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o noprAKe [poBeAe[Lrfl KJrr4HrrqecKr4x r4ccJre,4oBaHafi B

fAy3 (fKE i\b7> r. Ka.:auu

1. O6rqne rro"ro)Kenlrrfl

1' 1' llonolK€Hl'e o 
'rop.aAKe 

npoBeA e'uur Krr4Hr4qecK'rx prccJre4onaaufi (4anee-flonoxenne) e fAY3 (fKB J\b7> r. Kasauu onpeAenrer rropflAoK rrJraHzpoB aHvrfl,,opraHI43arJULr U npoBeAeHbrfl KJrLrHHrrecKr.{x zccneAoB anufi JreKapcrBeHHhrx [penaparoB trMeAI'IIII4HcKI4X uzael,uit, ocHoBaHHrrfi na co6lto4eHr4rr 3aKoHoAareJrbcrea pocczficrofi
(D e4epaquu rp e 6 on auuit HaAnexaulefi rcrauu.re cxofi npaKTr4 KLr.

1'2' KnunI4qecKl{e zccJleAoBalufl s fAV3 dKE J\b7) r. Kasasr4 npoBoA.,rrcs BrleJr.'Ix:

- ycraHoBJIeHI{'{ 6esoracuocrl4 JleKapcrBeHHbrx npelaparoB AJrf, 3AopoBbrx
4o6ponolblleB u (utu) nepeHocuMocrkr rrx 3AopoBbrMr4 4o6ponorbrlaMpr ;- log6opa orITI4M€lJIbHhIX Ao3I4poBoK neKapcrBeHHoro npeuapara r4 Kypca JreqeHafl
AJrfl naIu{eHToB c olpeAeJIeHHbIM sa6oresaHl,IeM, o[TzManbHbIX Ao3 Lr cxeM
BaKuIzHaIIHu ul{}dyno6uolorzqecKllMl4 neKapcrBeHHbrMlr [pelaparaMr{ 3AopoBbrx
4o6pononbrleB;
- ycraHoB|reEufl 6esonacHocrl{ neKapcrBeHHoro [pelapara Lr ero e6QerrrEnHocrr4r'Irfl rlaqzeHToB c o[pereneHHblM sa6orenaHrreM, npoQzirarcru.recKofi
eQSenrznHocrl4 uurrayHo6r{onorr{qecKr4x neKapcrBeHHbrx [penaparoB Anfl34opoBhrx 4o6ponolbrleB;
- LI3yrreHI4t Bo3MoXHocrI4 paclukIpeHI4t uorasaHufi Arrfl MeALrrltrHcKoro
rIpHMeHeHHt n BbI-f,BJIeHLIt paHee He rr3BecrHbrx no6oqHrrx 4eficrnzfi3APC|I4CTPI4POBAHHbIX JIEKAPCTBCHHbIX NPEIAPATOB;
- OIIeHKH 6esouacHocrI4 u (nm) Knl{HI4rlecxofi e$SeKTrrBHocrLr MeAZrIr4HcKoro
Lr34elrufl' B ToM rrt4cre oIIeHKLI xapaKTepI{cTI4K MeAI4rIzHcKoro u31errLrfl u (unn)
ETO QYHI<IIII OHZP O BAHLIfl. B C O OTBCT CTBULT C HA3HAqEHI.ICM.

1'3' Klnnl4qecKl{e vccneAoBankrfl s fAY3 (fKE }lb7) r. Ka^:anr.r rpoBoAflrcfl BcrporoM coorBercrBr4vr c [pI4HIII{[IaMI4 Xelrcuncxofi AeKJraparl Lrkr BceuupHofi
MeA?IIII4Hcrofi accoIII4aIInn(1964)' ,{zperr:zs*2}}ll2)lBc EnpoueficKoro rapnanre'rau cosera EnpoueficKoro corosa 1loot;, {zperrznu Koruvccuz Enponeficrcuxcoo6rqecrs2005l28/Ec(2005) u HaquouarbHbrM craHAaproM rrnaHLrpoB a*vrfl,opfaHIr3aIII4I4, rIpoBeAeHHfl, Mo1krropl4Hfa, ayIiura, AoKyMeHTupoBaHufl KrI{HI4qecKI4x
I4ccJleAoBannito a TaKx{e aHaJrprca u [peAcraBJreHr{r rix pe3ynbraroB, cJryxarr{erorapaHrzefi '4ocroBepHocrl4 kr rotrHocrrr [onyqeHHhrx AaHHbrx u npeAcraBJreHHbrx
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pe3ynbraroB, TAK}KE ooecnerll4Baroluefo 3arrlr4Ty rrpaB, 3AopoBbt
Ko H 0 r,rA e H u r{ €ur b H o c rvr cy 6'b eKTo B ur c cn e.q o B aHur.

1.4. llpanoeofi ocnosofi BblnoJrHeHvrfl KrruHLrsecKHX Lrccne.4oBarruit s fAY3 (fKE
J\b7) r. Kagann .f,BJrsrorcr:

-Koncrur y \us Po ccrEfi cro fi @ e4ep a\vrvr;
-fpax4aHcxrafi KoAerc Poccnfi crofi (De4ep a\uv;
-(Degepanurufi 3aKoH Poccuficrofi (De4epaqzz or 12.04.2010r.N61-@3 (06
o6parqenuu neKapcrBeHHbrx cpeAcrB);
-(Degepanrnufi 3aKoH or 2I.1I.20I1 r. J\b323 O3 (06 ocHoBax oxpaHbr 3AopoBbt
rpaxAaH n P@>;
Haqnonalrsrtfi craHAapr Poccuficxofi @e4epawkr <<HaAnexan\afl, KJrLrHrzrrrecKat
npaKrr4Ka> or 04. 0 | .2006 r. (f OCTP 5237 9 -2005 ) ;

- Pyrono4crBo rro HaAnexarqefi xluuu.recrofi npaKTuKe
r<oH$epenqrara no rapMoHH3arlukr rexHnrrecKr4x rpe6onanzfi
$apnraqenrl{qecKplx npoAyKToB, npeAHa3HarreHHbrx AJr.fl rrpr4MeHeHr4r qeroBeKoM
(ICHGCP Guidelines);

Mex4yuapoAHofi
K pefr4crpaqvu

- HaqraoHalsnufi craHAapr Poccuficrcofi
HccneAoBaHkrs.. Ha4leNarqar KJrr4HZrIecKat
(f ocrPr4co 1 4 r 5 5 -20 | 4);
-llocraHonneuuellpaBr4reJrbcrnaPoccuficroft(DeAeparlrlr,ror03.09.20l0r.J\b683
<06 yrnepxAeHl4l4 npaBI{JI aKKpeAurar\uv MeAzrIr4HcKr4x opraHn3aqufi na npaBo
rIpoBeAeHIzt KJII{HIaIIeoKHX r4ccneAoBatruit JreKapcrBeHHhrx lpenaparoB AIrfl
MeAI{I{r{HCKOTO ilpr4MeHeHl4r) ;

- flocraHoBneHl4ellpanrarerucrsaPoccuficxofi@egepaquuor2T .12.20I2r.J\b 1416
(06 yrBepxq{eHul4 npaBrln rocyAapcrnensofi perncrparlnr4 MeALrrIr4HcKHX
usgeruft>;
- flocranoBJleHl{e llpanurenbcrBa Poccuficrofi @e4epa\:avr or 13 .09.2010 r.Ns714
(06 yrBepxAeHI4I{ TunosHx npaBlrn o6ssarerbHoro crpaxoBaHr,rf, }Kr.r3Hrr Lr

3AOpOBb.[ naIII{eHTa, /Y€tCTByrOqefo B KJrr4HHrrecKr,rx uccJreAoBalJprflx
JreKapcTBeHHofo rrpenapaTD ;
- flpura": MznucrepcrBa 3ApaBooxpaHeHrar Poccuficxofi (De4epaqrEn or
01.04.2016 r. J\b200H <06 yrnepll(AeHl{vr ilpaBLrr Ha4rexaulefi rrzHra.recxofi
npaKTLIKI4);
- flpura: MnsucrepcrBa 3ApaBooxpaneHvfl r4 cor{Lr€ubHoro pa3Burufl.Poccuficrofi
@e4epaqul4 or 23.08.2010 r. i\b 703s <06 yrnepx{AeHr4lr Qopvmr coo6qeHzrs, o
3aBeplxeHpru, trpvacraHoBJleHvrr4 uJtpl npeKpalqeH?rn Krl{Hr4r{ecKofo I4ccJreAoBaHufl,
neKapcTBeHHoro npe[apaT a Anfl. MeAHTIHHCKOfO npr4MeHeHrrr)) ;
- llpura: MraHracrepcrBa 3ApaBooxpaHeHuf, PC@CP or25.08.1992 r.
<06opranLI3aIII{LIorAerenufimr{HrrqecKr4xr{crrbrraHr.rfirerapcrBeHHbrxilpenaparoB
Ha3AopoBux4o6poBoJrbuan) ;

- llpuxa: MunucrepcrBa 3ApaBooxpaHeHraf, Poccnficrofi (De4epaqan or
15.06.2012 r. J\bTn (06 yrBep)KAeHr4H rroprAKa BBo3a Ha reppuropraro
poccraficroft Qe4epaqzra MeAI4qI,IHcKr{x usp:ermia B rlenrx rocyAapcrseHHofi
perlrcrpaur{r{);
- llpura: MuHIacrepcrBa 3ApaBooxpaHeHlrr Poccrzficxofi (De4epaqrzu

or16.05.2013 r. Irs300H (06 yrBep)KAeHuLr rpe6onanufi K MeAr4rILrHcKHM

opfaHI43aIII{tM, rIpoBoAf,IrILrM KJII{Hr4qecKI{e LrcrrbrraHl{q MeAurIIrHcKr4x nzgettui1 u
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rrop{AKa ycTaHoBneHr4fl, cooTBeTcTBI/Ifl MeAHIII{HCKLIX opfaHr43arlr4ft 3Tr{M
TpeooBaHr4fM>;
- llpnra: MznzcrepcrBa 3ApaBooxp aHentrflPoccrEficrofi @e4epaurrr{ or
09.01.2014r.J\b2n <<06 yrBepxAeHHI{ noptrAKa rrpoBeAeHr4r orIeHKr4 coorBercrBLrfl
M€AI{III4HOKI{X us!.erlr'ir n Qopvre rexHl4rlecKlrx uclrblranuit, ToKcr4KoJrorrrqecKprx
IaccJleAoBantuit, KruHurIecKI,IX ncrrbrrauvtit B rlertxx rocyAapcrBeHHofi perr4crparlr4l4
M eAr4 Ur4 H c Krdx us pe ttui,t>> ;

- Ycran fAy3 (fKE J\b7) r. Ka:anu:
- Hacroqqee floloxeHpre;

1.5. Hacrorulee lloloxeuue tBJrrercr o6ssarerbHbrM ilnfl r4crroJrHeHrrs BceMu
rIoApa3AeJIeHrr-f,MI4 I{ COTpyAHI{KaMI4, yqacrByrorrlHMr4 B nJraHrrpoBaHvrhr, opfaHr{3arJuvr vr
BbInoJIHeHvrkrKnLrHl'rtIecKHX r4ccneAoBald^uit, s fAY3 (fKE J\b7) r. Ka"saHu.

2.0npegeJreHrre repMuHoB

Oupe4eleHr4e repMrlHoB, r4clonb3yeMbrx s |IoroNelarv:
2.1. Bporuropa HccJreAoBareJrfl cBoAHOe Lr3nolKeHr4e pe3ynbTaToB

AOKII4HI{IIeCKO|O I4CCIeAOBaHVIfl neKapcTBeHHOrO CpeACTBa 14 KJII{HI4r{eCKO|O
I4CCneAOBaHI-Ifl' neKapcrBeHHofo npenapara Anfl, MeAr4qr{HcKofo npr{MeHeHr{.rr.

2.2. Busnr orKpblTuq IleHTpa (uHr.rquupyrcrqnfi r;utur)- Br{3r{T MoHrrropa B
I4ccJleAoBarelrcrufi {eHTP, HenocpeAcrBeHHo npeArrrecrnyrorqufi Harr€uy
I4ccJIeAoBaHvIN, [peAHa3Ha'reHHHfi Anr [epeAaqu Mareprr€uroB r4ccJreAoB a*krfl,
BbIIIOJIHeHUfl pflAA llpolleAyp no noAfoToBKe IIeHTpa K krccneAoBaHr{ro tr upoBepKrr efo
roroBHocrll. flocle sToro Bu3vra Aaerc{ pa3perxeHrae Ha na6op narILreHToB B
r4ccJre.{oBaHr4e B AaHHOM kr CCJreAOBaTeJrbcKoM rIeHTpe.

2.3. I.nannuIfi uccJleAoBareJlb (ocnonnofi uccJreAoBareJrb, r{ccJreAoBare;1',)-
Bparl, uueroulufi leue6nyro cneqz€ulbHocrb, coorBercrByroruyro [poBoAr4MoMy
KII4HI{qeCKOMy I{CCJIeAOBaHpIIO, OIIbIT yqacTLrfl B KJTLTH}rqecKLrx r4ccneAoBa;F{:jirflx U
necylllzft orBercrBeHHocrb 3a npoBeAeHr4e Krr{Hl{qecKoro r4ccneAoB aHufl. B
I4CCneIOBaTeJrbcKoM rIeHTpe.

2.4. .{oronop o rrpoBeAeHlru KJrr{Hnqecrcoro rrccJreAoBaHuq- corJralueHae o
IIpOBeAeHI4Ia KJII,IHLIqeOKOTO HCCIeAOBaHLIfl neKapCTBeHHOrO npellapaTa l.nfl
MeAI{qI,IHcKoro npI{MeHeHLIs, saxrro.reHHHfi MexAy opraHusaquefi, nolyvnnruefi
pa3pelueHl{e ynonHoMorleHHoro Se4epamHoro opraHa r4cnoJrHlrrelrnoft BJracrH Ha
opraHl43allurc [poBeAeHI{t raKoro r,rccneAoBaHvrfl,, kr MeAr4rlr4Hcrofi opranusaqnefi,
ocyqecrBlrrcqeft npoBeAeHue raKoro r{ccneAoB aHvrfl .

2.5. 3ara3quK KJrrrnr{qecKoro rrccJreAoBaHlafl 
- ropr4AuqecKoe Jrrrqo, KoTopoe

|I oAaer 3 afl BKy Ha IIpo BeAeHI4e KrIiIHI4tIe cKo ro lrccJreAoB aHkrfl .
2.6. llcc.neAosareflrcKufi IIeHTp yqpe)KAeHr4e vrru Sarruuecroe Mecro

np oB eAeHnfl, KnkTIlIdq ecKo f o r,rccneAoB alj'Lrfl .
2.7. K.nunuqecKoe l{ccJreAoBaHr{e JreKapcrBeHHoro rrpe[apara- nro6oe

IaccJIeAoBaHue, npoBoAl4Moe c yqacraeM r{eroBeKa B KalrecrBe cy6rexra AIrfl BbrrBJreHr{.rr
I4nI4 noATBep)KAeHI{{ KJII4HTIqeOKI,IX uluttu Sapnaaxolorr{qecKr{x eSSercroB r4ccJreAyeMbrx
JreKapcTBeHHhIX rperaparoB wlutru BbI'BJICHI{.'I HE}KEJIATEJIbHbIX
peaKqI{LIHaI4ccJIeAyeMbIeJIeKapcrBeHHbrelpenapanst,u/vvtuu3y-ueHuflirxBcacbrBalux,paarr
peAeneHl{f,, Naera6orusNaa Lr BhIBeAeHr.lr c qenbro orleHr4Tb r4x 6esonacHoarb



ulumeSQeKTI4BHocrr.TeplauHbl(KJrr4Hr{qecKoeucrrbrraH?re)Lr(KJrr4HrrrrecKoer4ccJIe.{oBaHr{

E))fl BJIf, IOTC{ CI4HO HLIMAM I{.

2.8. K.nuuuqecKoe rrccJreAoBaHr{e MeArrrlrrucKoro u3Aeruq cr4creMHoe
uccJIeAoBaHvIe) rIpoBoAI,IMoe, B ToM r{rrcJle c yqacrr4eM qeroBeKa B Kaqecrne cy6rerra
Ant oI{eHKI{ 6esonacHocrr{ u eQ$errrznHocrr4 MeAr4rlr4HcKoro u34enr4s' gacrnrrrr,r

cnyqaeM KJIIzHHqecKI,IX uccJleAosaHufi MeAI{IIIaHcKrlx uzpetuit sBrqrorc.f, MeAHrIr4HcKI4e

I4cnbITaHI4x n Sopvre anaJru3a 14 orIeHKr4 KJrr{HurrecKrrx AaHHbrx.
2.9. JIercapcrBeHHbre rrperaparbr-JreKapcrBeHHbre cpeAcrBa Br{Ae

neKapcrBeHHbIX $op*, [puMeHreMble Anr npoSunaKTHK?r, Al{afHocrrrKlr, JrerreHllt
aa6oleraHIal, pea6ururalJkrkr, AIrfl coxpaHeHlrfl, ilpeAorBparr{eHr.rf prrru npepbrBaHr{t
0epeMeHHocTH.

2.10. KonrparcTHaq lrccJleAoBarerbcKaq opraHrr3arlrrfl- Iopr4Ar4rrecKoe Jrr4rlo,

Koropoe B paMKax corJrarrreHraf, co cnoHcopoM BbrrroJrHfler oAHy krrrvr 6onrruero
Synrcqufi (uonnovrouuit) B KJrrrHLrrrecKoM r4crrbrraHr{u v 4eficrnyer Ha ocHoBaHr.ru

AoBepeHHocrr{, nrr4anHoft cnoHcopoM c rrerKo orrpeAeneHHbrMr4 AeJrerLrpoBaHHbrMH
IIOJIHOMOqHflII|{VI.

2.I1. MeAurluHcKrre r.r3AeJrr{fl - LrHcrpyMeHTbr, alnaparbr, upz6opu,
OOOpyAOBAHpIe, MaTepLIaJIbI V ilpOrIHe I43AeIIufl., npI{MeHrIeMbIe B MeAI{IILIHCKI{X

TIeJIflXOTAeJIbHOHJILIBCOTIeTaHUI{MeXAyCOOOr4,aTaKXeBMeCTeCApyfr4MLrnpVHAAneXCHOCT.rrM

ra,Heo6xoArrMbrMr,rAJrrnpuMeHeHr4ryKa3aHHbrxl43AerrafinoHasHarreHI4ro, BKJIIOqA'

cnequanbHoe [porpaMMHoe o6ecne.reHr4e, 14 npeAHa3HarreHHbre [porr3BoAHTeJreM AJII
npoQunaxrvlKv\ ALIarHocrI{Krr, JrerreHtrfl. Lr MeAvrruscxofi peadutmra\uu sa6oresauuit,
IIOAAepXaHnfl xI43HeAetTeJIbHOCTI4, MOHI{TOpI4Hra COCTO.flHLIf, OpfaHLI3Ma IIeJIOBeKa,

npoBeAeHkrfl Me4r4rlrlHcKr{x uccneAoBauuit, BoccraHoBreHvrg, 3aMeIrIeHLIf,, I{3MeHeHr{.rr

aHaroMr,rqecrofi crpyKTypbr krlrvr $zszonorrlrrecKrax @yHrrlufi opraHlr3Ma,
rrpeAorBparrleHlrr krlrkr npepbrBaHur 6epeueuuocrr4, QynnquoH€rJrbHoe HzBHarreHr4e

Koropbrx He peaJrr43yercr rryreM QapvraxonofurrecKoro, rrMMyHoJrorr{qecKoro,
feHeTlrqecKoro uJII,I MeTa6oluqecKoro Bo3Aeitcrsus. Ha opfaHlr3M rleJroBeKa.

2.12. MoHnrop JrHrIo, H€BHar{eHHoe cnoHcopoM vrrwr rourparuHofi
HccneAoBareJrbcKofi oprauvrzaguefi., Koropoe KoHTponupyer rrpoBeAeHr{e KJrr{HrrqecKoro

I{ C C Jr eAO B AHr4fl, B CO OTBeT CTBkrVr C np OTO KOJTOM.

2.13. Haqa.no KJrrrHrrqecKoro uccJreAoBarnfl- g.ara 3aKJrrorreHr4e AoroBopa Ha

npoBeAeHr{e KnI4HI4r{ecKoro HccneAoBaHufl, vInkl 4uta npoBeAeHvrfl. <<BLr3LrTa oTKpbrTHf,

rleHrpD.
2.I4. flocrperucrparluoHHoe KrlrHuqecKoe r{ccJreAoBaHne KrLIHHrIecKoe

HCCneAOBaHLTe neKapcTBeHHOfO npenapaTa Anfl MeAIIqIaHcKoro [puMeHeHI4s,
rrpoBoAr,rMoe [por{3BoAHTeJreM neKapcrBeHHoro ilpenapara, rpax4aHcrzfi o6opor
Koroporo ocyqecrBJrrercr nocJre rocyAapcrseHHofi perr4crparluu, B rlenrx
AorroJrHuTeJrbHoro c6opa AaHHbrx o ero 6esonacHocrr{ z e$Sexu4BHocrr,r, pacl.;lvpeHvrfl,

rroKa3aHl{fi x upuueHeHr4}o AaHHoro JreKapcrBeHHoro [pelapara, a raK]Ke BII{BJIeHI4I
He)KeJrareJrbHbrx pearqufi narlueHToB Ha ero 4eficraue;

2.15. fl.rran KJrrrHrrqecKoro rrccJreAoBannfl - AoKyMeHT, B KoropoM ycraHoBJIeHbI

o6ocHonanrae, rleJrra, Auzaits u npeAnaraerraufi anaJrr43, Mero,qoJrorl4g, rlopflAoK
MoHrrroplrHra, npoBeAeH?rg v BeAeHr4e sanucefi o KruHur{ecKoM HccneAoBaHvrLr

M eAr{rlrrHcKof o vr3 Ae rrvrfl..

2.16. [pororco.n KJrrrHrrqecKoro r{crrbrraHun(ucc.neAoBaHnn) - AoKyMeHT, B

KoropoM orrpeAenrrorc.fl rleJrr4, Sopvrcr opraHLr3aIII4I4 kr MeroAonorl{fl npoBeAeHLIt



KJII4HI4qecKoro I4ccJIeAoBaHLrfl' crarhcrr4qecKlre MeroAbI o6pa6orxa pe3yJrbraroB TaKoroI4ccneAoBa[krfl' rI Mepbl IIo o6ecnerleHulo 6egonacHocrr4 Szszuecrcux JrLrrI, yrracrByrollkrxB KJIkIHI4qecKoM I4CCneroB aHUr4 neKapcrBeHHofo npelapara.
2'17 ' coucc'ne^oBareJrb nro6ofi rIJreH HccJreAoBarenbcKoro KoJrJreKTkrBa,HasHa'IeHHHfi TJIaBH'IM I4ccneAoBareJleM H ocyulecrBn*orqzfi rroA ero KoHTpoJIeMlrp oqelypbl Krl4HarrecKoro HccneAoB AH]?rL. B 14 C CJreAoBareJrb cKoM rIeHTp e.2'18' cloHcop uccJreAoB a*."fl rocyAapcrBeHHar ,nrr. KoMMepqecK€uropraHI'I3aIIHg' 'f,Bn'f,Iolrlaf,ct I'IHzIILIaropoM KnllHaqecKofo uccJreAoB a'"fl u Hecyqa,orBercrB eHHO CTb 3 a ero opraHr4 3 a \uto ul unn Qv H au cr4p oB aHr4e.2'I9' cyorercr uccJIeAoB a'."fl 

- ,,alu4enrl :4oponrrfi 4o6poBoJrerl, yqacrByrollkrfiB KJII4HI{qecKoM rrccneAoBaH%Lr B cocraBe rpynnbr, [onyqa]ou1eft zccle4yeurrfi [poAyKT,nu6o B cocraBe KoHTpoJrbnofi rpynnrr.
2'20' Jrorca'nr'rrfi 3ru'IecrcHfi KoMHTer 

- He3aB ucuwrtit opraH, 4eftcrnyro rynirHa ypoBHe fAy3 (fKE J&7> r. Ka:aura, cocroxqufi u3 npoQecczoH€uroB(ue4uqzucKl'Ix' Hayr{HbIX clerlr4zrJnrcron), o6ecre.{unaroulufi 3arqr.rry rpaB,6esonacHoc* u 6larouolyrll4e cy6rerroB r4ccneAoBaHrr.rr v Bbrcrynaro xruir Anflo6ulecrna rapaHToM raxofi 3aIrII{Tbr, B qacrHocrr.r rryreM paccMorp eHvrfl.,yrBepxresuxlo[o'pe*ufl nporoKona uccneAoB aHkrfl,, KaHAr4Aaryp uccne.qoBarerefi,I4ccJIeAoBareJIbcKI4x IIeHTpoB' a TaKxe MarepLI€uIoB u MeroAoB, KoropbreIlpeAnonafaeTcr ucrronb3oBaTb Anfl [olyrreHr,r.f, H AOKyMeHT krpoBaHLIs,
r,rH S oprr,rrapoB aHHoro corJracr4x cy6rexroB r{c cneA oBalkrfl .

3. ff.na H up oBa Hr{e KJr r{H r{ qecrcux uccJr eAoB auufi

3'l' llnauzpoBaHlre KJIIrHI4qecKr4x uccneAoB anui,t. ocyqecrBr.ser or4enKnr4HlrqecKrrx zccJreAosaHafi (lalee _ OrAen Kn).
3'2' frmttLlpoBaHl4e Knl4HuqecKoro I4ccneAoBaHux LrHkrrJur4pyerc.f, nocryrrJreH?reM3a-[BKI{ Ha [poBeAeHrre I4ccneAoBaHLrfl co cropoHbl 3aKasrruKaB Or4en KZ. 3axsKa HarlpoBeAeHue KVI roAaerc.r 3aKa3qI4KoM Ha uvx lnaBHoro Bpaqa fAy3 fKEJ\b7. K3asnxe Ha npoBeAeHLre Ktr{ neo6xoAr4Mo npr4Jro)Kr.rrb:
- PasperueH'r-e Mran:4pasa poccza ru tpo".4eHue KI4;- flpororon Ktr4;
- llepe'reHb aHaJII43oB, BbIrIoJIHeHI4e Koropbrx rrnaHnpyerafl. na 6ase fAy3 fKEJ\b7;
- llpoerr.qofoBopa MexAy 3aKa3rrr4KoM r4 fAy3 dKEllbT) Ha rrpoBeresue I{I4.3'3' onpe4eleHze rJIaBHoro l4ccneAoBareJrr ocyqecrB rrflercfl or4enonr Ku cyqeroM corJlacl4{ fnaBHoro kIccJIeAoBareJI.fl Lr no)KenaHl4.f, 3aKa3qzKa. HasHa.reHraefrasHoro I4ccJleAoBaren'' u pa6ovefi rpyrrnbr, ,,o [poBeAeHr{rc KJrr4Hr4qecKoroI{ccJIeroBaHvIs', ocyuecrBlrflercs frasnrtN4 BparroM fAy3 

-<fKE 
}lb7) Ha ocHoB 

''uLrrlp eAcraB JreHLrfl Orlena KIzI.
3'4' Ha eraue nnaHLlpoBaHkrfl' KnI4HI4qecKoro r4ccneAoBaH'fl, rro krHurJ*ar.rBe H

S opue 3 aKa3ql4 Ka 3 aKJIIoq aer c fl corJrarrreHue o rou QuAeHrIr4 €urbHo crr4.3'5' B cnyqae [JIaHI{poB aHnfl [poBereHr.r KJrr4HrzrrecKkrx r'ccJreroB asuitMeATIIII'HcKI4X usgetuit sapy6eNuoro npou3BoAcrBa u HeooxoArMocrr{ noryqeHL'paspelxeHux @e4epanrHofi cnyN6u no HaA3opy n csepe 3ApaBooxpaHeHrrs p@ Ha BBo3MeAI4III4HcKrrx uzAetuit 3aKrloqaerct conlalrreHr4e o HaMepeHrrf,x rrpoBeAeHr4,



KJrr,rHHq ecKLrx Lrc cJreAoBaHLr fi .

3.6. Ha orane [naHl4poBaHkrfl rrpoBeAeHr4r KJrlrHr{rrecKoro r,rccneAoBanvrl,
cy6lexrou Koroporo f,BJltercr qeJroBeK, fraeHHft r4ccJreAoBareJrb rrpeAcraBJrtrer B
Ioranrnufi 3ruqecrufi Korr,rurer (aanee n3K) fAy3 (fKE IlbT) r. KasaHLr
AoKyMeHTbI rlo KJILIHI4TIecKoMy r{ccneAoBaHuro Anf, npoBeAeHu.lt gKcneprHofi oqeurz.
[or<yuenrbl npeAcraBJlf,Iorcr B coorBercrBr4r4 c yrBepxrAeHHbrMr4 JISK Qopvrauu z
rpe6onaHkrflv^u.

4.Cor.iracoBaHne r{ 3aKJrroqeHr{e AoroBopa
H a rr po BeA eH r{e KJr r{ H rr q ecKo f o r{ ccJr eAoB a H r{rr

4.1. Couacosanvre AoroBopoB o [poBeAeHr4H KJrLrHr4rrecKZX r4ccJreAoBartuit co
crpyKrypHblMl4 rIoApa3AeJIeHI{f,Mr,r fAy3 (fKE J\!7) r. Ka":aHra, 3aKa3rrr{KoM, rJraBHbrM
r4ccneAoBareJreM ocyulecrBJrrer Or4en KI4.

4.2. Ktruw{t{ecKoe HccJIeAoBaHvte e fAY3 (fKB J\.lb7) r. KasaHz He Moxer 6rrrr
HarraTo Ao 3aKnroqeHufl AofoBopa Ha efo rrpoBeAeHr4e.

4.3. Orlen KI4 vnurJuvrpyer cornacoBaHr{e AoroBopa Ha [poBeAeHr4e KJrprHnrrecKoro
uc cne.qoB aHr4fl B cJlyq ae [ocTylneHr4r cneAyroulr4x Ao KyMeHToB :

OT IJIABHOIO I{CCJIENOBATEJIfl :

- cnyxe6nofi 3arlrrcKl4 a rlpeAnoxeHr4eM o cocraBe pa6o.refi lpyrrnbr no [poBeAeHr4ro
KJII4 Hrrq eC KOf O I{ C Cn e.qo B aHl]rfl,;

- KotI[I4 BbITILIcKn JI3K o6 o4o6peHvrLr KJrr.rHr4qecKoro r4ccJre.qoBaHprfl.
oT 3aKa3qHKa:
- SneKTpouuofi BepcI4LI npoeKTa AoroBopa c KoMrrJreKToM corrpoBoAureJrbHbrx

AoKyMeHron (nn.4.5 u4.6.);
- KOHTaKTHbIX AaHHbIX npeACTaBUTeJI-fl 3aKa3rrl{Ka, OTBeTCTBeHHOfO 3a COfnaCOBaH?Ie

AOfOBOpa.

4.4. [oroBop o npoBeAeHVLr KJrtrHuqecKr,rx HccJreAoBayuit,3aKJuoqaenarrfi uex4y
fAy3 (fKE J\b7) r. Ka:anu 14 3aKa3qprKoM, AoJrxeH coAepr(arb cneAyroulr{e cBeAeHr{r:

- npeAMeT.{ofoBopa - H€BBaHvre [poToKona KJrr4Hr,rrrecKofo r4ccneAoBa]F^ufl;
- ycnoBl{fl vr IJJraHupyeMble Aarbr Haq€LIIa rr oKoHrraHru npoBe.qeHr4.s KJrtrHHrrecKofo

I{CCIeAOBaHLrfl;

- cpoK Aeficrr'usAoroBopa;
- o6terra H Mecro rlpoBeAeHkrfl Krrpr:r^r4rlecKoro kIccJIeAoBa:nkrfl
- npaBa u o6szasHocrr4 cropoH AoroBopa;
- o6rqyro crouMocrb nporpaMMbr KJrr4HuqecKoro HccneAoBa:nns. c yKa3aHr{eM

cyMMbI, npeAHa3Hauarorqeficx Anfl BbrnJrar rnaBHOMy uccneAoBareJrro kr

coHccneAoBaTenflM;
- tloptAoK oIIJIamr pa6or c yKa3aHr4eM crozMocrr4 pa6or no AoroBopy, (HAC ne

o6laraercr corJrauro HK P(D uu. 16, n.3, cr. 149>>;

- ycnoBl4f, cTpaxoBaHl4t )KI43Hr,r U 3AOpOBbr rrarlr4eHToB, yqacTByroulHx B

KJIHHIIqECKOM I4CCJIEAOBAHI4I4 :

- Qopuy orrlera o pe3yJlbrarax rrpoBeAeHHoro KnuHLrrrecKoro r{ccneAoBankrfl,;
- HarrMeHoBaHI4e cropoH-yqacrHr{KoB AoroBopa, ux rcpr4Ar4r{ecxuit, Sarcruvecrafi

aApec r{ rroJrHbre 6anroscxr4e peKBr,r3Lrrbr ;
- OTB9TCTBOHHOCTb cTOpoH 3a HOI4OIIOJIHOHI4e UIII4 HeHaAne)KaIIIee I{CIIOIH9HIzI9



o6ssarerbcrB rro AoroBopy (uaruuue rurpaQnux caurqzfi);
- [plrJroxeHr{e K AoroBopy (rexHuvecKoe 3aAaHLre, nporoKoJl HccileAoBalJvIfl.)

KaJreHAapurrfi ulaH BbrrroJrHennfl, pa6or, rrpuJroxeHr4e o crpyKType IreHbI, aKT

c Earilr- npHeMKH BbrrroJrHeHHbIX pa6or) ;

- [opgAoK rroJryrreHlrf,, c[IucalJnfl.' Bo3BpaTa u ycnoBl4t Llcnonb3oBallkrfl.

neKapcrBeHHbrx [penaparoB, MeAlrrlraHcKrlx vtzgettuit, pacxoAHblx MarepuarloB,

M eAr.rqlr H cK of o o 6 opy4o n a:Hus. 3 aK €}3rI I,I Ky.

4.5. Korrrulerr co[poBoAr,rreJrbHbrx AoKyMeHToB K rlpoeKTy AoroBopa Ha

npoBeAeHr4e KJrr4Hr4rrecKHX HccJreAoBaleuit, neKapcrBeHHbIX [pelaparoB Aonx(eH
coAepx{arb cneAyloulee :

- Korrurc pa3perxeHr4r Mran:gpana Poccnu Ha rIpoBeAeHIae KJII{HI4qecKoro

I{ccneAoBaHurs,cneo6xoALIMbIMLlAotIoJIHeHVflMr4;
- Kof[rro pef]rcTparlrroHHofo yAocToBepeHvrfl neKapcTBeHHofo npenapara (ailq

[ocrperlrcrpaql4oHHblx rlccJle4onaHufi ) ;

- [ocJreAHIoIo Bepcurc [poToKona KII4HI4t{ecKofo LIccJIeAoBaHVfl;

- 6porurcpy r4ccJreAoBarens;
- KOIIrrr4 yqpeALrTeJIbHbIX AOKyMeHTOB 3aKa3r{HKa;

- KOTInIO AOKyMeHTa, IIOATBep)ICAaIOqefO UOJIHOMOTILTT IrVrIa,

rroArrr4 cblBaroqef o Aof oBop co cTopoHbl 3aKuBrruKa ;

- Kouuro AoBepeHHocrtr or crroHcopa (4m KoHTpaKTHbrx r4ccJreAoBareJlbcKl{x

opraHr.r3arlufi).
4.6. Kounlerr conpoBoAr4renbHbrx AoKyMeHToB K npoeKry AoroBopa Ha

rlpoBeAeHr4e KJrr{Hr,lqecKlIX HccneAoBa:nuit MeAHIII4HcK?IX uz4etuit .qoDKeH coAep}carb
cneAyroqee:

- Korrurc pa3perueHlrr Poca4panHaA3opa Ha rlpoBe.qeHl{e KJILIH?IqecKoro

uccneAoBanr4fl, (sa zcrnrcrleHneM KJrLrHr{qecKLrx r4ccJreAoeaHuft MeAI4III{HcKLIX

us4erufi, 1 xracca pucxa);
- Konr4ro BbrrrlrcKu Cosera rro orr,rKe Mraua4pasa Poccuu (Nrs, I{ccneAoBantuit,

cy6rexroM Koropblx tBJltercx .renoner);

- Korrr{ro AoroBopa o6gearerbHoro crpaxoBaHu.rl xH3H}I LI 3AopoBbt [aIILIeHToB
(4rx uccre,qoranufi, cy6rerroM Koropblx flBJl.sercr veloeer);

- Korruro aKTa orIeHKr4 pe3yJrbraroB TexHr{qecKlrx ucrtrtralr^uit MeAI4IIHHcKoro

LB Ae nvrfl, c rrpr{no)Ke HH eM Ao KyMeHTo n, o 6 o cHoBbIBaIo ulux zx p e3yJlbrarbl ;

- Korrr4ro 3aKJlrorreHr4r rro pe3yJrbraraM ToKcrlKonoruqecKl4x tIccJIeAoBalnuit

MeAurlr{HcKoro vrcAelrufl c rrpr4no)KeHr4eM AoKyMeHToa, o6ocHoBblBaroull4x HX

pe3yJlbrarbl;
- KOnUU AOKyMeHTOB, COAepXaqUX pe3yJrbTaTbl uctrbrTalJvrfl. B Ilentx

yrBep)KAe Hkrfl, Tvrna cp eAcrB u3Mep eHr4fi (ronrro Ant cpeAcrB I43Mep eHrar) ;

- cBeAeHr4r o HopMarrasHofi AoKyMeHTaL\uLr Ha MeAHIII4HcKoe v3p€nve;
- Konlrpr rexHl4qecrofi u 3Kcnnyararluonsofi AoKyMeHTa\ufl, rIpoLI3BoAI4TeJIt Ha

MeAUIILIHCKOe rI3AenHe;

- Qororpa$rauecrue z:o6paxeHr4fl. MeAr'rqr,rHcKoro v34enufl, c rpI{HaAJIexGocrf,MI4

AJrr ero [pLrMeHeH]Is;
- AoKyMeHTbr (vrarepzalu), co4ep)Karqze AaHHbIe o KJILIHLIqecKoM ITpLIMeHeHHTI

MeAr4rILrHcKoro r43p'errurfl, Apyrr,re pe3ynbrarbl IacrlblTaHrafi (npu lr'aswluuu);

- K0frr{uyqpeAI4TeJIbHbIXAOKyMeHTOB3aKa3qHKa;
- KOlr{IO AOKyMeHTa, noATBep}rqarorqefo IIoJIHoMoqIzg JIvIlIa, IIOAII4CbIBaIOUIe|O



AOTOBOp CO CTOpOHbT 3aKa3qr4Ka;

- KorIIlIo AoBepeHHocrI4 or crroHcopa (an" KoHTpaKTHbrx r4ccneAoBareJrbcKlrx
opraHr,r3aquft);

4.7. OrAel KI4 ocyulecrBJlf,er KoHcyJrbrrrpoBaHrre 3aKa3qLrKa rro BorrpocaM
opfaHI43aIII{l4 CO|IACOBAHIIfl I{ nOAnI4CAHLIfl AO|OBOpOB Ha npoBeAeHr{e KJrr4Hr4qecKlrx
rlccJreAoBali.uit, upoBoAI4T sKclreprHyro orIeHKy HarrpaBneHHbrx AoKyMeHToB vr
rlpeAcraBJlter peKoMeHAarJr4u rro QopuupoBaHr{ro KoMnJreKTa .qoKyMeHToB A11g
cofJlacoBaHlIfl' AoroBopa IIo nJIaHI4pyeMoMy I{ccneAoBaHr{ro r4 oTrreTHofi 4oryrvreHTarlprr4 B
coorBercrBl,Il4 c 3aKoHoAareJrbcrBoM Poccuficxofi (De4epaquu kr MelKAyHapoAHbrMr,r
peKoMeHAarJLrflMu.

4.8. CouacosaH:ae crol,IMocrlr r4ccJreAoBaHarfl, cyMMhr BbIrIJrarhI rJraBHoMy
llccJleAoBarenlo I4 rIneHaM pa6ouefi fpynnhr ocyqecrBJrf,ercr rnaBHbrM BpaqoM fAy3
dKB IlbT) r. KasaHu (utm ynonHoMorreHHbrM rau nvrqovr) LrJrLr ro ero nopyqeHrlro
Or4enoir,r KLIu Surcupyerc-x B cnyxe6Hofi sanzcre rJraBHoro r4ccneAoBareJrr.

Cyl,rua cpeAcrB, Koropat 6y4er HarrpaBneHa B Sona ornarbr rpyAa rnaBHoMy
HccJleAoBarenlo I4 rIneHaM pa6ovefi rpyrrnbr cocraBJrf,er He 6olee 90o/o or nolyuenHofi
oIIJIarbI no AoroBopy, HaKJIaAHbre pacxoAbr fAy3 dKE J\b7> r. Ka^:auu He MeHeeI}%.

BosnarparAeHl{e rrreHaM pa6ouefi rpynrrbr orrpeAen.rrercr peueHLTeM erofi pa6ouefi
rpyrrrrbr ra o S oprralrerc.rr coorBercrByroullrM nporo KonoM.

4.9. CxoppeKTnpoBantusrir, corJlacoBasusrit ra o4o6pennrrfi K rroArrncalkrro npoeKr
IOfOBOpa TIOATII{CbIBaerCf, 3aKa3rrr4KoM, fJraBHbrM r4ccJreAoBareJreM u HanpaBJrf,rorcr B

OrAen KI4 c rocneAyIoIrIHM roArrncaHr{eM y rrraBHoro Bpaqa fAy3 (fKE }l!7) r. Ka^saHu
(utm ynonHoMorreHHoro rau nuqa).

4.10. floAuucannrrfi AoroBop perr4crprrpyercr B orAene KI4, er:eMrrnrp fAy3 (fKE
J\b7) r. Kaganu [epeAaercs s llnaHoBo-gKoHoMnrrecKzfi or4er, a Kerrvrfl [epeAaercr B

OK14

5. Brr u o.n H eH rr e KJr r{ H u q ec Krrx [ccJr etro B asnit

5.1. Brrnolnenrae KJrr,rHl{tlecKofo r4ccJreAoBanvrfl. B coorBercrBkrkr c
[poroKonoM (ulaHoivt, nporparravrofi) KrnHr4qecKoro r4ccJreAoBankrfl., ycJroBLr.rrMr{

AoroBopa, 3aKoHo.4areJlbcrBoM Pocczficxofi @e4epaquz, [paBr4naMr{ Haglexaqefi
rlzHIaqecrcofi [paKTLIKI4, Mex{AyHapoAHbrMH peKoMeHAarlvrflvrvr, Cran4aprHbrMra
onepaIIuoHHbIMI4 [polleAypavrH JI3K, Ycranou r{ HopMarHBHbrMH AoKyMeHranru fAY3
(fKE Ns7)) r. Ka":anu ocyuecrBJlterc.fi rnaBHbrM HccneAoBareJreM u pa6ouefi rpynnofi
rroA efo pyKoBoAcTBoM.

5.2.lrasHrrfi nccleAoBareJlb He no3AHee, rreM ra 3 pa6oqLrx AHs Ao Haqa;1a
KJITIHI4lIecKoro I,IccneAoBaHVfl, coo6uaer Aary rrpoBeAeHr4fl <<Bu3ura orKpbrrr4s rIeHTpD)
e Or4en KI4.

5.3. OrAen KI4 HaupaBnf,er coo6rqenue o Haq€ute KJrr4HurrecKoro
zccneAoBankrfl B yrlonHoMorreHHbrfi Qe4epanrnrrfi opraH LrcrroJrHr4Telrnofi BJracrr4.

5.4. n3K ocyulecrBJl.ler MoHlIropunr o4o6peHHbrx rlM r4ccneAoBarruir B
coorBercrBllll c 3aKoHoAareJIbcrBoM Poccuficr<ofi @e4epaqun, Me)KAyHapoAHbrMH
peKoMeHAarJkrflMkr,lloloxeru4eM LI CraH4aprHbrMr4 orrepaqnoHHbrMr4 nporleAypaMr{.

5.5. Vqer ilpofpaMM KJIHHI4T{ecKHX r4ccJre4onanufi c MoMeHTa rrocrynren:afl
rrpeAnoxeH,ufl o 3aKJrK)rreHr4r{ AoroBopa ocyqecrBJrrer orlen KI,I.
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5.6- opraau:aqraro 14 BeAeHI{e yrrera ABu)KoaLrs AeHe)KHbrx cpeAcrB rro
AoroBopy, MoHI4TopLIHr co6mo4eHux cpoKoB onJrarbr AoroBopa rr AoKyMeHTanbHoe
corrpoBoxAeHr4e 3TLrX npoqeccoB ocyqecrBJrfl er oyxranrepur.

5 .7 . flpueM neKapcrBeHHhIX rpenaparoB ocyqecrBJrrercs qepe3 anreKy.
5.8. [oryueHrrt ro repeAaqe (npueu, nosepar) o6opy4on aHvrfl.,

JIeKapcrBeHHbIX npelaparon (naxla4Hhle, aKTbr npr4eMa-[epeAar{kr n r.n.) noAnrrcaHHbre
fJIaBHbIM I4CCneAOBaTeJIeM h MaTepI4ulJrbHo-oTBeTcTBeHHbrM nLrrIoM cTpyKTypHofo
rIoApa3AeJIeHI{t, ilepeAalorcf, B 6yxranrepuro He rro3AHee 5 pa6o.rux Asefi locJre
noAnr4caH r4 f cooTBeTcrByroulr4x AOKyMeHTOB.

5.9. Cnuc a:r.vre neKapcrBeHHbIX [penaparoB Ha KJrr4Hr4rrecKze r4ccneAoBaHuf,
OCyUeCTBJIf,eTCt Ha OCHOBaHI4LI 3atrBKH MaTepLI€LIbHO-OTBeTCTBeHHO|O nl4rla HA
cnI4caHI'Ie, KoropEUI rlpeAcraBrrflercfl B 6yxranrepzro 11o Mepe neo6xoAzMocrlr
(pacxo4oBankrs. neKapcrBeHHbIX rpenaparon), no He no3AHee 5 pa6oqr4x Anefi rocne
O KO Hq aHI{t KJILIHLIq eCKO f O H CCIe.IIO B AHVIfl..

5.9. PacxoAonaHvre cpeAcrB noryqeHHbrx or rrpoBeAeHr.r.rr Krr.rHr{qecKux
HccneAoBasuit onpeAenterc.l ycJIoBrI-f,Mr4 AoroBopa (c yverou 3aKrror{eHHbrx K HeMy
gonomrenufi u corrlaneuzfi). llranoso-gKoHoMr{.{ecxzfi orAen cocraBJrrer cMery
AOXOAOB rI paCXOAOB, KOTOpaf, CofJracyercr c fJraBHbrM r4ccneAoBareJreM H yrBepxAaerct
3aMecrI,ITeJIeM rJIaBHoro Bpaqa no gKoHoMr4rrecKHM BorrpocaM. B paurax yrBepx4enuofi
cMerbl AoxoAoB I4 pacxoAoB fnaBHbrM r4ccire,qoBareJreM foroBr{Tc.rr 3a.rrBKa Ha 3aKyrrKy
ToBapoB, pa6or vnuycnyr, Koropat cornacyercfl c l[naHoso-3KoHoMr{qecKuM orAenoM.

6. 3a nep ureH rre KJr r.r H ll q ecKoro rrccJreAoBa H ufl
rr rrpeAcTaBJreHue pe3yJrbTaToB

6.I. llocle 3aBepIxeHI,If,, npl{ocraHoBneHn-{ vrrtkr rrpeKparq eHLrfl
KnHHHqecKoro I4ccJIe.{oBaHVfl ruanuuft r4ccJreAoBareJrb unQopvrzpyer o6 erou Or4en
KI4.

6.2. llocle 3aBeprxeHr,rt
LrccJreAoBauux) kr B ycraHoBneHHbre
noArrr4caHurrfi co ceoefi u co cropoHbr

I4ccJreAoBaHLrfl (ultu BhrrroJlHeHrrt gTala

AO|OBOpOM CpOKrr 3aKa3qkTK HarrpaBJrreT
|JIaBHOTO uCCneAOBaTeJIt aKT C.qaqV-[pLIeMKLI

BbInoJIHeHuux pa6or n 6yxrallTepun Ha npoBepKy c rocneAyroqLrM [oAnr{caHueM y
rnaBHoro Bpaqa fAy3 (fKE Ns7) r. Ka:auu (utm y yilonHoMoqeHHoro r4M trwla) u
BbICTaBJTeHI{eM CqeTa Ha onnaTy.

6.3. Eyxranrepza [peAcraBJrrer B OrAen KI,I AaHHbre uo lpoeKry,
QuHaHconrre o6xsarerbcrBa rro KorophrM rroJrHocrbro BbrloJrHeHbr e)KeMec.sqHo 5
I{.vcra cJreAyroqero Mecsqa.

6.4. 3aKmo.rurelrsufi orqer
rrpeAcTaBI{eTcq fJraBHbrM r4ccJreAoBaTeneM
yrBepxAeHkrs, y rJraBHoro Bparra fAy3 dKE
uvr nzqa) He IIo3AHee 10 pa6ovzx Auefi Ao cpoKa rrpeAcraBrreHufl,3aKa3qr4Ky. B Or4en
KI4 raxxe upeAcraBrfl erc.s gJreKTpoH Hafl Bep ckrr opr4rlrH€ura orqera.

6.5. llo 3aBepIrIeHHI4 KJILIHLrqecKoro LrccJre.qoBanvrfl (nnnorurenuw erata)
fnasHHfi HccneAoBareJlb roroBI{T cryNe6nyro 3arrrrcKy o Bo3Harpa)KAeHVkr rrJreHaM

pa6o'refi fpyllnbl I{ [epeAaer ee n llraHoso-sKoHoMurrecrcwir or.{eJr Anr corJracoBalkrfl
H nocneAyroqefo rroAfrr4caHr4r.

IIo KJrr{Hr{IIecKoMy r4ccneAoBaHr4ro

B Or4en KI4 Anfl rroArrr4caHrdr Lr

Jtb7) r. KasaHu (utu ynonHoMoqeHHoro

6. 6. Coo6uIeHLIe B yrlonHoMoqeHHblfi Se4epanrurrfi opraH kr crroJrHr4relsuofi



BJIaCTI4 O 3aBepIIreHI4I{, [prrocraHoBJleHr4r4 Lrrftr IIpeKpauIelJkrvr KJrr4HtrqecKofo
llccneAoBaHprfl, HanpaBnserc{ yqpe}KAeHr4eM, opraHr{3yroqr4M npoBeAeHHe
uccneAoBaHnfl.. Coo6uleHrae noAaer OKI{ Ha ocHoBaHHr4 cnyxe6uofi 3arrr4cKlr
f ranuoro nccJle.rloBareJlf, .

7. Co r.na co Ba H I{e I.I 3a KJI loqeH r{ e Ao rr oJr H r{TeJr bH brx cor.na ru eH u fi
K AoroBopaM Ha rrpoBeAeHr{e KJrrrnr{rrecKux r{ccJreAoBanufi

7. 1 . OpraHl43al{zrc cornacoB aHkrfl. n 3aKJrroq eHvrfl AonoJrHI4TeJrbHbIX corJlarxeH ufr, x
AoroBopaM Ha npoBeAeHl4e KJII4HI{rrecKr4x r4ccJreAoBatruit ocyulecrBJrrer Oraen KI4.

7.2. OrAen KIrI uHraqr4vpyer cornacoBaHHe AorroJrHr{TeJrbHoro corJrarrreHufl rrpkr
n o cTynn eHr4r4 cneAyro qr{x A oKyM eHToB oT 3 aK€Brrr.{Ka :

- Slerrponnofi BepcI4I4 trpoeKTa AolonHr4TeJrbHoro corJrarrreHr4fl
conpoBoALITeJIbHbIMH AoKyMeHTaMII (4ononneune K p€BperueHr4ro
yrIoJIHoMor{eHHoro Se4epanrHoro opmHa prcronHr{Telrnofi Brracrkr Ha
[poBeAeHI4e KJIHHI4lIecKoro r,rccneAoBaHvrfl (ecnra rpe6yercx), BbrrrlrcKa JISK
(ecnra rpe6yercr);

- KOHTaKTHbIX AaHHbIX npeACTaBUTeJrs. 3aKa3rII,IKa, OTBeTCTBeHHO|O 3a
CO|JIACOB AIJI.dE IOIIOJIHI,ITCJIbHO|O CO|JIAIIIEHII'.

7.3. flopx4ox corJlacoBaHr4fl kr rronlnkraaHufl AorronHr4TeJrbHoro corJrarrreHr4t
aH €ur of r4qeH II opqAKy c o fn aa o B aHr4.rr 14 rr oArrr4 c a}Jvrfl AoroBop a.

8. IIopn4oK BHeceHuq u3MeHeuufi
n AorroJrHeunfi B Hacroqulee flo.nolneHrre

I4gruenenus v AorIoJIHeHr4{ B Hacro{[dee lloroxenue npr4HuMarorc.[ vr

yrBepx{AaloTct B ToM )Ke noptAKe, B KoTopoM rrpr4HrTo LI yTBepxAeHo HacTos[dee
IloroNeurae.
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