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TOCYAAPCTBEHHbIfr CTAHAAPT PECTIYEJII4KI,I Y3EEKI{CTAH

qxu u KJII,IHI,IK AMAJII,IiiTI4 (GCp)

H AAn E )ItA IIIA.fl KJII,IHI.IqE C KA.fl IPAKTI,IKA (G C p)

GOOD CLINICAL PRACTICE (GCP)

[ara BBeAeHuq ]O -? b/rl

I O6nacrb rrplrMeHeHns

Ilacrogruuft focyaapcreeHrrrrfi craHAapr (4a-nee ro rexcry crangapr) pacflpocrpalflercfl
Ha Bce BHAt'I KJIHHltqecKI4x ucc.le4osauuft, ycraHaBnr4Baer rrJIaHr.rpoBaHr,re, opraHr.r3aur,rrc,
rIpoBeAeHHe' AoKyMeHTI4poBaHI4e KJII4Hr.rqecKr,rx tzccle4onauuft, a raKxe aHaJrr43
pI rlpeAcraBneHl'{e I4x pe3ynbraroB, cJryxl,rr rapaHTlreft rocroeepHocrr.r r.r ror{Hocrr.r nonf{euHbrx
AaHHbIx I4 rIpeAcraBJIeHHbIx pe3yJlbraroB, a raKxe o6ecne.{trBaer 3arrlr.rry [paB, 3AopoBbs
a rco u $ uneHuH aJr r,Hocru cy6rexroB HccJrero BaH:afl,.

Hacrolqaft craHAapr Heo6xoglltrro co6ruo4ars rtpu npoBereHr{r4 KnuHilqecKr4x
HccJ'IeAoBaHrzfi, xoroplte Moryr oKEBarb BJILITHHe Ha 6esonacHocrb tr 6larouoJryr{He qeJroBeKa,
Bbrcrylarcuero B Kaqecrne cy6rerra.

2 Hopuarr{BHbre ccbrJrKH

B HacrosuteM craHAapre ucrIoJIb3oBaH cneAyloullrfi HopMarr,rBHufi 4oxyueur:
"Pyxoao4crBo rro Har:reNaulefi xrunuqecxoft rpaKTr.rKe MexaynapoAHofi xoHsepenquu

rlo rapMoHV3a\uvr rexHl4qecKux rpe6oeauufi x perr{crparlnu $aprvraqeBTr.rqecKr4x npoIyKToB,
rlpeAHa3Hat{eHHblx An, rrpr4MeHeHrrq qeroBeKoM" 1996 toA arrpenb. ("Consolidated Guideline
for Good Clinical Practice International Conference on Harmonization of Technical
Requirements for Registration of Pharmaceuticals for Human Use, ICH" ICH GCp April 1996.

3 Tepnauubr rr oflpeAeJreHr.rfl

B uacroxuleM craHAapre [pl{Meurrorcs cneAyrorrlue repMr.rHbr c coorBercrByroqr.rMg
orrpeAeneHI.1,AMI/:

3.1 ayAlrr (audit): Kouurexcnas u He3aBr.rcr.rMaf, npoBepKa orHocq11l1axcfl K

KIHHHqeCKOMy I4CC,'IeAOBaHHIO .{eflTeJIbHOCTI4 Vl AOKyMeHTaUI{II, [pOBOALIMarr Anfl
noATBepxneHH, coorBercrBnl erofi Aef,TeJlbHocra, a raKxe flpoueAyp c6opa, aHalrur;a u
IIpeACTaBneHI'Ifl AaHHr,lx fipoToKony, CTaHAapTHbIM o[epaUuOHHbIM [pOUeAypaM 3a.anurelx,
Hannexauefi xluuuqecroft nparor.rKe GCP u HopMarr.rBHuu rpe60naHH{M.

3.2 6"rarono,ry'lre cy6texron rccJreAoBaHuq (well-being of the trial subjects):
@n:uqecrcoe u [ct4xHqecKoe 3nopoBbe narllleHToB, yqacrByrouux B KJrI4Hr,rqecKoM
ncc,leAoBaHHH.

3.3 6poruropa uccJreAoBareJrfl (investigator's brochure): CsoAHoe rl3JroxeHr4e
pe3ynbl'aroB KrI4HHr{eCKOfO H AoKJrr4Hr.rqecKoto u3yqeHr,rs r4ccneAyeMofo [poAyKTa, 3Haqr4Mbrx
AJI, eto HccneAoBaHl,1.fl, HA qeroBeKe (cu. pasaen 7 Hacrorrqero craHlapra).

3.4 torosop (contract): larupoBaHHoe r{ ro.qnrlcaHHoe conrar[eHr{e MexAy AByMfl. nltLt
6o,ree cropoHaMr,r - MexAy 3a.ssarerer\.r H pyxono2pareleu KJII4HrdqecKofi 6asu, Koropoe
ycraHaBnllBaer AoroBopeHHocrll, Kacarouuecs pacflpeAeneHr.rfl o6reua pa6or H o6qsaHHocrefig{u{

2r -// /3





O'z DSt 2765:2UE

yqpexAeHHV vltvt IIo eAHHOMy [pOTOKOny B rlr,rAe MHotoueHTpoBoro KJrr,rHr.rqecKoto
I4ccneAoBasug 6o:ree r{eM B oIHoM Jre.{e6Ho-npo$unaxruqecKoM yr{pex.qeHr,rpr.

3.17 ucc,regyeuslfr rpoAyIcr (investigational product): (Dapuaxororr.rqecKoe Hrvt
neKapCTBeHHoe cpeAcTBO I,III4 neKapCTBeHHarI Soprr,ra aKTlrBHoro BerrlecTBa ulu nlaqe6o,
I43yr{aeMar{ ilnH lIcrIoJIByeMaq Anfl KoHTporIq B Kflr4HI,IqeCKOM I{CCneAOBaHywr, B ToM rrr,rcne

3aperl4crpHponauuufi ,rexapcreeuuufi trpo.uyxT B cJlyqae, ecJrr{ cnoco6 ero npr,rMeHeHr{,
OTJIUqaeTC' OT yTBepXAeHHOfO, a TaKXe Ilpll ero UC[OJIb3OBaHI4LI IIO HOBOMy IIOKa3aHLIT I,IJII,I

An.s [onyqeH H, non onsurelrsofi un$opuau vet tto yrBepxreHHoMy noKa3auuro.
3.18 KrIHHHrIecKoe I{crrbrraHrre/ucc,relonaHze (clinical trial/study): Jlrc6oe

KJIITHI'ILIecKoe uccneAoBaHI,Ie $aptraxoloruqecKr{x aj'Ir.I JIeKapcrBeHHbIx cpeAcrB, npoBoAaMoe c
yllacrueM qeJ'IoBeKa B KaqecTBe naUHeHTa c IIenbIo olpeAeneHuq 6e:onacsocru Lr

3SQercraenocrz I4ccneryeMblx cpeAcrB, AaHHbrx o no6o.{Hrx geftcrnrrx vr eQ4er<re ux
a:ar.r N,r oAe fi cTB r4q c Apyf r4 M r.r neKapcTBeHHbrMU CpeACTB aMr{.

TepvHust "KJtHHu'IecKoe I,Ic[bITaHIae" u "KJruHIa.{ecKoe IaccreAoBaHue" {BJlf,Iorcg
CHHOHHMAM14.

3.19 KoHTpaKTHafl uccJreAoBareJrbcxas opranrr3arlr.rfl (contract research
organization; CRO): Ou:u.{ecxoe Jr}rqo vru opraHu3arlHs (xoltrepvecxax, HayqHo-
I4ccrleAoBareJlbcKafl utu unat), Koropa, B paMKax AoroBopa co 3agnureJreM BbrrronHser orHy
u,ru 6olee Ir3 eto o6qsaHHocreit u Syur<qufi, cBg:laHHbrx c npoBeAeHI{eM Knr,IHl.rqecKoro
HCCIeAOBaHI,T.S.

3.20 xourpoJlb Kaqecrna (quality control; QC): MeroAbr r,r Mepbr, flBJrqrour4ecr qacrblo
cl4creMbl o6ecne'{eHH, Kar{ecrBa LI l4cnoJlb3yeMbre Anq [poBepKH coorBercrBr.rq Bbr[oJrHreMbrx
IIpH IIpoBeneHHI4 K,'IHHVqecKOrO I4CCneIOBaHHg [po[e"{yp [peAbflBJIreMbIM rpe6onaHrarM K r4x
Kar{ecTBy.

3.21 xouQugeHlrlraJlr,Hocrb (confidentiality): CoxpaueHue B rafiue or
HeynoJrHoMoqeHHbrx nuu aHSopuraquu, npzuanlexaulefi 3asnnre.nro ) vrlvr unQoplraquu,
rl03Bonsrcueil uaeHrlaSuIIHpoBarb rrauueHTa Knr.rHl4rrecxoro HccJIeAoBaHr,rr.

MuoroqeurpoBoe KJII4HI,IqecKoe rrccJreAoBaHue (multicentre trial): Klusuqecxoe
uccnenoBaHHe, npoBoAI4MOe IIO enHHOMy nporoKony r] Br.rAe MHoroueHTpoBofo KJrr.rHr.rqecKoro

14ccnenoBaHHg 6oree r{eM B oAHoM re.{e6uo-npoQnnax,rrzqecKoM yrrpexAeHuvI H,3laqrt, 6olee
qeM oAHLrM HCCJIeIOBaTeJIeM.

3,22 mosuloprrHr (monitoring): flexrenbHocrb, 3aKn]oqarcuarrcq B KoHTpoJre 3a xoAoM
KJII4H14qecKoro I4ccr'IeAoBaH:r1,s, o6ecneqesru ero [poBeAeHI4x, c6opa AaHHbIx r,r l]pe.qcraBilf,Hnfl
pe3ynbraroB B coorBercrBl4H c rrpoToKoJroM, craH.qapTHbrMr{ oleparlproHHbrMu [poqelypaM]r,
HaAnelKauefr x.rruHuqecroft npaxruxofi (GCP) r.r HopMarr{BHbrMr.r rpe6onauuauu.

3.23 naalexauaq KJrIrHLIqecKaq rpaKTrrKa; GCP (Good Clinical Practice; GCP):
Crauaapr nJraHI4poBaHHs, opraHr.r3arlur.r, flpoBeAeHrrfl, MoHHTopraHra, ayrura,
AoI(yMeHTHpoBaHIzs KrHHI,IqecKHx ucc,reAonauufi, ie rarxe aHaJtu3a v [peAcraBneHzq
Hx pe3yJtbraroB, c:tyxiaulufi t'apauruefi AocroBepHocrr.r H ToqHocrr{ noJryqeHHbrx AaHHbrx
H [peAcraBJ'IeHHblx pe3ynbraroB, a raKxe o6ecnequsaroulufi 3arrlr{ry npaB, 3lopoBbs
r.r xon 0 uleH uLraJ'IbHocrr4 narlueHToB I{ccneAoBaHHr.

3.24 uexeJlareJrbHafl peaKuuq; HP (adverse drug reactionl ADR): Orsocurelruo
ilpe,lperHCrpa[HOHHoTO KIHHHq€CKOTO [pI{MeHeHI,If, HOBOTO neKapCTBeHHOrO ulu
Sapnrar<ololnqecKoro cpeAcrBa r4JTH ero npr,rMeHeHr,r, rlo HoBbrM IIoKiBaHuru, oco6eHHo ecruI
repareBrHqecKHe Ao3br rorrHo He ycraHoBrreHbr, - Bco,rHrilT.ltrffl pef[t#l,t cBs3aHHbre
c rpuMeHeuueu ruo6ofi Aosrr neKapcrBeHHoro npoAyxta.$rnxxsl'cBf,iaHnts('ClrlfiAibheHueM
neKapcrBeHHoro npoAy*ra" o3Haqaer, qro cyurecrByer ."+ldrt'iltflitlfifrtfdr$flo.k0xHocrb
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He3apefacTpHpoBaHHoro HccneAyeMoro flponyl(Ta vru c Jrr.rcrKoM-BKJrar{LrrxeM/csoAHofi
xaparoepucruxofi neKapcrBeHHoro cpercrBa B cnyqae 3apefucrpnpoBaHHoro npoayrra).

3'30 uopnaaruBHble rpe6onauun (applicable regulatory requirement(s)): Bce garoun u
noA3aKOHHbIe aKrtl' pefynupyrcI{He rlpoBe.{eHr{e KruHr.rqecKilx HCCneAOsaHHfi r4ocneAyeMbrx
$apuaxo:roruqecKr.rx unu neKapcrBeHHbrx cpeActn.

3'31 o6ecneqeHue KaqecrBa (quality assurance; QA): conoKynHocrb cr.rcreMarr.rqecKr,rx
H rlnaHoMepHr'Ix 4efrcrnuft, Koropble I'IMeIor IIenbIo o6ecnequrb coorBercrBrre [poBeAeHr4,
Kr'Il4HaqecKol-o accJ'IeAoBaHvIq, c6opa, perplcrpauuu H rrpercraBlreaag, AaHHbIx HaArexaulefi
KJ'rrzHaqecKoil upaxruxe (GCp) a HopMarHBHbrM rpe6onauaxu.

3'32 opraHu3alrHq (lvreAuulrucxan) (institution (medical)): Jho6as opraHr{3arlr,rfl BHe
3aBHcHMocrH or ee opraHl'I3aUl'IoHHo-npasonofi $opusI lu6o MeAr4rlr.rHc1oe, ma6o
CTOMaTOnOrHqecKoe nOApa3AeneHI{e, rAe [pOBOAflT KJIlIHLlqecKOe I]CCneAOBaHI{e.

3'33 opurHHaJIbHbIe MeAI'tqI{HcKHe 3a[Hcu (original medical record): Cu. repuuu
"repnHuHa, AoKyMeH Ta:|.ls,,, (3.3 9. ).

3'34 ocHoBHLIe AoKyMeHTbI (essential documents): .{oryuen'rrr, Koropbre B
coBoKynHocrr4 HJrv IIO OT.qeJIbHocrpI no3Borr{Ior orleHr{Tb xoA KJIT,THI{qecKoro r4ccJre.{oBaH]llfl, H
KaqecrBo nonyqeHHbrx raHHbrx (cM. pa:ger 10 uacrosulero craHAapra).

3.35 orqer MoHrrropa (monitoring report): flucrnaeuurrfr or.{er
nocne Ka)r(nofo Bk.fVTa B Hccnerosare,'Ircxzfi ueHTp ulptnu KoHTaKTa
coorBei clg H 14 co craHAaprH brMr4 o [eparlqoHHbrMr4 nporleAyparurz (C O|{)

3.36 orqer o6 ayrure (audit report): flucrnaesuoe 3aKJrroqeHr4e

MOHT,ITOpa 3arBlrTenro

c uccne.(oBaTenrMz B

3af,BVTens.

aylr{Topa 3a.sBI,ITeI.s o

u"ffiJfllff#Ill," 
s

pe3ynbrarax ayAHTa.

3.37 orqer o KJIHHHqecKoM lrccJreroBaHun (clinical trial/study report): Oruer r
rrucbMeHHofi Soprr,te, rlpeAcraBnrloruufi croooa OTI{CAH}IE KJILIHI4IIECKOTO
t4ctlblraHufl/HccreAosaHI'Is xaxoro-:ru6o TepaneBTur{ecKoro, npo$nrarruqec1oro uru
AI4a|Hoc'rl'ILIecKolo cpeAcrBa c yqacrr4eM r{eJroBeKa .B Kaqecrne cy6rexra, o6te4r4HrroilIl4fi
Kr'II4HHLIeCKOe LI CTaTHCTHT{eCKOe OrpICaHur, [peAcraBneFrr,Ie AaHHbIX H LIX AHaJrkt3.

3.38 nepnuqHas AorcyMeHTaunfl (source documents): Irlcxo4urre AoKyMeHTbr, AaHHbre 14

3ailucu (uanpan'rep, HcropI'IH 6ole:Hu, arr,r6yraropHbre rKaprbr, .na6opatopHble 3arrLtcyr,3aMerKr4,
AHeBHHKII ilaUHeHTOB HCCJIeAOBaHHq, BOnpOCHHKLI, XlpHanbl BbIIaqu Me.U.rKaMeHToB, 3anucl{
aBroMarllqecKHx ycrpoficra. nepuQuqupoBaHHble v 3aBepeHHbre Kortr{la urvt Bbrrprc1r.r,
uuxpoSurura. $otouerarunst, MLIKpo[neHKr.r LUtLr ruafHr4THbre Hocr.rreJrr,r, peHTreHoBcKr.re
CHHMKH" :}o6r,le 3afivclt, orHocqtrluecs K rraqueHTy, B ToM qr.rcJre xpaHrur4ecs B arrreKe,
na6oparopAs,x Lt orAeneHl4rx I,IHcrpyMeura,rruofi Ar4aru:ocrr,rKu) I,IcrroJlb3yeMblx B KJIr,IHI,IqecKoM
ucc,renonauuu).

3.39 repBHtrHbIe AaHHsIe (source data): Bcs zuQopuaqua, coAepxarqarc.rr B
opHfl4HaJIbHbIX MeII4UIIHCKI4X 3aIIr4CsX H rrx 3aBepeHHr;rx Korrurx, ofltrcbrBaroq,ur pe3ynbrarbr
Kr14HHqecKux Ha6,qrcAenuit, o6creAoeasuft u apyrofi AesreJrbHocrr,r, Ilo3Bonf,rolqa.a Bocco3rarb
xor KJII4HHqecKolo uccneAoBaHllfl Ll orleHr4Tb ero. flepnuuHue AaHHbre corepxarcq B
n epa u vH ofr AOKyMeHTaura ra ( no4,ruHHHKaX UrLt vx 3aBepeHHbrx xonurx).

3.40 noupaBKa K rporol(oJly (protocol amenclment): OQopuneHHoe B rrr.rcbMeHHoM
BHAe orrHcaHHe H3MeHeuuit unu osuqua,rrHoe pa3brcHeHHe flporoKona.

3.41 nperapar cpaBHeHrfl (comparator (product)): Llcctegyeurrfi ytrr7
3apelHcrpl4ponauHltfi neKapcrBeHHoe cpeAcruo (r.e. amusHrrfi xoHrpons) lra6o nraqe6o,
,.""T?,.i":11::l--:: 
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B KJ,rr{Hr.rqecxoM,ccr*a8d#*$,Id ilIIA n f A G EgIL l 0 l

:TH::i::i:'::Y":'::::;-",.::::::i.:T:y:11:TiT:t{ttrftT: r*mftitfoc{18uu'nu*

3.,12 npovlexyrorrHrlrft orqer o Kd,rrrHr{qecKoM g{rfl{|ftrI{
lr-sffffJ-tffi'ti::T:il

Ha npoBeAeHHoM B xoAe KnuH,qecKoro r4ccrreAoBaHr.rq u,r*rt[ [[#J",*lAZ0RA I ill I
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3.51 3aqBrrerb (cnoucop) (sponsor): Ou:uqecxoe r{JrH ropuAnrrecroe Jrlruo,

'BJlsloueecfl HH:1:g.uaTOpoM KnHHI'IqecKofo r.{ccneroBaHHs. vt Hecyuee oTBercrBeHHOCTb 3a eroopfaH14 3au uto u I utu suHaucrapoBaHr4e.
3'52 craHAaprHbIe orepaqIroHHbIe rpoueAypbr; cofl (standard operatingprocedures; SoPs): floapo6u'e nlrcbMeH,bre r.rHcrpyKrlr.ru, [peA'a3Haqe,Hbre rilflIocrHlt(eHLIr eauHoo6p?-r,ufl npu ocyqecrBneHur.r olpeAeleuuofi /Ie{rerbHocra.3'53 cy6remr/naqIreHT uccJreAoBaHrrs (subject/trial subject): oa:uqecxoe Jrrqo,yrrac'lByrouee B KrI4HI4qecKOM I'{CCneroBaHr.rH B COCTaBe rpylnbr, [onyqarouefi NCC,re4yeuoeQapr'raro'rorut{ecKoe I4na neKapcrBeHHoe cpercrBo, rl{6o s cocraBe KOHTpoJIbHofr rpynuu.3.54 yroJrHoMoqeHHbre opraHbr (regulatory authorities): OpraHu, o6lalarouluerrpaBoM ocyurecrBnrrb pefynr4pyuqrze 6yrnqrr. [iuueuzrenbHo n ru.]repMHH "yrorHoMoqeHHbre opraHbr,' B*rroqaer ; ce6s uHcraHr*u:"1HfJ"nffi;:paccMarp,Barb rIpeAocraBJIeHHbIe I4M KJII'lHHqecKI'Ie AaHHbIe, a Taxxe npoBoAr.rrb rrHcrre*ur,r,(cv' I . I l '). ?L a opraHbr raKxe HHorAa Ha3brBalor KoMrreTeHrHbrMr.r opraHaM,.3'55 yrnepxAeHlre (npunreuureJrbHo rc SrcneprHoMy coBery opraHrr3arl uu tru6oKouurery ro 3rurce) (approval (in relation to Institutional Review Boards; EthicsCommittee; EC)): flprznrroe 3xcneprnsnrr coBe.roM opraHu3arlptu (3CO) 3aKrrroqeHr4e,nonrBepx(nanqee Qaxr npoae.qeHH, 3Kclepr,3br KJrr4H,qecKoro rrccJreroBaHfi, H rBnrlo,,Ieec,pa3peueHHeM Ha ero npoBereHue B lauHofi opraHI'I3auI'Iz B coorBercrBprrr c r4Hcrpyr( rJuflMLt3Co' HopMarHBHr'rMH AOr(yMeHTaMH ueAuquucxoii opraH*3Arr*u, a Ta*xe ua.q,leNarqefiKrr,Hr4rrec*ofi upaxruxon (GCp) rz HopMarHBHbrMa rpe60aanuxuz.

3'56 y*nnrurte cybreKTBI IrccJleAoBaHr'rfl (vulnerable subjects): Jluqa, Ha qbe xeJraHaeytlacrBoBarl B KJII'IHI4qeCKoM I'IccneroBaHI{H Moxer oKa3arb r{pe3MepHoe BJILIflHLIe oxI{AaHI4e(o6ocHonallHoe I'IJ'I,4 Heo6ocnosanuoe) Tex uJrr4 r{HLrx ,f.rnny*.crB, cBr3aHHbrx c yqacrr4eM BuccnenoBaHrql, HJrr4 caHKrIr4U Bbr[recTorrqux B r4epapxLtLt ilLfil B Cnyqae oTKiBa ot ytacrua. BKaqecrBe [p,Mepa qJreHoB Hepapxaqec*rzx crpyKTyp Moryr 6rrrr uaseaHbr yqarquec.rr Bbrclrrlx HcPerHax MeAlluI'IHcKHx' sapvauenruqec*l'Ix u croMaroJrorugecKr4x yve6nrrx sane4enafi,u,ranunii repcoHiL'r KJrr.rHHK H ra60paropuft, cnyxarque 6apMaqesrr.rqec*Hx xoMlauzfi,BoeHHocnyxa[Iue 14 3axrroqeHHr,re. K yrsnunu, ay'6,0a*raM I{ccJIeroBaHlL Taxxe orHocrrc{6o'ruHue' crpanarcql4e HelI3JIeqI{MbrMH :a6oresa,r.r flMvt, nurJa. Haxo^,rrq vrecfl B AoMax ,,oyxory' HHrrlr4e rz 6e:pa60THble, nauueHT'r, Haxo,(ruuec.f, B HeornoxH.M cocrof,H,r.r,IrpercT'aBr.Jr eJrh HauuoHilJrbHblx MeHbIrII,rHcrB, (jesroNaHHe, KoqeBH[Ktt, 6exeHqu,

;:::::ffi:?fiTffJ;:.u, ,u*oo nutuecnnoA onexc,n Hrrr4 rroreqr4reJ.rbcrBoM, a raKxe rurra,

3'57 rrccneprustii coBer opfaHrr3aurrH; 3co; (Institutional Review Board; IRB;Ethics Committee; EC): He:anucuurtfi opraH, cocro.rulufi r,r3 Jrr.rq, pa6oraroqux s o6racrzMeAHuHHbl' B ToM t{[lcJ'Ie Hay'rHofi, a TaKxe He orHocflIrlplxcfl K MeAI]qI,IHe cflequanruocreft,xoropurfi o6ecneqaeaer 3arrlr.rry rpaB, 6egonacnocru u 6rarouolyvur [arl]reHroBHccJ'Ie'qoBaHnfl v npe*ocraBJler o6qecrseHHylo rapaHruro raxofi 3arur.ITbr, B ToM ql.Icre nyreMpaccMorpeHl'l'' yrBepxleuuslolo6peuna nporoKona prccJre.{oBa Hprfl u no,,paBoK K HeMy, araKl*e MarepHar'IOB H MeroroB, Koropble nperlonaraerc.s r4cnonb3oB ATb AIrfl nonrreHug u,l0KVMelirHpoBaHH' nnrlopnaapoBaHHOfo corJIaCH' rIaupreHTOB r{ccJleroBaH,g.

4 O6ruHe floJrox(eHufl

i:il'rixxffJi,.xT;;;:ilTr#{ffiH::;m#nr,F,iffi *#iltlffi K}rMrr
X#IHHI?;ilffi::TX{:H:ffi;X:ra'*uf lu;;;}rilt',t;;;ffi ffi ilf ff rcro,xrr{M
craHnapT0M

,,,flfJflrsHil 
n Is,

rpe6onanarx.
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- Tel(yua, Bepcr4, uayuuofi 6aorpaSuu LrccJreloBare,rr (curriculum vitae) ulwtuApyrue
M arep Han br, rr oATBepxAalo[It4 c ero xnalusu KaIIHIo ;- Kouurer ,,o 3TuKe AonxeH paccMorperb Bonpoc o npoBe.qeHr,ru npeAnaraeMoroKJIHHl{rlecKolo LlccjlenoBaHI'Iq u AoKyMeHTanbHo o6oprrri cBog MHeHHe, qerKouleurutuuupys lIccJIeroBaHI4e, paccMorpe,Hbre AoKyMeHTbr 14 Aarbr rrpu BbrHeceHr.rrrcneAyrcrrlux perueHnfr:

- oao6penaq;
- rpe60aaHH' o BHeCeHr,ru r,r3MeH eHair,seo6xo.qlrubrx AJr.[ rroryr{eHu, oAo6peHur;- orp H uarerr bHo ro 3aKJrror{eH r.r t I ueo aolperuut ;
- orna eu t/npr4ocraH oBJreHr{, AaHHoro paHee o.qo6peuzs.
5'1'3 Kolrurer ,,o 3THKe AoJIxeH oIreHI'ITb coo'rBercrBue xnalzQr.rKarlrru prccJreAoBareJ,

rlpeAnaraeMoMy KnI{HuqecKoMy t4ccne,4oBaHl4lo Ha ocHoBaHaH ero nayvnoft 6uorpa$zu(curriculum vitae).
5'l'4 Ec'rra corJracue Ha yqacrae narlueHTa B I,rccneAoBa.rvr,He cBfl3aHHoM c JIeqeHHeM,Aaer efo aaxouHuft rrpeAcraBlnem (cu. 6.9.12 u 6.g.14), Korrlrrer rro 3rr.r*eror*a, y6egurrcr.,qro [peAocraBneHHblfi nporoxo n uluttu Apyra, .{or(yMeHTauv, coorBercrByror gruqecKr.rM

HopMaM H HOpMarr4BHbrM rpe60nauurM An,. TaKAX UCCre.qosaHrafi.
5' l'5 Ecnra nporoKon flpeAycMarpl{Baer HeBo3MoxHocr' noJryqeHuq corna cus. HayqacrueB accneAoBaHHH y rlaulreHTa urvt ero 3aKoHHoro npeAcraBareJr, (crra. 6.g.15) ao MoMeHTaBKrrllor{eHH' IIauueHTa B I4ccJIeroBaHIre, Kouurer [o 3Tr,rKe ronxeH y6egu6cr, rITonpeAocraBneHurtfi [poroKon ulutu.upyrzuI AoKyMeHTaur4.rr coorBercrByror grr4qecKr.rM HopMaMu HopMarHBHbIM rpe6onauuru lJtfl TaKI'Ix uccre.uonauufi lHauprar*,rep, trpH HeorJroxHbrxcocroruurx).

5'2 cocras, 0ynxuul't [I nopflAoK pa6orrr Konrurera rro STnKe ycraHoBneH ycrasol4.
5'2' I Kon'lrarer IIo 3THK. [pHHI'IMaer pelueHr.r, ua o6rssreHHbrx 3ace.{aHrrrx ,,pu HanwruuKBopyMa, ycraHoBneHHOfO efo nucbMeHHbrMrr rrpoueAypaMr{.
5'2'2 Kouvrer no 3THK. ronxeH ocyulecrBJr.f,Tb AerreJlbHocrb B coorBer crBuu crIHcl']MeHHbIMH npoueAypaMu, AoKyMeHTI'IpoBarb cnorc pa6ory, Becrr.r nporo*or", zaceganuit, aTaKxe co6'trcnars rpe6onaHu, Hacroqlqero craHAapra H HopMarrlBHbre rpe6onaHur.
5'2'3 llpano roJlocoBars/srIcxa3HBarb cBoe MHeHr.re ulutupe*oMeHAarl,r{ r.rMeror roJrb*oTe qJ'IeHbI Kouurera ,,o 3THKe, Koropble yqacrByror B paccMorpeHr4, AoKyN{eHTarIr4H uo6cyNreHau.

5'2'5 Kouurer rlo 3TIdKe Moxer o6paula*cq 3a [oMoxlbro K gKcnepraM, He ,BJrrrorur4Mcflelo qJrIeHaMH.

5.2.4 Irlcc,'renosarem Moxer lperocraBn.f,Tb
K,rIIZHI,IqecKofo HCCJ'IeAOBaHHg, HO He MoxeT
roJ'roco BaH r4 u I aupa6 orKe M H eH Irfl Kouurer rlo 3THKe.

5.3 flpoqeAypbr
5.3.1 Kouarer rro 3rr.rKe ronxeH paspa6orarn,

cBox rrpoueAypbr, onpeAen.srcIllue :

un$oprraqurc rro :to6rru acrreKTaM
yqacTBOBaTb B npeHr{rx uItH B

.qoKyMeHTaJrruo oSopuLrrb u co6morarr

yqpelllBurufi ero opran.
ero qJreHoB O flpe.4cToflrrlr4x

PACCMOTPCHI,I,g AOKYMCHTAIIUA TO

DA'JTAT lrfiZ0RAT I lt I

MUll0F t0tASltT tR tsll
B0S}l0ARItllASI e

I I ? 
E: cocraB (Sarraznuu u xea,ru$uKarlurc vlenon) z5.3.3 flopqlox Ha3Har{eHH t zacegauuit, orroBerrleHr.r,

3aceAaH H f, x " a raKxe opraH 14 3arl uto sace Aauuit.
5.3.4 flopslox ilepBr4qHoro 14 nocne.{yrcuero

ucc,'IeAoBaHI4IO.

5'3'5 fleprzoAl''*IHocrb rlocneAylotqero paccMorpeHprq roKlMeHTauHr4 rro uccneroBaHr,rrc.5'3'6 flopaAoK' cornacHo HopMarHBHbrM rp.ogoqinTrilrrffiqpe*gqplt4.0frorpeHur uoro6peH H.s H e3H aqr4TeJrbH brx H3MeHeHLI a AIIr, KlruHlqecrui
r.rM xe. .Jrvrwn'trz 

STAfg,iffftXttffftrf S?fTfoo6peHHblx
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6.2.4 WccttenoBarerb orBeqaer 3a ro, .rro6H Bce 3aHrrbre B KJrHHlrqecKoM uccileloBaHnr4
corpyAHHKu 6lr,r,u xopouo 3HaKoMbr c rrporoKoJroM H r{ccneAyeMbrM [poAyKToM, a raKxe co
cBoHM14 Qyn rcuurvr u u olszasHocr.rrMr4.

6.3 OrcaraHHe MeAIrIruHcrcoft noMorrlu naur{eHTaM KJrHHrrqecxoro ltccJreAoBaHrrr
6.3.1 Bpau, flBJrflIouIflitcs uccte$oBareJreM, Hecer orBercrBeHHocrb 3a Bce [pr{Hr.IMaeMbIe

B paM KaX HCCJ.IeAO BaHV' pelxeHl4' Me.qUUUHCKOTO XapaKTepa.
6.3.2 Bo BpeMs vt rro 3aBepIIIeHI,rH yuacrufl rrauueHTa B r.rccneAoBaHr{r.r

uccJ'reAoBare'rs/oprann3allu'. AoJrxHbr o6ecneqz'rb oKa3aHu e [aurreHTy ueo6xoAl,rrvrofi
n,le4uquHcrcoil IIoMouIIt B cnyqae mo6srx cBr3aHHbIx c uccJreAoBaHI{eM HexeJlareJlbHbx
qs,'IeHI.{il, BKJIIoqaq KJII,IHLIqeCKI4 3Har{r.IMbIe I43MeHeHI{, .na6opatopuux norasareleft.
I4ccre.qosarem/opraHV3ar].krfl o6qsaHrr nn$oprr,rupoBarb narrpreHTa o craBrrrux r.r3BecrHbrMr.r

HCCJIeAOBaTenIO LIHTepKyppeHTHbrx :a60reeaHLrflx, rpe6yrouux Me.(truHHcroft notroulu.
6.3.3 I4ccre4oaareJlro peKoMeHAyerc, coo6ulurs netrarleMy Bpaqy, ecJrr{ raronofi

r,rMeercr, o6 yuacruu [aqheHTa B [rcc:reAoBaHr,Iu rtpIa ycnoBr,Ir{, r{To rrarlr{eHT He Bo3paxaer
rr por H B r.r u Q op rr,r u p oBaHyrs. neqauero Bpaqa.

6.3.4 Xors [aIrI4eHT He o6sgau coo6ulars o upprrruHax, no6y4uBrrrux ero AocporrHo
[peKpaTHrb yqacTHe B HccJreAoBaEvlvr, uccJle.[oBaTeJrb AoJrxeH rrorrbrTaTbcfl ycTaHoBHTb 3TI4

npHqHHbr. npoqBnqr rrpH 3ToM rroJrHoe yBaxeHl{e K rrpaBaM naII[IeHTa.

6.4 KonraKTbr c KouureroM rro 3THKe

6.4.1 flepea reM, KaK Haqarb r.rccJre.[oBaHne, r{ccneAoBarelr/oprauv3a:gtafl AoJrxHbr
flonyql,Irb nucbMeHHoe I] AarrapoBaHHoe o4o6penue or Kouu're'ra rro grr.rKe rrporoKona
hccneroBaHHs. nncunteHHofi $opuu un$opuupoBaHHoro couracuq v ee nocneAyrorrlrax
peaaxuuil. Mep. HanpaBJreHHbrx Ha [pHBneqeHze [aupreHToB K yqacrr{ro B KJrHHr4gecKoM

HccneAoBaHHH (nanpnuep, peKJraMHbrx o6rrueHuft), u mo6rx Apyrr4x rrr4cbMeHHbx

Marep h an o B. KoTo pbre rI peArronaf aeT cfl npeAocTaBr.rTb rrauueHTaM.

6.4.2 Buecre c ApyrHMr4 AoKyMeHTaMr.r [ccneAoBarem/oprauu3a\afl .qoJrxHbr
npeAocraBr.irb s KoNar.rrer rto 3Tr{Ke nocneAHroro pe,{aKrrr{rc 6pounopu LrccJreAoBarerq. Ecrra
6pourrcpy HccneAoBareJrf, .qofloJrHrror B xoAe LrccJreAoBaHufl, HccJreAoBarelr/oprauu3a\ilfl.
o6q:ausr npe.qocraBr.rru e KoN.{r4rer no 3THKe HoByro peAaxuuro 6porurcpu Hccre.qoBarerq.

6.5 Co6,rroAeHlre trporoKoJra KJrrrHurrecKoro rlccJreAoBaHuq
6.5.1 lrlcc,renosare:n/oprauu3a\flfl, AoJrxHbr rrpoBoAl.rrb KJrr4Hr.rqecKoe r,rccne.qoBaHr.re B

coorBercrBnu c nporoKoJroM, corJracoBaHHbrM co 3ageureJreM pr, npu ueo6xoAr{Mocru, c
yrroJrHoMorreHHbrMr.r opraHaMu. u oAo6peHHbrM Korr.rurerou tro grr{Ke. B [orrBepxAeHr{e
AoroBopeHuocrr4 HccneAoBare,rrlopraH:a3a\Hs u 3arsilrerb IIoAnLIcbIBaIor llporoKoJI.

6.5.2 I4ccreAoearem He AoJrxeH orKnoH.f,Tbc.rr or [poroKona r.rJrr.r BHocr{Tb B Hero
H3MeHeHH, 6e: corlacus 3assurets u 6ez [peABapr,rreJrbHoro paccMorper.us, H AoKyMeHTanbHo
o$oprra,renHoro o4o6peHh, trolpaBKr4 K rrporoKoJry Kounter:ou no 3THKe, KpoMe rex cryr{aeB,
Kor-Aa ueo6xorunao ycrpaHzTb HeltocpeAcrBeHHyro yrpo3y [aq[reHTaM Irccne.{oBa:r.ufl. krlru Kor.qa

r43MeHeHHr KaCaiOTC' TOJTbKO aAMHHT{CTpaTHBHbIX H,IIH TeXHLrqeCKr,rX aCneKTOB KIUHr,rqeCKOrO

uccneAoBaHrar (Hanpurr,tep, r.r3MeHeHr4e HoMepa rene$oHa).
6.5.3 VlccleAoBarenb vtLr HL3HarreHHoe r4M Jrr.ruo AonxHo o6rscH.f,rr r{ AoKyMeHTanbHo

o$opu,rrrs,'1106 sre orKJroHeHr,rs or yrBepxreHHoro rrl)oroKoJra.

6.5.4 WccleAoBareJrb Moxer orKroH.f,Tbcs or [poroKoJla r4JrLI BHocr,rrb B Hero Lr3MeHeHr,Ifl

Anq ycrpaHeHr,r, HenocpeAcrseHHoft yrpo3bl [aur{eHTaM KJrr,tHr4rrecKoro r4ccneAosaHzx 6eg

rrpeABapr4reJrbHoro o4o6peuua Kouurera no gTr,rKe. B rparuafturue cpoKr{ onucaHr,re

orKJ'roHeHHit vflts lr3naeuesufi c yKa3aHr4eM vx npuqvrH vt, npu neo6xoAHMocTI,I, flpeAnaraeMbre

ttorrpaBKH K rrporoKony AonxHbr 6rrrr uanpaBJreHbr:

a) Konaurer rro sruKe Anq paccMorpeHr.r, rr oAo6peHegrt ZSTAi\lgAR I A0EilIL lG I6) 3aanureJrrc Anfl corJracoBaHufl c HrdM;

r) yno,rnorvroqeHHblM opraHaM, ecru ueo6xoAuMo. S Il|tl0Ifl ILIS,rI, R l S,, Ul
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naul4eHTa npoAonxarb yqacrl4e B HccJreAoBaHr,ru. @arr uepe.(a.{u grofi unQopuaqur{ AoJIxeH
6r,rrr gorcyMeHraJrbHo o$opunen.

6.8.3 Hra l4ccJ'IeAoBarerlb, HI4 Apyrfie 3aHflTble B LIccJIeAoBaH:au Jlr{ua He AoJIxHbI
[pHHy]Knarb naqaeHTa r4IrH Hcnonb3oBarb I{HbIe HeKoppeKTHbIe MeroAu aosgeficrBprr c uenbro
cKJroHHTb efo K yqacrnrc lu6o [poAoJrxeHuro yqacru.f, B r{ccJreAoBaHr,ru.

6.8.4 Hra ycrHa.r, HI,I nl4cbMeHuar uuQopMarlflr, Kacarcula.f,c, r{ccJreAoBaHLtl, BKrroqa,
rIHcbMeHHyro Sopuy unSoprvrupoBaHHoro corJracuf,, He .(oJrxHa coAepxarb Soprr,rylupoBoK,
IIprMo hJIH KOCBeHHO CK,'IOHflIOUII4X [aUreHTaUILU erO 3aKOHHO|O npeACTaBI{TerIfl OTKa3aTbCfl OT

3aKoHHbIx rlpaB. a raKxe $opuynupoBoK, flpf,Mo r4rtvt KocBeHHo ocso6oxAaroq[x
IaccneAoBare,'Lq, opraHl,l3aUulo, 3aqsHrerq vtil4 Ltx flpeAcTaBl,Ireaefi or orBeTcTBeHHocrI,I 3a
XaJ'IaTHOCTb.

6.8.5 I4cc,'Ienogare,T[, LtIrH Ha3Har{eHHoe HM nllqo 4onxHo n nornofi Mepe
npouu$opnaupoBarb [aqHeHTa r4lt:a, ecrvt narl]reHT rre cnoco6eH Aarb rauQoprrlrapoBaHHoe
corracl4e, ero 3aKoHHoro npeAcraBLITeJIg o6o scex 3HarII4MbIx acneKTax uccneAoBaHHq, B ToMr{Hcne o3HaKoMHrr, c nucrueunofi uu$opuaUuefi o6 trccJreAoBaHr4r.r Lt

ono6 pe u ueu/n o,roNrareJrl bH brM 3aKJrroqeHuetr Kouplrera IIo 3Tr.rKe.

6.8.6 Vcrnaq H rII4cbMeHHtuI HuQoprraaqur 06 uccJreAoBaHur.r, BKJrror{afl $opr"ry
rII'IcbMeHHolo r.ruSopurapoBaHHoro corJracur, AonxHa colepxarb KaK MoxHo MeHbrrre
cneUI4aJILHbIx repMI,IHos Ia 6snr [oH.gTHa IIaqueHTy t4[tyt, B cooTBeTcTByIoUux cJlyrlarx, ero
3aKO H H oMy npeAcraBr.rTeJ[o H He3aHHTepeCOBaHHOMy CBHAeTeJrrO.

6.8.7 flepeA rlonyqeHr.rerra uu$opMapoBaHHoro corJracur trccJrenoBareJrb r,rJru HuulHaqeHHoe
HM r'IHIIo AOnXHO [peAOCTaBHTb naUHeHTy I7I[I4 efo 3aKOHHOMy npeACTaBLITeJI]O AoCTaTOqHOe
KoJIHqecrBo BpeMeHH H Bo3MoxHocrb An, flonyqeuus 6olee noApo6nofi uH$opuauuu o6
HccreAoBaH vA u npvHflTvts, peueHl,Ifl o6 yuactuH B HeM uJrr,r oTKa3e oT TaKoro yqacTr4f,.
flauueur uJrH ero taxouurrfi [peAcraBr..rreJrb AonxeH rronyrrr4Tb r,rcqepnhrBulrouue orBerbr Ha Bce
Bolpocbr o6 uccleAo BaHLrLl.

6.8.8 Ao Haqana yqacrl4q B vccneAoBaHuH fiar\laeHT r.rJrr,r ero 3aKoHHufi upe4craBr.rreJrb, a
raKxe rrlhUo. IIpoBOAHBlxee pa3brcHHTenbHyIo 6ecegy, AoJrxHbr [oAnr.rcaTb pr co6crseHHopyrlHo
AarH po Bars Soprray rr Hc bM eH Horo vr n $oprrlr.rpoBaHHoto cotJracus.

6.8.9 Ecnu nauzeHr HJIu ero gaxouuufi [peAcra.BuTeJrb He cnoco6es qr.rrarb, To B TeqeHue
scefr pa3brcHl,tre,lluoft 6eceAu AonxeH npr{cyrcrBoBarb He3ar,rHTepecosaHuHfi cBuAerenb.
floc,qe roto KaK rIauHeHTy HJILI ero 3aKoHHoMy flpeAcraBr{Tenro rrpoqvrurkr v pa3bflclkrrTu

Qoprury rHcLMeHHoro nHSopul4poBaHHoro corJracufl u Apyrue [peAocraBJr.f,eMbre rauueHTy
ntIcbMeHHbIe Marepl{arlbl H nocJre roro, KaK rraulreH'r I,IJII,I eto saxouuntft npeAcraBurenb AaJI
ycrHoe coulacr4e Ha yqacrl,Ie [arrr4eHTa B I,IccJIeAoBaHHI,I v, ec[Ir4 cnoco6eH, ttoArlucan la

coOcrseHHopytlHo Aarl4poBan Sop,"ry rrHcBMeHHoro uu$oprrar.rpoBaHHoro cotJracvtr, cBr,rAereJrb

Ao,rlxeH ee noArrHcarb. flognucunar $oprury corJracuq, cBl4Aerenb noATBepxAaer, qro
zHQoprvraul4fl, coAepxaLrJaflcfl n Qoprrae corJracl4r r{ Bcex Apyfr4x [rrcbMeHHbrx MaTepHanax,
6ut,ra lo.rHo pa3bflcHeHa a [oHgra IIaupIeHToM HJII4 ero 3aKoHHbIM npeAcraBlrreJleM H rrro
cof.llacHe Ha yqacTlre B HccneAoBaHAV EaHo rraq[eHToM I4JII4 efo 3aKOHHbIM npeACTaBHTeJIeM

Ao6poBonbHo.
6.8.10 Kax B xone pa3bqcHr,rrelrnofi 6ece.4sl, TaK v n t[opue nucbMeHHoro

nn$oplrnpoBaHHoro coulacr4r, a raxxe ruo6ux Apyrux rrr4cbMenHbrx MarepuilJrax,
npeAocraBnreMbrx [auueHTaM, AoJrxHo 6urr pa-:racHeHo cneAyroqee:

a) Kn n H u uec Koe H ccne.rloBaH He Hocr.rr 3Kcrrepr.rMesralssufi xapaKTep.
6) I-le,rs KJrr4Hr.rqecKoro HccneroBaHr.rr.
e) Bapuaurrt JIer{eHIrfl B ttpouecce KJILIH[rrrecKoro rIccJIeAoBaHI,Ifl vt BepoflTHocrb

cryuaffuoro pacnpeneJreHH, e oAHy r43 rpytrrt JreqeHu.f,.

;]tH[il::il'J,XH:T:roI4ccrIe'{oBaHVn'BKIIrcqa0'8tfi fttf f, T"'fff ilit',fi
e) Te acrreKrbr KJ'r14HrzqecKoro r4ccrreloBaHr{n, Kdttill0AfddatSH$$Fpg;;erqpnrnufi

*uounlntobNu4aeusrft 
pHcK Hnn Heyro6crn a r,nn ruur.rrf.f.{.Sl*.lq,g88,[t{uryrcrrr,x,,,8ilflfififil,nrsn 
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r) K,luunuecKoe HccneAoBaHae He 3a[peuleHo
a) Arq BxJrroqeHil.fl TaKux [aq]reHToB AonxHo

Konurera no 3TI,rKe. yqr,rrL,rBaroulee 3ToT acneKT.

O'z DSt 2765:2il_8

Merl,uHHcKoil To'IKu 3peHI'Ifl, [oJIb3bI Anf, [auIIeHTa), Moryr 6snr srrroqeHbr roJrbKo nau]reHTbr,Koropble Jrr.rr{Ho .4a}or cBoe corJracue, co6crseHHopyrlHo [oI[trcbrBaror r{ Aarl{pylornncbM eHHyrc rf opru y r,r nQopurapoBaHHoro corJracur.
6'8'14 B uccleAoBa*H8 He cBr3aHHbIe c Jrer{eHr.reM, rrarlueHTbr Moryr 6utr BKJIIoqeHbI ccofnacu, HX 3aKOHHbrx npeAcraBurerefi npu co6nro,{eH}rr{ cJre.qyroqux ycronzfi:a) I_{e,ru KJrr,rHurrecKoro uccreAoBaHr,rf, He Moryr 6irm aocrraryru nocpe.4crBoMIzccJIenoBa[ufl c yqacrl'IeM [auI4eHTOB, KOTOpbre Moryr Aarb cBoe coulacue Jlr,rrtHo.
6) ONraaaevrsrfi pucx nns [aur4eHroB He3Harrr,rrejreH.
n) orpnqarelsuoe no:Ieftcrnue Ha 3AopoBbe narIHeHTa cBeAeHo K Mr4Hr.rMyMy uHE3HAqI4TCJIbHO.

3aKoHoAaTeJrbcTBoM.

6urr sanporrJeHo cneuuaJrbHoe oAo6peHue

lloao6uue uccneroBaHlL (ga ucKJrrorreHr.reM o6ourosaHHrrx crryvaen) .qoJrxHbrIlpoBoi-u4'tbcs c yqacrHeM rIaulIeHToB, IrMetoqux sa6oresaHae, Anfl ,rreqeHg, KoropofolpeAHa3HaqeH I4ccneAyevrlrfr flPolyxr. llaquesru B Tarux r{ccJleroBaHr{fx AonxHbr Haxo.qr,Tbcsno4 OCO6O TulareJ'IbHbttvt Ha6,rrcreHl4eM, r4 r{x yqacrl,re AonxHo 6rnr upexpauleHo, ecJIV ecrbOCHOBAHI,I' IIOJ'IA|ATb, I{TO OHI,I UCTIbITbIBAIOT qPC3MEPHTTfi AIECXOUSOP'.
6.8. 15 flpu Heor,roxHbrx cocrorHurx, KorAa .4o llx,,Ircqe Hufl B I,IccneAoBaHL{e HeBo3MoxHorlonyqHTb corirlacHe caMolo [aIIlIeHTa, oHo .{onxH:o 6rnr :anporueHo y ero 3aKoHHororIpeAcraB14reJL, ecJII4 raxoeofi [pucyrcrByer. Eclu [peABapr{TeJIbHoe cofJracue caMoronauueHTa HeBo3MoxHo H orcyrcrByer ero 3aKoHur,tfi npe4craBzTeJrb, To Ans BKJIrorreHH,

IIauHeHTa B HccJreAoBaHHe Aonxsrt 6rnr npernpl,IHflTbl [perycMorpeHHbre nporo1on o,1t 7lu11u
'qpyrHM14 AoKyMeHTaltu l't oAo6peHHble Kouurerou [or gTr,rKe MepH, HarrpaBJreHHbre Ha 3ar.qr.rrynpae' 6e:o[acHocrH a 6larono lrygvfl naII[eHTa, a raKxe o6ecnequsarour4e coorBercrBr,reHopMarHBHstlu rpe6oaaHHqM. flaqueur IlnI{ ero garcounrrfi npeAcraBr,rrenb Aonxen 6rrr:r sxpaTuafiurue cpoKl4 nocraBJreH B r,r3BecrHocru o6 HCCJTeAoBaH y|t, vt y Hefo rorxso 6srrs3anpolxeHo cofJlacl4e Ha nporonxeHl'Ie yqlacrus. B r{ccne.{oB aHVrLt, a raKxe Apyroe couracue, KaK3ro ronoxeno (cv. 6.8.1 0).

6.9 3anncu H orqerr,r
6.9.1 vlccneAoBarenb AonxeH o6ecne.Iusarb npilBr4nbHocrb, rroJrHory,

cBoetspeMeHHocrb [peAocraBrreHHr AaHHbrx, coAepxauuxc, B I4p<D r,r so
oTqeTax.

pas6opuznocrb H

acex rpe6yeMbrx

cpoKa, [peIycMoTpeHHofo

6'9'2 Aasasre s I4P@ ronxHbl coorBercrBoBarb nepnuuuofi AoKyMeHTatJyrpr, Hs rcoropofi
oHH [epeHeceHbr; LrMercrlr4ec, pacxoxAeHHfl roJrxsu 6rnl o6rscueHH.

6'9'3 Iho6ue H3MeHeHI4f, unh I,IcnpaBJreHr{f, s I4Po AoJrxHbr 6rrrr roArrr.rcaHbr,
Aarl4poBaHst, o6lqcHeurr (npn seo6xoAutr.tocrra) r{ He AonxHbr cKpbrBarb rrepBoHarrffrbHyro
3anHcb (r'e. AonxeH 6snr coxpaHeH "4oxyueura-uruufi cne4"); ero orHocr.rrc, KaK K
nl4cbMeHHbIM. TaK H K SneKTpoHHbIM LI3MeHeHr4flM r.rJrH r{crpaBneHusv.I1ccte,{oBareJrb AonxeHxpaHHrb 3ailHct4 o6 arux rz3MeHeHrrrx u acnpaBJleHl,trx.

6'9'4 vlccsleroBa'teJlb/opraHu:aql4s AonxHbr Becrr4 Aor(yMeHTauvrc [o uccneAoBaHrzrocol-jlacHo pa3reJ'Iy l0 Hacrostuero craHAapra u HopMarLrBHbIM rpe6ouauuru.
I4cc're4onare,rsloprauu3al,fl AonxHbI npr4Hr.rMarb Mepbr, npeAorBpalqarcuue cryvafruoe uru
rIPC)I(AC BPCM CH H OC YH U TITOXEHI,IC 3TI,IX AOKYMEHTOB,

6.9.5 OcHoBHbre AoKyMeHTbr .rlonxHbr xpaHl{Tbcrr B TerreHue
HopMarlrBHrruu rpe6oBaHHfl MH.

6.9.6 @usaHcoBbre acrreKTbr r.(ccneAoBaHr.r, Aonxl'rr 6rrm orpaxeHbr B AoroBope MexAy
3turBLrreJ'IeM a Hccr'renoBare,retr/opr atuzagueil.

6'L).7 [7o 3arpocy MoHlzropa, ayAuropa, Konaul&6Zr$JMnf,dlrlnilffi,lbtrLdrGd.rerro.o
opfaHa HccrreAoBarenb/oprau:1^3aL\un ronxHbr o6ecneuusTfflrilRiiffignm 

ftpsry.v/parprcrM,
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urorax uccJle.{OBa]Hvfi,, a raKxe nce rpe6yeMBre orserhr ynonHoMoqeHHhrM

7 3assure.nr (cnoHcop)

7.1 O6ecneqeH[e KaqecrBa r.r KoHTpoJrb KaqecrBa
7 '1 '1 3aqsureJlb orBeqaer 3a BHe.(peHze I{ [orAepxaHr.re clrcre.a o6ecue.r e*prfl t4*oHTpon,KaqecrBa c rrrcbMeHHbrMz CO[I, Koropbre rzMeror cnoeff ueJrblo o6ecneq[rb npoBe.qeHr.reHccneAoBaHar' c6op, pefl4crpauxrc H npeAcraBJleHr4e AaHHbx B coorBercrB,yr c nporo*oJroM,Haclorrur4M craHnaproM H HopMar[rBHbrMr{ rpe6onauuxuu.
7 '1'2 3aqsure"Ib (cnoncop) orBeqaer :a o6ecueqeHr4e corJrac,, Bcex BoBJIerIeHHbrxcropoH Ha IIpenocraBJleHl'Ie npflMoro Aocryna (cu. 3.11.) no Bce yqacrByroutue B HccJreAoBaHr,ruueHTpbl' Ko BceM [epBI4rIHbIM raHHrna/AoKyMeHTaM H orqeraM B rlenrx r{x MoHLtroprzHra r.raynura 3a'aruteleu, a raKxe I'IHcneKur.ru HarIr4oHuInbHbrMH u r.rHocrpaHHbrMrzyn onHoM Or{eHHbIMH OpraHaMH.
7' l '3 Kosrponb KaqecrBa cneAyer ocyqecrBrq'rb Ha Bcex granrx pa6orrr c AaHHbrMt4,qro6rr o6ecnequrb r4x nocroBepHocrb r.r npaBr.rnbHocrr o6pa60TKr.
l 'l '4 AoroBopbl Mexry 3aanffieleM I'I I4ccJrelo"arerer/opraHu:aq ueit uyu6o6ofi apyrofiyrracrBylouefi s vccreAoBaHzl{ cropouoft ronxHbr 6rn's cocraBJreHbr B rrr.rcbMeHuofi rfopue xaxI{ACTb TIPOTOKONA UTII4 B KAqECTBC CAMOCTO'TCJIbHbIX AOKYMEHTOB.

7.2 Kourp aKTH a fl r.r ccJreAo BareJr BcKafl opraHl{3aurrfl
7 '2'l 3asu,urenl Moxer IIoJIHocrbIo Hnra qacrr.rrrHo rrepe.qarb o6ssaHHocru u Synxquu,cB'3aHHbIe c [poBeAeHHeM accJreAoBaHr.rq, KoHTpaKTH oit iccrcloBarenbcrofi oprauus awftr,oAHaKO OrBercrBeHHOCrb 3a Kar{ecTBO H rronHoTy flolyr{eHHbrx B XOIe I4CCJIeAOBaHI,IC IaHHbIxBcel'{a JIexI,r Ha 3assurers. KourpaxrHaa ,IccJleAoBarenbcKa, opraHr{3allu.g AoJrxHaocyuecrBnflTb Mepbr no o6ecneqeHr.rrc x KOHTpO,T KarrecrBa.
7 '2'2 llepeAaqa KoHTpaxruofi LlccJleroBarerucroft opraHr,r3auuu mo6rx cBr3aHHbrx cHccJle'qoBaHI{e:r't o6q:aHHocrefi ra $ynxuufi AoJrxHa 6urs AoxyMeHTaJrbHo o$oprraleua.
7 '2'3 tsce cB'3aHHbIe c uccJreAoBaHI4eM o6qgeuuocru vr 6yuxuuu, He uepeAaHHbre

KoHTpaKTHofi uccleAoeare,rrcxofi opraHl{3alluu, ocralo:rc, B KoMrrereHurzu 3iurBLrreJrr.
7 '2'4 Bce, qro B HacrorLIIeM craHAapre Kacaerc, 3aflBpfferfl, TaKxe npr,IMeHraMo Krourpaxrnofi HccJlenoBarellcxoft opraHu3aur.u4 e rofi Mepe, n xoropoft KoHTpaKTHiur

uccnenoBareJ'IbcKa-fl opraHH3auufl trprr[r4Maer Ha ce6s o6ssaHHocrr.r u Qynxuzu 3aJIBr.ITeJn Iro
rrpotseAeH I,t [O KJ'II,I H I,I qec KO f O HccneAoBaH I4q.

7.3 Meauqr,rHcKafl xnalu0uraqrrfl
3aqgplrem AoJIxeH Ha3HarII{Tb o6lalarorqufi coorBercrByroqefi ueAuuuncrofi

xna'rzQuxaqaeft nepcoHuul, xoroprrfi AoJIxeH 6snr rcerAa AocryleH AJrff perueHr,r, cBs3aHH6rx c
HccJIe.qoBaHHeM BonpocoB MeruuI'IHCKOTO xapaKTepa. flpu ueo6xo,qr4Mocrr4 Alr eroft ueluMoryr 6umr npuareqeHbr BHerxHr.re KoHcynbraHTbr.

7 .4 fiutafia uccJreloBaHr,rr
7.4.1 3aqsurert ronxeH [puBneKarr rnanu$uur4poBaHHlx nuu (uaupauep,

6uocrarncrllKoB, KnHHHqecKIIx Sapuaxororon, npauefi) Ha Bcex 3Ta[ax KnHHHqecKoro
HccneAoBaHHq - or pa3pa6orxu IlporoKona, I4PO v ilrala crar[crr.rqecKoro a1anLrca lorrorxroroB Kr.r [poMe)r(yror{H oro n SzHalrnoro orqeroB.

7 '4'2 Taxxe cM. pa3AeJr 8 Hacroquero craHAapta, "crpyKTypa H coAepxanue nporoxola,'
H NPYTNC COOTBCTCTBY}OUUC PYKOBOACTBA OPIAHI,I3AIIUU UCCNCIOBAHI,I'.

U' ZSTAIIOAfl I ACE},ITI IG I
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7.6 B116op HccJreAoBareJrfl
7.6.1 3assfirert Hecer orBercrBeHHocrb 3a nu6op uccneAoBarerefi/opranusauufi.

KaNarrfi HccnenoBarenb AoJrIxeH uMerb rna-uu$uxarluro, onbrr r,r pecypcrt (crrl. 6.1., 6.2.),
AOCTATOqHbIC ANq TIPOBCIEHI{' I4CCJIEAOB AHLIfl , AJ,, KOTOPOTO OH B6I6PAH.

7 '6'2 Ao rorflrcaH,, AoroBopa c l4ccneAoBarererra/opranrEsaquefi Ha [poBeAe*r4e
I4ccJleAoBaHilfl 3asBurenb lonxeH [peAocraBI'ITb I'lccJleAoBarelrc/oprauu3arluu flporoKon r.r6poruropy accneroBareJl n 'rexyuleft peAaKrlkru E rarb r,rccne.{oBaremo/opran v3arJuu
AocraroqHoe BpeM, An' O3HaKOMreHI4fl C rrpOToKoJroM H rrpeAocraBJreHHofi UHsOpUraIIr4efi.

7 '6'3 3assureJrb AoJIxeH flonyqurb coriracue r.rccne.qoBatera/opraHr,r3aur.rl4:
a) rlpoBonl'ITb I4ccneAoBaHHe B coorBercrBr4r.r c HacrosuluN{ craHraproM uHOpMarHBHsrnau rpe60BaHH.8Mr{ (Cu. 6.1.3.), a raKxe c [poroKonoM.
6 ) co6,'roaarb r po qe,qyp br perucr p arryv I ilpeAarurr"rrq raHHhrx ;n) xpauurb ocHoBHbIe roI(yMeHThI, cBr3aHHbre c uccneAoBaH,eM, Ao rex rrop, rroKa3aqBl,rrenb He coo6ulur uccneAoBarelrc/opraHr{3alluu, Lrro grfi AoKyMeHTbI 6oluue Herpe6yrorcr (cxt. 6.9.4.).

7.7 PacnpeAeJreHne o6qsauuocrefi
f-[o uaua,ra HccneAoBaHufl 3assureJrb AonxeH ycraHoB,Tb r4

c hccneAoBaHr.reM o6s:aHnocrz r.r Qyuruuu.
pac[peAenHTb BCe CBs3aHHbre

7.8. KouneHcaqu[ [auneHTaM rr nccJreAoBare.[qM
7'8' l Eclz [peAycMorpeHo HopMarI4BHbrMrr rpe6onaHuxlrrz, 3a.f,surers .rlonxeHo6ecnequrb crpaxoBaHl'Ie HItu rapaHTl{poBarb ropuruqecKy}o Lt $unanconyro noA.qepxKyaccreAoBare'u/opraun3aul'Il4 B cnyqae [peAbflBJreHus HM upeteH:ufr, cBq3aHHbrx c

I{ccJIenoBaHI4eM, 3a [IcKn]oqeHI4eM Tex rlpereH3uft, x<lropble Bo3Hr.IKnLr B pe3ynbrare yMbrcJraklltt4 HeocropoxHocrl'l co cropoHbl trccneAoBare.[s prlt:1 qJIeHOB r4ccJrenoBareJrbcKoro
KOJIJIEKTHBA.

7 '8'2 flpanula 14 rIpoIIeAypbI 3aqsurers .4oJrxHbr npeAycMarprrBarb Bo3MerrIeHHepacxoAoB Ha neqeHlze naql{eHToB B Cnyqae upaquHeHr.r, BpeAa ux 3ropoBbro B pe3ynbrare r.rxyqacrkltr B HCCneAoBaHUU B COOTBercrBr4r,r c HopMarrrBHbrMr.r rpe6oaauzrl,ru.
7'8'3 Ec'ru naupleHTbl l4ccreAoBaHu.fl flonyqaror KoMrreHcaur,ro, nopflAoK yt cnoco6

KOM TI C H CAUH H AO,TXH bI COOTBCTCTBOBATb HOPMATI]BHUIT TPE6ONAHI,Ifl M.

7.9 tDuuaHcHpoBaHtle
ouHaHcosrle acneKTbl I4ccne.{oBaHLL Aonxusr 6rnr AoK}a{eHTzrJrrrro oQoprraJreHbr B Br.rAe

Ao roBopa M exAy 3assure,'reN{ H }rccne.{oBareleu/opranusa[Hefi .

7. l0 YneaoMJreHrre y[oJrHoMoqeHHbrx opranon/noAaqa 3aflBKrr B ytroJrHoMoqeHHbre
opfaHbt

Ao HaqaJ'Ia KJrIIdHHqecKoro I4ccneAoBaHu, 3aqnurem (uttu 3arnztem coBMecrHo c
uccnenoBareJleM, ecJrH 3To nperycMorpeHo HopMarHBr{brMrz rpe6onanuxrrlu) 4olxeH rroAarb BcoorBercrByrouue opraHbl ece rpe6yeMble 3iuIBKvt LIrs. ux paccMorpeHr{g, trp4HflTufl u/ulru
[onyqeHHq pa3petxeHl{fl Haqarb vccJleAoBanue (n 3aBI{cLIMocrI{ or HopMarHBHsx rpe6on anufi).Bce yoe4ov re1us,lzaseKl{ AoJI)KHbt 6strr Aarr4poBaHbr r,r coAepxarb AocraroqHyro ran6oprraarlurc
An, HAeHTH$arcaunu nporoKona.

7.1I rloarBepr(neHue paccMorpeH[q Kouurera rro 3T[Ke

l;"i,l^i:ff ilff :i"ffi ::lffif,:";T.*.JffiflLr#ffi fiffi iffi u*r,u,
6) noarsepxAeH,e or Kounrera rro 3rHKe $5fl0{fft"t{tppmrsfiiuyl, 4eftcrnyer

cor,'racHo GCP u coorBercrBylorueMy 3aKoHoAarenbcrB[il y

,,..":*li';mm,;ilil#t.n:v-x#t,ffi#ffifl:t#*ox;^ti
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HccneAoBarenro/opraHu3aur Ao rex nop, rroKa He rroryrrr4T Bcro rpe6yeMyro .{oKyMeHTaur{rc
(Hanpuvep" yrBepxreuue/o4o6pesue Kouurera rro gluKe r{ y[onHoMoqeHHrx oprauon).

7.14.3 flucrueusble rpoueAypu 3arnurenq Ao.rrxHlr BKJrroqarb B ce6r uucrpyKur,rr,r AJu
HccneAoBarelr/opraHu3aw4kl no npaBrrnaM xpaHeHhtfl vccneIyeMoto [poAyKTa u o6paueuu.a c
HI,IM.

7 .1 4.4 3aqsure,'m AonxeH:
a) o6ecneul{Tb cBoeBpeMeHHyIo [ocraBKy r{ccJre,4yeMbrx npoAyKToB r,rccJreAoBarersM;
6) aoxyueurl4poBarb nocraBKl4, nonyqeHr.re, BbrAarry, Bo3Bpar r.r yHurrroxeuue (rua6o uuoe

pacroprxeHue) uccleAyeMbrx rpoAyKroB (ctr. pasaen l0 Hacroxqero craHgapra);
a) HMerb paspa6oraHHufi KoMnJrexc Mep Bo3Bpara r{ccneAyeMoro [poAyKTa vr

/'LoKyMeHrHpoBaHHrI noAo6soro v3'bsrvts. (nanpuuep, or3brBa 6paxonauuoto [po.{yxra (rocr),
Bo3Bpara npoAyKra 3aqsl4rerq nocJle oKoHqaHr4, prccJreAoBaHufl. uItH rro trcreqeHr{r{ cpoKa
rorHocra rrporyKra (rocr));

r) ltuerr paspa6oraHIrsIfi rolrnreKc Mep no yHHqroxeHr.rrc (lu6o r{HoMy r{crroJrb3oBaruEro)
HelIcnoJIb3oBaHHbIx LIccnenyeMblx [po.uyKToB 14 AoK),MeHTr{poBaHI4fl no.qo6noro yHurrroxeHr4.s
(na6o I4Horo ricrroJrb3oB auut) (rocr).

7. I 5 3aqnHTeJrb AoJr)r(eH:
a) flpnurrr' MepH rlo o6ecneqesuro cra6lusuocru uccJreAyeMbrx npoAyKroB Ha

nporrxeHHH Bceto [epHoAa HC IIoJIb3oBaHHfl.,

6) tr4rr,lers AocraroqHoe Koilur{ecrBo HcrroJrmyeMoro B HccJreAoBaHr,rflx r4ccneAyeMoro
rlpoAyKra, qro6sr florrBepAr.rrb, B cJrfrae Heo6xoAzMocrr.r, ero coorBercrBr.Ie cuequQuxarlprqM,
a raKxe Becrlt yqer aHanlz3oB H xapaKTepacrux o6paruoB npoAyxTa H3 r,apruu. B gaeucurvrocru

or cra6u,ruHocrH o6pa:usr AoJIxHbr 6nnr coxpaHeHbr lu6o ,{o oKoHqaHH, aHaJwga,rlaHHbrx no
I{ccire.{oBaHuro" ru6o B TerreHr4e cpoKa, o[peAeJreHHoro coorBercrByrour,rMr{ HopMarvBHbrMr.r
rpe6oaauur{Mr,r. HcxoAq H3 Toro, xarofi nepuor f,BJr.rrelcfl 6oree AJrr{TeJrbHbrM.

7.16. fiocrytr K 3arucqM
7.16.1 3a"seilrem AonxeH rrpeAycMorperb B rrporoKone vilu HHoM rrrcbMeHHoM

corJratrreH]ru o6s:asuocrr uccJreAoBarera/oprauu3aur.ru o6ecne.rilru npruoft Aocryn K

nepBurrHbrM ,rassrru/AoKyMeHTaur,ru lltfl, rlerefi MoHrrropr,rHta, ayLura, 3Kcrreprr4srr Kouurera
fro 3rHKe, a TaKx(e HHcIIeKuHr.r co cTopoHbr ynoJIHoMorIeHHbIx opraHoB.

7.16.2 3aqsprrem AonxeH y5eautscq B ToM, rrro KaxAbrfi uaqxenr AaJr rrucbMeHHoe

cor-Jracr4e Ha nprrrlofi Aocryn K ero opurr.{HaJrbHbrM MeAr.rur.rHcKr.rM 3alrr4csM lnfl uereft
MoHHlopHHra, ay[Lrra" 3xcfleprr.rgsr KonHrera rro 3Tr4Ke, a raKxe r,rHcneKIII{H co cropoHbl
ynonHoMoqeHHbrx opfaHoB.

7,11 ltuSopMarlufl, orHocqularcfl K 6eronacnocru
7.17.1 3aqsr4rers orBeqaer 3a nocrorHHyrc orIeHKy 6esonacHoctz rIccJIeAyeMbIx

rrpoAyKroB.
7.11 .2 3aqsnre,'rr AonxeH He3aMeAnHTeJrbHo yBeAoMr,rrb Bcex 3aHqrbrx B HccJre.qoBaHLuI

HccJreAoBarelefi/opranv3awvt, a raKxe y[oJrHoMoqeHHbre opraHbl o nonyqeHHblx AaHHbIx,
Koropbre Mor-yr ue6laronpuqrHo orpa3nTbcfl Ha 6esouacHocrn naIII{eHToB, noBrllqrb Ha

[poBeneHne HccneAoBa:nus nu6o H3MeHlrrb o4o6peuue Kouurera no grrlKe Ha npoAorlxeHue
I,ICCJIenOBaHLIT.

7. I 8 Coo6ureHllq o Hexe!'Iare!'IbHblx pearculrfl .x

/.18.1 JagsHre"rs .rorxeH B Bo3N.roxHo, O,crta ISTfi]yqacTByrouHM B HccJrrenoBaHHH HCCneAoBaTenf,M/optaHx3allrfiM:
cpox coo6uarr BceM7.18.1 3aqeHre,'Is .qonxeH B Bo3MoxHo 6ronffi r[QDgjlKufi cpo

rr v rc ru H M B H c c n eno B aHV vt 14 c c,en o Barerr f, M zop.unY* drfi#,fl q,eUr r'#SEIPIITS?, rAe 3ro
'rpe6yercr. a raKxe yilo,,rHoMoqeHHbrM opraHaM ooo uo[IA#&*fi{'

7.14.2 3aqeurert He .uonxeH

O'z DSt 2765:2U$

rrocraBJrflTb racc.ne4yelrufi npoIyKT

'rpe6yercr. a raKxe yilo,'rHoMoqeHHbrM opraHaM o6o scD*A#ll*AflqpSmlprcflTf, Koropble

oAHoBpeMeHHo sBrlnrorc' cepbe3H'IMI'I H HenperB,otnnu'Trtlut 
{Jo*u'fr1***l{db,osaHr,si,{.I .18.2 Taxue oKcrrpecc-orqerbr AonxHbr coorBercrB1

f uvg[Jgltllfin,sn 
2t
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5) yHHtlrolKeHfie (ru6o I4Hoe pacnoprxerrue) Her,rcroJrb3oBaHHbrx
npoIyKToB B HCCnenOBareJrbcKoM rIeHTpe ocyulecTBnqroT B coorBeTcrBt4r{ c
rpe6orauu flMLt 14 no cofJlacoBaHuro co 3assurereNa.

r{ccneAyeMbrx

HOpMaTr,rBHbrMLl

r) flponepler co6lroAeulae plccJreAoBareJrervr yrBepxAeHHoro [poroxoJra h Bcex
yrBepxneHHbrx nonpaBoK K HeMy, ecnu Ta(oBbre r,rMeroTcr.

a) flpoeepaet, uto6bl rIIdcbMeHHoe ranQoprranpoBaHHoe coriracne KaxAoro [arII4eHTa 6ulo
[onyqeHo Ao HaqaJra yg.acTr4fl, B ]rccneAoBaEyfir.

e) O6ecneqfisaer HanHqLIe y prccJreAoBarenf, rexyuefi peAaxrlzu 6pouuopsr
HccneaoBareJ'rr. Bcex apyrrrx AoKyMeHToB H Marepuanon, ueo6xoArdMbrx An, rrpoBe reqns.
uccnenoBaHlIfl HaAJIexauIuM o6parona LI B coorBercrBtrr{ c HopMarr.rBHbrMr.r rpe6onauuruu.

N) O6ecneql4Baer to, .tto6sI uccJleAoBareJrb r.I efo corpyAHI{KH, 3aHsrbre B uccJIeAoB a14vr)
6u,r u rllocraroqH o uu SopnaupoBaHbr o6 uccleroBaHr4r.r.

:) flpoaepaer, qro I4ccJreAoBareJrb u ero corpyAHr{Krr, 3aHflTbre B r.rccJre,{oBa1y1?t,
BbltlollHfllor cBf,3aHHble c I4ccJIeAoBaHI{eM o6gsaHHocrr{ B coorBercrBHl{ c [poroKoJloM u BceMu
ApyfuMH rIHcbMeHHbtMH corJlaureHr,rqMu MexAy 3axsprrereN,r H Lrccneronareneu/opraHusaquefi
H HC NCPCAA}OT BbIrIOJ'IHCHHC CBOUX Oy'*q'fi HEYNONHOMOqEHHbIM NI,IIIAM,

u) flpoaepaer co6lroreuue HccJreAoBareJreM Kpr{Tepr.reB or6opa npu BKJrroqeHr.rpr
TIAUI4CHTOB HCCNEAOBAHHq.

rc) Coo6uaer o cr(opocru ua6opa [aulreHToB B HccneAoBaHr,re.
,r) llponeprer rpaBnJlbHocrb, tloJrHory r{ cBoeBpeMeHHocrb perr4crpa\un 1aHHbrx B

IrepBHqHbrx H apyrlrx oTHocrur4xcq K I,rccleAoBaHr,Irc AOKyMeHTaX, a TaKXe nOpsAoK ux
BeAeHHr.

na) Ilponepser, qro HccneAoBarenb npeAocraBrr.,rer nce rpe6yeMble orr{erbr, yBeAoMJreH;g1s.,
3anpocbr u noAo6Hrre Aor(yMeHTbr vt rITo oHpI qBrrlorct IIpaBI,IJILHbrMr.r, TIOJIHbIMH,
cBoeBpeMeHHLIMH, pa:6opur,rnbIMI{, AaTI,IpoBaHbr r.r HAeHTT{$urIHpy}or r{ccJreAoBaHr,re.

H) flponepf,er npaBllJrbHocrb 14 rlonHory AaHHbrx e I,IPK, [epBr,rrrHbrx AoKyMeHTax r.r

Apyrl4x orHocflIrlplxc, K I4ccJleAoBaHr.rrc 3anlrcflx ttyleM conocraBnenfifl, ux Mex.qy co6ofi. B
oco6esuocrr.r. MoHHTop .4onxeH npoBeprrrb cneAyrouee:

1) npaeu,rsHocrb BHeceHlIfl rpe6yeusx [poroKonoM AaHHrrx n I,IPK la vx coorBercrBr.re
AaHH brM B [epBr4 r{Hofr Aoxyuesra\bLt;

2) ,rro6sre r43MeHeHHq lLozr,t ulutr4 Teparrrara qerxo AoKyMeHTirnrno otpoprrarsrorcs Am
KaxAof o rrar{r4eHTa uccJIeAoBaHr,rfl ;

3) uex<elareJlbHr,Ie flBreHprs, coflyrcrByroulee nerreHr,re u r4HTepKyppeHTHbIe ga6oresaHr,Ig
perr,rcrpr.rpyrorcfl r IrIPK B coorBercrBr4r,r c nporoKotroM;

4) nponylueHHble [auI4eHToM Br,r3r,rrbr, He[poBeAeHHbre aHaJrr,r3br H HeBbr[oJIHeHHbIe
o6c,reAoeaHr.r, rcHo orpaxeHr,r s I4PK KaK TaKoBbre;

5) Bce cnyqau HcKrIoqeHH fl. u sH6srnaHra, uaIIrreHToB pr3 r4ccJre,(oBaHl4ff
3aperHcrpHpoBaHbr u o6rqcHeHrl s I4PK.

o) Coo6ruaer Hcc,'IeroBareJllo o mo6sx AonyureHHrrx e I,IPK orun6xax, [ponycKax z
Hepa:6opvrzBllx 3aIIIIcqx. Morlzrop AonxeH rrpocne[r4Tb 3a reM, qro6u coorBercrByro[Ir4e
ucrlpaBneHus, Ao1asreung,ulta BbIrIepKI,IBagug.6ttnu cAeJIaHbI, AarI,IpoBaHu, o6txcueurt (eclu
ueo6xoAtttvto) rz nollucaHbl caMI{M r.rccJleroBareneM nrn6o ynolHoMoqeHHbrM Ha flor[trcaHl4e 3a
Hero H3Meueuufi s I4PK qJIeHoM LlccJreAoBareJrbcKoro KoJrJreKTr.rBa. ,{auurre [oJrHoMoqr.rs
nonxHbr 6lrrt :axpe[,rreHbr AoKyMeHTanbHo.

n) flponeprer co6lrcAeuue cpoKoB coo6rrlesug o HexeJrareJrbHbrx f,BJreHr{flx,
orlpeAeneHHblx GCP, [poroKoJloM, Kouuterolt rro 3TI{Ke, 3aqsure,Ter\.r pt HopMarr,rBHbrMr,r
rpe6onauaauu.

,".,"1I.[Ti""J;;;u):'o""' 
uccneAoBarerleM ocry"ffiTA ImYf ""frtt il fil e fla3Ae'r 

8

c) Coo6uraer HccneroBarerrlo o6 orxroneHurx otfil)6il&rl&ElOffif,mABtr npfuarunHrx
rpe6oeaurail. a raKxe rperrpr.rHr{naer seo6xoAuMbre E*fffif, fAffifilT;pryaorunarr.rrbIIoBTopeHue noAo6urrx orrc,rouesufi . ,,,flilflifif,lrR rsfl
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HccneroBarelr/opraHu 3ar\Hkl 3assptrcru AoJIxeH [peKparHTb y.racrr.re
I{ccJleAoBare,raloprauil3a\hu B I4ccJIeAoBatnu. Eclu yqacrr,re uccJreAoBaren/opranrE3aUr{Lr
rrpeKpaureHo B pe3ynbrare cepbe3Hbrx ulutu floBToprrcuuxc, cryrraeB Heco6ffoAeHus
IIpI'IMCHHMbIx rpe6onauufi, 3arslrrear AoJrxeH 6esotrarareJrbHo yBeAoMl,rrb 06 oroM
yIIonHoMor{eHHbre opraHbr.

7 .22 [o cporr H oe flpeKp arrleH H e lrJrrr [p[ocraH oBKa [rccJreAoBaHnfl
Ec,rn uccltenoBaHz e Aocpot{Ho npeKpalqeH o urrur [puocraHoBJreHo, 3assurem 4onxeH

He3aMennHTe,'IbHo coo6qarr HccJreAoBare.nxna/opraur,r3arlu.,rM r,r ynonHoMorreHHbrM opraHaM o
IIpeKpauleHIlu r4rrv [p]rocTaHoBKe, a TaKXe yKe]aTb [pHr{uHbr npeKpalrleHLts. yrJIH rrpuocTaHoBK}r.
Kolturer rto 3rHKe raKxe AonxeH 6snr HeMeAJIeHHo un$opunponaH 3aqal4reaeN,I krlru
HccJ'lenoBare,reu/oprau uza\uei (n coornercrBr4r4 c HopMarr4BHErMu rpe6onauuruu), B ToM
qr{cJre H o IIpr4r{HHax fipeKpaueH[g vrra rlpr4ocTaHoBKrr r,rccJreAoBaHuq.

7.23 Orqer o KJrrrHHrrecKoM rrccJr eloaamuulucrrbrraHrru
He:tasucl4l4o or roro, 6rtro ru accneroBaHue 3aBeprueHo rlo flporoKony rdJrr4 npeKparrleHo

nocpor-lHo, 3a.flsl4reru AonxeH o6ecnequrb cocraBJreHile u [peAcraBneHue B ynorHoMorreHHbre
opraHbl (n coornercrBl4ll c HopMarr{BHbrMr.r rpe6onaHurura (npraras)) orueroB o Krrr4Hr,rqecKoM
HCCJICAOBAHHH.

7 .24 MnoroueHTpoBbre rrccJreAoBaH[q
rlpu uHoroqeHrpoBblx HccneAoBannsx 3assurexb AoJrxeu o6ecuequrb cJreAyrouee:
7.24.1 Bce uccneAoBareJlld [poBoArr r.rccneAoBaHue B crporoM coorBercrBu]r c

nporoKoJloM. corJIacoBaHHbIM c 3assurerera ,r, ecJru rpe6yercr, c ynoJrHoMorreHHbrMl4
opraHaMu u oao6peuurnr KouzreroM tro 3THKe.

7.24.2 I4PO pa:pa6orasu raKHM o6pasour, .{ro6sr co6pars nce rpe6yeMbre AaHHbre r,r3
Bcex ueHrpoB" yqacrByroultx B MHoroqeHTpoBoM r.rccJreAoBaHr.rH. Terra trccJreAoBareJrsM,
Koropble co6uparcr AononHureJIbHbIe IaHHbre, IoaxHbr 6urr raKxe flpe.(ocraBneHbr
AOnOnHr{Te,rrr,Hbre I4P@, paspa6oranHbre An, c6opa AorroJrHHTeJrbHbX AaHHbrx.

7.24.3 O6s:ausocru HccneAoBarerefi-xoopAr.rHaropoB vt Apyrux uccregonarerefi
AOr(yM eHTan bHo 3aKpen,rleHbr Io HaqaJIa r,rccneAoBaHr4q.

7.24.4 Bceu ncc,reAoBareJlrM npe.{ocraBneHbr riHcrpyKrlr,ru no co6nroAeHr,rro nporoKoJra,
9AI'IHblx craHJlaproB oUeHKLI KJ'IHHI4qecKIax u la6oparopHbrx AaHHbrx, a raKxe no 3a[oJrHeHr.rrc
14PO.

7.24.5 csq:r MexAy r4ccneAoBareJrf,Mr,r AoJrxHa 6rIrr 6es npenrrcrnufi.

8 llpororoJr KJrllHuqecKoro [ccJreAoBaHuq rr [o[paBKH K rrporoKoJry

ColepNasue nporoKona uccneAoBaHufl, Aonxrro r{Merb yKillaHHyro Hr,rxe crpyxTypy
(npnxa:). Oluaxo nuQopuaql4fl, I{MeIouIaJr orHorxeHr{e roJrbKo K oAHoMy r4ccJreAoBarenbcKoMy
ueHrpy. Moxer 6rrrr npelcraBJleHa Ha orAenbHbrx clpaHurlax flporoKoJra r4Jrr4 coAepxarbc, B

orAejrbHoM cornalxeHllt4, a qacrb rlpr4BeAeHHofi uuxe un$opuauull Moxer raKxe coAepxarbc,
B ,Apyrux roKyMeHrax. ccbtJIIuI Ha Koropbre r.rMercTofl B npororoJre, Harrpr,rMep n 6poutope
HCCneAOtsaTenrI.

8.1 O6uraq uu0opruaqnn
8.1.1 Ha:saHI4e nporoKona, Ia4euruSr.rKaur{oH}rbrfi noruep fiporoKoJra u lara. Jho6as

no[paBr(a raK)r(e AoJr)r(Ha HMeTb HOMep [olpaBKI,I n &u:y.
8.1 .2 HauueHosanr.re/r4Mr u aApec 3aqsr4rerq.
8.1.3 Vlvts u AonxHocrb rlrrq, yronHoMor{eHHbrxlpqSflpilUAfrTrrygttfl"fdrfcbrBarb

rrporoKon H noIIpaBKlt K flpoToKony.
8.r.4 Lt*rt, ronxHocrB, aApec u HoMep rr"[ffi{IJfl,I&&t{Jrl,$[6H :tArrerreM

OAllI.AI }IAZORAI

illJt,0Ft0tAsllrtII
BOS}lOIRMIIS I

tflt
sfl

MC.qHUHHCKOfO ?KCTICPTA IIO AAHHOMY HCCNCAOBAHUIO.
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a) KorAa I't KaK rIauI4eHToB HcKnrorrarb u3 lrccneAoBatul,,lile\oaufl rrccneAyeMblM
rrpoAyKToM.

6) Kaxrae AaHHbIe LI B KaKLIe cpoKu AoJrxHbr 6rrrs co6paHbr rro HcKJrroqeHHbrM [aur{eHraM.
a) 3aueueH H rrkt Lt KaKr.rM o6pa:orr,r sH6Hsurue flaqueHTbr.
r) [oc,relyrcuee sa6;toAeuue 3a naIIr4eHTaMr4, rzcKr]oqeHHbrMlr u3 ileqeHvrs.

I4CCneAyeMbrM npoAyKrou/uccleAyeMbrM rerreHr,IeM.

8.6 Jleqenue [auHeHToB
8.6'1 OcyruectnnreMoe JIeqeHHe, BKJIroqtur HalBaHr.r, Bcex [poAyKToB, r,rx Ao3HpoBKIr,qacrory rIpLIeMa, nyrulcnoco6H sneAeHvtfl, a raKxe [po.qonx[TeJrbHocrL JretreHr{.s, BKJrroqur

rIepHoAbI rlocneAyrcuelo na6moAeuzfl AIrfl rcaNgqofi rpylrtrrr JreqeHr,r, trccneAyeMbrMr.r
rrpoAyKraMu.

8.6.2 Jlexapcrna/cuoco6u reqeHr.rr, rprdMeHeHr,re Koropbrx pa3pelreHo (nxnrouar
Heornox(Hylo repanr4ro) nlu ue pa3peueHo ro Ltlvilu Bo BpeM, r,rccJreAoBaHr,rfl.

8.6.3 MeroAbr r(oHrporr sa co6rroAeHr{eM [poue.qyp rarlneHTiMr{.

8.7 OrreHrca aQQercruBHocrr{
8.7. I flepeqeHb napaMerpoB s$sexrunnocru.
8.7.2 MeroAbI L cpoKI,I oIIeHKLI, perucrpaulauu auarra3a [apaMerpon e$Serrr,rBHocrg.

8.8 OueHra beronacuocru
8.8. I llepeqeHb napaMerpoB 6e:onacsocru.
8.8.2 Meronbl I,I cpoKl{ oIIeHKI,I, perucrparl[a u a:r,aJtu3a napaMerpos 6esonacHocrr{.
8.8.3 Tpe6onauux x orr{eraM, [poqerypbr rro perr4crparluu vt coo6qeHus1a o

HexenareJ'rbHbrx rBJreHr,rrx r{ HHTepKyppeHTHbIx ga6oresaHuqx.
8.8.4 Meror H [poAoJIxHTeJIbHoctr na6moLequs.3a narIHeHTaMr,r rrocJle Bo3Hr{KHoBeHr{fl

HexeJrareJrrH rrx ssreHr,rfi .

8.9 CrarucrrrKa
8.9.1 onucauue crarnCTI,IqecKI4x MeroAoB, Koropbre [peAnoJraraercs r,rc[oJrb3oBarb,

BKrloqa, cpoKr4 KaxAofo nnaHr,rpyeMoro npoMexyTorrHoro aKaJru1aa.

8.9.2 llnanupyeMoe KoJIHT{ecrBo [aur4eHTon. B cnyqae MHororleHTpoBbrx raccreAosaH1aft
AoJ'Ix(Ho 6url olpeAeneHo rlnaHl,IpyeMoe KoJruqecrBo frarlueHToB B KaxIoM IIeHTpe.

8. 9. 3 flpuueHqer\a urfi ypo BeH b 3HaqraMocrr.r.
8. 9. 4 Kpurep Hr{ rpeKpar.rleHr.rq prccJreAoBaHr{r.

8.9.5 or6op ralll4eHroB An, aHuru3a (uanpzir,rep, Bce paHAoMr,r3r.rpoBaHHbre raupreHTbr,
Bce [aUaeHTbI, tloJlyr{HBlrlue xor:s 6rt oAHy Ao3y r,rccneAyeMoro flpeflapara, Bce [ar.Ir{eHThr,
coorBercrBYloutue Kpllrepl4rM or6opa, naIIHeHTbr, AaHHbre Koropblx rrpuroAHbr 4nr oqeuxu).

8.10 KonrpoJrb Karrecrea u o6ecueqeHue KaqecrBa
8.11 3ruxa
Onplcasae 3THr{ecKIdx acneKToB HccneAoBanua (pasaer 5 nacrosulero craHAapra).
8.12 Pa6ora c AaHHbrMvt Lr BeAeH:ae gauucefi
8.13 fly6nuKaunpr
8. l4 flpr.rnoxeHuq

9 6poru ropa uccJreAoBareJrfl

9.1 BneaeHue
Bporuropa HccJleAoBarerx (EI,I) [pe.qcraBnrer cobofi cBo,{Hoe H3JroxeHr,re KJrr{Hr.rqecKr{x u

AoKrrHHr'rLrecKHx AaHHbrx rro HccnenyeMoMy rpoAyrTyllkQffiplgf#prorafFft.{ryrt,Aru efo

ill;:ii f ;.ilHX; L #X".X'ffi ;.IJff' T ,fiXHffil,tffifffi}tffinfrffff if;ffi . # :
HccreAoBaHlrr, uu$opvraquu, nonoraiourefi nouuud*YctAlu ilnqtrfiSTflff uuorprx , T*

*"flfilflifif,lrR'sr' 27
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9.3 Coaepxanue 6poutrcpbt uccJreAoBareJrfl
BI'l ao,rNna HMer6 cneAvrouue pa3.qenbr, xaxirrrfi r.t3 Koropbrx, rne loAxoAprr,

CONPO BO)KIATb C rI UCKOM CCbIJIOK HA NI4TEPATYPHbIE I,ICTOTIHUKU :

cJreAyeT

9.3. I OrnaBJreHr4e

O|IABJIEHI,IE EpOlIIIOpbt I4CCnEAOBATEJI_fl
Yxa:au u e Ha xoH QuAeH urdaJrbHocru (Heo6arare:rtuo)
floAn ncu (Heo6r:arenruo)
l. Or,raereHue
2. Pe:roue
3. Bseaenr,re

4' <DusuqecKlre, xHMI,IqecKHe, Qapr'rauenrfiqecKue csoficrsa pr neKapcrBeHHaJr $oprraa
5. loxnuHraqecKr.re prccJreroBaHr4q

5. I . floxnuHr4r{ecKafl Saprraaxolorur
5.2. OapvraKoKzHerr.rKa u uera6oJrlr3M npoAyrffa y xr.rBorubx
5.3. ToxclrxoJroru,
6. 3QQexrbI y r{enoBeKa

6. I . @apvraKoKr,rHerr{Ka u uera6onrr3M y rreJroBeKa

6.2. Be:onacHocrb a o${lercraBHocrb
6. 3 . flocrperr,rcrpaur4onuufi orrbrr [pr{MeHeHr4,
7. O6cyNgeHr4e AaHHbrx r.r r.rHcrpyKuur.r IJrfl r.rccneAoBareJrs
Ccruxu sa:
1. fly6nr.rxaurau
2. Orqerr,r
f{auusre ccbrJrKr4 Ao,rrxHbr 6rrrr npuneAeHbr B KoHrIe xaxAofi rJraBbr. flpuloxeHut (npu

ua,ruuun).
9.3.2 Pe:rorrae

flonNuo 6rmr npelcraBJleHo KparKoe pe3roMe (xeraremuo, He flpeBbrrxarcqee AByx
crpaHuu) locryuuoft uHSopuauuu o QusuuecKux, xr,rMr.rqecKr,rx, (papuaqenruqecKr,rx,
@aplrarcolorlIqecKux, ToKcLKoJIorlrqecKI4x, $apuaroxIEHerl,IqecKl,Ix, uera6oruqecKl,Ix 14

KJIuHaLIecKhx csoftcrsax, coorBercrnylorqefi rexyuleft cr4r4r4 rruuu.recrofi paspa6orxu
HccneAyeMofo rrpoAyKra.

9.3.3 BeeaeHrae

B xparront BBoAHoM pa3rene AoJrxHbr 6urr yxa:aHbr xr.rMnrrecKoe Ha3BaHue (a raxNe
AxeHepHqecKoe I{ ToproBoe Ha3BaHilfl, ecru o4o6peusr) uccleAyeMoro [poAyKTa, Bce aKTr4BHbre
I'IHfpeAHeHrlt, QapuaKorotuqecKafl rpytrtta, K Koropofi orHocrarc, HccJreAyeuuil [poIyKT, r{
Mecro, Ha Koropoe oH B nefi upereHryer (Hanpuuep, [per,rMyrrlecrna), o6ouroaaHile NW
u3yr{eHHfl HccnenyeMoro [poryKTa, a raxxe ero oxr,rAaeMrle upoQuJIaKTLItIecKI{e,
repaneBrllt{ecKl,Ie vru AuafHocTr4qecKr,re rroKtBaHr.rr. Kporrae Toro, B BBoAHoM pa:}AeJIe AOn)I(eH
6urr cSopMynr4poBaH o6urufi rroAxoA K oueHKe r.rccneAyeMoro npoAyKTa.

9.3.4 QuzuqecKlle, xltMI,IqecKLIe n SapuaqeBTr.rqecKr.re csoftcrsa u neKapcrBeHHaJr Soprr,ra
[o,rNHrt 6slrr upencraBJleHbl olrucaHue KoMrroHeHToB r4ccneAyeMoro [polyrta (nrlrcuar

xHMHqecKHe ulutu crpyKrypHue Qoplayru), a raKxe KparKarr cnpaBKa o ero cyuecrBeHHbx
Su:u uecrcu x, xr4M r.r qecKr,rx l,l $aprr,raqeeruqecKux cgofi crnax.

9.3, 5 flox,'lr4Huqecxr.re r4ccreAoBaHuq
Bseneuue

[olNHst 6strr rpercraBneHbl n rparxofi Qoprr,re pe3ynbrarLr Bcex cyuecrBeHHbrx
AoKJII4HHqecKnx HccJleAosaHIafi Saprr,taxo.norr4rlecKr,rx cnoftcrn, ToKcl,IrrHocru, Qapuaxoxr{Herr,rKlr
H naera6o,'IH3Ma HccJleAyeMoro [poAyKTa. .(o:rxusl 6rtrr onucaHbr HcloJlb3oBaHnbre MeroAbr,
npeAcraBxeHbl nor'IyqeHHbIe pe3ynbTarbl, a TaKxe r.lx o6cyN4eHr4e B cBfl3l{ c uccleAyeMbrMr{
repaneBrHLrecKHMH H Bo3MoxHbrMH He6raronprrr,flfi,ElA0&pflF"ilCfllrrygXopexa. B
3aBHcIIMocrHff 

ffi::T?:;ffiJJ"'#,XXH1lffi i"ffigrrrIf f rfl;;';:',
Ko;lH.recrso H rroJ'r )KHBorHbrx s raxnofi rpyrre. ::ll/[ I ilfr Z1nfi t ll t

IoryffJ,fl,rs,,r 
I n, s,, 2s
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a) {DaprtraxoKr.rHerr4Ka u ir,rera6olpl3M y qeroBexa

{aHnsrfi pa3Aen .{onxeH coAepxarb KparKyro unQopuaqurc, orHocfluryrocfl K

$aprrrarcoxuHerr.rKe r{ccneAyeMoro npoAyxTa, r4 BKJr}oqarb B ce6r cre4yrouee (n sanucuuocrr,r or
Haruvlfl 4auHrrx):

- {Daprr,raxoKuHeruKy (s rorr,r r{Lrcre uera6oru:lM, BcacbrBaHne, cBfl3brBaHue c 6erxalrpr
nr'ralMbr" pacnpeAeneHr,re H nunegeuue).

- EuorocryflHocrb HccneryeMoro npoAyxra (a6conrorH].ro, rAe gro Bo3MoxHo, ulutu
o'rHou.lreirsHyrc) c HcnoJ'rb3oBaHr4eM onpe4ereuHofi rexapcrneuHoft Sopuu B KaqecrBe

cpaBHeHrrfl.

- Cy6nouynilJvwt HaceJreHfls (Hanpunrep) pa3lrrtilfl rro rroJry, Bospacry r,rnra HapyueHr4rM

$ynruufi oprauon).
- B:auN.roAeficrsHq (uanprarr,rep, JreKapcTBeHHbre ssarar\aoAeficTBH, vr BItLtfrHfie [prreMa

nuulu).
- lpyrue AaHHbre no SapvraxoKr{Herr.rKe (uanpurraep, pe3yJrbrarbr [poBeAeHHbrx B paMKax

K,rHHHqecKr4x r4crrbrraHuft Qaprr,raKoKuHerurrecKr{x uccneAoBasufi sa pa3rI,ItIHbIx rpynnax).
6) Ee:onacHocrb ra :S$er<ruBHocrb
Kparrco AonxHa 6srrr npeAcraBneHa uu(popuaqu.a, orHocsuarrcq K 6esouacuocru,

$apuarcoauHaMuKe, aQQexruauocrr,r rr Ao3o3aB[cr,rMocrl4 eQQemon uccJleAyeMoro upo4yxra (n
ero uera6oluron, ecJr14 ecrr, gauurre), [oJlyrreHHarr B xoAe npoBeAeHHbIx KJII4HI4qecKIrx

Hcc,renosaHr.rfi (c yqacrneM 3ropoBbrx 4o6ponornqen ulutru naquenton). .{onNna 6urr
rrpeAcraBneHa HHTep[perau[q 3Tprx AaHHsrx. Ecru qacrb KruHur{ecKrrx HccJreAonannfi yxe
3aBeprxeHa. Arrs 6oree flcHoro Boclpr,rf,Tu.f, AarrHbrx peKoMeHAyercq [peAcraBl{Tb rro

3aKoHqeHHbrM HccrenoBaHr.rqM cBoAHbre orqerbr no eS$ercruauocru v 6egonacuocru
r4ccJreAyeMoro nporyxra rro orAeJrbHbrM rroKa3aHuf,M y pa3J'rr4qHblx nonymuuft. Tarxe
peKoMeHnyercf, Hcrro,'rb3oBarb cBoAHbre ra6ruuu HexeJrareJrbHbrx pearquft flo BceM

KJrr4Hr4r{ecK}rM r4ccJreAoBaHr4rM (nx.nrcuar [ccneAoBaHilfl Anfl nro6bx I,r3yqaBlxuxcr noxarauuft).

[onxusr 6srru oceeuleHbr 3Haqr4Mbre pa3rrrtufl B xapaKTepe/.racrore HexeJlareJlrHux peaxqufi
KaK AJrfl pa3nr.IrlHblx norca:agufi, TaK Ir Arfl pa3rnrrHblx rtonyngtluit.

B EI4 noJrxHbr 6r,rrr onucaHbr Bo3MoxHbre pprcKt4 r, HexeJrarenbHble peaKllr{r{, Koropsle
MOXHO O)r(hAarb, OCHOBbrBarCb Ha HaKOnJTeHHOM Olbrre rrpr,rMeHeHrry KaK r{ccne.uyeMofo
flpoAyr(ra. raK 14 cxoAHbrx c Hr4M rrpoAyKToB. ,{orNHrt 6urr raxxe orlldcaHbl Mepbl

rrpeAocropo)r(Hocrr4 nJrr{ cfleuvaJrbHbre MeroAbr na6moAeHutr, (oropLle Heo6xo.ql,IMo rlpl{MeHrrb
rrpH Hcrr on E 3oBaH H r{ [poAyKTa c r4ccneAoBaTeJrbcKr.rMrl IIeJISMI{.

n) flocrperlrcrpauuoH Hufi ourrr rtpuMeHeHlls
B EI4 Aonx(Hbr 6snr yxaaaHbr crpaHbr, B Koropr;rx uccneAyeurffi upogyKT yxe LIMeerc, B

rpoAaxe ulu 6srl 3aperncrpHpoBaH. Jko6aq 3HaqHMas uu$opuaur4q, florfleHHaf, B xoAe
rrocrperuc'rpauuoHHoro rrpuMeHeHrl, [poAyKTa, Aonxua 6urr [peAcraBneHa B o6o6ueusou
BHAe (nanpuruep. neKapcrBeHHbre Sopuu, Io3r4poBKr{, tryrvt BBeAeH[q LI HexeJIareJIbHbIe

peaxrtun). Tarcx<e s BI4 ao,,rNsr,r 6rns yxa3aHbr crpaHbr, B Koropblx 3aqBI4TerIo 6rIro orxasaHo B

oro6peHHu/perracrpau[u [poAyKTa [fis KoMMepqecxoro r.IcnoJlb3oBaHufl LIru xe pai]pelxeHl{e

Ha rrpoAa)r(y/cnulererbcrBo o perr4crpauuu 6ruo aHHynHpoBaHo.

9 .3 .7 Oicyx(AeHne .rlaHHbrx H I.IHcrpyKu w Ans plccreAoBarenq

B ?roM pa3Aene AonxHo 6srrt, rrpeAcranneHo o6cyx,qesue AoKnI,IHuqecKI4x vt

KJ.rr.{H}rqecKux AaHHbrx rz o6o6uteHa uH$opMarru.s, flonyrleHHa, lt3 pa3HEIx IrcroqHuKoB no
pa3nHqHbrM csoilclsarv{ r4ccneAyeMoro [poAyKTa. Taxpru o6pa:ou, uccneAoBarenlo
npenocraBnsrorc, uau6oree un$opnaarraBHafl r.rHTepnperaul{, LIMe}ouII4xcs AaHHbIx, a raKxe
BbrBoAr,r o :tHaqr4Mocru srofi uHQoprnraqvLl Lrrfl rrocneAyloqux KJII4HI{rIecKHX llccleAonaHIEfi.

flo,rNurr 6uru ocseuleHbr ouy6rurconaHHbre pa6orbr no cxoAHbIM rIpoAyKTaM, ecJILI

raKoBbre uMelorcfl. 3ro no:sonl,rr LrccJIeAoBareJIIo 6urr rotonblM K HexeJIareJIEHbIM peaKul{rM

HnH ApyrnM npo6,reuau, Koropbre Mofyr Bo3HI4KHyrb B xoAe KJrr{HI,IqecKI{x I4ccneAosaHl'Ifi.

Ocuosuaq uer'rb AaHHoro pa3Aena 3aKnroqaer{H ESffi,!|ffifu [OElpIt t]UD?neAoBarenlo
r] oJr] yq Hr b qerKoe II pe,rlcraBneHr,re o Bo3MoxHbr* pr.5TA5l
crreur4arrbHbrx recrax, MeroAax sa6,rrcregur u nae]rhI"

ilt,t,0Ft0tAsHrtnI
RnsHntpMirr

rilt
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10.2.3 I4riSoprr,raur,u,
IIpeAOCTaBn fleMas
IIauueHTy
HCCJICAOBAHI,I'

- Oopua
unQopuupoBaHHoro
corJracr4{ (nr,rrovar nce
Heo6xoarzurre
pa3l,rcH HTerbHble
ntarepua,rlr)
- Ilro6as lpyras
NI,ICbMEHHA,f,

uu$opuaur.rr

- PeKJIaMHbre

o6rssreHr4 fl Als
npHBneqeHuq

IIAUHCHTOB B

HccneAoBaHr.re (ecnu
ucnors:yrorcr)

loxytrenraJrbHo oQopuurn Qaxr
rlonyrreHus un$opurzpo,BaHHoro
cornacu,

!oxyueuranbHo no,qrBep.{rrrb, rrro
laurzeHTaM 6yaer rrpeAoc,raBneHa
coorBercrByroutaq (c ro.rru 3peHr{,
coAepxaHr4q u .qocTynHocTr{ Lnfl
nouuuanur) TII4CL,MCHHAfl

uuSoptraqux, rroMofalottruu lrM
Aar6 cot;lacp{e Ha ocnoBe uolsofi
uuSoprravpoBaHHocrlt

loxyueHralbHo rrorrBep.rlrzrrb, qro
Mepbr IIo [pr4BneqeHr.r]o [ar(r4eHToB
aAeKBaTHbr r..r oTcyTcTByeT SneMeHT
npHHyxAeHr{,

X

X

X

X

x

10.2.4. Crpaxoeoe
o613are,rr,c'reo (ecnr,r

rpe6yercr)

lorynaeuralbHo [oATBepAr.lrb, rrro
B cnyqae rtprquHeHux y.ulep6a,
cBr3aHHOrO C UCCneAOBaHHeM,

naqueHraM 6yaer AocryrrHa
KOMrIeHCaU14g

X x

10.2.5 flornucasHoe
cor,'IatI]eHHe
BOBJ'IeqeHHbtx cTopoH,
HanpHMep:
- MexAy HccJreAoBaTe-

,rev/ oprauu:aquefi vt

rcourpaxruofi uccneAo-
Safe,'IlCXOft

oprauuraquefi
- Mexny HccneloBare-
,reu/opraHusaqueft v
yrroJrHoMorleHHblMH

opraHaMr,r (ecnra

rpe6yercr)

.{oxyrrleura-nruo 3aKpe[r4Tb
COTJIAIUCH14f,

X

x

X

X (eclu
rpe6yercx)

l:lsrAflorfir rGEilrr,0t
sIIttl0Aflr[4S,,r,fl ,s,, v A

0Ayt AI ilr,iz0fi{Iil{,
,r,gfJflfirrs,,rrnrsfl
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10.2,11 Melrauuucrue/
.na6oparopnsre/
TCXHI,IqCCKI,IC

npoueAypb/recrrr:
- cepruSraxauur
- Hnr,r aKKpeAr,rTaur.rs

- Lrrv eHyrpeHuufi
vlutu sHerxHufi
r(oHTponb KaqecTBa
- vrt4 lpyfr{e MeToAbr

noArBepxAeHr4, (rae
rpe6yercr )

floxyrreHra,rsHo noATBep.{}rrb
npr{roAHocrb o6opylonanux Anfl
npoBeAeHr,rx rpe6yeubrx recroB r.r

o6ecneqesus HaAexHocrI,I
pe3ynbTaToB

X (rae rpe6yercr) x

10.2.12 O6pasuu
3TI4KeTOK Ha ylaKOBKax
uccneAyeMbrx
npoAyKToB

florcyueura,lruo nolT]BepAtrrb
co6lroAesue coorBercrByrorrlux
rpe6onauufi K MaprupoBKe
HCCJTeIyeMOtO flpe[apara vr

[pr.rrorHocrb HHcrpyKuH ir ltts
nauueHToB

X

10.2.13 I4ucrpyxuraq no
o6parqeuuro c
prccneAyeMbrMn

npoAyKTaMr.r vl

pacxoAHbrMr,r

Marephar'ralru (ecln ue
BKrtloqeHo B IIpoToKOn

vilvt 6poruropy
ucc,reAoeare,ra)

f]oxyneura,rsuo
I4HCTpyKUrru IJnfl
HaAnexaulero
ynaKoBKI4,

yTIlnr{3arryr4

rrpoAyr(ToB

MaTepr{anoB

3at(peIIr4Tb

o6ecreqesus
xpaHeHr,rq,

paclpeAeneHas H

uccne,qyeMbrx
pt pacxoAHbx

X X

10.2.14 Yqer nocraaorc
r4ccneAyeMbrx
npoAyKroB pt

pacxonHbrx MaTep[anoB

loxyrraenralbno 3aKpenurb Aarbr r.r

cnoco6 nocraBKrr, HoMepa cepuit
HconenyeMbrx npoAyKroB vt

pacxolHbrx MaTepr,raJroB.

flossorser orcneAuTb cepurc
rrpoAyKTa, KoHTponr,rpoBaTb

ycnoBr4, rIocTaBKI4 IE BeCTH :/rreT

X x

10.2.15 Ceprr.rSr.rKarbr
AHAJIH3OB

TIOCTABICHHbIX

nccnelyeMbrx
npoAyr(roB

floxyneuralruo norrr]epA]rrb
IIoAJIHHHOCTb, L{pICTOT)' Vl

KOJrr,rqecTBeHHoe coAepxaHr,re
aKTlrBHoro BeulecrBa (ao:uponrcy)
HccnenyeMbrx npoAyKToB

X

10.2.16 llpoueAypbr
pacKpbrrHq KoAa Ailfl
ucc,reAogauHfi.
rlpoB0AI,IMbIX CJ'IeIIbIM

MCTON,OM

floxyrureura,rrno 3anpeflr.rrb
npolleAypy srcrpeuuofi
u4euruQuxaquu MacKrzpoBaHHoto
uccneAyeMoro npolyKra. 6eg
HapyrxeHr,ts MacKr.rpoBKr.r nnfl
OCTa!'IbH [,IX IIaII}I€HTOB

X x(n
COOTBETCTB

yrcuux
cJryr{agx,
TpeTbt
croposa)

10.2.1 7 PastoMn3a-
uuousrril cnr4coK

floxyrr,renra-rlbHo 3aKpe[r4Tb Mero.rl
paHIoMH3arIUr4 nauueHToB

I4CCJICAOBAHI4' 
l)' ZSIAIIIlARI A

$Ifit,0AnIlASflr I

X

EilItt6t
I$t ur

X (n coor-
BeTCTByTOUI

llx cJlyrlaflx,
TpeTbrr

croposa)

DAt,I.AI IIAZORAIII{'

"'gfi{fitfifil,n,s,, 35
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10.3.5 Hayvuyro
6rzorpaQuro (curriculum
vitae) HoBbrx r4ccreAoBare-
,lefi

Cru. 10.2.9. X X

10.3.6 I4:lresesug
HOpMaJrbHofo Ar.Iana3oHa
:uaqeHaft Anr trpeAycno-
rpeHHbrx [poToKOnOM
MeAH rrHHcKuxha6oparopn
rrx/ TexHr,rqecKl4x
lpoueayp/recroB

floxyrrleura,rruo 3aKpenr{Tb
HopMaJrbHbrfi .quana^:oH 3Har{eHuil
TecToB, r43MeHeHHbIX B xoAe
HccneAoBauna (cu. 10.2. 10.)

X X

10.3.7 I4:NreHeHlrq B MeAr.r-
ul.ru c xnxh a6oparopu srx/
TexHHr{ecKrrx npoueAypax/
TCCTAX:

- cepruQuxauar
- rrJ'Ir.I aKKpeAuTAWfl
- vilLt nHyrpennufi ulutu
aueluHrzfi KoHTponb
KAqCCTBA

- vnv Ipyfr.re MeTOAbr
roArBep)KneHrz, (rae
rpe6yercr)

!oxyrr.reHra,rrHo noATBeprurr,
IITO TecTbr [polonxalo,I OTBeqaTb
rpe6onauagM B Ter{eHr.re lepuona
rlccneroBaunr (cu. 10.2.I I.)

X (.4"
rpe6yercx)

x

10.3.8. loxyrueHraqur ro
nocraBKaM r4ccnenyeMbrx
trPOAYKTOE H PACXOAHbIX
MaTepr,ranoB

Cu. 10.2.14. X x

10.3.9 Ceprusaxartr
auuru3a HoBbrx cepufi
HCCJICAYCMbIX TIPOAYKTOB

Cira. 10.2.15. X

I 0.3. I 0 CyruecrneHHbre AJrfl
uccnenoBaHH'
rreperoBopbr/nepen ucrca
(nolrurr,to aa:uron):
- [epenucKa
- 3ailHC,H BCTpeq

- 3ailvct4 rereSouurrx
neperoBopoB

floxylreura,rbHo 3axpeflurr ruo6ue
cotnalreHr{s ttu6o cyrqecrBeuHbre
lepetoBopBr, Kacaro[Iuecfl
BonpocoB [poBeleHr4fl
I{CCr'IeAOBaHI4f,, ero a.IIMHHI.ICT_
paTr.rBHbrx acrreKToB, uapyrueHUfi
[pOTOKOna, OTTIeTHOCTH tIO
HCX(ENATCJIbHbIM f, BNEHI{'M

X X

l0.3.ll lloarrr4caHHbre

Sopuu
r.rn$optrupoBaHHoro
cofJIacfl,

[oxyrraenra,rbHo rIoATBepAI,ITb, rrro
cotJlacl4e Kaxlofo nauHeHTa
lonyqeHo B COOTBeTCTBI{I,I C

HacToqxlraM cTaHAapTOM vr

npoToKOnOM AO Harlana yqacTLrf, B
HCCJ'IeAOBaHI414.

X

10.3.1 2 nepBr4r{Ha,

AOKyMeHTaUr4s
/{oxyueHralruo noArBeprurb
Qaxr cyurecrBoBaHru narrueHTa r.r

AOCTOBepHOCTb co6paHurx
.aaHHL,Ix. Bxrro.rzts l.tcxonHue
.aoKyMeHrbr. orHocnu#rEddl{0Ad
HccJ.reAoBaHr.rro, n$lPflilp{ 

fl Itt
aHaMHe3y [auI4eHTa 

r! I rr r r _

r I0iltIt tG t
t,,Irfl,st, yn

X
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10.3.21 XypHaJr
peflrcrpauH14 BKJITOqeHHq

nautreHToB

rro r.{AeHTHQuxaquouubrM KoAaM

loryureuranruo 3aKpenr4Tb
xpoHonofHqecKyro IIocr'IeIOBa_
'I'enbHocTb BKJrlOqeHu, [aurzeHToB

10.3.22 Y.{er Hcc,'reAyeMo-
fo rpoAyKTa B

HCCneAo BaTenbcKoM qeHTpe

[oxyuenralrno 3aKpeflr.rrb
r4cnonBoBaHUe Uo0nenyeMofo
rrpoAyrffa B COOTBeTCTBHT4 c

10.3.23 Jlucr o6pa:qos
nonnzceil

.{oxytreuralruo 3aKpe[r]Tb
oSpa:urr nornucefi H r.rHr4rIHaJoB
BCex IHII, ynonHoMor{eHHbrx
BHocr4Tb IaHHbre ulutu
r4cttpaBneHr.rq e ZPO

10.3.24 Yuer xpaH flufuxcfl
o6pa:uoe 6uo,roruqecxnx
xprAr<ocreillrrcaruefi (ecnz
uuerorcr)

loxyueuraltno 3aKpenr4Tb
MecToHaxoxAeHr4e u
ulesra0uxarluro xpaHr[It4xcq
o6pa:qon B cryr{ae
ueo6xoruauocru flpoBeleHrlfl
noBTopHbrx aHaJrr43OB

I0.4 IIoc,re 3aBeprrreH ufl u,rr, trpe*parqeHrrfl ,ccJreAoBaHHs
floc,re 3aBep[reHr4fl, t4rt4 rrpeKparrleHuq r.rccreroBaHr4fl, Bce AoKyMeHTbr,

10.2 a 10.3' norxHbr coAepxarbc.tr e $afine HccneAoBaHr.r, BMecre c
nepeqzcneHHbre B

HLI)I(eyKa3aHHbIMt4
AOKYMCHTAMH:

HauMeuosau14e

AOKyMeHra
l-[e,rs Haxo4urcr a fafi,rax

uccnenoBaTen,
loprauuzaqwu

3aqsurerr

10.4.1 Yqer ucc,reAyeMoro
nPonyrcra B

LICCNCAOBATCNbCKOM IICHTPC

floxyueuranbHo 3aKpeflr,rrb
HCnOJIb3OBaHr4e HCCIeAyeMoro
rrpolyKra B COOTBeTCTBT4T{ c
npoToKOnOM.

loxyueuralruo 3arpeflr.rrb
pe3ynbTaTbr oKoHr{rrTeJrbHoto
noncqeTa KOJIHqeCTBa

r4ccnelyeMoro [poAyKTa,
nonyr{eHHoto uccneAoBaTeJrbcKr,rM

ueHTpoM. BbTAaHHOTO nauHeHTaM.
BO3BpaUIeHHO|O naureHTaMr,t. 

I

x x

10.4.2 {oxyruenrauur no
yHIrr{TO)I(eHH}O

HCCnelyeMofo rrpoAyKTa

florcylreura,rruo 3aKperrr4Tb $arr
yHaqToxeHas HeHcnoJIb3OBaHHbrx
rrccneAyeMbrx npolyr(ToB
3aqgurers uru B

I,rccJreloBaTeJrbcKoM ueHTpe

X (eclu
yHI,Ia{TOXeH B

KJII4HI,IqECKOM

qeHrpe)

X

lill]oirolnI rotirn rorsrll0r fltLAsnr,r,sfl 
vA0IylAr ilfiz0RAI,tt

,,,flfiJflf 
f#l(1' s,,
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Bu6;ruorpaQur

3axou Pecny6,raxu ys6exucrau 29.0g.1996 r. N 265_I
fpax.qaH)

(06 oxpaHe 3ropoBbs

3axoH Pecny6,rnxu v:6exprcraH 04.01 .2016 r. N 399 <o nexapcrBeHHbrx cpercrBax 14

Qaprvrauenru qecxofi Ae, r eJIbHocrl{))
flocraHos,leHue Ka6unera MpilrucrpoB Pecny6lzruYz6ercsc:rau J\b2I3 or 23.03.201gl', (06 yrBepxneHl4I'I rIoJIoxeHI4.u o nopflrxe rocyAapcrBeHnofi perr4crparlr4lr
neKapcrBeHHblx cpeAcrB, H3neJII4fi lteAuqnucKofo Ha3HaqeHpr fl, v MeruL\ugcxofi TexHuKLI
H Bbrlaqu pefr4cTpaufioHHoto ylocToBepeHr{r)
llplrar Muuucrpa 3.qpasooxpaHeHt4s, Pecuy6nuxu vs6exzcran Jrlbl3 0r 0g.03.201g r.<06 yTeepx.4eHHl4 flonoxeHl4q o ropqAKe nHr[opuupoBaHr4q BburBJreHHbrx no6oqsnx
peax q u fi rrp H rrpuMe HeHVyt neKapcrBeH Hbrx cpelcrB )
flpuxae Mauucrpa 3.upasooxpaHeHr,r, Pecuyonrzxu Ys6exucraH irl!343 0r 2g.05.201g r.(o [op'AKe [poBereHzs Kn]tHHr{ecKpIx }rccJre4onauufi r{ 3xcnepra3br Marepr.rilJroB
KnHHHqecKI{x uccnerosaHuir Sapuaxonorl4rlecxux r,r JrexapcrBeHHbrx cpeAcrB)
flpurcar MuHucrpa 3lpanooxpaHeHr{, Pecuy6llrx}r Ys6eKucrau I'1b349 or 29.05.201g r.
< o co aeprueHcrBoBaH uv AeflT erbHocrr.r KoMr.rrera no 3Tr{Ke)

t3l

t4)

tsl

t6l

l_ lrrAir0Ai? r AcEilil. t8'sIflJ0IflIt ISflr,fl ,s,, u A
OAt,I.AI iIAZORAI'T,
,,,flflfllf 

ffllil,s,,
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H.H.Bepauea

A.C.Teuupon

Ilepnufi 3aMecrl'ITerb AI'IpeKTopa Aren'rctna

ro pa3BLlTI,IrO oapMaueBrl',IqecKofi orpacnll

3auecrurenb Al,IpeKropa Areutcrna
no pa3BHrLIro rpaprr,rauesru'Iecxoft orpacnu

.{nperrop f Yfl <f ocYAaPcrBeHHbI

r,r craHAaprv3a\uv JIeKapcrBeHH

MeAHUHHCKO|O Ha3Har{er{r4fl vt

Beayruuft crequawlcr
<DapuarolorllqecKolo KoMI'ITera

Haqamsux orAeJIa KoopAI4HauI4I'I

BHeApeHI,Iq MexAyHapoAHbIx cTaHIapToB

n $apnaaueBTllqecKYIo orpacnb
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