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1 IEJIb
Omucath mpoueaypy OKCIEPTH3bI W OJOOPEHUsS HCCICIOBAHUH C MEIUIMHCKUMHU
npubopamu/odopynoBaHueM, rpeactaBieHHbIME B JIDK.

2 OBJIACTb IPUMEHEHUSA
Hannbiii COIl npuMeHHM K MPEeICTaBICHUIO U SKCIEPTU3E MPOTOKOJIOB C BOBJICYECHUEM
JOJIeH JUTsl U3y4YEeHHS] HOBBIX MEJMIIMHCKHUX MTPUOOPOB.

3 OTBETCTBEHHOCTb
3.1 Bo Bpems 3KcnepTH3bl MCCIASAOBAaHUN MEIUIMHCKUX TpuOopoB JIDK MoxkeT mpuHUMATH
JIpyrue pelieHus, 4YeM T€, KOTOpble MPUHUMAIOTCA MpPU KIMHUYECKUX HCHBITAHUIX
JIEKAPCTBEHHBIX CPEJICTB.
3.2 JIDK pomxeH ompenenuTh, UMEET JIM MPEAIojiaraeMoe MCCIEA0BaHNE 3HAYUTEIbHBIN PUCK
(3P) mnu nesnaumntensusbiil puck (H3P), 3arem JIDK nomkeH pemuTh, pa3pelinTb HUCCIeI0BaHUE
WIH HET.
3.3 Ilpu omnpenenenun 3P wmu H3P, JIDK nomxeH paccMoTpeTs BCIO HH(pOpMAIHIO
IIPEJICTABICHHYIO CHOHCOPOM.
3.4 JIDK nomxeH paccMOTpeTb CYTh Bpela, KOTOPBIA MOMKET IPUHECTH HCIOJIb30BAaHUE
npubopa.
3.4.1 Ecnu uzyvaemsblii mpubop/o60pyI0BaHHE MOXET BbI3BaTh 3HAYUTENBHBIN Bped XOTsS Obl
JUTSL OJHOTO YYacTHHUKA, TO UCCIIEZJOBAHNE JOHKHO paccMaTpuBarbest Kak co 3P.
3.4.2 Tlpu pemenun npenctasiuser npuoop 3P unu H3P, JIDK nomxen paccmorpers oOmiue
pucku mpubopa, HE T€ KOTOpbIE CpPaBHUMBI C PUCKAMHU aJIbTEPHATUBHBIX NPUOOPOB WIH
Ipouenyp.
3.5 Ecnu npubop HCHONB3yeTcsi COBMECTHO C MPOLEAYPOH HMMEIOIEH ONpeAeseHHbI pPUCK,
JIDK nomkeH paccMOTPeTh PUCKH MPOLETypbl COBECTHO C PUCKOM IpHOopa.

4 IPEACTABJIEHUE JOKYMEHTOB

4.1 JIDK gjomkeH TOMYy4YUTh CJIEAYIOUIME JOKYMEHThl JI0 SKCIEPTHU3bl/pa3perieHus
UCCIIEIOBaHUS MEIULIMHCKOTO pubopa:

1. TlpenBapuTenbHBIN IJIAH UCCIECTOBAHUS

2. ®opma HH(HOPMUPOBAHHOTO COTIacUs

3. Omnucanue npudopa

4. OrnucaHue KpUTEpHEB 0TOOpA YUaCTHUKOB

5. IIpouemypsl MOHUTOPHHTA

6. OTtueTsl N0 NPEABIAYIINM HCCIeI0OBAaHUAM IpUOOpa

7. Pe3roMe nccnenoBarens
8. IlpodeccuonanbpHas IMLIEH3US UCccaenoBaTeNs (€cau MPUMEHUMO)
9. Jlanabie/mHGOpPMAIIHS IO OIIEHKE PHUCKA
10. CraTrcTHKa UCIIOIB30BAHHAS ISl ONIPENEIICHUS PUCKA
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11. 3asBKa Ha BKCHIEPTUY
12. ®opma nosrydyeHus: JOKYMEHTOB
13. Konuu Bcex MapKUPOBOK MCTIONB3YIOMIUXCS TOIBKO JIsl UCCIIEI0BAHUS

4.2 Jlo mupoBeieHus 3aceJaHus HEOOXOAWMO HAa3HAYUTH OKCIEPTOB IS SKCIEPTH3BI
uccienoanwus cornacHo Gopme orenku (COIT/007).
4.3 Bo Bpems 3aceaHHs SKCIEPTHI MPEACTABIISIOT YCTHO WIJIM MHCBMEHHO KPAaTKOE PE3loMe I10
IUTaHy C MCCIIeIOBAHMUS.
4.4 lpencenarens OTKPHIBAET JUCKYCCUIO O KaTeropuu pucka uccienoBanus — H3P wmu 3P.
4.5 Bener AMCKYCCHIO O KaKJIOM pacCMaTPUBAEMOM JIOKyMEHTE (IIPOTOKOJI, HH(POPMHUPOBAHHOE
corjacue, KBamu(uKaIys ucciaeoBaTeeld 1 HeHTpa, peKIIaMHbIe MaTepHab);
4.6 YcraHaBIuBaeT CTEINEHb PUCKa
4.7 Janee Ilpencenmarenp mpu3bIBacT K OTIEIBHOMY TOJOCOBAHUIO IO KaXIOMY 3JIEMEHTY
skcrnieptusbl. JIOK romnocyer nubo:

e  OnmoOpuTh KccienoBanne 0€3 N3MECHEHUIA;

e OnoOputh HMCCIETOBAHUE C HEOONBIIUMH MOJU(PHUKAIHMSIMUA TI0 BOIPOCAM OTMEUCHHBIM
Ha TPOIIEANIEM 3aCEeJaHUHU C MOCIIEAYIOINM PACCMOTPEHNUEM CEKpeTapuaToM U IpezceaaTeseM,
10CJIe TTONyYeHHS TPeOyEeMbIX N3MEHEHHI;

e JloTpeboBaTh 3HAYUTEIbHBIE W3MEHEHUS W/WIM JalbHEUIIYI0 HWH()OPMAIUIO JUIs
MOBTOPHOTO PACCMOTPEHUS M SKCIIEPTU3HI Ha clieaytomeM 3acenannu JIDK;

e He ono0puth uccae1oBaHUE U YKa3aTh MPUYHHBL.

4.8 HeobxomMMo 3ampoTOKONMPOBAaTH pekoMeHAanuu uieHoB JIDK — mis u3MeHeHuit B
nporokone w/wmm (popme MC kak «u3menenus, caemanasie JIDK nmannoro WuctutyTay u
OIIOBECTUTH UCCIIE0BATEIIA.

4.9 [anee ompenenuTh 4YacTOTy MPOMEXYTOUYHOM SKCIEPTH3bl MO XOJy HCCIEIOBaHUS IJis
0J1I00pEHHBIX MCCIEAOBAHUN.

4.10 IMocne 3acexanust HEOOXOAUMO MOATOTOBUTH TPOTOKOJ 3acCeIaHusI.

5 OMOBEIIEHUE UCCJIEJOBATEJIEHN O PE3YJIbTATAX
5.1 CekperapuaT HanpasisieT MUCbMO C O00PEHHBIMH TOKYMEHTaMHU UCCIIEJOBATEIIIO.
5.2 TIucbMO COOEPKUT KaK MHUHMMYM, MEPEUUCICHUE KaKJIOTO pa3peIIeHHOTro JOKYMEHTa, C
JlaTaMM, YCTAaHOBJIEHHBIMU JIJISl IPOMEXKYTOUHOM SKCTIEPTHU3HI.
5.3 Ecnn Ha 3acegaHuu NPOTroJjOCOBAJIM 3a HE OJOOpEHHE HCCIelI0BaHMs, CeKpeTapuar WiId
IIpencenarens JIDK HemenneHHO U3BENIAET UCCIIEN0BATENS MUCBMEHHO O MPHUHITOM PEIIEHUH C
yYKa3aHHEM ITPUYUH.
5.4 Ecnu uccneoBaTelb peniaeT mo1aTh anesusIuio, OH WM 0HA MOTyT oOpaTuThes B JIDK.
5.5 Ecmum JIOK ronocyer 3a H3MEHEHUs B JIIOOOM U3 JOKYMEHTOB, CEKperapuar Judo
MPOU3BOJIUT U3MEHEHUs B JIOKyMEHTe, Ju00 TOChUIaeT MHCbMEHHOE TpeOoBaHUE
MCCJIEIOBATEII0 BHECTH U3MEHEHUS U NPEACTaBUTh JOKYMeHTHI B JIDOK nmoBTopHO.
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6 ICTOPUSA PEJAKIIUIA
Bepcust HMara IMoapoOoHasi uH(popManus 0 MONPaBKaX ®UO auna,
BHeCIIEro
U3MEHEeHUs!
01 15.09.2023r IlepBuunas Bepcust Kaxum A.H.
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7 JIUCT O3HAKOMJIEHUA

Ne D.N.0. JoakHocTh Jara IHoanucek
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