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l ITonoxkenue o JlokansHOM ITHYECKOM KOMHUTETE

npu ®IBYH KHUUTuIIK ®MBA Pocennu C.3/14
1 HEJIb
. Hacrosmmii [JlokyMeHT ycTaHaBIHBAaeT IpPHUHIHIIBI (bopMupoBaHHS, OCHOBHBIC

3a1a4H, QYHKLMH, TIPaBa, CTPYKTYPY, COCTAB H MOPALOK ACATEIBHOCTH JIOKATBHOMO 3THYECKOTO
xomurera (nanee - JIIK) npu ®I'BYH KHUUTUIIK ®MEBA Poceuu (manee - Yupexaenne).

2 OBJIACTb ITIPUMEHEHMUS$I

2.1 Hleiicteue  wacrosimero JlokymenTa pacnpocTpansercs Ha wneHo JIDK,
OPTaHH3aTOPOB, CIIOHCOPOB, MCCIIENOBATENEH, BCEX YYACTHHKOB KIIMHHYECKHX HCCIIC/IOBAHMI,
TMPOBOMMBIX KaK Ha 0a3ze YUpex)IeHHs, Tak ¥ Ha HHBIX KJIHHHYECKHX 6a3ax.

3 OTBETCTBEHHOCTH

3 OTBeTCTBEHHOCTD 3a pa3spaboTky, odopMicHHe, CBOEBPEMEHHYI) aKTYallH3aI[HIO
HacToswero Jlokymenta Hecer npencenarens JIDK.

3.2 OTBETCTBEHHOCTh 3a BBIMONHCHHE TpeboBanmii HacTosmero JlokymeHTa HecyT
BCC COTPYAHHKH, YYaCTBYIOLHE B AesTenbpHoctH JIDK,

3.3 Kourpons 3a cobnrogenueM TpeGoBanuii Hactosmero TToMoxkenns BO3JIaraeTcs
Ha npencenatens JIDK.

4 OBIIHE TTOJIOKEHUS

4.1 JISK ocyIecTBIsSeT CBOK JIeATeIbHOCTE Kak HE3aBHCHUMBIH OT 3aKa3yuka H
HCCIICIOBaTENs OpraH; B3auMo,ieiicTByer ¢ COBETOM 110 STHKE Munspara P®.

42 JIDK  pykoBOACTBYeTCA  MpHHIMIAMH HC3aBUCUMOCTH, KOMIIETEHTHOCTH,
CHIPaBe/UIMBOCTH M KOH(DMIEHIMAILHOCTH TNPHU  BBIMONHEHHH  HTHUECKON 9KCIIEPTH3EI
AOKYMEHTOB, KacalOmMXCs JIOKIMHUYECKMX W KIMHUYECKHX HCCIe[0BAHHIT JIEKAPCTBEHHBIX
CPEICTB M M3ACIHI MEIHUHMHCKOTO HA3HAYEHHS, IIPeTyCMaTpPHBAIOLIHX yYacTHe JIOJeH W/HIH
JKUBOTHBIX.

4.2.1 B cBoeit gestensroctn JIDK PYKOBO/ICTBYETCH:

- XenbCUHKCKOH  nekmapauueii  BeemupHOT  MepMUMHCKOl accolHalmfu
«Pexomeniatmy Jutst Bpaveit, 3aHUMAIOIUXCA BGHOMEIHLIHHCKHMHU HCCTIEIOBAHUAMH C YYaCTHEM
mojeny, npunatas 18-ii BcemupHoi MemuumHCcKol accambieeii (Punnsnaus, 1964 r.) B
COOTBETCTBHM C JICHCTBYIOLIMM TEKCTOM I1IEPECMOTPA;

- Beeobuieit nexnaparueii 0 6uostuke 1 npasax uenopeka (KOHECKO, 2005);

- Mex1yHapOIHEIMH -~ PYKOBOJAIIMMH NPHHUHIAMH 110  STHYECKHM acrexram
OHOMENMUIHMHCKNX HCCNEN0BAHUI Ha  TIOmAX, paspaborannbie  COBCTOM MeXIyHapOIHBIX
OpraHusalui Meauuunckux Hayk (CIOMS);

- Consolidated Guideline for good clinical practice (ICH):

- Jupektusamn  Cosetra w  mnapnamenta EC (PykoBoacTBo  mns  wienos
McenenoBarenbecKuX 3THUECKHX KomuTeTOR, 2010);

- Pexomenpauusamu FDA, EMA;

- ['OCT P HCO 14155-2014 «Haumonansubiii crangapr P®. Knununyeckue
ucenenosanus. Hajyiexammas KiiMHIYeCKas NpaKTHKa,

- DenepanbHbiM - 3akoHOM  oT  12.04.2010 No  61-d3  «O6 obpatieHun
JICKapCTBEHHBIX CPEJICTBY;

- DenepanbupiM 3akoHoM o1 21.11.2011 Ne 323-®3 «O6 ocHoBax OXpPaHbI 3[J0POBLA
rpazxiad B Poccuiickoil @enepaimmny;

- DenepanbHEIM 3aK0HOM 0T 27.07.2006 Ne 152-B3 «O [EPCOHANLHBIX JIAHHBIX »;
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- [Mocranosnennem [lpaBurensctsa PP or 13.09.2010 Ne714 «O06 yrBEpxkIAcHHH
TunoBeIX npaBmiI 0083aTeILHOIO CTPAXOBAHMS JKU3HH U 310POBBS NALUEHTa, YYaCTBYIOLIETO B
KIIMHUYECKUX UCCIIeIOBaHHAX JIeKapCTBEHHOrO Npenaparay;

- ITpuxazom Munucrepersa 3apaBooxpaHeHuss Poccuiickoit  @epepanun ot
01.04.2016 Ne 2001 «O0 yTBep:KIeHHH IIpaBUi HajJleyKalllel KIHHUYEeCKOH IIpaKTHKHY;

- [Tpukazom PoczapaBramzopa ot 15.02.2017 Ne 1071 «O6 yrepskaenun [lopsaka
OCyIllecTRIeHUs (papMaKkoHAI30pay;

- Pemenuem Cogera EBpazniickoii sxonomuueckoi komuccuu ot 03.11.2016 Ne79
«O0  yTBepKACHHM  IIpaBWI  HaaJuexamleH  KJIMHMYECKOH mnpakTHkd  EBpasuiickoro
IKOHOMHUYECKOT0 CO03a»;

- [Tpukazom Munzaparcoupazeutus P® ot 26.08.2010 No 7530 «O6 yTBep)ACHUU
NOpsi/IKa OpraHU3alMyd W IIPOBEJEHUS] ITHUECKOW OSKCIIEPTH3bl BO3MOXKHOCTH IPOBEICHHS
KIMHHYECKOr0 HCCJIEOBaHMs JIEKaPCTBEHHOrO IIpemnapaTa sl MEAMIMHCKOIO MPHMEHEHHS U
(hopMBI 3aKTIOUEHHS COBETA MO ITHKEY;

- MopensHbeiM  3akoHOM «O  3amuTe TpaB M JOCTOMHCTBA 4e/lOBEKa B
OHOMEOUIMHCKUX  HccleoRanusax»  (yrBepkaeH IlocTanoBneHueM — MeKIIapJIaMeHTCKOM
accaMOJIEH TOCYIapCTB-Y4YacTHHKOB COJApYXKEeCTBAa HE3aBHCHMbBIX rocyuapers or 18.11.2005
Ne 26-10);

- UHLIMH ~ HOPMATHBHO-TIDABOBBIMH  JOKYMEHTaMH,  perjJaMeHTHPYIOUIMMH
IpoBeaeHne OHOMETUITMHCKHUX HCCIEIOBAaHMIH ¢ yYacTHEeM YeloBeKa 1 )KMBOTHBIX B Poccuiickoi
Denepanuu.

4.3 JIDK paspabareiBaeT COOCTBEHHBbIE CTaHIAPTHBIC OIEPAllHOHHBIC TPOLECIYPBI
(manee - COII), ocHoBaHHEE Ha PexkoMeHAAUMAX KOMHMTETaM TI0 3THKE, [POBOISIIUM
IKCIIePTHIY OMOMEIUIIMHCKHX ucclle/10BaHUH (“Kenea, BO3, 2000,
(MOKOCHI/SIDCERIWHO/2004, CII6., 2004 u ap.), a Takke Ha HOPMAaTHBHO-IPABOBBIX
JOKYMEHTaX pOCCHHCKOI'0 3aKOHO/IaTe/ILCTBA.

4.4  JIOK Bener M XpaHHUT JOKYMCHTAIHMIO (CTaHJapTHBIC OIEPAl[MOHHBIE [IPOLEAYPHI,
JIOKYMEHTBl 0 coOmoneHMH wieHamu JIDOK koH(puIeHUManbHOCTH, IMPOTOKOJIBI 3ace/laHui,
OTYETBl O pe3ysibTaTax IPOBEPOK COONIOJIEHUS] 3THUECKMX HOPM B XOJC HCCICIOBAHMS,
KOPPECIOHIEHLMIO W JPYrHe JIOKYMEHTHI) B TeueHHe He MEHee 3-X JIeT IMOoCje 3aBeplieHMs
HECICA0BAHMS.

4.5 Best nokymeHTauus XpaHMTCsl B IIOMELIEHUSAX, HEJOCTYIIHBIX JUIS ITOCTOPOHHUX
JIMIL.

4.6 IlpenocraBnenune pokyMmeHToB JIOK TpeTeuM JnuIaM OCYUIECTBIISIETCS C
cobinrogenneM TpeboBaHMI 3akoHoxarenbcTBa Poccuiickoit ®enepalmd 0 MepPCOHATbHBIX
NIAHHBIX, KOMMEPUYECKOH, TOCY/IapCTBEHHON W HHOM 0XpaHsIeMO 3aKOHOM TalfHe.

47  DOTudeckas OJKCIEepTH3a [JOKYMEHTOB M MAaTEpHUajIOB OCYIIECTBISETCS Ha
0e3BO3ME3/1HOM OCHOBE.

4.8 JIDK wumeer 1paBo [OMOJHMTEIBHO OKa3blBaTh YCIYTH [0 [IPOBEICHHIO
SKCIIEPTH3bI M KOHCYJIbTUPOBAHMIO  HAyYHO-HMCCIEIOBATENLCKAX — NPOEKTOB,  HAy4YHBIX
1y OJIMKalMid, peKJIaMHBIX MaTepyasoB 1 T.J. Ha JOTOBOPHOI OCHOBE.

4.9 3aKa3uyHK (CIOHCOP MCCIENOBAHMA) BO3MELIACT aJAMHHHCTPATHBHBIC PacXo/ibl
JIDK B COOTBETCTBHH € YTBEP:KICHHBIM MPEHCKYPAHTOM, IIPH 3TOM OILIaTa HE 3aBHCHUT OT TOTO,
yTBep:k/1eHbl 1okyMeHThl JIDK nnu oTHocuTeNnbHO HccnenoBaHUs IPHUHATO Kakoe-Tubo JIpyroe
pelueHue.
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ITonosxenue o JlokanbHOM 3THYECKOM KOMHTETE C. 5/14
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S CTPYKTYPA

5.1 JIOK  sBjisieTcsl HE3aBHCHMBIM OPraHOM, OCHOBAaHHBIM Ha JOGPOBOJILHOM
YJIEHCTBE M COBMECTHOH JIeATENLHOCTH Bpaueill ¥ Y4eHBIX, KOMIETEHTHBIX B OMOMEIHIIMHCKHX
HCCJICAOBAHMAX JICKAPCTBEHHBIX CPEACTB, OHMOJOIMYCCKH AKTHBHBIX BELICCTB, TEXHOJIOTHII,
MaTepPHAIIOB, U3/EINH MEIHIMHCKOT0 HA3HAYCHHUS, @ TAKAKE CIICIHATHCTOR B 00JIACTH ATHYECKHX
W TPaBOBbIX BOIPOCOB, MPEACTABUTENEH OOLIECTBEHHOCTH, COLMAIBHEIX YUpPeXIeHUH u
00pa3oBaTebHbIX OpraHU3aIlHii.

52 B cocrae JI9K nomkHo BxoauTh He MeHee 5 u He Goiee 15 umenos, npuuem Kak
MHHHMYM OIHH M3 HHX HE JOIDKEH ABJIATLCA COTpyAHMKOM YupexaeHus. Ynensl JIDK He
JOJGKHBI UMETh JIMYHOW 3aWHTEPECOBAHHOCTH B KOHKPETHOM KIHHHYECKOM HCCEI0BAHUU
(SBJIATBCS TIABHLIM HCCIIE/IOBATEIEM MM COMCCIefoBaTelneM). B ciydae IpeironaraeMoro
ydactuss wiena JIDK B nnaHupyeMoM KIMHHYECKOM HCCIENOBAHMHM OH HE HMEET 1pasa
Y'UacTBOBAaTL B TOJIOCOBAHMH IIPH TNPHHATHH pEUICHHA 110 JAHHOMY KIMHHYECKOMY
MCCJIEIOBAHHUIO.

5.3 Hpencenarens JIOK  Haswauaercss mpukasoMm jaupektopa VYupesgenns. Ilo
npeutokennio  npeacenatens JIDK  npuxasom  gupextopa  VupexjieHHA  yTBEpkAAKOTCS
crpykrypa JIDK u ero nepconaisHelil cocras.

54 IMpencenarens JIDK - cneumasvcT ¢ BBICIIMM MEAMIMHCKMM o0OpazoBaHueM,
MMEIOUMH cepTH(UKAT Bpaua, YYEHYIO CTelleHb KaHIMIaTa MIH J0KTOpa HayK, MpOIIe/IIIHii
noaroroky 1o GCP, KOMIIETEHTHBII B OTHYECKHX M IIPaBOBBIX BOIPOCAX, C OIBITOM
OpraHu3alMy U NPOBeJeHHs OMOMEIMIIMHCKHX HCCIIC/I0BAHHH,

5.5 3amecturens npeacenarens JIDK - cneuuanucT ¢ BBICIIMM METMIAHCKUM HIIH
OMOJIOTHYECKHM HIH  (apMaleBTUYECKUM 0Opa3oBaHHEM, HMEIONIHii cepTudukar Bpaua,
KOMIICTCHTHBIH B 3THYECKHX M MPABOBBIX BOIPOCAX, C OIBITOM MPOBEACHUS! OGHOMEIHIIMHCKIX
HCCIIeJ0BAHHI.

5.6 Cekperaps JIDK - creunanuer ¢ BBICHINM MEAHLHHCKHM HIH OHONOTHYECKUM
Wik (hapMaleBTHYCCKUM 00pa3oBaHNEeM, KOMIICTEHTHbI B 3THYECKHX M TPABOBEIX BOIPOCAX,
BJIAJICIOLIMHA OCHOBAMM JIETIOTIPOU3BO/ICTBRA.

57  Ynemst JIDK - nmpeicraBMTend — MeAMUMHCKOH,  (papMaLeBTHYECKOI,
OMOJIOrHYEeCKOH, IOpHANYECKOM, (uIocodCcKoil, conMaTbHOIM, Hay4YHOH M JApYrux cdep
ACATENLHOCTH, 00/aJaronMe 3HAHMAMH B OGJNACTH STHUYECKOH JKCHEPTH3bl GHOMEIMIMHCKIX
MCCIIC/IOBAHMIA M 3A1IMTEI [IPAB NALMEHTOB M YYACTHUKOB KJIMHHYCCKHX HCCIIEN0BAHMIL.

5.8 Qnensr JIDK nojpkiibl ObITH pasHoro 1ojia M BO3PacTa; OHM BBHIGHPAIOTCS [10
JMYHOCTHBIM KayecTBaM, HA OCHOBE HX MHTEPECOB, 3HAHMH M KOMIICTEHUMH B MEIULMHCKHX,
HayUHBIX, STHYECKHUX H IIPABOBLIX BOIPOCAX, C YYCTOM COIIACHS PErYJSPHO YIAEISATh Bpems,
neobxomumoe st paGotsi B JIDK.

5.9  Ynens JIDK BLIOHparoTcss cpokoM Ha HATh JeT. CPoK HX [OJHOMOUMI MOKET
ObITh NpoAJeH Ha CHEAYIOUMA [ATHIETHMH mepuop, eciu wien JIDK [IPOJI0JIZKAET
COOTBETCTBOBATH BCEM HEOOXOAMMBIM KBAIM(DMKAIMOHHBIM TPEOOBAHMSIM.

5.10 Hnensr JIDK moryt GbiTh uckiouens: u3 coctaa JIDK npu Heno6pocoBecTHOM
BLINOJIHCHNM CBOMX 00A3aHHOCTEH, B 4aCTHOCTH NP YKJIOHEHHH OT YYaCTHS B 3ace/laHusax 03
YBOKUTENILHBIX npHuuH (bosnee 20 % 3acenaHmii B rox), pasrialleHHH KOoH(HIEHIHAIbHOI
MH(pOPMALKUK, Kacalonielicss KOHKPETHOrO KIIMHMYECKOTO HCCIEI0BAHMS H/MIIM X0/1a 3aCeIaHuii
JIDK, cucremaTiyeckoro otkasa OT y4acTHs B IPMHATHN PEIICHM 13-3a KOH(IMKTa HHTEPECOB.

5.11 Pacmmpenue cocrasa u BBEIEHHE HOBLIX WIEHOB B cocras JIDK mpopoautes 1o
peuwennio JIDK, npuaumaeMoro no pesynstaraMm rojocopanus wienos JIDK ¢ [IOCIIEIY FOTITHM
yreepagienues Hoporo cocrara JIDK aupexropom Yupexienus.

512 Kaxapii unen JIOK nosokeH 1HommcaTs cornaiienne o KoH(UIeHIHATEHOCTH.
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npu ®I'BYH KHUMUIuITIK ®MEBA Poccuu C. 6/14 {

5.13  Tpencenarens JIDK MOKeT NPHBIIEKATE HE3aBUCHMbIX KOHCYJIbTAHTOB-IKCIIEPTOB
1O y3KOCIELHAIM3HPOBAHHBIM  BOLIPOCAM JUIA TIPOBE/IEHHS 3KCIIEPTH3BI 110 KOHKPETHOMY
HCCJIEJOBAHUIO.

5.14  HesaBucuMble KOHCYJILTAHTBI [IpU  TIDUBJICYCHUH K TIPOBEJACHHIO HTHUYCCKOMH
SKCNEPTH3BI JIOJDKHEI TTOJIIICATh COrvIallleHHe 0 KOH(DUICHIHAILHOCTH H HE UMETh KoH(IINKTa
HHTEPECOB.

5.15  3acemauns JIDK mpoBOIsTCS B COOTBETCTBHH C YTBEPKICHHBIM IpauKoM Ie
PeKRC BYyX pa3 B MCCAL, a TakkKe MOTYT HasHayaThesl TpeicenaTenem JIDK o Mmepe
HEOOXO0AMMOCTH.

5.16  Cexperaps JIDK omosemaer Beex YHaCTHHKOB 3acellaHusl O JaTe, BPEMEHHM 1Ipo
BEJICHHA 3ace/latusl U CTO MOBECTKE HE MO3IHEE, YeM 3a 5 JJHEel 110 3acenaHus.

5.17  3Bacenmanue cumraeTcs IeHCTBHUTENbHBIM TIPH HATMYUM KBOPYMa, OTpeJIeNsaeMoro
kak He MeHee 50% oT cnrcoyHoro cocrTara wienos JIDK.

5.18  Ecnn 3acefanme npoBoMTCS ¢ 1ENBIO 00CYKI€HNs BBIABICHHBIX HAPYIICHUI B
HPOBCACHAH  KIIMHITYCCKUX  HCCIICJIOBAHMI  JICKAPCTBEHHBIX  CPEJICTB, pemenne JIDK
‘Hampagnsercs B COBET 110 9THKe Munsnpasa Poccuiickoit @eneparn.

519 Ha sacepanne moryr mpuriamarscs [PEICTaBUTE]IH OpraHH3aLNH-3aABHTEII,
CHOHCOpa K uccyieioBaTead. OHM HE IPUHUMAIOT YYacTUS B FOJOCOBAHHH.

5.20 Ha 3acemanme moryr [IPUIIAIIATECA HAYYHbIE KOHCYJILTAHTEI, CMEIHATHCTEL 110
KOHKPETHBIM 3aD0JICBAHHAM, HKCIIEPTBI 110 ITHYCCKUM M [IPABOBBIM BOIIpOCaM, MPEICTaBUTEIH
00uIeCTBEHHOCTH M p. OHM HE NPUHIMAIOT YUACTHS B IOIOCOBAHHIL

6 IEJHN U 3AJIAYH

6.1 Henwvto pestensnoctn JIDK sBnsercs obecrnedenne HE3aBUCHUMOMH 3THYECKOM
SKCIHEPTH3BL NOKYMEHTOB, COACPIKAIIMX HHPOPMALIUIO 0 GHOMEIHMIIHHCKIX UCCIICJIOBAHMSIX, JUIsI
AOCTHXCHUSA TapaHTHH COOMIONEHHS M 3allMThl JIOCTOMHCTRA, npaB, 0e30MacHOCTH H
Onaromonyumst BceX y4aCTHHKOB KIHHHYECKHX HCCIIeI0BAHUIL JIEKapCTBEHHBIX [IperapaToB M
MCIAHURHCKHX M3JCIHH, NPELYyCMATPHBAIOLIMX YYacTHe JIOAeH W/ AKUBOTHBIX, @ TAKXKE ISl
TPEAYNPEXACHUS U PaspelIeHHs] MOPAIbHO-3THYECKAX MpPOGJIeM, BOZHHKAIOMHX B nporecce
Hay'HO-HCCIIe/I0BATENBCKOI JEATENbHOCTH U B KIIMHUYECKOI TIPaKTHKe.

6.2 Mot noctusxenns uenm JIDK ocymecteiser CTIEYIOIIHE BH/IBI [CATEIbHOCTH,

6.2.1 Ha sTame NOArOTOBKM JIOKYMEHTOB W TIOJIYYEHHNs] paspelleHHsT Ha [POBEIEHHE
IJIMHHYECKMX  MCCIIEJIOBAHMH  JICKAPCTBEHHBIX — MPENapaToB ¢ MeAHIHMHCKHX H3ICIINH
(pynkunonansuele  obszannoctn  JIDK  sakmouvaiorcs B OKa3aHMH  KOHCYJIbTATHBHO-
MCTOJIMUCCKOW  MOMOLIM B Hpejesiax CcBoeil KOMIIETEHIMH B nojroroske Ilporokosna
KJIHHHYE€CKOT0 UCCIEIOBAHMS.

6.2.2 llpenaputensHas  STHYecKas OKCTIEPTH3a  NOKYMEHTOB  IIaHHPYEMOTro
KIIMHAYECKOro HCCICAOBAHMS JIGKAPCTBEHHOTO NIpenapara / M MeAUIIMHCKOTO M3IeIHS ¢ 1IpaBoOM
MPUHATHS pemeHns 00 ojo0pennn / Heomobpenun MaTEpUAJIOB HCCJIEJOBAHUH BO3JIOKEHA Ha
Coser no stnke Munucrepcrsa 31paBooxpaHenus Poceniickoit Denepaimu, ¢ nocnexyrouieii
BbUtaveld  paspeieHHs MuHHCTEpCTBOM 3npapooxpaHeHus Poccuiickoit  depepaunn  Ha
IIPOBCACHHME KIMHHYECKOTO UCCIIe10BaHMS.

6.2.3 Ha orane mnanupoBamus HayqHO-HUCCIEIOBATEIILCKUX  KIMHHYECKUX pabor,
BBUIONHACMBIX  COTPYIHMKAMH  YUPEKICHHUS HIH  COTPYIAHMKAMH apyrux  JIIIY ¢
HMCIOJIL30BAHNCM 3apETHCTPUPOBAHHBIX JIEKAPCTBEHHBIX [IPENapaToB H MeIMIIMHCKHX U3JICeTHI,
JIOK' ocymectraser stuueckyio OKCIICPTH3Y IPEACTABICHHLIX MaTEpHAJIOB C BbIHECEHHEM
pewenust 06 o106pennn/He0106pEHHN HAYIHO-HCCITEI0BATEIBCKHX pabor.

0.2.4  Ha »Tanc npoBefieHUs KIMHUYCCKMX HCCICIOBAHMI JIEKapCTBEHHBIX MpenapaTon
U MEJIMUMHCKMX m3aenuii JIDK:
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- OCYIIECTBJISET MOCTOAHHOE JHHAMHYECKOE HAOII0EHHE 3a X0/I0M KIMHHYECKOTO
Hccle10Banus, obecrieunsas coOlI0CHHE MHTEPECOB M IPaB YYACTHUKOB MCCIEIOBAHUS M
MEIHUHHCKOI'O rIepcoHaa,

- nmpoeepsier  Hanuuue  ogobpenus  Cometa mno  asthke  MHHHMCTEpCTBa
sipaBooxpanenus Poceniickoit Defepanuy MaTepHANOB HCCIE0BAHMA WM paspelieHus Ha
NPOBEACHHC KIHMHHYECKOTO HCcieaoBaina MHHHCTEpCTBOM 3/paBooxpaHeHus Poccuifckoii
deneparuu;

- B Clydae Havala wucciefoBaHud 0Oe3 ojobpenust ero CoBeToM MO 3THKE
Munncreperea  3apasooxpanenuss Poccumiickoit  ®eseparum  undopmupyer 06 aTom
paspemmTenbHble opranbl W CoBer 1o 3TMKe MuHHCTEpCTBA 3apaBooXpaHeHMs Poccuiickoif
Penepannu;

- KOHTPOJIMPYET ¢oOIII0/leHHe HTHYECKUX MPUHIMIIOB TMPH HaGope NalkeHTOB, B
LC/IAX MCKIIOYEHHS MPHUHYXKICHHA, OoOecreuuBacT CIpaBelIMBOE paclpejlelleHne BLIFOJ U
JIOTIOJTHUTEIBHBIX HArPY30K, NOIYYaeMbIX OT UCCIICHOBAHMUI;

- OKa3blBA€T KOHCYJIBTATHBHYIO IIOMOIIb BCEM Yy4YaCTHHKAM KJIMHUYECKOTO
HCClle/IOBaHH,

- CIEJIUT 33 CBOCBPEMEHHBIM TMOJy4eHHEM MH(DPOPMHPOBAHHOIO COIJIACHA Y
YUACTHUKOB HCCIIE/IOBAHHS JI0 HX BKJIIOYEHHs B HCCIICAOBAHMC,

. yacnseT 0co0oe BHUMaHUE NOJIyYeHU MH(POPMUPOBAHHOIO COTJIACHS NAIIMEHTOR
YA3BUMBIX TPYILIL;

- obecrieunBaer COOMIOCHHE ATHYECKMX M IPABOBBIX HOPM MPH Y4acTHH B
MCCJIC0BAIIMH [AIMEHTOB B KOMAaTO3HOM M 0eCCO3HATENIEHOM COCTOAHUM,

- KOHTPOJIHPYET TOYHOCTh COOMIOACHUS yTBepKAeHHOTro 1[poTokoa HecnepoBanus
M UCTIONIb30BAHKE €0 MOCIeAHEH BEPCHH;

- CJICAMT 3a CBOCBPCMEHHBIM IIPEIOCTABICHUEM YYACTHHKAM HCCIIEA0BAHHUS BCeil
JIOLOJIHUTENILHO MOCTYNaolled nHpopMaiun 00 HcclleyeMOM JIeKapeTBEHHOM Mpemnapare /
MEIHUITHHCKOM H3/EJIHH;

- CIIOCOOCTBYET  CBOCBPEMEHHOMY  MpeACTaBieHMI0 B COBET MO  ITHKE
Munucrepcrea  snpasooxpanenus Poccuiickoit  @enepauun, B peryampyiolme OpraHbI
urpopmanuu 06 orknoHennn ot IIporokona B LeasX ycTpaHEHHs MOTEHIMAIBHON OLACHOCTH,
YIPOKaIoNIeH HCIILITYEMBIM;

- OCYHIECTBACT KOHTPOJIb 338 CBOCBPEMEHHBIM BBIABICHHEM W PErHCTpalyeii
110001HbIX PEAKUMH, 33 OLIEPATHBHBIM O()OPMICHHEM OTYETHBIX JOKYMEHTOR M CBOSBPEMEHHBIM
MH(OPMHPOBAHMEM O HEXeIaTebHBIX d(dexrtax oduuMaNTbHBIX MHCTAHIMIT (CIOHCOPA,
3akazuuka, CoBeTa 110 sTuke MuHHCTEpCTBa 3/1paBooxpanenus Poccuiickoit desepatin);

- KOHTPOJIMPYET  MPHYHHBI  IIPEXKIECBPEMEHHOTO  BBIBOJA  MCILITYEMBIX U3
MCCIIEZIOBAHMS 110 MEIMUMHCKHUM IOKa3aHHAM;

- IpUHUMACT y4acTHe B ONPEOCICHHH HeoOXOJMMOCTH pAcKpbLITHS Koja B
HMHTCpCCax yHaCTHHKA UCCIIeQOBAHMA 10 MEIUIIMHCKHUM MMOKa3aHUsiIM,

- [IPUHUMACT YYaCTUC B ONPE/IEIEHUMH YCIOBHH JOCPOYHOIO IIpEeKpallcHUs
KIHHHYCCKOrO HCCIICIOBAHMS TIPH MMOJIYYEHHH B XOA€ NPOBEPOK MHQOPMAIMH O HApYILEHHU
lIporokoita ucciie0Banms, IpH BO3HUKHOBEHMH CEPhe3HBIX MOOOYHBIX PeakIMil, CriocoGHBIX
HAHECTH YIIEPO 3710POBBIO / JKM3HH YYaCTHHKOB MCCIIEJOBAHMS;

- B Clly4ae OTKasa HCILITYEMOIO OT y4YacTHS B KJIMHHYECKOM HCCIICIOBAHUN
KOHTPOJIHMPYET, HE YIIEMJISIFOTCS JIM €70 IIpaBa Ha MeJMLMHCKOE 00CIYKUBAHNUE U JIPYTHE BUJIbI
JICHCHUWA,

- KOHTPOJIUPYET HAJMYHME W HPAaBHIBHOCTL oQopmileHHsT Bcell HeoOXoauMoil
JOKYMCHTALHH;
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- 00ecreYruBaeT ONnepaTHBHOCTL PENIEHHS BO3HHKAIOUIMX B XOJE HCCACTOBAHUS
IpOOIIEM [UTS NPeJIOTBPAILCHHS HEraTHBHEBIX MOCIIEICTBUI HCCIIeHOBAHHS;

- B Clly4yae IMOATBEPK/ICHHA B XOJE¢ MOHHUTOPHHTA KIMHHYECKOIO HMCCIIE0BAHMUS
HCO/IHOKPATHBIX MJIH IPYOBIX HAapyUIEHHH 5THUYCCKHX HOPM BBIXOJHUT ¢ XOAATAHCTBOM nepen
PYKOBO/ICTBOM O BbIHECEHHH JUCLHINTMHAPHOTO B3bICKAHUS MM OTCTPAHEHUS OT UCCIIeJ0BAHMS
COTPYIOHHKA, JIOIIYCTHUBIIETO HAPYILICHHE.

6.2.5 Ha »srame 3asepmienMs KIMHHYECKoro wuccienosanus JIDK KOHTPOJIMPYET
coOIII0/IeHHe CTPAXOBBIX 00S3aTENBCTB NPH BO3HMKHOBEHHH yuiep6a 3/710pOBBI0 YY4CTHUKOB
MCCICNIOBAHUS OT MCIBITYEMOTO JIEKAPCTBEHHOTO Tpenapara / MeIHIHHCKOr0 M3MICIUs, a TAKKE
coOJIIOICHME  KOH(DMICHUMANLHOCTH 10  OTHOUICHHIO K YYACTHHKY MCCICAOBAHUS U
paspadOTYHKY [PH HCIOIb30BAHMM PE3YJILTATOR HCCIICAOBAHMS,

6.3 Ilopsmok 1poBeeHHS 3THYECKOH 3KCHEPTH3EI JOKYMEHTOB BKIIOYAeT B cebs
CIIEJIYIOIIHE DTAIIbI.

6.3.1 3aka3umk (CIIOHCOpP HCCITEAOBAHUS) 0GA3aH 3AKITIOUUTE ¢ YupexaenueM Jorosop
00 OKa3aHWM YCIYT MO HTHYECKOIl HKCIEpPTH3E BCEX NOKYMEHTOB, KACAIONIMXCS KIMHHYECKOro
HCCIIe/1OBaHN.

6.3.2 JIDK paccmarpusaer 3asBKy Ha TNpPOBEICHHE OKCTIEPTU3BI  CIIEIYIOLIMX
JAOKYMCHTOB, KacalolMXcs KIHHHYECKOIo UCCIIC/IOBAHUS:

- 3aABlieHne Ha uMs Ipejicenarens JIDK, noanucannoe riaBHbIM MecenoBatTeliem
(2 oxsemmspa), B KOTOPOM HEOOXOIMMO YKA3aTh KOOpAMHATBI (Tele(oH, 3. 1oYTa)
KOHTAKTHOrO JIMLA, HAIIPUMEP KOOPAUHATOPA UCCIIEIOBAHUS MITH COUCCIIEOBATEIS;

- paspeiienne Munsapasa Poccnu Ha nipoBejieHHe KIHHHUECKOTO HCCIeOBAHMS Ha
Oaze Yuperxienns;

- IIepeHCHb MEIMIIMHCKIX OPraHH3alui, B KOTOPBIX IPEAIONAracTces MPOBEICHHE
KIIMHHYECKOTO  MCCNCA0BaHMs (IOJIHOE M COKPALICHHOE HAMMEHOBAHWS, OPraHHU3alliOHIO-
npaBoBas (opMa, MECTO HAXOKAGHHS W MECTO OCYIIECTBICHHS JESTeNbHOCTH, Tesedo,
Tenedaxc, apec MEKTPOHHOMN MOUTHI KAXKI0H MEHIMHCKOH OpraHH3aITH);

- [IPOTOKOJI KIIMHHYCCKOIO MCCIENOBaHMA (aKTyalbHasi BEPCHsA) Ha AHTIHHACKOM
([IpH HAJTMYUHM) U PYCCKOM A3bIKAX;

- MH(OPMAIHOHHBIH JIMCTOK MalMEHTa/100pOBOIIbIA H ¢opma uudopmupoBanHoro
COIIACHS HAa aHIIMHCKOM (NPH HAJIMYMH) H PYCCKOM SI3BIKAX;

- MHAMBH]IYalbHAas PErMCTPAllMOHHAs KapTa NalieHTa/ 100poBoIbLa;

- KOMHA  JI0TOBOpa  00A3aTEILHOIO  CTPAXOBAHMUA  IKM3HH | 3JI0pPOBbS
HALMEHTOB/100POBOJIBLEB, YHACTBYIOMINX B UCCIICI0BAHHN;

' - AHCBHHKH, AHKEThl H JAPYrHe JIOKYMEHTBI, KOTOpPBIE IPEJCTONT 3arOJHATh
MaluMeHTaM/100pOBOIbIAM, YUACTBYIOUINM B HCCIEOBAHUN;

- Opormiopa uccIeoBaTels Ha PyCCKOM M aHIIMICKOM (MpH HATUYUK) A3bIKAX;

- cBelieHMs 00 ombiTe paboThl M KBaIM(MKALMM TITaBHOTO MCCAENOBATENS [10
COOTBETCTBYIOIIEH ClENMATbHOCTH, BKIIFOUAs €r0 ONBIT paboThl 110 MIPOBEAEHUIO KIIMHHYECKHX
HCCIIeOBAHHI;

- CBEACHHUA O IPEMNONAraéMbIX CpOKax NPOBEACHHS KIHHUYECKOTO MCCACHOBAHMSL,

- HH(OPMAIMA O COCTABE JIEKAPCTBEHHOTO MPENapaTa / MeAMIMHCKOr0 H3Jenusl;

- APYyTHEC NOKYMEHTBl M MAaTEpHallbl KIMHUUYECKOIrO HCCIEJOBAHMSA, B TOM YHMC/IC
MATCpUaJIBI, COACPIKAIIME OIMCAHME NCHCTBUH, HANPABICHHBIX HA LPHBICUYCHHE MALUCHTOB,
H10POBLIX 100POBOJILUEB K YUACTHIO B KIMHHYCCKOM HCCIICHAOBAHUMU, [TMChMEHHBIE MaTepHallbl,
KOTOpBIC OYJAYT NPENOCTAaBIEHBl YYACTHHKAM KIMHUYECKOrO HCCIEN0BAHMS, uHbopMmaums o
BPIILIATaX W KOMICHCALMAX yYAaCTHUKAM KIMHIYECKOrO MCCIENOBAHHAL, TEKYINas BEpCHs
HayuHoH Ownorpadmu Hccnenosareas H (Win) JIpYrHE MaTepHallbl, MOATBEPHKIAOIINE €I
KBanu(phUKaIHIO;
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- npensaymue pemenust Corera u/nnu Komurera 110 9THKe (IIpH HAJIMYHH).

6.3.3 Tlo pesynbratam paccMoTpeHHst 1okyMeHTOB JIDK BeIHOCHT 0J1HO M3 clleyIOlIHX
PEeIICHUIT:

- BbIJA€T 3aK/I109eHHE 00 0100peHNH IIPOBEAEHHA KIMHUYECKOTO HCCIEA0BaHMA;

- BBIJACT  3aKIIOUYEHHE O  HEBO3MOXKHOCTH  OJOOpPEHMS  KIMHHYECKOIO
HCCJIEJOBAHHS;

- PEKOMEH/IyeT BHECTH HM3MEHEHHs B IIpeCTaBIIEHHBlE JOKYMEHTBHl Ui IejleH
nocieayoulei BEIIaYH 3aKII0UeHHs 00 0000peHNH IPOBEACHUS KITHHUYECKOTO UCCIIE10BAHMUS;

- OTMeHSeT WM MPHOCTaHAB/IMBAeT paHee BBIOAHHOE 3aK/Ilo4eHHe o0 ogo0peHuH
HPOBE/ICHUS KITMHUUECKOTO HCCIe0BAHHUS.

7 OYHKIINH

Tl JIDK ocyluiecTBisieT IIJ1aHOBBLIH KOHTPOJIL 3a COOJIIOJIEHHEM JTHYECKHX U
NIPaBOBBIX HOPM IIPH NPOBEAECHUM KIMHMYCCKHX MCCIEHOBAaHHH U IpaB YYaCTHUKOB
KJIMHUYECKOT0 UCCIIe/IOBAHUS.

Tt JIDK ouenuBaer cOOTBETCTBHE KBaNH(HKALMH HCCASAOBATENs MJIAHUPYEMOMY
KJIMHHYECKOMY HMCCIICOBAHHIO Ha OCHOBAaHWM Hay4yHoH Ouorpaduu wuccliejioBaTenss ¥ HHOMH
JOKYMEHTAIMH.

1.3 B nponecce uccnenopanus JIDK nepuonuueckn (He pexe 0JHOTO pasa B TOX)
paccMaTpHUBaeT JOKYMEHTAIMIO U OLICHUBACT MPOBOAUMOE KIHHNYECKOe HCCe/IOBaHME.

7.4  JIDK wmoxer mnorpeboBaTh OT OpraHu3aTopa KIMHHUYECKOTO HCCIIe0BaHMS
NpPEI0CTaBUTh YYacTHMKY KIMHMYECKOTO HCCIIE0BaHMs [IONOJHHUTENbHbIE CBejleHHus o0
HCCIIE/IOBAHMM,  MOMHMMO  HMHGpOpMalnM, colepkamledcs B MH()OPMALMOHHOM  JIMCTKE
nawenra/odbpopoiblia, eci, no MHeHuro JIOK, 5To mo3BOMHT MOBBICHTL CTENCHL 3AlUTEI
1IpaB ¥ 6€30MacCHOCTH YYaCTHHKA KIIMHHYECKOTO UCCIICI0BAHMS.

7.5 JIDK ouenuBaer pasmep M NOPANOK OCYIIECTBACHHUS BBIILUIAT YYaCTHHKAM
KIHHHYCCKOTO HMCCIEI0BAHUs C 1IE]IbK0 BBIABJIEHUS HEOOOCHOBAHHON 3aMHTEPECOBAHHOCTH
YYaCTHHKOB KJIMHUYECKOr0 MCCIEAOBAHMUS MIM NPUHYXICHHS HMX K YYAaCTHIO B KIMHHUYECKOM
uccinenosanu. MHdopmanus, kacarouascst BbIIAT y9aCTHHKAM KIMHUYECKOIO MCCIIEIOBAHHS,
BKJIIOYAsE METO/bl, CYyMMBbl M rpa(HK BbIIUIAT, OTPa)KaeTCsi B HH(POPMALMOHHOM JHMCTKE
nanueHTa/qo0poBOIIbIIA.

7.6 JIDK MoxeT UpuBIeKaTb YIS [PUHSITHS pEIleHW M, o0J1agalonmx
CIICHHANIbHBIMH 3HAHHAMMU B COOTBETCTBYIOLIMX 06.]1210'1‘51)(, KOTOPLIC HC YIAaCTBYHOT B IIPECHHUAX H
I'0JIOCOBaHUH.

7.7 JIDOK coryiacoBeiBaeT NONPABKM B MPOTOKOJ KITHHHYECKOTO HCCIIEOBAHMS.

7.8 JIOK coBepiuaeT MHbIe ACHCTBUSA, HAIIPABJIEHHbIE HA HCIIOTHEHHE CBOMX (DYHKLMI
W [I0JIHOMOYMH. B HCKIIOUHTENBHBIX CIy4asX MOKET NPUHMMATh pEIICHHE O BPEMEHHOM
[IPEKPAILEHUH UCCIIEAOBAHMS WIM BLIXOAUThL ¢ XOAATAHCTBOM O IPEKPAIICHHH HCCIICAOBAHMA B
paspewinTesibHbie opraibl U CoseT mo stuke MuHHCTEpCTBa 3jipaBOOXpaHeHus Poccuiickoit
{enepanyuu, Koraa gaabHeHee MPOLODKCHUE MCCICA0BAHNS MOKET NMPHBECTH K HAHCCEHHIO
yluiepda 310pOBBIO MM XKU3HH YUYACTHUKAM HCCIICAOBAHHUA.

7.9 JIDK HesaMeIMTENBHO B [NHCBMEHHOM BHAE COOOUIAET HCCIICI0BATEIIO,
OpranuM3aTtopy  KJIMHHYECKOr0  HCCIEIOBAHHA O  CBOMX  pelIeHMsX,  Kacaloluxcs
[PHOCTAHOBIICHUS/IIPEKPAIIEHUS  KIMHUYECKOrO HMCCHIEHOBAHUS, M LPUYMHAX —[IPHUHITHS
peleHus.

7.10  Ecim npoTokon mpeaycMaTpHBaeT HEBO3MOKHOCTH IIOJIyYEHHs COIJIacHs Ha
y4acTHEe B MCCIIEJ0BAHMH Y MAllMeHTa/Io0pOoBOIbIA HIM €ro 3aKOHHOTO TpeJCTABHTENs 10
MOMCHTa BK/JIHUYCHH IIallMEHTa/A00pOBONIBIA B HCCIC0BAHNE, B TOM YHUCIE HPH HEOTIOKHBIX
cocrosnuax, JIOK noyked yOeauThCs B TOM, UTO MPEICTABICHHBIH NMPOTOKOI W (W) Jpyras
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JOKYMEHTAIlMSA ~ COOTBETCTBYIOT ~OTHYECKMM HOPMaM, a TakkKe MWHBEIM 0043aTeIbHBIM
TpeOOBAaHUAM JUIS TAKUX HCCIIEI0BAHUH.

7.11 JISK o6ecneunBaer XpaHeHHEe NOKYMCHTOB, CBS3aHHBIX C HPOBEICHHEM
KJIMHHYECKOTO HCCICAOBaHHs, B TEYEHHE TpeX JIET TOC/Ie 3aBepIieHUs KJIMHHYECKOTO
nccnenosanus. [lpenocrasnenne nmoxymenrtos JIDK TpersuM 5umaM ocylecTBISETCS C
coOmonenneM TpeboBaHuil 3aKoHoJaTenbcTBa Poccuiickoil ®emepanuy o HepcOHATBHBIX
JIQHHBIX, KOMMEPYECKOI1, FOCY1apCTBEHHOH M HHOH 0XpaHseMOH 3aKOHOM TaiiHe.

7.12 Ilporoxon 3acenanus JIDK primrouaet B ceGs cre/lyromume pasaeisl:

- MECTO, JlaTa U BpeMsl IPOBEICHHA 3ace aHus;

- CITHCOK MPUCYTCTBYROUIMX WieHoB JIDK;

- IIOBECTKA 3aCeHaHus;

- INPHHATHIE PEIICHUS;

- MHCHH OTACHbHBIX wieHoB JIDK, ecnu peieHue npuHITO He ¢UHOIIACHO;

- nojnucu npeacenarens JIDK, cexperaps JIDK.

7.13  Ilporoxkon 3acemanus JIDK mnpejocraBisieTcs IVIaBHOMY HCCIEIOBATENIO /
IIPE/ICTAaBHTENIO 3aKa3YnKa HCCIIeOBaHuU B TeUCHHE 3 JIHEH MOCIIe IPOBeIeHHs 3aceIaHus.

7.14 B ciyyae orpunarensnoro pemenns JIDK jo/mken 060cHOBATh NIPHYHHY 0TKa3a.

7.15  Ecnu opranusaums-3asBHTENb WM MCCIEJOBATENbh HE COMTACHBI C pelICHHEM
JIDK, onu moryT notpeboBaTh:

- [IOBTOPHOI'0 PACCMOTPCHHS JOKYMEHTOB € MpHIJIAllcHHEM HX Ha 3aceganue JIDK
JUIs ApryMEHTHPOBAHHOIO O0OBACHEHHA CBOCH MO3HLMH;

- IIPUBJICYCHUs. K paccMoTpeHuio Bomnpoca CoBera mo 3THKe MuHHCTEpCTBa
3apaBooxpaHeHus Poccuiickoii @epepanuu.

7.16 ®ynkuuu yyactuxos JIDK.

7.16.1 Ilpeacenatens JIDOK sBisercs oduumaneabiM npencraeutenem JIDK B ero
KOHTAKTaX ¢ 3aKa34MKaMH (CIIOHCOPAMM), 3aBUTEIAMH, NCCIEIOBATENISMH, PEIYJIMPYIOIMMH U
KOHTPOJIHpYIOUMMK opranaMid. OH rapanTHpyeT COOTBETCTBHE AcATeNbHOCTH [100MKEeHHIO O
JIDK, cranpaprubiv onepanuonusiM npoueaypam (nanee - COIl) M HOpMATHBHBIM akTaM
Poccuiickoii @eepanun, MexIyHapoAHbIM HOPMAM PO BEJIEHHSA KIMHUYECKHX MCCIICI0BAHMIA,
BefeT 3aceaanus JIOK, oTeuaeT 3a MpHBIICYEHHE HE3ABUCHMMBIX KOHCYJIBTAHTOB JUIS
IPOBEACHHUA CHEUM(UYECKONR 3KCIEPTH3bl 110 KOHKPETHOMY HCCIIENOBAHUIO, O00ECIeUMBAET
CBA3b C 00IECTBEHHOCTRIO.

7.16.2 3amecturens Ipencenarens JIDK orseuaer 3a nposeeHHe 3aceianuil, a Takke
BBITOJIHACT HHbIE 00a3annocTH Ipencenarens JIDK B ero orcyrcrere.

7.16.3 Cekperapy  JIDK  oTBewaeT 3a  clleAylOliMe  OpraHU3allMOHHBIE U
AIMHUHHUCTPAaTUBHBIE ACIIEKTE] JeaTensHocTh JIDK:

- OpraHHu3alus JIeNONPOM3BOACTEA 0 KAXIOMY O0OpalieHuio ¢ 00s3aTesIbHBIM
3aI0IHeHneM Beex (opm, npeaycmoTpennbix COIT;

- MMOArOTOBKA IIOBECTKU M BEACHUE TIPOTOKOJIOB 3aCeAaHMIA;

- BCJICHHME TEKYILEH NOKyMeHTallMu 1 apxuBa JIDK;

- ocymecTBieHHe cBa3H ¢ wieHamu JIDK, a Tawke ¢ gumamMu  W/Miu
opranusanusamu, obpatusmmummcs B JIDK;

- TOArOTOBKA MAaTepUaloB sl  OOHOBICHMs MH(DOPMAIMH [0  BOIPOCAM,
Kacaroummcest JiestenpHocTr JIDK, Ha opunmansHoM caiite Yupexnenus;

- BeJieHre pabounx KypHAJOB M BHYTPEHHEH JOKYMEHTALMH, HPENyCMOTPEHHOI
COIT,

- npurnauienue Ha sacefanus JIDK Bcex 3aMHTepecOBaHHBIX JIMI[ M0 YKA3aHUIO
Ipeicenarens JIDK; 5
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- o0ecneYMBacT CBOEBPEMEHHYIO BbIAUy MHCBMEHHOTO 3aKIIIOUEHMS] O [PUHITOM
Ha 3aceJlaHuM pellleHuH (B TeueHue JBYX pabouMx IHEH Tociie JaThl NPOBEISHUS 3aceIaHu).
Joxymenrauus Hocnt KoHQUACHUMaNbHLIH XapakTep. Ecmm pemenue JIDK npunsro nHe
clIMHOINacHo, ocobble MHeHus uwienos JIDK sanuceiBatorcss B IlpoTokone 3acenaHus u
JOBOUATCS 10 CBEJIEHHSI MCCIIEOBaTeNlss BMECTe ¢ pellleHHeM, MNPHHATEIM OONbLIIMHCTBOM
roJIOCOB.

7.16.4 Oobssannoctu ynenos JIDK:

- yuacTue B 3acejanusx JIDK;

- paccMOTpCHHE, HKCNEpPTH3a, OLECHKA H 00CYXKJIEHHE JIOKYMEHTOB, KacaloIuXcs
KIMHHYECKMX  MCCIIEJIOBAHUE, PpEUEH3HPOBAHHE IIPOEKTOB IYOIUKALMOHHBIX MaTepHaIoB
(Te3HCOB, cTaTeH, 10KIa/10B, JUCCEPTALMH U T.I1.), NPEACTABICHHBIX Ha YKCIEPTHYIO OLICHKY:;

- NpoBepKa Haiuyus  paspeiieHus Munsgpasa Poccun Ha  1mposejieHue
KIMHHYECKOI0 HCCJIeJOBAaHHS JIEKApCTBEHHBIX CpelcTB W 3akmodenuss CoBeTa 110 JTHKe
Munszapasa Poccuu 06 omobpennn MaTepHaloB KIHHHYECKOTO HCCAEA0BAHMA JICKAPCTBCHHBIX
CPEJICTB;

- OKCHEPTH3a BCCX JIOKYMEHTOB, TmpeactaBiacHHelXx B JIDK juist  ogoGpenus
KIIMHHYCCKOrO  MCC/IE/IOBAHMS, B COOTBETCTBMM € TpeOGOBAHMAMH  NEHCTBYIOLIETO
3dKOHO/1aTEILCTBA,;

- pacCMOTpeHHEe NPEeATaraeMbIX 3asBUTEIAMH IIONPABOK K JIOKYMEHTAM M
OOHOBJIEHHBIX BEPCHIl JOKYMEHTOB TCKYUIMX KIMHHYIECKUX HCCIIEI0BAHMI:

- pacCMOTPEHHE OTYETOB O CIIy4asx HeXkKeNaTellbHbIX H CePhe3HBIX HekKeIaTebHBIX
SIBJICHHIA;

- paccMOTpEeHHE OTYETOB O XOJI¢ HCCIEI0BAHMI;

- KOHTPOJIb 32 COOIIOAEHHEM OSTHKO-TIPABOBBIX HOPM B XOJ€ KIHHHYECKOIO
HCCIIeIOBaHH JIEKAPCTBEHHOTO CPEJICTBRA;

- OIICHKA OKOHYATEILHBIX OTYETOB 00 MCCIENOBAHUSIX U HX PE3YIILTATOB,

- obecrieueHne KOH(QHASHIHANLHOCTH JOKYMEHTOB H  HX obcyxkaeHuss Ha
3acenanusax JIDK;

- 00bABIEHHE 0 KOH(IIMKTE HHTEPECOR;

- yHacTue B OPraHu3alimi W NPOBE/IGHUH 00Pa30BaTesIbHBIX MepONpusTHii B chepe
ITHKH OMOMENULMHCKUX MCCIIEJIOBAHMIL;

- TMOBBIIEHHE KBaIH(HUKALMH 110 STHKO-TIPABOBBIM BoOmpocaMm, yuyactue B GCP
TPEHUHTaxX U T.1.

8 B3AUMOJIEVICTBME C JJPYTUMHA NOAPA3JEJEHUSIMU

8.1 JIDK' paboraer Bo B3aumoseiicTBUM cO BceMH JiedeGHbIMMU noJipas/ieIeHUAMH
Yupexenus, o0ecrieunBas KauecTBo MPOBEACHUS KIHHHUECKUX MCCIICI0BAHMIL

9 ITPABA

9.1 Ynensr JIDK umeror npago:

9.1.1 KoHTponupoBaTs co0I0aeH’e KOH(HUAEHIIHATEHOCTH 110  OTHOIICHHIO K
YHACTHAKAM HCCIIC/I0BAHMI U K pa3paboTUHKy IPH HCIIOABL30BAHHH Pe3yIILTATOB HCCIIE0BAHMS.

9.1.2 B mnpexenax cBoell KOMIETECHIMH KOHCYJIbTHPOBATh HAYYHBIX COTPYJIHHKOB M
Bpauyel Ha MpeIMET COOTBETCTBUS HAYUHBIX MCCIICIOBAHHMIL, NPOBOJMMEIX B YUpeKIeHHH,
MEXAYHAPOJIHBIM dTHYECKUM HOpMaM U Tpeboranuam GCP.



GIBYH KHUUT ulIK PMBA Poccun (IT-10)-43-007

Bepcust 5

Tlonoxenue o JlokajabHOM 3TUYECKOM KOMHTETE

npu GPI'BYH KHUHUI'uIIK ®MBA Poccun e |
10 UCTOPUS TOKYMEHTA
ABTA Onucanue o0HoBJACeHU/ ML,
HRE g OcHoBaHue JJIs BHECEHHs U3MEHEHHH s —
B JlelicTRUE pazpaboTiuIHKa
27 122019 4 Beenen B aeiictBue B3amen TTJI-KM-43-007 H.M. Tlo3neer
«[lonoxkenne o  JlokambHOM  3THYECKOM
komurere npu OI'BYH KHHUUTHIIK OMBA
Poccumy» Bepcus 3
5 Beenen B aeicersue B3amen [1JI-KKM-43-007 H.M. Ilozneen

«llonokenne o JlokaapHOM — OTHYECKOM
komurere npu OTBYH KHHUUIuIIK ®MBA
Poccum» mepcus 4 u  COII-KH-43-006
«Co3aHHC W OpraHM3alis  JeATeJbHOCTH
JlokansHoro studeckoro komutera npy @I'BYH
KHUMI uIIK ®MBA Poccun» Bepcus 1:

1. M3MeHeHue kojaa, CTPYKTYpbl U odopMieHus
noxkymenra B coorserctBuu ¢ (I1-01)-00-029
«¥YpaBiicHHE JIOKYMEHTalucH CHCTEMBI
MCHEDKMCHTA KaueCcTBay;

2. Jlob6aenen pazgen 8 «BsammoneicTBHE C
APYTHMH TIOApa3/Ie/ICHUIMU»




