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l. Bo BpeMt gacep.atvIs. qJIeHaMLI JI3K sacnyrrruBaercr coo6ulenze or qJrena
Konaureta, rroAroroBLIBIIIeFo coo6ulenue no pacnoprxeHr.rrc flpeAceAarens ngK.
Coo6qenpre AoJIx(Ho orpax(arb cJleAyrouue acleKTbr r4ccJreAoBaHlrr, Ho He
o f p a H Lrq I,I B aT b C fl l4ls-{Vr'.

- KparKat xapaKTepl,IcTr.rKa uccJreAoBanus.lucnr;,tanur. (pauAoMrr3upoBaHHoe, cJrenoe,
oTKpbrroe Lr Ap.), tfasa uccneAoBaHvr, ero rleJru, MeroAbr, Ausait:av r.n.;
- xap aKTep vrcT vKa Ko HTr,rHreHTa 14 cnbrryeMbrx,
- CTpaHbI, B KOTOpbIX npOBOALITC' UICCJIeAOBaHLIe, KJILIHLIqeCKI,{e IIeHTpbI,
- Bp aqv-vrccJreAo B aTeJrr4 ;
- xapaKTepvcTl'IKa npeAMeTa r4CCneAOBaHr,rr ;

- o)I(vAaeMat noJlb3a or vccneAoBaH14fl (nay.ilrax qelecoo6pa3HocTb, nogrvroxnufi
coquaJlbHblfi eQSerr), pvtcnvt Ant [aqueHToB, cBr3aHHbre c LrccJreAoBaH]reM;
- AOnOJIHureiIbHax Hafpy3Ka Ha naqLreHTQB B cpaBHeHVLr C TpaAVrIVOHHbrMr.r MerOAaMr4
reqeHr4.fl (n rona qucJre, nppr nJrarle6o-ronrpore);
- untf opnaa\vfl Arrfl, raqneHToB n zn(f opvrupoBaHHoe cornacve;
- napaHTl,rv o6ecne.reHvr rrHTepecoB Lt npaB ytracTHrrKoB r,rccJreAoBaHnr;
- o6ecneqeHple MeAl,Iqnncrofi rroMorrlu nocne [peKparqe:nvfl yqacrvrfl, B vtccreAoBaHlrrr.

,flpoqecc grzqecrcofi gKcleprLr3br vr orIeHKu nJraHlrpyeMoro
rIccJIeAoBa:aus,lucnstraHtfl. 3aKrloqaeTca n o6cyx(AeHrrr4 rrreHaMz JI3K nnanupyeMoro
I,IccJreAoBanvrfl. u o6naene MHeHzrMrr Ha ocHoBaHprr,r r4MeK)uuxcr v rureHoB JI3K ronzfi



AoKyMeHToB ut rroJryqeHHofi r,r3 coo6qeHzr r4HtbopMarJvr4. KaxAufi v3 qJreHoB JI3K rraoxer
BbrcKa3arb cBoro roqKy 3peHilfl vr rtocraBrTb Bo3HlrKrrrue Bolpocu. r{renu JI3K AoJIx(HbI
cTpeMr,rTbcr npoBecTut Mex(Ar,rcqurnr4HapHyIo .oIIeHKy r4ccJreAoBaHLIt c yqeToM eFo

MeAr4rlr,rHcKr,rx, HayqHbrx, STlrqecKux, npaBoBblx, KynbrypoJroruqecKr{x v MeHTaJIbHbIX

acIIeKToB.
3. flp" srn.recKofi gKcnepru3e KrnHr,rqecKrrx zccreAonannfi neKapcrBeHHbrx

cpeAcrB lr KJrr,rHLrqecKnx Acnbrranufi MeAI,IqI,IHcKrrx I,I3Aenufi nponogflTcfl,:
- He3aBHCI.III{Afl 3TnqeCKar SKCnepTlr3a AoKyMeHTOB nJraHzpyeMbrx KrLrHr,rqecKrlx
r,rccJreAoBanufi lerapcrBeHHoro npenapara Ans rvreAr4rlr4HcKoro npuMeHeHr,rr corJlacHo
COfI;
- o6rerrnBlaas, v He3aBvclrMar orIeHKa 6esonacnocrvt vt co6nroAenvs. npaB qenoBeKa no
oTHorrreHwo K r,rcnbrTyeMbrM Ha cTa4vflx [JraHr4poBaHnfl, 14 rrpoBeAeEvrfl, KlrvHvqecKoFo
rIccJreAoBaHLrr;
- paccMoTpeHrne KaHAr4Aarypbr t4 ccJreAoBareJrr, oTBeTcTBeHHofo 3a npoBeAeHLIe
KJruHr,rqecKofo LrccJreAoBaHr.rr JreKapcTBeHHofo npenapaTa \ilf MeAr.rqr.IHcKoro

npr.rMeHeHLrs. vtrLr MeAr,rqv HcKoro t43AeJrvr; orIeHKa coorBercrBr.rr flpanznana npoBeAeHuq
KaqecrBeHHbrx KJrr,rHuqecKr.rx LrcnbrraHvfi (GCP) rnaruSzra\w rrccJreAoBarerefi (co-
r,rccJreAoBarelefi), TexHHqecKofo ocHarrl e:avfl. vccJreAoBareJrbcKoro rIeHTpa (crpymypnrrx
rroApa3AeJrenzfi MeAr,rqr,rHcKr{x r4 o6pasonareJrbHbrx opranzsaqzfi, na 6ase Koropbrx
nJraHzpyercr npoBeAeHr.re r4ccne,4onanur), nporpaMMbr nJraHupyeMoro uccneloBaHur;
- paccMorpeHr.re nporoKona KJil'lHlrqecKoro zccneAoBaHlrr neKapcrBeHHofo
npenapara/rraeAprrluncKoFo u31envs. AJrt MeAVurIHcKofo rrpvMeHeHus;
- paccMorpeHr,re npr,rHrlt4rra or6opa [aq]reHToB, Koropbre rro MeAr4rIraHcKHM noKa3aHHrM.-
Mofyr 6urr upzBneqeHbr K yqacrr,rro B KJrr,IH.LIqecKoM tlccJreAoBarlzvr JreKapcrBeHHoro
npenapaTa AJrr MeAr4rIt4 HcKofo npprMeHeHVf, vJrvt MeAVrIuHcKoro u3Aenur;
- paccMorpeHr4e Bo3Mox{Hocrt4 vt qenecoo6pa3Hocrra npr,rBneqeHr,rr K yqacrr4ro B

LrccJreAoBalalzn Me4urlrrHcKr,rx opfaHr,r3arluit, ua 6ase xoropbrx nJraHlapyercfl rrpoBeAeHve
14ccJreAoBaHVr;
- 3HaKOMCTBO C pe3ynbraTaMr,r AOKJTLTHVqeCKOTO UCCneAOBaHr,rr JTeKapCTBeHHO|O CpeACTBa

vtrrvr lae4vrrluHcKoro voAernfl,, coAepxaqvv'vrcfl. n 6pouuope uccJreAoBareJrr, npoeKToM
nporoKona KJrzHr.rqecKoro uccJreAoBaHr.rt JIeKapcrBeHHoro npenapara/vreAurrnncKoro
vg4ervfl. Anr MeAurrr,rHcKoro [przMeHeH:aA, cogAanHbrM pa3pa6orqnrou JreKapcrBeHHofo
[penapara/ naeArarluncKoro u34ervs. vtlrvr vrr.brv, IopLtAVqecKLrM JrLrqoM, [pvBJreKaeMbrM K

opraHr43arluu npoBeAeHus KJrr,rHr4qecKoro prccJreAoBanus,lucnuTarufl, JreKapcrBeHHoFo
npenapara/naeAzrluncKoro vrcAerwrfl AItfl MeAr,rqrrHcKoFo npr.rMeHeHr.rq, v ApyrzMt4
I0'{AT epvanaMr,r raKofo uccneAo BaHLrr.

4. B npoqecce gTrlqecrofi srcneprlr3br rrJreHbr JISK o6pauaror oco6oe BHuMaHlre Ha

cJreAyro rq u e acn eKTbr KJrpr Hr,rqe c Ko ro uccne aonauut I uc flbrraH vr :

- rusairn u xoA nccJreAoBanufl c roqrn 3peHur;
- o6ocnonaHvfl,ilIratr,rpyeMoro pr,rcKa n neylo6crB, AonoJrHr,rreJrbHbrMlr rro cpaBHeHr,rrc co
cTaHAapTHbrMr,r MeroAaMn leqeHr4r Hafpy3KaMu Ha yqacrHt4KoB LrccneAoBaHur no
cpaBHeHr.rrc c oxrrAaeMofi nomsoit Als yqacrHrrKoB r.rccJreAoBanvfl.n o6qecrna;
- o6ocnonaHHocru ucnoJrb3oBaHlrs KoHTponbHbIx rpynn v npnMeHeHzr [Jraue6o c roqrz
3peHr,rr 6esonacHocrlr rrarlr4eHToB ;

- Kpr.{Tepr,reB BKrroqe:nvrfl. B LrccneAoBanuef iacrcruoqeHr{s, npexqeBpeMeHHoFo BbrBoAa u3
vccJreAoBauul, o6ec[eqeHprr aAeKBarHofi ueAzrluHcrofi floMorrlbro [ocJre oKoHqaHVt
yqacrvtfl B uccneAoBa}luu;
- cuo co6o n na6opa [aqueHTo B I yuactnuroB r4ccJreAoBaHr4r;

- nntfopuprpoBaHr.rr yqacrHrrKoB o xoAe r.r o pe3yJrbrarax lrccJreAoBarus,lucn:rrTatnfl.,
zn$oprvrup oBar'ufl. Hayunofi o6qecrseHHocrlr (uy6rzraulrz) ;

- co6moAeHur. rcontf ugenquaJrbHocrlr un$opnaaqr.ru o6 uc[brryeMbrx vl

Herrpr,rKocHoBeHHocrt4 r,rx qacrHofi xusnz;



- [oprAKa v pa3MepoB BbrrrJraT r,rcrrbrTyeMbrM, ecJrr4 TaKoBbre npeAycMoTpeHbl, c TotIKLl

3peHvr oTcyrcrBr,rfl Morr,rBoB Heo6ocHoBaHHofi 3ar,rHTepecoBaHHocrl'I B yrr.acrprkr B

I,ICCJIeAOBaHT,TH, a TaKXe cnpaBeAnuBofo Bo3MeIrIeHI,It cBt3aHHbIx c yqacTLIeM B

r,rccJreloBaHr4n pacxoAoB ;

- o6ecneqeHue rnanurfuquponaHuofi ueAuqnncrofi noMorrln B Irentx rapallTru
6egouacno crLI ucnblTyeMblx;
- nOK AoJDKeH y6e,unrrcx B ToM, qro Bpaqu-uccJleAoBaTeJlu I,IMeIor coorBercrByloqyrc
rnanzQurarlzro H neo6xoAuvmrfi onrn npoBeAeHzt KJII,IHHqecKI,rx I4ccneAosanuit;
- nOK AoJrx(eH y6e4r,rrrc.a B coorBercrBr4fl, sogMoxHocrefi KJIHHilqecKoro qeHTpa

norpe6nocrxrvr oKa3aHr,rc neo6xoAunaofi vregzquucrofi rIoMoIrIu (n roM rIHcJIe,

neornoxnofi).
5. JI3K Mox{er ogo6purr [poBeAeHr,re rrJraHr4pyeMoro uccneAoBanus.lucnstralrns.

TOJTbKO B TOM CJryqae, ecJrr,r pprcK AJrs yqacTHI,IKOB TICCneAOBAHI4' CBeAeH AO MLIHI,IMyMa,

yqreHbr Bce Bo3MoxHocrr,r rapaHTlrpoBarb LIx 6e3onacnocrr, I,IMeerct HecoMHeHHat

noJrb3a or yrracrzq B r,rccneAoBaHr,ru, t4 oHa cyqecrBeHHo npeBbrlllaer pucK, yqreHbl
[HTepecbr I,I 3arquqeHbr npaBa yqacTHr,rKoB r4ccJreAoBaHufl,, KaK narlueHToB, TaKI1l Bpaqefi.


