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1. HopmaTHBHBIE JOKYMEHTBI

- Konerurynueit Poceniickoit ®enepanuu ot 12.12.1993 i

- XenbcuHCKas JNexiapanus BceMHpHOM MeaUIMHCKON acCOIMalMK. JTHYECKUE MPHUHIIUIIEI
TpOBEACHHU MEMUMHCKUX HCCIICIOBAHUH C yIACTHEM YENOBEK B KAYECTBE CYOHeKTa, IpUHSATA
B I. XeNbCHHKY B HIOHE 1964 r. Ha 18-0it ['enepansroit Accambnee BMA;

- Pemenne Copera Epasmiickoifi DKOHOMHYECKONH KOMHCCHH OT 03.11.2016 r. Ne 87 «O6
YIBCPXICHHH  NpaBHI  Hajmexamed  OpaKkTHKH apmakoHam3opa  EBpasuiickoro
9KOHOMHYECKOTO COH03a;

- Pemenne Cosera EBpasuiickoif DKOHOMHYECKOH KOMHCCHH OT 3.11.2016 r. Ne 79 «06
yrBepxaenun IlpaBun Hanexamei KITMHUYECKOM IPAKTHKY EBpasuiickoro skosomMuueckoro
COI03ay,

- PykoBozcTBo /1st paGoThl KOMHTETOB IO STHKE, IIPOBOJAIIUX SKCIIEPTH3Y OHOMEIUIIMHCKHX
uccnenosanuid.  (BeemmpHas — Opranusanus 3mpaBooxpanenns,  JKemea,  2000.
TDR\PRD\ETHICS\2000/1);

- PyKoBOJCTBOM 10 Hammexaue KIHHEYeCKO pakTHKe MexX1yHaponHoi KoHdepeHuH 110
FAPMOHU3ALNH TEXHUYECKUX TPeOOBaHWH K PErHCTpauuy (apMaleBTHYECKHX IIPOAYKTOB,
TIpE/IHa3HAYCHHBIX IS pUMeHeHHs YenosekoM (ICH GCP Guidelines);




- GenepanbHblii 3akoH ot 21.11. 2011 1. Ne 323-B3 «O6 ocHOBax OXpPaHbI 3J0POBbS TPAXKAaH
B Poccuiickoit ®eneparnumy»;

- ®enepanbHelii 3akoH ot 12.04.2010 r. Ne 61-03 «06 00palleHyH JIEKAPCTBEHHBIX CPECTBY,

- ®enepanbHBIM 3aK0HOM 0T 27.07.2006 1. No 152-®3 «O MIEPCOHAIBHBIX JaHHEIX);

- Ilocranosnenune IlpaButensctBa Poccuiickoit Oenepannu ot 13.09.2010 . Ne 714 «O6
YTBepXkIeHUH TUMOBBIX MPaBHI 063aTENBHOTO CTPaxOBaHHsl JXKU3HHM M 3JOPOBbS IIal[HEHTA,
YACTBYIOIICTO B KIMHUIECKUX HCCIICAOBAHUSX JIEKAPCTBEHHOTO MPETapaTay;

- Ipukas @enepanbHoit ciy)65I 110 Haz3opy B cdepe 3xpaBooxpanenus ot 15.02.2017 r. Ne
1071 «O6 yTBepACHHHU MOPSIKA OCYIECTBIECHHS (apmakoHaizopay;

- 'OCT P 52379-2005. HauuoHanbHbIH crannapt Poccuiickoit ®enepanmun. Hamnexamas
IIIMHUYECKas  MPaKkTHKA, yTBEPXKIEHHas NpHka3oM (DelepalbHOrO areHTCTBA 110
TEXHUYECKOMY PETYIHPOBAHMIO H METPOJIOrHy oT 27.09.2005 r. Ne 232-cr;

- TOCT 33044-2014. MesxrocynapcTBeHHbIIH cranaapr. [lpunmuner Hamexameit
1abOpaToOpHOl  NPAaKTHKHU», YTBEPKICHHBIMH npukasom @DenepanbHOrO areHTCTBA 10
TEXHUECKOMY PEryTMpOBaHUIO U MeTpoIorkH 0T 20.11.2014 Ne 1700-cT;

- TOCT P HCO 14155-2022. HanuoHarbHBIH cranmapt Poccuiickoit ®enepanun.
Knunnyeckne uccnenoBaHus MeqMIIMHCKHX M3JIC/IUHA, MPOBOJUMEIE C YYaCTHEM YEJIOBEKA B
KayecTBe CyObekTa. Hamnexamas xidauyeckas IIPaKTHKA, YTBEPXICHHBIH MNPHKA30M
®enepanbHOro areHTCTBa 10 TEXHUYECKOMY DPEryJIMpOBaHHIO M METPOJIOTHM oT 15.11.2022 r
Ne 1289-cr;

- Pexomenparms Beicmedt  arrectanmonsol  kommecHu  «O MOPSAAKE IPOBEACHHS
OHOMEIMIMHCKHX HCCIENOBAHHI Y YeIOBEKAY;

- Ycras ®I'BOY BO «Spocnasckuii TOCYIapCTBEHHBIl MEIMIMHCKAM yHHBEPCHTET
Munucrepersa 3xpaBooxpanenns Poccuiickoit Denepanumy.

2. OcHOBHBIE NO/I0KEHHUS .

2.1. OK ocyuiectnser HaGmogeHHE 3a XONOM MPOBOJSAIIUXCS MCCIENOBAHMM, yxkKe
NOTYYHBIIMX ofgoOpenue DK.

2.2. KoHTpOnk Hax XOIOM TEeKYIUX KIMHHYECKHX HccleloBaHMi ocymecTisgercs DK Ha
OCHOBAHWH TIOJIYyYEHHOH HHPOPMALUM M KOHTAKTOB C HCCIICIOBATENISIMY,  CIIOHCOPaMH,
KOHTPAKTHBIMH HCCIIENOBATENILCKMMH OPraHU3alUsIMU B BUJIE:

- OTHYCTOB O CEPLE3HBIX HEXENATENIBHBIX ABJICHHSIX;

- HHpOpPMaIKH 06 OTKIOHEHHUSX OT IIPOTOKOJIOB;

- ICPUOAMIECKHUX OTYETOB 110 GE30IIACHOCTH,

- HMPOMEXKYTOYHBIX OTYETOB MCCNEAOBATENell O XOJe HCCIeN0BaHus, IPEJICTaBISEMBIX C

TICPHONMYHOCTEIO, ONpPE/IENIAEMON IPOTOKONOM HeclenoBanus win DK B Kakiom OTAEIHLHOM

cirydae, HO He pexe | pasa B rop;

- OTHCTOB MCCefoBATENEH, KacalolMXCs M3MEHEHMH JAM3aliHA HCCNENOBAHUS M ero

OTACJIBHBIX JOKYMEHTOB, a TAK)KC IOSIBICHHS TFOObIX JaHHBIX, YKA3bIBAONIHX Ha BO3pacTaHHe

PHCKa JUIS MCTIBITYEMBIX I yIIEMJICHHE MX IIPaB;

- 3anpocoB OK B azmpec wccienosateneii u CIIOHCOPOB O MPOBEIECHHUH HCCIECNOBAHUS, €ro

STHYECKHUX acCIeKTax, COOOACHUS peKkoMeHnanuu DK,

2.3. OK oneHHBAET COOTBETCTBHE HCCEOBAHMUS TYMaHUCTHYECKHUM M 3THYECKUM HOPMAaM.

2.4. OK npoBoauT 3KCIepTHAs OICHKY NOTIOJIHEHHH, [ONPABOK K MPOTOKOJIAM HCCIIE[0BAHMUI
H STHHECKOE CONPOBOKACHUE KIMHUYECKHX UCCIENOBAHHI BIUIOTh 10 HX OKOHYAHMS.
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2.5. OK npoBoauT 0OBEKTHBHYIO H HE3aBHCUMYIO OIIEHKY 0€30macHOCTH M CcoOIOmeHHMs
TIpaB 4€JI0BEKA IT0 OTHOWIEHHUIO K HCIIBITYEMBIM Ha CTAJUH NPOBENCHHUS HCCIEI0BAHNSL.

2.6. OK ocymecTBiseT KOHTpONb COOIONCHHS [IpaBUJI HaJIeKaled KIHHUYECKUHA
IIPaKTHKH 110 X0y IIPOBEACHHUS UCCIIE0BAHHS.

2.7. 3K sacmymmBaeT HH(OPMANHMIO O CEPHE3HBIX HEXETATEIBHBIX SBJICHHAX IO X0y
HCCJIEIOBAHUS.

2.8. OK paccMaTpBaeT aJMHHHCTPATHBHYIO HH(GOPMALHUIO 10 HCCICAOBAHUSIM (HOBBIC
BepCcUH GpOIIIOp HCCIIe0BaTeNs, H3MEHEHUS U JIOTIOJHEHHS K Opomnope Mccle0BaHus U APYTHM
JOKYMEHTaM M0 HCCIIEI0BAHHIO).

2.9. 5K paccMmaTpHBaeT OTYETHI O X0Jie H 3aBEPIICHAHN HCC/IeTOBAHHIL.

2.10. 3K paccMmatprBaeT HHGOPMALHIO 110 6E30MACHOCTH.

3. Ilopsinok paccMOTpeHHs MPOMEKYTOUHDBIX 0TYETOB 0 XO/€ HCCJIeI0BAHUS

3.1. IlepuomuvHOCTE HpeROCTaBIEHHS IIPOMEXYTOYHBIX OTYETOB O XOIE HCCIEIOBAHMS
ONPENCIIACTCS IIPOTOKOJIOM HccienoBanus uima JIDK B kaxaoMm oTaensHOM Ciy4ae, HO He pexe |
pasa B roj.

3.2. JlaHHBIE OTYETHI MOTYT MOAABATHCS B OyMa>KHOM H/HJIH 3JIEKTPOHHOM BHJE.

3.3 HampaBurensHoe mmCEMO B @ 2-X OK3EMIUIApaX, moAnucaHHoe I aBHBIM
HCCIICNIOBATENICM, JIOJDKHO COACPXKATh HOMEP U TOJTHOE HA3BaHHME HPOTOKOJA HCCIIEIOBAHHSI,
CBEACHHA O CIIOHCOPE M KOHTPAKTHOM HCCIIENOBATeNbCKOM opraHmsamun, ®UO I'masHOro
MCCIeI0BaTeIs, TIOJHEIH MEPEYCHb [PEACTABICHHBIX TOKYMEHTOB (IIPEACTABIAETCS B OyMakHOM
BHJIE).

3.4. Cekperapp OK ocymectBiser [IpUEM, IPOBEPKY IIOJIHOTBI COJCPIKAHUS BCEX
TOJIyYEHHBIX MaTEPUAIIOB.

3.5. Ha Ommwkaiimem 3acemanuu DK MHOpMalMs  3aciylIMBaeTcs, 0OCYKEaeTCs,
TIPMHUMACTCS K CBEJICHHIO (M1 BBIHOCHTCS JPYTO€ PELICHHUE).

3.6. OnuH 3K3eMIUISp HAPaBHTEIBHOIO MHUCHMA ¢ OTMETKOMH O NPUHATHN HHQOpMALUH K
CBEACHUIO (MM APYroM HpPHHSITOM PEIIeHHH), mpefocTapisercs I JIAaBHOMY HCCJIEIOBATENIO,
BTOpO#i OCTaeTcs B fokyMeHTax DK,

4. Ilopsiiok paccMOTPeHHsI 0THETOB 0 3aBepHIEHHH HCCTeI0BARMS
4.1. TnaBHBI wMCClemOBaTeNb MOJKEH npouHpopmupoBate DK o0 3aBeprueHuu

UCCJICNIOBAHHSA M 3aKPBITHH IIEHTPA, U [IPENOCTABUTE OTUET O 3aBEPIICHUH HCCIIeJOBAHMAL.

4.2. CrioHCOp HCCIICJOBaHUS WM KOHTPAKTHAS HCCIIETOBATENECKAS OpraHM3alus MOTYT
npenocTaBiaTe B OK (QHHATBHBIAN OTYET 1O HCCIIEMOBAHMIO HITH CHHOIICHC ¢buHaTBHOTO OTYeTa.
JlaHHbBIE OTYETHI MOTYT IIOJABATHCS B GYMAXKHOM H/HITH 3JIEKTPOHHOM BHJIE.

4.3. HampaBurensHOe THCEMO B 2-X OK3EMILISIpax, IOANHCAHHOE | JIaBHBIM
HCCIICAOBATENEM, NIOJDKHO COAEPXKATH HOMEP W IOJNHOE HA3BAHHE MPOTOKOJA HCCIICIOBAHHS,
CBCACHUA O CIIOHCOPE W KOHTPaKTHOM HCCIENOBATENBCKOM opranmsammn, ®UO [maBHOro
MCCTICNI0BATEIISl, TIOJIHBIA II€peYeHb NPEICTABICHHBIX JOKYMEHTOB (IpencTaBisieTcss B GyMaKHOM
BHJIE).

4.4. Cexperapp OK ocymecTBiser IIpHEM, NPOBEPKY IMOJHOTBI COACPXAHHSA BCeEX
NOJTYYEHHBIX MaTepPHAIOB.

4.5. Ha Omwkaiimem 3acemanmu DK HH(pOpMaNHs  3aciylmMBaeTcs, obcyxmaercs,
IIPMHUMACTCS K CBeJIeHHI0. ONIUH 9K3eMILSIP HAPaBHTEIPHOTO THCHMA C OTMETKOM O IPUHSATHH

HHGOpMalMK K CBemeHHMIO, mpemoctaBisercs | JTaBHOMY HCCIIEIOBATENI0, BTOPOM OCTaeTcs B
nokymeHTax DK.

Ctp.3u34



5. Ilopsiiok paceMoTpeHHst OTKIOHEHHIE oT IIPOTOKOJIOB HCC/IEA0BAHMIA

5.1. VInpopmanuss o nomymeHHBIX B XOA€ NPOBENCHUS MCCIECNOBAHMH OTKJIOHEHHH OT
TIPOTOKO/IA PaCCMATPHBACTCS 11O MEpE HOCTYIUICHHS B BUJIE OTAE/IBHEIX COOOILIECHU# MM B cOCTaBe
IIPOMEXYTOYHBIX OTYETOB O XOJI€ UCCIIETOBAHMIL.

52. HanpasutensHoe mHcEMO B 2-X OK3CMIULIpaxX, MOANHUCAHHOE [ JIaBHBIM
HCCIIeNIoBATENEM, NOJDKHO CONEPXKATh HOMEP M TMONHOC HA3BAHHE IPOTOKOJIA HCCIIENOBAHUS,
CBCNICHHA O CIOHCOPE U KOHTPAKTHOM HCCIICOBATENbCKON  opranm3anun, DOUO I'masHoro
HCCJIENoBaTeNsl, KpaTKOe ONMCAHHE OTKIOHEHHS, OLICHKY €ro BIMSHHUSA Ha 0€30macHOCTE
TIAllHCHTOB, IIOJHBIA IEPEYEHDb IIPEICTABICHHbIX AOKYMEHTOB (IIpeACTaBIsAETCS B GyMaXKHOM
BHUJIC).

5.3. Cexperapp DK ocymecTsiser TIPUEM, TIPOBEPKY IOJTHOTBI COAEPIKAHHUS BCEX TOTyYeHHbIX
MaTepHaJIOB.

54. Ha Gumxaiimem 3acemanmn DK MH(OpMANHS  3acTymmBaeTcs, obcyxmaercs,
IPUHHMACTCS K CBEJICHHIO (MIJIM BRIHOCUTCS IPYTOE peluexue).

5.5. OnMH 3K3eMIUTAp HANPABHTENHHOrO IMHCHMA C OTMETKOH O NPUHATHH MH(OpMAIMH K
CBEJICHHUIO (WJIH APYTOM MPHHSATOM PeIlleHun), IpenocTasisercs I JIaBHOMY HCCJIE[IOBATEINO, BTOPOi
OCTaeTcs B JokymeHTax DK.
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IIpencenarens DK { /—7 i
A.M.H., ipodeccop &/(/JZ IT.A. Ynxos
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