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1. Heap — pa3paboTaTh HMHCTPYKIHH IO DKCIEPTH3E H IMOCIEAYIONIEMY HaOIOJEHHIO 110
(aKTy OTYETOB O pAa3BUTHH HEXENATEJIbHBIX SBJICHHI/peakiuii B XO0IE TEKYIIEro
HCCIIE[IOBaHus, paHee 0JJ00pEHHOr0 THYECKHMM KOMHTETOM.

2. O0JacTh NIpMMEHEHHA — BCe 0100peHHbIE IPOTOKOJIBL

3. Tepmunbl u onpeae/ieHHs:

3.1;

3.2.

2.3,

3.4.

3.5,

HekenareabHas peakiWs — BCE HETaTHBHBIE MM HENPEABUICHHBIC PEAKLIMHU,
CBS2aHHBIE C UCHOJB30BaHWEM J000H 03Bl MEIUIUHCKOIO IPOAYKTa H
IpeAroiaraloiie  BO3MOXHOCTh  HAIWYHS  IPUYMHHO-CIIEICTBEHHOM  CBS3H
MEIHUIUHCKOTO ITPOAYKTa U JAHHBIX IIPOSBICHUIA;

HE)KenaTeNnbHOE SBIICHHE — BBIABICHHOE y NMallMEeHTa WM CyObeKTa KIMHHYECKOIO
HCCIEOBaHUS IOCIe IPUMEHEHHS (papMaleBTHYECKOro MNpojykra modoe
HeOIaronpusaTHOE ¢ METUIIHMHCKOH TOYKH 3pEHHS COOBITHE, KOTOpPOE MOMKET H HE
HMETH IPUUYMHHO-CIIEAICTBEHHOM! CBSI3H €ro IPUMEHEHHEM;

HeIpeaBUACHHAS HeXelaTeabHas Peaklus — HeXelaTelIbHas peakius, CyIHOCTh WK
TSDKECTH KOTOPOH HE COTJIACYIOTCS C UMEIOIIeHcs HHpopManuel 0 IPOIyKTe;
CEephE3HOE HEXeJaTelIbHOE SABJICHHE H/MIH Cepbe3Has HeXelaTellbHas peakius —
moboe HeDIaronpusTHOE KIHHUYECKoe cOOBITHE, KOTOPOE BHE 3aBUCHMOCTH OT 03Bl
npenapara: OpPUBEJIO K CMEPTH; IpPEACTaBIAET Yrpo3y [UId KU3HH; Tpedyer
TOCIMTAIH3AIMHA HWJIH €€ NpPOUICHHUS; NPUBEIO K CTOHKOH MM 3HAYUTEIbHOH
HETPYA0CIOCOOHOCTH/HHBATHIHOCTH; npeJcTaBIsgeT coboit BPOX/IEHHYIO
aHOMATHIO/TIOPOK Pa3BHTHUS;

¢ yuetom 3ana4 gaHusix COIl, nanmee, B JaHHOM JOKYMEHTE HEXKelaTellbHAsA peaKius,
HeXeNaTeNbHOe SBICHME M HENpEIBHMJCHHAS HEXenarelbHas peakuus Oyayr
o6o03HayaThcs abOpeBuaTypoii HSI, a ceppe3HOoe HEXEIATENbHOE SBICHHE W/HINA

cepbe3Has HexenareabHas peakiusa — CHAL

4. OTBETCTBEHHOCTD. HpOBOﬂHTB JKCIEPTH3Y OTUYETOB O HEXKEIATCIbHBIX peakuusax Hu
SIBIICHUAX, BKIIOUAIONIMX PUCK I YYaCTHHKOB HCCIICIOBaHUA HWIH HECOOTBETCTBHE

ITHYECKHAM CTaHJapTaM.
5. CHJ, ciyunBinecsi B HCCJI€A0BATEILCKOM HEHTpe:

5.1,

UccrenoBareah He3aMeNIHTENLHO B TedyeHHe 24 4acoB IOCIE  IOTyYCHHS
uHdopMaIy, B NHCBMEHHOM BHJE HM3BeNIaeT KD 060 Bcex CHJSI, cimyuyuBiuuxcsa B
CBOEM MCCJIEI0BATENLCKOM IeHTpe. B cooOUIeHNH TIaBHBIA MCCI€A0BATENb JODKCH

YKa3aThb.

5.1.1. cyTb coOBITHS;
5.1.2. Kpurepudl Ceppe3HOCTH COOBITHS (CMEPTh, YrpOXKAIOIMIEE >XKH3HH COCTOSHUE,

CTOMKOE WM BBIPAKCHHOE HAPYUIEHHE TPYAOCHOCOGHOCTH/ASSCIOCOOHOCTH,
TOCIHMTAIM3AINSA WK TPOJITIEHHE TOCIHTAIHA3AIAH, BPOXKICHHBIC aHOMAJIHK WJIH
nedeKThl pasBHTHs, APYTHE BAKHBIE ¢ METUIMHCKOH TOUKH 3PEHUS coOBITHSA),
ucxo/s! (ecu coOBITHE PA3PENIHIIOCh);

5.1.3. cBA3hb COOBITHS C HCCHEAYEMBIM TPOAYKTOM M/WIM  MPOLEAYpaMH

HCCICOOBAHHNA,

5.1.4. BBIBOA (OLEHKA) IO TOJYYCHHOH HMH(QOPMALMH C TOYKH 3PCHHUS BO3MOXHOIO

BIIMSAHHS Ha [IpoaoJuKkeHue win ormeny KH.

6. IMocje nogayu cooOIIEeHH:

6.1.

K" BBIHOCHT OJIHO M3 CIIEIYIOLIUX PEIICHHH:

6.1.1. TIpUHSTE K CBEJIEHUIO TIPEICTABICHHYIO HHDOPMAIIHIO;
6.1.2. B OTHENBHBIX CIyYasX, 3aciyXHBAIOIMX 0C000ro BHUMaHHA ¢ TOYKHM 3DPCHHA

Oe30ImacHOCTH Y4aCTHHKOB HCCIIEIOBaHUA W  HU3MCHCHUA COOTHOLICHHA
pHCK/TIONB3a ydYacTHs B HccleoBanuu, IIpexcenarens KD, 3amecturenn
IIpencenaTens WM 3KCIepT, HasHadeHHBIH IIpencenaresieM, NpeIIPAHUMAIOT
KOHKpETHBIE JeiCTBMS B OTHOLNICHMH JaHHOTO COOBITHA (3armpoCUTH

Crpanuua 2 u3 3



JAONOJIHUTENbHEIE  JOKYMEHTBl H/HIH HHOOPMALMIO 110 HCCIIEIOBAHHIO,
IPUOCTAHOBHUTH MM IIPEKPATUTh UCCIIEIOBAHNE);

6.1.3. 1m0 pemeHHIO BhIUCYKA3aHHBIX WieHOB KD COOGIIEHMS BHIHOCATCS HA
00CyX/IeHHE OJKCTPEeHHOro 3acemaHds KD M 1O HHM TOJIOCOBaHHEM
IPHHEMAIOTCS 0COOBIE PEIIICHHS,

6.2. Ecmu kakwe-mubo mary ObumM npeanpuHATHL, cekperaph KD HesaMeumHTesnHO
cooOmaeT 06 9TOM TJIABHOMY HCCJIEJOBATE/I0 M OpraHU3alMH, NPOBOJAMIEH
HecnenoBanne. Cekperapp TOTOBHT OQMIMAIBHOE NHChMO, IOANHCAHHOE MU
AaTHPOBAaHHOC IpeaceaareiaeM K3 umm ero 3zamecrureneM rIIaBHOMY HCCJICJOBATC/IHO
O TOM, KaKH€ NEHCTBHS JOJDKHBI OBITH IPEINIPHHATEI B COOTBETCTBHU C PEIICHHEM
K3. Ecim KD He mpeinpuHEMaeT HHKaKuX JEHCTBHH, Ha COOONIEHMH CTaBHTCS
OTMETKa «NPHHATO K CBeAeHHIO». CoOOIICHHA apXHBHPYIOTCA CEKPETAPHATOM B
Gaiine JaHHOTO UCCIIEOBAHMS.

7. CHSl na paHHBIi npenapar, 3aperdCTPHPOBAHHLIE B JAPYIHX HCCIEIOBATEIHCKHX

HeHTpax:

7.1. KD pmomxen ObiTh mporH(opMuposBan 060 Beex ciydasx CHA Ha maHHBIA mpenapar,
KOTOPBIE€ 3apPErHCTPHPOBAHBI B XOJIC IPOBEACHUS KIMHHYECKOTO HCCIEIOBaHHA (HE
00s3aTeNBHO IO JAHHOMY IPOTOKOJIY) BO BCEX HCCIIEJOBATENbCKHX IEHTPaX, II€
IPOBOJAMTCA  MHOIOLEHTPOBOE  KJIMHHMYECKOE  HcciepoBaHue.  OpraHusaipms,
IpoBOAAlLIas HcciaenoBaHue (crmoHcop), obs3aHa cooOmware 000 BCEX Cephe3HBIX
HENpPEeIBUACHHEIX  100ouHBIX d¢dekrax. IaBHBIT HccaemoBarens  00s3aH
NpOoHHPOPMHPOBATE HTHYECKHH KomuTeT 060 Bcex ciayuasx CHS wa mammmri
npenapar, INPOH3OLICAMINX B KakHX-THOO HCCIEAOBAaTENbCKUX ILIEHTpax, Iocie
MOJMY4YEeHHs UM Takod HH(opMauuu OT clHoHcopa. MH(popMmanus nomkHa OBITH
IPEJICTABIEHA HA PYCCKOM SI3BIKE WM OBITh CHa0XeHa KOMMEHTapUAMH Ha PyCCKOM
A3BIKE;

7.2. KOMMEHTapWH J0JDKHBI oTpaxarh cBsi3b CHS ¢ mpueMoM HcciieryemMoro npenapara.

8. HA, cayunBuinecs B JaHHOM HCCIEI0BATEILCKOM IEHTpe:
8.1. Hndopmauus o060 Bcex HS ma mccremyemblii mpemapar, BBIABICHHas B XOjI€
KJIMHHYECKHX HCCIIeJOBaHMIA, mpeaocTaBiseTcs B KD.
KD ocrasiser 3a cooii mparo 3arpeboBaTh JOMOIHUTENbHYIO HHOOPMALHIO JUIsL
peleHus BOIpoca O IMPOJODKSHHH UCCIEIOBAHUS B IIEHTPE.
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