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Qegepa.nuuoe rocyAapcrBeurroe aBToHoMHoe o6pasonarerrbnoe yqpexAeHrre Bbrcrlero odparonanun

<<Haquona.rrrHrrfr lrccJreAoBare;rncruft HuxeropoAcrnfr rocyAapcrnenurrft yHrrBepclrrer
ulr. H.I4. Jlo6a.rencrcoro>>

(HHry)

TIPIIKA3

Huxuufi Honropog
Jt& rJv- t29"

O cosAaH[r{ JroKaJrbHoro gTr.rqecKoro KoMr{Tera

B IIeJUrx coBeprueHcrBoBaHnf, HayqHo-uccJreAoBareJrbcKofi pa6omr,
o6ecue.reHl{t co6JlroAeHr4fl grlrqecKrx HopM Lr rrHTepecoB yrracrHrrKoB }rccJreAoBantrir,
3aIlLITbr rrpaB u uHTepecoB r,rccJreAoBaTeJrefi B cooTBeTcTBLru c Xelrcuncxofi
AeKJIapaIU4efi BcenaupHofi MeAr4rILrHcKofi accoquarlkrLr 1964 roAa (SrurrecKkre

npuHIII4[bI MeAurlkrHcKr,rx rrccJreAoBaHraft c fracrlreM qeroBeKa B KaqecrBe cy6beKTa
I4ccneAoBa[Lrfl>>, cTarbefi 21 Koncrvrryr\kru P@ n B coorBercrBvrr4 c peureHneM freHoro
coBera HHfy or 28.10.2020 (nporoxon J\b 12)

TIPI,IKA3bIBAIO:

1. CosAat s III{|V JroKaJrbHbrft eru.recxnfi KoMr.rrer (4alee - nOK) B cocraBe:
IrlsaH.reHxo M.B. -,q.O-M.H, rrpopeKTop rro nay.trofi pa6ore, rrpeAceAarenr JISK
Begynona M.B. - A.6.H., AlrpeKrop r4Hcrrrryra 6uororunn 6uoure,ququHbr (4alee -

tr{EEM), 3aMecrrrreJrb npeAceAareJrr n3K
fpuropresa H.IO. - A.M.H., r4.o. 3aBe.4yrcrqero xa$e4pofi ruruHLrqecrofi ueArarlrrHbr

trIEEM, ceKperapb JISK
rrrreHbr JISK:
Ilu6ycon C.H. A.M.H., upo$eccop ra$e4pu xnprnn.{ecxofi MeArrr{LTHbr,

3aMecrr.rrenb AnpeKropa ?IEEM
IlpucxNnror IO.fI. - K.ro.H., AorIeHr raSe,qpu rp€DKAaHcKoro rpaBa u rpoqecca

ropuAurrecr<oro Sarylbrera
Bososa A.M. - K.M.H., Bpaq sHcrueft Kareropru (uo couacoBaHurc).
2. Bnecru B .[eficrBr,re floroxeHr4e o noK€rrrbHoM grr{qecKoM KoMr,rrere corJracHo

flpunoNenzro I K HacrorrqeMy upLrKa3y.

3. Bnecrz B AeftcrBlre Pernauenr pa6orbr JroK€IJrbHoro gruqecKoro KoMlrrera
coffIacHo flpnnoxe nwo 2 K HacrosrqeMy rrpuK€r3y.

4. Yupaueru{ro no cB.f,3rM c o6ulecrBeHHocrbro o6ecneqrrrb pa3Merrleuue Ha
o$uqnanruoiu cafire HHfy B unSoprraaqr{oHHo-reneKoMMyHraxaquonuofi cer}r
<IrlHrepner)) Korrvrr Hacrof,rrlero nprrKa3a.

5. KoHrpoJIb 3a krcrroJrHeHueM Hacroflrrlero [puKa3a Bo3Jro)KLrrb Ha npopeKTopa rro
HayrHofi pa6ore M.B. I4naHqenrco. :

Perrop E.B.3araftHoBa
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{zpemop I,Incruryta 6uonorrErE u
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M.B. I,InaH.reHKo

O.E. CuseMoBa

M.B. Illupren

Qffu/-

M.B. Be4yHona
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YTBEPXAEHO
perrreHr,reM rreHoro coBeTa

o, ,,!/, /0 2020 r.nporoKorr Nn Jrl

TIOJIOT(EHI{E
O JIOKAJIbHOM STI4IIECKOM KOMI4TETE

I. O6IrIue roror(eHr.rq

1.1. Jloxalrnrtfi 3ru.recrcI4fi Korraurer (ganee n3K) - oro He3aBr.rcr4ruufi opran,
cocro.nqzfi a3 JIHII, pa6oratoqux B o6lacru MeAHrIHHbr, HayKLr v BHe €€, u
cogAauHrrft lrfl 3aIqLITbI rlpaB cy6rercron nccireAoBa:ntrfl, KJrr4Hr.rqecKHX

HccneAoBatruil (n roM TILIoJIe llocrperr4crparluoHnux) JreKapcrBeHHbrx cpe,qcrB,
uz gettuit MeALIqLIHcKoro H€tsHaqeH ux (nagueHron), Ar4 arHocrtrrrecKLrx MeroAoB r4x
6esonacHocrlr, 3AopoBbt lr 6larouonyqr4r. JISK 4eficrnyer Ha ocHose XemcraHcrofi
AeKJIapaIILIkI Bceuzpuofi MeALIUI{Hcnofi accoUuarlr{H 1964 ro.ua <<SruqecrrEe
rIpI4HIII4rIbI MeAI4IIt4HcKI{x llccJleAoBauuit c yqacrlreM qeroBeKa B Kaqecrne cy6rerra
uccneAoBaHvrfl>>, AeffcrByloqero 3aKoHoAareJrbcrBa Pocczficrofi @e4eparlvrvr, o6rqzx
TIpLIHIII4IOB [poBeAeHI{rI KrnHr.rqecKnx uccJreAoBarruitt (CCP) u Hacroflrrlero
Iloroxenus.

r.2.8 csoefi AetreJlbHocrl4 JISK pyKoBoAcrByrorcs ocHoBHbrMra rrpr.rHrlr{[aMg
rIpoBeAeHI{t KJIHHI4q€oKLIX uccneAoBaur4vr, 4eficrnyroqurM 3aKoHoAareJrbcrBoM r4

H Op M aTr{B HbrMr{ aKT aM r.r P o c c vr fi c r<oft @ eg ep a\uvri
rXelrcuuclcofi 4erlapaquefi Bcelnupuofi MeAurlLrHcrofi accoquarlnr4

1964 roAa <<3rzqecxue fipl{Hrlnrrhr MeAr4rIr{HcKr4x LrccireAoB anufi c yqacrr,reM
qero BeKa B Kaqe crB e cy6re xra r4ccJreAo Balkrfl>> ;

o oeAep€urbHbrM 3aKoHoM or 21.11.2011 Nb 323-o3 (06 ocHoBax oxpaHbr
3AopoBb-s rpar(AaH e Poccuficrofi @egepaqraro;

. @eAeparrbHbrM 3aKoHoM or 12.04.2010 Ns 61-(D3 (06 o6pauleHuu
JreKapcTBeHHbrX CpeACTB)) ;

o llpuKa3oM MnHsApasa PO <06 yrnepx(AeHr.ru rpaBr.rJr KrrEnuqecKofi
rrpaKrr.rKu n Poccprficrofi (De4epaqun> J\b 200u or 01 .04.2016:

o flpzKasoM MuHs4pana poccrEn or 0r.04.2016 }lb l99r_ (06
yrBepxA euzu llp an LrJr HaAJr eNarqefi na6oparopuofi rpaKrr.rKr{) ;

HauuonzurbHbrM craHAapror'r p@ focr ps237g-2005 <<HaArex aurafl.
KrHHurIecKan rlpaKrllKa) CCP (2005) Good Clinical Practice (yts. npr4K€I3oM
(De4epalrHoro areHTcrBa Iro TexHHr{ecKoMy peryJrr.rpoBaHr4ro 14 MerpoJrofr{r4 or
27.09.2005 J\b 232-m);
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. Haur4oH€LJrbHbrM craHAaproM pO |OCT p

<<KrnHz'recKue r{ccJreAoBaHkrfl,. HaAnexauas KruHr.rqecKa.f,

flpurasou Pocrexperyrrr.rpoB aH r4n or . 0 4 .0 6 .20 1 4 Nt 49 7 - cr) ;

' LIHbIMI4 HOpMaTI4BHO - rIpaBOBbrMI{ AOKyMeHTaMI4 rIO 3TLrqeCKr4M

I4CO 14155-2014
rrpaKrHKD) (yts.

BorlpocaM r cQepe 3ApaBooxpaHentrfl,, B ToM qucJre, Kacarculr4xcr npoBeAeHr{-f,
uccileAoBarruit c flacrl{eM qeroBeKa, Ha x(r4BorHbrx, a TaK}Ke 6uoueAr{rlr4HcKr4x
KneToqHhrx rrpoAyKToB.

1.3. Jfto6oe KJII4HI4qecKoe l4ccneAoBaHr{e AoJrxGo Harrr.rHarbcr roJrbKo nocJre
noryqeHLrr o4o6peuns JI3K.

2. OcnosHble 3aAarrl{ JroKaJrbHoro 3Trlrlecnoro KoMI{Tera

2. 1 . OcnoBHbrMr4 sailarravttt JISK flBJrflrcrc;r :

2.1.1. 3aqura rrpaB Lr 3AopoBbfl r4crrbrryeMbrx, a raKxe rapaHTr4s vrx
6egonacnocrl{. oco6oe BHI,rMaHr{e yAeirrercs reM KrlrHrarrecKrrM LrccJreAoBaHr4rM,
yrIacrHI'IKaMLI Koropblx MoryT 6rrrr I4cnbrryeMbre, qbe 4o6poeomHoe corJracue 1ra

yrlacrl'Ie B KJITIHI{qecKoM IrccJreAoBanukr Moxer 6urr pe3yJrbraroM r4x .rpesiraepHofi

3aI4HTepecoBaHHocrll, cesgaHHoft c o6ocnosaHHhrMlr Lrru seo6ocnoBaHHbrMr4
npeAcTaBJIeHLItMLI o npel{MylllecTBax yqacTkIfl B IIccJIeAoBAHuLru (unu) c caHKrIHrMr{
co cropoHbr pyKoBoAcTBa B Cryqae oTKa3a.

2.1.2. o6ecueqeHlle erpIqecKI,IX HopM rrpz npoBeAeHlr?r oKclepr{MeHraJrbHbrx
HccJIeAoBanufi u (znu) la6oparopHolo npaKrr4KyMa c ncnoJrb3oBaHr4eM
6uoo6rerron, 6raoueAr,rrlr{HcKrrx KJreroqHhrx rrpoAyKToB.

2.1.3. Vro'IHeHue creneHI4 str,r.recKofi o6ocuosaHHocrrl rrpoBeAeHr{t
KJII4HI{II€OKI4X I4ccJIeAoBaHI4LI (zclnraHzfi) (n ToM qI,ICIe, nocTperr4cTpar{nounrx)
neKap crBeHHhIX cpeAcrB, uz 4enufi MeAIrIU4HcKoro Ha3Harr eH Hfl v fip e 1rroJr araeMofi rzx
sQ Qer<rznHocrrr 14 6egonacHocrr.r.

2.1.4. llo4roronKa 3aKJlloqenufi o Bo3MolxHocrr{ rrpoBeAeHtrfl KJrLr1k11recKux

LlccJleAoBamufi, (ucnuraruEfi) (n roM qLIcJIe, rrocrperl4crparlrdouurrx) JreKapcrBeHHbrx
cpeAcrB, us4elI'tfi MOALIIILIHcKoIo Ha3HaqeHr{f,, Ar{arHocrr{qecKr4x MeroAoB
uHvrrlvraTuBHbrx TeM, HayqHo-uccJreAoBaTeJIbCKIIX

I{ccJrenoBauvil
pa6or, AlrcceprarluoHHbrx

3. IIol HoMorr rrfl JroKaJrbHo ro orrl qecnoro KoM rrrera

3.1. flpu nJIaHLIpoBaHuu HayqHo-I4ccJreAoBareJrbcKux KJrrlHuqecrux pa6or c
I4cnonb3oBaHLIeM paspa6oraHHblx s HH|Y nJIH 3apel"I4crpr4poBaHHbrx zs4elnfi
M eAI4 UI{ H CKO| O H a3Haqe H vrfl , Ar4arilo crlrq e cKr4 x M ero Ao B 3 ap e f r4 crp Hp o B aHnHX JIC,
BbIrIonH{eMbIX corpyAHHKaMn HH|V, JISK ocyilIecrBJrrer gTlrqecKyro sKcrreprpl3y
npeAcraBJIeHHbIX AOI(yMeHTOB, KaK AO Harrara uccJreAoBaHr4fl, TaK H B rrpoqecce efo
rIpoBeAeHHf, c [paBoM BhIHeceHI4t peureHufl o6 o4o6penaz/ueo4o6peHLrr4
HayqHo-HccJreAoBareJrbcKnx pa6or.

3.1.1. JISK ocyqecrBJlter grllqecKoe coilpoBoxAeHr{e Ha BceM rrporrxeHr4r4
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rIpoBeAeHI4t HayrlHoro I4ccJIeAoBaHLrfl, o6ecnequsas co6rroAeHr4e r.rHTepecoB r4

npaB yqacrHLIKoB LIccJIeAo BaHI4t 14 MeAurluHcKoro nep co H€LJra.

3.1.2. flpono4ur gKcrlpecc-olleHKy xoAa KJrr{Hr4rrecKr4x rrccJreAoBanufi B

cJlf{ae HOTIpOABLIA€HHbIX o6cro.sreJlbcrB, pa3Br4Tnfl He6larouprrrrHbrx
rlocJleAcrB,uiau coo6lqaer o pe3yJlbrarax rrpoBepKLt n oQzqzzurbHbre r4HcraHur4r4.

3.1.3. B LIoKJIIoqI4TeJIrHIIX cJrrraf,x rrprrHr4Maer perueHr4e o BpeMeHHoM
npeKpalqeHEvr LIccJIeAoBaHHfl Lrlru BbrxoAHT c xo4araficrBoM o [peKparqe1kru
LIccJIeAoBaHLrfl B pa3peI[I{TeJIbHbIe opraHbl, KorAa galruefiruee npoAoJrxeHr{e
I4ccileAoBaHnfl Moxer rlpI4Becrr.r K HaHeceHl{ro yrqep6a 3AopoBbro lxusilu
yqacTHr4 KaM HCCJTe AOBAIJI,.fl .

3.1.4. Ha sTarre 3aBepmeHl4{ KJrr4Hr4qecKoro r4ccJre,{oB aHnfl, nOK
o6ecuequBaer rapaHTvru co6nrcAesIar r<on0uAeHrlr4aJrbHocrr4 rro orHorrreHr{ro K
yqacTHr,r Ky r{c cJr eAoBaHr{s.

3.2. fioxyMeHrbl, npeAocraBJlseMhre Ha paccMorpeHr4e n JIOK, yK€BaHbr B
flpruoNeHuu Nsl ,2 (r) K HacrorilIerray llonox{eHrlro.

3.3. JI3K paccMarpllBaer Botlpoc o rrpoBeAeHr.rn [peAnoJraraeMoro
KTI4HLIqeCKO|O rrccJleAoBaH[fr B TeqeHHe AByX HeAeJrb Lr AoKyMeHT€urbHo
oQopvrmer cBoe MHeHI4e, rreTKo uAeuuEQurlr4pyr rirccJreAoB aHare, paccMoTpeHHbre
AoKyMeHrbI H Aarbl. llo pesyJlbraraM paccMorpeHprr JI3K BnpaBe rrpr4HflTb oAHo r.r3

cJreAyroqux peruenuft:

3.3.1 . o4o6purr (yrnep4zm) nponeAeHrle zccJreAoB anuft6es saNae.r auuir;
3.3.2. o4o6purr npoBeAeH,e rlccJreAoBa"Lrfl c HecyulecrBeHHbrMr{

3aMeqaHI4flMLr' ilocJle ycrpaHeHl4{ Koropblx, BbIIIHcKa I{3 llporor<ojra o pelreHr4r.r
JISK Moxer 6urr BbrAaHa 6eg nosropHoro paccMorp eHufl;

3.3.3. BHecrH LI3MeHeHI.f, B Marepl{€urbr rro rrJraHrrpyeMoMy LrccJreAoBaH'rro Ha
paccMorpeHrre JI3K;

3.3.4. paccMarpl4BaTb KaxAoe reKyrrlee LrccireAoBalne c [epkroAr{qHocrbro,
aAeKBarHofi pzcry 4m cy6lexToB LIccJIeAoBaHr4\ Ho He pexe oAHoro pa3a B roA,
ecJrH HCCJIe.{OBaHLIe AIILTTAfl 6Onee foAa;

3'3.5. orMeHl'rb /npuocraHoBklTb AaHHoe paHee pa3perrreH'e Ha rrpoBeAeHrre
I4CCJIEAOBAIJHfl.

3.4. JISK o6.ssaH:

3'4'1' paccMaTpl4Barb KaxAoe TeKyIrIee r4ccJreAoBaHr{e c [eplroAr.rqHocrbro,
aAeKBarHofi prEcr<y glx cy6reKToB LIccJIeAoBanLrl) Ho He pexe oAHoro pa3a B roA,
ecJru HccJreAoBaHLre AjrrlTcf, 6olee roAa;
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3.4.2. y6e4urrcf, B roM, rrro B npeAocraBJreHHoM rrporoKoJre u (utu) apyrofi
AOKyMeHTAI\ilu IIOJIHOIIeHHO OTpaXeHbI3TuqeCKLIe aCIIeKTbI LI HOpMaTI{BHbre rpe6Onauur
alrfl I{ccJIeAoBaHvs, B KOTOpOM COrJraC[e HA yqacrr,re ucrrbrryeMofo Aaer efo
npeAcTaBr4TeJrb.

3.4.3. AoJrxeH y6e4umcx, rrro npeAocrasreHHHfi rrporoKoJr (ulunu Apyrufl
AoKyMeHr4rlut), [peAycMarpIasarcqufi HeBo3Mox(Hocrb noryqeHlrfl corJracnfl Ha

flacrl4e B I4ccJIeAoBaHI{LI y cy6renra krtrr4 ero 3aKoHHoro rrpeAcraBr{TeJr.[ Ao MoMeHTa

BKJIIoT{eHux cy6reKTa B LIccJIeAoBaHvrq coorBercrByror grr4rrecKr4M HopMaM r4 r{HbrM

rpe6onaul{flM AJI{ raKl{x LlccJleAoBauufr (nanpuuep, npu HeorJroxrHbrx cocrorunxx).
3.5. Ha grarle npoBeAeHufl KlrLrnrrqecKrrx r4crrbrraHr.rfi rae4erufi ueAr.ruLTHcKoro

Ha3HatIeHPrflKlrulJkrqecKux IaccJleAoBatruirneKapcrBeHHoro cpeAcrBa JISK ocyqecrBJrfler
nocrotHHoe AI4HaMI4qecKoe ua6mo4enlae 3a xoAoM KJrr{Hr{qecKoro r4ccJreAoBa14fl,
IIpoBoAI{Moro Ha 6ase HH|V, o6ecnerruBafl. co6rnAeHr.re r4HTepecoB r{ rrpaB fracrHr4KoB
r,rccJleAoBaEvrfl Ia MeAI{UUHCKO|O [epcoH€ura, B ToM qLrcJIe:

3.5.1. KoHTpoJrr4pyer roqHocrb co6mo.qeuur yrBepxAeHHoro flporoHona
I{c cJIeAoB aHLrfl, }IcrroJlb3oB aHIl e eto [ocJreAHefi BepcHLI.

3.5.2. cJIeALIT 3a cBoeBpeMeHHbrM rrpeAocraBJreHueM yqacrHzKaM r{ccJreAoBaHr4t
scefi Ao[oJIHLITeJIbHo uocryuatorqefi unQopuaqzn o6 r4ccJreAyeMoM usileruu
MeAkr rlr4 HcKof o Ha3HatreHlrr, JreKapcTBeHHoM CpeACTBe.

3.5.3. cnoco6crByer cBoeBpeMeHHoMy npeAcraBJreHraro B punperxr4TeJrbr{bre
IaHcTaHIILII{ AoKyMeHToB c oIILIcaHLIeM orKJroHeHr{f, or llporoKoJra, Koropoe 6rrno
AonyrleHo 6es pa3pelrleHLIfl nOK AJrr ycrpaHeHr{s HenocpeAcrseHHofi olacHocrtr,
yrpox(arcrqefi ucntrryeMbrM.

3.5.4. ocyqecrBJr.fler KoHTpoJrb 3a cBoeBpeMeHHbrM Bbrf,BJreHr4 eM Lr perr4crpaqnefi

OTqETHbIX AOKYMEHTOB Uuo6o.rHrrx pearqzfi, 3a oileparnBHbrM oQopuleHr4eM
cBoeBpeMeHHbIM nHQoprrrrapoBaHrIeM o Hell(eJlareJrbHbrx sQserrax o$uquanbHbrx
zncranqufi (cnoucopa, 3aKa3qLrKa, pa3perxlrreJrbHbrx opfaHoB,
6egonaurocrr4 ireKapcrBeHHbrx cpe4crn).

eSQer<rranHocrkr,

3.5.5. KoHTpoJIHpyer [pI4tII4HbI rrpexAeBpeMeHHoro BbrxoAa r4crrbrryeMbrx r,r3

I{ C C JI eA OB AH.I"jfl . IIO M eAI{ULIH C KII M II O Ka3 aHZfl M.

3.5.6. [pI4HHMaer r{acrl4e B onpeAeJresuu neo6xoA}rMocrr{ pacKpbrrr4.fl KoAa B
I4HTepeCaX f{aCTHLIKa u CCJIeAO BaHI4fl tIO MeALIqLT HCKHM rrOK€BaHr{rM.

3.5.7. [pLIHuMaer rracrne B orlpeAeJreHur4 ycJronufi 4ocpoqHoro rrpeKpaqeil.llfl
KJITIHI4IIeCKOTO LICCJIeAOBAHVfl rlpu noJr)4reHr{r{ B xoAe rrpoBepoK zuQopuaqzu o
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HapylleHllrr llpororcona I{ccJIeAoBaHLrfl. urru Bo3HLrKHoBeHr,rLr cepbe3Hbrx no6oqsrx
pearqzfi, cnoco6srrx HaHecrll yrqep6 3AopoBrro lxusttuf{acrHr4KoB LrccJre.q oBaHvrfl.

?<oJ.J.J.

,LrccJreAoB aHHfl

3.5.10

3.5.8. KoHTpoJII{pyer HarLIrrHe u rlpaBr4JrbHocrb oQopnareuur seo6xorarr,rofi
AOKyMeHTaTJULT.

o6ecuequBaer orreparr4BHocrr perrreHr4r Bo3HuKaroqr{x B xo.ue
np o6leu AJI' IIp eAorBp aIrIeH r4fl :rrer ar LrBHbrx rro cJr eA crsrafi uc cr e noBaH:zfl .
B CIYqAE IIOATBEP){(AEHLIfl B XOAE MOHI4TOPNHTA KJIHHI4qECKO|O

LIccJIeAoBaHLrfl HeoAHoKparHbIX utu rpy6hlx Hapymeurafi 3Tr4qecKr4x HopM BbrxoAr4T c
xoAaraficrBoM rlepeA pyKoBoAcrBoM HHfy o BhrHeceHr.rr{ AHcrILr[Jrr{HapHoro B3hrcK aHr4fl
vrITu orcrpaHeHl/tfl or I4ccJIeAoBaHufl pa6orunra, AonycTr4Brrrero HapyrxeHr4e, krlrr4
HarIpaBJIter cBoe 3aKrloqeHl4e B Kouurer npn (De4epaJrbHoM opraHe no KoH,rpona
Kar{ecrBa c rIpeAiIox(eHI4eM rlpl4ocraHoBt4Tb 4eficrnze pa3per[r{TeJrbHbrx AoKyMeHToB Ha
np aB O IIp O B eA eH u fl , KJILTHHq e CKO rO r.r C CJr eAO B AHufl .

3.6. Ha srarle 3aBeplxeHLrfl KIrar:autlecKoro r4ccJreAoB aHvrflJISK o6ecnequBaer:
3'6.1. Co6nroleHl4e crpaxoBblx o6gsarenrcrs rpr4 Bo3Hr.rKHoBeHr4lr yqep6a

3AOpOBbIO yqacrHuKa LICCJIeAOBAHUr OT r{CrrbrrbrBaeMoro lpelapaTa,
Lrc Ae IILtfl M eAI4IIHHCKO| O Ha3HarIeHI4f, ;

3'6.2. fapaurnu co6nro4eHzx rouQzAeHur4anbHocrr{ no oTHor[eHuro K yqacrHr4Ky
HccJIeAoBaIJHfl n paspa6oruur<y [pI4 llcrroJrb3oBaHLrH pe3ynbraroB
HCCJreAOBAHkrfl.

3'7 'fitr'. o6ecneqeH't srl4qecKl4x HopM rrpr4 [poBeAeHzr4 gKcnepr{MeHriurb'hrx
I4ccJleAoBauuit u (utm) na6oparopHoro rrpaKTr4KyMa u ucrroJrb3oBaHrreM
6zo-o6reKToB JISK [poBoAI,IT gKcneprr.r3y Ha grarre [JraHr{poB aHLrfl
HayqHo-uccJleAoBarelrcnoft pa6oru u orIeHKy la6oparopHbrx pa6or,
BbIrIonHseMbIX B xoAe y're6uoro npouecca Ha npeAMer coorBercrBqrr
cyqecrByloql4M HOpMaruBHbIM AOKyMeHTaM, OTpaxaloquM Ilpr4Hrlr4rr
fyMaHHofo o6paqe]Flufl c xr.rBorHhrMr.r H ApyrkrMr4 06rercrauz.

3'8.Pesylbrarbl SKclepTI43bI KJlr4Hr4qecxnx/4orur.rHLrqecKr4x raccJre.rloB asuit
(4zcceprarlr4oHHhrx r.r HayqHux pa6or) paccnrarpr4Barorc{ Ha 3aceAaHr{rx JIOK
B rlpHcyrcrBrrl4 I4clroJlHllrelefi (npu Heo6xo4r.rMocrr4 - pyKoBo4zrenefi pa6or),
c rrpr4Hrrr4eM oAHoro rdx cJreAyroqux peureuufi:

3.8. 1 VrnepN4 enuxl ogodpeHux;
3'8'2 Tpe6onauux o BHeceHI4tI r,t:iraeHeuufi, ueo6xo4r,rurrx AJrf, rroJryqeHr{,

yrB ep xA e nu tl o go6p eHkr fl;



rya

3' 8' 3 orpuqareJlbHoro 3aKrloqeHur/Heo4o lpenux c yKa3aHr{eM rpr4qr4H;
3' 8 . 4 orturesr/rrpu ocraHoBn eHllt .qaHHbrx p aHee yrBepxAe rrus/ o ro1peH1rfl
3'9'llpzutroe JISK perreHl4e AoKyMeHraJrbHo o6opvrnxercr, a ero Korrr'-fl

BbIAaeTct uctIoJrHLrTeJIrO

3.10 n3K ocyuecrBJrrer
perueHHr.

pa6or.

uraHosrrft KoHTpOJrb 3a co6ffo4eHr{eM npr.rHf,Tofo

4 Cocrano QyHrcqnu H roprrAorc pa6orrr

4'r JI3K cocrol4T 143 llpe4ce4arerx, ero 3aMecr'TeJrr, ceKperap.rr kr qJreHoB
KoMI4Tera, o6qefi rII4cJIeHHocrbIo He MeHee 5 z ne 6onee 7 qenoser. B JIOK Bxonrr
TIOAKOMI4CCH' rlo paccMorpeHzlo AHCCeprarIr{oHHbrx pa6or, B cocraB, roroprrfi BXoAr4T
flpe4ce4areJlb rIoAKoMI4 cckrz\ ceKperapb rroAKoM uecukr o6rqefi rrucJreHHocrbro He 6onee
5 'reroser<. llpu SopullpoBaHnu KoMIlTera r4 ero noAKoMr4ccuit yqLrrbrBarorc, TaKr,e
Qar<roprr, KaK upo0eccuoHaJlbHa-fl [oAroroBKa KaHAHAaToB (yveurre, MeAr4qr4HcKr,re
pa6oruvru), clataucupoBaHHoe lpeAcraBr.rreJrbcrBo ,ro noJry, BKJrroqeHHe
rlpeAcTaBurelefi or o6ulecrBeHHocru. W HLIX xorfl 6u onrn rrJreH nOK v oilr4H rrJreH
noAKoMI4cQuu AoJrxeH 6stTb He cB{3aH c Hay{Hofi 4exreJrbHocrbro }r xor{ 6u olzn
AonxeH ue 6rnr pa6oruurou HH|V.

4'2' tlpeAceAareJlb rIoAKoMLrccuLr no paccMorpeHr4ro Arrcceprarlr4oHHhrx pa6or
noAqraHrercx llpe4ceAarenro nOK.

4'3' flolnouoqus JI3K 4eficrnzreJlbHhr B rerreH'e 3 Jrer, rrocJre Koropbrx
rlpol43BoAurcfl porallzt cocraBa u llpe4ceAareJlt. Sror cpoK Mo)Ker 6u15 upogJreH ua
cJleAyrouufi 3-neruzfi nepnoA B cryqae, ecJIH qJreH JISK lpo.{on}Kaer coorBercrBoBarb
BceM ueo6xoruMblM rnanuQurallrloHHbliu rpe6onaHr4f,M. llonropnoe Ha3HaqeHr{e r{JreHa
JISK roJrxHo 6u'l AoKyMeHrarrbHo orpaxeHo B perreHr4 u 3aceraHnx JIOK.
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flpluoNeuze 1

r lloroNenurc o JloralbHoM gTrrqecKoM KoMrlTere

Cnucorc AoKyMeHToB, rrpeAocraBrqeMbrx AJrfl sKcrreprr.r3br B JI3K,
Heo6xo4llMblx AJrfl rlpoBeAeHrq KJrrrHr{qecKrrx rccJreAoBaHufi n HHIY

1. llucruo-o6parqenue
HCCJTeIOBAHI|Ifl, Ha

(saxera) B JI3K Arrfl paccMorpeHkrs. rrJraHnpyeMoro

krMfl npeAceAarenf, KoMHTera I4sauqeHKo Mrzxaula
Baculrenzva (n [poll3BoJlrnofi Sopvre c yKa3aHr4eM Har4MeHoBaHr.r.f, rrporoKona
I{irlr [porpaMMbr 14 crrbrraHr4 fl H rrpvraraeMbrx 4oryueuroe).

2. Brrrucra r43 perxeHHx upo6leuuofi KoMr{ccr{kr.

3. Paspeurenrae (De4epzutrnofi cryN6rr rro HaA3opy B cQepe 3ApaBooxpaHeHr{f, H
c o IILT aJI b Ho ro p a3 B I4 Tufl , Ha np o B eAeH u e r4 c c Jr eA or,auux I Lrcrr brraH r{f, .

4. O4o6peuue Kouurera (Conera) no erlrKe rpu (De4epzurruou opraHe rro
KoHTpoJIIo KatlecrBa, eSSerrHBHocrLI, 6esouacHocrr4 JreKapcrBeHHbrx cpeAcrB,

5.

6.

rrJraHr4pyeMbrx LrccJreAonanzfi .

flogrnepxAeH r.r e orrJrarbr crp axoBoro B3Hoc a ( xonrar).

.{oronop crpaxoBaHl{s xI43HI4 14 3AopoBbr or HecqacrHbrx cnyqaes z 6oregHefi
TIaIII4eHTOB, r{aCTByTOUII4X B KJTLTHI{I{eCKr{X T4CCJTeAOBAHUflX JIeKapCTBeHHOfO

cpeAcrBa, u ,{oroeop crpaxoBaHll{ rpaN4ancrofi orBercrBeHHocrr4 Jrr{rl,

OCyqecTBnsIOIrIHX rIpoBeAeHI4e KJILIHIzTIeCKLIX LICCJIeAOBarruit JTeKapCTBeHHOTO

cpeAcTBa.

7. flpoerr AoroBopa o [poBeAeHHr4 KJrr,rHrrtrecKoro raccJreAoBalvrflJreKapcrBeHHoro

cpelcrBa.

8. flporoKoJl KJII,IHI4qecKoro LrccJreAoBanvfl c yKa3aHr{eM cpoKoB uccJre noBaHzrfl,
rroArrucaHHbrM srapuofi pa:pa6orquKoM (sarasuuroir,r uru cnoHcopoM
kIccJleAoBauux) I4 fJIaBHbIM I4ccJIeAoBareJIeM, rlporxI4T:srittu3aBepeHHufi ue.Iagrc
Qupnmr (npunoxeHr4e K 4oronopy).
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9. I4HtpopMawfl. Alrfl, naweHra IE $oprraa uuQoprraupoBaHHoro corJracur.

l0.Epoulopa uccJleAoBareJlf, (uayurue AaHHbre u no4po6nax nu$opMarlgrr o
npeuapare).

1 1 .Lftrarnsffay€rJrrHnr perracrparlrroHHar Kapra.
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flpunoNenze 2
r floloNenrro o JIoxalBHoM gTrrrrecKoM KoMr,rrere

Cnucorc AoI(yMeHToBr rlpeAocraBJrfleMbrx n JI3K, HeooxoArrMbrx Arfl HayqHbrx
I'IccJreAoBanufi c [cnoJrb3oBaHrreM 6noprarep[aJra, rtoryqeHHoro or JrroAefi n HHIV

1. r{ucruo-o6parqeuze (sarnrca) B noK ArA paccMorp."* rrJraHzpyeMoro
I'ICCJreAoBaHHfl Ha u.M.ifl [peAceAareJur KOMr4Tera lrnan.reHro Mzxaula
Bacranresu'Ia (n npol'I3BoJlruofi Qoprue c yKa3aHr4eM Har{MeHoB a1ufl
IpOTOKOJIA}IJTLT nporpaMMhl LICnhrTa]FIvIfl.Lr [pl,IJraraeMbrx 4Oryiraeuron).

2. zu0opuaq us, r.rfl [arlr4e'ra ra Qopua uHQopr'rnpoBaHHoro co'racu{.

3. llnas [poBoAr,rMbrx rlrccJre40nauzft, c orrr4caHZeU OCOoenuocrefi
6uouarep ."a'ra z $yHxqnoH€rJrbHbrx AaHHhrx qeJroBeKa.

4. Cran4aprnar orepaqroHH€ur rpoqeAypa ro sa6opy 14 xpaHeHwo
o14oMaTepuilra H noJryqeHmo QyuKrlr{oH€rJrbHbrx AaHHbrx.

rroirrreHr{_fl


