dbenepansHoe rocynapcTBeHHOE G10KeTHOE 0Gpa3oBaTeIbHOE YUPEXICHNE
BbICILIEr0 00pa3oBaHus
«Kypckwuii rocy1apcTBeHHbIH MEIMUMHCKUA YHUBEPCUTET)
MuHucTepCTBa 31paBooXpaHeHus Poccuiickoi Penepauuu
(®I'BOY BO KI'MV Mun3apasa Poccun)

ITosiokeHue

4.2.3. YripaBJieHUE JOKYMEHTaLHEH

CMK-H-4.2.3—5:0-16 [Tono)KeHHe O peruoHaIbHOM 3THUECKOM KOMUTETE
npu ®T'BOY BO KI'MY Mun3sapasa Poccuu
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[TPUHATO
PelieHueM y4eHOro coBeTa
®I'BOY BO KI'MY Munzapasa Poccun
npoTokoi Ne Z_OT 0. L0 2074T.

MNOJIO’KEHHE

0 perHoHaJIbHOM 3THYECKOM KOMHTETE (PRK)
npu ®I'6OY BO KI'MY Munsapasa Poccun

CMK-I1-4.2.3.-5.0-16
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Kypcek - 2016




(enepanbHOe rocy1apcTBeHHOe GloKeTHOE 00pa3soBaTe/IbHOE YUPEKACHNE
BbICLIEr0 00pa3oBaHuMs cTp. 2 3 8
«Kypckuii rocy 1apCTBEHHbIH MEAMUMHCKHI YHUBEPCUTET
MuHnucTepCTBa 3/1paBooxpaHeHus Poceniickoi dexepaunn
(®I'60Y BO KI'MY Munsapasa Poccun)
ITos105keHHE
4.2.3. YrpasieHue 10KyMeHTaluuen

CMK-I1-4.2.3-5.0-16 [TosnoxkeHne

0 pernoHaILHOM THYecKoM Komutete mpu @IBOY BO KI'MV Mun3npasa Poccun

1. O0mue moa0KeHHs!

OnHOM M3 OCHOBHBIX 3a/a4, BO3JOKEHHBIX Ha KOMHTETBI IO 9THKE Pa3HOTO YPOBHS, SBJACTCA
jamMTa 1paB, IOCTOMHCTBA, HHTEPECOB M 3J0POBBS yYaCTHUKOB KIMHMYECKMX HCCIECNOBAHUM
JIEKAPCTBEHHBIX CPEJICTB.

1.1. Komurer mo stuke npu DenepanbHOM oOpraHe KOHTPOJsS KadecTBa, 3(PGEKTHBHOCTH,
6e30MacHOCTH  JIEKAPCTBEHHBIX CPEACTB  OCYIICCTBIIACT OTHYECKYIO OKCIEpPTH3y JAOKyMEHTOB
IJJAHKPYEMOTO  KJIMHHYECKOrO HCCIIC/I0BAHNS JICKAPCTBEHHBIX CPE/ICTB (paza I-IV), mpoBoOmUT
BBIOOpPOUHBI  KOHTPONb 3a COOMIOJEHHEM OTHUKO-NPABOBEIX HOPM B XOJ€  KIMHUYECKOTO
HcereI0BaHus, 00ecreunBaeT TapMOHU3ALMUIO, KOOPAMHALMIO W PETyJIUpOBaHHE JCATCIBHOCTH
KOMHTETOB 10 3THKE pa3IM4YHOIO YPOBHS.

1.2. Pervomanpueni osrtaueckuit xomuTeT (mamee PDOK) cosmaercs M QYHKIHOHUPYET IPH
®I'BOY BO KI'MY Munsapasa Poccun ¥ mnpusBaH o0ecrneuuTh COOJOJCHUE 3THYECKUX HOPM H
MHTEPECOB YYaCTHUKOB MCCIEIOBAHUH JIEKAPCTBEHHBIX CPEICTB, IIPOBOJMMBIX Ha 0a3ze MEAMIIMHCKUX
OpraHM3alfii, Hay9IHO-HCCIICI0BATEIbCKUX M 00pa30BaTeIbHBIX MEAHIIMHCKHIX yuapeskaennit Kypckoi,
Oprnoscko#, Benropoznckoit obmacteii. POK BkiIouaeT IBe CEKUMH: KIHHAYECKUX U JOKIMHMICCKUX
HCCIIeI0BAHHH.

1.3. B croeit pesrensHoctH POK pykoBoACTBYeTCS OCHOBHBIMH IPHHIUIAMU IPOBEACHHA
KIMHAYECKHX B TOKITMHHYECKUX HCCIIeI0BAHMI M NeHCTBYIOMMMA MEXKIYHAPOTHBIMH H POCCHHCKAMU
HOPMaTHBHBIMM aKTaMH:

o XebcHHCKAs JeKIapains BceMHpHOI MeIMUMHCKOM accoumanuy Bpadedl «PekoMeHIauuu
JUIst Bpayeil, MpoBOIsAIIMX OMOMEIHIHHCKHE HCCICIOBAHNSA HA YEJIOBEKE» OT 1964r.;

¢ [CH GCP;

e EBporneiickas KOHBCHLHS O 3alllATe T[O3BOHOYHBIX JKHBOTHBIX, HCIOJIB3YEMbIX JUIA
YKCIIEPUMEHTOB WM B WHBIX Hay4HbIX Hensx (European Convention for the Protection of Vertebrate
Animals used for Experimental and Other Scientific Purposes, 18.03.1986).

e [Ipauia [MpOBEJECHUs MCCIEAOBAHMA OMOIKBUBAJICHTHOCTH JICKAPCTBEHHBIX  CPCACTB
eBPA3MHCKOro JKOHOMUYECKOro coro3a. Bepeus 2.0 ot 20.02.2015

o ®enepanbupiii 3akoH oT 9.11.2011 N323-®3 «O06 ocHOBaxX OXpaHbl 3/0POBBS IPAKIAH B
Poccuiickoit denepannn»;

o denepanpublii 3akon ot 12.04.2010 N 61-03 «O6 obpalieHnH JIeKapCTBEHHBIX CPEACTBY;

e IIpuxa3 Munsapasa Poccun ot 01.04.2016 N200u «OG yTBepKIEHHH IpaBHII HaJUIe)Kaen
KJIMHUYECKOMW MPAKTUKHY |

o [Tpuka3 Munszapasa Poccun ot 01.04.2016 Nel99n «OO6 yrBepiaeHuH MpaBil HaJUIeKaleH
1ab0paTOPHOH MPAKTHKWY.

e [puxa3 Munsnpasconpassutus Poccun Ne750m ot 26 aBrycra 2010 r. «O0 yTBEpXKIEHUHU
TPABKJI IPOBEICHMUs SKCIIEPTU3BI JIEKAPCTBEHHBIX CPEICTB Ul MEIUIUHCKOrO IIPUMEHCHUS 1 Gopmbl
3aKJII0YEHHS] KOMHCCHH 9KCIIEPTOBY.

e Hauumonanbhpii crangapr PO 'OCT P52379-2005 «Hamrexamas KIHHHYECKas MPaKTHKay,
yTBEpIKICHHBIH rpuKasom (DeepalbHOr0 areHICTBa MO0 TEXHUYCCKOMY  PETyJIMPOBAHHIO 1
metposoruu ot 27.09.2005 Ne23;

e [TpoBe/ieHHE KAYeCTBEHHbIX HCCIENOBaHUH OMOIKBHBAICHTHOCTH JIEKAPCTBEHHBIX CPEICTB.
Meromuueckue ykazanus M3 u CP PO ot 10.08.2004

o HopmaTHBHBIMH 1OKYMEHTaMU BBILIECTOSIIHX OpraHM3aLUH.

1.4. POK umeeT CBOK Me4aTh, KOTOpas UCMOJB3YETCs Ul 3aBEPEHUA BXOMAMIMX ¥ HCXOMAIIMX
JIOKYMEHTOB, COTJIACHO (yHKIMOHAIbHbIM 00A3aHHOCTAM PIK.




denepabHOE rocyIapcTBEHHOE G10KETHOE 00pa30oBaTEIbHOE YIPEXACHHE

«Kypckuii rocy1apcTBEHHBIH MEIULIMHCKHUI YHUBEPCUTET
MiuHuKCTEpCTBa 31paBooXpaHeHus Poccuiickoi @enepauvu
(®Ir'6OY BO KI'MVY Mun3apasa Poccun)
[Tos102keHHE
4.2.3. VipasieHue JOKyMeHTauuen

CMK-II-4.2.3-4.0-16 [TonoxeHue 0 PerHOHAILHOM 3TUUECKOM KOMUTETE

npu ®T'BOY BO KI'MV Munsapasa Poccun

BHICIIEr0 00Pa30BaHUSA cTp. 3 u3 8

2. Ctatyc H QyHKUHOHAJIbHbIE 00SI3AHHOCTH

POK KI'MVY ocymecTBiasieT CBOKO JIeSTEIbHOCTh Kak  MHOIOJMCIHILUIHHAPHOE,
He3aBHCMMOE OT 3aKa3uMka M MCCeIoBaTeNisi opraH M (QYHKIMOHHPYET B TECHOM
p3aumoneiicteun ¢ KommureTrom mo stuke mnpu DenepalbHOM OpraHe KOHTPOJSA KadeCTBa,
3¢ GEeKTHBHOCTH, 6€30I1aCHOCTH JICKAPCTBEHHBIX CPE/ICTB.

2.1. Tlpu nIaHUPOBaHHHM HAyYHO-HCCIENOBATENBCKUX KIMHHYECKUX H JOKIMHUYECKHX
paboT ¢  WCIONB30BaHHEM 3aperucTpupoBaHHbIX JIC, 3THYECKYIO OLEHKY pa3zpaboTaHHBIX
maTepuanoB ocymectsisieT POK ¢ MpaBoM BHIHECEHHMs pelIeHHs 00 on00peHun/He0q00peHIH
Hay4HbIX paboT. B JanpHelimeM OH OCYWIECTBISET STHYECKOE COMPOBOXICHHE HA BCEM
NPOTSKEHUHU MIPOBEICHNS HAyYHOIO HCCIIETOBAHHS.

2.2. Ha orame mnpoBenenus kimHudeckux wuccnegopanuit JIC POK ocymecTsideT
IOCTOSIHHOE JIHHAMHYECKOe HaONIOfeHHe 3a XoaoM KiuHudeckoro wuccienosanus JIC,
poBOMMOro Ha Gase nedeGHOro yupexieHus, obecrieunsas COOMOICHHE UHTEPECOB H MPaB
YYaCTHHKOB HCCJIEIOBAHHS U MEJUIIMHCKOTO IIEPCOHANIA.

2.3. OcHOBHBIE (QyHKIMOHAIbHBIE 00s3aHHOCTH POK Ha 3Tane NpoBeACHUSA KIMHHIECKOTO
uccrnenoBanus JIC.

POK nomxen:

2.3.1. KOHTPOJHPOBaTh COOJIIONIEHHE JTHYECKHX IPUHIMIOB NPH HAbOpe NalUeHTOB,
CIOCOBCTBOBATH MCKIIOYEHHIO JJIEMEHTOB INpPHHYKICHHA, O0ECIEeYMBaTh CIPABEIIHBOE
pacnpeneneHHe BBIIOJ U JOITIOJIHUTEJIBHBIX HAIPy30K, MOJIy4a€MbIX OT HUCCJICOOBaHUA,

2.3.2. oxa3pIBaTh KOHCYJHTAaTHBHYIO IIOMOIIbL BCEM YYaCTHMKAM KIMHHYECKOTO
UCCIIeIOBAaHUS;

233. clemdTh 3a CBOSBPEMEHHBIM IIOJy4CHHEM HH(QOPMHPOBAHHOTO —COTJIACHSA
YYaCTHMKOB MCCIIEIOBAHMS JI0 UX BKJIFOYCHUS B HCIIBITAHUE,

2.3.4. ocymecTBIATH KOHTPOJIb 33 CBOEBPEMEHHBIM BBISBICHUEM U perucrpanyen
T0GOYHBIX PEaKIHii, 38 ONepPaTHBHBIM O()OPMIIEHHEM OTYETHBIX JOKYMEHTOB M CBOCBPEMEHHBIM
MHGOPMHPOBAHMEM O HEKENaTeNbHBIX dddexrax opUIHATBHBIX uHCTaHIUH (CIOHCOpa,
3aKa3ynKa, pa3peluTeabHbBX opranos, Komurera o stuke npu deiepaibHOM OpraHe KOHTpOJIA
KauecTBa, 3 (PEeKTHBHOCTH, GE30IIaCHOCTH JIEKAPCTBEHHBIX CPEZICTB);

2.3.5. IpUHMMATh Y4YacTHE€ B ONpENENCHHH YCJOBHH JOCPOYHOrO MpeKpallCHHs
KJIMHUYECKOTO MCC/Ie0BaHUs [IPH TONyYeHHH B XOJe NPOBEPOK MHPOPMAINH O HApYIIEHHH
TIpoToKONA WCCIENOBAHUSA WIH BOBHHKHOBEHHH CEPHE3HBIX MOOOYHBIX peakiuii, crocoOHbIX
HaHECTH yIepd 310pOBLIO/XKH3HH yYACTHUKOB UCCIIEIOBAHMS,

2.3.6. KOHTPOIHMpOBAaTh HAIM4YME K MPABHIBHOCTE OQOpMIICHHS HeoOXoaMOoN
JIOKYMEHTALIMH;

2.3.7. B ciy4ae TMOATBEPXKAEHHS B XOJ€ MOHHUTOPHMHIA KIWHHYECKOTO HCCICIOBAHMA
HEOJHOKPATHEIX WM TPyOBIX HapyIIEHHH 3THYECKHX HOPM BBIXOIHUTE C XO0JIaTaiCTBOM IEPEN
PYKOBOJICTBOM O BHIHECCHHH AMCLMILIMHAPHOrO B3BICKAHUS WM OTCTPAHCHUSA OT HCCIIEN0OBAHMA
COTpYAHMKa, JOIyCTHBIIErOo HapylIeHHE, WM HaMpaBlATe CBOE 3aKIIIOUCHHUE B Komuter mo
sruke mnpu @enepadbHOM OpraHe KOHTPOJIA Ka4yecTBa, 50 (GeKTHBHOCTH, 0€30IacHOCTH
JIeKAapCTBEHHBIX CPEICTB M Pa3pEIIATENbHBIC OpraHbl C MPC/UIOKCHHEM [PUOCTAHOBHUTH
neficteue  JIMIEH3MM [AHHONO —HCCIENOBATENbCKOTO LEHTpa HAa TPaBO  MPOBENCHUA
KJIMHUYECKOI'O UCCIICIOBAHUS.

2.4. Ha srane 3asepiuenus KuHuyeckoro uccinenopanus POK obecrneunBaer:

2.4.1. coOmoJeHHE CTPaxXOBLIX OOS3aTEJILCTB IIpU HAHECCHUU yuepba 3I0pOBLIO
y4acTHHKA MCCIICOBAHM OT HCIIBITHIBAGMOTO TIpenapara;

2.4.2. rapaHTHH COOJIONEHMS KOH(MICHIMAIPHOCTH MO OTHOLICHHIO K YYaCTHHKY

- — -



(enepanbHOe rocy1apcTBeHHOE G10KeTHOE 00pa3oBaTe/IbHOE YIPEXKIACHHE

«KypcKuii rocy1apCTBEHHBIM MEAMUMHCKUA YHUBEPCUTET»
MuHuUCTepCTBa 31paBooxpaHeHus Poccuiickoi Oenepauun
(®I'bOY BO KI'MV Munzpasa Poccun)
IToJioiKeHnE
4.2.3. VrpaBneHnue JOKyMEHTalMe

CMK-I1-4.2.3-4.0-16 T[Ton0XeHHe 0 PErHOHATLHOM ITHYECKOM KOMHTETE

npu ®I'E0Y BO KI'MV Munsapasa Poccun

FCCleJOBaHUs U pa3paboTUuKy NPH MCIO0JIb30BAHUH PE3yIbTaTOB UCCIICAOBAHMA.

2.5. Tlpy MOHHTOpHHIE IIPOBEICHUSA HAyUHBIX UCCJIEIOBAaHUM C MCIIOJIb30BAHHEM
1a6OpaTOPHBIX JXMBOTHBIX, B T.4. JOKIMHHYECKMX MCIBITAHHH JICKAPCTBEHHBIX CPCICTB POK
JOJIXKCH

2.5.1 crnegute 3a cobmioeHHeM Mep Mo obecredeHHIO Ge30IacCHOCTH YYacTBYIOIIMX B
JOKJIMHHYECKOM HCCIIeJOBAHUH KHUBOTHBIX;

2.5.2 KOHTPOJHPOBATD BBINOJIHCHHE HCCIIEIOBAHUS 110 YTBEPXKACHHOMY TIIaHYy C BEACHHEM
IIPOTOKOJI& M COCTABICHMEM OTYETa O Pe3yabTarax AOKIHHHYECKOTO HCCIIE0BaHU;

2.5.3 OCYILECTBIISITH KOHTPOJIb TOTO, YTO JNOKJIMHHAYECKOE MCCJIENOBAHUE JICKAPCTBEHHOI'O
cpeacTtea A MEIUIMHCKOTO IIPUMEHEHHUSA C HUCIIOJIL30BAHHUEM J>KHUBOTHBIX IIPOBOOUTCSA B
COOTBETCTBHH C OJATUYECKHUMHU H IIPaAaBOBBIMA HOPMaMH UCIIOJIF30BaHUS JXHMBOTHBIX IIpH
MIPOBEICHUH NOKIMHHYCCKUX HCCHCHOB&HHﬁ;

2.5.4 ciemuTh 3a ObecIeueHHeM IPUEMIEMOCTH Pe3y/IbTaTOB HAY4YHBIX MCC/IEJ0BaHHUH Ha
sTame SKCIEPUMEHTATBHOTO H3y4eHHs HOBBIX JIEKapCTBEHHBIX IIPENapaToB, 4T0 B JIAHHOM
clyyae O3HA4aeT, C OJHOM CTOPOHbI, J0Ka3aTeIbHOCTb M HAASKHOCTE AAHHBIX, C apyrou -
COOJTIOIeHIE TIPHHIMIIOB TYMaHHOTO 00palleHus ¢ JabopaTOPHBIMHU KUBOTHBIMA.

3. ITotHOMOYHSI I THYECKOI0 KOMUTETA

3.1. OCcymecTBIATh [UIAHOBBI KOHTPOJb 3a COOJIIOACHHEM 3THYECKUX M MPABOBBIX HOPM
[IpH [POBEJIEHUH KIMHUYECKHX H IOKIMHHYECKUX HCCIICIOBAHHUH.

3.2. TIpoBOOHMTb OKCIIPECC-OLEHKY XOJa HCCIeNOBaHMH B Cilydae HENpeJBHICHHBIX
06CTOSTEIBCTB, pa3sBUTHsS HEGIArONPHATHBIX MOCIEICTBAH U coo0mare O pe3ylbTarax
IIPOBEPKH B OQHUIMAILHBIC HHCTAHLIMH.

3.3. B HCKIIOYMTENBHBIX ClIy4asX MPHHAMATh PEIICHHE O BPEMEHHOM MpPCKpalllCHHM
HCCACNOBAHMS WMJIM BBIXOJWTH C XOJAaTalCTBOM O IMPEKpAICHWH HCCICNOBaHUA B
paspemuTeIbHBIE Opranel ¥ KOMHTET 1O 9THKE IpH dejepalbHOM OpraHe KOHTPOJIS KaueCTBa,
3¢ eKTHBHOCTH, GE30NMaCHOCTH JIEKAPCTBEHHBIX CPEJICTB, KOrla JaypHEHIIee MPOJO/KEHHE
HCCIeNOBaHUsl MOMKET NpPHBECTH K HaHeCeHMIO ymepba 3/I0pOBBIO/’)KA3HH  yJaCTHHUKaM
HCCIIEIOBAHUS.

3.4. BBIHOCHTb PEKOMEHIAIWH C OJOOpEHMEM WM OTKa30M B MNPOBEACHHHM HAydHO-
JICCIIEIOBATEIBCKIX Pa0bOT C MCIOJIB30BAHUEM 3aPErMCTPUPOBAHHBIX JICKAPCTBEHHBIX CPE/ICTB,
IPOBOIUMBIX Ha 0ase J1eueOHOro yIpeKICHHS.

4. ®opMupOBaHHE YTHYECKOT0 KOMHTETA

4.1. PDK co3nmaercs mpH Jie4eOHBIX, Hay4YHO-HUCCIECNOBATECIBCKUX H y4eOHBIX
MEOUIHUHCKHUX yqpexcnem/mx.

4.2. Tlpu yupexnernu POK opranusanus-ydpeluTenb PyKOBOACTBYETCA JIEHCTBYIOIIMMHA
3aKOHOJATENbHBIME ¥ HODMAaTMBHBIMEH akTami Poccuiickoii @ezepanuu u CJIOXKHUBILIEHCS
CHCTEMO}i 0OIIECTBEHHBIX LIEHHOCTCH.

43. Cocras PDK  ¢opmupyercs Ha  MHOTOJMCLHMILUIMHADHOH — OCHOBE  C
NPEJICTABUTENLCTBOM PA3/IMYHBIX CJIOEB OOIIECTBA JUIS CHIKCHHMS aJIMUHUCTPATHBHON H
HKOHOMHUECKOH 3aBHCHMOCTH OT PYKOBOJACTBA YYpeKIeHHs. [IpH 3TOM YYMTHIBAIOTCHA TaKHEe
dbakTophl, Kak npod)ecCHOHaNbHas MOArOTOBKA KaHIMAATOB B JICHBI Komurera (yueHsle,
MEINLIUHCKHE paOOTHHKN).

4.4, PDK wuMeeT NpaBo MpHBJEKATE HE3ABUCUMBIX SKCMEPTOB UL MPOBEACHHA
KOHCYJIbTALIU# 110 KOHKPETHBIM BOIIPOCAM.

BbICLLIEr0 00pa30BaHMA cTp. 4 u3 8




(henepabHOE roCyIapCTBEHHOE GIOKETHOE oGpa3oBaTeNbHOE YUPEKICHHE

«KypcKuil rocy1apCTBEHHbIN MEIMLMHCKUY YHHUBEPCUTET
MUHKICTEPCTBA 31paBOOXpaHeH s PoccHiicKoH Depepauuu
(®I'60Y BO KI'MVY Munsapasa Poccun)
IMonoxenune
4.2.3. YripasieHne 10KyMEHTaLHeH

CMK-I1-4.2.3-4.0-16 [ToJI0’KEHHE O PErHOHATIBHOM 3THYECKOM KOMUTETE

npu ®T'EOV BO KI'MV Munsapasa Poccuu

4.5. TIpoJomKUTeNbHOCTS WieHcTBa B POK 3 roma. DTOT CPOK MOXET ObITh MPOMJIEH HA
CIeyIOMKI TPEXIETHHH TIEpUO/L B CITyYae, €CiH WICH PAK mpojio/pKkaeT COOTBETCTBOBATE BCEM
Heo6XOIUMBIM KBATH(PUKAIIMOHHBIM TPEOOBAHUSIM.

4.6. B cayuae, ecnn wien POK B crity oOBLEeKTHBHEIX WM IPYruX IPUYMH HE MOKET
aKTHBHO ydacTBoBaTh B paGore POK, oH wmoxeT OBITh BBIBELCH H3 COCTaBa POK mo
COGCTBEHHOMY XKEJIAHHMIO COTTTACHO MOIAHHOMY 3asBJICHHIO.

4.7. B cayyae, eciad [JEATEIbHOCTb kakoro-mmbo uneHa KommTeTa He CIHOCOOCTBYET
5 deKTHBHOMY BBHIIONHEHUIO (YHKIHH, OH MOXET 6eITh HMCKIIOYeH M3 coctaBa POK B
cooTBeTCTBUH ¢ pemenneM KomuteTa, 0pOpMICHHBIM B yCTAHOBICHHOM IOPAKE.

4.8. Tpencenatenem POK Moxer OBITh COTPYAHHK YYPEKIACHHA, UMEIOIIUH BBICIICE
MeJMIMHCKOoe 00pa3oBaHue, pa3OMparoliuiics B OTHYCCKHX npobnemax, Bompocax IpaB
qenoBeKa ¥ 3aKOHOJATENbHBIX M HOPMATHBHBIX aKTaX, KaCalOIIMXCS y4acTHd HeJIOBCKa B
GuoMeMIMHCKUX HMccnenoBanuax. [lpencenareneM POK He MOXET OBITh PYKOBOJIHUTEIH
yupexIeHHs UK €ro 3aMeCTUTENIb.

4.9. Tlpencenarens POK sBagercs OQUUMATBHBIM MPEJICTABUTEICM Komurera B €ro
KOHTAKTax ¢ 3aKa3uMKaMu (CIIOHCOpAMH), 3asBUTEISMHE, HCCIEI0BATENSIMH, Pa3peLIATCIbHBIMA
urcTanmusvud. OH TapaHTHpyeT COOTBETCTBUE NEATEIIBHOCTH POK ero ycTaBHBIM HOpMaM,
CTAH@PTHBIM TIPOLEYPaM ¥ 3aKOHOJATebHbIM U HOPMATHBHBIM aKTaM, BEACT zacenanne POK
¥ OTBEYAET 3a IPABUJIbHOE BEICHUE H XPAaHEHHE JIOKYMCHTAIMH.

4.10. B crpyktypy POK BXOIHT OTBETCTBEHHBIH CEKPETAPh POK.

Bee wienst POK ¥ TeXHHUECKUH MEpPCOHAT JOJKHBI COOIIONATh KOH(MHUICHIHAILHOCTE B
BONPOCAX, CB3AHHBIX C MCCIIEIOBAHUSMH JIEKAPCTBEHHBIX CPE/ICTB.

5. Perj1aMeHT J1eSITeJIbHOCTH

5.1. lestensHocTh POK pernameHTHpYETCs CTaHIapTHBIMH npolieAypaMHu U HaCTOAIIUM
[TonoXxeHueM.

5.2. 3acenanusi PDK mpoBoasTcs B COOTBETCTBHU C YTBEPXKICHHBIM rpaQuKoM HIH
HasHavaloTcs npezcenareneM KoMuTeTa o Mepe HEOOXOUMOCTH.

5.3. 3acejaHMe CUUTAETCs JIEHCTBUTENBHBIM IIPU HAIMYHKM KBOPYMa, OIpEAEIIAEMOro Kak
we meree 50% OT crico4HOro cocrasa. OHaKo, ¢ UENbIO MPEA0TBPAIICHIA aJIMHUHHCTPATHBHOM
i sKoHoMHUecKoll 3asucumocTd PDK OT PYKOBOJACTBA HCCJIENOBATENBCKOTO MCHTPA WIH
Me/IMIIMHCKOTO YUPEXJIEeHHs, Ha 3acellaHdy BCErJa JIOJUKCH INPHCYTCTBOBATH DKCIIEpT, HE
paboTaronuii B JaHHOM y4IPEKICHHH. OTCYTCTBHE €r0 Ha 3aCelaHuH PaBHO3HATHO OTCYTCTBHIO
KBOpyMa M, TAaKHM 00pa3oM, JeJIacT 3acelanne HETIPaBOMOYHBIM.

54. Ha 3acemanue MOIYT MpUIJamIaThCs MNPEACTaBUTEIIA OpraHU3aluK-3asBUTEIIA,
CIIOHCOpa M HCCIIeNOoBaTeNd JUIs MOJy4CHHS HEOOXOMUMOM JUIs TIPHHATHS  PEIICHUA
HH(OPMALH.

5.5. KOMHTET IO JTHKE MOXeET NpHUIIamaTh B KaXIOM KOHKPETHOM ClyHac Hay4HBIX
KOHCYJIGTAHTOB, CIENHATUCTOB M0 KOHKPETHBIM 3a00/IeBaHUAM, OKCIIEPTOB IO 3THKE H
FOPUCTIPY/ICHIIWH, TIPENICTaBUTENEH 00I1IeCTBEHHOCTH H JIP.

5.6. TlpuBiexkaecMble HE3aBHCHUMBIE KOHCYJIBTAHTDI MOTyT TpUHHMMATh Yy4YaCTHC B
sacenanmsax KoMHTeTa B INYHOM KadeCTBE HIIH MyTeM OTJIAMICHHS X 3akmodcHusA. OIHAKO OHH
He MMEIOT TIPaBa MPUHAMATH yJacTHe B FOJIOCOBAHHH.

5.7. Unen POK He mpUHUMACT y4acTHE B 3acc/aHun KomureTa, ecid OH MMeeT Kakoe-
71160 OTHOLICHHE K KIHHHYECKOMY HCCIIEOBAHUIO. UckmroueHre COCTaBIISIOT TE ClIy4au, KOrjia
no tpeGosanmio POK Takoii unen Komurera MOKET Npe0CTaBUTh HHTEPECYIONIYIO Komurer
nHpOpMAIMIO 00 UCCIEI0BAHIH (B 9TOM Cily4ae OH HE MPUHUMACT y4acTHs B TOJIOCOBAHUM).

BhICIIEro 00pa3oBaHUsA crp. Suz 8
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5.8. Ha 3acemanuax POK paccmarpuBaroTcs CleayOmue MaTepyabl:
MPOEKTHl  IUIAHUPYEMBIX  HAyYHO-HCCIENOBAaTEIbCKMX  paloT ¢ HCIOJIb30BaHHEM
3apCFHCTpHpOBaHHbIX JICKApCTBCHHBIX npenapaTOB U JOKYMCEHTOB K HHM, HpClICTaBJICHHBIX
Ha 3TUYECKYIO IKCIICPTHU3Y ISl IIOJTyICHHU 01006peHus MaTepHAIIOB;
3aK/TIOYEHHs 0 pe3yJbTaraM IPOBEPKH COOJIOJEHHs STHKO-NIPAaBOBBIX HOPM B Iponecce
IpOBEIEHUs KJIMHUYECKOTO HCCIIEIOBaHHs JIEKapCTBEHHOI0 CpelICTBa TMYTEM aHalh3a
TepBHYHON JOKYMEHTAMH Ha MECTe, 3aC/yIIMBaHus J0K/Ia/a IJIABHOTO HCCIICNOBATEL MK
paccMOTpeHHMsl OT4eTa [0 MaTepHalaM HCClIeloBaHHMs (IPOBEPKH B XOJ€ KIMHHYECKOTO
HCCIIeIOBAHUS JIEKAPCTBEHHOTO CPEACTBA OCYILECTBIIIOTCS Yepe3 HMHTEpBalbl BPEMEHH,
IPONOPIHOHATBHBIE YPOBHIO PHCKa ISl yYaCTHUKOB MCCIIC0OBAHHA, HO HE PEXE OLHOrO pasa
3a HCCJICIOBAHUE);
xonaraiictBa/mpeioxkenus POK, Hampapisemble B OQUUHaTbHbIC OPraHbl U KomuTter 1o
stuke npu DeepaibHOM OpraHe KOHTPOJS KauecTsa, 3(QQEeKTHBHOCTH, 0e30macHOCTH
JIeKapCTBEHHBIX CPEJICTB;
JpyTHE MaTephalibl, CBA3AHHBIE C OTHYCCKHMMH ACNCKTAMM I[POBCACHUS KIMHMYECKHX H
HAyYHBIX UCCIIEI0BAHMI.

5.9. Tlopsn0K MPOBEIEHHS STHUECKON IKCIIEPTU3bl MaTEPUAIOB MJIAHUPYEMBIX HAyIHbIX

HCCJIeI0BAHMIT ¢ HCIOJIb30BaHNeM 3aperncTpupoBanHbix JIC.

HA pacCMOTPCHHE MPEACTABJAIOTCH: 1) 3asBICHUE HCIOIHUTEIS; 2) mpOeKT IpOorpaMMbl
Hay4HO-HCCIIEI0BATEIbCKOH paboThl MM MPOTOKOJ (aHHOTALMS OUCCEPTALMH, COAepXkalas
Ju3aiiH WMccienoBaHMs); 3) MHpOpMaumus juis namuedTa; 4) dopma MHPOPMHPOBAHHOTO
cornacusi; 5) HMHAMBHMIyalbHas PETHCTPAlMOHHAS KapTa MAalMEHTa; 6) HHCTPYKIUA IO
npenapary Wix METOAY BMCIIATe/IbCTBA.

[IPH TIPOBEJIEHAN JOKIMHHYECKHX HCC/IeI0BAHMIT HA PACCMOTPEHHE MPEACTABJIAITCH:

1) 3asBneHme; 2) MPOTOKON HCCIeN0BaHus (WA aHHOTAlMs), COJEpXKallUi Iu3aiH

HCCJICAOBAHH, 3) 000CHOBaHUE peanojiaracMpIxX K KWCIIOJIb30BAHUIO METOAHK HCCJICIOBAHUsA C
Y4YETOM UX COOTBCTCTBHA HOPMAaTHBHBIM JOKYMCHTAaM.

MaTepUaibl JOKJIa[bIBAIOTCS Ha 3acelaHHuu POK CrHemuagucToM, KOTODPBIH OGOpMIIIET
SKCIEPTHOE 3aKMIOUeHHe, 4YeTKO O00OCHOBbIBas U (OpMYIMpys PpE3yJbTaTbl aHaln3a
PacCMOTPEHHBIX JTOKYMEHTOB;
06CyXKIeHHe MATEPHATIOB IPOXOIUT B OTKPBITOH (opme;
nocie oOcyxknenus wieHamu Komurera (QopMy/MpyeTcs OKOHYATE]IBHOE COIVIACOBAHHOE
pEIIeHHE;
IIOBTOPHOE PAaCCMOTPEHHE [OKYMEHTOB Ha 3accIaHuu POK ocymecTBisieTcs MMOCHe
yCTpaHEeHHs 3asBUTENEM OTMEUYCHHBIX WieHamMd KOMHTETa 3aMeYaHHH WM HPeIOCTaBICHHA
JIOTIOJIHATEIbHON HHGOPMALUMH WIH JOKYMEHTAIHH;
eciu pemenne POK mnpuHATO HE €IMHOTJIACHO, ocoboe MHEHHE MEHBIIMHCTBA WICHOB
KomuTeTa 3amucbiBaeTcs B IIpoTokoie 3acelaHust U JOBOIMTCS TPH HEOOXOIUMOCTH 10
CBEJICHHS HCCIIEeN0BATENS BMECTE C PEICHHEM, TIPHHATHIM OOJILIIHHCTBOM I'0JIOCOB.

5.10. Bes nestenbrocts POK pernamentupyercs npunmmmnamu GCP

5.11. Bce paszens! monoxenus o nesitenpHoctd POK mpencTasisior co0oii cTaHIapTHHIC

OIepaIoHHbIE MPOLELYPBL.

6. Benenne u xpanenue JOKyMeHTAlUHH
6.1. Bcst moKyMeHTAIMS XPAHUTCS! B IOMENIEHNH, HEJOCTYITHOM [UTs ITOCTOPOHHHX.
6.2. OdopMiIeHHLIH TPoTOKOI 3acenanus POK BKIIOYAET CICAYIOUIHE PasaC/IbL:
MOBECTKY JIHS,
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NPUHSATHIC PCIICHHUS,
pacrmpe/ieJIieHie ToJI0COB NPH IPUHATHH PEIIECHHS,
MHEHHUE OT/IEIbHBIX WIeHOB KoMuTETa, €ClTH peleHHe ObUIo IPHHATO HE €IMHOITIACHO,
noanuck npeacenarens POK.

6.3. [Mocie 3aBepIieHMs TEKYIIEro KaIeHIapPHOTO roia, MaTepHalibl, PEICTABICHHRIE B
POK st 9KCIIepTH3bl, MOTYT ObITh claHbl B apxuB KI'MY B COOTBETCTBHH C JCHCTBYIOLMM
IIOJIOKEHHEM O MOPSJIKE Tepeaadl J0KyMEHTOB Ha apXHBHOE XpaHCHHE.

7. IIpoueaypa 00:xa10BaHHs pelIeHUs (anensiums)
7.1. Ecnu opraHu3auus-3assBUTENb MM UCCTIEJI0BATENlb HE COIIACHBI C PEHICHHCM POK,
OHH MOTYT MOTPeOOBATE:
e IOBTOPHOTO DPACCMOTPEHHMs JOKYMEHTOB C MNpPHUIVIANICHHEM MX HA 3acelanne POK mna
apryMEHTHPOBAHHOTO O0BACHEHHUS CBOCH MO3ULIMH;
e [IPUBICYECHUS K PACCMOTPEHHIO BONpOCa Komurera no stuke mpu DeaepaibHOM OpraHe
KOHTpOJIs KauecTBa, 3QGeKTHBHOCTH, 6€3011aCHOCTH JIEKAPCTBCHHBIX CPE/ICTB.
7.2. JIokyMeHTbI, pexoctassievbie B POK ncnoHATE/ISIMH HCCJIeI0BAHMIL:
1. 3asBieHHE.
2. Mlpotokon wuccnenoBanus (WM AHHOTALHA JMCCepTalluy), COIepXKallui  Ju3aiH
HCCJIeJ0OBAHUA.
3. UudopMUPOBAHHOE COTIacHe nanuenTa (Gopma).
4. ndopmanws UId NallMEHTa.
5.MHCTpyKIMs 110 TIpenapary Wik METO1y BMEIIATeIbCTBA.
6.uauBuayanpHas KapTa HCIBITYEMOI0 (perucTpaluoHHas).
7.3. Undopmuposannoe coraacue (najnee - NC) — 0CHOBHBIE MONOKEHU.
e MCIIO/IB30BaTh MOYKHO TOJIBKO o0GpenHyio POK sepeuto UC.
e HMudopmanuio HaJ10 NPEeJCTaBUTh B THCbMEHHOM BHJIE.
e IlpenocTaBbTe IOCTATOYHOE BpeMs OONBHOMY WM POACTBCHHMKAM JULA TIPUHATHA
peleHus.
e UIC nowkHO OBITH TMOJTYYEHO B IIMCBMEHHOM BHJC, pPaHBIIC JMHOOBIX TPOLEAYD,
CBSI3aHHBIX C UCCJIEIOBAaHUEM.
e BonbHOl/mo0poBosell ¥ HCCIEJ0BATENb  JAODKHBI KaXIblii COOCTBEHHOH pyKOH
noamucath 1 natuposats MC.
o BoJbHOI J0JIKEH IOMyduTh Komuo noanucanxoro MC.
7.4. JoKyMeHTbI, IpEACTAB/IAEMbIC B POK ucnoJiHuTeIeM HCCJIeI0BaHUI, IPOBOAUMBIX HA
Ja0opaTOPHBIX KHUBOTHBIX:
3asiBIICHHE.
[IpoTokon wHccaenoBanus (MM  aHHOTaIMs JMCCEpTALlMH), COAEpXKAIMi JIH3aHH
UCCIIEIOBAHMA.
3. OO60cHOBaHME MPEIOIaraeMbIX K HCIO0Jb30BaHUIO METOAUK HCCJICOBAHUS C YUETOM UX

N —

COOTBETCTBHSI HOPMAaTUBHBIM JOKYMEHTaM.

8. 3aK/JI104HTEAbHBIE MOJIOKEHHS
8.1. Hacrosmee IlonoskeHHe BCTymaeT B CHIy C MOMEHTA YTBEPXKICHUS yICHBIM CoBeToM
KI'MV.
8.2. TTonoXkeHHe O PErHOHAIBHOM 3THYECKOM KOMHTETE OT 16.05.2016 r. (upotokosn Ne9)

[IpU3HaTh YTPAaTUBIIAM CHITY.
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