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conpoBoxAeHHfl HccJIeAoBaunfi vIe4uI{HHcKoro w 6ticnoru.{ecKoto npoQnan c f{acr6eMqeJIoBeKa Vnv c npHMeHeHHeM noAoflbrrHbrx ]KHBorHbrx n HpxyrcroM HayqHoM qeHTpe
CO PAH

npHKa3brBarc:

L. coa4a,u KoMHrer no 6uoue4raquHcrcofi aruKe HHII co pAH.
2.Ytnep4uru:

- cocraB KOMHT.Ta 
',o 6uoue4uquHcxofi sTAKe (npraaoxeHurc ws 1);- noJroxreHr4e o KoMHTere no 6uoueAHr{HHCKOfi SrUre [npunoxeHr,[o Ns 2).

3' 0prauusal{HoHHo-TexHHr{ecKoe o6ecne.reHrae AetrreJrbHocr, KoMHTera no6norueAzquHcxofi 3THKe Bo3/Io)KHTb Ha orAeJr lre4uro-6no.rroruqecK ux Hcc1teAosaHr,rfi
H rexHo.rorufi HH( C0 pAH,

4' KoHrpo.[b 3a HcnoJlHeHHeM Hacrorru{ero pacnopflxeHHg ocraB.rrsto sa co6ofi.
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I4HU CO PAH, axa4er,rzx pAH
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llpHaoxeHae Ns 2

YTBEP}KAEH

pacnopsxeHHeM [Ipe4ce4areaa
Ilpear.r4uyua HHI{ C0 PAH

or <21> sHBaps 20L5 ro4a Ns 3/1

TIOJIOXEHHE
o Korrurere rro 6uorre4uquncrofi araKe

I. O6ulue rroJroir(eHus

1' Kot'lurer no 6raorue4uquHcxofi arHKe sBJrsercs nocrosHHo 4eficrsyroqur"r
opl'aHoM, co3AaHHblM rpH [Ipeau4uyr"re HpxyrcKoro Haf{Horo r{eHrpa C0 pAH (4aaee -
Ilpean4ayr"r) A,,fl ,tpoBeAeHHs or,'{ecrcofi gKcnepru3br Bo3Mox(Hocru [poBeAeHHrr
K"IIHHHT{eCKOrO HCC,[eAOBaHHfl JIeKapcrBeHHoro npenapara A/rfl MeAr,rLl14HcKoro
[pHMeHeHI'Ifi (4aaee - STI4qecKas axcneptusa), a raKxe eru.{ecmofi 36cneprg3br u
conpoBox(AeHufl' Haf{Hblx HccJIeAoBauuit c fracrueM qeroBeKa utu c Hc[oJrb3oBaHHeM
noAonbITHbIX )r(HBOTHbIX.

2' Kot'lurer no 6aoueAHI{HHcKofi erure 4eficTnyer B r{ensx 3arqgTbr xr.r3Hg,
3AOpOBbfl H npaB IaI{HeHTOB, npHHI'IMarcIqHX yqaCTHe B KIHHHqeCKHX HCCJTeAOBa HV$x
JIeKapcrBeHHbIX npeflaparoB Altfl MeAHr{trHcKoro npHMeHeHr4s u Har{Hbrx
HccJr eAoBaH Hsx u e4u ro-6HoJrornqecroro npoQ n.nr.

3' B ceoefi AeflTeJlbHocrn Kouurer no 6uorure4r.rquHcxofi 3THKe pyr(oBoAcrByercfl
Koncruryquefi Poccuficrofi <De4epaqnn, Qe4epaauHbrMH 3aKoHaMH, yKa3aMH HpacnopflxeHHflMH llpesa4euta Poccaficroft oe4epaquu, nocraHoBJr eHt4flMu u
pacnopsxeHHsMl'I llpaaHre.nbcrBa Poccuficrcofi Oe4epaqun, npuKa3aMH pAH, Hopuaruu
Me)KAyHapoAHoro npaBa H Hacrofl rr{au lloaoxeHHeM.

4' ocHosHbIMH IIpHHL{HnaMH AesreJlbHoclu Kouurera no 6aoue4uquucroil gTHKe
flBJlfltorca He3aBHcHMocrb, r.IlacHocTb, cnpaBeAJlHBocrb, co6aro4eHHe npaB a cno6o4qeroBeKa H rpaxAaHl{Ha, npaB IopHAHqecKHx JIH$ o6teKTHBHocrb, KoMnereHTHocrb,
orBeTcrBeHHOCTb sKCIIeproB 3a npoBeA eHUe U Ka qecTBo erH.{ecrofi SKCneprH3br.

5' ocHoeHulMH 3aAar{arua Kouarera no 6aorue4nquHcrofi gTUKe flBJrflrorcs:1l npoBeAeHHe erH.recrofi gKcneprH3br AoKyMeHToB, cBfl3aHHbrx cUlaHHpoBaHHeM ufuttu BbIno,[HeHHeM KJIHHHqecKoro Hcc.neAoBaHHg /reKapcrBeHHoronpeflapara AJI,fl MeAHIIHHCKOTO npHMeHeHHs HJ\V HarrHofo uccilei(oBaH lfl c
BoBJreqeHHeM nar{ueHroB B noApa3Ae/reHr.dsx HHI] CO pAH;

2) BbIAar{a 3aKrIoqeHI{s o6 arH'recroii o6ocHosaHHocru, Bo3MoxHocTH HrH
HeBO3MO}KHOCTH npoBeAeHHs KJIHHHT{eCKOrO UCCJTeAoBaHHs JreKapcrBeHHOI.O npenapara
Anf MeAHI-(HHCKOfO npHMeHeHHs HIU Hayr{Horo HCCJTeAOBaHHf c BoB,[eqeHHeM
nar{HeHroB B roApa3AeJreHuflx HHU C0 pAH;



3) npoBeAeHae gTlaqecKofi gKcneprr,r3br AoKyMeHToB, cBfl3aHHbrx c
nnaHHpoBaHuevr/nulnoJIHeHlIeM gKcnepHMeHTaJrbHoro HccJreAoBaHHfl Ha noAonbrrHbrx
}KHBOTHbIX;

4) BblAaqa 3aKJIloqeHHs o6 eru.recrofi o6ocuosaHHocrr4, Bo3MoxHocrH utu
HeB03MOIKHOCTLI npOBeAeHHs SKCnepHMeHTaJIbHOrO HCClteAOBaHHf Ha nOAOnbrrHbrx
)I(HBOTHbIX.

6. Coser tro gTHKe B coorBercrBvtu c BogJIoxeHHbIMH Ha Hero gaAaqaMu HMeer
IIpaBo:

1) noayrarb AoKyMeHtut, ueo6xoAuMbre AJrfl npoBe AeHufl eru.{ecxofi 3KcneprH3br;
2) 3anpauuBarb y 3asBllTerfl HeAocrarcrqHe Marepua.nbr, neo6xo4lrr"rbre AJrrr

npoBeAeHus 3THqecKofi axcneprra3br.

II. Cocran Koprurera uo 6nopreAurpdHcrofi arure

7. Cocrae Kouateta no 6raor'le4uqHHcxofi graKe yrBep)KAaercfl npr,rKa3oM
Ilpe4ce4arean flpea u Atytv.a.

B. cocras Kor'rurera no 6nonre4uquncxofi srnKe Qopr"rupyercr u3
npeAcraBHreaefi M€AHI{I4HcKHx, Haf{Hblx opraHHsa1uit, o6paaonareJrbHbrx yrpex4eurafi
Bblcuero npoQeccuoHaJlbHoro o6pasonattfl, a raKxe npeAcTaBurerefi o6uqec,raenHurx
opraHl{3al{uit', peturHo3Hblx opraHu3ar{uit u cpe4crB Maccoaofi unQopMar{Hg (4aaee -
erccneprurJ.

9ucao npeAcraBHrelefi MeALII{HHcKHx opraHrasaqnfi He Moxer npeBbruarb
noJIoBHHy or o6u-1ero qHcJIa sKcneproB Koruurera no 6uoue4aquHcxoi srgKe.

9' cocras Kot"turera no 6uoueAuqHHcKofi srnre flepecMarpaBaercfl no Mepe
Heo6xo4ur'locrn, Ho He qau{e oAHor.o pa3a B roA.

HsueHeuus u AonoJIHeHIrs B cocraB Kouurera no 6aorue4uqaHcroft 3THK.
yrBepxAaprcs npHKa3oM [Ipe4ce4areaa llpesra AHyMa.

10' B cocraB Kot'lureta no 6uoueAHI{HHcKori eraxe BxoAsr npeAceAareJrb, ero
3aMecrHTe,rrH r4 qJreHrr Kor,rurera no 6uoue4nqnHcxofi 3THKe.

L7' [Ipe4ce4ateau Koruureta no 6uorue4r.rquHcxofi oruKe Ha3Haqaercs
llpe4ce4ate'reM [Ipeera4r'ryMa Hs qHcJIa uau6oaee aBrop,TerHbrx cnequa.rr,croB HHII co
PAH r'le4nro-6uolorHqecKoro npoQnaa.

t2. [Ipe4ce4areau Kouurera no 6aonre4raquncrofi 3THKe HMeer AByx3aMectaterefi, Ha3Har{aeMblx [Ipe4ce4areaeu Ilpesr.r4uyrua ug qHc.[a aKcnepToBKoMlateta no 6r,or'le4ralluHcxofi gr,Ke, HMelouIHx BbrcIUee MeAHr{HHcKoe ur.6,oaora'{ecrcoe o6pa3oBaH,e, Har{Hyro creneFrb KaHAHAara HayK HJrH AoKTopa Hayr( Honbrr HayvHofi pa6orur uf uttu pa6otrt no npoBeAeHuro K,[HHr,rqecKHx Hccre4oaauarZ
neKapcrBeHHblx flpenaparoB AJI'I MeAUqHHCKOTO nprzMeHeHr,rs H pa3peueHH[O BOnpocoB,
CBfl3AHHbIX C 3THqCCKHMH ACNEKTAMH KJII,IHI,IT{ECKI,IX UCCAC4ONAUUfi /IEKAPCTBEHHbIX
npenapaToB AJ{.fl MeAHr{HHCKOTO flprrMeHeHHE

L3' [pe4ceAareJlb KonaureTa no 6uoueA,qHHcKofi sr]rrce ocyqecrB/raer o6u1eepyl(oBoAcrBo' onpeAeJlfler HanpaB/IeHax pa6otut Kouurera no 6uoueAr4r{HHcr(ofi grure,
opraHH3yeT el'o pa6ory, pacnpeAeJlset o6ssaHHocru Me)r(Ay gKcnepraMu Korqurera no6uoue4aqHHcxofi arHKe, ocyulecTBJrfler KoHTpoJrb 3a npoBeAeHHeM s,rH.{ecrcofi
3KCIIepTH3br,



B orcyrctBue npeAce.qareJrr Kovrurera no 6uoue4nquHcxofi grnKe o6ssaHHocrn

npeAceAareJrfl HcnoJrHser oAHH H3 ero eaMecrureaefi.
14. 3rcneprur Kounrera no 6uoue4nqrancrofi grnKe He AoJrxHbr HaxoAuTbcs B

xarofi-an60 3aBHcuMocrH or paspa6orvHKoB JIer(apcrBeHHbrx npenaparoB H Apyrux Jrr,rq,

3aHHTepecoBaHHbrx B pe3yJrbrarax gTHqecxoil excnepru3br.
15. 0naara rpyAa aKcneproB Kot'rurera no 6uor"re4uqHHcxofi srHKe

ocytqecrBJlsercs B coorBercrBHr,r c AoroBopoM, 3aKrroqeHHbrM MexAy I,lpxyrcxun
Haf{HbtM I{eHrpoM C0 PAH H gKcnepror',r Koua'rera no 6uor'le4nr1uHcxofi oruKe.

L6. B cocraBe Kouutera no 6nor"re4r,rqnHcxofi arr.rKe Moryr co3AaBarbcs
sKCnepTHbre fpynnbr.

III. Tpe6oBaH[rs r rnaluQ[IKaII[rH I{ orrbrry pa6orrr no oKcneprHofi oqenKe
HayrrHblx, MeAlrIIr{HcK[rx H grurr ecKux ac[eKroB HayrrH blx uccJleAo nauufi MeAr{Ko-

6lloaoru.IecKoro upoQu.nx ll KJIuHI{secKrdx HccneAoB anuitneKapcrBeHHbrx
IIpenapaToB AJrs MeAuIII{HCKOTO IIpHMeHeHlrs

L7. K sKcnepraM Cosera no grl{Ke npeAbsBrrflrorcfl cJreAy}orr{He rpe6onaHafl K

xnaauQurat\uvr H onbtry pa6oru no gKcneptsofi oqeHKe Haf{Hbrx, MeAHrlHHcKHx H
gTHr{ecKHx acneKToB HccJIeAoBaHufi ne4uro-SuoloraqecKoro npoQuaa, KrHHHqecKHx
HCCJTeAOBaHUfi AeXapCTBeHHbrx npenaparo B Alfl, MeAHr{H HCKOTO npHMeHeHHfl :

t) gna JrHr.{, HMetorrlHx Bbrcrxee MeAur{HHcKoe o6pasonaHne:
aJ Hanuvue Bblc[Iero npoQeccuoHaJrbHoro o6pasoBaHHrr no o4Hofi H3 cneAyrorr{Hx

cnel{HaJlbHocrefi: <,IIe'{e6Hoe AeJIo), <[Ie4uarpur>>, <<Me4uxo-npoQHraKTHr{ec6oe AeJlo>,
<Crouaro.norHrr);

6) HarHqHe nocJleBy3oBcroro n (uau) AonoJrHuTe.rrbHoro npoQecoaoHaJrbHoro
o6pasoaaHun, cepruQr,rKara cner{HanHcra;

a) Ha'[HqHe onbtra pa6or:sr no npoBeAeHr,r[o KrHHHqecKHx rzccre4oaaHufi
JIeKapcrBeHHblx npenaparoB Aitfl MeAHr{r,rHcr(ofo npHMeHeHHs h pa3peueHHeM BOnpoCOB,
cBs3aHHblx c 3THqecKHMH acneKTaMH KraHI,IqecKHx uccaepoaaauil neKapcrBeHHbrx
npenapaToB AJrrr MeAATIHHCKOTO npHMeHeHHs.

2) gaa HHbrx JrHr{:

a) Haauvue Bbrcuero npoQeccuoHa.rrbHor.o o6pasoaaHua;
6) Ha.rruvr're o[btra uayrHofi pa6orut u sHauuil s o6racru srur{ecKHx H npaBoBbrx

acneKToB 3arr{HTbr npaB 14 cno604ur qeJroBeKa H rpaxAaHHHa.

IV. tlopa4ox AesreJrbHocru Koprurera no 6uoueArrrlnucKofi srure

18. 3ace4aHae coBera no arure npoBoArrrcs npeAceAare/reM Koyrrera no
6uor're4raquHcxofi sTHKe uilu no ero nopr{eHr.r}o 3aMecrHTeJreM npeAceAare/rs Koruur:er:a
no 6aort're4uquucrofi gTHKe He pe)Ke o,4Floro pa3a B Mecflr.L 3a HCKrtoqeHI,IeM
I(aHHI(yJIrpHol'o nepHoAa, u oQopuanrcrca nporoKoJroM, roropsrfi rroAnHcbrBaercq
npeAceAareJleM Kot'luter:a no 6aoue4nquHcrofi 3THKe HJrH ero 3aMecr,Te"[eM.

Marepnaabr K oqepeAHbrM 3aceAaHusrur KoruureTa no 6r,rone4uquncxofi 3THKe
HanpaBJlsIorcfl 3KcnepraM KotuuT eta no 6uoue4uqaHcxofi srHKe corpy.qHHKoM orAeJra
rue4axo-6t'toJlorHqecKl'Ix accae4onanafi u rexuoaornfi HHII C0, orBercrBeHHbrM 3a



opraHH3aI{HoHHo-TexHl4qecKoe o6ecne'{eHl{e KoMHTera no 6uor.ae4uquHcxofi 3THKe, He
no3AHee, qeM 3a rpH pa60qHx AHflAO Ha3HaqeHHoro cpoKa 3aceAaHHs.

19. 3ace4anae Kouurera no 6aor"re4uqaHcxofi arHKe cq,Taerc,
ECJIH HA HCM NPHCYTCTBYET HC MCHCC NOJIOBHHbI EfO qJICHOB.

npaBoMOrtHbtM,

SxcnepTut KoNlatera no 6uorue4urquucxori aruKe r{acrByrcT B er.o pa6ore JrHr{Ho,
AeJrernpoBaHHe noJIHOMO.{n fi He AonycrcaeTcfl .

20. Orccneprur Kouurera no 6uor"re4raquscrcofi 3Tr{Ke, yqacrByrou{He BrUIaHHpyeMoM Har{HoM HCCJIeAOBaHHT,T rue4urco-6uoJrofHqecKofo npoQula HJIHKJIHHHqecKoM 14CCJIeAOBaHHH neKapcrBeHHOfO npenapara AJtfl MeAr,rr{HHcKOr-O
npnMeHeHHfl,, He npHBJreKaprcfl K gruqecKofi arcnepru3e.

21' Peurenue Koruu'era 
',o 6uove4uqLancxofi 3THKe npHHHMaercs orKpbrrbrMro'[ocoBaHHeM npocrblM 6oluruaHcrBoM roJIocoB npHcyrcrByrorr{Hx Ha 3aceAaHHHsKcneproB Kouuter.a no 6uoue4uquHcr<ofi srHKe.

Sxcneprur Koruurera no 6uoue4uqnHcxofi gTlrKe, f{acTByrorr{He B uraHupyeMoMHar{HoM HccreAoBaHI4H ue4aro-6ao/IorHqecKofo npoQr.raa HJ*t K,[r,rHHr{ecKoM
HCCJIeAOBaHHH 'IIeKapcTBeHHOfO npenapara Anfl MeAHT.IHHCT(Oro rrpHMeHeHHfl, KroJr ocoBaH H ro n o pe3yJlbraraM STHr{ecrofi axcn eprH3br H e /qonycKa}oTcs.B c/Ir{ae paBeHcrBa roJIocoB npHHsrbrM cqHTaeTc.fl peuIeHHe, 3a r(oropoenporon ocoBan npeAceAaTenbcrayro rqafi Ha 3aceAaH a H.

22' Peweut't s KouureTa Io 6nor"re4raquucrcofi ar,Ke oQopunarorcfl 3aK.[,,qeHHsMHsrH'IecKofi SKcnepTH3bt, I(oTopbIe noAnr.rcbrnar.orcfl npeAceAareJreM Kouutera no6aorue4uqaHcrcofi 3THKe (unu 3aMecrHTeJreM npeAceAarenfl B ero orcyrcrnue) u3Kc[epraMu' ilpHHvtMaBuHMI4 f{acTHe B npoBeAeHult 3THt{ecxofi 3Kcneprg3ur. Konuprgaxa,oqeHufi gru'{ecrofi 3l(cneprl43bt paccbrrarorcs BceM aKcnepraM Koruarera no6r'ror"r e4ra qa n crcofi 3TH Ke, a ra*,Ke B brAarorc, 3afl BLITeJT Io.
23' 3rcnepr Kor'rutera no 6uorue4aquHcrofi srHKe, He corJracsurfi c npHHflTbrMpeueH,eM' AMeer npaBo B nHcbMeHnofi Qopn're H3JIoIKHTb cBoe oco6oe MHeHHe, r(oropoenpHJlaraercfl K coorBercrBytou{eMy 3aKJIIor{eHHro Koruarela no 6aoue4uquHcrorZ 3THKeu flBirflercfl ero HeorbeMJleuotl qacrblo,
24' LlusopMal{,fl o cocraBe Koun,eta no 6aoueA,r{nHcr(ofi arure r r.rraHax eropa6otur pa3Meu{aercs B Qopr're coo6ulenufl B coorBercrByrou{eM pa3AeJre Ha cafire HH(c0 PAH B cer, HHrepHer H noAAepx,Baercfl B aKTyanbHoM cocro flHuu.
HnQopr'raqHs o Tel(yrqeri 4eareJrbHocrr.r Kouurera no 6uoueAr.rr{HHcKofi arurcepa3Mell{aercs B $oprt're coo6uleHua B coorBercrByrou{eM pa3AeJre ua cafire HHII c0 pAH sceta I4HrepHer B TeqeHHe rpex pa60vux gHefi co AHrr npoBeAeH,s 3aceAaH,q Korur,Te,r.ano 6uoue4uquHcrcofi 3Tr.{Ke.


