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1. OOmue moJI0KeHUA

11 [TanenT/m00poOBOIIEL TOJHKEH MONYYUTh B MHUCbMEHHOM BHJIE MOJHYIO, OOBEKTUBHYIO,
JIOCTOBEPHYI0 HMH(OPMALUIO O IPEINOIaraéMoOM MHCCIEI0BAHUY, HAIMCAHHYI0 Ha PYCCKOM
A3bIKE, JOCTYITHO  M3JIOKEHHYIO M  TOHATHYIO [  HEnpo(ecCHOHANOB,  XOPOIIO
OTPEaKTUPOBAHHYIO, CHAOKEHHYIO NOACHEHUSIMUA B OTHOLIEHUH MEIUIMHCKUX TEPMHHOB. OTa
uHbopMalnMsg JOJDKHA M3JIaraTb MEIULMHCKHE BOINPOCHI, HE CKpbIBasg HpaBIbl, HO C
JeTUKATHOCTBIO U YyBCTBOM TAKTA.

12 HNHpopMHpoBaHHOE cOIJacue TrapaHTHPYET, 4TO HCHbITYEeMble MOHUMAIOT XapakTep
HCCIIEIOBAHMSI X MOT'YT CO3HATENIbHO U I0OPOBOJIBHO PELIUTh, IPUHUMATH JIM B HEM Y4acTHE.

13 WudpopMupoBaHHOE  cOTjacMe€  HCOBITYEMOTO0  COCTOMT W3 HH(pOpMAaIHH,
MIPEOCTABIIIEMON UCTIBITYEMOMY, U )OPMBI MUCbMEHHOTO HH(POPMUPOBAHHOTO COTIIACHSI.

14 dopmMa NHCHbMEHHOTO HMH(POPMUPOBAHHOTO COIJIACHSl MCHBITYEMOIO MOXET OBITh
cocTaBJieHa OT nepBoro juna. OHa JOKHA COAEepKATh yKa3aHUE HAa JOOPOBOJIbHOCTh y4acTus B
UCCIIEIOBAaHUH U BO3MOXHOCTb IIPEPBaTh y4yacTHe B HEM B J11000€ BpeMms.

15. Jlis uccnenoBaHuii ¢ yyacTHEM HECOBEPIICHHOJETHUX HEOOXOIMMbI COOTBETCTBYIOLIME
JIOKyMEeHTbl ¢ uHpopmauueil u ¢opmMoii HMHPOPMUPOBAHHOIO COMJIACHS AJIS  POJMUTEN
(3aKOHHOrO TMpeJCcTaBUTENs), I moapocTka 15-17 ner m (kenaresibHO) aJaNTHPOBAHHOM
nHbopmanuu s pedbénka ot 10 ner.

16. Wudopmanus s ucoeITyeMoro u popmMa MUCbMEHHOTO MH(POPMHUPOBAHHOTO COTIACHS
UCIBITYEMOTO JIOJKHA MepecMaTpUBaThCs MPU MOSIBICHUHM HOBBIX CBEJCHHM, KOTOpbIE MOTYT
MOBJIMSITH HA COTJIACHE UCTIBITYEMBbIX.

17. JUis ydacTust B JIONOJHUTENIbHBIX (HE0OA3aTENbHBIX) MCCIEIOBAHUSAX, KOTOPHIE MOTYT
ObITb  TNpPENyCMOTPEHBbl  MPOTOKOJIOM  MCCIEJOBaHUS  (HampUMep,  TI'eHETUYECKHUX,
NICUXOJIOTHYECKUX M T.I.), UCHOBITYEMOMY JOJDKHA OBbITH MpejAcTaBlieHa OTHelnbHas ¢dopma
Wudopmanuu 18 nanveHTa M HMHOOPMUPOBAHHOTO COIJIacMs Ha yyacTHEe B TakoM
UCCIICIOBAaHUH.

2. UndopMaunMOHHBIH JUCTOK TANMEHTA/MI00POBOJILIA JOLKEH COAEPkKATH CJedyIolue
CBe/JICHMS:

e 3asBJIEHUE O TOM, YTO MCIBITAHUE HOCUT MCCIIEN0BATENbCKUI XapaKTep;

® 3aJ]]a4U UCCIIEJOBaHMS;

® OIKCaHUE UCCIEAYEMOrO Npenapara (eciau aKTyallbHoO);

® TIPOLEAYpPHI UCCIEIOBAHUS, BKIIIOUAsi HHBA3UBHbBIE METO/IbL;

e 0053aHHOCTH UCIIBITYEMOTO;

e HeynoOcTBa U 00BEKTHUBHO MPEACKa3yeMbli pUCK JJIS1 UCIIBITYEMOT0;

e 00BEKTUBHO OXHJAaeMas M0JIb3a; B CIIy4ae €Ci HCCe0BaHle HE UMEET TepareBTUYECKUX
1esnei, Heo0X0IUMO COOOITUTE 00 ATOM UCTIBITYEMOMY;

e JIpyrue BUJAbI MEJUKAMEHTO3HOIO MJIM HEMEAMKAMEHTO3HOT'O JICYEHUs], KOTOPbIE MOTYT OBITh
Ha3HAYEHBI UCIIBITYEMOMY, a TAKXK€E UX MOTEHIUAIbHBIE 110J1b3a U PUCK;

e KOMIICHCALIUS W/HJTU JICYEHUE, HAa KOTOPBIE UCTIBITYEMbIil MOKET paCCUUTHIBATh B CIIydae
HAHECEHUs BPEZa €ro 3710pPOBBI0 B X0J1€ HCCIEeI0BaHUs (€CIHM aKTyallbHO);

e uHpopMamus O CTPaxoBOM KOMIAHMM, B KOTOPOM 3acTpaxoBaH HCHBITYEMBIH (eciu
aKTyaJbHO);



e pasMep BBILIAT UCIIBITYEMOMY, ECJIIM TAKOBBIE MIPEAYCMOTPEHBI;

® pacxoAbl HCHOBITYEMOIO, CBA3aHHBIE C €ro Yy4YacTUEM B HCCICJOBAHUMU, €CIU TaKOBbBIC
0KHJAFOTCS,

® 3asBJICHUE O TOM, YTO y4acTHE B HCCIEIOBAHUU SIBJISICTCS JOOPOBOJIBHBIM, U HCHIBITYEMBII
MOJKET OTKAa3aThCs OT HETro 0e3 KaKuX-TMO0 CAaHKIUW UM OTPAHUYEHUH TPaB UCIBITYEMOTO Ha
JIpyTUe BUJIbI JICUCHHUS;

® 3asBJICHUE O TOM, YTO MOHUTOPHI, ayauTopsl, JIOK u pa3pemmrenbHbple HHCTAaHIIMU MOTy4YaT
HEMOCPEICTBEHHBIA JIOCTYIl K 3aluciAM B [EPBUYHOM MEIMIIMHCKON JOKYMEHTAlUU
UCIBITYEMOTO B 00BEME, OIpeneIéHHOM COOTBETCTBYIONIMMH 3aKOHAMHU U TOJI3aKOHHBIMU
aKTaMH, IS TPOBEPKHU MPONEAYP /WM JAaHHBIX KIMHUYECKOTO HMCCIICIOBAHUS, HE HapyIIas
IIpU 3TOM aHOHUMHOCTU HcnbITyemoro. [loamuceiBas ¢popmy HMHbopMuUpoBaHHOTO coriacus,
WCIBITYEMBbId WJIM €ro 3aKOHHBIM NPEICTaBUTENb AT pa3pelieHHe Ha JOCTYN K 3TOH
JOKYMEHTAIUU;

® 3asgBIICHUE O TOM, 4YTO CBEICHUS, WICHTH(PHUIMPYIONIHE JIMYHOCTh WCIBITYEMOTO, OyIyT
COXPAaHATBCSA B TallHE W MOTYT OBITH PACKPBITBI TOJILKO B TMpejeiaX, yCTaHOBJICHHBIX
COOTBETCTBYIOIIMMHU 3aKOHAMHU W/WJIH MOA3aKOHHBIMU aKTaMU; TIPH IMyOJIMKAIIMKA PE3yJIbTATOB
WCCIIETIOBaHMSI aHOHUMHOCTb UCIIBITYEMOT0 OYJIET COXpaHEeHa;

® 3asBJICHUE O TOM, YTO HUCIBITYEMbId MJIM €0 3aKOHHBIN MPEICTaBUTENb OYyAET CBOCBPEMEHHO
O3HAKOMJICHBI C HOBBIMHU CBEJICHHMSMHU, KOTOPBIE MOTYT MOBJIUATH HA YKEJAHHUE HUCIBITYEMOrO
MPOJIOJKUTh YYacTHE B UCCIIEIOBAHUY;

® CITMCOK JIUIl, K KOTOPBIM MOXHO OOPaTHTHCS ISl MOJTYUYEHHUS JOMOTHUTEIBHOW MHGOpMAIIN
00 MCClIeI0BaHUH U TPaBaxX UCHBITYEMOTO, a TAK)Ke CIEUATUCTOB, C KOTOPBIMU HCTBITYEMBII
MOYKET CBS3aThCA B CIy4ae HAHECEHHUSI BPEJa €ro 3J0pPOBbIO B XOJI€ UCCIETOBAHMUS;

e O00CTOATENbCTBA, MPU KOTOPBIX Y4YaCTHE HCIBITYEMOTO B UCCICJOBAHHH MOXET OBITh
MpeKpanieHo 0e3 ero coryiacus;

e IIpearojaraeMas JUIMTEIbHOCTh YYACTUS UCIIBITYEMOIO B UCCIICIOBAHUY;

¢ TpUOIM3UTENHHOE 00IIee YNCIIO UCTIBITYEMbIX, YYaCTBYIOIINX B UCCIICJOBAHHH.

3. Ilpouexypa nosyyeHusi HHPOPMHPOBAHHOIO COIVIACHS UCTIBITYEMOTO:

31 HNudopMupoBaHHOE coriacue UCHBITYEMBbIX JOJDKHBI MOIy4YaTh UCCIIEAO0BATENb WIH €ro
COTPYIHUKH, OOJAJaioUIe JOCTaTOYHBIM MPO(eCcCHOHANBHBIM OIBITOM, TOYHBIM 3HAHHEM
coJiep>kaHusi MH()OPMHPOBAHHOTO COTJIACHSI HCHBITYEMBIX, U XOpPOIIO HH(OPMHUPOBAHHBIM O
IIJIJaHE TIPOBEICHUSI MCCIIEJOBAHUS U €r0 LEIsX.

32 HccnenoBatens WM €ro COTPYJIHUK JIOJDKHBI B TOJHOM Mepe HpOMH(OPMHPOBATH
UCHBITYEMOTO WJIM, €CJIM HUCIIBITYEMBI HE CIIOCOOEH CaMOCTOSITENIbHO JaTh UH(MOPMHUPOBAHHOE
corjlache, €ro 3aKOHHOTO MpeJCTaBUTENs 000 BCEX acleKTaX HCCIeO0BaHHs, B TOM YHCIE,
03HAKOMUTbH €ro ¢ HHPOPMALMOHHBIMUA MaTepUaiaMu, IPeJCTaBICHHBIMU B HUH(POPMHUPOBAHHOM
COIJIaCUU UCIBITYEMOTO.

33 [lepen noanucanueM MHpOpMUpPOBAaHHOTO COTIacHs MCCIEA0BATENb WIH €T0 COTPYIHUK
JOJDKHBI J1aTh UCHBITYEMOMY HWJIM €r0 3aKOHHOMY MPEACTaBUTENI0 JOCTaTOYHOE KOJIMYECTBO
BPEMEHU ISl IPUHATHS PElIeHUs] 00 y4yacTUU B UCCIICAOBAHUH M NPEIOCTAaBUTH BO3MOXKHOCTD
3alpoCUTh HMH(OPMAIUIO O MOAPOOHOCTSAX HCHBITAaHHS. VICHBITYyeMbIi WM €ro 3aKOHHBIHN
MPEJCTaBUTEINb JODKHBI TIOJTYYUTh NCUEPITBIBAIOIINE OTBETHI HA BCE BOIPOCHI 00 HCCIIEIOBAHUH.



34 J1o BKIJIIOUEHHS UCIIBITYEMOIO B HCCIIEI0BAaHUE OH CaM HJIM €ro 3aKOHHBIH MpeICTaBUTENb
U JIMIO, TPOBOJAMBILEE pa3bACHUTENbHYIO Oecely, [OJDKHBI MONANMUCAaTh U JaTUPOBATh
MH()OPMHUPOBAHHOE COTJIACHE UCTIBITYEMBbIX.

35. B ciydae ecnu MCTIBITYEMBI MM €r0 3aKOHHBIN NPEJCTABUTEND HE YMEIOT WM HE MOTYT
YuTaTh, B  TEYCHHE BCEH  Pa3bsICHUTENLHOW  Oecedpl  JOIDKeH  IPHCYTCTBOBAThH
HE3aMHTEpPECOBaHHBIM cBUzaeTenb. [locie TOro Kkak UCHOBITYEMOMY WIH €ro 3aKOHHOMY
MPEJICTABUTENI0 MPOYUTAIM U PA3BSICHWIN (POPMY NHCHBMEHHOIO COIJIAaCUSl W/WIU JIpyTrHe
MIPEIOCTABIIIEMbIE UCTIBITYEMbIM MaTEpUasIbl, UCIBITYEMBI HIIM €r0 3aKOHHBINA MPEICTaBUTENb
JAlOT YCTHOE COIJIacCM€ Ha YYacTHe HCHBITYEMOrO0 B UCCIEJOBAaHHM U, €CIH CIIOCOOHHBI,
MOJAINKUCKHIBAIOT U JaTUPYIOT HHGOpMUpOBaHHOE coryacue. [locme 3TOro cBHIETENb TaKXKe
JOJDKEH JIMYHO TOATMCATh W JaTUpOBaTh (OpMy cormiacusi, MOATBEPXKIas TEM CaMbIM, YTO
corjlacue Ha y4acTue B MCCJIEI0BAaHUU JIaHO HCIBITYEMBIM WIIM €r0 3aKOHHBIM IPEJICTaBUTEIIEM
JT0OpPOBOJIBHO, M IPOYNTAHHAS (hOpMa MOIHOCTHIO HIEHTHYHA MTOAITMCAHHOMY COTJIACHIO.

36. HcnpiTyeMblii WM €ro 3aKOHHBIA IMPEACTABUTENb JIOJDKHBI MOTYYUTh MOAMMCAHHBIA U
JaTUPOBaHHBIA  HK3eMIUIsip  (QopMbl  MH(OOPMHUPOBAHHOTO  COTJAacHs, MOANMHUCAHHBIA U
TaTHPOBAHHBIA AK3EMIULIP KaKIOW HOBOW pemakiuu (GpopMbl MHOOPMUPOBAHHOTO COTJIACHS
UCTIBITYEMBIX (€CIIM TaKOBBIE MUMEIOTCS) M AK3EMIUIAP APYTruX MHPOPMAMMOHHBIX MaTepHAIIOB,
MIPE/ICTABISIEMbBIX UCIIBITYEMBIM (€CJIM TAaKOBbIE HUMEIOTCS).

37. Ecnu  wcmbiTyeMbIM — SBIISIETCS  HECOBEPILICHHOJICTHHH peO&Hok 15-17mer, To B
00s13aTeTbHOM TOPSIIKe, MOMHMO TONy4YeHUss MH(POPMUPOBAHHOTO COTJIACHS Ha ydacThe B
UCCIIEIOBAaHUM ~ €ro  pojuTeneil  (ychlHOBUTENEH), HEOOXOAMMO TMOJIyYUTh  OTHAEIbHOE
MH(GOPMHUPOBAHHOE COTJIACHE UCIIBITYEMOTO MOIPOCTKA.

38. Ecnu ucnbITyeMbIM SBISI€TCS HECOBEPIICHHOJETHUH peOEHOK B Bo3pacTe mutazme 15
JIET, OH JIOJDKEH JaTh CBOE COIJIACHE HAa y4acTHE B MCCIEAOBAHUU B TOW CTENEHH, B KOTOPOU OH
MOKET TMOHATh CMBICI IPOUCXOAsAIIEro. B arom ciydae, B JOMOJIHEHHE K MOAMHCH U JaTe,
MOCTaBJIEHHBIM €r0 poauTesieM (YCHIHOBUTENIEM), peOEHOK B BO3pacTe Miaimie 15 Jer MOXeT
JUYHO TMOANHCATh U JAaTUPOBAaTh HMH(MPOPMHUPOBAHHOE COIJIACHME HCHBITYEMOro, €CId OH B
COCTOSIHMM czenaTh 3T0. MchmbITyeMOoMy Takke MOXET ObITh IpeAoCTaBle€Ha OTAeNbHas
ajlanTHUpoBaHHas Gpopma nHbopManuu A ucneltyemoro (crapiue 10 uau crapuie 7 J1er).

39. B tex cimyuasix, Korja HEBO3MOKHO IOJyUUTh COIVIACKE UCTIBITYEMOTO 10 €r0 BKIIIOUEHUS
B HCCIENOBaHME, IPOTOKON HCCiIeqoBaHus, mpenactaBieHHsli B JIOK, npomxen o0cobo
OroBapuBaTh TOT (PaKT, YTO ATO COIJIACHE MOJy4yaTb HEHYXKHO (MJIM HEBO3MOXXHO), U UTO
J0CTaTOYHO Oy/EeT MOJIyYUTh COTJIacHe 3aKOHHOTO MPEACTaBUTENS UCIBITYEMOIO, €CJI OH MpHU
3TOM MPUCYTCTBYET.

4. UndopMupoBaHHOe coryacue NalueHTa/A00POBOJILLA J0IKHO OATBEPKAATD:

41 dakT cornacus marueHTa /Uiy ero MpeACTaBUTEN Ha y4acTHe B HCCIEI0BAHUN;

42 (dakT mpeaocTaBIeHUs MAUEHTY/T00POBOJIBIYY BO3MOKHOCTH 33]1aTh JIFOOBIE BOTIPOCHI U
MOJIyYUTh HA HUX OTBETHI;

43 (baKT MmoaydeHus MarrueHTOM/ 100POBOIBIIEM TTOAMMCAHHOTO BPAUYOM — HCCIICIOBATEIIEM 1
UM JUYHO SK3eMIUIsApa JOKYMEHTa — HMH(pOpManud I TaIrrMeHTa/mo0poBosibiia U (GOpPMBI
MH(GOPMHUPOBAHHOTO COTJIACHSI.



