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KOMITET IIO FI,IOMEAI4UI4HC KOl4 3TI4KE npu Hay.rHo - zccneAoBarerrb c KoM
I4HcrllTyre KapAlloJrorrlu (De4epanrHoro rocyAapcrBeHHoro 6roAxernoro Hayr{Horo
yrrpe)KAeHzq ((ToMcxnfi naqrapnanrnrrfi [ccneAoBareJrbcKr{ff ueAraqraucxufi rIeHTp

. , Poccraficrofi araAeurrr{ HayK>

1. O6qne rroJrolKeHlrfl

1,1. KOMI4TET nO BI4OMEAI4II,I4HCKOIZ 3TI4KE rpLr HayuHo-raccneAoBarerrEcKoM
LIHcrI4Tyre Kaplr4onofuu @e4epanbHoro rocy.4apcrBeHHoro 6roAxersoro HayrrHoro yqpex.qeHr4t
<ToMcr<rafi HallrloHanbnsrfi uccreAoBareJu,cKrafi ueAurluncrufi ueHrp Poccaficroft axaAeuurr HayK)
(4a:ree KBM3) - 3To,He3aBracraunrft opraH, cocrosurufi r,r3 Jrr4rl, pa6orarorqnx n oQ:racrlr MeArrrlrrHbr
I'I BHe ed, co:4aHnHfi Ar-s o6ecne.reHlrs,rrpaB cy6rercron KrrlrHr,rqecKrrx r4ccneAosanuia (naqraeuron)
I{ ryMaHHoro orHoIIreHI4-s K )KHBorHbrM B rrpr4 rrpoBeAeHr4r{ 3KcneplrMeHTiLTbHbrx r4ccneloBasuit wa
6aseHLIVI KapAI4ono-rI4I4, a raKxre 3arrrrrrbr rrpaB r.r prHTepecoB uccregonarerefi.

JLo6oe 14ccnenoBaHue. npoBoArlMoe y qenoBeKa n .:ra6oparopHbrx xrrBorHbrx. AonxHo HaqrrHarbcfl
roJrbKo rroc,re nonyqeHur o4o6peHrar KBM?-

1.2. B ceoefi 4exre:rLHocru KEM3 pyroBoAcrByercs Me.xAyHapo.4HbrMr.r tr.fiaquonirJrbHbrMr4

craHAapraMH npoBeAeHr4fl KJIt4HuLrecKHX r4ccJrenoBauuit u l4ccneAoBa:riuit c yqacrueM xHeorusrx. a'

TaK)Ke :arouan,tn P@:

Pery,rqro pHsre AoKynaeHrsr P@ :
. ['r'ar ls 2l Korrc lur ] uuu Poccr.r i-ruroi4 Seiiepa{n u

(DeleparsHr,re 3aKoHbr :

. tFe:tgpalael{E-gaxou or 21, Hoafiplr 20tr tr r. Ne.323-@3 "OG oc}{oirax oxparr.l,r :sopoebrr
l pax.i{ag e Pocc}rfigx-oii S.-e.j{qpauafi" c ncc;reilyxrrrilrrlra_ I{s-_iireHenuxh,rri r.r jlon*rul--unsxam;

. S*.irqpaJlb;Hblir 3aKdH J!b(i1-,_@3 ((}6 g6pqqquraIljle{apq'rBeHHbrx c (pe4arqzr or
27.12.18)

. tFe:le-pamsr,'u1 -:aKqg or 27,{}7.20{}6 }s152-S3 (B peJiaKrrrara or ?2.*-e2i}17J ([]
'r 

I epcofi aJbltblx JaHII btx ))

o (Fe.uepa'mHr,rii :aror,r or 2tr.07.2fi14 N 24?-03 (l:ea" or 31.12.2{Jl4} "() slrecentiu
lt:rraelresuft E_ o'r.aexnglre garouor1arerErlrIe axtb,r Poccuficriol'i OejJepaur.ru e .racrll

Eg'I$.A.iiktx..... nO

telerclm u t'tiNrcauuou gux celsx"

flpurcarul:
o l-lpnxa: Mlinucrepcrea :rpaBoclxpanegra-fl F@ or i anpels 2016.t. Jl{b 2CI{JH "Od

\/-I'REN-*';IE FJ H

. llpnlca: Poc:epaenax3opa CI"r 15.02"201 7 l\q 1071 (06 \'T Bepx{ilerriapi lfopstrxr}
ccylrJg-crnnenras rbap:vraronaA opa> {.3a}rcrllcrpuptrnaHo n- Mprslocre Pelccrai,r 20.{JJ.2{}17
I!460jq)

o <lloloxeHlre. pefnaMeHThp]rouree .qerrerbHocrb frnqecKux KoMr4TeroB npa npoBeAeHHH

KJrriHr,rqecKlrx r4ccJregonaluft JreKapcrBeHHbrx cpeAcrn>. [enapraMeHTa rocyAapcrBeHHoro
KoHTpon.r{ KaqecrBa, s$$exrunnocrn u 6esoracHocrn, neKapcrBeHHbrx cpeAcrB 14

Menr4ur4Hcxofi rexnurcu M3 P(D. nP.29I-22l101 or 23.08.2001r.
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HKI4 COOTBETC'TB I43-]IEJII4I] B

lrcnnrrangfi. rorccmNo;rorgqecKlrx ilccrei:{o$pllaft. ic-EaHli.lecrlix Hcnr,lranllil .B rleir4x
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1 185 <106 )irnepxnenrru rboppr nponepoqnn$ r$cron i.cnacxoB$onr!:o"[rHarx coilpacos.

ilrBerbr Ha Koropbre cBr4lerefibcrByK)T o ci]Onm.{eHHH ptJIH necoorH}r1e}IHl4

xou'r-po.;rNp.y-enqbrla :ruqoxa o6x:aleJu,Hbi;s lpeGoBauuft). ffctto;tbg,vertblx'QeAepafibilo
gr),'Eqo-gllg !I€a3opi, B c{bepejAp sgg 14 eq rqsp{r.QPl{gilhllblMg-Epr@}Ag-gpq

CCTBJTCHHIl RCHHOTO KOHTOOII'I {H

\.reaxuulrclcnx ll:laenuii> q.1 <(J6rqHE rpeSoBaHfitl) |OCT P I'ICO 14155-l-
rrfl.;rein npoBai{ue K"'fi nrft qecKux HCIt};IraHHfr } FOCT P 14cCI' 1 5 1 5 5 2 -200 8.

o flpl'lEa: h4prn:,npaea Poccna or 01.04"20161'{ 199H."O6 y'reepxrgeriprla npaFu,r Harrexrarqeii

I"A6qparosnbE{tpalcrux "

Xe:rbcuuexari Jlex"rrapauuq 
-BceM.Iapuoia fi{eAlruilHeKoii accoull_aEl{il (?TH'{ecKtie xlpt{Hutafibl

j{n{ i},{eAr4iir;rgex}rx xccneroBallr4l! c yqacrueM .{lorefr}i i964. Jlo-lr-ctJrFteHHatt B 1975,1983"1989.

19q6" 2000" 200,$" 20l3fr.
Bcco6ruar lcj:lapaufig o 6Eo:l:lrre i! npqgax !€nqBel(q

Mex4ynapoAHbre pyKoBoArrq[e ilpr{Hrlr{rlbl rlo sTI4qecKuM acrIeKTaM 6uoueAuqnucxl4x
uccneAonanrafi Ha rrolsx, pa:pa6orannrre CoeeroNa Me)IqyHapoAHbIX oprauu:aqnfi
Menuur.rHcKr4x ycnyr (CIOMS) ( 1993)

PexoiraenAauupr FDA, EMEA;

IleniinaeHAaur{a BO3 Kol{nrerala no l]rare. ilponoAs:r$ir;r :ttt{ineprri3y 6aome.Eaqnrlcxl{x

ncc.re-toBaHitit. X{erreBa. 1000 I ojl;

Flfi.rerpxponangce AorloirlreHrae x IelI H6 (R1). Pvxonolcrno ncl r{afiireixpruepl KJirul{qecxi:ft

sstr$s.Ee-I 6{Ra- Ie$Jur3s-espEsx :?rs@ 1 016 u.

Ilpanuna naAlexaqeft rnunraqecrcofi [paKTr4Kr4 enpa:uficxoro 3KoHoMI,It{ecKoro coro3a

(upura: Ns76 o6 yrBepxAen vv ilpaBilnuaAnexarueft rrunrzqecxoft npaKrllKlr Enpasuficxoro
gKoHoMrrqecKofo coro3a perreHr,reM Cosera Enpasraficr<ofi eronouu.{ecKofi KoMI,IccIaI4 or
03.11 20r6)

Per-TarteHr {H{'.i Nl536il0l4 Esponeilcxor'o ilapnal.reHra H coBera EC o K-ftttHfi,{ecr(fix

IrcfibrlaHilE<:rexapcreeHulrx cpenc-re, npej{ira]ua.reHHrIx j{Iq t{cfioirn:oBaFil{s gejloBeKo\{.

w'aacru 2
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tr4 usux HopMarl,IBHo-npaBoBbrx AoKyMeHTax, pelraMeHrr.rpyrcqnx npoBereHue 6uonreAr{ur4HcKrrx
I4ccneAoBarruft c yqacrueM r{eJroBeKa 14 irr,rBorHbrx e Poccuficr<ofi @e4eparlr{H.

1.3. KBM):
. Heraeucnv;

. Ocnonau na 4o6poBoJrbHoM r{neHcrBe;

KEM3 He AoniKeH I4Merb npalrofi 3ar4HTepecoBanHocrr4 B KoHKperHoM r4ccneAoBaHr4r,r

(ucnuraHura). He:aeuclTMo or r4ccneAoBareJrq, 3aKa3rrr4Ka, crroHcopa znl4 MeAI,Iur{HcKoro
yqpelrAen[s Ko\aurer perleH3rrpyer nnaHbr rrccJreronasuit 14 MexaHr.{3Mbr 3aurrrrbr rrpaB
qeJroBeKa I,r ero 6esonacHocrl4, a raK xte ryMaHHofo orHoIrIeHIaq K xLIBorHr,IM.

Cnoro Ae{TenbHocrs KEMS ocyulecrBnfler Ha ocHoBe nprrHurznoB fyManr43Ma, paBHonpaBrrs
Bcex cBoHX iIJreHoB, caMoy[paBreH[q. B coorBercrBLrLr c Koncraryuuefi. u 4eficrnyrorqulr
3axoHolareJrr,crBoM Poccrafi crofi (De4epauuu.

flpu npoee AeHr4rr MHoforleHTpoBbrx r.rccJre4onaHufi KBM3 Molr(er AenerrrpoBarb rracrb cBorrx
rorHoMoqufi IleHrpanrHoMy sTr,rqecKoMy KoMrrrery Inr coorBercrBylouero npoeKTa.

2.\enn KEMS

2.l.3aryiutarrpaB,6esonacuoc^turr r.rHTepecoB Bcex yqacrHrrKoB 6uonre4nquHcKrrx zcclegonaunfi,

2.2. O6ecneqenue co6:to4ennx 3TrrqecKr4x craHAaproB B K:rr4Hrrqecxofi npaKTr4Ke u rrppr

ocyruecrB.renr.ru Hayr{Ho-rrccneloBareJrE cKoft lesrenrrrocru.

2.3. OsecnerreHrre coSmoAenu{ nplrHrlrriloB ryMaHnofo orHorrreHr4r K xr4BorHbrM arp" arpo"" reHuLr
gKcrrepr4M eHToB 14 r{cc JreIo BaHu ft ua }Kr4BorHr,rx.

3. Craryc u ro,rHoMorrus Kouurera rro 6uoMeAuqr{HcKofi Srnxe
3.1. flpu [naHr4poBaHnu 6uoxre1.lrurlHcKlrx lrccJreloBaHtls c yqacrzeu mo4efi r4Jnr )Kr.rBorHbx Ha

6ase HI4W KapArronornu, KEM3. ocyrqecrBrqer 3rl4qecKyro 3Kcrrepru3y (couacno COfIau), xax
AO Har{ana uccneloBaHnr, TaK 14 B npouecce efo npoBeleHr.rr, c ilpaBoM BbrHeceHnr peueHnx o6
ogoOpeuun/ueogo6penr4r{ rrpoBeleHus raK[x ucc:re4onaunfi .

3,2. KBMS ocyqecrBnqer 3rur{ecKoe conpoBo}KIleHr4e Ha BceM npor.rrxeHrrr4 npoBeAeHus
HayqHoro IrccneAoBanrax, o6ecneqvBas co6:ro4euue r4HTepecoB r{ rrpaB yrracrHr4KoB uccneAotsaHu-fl
pI MeAII IIUHCKO| O nepCoHaJra

3.3. flpoeoAr4T 3Kcnpecc-orleHKy xoAa KJrr{Hr4qecKI{x uccneAoBanvfi, s cnyqae HenpeABr4AeHHbrx

o6cro.rrrenscrB, pa3Brrrrlq He6rarolpr4.f,THbx peatcqzfi Ha n3yrraeMbre MeroAbr reqeHuq lr coo6uaer
o pe3ynbrarax npoBepKu n o$uquaJrbHbre r{HcraHIII4Ir.

3.4. B ucKrror{r4TeJrr,HErx cnyqaqx [pr4HuMaer pelrreHlle o BpeMeHHoM npeKpalqeHllrl HccreAoBaHHq

r{Jrpr BbrxoAr,rr c xoAaraficreola o rrpeKparqeHuv r4ccIreIoBaHI,I-s B pa3penvre.lrbHble opfaHL'I I{

Korr,rurer rro orrrKe npu (De4epaJrbHoM opfarie KoHTpon.f, KalrecrBa, a$(pexrnnnocru, 6esoracHocru
neKapcrBeHHbrx cpeAcrB, KorAa.la:rrnefilree flpo.4onx(eHr.re [ccJreAoBaHus Moxel rrpr4Becrr{ K

HaHeceHnlo yruep6a :4oponr,rc/xrr3Hlr yqacrHuKaM lrccnegoBaHus



3.5.Ha 3rarre 3aBeprrrenr4.fl Krr,rHurrecKoro rlccJTeAoBaHI4s KEMS o6ecne'{I4saer fapaHTlrlr

co6,rrotreHlrr roH$r,r4eHrll,tanbHocru rro orHoIrIeHH]o K flacrHI,IKy llccneloBaHVA t4 pa:pa6oruuxy
[plr ucn onb3 oBaHI4Ir pe3ynbTaToB plccne.4oB a]c.us.

4,CocraB KEM3

4.1. KBM? cocror4T rar flpe4celareJrs. er-o 3aMecrI4TeJIs. olBercrBeHHoro ceKperapq H TJJIeHoB

KoMr{Tera, o6qefi qrrcJrenHocrbro 7-15 rreJroBeK" [pI4 3ToM yvlrrblBalorc,x raKl4e $axroprr, rar
npo$eccnoHaJrbHar noAforoBKa KaHAr4AaroB (yueusle. MelHulIHcKHe pa6orrrraxz).

c6a,rancupoBarrHoe npe.4craBr4TeJrbcrBo rro IIoJIy, BKJIIoqeHI4e npeAcraBllrelefi o6IqecreeuHocrlI.
Ws nwx xors 6br o.4r.rH rr!'reH KBMS lo:rxeH Surr ne cBfi3aH c Hayunofi AesreJrrliocrlro rI xor.s 6rr
oAHH AonxeH He 6rns corpyAHnKoM HAIA xapluoJrornt4.

4.2.flonHouoqus KEMS AeficreureJrbHbr B reqeHr4e 3 rer, rlocJle Koropbrx rlpoIr3BoAlrrcs porallttx
cocraBa u flpe4ce4areJr.rr. ?ror cpor< Moxer 6srrr npo4JIeH Ha cneAylolll4ii 3-lerrrufi [epl4oA B

cJryr{ae, ecrpr rureH KEM3 ilpolomxaer coorBercrBoBarb BceM ueo6xoArzlr,lrna

rna,ru$uraqr4oHHbrM rpe6oeauu.ru. floeropHoe Ha3HaqeHple qneHa KEM3 .4oJrxuo 6um
AoKyMeHranbHo orpaxeHo B peIIreHI4I4 3acerannfl KEM3.

.'
4.3.B cnyuae, ecJrrr q:reu KBM3 n cn:ry o6reKTueHbrx LIJII,I Apyrl4x npuqnH He'Moxer aKTI{BHo

yqacrBoBarr e pa6ore KBM3, oH Moxer 6rru elrneleH u3 efo cocraBa no co6crBeHHoMy

xeJraH14r.o. cofJracHo no.4aHHoMy 3arBJreHHro fi ocyuecTBrfleTcfl IIpoueAypa poTauHI4.

UT
4.4.flepcoHa:rr,Hufi cocraB KEM3 yrBeplxAaercfl.4rpeKroporu HIrlZ KapAlronofuu. flpe4ceAareJlb
KBM?. elo, 3aMecrHreJrb 14 oreercreeHHsrfi ceKperapb wz6upatorcn ua nepBoM 3acelaHvlr4

yrBepx(AeHHoro cocraBa KBM3 cpoKoM na 3 roAa c Bo3MoxHocrbto uepenrr6opon Ha

rrocneAyroque 3 ro4a, qro IoKyMeHTaJrbHo orpaxaerct B pelrreHl4u 3ace4aHns Korrarlrera.

4.5.flpelce.4areJrb KBMS frBrflercfl o$uquzutrnrrrt rpeAcraBlrreJreM B ero KoHraKrax c

3aKa3qHKaMH (cnoHcopavra).3arB[TerrrrMr4. r,rccneAoBarertMr4. pa3peu]HTeJIbHbtMI4 hHcraHqfitMI,I.

Ou rapaHTr4pyer coorBercrBr{e AeflTenbHocrlz KBMS efo floloxeuzto, crGrraprHblM
npoqerypaM, 3aKoHoAareJrbHbrM 4 HopMarr.rBHbrM aKTaM, npoBoAI4T 3aceplanvrs. KBM3, orBeqaer 3a

co3AaHrre v [epecMorp rronoxeHr4r o KBMS u ero craHAaprHbIX onepalll4oHHbrx npolleAyp,
opraHr,r3arIurc coeetuaHr,rfi, [pr4;rJrorrr€Hl4€ He3aBIrcI4MLIX KoHcynbraHToB !^nfl [poBeAeHpls

cuequ{tuuecrofi grcneprr,r3br rro KoHKperHoMy I4ccne.4oBaHnro, cBq3b c o6rqecreelluocrblo.

4.6.rI:reurr KEMS AonxHbr npofiru xypc o6yueHr{s no ?rr{Ko-rIpaBoBbIM HopMaM LI npoBeAeHl4ro

KarrecrBeHHbrx KJrr4Hr.rqecKr4x r{ccJleAoBanufi lexapcrBeHHbrx cpeAcrB I,I rlocrotHHo rloBbllrrarb

cBoro KBarruSzrcaqurc

4.7.Bce r{reubr KEM3 r{ TexHr4qecxzfi nepcouaJr AoDKnsr co6mo4arr xou$LIAeHIILIaJIbHocrb B

B0rrpocax, cBr3aHHbx c KJlr,rHuqecKr4Mr.r prccJre.4oBalluflMld neKapcTBeHHbIX cpeAcTB.

5, O6ssaHnocrr,r KEM3

5.1. KEM3 rpr43BaH 3arqurlarb rrpaBa, 6egonacHocrb 14 6rarono:ryqlre Bcex cy6rerron
zccneAoBaHus. Wccre\oBaHrlqM c ylracrr{eM ys3Br4Mbrx cy6rerron AoJDKHo 6um y(ereno oco6oe
BH14MAHhC.

5.2. flprE uraHr4poeanrara uccreloeaHr.rfi KEM? paccNaarpzeaer cretyrcrulle.4oryNreHmr:
- nporoKon uccneAoBaHur/nonpaexu:
- ilr.rcbMeHHyro $opry un(poprrupoBaHnoro corJlacut v ee nocneAylorll4e pe.uaKul,Iu,

rrpeAnaf aeMble I,IccneAoB aTeJIeM AJIfl IrCrOn63OBaHI4f B Ir CCneAO B AHilpr;

- rrr4cbMeHHbre Marepl4anbr. Koropue 6y4yr rlpeAocraBJleHbr cy6rerralt ;

- 6poruropy r4ccneAoBarens;



- I43BecrHlro uH (b opMarlrlro, Kacarouylocr 6 e:onacno cru ;

- uH tpopuaqfiIo o BbrrrJra r ax b KoMrreHcarlr.rrx cy6:serraM [rccneAoBaHur ;

- ,rrc6ste Apyt-ne AoKyMeHrbr" t(oropbre Moryr norpe6oearscq JCO/ 4ru eslnor'rHeHr4r ero
o6s:aHHocrefi.

KBM3 paccMarpl4Baer Bonpoc o [poBereHr4r4 nperJraraeMofo KJrrrHr4qecKoro t'rccneroBaHrrr B

pa3yMHble cpoKIr 14 AoKyMeHTanbHo o$opu:rxer cBoe MHeHr{e. qerKo ugeutu$uuupys
I4CC.lreAOBaHLIe, paCCMOTpeHHbre AOKyMeHTbT LI 4rrbr rrpr.r BbrHeceHr,rn cneAyroulrrx penreHrafi:

- yrB epxAe uuxl o go6p ennfl;.
- rpe6onarus o BHeceHI4I,I rI3MeHenuit,HeoSxo4urrabrx AJr.r{ [onyqeHr4s yrBep)r{AeHvsvrvt
oao6peHan:
- orprrrlareJrbHoro 3aKrrorreHr4 sl :r'eo lo6peuus;
- orrresr,r/npHocraH o Bne H Hr AaHHbrx paHee yrBepx(AeH wl o go6peant.

5.3. KEM3 paccMarpllBaer KaxAoe reKyrrlee r4ccJreAoBaHr.re c [epr4oAnlrHocrbro, aAexearHofi
pl4cKy 4lr cy6:sexroB r4ccnegoBaHrr.s, Ho He pe)Ke oAHoro pira B roA.

5.4. KEM3 Moxer uorpe6oearr, .rro6.br cy6rerran HccneAoBaHr.rr rroMr4Mo uu$oprr,raquz,
yxasaHHoli BbrIrIe. 6ttnu nperocraBreHbr noroJrHilTeJrbHbre cBeAeHr,rq o6 uccreAoBaHr,rn. ecra. no
MHeHI4Io KEM3 sra zn$opMaql4s Ilo3Bonrrr cyl[ecrBeHHo r]oBbrcr4Tb crerreHE, 3arrlr.rrbr,[pats,
6eronacnocru nlum Slaronolyunr cy6rexroe.

5.5. Ec:ra nporoKo.rr [peAycMarpuBaer HeBo3Moirr{ocrb nonyqeHr4fl corJracr4r Ha yqacrr4e B

I,IccJIeAoBaHpru y cy6r,exra rrJrrr efo 3aKoHnoro npeAcraBurens Ao MoMeHTa BKJrrorreHr.rr cy6:sexra n
rIccJIeAoBaHI4e, KBMS AonxeH y6eaurscr^ qro rrpeAocraBnennufi nporoKon ulnnu rpyris
IoKyMeHTauIr{ coorBercrByror 3Tr.{qecKr,rM HopMaM rr HopMarr.rBHbrM rpe6onauuflM Infl TaKr4x

IrccneAoBannfi (uaupuruep, nprr HeorJroxHbrx cocroxuvxx).

5.6. KEM3 paccMarpr4Baer pa3Mep r4 noprloK BbrrrJrar cy6rexry [ccneAoBauzx, vro6u y6e4lrmcx
B orcyTcrBl,M HeoSocHoearrnofi 3ar,rHTepecoBaHHocrr{ ,krrru [puHyx{AeHuq cy6lemon
rlccneAoBaHr4r. Pa:uep BbrrrJrar cy6rexran Aorrrr<eH 6urr, :apaHee olpeAeJreH rr He Aonxen
IIenHKoM 3aBrrcerb or rofo, 3aBeprlun cySlerr r4ccneAoBaHr4e rroJrHocrbro HJrrr Her.

5.7. KBMS AonxeH ydeaurscn E roM, vro ran(fopMarlur, Kacarcuascfl BbrrrJrar icy6rerravl
r{ccneAoBaHr4q, BK.rrroqa-f, MeroAbl, cyMMbr ra rpaSux BbrrrJrar, orpaxeHa B rrr4cbMeHuofi $oplre

IuuQopuzpoBaHHoro couracufl. u :to6ofi apyrofi [IacbMeHHofi raH$opnrar\nv, [pe.4ocraB:rselaofi
cy6:sexlalr. lo:rxHo 6srm yra:ano, KaKrrM o6paso ,r 6y4er orpeleneH pa3Mep Br,rrrJrar.

6. Qyurcqun n nopflAoK pa6orbr KEMS

6.1. KEM3.uonxen r.rMerb B cBoeM cocraBe AocrarorrHoe r{r4cno nr4rl, cyMMapuo o6na4aroilIr4x
neo6xo4unrblM orIbIToM LI KBaJrrrSurcaq4eft An{ orIeHKu HayrrHbrx, MeAr.ruuHcKlrx r4 3Tr,rqecKr,rx

acfIeKToB rrpeAnaf aervroro r4ccJreloBaHu_s.

PercoNaeHA)zercq. qro6st e KEM?/ sxoAlaJlla:

6) rcax Mr4Hr.rMlM, oAr{H rrJreH, rrbu [HTepecbr JreiKar nue ctfepu HayKr{;
e) KaK MprHIrMyM oAI,IH rrJrerr, rcoroprrfi He gaBucrrr or oprauuzatluuluccneAoBareJrbcKofo

ueHrpa.
. forocoears/BHpaxart' NaHeHLre ng uccre.4oeaHuro [Naerot rpaeo ronbxo re qreHrI KBM3.

xoropue He garncqr or taccreAoearerq 14 cnoHcopa AaHHoro r4ccrgnonanr4i. KEM3 AonxeH Becru
cnr4coK cBorrx rrJreHoB c yKa3aHrreM r,rx KBa;rrz$uxaquz.
6.2. 3acelaHras KEM3 upoeo4xrcr rro naepe neo6xoAr4Mocrr4, Ho He pexe 1 pa3a B Mecsq no
cpenaM. OnoeeureHue o npercrorrueM 3acenat:av ocyruecrBnrer cer(perapb Kounrera
Berefirtlnroea JI.A (ne nos4nee, qeM 3a HeAenro Ao efo npoBeAeHlrr). B uro:re 14 aBrycre H3K
3ACe EAHVTI He npOBOAr4T.



6.3. KBM3 AonxeH ocyrlecrBnrrb .4errenbHocrb B coorBercrBlal4 c rII{cbMeHHbIMI4 npoIIeAypaMI4,

Aor(yMeHrrrpoBarb cnoro pa6ory, Becrl4 rlporoKonbl zaceaauuitt, a raK)Ke co6lroAarr GCP z
HOpMaTr.rBHr're rpe6oeanun.

6.4. KEM3 [pr4Hr.rMaer pe[reHrls Ha o6rsereHHux 3acelaHl4tx rlpt4 HaJrvrqvrkt KBopyMa,

ycTaHoBneHHoro ef o [LIcbMeHHbrMpI [porleAypilMl4.

6.5. flpano roJrocoBarb/srrcxasrrearb cBoe MHeHLre uluttu peKoMeHAaUI{[ IrMeror roJIbKo re qJIeHbl

KEMf . Koropble yqacrByloT B paccMorpeHhn. noKyMeHraUUH u o6cyx4euavt.

6.6. IrlccneAoBarerb Moxer trpeAocraBnrrs rau$opMaul{}o no lrc6ult acneKTaM HccJIenoBaHlzt. Ho

He Molxer yqacrBoBarb B rrpeHruxv.rrlB foJrocoBaHunlystpa6orKe MHeHI,II KEM?.

6.7. KFM3 l,,roxer o6paruartcq :a noN,roqrrc x gxcuepraN{. He qsrsloql4N{cg ero .{reHaN{I4.

7. IlpoqeAypbl pa6oru KEMS
7.1. KEM3 AoJriKeH pa:pa6orarb,.qoKyMeHrirJrbHo o$opruum u co6;noAarb cBoll npoueAypbl,

onpeAenfl!ou{He:

Ero cocras (Sarr,rra:ruu vI rnalu$uKalll4ro unenon) 14 yr{peAl4BilrIaft ero opraH'
a) Oprauuraufilo H repuonl4qHocrb zace1attuir KEM?
b) flop.a4or rrepBzqHoro v ilocne.4yrou{ero paccMorpeHl4s AoKyMeHTaIII4LI

HCCneAOBaHI4IO.

c) lloc:re4yroqee'paccuorpeHr{e .qoKyMeHraIIIrI4 rlo
I pa:a B ron.

d) llpoqe4ypy ycKopeHHoro paccMorpeHl4s

IIo

r,{ccJreAoBaHr.rrc [poBoArrrct He pe]I(e

vt yrBep)KAeHutlonolpewut
. He3HaqilTeJrbHbx fisN4eueHzfi Ans HccneAoeaHzft, paHee yrBepxqeHnsrx/olo6peHHbrx

HM x(e, 3aceAaHr4e Kotrurera ilpoBoAHTct He3aMeAJlt{TeJIbHo npu nocryrtJleHflH

3a-stsIeHuq 0T Hcc.lreAoBaTers.

7.2. Bxnror{eHr4e cy6terron B rrccneAoBanlle Ao roro, rar KEM3T eu4acr rrrlcbMerrHoe

yrBepxAeHue/o4o6pen ve Ha npoBeAeHLIe rIccneAoBaHI,I.t He.4orlycrl4Mo.

7.3. Heaonycrr4Mo orKnoHeur4e or rrporoKoJra I4nI{ efo l43MeHenue 6eg .rpao"ufireJlEHofo
yrBep)KAeHunlogo6pewun coorBercrB).roqrx nonpaBoK KEM3T, KpoMe rex cnyqaeB. Kor.4a

neo6xoArEuo ycrpaHprrb HenocpeAcrBeHHyro yrpo3y cy6rerrau rlccneAoBaHllf, krtru KofAa

I{3MeHeHI4.[ KaCaIOTCt TOJIbKO aAMI4HI,ICTpaTI4BHbTX I,IJII,I TeXHI,IqeCKI4X aCIIeKTOB IICC-IIeAOBaHI,I'

(Hanpzuep, 3aMeHa MoHr4ropa. Ir3MeHeHI{e HoMepa rene$ona)

1.4. WccyeAoBarenb o6ssaH B TeqeHr.re 7 ra.nenAapHblx 4nefi 'ue:aueAJIHTeJIbHo coo6uam
Konnrery:

a) o6 orKJroHeur{rx or nporoKona r4nrr r43MeHeHpr{x [poroKona, rpol{3BeAellHbx Ant
ycrpaneHr4{ HerrocpeAcrnenuofi yf po3bl cy6rerralr I4ccneAoB aHI,Lf, .

6) o6 rarnreHeHr4rx. yBenuqHBarorunx phcK nnt cy6terroe ulunn cyruecrBeHHo BJll4stourl4x Ha

ilpoBeAeHr,re v ccJreAoBaHI4t

e) o6o Bcex cepbe3ublx HexeJrarcJIbHbIX peaKIII4sx;

r) o HoBbrx AaHHbrx, Koropr,re Mofyr cBuAerenbcrBoBarb o Bo3pacraHrrrr pl4cKa [nfl
cy6lexron uttu s.e6r'arolprlsrHo iloBru.srb Ha xoA I,IccneAoBaHI,It.

7.5. lipra Harru.{uu orxroHeir[fi or nporoxora. He exoAqruux n nyHrr 7.4. penopruposaHuro

noA:rexar ro:mKo sHa.rzNarre orrroireHraq no peueHzlo cnoHcopa (,He pexe I pa3a n roA).
7.6. KEMS o6ssaH HesaMeAJrHTeJrbHo B rIr.rcbMeHHoM BIrAe coo6rr{am

14 ccJl en o Bare,r ro/opran n3allwv:

a) o cnozx perueHurx/3aKJllorleHplsx, KacaroilItrxcs. rrccreroBaHnfl';

6 ) o npra v ra Hax [prlH erplfl peueHu fi /gax,rrcqelr Hil :



n) o nopx4re o6xaroBa:r,ns. ero perrreHufi.lzat<tfio'aenufi.

B. [onyMeHTarlr{n KEMS

KEM3 AonxeH xpaHr4Tb Bce AoKyMenmr (nanpuuep, cBor4 npoqeAypbr, cflrrcKr,r qJreHoB c

yKa3aHr4eM poAa AesreJrbHocrr4 14 Mecra pa6omr, [peAcraBneHHbre Ha paccMorpeHr{e AoKyMeHTbr,

rrporoKonbr sace4aLrrafi, ra nepenucry) s Te.renr,re MrrHr4MyM Tpex JIer rrocJre 3aBeprrreHr4t

uccneloBaHus. vr npeAocraBJrrrb r.rx no 3arrpocy ylonHoMorreHHbrx opraHoB. tr4ccre4onareJrr{,

crlo.Hcop, ynonHoMoqeHHbre opraHbr Mofyr 3arrpa[Il{Bam y KEM3 ero npoqeAypbr rr ctfirc:xkr
qJreHoB. flo rrcrer{eHr{r4 AaHHofo cpoKa ceKperapb roroBrrr rrpr4Ka3 o crrlrca:e^rrvr, rro ero

rroArrr4caHr4u - yHurrroxaer (f afi n KJrr4ar4qecKoro r4ccneAo BaHlr-fl .

8.1. ZccneAoBarenb .4onlKeH rrpeAcraBnsm KEMS KparKr{e []rcbMeHHbre orrrerbf o xole
rlccneroBaHr4-s exreroAHo r,rnn qarqe, ecnr4 3Toro rpe6yer KBM3.

8.2. I,lccre4onarerrl AonxeH He3aMeAJrI4TeJIbHo npeAocraBnsrb rrrrcbMeHHr,re orqerbr
crroHcopy, KBM3 u, B coorBercrByroil{r4x cryqaqx, aAMr.rHr4crparyuuHI4LI KapArronorirn THtr4Mt{
o mo6rx v3MeHeHr{rx, cyqecrBeHHo BJrr4.rrrorqr4x Ha npoBeAeHr,te r4ccneAoBaHur ulutu
yBer fi rrr,rBarc rrIH x plrc K anr cy6rerroe H ccn eAo Ba H Hfl .

8.3. llpn coo6rqennxx o cMeprr4 r4ccJreloBareJrb o6sgaH rro 3anpocy KEM3 npeAocraBr{rb
ruo6ylo AorronHr4Tenbuyro un$oplraquro (uanpnlrep, nporoKoJr BcKpbrrr4r ,r nocueprHr,rfi
rnuxpn:).

9. Ilpex4eBpeMeHHoe npeKpauleHlre vlrtr nplrocraHoBKa
r{ccJreAoBaHr.rfl.

Eclz ro xaxofi-ru6o [purruHe r4ccneAoBaHl4e npex{AeBpeMeHHo rrpeKparleHo urru
npprocraHoBJreHo, r4ccneAoBareJrr AoDr(eH He3aMeAnrrreJrbHo unQopuupoBarb cy6rexron
vccneAoBaHur, o6ecne.{urr uNa coorBercrByrouee Jrer{eHr4e ra na6mo4eHtre 14, ecnrl [peAycMorpeHo
HopMarr,rBHrtnau rpe6oBaHvrflMkr, nH$oprr,lapoBarb ylonHoMotleHHble opraHbl. Kpolre roro:

9.1. Ec:rn [ccneAoBarenb rrpe]KAeBpeMeHHo rrpeKparuae't lrrpr [phocraHaBJrrrBaer
rrccneAoBaHze 6es nperBapr.rreJrbHofo .cofJracr{fl crroHcopa, oH .4on}KeH coo6ururr o6 3roM
a4uuirncrpauuv HI4tr4 Kap.4lronorun, rrpotrn$opnrraponarr KEMS r4 rrpeAocraBrrrb no4po6uoe
rrr,rcbMeHHoe o6rscHeHr,re npprqr.rHbr npuocraHoexu r4nr4 rrpeKparueHus rrccJreAoBaHz.fl.

9.2. Ecln cnoncop [peKpaqaer r4npr rrpIaocraHaB:rrrBaer rrccJreAoBaHpre, L{ccneAoBarenb

AoJDKeH He3aMerJrlrreJrbHo coo6rqnru o6 a4uranucrparJrrurHl4I4 KapAr4onofnu, npouHrpopMrrpoBarb
KBMS u [pe.qocraBrrrb uo4po6uoe rrr4cbMeHHoe o6rgcHeHue npr4qr.rHbr rrpuocraHoBKr4 ulru
rrpeKpaJue Hrr s uc c JreAo BaHr4s..

9.3. Eclu KEM3 oKoHqareJrbno r4Jrrl BpeMeHHo or3brBaer o4o6peuze Ha rrpoBeAeHl4e

r4ccneroBattrs., rrecrreAoBarenE, AonxeH coo6rqurr o6 sroNa arMr4Hr4crpauvu HLII4 KapAI{oJIorzu,
He3aMeAJrrrreJrbHo uporauSopMrrpoBarb o6 sroN{ cnoHcopa 14 rrpeAocraBn'rb ctroHcopy no4po6uoe
rrr.rcbMeHHoe o6:s-flcneHr4e ilpuqr.{Hbr npr4ocraHoBKr4_.LIJII{ [peKpaIrIeHI,I.s uccneAoBaHvrs.

10. KonraKTbI vrccnreryoBare,rfl c KEM3.

10.1. flepeA TeM KaK Haqarb nccJreAoBaHHe. HccJleAoearels/opraHvaaLryn Ao:txHbt nonyqhrb
rrr4cbMeHHoe r.{ IarHpoBaHHoe o4o6peuue KEM3 irporoKona I4ccneAoBaH:as, nprcbv'euHofi Sopuu
au$opnrnpoBaHHoro conracu.f, Lr ee nocneAyloilrl4x pe4arI1uft, Mep, HarlpaBneHHbrx Ha



npHBneqeHr4e cyobeKToB K yqacrr.rrc B r,rccJrenoBaHI4:,1- (HanpLIMep. peKnaMHblx o6btBneHHfi). H

nlo6brx Apyfr4x rrrrcbMeHHbrx MaTeprranoB, KOTOpbIe llpeAlionafaeTcs IIpeAocTaBLITI' Cy6beKTaM.

I0.2. Byecre c ApyrrrMr.r AoKyMeHTaMv r4ccneAoRareJlb AonxeH rlpe,4ocraBu'rs KEMS

rrocre.{}rroro peAaKrlr4ro 6poruloprr uccneAoBare:rs. Ecrta 6poltopy I4ccJreAoBarens AoilorHt}or B

xore rrccJreloBaHlrr, r4gcJreAoBare-rru/oprauu3awrfl o6q:aHrt npe.4ocraBlirb KEMS HoByIo

penaKuu r,o Spou ropur HccJIeAoBaTerfl .

10.3. B reqeHHe 14ccneAoBaHr,rr 14ccreAoBare,rb noJr)KeH npeAocraBntrb KEM? Bce

IIoAnex(aI{I4e pacCMOTpeHI4IO AOKyMeHTLI.

10.4. tr4ccreAoeareJrb AonxeH rrpoBoArrrb r4ccneAoBaHue B coorBerc'rBl{L{ c [poroKoJloM,

couracoBaHHbrM co cnoHcopoM u, rrpkr neo6xo4urr,rocru, c y[onHoMoqeHHbIMI4 opfaHaMLI, 14

yrBepN(AeHnbrMioAo6peHHbrM KEM3. B noArBepxAeHLIe AorotsopeHuocrl4 LIccneAoBareJrb ,r

cnoHcop rroAnl,IcblBalor nporoKon I{JII{ orAenbnrrfi 4oroeop.

10.5. tr4ccneAoBarenr, He AonxeH orKJroH.rrrbc.f, or ilporoKoJla I{JIII BHoclrrb B Hero Ir3MeHeHr{t

5es corracr4q cnoHcopau 6es [pelBaprrreJrbHofo pacoMorpeHrrs. tr AoK]MeHTantHo o$opluleHHoro

oAo6peHr4s rronpaBKr{ K nporoKony KEM3, KpoMe rex cnyqaeB, Kor.4a rieo6xoAzl,to ycrpaHlrrb

Henocpe.UcrBenHyro yrpo3y cy6rerralr r4ccneAoBaHus. vurv KofAa pI3MeHeHIr{ Kacarorc{ ToJIbKo

arXMl4Hl4crparprBHbrx, uJIv rexHl4qecKr.rx acn'erron I4ccneAoBauIar (nanpl,IMep. 3aMeHa MoHI4Topa,

r.r3MeHeHr{e HoMepa rene$ona).

10.6. I4ccneAoBarenb Hrr4 Ha3Har{eHnoe r4M nI{Uo AonxHo o6rqcHgrs Ir AoKyMeHTaJIbHo

o$opnr,rrrs,rro6rte orKJIoHeHI4t or yrBepx.4eHHoro trporoKona.

1 1. KovrrreHcallnrr KoMI{Tery
11.1. 3ru.IecKa.f, oKcrrepru3a ArrccepraulroHHbrx Lt rrHLrrJkrutI4BHbIX rrccneAoBauufr,;.a raKx(e

Bcex npyrr{x r4ccJreAoeaHzfi ocyuecrBnseMblx 3a cqer 6roAxeumtx cpe.4crB ocyuecrBnflercs'

Kov nrerol,t Ha 6ereo:Naerrnofi ocHoBe

11.2. B cJryqae, ecJrpr 3aKa3r{rrKoM I4ccneAoBaHMfl. flBIrflerof, KoMMepqecKaq opfaHl{3aunfl, o]F'a

KoMneHcr4pyer aAMHHrrcrparrrBno-xogxficrBeHHble pacxo.4bl IIo opranu3a\vil, npoBeAeHI4Io

3Kcleprr43br ra otpoplrneHr.rro 3aKJrroqeHl,Ifi sa ocnonaHl4t4 AoroBopa, nplr ?ToM orlJrara He 3aBucur

or rofo. o4o6penr,r AoKyMeHTbr KouureroM trlwr orHocI{TeJIbHo I{ccJIeAoBaHVs, ilpl4Httro KaKoe-

;ua6o 4pyroe peueHr4e. Pa:rraep orrJrarbr onpeAensercq roKarbHbrMl4 HopMarrrBHbIMI4 aKTaMrr.
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