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1. emp — paspaborars MHCTPYKIMM IO SKCIIEPTH3E M INOCIEAyIomeMy HaOJIOEHNIO 110 (akTy
OTHETOB O pasBUTHM HEXE/ATENbHBIX SBIEHHUl/peakuuii B XONe TeKYLIero WCCieNOBAHUS, paHee
O0OPEHHOT0 STHYECKMM KOMUTETOM.

2. OGaacTb npuMeHeHHs — Bce 0106 pEeHHbIe IIPOTOKOIBL.

3. Tepmuns! u onpenenenus:

3.1.

3:2.

3.3.

3.4.

HexenareneHas peakuust (HP) — Bece HeratuBHBIE Wim HENIPENIBUIEHHbIE peaKLiH,
CBA3AHHBIC C MCTIOJIB30BAHMEM JIOGOM O3Bl MEIMLIHHCKOrO IPOIYKTa ¥ NPEoararoime
BOSMOHOCTS HaJINYHs NPUYMHHO-CITECTBEHHON CBA3H MeIMIHHCKOTO NIPOAYKTa M JaHHBIX
MIPOSIBIICHUI;

HexenarenpHoe spnenue (HS) — BesiBneHHoe y nanmenta wim CyOBeKTa KIMHHYECKOro
HMCCTICIOBAHKA MOC/Ie IPUMEHEHHS (hapMalleBTHYECKOTO NpoxyKTa moboe HeGraronpuaTHOE
C MEIMLMHCKOH TOYKH 3peHHs COGBITHE, KOTOPOE MOKET U He UMETh MPUIHHHO-
CIIC/ICTBEHHOH CBS3M €T0 PUMEHEHHEM;

CCpBE3HAA  HEeNpeABHICHHas HexenatensHas peakums (CHHP) — nexenatensuas peaxuus,
CYMHOCTE WK TSOKECTh KOTOPOH He COrIacyIoTes ¢ UMeromeiics uHbOpMaLuMeit o mpoaykTe;
CEPBE3HOC HEKENaTebHOE ABJIEHUE /WU Cephe3Hask HexKeNaTe/bHas peakuus (CHS/CHP)
— moboe HeOGNaronpHUsATHOE KIMHHYeCKoe COOBITHE, KOTOPOE BHE 3aBHCHMOCTH OT O35l
TIperapara: NpHBeNO K CMEPTH; TIPE/ICTABISET YTPo3y IS KU3HK; TpebyeT rocnuTantu3anmm
WU ee NPOJUICHUS; IIPUBETIO K CTOMKOM WIIH 3HAYUTEIBHOM
HETPY/I0CTIOCOOHOCTH/ HHBATMAHOCTH; MPEACTABISET COGO BPOXKJICHHYIO aHOMAJIHIO/TIOPOK
pa3BHTHS;

4. OreercrBeHHOCTH. KD TIPOBOJIMT 3KCIEPTU3Y OTYETOB O HEXKEJATENbHEIX PeaKkuuax M sBICHHUSAX,
BKIIOYAIOIIMX PUCK /71 YYaCTHUKOB HCCIEN0BAHHS WM HECOOTBETCTRHE STHYECKUM CTaHIapTaM.
5. Tlocae nogaum cooGuienns:

5.1.

5.2;

6. CH,

K3 BeHOCHT 011HO U3 cremyrommx pELUeHMUH:

5.1.1. npuHATE K CBEHEHMUIO NIPE/ICTABICHHYIO HH(OPMALIKIO;

5.1.2. B OTHENBHBIX Clyuyasx, 3aCTYXKHUBAIOIMX OCOOOr0 BHHMAHHS C TOYKH 3pEHHS
0€30M1aCHOCTH YYaCTHUKOB HCCIEIOBAHMS H H3MEHEHHS COOTHOIIEHHS PUCK/IIONB3a
ydactus B uccnenoBanuu, Ilpencemarens KD, 3amecturens Ilpencenarens wumm
SKCHepT, HasHadeHHEIH [Ipencenarenem, npeanpunnmaroT KOHKDETHbIE NEeUCTBUS B
OTHOLICHUH NAHHOTO COOBITHSA (3allPOCHTB IOTIOIHMTEIbHEIE MOKYMEHTHI H/WId
MH(OPMAIIHIO TIO HCCIIEN0BAHHIO);

5.1.3. 1o pemreHMIO BBIIEYKA3aHHBIX WieHOB KD COOGLIEHHS BEIHOCATCS Ha 00CYsKIEHHE
OKCTpEHHOro 3acefianuad KO W Mo HUM rolocoBaHMEM NPHHEMAIOTCH OCOGBIE
pEeILIeHUs.

Ecnu xakue-nmu60 maru 6BUTH TMpeanpuHATEL cexperaps KO Hesamemnurensno coobimaer

06 5TOM IIaBHOMY HMCCIIE/IOBATENIO U OpraHHM3al|y, NPOBOAIIEH HecnenoBanue. Cexperaps

FOTOBHUT O(HUIMATBHOE MTMCHMO, TIOAMMCAHHOE U JaTHpoBaHHOe npeacenatenem K3 wmu ero

3aMECTUTEIIEM TJIaBHOMY MCCIIE[OBATEMO O TOM, KakMe JeHCTBHS JO/KHBI GbITh

NPEANPUBATEL B COOTBETCTBHU ¢ pemnenreM KD. Ecou KD me NpeANpUHUMAeT HUKaKUX

AeWCTBHM, Ha COOOLIEHHMHM CTAaBHTCS OTMeETKa «IOPUHATO K cBefeHuio». CoobIeHus

ApXHUBUPYIOTCS CEKpETapHaToM B (aiisie JaHHOro HCCleN0BaHuA.

CIYYHBIIHECSI B HCCIEJ0BATEILCKOM NEHTpe, MNpuUBeAlIHEe K CMEpTH HJIH

NPEACTABIAIOMINE YIPO3Y KH3HH CY0OBEKTaAM HCCIe 0BAHMS:
6.1. I'naBHelil uccnenoaTens u3Bemaer KD B MUCEMEHHOM BuJie B TeyeHue 48 yacos o CH,

€CJIU YCTaHOBJIEHA WA IIOA03PEBACTCA CBA3G C NPUMEHEHUEM HCCIIENyEMOI0 IIpe€napara, 3a
HUCKIIIOYCHUEM TEX CIIy4Yaes, KOTOPBIE B IIPOTOKOJIE UJIH B 6p01mope HccienoBarens
OIIPEOECIICHBI KaK HE Tpe6y}oume HEMEOJICHHOI'O COOGH.ICHI/ISI.

6.2. B coolImeHuu riasHeIi HCCIen0BaTeNb JODKEH yKa3arb:

6.2.1. cyTh coOBITHS;

6.2.2. xpuTepull CEpre3HOCTH COOBITHS (cmepTh, yrpoxaroliee KH3HH COCTOSHHE, CTOMKOE
WA BBIPKEHHOE HapyIleHue TPYAOCTIOCOOHOCTH/ IeeCTIoCOOHOCTH,
FOCTIMTaNMM3aLHs M IPOJUICHHE TOCIMTAM3ALNY, BPOXKICHHBIE AHOMAIMH MU
Ae(eKTbl pasBUTHS, APYrMe BAKHBIE ¢ MEIMLMHCKOH TOUKH 3peHHst COOBITHA),
MICXOIBI (€CITH COOBITHE Pa3pelMIoch);

6.2.3. Mepsl, IpUHATEIE 1S OGecTeueHns Ge30MacHOCTH NALHEHTA.
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6.3. Coobmenus o CHA nmogarores k ceemenno KO no ®opme COIT-KD-011-01 u BeIHOCSTCS

Ha O6C}’)K,£[GHI/IG Ha O4Y€PEOHOM 3aCCIaHMH.

6.4.1Ipu nocryrenun undopmamyuu o CHS cexperaps KO HezamenmuTensHO yBEIOMISET O

COOBITUH aIMUHUCTPALIHIO YUPEIKICHHU.

CHHP, 3aperncTpupoBanHble Ha JaHHBIH NPeNapar, B HCCIeI0BATENLCKAX IEHTPAX:

7.1.

7.2.

7.3.

K3 nomwken Gvith mpomH(MOPMHPOBAH 0060 BCEX CIIydyasX CEPhE3HBIX HENpeIBUICHHBIX
HexenarenbHbIX  peakimsx  (CHHP) Ha  McclnemyeMmbli  mpemapar, — KOTOphIE
3aperuCTpUPOBaHEl BO BCEX MCCIIEOBATENICKMX LIEHTPAX, I/l POBOMUTCS MHOTOLEHTPOBOE
KIIMHHYecKoe uccnenoBanye. Opranusanys, NpoBo/sIas UcciIeJoBaHue (CIOHCOP), 00s3ana
coofuware TrmaBHOMY HccienoBaTenio 060 Becex CHHP HesamemmuTensHO 1O Mepe
NIOCTYIUICHUS MH(OPMALIHH.

B o6s3anHOCTM IiIaBHOrO HcciemoBatens BXomuT mojada B JIDK coobmenuii 060 Bcex
CHHP, o HOBBIX NaHHBIX, KOTOPBIE MOTYT CBHUIETE/IbCTBOBATH O BO3PACTAHWM PUCKA JUIA
CyOBEKTOB HCCIIEOBAaHHA WM HEGIAarONpUSTHO MOBMATH HA XOJ MCCIENOBAHMS B BHIE
NEPUOIMYECKHUX OTYETOB O G€30IMaCHOCTH He 4Yallle OJHOrO pasa B 3 Mecsla, HO He pexe
OJIHOTO pa3a B LIECTh MECSLIEB.

K coobmenuto JODKHO OBITH IPHIOXKEHO COMPOBOAMTENHLHOE MHCBMO C IOJIHCHIO
TJIaBHOTO HCCIIEOBATEIIS.

Hudopmanus nomkHa OBITE IpEACTaBlIeHa Ha DPYCCKOM s3BIKE WM OBITh CHabkeHa
KOMMEHTapUSAMHU Ha PYCCKOM SI3BIKE.

Hudopmanusa mo 0e30macHOCTH, CyHIECTBEHHO BJIMSAIOMIAS HA NPOBeIeHHE HCCJIEIOBAHUS
H/MIA yBeIHYMBAIOMAs PHCK AJs CyObeKTOB McciexoBanus. Hccnemosarenis (CHOHCOD)
cooburaer B KO nnbopMaruio no 6e30nacHOCTH, KOTOpas MOMKET M3MEHSATh OLIEHKY COOTHOIIEHHUS
TIOJIb3a-PUCK ~ MCCIIENYeMOro Ipenapata JMOO CIYXKHTh OCHOBaHHMEM [UId H3MEHEHHH B
PEKOMEHJAIMAX [0 €ro Ha3HAYCHWIO, a TAaKoKe OCHOBAaHHEM MJI IIEPEeCMOTPa BO3MOXKHOCTH
JallbHEHNIIEro MPOBE/IEHH UCCIESIOBAaHUS WM HeGIaronpusTHO MOBIMATE Ha XOJ[ UCCIIEAOBAHUS.

KO ocrasnger 3a coboii npaBo noTpeGoOBaTh JOMOIHHTEIEHYIO HHPOPMALIMIO MIIA JOKYMEHTHI IO
NIPOBOZIMMOMY MCCIIEIOBAHHUIO B LICHTPE.

Crpanuna 3 u3 4



®opma COII-K3-011-01
Bepens 1.0 o1 21.09.2023 .

[pencenatemo Komurera mo Druxe

IIpu ®I'BY «HMMULI onkonoruu um. H.H. ITerposa»
Munznpasa Poccru

Cemenogoit A1

VBaxcaemas Auna Uropesnal

B cootsetcTBHE ¢ IIpaBHnaMu NpoBeeRMs KIMHHYECKIX UCCIIeIOBAHMH M CTaHIAPTHBIMA
npouenypamu Komurera mo Sruxe npu GIBY «HMMI] ouxonorum um. H.H. Iletpoa» Munsapapa
Poccunm npomry npunsts k cenenmo MH(OPMAIIHIIO O CEephE3HOM HEKENATETBHOM SBJICHHH,
3apErHCTPUPOBAHHOM Y TALMEHTA, YJaCTBYIOIIEro B KITHHHYECKOM HCCIIEN0BAHHHY (Ne 1 Ha3Bauue):

' » TIPOBOJMMOI'O Ha OTIEIECHUU

['maBHsIif uccneoBaTens:
Homep naupenra B uccnenosanuy:
Kparkoe onucaHue cepre3HOro HexenaTenbHOro sBIeHus:
CepsesHoe HexenatenbHoOe sBIeHMe (HysKHOE TIOYEPKHYTE):
1. npuBeno k cmeptH
NpeacTaBiseT coboi yrposy A KU3HM
TpebyeT roCUTANM3aLMY WK €€ TIPOLICHHS
TIPHBENIO K CTOMKOM HITM 3HAYHTEIbHON HETPYIOCIIOCOBHOCTH W UHBAJIUIHOCTH
TPECTABIISET COOOM BPOXKIEHHYIO aHOMAIIHIO MU ne(eKT poxkaeHus

SRS

Hara Hayana cepbe3HOro HeXeNATENBHOTO SBICHUS:
JlaTa OKOHYaHHS CEPEE3HOTO HEXKENATETHHOTO SIBICHS (ecrmu mpuMeHUMO):
C ueM cBs3aHO paszBuTHE CEPBE3HOI0 HEXKEATEILHOIO SBICHUS:
Ipuuuna:
Hccnemyemsiit npenapar:
Ectb 11 cBa3b ¢ uccnenyembiM npenapatom (Hy’>XHO€ ITOXYEpPKHYTH):
1. Ha
2. Her
3. He usBecTHO

B cBAI3M ¢ JaHHBIM CepBE3HBIM HEKENATENBHBIM SBICHUEM GBLTH NPOBEJCHBI CIIEIYIOIINE Tepanus 1
MEPOTIPUSATHS:

Monwdukanus HasHaYeHHs HccIemyeMoi TEPAITHHU B CBSA3H C Pa3BUTHEM CEPBE3HOIO HEKEIATENHLHOIO
SBIICHHS: (mepanus npenapamom (ne) npexpawena/doza npenapama OMKOPPEKMUDPOBAHA 8
COOMBEemMCMEUY C NPOMOKOLOM)

Crartyc nanuenTa B HCCIIEOBAHHH: (npodonscaem/3asepuiun yuacmue 6 uccnedo8anum)
KommenTtapuu uccnenosaresns:

C yBaxenueM,
I'naBHbIi uccnenoBaTens
(PHO) (nodnucw)
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