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1. Lleas — pa3paboTaTh MHCTPYKIMH IO JKCICPTH3E M NOCICAYIOMIEMY HAOIIOACHUIO TIO
daKkTy OTYETOB O pA3BUTUH HEXENATETbHBIX ABJICHMI/peakiiii B XOfe TEKyIIEro
HCCIIeI0OBAHNS, paHee 000PEHHOI0 STHIECKHM KOMHTETOM.

2. O6.1acTh NpHEMEHEHHs — BCe 0700peHHbIE TPOTOKOEL

3. Tepmmuubl u onpeaeIeHHs

3.1. uexxenatensHas peakuus (HP) — Bce HeraTHBHBIC MIIH HENPEIBHICHHBIC PEAKIIMH,
CBS3aHHBEIE C HCIIONB30BaHMEM JHOOOH 03B MEIUIMHCKOIO MpOAyKTa H
[peaNnoJiaraomye BO3MOXHOCTE — HAIHYHSA IPUYMHHO-CJIEICTBEHHOH  CBSA3H
MEHITMHCKOrO MPOAYKTa U JaHHBIX MPOABJICHHI;

3.2. HexenatensHoe sBienne (HSI) — BBIABIEHHOE y MalMeHTa WM CyOBEKTa
KIMHAYECKOTO MCCIIEIOBAHHS TI0CTIE IPUMEHEHHs (apMaleBTHUecKOro mpojaykra
moGoe HEOIAroNpHATHOE C MEIMUMHCKOW TOUKH 3pEHHMS COOBITHE, KOTOPOE
MOYET H HE HMETh PUYHHHO-CJIEJICTBEHHOM CBS3H €r0 NPUMEHEHUEM;

3.3. HenpenBHeHHAd HexenarenbHas peakuys (HHP) — mexenarenbHad peakiud,
CYIHOCTE WIIH TSKECTh KOTOPOH HE COTTACYIOTCs ¢ HMEIoIIEHCs radopManueii o
MPOAYKTE;

3.4. ceppe3HOe HEXKENATENBHOE SBICHHE u/Wwin cepbe3Has HeKelarellbHas peaxiusd
(CHSI/CHP) — moboe He0NaronpusTHoe KIMHAICCKOS cOOBITHE, KOTOpPOE BHE
3aBUCHMOCTH OT JIO3BI IIpelapara: IMPUBEI0 K CMEPTH; NPEICTABIACT yrpo3y AJld
KM3HM; TpeOyeT TOCIHTAIA3AlUA HIH €€ NPOJUICHUS; NPUBEIO0 K CTOMKOH WK
3HAYATENBHONH  HETPYA0CHOCOOHOCTH/MHBATUHOCTH,  NPEACTAaBILACT coboit
BPOKICHHYIO aHOMAJIHIO/TIOPOK Pa3BUTHA,

4. OteercTBeHHOCTH. KD TPOBOJUT 3KCIEPTU3Y OTYETOB O HEKEIATE/IBHBIX PEAKIIAX 1
SIBJICHHAX, BKJIIOYaKOIHX PHCK JUIA y4acTHHKOB HCCIIeJOBaHHUA HIITH HEeCOOTBRETCTBHE
HTHYECKUM CTaHJapTaM.

5. Ilocae moaa4n cOOOMEHHA:

5.1. KD BEIHOCHT OJIHO H3 CIEIYIOIHX PeLICHHHA:

5.1.1. TpUHATH K CBEIEHUIO IPE/ICTABICHHYIO UHPOPMAILIHIO;

5.1.2. B OT/JEJBHBIX CIy9YasX, 3acHy’KHBAIOMHX 0COOOro BHUMaHHS C TOUKH
3peHns 0Oe30MacHOCTH YYAaCTHUKOB HCCICNOBAHUA M H3MCHEHUS
COOTHOIICHHS PHUCK/TIONb3a YYacTHs B HCCICAOBaHMH, [Tpeacenarens
KD, 3amecturens Ilpencemarens WM SKCIEpT, Ha3HAYEHHBII
TIpesacenarerneM, NpeANPHHIMAIOT KOHKPETHEIC JIEHCTBHS B OTHOIIIEHHH
JaHHOTO COOBITHS (3aMPOCUTH JOMOJHATEIBHBIC IOKYMCHTBI A/ WA
MH(bOPMALHIO IO HCCIIE0BAHMIO);

5.1.3. 10 pelICHHIO BHILICYKa3aHHBIX ICHOB KD coobuieHust BHIHOCATCS Ha
obcysKeHHe SKCTPEHHOIO 3acellaHus K3 W mo HHM ro0JIOCOBaHHEM
IPHHAMAIOTCS OCOOBIE PEIICHHS.

5.2. Ecnu kaxue-nmubo mard OBLTH HPEINPHHATEL, CEKPETaphb KD nHe3ameHTEIBHO
coobmaer 00 3TOM IJIABHOMY HCCIEIOBaTeMiO W OpraHH3alliH, IPOBOJIAMIEH
uccenopanme. CeKperaps TOTOBAT OGHIMAIBHOE NHCHMO, MOIAMHCAHHOC H
matuposamHoe mpencenarenreM KD o ummm o ero 3aMeCTUTEJIEM IJIABHOMY
HCCIEOBATeNII0 O TOM, KaKHE [CHCTBHA MAODKHEL GBITH TMPEANPUHATHL B
cootserctBu ¢ pemennem KD. Ecom KO He npenpuHAMACT HUKaKHIX neicTBuH,
Ha COOOLIEHMH CTaBHTCS OTMETKA «IPUHATO K CBEACHHUION. Coolmenus
apXHBHPYIOTCS CEKPETapPHATOM B (paiisie TaHHOTO MCCIIETOBAHMS.
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6. CHS, ciyuuBImIHMecsi B HCCIEI0BATENLCKOM LEHTpe, MpHBEIUINE K CMEPTH MJIH
MpeACTABJISIIONINE YIPO3Y KH3HH CY0OBEKTaM HCCJIEI0BAHMUS:

6.1. Uccnenosarens m3pemaer KD B NUCBMEHHOM BHJIE, MO MEpEe TOCTYIUICHHA
mapopmanuu, o6o Bcex CHSI, cmyuuBmmxcs B CBOEM HCCIENO0BATENHCKOM
[EHTpe, MPHUBE/IIMX K CMEPTH WX NPEICTAB/IIONMX YTPO3Y KU3HH.

6.2. B cooOmeHuy riaBHbIH UCCIIE0BATEb TODKEH yKa3aTh.

6.2.1. cyTh coOblTHs;

6.2.2. KpuTepudl Cepbe3HOCTH COOBITHA (CMEPTh, YrpOXKaromlee KU3HH
COCTOSIHHUE, CToiiKoe WK BBIPaXKEHHOE HapylIeHHe
TPYAOCIOCOOHOCTH/IEeCIIOCOOHOCTH, TOCIUTAIM3AIMSA M NPOUICHUC
FOCTIMTAIM3AIMH, BPOXKICHHLEIE AHOMATHH WIH Je(eKThl DPa3BHTHS,
IpyTHe BAKHBIE ¢ MEIMIMHCKON TOUKH 3DEHHs COOBITHS), HCXOIBI
(ecy COOBITHE PA3PEIIMIIOCE);

6.2.3. Mepbl, IPHHATHIE 1/ 00ecredeHns 0e301aCHOCTH MalMEeHTA.

7. CHP, 3aperacTpupoBaHHbie HA JAHHLI PeNapaT, B HCCIE10BATEILCKHX IEHTPAX:
7.1. KD nomxen 6uiTs npomrdopMupoBaH 060 Beex caydasx cepbesHbix HHP Ha
JMaHHBIA IIpemapar, KOTOpBIE 3aperMCTPHUpPOBaHBl B XOI€  NPOBEJCHHA
KIMHUYECKOTO WCCNeOBaHMd BO BCEeX MCCIENOBATENbCKUX ILEHTpax, TIe
NPOBOJUTCA MHOTOLEHTPOBOE KIMHUYECKOE HCCIIEI0BAHHC. Opranusanus,
TIPOBOJANIAS HCCTEI0BaHME (CIOHCOP), 00s3aHa co00ImaTh 000 BCEX CEPHE3HBIX
HHP, npuBeImHX K CMEPTH WM [pPEACTAaBIAIOMHUX Yrpo3y cyOBeKTaM
HCC/ICIOBAHUA B TeUEHHUE 7 KaJleHapHEIX JHEH [0C/Ie MOy YCHH HH(pOpMaLUH O
co6srrn. B ocTameHEIX cyuasx Beiserenusi cepsesubix HHP - B teuenue 15
KaJIEH/IapHBIX JHEH.

7.2. Undopmanus 060 scex CHP, Ha nccieyeMblil Ipenapar, KOTOPhIS HE ABIAIOTCA
HeTpeIBH/ICHHEIMH, IIPE/CTABIAETCS TaK, KaK 3T0 YKa3aHO B IPOTOKOIE, HO HC
pexe ueM OfMH pa3 B rof B (popMe NEPHOAMYECKMX HIIM TOJOBBIX OTHCTOB H
3aKTIOYUTEILHOTO 0TYETa [0 OE30MaCHOCTH.

7.3. K COOOIIEHHIO MpHIAraeTcs COIPOBOJUTENLHOE MHCBMO Ha PYCCKOM A3BIKE C
TIO/MIHCHIO TJIaBHOTO MCCIIEA0BATEIs HIIH CIIOHCOPA.

7.4. Undopmanuss nomkHa OBITH NPENCTaBIEHA HA PYCCKOM SI3BIKE W OBITH
cHabKeHa KOMMEHTAPHIMH Ha PYCCKOM A3BIKE.

8. Vindopmanus no 0§e30MaCHOCTH, CYMIECTBCHHO BJIHAIOMAR HA npoBeJeHue
MCCACIOBAHAS W/HIH YBeTAYHBAOMAA DPHCK IS CYOBEKTOB HCCICAOBAHHA.
Uccnenosarens (croncop) coobmaer B KD uHpopmanuio mo 6e30MacHOCTH, KoTopas
MOXKET M3MEHSTh OIEHKY COOTHOIICHHA IOJB3a-DHCK HCCIIEIyeMoro Ipernapara mbo
CITY’KUTh OCHOBAHHEM /ISl H3MCHCHHIH B PEKOMCHJALMAX IO €T0 HA3HAYEHHIO, a TAKIKE
OCHOBaHHEM Ul [IEPECMOTPa BO3MOXKHOCTH JQIbHEHIIEr0 MPOBENCHHA MCCIIE/OBAHIA
WM HeGnaronpuaTHO TOBJIHATE HA XOJ] UCCIIEI0BAHUS.

9. KD ocrasmser 3a coboii mpaBo 3arpeboBaTh MOMOJHHTEIBHYIO HHOOPMALMIO KA
JOKYMEHTSI 110 TIPOBOIUMOMY HCCIIEIOBAHUIO B LICHTPE.
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