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ITpunoxenne Nel3 k nojoxeHuro 1'5 f 30.04.19
06 Dtraeckom komutere nnpu 'BY3 PB 23
2% s Komurera

CranjapTHas onepanHoHHAS NPOHEIYpPa
«TPEBOBAHHSI K 3ASIBJIEHUIO U COCTABY JOCBHE
HCCJIEAOBAHUSA U1 TIPOBEAEHHS YTHYECKOM SKCIEPTHU3bI»
(Bepecun 2 ot 30.04.19)

OTudecKas SKCHEPTH3a JIOKYMEHTOB IUIAHHPYEMOIO HCCIEAOBaHHS (KIMHWYECKOIO,
HEMHTEPBECHIIHOHHOIO, MHHMIMATHBHOIO M T.IL.), M3MEHEHMH H MONPaBOK JOKYMEHTOB YiKe
0100pEHHBIX HCCIIEI0BAHHHN OCYINECTRIAeTCA KOMHTETOM 110 3asBICHHIO.

I.  YcaoBrs nogauu 3asB/cHHS

3adBleHAE Ha HTHYECKYKO SKCHOEPTH3Y ILIAHHPYIOMIErocs HCCNIEIOBAHMS MOJAETCA B
ITHYCCKHHA KOMHTET HE [103/1HEE, YEM 3a JBE HEIE/H JI0 JaThl HA3HAYEHHOIO 3aCe1aHMs.

Anpec  npenocrasnenms: 185019, Pecnybmmka Kapemms, r.Ilerposasock,
ya.Iluporosa, a.3.

Ten. 8(814) 764492. E-mail: lek.rbi@yandex. ru.

Yacer npreMa: BropHuK, 4ersepr ¢ 10-00 go 12-00.

B kauecTBe 3adgBHMTENs MOrYT BBICTYNATh Bpay-MCCIIENOBATENb, KOMITAHHSA-CIIOHCOP
MCCIICIOBAaHKMA HIIM YTIOJIHOMOYeHHas HM opranusanus (CRO), MeamimMHCKas OpraHu3alms,
TNUIAHHPYIOIIAs TIPOBOIHTE KIIMHHYECKOE HCCIIeJOBAHNE Ha CBOeH Oase.

3adBATENb JI0DKEH BBICTYTIATH KaK JIMIO, KOTOPOE HECET OTBETCTBEHHOCTE 32 HAYUHEIH,
OpPraHH3alMOHHbIA ¥  JTHYECKMM  acneKThl  HCCIENOBAaHHs, BIpaBe  0OCYKIaTh
HCCIICAIOBATE/ILCKHHA MpOEKT ¢ KOMMTETOM M DNOJNHOMOYHO BBINOJHATE PEKOMEHIAIHA
Komurera.

s mccnenoBaTenbekux 1eHTpoB Ha Gaze I'BY3 PB 3assieHue nomaercst OT Jmia
[JIABHOT'O MCCIIE/IOBATEIs.

K 3asB/1eHHIO IPHKJIAIBIBACTCS JIOCHE HCCIIEOBAHHS, COCTABICHHOE B COOTBETCTBHE C©
HHKEYKa3aHHBIMH TpeOOBaHUAMH. JIOKYMEHTHI Hocke mojaioTcs B Komuter B GyMaxHOM
(opmare, B oHOM dK3eMIUIsApE, a 3aiBJICHAE HA POBE/ICHHE ITHYECKON SKCIEPTH3HI OT JTHIIA
3a4BHTENA - B OBYX 9K3eMIUIApax. 3asdBICHHE I0JIAeTCH HAa DPYCCKOM s3bIKe. JIOKYMEHTEI
HCCIIEIOBAHHA TOJAIOTCA B KOMHTET TAaKKe Ha PYCCKOM s3bIKe. [Is MeXIyHapoaHbIX
MHOTOIICHTPOBBIX ~ KIMHMYECKMX HCCJICJIOBAaHMH  JIOKYMEHTAlMAd INPEJOCTABIACTCS _Ha
aHIIMACKOM A3bIKe C O0s3aTe/bHBIM NIEPEeBOJIOM HAa PYCCKHH s3bIK. Bce JOKYMEHTEI,
npeJHasHAa4YCHHbIC UM MAlMEHTOB, IOJAIOTCA HA PYCCKOM S3BIKE C NPHIONKEHHEM (eciu
MIPEAYCMOTPEHO) aHTIOA3BIMHBIX BEPCHH.

[Toqnucannoe 3asgBMTeNeM M IaTHPOBaHHOE 3asBieHWe Ha uMa [Ipemcesarens
Komurera spnsercs obpamenuem B Kommrer ¢ mnpocsGoit 0g06puth mpoBeneHHE B
COOTBETCTBYIOIIECH MEIUIIMHCKOW OpraHM3allMid ONpeJeNieHHOr0 KIMHHYECKOTO, JAPYIroro
HAay4HOrO,  MCIMIHHCKOTO WM  HEHHTEPBEHIIMOHHOIO  MCCIENOBAHHS,  OJOOPHTH
AONOHUTEIbHBIE MaTepHasibl, HOBbIE BEPCHH JOKYMEHTOB HCCIIEIOBAHHS THOO IPHHATL K
CBELCHUIO MH()OPMAIHIO, Kacalomylocs NPOBOJAMMOrO HCCIEAOBaHHs (paHee OJI0OpeHHbIE
AOKYMEHTBI, coobmenns 0 6e30MacHOCTH, rOOBEIE, HTOTOBLIE WJIH NPOMEKYTOUHBIE OTYETEI O
X0JIe HCCIEIOBAHHA U T.I1.).

B 3ageneHun j0/mKkHO OBITH YKa3’aHO MNOJHOE Ha3BaHHE IPOTOKOJA HCCIIEIOBaHHS,
NPHBOJHTCA CITHCOK NPEJICTABIEHHBIX JOKYMEHTOB C HOMEpaMH BEpCHH H JaTaMH (ecliM OHH
€CTh). 3afABJICHME MOKET COAEPXKATh JONOJHMTENbHYI0 HHGOPMAIHIO, TOSCHEHHS W HHbIE
CBE/ICHHs, KOTOpHIE 3adBHTCIhL CYHTAET HEOOXOAMMEIM HOBEeCTH J0 cBejieHUs Komurera.
HarnpuMep, HHGOpPMAIlHA O CIOHCOpE, CTPaHaX M MEJMIMHCKHMX LEHTpax, rje MpOBOIHIOCH
WIH [UIAHAPYETCS TPOBEJICHHE MaHHOTO MCCIeOBaHHS, YHCJIEHHOCTH INPHBIEKAEMBIX K




HCCIE/IOBAHUAM [MAlUMEHTOB, IPONOKUATENHLHOCTH cOOpa JaHHBIX, KOHTAKTHOE JIMIIO
OpraHu3anuy-3asBHTeNA i obpamenus co croponsl Komurera u jip.

3asBneHne nogaercs B OyMaKHOM BHJIE, NOANMCAHHOE M JAaTHPOBAHHOE 3aABHTENIEM, B
JIBYX 3K3€MILIApax, OMMH H3 KOTOPEIX OCTaercs B JoKyMmeHTaumu Komwurere, a nmpyroi - c
OTMETKaMH O TMOJYYeHHH JOKYMEHTOB, IPHHATHH K PAacCMOTPEHHIO WM K CBEJIEHHIO -
BO3BpallaeTcs 3aaBuTemo. B cayuae, ecim Hecneopanue 0iHOBpEMEHHO OyAeT MPOXOIHTE B
HECKOJIBKMX HCCIIEJOBATEIbCKHX LHEHTPaX, BO3MOKHO MPEIOCTABIICHUE JOChE HCCIICOBAHUSA B
OHOM DSK3EMILUIIPE C OJHOBPEMEHHOM nojaved 3afBICHHH OT pasHBIX LEHTPOB (B JABYX
IK3EMILIApax OT KaXkIOro HEeHTpa).

Il Cocmae mamepuanos 00cse uccied08anun.

a. Jna  Kiunuveckux u Opy2ux UHMEPBCHUUOHHBIX U HEUHMEPEEHWHOHHIX
uccneooeanui:

) [IpoTtokon uccnemnoBanus.

2. Jloxyment ¢ Madopmanuei juis nanpenTa/3moposoro Jo6posoisna 1 GopMol
MHCHMEHHOT0 HH(OPMHPOBAHHOTO COIIaCHs CyOBEKTa HCCIE0BAHNS (B COOTBETCTBHH C
3akoHOM «O6 oOpareHuH J1eKapCTBEHHbBIX CPEACTBY, IS KIHHAYECKHX MCCIIEI0OBaHUN
JIEKapCTBEHHBIX Mpenaparos Tpebyercs «MHbopManHOHHEH IMCTOK MAMEHT4, YYaCTBYIOIIErNO
B KIIMHHYECKOM HCCIIEI0BAHHH JIEKAPCTBEHHOTO IIpenaparay ).

B Jlns BcenenoBanrif ¢ yyacTHEM HECOBEPIICHHONIETHHX - COOTBETCTBYIOIIME AOKYMEHTHI
¢ uHpopmauue# M ¢opmoit HHPOPMHPOBAHHOIO COIJIACHs JUIi POAMTENsS (3aKOHHOIO
NpeACTaBUTENA), I MoApocTKa 14-17 jier u (IpH HAIHYKMH) afanTHPOBAHHOW MHMOPMAIHH
s peberka ot 10 ner.

4, Jns mononHATENBHEIX/HeoGA3aTENBHBIX HCCIEN0OBAaHUH B PAMKaX OCHOBHOTO MpOEKTa
(Hanpumep, (axKMaKkoreHeTHYeCKOe HCCIEHOBAHAE) - MAOKYMEHTHI, NpeJHA3HAUCHHBIE I
uH(GOpMUpOBaHUA CYOBEKTA H NONy4YeHHS HHGOPMHAPOBAHHOTO COTJIACHS.

JUis  MEeXIyHapoaHBIX TIPOEKTOB  BBIIENEPEYUCICHHBIE JOKYMEHTHI JOJDKHBI  OBITH
NpPeJICTaB/ICHbl Ha AaHIJTHHCKOM M PYCCKOM SI3BIKaX.

3. Komuu paspemennit Munsapasconpassutus P® Ha npoBencEHe KIAHHYECKOIO
HCCJICIOBAHHA W BBINMCOK M3 3acenanuii Cosera no »teke npu Mmm3apascoupassutus PO
(ecm momy4denst). JIOKYMEHTBI 71 ATHYCCKON 3KCIEPTH3bI MOTYT IIPHHUMATHCH JI0 NOTYHEHHSA
paspemieHuss Munsapascoupassutua PO Ha npoeeseHHe KIMHHYECKOrO HCCIEIOBaHus. B
3TOM CIy49a€ TIPH BLIHECEHHWH TIIONOXKHTENLHOrO pemeHAs o0 onobpeHww NpoBeeHHs
KIIMHHYECKOr0 HCC/IEIOBAaHMS B BBIIMCKE W3 IMPOTOKONA 3aceaHHs ITHYECKOr0 KOMHTETA
Oyzet ykaszaHo, 4TO MCCIIEIOBAHHE MOXeT GBITH HAYATO TOMBKO MOC/E MOMYYEHHS pa3pemeHns

Munzapascoupaszsutus PO. '
6. WumentyansHas perucTpadOHHas KapTa.

7 AHKeTbl, ONPOCHUKH, INKaNbl H T.IL., TNpeJHA3HAYEHHBIE V1A 3aIIOJHEHMS BpayOM-
HCCIeJOBaTeleM.

8. JIHEBHHKH, AHKETBI, ONPOCHHKH M T.N., KOTOpbIE MPEACTOHT 3aNOJHATh MALIHCHTAM-
YYacTHHKaM HCCIEI0BAHUA (Ha PYCCKOM S3BIKE).

D KapTouka ygacTHuKa HCCIIeI0BaHMS (€C/IH TAKOBAs IIPe/lyCMOTPEHA).

10. Bpommopa uceneoparens: s NOCTPErHCTPALHOHHBIX HCCIENOBAHAR - OQHIHAILHO

YTBepXk/IeHHbIC (000peHHbIE) HHCTPYKIHH 110 MEMIMHCKOMY NIPHMEHEHHMIO MpenapaTa Wi
ME/IMLMHCKOTO H3/Ields (Ha PYCCKOM $3bIKE), KONMMA PErHCTPALMOHHOTO YIOCTOBEPEHMS
JICKapCTBEHHOTO CPEICTBA, JOKYMEHT O Mpenapare MexayHapoaHoro obpasma (IPD) wim
BKJIaIbIII B yakoBKYy (PT).

11, AxrtyareHele  Curriculum  vitae  (CV)  wuccnenoBareneii. HNOJNACAHHbIE
HCCIEI0BATENAMH H JIaTHPOBAHHBIC.

12.  Cmmcok YJIEHOB HCCIIeI0BATEICKOH KOMaH bl c HX aKTYalbHbIMH
KBAIMQUKAUMOHHbIMM  JanHEMK. Jlns  [naBHBIX  Mccnenopatenei - JOKYMEHTbI,
MOATBEPKAIONIME HX METHIOHHCKYH) CHEHHATH3AMMIO [IPOBOIMMOMY HMCCICIOBAHMIO M CTAMK
paboTEI N0 KJIMHHYECKUM HCCIIEIOBAHASIM HE MEHEe [I5TH JIeT.



13. Konun cepradukaros nmo GCP rnasueix uccnenosateneil (0643aTeslbHO) M HJICHOB
HCCJIE/IOBATENLCKON KOMaH/IbI (IIPH HATMYHH ).

14, JUisi KIMHWYECKHX HCCIIeIOBaHUWH JIeKapCTBEHHBIX IpENapaToB - KOMHMA J0roBopa
0043aTENBPHOTO CTPAXOBAHMA >KH3HH, 30POBbA NauMeHrta. JUis JApyruX HHTEPBEHIIHOHHBIX
HCCJIEIOBAHHM - JOKYMEHT O TrapaHTHfSX CcoOMmoAeHHS npaB HalMEHTOB-YYaCTHHKOB
HCCJICZIOBAHHS B C/Iy4ae HAHECEHMs BPe/ia MX 3/10POBBIO B XOJI€ HCCICIOBAaHH.

15. Marepunanel, BKIIOYas pekiamMHbie, HHOOPMUpYIOIMKME 00 HCCIEIOBAaHHH H
HCITIONB3YEMBIE JUISA MPHBICUYEHHMS NMAIMEHTOB K YHACTHIO B HEM, HHCTPYKIIHH IO IIPHMEHEHHIO
[IpenapaToB H YCTPOUCTB (€CIH HMEIOTCH).

16. [penpigyinue pelneHus: OTEYECTBEHHBIX KOMUTETOB M0 ITHKE B OTHOIICHHH JaHHOTO
IJIAHHPYEMOTI'0 HCCIICIOBAHHASA, €CITH TaKOBBIC HMEIOTCH.
17. Ilpy nomaye Ha 0j00peHHe HOBBIX BEpPCHH [JOKYMEHTOB - COOTBETCTBYIOLIHE

AOKYMEHTBI C MOSICHEHHSIMH 10 BHECEHHBIM M3MEHEHUSM/IOTIOTHEHHSM, MO0 NpencTaBieHHe
TONOTHATEIBHBIX 3K3EMILIAPOB OOHOBIEHHBIX BEPCHH B PEKUME UCTIPABIICHHIA.

18. JIOKYMEHTBI C ONMCaHKeM JIeHCTBMHA, HalpaBIeHHLIX Ha NPHBICYCHHE CYOBEKTOB K
YYaCTHIO B HCCJIENOBAHHM (HApUMep, peKiaMHble 00bsBIICH ), HH(POPMALMIO O BHIILIATax H
KOMITEHCAHAX CYOBEKTaM HCCIICIOBAHASA (€CTH HMEIOTCH ).

19. B xone onoOpeHHOro HCCIENOBaHUA - H3BEMIEHHS O CEPhE3HBIX HEKEIATEIbHBIX
ABJICHUAX, coODIIEeHHs no Oe30macHOCTH, OTYETHI O XOJie IPOBEJEHHS HCCICIOBAHHS
(MepHOIHYECKHE, €KEr0AHbIE, (HHATBHBIE) H T.II.

Hoxymenumel 00cbe 00adCHB! NPEOOCMasIAMbCA 6 nanke, Yepes pasoeaumenu. K oocee
NpUKIaoLléaemcs nOOPOBHAs ONUCL OOKYMEHMOEB (0ambl U HOMEPa 6epcuil) 6 DYMANCHOM U
NEKMPOHHOM BUOE (Ha OUCKe Wiy no nexmponHou noume lek.rb@yandex. ru).

b. Ana u unuyuamusnsix ucciedoeanui:
15 AHHOTALMA HCCIIEI0BATENLCKOM paboThl;
2. [TpoTokon NIaHUPYEMOro HCCIIEOBAHH,
3. Kpatkas aHHOTanMs Ha HCIOJb3YEMBIE JIEKapCTBEHHBIE IIpENaparhl; KOIMHS
PETHCTPAIlHOHHOIO YAOCTOBEPEHHS JIEKapCTBEHHOIO CPEJCTBA HIIM JOKYMEHT O Mpemnapare
MexayHapoaaoro obpasua (IPD) mm Bxiagsmmn B ynakorky (Pl)

4. IIpodeccnonansuas aBTobuorpadus unu axryansHele Curriculum vitae (CV)
HCCJICIOBATEIA H €r0 HAy9YHOIO PYKOBOJUTENS (Ha PYCCKOM S3BIKE),

5. Hoxyment ¢ Wndopmaimell mns nauuenta’3jioposoro jaobporonsiia U dopMoi
MHCBMEHHOTO HHQOPMHPOBAHHOTO COTNIACHS CYOBEKTa HCCIIEN0BAHUA

6. Wupmeunyanbhas perucrpannorsas kaprta (MPK) nanuenTa (ecmu Heobxomumo);

7. Ceprudukars uccnenosarens no KavecrBennodt Kimuuueckoit [Ipaktuxe (GCP)

u/mmm Kavecrsennoit Jlabopatoproii I1paxtake (GLP) - ecii TakoBBle HMEIOTCS; €CIIH MX HET,
TO COMCKATEh JIOJDKEH HX NMOJNYYHTh B COOTBETCTBYIOLIEM 00pa30BaTE/IbHOM YUPEKICHHH.

I11. IMopaook oghopmaerun 3aA61eHUA HA IMULECKYIO IKCREPMUIY

)i Yrobsl noareepauTh akT npeacTaBneHus gocke B KoMureT, cexperaps CTaBAT
OTMETKY O MOJTYYEHHH AOCHE Ha NPEJACTABICHHON 3asBHTE]IEM KOIWH 3asdBJICHHA. JaTy H
noanuck. JlaHHas OTMETKAa M MOANMCH CTABATCS JI0 SKCIIEPTH3bI NIPABUILHOCTH O(oOpMICHAS
JIOKYMEHTOB H NOATBEPXKJAIOT IMIIL (aKT nepejadu Jocke B pyku cexperaps Komurera.

2z ITo nomy4geHHn 10Che ceKpeTapb OCYIIECTBIAET CIEYIOIHE MEPOIIPHATHS:

- tdopmamuzyer (GakT NMoSYHEeHMs MATEPHAIOB Ha PAacCMOTPEHHE (BHOCUT JaHHBIE O
MOCTYITUBINEM Ha SKCIEPTH3Y MIAHHPYEMOM HCCIIEIOBaHHH B PEECTp);

- IPOH3BOMT 3KCNEPTH3Y MOTHOTHI NPEACTABICHHON AOKYMEHTALMH H NMPaBHILHOCTH
ee oopMmienus;

- obecnednBaeT  ONEHKY  WIACHTHYHOCTH  QHIJIOA3BIMHOM M PYCCKOS3BIYHOM
JNOKYMEHTAIUH, CBEPKY COOTBETCTBHMS J[JOKYMEHTOB H CBEICHHH C IPEACTaBICHHOH B
3adABIICHHAH OMMACHIO JIOKYMEHTAMH;

- IIPH HeAOCTaTKaX OQOpPMICHHS M OTCYTCTBHH HEOOXOAMMBIX JOKYMEHTOB CTABHT 00
ITOM B H3BECTHOCTE 3asABUTENS 1O Teledony, akcy WM 2IeKTPOHHOHN MOYTE;



- mocne NPOBEPKH CEKpeTaph INepeacT BeCch NakeT AOKyMeHTOB IIpejcenarero,
OpraHE3yeT MpoNecC IpeABapHTENbHOM JKCIEPTH3E M Mo corjacosanuio ¢ Ilpencenarenem
BHOCHT BOIIPOC O PACCMOTPEHHH TOKYMEHTOB B NIOBECTKY 3acejianns Komurera.



