—

Homep
COII-K32-011

Hazganue
OKCNepTH3a OTYETOR O HEeXKEIATETbHbIX
SABJIEHHUAX

Bepcust
7.0 o1 03.08.2020

Conep:xanne ¥ HazHAYEHHE
OGbacHACT MpoLeypy 9KCHEPTH3bI OTHETOR O HEXKENATETbHBIX

ABJICHUSAX

MecTonaxoxienne

OI'EY «<HMHLI onkonorny um. H.H. Merporay
Mun3apasa Poccun

Poccwuiickoit ®enepauun

197758, Canxr-TlerepOypr, noc. [Tecounsiii,

yi1. JlenuHrpaackas, 1oM 68

Jlabopatopuelit koprye, ka6.437

Komurer o Druke

3ameHsieT BepcHio
6.0 or 15.08.2019

Cocranjieno
[Tonropauxuit A H.

Cemenoa A.H.

IIposepeno

Y1Bepxaeno ua saceganun K9

Ilpeacenarens KI
Cemenopa A.H.

Hata 3acenanusn
03.08.2020

Howmep 3acexanunsn
Nel3

Hdara
03.08.2020




Ileap — paspaGortats mHCTpYKIHM 110 SKCIEPTH3e U TIOCIEAYIONEMY HabIOACHHIO II0
(aKTy OTYETOE © pa3RHTHH HEKEIATETHHBIX ABJICHUI/peakiii B Xome TeKynero
HCCIIE/IOBAHHS, paHee 0J0OPEHHOTO HTHYECKHM KOMUTETOM.

ObmacTs npuvMenenns — Bce 000PEHHEIE TPOTOKOIILL.

Tepmunel u onpenenenns:

3.1.

3.2.

3.3.

34.

HexenarensHas peakuus (HP) — Bce meratusHble wmm HenpenBUMISHHEBIE PeakiuM,
CBA3AHHBIE C WCHNOJNBL30BAHHEM JIOOOH 1103kl MEOMIMHCKOrO IpOAyKTa W
[PCANONAraloue  BO3MOMKHOCTh — HAIM4Ms  [PUYMHHO-CIENACTBEHHOH  CBA3H
MEJUUIHCKOTO MPOAYKTA U JAHHEIX MPOSABIEHHE;

HexenarensHoe spienne (HS) - pepuBneHHOe y mamwenta wim  cy6bekTa
KIHHAIECKOT0 HCCIIE/I0BaHAs TIOCIe NMPUMEHEHHs (papMAaLeBTHIECKOTO MPOIYKTa
n0b0e HEOMATONPUITHOE ¢ MEJIHIMHCKON TOYKH 3PEHHS COOBITHE, KOTOpOE MOKET 1
HE HMETh NPUYHHHO-CTIC/ICTBEHHOH CBA3H €ro MPUMEHEHHEM;

HETIpeABUACHHAs HCXenatensHas peakuus (HHP) — mexenatensmas peaxims,
CYIHOCTE WA TSDKECTh KOTOPOH HE COITIACYIOTCA ¢ HUMeloleiics uudopManueii o
IPOIYKTE;

CEPBE3HOC HEWKENATEIPHOC SABJICHUE W/WIM Cepbe3Has HeKelarenbHas peaxIus
(CHA/CHP) — moboe WebnarompHATHOE KIMHHYECKOEe COOBITHE, KOTOpOE BHE
3aBUCHMOCTH OT JI03BI IIperapaTa: MPUBENIO K CMEPTH; IPCICTABIAET YTPO3y JUIs
JKH3HH; TPeOyeT rOCTIMTaNH3alMK WA ee TPOMICHHS; NPHBENO K CTOHKON WK
3HAYUTENBHOH  HETPYNOCHOCOOHOCTH/MHBAIMAHOCTH,  NPENCTABIAET  cobOoi
BPOXK/IEHHYH) aHOMAIHK/TIOPOK PA3BUTHS;

OtBercTBenHOcTE. KD NPOBOMUT SKCIEPTH3Y OTYETOB O HEKEIATEIBHBIX peakuusx u
ABJICHUAX, BKIIOYAIOIIHX PHUCK IIA YYACTHUKOB HCCIENOBAHMS MM HECOOTBETCTBHE
3THYECKUM CTaHIAPTaM.

TMocae moxauu coobmenus:

5.1.

a.2.

KD BerHOCHT 07110 U3 cligAyOmuUX PELICHMIH:

5.1.1. TpHHATE K CBENEHHIO NIPE/ICTABICHHYO HHBOPMALIHIO;

5.1.2. B OTAENBHEIX CIIyYasx, 3aCAYKHBAIONMHX 0COBOr0 BHUMAHHSA ¢ TOYKH 3peHus
OC30IIACHOCTH YYaCTHHKOB MCCIENOBAHMS M H3MCHEHWS COOTHOIICHHS
PHCK/TIONb3a ydacTus B wccienosamuu, Ilpemcemarens KD, 3amecTuTels
Ilpencenarens WA IKCIEPT, Ha3HAYEHHEIH I[Ipencenarenem,
OPEANPUHUAMAIOT KOHKPETHEIE NEHCTBHS B OTHOIIEHHH JAHHOTO COOBITHA
(3aIpOCHTH  NONONHMTENBHBIE IOKYMEHTHl M/WTH  MHPOPMANHIO MO
HCCIIEIOBAHUIO);

5.1.3. mo pemeHHIO BEIIEYKA3aHHBIX wieHOB KD cooBMIEHHs BBIHOCATCE Ha
00CyX/IeHHe OSKCTPEHHOro 3acemamms KD X [0 HAM TONOCOBAHUEM
MPHHAMAIOTCS 0COOBIE PEIICHH.

Ecmn kaxue-mubo mary GbUIM NpeampHHSTEL cexperape KD HesamenmMTensHO

coo0maeT 00 3ITOM TNABHOMY HCCIENOBATENO M OpraHu3anuy, IPOBO/ISIIEH

uccnenoanne. Cexperaph TOTOBHT OQHMIMATBHOE ITHCEMO, MOJNIMCAHHOE W

AaTHpoBaHHOE  mHpencenareneM KD  wnmum  ero  3aMectureneM  riaBHOMY

HCCICNOBATEIO O TOM, KaKHe JeHCTBHA JOKHEI OBITh NPENIPHHATH B

COOTBETCTBHH ¢ pemienneM K3. Ecnu KD ne NpEANPHHUMAET HUKAKUX OeHCTBUIA, HA

COOOIICHNH CTABUTCH OTMETKA «IIPHHATO K CBELEHHIOY. COOBIEH S ApPXUBHPYIOTCS

CEKpeTapuaToM B (aiiie JTAHHOrO KCCIIeTOBAHMS.
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6.

7.

8.

CH3l, cayunBmmecss B HCCIe10BATETbCKOM LEeHTpe, MPHBEAHE K CMEPTH HIH
NPEACTABIANIIHE YIPO3Y 5KH3HH CY0heKTAM HCCIeI0BAHN:

6.1. Hccnenosatens wm3semaer KI B mucsMeHHOM BHJIE, 1O Mepe HOCTYIUIeHHUs
urpopmanum, 060 Beex CHS, clyumBIIMXCS B CBOEM HCCHEOBATEILCKOM LEHTpE,
IIPUBEIIUX K CMEPTH HIIH IPE/ICTABIIONIHNX yIPO3Y KH3HH.

6.2. B coollieHnn riaBHblif HCCTe10BATEND HOKEH yKas3arb:

6.2.1. cyTb coObITHS;

6.2.2. xputepuii cepbe3HOCTH COGBITHS (CMEpPTh, YIpOXKarolee XH3HH COCTOSHHE,
CTONKOE MM BBHIPAXKEHHOE HAPYIICHHE TPYIOCTIOCOOHOCTH/ MEeecioco0HOCTH,
TOCIHTATM3AINA MK [IPOAICHHE IOCIHMTAIN3AINH, BPOKIECHHBIE aHOMATHH
WM NeEKTHI Pa3sBHTHS, JPYIHe BAKHBIE ¢ MEAMIMHCKOH TOUKH 3peHus
COOBITHSI), MCXOIBI (CCITH CODBITHE PA3PEIIHIIOCH);

6.2.3. MepEl, NPUHATEIC A1t 00ecTieueH s Ge30macHOCTH IaHeHTa,

CHP, 3aperncTpupoBanHble HA JaHHLIH OPENapAaT, B HCCICOBATENHCKIX LEHTpax:

7.1. K3 pomxken ObiTh mpomH(pOpMEpOBAH 0060 BCEX CIydasx ceppe3nsix HHP ma
AaHHBIH NPEMapar, KOTOpble 3aperHCTPUPOBAHbI B XOMIE MPOBENCHHS KIHHHUECKOTO
MCCIENOBaHMsS  BO  BCEX  MCCICNOBATENBCKUX — IEHTPAX, TIA€ HPOBOIHTCH
MHOTOIEHTPOBOE ~ KNMHMYECKOe — uccnenobanue. OpraHusanus, HpoBOIAIIAs
HccnenoBanue  (cmoHcop), obssaHa coobmars 060 Bcex cephespix  HHP,
NPABENIINX K CMEPTH HJIH MPEACTABISIOMIX YIPo3y CyOBEKTAM HCCICIOBAHUS B
TEUCHHE 7 KaleHIApHBIX NHEH I0cie TonydeHus WHGOPMADHH O COOBITHH. B
OCTAIBHBIX Ciy4asx BbIABIeHHA cepbesHblx HHP - B Tewenme 15 kanennaprbix
JHEH.

7.2.  Hudopmanus o6o scex CHP, ma uccrenyemprii IOpemapaT, KOTOphIe He ABISIOTCA
HENPEABHACHHBIMY, IIPE/ICTARIIICTCA TaK, KAk 9TO YKa3aHO B MPOTOKOIIE, HO HE PEKe
YeM OIHMH pa3 B rog B (opMe MEPUOIHYECKMX WIH TONOBBIX OTYCTOB H
3aKIIOYHTENILHOTO 0TYETa 110 DE30IIACHOCTH.

7.3. K cooDWEHNIO NpuiiaraeTcs COIPOBOXMTENBHOE MHCHMO HA PYCCKOM A3BIKE C
MOIMCEHIO TIABHOTO MCCIIE0BATENS HIIM CIIOHCOPA.

7.4. Vudopmanus nomkna ObITE IpejcTaRIeHa Ha PYCCKOM #A3bIKE MU OBITH CHabXeHa
KOMMEHTAPUSIMU Ha PYCCKOM S3BIKE,

Hugopmauus mo Ge3omacHOCTH, CYIMECTBEHHO BIMSIOMEA HA NpoBeIeHHe
HCCIIEIOBAHAS  W/WIH  YBeNHYHBAIOMASN PHCK AId CYObEKTOB HCCIe0BAHMIL
Hccnenorarens (cnoncop) coobimaer B KD urdopmarmio mo 0€30T1acCHOCTH, KOTOPas MOKET
M3MCHATE ONCHKY COOTHOLIEHHS MOJb3a-PUCK MCCNENYEMOro Npenapara JTu6o CIIykKHTb
OCHOBAHHEM JUIsl H3MCHEHUH B PEKOMEHAALHAX 110 €r0 HA3HAYCHHUIO, a TAKKE OCHOBAHHUEM
AL IICPECMOTpa  BO3MOMKHOCTH — JANbHEMINIETO0 NpOBEACHHS  WCCHCHOBAHMS WM
HeOIaronpuaTHO MOBJIMATE HA X0 HCCIIE[0BAHMS.

KO ocrapmser 3a coboit mpaso 3arpeGosars JOTOJIHUTENBEHYH HHOOPMAIMIO  HITH
AOKYMEHTBI [10 TIPOBOJIUMOMY HCCIIEJOBAHHUIO B [IEHTPE.
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