PEAEPATbHOE TOCYAAPCTBEHHOE BIOAXKETHOE
YYPEXXOAEHUE HAYKU
WUPKYTCKMUM HAYYHbIN LEEHTP
CUBUPCKOIO OT/IE/IEHUA
POCCUMCKOM AKALLEEM'“Y HAYK

PACNOPAXEHWUE
A7 07 A0/851. r. UpKyTeK Ne ‘3//

/

O KoMHTETE 10 GHOMEAULMHCKON ITHKe

B cooTBeTcTBUM co cTaTbel 17 DesepaibHOrO 3aKkoHa OT 12 anpesns 2010 r. Ne 61-
®3 «06 o6paleHHH JleKapCTBEHHbIX cpeacts» (CobpaHue 3akoHogaTENIbCTBA POCCHICKOH
®egepaunyn, 2010, Ne 16, cr. 1815, Ne 31, cT.4161) pna aTuYeckoid 3KCMEepTH3bl U
CONPOBOXAEHHSA HCCIeNOBAHHN MEJUIIMHCKOTO U GKGI0rMYeCKOTo npoduJs ¢ yyacTHeM

H€JIOBEKA W/ C MPUMEHEHHEeM MOJONbITHbIX XHBOTHBLIX B UpKyTCKOM Hay4YHOM LIeHTpe
CO PAH '

MIPpHUKaAa3blBalo:

1. CospaTb KOMHUTET 110 GHOMEULIHHCKON 3THKE UHI[ CO PAH.
2.YTBepAUTD:

- CoCTaB  KOMHTETa N0  OUOMEAMLMHCKOH  3TUKe (npunoxenuo  Ne 1);
- MOJIOXKEHHE 0 KOMHUTETe N0 GHOMEAHLMHCKOM 9THKe (PHI0kKeHHIo N 2).

3. OpraHu3alHOHHO-TEXHHYECKOEe O06ecreyeHue AEATEJIbHOCTH KOMHTETa [0

61MOMEeULIHHCKON 3THKe BO3JIOXKUTD Ha OTAEJ MeJHKO-6HONOTHYECKHX HCCIeJ0BaHH
1 TexHosiorut UHI| CO PAH.

4. KoHTpousib 3a Hcno/IHeHWeM HacTosimero pacnopsiKeHHUs: 0CTaBJIAIO 3a COBOIA.

lIpescepaTens Mpesuanyma /

MHI[ CO PAH, akanemuk PAH Briukos U.B.



OEIEPAJILHOE T'OCYJAPCTBEHHOE BIO/DKETHOE
YUPEX/IEHUE HAYKH
MPKYTCKUI HAYYHEI} HEHTP CUBUPCKOI'O OTIEJIEHUS
POCCHUICKOIT AKAJIEMHU HAVK

PACHOPIAXEHUE

11.03.2015 r. r. Mpxyrck No 19/1
«Bo u3smenenue pacnopspxkenus MHIT Ne 3/1y

Bo usmenenue pacnopsixkeHust Ne 3/]1 or 21.01.2015r. wm3nosxurs IIPHIIOKEHHe
Ne2 nlls CIenyrOIeN penakiuu:

0. 11.  Tlpencemarens Komurera 1o OroMenuIMHCKOl 3THKE
HasHavyaercs  Ilpencenareenm Lentpa w3 wucna Hanboee aBTOpHTETHEIX
CICIHATUCTOB YUPEXKICHHUI, [IOABE IOMCTBEHHEIX ©®AHO Poccuu,
PacTONIOKeHHBIX Ha Tepputopun Upkyrckol o6macTy.

Ipencenarens Ilpesumuyma S

HUHI[ CO PAH, akamemux PAH g W.B.Br1ukor

uci. I'pubanosa JI.T,



[Ipunoxexnue Ne 2
YTBEPX/EH
pacnopsikenueM [Ipencenarens
IIpesnguyma UHI] CO PAH
oT «21» anBapsa 2015 roga Ne 3/1

MNOJIOXKEHUE
o KomureTte no 6MoMe AMIMHCKOI 3THKE

I. O6mHe nos10:keHus

1. KomuTer no 6HOMEAHLMHCKON 3THKE HBJAETCH MNOCTOSHHO AEHCTBYOIHUM
OpraHoM, cosziaHHbIM npu [lpesuguyme UpKyTckoro HayyHoro ueHtpa CO PAH (zanee -
[Ipesansnym) A/ npoBeseHUs] 3THYECKOM 9KCNEepTH3bl BO3MOXHOCTU MpPOBELEHHS
KJIMHUYECKOro  MCCJIEAOBAaHMA  JIEKapCTBEHHOTO —npenapata JJs  MeAMULHHCKOrO
NpUMEHeHHs (fasnee - 3THYeCKas IKCIEPTH3a), a TaKkKe ITHYECKOM 3KCNEePTHU3bl H
CONpPOBOX/IEHHS HAayYHbIX UCCJEA0BaHUH C yYaCTHEM YesJIOBEKA WMJIM C MCIOJb30BAHHEM
NOZONbITHBIX )XKUBOTHBIX.

2. KomuTeT no 6HOMeAMLMHCKON 3THKe AEHCTBYEeT B LeJIfX 3aliUThbl JKHU3HH,
3A0pOBbsA W NpaB NalHEHTOB, NPHUHHUMAIOLIMUX Y4aCTHE B KAMHUYECKHUX HccleJOBaHUAX
J€KAapCTBEHHBIX  NpenapaToB  [JIsi  MEJAMLHMHCKOTO NpPUMEHEeHHs | Hay4yHbIX
HCC/IE0BAHUAX MEANKO-6HONOTHYECKOT0 IPOHISL.

3. B cBoeit gesitenbHocTH KomuTeT no OHOMEeMLMHCKOH 3THKe PYKOBOJACTByeTCS
KoHcturynueit  Poccuiickoit Oepepauuy, degepanbHbIMU 3aKOHaMH, yKa3aMH U
pacnopsxxenusamu  [Ipesugenra Poccuiickoii ®epepalMy, MOCTAHOBNEHHAMH U
pacnopsxxeHussMH [lpaBuTesnbcTBa Poccuiickoii ®enepauuu, npukasamu PAH, HOpMaMH
MEXAYyHapoAHOTO0 NnpaBa U HacToALWMM [los0KeHeM.

4. OCHOBHBIMH NPHHLMNAMHU JesTe bHOCTH KoMuTeTa no 6MOMeJHLIMHCKON 3THKE
ABJIAIOTCA HE3ABHCHMOCTD, IJIACHOCTb, CIIPaBeJIMBOCTD, COOJI0ZIeHHe MpaB U CBOGOA
HEJIOBEKa M TIpaX<[laHHHa, NpaB HPHAHYECKHUX JHL, 06'bEKTHBHOCTb, KOMMNETEHTHOCTb,
OTBETCTBEHHOCTD 3KCIEPTOB 3a NPOBE/IEHHE U KAYeCTBO 3THYECKO 3KCIEepPTH3BI.

5. OcHOBHBIMM 3aziauaMu KoMuTeTa Mo 6UOMEeAMLUHCKON 3THKE SIBJSIOTCS:

1) npoBeseHue  3THYeckoi SKCIEPTH3bl  NOKYMEHTOB, CBSI3aHHbIX C
IaHKPOBaHHEM H/HUJIM BbINOJHEHHEM KJIMHUYECKOro UCC/IeJOBAHUSA JIEKAPCTBEHHOTO
fpenapara A8 MeAULMHCKOTO MNPUMEHEHHMS WU Hay4YHOro HccleJoBaHUS C
BOBJI€Y€HHEM NMALKEHTOB B 0pa3/e/eHUsX HWHL CO PAH;

2) Bbllaya 3aKJAOYEHUS 06 3THYECKOI 060CHOBAHHOCTH, BO3MOXHOCTH HJIH
HEBOSMOXHOCTH NpPOBEAEHHSA KIHHUYECKOTO HCC/Ie0BaAHMUS JIEKapCTBEHHOro npenapara
AN MEIULMHCKOTO MPHMEHEHHS] HJIM  HayYHOro MCC/IeJIOBAHHUA C BOBJIEYEHHEM
MalKeHToB B noApasaeneHusx UHI| CO PAH;



3) npoBeleHHWe  3ITHYECKOH  IKCIEPTH3bl  JOKYMEHTOB, CB3aHHBIX C
N/JaHHPOBaHHEM/BbINOJIHEHUEM 3KCIIEPUMEHTAJIbHOTO HCCIEA0BAHHA Ha MOAOMbBITHbIX
*HUBOTHBIX;

4) BblAa4ya 3aKJIOYEHUS 06 3ITHYECKOW OBGOCHOBAHHOCTH, BO3MOXHOCTH HJIH
HEBO3MOXHOCTH NPOBEAEHHS 3KCNEPUMEHTaJbHOTO UCCAEeA0BaHHUA Ha MNOAOMbITHbIX
XHBOTHBIX.

6. CoBeT 10 3THKE B COOTBETCTBHH C BO3JIOXKEHHLIMM Ha HEro 3a/ayaMu HMeeT
npaso:

1) mosyyaTh JOKYMeHTbI, HEOGXOAUMbIe AJIst NpoBeAEeHHs 3THYECKON IKCIIEPTU3bI;

2) 3anpaliMBaTb y 3asBHTENs HeAOCTaloLIHe MaTepHasbl, He0OXoAHMble A
NPOBEJEHUSI ITHYECKON 9KCNEPTU3BI.

II. CocraB KomuTeTa 1o 6MoMe AMLMHCKOM 3THKe

7. CocraB KomwuTera 10 GHOMEAHLHHCKOH 3THKe YTBEPX/JAaeTcd MNpPUKa3oM
l[Ipeacenarens Mpesuanyma.

8. Cocras KomuTera 10 6GHOMEAMLHMHCKON 3THKe dopmupyerca  wu3
NpeACTaBHTesIeH MEAULMHCKHX, HAYYHbIX OpraHHU3aUuii, 06pa3oBaTeJbHbIX YYpeKAEeHHUH
BbICIIEr0 NPOGECCHOHANbHOr0 06pa3oBaHUs, a TaKXKe npeAcTaBUTENIed 06LEeCTBEHHbIX
OpraHu3alliH, PeJIMrMO3HbIX OPraHHW3aLuil U CPeACTB MaccOBO UHPOopMaLuu (aasnee -
3KCNepThl).

Yucno npexcraBuTesneill MeAMLMHCKHX OpraHM3alli He MOXEeT MpeBbIaTh
MOJIOBMHY OT 0611ero yMcsa akcneptToB Komurera no OMOMEeAMLIMHCKOM 3THKE.

9. Cocras KomuTera no GHOMEeAMLMHCKON 3THKe nepecMaTpHUBaeTcs Nno Mepe
He06X0JMMOCTH, HO He Yallje 0HOTO pasa B rog.

HsmeHenus u fononHenus B cocras Komurera mo OMOMEAULHHCKON 3THKe
yTBEpXRAAOTCA NpUKa3oM lIpeacenarens lpesuanyma.

10. B cocras Komurera no GHOMesMUMHCKOH 3THKe BXOAAIT NpejceAaTesb, ero
3aMECTHTEJIU U YieHbl KoMuTeTa 1o 6MOMeULKHCKOM STHKe.

11. Tpepcenarens KomuTera nmo OMOMEUUMHCKONW 3THKe Ha3HayvaeTcs
lpeacenarenem lMpesuguyma us yncna HauGoee aBTOPHUTETHbIX crneyranncTos UHL CO
PAH mMeanko-6Ho10rHYeCKOTO npoduss,

12. Tlpeacesatenr KomuTera mo OHOMEJUUMHCKOH 3THKe HMeeT JABYX
3aMecTuTesleH, HasHavaeMblx [Ipeacenaresem [lpesuanyma wu3 yucaa 3KCNepToB
Komurera mno 6uoMeguuuHckoi 9THKE, HMEKWWHX BbICIIEE MEAULHHCKOE WM
buosornyeckoe o6pasosatue, Hay4HYI0 CTeNneHb KaHAMAATa HayK HJu JIOKTOpa HayK W
ONBIT HAayYHOH paBoTbl H/MJAM PaBoOThbl Mo MPOBEIEHHUIO KJIMHHYECKHX HCCJef0BaHMi
JIEKapCTBEHHbIX NpenapaToB AJsl MeAULMHCKOTO IPUMEHEHHA U paspelleHHI0 BONPOCOB,
CBA3AHHBIX C 3THYECKMMH acClNeKTaMH KJIMHHYECKUX UCC/IeJOBAaHUH JIeKapCTBEHHbIX
fpenapaTos A/ MEAULIMHCKOTO IPUMeHEeHHUs

13. llpeacenarens Komurera mno OHOMEMIMHCKOM 3THKe OCyulecTBJIsIeT 06llee
PYKOBOACTBO, OTIpe/ie/IsieT HanpasJ/ieHus pa6oTbl KoMuTeTa o OHOMeAHLHHCKOH 3THKe,
OpraHU3yeT ero paboTy, pacnpesesseT 0683aHHOCTH Mexay skcneprtamu Komurtera no

6HOMeAI/ILlHHCKOﬁ 3THKe, OCyllecTBJseT KOHTpPOJIb 34 NNpOBeJleHHEeM 3THYECKOM
3KCIIEPTHU3bI.



B orcyTrcrBue npexcesarens Komurera no 6MoMeULMHCKON 3THKE 0693aHHOCTH
npejcejaTesisi UCIIOJIHAET OJUH U3 ero 3aMeCTUTeNeH.

14. dxcneptbl KomuTeTra no 6MOMeAULMHCKON 3THUKE He JOJKHbl HaXOAUTbCS B
KaKOH-/1M60 3aBUCHMOCTH OT pa3pabOTYHKOB JieKapCTBEHHbIX MpenapaToB U APYTUX JIHLI,
3aHHTEPEeCOBAHHbIX B pe3yJibTaTax ITHYECKOH 3KCIIEPTHU3bI.

15. Omnsnata Tpysa oxkcneptoB KomuTeTa mno 6GUHOMEAMLMHCKOM 3THKe
OCyLIECTBJIIETCA B COOTBETCTBHM C JOrOBOPOM, 3aKJIOYEHHbIM Mexay HWpkyTckum
Hay4yHbIM 1leHTpoM CO PAH 1 akcnepToM KoMHTeTa no 6MOMeAHLMHCKOM 3THKE.

16. B cocraBe KomuTrera no 6GHOMEJMLMHCKOH 3THKE MOTYT CO3/aBaTbCH
3KCMepTHBIE MPYIIbI.

II1. Tpe6oBaHusA K KBaJIMPUKALKHU U ONBITY paGOTHI 10 IKCIEPTHOM OLEHKE
HAy4YHbIX, MEAULMHCKHX H 3TUYECKHX AaCNIEKTOB HAY4YHBIX HCC/I€A0BAaHUH MeJUKO-
6H0/I0rM4eCKOoro Npopu/Ia U KIMHHYECKUX MCC/IeJOBAHUM JIEKapCTBEHHBIX
npenaparos i MeAHIIMHCKOr0 NIPUMeHEeHUs

17. K akcnepram CoBeTa no sTHKe NPeAbSBAAITCS CAeAylOliHe TPeGOBaHHUS K
KBaJMQUKALHMH U OMbITY PabOThbl MO 3KCNEPTHOH OLEHKE HAYYHbIX, MEAHLMHCKHX H
3THYECKHX aCIeKTOB MCC/IeJ0BaHHH MeJHUKO-OHOJIOTHYECKOro Npoduas, KAHHHYECKUX
HCC/IeJOBaHHH JIEKaPCTBEHHBIX MPenapaToB AJIsi MEJUIIMHCKOTO NPUMEHeHHUs:

1) Asist ML, KMEIOLKX BbICLIee MeAHLHHCKOE 06pa3oBaHHe:

a) HaJIMYKe BbICILEro NpodeccHOHAIbHOr0 06Pa30BaHUS N0 OJHOM U3 CIEAVIOLIMX
cnenuanbHocTel: «Jlede6Hoe fenox, «[lefuatpusi», «<MeauKo-MpodHUIaKTHIECKOE Ae0%,
«CTOMaTo/I0TUA»;

6) HaJM4Me NOCNeBY30BCKOrO U (WJIH) AOMOJHUTEJNbHOIO npodeccHoOHaJbHOTO
o6pa3oBaHus, cepTHdUKATA CIIELUANUCTA;

B) HajMyMe OmbiTa paboThl MO NPOBEAEHWI0 KIMHHYECKHX HCC/eA0BaHHI
JIeKapCTBEHHBIX MPENapaToB //11 MeJMLIHHCKOTrO NPUMEHEH sl K pa3pelieHHeM BONpOCoB,
CBASAHHBIX C 3THYECKUMH aCNeKTaMH KJIMHUYECKHX HCCJeAOBAHMH JIeKapCTBEHHbIX
npenapaTos /Jisi MeJULIMHCKOTO NPUMEHEeHHUS.

2) A1 UHBIX JIMLL:

a) HaJIHYKe BbICIIEro MPopecCHOHAIBHOrO 06pa30BaHHS;

0) HaJMyKMe OMbITa HAy4YHOH PabOThbl U 3HAHUH B 0BJACTH 3THYECKUX U NpaBOBbIX
aCreKTOB 3alMTbI TPaB U CBOGO/bl YesI0BEKa W MpaxjaHUHa.

IV. llopaaok aearenbHocTy KomureTa no OMOMEAUIMHCKOH 3THKE

18. 3acenmaHue coBeTa mo 3THKe npoBoAsATCA mnpejcesaTeseM KomuTeTa no
OHOMEeAULIMHCKOM 3THKE UJIH 10 ero NIOPpYy4Y€eHHI0 3aMecTHTeeM npeaceatens Komurera
Mo OHOMEAMLMHCKOH I9THKE He pexe OAHOro pasa B Mecdl, 3a HCKJHYEHUEeM
KaHHUKYJIIDHOTO TNepuoAa, ¥ O0QOpMIIAIOTCA MPOTOKOJIOM, KOTOPbIH MOJANHCbIBAETCSA
npeAcefaTesieM KoMuTeTa 10 GHOMEJULMHCKON 3THKE HJIH ero 3aMeCTHTE/IeM.

Marepuanbl k ouyepeaHbIM 3aceiaHusM KomuTeTa mno OHOMEAULIMHCKON 3THKe
HanpasJg0TCA skcnepraM KoMuTeTa no 6MoMeAUIIMHCKON 3THKe COTPYAHHKOM OTAeJa
MEeAHKO-OHOJIOTHYECKUX HCCIEA0BAHUNA W TeXHOJIOTHH WHL CO, oTBercTBeHHBIM 3a



OpraHU3alMOHHO-TeXHHYecKoe obecneyeHre KomuTeTa Mo OHOMEJMLMHCKON 3THKe, He
I03/iHEE, YeM 3a TPH PaboYHX JHS A0 Ha3HAYEHHOro CpOKa 3acesiaHus.

19. 3acepanne Komurera no GHOMEeAULMHCKON 3THKEe CuMTaeTcs MPaBOMOYHbIM,
€CJIH Ha HEM NIPHCYTCTBYET He MeHee M0JIOBHHbI €ro YJIeHOB,

JkcnepTbl KomMuTeTa 1o 6HMOMEAULHHCKOH 3THKe y4acTBYIOT B ero paboTe JIMYHO,
A€JIETMpOBaHHE MOJIHOMOYHMH He [I0NyCKaeTCs.

20. 3kcneptbl Komurtera no 6HOMeaMLMHCKOH  3THKe, y4yacTBywliMe B
[VIAHKpDYEMOM  HAy4YHOM  HCCJe[0BaHHUU MeJIMKO-6H0JIOrHYeCcKoro npodusna  uau
KJIMHUYECKOM  UCC/I€J0BAaHHH  JIeKapCTBEHHOro npenapara AT MEeAULHUHCKOro
[IPUMEHEHU A, He IPUBJIEKAIOTCA K 3THYECKOH 3KCnepTH3e.

21. Pewenue KomuTera no 6HOMENULMHCKON 3THKe [IPHHUMAETCHA OTKPbIThIM
FOJIOCOBAHHEM MPOCTbIM GOJILLIMHCTBOM T'OJIOCOB MPUCYTCTBYIOUIMX HA 3acefaHUM
skcnepToB KomuTeTa no 6MOMeHLHHCKON 3THKe.

dkcnepTbl KoMuTera no 6HOMeMLMHCKOH 3THKe, y4acTByol{He B MJIaHHPyeMOM
HAay9HOM  HCCNeJlOBaHUM  MEeAMKO-6HONOrHYECKOro NpoouNA WM  KJIMHHYECKOM
MCCICA0BAHMHK  1IeKAPCTBEHHOTrO Mpenapara Al MEJMUHMHCKOTO [MpUMEHeHHs, K
FOJIOCOBAHHIO M0 pe3yJsibTaTaM 3THYECKOH 9KCNEePTHU3bI He JOMYCKaITCH.

B cayyae pasencrBa rosocos [IPHHATBIM CYUTAETCA pelleHHe, 3a KOTopoe
NpoToJI0COBa MpeceaTeIbCTBYOL Mt Ha 3ace/laHHH.

22. Pemienus KomureTa 1o OMOMEMIIMHCKOMN 3THKe opopmsOTCH 3aKJIIOYEHUAMHU
3THYECKOH 3KCIepTH3bI, KOTOpbIe NOANMHCBIBAOTCA NpejceAaTeneM Komurera no
OMOMEULIMHCKON 3THKe (Mnu 3amecTHTeseM npeacejartens B ero OTCYTCTBHE) MU
SKCNEpPTaMH, NPUHUMABLIUMH y4acTHe B MPOBEACHUH 3THYECKOH 3KcmepTusbl. Komuu
3aKJIIOYEHHUH 3THYecKol 9KCMepTH3bl pacChINAKOTCA BCEM skcneptam KomuTera no
OHOMEAULMHCKO] 9THKE, a TaKXe BblJAI0TCS 3aBUTEII0.

23. dkcnept KomuTtera no bHoMeaMLHHCKOH 3THKe, He COTJIaCHbIH C MPUHATBIM
PelleHHEeM, HMeeT NpaBo B MUCbMEeHHOM dopme H310%HUTb cBOe 0coBoe MHEHHE, KOTopoe
IPHJIAraeTcs K COOTBETCTBYIOLEMY 3aKII0YEHU O KomuTera no 6uomeguuunckoii 3TUKe
1 ABJIIETCA €ro HEOT'bEMJIEMOIi YaCTbIO.

24. Uudopmanus o cocraBe Komurera no OHOMEAMLMHCKON 3THKe W IJIaHax ero
paboThl pa3MeljaeTcs B dopme coobuenus B COOTBETCTBYIOIEM pa3ziesie Ha caliTe HHII
CO PAH B cetn HHuTepuer u TMOAACPXKUBACTCS B AKTYaNbHOM COCTOSIHUM,

Wudopmanus o TeKyllel neaTesbHocTH KoMuTera M0 OHOMEeJMLMHCKON 3THKe
basmellaercs B opMme coobiienus B COOTBETCTBYIOLIEM pa3esie Ha caiiTe MHL CO PAH B

ceTH UHTepHeT B TeyeHue TPeX pabouux AHel co gHg poBesieHns 3acefanus KoMmuTera
Mo 6HOMEAULIMHCKON 3THKe.



