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1. O0ne TpeboBanus

L.1. IlanmenT/no0poBonen J0/MKEH MOJTYYHTh B MHCEMEHHOM BH/IE MOJIHYIO, 00bEKTHBHYIO, JOCTOBEPHYIO
H HECOOXOOMMYIO Ul NPUHATHA OCO3HAHHOIO pEIIeHHs 00 y4aCcTHH B MCCJIEIOBAHMH HH(OOPMAIHIO,
HAITHCAaHHYIO Ha PYCCKOM SA3BIKE, JOCTYIIHO M3JI0)KEHHYIO U IOHATHYIO Ul HENPO(ECCUOHAIOB, XOPOLIO
OTPEAAKTHPOBAHHYIO, CHA0XEHHYIO IOSCHEHHWSMH B OTHOIIEHHWH MEIUIMHCKUX TEPMHUHOB. OITa
HHQOpMAIKs NOJDKHA M3JIaraTh MEAMIIMHCKHE BOIPOCHI, HE CKpBIBas NpPaBJbl, HO C JICTMKATHOCTBIO H
4yBCTBOM TaKTa.

1.2. WHpopmManus nns mnaumenTa/mobpoBosibiia ¥ (GopMa HHOOPMHPOBAHHOIO COTJIACHS JOJDKHEI
MPEACTABJIATh COOOH [BE HEpas3phIBHBIE YaCTH EIHHOr0 JOKYMEHTa. JTOT JOKYMEHT CIIEAyeT
pacCMaTpUBaTh KaK MHCbMEHHOE NOATBEPKACHHE YCIIOBHH, HAa OCHOBAHHH KOTOPBIX MAallMEHT/100pOBOJIELL
W/WIH €ro 3aKOHHBIN MpECTaBHTEb IPUHUMAIOT PElleHHe 00 y4acTHH B MccienoBaHud. HeoOxoaumo
yKa3aTb Ha JOOpPOBOJBHOCTH y4YacCTHsS B HCCJIEJJOBAHMH M BO3MOXKHOCTh OTKA3aThCA OT JalbHEHIIErO
y4acCTHs B HCCJICIOBAHHH B JII000€ BpeMs, 0e3 yuiepOa 1t OCHOBHOIO JICYEHHUS.

2. Madopmanus aJsi NalHeHTa/100poBoJIb1a
2.1. UudopMmaims 11 nanueHTa/ 100poBoIblia JIO/KHA BKIKOYATh CIIEAYIONIHME CBEICHHUS
* Ha3BaHHUE HUCCIIENOBaHMUA (II0JIHOE HA3BaHUE MPOTOKOJIA, HOMEP), HOMEP WJIH J1aTy BEPCHH;

* Ha3BaHHE€ KOMIIAHHH CIIOHCOpa HCClIeN0BaHUsA/KaQeaApbl/MEIUIIMHCKOM OpraHu3alluui/Hay4dHOH
OpraHU3alluHu;

* aJIpecC, 110 KOTOPOMY IIPOBOJAUTCS HCCJIEIOBAHHUE;
* XapaKTEpHUCTHUKa LIEJIEH W 3a/Ja4 MCCIEJI0BaHUA, 00bEMa (B KaKMX CTpaHaX, CKOJIBKO LIEHTPOB, 0oOIIee
KOJIMYECTBO BKJIKOYEHHBIX MAIIUEHTOB), €r0 NPOAOKHUTEIbHOCTD;

* XapaKTEpPUCTHKA IpEeaMeTa HUCCIIEAOBaHUs (HampUMeEp, JIEKAPCTBEHHOrO CpEeJICTBA), MEXaHH3Ma €ero
NIEMCTBHS, HAKOILJIEHHBIH OIBIT €ro NIPUMEHECHHUSI;

* ONMCAHHWE JU3aiiHa MCCIIECOBAHMUsA, NPOLEAYpPbl HCCIEJ0BAHUA, BKJIIOYAs HWHBA3WBHEBIE, BapHAHTEI
JIE4EHHS B MPOLIECCE UCCIIEA0BAHUA U BEPOATHOCTD CIIy4alHOI O paclpeIe/ICHUs B OJIHY U3 IPYIII JIEYEHHUS;
* ACIIEKTHI HCCJIEIOBAHHUSA, KOTOPbIE HOCAT SKCIIEPUMEHTAJIbHEIA XapaKTep;

* yyacTHe CyOBEKTa B HCCIIEIOBAHUHU ABJIAETCS NOOPOBOJIBHBIM, H OH MOXET OTKA3aThCS OT Y4aCTHSA WIIM
BBIMTH U3 UCCJIEIOBAHHUA B JIIOOOHM MOMEHT 0€3 yuiep0a JU1si OCHOBHOTO JICYEHUS;

* BO3MOXKHAA I10J1b3a OT YYaCTHUSA U PUCK, CBA3AHHBIN C UCCIICJOBAHUEM;

* 00513aHHOCTH CYOBEKTA UCCIIEAOBAHUSA B X0€ HCCIIE0BaHUs, HEOOXOIMMOCTh OTKa3a OT HCII0JIb30BaHH
HEKOTOPBIX APYIHX JICKAPCTBEHHBIX CPEACTB, ONPEAEICHHBIX TPOAYKTOB IIUTAHUS U IIp.;

* Ip00JIEMATHKY YYaCTHUS B HCCIIE0OBAaHHH O€PEMEHHBIX JKEHILHWH H KOPMSILUX MaTepex;

» pOecrieyeHue HeOOX0IMMOr0 JIEYEHHS B CJIy4ae MPEKpALICHUs YIaCTUS B UCCIICIOBAHUMU;

* IOPSAAOK U pa3Mepbl KOMIIEHCALIUH PacXO/0B, €CIIM TaAKOBasl MIPEIYCMOTPEHA;

* MIOPANOK OOecredyeHns NMaluueHTa/100poBoJiblla MEIUIIMHCKOH ITOMOIIBIO WJIM IOKPBITHS PacxoJiOB Ha
TAKOBYIO B CJIy4ae HaHECEHHUs yniepOa 310pOBbIO NallMeHTa/J00POBOJIbLIA B XO/I€ HCCIIEI0BAHHS;

* pyHbOpPMALIMA O CTPAXOBAaHUU 3/0POBbs INAIMEHTA/I00POBOJBLA HIM 00 HHBIX TrapaHTHAX (€CiIH
IIPUMEHHUMO );

* iHGOpMaLHUs 0 KOHQHACHIHAIBHOCTH HH(POPMALIHH O CYOBEKTE HCCIIEIOBAHUS;

* HHGOpPMALIMA O MPAMOM JOCTYIIE K OPHIMHAJIBHBIM MEIMIIMHCKHM 3alMCSAM CyOBEKTa HCCIIEIOBAHMS
MOHHUTOpPOB, ayauTopoB, JIOK, yIOJIHOMOYEHHBIX OpraHoB [UIS TIPOBEPKH IPOLEAYP H JaHHBIX
MCCJIEIOBAHMUSA;

* KOHTaKTHbIE aapeca M TenedOHbl, MO KOTOPBIM CYOBEKT HCCIEJOBAHHUS MOXET IIOJYYUTh
JNOIOJHUTEIBbHYIO HH(GOPMALIMIO, B TOM YHCIIE, I10 IIPABOBBIM BOIIPOCAM;

* CBEJICHHS O IIPEAOCTAaBJICHUH JOIIOJHUTEILHON HH(OPMAIIHH B X0JI€ HCCIICJIOBAHUS,

* BO3MOXHBIE OOCTOATEJLCTBA M IIPHYHMHBI, 110 KOTOPBIM Yy4YacTHE B HCCIIEJIOBAHHH MOXET OBITH

NPEKPANICHO.
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2.2. UabopMaIMOHHBIN JIMCTOK MallMeHTa/100poBOJIblA HE JI0JDKEH COJIEPIKATh!

 GHOPMYJIHPOBOK, TMPAMO WM KOCBEHHO CKJIOHSIOMIMX CyOBEKTa HCCIECNOBAHHMs WK €ro 3aKOHHOTO
NpEe/ICTaBUTEIsl OTKAa3aThCsAd OT 3aKOHHBIX INpaB, a TaKke (OPMYJIUPOBOK, MPAMO HIH KOCBCHHO
OCBOBOYKIAIOIMX HCC/IEN0BATENs, MEIHIMHCKOE YYPEXKIEHHE, CIIOHCOpA WM MX IPEACTaBUTEIEH OT
OTBETCTBEHHOCTH 3a XaJIaTHOCTH;
* CIIELIHAIIBHBIX TEPMHHOB, HE MOHATHBIX CYOBEKTY MCCIIEIOBAaHUS WIH B COOTBETCTBYIOILHX
Cny4asix ero 3aKkOHHOMY IIpeJACTaBHUTEIIO.

3. ®opma HHGOPMHPOBAHHOIO COTJIACHS MALMEHTA/100POBOJIbLIIA

3.1. UadbopMHpOBaHHOE COrJIacHe MALMEHTa/100pOBOJIbIA JOJDKHO IIOATBEPHKIAATD:

* (hakT coryiacus naHeHTa/aAo0poBOJIbIIA H/WIIH €ro MPeICTaBUTE/ A Ha y4acTHE B UCCIICIOBAHHH,

* (aKT nMpesoCTaB/ICHHs MAIMEHTY/100pPOBOJIBIYY BO3ZMOXHOCTH 3a/1aTh JIIOObIC BOIIPOCH! H IIOJYIHTE Ha
HHUX OTBETHI;

(haKkT MmoJydeHHS MAlHEHTOM/H00POBOIBLEM ITOANHCAHHOIO BPavYOM-HUCCIEAOBATEIEM H MM JIHHHO
SK3eMIUISIpa JOKYMEHTa - MHGOOpMAalMK Ui NalueHTa/o6poBonbua W (HOpMbl HHOOPMHPOBAHHOIO
COrJIacHs.

3.2. B ciydae eciM IMPOTOKOJIOM IPEIyCMOTPEHO ydYacTHE B MCCIENOBAHHH HECOBEPIICHHOJICTHHX,
KOTOPBIE MOTIYT IOHSATH CMBICI NMPOMCXOJALIEr0 M JaTh CBOE COIVIAaCHE HAa y4acTHE B HCCIICAOBAHHH,
HH(OPMALMOHHBIHN JTUCTOK B opMa HHHOPMHPOBAHHOTO COIJIACHSA JOJDKHEI OBITh HAITHCAHBI B MMOHSTHOH
JUIA HECOBEPIIEHHOJETHHX (opMe, KOTOPYI0O OHHM COOCTBEHHOPYYHO IOANMCBIBAIOT H JATHPYIOT B

JTOMIOJIHEHHH K IOIHCH MX 3aKOHHOTO IpeacTaBuTesis. Jis KaxkI0H BO3pacTHOM IPYyINIbI JI0JDKHEI OBIThH
[IpeyCMOTPEHBI OTAEIbHBIE HHPOPMALIMOHHBIE JINCTKH COOTBETCTBEHHO BO3MOKHOCTAM BOCITPHATHS.

4. ®opMbl U IPHJIOKEHHS ( Her

IIpeacexarens JIDK A.B. MamMouinH « 01 » cenTabpsa 2023 r.
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