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MunncrepcrBa 3ApaBooxpaHeHlis Poccuficrofi @eaepaqun
1. Bce AaHHbre, noJryqeHHbre B npoqecce npoBeAeHr{f, KTHHLIqecK[x

r,rccJreAoBasuiilucnst'tauuit, Koropbre 3arparr,rBalor 6esonacHocrb vcnbrryeMbrx, ux vHTepecbl I,I

npaBa, r,BMer{flror Hitrpy3Kr.r Ha narIVeHToB B xoAe r,rccJreAoBaHr4f,, AoJDrffibr paccMarpr,IBarbct Ha

3aceAaHlrnx JISK c qenbro rrpvrHflTurs. pelreHr.rr o6 grzqHocrrt AilJrbHefiruero rrpoAorIlKeHut
lpoBeAeHnfl rnccJreAoBaHvrf. vt 3aITILITbI 3AopoB bt I{ IIp aB naqrleHToB.

2. VnQopvtarlzrr o Jrera^rrbHbrx r,rnlr yrpox(arctr1lrx )nu3Hr,r cepbe3Hbx Hex(eJlareJlbHbrx

rBJreHr4f,x Ha zccJreAyenaufi JreKapcrBeHHui npenapa;r, BbrABJreHHbx B xoAe KJII,IHlIqecKI,rx

HccJreAoBanufi, npegcraBJurercr B grt4qecKr4fi roruzrgr B nucbMeHHoM LTJTLI gJIeKTpoHHoM BilIe B

cpoK He 6onee 7 ranengapurx gnefi.
3. Zntfopvraqu-a o Apyrr,rx cepb$Hbx Hex(eJrarenbHbrx qBreHvnx Ha uccreAyeuufi

JreKapcrBeHnrrfi npenapar, BbrrBJreHHbD( B xoAe KJrrdHr,rqecKr/tx LtccJreAoeauuit, orJrlrrrHbrx or
onrrcaHHbrx B [yHKTe 2 4annoro CO[I, npeAcraBJrreTcr B sruqecrnfi KoMr,rrer B rrucbMeHHoM IIJIIa
greKTpoHHoM BVAe B cpoK He 6o.nee l5 ra-nen4apnux 4uefi.

4. Cpovnorvry npeAcraBJreHrzro B reqenpre ne 6oree 15 ra-rren4apusrx 4nefi noAJlexlrr raKxe
vlnas. BaxHar untpopvrauu.a ro 6esonac"bct", Koropa;r Moxer cBuAereJrbcrBoBarb o6
r43MeHeHzflx B coorHorneHvr,r (rronb3a - pucro) JreKapcrBeHHoro npenapara (n rorvr qlrcre
upo6reuu c Kar{ecrBoM, cJryqarx nepeAaqr,r unQerquouHoro areHTa rrep$ rerapcrnennrrft
rpenapar er Ap.).

5. I,In$opnaa\rrfl o Apyr[x HexceJrareJrbHblx tBJreHr.rnx Ha r.rccJreAyerurtfi rerapcrnennufi
npenapar, BbrflBJreHHbx B xoAe Krr4HwrecKax vccJleAosantuit, flpeAcraBnrercr B JI3K n cpor 30
KiLJreHAapHrrx gnefl.



- BbrrrlrcKy r,I3 rporoKoJra 3aceAaHnr KaabeApbl o peKoMeHpial.]J,1lv K ytBepxqeHl,Ilo reMbl;

- [Hbre AoKyMeHrbr, Heo6xoAlrMbre AJrr npoBeAeHr4r STuqecKofi 3KcnepTr,I3bl Ha cooTBeTcTBI,Ie

Tpe6oBaHr.rqM HaAJle>t€qefi KnuHllqecKofi npaKTLIKI4

4. OrnercrseHHHfi Cerperapr JI9K ocyruecrBJrrer perr.rcrpaquro roAaHHbx AoKyMeHToB,
no corJracoBaHr.rrc c rpeAceAareJreM Ha3Har{aerc.fl Aara npoBeAeHLIt 3ace4alnns. JI3K. Cozcrarerl
yuenofi crefleHr,r npe4craBnqer npoeKr cBoero HayqHoro uccJIeAoBaHIarI JI]IqHo. O6gsarerbHblM
ycnoBr,reM flBltlrgrcfl. npvcyrcrBrde Ha) rHoro pyKoBoAzrerr/rconcyJrbraHTa corlcKareJrt yrenofi
creneHr,r nn6o npe,ucraBureJlt ratf egpH.

5. flpeAceAarelr Ha3Haqaer vg tivrcila qJreHoB JISK gKcnepra, r<oropufi rrsyqaer
npeAcraBneHHbre AoKyMeHTbr pr cocraBrqer rrpoeKT gKcrreprHoro 3aKnroqeHl,rt.

6. flpra Harwl,v.vtv y gKcnepra Boflpocos uluru gavreqauufi orHocr{reJluro co6ruo\envtt
grvqecKux HopM B [JraHLrpyeMoM rrccneAoBaHlru, B 3aKJlroqeHr,r]r yKil3brBagrc.fl Heo6xoAuMocrb
noBTopHofo paccMorpeHvfl, ilranvtpyeMoro uccneAoBaHr.rr Ha cr€AyroueM 3aceAaHuu JI3K, c
lpucyrcrBr,reM Ha gace4aHvrtr colrcKareJlt yteHofi crerreHrr vt efo HayqHofo
pyKoBoArrrerr/rco ncyr braHTa.

7 . flpu Bo3HrrKHoBeszu o6rerrr4BHbrx cJrox(Hocreit rryu gKcrreprlr3e Ar4ccepralluonnofi pa6orrr
Bo3MolKHo npraBireqeHlre He3aBzcrrMoro gKcnepra rur6o na 3aceAaHve JI3K n KarrecrBe

He3aBr,rclrMoro KoHcyJrbraHTa, .nu6o gaoqno. flpu 3aoqHoM npl,rBJreqeHr4l,r 3Kclrepra 3aKJIIoqeHne

paccMarpltBaercr Ha cneAyrouleM 3aceAanzz JI3K I4 yqlrrbrBaercr flpu BbrHeceHr.rn

oKoHqareJrbHoro 3aKJrK)qeHr4s. B gronr cJryqae Cerperapr nepeAaer noAaHHbre AoKyMeHTbI,

He3aBr,rcr,rMoMy gKcrrepry, He o6nalaroqeMy npaBoM petrrarcqero roJroca (nu6op He3aBI,IcLIMoFo

gKcnepra ocyqecrBJurerca flpegceAareneM JI3K nn6o 3auecrrrerervr flpegceAareJlt, c
noAnrrcaHr.rena CorrarrreHlrq o ron0uleHqr,rzlJlbHocru). 3rccnepr r,r3yrraer MarepviLJIbI 'F

Arrcceprauuonnofi pa6oru r nepeAaer cBoe nucbMeHHoe 3aKJrroqeHlre (n gnyx ercservrnrrpax) n
paccMorpeHHbre AoKyMeHTbr B ceKperaplrar He MeHee qeM 3a 5 auefi Ao 3aceAaHprq I3K.
3axmoqenne gKcnepra npercraBJrrercfl Ha oqepeAHoM 3aceAaHHI,I JI3K.

8. flonropHoe paccMorpeHze AoKyMeHToB Ha 3aceAanuu JI3K ocyqecrBJrrercr nocJle
ycrpaHeHr,r-s 3a;rBureJreM Bcex orMeqeHHbx gaueqanzfi .

9 flpz orKJroHeHr,rv or [pororola neo6xoAlrMo npoBeAeHlre rroBTopHoro paccMorpeH[t
AJrr LrcKJrroqeHHr Bo3Mox(HocTV npuqlrHeHr,rfl BpeAa r{acTHr,rKaM uccJreAoBaHufl,.

10. flo p$ynbraraM foJrocoBannq JI3K Mox(er npr4HflTb cneAyroque BapuaHTbr peurennfi:
- ogo6purn rpoBeAeHlre Ar,rccepraqr4oHHoro nccJreAoBanus 6es sanaevaHrafi ;

- ogo6purb rrpoBeAeHr.re rlccJreAoBaHlrrr c HecyuecrBeHHbrMrr 3aMeqaHr,r.rrvrra, 6e3 noBTopHoro
paccMorpeHvrs. Ha gace4aHm Kouurera;
- BHecru r43MeHeHrrr B rrporleAypbr H Marepr,rilnbl uccneAoBanut (c yKa3aHLreM neo6xoAuvtx
usnaenenufi) H BHoBb npeAcraBr4Tb Marepr,ranbr no nnaHr.rpyeMoMy rrccneAoBaHzro Ha

paccMorpenne JISK;
- oTKa3aTb B p:BperrreH-Lrlr Ha npoBeAeHve r,rccneAoBaHrrr c yKa3aHr4eM lpurrptH oTKuBa.

11. flpunrroe JISK perreHue tfurczpyercr B nporoKoJre 3aceAanvrt.
12. B reqeHze 7 gneir [ocJre npvwnvs perneHr,rr corrcKareJrro yrenofi creueHlr

npeAocraBrrflercfl Bnnncra r.rs nporoKoJra 3aceAaHers JI3K c ero perrreHzeM u o6ssarelbHbrM
yKa3aHVeM rconQrurrra r4HTepecoB, ecJu4 oH vMeJr Mecro.


