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1. OBIIME ITOJIOKEHUA

st obecrieueHust HaAJIeKAIIEH MOATOTOBKH K MPOBEICHUIO KIIMHUYECKOTO

eJlb

1 uccienoBanus (KN).
ObaacTb Hacrosimas COIl  omnuceiBaer mnpouenypbl MOIYYEHHS IHCbMEHHOI'O
NpUMeHEeHHs UH(POPMHUPOBAHHOTO COINIacusi OT CyOBEKTa HCCIENOBAaHUS WIH €ro

3aKOHHOrO npeacraBurens. [lognucanue npenBapsieT yCTHOE OObSICHEHUE U
O3HaKOMJIEHHE CYyOBEKTa ¢ MH()OPMALMOHHBIM JMCTKOM Ui TOTO, YTOOBI
MOXHO OBLTO yOeIuThCsS, YTO OH/OHA TOHHUMAET CYTh IOJIHCHIBAEMOTO
JIOKYMEHTA.

3aM. JIUpeKTopa IO CTPAaTerHuyecKoMy IUIAHUPOBAHHMIO W Pa3BUTHIO - 3a
cornmacoBanue COIl u MHHIMALKIO WU3MEHEHH; TJ. UCCIeqoBaTenh - 3a
coriacoBaHue H KoHTpoib ucnonHeHuss COII; coenuanuct Hay4dHOro
npoekrta - 3a pacmpocrpanerue 3x3emiuisipoB COII; paspaboruuk(-u) - 3a
OTBeTCTBEHHOCTh | JOCTOBEPHOCTb M IIOCIEAOBAaTENBHOCTh  OMHMCAaHHOTO  IpoIlecca,
COOTBETCTBUE MPHUBEACHHBIX IaHHBIX, COOIIOJCHHE CpPOKa TOArOTOBKU
COIl, cBOeBpeMEHHYIO aKTyaJlu3allMl0 HM3MEHEHUM, HCCIIeI0BaTEIN
KIIMHUYECKOTO HCCIEIOBaHMUs - 3a MPaBHJIBHOE BBIMIOJIHEHUE paboyero
npolecca.

Ilepeyenb He00X0AUMOr0 000PYI0BAHNS U PACXOIHBIX MATEPHAJIOB

OcHoBHOe -
o0opynoBaHue:

BcnomorarenbHoe -
o0opynoBaHue:

Pacxoanbie -
MaTepHuaJibl:

2. HOPMATUBHO-CITPABOYHASI UHO®OOPMALIUA

2.1. Pecny0JIMKaHCKHE HOPMATHBHbIE JOKYMEHThI

2.1.1. Konexc PecnyOomuku Kazaxcran ot 7 wutona 2020 roma O 3JJOPOBBE HAPOJA U
CUCTEME 3/IPABOOXPAHEHUSI. Ne360-VI 3PK.

2.1.2. Tlpuka3z Munuctpa 3npaBooxpanenus PecnyOnuku Kazaxcran ot 11 nexadpst 2020 roma Ne KP
JICM-248/2020. 3apeructpupoBan B Munucrepcrse roctunun Pecriyonuku Kasaxcran 14 nexaOps
2020 roma Ne 21772. «OO0 yTBEp>KIACHUM MPaBUI NPOBEACHHS KIMHUYECKUX HCCIEA0BaHUM
JEKapCTBEHHbIX CPEACTB W MEIUIMHCKUX M3/AeIHH, KIMHUKO-IAOOPAaTOPHBIX HCHBITAaHHUM
MEAMIMHCKUX W3JeNUNA i1 AMArHOCTUKM BHE KHMBOro opraHuzMa (in vitro) m TpeOOBaHUA K
KJIMHUYECKMM 0a3aM M OKa3aHusl TOCYIapCTBEHHOH yciyru Bblnada paspelieHuss Ha NMpOBEICHHE
KJIIMHUYECKOT0 MCCIIEN0BaHMs U (W) UCTIBITaHUS (PapMaKOIOrHUYeCKUX U JIEKAPCTBEHHBIX CPEJICTB,
MEAMIMHCKUX U3ETUN»

2.1.3. [Ipuka3z Munuctpa 3paBooXpaHeHUs] U coluanbHoro pa3sutus Pecyonuku Kazaxcran ot 10
mapta 2015 roga Ne 127 «O6 yrBepxkaenuu IlpaBui akkpeauTauy B 006JacTu 3paBoOOXpaHeHMsD (¢
n3mMeHeHusiMu oT 29.06.2015 1.)

2.1.4. Ilpukaz MuHHCTpa 3/1paBOOXpaHEHUs U COLMabHOro pa3Butus Pecrybmuku Kazaxcran ot 29
Mmas 2015 roga Ne 421 «O6 ytBepxkaenun I[IpaBun npoBenenus hapmakoHaa3opa JeKapCTBEHHbBIX
CPEACTB U MOHHMTOpPUHIA MOOOYHBIX JEUCTBHUIl JIGKAPCTBEHHBIX CPEACTB, U3/CIUIl MEIUIIMHCKOTO
Ha3HAYCHMS ¥ MEIUIIMHCKON TEXHUKW (¢ u3MeHeHussMu ot 29.07.2015 r.)
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2.1.5. Ilpuka3 Munuctpa 3apaBooxpanenus Pecryonuku Kazaxcran ot 15 utons 2018 roma Ne 374
O BHECeHMM HM3MEHECHHMH B TpHKa3 MwuHHCTpa 3apaBooxpaHeHus PecrmyOmuku Kazaxcran ot 18
HO0ps 2009 roma Ne 736 "OO yrBepxnaeHun IlpaBuin mpoBeneHHs 3KCIEPTU3BI JIEKAPCTBEHHBIX
CPEICTB, U3JEIUN MEIUIIMHCKOTO Ha3HAYEHHUS U MEAUIIMHCKON TEXHUKHU".

2.1.6. Ilpuxkaz Munuctpa 3apaBooxpanenust Pecnyonuku Kazaxcran ot 8 mas 2019 roga Ne KP
JACM-71 O BHeceHMM M3MEHEHUM B MpHKa3 MUHUCTpaA 3ApaBOOXPAHEHUS U COIMATIBLHOIO PAa3BUTHS
Pecny6muku Kazaxcran ot 27 wmas 2015 roma Ne 392 «OO0 yTBep)KACHHUH HaJIekKaIIUX
(bapmaleBTUYECKUX MPAKTUK

2.1.7. T'ocynapctBennbim ctannaprom PK «Hamnexamas knmuanueckas npaktukay CT PK 1616-2006
(manree CT PK 1616-2006)

2.2.JIokajbHbIE OPTAHU3AMUOHHO-PACTIOPSIANTEIbHBIE JOKYMEHTDI
2.3. CnpaBouynasi uH(popmanus

3. ONPEJEJIEHMS (IJIOCCAPUIA)

KondunenuuaabHo Marepuaiibl, COAEpKAIINE CBEICHUS OTPAHUYEHHOTO
pacrnpocTpaHEHUs

con CranmapTHas onepaoHHas mporeaypa

KA Knunnueckoe ucciaeqoBanue

HPK WuauBuayanpHas peruCTpallMOHHAs KapTa

I'n. uccaenoBartesib I'maBHEBIN HUCcIeOBATEb

OUC dopma HHYOPMHUPOBAHHOTO COTTACHS

JIDK JlokanpHas dTU4YecKass KOMHUCCHS

4. 3AIIMCH 11O KAYECTBY

Cpox Bun
Ne Ha3zBanue noxymenrta Konx OTBETCTBEHHBIN XpaHCHUA | JOKYMCHTa
(6ym./ameKT.)
1. | IIpotokous uccienoBaHus I'n. uccnenoBarenn 15 ner Bymaxubri
2. | 3agBka qug nogaun B JIDK I'n. uccaenoBarenn 15 ner Bymaxubrit

5. COAEPKAHHUE COIl

Hcnoynurelib \ IIpoueaypa BbINOJIHEHHUS

[Tonyyenne MHGOPMHUPOBAHHOTO COTacusi MPEACTABISAET co0O0i mpoliecc, MOCPEACTBOM KOTOPOTO
CyOBEKT 100pOBOJILHO MOJATBEPKIAET CBOKO TOTOBHOCTh yYaCTBOBaTh B KOHKPETHOM KIIMHUYECKOM
UCTIBITAHWH, TOCTE TOrO, KaK €ro NnpomH(GOpMHUPYIOT 000 BCEX AaCHEKTaX HCIBITaHUS, KOTOpPbIE
MOTYT TOBJUSATH Ha pelleHHe CcyObeKTa ydacTBOBaTh B TaKOBOM, a TakKe IPEeIOoCTaBsT
BO3MOXXHOCTh 3aJlaTh BONPOCHI, HUMEIOIIME OTHOIIEHHWE K KIMHM4YeckoMy wucnbitanuio (KUN).
CootBerctBytomas  uHpopmanuss o KW  comepxkutcs B MHQOPMAIIMOHHOM  JIUCTKE.
HNudopmupoBanHoe cornacue ohopMisieTcss B TUCbMEHHOM BHJIE C HCIIOJIB30BaHUEM CIELUATbHOTO
OJlaHKa, Ha KOTOPOM CTaBATCS MoAnuch U jaara. MHbopMalmoHHBIN JTHCTOK M QopMma coriacus
CKPETUISIOTCS. BMECTE KaK €UHBIN JIOKYMEHT, UMEeHyeMbIil (popMoil HH(POPMUPOBAHHOTO COTIACHS
(PUCO).
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I'n. uccaemoBarens,
HCCIIeIOBATEIIbCKAs
rpyumma

1. O6mue cBegeHus
1.1 TIpoBepwTe, 4TO copepkaHre HHPOPMAILIMOHHOTO JINCTKA BKIIFOYACT B
ceOsl OCHOBHBIE DJIEMEHTBI, MPEIyCMOTPEHHBIE PYKOBOJCTBOM IO
HaJJIeXKaIeH KIMHUYECKOW MpakTuke (TIpuiaokeHue 1) U JH0OBIMU
MPUMEHUMBIMU HOPMATUBHBIMH TPEOOBAHHMSIMH WM TPeOOBAaHUSMU

JIDK.
1.2 B wuHpOpMaNMOHHOM JHCTKE PEKOMEHAYETCS YKa3blBaThb O
MOJTyYCHHUN CyOBEeKTOM MOJITMCAHHOM KOTIHHU bopmbl

UH(POPMHUPOBAHHOTO COTJIACHSI.

1.3 VYo6enurech, uto wuHpopmanus B OUC wusznoxkeHa Ha s3bIKE,
MIOHSITHOM JIJISl CyOBEKTA.

1.4 VYo6enurecy, utro ®UC u mrobast npyras nucbMeHHas WH(OpMaus,
IIPEIOCTABIICHHbIE CYOBEKTY WM €ro 3aKOHHOMY IpPEICTaBUTEINIO,
ono6pens! JIDK.

1.5 I'maBHBIA uHcclieAOBaTENh MOXKET JEJIETUPOBATh IOJHOMOYHUS TI0
IPOBEICHUIO MPOLEAYPhl NOIY4YeHUs MH(OOPMUPOBAHHOTO COTJIACHUS
KOHKPETHBIM YJIEHAM HCCIIE0BATENbCKOIO IepcoHalla, Harpumep,
couccienoBatTensaM. JIuio, 3aHuMaromieecs: MpoLeccoM IMOIy4eHUs
MH(OPMUPOBAHHOI'O COIJIAcus, JOJKHO MOoJAnucarh (popMy corjacus
U yKa3aTbh Ha HeH JaTy.

1.6 Ilepen HadaimoM WCCIENOBaHUS IKEJIATEIBHO "OTpEneTHpoBaTh"
npolecc MNOody4YeHHs HWH(POPMHUPOBAHHOTO COIJIacHs C ydyacTHEM
OPYTUX  COTPYAHUKOB  LEHTpAa  TPOBEACHUS  KIMHHYECKOTO
UCCIIEIOBaHMs JUIsl 1ieiell MMoJydeHUs] KOMMEHTApHEB M0 YIIyYIIEHUIO
MPOLEAYPBHI.

1.7 Ilpouecc mosyueHus: UHOOPMUPOBAHHOIO COTJacusl JOJKEH OBITh
npoBefeH ¢ mnonydeHueM mnoanucanHod @OUC 1o BeImosHEHUS
[EPCOHAJIOM LIEHTpa TMPOBEACHHUS KIMHUYECKOIO HCCIeIOBaHUs
JIOOBIX CBSI3aHHBIX C HCCIIEIOBAaHUEM IMPOLENYp C Yy4acTUeM
cyOBekTa.

1.8 B xone uccnenoBanus cyOBeKT JOHKEH OBITH OCBEIOMIICH O JTFOOOM
HOBOH MH(OpMaLNH, KOTOpasi MOKET UMETh OTHOLIEHHE K €ro Wiu ee
TOTOBHOCTH TPOJIOJDKATH y4yacTue B ucnblTaHud. HoBast nHpopmarms
JOJDKHA OBbITh OTpaxkeHa B mnepecMoTpeHHor PUC, moanexarent
paccmoTpenuio u ogoopennoi JIDK no ee ucnonb3oBaHusl.

1.9 B otHomenun Ooyiee MPOJOIKUTENBHBIX HCCIEAOBAaHUM MOXKET
TpeOOBAaThCS TIOBTOPHOE MPOBEACHUE TPOIEAYPHl  MOIYUYCHHS
UH(GOPMHUPOBAHHOTO COTJIACUSl 4epe3 OIpeJleIeHHble HHTEpBaJbl B
XOJI€ UCTIBITAHMS.

1.10B  otHomeHMM  CyOBEKTOB, HYXAAIOUIMXCI B  3aKOHHOM
npecTaBuTeNe, yOeauTech, YTO TMPEACTABHTENh TOIXOAUT TOJ
onpezesieHue "3aKOHHBIN NpecTaBUTeND", puBeeHHoe B CTangapre
10 Ha/JIeXKAIIEH KIMHUYECKON PAKTUKE.

I'n. uccnenoBarens,
UCCIIEI0BATEIbCKAs
rpymma

2. O0bsicHeHHE U 00CY K/AeHUe HCCIeJOBAHUS
2.1 Jlo 3ampoca Ha TOIy4Y€HHE COTJIACHs CyOBEKTY MM €ro 3aKOHHOMY
NPEJICTAaBUTENI0  CIEAYeT  MNPEACTaBUTh  KpPaTKoe  OINUCAHUE
UCCJICIOBAHMsI  TPOCTBIM  SI3bIKOM,  n30eras  HMCHOJIb30BaHMs
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TEXHUYECKUX TEPMHUHOB.

2.2 Tlpu oObsicHeHUU HHPOPMALMK 00 UCCIICIOBAHUH CyOBEKTY WM €ro
3aKOHHOMY  MpEACTaBUTENI0,  0OOCynuTe  BCE  COJEpIKaHue
MH(OPMALIMOHHOTO  JIMCTKA, BKJIIOYAas BaKHEWUIINE DJIEMEHTHI,
npenycmorperasie  CT  PK  1616-2006  (npunokenue 1),
TpeboBaHusiMu MectHoro JIDK w nmedcTByrOmMMH HOPMAaTHBHBIMU
aKTaMH.

2.3 CyObeKTy WIM €ro 3aKOHHOMY TIPEICTABHTENIO JOHKHO OBITh
IPEJOCTABICHO JIOCTaTOYHO BPEMEHH UM BO3MOXKHOCTEH  uist
JETAIbHOTO O3HAKOMIICHUS C COJAEPKAHHEM HCIBITaHUA, IPEKIEC YEM
OH WJIA OHA TIPUMET PEIIeHHEe 00 Y4aCTHH B TAKOBOM.

2.4 Ha kaxnplii Bompoc cyObeKTa WM €ro 3aKOHHOTO IMPEICTaBUTENs,
CBSI3aHHBIA C WCIBITAHWEM, JOJDKEH OBITh JaH WCYEPIIBIBAOIINN
orBeT. Takke JOKHBI OBITh  OOCYXIEHbI  TOTEHIUATbHbBIE
PEUMYIIECTBA M MPOTHO3UPYEMBIE PUCKH YYACTHS B UCIIBITAHHH.

2.5 Henamiexamee Bo3JeiicTBHE Ha CyObeKTa WM MPUHYKICHHE
CyOBeKTa ydJacTBOBaTh WJIM INPOJOJIKATh YYaCTBOBATH B HCIIBITAHUU
HE JIONyCKaeTcs HU B KOEM cliyuae.

2.6 Ecnu 3akoHHBIA TIpeACTaBUTENh CyOBEKTa WIH CYOBEKT HE B
COCTOSSHUM 4YHTaTh, B TEUEHHUE BCEH MPOLEAYpPHl IMOITYUCHHS
UH(POPMHUPOBAHHOTO COTJIacust " o0CyXaeHus JOJDKEH
IPUCYTCTBOBATh OECHPUCTPACTHBIA CBHIETENb. becnpucTpacTHbIN
CBUJIETEIb MTOTBEPIKAACT, 4TO HH(OpMAIHs, coepkaasics B popme
COIJIacHsi, YeTKO OOBSICHEHA U TIOJHOCTHIO MOHATA CyOBEKTOM WIIH €ro
3aKOHHBIM TIPEACTAaBUTENEM, W YTO WH(POPMHPOBAHHOE COTIIACHE
CBOOOJTHO JTaHO CYOBEKTOM MJIM €ro 3aKOHHBIM IpejcTaBUTeneM. B
KadecTBe OeCIpHCTPACTHOTO CBHJETENS HE JOJDKEH BBICTYINATh YIIEH
HepcoHaNa IEHTPa MPOBEACHMS HCCIEIOBAHUS, KOTOPOMY TIJIaBHBIM
ucclieioBaTeneM ObUIa OTBE/ICHA OTpE/IeTICHHAs! POJIb B KIMHUYECKOM
UCIIBITAaHUH.

2.7 AHamoru4HbIe IPOIETyphl OyAyT MPUMEHSTHCS B OTHOIICHHUHU JIFOOOU
nepecMoTpeHHoi uiu ooHoBieHHOM DUC.

UCCIIEI0BATENIbCKas
rpymnma

I'n. uccnenosarens, | 3. JlokyMeHTHpOBaHHe HH(POPMHPOBAHHOIO COIJIACHS

3.1 Ecim cyOBEKT TOTOB yYacTBOBAaTh IO COOCTBEHHOH BOJIE WA
3aKOHHBIM TMpEACTaBUTENh CyOBEKTa COIJIallaeTcsl Ha ydacTHe
cyOBeKTa, HH(POPMUPOBAHHOE corjacue TTO/IJICIKUT
JTIOKYMEHTHPOBAHUIO CIIEAYIOIIUMH CIIOCO0aMu:

*CyOBeKT WM €ro 3aKOHHBIN MPEJCTABHTEh JIMIYHO CTAaBUT JATy W
MUIIeT TeYaTHBIMA OyKBaMU CBO€ HMs Ha OJaHKE COTJacusi C
MOCIEAYIOIUM €T0 MOAMUCAHUEM;

«Jlutio, mpoBoAsIIee MPOLERYypy MOJyYeHUS HWHGOPMUPOBAHHOTO
COTJIACHS JIMYHO CTABUT JIATY M IMHIIET NeYaTHBIMA OyKBaMHU CBOE MM
Ha OJIaHKe COoTIacus ¢ TMOCIEAYIONINM €T0 MOAMUCAHUEM;
*becripucTpacTHBIN CBUIETENH, B CIIy4ae HEOOXOAUMOCTH B TAKOBOM,
Tak)Ke CTAaBUT JaTy W MHIIET MeYaTHbIMH OyKBaMH CBO€ HMS Ha
OJIaHKE COTJIacHs C MOCIEAYIOUIUM €ro MOAMNCAHUEM;
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3.2 Komus mnoamucanHod wu pgatupoBanHoit @PUC nomkHa OBITH
MpeJIoCTaBlieHa CyObEKTY/3aKOHHOMY MPEACTABUTENIO CyOBEKTa.

3.3 Opun s3x3eMIuIsAp noanucanHoi u garupoanHoit ®UC nomxeH ObITh
MOMEIIEH Ha XpaHEHUEe B apxuBe (ailyioB uccienoBaTens B LIEHTPE
MPOBEICHUS HCCIIEJOBAHUSI.

3.4 AHanoruyHble MpoEayphl OYAYT MPUMEHATHCS B OTHOIICHUH JIF000H
nepecMoTpeHHOoM uiu ooHoBIeHHO DUC.

3.5 Ha 6manke UPK cyObekrta m (WiaM) B HCXOJHOM JOKYyMEHTAIIUH,
JieNlaeTcs 3anuch O IMOJNyYeHHH WH(OPMUPOBAHHOTO COTJIacHs C
yKa3aHHEM JaThl OJTyUYeHHUsI.

I'n. uccnemosares,
HCCIIeIOBATEIIbCKAs
rpyumma

4. lokyMeHTHpPOBaHUE HH(GOPMUPOBAHHOIO COIJIACHS

4.1 Ecnum cyOBeKT TrOoTOB YYacTBOBAaTb IO COOCTBEHHOW BOJE WIH
3aKOHHBI MPEICTaBUTENb CYOBEKTa COTJIAlIaeTCs Ha Yy4acThe
cyObeKTa, MH(GOPMHUPOBAHHOE corJiacue HOJUIEKUT
JOKYMEHTHPOBAHUIO CIEIYIOIUMH CIIOCOOAMHU:

*CyOBeKT WIM ero 3aKOHHBIM HpPEJCTaBUTEINb JIMYHO CTABUT ATy U
NUIIET TeYaTHBIMM OyKBaMH CBOE€ HMs Ha OJaHKe corjacus ¢
HOCJIEYIOIUM €ro NOIHCaHUEM;

«Jlumo, npoBojsIIee MNPOUEAYPY MOTyYeHUs HWHOOPMUPOBAHHOTO
COIJIacHsl JIMYHO CTABUT /ATy U MUILET MeYaTHBIMU OYKBaMU CBOE MM
Ha OJIaHKEe COTJIACHsl C TIOCIIEAYIONINM €0 TOAIMHCAaHNEM;
*BecnipycTpacTHbIi CBUJIETENB, B ClTyyae HEOOXOAMMOCTH B TAaKOBOM,
TaK)Ke CTaBUT JaTy W TNHIIET TEeYaTHBIMH OyKBaMH CBO€ HMMs Ha
OJaHKe coriacus C MOCIEAYIOIIUM ero MOAMUCAHNEM;

4.2 Kommst moamucanHo u jgarupoBanHoi DOUC nmomkHa OBITH
IpeocTaBlieHa CyOBeKTY/3aKOHHOMY MTPEJICTABUTENIO CyOBEKTa.

4.3 OpuH SK3eMIUTSIp oANHUCcaHHON 1 qatupoBanHord OMC momkeH ObITh
MOMEIIEH Ha XpaHeHue B apxuBe (paiijloB mccienoBaTelns B LEHTpE
MIPOBE/ICHUS HCCIIEIOBAHUSI.

4.4 Amnanoruyssle Mpoueaypsl OyayT IPUMEHSTHCS B OTHOILIEHUH 000
nepecMoTpeHHo uinu ooHoBiIeHHON DUC.

45 Ha 6nanke MPK cyObekta u (MIM) B HCXOAHON TOKYMEHTAIlWH,
JeNlaeTcs 3aluch O TMONydYeHHH WH()OPMUPOBAHHOTO COTJIACHS C
yKa3aHUEM JaThl OJIyUEHHUsI.

I'n. uccnemosarens,
HCCIIENOBATENILCKAS
rpyumma

5. CneunanbHble MPOUEAYPbl B KIMHUYECKOM MCIBITAHUM € y4acTHEM

YA3BHMBIX CYObEKTOB

[Ipouenypsl monydeHus WHHOPMHUPOBAHHOTO COTJIACHS OT  YSA3BUMBIX

CyOBEKTOB MOTYT MEHSATHCS B 3aBUCHUMOCTH OT THUIOB KIMHHYECKHUX

WCCJIEIOBAHMM, MECTHBIX ATHYECKUX COOOpaXEHWH M MPUMEHUMBIX MPaBUII.

Jlnst BKITIOUEeHUS CyObeKTa B MCCIIeIOBAaHUE JIOJDKEH OBITh MPUMEHEH PSIIT Mep,

ONMCAHHBIX B MPOTOKOJE M YTBEPKICHHBIX B mnucbMeHHOM Buae JIOK.

OOBIYHO TPHUMEHSIOTCS CIEAYIOUINE TMPOIEIYyphl C YYETOM IMOJIOKECHHIA,

W3JI0KEHHBIX B pa3nenax 1,2 u 3:

5.1 Mnanenust u getu - MHWeciemoatenb nomkeH mnonyunts DUC,
MOAMMCAHHYI0 POJUTENSIMHA WM 3aKOHHBIM OINEKYHOM. Y peOeHka,
CIIOCOOHOTO TMOHATH CYTh YYacTUs B HCCIEIOBAaHUHU, TOJKHO OBITh
MOJYYEHO COIVIaCME€ Ha Y4YacTH€ B KJIMHUYECKOM HCIBITAHUH,
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MOJIy4yaeMoe OT CYOBEKTOB C OTPAaHWYEHHOM CIIOCOOHOCTBIO MPUHUMATh
HE3aBUCHMBbIE PEIEHMs], IPU YCIOBUU OOBACHEHMS LIENIM MCCIIEJOBAHUS,
PUCKOB ¥ TMpEUMyINeCTB. B  /J0mMOJIHEHHWE K MPeIOCTaBICHUIO
MH(GOPMALIMOHHOTO JIMCTKA POAMUTENIO WIM 3aKOHHOMY OIEKYHY,
HeoOxoauMo obecnednTh pa3padoTKy HH(POPMAIMOHHOTO JIMCTKA C
YU€TOM COOTBETCTBYIOLIMX BO3PACTHBIX OCOOEHHOCTEH pedeHKa JUIsl ero
Oosiee JIETKOTO MOHMMAHMS COJepKalielics B JuUcTKe uHpopmanmu. B
OTHOILIEHUU KJIIMHUYECKOT0 MCCIel0BaHus, [IpelycMaTpUBalolIIero oosee
YeM MUHHUMAaJbHBIH PUCK, M HE OO0ECIEeYMBAIOLIETO MPEIBUICHHYIO
HEMOCPEJCTBEHHYIO IO0JIb3Y s CYyOBEKTOB, HO BHOCALIETO, IJIaBHBIM
oOpaszom, HEMalbli BKJAJ B OJKA3HEHHO BaXHBIC 3HAHMUA,
MH(GOPMHUPOBAHHOE COIJIaCHE JOJDKHO OBITh IOJYy4eHO OT 000uX
poaMTenel, a Takxke, o Mepe HEOOXOIMMOCTH, JIOJKHO OBITh MOJIYYEHO
corylacie pedeHKa Ha ydyacTHe B KIIMHUYECKOM HUCIBITAHUH, [T0Jy4yaeMoe
OT CYOBEKTOB C OTPAaHUYCHHON CITOCOOHOCTHIO TIPUHUMAThH HE3aBHCHMEBIC
pereHus..

5.2 JlymeBHOOONBHBIE WM YMCTBEHHO OTCTaJIble JIMIA, JHOO JHIa ¢
KOTHUTUBHBIMU HapymeHUssMU - CyObeKT MOKeT ObITb BKJIIOYEH B
WCTIBITAHUE TOJIBKO MPH YCIOBHH MOANMCaHHUS U npenoctaBieHuss OUC
3aKOHHBIM IHpezcTaButesieM cyObekTra. CyOBeKT Takke MOJIKEH OBbITh
npouH(POPMHUPOBAaH 00 UCTIHITAHUU B TOW CTETEHU, B KaKOW OH OyJeT B
COCTOSIHUH 3TO MOHATh. U B ciiyyae ClOCOOHOCTH CyObEKTa MOHSTH CyTh
y4acTHsi B MCIIBITAHUM, JAHHBI CYOBEKT JOJDKEH IMOANUCATh U JTMYHO
JIaTHpOBaTh (GOpPMyY coriacus.

5.3 Heummymme smma -  Moxer  morpeOoBaThCsi — NMPHUMEHEHHE
JIOTIOJTHUTEBHBIX Mep 0e30macHOCTH JuIsl oOecredyeHHus TOro, 4YTOObI
MOTEHIMATBHBI CyOBEKT, KOTOPBI TaKKe OTHOCHUTCS K KaTeropuu
HEMMYIIMX TPa)KAaH, HE y4acTBOBAJ B MCCIIEJOBAHUU HCKIIIOYUTEIHHO
JUIE  TIONlyYeHHs]  BO3HarpaxkieHus. B 3tux  oOcTosTENBCTBAX
uccieioBaTeNb  JODKEH  JONOJHHUTENbHO  IPOKOHCYJIBTHPOBATHCA
OTHOCHUTENILHO COOTBETCTBYIOHIMX Mep Oe3omacHoctH y JIOK u (unm)
CIIOHCOPA.

I'n. uccnemosares,
HCCIeA0BaTENbCKas
rpyumma

6. Upe3BbluaiiHble CUTYyallM U

[Tponienypsl mosydeHus: WHGOPMHUPOBAHHOTO COTJIACHS B UpE3BBIYAMHBIX

CUTyallUIX MOTYT MEHAThCA B 3aBUCHUMOCTH OT THUIOB KIMHHUYECKHX

UCCIICIOBAaHUM, MECTHBIX 3TUYECKUX COOOpaK€HUH M MPUMEHHMBIX MPaBHIL.

Jns BkitoueHus cyObeKTa B CCIIeIOBaHUE JIOJKEH ObITh MPUMEHEH Pl Mep,

ONMCAHHBIX B TPOTOKOJE M YTBEPKIEHHBIX B mucbMeHHOM Buue JIOK.

OOBIYHO TPUMEHSIOTCS CIEAYIOUIME MPOLEIYypbl C YYETOM IOJIOKEHUIH,

M3JIOKEHHBIX B pazzaenax 1, 2 u 3:

6.1 Korna mnpensapurenbHOoe TOMy4YeHUE corjacusi CcyObeKkTa He
MPEJCTABISAETCd BO3MOXHBIM, JIOJDKHO OBITh IOJy4eHO corjacue
3aKOHHOT'O TPEJCTaBUTENS CyOBEKTa, €CIIM TAKOBOW UMEETCS.

6.2 Heob6xonmumocts B MH()OPMHUPOBAHHOM  COTJIACHM  MOXET
OTCYTCTBOBATh, €CJIA BBIMTONHSIOTCS BCEX M3 IEPEUNCICHHBIX HIKE
YCIJIOBMIA:

*  mnojayyeHue MHGOPMUPOBAHHOTO COTJAacHsl OT JAHHOIO CYObEKTa He
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MPECTABISACTCS BO3MOXKHBIM, a 3aKOHHBIA IPEICTaBUTENb CyObEKTa
OTCYTCTBYET B MOMEHT, KOIJa JOJDKHO OBITh HayaTO HCCIEAyeMoe
JIEUEHHUE;

*  KJIMHMYECKOE COCTOSHUE SIBJISIETCS MMOTEHIMAIbHO OIMACHBIM JIs
KHU3HH WM XapaKTepu3yeTcss HeoOpaTHMOW HeAeecroCOOHOCThIO; a
TaKkKe

*  OTCYTCTBYET OOILIENpPHUHATas Tepamus, KOTOpas SBHO IPEBOCXOIUT
HCCIIETyeMYIO TEPAIHUIO.

I'n. uccnenosares,
HCCIIeI0BaTeNbCKas
rpyrmnma

7. HerepaneBTH4YecKHe HCIIBITAHHE

HCTepaHGBTI/I‘-IeCKOG HUCIBITAaHUE - JTO HCIBITaHUE 0e3 O)KI/IIIZ[CMOﬁ I10JIb3bI
JJIsA Cy6’I)CKTa. B Takoe wncnmiTanne MOTYT OBIThb BKJIIOYEHBI TOJLKO TE
CyOBEKTbI, KOTOpbIE JIMYHO MAAIOT COIVIacHe, NAaTHUPYIOT M IOJIUCHIBAIOT
NUCbMEHHOE MH(POPMUPOBAaHHOE coriacue. TeM He MeHee, TAKOe MCIIBITAaHUE
MOXET NPOBOJUTHCA C Yy4yacTHEM CYOBEKTOB C COIJIacHs MX 3aKOHHBIX
IIPEACTABUTENEH, KOTJa:

7.1 llenp wucnelTaHus HE MOXKET OBbITh JOCTUTHYTa WpPHU Y4YacTUU
cyOBEKTOB, KOTOPbIE MOT'YT AaTh UH()POPMHUPOBAHHOE COTJIACHE JIUYHO.

7.2 TIporHo3upyembie PUCKU 1751 CYOBEKTOB SBIISIOTCS HU3KUMU.

7.3 Orpunarensubiii dpdekr Ha Onaromoiiyune CyObeKTa CBEICH K
MUHUMYMY WJIHA HU3O0K.

7.4 VcubplTanue He 3aMPEIeHO 3aKOHOM.

7.5 VYu.coBeT ponmyckaeT BKIIOYEHHE TAKUX CYObEKTOB.

6. MPUJIOKEHUS

[Tpunosxxenne 1. KonTponbHbIi JUCT ¢ 20 OCHOBHBIMH 2JIEMEHTAMH ITPOLIECCa MOTYYEHUS
MH(OPMHUPOBAHHOT'O COTJIACHS

[Tpunosxenue 2. JIuct peructpauny M3MEHEHUN

[Tpunoxenue 3. JIuct o3nakomiueHus corpyaHukoB ¢ COII

Crpanuna 8 u3 12




KA3AKCTAH PECIIYBJIMKACHI JEHCAYJIBIK CAKTAY

MUHUCTEPCTBO 3IPABOOXPAHEHUS U
KOHE 9JIEYMETTIK JAMY MUHUCTPJIII'T

COLMAJIBHOI'O PA3BUTHUSA PECITIYBJIUMKHN KAZAXCTAH

KI'II HA IIXB «I{IEHTP SIAEPHOW MEJIULIUHBI U

«CEMEM SIIPOJIBIK MEIUIAHA KOHE OHKOJIOT UsT 1
OHKOJIOI'MH I'OPOJJA CEMEMH» Y3 BKO

OPTAJIBIFbI» HIZKK KMK

COII-04 - [TosrydeHne MICbMEHHOTO HHPOPMUPOBAHHOTO COTJIACHS

IIpunoxenne 1

KonTposabHblii JUCT ¢ 20 0CHOBHBIMU 3JIEMEHTAMMU MPOLECCA MOJIyYeHUs
HHGPOPMUPOBAHHOIO COTJIACUS

Jda  Her

1 3asBICcHHE O TOM, 4YTO KIMHHYCCKOC HUCIbITAHUC BKJIHOYACT B cebs
HCCICIOBAHUC.
HeJ’IB HCCIICa0BaHUs.

3 Hanuune HECKOJNBKMX BapUaHTOB JICYEHUS M BEPOSTHOCTb CIIy4alHOIO
pacnpeiesieHus 10 rpyInnam JICYCHHUsL.

4 [Iponierypsl MCHBITAaHMIA, KOTOPHIM HEOOXOIMMO CIIEOBATh, BKIIIOYAs BCE
VHBAa3UBHbBIE IPOLIEAYPBI.

5 OTBETCTBEHHOCTh CYOBEKTA.

6 ACIEKTHI HCTIBITAHMSI, KOTOPBIC HOCSIT KCIIEPUMEHTAIILHBINA XapakTep.

7 [Ipenckazyembie B pa3syMHBIX Mpeleiax PUCKH HIH JUCKOMMOPT IS
CcyOBeKTa W, MO Mepe MPUMEHHUMOCTH, SMOPHOHA, IJIOJA WIH TPYTHOTO
peOeHKa.

8 [Ipeackazyemble B pa3yMHBIX Mpejenax npeumyiiectsa jeuenus. Cyonekra
cienyer uHGpOpMUpPOBaTh 00 OTCYTCTBMM M HEro Kakoi-mubo
KJIMHHYECKOU IOJIb3bI.

9 ANbTEepHATUBHOE JICYCHHE WK Kypc(bl) JIEUEHUSs, JOCTYITHBIE ISl CyObeKTa,
a TaK)Ke UX BaXKHBIEC NOTCHIIMAJIbHBIE TPEUMYLIECTBA U PUCKHU.

10 | Komnencanusi u (Wiam) JedeHWe i CyOBEKTa B Cly4ae IOydeHHs
CBSI3aHHBIX C UCIIBITAHUEM TPABM.

11 | Ilpu nHamuyuu, BO3MOXKHOE COpa3MEPHOE BO3HArpa)KJIeHUE CyObeKTa 3a
Y4acTHE B UCIIBITAHUH.

12 | IlpenmonaraemMple pacxo/Ibl, €CIIH TAKOBBIE MMEIOTCS, CO CTOPOHBI CYyOBEKTa
B CBA3M C YYAaCTUEM B UCIIBITAHUHU.

13 | CooOmiearie 0 TOM, YTO ydYacTHE CYOBEKTa B HCCIICIOBAHUH SBISICTCS
JOOPOBOJIBHBIM M YTO CYOBEKT MOXKET OTKA3aThCsl OT Y4aCTHs MU BBIUTH U3
Hero B sro0oe Bpems, 0e3 mTpadHbIX CaHKIMA WM yTpaThl JIbIOT, Ha
KOTOpbIE CYOBEKT B MHOM Cllydae MMesl Obl ITOJIHOE IPaBo.

14 | 3agBneHue o TOM, YTO MEIMLMHCKHI(e) HabmonaTenb(u), ayauTop(bl),
JIDK, u perynmupytoumii(e) opran(el) OyZyT HMETb MNPsIMON JOCTYI K
UCXOJHBIM MEIUIIMHCKUM 3alucsIM CyObeKTa i BepuUKaAIMU TPOLeayp
KIMHUYECKUX  MCOBITAaHMM ¥ (WIM) JaHHBIX, ©0e3  HapyIIeHUs
KOH(MUIEHIMATbHOCTH UHPOpMAINN cyObeKTa, B Mpefeiax, pa3pelieHHbIX
JNEHCTBYIOIMM  3aKOHOJATEIbCTBOM W IpaBWIaMM, a TaKXe 4To,
noAanucaHueM (GopMbl  HMHGOPMHUPOBAHHOTO COTJIACHS, CYOBEKT WIIH
3aKOHHBIN MPEICTaBUTEb CyOBEKTa MPEIOCTABIAIOT TAKOW JOCTYII.

15 | 3anucu, uaeHtTuduUUUpyrolMe OO0BEKT OyAyT XpaHUTbCA B TailHe, U, B
Ipezenax, pa3pelieHHbIX JEMCTBYIOINM 3aKOHOAATEIbCTBOM M IIPABUIIAMH,
He OyAyT AOCTYNHBI oOmecTBeHHOCTU. [Ipu omyOGnukoBaHUM pe3ynbTaToOB
UCCIICIOBAHMsI,  CBEJEHUS O  JIMYHOCTH  CyObEeKTa  OCTaHyTCA
KOH(UIEHIIMATbHBIMH.
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16

Coo0rmiearie 0 TOM, YTO CYOBEKTYy WM €r0 3aKOHHOMY MPEICTaBUTEIIO
OyZeT CBOCBPEMEHHO IPEIOCTaBJICHA JI00Aas MOCTYNMUBIIAs HH(OpMAaIs,
HMEHoIIasds OTHOIICHUE K T'OTOBHOCTHU Cy6’beKTa npoaoJKaTb ydacTuc B
WCIIBITAaHHH.

17

CBCI[CHI/IH O KOHTAKTHBIX JIMOAX, K KOTOPbBIM MOKHO O6paH_[aTBCH JJIA
MOJIyUCHUA I[OHOHHHTCHBHOﬁ I/IH(l)OpMaL[I/II/I KacCaTCJIbHO HCIIBITAHUSA U IIPaB
CY6T>CKTOB HCCHGHOB&HHﬁ, a TaKXKE€ B ClydadX IIOJYYCHUSA TpaBM,
CBA3AaHHLIX C YYACTHCM B MCIILITAHUU.

18

[IporHo3upyembie 00CTOSTENLCTBA U (MIIH) IPUUUHBL, TPU KOTOPHIX yUacTHE
CyObeKTa B HCIIBITAHUU MOXKET OBITh PEKpAIEHO.

19

HpOFHOSI/IpyeMaﬂ MMPOAOJIZKUTCIIBHOCTD YHACTUS CY6T>GKT8 B UCCJIICJOBAaHHUU.

20

HpI/I6HI/IBI/ITeHBHOG KOJINYCCTBO CY6"beKTOB, Y4aCTBYIOIIHX B UCIIBITAHUH.
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Hpunioxenue 2

JIMCT perucrpauvy u3MeHeHHu i

No Hara No paznena, Hara OcHoBaHue Jara Crartyc, [loanuce
n\nn | mpoBep | moxpasaena, | BBEICH (nata BHECEHUS ®.1.0. auna
KM MyHKTa us MpuKasa W3MEHEHUHN | TMPOBEPSIIO BHECIIIETO
JIOKYMEHTA, K | U3MEHE W LIETO WK | HU3MEHEHUE
KOTOPOMY HUS pacropsike BHOCHBIIIET
OTHOCHTCH HUs) 0
M3MEHEHUE U3MCHEHUS
1 2 3 4 5 6 7 8
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IIpunoxenue 3

JIucr o3Hakomiienus coTpyaHukos ¢ COII
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