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YTBEPXNAIO
AY3 (fKE J\b7)

i;l A.M..{er*r

XeHueNsl
Ns7)

Jt365/1

floroxenue o JIoK€uIbHoM 3ru.{ecxotrl Kouurere
rrpr4 fAY3 (fKE J\b7) r. Ka:anu

1.O6rqne noJroxeHl,rt

1.1. Jlorcanrusrfi Sru.recxufi Kourarer (4anee n3K) npu focyaapcrBeHHoM aBroHoMHoM frpexAeHnla
3ApaBooxpaHeHr4.r <fopo4cxax KJrr{Hr,rqecKar 6onrn?rqaNsT) (4anee fKB}le7) ero HegasrcuNlrrft
gKcrreprHbrft oprau, BKrroqaloqufi s ce6s MeAr,rqr,rHcKr4x r{ Haf{HbIx cleIIIaaJI}IcroB, a raKxe THIL He

r4MeioilIux orHorJreHr,re K MeAr,rur4He. JI3K [pr.BBaH o6ecne.Iurb 3aIrII{Ty npan cy6reKToB I,IccJIeAoBaHI,Is, I4x

6esonacuocrb, rrpoBeAeHlre He3aBrrcrlMofi ercueprl,r3bl, KoHcynbrllpoBaul,Ie u npr4nflTue peuleHl{fi no

BonpocaM gTr.rKH 6uoueAraquHcKr.rx uccre4oeanufi, npeAocraBJIeHI,Ie o6qecrny coorBercrByroqllex
rapanruft, B ToM rrficre [yreM paccMorpeHr.rs, yrBep)KAeHr.Ir I4 nepecMorpa nporoKona uccJleAosaHl4fi 14

[orrpaBoK K HeMy, orIeHKr{ xnaru$urarlvu nccne onarenefi, r4ccneAoBareJlbcKl,Ix IIeHTpoB, a raK nte

Marepr.raJroB I4 MeroAoB fioryrreHr4r y r4crrbrryeMbx uu$oprvrupoBaHHoro cofJlacut lr ero AoKyMeHTaJIbHoro

o$opnrneHna.
1.2. JI3K nprr3BaH coAeftcrsosaru co6rroAeur,rrc npaB r{ rrHTepecoB yrracrnlaKoB Bcex KJIIIHI4T{eoK}IX,

MeAlrKo-coqrroJrorr,rqecKrrx u Apyrr4x Ha1..rHo-rrccneAoBarenbcKlrx pa6or c yqacrllerr,r moAefi B KarrecrBe

cy6rerron, grlrqecKprx HopM rrpu ux rpoBeAeHr{ra. JI3K $ynrquouupyer Ha cHoBaHI,II{ rpLIKa3a rrlaBHoro
Bpaqa o co3AaHlrra JI3K. Cocran JISK yrnepxAaercr frasusrNa BpatIoM. tr4gtrleuenu.s cocraea JI3K
yrBepx.qaercg f rasHuM BparroM rlo npeAcraBJIeHIdIo rlpeAceAarens JI3K.
1.3. B csoefi AeflTeJrbuocru JISK pyKoBoAcrByercr npr.rHrlrrrraMri yBaxeHplt qeJloBeqecxoro Aocrol4HcrBa,
npr,r3HaHr4s aBToHoMr{rz Jrr,rr{Hocr}I, cnpaBeAnr{Bocrr4, 6raronoryrrlt Il HeAonycrllMocrl4 npuquHeHplt BpeAa

cy6rexrau uccJleAoBaHuft, a raxxe KoMnereHTHocrI{, KoJIJIerI4aJrbHocrI{, o6rexr[snocrlr I{ He3aBI4cIrMocrI4

or noJrr.rrr.rqecKrrx, aAMr4Hr4crparr.rBHo-ynpaBneHqecKr4x, BeAoMcrBeHHbIx, KoJIJIefrIaJIbHbrx u (fnHaHcono-
gKoHoMtr rrecKr.rx BJILItHIafi , oprauus aIIHoHHofi aBToHoMtIIa.

1.4. JISK ocyilIecrBn"f,er cBolo AetrenbHocrb B coorBercrBl4l4 c:

- Koncruryqraefi Pocczficr<ofi Oegepaquu, npunxrofi BceHapoAHbIM ronocoBaul4eM 12 gerca6px 1993 roaa c
BHeceHHbIMLI tl onpaBKaMlr, BcryrI]IBIITI4MI,I B cl,Iny 0 4.07 .2020 r o rc;
- Xerrcuulccrcoft AeKnaparluu Bceuupnoft ueAurluHcxoft accoquaquu, ilpLrHfrTofi e urcue 1964 ro4a (c

r43MeHeHr.rrMr.I r4 AoIIorHeHpI.uMI4 no cocro.f,Hl{Io Ha or<rx6pr 2013 roa);
- OegepanbHbrM 3aKoHoM or 2l.Il.20l| r. ],ls 323-03 (06 ocHoBax oxpaHbl 3AopoBbfl rpaxAaH s PO>;

- Oe4epubHbrM 3aKoHoM o'r !2 anpeJir 2010 r.Ilb 61-O3 <06 o6paqeHuI4 rleKapcrBeuHbx cpeAcrB);

- @e4epa;rbHbrM 3aKoHoM or 27.07.2006 r. Nb I52-A3 <O nepcouiulbHblx AaHHIIX);
- Oe4epanbHblM 3aKoHoM or 13.03.2006 r. J\b 38-O3 <O pexnaue>,
- llocrauoBJreHr4eM flpanurenrcrea Poccnftcrofi Oe4epaquu or 13.09.2010 r. Ne714 <06 yrnepxAeHllll
Tr4noBbrx npaBr4n o6sgaremgoro crpaxoBaHn.rr xrr3urr v 3AopoBbf, naLII{eHTa, yqacrByloqero B

KJrprHr.rlrecKr,rx rrccneAoBaHr.{tx JIeKapcrBeHHof o npenaparD ;

- flpuxasona MunucrepcrBa 3ApaBooxpaHeHr{s Poccuficrofi Oeaepaquu or 01.04.2016 r. J\lb 200u <06
yrBepxAenr4ra npaBlm HaArexarqefi rrznu.Iecxofi IpaKTI,IKI{ > ;

- llpanulauu naAleNaulefi xrraHn.recrofi npaKTr.rKLI, yrBepxAeHHblx rIpIrKa3oM Ml,Inucrepcrea
3ApaBooxpaHeHllfl Poccuft cxofi Oeaepaqul4 or 0 I .04.201 6 l'{b200tt;
- llpanulaun uaAleNauleft xluHuqecxoft npaKTr{Kr.r Enpasuftcxoro gKoHoMl4qecKoro coro3a

(yrnepN4eHnbrMr4 perxeHr{eM Coeera Enpasuficxoft sKoHoNluqecxofi KoMI,IocLIH or 3 uor6ps20I6 r. l1! 79);



- HaquonarbHbrM craHAaproM poccuftcxoft (De4epaqnr focr p 52379-2005
Krr,rHr.rqecKatr nparTr.rKa>, yrBepNAennrrfi [pr.rKa3oM (Degepa;rrHofo areHTcrBa rro
peryJrr,rpoBaHr,rro 14 Merponorrrrr or 27 .09.2005 J\b232_cr;
- focr P IrICo 14155-2014 <Kr'Hrz.recKr.re r4ccneAoBa'us.. HaAnexaulas.'.rvrHvr,recKtur npa*rr{Ku;
- PacnoprxeHl4eM Brtcruefi arrecrauuonsofi xouzccuu <<O flopf,AKe [poBeAeHr{x 6uor'reinrl'HcKr{x
rrccneAoBauufi y rrefloBeKa)), ony6ruaroBaHHbrM n Eroruerene BAK J\b3, 2002 r.;- peKoMeHAaIIutMrI Kouuteraru IIo 3TLIKe, npoBoArrrlr.rM 3Kcneprlr3y 6uoueAraqvHcKr4x
r,rccrreAoBanuft BO3 rE EF GCP;
- peKoMeHAaIIutMI4 Pynono4arqero KoMlarera rro 6uogrr4Ke Cosera Enpouu Arr rrreHoB grr.rqecKr.rx
KOMI4TCTOB;

- .qPYTI4MI{ 4EftCrNYrOrqrIMIZ MEXAYHAPOAHbIMH HOPMATI,IBHbIMI4
(De4epaqura, orHocflIllr4xcr K AegrenbHocrrl KoMr.ITeroB rro 3TLIKe
zccle4oeauufi c yqacrl{eM qeJIoBeKa, a raKxe Hacrorrqr.IM
onepaqr{oHHbrMr.r rporleAypanatz (COfI).

aKTaMr4 H aKTaMH Poccuficrofi
rr rrpoBeAenraro 6raoueAlarl]rHcKtrx
noJloxteHr{eM LI CTaHAapTHbrMrl

1'5. llonoxeHlle o JI3K upuul{Maerc.f, Ha 3aceAaHura JI3K, yrBepxAaercs frasHHM BpaqoM. I4sN,reHeHus u
AononHeHI'It K HeMy o6cyx4arorcfl. vI o4o6pxnrc.f, rrJreHaMrz JI3K, BHoc.flTcr npeAceAareneu JI3K na
3aceAaHI'II4 JI3K ua yrBepx.4eHl{e rJIaBHoro Bpaqa. Cran4aprnbre onepauproHHbre nporleAypbr (AaJree CO[)
paspa6arnBalorc.s TIJIeHaMLI JI3K, o6cyN4arorcfl. vt o4o6pxrorc, iu zu"e[a11flx JI3K. VrnepxgeHrze,
paccblJlKa, xpaHeHI'Ie, BHeceHI'Ie usNaeHeHl4fi I4 AononHeuuit n COII ocyqecrBnrercr B coorBercrBprpr c
rIopsAKaMI4, yrBepxAeHHbIMI4 npl4Ka:loM flannoro Bpaqa or 03.09.2018 r. llb433 <06 ynomroMoqeHHbrx ro
KatrecTBy).

r.6. JISK co3AaH ucxoAs I'I3 npI4HrII{rIoB BbrcoKoKaqecrBeHHoro Bbr[orHeHr4s uccregonaHzft u
ocylqecrBJlfler cBolo AetrenbHocrb Ha ocHoBe npr.rHrllrrroB flMaHr.r3Ma, paBHolpaBr.rs Bcex cBor4x rrJreHoB a
caMoynpaBJIeHLI.f,. JISK n csoefi AetrenbHocrr.r flpr.r3Haer ra yBaxaer pa3nr.rqve Kynbryp u pe;1urufi.
1.7. TepvruHhl lI nontrl'I.s B TeKcre floloNenur r4crronb3)'rorcr B coorBercrBLtu c <npanunaMr.r HaAJrey6arrlefr
x-fl]ruu'recKofi npaKTI4KI'I), yrBepxAeHHbIX npr4Ka3oM Muuucrepcrna 3ApaBooxp aHe1;llfl, poccuftcrcofi
(De4epaqzn or 01.04.2016 J\b200n.
1.8. JI3K rpoBoALIT grl'IqecKylo gKcneprla3y KTLIHLIqecKHX, MeAr.rKo-corluonoruqecKr{x r{ Apyrr4x HayqHo-
I'IccJreAoBareJIbcKI{x pa6or c yqacrlleM qeloBeKa B KaqecrBe cy6rerra B paMKax crrogcr4pyeMbrx npoeKToB.
1.9' n3K Moxer nsauuo4eficrBoBarb c pa3nLItIHbIMrI opraH'r3arJrtsMu r{ Apyrr{Mr4 gTr.rqecKr4Ml4 KoMr{TeraMr.r:
3aKJlloqarb corJIaIrIeHI'I.u o B3auMoAeftcrnvu LI corpyAHl,IuecrBe s o6racru pa3r;urus gru.recxoft gKcneprr.r3br
r.r o6ecne.IeHl,Ifi ee KarrecrBa.
1.10. JI3K tBJlflerct orKpblrblM opraHoM. I4u$opnraqr4r o r{JreHax JI3K, rpa4ure ero pa6orbr, Bcex
npI4HtrbIX peilreHl{tx He tBJltercr xou$u4eHlll4anbHofi. JISK ocyulecrBnfler cBoro AerrenbHocrb Ha
reppl{ropl''Ir r. KasaHr. Mecro HaxoxAeHLIx (uecro ilpoBeAeHr{ fl. sace1ankrfi) JI3K: r. Kasanr, yl.
9yfixona 54.

2. Ilelr u rpeAMer AesreJrbnocru JIDK

2.1' I{enrro Ae{TeJIbHocru JISK tBJlterct o6ecne.reur4e rrpaB, 6esouacHoern u 6rarono.nyvux cy6rerron
6uopleAurluHcKllx, MeArlKo-collr{onoruqecKr.rx u Apyrux HayqHo-[ccneAoBarenbcKr.rx pa6or.
2.2 flm AocrI'IXeHLIt qenu JISK ocyuecrBJrfler cneAyrorlrde BLrAbr Ae{TeJrbHocrr.r:

- npoBoAI{T 9KCrIeprHyIo oIIeHKy 3T[qecKr4x vr. npaBoBbrx acIIeKToB KJrr,rHlrqecKr,rx, MeAprKo-
colll{onoruqecKl{x HccJleAoBaunfi, ueAuqLIHcKHx IlcntrraHufi n Apyrux HayqHo-r,rccneAoBaTenbcKt4x
pa6or Ha ocHoBaHI{I{ ilpeAcraBJIeHHbIX MareprraJroB KJrr.rHr4trecKoro r{ccneAoBaur.rs c yqeroM HayqHo-
MeAIa{I'IHOKIIX acneKToB He3aBllcr4Mo or rlenr4 r4ccneAoBaHr{fi (nonyuenne AaHHbrx rrs.
rocyAapcrBennofi pervcrpallnn, [poBepKa HayqHbrx rr4rrore3, noAroroBKa Anccepraquouuoft
pa6oru h np.). llpanonrre acIIeKTbI BKJIroqaIor co6moAenue HeorbeMJreMhrx ryMaHr.rrapHbrx npaB
qeroBeKa H ocHoBHbIx cno6oA B coorBerc"rBvrr4 c MexAyHapoAHbrMrE HopMaMr{ n o6nacru npan
qeroBeKa (rlpaBa Ha yBaxeHl{e qeJloBerlecKoro ,qocrolIHcrBa, qacrHofi, xuzuu, Ha xI{3Hb 1 3AopoBbe,
na un(fopuaqtrro, H Ap.), a raKxe rpaxAaHcKux lrpaB (Ha nony.reHr.re MeAr.rqzncxoff noMorrlrr r4 orKa3
or Hee, na nHQopuupoBaHHoe coulacl4e, Ha nrr6op npr{ oKa3annuMervL\krucrofi noMonpr r,r r.A.),

<Hagrexalrlaa
TexHI4qecKoMy



- Aaer peKoMeHAaIIrIrI nO [OlpaBKaM 14 r,r3MeHeHr.rrM B npeAcraBneHHbrx AoKyMeHTaX U MATepvarax
KrI4HHqecKux lIccJIeAoBaHLIft, BbIHocLIT 3aKrroqeHufl 06 oAo6peHr4r4 rrrru HeoAo6pegr,rfi
nJlaHr,rpyeMblx KJII,IHT,TqeCKI,IX nCCne4onauufi ,
- TIpoBoALIT gKcfleprl{3y AorlonHeHufi, noupanoK K nporoKonau n(ulu) nporpanrMaM r.rccJre4onanrEfi,
o6ecueqneaer 3THr{ecKoe colpoBoxAeHr,Ie Krr4HI,IqecKI4x, MeAI4Ko-coquonofrlrlecKgx ttccregonaunfi,
MeAuuI'IHcKI4x ucnuranuft coql{oJlorl4rlecKlrx vr ApyrHX HayqHo-EccJreAoBareJrbcKr{x pa6or B
coorBercrBtrv c npaBrrlaun GCP BnJIorb Ao I4x oKoHqaHus, apxr.rBupoBaHr4e Aocbe vrr.I.o
- npoBo'qur npoBepKy I{AyIUux llccneAoBaHuft vepes npoMexyrKr4 BpeMeHr.r, coorBercrByroqne
CTeneHI,I pI{CKa AJIfi LICnbITyeMbIX, HO He pexe, qeM OAI,IH pa3 B fOA,
- opraHl{3yer ayI.vrr coorBercrBl,It fipoBol]rMbrx KJrr.rHr4rrecKr4x zccle4oeanufi gTr{rIecKI,IM vI
npaBoBbrM HopMaM,
- nu@oprrarapyer KnLrHLIqecKIae 6asst u yqpexreHr.r fl., Ha 6ase roropbx rrpoBoArrcs Krr,rHt4rlecKr.re
I4CCJI9AOBaHI'Ifl' peryn[pyrclllue HHCTaHIII{II, KOMIIaHLII4-CIOHCOpbI Iz [pOtII,Ie 3aI{HTepeCOBaHHbIe
opraHI{3aUI{\4 B cJlyllae, eclu JISK LIJII{ ero orAeJIbHbIM tIJIeHaM craJro r{3Becrgo o HaqaJre
llccJle.4oBaHfix 6es rrpoBeAeHlrt orllqecKofi ercnepru3hr r{ nonfreuur o4o6p eH1rt.

2.3. JISK Moxer BhrrroJrHrrb sa$aqLl
- nupa6orKa, coBeplleHcrBoBaHze BbIcoKI4x craHAaproB gTr4rrecxofi gncneprr.r3br s KruHr4xe r4
BHeIpeHr{e 3TLIX CTaHAapTOB B npaKTr.rKy;
- pa:pa6orKa rlrrr oBbrx craHAaprHbx orreparlr{onHbrx npoueAyp.

3. O6qsaHgocrrr JISK

3.1. PaccuorpeHr,re:

- nporoKona/nporpaurrast KJII4HLIqecKr.rx, MeIr.rKo-coqnoJrorlrqecKktx
uccle4onauuft,
- KaHAr{Aaryp r{ccneAonarelefi ,
- upl'IBneqeHut K yqacTuro B KJrr4Hr.rqecKoM r{ccJreloBaHr.M MeAr.rur,rHcKr{x

il Apyrl4x HayrrHbrx

opraHr,r3arluit, na 6ase

MeAr4KO-

3peHrzt

KOTopbIX nnaHl{pyeTct npoBOALITb I,Iccne.{oBaHr.re,
- MarepI4EUIOB nO pe3yJlbraraM npoBeAeHHhrX AOKJrr4Hr,IqeCKr4x vt KJrl{Hr,rqecKr.rx,
coUuonorllqecKl'Ix LrccreAoeaHl,Ift kr MeAI4UIzHoKI,IX ucntrranrafi, 3Haqr,rMbrx c roqKLl
6egonacuocrr{ nnaHr,rpyeMoro r.rccJreAoBaHr4.[,

- MaTepr4anoB r4ccneAoBaHr{q, KoTopbre AonxHbr
r.rHTepecoB ero yqacTHr{KoB (KaK [aqueHToB,
83 aI4MOOTHOrrIeHr,rr Me)KAy BceMIZ yqacTHr4KaMH.

3.2 Bulaqa nplcbMeHnofo 3aKJIIoqeHr.I.rI B coorBercrBr{I{ c [oprAKoM, onrcauHbrM B
3.3. lIpeaocraBJIeHLIe cnucKa qreHoB KoMr.rrera r4 Bcex CO|J s rrrcbMeHHoM
gasnIarereft.

3.4. O1szarcJllHoe co6molenue xon(fuleHurlanrHocrrr s orHolrenzu unsopr\4aur{2, noJrf{eHrrofi e xole
sruqecxofi gKcneprr.r3br vrrvt B cBfl3u c uefi.

4. rlonnolroqus JISK

4. 1. JISK o6laAaer cneAyroqnMrr noJrHoMoqr{rMr4:
- oAo6pI'ITb vlrn orKa3arb n olo6penuu [poBeAeHr4q KnuHr.rqecKr,rx raccne4oeanuft, MeAr.rKo-
colll4onorl4r{ecKux LlccneAoBanuft, ue4uUr4HcKr.rx ucnstrauuit r{ ,4pyrux HayqHo-r,rccneloBarenbcKr.rx
pa6or Ha grane r4x rrnaHr4poBaHr4r,
- o4o6purb r4Jrn orKiBarb n o4o6penurl t43MeHeuuft ulu AononHeHrafi e nporoxonhporpaunay
rrccJreAoBaHEs. u u}Jbre MaTepr{anbl TeKylrlero v ccJreAoBaHr,rt,
- oAo6pLITb vIrfil orKa3arb e ogo6penuu [poAonxeHr.rr uccfleAoBaulr.s B cnfrarrx rrx(eJrbrx
HexeJrareJrbnbrx no6o.ruHx e$ S erron EccneAyeMbx cpe.ucrB,

o6ecne.r[earb MaKcLrMiuIbHoe co6nroAeHl4e npaB II
TaK r{ npavefi-nccneAoBareJreir) u crpaBeAnr4Bbre

con.
Br{Ae rro rpe6onanraro



- BHecrI4 peKoMeHAaIIn[ no BHeceHI'uo (nrnro.renuro) ugueHenufi ululu gononnenufi B
rIpeAcraBJIeHHyIo Ha paccMorpeHfie AoKyMeHTarInrc na nrc6ou sra[e KJrr4Hr4qecKoro ]rccJreAoBaHr{fl cIIeJIbIo npI4BeAeHI'Is' vtx B coorBercrBl'Ie c IlpaBvrav'iu GCP u o6ecneqeHtrfl npaB 14 rdHTepecoB
yqacTHr4KOB I4CCneAoB aldurfl,,

- r4Hr4trlrvpoBarb 3anpocbl' KacaloilInect co6ruo.qeuus srllqecKsx h rrpaBoBbx acrreKToB
I4CCJTeAOBaHLIT,

- ocyqecrBrsrb M0HI'ITOpEH| KJII,IHr.rqecKoro r{ccneAoBaHr4r c uosuqzfi 3Tt4Kr{ V npa}a,- nuSopullpoBarb ytlpexAeHl{f,, Ha 6ase Koropbrx rrpoBoArrcr KJrranr.rgecKge I,rccJreAoBurrrur,
peryJll'Ipyrculple IIHCTAts^WMI' KOMnaHI'Iu-CnOHcOpbI I4C0JIeAOBaHI4r. u npgque 3aJ.rHTepecOBaHHbre
opraHI'I3aIII'IH B cJlyqae Hapyuenuft npaBI,IJI npoBeAeHLIt KarrecrBeHHbrx KJrr.rHr4qecKr.rx
I4ccneAoBaHufi, neco6nroAeHllt peKoMeHAaqufi no BbrnoJrHeur4ro rrporoKoJra r.r gTLrqecKHX HopM,- 3aKJIIOqarb cofJIaIIreHI{s o corpyAHLIqeCTBe C Apyrr{MH 3TprrrecKr.rMr.r KoMr4Terauu, o6ulecrBeHHhrMn
opraHI43aIIHflMvI H HarrHo-I'ICCJIeAOBareirbcKr{Mr.r, MeAr.rqr.rHcKr..rMu yqpexAeHr.rrMr{ e poccur4 14 ga
py0exoM.

4.2. IISK ne o6na4aer rroJrHoMoq[rMr.r AJlf, roro, .rro6H:
- 3ANPETI{Tb IIPOBEAEHI4E KTI,IHHYECKOTO UCCJIE,4OBAHI4I,
- npeAarb HIacHocrI{ uuSopuaquto, Kacarcqyrcct KJIITHT{rrecKofo, Merr.rKo-cour{orofuqecKoro
uccne.qoBaHus'lucnsttarrus, u Hayrrno-HccneAoBaremcrofi pa6orlr 6es cornacoBaHrrr c yqacrH[KaMr4
I4ccJleAoBaHus'/ucn]5rcauus' vt crloHcoptlMl{, 3a r4cKJIIorreHI,IeM cnyqaeB, rlpeAycMorpeHHbrx
.{eft crnyroqtrM 3aKoHo.qarenbcrBoM.

5. IloprgoK AeflTeJrbnocrrr JISK

5'1' JI3K TIpHHI'IMaer or 3atBl'ITenefi AoxynreHTarlurc r.r Marepr.raJrrr, $opua noAaqn u o6reu Koropbx
oilpe'qeJleHbl coorBercrnyoqefi COil; [poBoAI{T oKcneprLl3y r{ BbrHocr,rr perxeHr.re B ycraHoBJreHHoM
nops.4Ke' B ra'recree 3atBHTeJIefi uoryr Bblcrynarb Bpar{k-rzccneAoBarenr4, acnrrpagTbr, AoKTopaHTbr r4
COI'ICKaTeJII4' I4CnOJIHI4TeJII'I KJII'IHI'Iq9CKI'IX, MeAI4KO-CoqI{onOtuqeCKLIX }I HayqHO-[CcneAOBaTenbcKt4x pa6ot,
a raKxe crloHcopbl l4ccJleAoBauuit u y[onHoMoveHHbre r4MLr opragr,r3arlr{rz.
5'2'JI3K npI'IHI'IMaer pelrreuut Ha 3apauee o6r.rnreHuhrx 3aceAanvfix Lr rrpu HaJrvrqvrkr KBopwa. llop.r4or
rpoBeAeHI'Is zacerclty!, paccMorpeHl'Is AOJI u npuHflTLrs, peureunft, AoJrxuhr 6rrrr oroBopeHbr BcoorBercrByloqefi COII. JI3K uponoAnT 3ace.qaHl,It He pexe oAHoro pa3a B Mecrq (sa ucKrroqeHr.reM
oAHoro KaHlzKyntpnoro/otuycKHoro rr,recxqa). 3aceganux JI3K cqurarorcr npaBoMorrH"i*, np, KBopyMe
50%+l or lrr,rcJra crrr4coqHoro cocraBa.
5.3. JISK npr,rur4Maer Bo BHr.rMaHr4e pe3ynbrarbr rrpeArxecrnyloqeft uay.rnofi aKcneprr.r3hr. Ecnu oHa r.rMeJraMecro' a raKxe rpeoonaHlzt coorBercrBylouux 3aKoHoB r4 npaBuJr. JI3K l.trvreer rrpaBo 3arrparxr.rBarb
AorIoJIHlITeJIbHyIo un4opuaquto, Heo6xoAI'IMyIo rrs fiprrlflTr4r pe[reHug.. B cnyqae neo6xoAuuocru, JI3KMoxer npI'IBJIeKa$ r pa6ore He3aBI4cIiMbIX gKcleproB r.r crrequanr4croB rrpu ycjroBqrE co6ruo Ae'vs.rcon0ra4eHqrlaJlbHocrl4' a raKlre rrpurnalrlarb Anr o-6ay*4"""r 3arBr{TeJreft, n qacrHocrr{ acn[paHToB,
covcKareneit u ux HafrHbrx pyxono4urelefi.
5'4' B npv[flTnu peuleHHt Moryr yqacrBoBarb Jrr4rrrb re qJreHbr JIOK, Koropbre o3HaKoMlrJrr.rcb c
Marepl4anaMl4 l4ccneAoBaEufl I4 yqacrBoBaJII'I B o6cyN4euuu. HleHu I3K s 11poqecce o6cyN4euux ua
ocHoBe corJlacoBaHIas uneurzfi ra nosuqufi nrrpa6arrrnaror o6uee pelreHr4e, crpeMf,cb K KoHcegcycy. grenrr
JI3K, He cofJlacHble c pelueHneM' nrrpa6oraunuu 6olrrulzncrBoM gJreHoB, HMeror [paBo Ha BbrpaxeHr.re
cBoero co6crseHHoro oco6oro MHeHI,Ix. B cJryqae, ecJrr.r oco6oe MHeHr,re Bbrpa3r{nlr 30%o u 6oneecnl{collHoro cocraBa JI3K, pe[reHl'Ie o6 oAo6peHzu He rrpr4Hr.rMaercr. Hasna.raercs noBTopHoe
paccMorpeH[e c yqeroM 3aKrroqeHr4r He3aBr.rcnMbrx sKcneproB.
5'5' B o6cyx4euIll{ He npIrHI'IMaror rracrl{e qneHhr rI3K, HMerouue xou(prurcr HHTepecoB 11o AaHHoMy
BOnpocy.

5'6' flo pe3ynbraraM paccMorpeHrlt AoKyMeHToB KJrr.rHr.rqecKofo uccneAoBan ns]ucnrtrauus, nOK
IIpLIHI4MaeT OIHO LI3 cneAylollr4x peUenufi:

a) BbIAaer 3aKJIroqeHrIe o6 o4o6peHur.r [poBeAeHrrr Krr4Hr{rrecxoro }rccneAoBaHr4r;
b) Bblraer 3aKJIIoqeHI'Ie o HeBo3MoxHocrr.r oro6peHus KJrrrHr.rqecKofo r4ccJreAoBaHqr;



peKoMeHAyer BHecrLI LI3MeHeHI,IS B npeAcraBJreHHhre AoKyMeHTbr AJrs rleJreft [ocJreAyrouefi
BbrAaqH 3aKJrroqeHrrr 06 o.{o6peHr.rr4 rrpoBeAeHr.rs KnHHHqecKoro uccneAoBaHus;
orMeHter I4nu [puocraHaBJII,IBaer paHee BBrraHHoe 3aKnroqeHr{e o6 o4o6peHr4kr rrpoBeAeHgs
KII,IHHTIeCKO|O I4CCIe.IIOBaHLI'.

6. Crpyrcrypa JI3K u nopsAoK pa6oru

6.1' Cocms JI3K Qopvllpyerct B coorBercrBr.rr{ c rpe6onauusuu |OCT P 52379-2005 "Halne}Karrlalr
Krl4HuqecKar{ npaKrI'IKa", ICH GCP er npllKa3a MzuucrepcrBa 3ApaBooxpaHeHr.rs PO or 01.04.2016 r. J1lb
200u <06 yrBepxreHllu [paBI,In HaAJlexalqefi xrunrE.recxofi [paKTr.rKr.r) 

" 
ytu"pxaaercs mansuft BpatroM

fKE IlbT cpoKoM na 5 (nmr) ner.

6.2. JI3K cocroplr He MeHee ueM I43 9 (4enxru) qeroBeK. B cocran JI3K nxogrr Jrr4rla kr3 qucilapa6oruuron
(fKB ]"1b7), o6nalaroqlle AocraroqHblM onblroM Ia xna-uralpuraqueft AJrr gKcnepruofi oqarn, HayqHbrx,
MeAI'IIIHHOKI'IX Lr STI4qecKHx acrIeKToB 6uoueAurluHcKr.rx r,rccnelonauufi: cnequtrJrr,rcrbr e o6nacr14
MeAI4uI'IHcKux guanuft pI cMexHbIX cnelll4anrHocrefi, Ioprrcr. B cocrar JISK yoNer 6rrrr BKJrroqeH
cleqlraJrr.rcr, He rBJrsrouluitcx corpyAHrlKou Klpruuru.
6.3' Bce qJIeHbI JI3K noanl4cblBalor o6ssaremcrBo o co6ruoAenuu xousugeHrluurnbHocrr.r rurega JI3K.
6.4. Pyxono4rar pa6orofi JISK ero rrpeAceAarenb.

6'5. 9neu JI3K uoNer srrftru H3 efo cocraBa no co6crseHHoMy xeJraHr.rro, yBeAoMr,rB o6 eroirr nucbMeHHo
rperceAarens JI3K.

6.6. llpuxasoM rJIaBHoro Bpaqa (fKE Jrl!7> no rpeAcraBneHr4ro rrpeAceAarenq JI3K.rreH JIOK uoxer 6urr
I'IcKJIIorIeH I43 cocraBa JI3K npu ne4o6pocoBecrHoM BbITIoJIHeHHT{ cBor{x o6ssauHocrefi: yxloueHqr.r or
y.{acrnfl B 3aceAaHlltx (6onee 20 Yo sacellaHuitlcrryuaen s roA), pa:trJrarrreHuu nou(fu.4eHrlualrHofi
unSopuaqvhr, Kacarolqeftcs KoHKperHoro KJII4Hr4rrecKofo uccJreAoBaHus ulnnu xoAa 3ace pauuit nOK.
cl4creMarllqecxoro orKiua or yqacrr.rr B npr4Hrrr.ru perueHuft ue-sa xou$JrraKTa uHTepecoB.

6.7' llpeaceAarenb JISK pyxoBoA[T AetreJlbHocmrc JI3K, Be,{er ero 3aceAaHr4{, orBeqaer 3a BhrrroJrHeHr.re
Hacrotlqero [oJIoxeHI'It v co6moAeuue craHAaprHbrx o[epaqrronHbrx [poueAyp. flpe4ce4arelr
npaBoMoqeH nopyqarb BbIIIOJIHOHLIe orAeJlbHbx 3aAarr qJreHaM n3K. B o6ssagHocrr4 ceKperapr BXoAr{T
rlpoBepKa coorBercrBl'It npeAcraBJleHHbrx AoKyMeHToe rpe6onaHu.srvl JI3K, xpaHeHr.re AoKyMeHTarJvtv,
npeAcraBneHrze npoeKTa llpeAceAare"nro [rrfl BKJIIOqEHI,I' B
llonectr<y AHfl TeKyIueFo 3aceAaHIla JI3K, [purnarrreHvre Ha3aceAaHr.re Bcex 3ar4HTepecoBaHHhrx nnq.
6.8. [irr pe[IeHl4f, crIeqpIaJIbHbD( Bonpocos JI3K Moxer nprrBneKarb r{ BKlrorrarb B cocraB He3aB}rcr{Mbrx
sKcneproB I'I KOHCynbraHTOB, He tBJrrroqr{xc.rr qJreHaun JI3K n pa6o"tuuraur <fKE Ne7D, KOTOpbre He
yqacTByroT B rrpeHr.rrx rr roJrocoBaHrrH.

6.9. [ns T]ppr*flTkrfr. peilreHl{t KBopyM (rurEHunaamnoe KoJrr.rqecrBo qJreHoB, Koropbre AoJrxHbr
npl{cyrcrBoBarb Ha 3ace.4aH[Lr [lrfl. roro, vto6bl ero pelxeHl4e cq1rrtrJrocb npaBoMorrHrru) cocra3.11xer
50%+l or qvcJla clllzcoqHoro cocraBa JI3K. Ecru .rreH JISK ssrsercr yqacrHr{KoM r4ccneAoBaHpr{, oH He
I4Meer npaBa yqacrBoBarn n o6cyNge[vtu u roJlocoBaHuu. folocoBarb Moryr roJrbKo rrJreHbr JI3K, ne
3aBI'IC'IUI{e OT OTBeTCTBeHHOTO UCIIOJIHLITeJIT, CnOHCOpa KJII4Hr,rqeCKoro r4ccJreAoBaHr,rr, cnoHcopa
I{CIbITAHII' MEAI4III,IHCKOTO I,I3AENI{q, HE I,IMEIOqNE XOTTSTU,IKTA I.IHTEPECOB.

6'10. 9neulr JI3K ocylqecrBntror cBolo AeflTeJlbHocrb Ha ocHoBe nprlHqr,rrroB ryMaHr{3Ma, paBgorrpaBrrs,
caMoynpaBJreHr.r.fl.

6.1 1. HleHu JISK I'IMeIor npaBo Ha Bblpaxenue oco6oro MHeHr,r.fl npr{ Hecofn ac;fln c 6o6lrraucrsoN4.

6.12. B cryrlae eclu oco6oe MHeHI4e BbrpiBr,rJrr.r 30%o u 6oree cnncorrHoro cocraBa JI3K, peueHue o6
o4o6peHuu He npI4HI'IMaerct. HasHa.raercs rloBTopHoe paccMorpeur.re c yqeroM 3aKJrroqeHrdr He3aBucr,rMbrx
9KCnepTOB.

6.13. Cerperapb JI3K orseqaer 3a aAMr,rHlrcrparueHrrft acneKr AesrenbHocrr JIOK. Cexperapr JI3K
BhlrroJrH.f, er cneAyrolrr4e lpynxqru :

c)

d)


