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MunzcrepcrBa 3ApaBooxpaHeHvrr Pocczficrofi @e4epaqzu

l. flpu He3HaqldreJlbHbx t43MeHeHrrfi B TeKyrrl[x LrccJreAoBaHuflx yxe noJryqvBrrrax
olo6penue JISK Bo3MoI(Ho npoBeAeHr,re ycKopeHHoro paccMorpeHm AoKyMer{Tarluu B
coorBercrBvv c ilpvMeHI{MbIMI4 rpe6onanzrMvl AJIA oqo6penna (nrrgaun saruro.renur).

2. rlleuu JI3K, z3yqarcque AoKyMeHTbI, AoJrx(Hbr y6e4rarrca, qro [onpaBKr4 He
3arpafl4BaloT LI3MeHeHUt xOAa UCCJTeAOBaHII1I',, He yBenuqzBaroT pzcK AJrr r4cnbrryeMbx, He
yIrIeMntIoT l,rx npaB I,I He Hapyuaror npprHrlunon ronSlrAeHrlLtaurbHocrlr AaHHbrx.

3. Cnzcor AoKyMelrron, neo6xogaMbx AJrr paccMoTpeHr.rr AoKyMeHToB rro ylpoqesnofi
nporleAype.

- 3aflBreuvre Ha ycKopeHHoe paccMorpeHze AoKyMeHTarIuu JI3K;
- MaTepr,rilJrbr, noAJrexarrlhe paccMoTpeHr,rro Ha 3aceAaHr,il4 JISK;
- p$IoMe BHocI,IMbrx zguenenzfi c wx o6ocnonanzena Ha pyccKoM r3brKe nz6o

AonoJrHr4TeJrbHbre Bep cuvr AoKyMeHToB B pexrrMe zcnpauenufi .

_ 4. flpoqeAypa ycKopeHHoro paccMorpemnfl AoKyMeHTarIVt4 ocyqecrBJrreTcr n reqenne 7
pa6ounx Anefi c MoMeHTa nolyvenu.i orBercrBeHHbrM ceKperapeM n3K neo6xogzurrx
AOKyMeHTOB. I,

5. Peruenze ro npoqeAype ycKopeHHoro paccMorpeHzr AoKyMeHTarlrrpt upprHvMaerct
ryreM KoHceHcyca Mexry BceMV qJreHaMLr JI3K z o$opvlJrxercr nporoKoJroM.

6. Ecnu [prr paccMorpeHukl AoKyMeHToB KJrltHt4qecKoro zccJreAoBaHnr no ynpoqennofi
npolleAype qreHaM Konaurer4 yqacrByrcIqnM B paccMoTpeHr,rr4, He yAanocb Aocrurrb KoHceHcyca,
a raKt(e B cJryqae orpl4llarenbHoFo pe[reHr,rr, AoKyMeHTbr AaHHofO KJTZHZqeCKOTO trCCJreAOBA:tsIL1I,
BblHoctrct Ha pacc-Morpenze KoruzreroM B IToJIHoM o6reue. B srotvr clyqae npuMeHrrrorct
coorBercrByroque COfIu.



- cBeAeHLrr o cepbe3Hbrx no6oqHbrx gabahercrax (ne uoslnee 14 rcteit c MoMeHTa rlocrynJleHvs

u Htf oprvraurir,r K rrccJle,uonaremo);

- LrcKJrroqeHI,Ie naIIveHToB I43 lICCneA OBAIII',A;

- HoBbre AaHHbre, Kacaroquecs 6esonacHocrll Irpenapara;

coo6ueH[q o6 usNreHeHI,Itx B xoAe I,IccneAoBaHI'It,

- cBeAeHr4r o cepbe3Hbrx HexeJraTeJrbHbrx rBJreHl4f,x, BO3MO)I(HO, CBt3aHHbIX C npenapaToM,

Bo3HrlKrrlrx B xoAe r,rccJreAoBaHr4r y naqLIeHToB B I,IccJIeAoBareJIbcKoM IreHTpe (npn
seo6xoAuuocrr,r cpoK rBBeIrIeHvu Moxer 6rtrr orosopen oco6o);
- cBeAeHr,rr o HelpeABLrAeHHbrx o6croqremcrBax trJII{ ocJIox(HeH}Itx B xoAe I4ccJIeAoBaHI4t.

Oqenrca reKyrrlnx coo6qenufi Molr(er 6urr nopyueua llpegceAareneM yrIoJIHoMoqeHHbIMt4
qreHaM JI3K, Koropbre AoJrxrHbr AeJrarb peryrqpHble coo6uleru4fl o noJlflenuofi zntpoprvraqvr4Ha

3aceAaHuflx n3K. B coornsrcrBr,rr4 c orleuxofi ynonHoMoqeHnbrx qJreHoB JI3K, coo6ulenu.s MoryT

6urr npururu K cBeAeHr,to. B orgelsubrx cnyq:lf,x, 3acJlyx(HBaroq*x oco6oro BravlzLaHvcs c roqKkl

3peHr.rs 6esonacHocrlr r,rcnbrryeMbrx u r,r3MeHeHlrs coorHorrleHpl.s pl4cKa 14 noJIb3bI yqacrvs. B

r4ccJreAoBaHr.ru, coo6qeuu-s BbrHocflTc-fl Ha o6cyxgeHrae Ha gace4aHvlu JI3K v no HLIM

npr.rHuMarorcs oco6sre peureHnr, Koropbre ot[oprvrnxroTcr Bbrnr4cKofi us nporoKona.
3. JI3K paccMarpr4Baer Bce AonoJrHrlTeJrbHbre Mareprnilnbr npv npoBeAeHI,Iu o,qo6pennoro

r4M r,rccneAoBaHl{t, Kacarcquecs efo guzaitua v AoKyMelrra\w.

- nonpaBKv, rr3MeHeHr{rr 14 AonoJIHe}Ivfl. K rIpoToKoJIy I,ICCIeAOBaHUq;

- [OnpaBKr,r, r{3MeHeHr4fl tr AOnOnHeHI4t K lrutfOprraaUvu AIrs naIII4eHTa u nnSOprvrupOBaHHOMy

cornacHro;
- BKJrroqeHve B nccJreAoBaHrre HoBbrx ktccJreAoBareJlbcKl,Ix IIeHTpoB u npaueit- nccle4onarelefi
- rrHbre Marepviurbr.

flonpanrz, r,r3MeHeHr4r v AonoJrHeHrlrr K flporoKony, Koropble He 3arparllBalor
6esonacnocrr4 ncnbrryeMbrx, lrx rrHTepecoB r4 rrpaB, He rrcMeHrror Harpy3KH B xoAe IaccJIeAoBaHI,IrI,

He Kacarorcr rBMeHeHr4r orBercrBeHHocrr,r npa.refi-nccJleAoBareJlefi, uoryr paccMarpl{Barbct no

ycropenHofi rporleAype n pa6ouena nopqrKe qreHaMa JI3K, ynoJIHoMoqeHHbIMrI

flpegcegareJreM. B c;ryvae, ecJrr,r 9Tt4 AoKyMeHTbr orleHuBarorcr yrroJIHoMoqeHHbIMLI qJIeHaMI4

JI3K, KaK He BJrvrrcurde Ha p$yJrbrarbr [poBeAennofi paHee grrrqecrofr gKcneprl43bl, oHIi

ogo6pxrorcx n pa6oueM nopqAKe, vro oQopMJrrercr nucbMoM B aApec 3asBvIreIIA, noArII4caHHbIM

npeAceAarenerra JI3K.
YnolnouoqeHHbre qJreHbr JI3K aonxuu ltrQopvrr.IpoBarb JI3K o coorBsrcrBylolrlnx ronpaBKax,
H3MEHEHT4'X 14 ]IOIIONHEHIjflX.

4. 3assureJrr.r AoJrlr(Hbr nntpopvrupoBarb JI3K o Haqa^rre u o6 oxonrraHwr rIccJIeAoBaHvrI,

flpeAcraBnqrr s JI3K 3aKJrroqr.rremnufi orqer LIJIIT ero ct4Honcvc.


