT YJICHbI KOMHTETa B COCTaBE TPEX YEJOBEK,
Ha3HayaeMbIX MpejcenaTeseM KoMmMuTeTa (IIpH BHEIUIAHOBBIX NPOBEPKaxX) M BbIOMpAaeMbIX Ha
3aceJaHusIX KOMUTETA (IIPU MJIAHOBBIX ITPOBEPKAX).

5.4. Tlpu mpoBenaeHWH TMPOBEPKH Ha 0Oa3e WCCICIOBAHUSA WICHH KOMHUTETA OIICHHBAIOT
COOTBETCTBHE YCIIOBHH, MaTepHaIbHO-TEXHHUUYECKOW 0a3bl, KBaIM(UKALMU MepcoHala U T.II.
3asBJICHHBIM  TOJOXEHHUSM  TPOTOKOJAa  HCCIEAOBaHWS, BeIEHHE JOKyMEHTAllUd IO
UCCIICIOBAHMIO, TPOLEAYpPY HHPOPMHUPOBAHUS U TMONYYCHHS JOOPOBOJIILHOTO COTJIACHS
HCCIIEAYEeMBIX, COOIO/ICHNS UX TIPaB U rapaHTUH 0e30MacHOCTH (B T.4. KOHPUIACHIIMATLHOCTH
MoJIy4yaeMoi MHpOpMaLuK) MpU MPOBEACHUH UCCIIEAOBaHMs. B OTIENBHBIX CIIydasx ¢ COTJIacus
HCCJIETyEMOT0 BO3MOXHO MPOBE/IEeHUE coOeCce0BaHNUs C LIETbI0 YTOUYHEHHSI TIOJYUYEHHBIX B X0O/I€
ayura JTaHHBIX.

5.5. Ilo uroram ayauTa 4jieHaMH KOMHUTETa, OCYIIECTBISBIIMMH IPOBEPKY, B TEUYECHHE NBYX
HEJIeJIb TOTOBUTCS HKCIIEPTHOE 3aKII0UYEHUE, KOTOPOE 3aCIyIIMBAECTCS Ha OYEPEIHOM 3aceJaHuu
komuTeTa. Ha OCHOBaHMM €ro oOCYyXJE€HHS KOMHTETOM IPHUHMMAETCS peIIeHHe, KOTOpoe
HaIpaBJIseTCs TJIABHOMY HCCJIEA0BATEIN0 U PYKOBOAUTEINIO MEAUIIMHCKOTO YUPEKACHHUS.

5.6. B ciyuae BBISBICHHS HApYyIICHWH STHUKO-TIPABOBBIX HOPM Ha 0a3e WCCIeI0BaHMS
KOMUTETOM MOXET OBITh MPHUHITO pEIICHHEe O TMEepPecCMOTpPe paHee IaHHOTO OJI0OpEHUS
UCCIIETOBAHMUS.

Crpanuna 24 u3 31



(enepanbHOE TOCY1apCTBEHHOE OIOKETHOE «Ilonoxenue 06 ITHIECKOM KOMHTETE
00pazoBaTesbHOE YUPEKACHHE BBICIIET0 00pa3oBaHus CMK I1.164 OI1 03
«/IBaHOBCKast rOCYapCTBEHHAS MEULIMHCKAS aKaIeMUsD» Bepcus 1 [lata 26.02.2019
Munucrepcrsa 31paBooxpanenus Poccuiickoii @enepaunu

Ipuiaoxkenne 5 k [los10:keHNI0 00 ITHYECKOM KOMUTETE

CranagapTHas onepalioHHas Npoueaypa.
IlepecMOTp JOKYMEHTOB HCC/IeI0BAHNUS

Hean: nanHas craHAapTHas OnepanuoOHHas MPOLEIypa OMUCHIBAET ACSATEIBHOCTh KOMUTETA MO
MOBTOPHOMY PacCMOTPEHHUIO JOKYMEHTOB paHee OJ0OOPEHHOIr0 HCCIIENOBaHHUS KaK OAHOMY W3
MEXaHU3MOB 3TUYECKOT'O0 KOHTPOJIA.

1. OcHoBaHMSs MEPeCcMOTPA JOKYMEHTOB HCCJIEI0BAHUS

1.1. TlepecMoTp paHee 0JJOOPEHHBIX TOKYMEHTOB HCCIIEIOBAHUS OCYIIECTBIISICTCS B CIICAYIOIINX
Clydasx:

- Pa3BUTUC HCIKECIATCIbHBIX SIBJICHUM Y YY4aCTHUKOB HUCCJICIOBAHUS

- OTKJIOHEHHE OT TMPOTOKOJIa HCCIENOBaHUS WJIM €ro H3MEHEHHE C LENbl0 YCTpaHEHHUS
HEIMOCPEICTBEHHOM OMACHOCTH, YIPOXKAIOIEH 3I0POBbIO U KU3HU UCCIEAYEMbIX;

- BO3HHKHOBCHUEC O6CTO$IT€J'IBCTB, YBCIUYHUBAIOIIUX CTCIICHb pPUCKA JIA HCCICAYCMbIX WA
CYHICCTBCHHO BJIMAIOIIHNX HA MPOBCACHUC UCCIICAOBAHUA B LICITIOM;

- IOSABJIICHUC HOBBIX AAaHHBIX, KOTOPBIC MOI'YT CBUACTCILCTBOBATH 00 YBCIIMUCHUN PHUCKA IJIA
HUCCICAYCMBIX U MOBJIMATH Ha XOI UCCICIOBAHUS B LICJIIOM;

- B MHBIX CIIyYasx, UMEIOMINX 3HAYCHHE ISl STUIECKOM SKCIIEPTH3HI.
2. [Ipoueaypa mepecMoTpa T0KYMEHTOB HCCJIEOBAHUS

2.1. Pemenune O BKJIIOYEHHMM B TIOBECTKY 3ac€JaHUsl STHYECKOrO0 KOMHUTETa BOIpOCa O
HepeCMOTpe I[OKyMCHTOB HCCICIOBAHUS HpI/IHI/IMaeTCSI Hpe;[cez[aTeneM KOMUTETA HA OCHOBAHUU
MOJTyYeHHOW HH(POPMAIIHH.

2.2. Tlpu HeoOXOOUMOCTH CEKpeTaph IO TMOPYUYEHHIO Mpeiaceaarelss KOMHUTETa OpraHU3yeT
MIPEABAPUTENbHYIO KCIIEPTU3Y MCCIEAOBAHMS HE MO3/IHEe, YeM 3a 3 JHS J0 3aceaHusi, KoTopas
OCYIIECTBIISIETCS OJHUM W3 UWICHOB KOMHTETa B COOTBETCTBHH C KBaTH(UKAIMEH W
HaIpaBJI€HUEM JEATeIbHOCTH. B 0COOBIX ciydasX K y4acTHIO B 3aCEIaHHHM TPHBIICKAIOTCS
HE3aBUCUMBIE IKCIIEPTHI.

2.3. TlepecMOTp TOKYMEHTOB HCCJICIOBAHUSI OCYIIECTBISAECTCS B XOJE 3acelaHusi, Ha KOTOPOM
npenceaarens WHPOPMUPYET O TPUYMHAX [EPECMOTPa, BBICIYIIMBAIOTCS OOBICHEHHUS
WCCeoBaTeNlsI HW MHEHHE JKCIepra KoMuTeTa (€ciau TpeaBapuTelbHas dSKCIepTH3a
IIPOBOAMIIACH).

Unensl koMuTeTa OOMEHMBAIOTCA MHEHHUSMU Ha OCHOBAHMU TOJYYEHHOH U3 COOOIIEHHS U B
xone oocyxaenus napopmanuu. Kaxaprii U3 4IeHOB KOMUTETa MOXKET BBICKA3aTh CBOIO TOUKY
3pEHMA U 3a1aTh BO3HUKILKE Y HETO BOIIPOCHI.

2.4. B mporecce mnepecMOTpa ITOKYMEHTOB WCCIEAOBAHUS WIEHbI KOMHTETa OOpaIaioT
BHUMaHHE Ha CJICAYIOUINE aCTIeKTHI:

- COOTBCTCTBYIOT  JIK peaHBHbIﬁ PUCK n IoJjib3a  AJ1Ad 310pOBbA HCCIICAYCMBIX
MMPEAIIOJIOXKUTCIbHBIM JaHHBIM, NPEACTABJICHHBIM 10 HadaJla UCCICOOBAHUS;

- 6BIHI/I JIA 3apCTUCTPUPOBAHBI Yy HCCICAYCMbIX HCKCJIATCIbHBIC SABJICHUSA, U GBIJI JIU KOMUTET
porH(POPMHUPOBAH 00 ITOM;
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- OBLIHU JIM 3apETUCTPUPOBAHBI KaKHE-THO0 Cepbe3Hble HETaTUBHBIE MOCIIECTBHS;

- OBUITM 7M1 BHECEHBI KAaKWE-TMOO W3MEHEHHUS B TMPOTOKOJ HUCCIEIOBAHHUS W OBUIM JIU JTH
M3MEHEHUs JOKYMEHTAJIbHO 0(hOpMIIEHBI U 0JI00pEHBI KOMUTETOM;

- CTaJIN JIU U3BECTHBLI B XOJ€ UCCIICA0BAHUA KaKI/Ie-HI/I6O HOBBIC JaHHBIC, U GBIJ'II/I JIU KOMUTET U
CyOBEKTHI UCCIIEIOBAHMS IPONH(DOPMUPOBAHBI 00 ITUX JTAHHBIX;

- ObUTa M mepecMoTpeHa (opMa MH(OOPMUPOBAHHOTO COTJIACHs, W ObUIM JIM 3TU U3MEHEHUS
OTpakK€HBI B COOTBETCTBYIOIIUX JOKYMEHTaX U 0100pEHBI KOMUTETOM;

- COOTBETCTBYET JIM TMPOLECC TMOJy4YeHUs] HMH(POPMUPOBAHHOTO COTJIACHS CTaHAAPTHOM
poLeaype.

3. Pemienusi no pe3yJibTaTaM nmepecMoTpa 10KyMEHTOB
3.1. KomuTer MOXET NPUHSITH OAHO U3 CIAEAYIOIINUX PEIICHUNA:
- OCTaBUTh MIPUHSITOE paHee pelieHne 0e3 N3MEHEHUH;

- 0/I00pHUTh W3MEHEHHs (IOTIOJHEHHUs) B TMPOTOKOJ HCCienoBaHus (MHGDOPMHUPOBAHHOE
,Z[O6p0BO.HBHO€ corﬂacne) HJIN UHBIC JOKYMCHTBI UCCIICAOBAHUS,

- PUOCTAHOBUTH pa3pelleHHe Ha IPOBEIECHUE UCCIEI0BaHUS C YKa3aHHEeM NMPUYHH.

3.2. B ciywyae mnOpuHATUS pEIIEHUS O NPHUOCTAHOBICHUM pA3pELICHHs] Ha IPOBEICHHE
UCCIIeIOBaHMsl AaHHas MH(pOpMalMs JOMOJIHUTENIBHO IPEAOCTABIACTCS Ha 3asBIECHHBIE 0a3bl
HCCIIEA0BAHMS.
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Ipuio:xkenne 6 k Ilos10:keHNI0 00 ITHYECKOM KOMUTETE

CranaapTHasi onepaiuoHHasi mpoueaypa.
YnpouleHHasi npoueaypa paccMOTpPeHus UCCIeT0BAHMI

He.]'lb: AaHHas CTaHAapTHasA OICpalluOHHAsA IMpoucaypa OMUCBIBACT ACATCIBHOCTb KOMUTCTA 110
MPOBEJICHUIO YIIPOILIEHHON 3TUYECKOW SKCIIEPTU3BI UCCIIEA0OBAHUMN.

1. OcHOBaHuUSsI NPUMEHEHHS YNIPOLCHHOM Npoueayphl
1.1. Pemienue o npuMEHEHUHU YIPOIIEHHOW MPOLIeAYPbl IPUHUMAETCS MPECceaTeIeM KOMUTETA.
1.2. IlpeameToM yIpOLIEHHON AKCIEPTU3BI MOTYT CITYKUTh:

- HCCIIEIOBAHMS, MPOBOJIMMBIE TOJBKO HAa OCHOBE 3alHUCEl B MEIUIMHCKOW JOKYMEHTALIMU
MAIMeHTOB JHO0 pe3yJabTaToB OOCIeNOBaHUS W (WIW) JIEYCHHUS TMAalUeHTa TMPU YCIOBHUH
coOmroieHnst KOHPUACHITMAITBPHOCTA HH(POPMAIIUK U HEMTPUKOCHOBEHHOCTH JIMYHOM JKU3HU;

- U3YUCHHUC YIKC CYHICCTBYIOIIHX JaHHBLIX, JOKYMCHTOB, 3aHHCGI>'I, HaTOMOp(bOJIOFI/I‘-IeCKI/IX 150)07%0
JTUATHOCTUYECKHUX TPETapaToB, MOJYUYCHHBIX B X0/Ie¢ OOBIYHOTO 00CIeq0oBaHus U (W) JICUCHUS
MaKEHTOB;

- TIOTPaBKM K paHee OJ0OPEHHOMY NPOTOKOJIY HCCIEIOBAHUSA, KOTOPbIE HE H3MEHSIOT XO0/a
UCCIEOBAHUS, HE YBEJIMYMBAIOT PUCK IJIs UCCIENYEMbIX, HE YIIEMJSIOT UX TMpaB U HeE
HapyLIalOT MPUHIMIA KOH)UIEHIIMATIBHOCTH TAHHBIX, B TOM YHUCIIE:

- 3aMCHa arnrapara JJis1 UCCICIOBaHUus U (I/I.HI/I) JCUYCHUA UACHTHUYHBIM,

- BKIIIOYCHHE COMCCIICIOBATEINS, B TOM YHCJIC B3aMeH BBHIOBIBILIETO, IPU YCIOBUHM COXPaHEHHS
YPOBHS KBTU(DUKAIINH;

- IEpEeMMEHOBaHKE OpraHn3aluii — 0a3 UCCIIeOBaAHMS,

- UIBMCHCHUC (I)aMI/UII/II/I, HUMCHH, OTYCCTBA UCCIICA0BATCIA U (I/IJII/I) COHCCIICA0BATCIIA, 4 TAKIKE €TI0
(ux) cratyca,

- HU3MCHCHHUC TOJIbKO Ha3BaAHUA HUCCICAOBAHUA TIpHU YCJIOBHU COXPAaHCHUSA COACPIKAHUSA
ncciacag0oBaHuss HCM3MCHHBIM,

- UHBIC MTONPABKH, OTBCHAIOIIUC YKA3aHHLIM BBILIC Tp€60BaHI/ISIM.
2. IIpouenypa paccMOTpPeHUsI JOKYMEHTOB UCCJIeI0BAHMS

2.1. CoucoK JOKYMEHTOB, HEOOXOAMMBIX JUISI PACCMOTPEHHUS JIOKYMEHTOB IO YHPOILEHHOH
nporexype:

- 3asBKa Ha paCCMOTPCHUC NOKYMCHTOB KOMUTCTOM;
- dHHOTalus UCCICIOBAHUA 110 BIICPBBIC 3asBJICHHBIM MCCICIOBAHUAM,

- pe3toMe BHOCUMBIX U3MEHEHUH B MPOTOKOJI B OTHOILEHUH paHee 0J00PEHHBIX HCCIIEIOBAHUM.
Pestome moimkHO conepkaTh 000CHOBaHUE BHECEHUS M3MEHEHUH.

Komurer BIIpaBEC 3allpOCUTb UMHBIC NOKYMCHTBLI IJIs 60.]'[66 IMOJIHOI'O paCCMOTPCHUSA U PCIICHUA
BOIpoca 00 0I00pEeHNHU UCCIEA0BAHMS 10 YIIPOIIEHHOH MPOLIeIype.

2.2. B cayyae TpUMEHEHHUs YHOPOILEHHOW MpoLEaypbl JOKYMEHTBl HCCIIEIOBaHUS
paccMaTpuBarOTCs IpeACEeAaTesieM II0 COINIACOBAHUIO C 3aMECTUTENEM Ipelacenarens Hu
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cekperapeM KomuTtera. I[IpM HEOOXOAMMOCTH K PACCMOTPEHHUIO 3asiBICHHOTO HCCIICAOBAHUS
MPUBJICKACTCS WICH STHUECKOTO0 KOMHUTETAa B KQUECTBE IKCIIEPTA 110 TaHHOMY HCCIICIOBAHHIO.

2.3. VYmpomieHHas mpoueaypa pacCMOTPEHHS JAOKYMEHTOB  IPOBOJMTCS B TEUYEHUE CEMU
pa60qnx ,Z[Heﬁ C MOMCHTA MOJIYUYCHUS KOMUTCTOM HCOGXOI[I/IMI:IX JAOKYMCHTOB.

2.4. B pe3ynbTaTe pacCMOTpEHUSI JOKYMEHTOB KJIMHUYECKOTO HCCIEIOBAHUS MO YNPOIIEHHON
MpolLelype pelieHue NTPUHUMAETCS TyTeM KOHCEHCYca.

2.5. Ilo uToram paccMOTpEHHsI UCCIEIOBAHMS WIH €r0 OTAEIbHBIX JOKYMEHTOB O(OpMIISETCS
MUCBMEHHOE 3aKII0YCHHE, KOTOpOoe (PUKCHPYETCS CEKpeTapeM B CIEHUATBHOM >KypHale ydeTa
WCCIIEOBaHUM, PACCMOTPEHHBIX M OJOOPEHHBIX 110 YHPOIIEHHOW mpouenype. JOKyMeHTbI
(3aSIBKa, AHHOTaus, pe3roMC U T.H.) 10 UCCJIICAOBAHUIO XPAHATCA B OTI[GHBHOﬁ IIaIlK€ B TCUCHUC
3-X JIeT mocie OKOHYAHUS UCCIIEIOBAHMUS.

2.6. IlucbMeHHOE 3aKIIOYeHUE MPU HEOOXOJMMOCTH BBIIACTCS 3asBUTEIIO B TEUCHHUE 3-X THEH
MOCJIC IPUHATHS PEIICHUS.

2.7. Tpencenarens WHGOPMUPYET UWICHOB KOMHUTETA O MPHUHSATOM PEUICHHH HAa OYEPETHOM
3aceJaHuH KOMUTETA.

2.8. Ecnu mpu pacCMOTpPEHHMH AOKYMEHTOB KIMHUYECKOIO HCCIIEIOBAHMS 110 YIPOIIEHHOMN
MpoLenype 4ieHaM KOMHUTETa, YYacTBYIOIIMM B pPAcCCMOTPEHHH, HE YAAIOCh JIOCTUYb
KOHCEHCYCa, a TAaKXKE B CIIy4yae OTPULATEIBHOIO PEIIEHUs, JOKYMEHTHI JaHHOTO KIMHUYECKOTO
HCCJIETOBAHMSI BBIHOCSITCS HA PACCMOTPEHHE KOMUTETOM B TIOJTHOM O0BEME.
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Jlucer coryracoBanus

IIpencenarenr DTHYECKOr0O KOMUTETA

JIOJDKHOCTh

ITOMOIIHUK PEKTOPA 10 KAYECTBY

JIOJDKHOCTD

Benymuii 1opucKoHCYIbT

JIOJDKHOCTh

J.B. Bypcukoga

Jata, MoJIICh

WHHUIHAJIBI K q)aMI/UT]/lﬂ

HU.U. Kopsruua

Jiata, MOAINICH

WHHULUAIBI A d)aMI/Ull/Iﬂ

JI.B. 'paGoBEHKO

Jata, MoJIICh

WHHUIHAJIBI K q)aMI/UT]/lﬂ
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JIuer perucrpanuu u3MeHeHH

No

U3MCHCHUA

WnenTudukamoHHbI
1 HOMEp TOKYMEHTa,
HOMEP CTPAHULIbI

Coneprxkanre N3MEHECHUS

Ioamuce
JlaTa
OTBETCTBEHHOTO,
o YTBEPKICHUS
KOTOpPBIN BHEC
JIOKYMEHTa
H3MEHEHHE
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JIMCT 03HAKOMJIEHHSI

damMunug 1 THALUAIE] JlomxHOCTD IToamuce Jlata

PykoBonuTens noapasneneHus
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