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MNOJIOXKEHUE
o JlokaabHOM 3THYeckoM komuTere HUMHM

Yacrs 1. OBIIHUE IMOJIOXEHHUS

I. JlokanbHeli aTHuecknit komuTer (manee — JIDK) ®enepanbHOro
roCcyapCTBEHHOTO 0101 KEeTHOTO Hay4YHOro yUpexXJIeHHUs "HayuHo-
MCCIIeIOBATE/IbCKMA MHCTUTYT HeHponayk M memuuuus" (HUMHM) sBnsercs
HE3aBHCHMBIM OpraHOM, CO3J@HHBIM pelueHHeM YdeHoro coseta HMMHM,
yTBepXAeHHbIM nupektopom HUMHM.,

2. JlestensHocts JIDK HanpaBieHa Ha ofecriedeHue  coOMIONCHHS
STHYECKUX HOPM IIPH NPOBEAEHHH KIHHMUYECKHX HCCIENOBAHHMHA (JIEKApCTBEHHBIX
H HEJIEKapCTBEHHBIX METOJOB JIEYEHHs, METOAOB NHarHOCTHKH, NPOGHIAKTHKH) H
SKCMEPUMEHTANIBHBIX HCCIIEOBAHUH, BBINONHAEMBIX ¢ ydactuem HHHMHM, c
UebI0  3allMThl NpaB, 0e30macHOCTH M Onaromoiy4ds BceX CyGBeKTOB
HCClel0BaHus.

3. JISK  ocyliecTBisieT  3THYECKYHO  IKCMEPTH3y  IPeACTABIEHHBIX
JOKYMEHTOB  KJHHHYECKMX  HCCIeNOBaHWH,  paccMaTpuBaeT  obpalleHus
NaLMEHTOB, Bpayeii-Hcce0BaTeNed M OpraHM3aToOpoOB HCCIEN0BaHUsl, B KOTOPBIX
3aTPOHYThI 3ITHYECKHE CTOPOHBI NMPOBEAEHUS HCCIIeIOBAaHHUS.

4. JlesrenbHocts JIDK pernaMeHTHpyeTcss 3aKOHOHATENBHBIMH aKTaMH
Poccuiickoit @enepalini, BKIIOYAIOLIMMU:

— Hauuonaneneiii cranpaptr P® T'OCT-P 52379-2005 «Hamiexamas
KJTHHH4YECKas [paKTHKa»;

— Hauuonanbueiii cranpapr P® I'OCT-P 56509-2015 «Ycenyru Hacenemo.
Haznnexauias npakTHka ryMaHUTapHBIX HCCJIE1OBAHHII»;

Poccrannapr, yreepauenHsiii Ilpukasom @eaepanbHOro areHTcTBa Mo
TEXHHYECKOMY PEryJIHpoBaHHI0 U MeTpostoruu (Ne 845-ct ot 30.06.2015);

— Ilpuxa3 Munncrepcrsa 3apaBooxpanennss PO «O6 yTBepsIeHHH NpaBu
Hajuiexalled KIMHWYecKoH npakTuku» (Ne 2001 ot 01.04.2016);

— ®enepanbHbli 3ak0H "O6 obpaienun tekapcTerHbix cpeacts” (N 61-03

ot 12.04.2010, penakuus ot 04.06.2018);



— Esponeiickas  KonBeHuMss 06 oxpaHe [03BOHOYHBIX XUBOTHBIX,
HCMOJIE3YEMBIX ULl SKCNIEPUMEHTOB M B APYrHX Hay4dHbIX neiax (ETS No 123,
Crpacbypr, 18.03.1986);

— /[upexktuBa 2010/63/EU  EBponeiickoro [Tapnamenta u Cosera
EBponeiickoro cotosa 1o oxpate %HBOTHBIX, MCIIOTb3YEMbIX B HAYYHBIX LeNAX (0T
22.09.2010).

5. JISK ocyliecTBasIOT CBOIO A€STENBHOCT B COOTBETCTBHH C 3THYECKHMH
NMPUHLMNAMH, H3MOXKEHHBIMM B MEXIYHapoaHOH XenbCHHKCKON AeKnapalnd u
Hannexauteit knunuveckoii npaktuke (ICH E6 GCP), a Takke B COOTBETCTBHM ¢
paspabotanneiMu JIDK (Ha ocHOBE yka3aHHBIX B 11. 4 JOKYMEHTOB) CTaHAapTHBIMH
onepauuonHeiMH - npouenypamu  (COIL;  wacte 11 nannoro ITonoxkeHus),
COnepXaWMMK TpeGOBaHHMS K COCTaBY M KBaIM(DHMKALMH 4ICHOB KOMHTET,
MOpANKY OpraHM3aUMH TPOBEJEHHs 3ace/laHHH, PacCMOTPEHHIO TOKYMEHTOB H
NIPHHATHIO IO HUM PeLUeHHH, peraMeHTy B3auMOJEIHCTBHS ¢ HCCIIeJOBaTeI M.

6. IlonecenHsle B mpolecce CBOEH JeATENbHOCTH aIMHHHCTPAaTUBHO-
opraiusaunonneie pacxoius! JIDK HUMHM koMreHCHpYIOTCS B COOTBETCTBHH ¢
npukasom aupekropa HUMHM.

7. JlanHoe ITonoxeHue BeTynuio B cuiry B3ameH [lonoxenus o JIoKatbHOM
dTuyeckom komurere HHHW®®M, npunstom pelienueM YueHoro cosera
HUHNODOM 23 oxra6ps 2018 roaa u yTBep)aeHHbIM BpHO aupextopa HUM®O DM
akanemukoM PAH JLU. Adranacom.

Yacre 1. CTAHIAPTHBIE OINNEPALIMOHHBIE IMPOLEAYPBI

Crannaptaele onepaunonHsle npouenyps: (COIT/SOP/Standard Operation
Procedures) — 310 Ha6op MHCTpyKLHi, KOTOphbIe NOAPOOHO ONMCHIBAIOT NMpaBUa
nearensHocTH JIDK n otpaxator nonutuky JISK, nossonss €My COOTBETCTBOBATh
MEKAYHAPOAHBIM M HALMOHAIBHBIM CTaHAAPTaM 10 3THYECKOH 3KCMepTH3e B
OHOMEIMUMHCKHX HCCIeJ0BaHUX.

1. Cocrae u kBanudukauns wienos JIDK

1.1.KoMHTET COCTOMT M3 HEYETHOTO YHCIa YJIEHOB, OT 5 0o 9, 0bnanaroux
HEOOXOAMMBIM OIBITOM W KBaludHKaLueH s SKCMEPTHOH OLIEHKH Hay4HBIX,
MEIMLUMHCKHX W 3THYECKHX  aCMeKTOB  IJIAHHPYEMOIO  KIHHHWYECKOTO
UCCIIeIOBaHMA.

1.2.B cocrap KomuTeTa BXOAMT Kak MMHHMYM OIMH YJeH, YbHd MHTEpPECHI
JIeXaT BHE Cepbl HAYKH, U OJIMH YlIeH, KOTOpPHIH He 3asucut or HUMHM.

1.3.Cocrae Komurera, BkItoyas npeaceaateis, 3aMecTUTeIs npeacenarens
cekperaps Komurera, n3bupaercs (mim usMeHsercst) Ha 3acefanun KowmmuTera
NPOCTBIM OOJIBIIMHCTBOM T'OJIOCOB OTKPBLITOTO TOJOCOBaHHA M YTBepKaeTcs

peleHneM Y4eHOro coBera.



2. [Ipaa u ob6s3anHocTH JIDK

2.1.Ynens! Komurera 06s13anbl 3HaTh 0cHOBHEIE nonoxkeHus [T OCT-P 56509-
2015 wu Ilpukaza M3 P® ot 1 ampens 2016 r. Ne 200H., yMETH NpPOBOJHUTH
3KCIIEPTU3Y MaTepHAlIOB HCCIIeTOBAHUS, y4acTBOBATh B 3acefanuax JIDK.

2.2.0cHoBHbIe 00s3aHHOCTH mpencenarens JIDK BkmoudaroT paspaboTKy H
konTpons 3a BeimonHeHuem COIT JIDK, Benenue crpanuusl JIDK nHa calite
HUMWHM.

2.3.0OcHoBHBIe 00s3aHHOCTH cekpeTaps JIDK BKIrOUarOT AeI0npoH3BOACTBO
no 3asBkaM B JIOK.

2.4.JIDK ocyuiecTBIsSeT KOHTPOJIb Haj TEeM, 4YTOObI Ha BBINOJIHAEMBIE B
HUMHM  kJIMHMYECKHE HCClIeOBaHHs (HMccleloBaHMS Ha 4YeloBeKe) H
OKCIIEPUMEHTAJIbHBIE HCCIeOBaHHUs (MCCIeOBaHUS Ha JKMBOTHBIX) OBLIO
MOJIyYeHO ero oJ00peHue; B NPOTUBHOM cilyyae KoMmurer Bnpase IIPHOCTaHOBHUTH
HCCe0BaHuUE.

2.5.JIDK ocyuiecTBisieT KOHTPONb HalX TeM, uToObl KIMHHYECKHE
WCCIe0BaHNs  BBIMOJHAIMCHE B COOTBETCTBMM C JTHYECKUMH IIPHHLIMIIAMH,
W3JI0KEHHBIMH B XeJTbCHHKCKOW aexnapauuud 4 Hamexameil KIMHHYECKOH
npaktike (GCP), nonoxenusimu 'OCT-P 56509-2015 ot 30.06.2015, Ilpukasa
M3 P® Ne 200u ot 01.04.2016 u HactosuumMu CTaHIapTHBIMH ONEPaLlHOHHBIMH
MpoLeIypaMH.

2.6.JIDK ocymecTBiassieT KOHTPOJIb HajA TeM, 4YTOOBl HCCIEJ0BaHHsA
BBITOJIHAIMCH B COOTBETCTBHH C MPOTOKOJIaMH, ofo0peHHbIMU JIDK.

2.7.11pu oOHapyKeHUX HapyLIEeHHUs] STUYECKOT0 XapaKTepa, BhIABIEHHOIO Ha
n000# cTagMM KIHHUYECKOTO McclenoBaHusi, KomHuTeT BlpaBe peKOMEeHIO0BaTh
OTBETCTBEHHOMY 3a IIpPOBEleHHE HCCIe[OBaHUA IIPUHATE MEPBl IO  €ro
ycrpaHeHuio  (u3MeHuTh  MHQopMHpoBaHHOe  corjacue, I[PUOCTAHOBHTH
uccienoBanue U 1ap.); JIDK BrpaBe A0BeCcTH AaHHYIO MH(MOPMALMIO 10 CBEICHHA
Vyenoro cosera HMMHM, 3aka3uyuka (CroHCOpa) HCCIENOBAHMS, 3THYECKOTO
KOMHTETA PErHOHAJIBHOrO W/WIIH LEHTPAIBHOTO YPOBHS.

3. Ilopsinok npoBenenus 3acenanuii JIIK

3.1.CBou pemrenuss KoMuTeT mNpHHHMaeT KOJJIETHANIbHO; 3acel]aHus
NPOBOASATCS PEryJsipHO, KaK MpPaBHIO — He peke OIHOro pasa B MeCsll, Jary H
BpEMsl ONpeIeNIAeT MpeceaaTellb o cornacoBaHuio ¢ ywieHamu Komurera.

3.2.Cekperaps Komutera 3apanee onoseuiaer 4wieHoB JIOK 1o anekTpoHHON
[10YTE WK YCTHO O TPEJICTOSAIIEM 3aceaHuy U ero MOBECTKe.

3.3 3acenanue JIDK mnpaBoMOYHO, €ciM Ha HEM NPHCYTCTBYET HE MEHee
[OJIOBHHBI €70 YTBEPIKIEHHOIO COCTaBa.

3.4.3acenanue BosriaBigeT npenacenatens JIDK, a B ciiydae ero oTcyTCTBUA
— 3aMeCTHTENhb TpeAcenaresis wiM Joboi uHoW uneH JIDK, 3abnaroBpeMeHHO
HaszHauaeMbIi npeacenareneM Komurera.



3.5.Komuter uMeeT nNpaBO NpHBIEKATh HE3ABHUCHMBIX OSKCIEPTOB IS
[POBEACHUS] KOHCYJIbTAUMH MIH 3KCNEPTH3bl MaTepHaloB Hcciie/oBaHuil (6e3
[paBa y4acTHs B I'OJIOCOBaHHMH ).
3.6.PaccmoTpennto Ha 3acelaHMM TOIJIEXaT MaTepHalbl HCCleI0BaHHI,
nnannpyemelx k npoBeneHHro B HHMHMHM; wmarepuansr noxnaznbiBaroTcs
3asgBUTENIEM (OTBETCTBEHHBIM McHoNHMTeNeM) MM dineHom JIDK, 3apanee
YNoJHOMOYeHHBIM npeacenaresieM JIDK netanbHO 03HAKOMHMTBCH C MOAAHHBIMH
Ha 3KCMEepTU3Y MaTepuaiaMH.
3.7.Pemenus JIDK MoryT GbITh ClieAyFOLLIMMHU:
e 0J00peHHe;
o IPUHATHE K CBEJICHHIO;
¢ TpebOBaHHE O BHECEHHM M3MEHEHHH, HEOOXOAMMbIX IUIS TOJydeHHS
YTBEepXKAEeHUS /0100peHns:
¢ OTPHLATEIbHOE 3aKIII0YeHHe/Heo100peHHe;
° OTMEHa/IpHOCTAHOBIIEHHE  paHee BBIJaHHBIX YTBepkKIeHHH
/onobGpeHuti.
3.8.TlpunsTHe pemeHHd  OCYILECTBISETCS OTKPBITHIM  T'ONOCOBAHHEM
NPHCYTCTBYIOLIMX Ha 3acefaHud 4ieHoB JIDK; B ciyuyae, ecnn ynen Komurera
ABJIIETCS. UCNONHHUTENEM DPacCMaTpHBaeMOro MCCJIeOBaHHSA, TO OH He HMeeT
NpaBa rojoca U HalM4ue KOHQIHMKTa HHTEpPecoB NpoTokomupyercs B IlpoTokolie
3acelaHMs.
3.9.Peluenne cuMTaeTcs TPHHATHIM, €ClIM 3@ HEro IPOroJoCOBalo Gosee
TIOJIOBUHBI TOJIOCOBABIIKX; B Cly4ae paBEHCTBA T'0OJIOCOB DPEIIAIOLIMM SBIISETCS

roJloC NpejceaTe/bCTBYIOMIEro Ha 3acelaHtH.
3.10. Komurer B TeyeHue 3 pabouux aHell coobliaeT 3asBHTENIO B

MMMUCBMEHHOI OpMe O CBOEM pELLIEHHH.
3.11. @®opMyIHMpPOBKH 1O BBIMOJHEHUIO HCCIENO0BaHMA MOTYT GBITh

CeyIOLIHMHU:
« «OnobpuTh MpoBeIeHHE UCCIIeJOBAHMS»;
e «OnobpuTe  NpOBelEeHHE  MCCIENOBaHUsS  [0CAe  YCTpaHEHHMS
3aMeYaHui 0e3 MOBTOPHOIO PpAcCMOTPEHMS» — €CNIH BbIHECEHHbIE
3aMeYaHWsl HEeCYLUeCTBEHHbI, TM0clAe HX OBICTPOro  YCTpaHeHHs
(ynocrosepenHoro uneHom JIJK) Beinucka o pewenun JIDK Beinaercs
MCCIIeI0BATEN0 €3 MOBTOPHOI'O PacCMOTPEHHUS;
» «IloBTOpHO paccMmoTpeTh Ha 3acenanuu JIDK»;
« «He paspeluaTts npoBeeHHe HCCIIEIOBAHUS Y.

3.12. Bce 3ameuanus [0mKHBl ObiTh 3anpotokonupoBanbl  JIDK (B
OCOBEHHOCTH, €C/IH OHHM noay4deHsl oT wieHoB JIDK, nporonocosaBiMX ApoTHB
on00peHHs TpOBeleHHs HccleloBaHMs), a B Bhnmucke JIDK nomxHa GbITh
MpHBEAEHA apryMeHTalksa 0TKa3a B POBEAEHHH UCCIIeJOBAHMS.

3.13. 3acemanns JIDK HHMHMHM B HewTarHeIX CHTyauMsx (pexmum
MOBBIIIEHHOH TIOTOBHOCTH, pexuM YC, naHaeMus, pexuM CaMOM3ONSLMH,
HEBO3MOXHOCTb JIHYHOrO MPHCYTCTBHS IO YBaXKMTENbHBIM TIPHYHHAM M 1p.)
MPOBOJATCS B YAaJ€HHOM HHTEPAaKTHBHOM DeXHMe, MO3BOJAILIEM YCTAHOBHUTH
ay/MOBH3Yya/IbHBIA KOHTAKT YYaCTHHKOB 3acelaHus.



4. Kputepun ouenku HecsienoBanus

Ilpn paccmorpennn wuccnenosanns JIDK  nomken YAOCTOBEpPUTHCS, B
YacTHOCTH, B TOM, YTO;

4.1. MccnenioBanne npoBOAMTCS B COOTBETCTBHM C 3THYECKHMH TIPHHLIMIIAMH
H HOPMaTHBHBIMH TPeOOBaHUAMHU.

4.2. MccrnenoBanue ocymecTsisercs NpH CoOMONEHUN:

® NpaB yYaCTHHKOB HCCJIeI0BAHMS,

© NpaBHJl 10 0becneyeHHo UX 6€30MacHOCTH;

® CTPEMJICHUS K HEHaHECeHHIO Bpea;

® TpeDOBaHHIi K IOCTOBEPHOCTH HCCIIEJOBAHHI.

4.3.IlpaBa, 6GesonacHocTb H brarononyuyne ob6bekTa MccnenoBanus
NMPEBANMPYIOT Hall HHTEPECAMH HAYYHBIX UCCE0BaHUH M OBIIECTBA; OxMIaeMas
110/1b3a ONPaBAbIBACT PUCK, YCHIIUSI H 3aTPaThl.

4.4. Hccnenosanne 9eTKO U OAPoGHO OMMCaHO B NPOTOKOJIE HCCIIE0BAHUS.

4.5. UndpopmupoBanHoe cornacue COOTBeTCTBYET  YCTaHOBJIEHHBIM
TpebOBAHUSM K CONEPKAHMIO M 1OCTYITHOCTH TS [IOHUMAHHS HCCIIEIYEMBIMMU.

4.6. IHpOopMUpOBaHHOE cOrJlacHe TONYYeHO OT KaXkIOro ucceayeMoro
1TOCTIE NoTydeHns THCbMEHHOro ono6penns JIDK Ha npoBeneHue Hecae 0BaHus H
J10 BKJTFOY€HHS UCCIIENYEMOI0 B HCCIIEIOBAHHE.,

4.7. MccniefioBaTeln MMEIOT J0CTATOYHBIE BO3MOKHOCTH M KBanuduKauuio,
4TOOBI BHINOJHUTE HCCIIEIOBAHHE,

4.8. UudopMauns, nonyuennas B xoje MCCIIEIOBAHMS, DPErHCTpHpYeTcs,
ICpENacTCs M XpaHUTCA TakuM 00pa3oM, 4ToObl OGECHEYHTH TOYHOCTH M
[IPABHIILHOCTS €€ NPECTAB/ICHHs, HHTEPNPETALMH U BepH(pUKALHH.

4.9. 3amMiIeHE!l TIPaBAa  YA3BUMBIX HIM JIErKO NOJABEPXKEHHBIX BIHAHHIO
HCCICNlyeMBIX  (IeTedl, HENOCTaTOYHO O06Pa3OBAaHHBIX JIMI, HEZOCTATOYHO
oOecneyeHHbIX  JIHL,  MHBAIMIOB,  JMIL, CTpaJamlluMX  NCHXHMYECKHUMH
paccTpoHCTBaMH, U T.1.).

4.10.  KoHQpuneHunanbHOCTh  naHHBIX 06  y4acTHHKax HCClIe1I0BaHHA
obecrnieyeHa TOIKHBIM 06pazoMm.

S. lenonpoussoacteo

5.1. Best 1OKyMeHTaLMs 110 HecTIeI0BaHKIO — 3a8BeHHE OT HCClleIoBaTes ¢
[PUIOKEHHAMH K 3aBNEHHUIO (B OYMaKHOM W/MIIH 3NeKTPOHHOM BH/I€), IOBECTKA
3aceianus JIOK, sBouHbIi NHCT 3acenaHus, NpoTokoa 3acenaHus c peLUEHUSIMH
KomuteTa, noxnucannsiii npenceaarenem u cexperapeM Komurera — xpaustes y
cekperapst Komurera.

5.2. Komuter obecreunBaer xpaHeHue B apxuee HUMHM pokymenTos,
CBA3AHHBIX C IPOBCACHHEM MCCIIE/IOBaHUs, B TEYEHHE HE MeHee 3 JleT Mocie
3aBEPIICHHS UCCIIEN0BAHHS M NPEIOCTABICHHE MX 110 3anpocy UCCIIEIOBaTEIAM,
3aKasqHKaM  HMCCIeNOBaHHA M  YNONHOMOYEHHBIM JIMIAM C  COGIIOdeHHeM
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TpeboBanuii 3akoHonarenbcTBa PoccHiickoil Denepauny 0  NepCOHaIbHbIX
AAHHBIX, KOMMEPYECKOH, roCy1apcTBEHHOH 1 HHOM OXpaHAEMON 3aKOHOM TaiiHe.

5.3. KOMMTET MOXeT TNpeACTaBHTh OTYET O CBOEN NEeSITEJIBHOCTH B
BBILIECTOALUHE yNOJHOMOYEHHbIE OpPraHU3alHHy (110 3anpocy).

6. Pertament B3aHMO/AEHCTBHA ¢ HeeIeoBaTe/ieM H 3aKa3dyMKOM

6.1. Ha xinnuyeckue uccnenoBanns (METONOB AMATHOCTHKM WK JIeUeHMH,
MCAMKaMCHTO3HBIX HIIH HEMEJMKAMEHTO3HBIX CPEACTB) M 3KCIEPHMEHTAIbHbIE
HCCIeIOBaHHA (Ha )XHBOTHBIX), BBIIOJHIEMbIE Ha Haze HHWHWHM, oTtBercTBeHHbIe
MCTIONIHUTEM JIOJDKHBL 10 Hayaja HCC/IeJ0BaHHMA MONyYuTh onobpenne JIDK
HHUHWHM.
6.2. JIOKyMeHTbI Ha PacCMOTPEHHE NOKHBI ObITh NOJAHEI He nosaHee, 4eM 3a
3 paboumx mus 1o 3acenanus JIIK, a Komurer obs3an pPaccMOTpeThb MmoaaHHble
JOKYMEHTBI B CPOK 110 4 HeJieNb 10Ce MOJAauH.
6.3. O6s3aTenbHBIMH  JOKYMeHTaMM uis mopaud B JIOK Ha NoJayYeHue
0/100peHHs O NPOBEIeHHH MCCIIeI0BaHMS SBJISIOTCS:
— JUIs KIIMHMYECKHUX HCCJIeJOBaHHIi:
* 3assnenne B JIK no ¢opme (Mpunoxenne Nel);
© ommcaHne uccnenosanus («Ilpotokon wecnenoBanus») no nJ1aHy
(Ilpunoxenne Ne2) ¢ npunoxeHusMH, U3 KOTOPBIX 00s13aTeNbHBIMU
SBIAIOTCA  (popMa cBeleHuH 00 MccaenyeMom (MHIMBUAYanbHaS
perncrpaunondas kxapra — CRF, Bxonmnas ankera u T.m.) u ¢dhopma
Hudopmupopattoro cornacus;

— A1 SKCTNIEPUMEHTANIbHBIX UCCTIE0BaHUH (Ha JKUBOTHBIX ):
* 3assnenxe B JIOK no popme (Ilpunokenne Nel);
° ONHCaHWEC  OKCIEPUMEHTANIBHOTO  HMCCENOBaHHS 1O  MiiaHy
(Ilpunoxenue Ne3).

6.4.JI3K okassiBaeT METOAMYECKYIO NOMOIIIb HCCIIEIOBATENISAM B ITOATOTOBKE
AOKYMEHTALMH C UEIBIO OTPAXKEHHS NMOJIHOTHI CBEIEHHH, TOMIEKALHX STHIECKOl
IKCIIEPTH3E.

6.5.JI3K nomkeH BiameTh cBeIeHHSMH 06 OmbITe paboTel Mccnenosareneii
M0 COOTBETCTBYIOUIMM CHEUMATBHOCTAM M MX OMBITe paboThl MO NPOBEIEHUIO
K/IIMHUYECKUX HITH 3KCIIEPHMEHTaNIBHBIX UCCJIeIOBAHMI.

6.6. Obs3aTebHbIME  CBeileHMAMM 06 HCCIIEI0BaHMH, KOTOpbIE TOAJIEXKAT
nonave B JIDK nocie nomyuwenus onobpennst Ha NpoBeJleHHe HCCle0BaHus,
ABTSIFOTCS:

* Nno0ble NONpPaBKK, H3MEHEHUS U JOTIOJHEHUS K NPOTOKOJTY, KOTOPbIE
MOTYT 3aTparuBaTh 0€30MacCHOCTb HCCIIedyeMbIX, MHTEPechl M npasa
HCCNIEIyeMBIX M UCClle/loBaTeNeii;

* co0061IeHHs 0 6e30MaCHOCTH U HeXKeNnaTebHbIX ABJICHUSAX;

© MHOpPMalusi O  CYLIECTBEHHBIX OTKJIOHEHHSX OT IPOTOKOJIA

HCCcIie0BaHus,
* HpOMC}I{yTO‘iHbIﬁ oT4eT 06 HCCIIENOBAHHH 3a I'IpOlI]e,ILIHHI‘:i ron,



* OT4eT 00 OKOHYAHHH MCCIIeNOBAHMS.

6.7. Cpoxu npenocrapnenns ceenenuii g JIDK:

° B Cllyuae BO3HMKHOBEHHS CEPbE3HOTO HeKenaTelbHOIo SABJIEHHS
(CHSI), cBsgzansoOrO WK, BO3MOJXHO, CBS3aHHOIO C HCCle1yeMbIM
BO3JEHCTBHEM (TIpenapaToM, HeMeIHKAMEeHTO3HbIM BO31EHCTBHEM), U
moboli  uHoi NPOUEAYPOH,  NpeaycMOTPEHHO#H IIPOTOKONOM,
HccieaoBatesb 00s13aH yeeaomute JIDK o NPOU30LIEeIIEM B TeYeHHE 3
AHeH mocne HacTymienus CHA; OTBETCTBEHHOCTh 32 HH)OPMHPOBaHHE
JI2K HeceT oTBeTCTBeHHBIH HCIIOJIHUTE/b HCCIIeI0BAHUSA;

* yBenomiaenue JIDK o CHS, orMeuenHsix Y HcclenyeMslx,
HabmonaBMXCs B Apyrux UCHTpaX M0 NaHHOMY HCCIIe0BAHHIO,
HeoDX0AMMO NpeACTaBNATh Ha 3acenannn JIDK €XKEKBapTaIBHO;

° MHpOpMaUMIO © nonpaBkax K MPOTOKONY  UCC/IENOBAHUS U
OTKJIIOHEHHUSX OT NPOTOKOJA HCCiIel0BaAHUS CleyeT NpenoCTaBIaATh Ha
O4€penHOM n1aHoBoOM 3acenannu JIDK;

* HCCI€NoBaTeNb  NO/KEH NpPeNOCTaBNATh CBeNeHHS o TeKyLLeM
HCClIeN0BaHHHM Ha paccMmoTpenue JIDK ¢ NIEPHOMIHOCTRIO He pexe
OJIHOT'O pa3a B rof;

* TIO 3aBEpLICHHM HCCNIeN0BAHHS HCCIIEN0BATENb OJIKEH COOOLIMTE 00
otoM B JIOK Ha 61mxalimem 3acenanun Komutera.,

6.8. Habmonenue 3a ncenenosannem mosier MPOBOAHTLCH B (POPMeE 3a04HO
SKCNEPTHU3bl TEKYUIMX MaTEpPHalOB [0 IIpotokony wuccnenosauus wnu nyTéM
TNIPOBENICHHUSI KOHTPOJILHOIO BU3UTA B MCCIIE 10BATELCKHI LUEHTp JUIA OlpeeseHus
COOTBETCTBHS JE€HCTBHH McCleqoBaTenei [Iporokony ucenenosanus.

6.9.B cnyuae Boswmknosenus CHS u mocue O3HaKOMJIEHUS C OTYETOM O
CHS, npenceparens JIDK H, TpH  HEOOXOAMMOCTH, NpHBIEYeHHbII
KBaIMHLIMPOBAHHBIH IKCIIEPT pEIIaloT BONPOC O BO3MOXHON cBszy CHS o
MCCICNOBaHHEM M NPHHHUMAIOT ~ COOTBETCTBYIOLIEE peuieHude, BIUIOTH 10
HEOOXOIMMOCTH  NPHOCTAHOBKH MCCICNOBaHMS  (nOCeHee  NpHHMMaeTcs
ronocosanuem  JIJK), ¢  coobumenneM  panmoro PelIeHus  rnaBHOMY

UCCIIe10BaTEeNO W/UIU CITIOHCOpY.



