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1. JTH4yeckoe conpoBoKICHNE 0J00PEHHOT0 KIMHUYECKOI0 HCCIeJOBAHMS.

11 JIDK ocymiecTBisSieT TMOCTOSHHBIA KOHTPOJIb HAJ XOJOM OJOOpPEHHOTO paHee
KIMHUYECKOTO MCCIICOBAHUS, U3y4yaeT MOJyYCHHbIE B XOJI¢ UCIBITAHUS JAaHHbIE U MPHHUMAET
peeHre 00 0JOOpPEHUH MPOJOKEHUS UCCIIEIOBAHMUS HITH €0 IPUOCTAHOBJICHUH.
12 JIOK ocymiecTBiasieT MOHUTOPUHT UCCIIEI0BaHUS HA OCHOBAHUU:
a) Csenenmii 00 WM3MEHEHMHM XoOJa KIMHHUYECKOTO  HCCICIAOBAHUS,  CEPbE3HBIX
HE)XeJaTeNNbHbIX SBICHUAX U HENPEIBUICHHBIX TOOOYHBIX 3P (deKTax.
b) TIpoMexyTOYHBIX OTYETOB O XOJAE HCCICIOBaHUS, MEPUOAMYHOCTH IPEIOCTABICHHUS
koTopheIx onpezensercsa JIDK B kax10M OTAEIBHOM Cllydae, HO HE Yallle OHOIo pa3a B 3
Mecs1a U HE PEeKe OJTHOTO pasa B roJl.
€) 3ampocos JIDK B agpec ucciemaoBaTenci.
d) IIposepok JIDK xo0/a KIMHUIECKOTO HCCIICIOBAHUS.
13 O6s3atenbHoMy yBegomiieHuto JIDK mojmexar Bce 3aperucTpupoBaHHBIE CEPbE3HBIC
HeXeJlaTeJIbHbIE COOBITUS, KOTOPbIE:

® [IPUBOJAT K CMEPTHU UCIIBITYEMOT0;

® [IPEJOCTABISAIOT YIpO3y AJS KU3HU;

e TpeOyrT rocnuTaaIu3auy 100 e€ MpoJIeHus;

® TPUBOJAT K CTOMKON MITM BBIPAXEHHOM HETPYIOCIIOCOOHOCTH WM HHBAJIHIHOCTH;

® SBIIIIOTCS BPOXKJIEHHON aHOMAJIMEN pa3BUTHUA.
14. B caydae mosiBneHus moObIX JaHHBIX, YKa3bIBAIOIIMX Ha TMOSBJICHHUE HEKENIAaTENbHBIX
00OYHBIX A(PPEKTOB, BO3paCTaHUE PHUCKA JJIS 30POBbS WIM YUIEMJIEHHE NPaB HUCHBITYEMBIX,
uccieioBaTenb JIo/bKeH mpenoctaButh JIOK moapoOHbI MUCHMEHHBIH OTY4ET O MOJ0OHOM
COOBITHM B TeyeHHe 3-X padouux aHeil. OTUET N0JDKEH BKIIOYATh MOJHYIO WH(pOpMAIHIO 00
UCXO/Ie JAHHOTO COOBITUS (OKOHYaHHE TOCHHUTAIM3allM{, PA3BUTHE OCIOKHEHWH, IOJHOE
BBI3JIOPOBIIEHHE WM cMepTh OoibHOro). JIDK mmeer mpaBo 3arpeOoBaTh JOMOIHUTEIBHYIO
nHPOpPMANHIO, BKJIOYAs MaTepHalibl  JIOTIOJIHUTEIBHBIX — WCCIIEAOBAaHHUMA, BBIHCHBIE H
MTOCMEPTHBIE MUKPHU3bI, TPOTOKOJIBI BCKPBITUSI H MHBIE IOKYMEHTHI.
15. B cnydae mnosiBneHus JIOOBIX JAHHBIX, YKa3bIBAIOLIMX Ha BO3pAacTaHHWE pUCKA IS
3JI0pOBbsI WJIM YIIEMJIEHHE TpaB HCHbITyeMblX, JIDK He3aMmemuTensHO HAauMHAET MPOLERypy
[IEPECMOTPa JOKYMEHTOB MCCIIE0BAHNS.

2. TlepecMOTp AOKYMEHTOB KJIMHUYECKOTO UCCJI€I0BAHMS

21 Unen JIDK, sBastomuiicst 3KCIEPTOM JAHHOTO KIIMHUYECKOT0 UCCIE0BaHUs, OpraHU3yeT
MEPEeCMOTP JOKYMEHTOB HCCIEIOBaHMS U OOpalaeTcss K MCCIEI0BaTeI0 C 3alpocoM O XOje
HCCIIEIOBaHUS.
22 UccnenoBarens MOMKEH MPEAOCTABUTH AIKCIEPTYy BCIO Tpedyemyro WHOOpMAIUo |
HanpaBuTh B JIDK mpoMexyTouHbId OTYET O XoAe HuccienoBaHus. [IpoMeKyTOUHBIA OTYET
JIOJKEH COZIePKaTh CIIeyIoNIyo HH(opMaluio:

e CBe/IcHUsI 0 HA0Ope UCIIBITYEMbIX U O Hayalle UCCIIEIOBaHMUS;

e cepbE3HBIC M HENpPEeABHICHHBIE T0O00YHBIE 3(P(EKTHI;

® VCKIIFOYEHHE HCHBITYEMBIX U3 UCCIECIOBAHUS U UX IPUYNHBI;

® HOBBIE JIaHHBIE, Kacarollrecss 6e30MacHOCTH Mpenapara;



e 1100bI€ BBISBICHHBIE OTKJIOHEHHUS OT MPOTOKOJA HCCIEAOBAHUS WM IpeAroyaracMble
IpO0OJIEMBI.

23. Bonpoc o nepecMoTpe JOKYMEHTOB KIMHUYECKOTO UCCIIEI0OBAHUSI BHOCUTCS B IIOBECTKY
3aceganust JIDK OTBeTCTBEHHBIM cekpeTrapéMm, MO corjacoBanuio ¢ uieHoM JIOK,
OCYIIECTBIISBILIUM 3KCIEPTU3Y TOKYMEHTOB uccieaoBanus u [lpencenarenem JIDK.

24, B npouecce nepecmorpa 1oKkymMeHTOB Ha 3acenanuu JIOK ynonnomouennsiii unen JIOK
JieNiaeT CoOOIIeHNEe O TEKYIEM HCcieIoBaHuu, oOpaias BHuManue wieHoB JIDK nHa cienyromme
MOMEHTHI:

® COOTBETCTBYIOT JIM pEAIbHBIM pPHCK M TOJb3a JJs  3J0POBbS  HCIBITYEMbIX
MPENOJIOKUTEIbHBIM JAHHBIM, PEACTABICHHBIM JI0 Havajia UCCIIeI0BAHUS;

e ObUIM T 3apETUCTPUPOBAHBI Yy MCIBITYEMBIX CEpPbE3HBIE WM HEMPEIBHJICHHBIC
no0OouHbIe JIeKapcTBeHHbIE T000UHbIE 3 dexTrl, u 6bu1 MU JIDK mpoundopmupoBan 06
TOM;

e ObUIM JIU 3aPETUCTPUPOBAHBI KaKHe-TH00 cephE3HbIE HEraTUBHBIC MPOSIBICHMUS,;

e ObUTM JM BHECEHBl KaKHe-TMOO WM3MEHEHUS B IUIAH HCCICAOBAHUS W OBUIM JIM 3TH
U3MEHEHHS JOKYMEHTAIBHO opopMIleHBI 1 0100pens! JIDK;

e CTaJld JIU U3BECTHHI B XOJI€ UCCIIEJJOBAHUS KaKue-In0o HOBBIE JaHHbIE 00 MCCIEAyEMOM
npenapare WIM €ro HEeTaTHBHBIX MNposBIeHHsX, u Obun ym JIDK W ucobiTyemsie
poruH(OPMUPOBAHBI 00 ITUX JAHHBIX;

e Oputa Jin TiepecMoTpeHa ¢Gopma HHPOPMHUPOBAHHOTO COTJacHsi, WU OBUIM JIM OTH
M3MEHEHHUS OTPAKEHbI B COOTBETCTBYIOLIUX JOKYMEHTaxX U 0100peHs! JIDK;

® COOTBETCTBYET JHM HpOIECC MOIYyYeHUs HMH(POPMUPOBAHHOTO COTJIACHUSA CTaHIApTHOU
poueaype.

25. Unenst JIOK 00CYXJalOT [OKyMEHTHl KJIMHUYECKOTO HCCIENOBAaHUS U, MYyTEM
KOHCEHCYCa, MPUHUMAIOT OJTHO U3 CIEAYIOIIUX PEeIICHU:

e 0/100peHHNE TEKYLIET0 UCCIEI0BaHUS;

e [PUHLMIIUATIBHOE OJOOpPEHHME TEKYIIEro MCCIEJOBAHUS IMPU YCIOBUU BHECEHMUS
M3MEHEHUH U JIONOJHEHUH B TOKYMEHTAIIMIO UCCIIEI0BAHUS: B 3TOM CIy4yae JTIOKyMEHT 00
0J100pEeHUH BBIAAETCS MOCIIE BHECEHUSI U3MEHEHUH U JONOJTHEHUH;

® [IPUOCTAHOBJICHHWE JAHHOTO paHee OJOOPEHHUs Ha INPOBEJCHHUE MCCIEOBAaHUS: B 3TOM
ClIy4ae JOJKHBI OBITh YKa3aHbI IPUYMHBI IPUHATOTO PEIICHUS.

3. PaccMoTpeHnue 10MOJHUTEIbHBIX MATEPHAJIOB

31 JIOK paccmarpuBaeT Bce TOMOTHUTENbHBIE MaTEPHUATIbl, Kacatouuecss 0J00peHHOro
paHee UCCIEeI0BAHMUS:
® [IONPAaBKHU, U3MEHEHHUS U JIONOJIHEHHSI K IPOTOKOIY UCCIIEI0BAHHUS;
® [IONpPaBKH, W3MEHEHMs JOINOJIHEHUS K UuHboOpMaluu s [alueHTa H
MH(GOPMHUPOBAHHOMY COTJIACHUIO;

® UHBIC MaTEPHAJIBL.
32 Bce mnompaBku, u3MeHeHMs M AonoONHEHUS K I[IpoTokoily, KOTOpBIE 3aTparuBarOT
0€30I1aCHOCTh MCIIBITYEMbIX, UX MHTEPEChl U IpaBa, U3MEHSIOT HAarpy3kKH Ha HCIBITYEMBIX B
XOJIE HCCIEeNOBaHUs, IOJDKHBI paccMaTpuBarbcs Ha 3acenaHusx JIOK, pemeHus nomxKHBI
odopmiaTees B coorBercTBuu ¢ COIL.



33 [TonpaBku, wu3MeHeHus u jgonoiHeHuss K IIpoTokony, KOTOpble HE 3aTparuBaioT
0€30MacHOCTh HCIBITYEMbIX, HX MHTEpPEChl U IIpaBa, HE HU3MEHSIOT Harpy3ku B XOJe
UCCIIEIOBaHMs, HE KacaloTCs M3MEHEHUS OTBETCTBEHHOCTH Bpayeil - uccienoBaTesiel, MOTYT
paccMaTpuBaThCs 10 YCKOPEHHOM Tporieaype B padouem mopsiake [Ipeacenarenem JIDK.

4. 3aBepleHUe UCCJIEJOBAHNS, XPaHEHHE JOKYMEHTOB

41 3asBurtenu 1oykHB HHGopMHupoBaTh JIDK 00 OKOHYaHWU MCCIIeOBAaHUS U MIPEICTABUTH
B KomMuTeT 3aKIIFOUNTENBHBIN OTYET.

42. Bce nucbMenHble MaTepuansl U cooOlieHus, nonydeHHsle JIOK B xone KIMHMYECKHX
UCCIIEIOBAaHUM, B TOM 4YHCJIE€ HW3BEIIEHHUS O 3aBEPILIECHUHU, IPUOCTAHOBKE U JIOCPOUYHOM
IIPEKPALLEHUHN UCCIICJOBAHUN M 3aKIIOYMTEIbHBIE OTYETHI 110 HUCCIeN0BaHuAM, XpaHarcs B JIOK
BMECTE C IOKYMEHTAMM KJIMHUYECKUX MCCIIEN0BAaHUN U NpoToKoiamHu 3acenanuil JIDK e menee 3
JIeT 1ocjie OKOHYaHUs UCCIIeIOBAHHUS.



