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1. Od"rracrn rprrMeHeHns: JIOK fAy3 fKE Ns7
2. HopuarrrBHbre ccbrJrKrr:

- Oe.qepallHHfi 3aKoH or 2I.11.2011 r. l\& 323-o3 <06 ocuonax oxpaHbr 3AopoBb, fpaxAaH BPO>;
- oe4epa'rrrHrrfi 3aKoH or 12 anpetx 2010 r. Jt 61-03 <06 o6parqenr{}r JreKapcrBeHHbrx

cpeAcrBX Oe4epanlHrrfi saron or 27.07.2006 r. lllb I52-A3 <O nepcoH4nbgbrx AalrHbxD;- floloNeHze o Jloxanrnou Sru.recrcoNr KoMr.rrere upu fAy3 fKB Jrlb7 r. KasaHu;- foCT P l{Co 14155-2014 <Knuuu'recKlae 
"r"n.4ouurr"". Ha4nexarrlax KJrr.r'r,rqecKa,

npaKTr{KD;
- PacuoprxeHr.re Brrcmefi arrecraquonHoft KoMr.rcc,nu (o noprAKe

6uoueAuIIt'tHcKI'IX I{ccJleAoBaHr.rfi y venorera>, ony6JrraKoBaHnhrNr e ErorrereHe
f.;

npoBeAeHr,rt
BAK }ls3, 2002

- Perouenlarfvrtr Konrvreralr no srr{Ke, npoBoArrrl[e
uccne.qoBaHuft BO3 rz EF GCp:

gKcleprr.r3y 6uoueguquHcKrrx

- Peronae[na\vn Pyrono4rqefo KoMrITera rro 6uosruxe coeera Enponu Ans qreHoB 3Tr4qecKr.rx
KOMI{TETOB;

- cMK.BlI.coIL4s 1-20-01 dlopx4ox npoBeAeHr..r, saceralkrfi JI9K).

3. CorcparqeHus:
JISK - loranrnrrft grn.recxuft KoMr.rrer;

!!! -crauAaprHru oneparlr{oHHas rporreAypa;
CHHP- cepbe3Hbre He[peABr.rreHHbre HexeJraTeJrbHbre peaKrlr'rr.

4' Yqacrul{Ku craHAaprHofi rporleAypbr: rrJreHbr JI3K, ceKperapb JI3K, 3a"f,Br.rreJrr.r

5. A.nropurM rrporteAypbr:
5'1 JISK ocyrqecrBnter rlocroflHHoe gTl4qecKoe conpoBoxAeHrze, MoHr.rroprrHr, rrocJreAyroqee
ua6nro4euue lI paccMorpeul{e Marepl4anon o4o6peuuoroion KJrrrHprrrecKofo r{ccneAoBaHlrr.
5'2 Ha ocHoBaHI'M AaHHbIx I'I Marepl{tuoB, [orytraeMbx B xoAe r.rccJreAoBaHzr, JI3K [p[Hr{MaerpeIueHI'It o6 oao6peHlzl'I AaJlbHeftnrero [poBeAeHr.rr gTofo [ccJreAoBagr{r. JI3K rraoNer raKx(epaccMarpl'IBarb Bonpoc o6 oAo6peHI4I{ rIpoAoJIXeHnfl. ncclreroBalufr. npu [onyqeuuu uusopMarlu]r
o6 ucuolmyeMhrx B I'IccJIe.qoBaHnvI JleKapcrBeHHbrx cpeAcrBax, r,r3 Apyrzx prcrorrHr.rKoB B cJryqae,
ecnl'I TaKI4e CBeAeHI'IS Kaoarorct I,I3MeHeHur coorHorrreHH.f, rroJrb3br n pvcKa,4Jrr r4crrbrryeMbrx.
5'3. JI3K ocyqecrBnter MoHI,ITopI,IHr 3a xo.{oM rrccJreAoBaH vrs. HaocHoBaHrrr.r:

- exeroAHbrx rlpoMexyroqHhrx orqeroB o xoAe r.rccneAoBaHus. B orAeJrbHbrx cnyqarx JISK rrloxer
onpeAenflTb I'IHyIO [epuoAl4trHocrb [peAocraBJreHr,rs [poMe]KyrorrHbrx orqeroB, HO He qarqe
oAHofo pa3a B 3 uecxqa I4 He pexe orHoro pa3a B ro.q. llpouexyrorrHbre orqerbr AonxHbrcoAepxarb cJreAyrouFo nnsoprr,raquro, Ho He orpaHr.rqr,rBarbc{ ero :o cBeAeHux o ua6ope ucIIbITyeMux, uu$opMar\Lrfl,o Haqane HccnenoBaHrrr:. CEPbE3HbIE lI HENPEABI,IAEHHbIC HEXEJIATEJIbH'IC PEAKIII4I4;. LICKJIIOqeHIIe IIaqUeHTOB I,I3 I{CCneAOBaHLIfl;

' HOBbre AaHHbre, Kacarcqnecs 6esonacHocr, rrpelapara.
[anuue orqerhl Moryr rloAaBarbct KaK Ha 6ynaaNuorvr, TaK rr Ha 3neKTpoHHoM uocrzrersx. B

cryqae ueo6xoAlll'tocrl'I npI4HtrI,It peueHrrr o upoAonxeHarv nccileroBaHr.1fl JIOK uoxer 6rr*
npl4Htro peureHlle o npoAonxenrll4 LIccJIe.4oBaHLIt. Taxoe pe[reHr.re AoBoArzrcr Io cBeAegrrt
3a{BplTer's n oQopvnxerca nrrnucxoft ug flporoKona gacerarrars. B coorBercrBr.ru c
CMK. BII. C On.4 5 | -20- 0 1 dlopx4oK rrpoBeAeHr.r, 3aceAagufi JI3K>- cBeAeHuit o6 [3MeHeHrItx B xoAe LIccJreAoBaHLrr, cepbe3Hblx Hex(enareJlbHblx frBJreHvIflx u
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HerrpeABr{AeHHbX HexeJraTeJrbHbrx peaKrlllrx
5.3.3 O6ssareruHoMy yBeAoMneHr{ro nOK ro.rrJrexar
HexeJrarenbHbre peaKuran (CHHp), :aperucrpr{poBaHHbre B
To ecrb co6mrat, Korophre:
- npr4BoArT K CMepTr,r ucllbrTyeMoro;
- npeAocTaBnrroT yfpo3y Anf xr..r3HH;
- rpe6yror rocllrraJrtsar\Lrv npr6o ee [poAneHr{r;

BCe cepbe3Hhre He[peIBr{AeHHbre
AaHHOM r,rccneAoBaTeJrbcKoM rIeHTpe,

- [pI'IBoAsr r croftroft unu BblpaxeHHoft netpy4ocuoco6uocrvr, urJrur rrHBaJrr.rAHocrrr;
- IIPLIBOATT K BPOXAEHHbIM AHOMANI4'M I,INI4 NOPOKAMPA3BI4T."fi;- rpe6yror MeAI'IqI{HcKoro BMeIIrareJIbcrBa Anf, nperorBparrleHr{r pa3Bkrrprs 11epeq14cfleHHbrx

cocroanufi;
llpu pa:nzrnu CHHP Zccle4onareJrb .rronxeH:

- B TeqeHue 2-x pa6ovrax 4nefi yne4oMuTb JISK nucrMoM, BKJrroqarcqr.rM KparKoe onr{caHr.re
co6urus 

" 01p^yl CHHP, npeAycMorpeHHyro llporoxoloM trccneAo BaHus.;- IIo 3arlpocy JI3K npe4ocraBl'ITb no4po6uufi nzcrnreunrrfi or.rer, c onucaHrae^,r CHHp ne
no3'4Hee 7-rtu pa6o'rr'Ix 4nefi co AHt coorBercrByrouero 3anpoca JI9K. Or.rer AonxeHBKrloqarb nonHylo IEH(fopuaqurc o6 lrcxoAe AaHHofo co6rnns (oxouvauze foclr.rraJr prsarryrlr,
pzL3BI'ITve ocJIoxHeHI4fi, uoluoe Bbl3AopoBJreHr,re r{Jrr{ cMeprb 6onruoro).

JISK uroNer 6rr:rr sarpe6oeaHa AononHr.rreJrbHa:r znsopnaaqv$. o cHHp, BKJrroqajr .rlaHHhre
'4OIIOJIHI'ITeJIbHbIX I{CCneAOBaHUfi, nrtnaCHble I{ [OCMepTHhIe 3nI4KpI,I3bI, [poTOKOJIbr BcKpbrTtrg rI
r,IHbIe .qoKyMeHTbI.
5'4' o6ssneJlbHoMy yBeAoMneHHro JISK B cpoK He no3AHee 10-rn pa6ouzx Auefi co AnsnoryqeHus un(f oprr,raqr4r.r fioAJrexar:
- cBeAeHufl o pa3BLrrLIIz He[peABI'IAeHHbx no6o.IuHx s$$exron HccJreAyeMoro npenapara B

AaHHoM ueHTpe (sQ$exron, pacIIeHeHHbIX t4ccne.qoBareneM KaK He[peABHAeHHbre vr)
BO3MOXHO, CBr3aHHbIe c ynorpe6neHr,reM r4ccJreAyeMoro npenapara) ;- HoBbIe AaHHbIe kI v3MeHeHnfl, yBeilLrqlaBalolrlHe pI4cK AJII cy6terron laccneAoBagus u (unn\
TTE6IATONPUSTHO BJII,I'IOUPIC HA NPOBEAEHIZE I4CCJIEAOBAHI,IS;

- o6 oTKJIoHeHI'Itx or [poroKona uilv r.r3MeHeHr.rrx [poroKoJra, npor.r3BeAegHbx rrrfrycrpaHeHHs HelocpeAcrneHHofi yrpo3bl cy6terrav llccJreAoBaHgf,. Orxloneuprs urvr
rI3MeHeHLIt ,{oJIXHbI 6rnr orIHcaHbI c yKrcaHr4eM npr.rrun vr rrpu ueo6xo4r.ruocru
rrpeAJroxeHbr rroflpaBKr{ K [poToKoJry.
B ,IIaHHoM cryqae' JISK ocraBJlter 3a co6oft lpaBo sarpe6onarb AononHrrrenbHyro

uHQoprraaqr4ro' Afirfl, perreHl'It Borlpoca o Bo3Mo)nHocrr.r npoAonxeHnr r4ccne.qoBaHrar n fAy3 fKE
Irb7.

B coorsetcrBvlhr c oqeuxoff 3uaql4Mocrt't, coo6rqeHr,r{ Moryr 6rrm upuHrrbr K cnerenulo. B
orAeJlbHbx cJlfla'flx' 3acJlyxl{Baloq[x oco6oe BHI4MaHLIe c roqKr,r 3pegr{r 6esonacgocrpr
IlcnbITyeMbIX I,I I43MeHeHrrt coorHolrleHl4fl pr,IcKa H [oJIb3bI '.qacrLrs. B prccJreAoBalvrn) coo6tqenzs
BblHoctrct ua o6cyN4eHI'Ie Ha 3aceAaHLIu JI3K z no Hr.rM rrpr.rHr{Marorcs oco6rre pemenr4r,
Koropbre o(fopurarorcr Bbrru4cxoft zs flpororora B coorBercrBr,ru c COII.

5.5. PaccnaorpeHr{e AorroJrHr{TeJrbHbrx Marepr{aJroB
5'5'1 JI3K paccMarplrBaer Bce Ao[oJIHI4TeJrbHbre Marepr.ru]nbr rrpu lpoBerellru o4o6penuoro r{M
rz c cireAoB aHr.rr, Kacaroulre cr ero !.nsafiHa r{ Ao KyMeH T aLIyIu:
- noIIpaBKI'I, rl3MeHeEvrs' u Ao[oJIHeHI,It K rlporoKoJry r{ccneA oBa1:fls.:- nofipaBKl'i, I43MeHeHut Ao[oJIHeHI{.f, lc unSopl.ravu l.Irfl narlueHTa ra uusoprra[poBaHHoMy

cofnacruo;
- uHbre MaTepr4uurbr.

5'5'2 Bce [o[paBKI'I, rI3MeHeHI,It LI AorIoJrHeHvrfr.KlporoKony, Koropbre 3arparl4Baror 6egonaqrocrr
I'IclbITyeMbx' HX I4HTepecbI I{ flpaBa, I'I3MeH.sIoT Harpy3KI4 Ha LIcIIbITyeMhrx B xoAe r{ccJreAoBaHr.rr"
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AOJIXHbI paccMarpl'IBarbcfl Ha 3aceAaunrx JI3K, pemeHr,rr AoJrxgbr oSoprnr;n115cfl B coorBercrBlrlr
c CMK.BII. COII.4 5 1 - 20 -0 | <flopx,uor rpoBeAeur.r s. saceralnf JI9K)
5.5.3 floupaBxll, lrsMeHenI4s I,I AorIoJIHeHr{s K rrporoKoJry, Koropbre ne garparursaror 6egouacHocr}r
I4C[hITyeMbx, I{x lrHTepecoB I{ npaB, He r,r3MeHrlor Harpy3Kr,r B xoAe uccneAoBaHv'., He Kaoarorct
I43MeHeHI{t orBercrBeHHocr}I npa.reft-uccneAoBareJreft, uoryr paccMarp}rBarbcr no ycropeuuofi
npolleAype n pa6o'rerrl noptAKe rlpeAceAareneira JISK r,rJrt4 ynoJrHoMoqeuHhrM lrM rrJrenoM JI3K.
5.5.4 IIo oKoHrIaHlILI I{ccJleAoBauvrfr, safll:lvre.rrr{ AoJrxnbr rnn(fopuzpoBarb JI3K, flpeAocraBrrr s JISK
3aKrloql,ITenrnrrft orqer LIJII,I ero cl,IHorrcuc.


