HPFIATO YTBEPX]IAIO:

Ha 3ace/laHiy Y YeHOI'o coBeTa Pextop ®I'BOY BO Ky6I' MY
I BOY BO Kyol MY Mutzipasa Poccun
Munznapasa Poccuu r ?:,ﬁ:m B

npotoxon Ne «_ 7 »

or A6 arbopel 2017T.

|~

2017 r.

O IIPOBEJIEHUM KJIMHUYECKHAX UCCJIEJTOBAHUIA

1. O6mue noJioxeHust

1.1. TlonoxxeHwe O TIPOBEJEHUHM KIMHUYECKUX UCCICNOBaHUN (nanee —
[Tonoxxenue) B ¢efepalbHOM TOCYIapCTBEHHOM OIOJPKETHOM 00pa3oBaTelbHOM
yUpeXIeHU! BhIciIero odbpasoBanus «KyOGaHCKuil rocyjapcTBeHHBINH MEAMLIMHCKUH
yHHUBepcuTeT» MHUHUCTEpCTBa 3/ipaBooxpaneHus Pocculickoii @enepauuu (nanee —
VHuBepcuTeT)  ompenessieT — NOPANOK — OpraHM3allMOHHBIX  MEpOIPUATAMH,
HANpaBJIeHHBIX Ha COOMIO/IEHHE IOPUIMUECKHX M JTUYECKHMX TpeOOBaHUU IIpH
MIPOBEIEHUHN KJIMHUYECKUX HCCIEIOBAaHUN JICKAPCTBEHHBIX IIperapaToB s
MEJMIUHCKOTr0 IIPUMEHEHHS.

1.2. Knuau4deckue ucciie1o0BaHust IPpOBOISATCS B COOTBETCTBHH:

- PykoBoncreom ICH-GCP no npoBeieHUIO KIIMHUYECKHUX HCCIEI0BaHHH OT
01.05.1996 r.;

- XenbcuHCcKol Aeknapanueii Bcemupaoit Meauumsckoit Acconyanuy; -

- Koncturynuei Poccuiickoit @enepanu;

- I'paxxnanckum Kojekcom P®D;

- ®epepanbubiM 3akoHOM 0T 12.04.2010 . Ne 61-03 «OO6 obOpameHun
JIeKapCTBEHHBIX CPEICTBY;

- MenepansapiM 3akoHOM OT 21.11.2011 . Ne 323-®3 «O06 ocHOBax OXpaHsbl
30pOBbs rpakaan B PDy»;

- TOCTom P 52379-2005 «Hannexamiasi KIMHAYECKass IIPAKTHKa» OT
27.09.2005 r;

- Ilpukazom Munucrepctsa 3apaBooxpanenusi Poccuiickoii ®eneparun «O0
YTBEPXKICHUU MpPaBHl HajuieKaued kinHuueckod mpaktuku» ot 01.04.2016 1. Ne
200m;

- Ilpukazom MuHucTepcTBa 30PABOOXPAHEHUS M COLMAIBHOIO Pa3BHTHS
Poccuiickoit ®@enepannu «O0 yTBep)KIEHUM IOpsIKa BBINAYM pa3pelleHus] Ha
NpoBeJeHre KIMHUYECKOr0 HCCIIeIOBaHusl JIEKapCTBEHHOIO Iipenapara Jyis
MEeIULIMHCKOTO puMeHeHus» oT 26 aBrycra 2010 . Ne 748;

- Ilpukazom MuHucrepcTBa 3[pPABOOXPAHEHHS U COLMAIBHOIO DPa3BUTHSA
Poccuiickoit ®enepanuu «O0 yTBEep)KJAEHUM IPABHII IPOBEACHUS! SKCIEPTU3BI
JIEKAPCTBEHHBIX CPEACTB IS MEIMIMHCKOTO TIpUMEHEHHS W (GOopM 3aKiIIOdeHus
KOMUCCHH JKCIIEPTOB IO pe3yJibTaTaM 3KCIEPTU3bl JIEKAPCTBEHHBIX CPENCTB» OT
26.08.2010 r. Ne 750m;

- Ilpukazom MuHucTepcTBa 31paBOOXPAHEHUS] U COLMAIBLHOIO pPa3BUTHSL
Poccuiickoit @epepanuu «O0 yTBep)KIeHUM NOPSKAa OPraHu3allii ¥ IIPOBEICHHUs



TUYECKOW OJKCIEPTH3bl BO3MOXKHOCTH IPOBEACHUS KIIMHUYECKOTO
MCCIIe/IOBAaHUS JIEKAPCTBEHHOIO Ipenapara Uil MEIWLMHCKOrO IPUMEHEHHUs |
dbopMBI 3aKII0YEHHUs coBeTa 1Mo atuke» or 26.08.2010 . Ne 753w,

- YeraBoMm YHHBEpPCUTETA U IP.

1.3. O0BEKTOM KIMHUYECKOTO HCCIeOBaHUs SBISIETCS JIeKapCcTBeHHas dopma
(dapMakoJOru4eckKd AaKTUBHOIO BelllecTBA MM Iulanebo, H3ydaeMble WIIN
HUCIIONIB3yeMble  JIJIi  KOHTPOJSE B KIMHAYECKOM  HCCIEJOBaHUH,  HIIHU
3aperucTpUPOBAaHHBIHN JIEKAPCTBEHHBIH Mpenapar Uil MeIULMHCKOIO IIPUMEHEHHS B
cilydyae, eclid croco0 ero NMpUMEeHEHHs] OTIWYAeTcs OT YTBEPXAEHHOTO (B paMKax
NpoIenypbl TOCYIapCTBEHHOM perucTparyu), a Takke IIPH €ro UCIOIb30BAHUH I10
HOBOMY TIOKA3aHHWIO WJIH JUIS TOJNY4YeHHs JONOJHUTENBHOW HH(OpPMALMK 110
YTBEpPKIEHHOMY ITOKa3aHHUIO.

1.4. Kiiuaudeckoe HcCClIeOBaHAe TIPOBOAMTCS B OTHOIIEHHHM (DPU3HUECKOTO
nuna (manEeHTa WIH  3A0pOBOre  JOOpOBONBLA), NPUHHAMAIOIEr0 YyJacTHe B
KIMHUYECKOM MCCJIeIOBAaHWM B COCTaBe IPYyIIbl, MOJIYy4Yarollell HccieyeMbli
JIeKapCTBEHHBIH Iperapar, JIM00 B cOCTaBe KOHTPOIbHOMN IPyIIIEL.

1.5. Kaxnpli y4YaCTHHK KJIMHUYECKOrO MCCIEHOBaHUS IIOCe TONy4YeHUs
HHQOpMAIIMH O KIMHWUYECKOM HCCIENOBaHMUM M [0 Hadaja IpPOBEIEHUs
KJIMHUYECKOTO0 HCCIIe/IOBaHUs JlaeT NOOpOBOJIBHOE COIVIacHe Ha y4acTHe B TaKOM
KITMHAYECKOM MCCIIEOBAHUN ITOCPEICTBOM MOANIMCAHUS UH(POPMALIMOHHOTO JTUCTKA
HarueHTa.

1.6. KiimHnueckoe uccieoBaHNE JIEKapCTBEHHOTO Tperapara IIPOBOAUTCS Ha
OCHOBAHWH pa3pelleHHs] Ha IPOBEACHHE KIMHUYECKOr0 MCCIIE0BaHus, BIIAHHOIO
MunuctepcTBoM 3apaBooxpaHeHusi Poccuiickoii @enepanu 10 pe3ysbraram
SKCIEpPTH3Bl  JOKYMEHTOB [l TONy4YeHHs paspelieHHsi Ha IpOBEIeHHe
KIIMHUYECKOTO HMCCIEeNOBaHUsl U ITHYECKOM IKCHEPTH3bl. DKCIEPTH3a JOKYMEHTOB
NPOBOAUTCS (eiepalibHBIM TOCYJapCTBEHHBIM OIOMKETHBIM YUpEXKIEHHEM II0
MPOBEJIEHUIO JKCIEPTH3bl JICKAPCTBEHHBIX CPENCTB. OJTHYECKas SKCIeprdsa
ocywectrisiercss COBETOM 110 3THKE.

1.7. Knuauyeckue uccneqoBaHus MPOBOIATCS B LIEJIAX:

- YCTaHOBJIEHHsI 0O€30MacHOCTH JIEKapCTBEHHBIX MpernaparoB sl 3IOPOBBIX
noOpoBoablEeB M (WIM) MEPEeHOCHMOCTH HX 3I0POBLIMH J0OpOBONBIIAMH, 34
HCKIIIOYEHUEM JIEKapCTBEHHBIX IIpenapaToB, IPOW3BEACHHBIX 3a TIpefieliaMu
Poccuiickoii denepanuu;

- monbopa ONTUMAJIBHBIX IO3UPOBOK JIEKAPCTBEHHBIX IpEnaparoB M Kypca
JIeYeHUA ISl MAlMEHTOB C OINPE/IeNIEHHBIMH 3a00I€BaHUSIMH;

- mombopa ONTHMANbHBIX 03 U CXE€M BaKI[MHAIUK UMMYHOOMOJOTUYECKHUMH
JIeKapCTBEHHBIMU IIperiapaTaMiy 3J0pPOBEIX TOOPOBOIBLIEB;

- yCTaHOBJIeHHs 0€30IacHOCTH JIEKAPCTBEHHBIX TPErapaToB ©  UX
3(h}HEKTUBHOCTH IS MAIMEHTOB C ONpe/IeIeHHBIMH 3a00JIeBaHUSMH;

- ompeneneHrue MpodUIaKTUIecKor 3(P(HEeKTHBHOCTH MMMYHOOHOIOTHYECKUX
JIeKapCTBEHHBIX MPEenaparoB [id 310POBLIX 100POBOJIBLIEB;

- pacluMpeHus TMOKa3aHWUW JUIsi MEAMIMHCKOIO IPUMEHEHHS W BBISBICHUS
paHee HEW3BECTHBIX IMOOOYHBIX JEHCTBUN 3aperucTPUPOBAHHBIX JIEKAPCTBEHHBIX
IpernapaToB.



1.8. Hapyiuenue npaBun KIHHAYECKOMH
IPaKTUKH,  QanbcuuKanys  pe3yabTaTOB  KIMHHYECKOTO  HCCIEeJIOBaHMs
JIEKapCTBEHHOI0 IIpernapaTta AN MEAMIIMHCKOTrO INpPHMEHEHHWS BIEKYT 3a Co0oi
OTBETCTBEHHOCTH B COOTBETCTBHMH C 3aKOHOAATeNbCTBOM Poccuiickoit Menepanmu.

1.9. Ilpu peanusanuu KIMHHYECKUX HCCIEOBaHUA B YHUBEpCUTETE
UCIIONB3YIOTCS CIEAYIOIHE ONpeesieHUs: CyOheKTOB YUACTHUS

Hcnonnumens — YHuBepcUTeT, 3aKIIOYAIOMMK JOTOBOP O IMPOBEIEHUH
KJIMHWYECKOTo uccienoBanus (nanee — J[oroBop) Ha onpenenéHHON KIMHHUYECKOM
Oaze (Oa3ax).

Jakazyuxk  — dapmarneBruueckass ~ opraHuzanus  (TPOM3BOIAMTEID
JIEKapCTBEHHOIO  CPElCTBA,  MEAMLIMHCKOIO  H3/eNus),  IIOJNydyuBIIas B
YCTaHOBJIEHHOM MOpPsAKE pa3pellieHHe Ha IPOBEJCHHE KIMHUYECKHX HCIIBLITAHWHA
MEAUIMHCKOTO H3/Ieus, JIeKapCTBEHHOTO CPeiCTRa.

I'raenoiii  (6edymquir)  uccnedoeameny — pabOTHUK  YHHBEpPCHTETA,
OTBETCTBEHHBIM 34 OpPraHM3allMi0, BBHIIOJHEHHE M KOHTPOIL IPOBEICHMUS
KIMHAYECKOTO MCCIIEI0OBAHMUS Ha ONpeIeIEHHON KIIMHUYeCKoH 0a3e YHUuBepCcHTETA.

Couccnedoeamens — paboTHUK YHuBepcuTeTa U (WiIK) KBATH(HUIMPOBAHHBIHA
CTCIHAIMCT, TPUBJIEYEHHBI HAa OCHOBAaHMM TPaXKAaHCKO-IIPABOBOIO JIOTOBOpA,
BBIMOJIHSAIOIIMKA ~ IIOJIHOCTBIO WM ONpENENIeHHYI0  4YacTh  KIIMHHYECKOTO
UCCJIEIOBaHMS.

I'pynna uccnedoeameneii — npodeccuoHanbHOe 00BeIUHEHHe PabOTHUKOB
YHuBepcuTeTa M KBalM(UIHMPOBAHHBIX CHEIHATUCTOB, MPHUBIEYEHHBIX Ha
OCHOBaHHMH TIPa)XKIaHCKO-IIPABOBBIX JOTOBOPOB, Ui IIPOBEACHHS KIHHHYECKOIO
UCCIIeIOBAHUS Ha KIIMHWYECKOU Oa3e YHUBepCcHUTETA.

1.10. KnuHuueckoe WCCIENOBAHME JIEKAPDCTBEHHOIO IIpemapara ' Juis
MEJIUIUHCKOTO MPUMEHEHHs IIPOBOAUTCSI B COOTBEeTCTBHH ¢ JloroBopom o
TPOBEJIEHHH KJIMHHYECKOIrO HCCIENOBAHUS JIEKAPCTBEHHOIO TMpemapara IS
MEIMIHUHCKOIO MPUMEHEHHs, 3aK/II0YaeMbIM MEXIy 3aKazduKoM, IONYYHBIITHM
paspelleHye yIOIHOMOYEHHOIO (heepaibHOTO OpraHa UCIIONHHUTENBHOM BIACTH Ha
OpraHu3alMi0O  TPOBENEHHWs  TAKOIO  HUCCIENOBaHHUS, W  YHHUBEPCHTETOM
(McnomauTenem).

1.11. JloroBop o mpoBefeHHH KIMHUYECKOTO HCCIIEOBAHHUS JIEKAPCTBEHHOIO
npernapara Jjisi MEIUIMHCKOTO IPUMEHEeHHUS JIOIDKEH COJIEPIKaTh:

- YCJIOBHS M CPOKY IIPOBEIECHHS JAHHOTO KJIMHUYECKOT0 HCCIIENOBAHMS;

- ompeneineHue oO0Ied CTOMMOCTH MpPOTPaMMBl JAHHOIO KIMHUYECKOTO
HCCIIEIOBAHMA C YyKa3aHUEM CyMMBI, TpeJHa3HAYaloleics JUis BBEIIUIAT 32
uccienosanue I'nmaBHOMy HccnenoBatemo, CoucclemoBaTeNsiM, a TakxkKe 3a
OpraHU3alAOHHO-TEXHHYECKOE CONIPOBOXKICHHE;

- onpeneneHre (GopMbl IpeACTaBICHUs Pe3yIbTaTOB JaHHOTO MCCIIENOBAHUS
B YIIOTHOMOYEHHBIN (pefiepaibHbIi OpraH HCTIONHUTETLHOM BIACTH.

1.12. KnuHudeckoe uCCleOBaHHE IPOBOAWTCS B COOTBETCTBHHM C
pernamenToMm (IIpunoxenue 1).

2. llpaBa nanueHTOB, y4acTBYIOIMNX B KJIMHHYECKHX HCCJIEI0BAHAAX
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2.1. KiuHM4eckue ucCaeoBaHUsI MPOBOIATCS B CTPOTOM COOTBETCTBHHU C
TpeOOBaHUSMH K IpaBaM IAllMEHTOB, YCTAHOBJIEHHBIX B cTarhe 43 DemepaiabHOTO
3akoHa oT 12.04.2010 . Ne 61-®3 «O6 obpallieHUH JTeKapCTBEHHBIX CPEICTBY.

2.2. YyacTue NaAUMEHTOB B KIMHMYECKOM HCCIIEIOBAHUU JIEKAPCTBEHHOTO
npenapara JJisi MEAUIUHCKOTO IPUMEHEHHUS SIBIIsIeTCsl JOOPOBOIBHBIM.

2.3. IaneHT UITA €70 3aKOHHBIN MTPEACTABUTEINb JOIKEH ObITh HHPOPMUPOBAH
B MMUCbMEHHOH (hopMme:

- 0 JIGKapCTBEHHOM IIpernapare JJisi MEAUIMHCKOIO IPUMEHEHHUS U CyLIHOCTH
KJIIMHAYECKOT0 UCCIEeI0BaHuUsA STOI0 JIEKapCTBEHHOIO Mpenapara;

- 0 0Oe3omacHOCTH JIEKAPCTBEHHOIO TIIpemapara M MEIUIMHCKOTO
IPUMEHEHUs, ero OKuaaeMoi 3()(HeKTUBHOCTH U CTENIEHU PUCKA IS ITAlUEHTa;

- 00 ycnoBusIXx y4yacTus MallMeHTa B KIWMHAUYECKOM HCCIEIOBAHUH
JIeKapCTBeHHOTO Ipenapara sl MEAUIIMHCKOTO IPUMEHEHHS;

- O LeNy WIA LEeNsIX U MNPOAODKMTEIBHOCTH KIMHUYECKOTO HCCIeNOBaHUS
JIEKapCTBEHHOT'0 Ipenapara JJisi MEIUIIMHCKOTO IPUMEHEHHS;

- O JOEeHCTBHAX TMALKMEHTAa B ClIy4Yae HENpeABHACHHBIX 3((EKTOB BIUSHUS
JIEKapCTBEHHOIO IIperapara Uil MEQUIUHCKONO NPUMEHEHHUsI Ha COCTOSHHUE ero
3JI0pOBBSI;

- 06 ycrnoBusix 00s13aTeNBHOI0 CTPAXOBAHUS XKU3HHU, 3[[OPOBBS MAIlHEHTA;

- 0 TapaHTUAX KOH(MUIEHUIHMANBHOCTH Y4YacTHS MalMeHTa B KJIMHHYECKOM
MCCJIEIOBAHMH JIEKAPCTBEHHOIO Npenapara Jjs MeIULIMHCKOTO TPUMEHEHMS.

2.4. JloOpoBoibHOE coIacHe TMAalMWeHTa Ha ydYacTHe B KIHHAYECKOM
WCCIIEOBAHUN JIEKAPCTBEHHOIO IIpenapara Jiis MEJULIHMHCKOTO IPUMEHEHUS
IIOATBEPKIACTCS ero MOANUCHIO MU MOANMUCHIO €r0 3aKOHHOIO l'[peI[CTaBHTeJ'[S[ Ha
WH(OPMAIHOHHOM JIHCTE TIAllUeHTA.

2.5. IlanveHT UM ero 3aKOHHBIN MPENCTABUTENL UMEET MPAaBO OTKA3aThCA OT
ydacTHsl B KIMHHYECKOM UCCJIEJOBAHMHM JICKAPCTBEHHOIO IIpernapara s
MEUIMHCKOTO PUMEHEeHHS Ha I000# cTaiuu MpoBeIeHHUs] TAKOTO HCCIIEIOBAHHUS,

2.6. Ilposenenue KIMHUYECKOIO MCCIEAOBAHMS JIEKAPCTBEHHOIO Ipernapara
JUISL MEIWIMHCKOIO IIPUMEHEHHS C YYacTHEeM B Ka4decCTBe IallMeHTOB JeTel
JOIIyCKaeTcss TOIBKO C COIacHs B IIHCBMEHHOW QopMe HX poauTenei,
YCBIHOBUTEJIEH.

Jletm MoryT paccMarpuBaThCsi B KayecTBE IOTEHITHAIBHBIX IAIlAEHTOB
KJIMHUYECKOIO HCCIIEeI0OBAaHUs, TOJBKO €CIIH ero IpoBeleHHe HEeoOXOTUMO IS
YKPEIUIEHHsI 3[0POBbs JAeTed WM NMpOo(HIakTUKH MH(EKIIMOHHBIX 3a00JIeBaHUH B
JIETCKOM BO3pacTe, JM00 eclid 1eNbI0 TAaKOro MCCIeNOBaHUs SBISIETCS MONydeHHe
JaHHBIX O HAHILyYIlIed JO3MPOBKE JIEKAPCTBEHHOIO Ipernapara i JICYeHUs! AeTeH.
B 3THX ciydasx TakoMy HCCIIEJOBAHUIO IODKHO TIPEAIIeCTBOBATH KIIMHHYECKOE
MCCIIEJOBAaHNE JIEKAPCTBEHHOIO IIpernapara s MEIMUMHCKOrO NpUMEeHEeHus Ha
COBEPILICHHOJIETHUX IPaXKJaHaXx.

2.7. 3ampelaercs NMpoBeJieHHUe KIMHUYECKOTO0 MCCIeI0BaHUS JIEeKapCTBEHHOTO
npenapara Uil MeIUIUHCKOTO IPUMEHEHHS C yYacTHEM B KaueCTBe MallMeHTOB:

- IeTeH-CUPOT U JIeTeH, OcTaBIIMXCs 0e3 morneyeHus poauTenei;

- XEHIIWH B epuoj; OepeMEeHHOCTH WIH B MEPHOA IPyTHOTO BCKAPMIIUBAHHUS,
3a WCKIIIOYEHHEM CIy4YaeB, €CIH [POBOJUTCA KJIMHHUYECKOE HCCIEIOBaHHE
JIEKapCTBEHHOIO IIpenapara, [peJHa3Ha4eHHOro JUIs yKa3aHHBIX JKEHIUWH, IpH
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YCIIOBHHM  HEOOXOAMMOCTH  IOMy4eHHs MH(OpMAallUd  TOINBKO  BO  BpeMs
MPOBEIEHNS] COOTBETCTBYIOIIMX KIWHUIECKUX HCCIENOBAHUN M TPHHATHS BCEX
HeOOXOMUMBIX Mep IO UCKIIIOUEHHMIO PUCKAa HAHECEHHs Bpela JKEHINUHE B IEPHON
OGepeMeHHOCTH WIH B IEPUOL IPYIHOTO BCKaPMIIMBAHUSA, IUIOLY MIH PeOEHKY:;

- BOCHHOCIYXXAIllUX, 3a HCKIIOYEHHEM CIIy4aeB IIPOBEIECHHUs KIMHHYECKOIO
MCCIIEIOBaHUS JIEKAPCTBEHHOIO TIperapara, CIelualbHO pa3paboTaHHOIo s
NpUMEHEHUS! B YCJIIOBUSX BOEHHBIX JECHCTBUH, 4Ype3BBIYAHHBIX CHTYallUH,
npoHUIaKTUKH U JiedeHUs 3a00IeBaHUN U NOPAXKEHHH, NOJYyYEHHEIX B pe3ynbrare
BO3JEHCTBHS HEOJArONMpUATHBIX XUMHYECKUX, OHONOrM4ecKkux, pagudallMOHHBBIX
¢akropoB. KimHnueckoe uccienoBaHUe TaKOro JIEKAPCTBEHHOIO Ipernapara MOXKET
OPOBOJMTHCS C yYacTHEM B KadecTBe IALMEHTOB BOEHHOCIYXallWX, 3a
HCKJIIOYEHHEM BOEHHOCITYXaIIUX, MPOXOMSIIUX BOCHHYIO CIIyXOy IO TIPH3BIBY, C
cobmofeHueM TpeOOBaHUM, YCTaHOBIIEHHBIX HACTOAIUM PenepaabHbIM 3aKOHOM B
OTHOILIEHHWH T'PAXKJAHCKUX JIHIL;

- COTPYIHHKOB IIPaBOOXPaHUTENBHBIX OPIaHOB;

- JUIl, OTOBIBAIOIIMX HaKazaHHe B MECTaX JIMIIEHHWs CBOOOIBI, a TakXe JIHII,
HaXOJAIIMXCS O] CTPa)Ke! B CIEACTBEHHBIX M30JATOPAX.

2.8. JlommyckaeTcsi IpoBeleHHe KIMHUYECKOTO MCCIIEOBaHMUs JIEKAPCTBEHHOIO
npenapara JUisi MEIUUMHCKOTO TPUMEHEHHUs], INpeqHa3HAYeHHOIo Ui JIeYeHHUs
NCUXUYECKUX 3a00JeBaHWii, € y4acTHEM B KayecTBE IIAIMEHTOB JIMI[ C
TICUXHYECKUMH 3a00JIeBaHUSMH, TPU3HAHHBIX HENeecrnocOoOHBIMU B TMOpSIKe,
YCTAaHOBIIEHHOM 3akoHomarelibcTBoM Poccuiickoit @epepanuu. Knnandeckoe
UCClIeJOBAaHUE JIEKapCTBEHHOIO IIpernapara B 3TOM CJIy4dae IPOBOINUTCS IIPH
HAJIMYUU COIIacHsl B MUCHBMEHHOH (opMe 3aKOHHBIX INpeICTaBUTENed YKa3aHHBIX
L.

3. IllpaBa u o6s13anHocTH Ucnonnurens

3.1. UctionHATEH UMEET MIPABO:

- obnagaTh TONHOH ¥ JOCTOBepHOM uWH(pOpMamMeii o pesynbraTax
JOKIMHAYECKOTO HCCIeOoBaHUs JIEKAPCTBEHHOTO CPEeNCTBA, COJEPKAILUUMHCS B
Opolope “uccae0BaTENS;

- O3HAKOMHUTBHCA [0 Hayajla IPOBEJCHUS KIMHHUYECKOIO HCCIEOBaHUs C
IPOEKTOM TPOTOKOJIA KIWHWYECKOTO HCCIEeOBaHUS JIEKApCTBEHHOIO IIpernapara
it MemunuHckoro — npumeHeHus — ([Ipunoxenune  2),  paspaboTaHHBIM
pa3paboTYUKOM JIEKAPCTBEHHOTO Ipernapara WA HHBIM IOPUAMYECKHUM JTUIOM,
[PUBIIEKAEMBIM K OpraHW3alld IPOBEJICHUs KIMHUYECKOrO HCCIeA0BaHUS
IeKapCTBEHHOTO TIperaparta Mjisi MEeJUIMHCKOTO0 TPUMEHEHHS, W IpYruMU
MaTepHallaMy TaAKOI'0 UCCIICI0BaHNUS;

- 3ampallyuBaTh y 3aka3zyMka M IOJy4aTb OT HEro JOKYMEHTBI, KOTOpbIe
noTpeOyroTCs JUIsl IPOBEIEHHS KIMHUYECKOTO UCCIIeIOBaHusl Ha BBICOKOM HAyYHOM
YpOBHE;

- IOJIy4aTh JIeHEXHbIE CPEJICTBA 3a MPOBEICHUE KIIMHUIECKOTO UCCIIeI0BaHus.

3.2. UcnmonHuTeNh 00513aH:

- Ha3Ha4yuTh [JIABHOTO uHcclenoBaress, OTBETCTBEHHOI'O 3a IMPOBEHCHHE
KIIMHUYECKOTo uccnenoBanus, 1 CouccrienoBaTenei;



6

- obecnieunts mpoBejeHue ['pynmoil ucciaenoBarenei KJIIMHUYECKOTO
UCCIIeIOBaHMs Ha BBICOKOM Hay9HOM ypPOBHE;

- IIPUOCTaHOBHUTH WJIM IPEKPATHTh KIMHUYECKOE WCCIENOBAHHE, €CIH B
NpoLecce ero MNpoBeleHHs OOHapyXeHa ONacHOCTb MUl JKW3HH, 3J0POBBS
IalAEHTOB;

- IIPeJIOCTaBUTh 3aKa3uMKy pe3yNbTaThl KIMHUYECKOTO HCCIIEI0BaHus B (hopMe
oryera (IIpunoxenue 3);

- NIPpeJ0CTaBUTh yBeaomiienne MuHuCTepeTBa 3apaBooxpanenus Poccuiickoit
Degepanuu 0 Hagane ¥ 00 OKOHIAHWH IIPOBE/ICHUS KIMHAYECKOTO HCCIIeIOBAHMSL,

- HE3aME/UIMTENIbHO YBEIOMUTH 3akazuuka 00 W3MEHEHHH pelleHHs
JlokambHOrO ODTHYECKOTO KOMUTETa OTHOCHTENBHO HPOBENEHHS KIHHUYECKOTO
UCCIIEIOBaHMS, B TOM YHCIIE IOCPEACTBOM OT3hIBA paHee JAHHOI'O COINIACHS,

- IPEIOCTaBUTh 3aKa34MKy KOIHH BCEX M3MEHEHHBIX JOKYMEHTOB M IaHHBIX,
B cilydae ecind comiacue JIokankHOro DTHYECKOrO0 KOMHUTETa Ha IPOBEJCHHUE
KIIMHUYECKOTO MCCIEOBAHHUS BBIPAXKaeTCsl MOCPECTBOM BHECEHHsS W3MEHEHHH B
MOKYMEHTBI U JaHHBIE KIIMHUYECKOTO HCCIIeIOBAHMS.

- olecrieynTh XpaHEHHWE JOKYMEHTOB KIMHMYECKOTO WCCIIEOBAHMS B
COOTBETCTBHH C YCIOBHAMH J[OroBopa, 3aKJIFOUEHHOrO ¢ 3aKa3uMKOM, WIH ecCiH
JIaHHO€ YCIIOBHE HE OrOBOPEHO, KaK IpaBHJIO, B TEYEHHE [BYX JIET I10CIe
rOCyIapCTBEHHOM pEerucTpalid JeKapCcTBEHHOTo Impemapara B Poccuiickoit
Qenepaiu WM OQUIMANLHOTO NPEKPALIEHHs KIMHHYECKOH —pa3paboTKu
UCCIIETyEMOT0 JIEKapCTBEHHOTO Ipernapara.

4. IlpaBa u o0s3anHOCTH 3aKa3ynKa

4.1. 3aka34uK UMeeT MpaBo:

- OCYHIECTBIJISATh BLIOOp HCClefoBaTenedl [Uisi NPOBeNeHHs KIHHUYECKOTo
UCCIEeN0BaHMs, MPH NPOBEIACHUH MHOTOLEHTPOBOIO KIMHHYECKOTO HCCIICI0BAHMS
MOXET OBITh OpraHW30BaH KOOPAMHAIIMOHHBIA KOMHTET U (HJIH) BBIOpaH
KOOPAMHATOP U3 YUCIIa UCClleoBaTee;

- Ha BCEX JTanax KIMHHUYECKOro HcciefoBaHMs (OT pa3pabOTKH MPOTOKOIIA,
WHJMBHUIYaIbHOW PErUCTPAllMOHHON KapThl, IIaHAa CTATUCTHYECKOTO aHaIN3a, JUIs
00ILero pyKoOBOACTBA KIMHHYECKHM HCCIE/OBaHHeM, paboThl C JAHHBIMH,
BepPH(UKALAN AHHBIX - JI0 MPOBEJCHHS CTATHCTHYECKOrO aHANM3a MOJTYYEHHBIX
JAQHHBIX K MOJATOTOBKH IIPOMEXYTOYHOTO U (PUHAJIBHOIO OTYETOB O KIMHUYECKOM
HCCIIEIOBAHHH ) IIPUBJICKATh JINIL, obnagaronux COOTBETCTBYIOIIEH
KBIM(UKAITHEN;

- nomy4ath WH(opManuio o IJlaBHOM HccliefoBaTene, OTBETCTBEHHOM 3a
NpOBEIEHNE KIIMHUYECKOI0 Hccie0Banus, 1 0 CoucclenoBaTesx;

- YCTaHaBIHMBATh W PACIpENeNATh IpaBa, 00A3aHHOCTH U OTBETCTBEHHOCTH
BCEX JIUI], YYACTBYIOLIUX B KIIMHUYECKOM HCCIIEIOBAHUH;

- YTBEpPXkKOAarh JOKYMEHTBl 110 TMOPSAKY [POBEIEHUs KIMHUYIECKOTO
HcCleioBanus, cOOpy, perucTpaluy | NPeACTaBIeH s JAHHBIX B COOTBETCTBHH C
IIPOTOKOJIOM U CTaHAapPTHLIMHU ONEPALIMOHHBIMHE MPOIIENYDAMH;

- OCYILIECTBIATh BHEIPEHHE H MOJAJEpXKAHHE CHCTEM oOOecledeHus W
KOHTPOJIsL Ka4ecTBa B COOTBETCTBUM CO CTaHJAPTHHIMH  ONEPAl[MOHHBIMH
IpoUeaypaMH;
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- HasHayaTh Jml, o0Jajarmux HeoOXOAUMBIMH 3HAHUAMHU 1%}
kBaju(UKaIHeil, KOTOpBe OKa3bIBAalOT KOHCYJILTATUBHYIO NoMOILE McnonHuTeno
10 BOMNpOCaM MEIUMUMHCKOTO XapakTepa Ipd IPOBEJCHHH KIMHHYECKOTO
UCCIICOBAHUS,

- OCYIIECTBJIATH KOHTPOJIb KadecTBa M IOJHOTHI IIOJYYEHHBIX B XOJE
KIIMHUYECKOT0 UCCIeOBAHMS JJaHHBIX;

- BHOCHTH M3MEHEHHS B TPOTOKON B (hopMe MONpaBOK, O(QOPMIEHHBIX B
MMCHMEHHOM BHJIE IIOCPEICTBOM OIMCAHMS W3MEHEHWH WIH OQHIMAIbHBIX
pa3bpsiCHeHUH IIPOTOKOIIA;

- mepecmarpuBars Opornopy (IIpunoxenue 4) He pexe OJHOIO pasa B I'OL H,
Py HEOOXOAMMOCTH, JOIOJIHATh HOBBIMH JIaHHBIMH, IIPEIOCTABIATEH aKTyaJlbHYIO
penakuuto  Gpommopsl  ImaBHomMy — umccienosaremo  (ComcclienoBarensim),
He3aBHCUMOMY JIOKanbHOMY DTHYECKOMY KOMHUTETY,

- moiydark ot McrmomHurtens UHGOPMALUIO O pe3yibTaTaX KIMHHYECKOrO
ACCIIeIOBaHUS B OopMeE 3aKIIIOYEHHS.

4.2. 3aka3uuk 00s3aH:

- [0 HaJala KIMHUYECKOI'O MCCIEeIOBaHMS IIOJIyYUThb pa3pellieHue
MunucrepctBa 3apaBooxpaHeHus Poccuiickoii @enepanuu Ha IPOBEIEHHE
KIIMHUY€CKOTO MCCIIEI0BaHUS;

- mpenoctaBuTh MCHOMHUTENIO IIPOTOKON KIMHHYECKOIO HCCIIENOBAHHS H
Opomtopy B TeKymed pemakiuu Ao noanucanus JloroBopa Ha mNpoBencHHE
KIIMHAYECKOI0  HCClIeIoOBaHWS ©W  JaTh BpeMs Uil O3HAaKOMIEHUs C
MpeI0CTaBIeHHON nHpOpMalueii;

- ofecrieurBaTh BeJcHUE WHIAWUBUIyalIbHOM PpErucTpallMOHHOW KapThl B
OTHOIIEHUH KaXJOTO YJACTHUKA KIIMHUYECKOTO UCCIIEIOBAHMUS; o

- TpUHUMAaTh pelieHHne o0 o00pa30BaHMM HE3aBUCHMOIO KOMHTETa II0
MOHUTOPHHTY [aHHBIX IS OLEHKH IIPOBOAUMOIO KIMHUYECKOI'O HCCIEIOBaHMI,
pacCMOTpeHUs] HaHHBIX MO Oe30macHOCTH M I(PQPEKTUBHOCTH HCCIEAYEMOIO
JIEKapCTBEHHOTO Iperapara, B TOM YHCIe ¢ [eJbI0 BBIPA0OTKH pEeKOMEHIALHH O
esecoo0pa3sHOCTH NPOMODKEHHUs, MPEKPAIleHUs KIMHUYECKOro HCCIeNOBaAHUA
WJIH BHECEHUS U3MEHEHUH B IIPOTOKOI;

- ol0ecrieyuBarh XpaHEHHE JAOKYMEHTOB, OTHOCAIUMXCA K KIMHUYECKOMY
UCCIIeIOBAaHUIO, TIPU TpEeKpalleHHH KIWHHYEeCKOH pa3paboTKu HCCIeryeMoro
JIEKapCTBEHHOI0 Ipernapara 10 OJHOMY, HECKOJIBKMM HWIIM BCEM IIOKa3aHUAM,
IyTSM BBEJEHUS, JIEKapCTBEHHBIM (hopMaM, KaKk IMpPaBUIIO, B TEYEHHUE JIBYyX JIET C
MOMeHTa O(HUIMATBEHOTO MpeKpaleHus pa3paboTKu;

-  TpH  TpeKpameHWH  KIMHUYeCKOW  pa3paboTKH  HCCIENyeMOro
JeKapCTBEHHOTO Iperiapara cooOmare o0 3TOM BCEM Yy4YacTBYIOIIUM B
KIMHUYECKOM HCCIIeOBAHUU HCCIENOBATENsIM U MEJAUIMHCKUM OpPraHU3alisM, B
KOTOPBIX OCYIIECTBISIETCS IPOBEAECHHE TAKOT0 UCCIIEA0OBaHuUs;

- coolIare 0 mepejgade npaB Ha JiaHHbIE 00 HCCIEAYEMOM JIEKapCTBEHHOM
npenapare B MUHHCTEPCTBO 31paBooxpaneHus Poccuiickoil Penepanuu;

- IPeNOCTaBJIATh IMOJHYI0 W JOCTOBEPHYIO HHGpOpMALHIO O pe3yibrarax
JOKIIMHMYECKOTO HCCIIEIOBAaHUSl JIEKAPCTBEHHOIO CPEJCTBA, COAEPXKAIIMMHCS B
Opountope wuccrnenoBarens, IPOEKT IPOTOKONA KIMHUYECKOTO HCCIEI0BaHMs
JIEKapCTBEHHOI'0 Tperapara Ui MEAMIMHCKOr0 TpPHUMEHEHUs, pa3paboTaHHBIHN



pa3paboT4yuKoM JEKapCTBEHHOIO Ipenapata WJIH MHBIM OPHIHYECKHM
JIAIOM, TIPHBJIEKAEMBIM K OpPraHM3alliK [TPOBEICHHS KIIMHHYECKOr0 HCCIeOBAHHS
JIEKapCTBEHHOI0 ~ Mpemapara [Jis MEJULUHCKOIO MpPUMEHEHHUs, W JPYTUMH
MaTepHalaMH TaKOT0 HCCIIeIOBAHHMS;

- obecrnieurBaTh NOCTyMJIeHUE VICTIONHUTENO HCCIIeNyeMOro JIEKAPCTBEHHOTO
npemnapara;

- HMETh HCCIIEAyeMBIH JIEKAPCTBEHHBIH mpemapaT B  KOJHYECTBE,
HEOOXOMMMOM JUlsl TIPOBENEHHs KIMHHYECKOTO HCCIIEN0BAHMsS M TOATBEPXKICHHS
ero COoOTBeTCTBHs TpeboBaHHMAM (apMakomeHHBIX cTareil JubO B cioydae HX
OTCYTCTBHS HOPMaTHBHOM JOKyMEHTAIlUM WIH HOPMATHBHOI'O JJOKYMEHTA, a TaKXkKe
BECTH Y4eT aHAJIM30B U XapaKTePHCTHK 00pa3l[OB JEKapCTBEHHOTO Ipelapara U3
napTuu (CepHn);

- OCYIIECTBIATH IIOCTOAHHYIO OLIEHKY O€30IIaCHOCTH HCCIELYEMOTrO
JIEKapCTBEHHOTO Ipenapara ¥ yBeJOMJIATh VICIONHUTENS O MONydYeHHBIX JaHHBIX,
KOTOpbI€ MOTYT HeOJIaronpusiTHO OTPa3sUThCS Ha OE30MaCHOCTH YYaCTHHKOB
KITHHHYECKOTO HCCIIeIOBaHusl U (WIIM) IOBIHUATH HA TPOBENEHHE KIMHHUYECKOTO
UCCIICOBAHUS;

- CTpaxoBaTh PHCK INPHYMHEHHMS BpeNa >KWU3HM, 3I0POBBIO MAIMEHTa B
pesynerare MpOBEICHHs KIHHAYECKOTO MCCIIEN0BaHMs JIEKApCTBEHHOIO Ipenapara
AT MEIULIUHCKOTO TNPHMEHEHHs 3a CBOM CHeT IIyTeM 3aKJIIOYEeHHs JOroBopa
00513aTEBHOTO CTPaXOBaHUS;

- IIPHMOCTaHOBUTh MIIH TPEKPATUTH KIMHUYECKOE HCCIEeNOBaHKHe, €ClIHd B
nporecce ero mpoBefieHHs oOHapy)KeHa ONAacHOCTh JJIS JKH3HH, 310pPOBbS
NalKUEeHTOB;

- coobmare Mcnonmauremo u PenepansHoil ciyxbe nmo Hauzopy B chepe
30paBOOXpaHEeHUsI 000 BCEX CEephe3HBIX W HENPEeABHAECHHBIX HEXeIaTeIbHbIX
peakimsx, a takke npexacrasiser B PenepanpHyro ciyx0y 10 Han3opy B cdepe
3[PaBOOXpPaHEHHsI IEPUOAMYECKHE OTUETHl M0 Oe30MacHOCTH HCCIENyEMOro
npernapara B yCTAaHOBICHHOM IOPSJIKE;

- HUMeThb [aHHele M0 Oe3omacHOCTH H 3(P(EKTHBHOCTH HCCIELYEMOTO
JIEKapCTBEHHOIO Mpemnapara, OOOCHOBBIBAIOLIHE €ro MPUMEHEHHE, a TaKKe
OOHOBIATE OpOIIIOPY MO Mepe MONYYeHHs B paMKaxX NpPOBEIEHHS KIMHHYECKOro
HCCJIEIOBAHUSA HOBBIX JIaHHBIX, BIUSIONMX Ha 3(dekTUBHOCTs U 6e30macHOCTh
HCCIIElyeMOro JIeKapCTBEHHOTO ITperapara;

- omatuTh McronHuTenio npoBeaeHne KIMHUIECKOTO HCCIIENOBaHMS.

5. I'maBHBIH Hcc/Ie0BATE b

5.1. I'maBHBIM HccreioBaTeNneM SBISIETCS JIULO, OTBETCTBEHHOE 3a MPOBEIEHHUE
KIIMHUYECKOI'0 UCCIIENOBAHMS U HMEIOLIIEE:;

- nedeOHyIo CHEeIHAJIbHOCTD, COOTBETCTBYIOIIYIO IIPOBOJIUMCMY
KIIMHUYECKOMY MCCJIEIOBAHHIO;

- CTaX paboThl MO0 MporpaMMaM KIMHWYECKUX HMCCIIEIOBAaHUI He MeHee 4eM
TpH roja.

5.2. InmaBHBIA HcclenoBaTeNb HMEET INPaBO BHOCHTH NPEIJIOKEHUST TI0
kanguaarypam CouccieoBareseid, yaacTBYIOIMX B KIMHHYECKOM UCCIIETOBAHMH.
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5.3. I naBHEBIH UCCIIeIOBaTelb IIPENOCTaBIsAeT MTHUCHEMEHHOE coryacue
MOCPEACTBOM IOAMUCAHUS IIPOTOKONA UIIH APYTOT0 JOKYMEHTA Ha:

- MpOBeJIeHNE KIMHUYECKOIO MCCIIEA0BAHUS B COOTBETCTBHH C MPOTOKOJIOM H
TpeboBaHUAME 3aKoHonarenbcTBa Poccuiickoit @enepaiuu B cdepe oOpaliieHus
JIeKapCTBEHHBIX CPE/CTB;

- coOJromeHHe TPOLEAYphl pPETUCTpaliyl H IPENCTaBIEHUs JIaHHBIX
KIHHAYECKOTO UCCIIe/IOBAHUS;

- IPOBEeHNEe MOHUTOPHHIA U ayJUTa;

- XpaHEHHEe [JOKYMEHTOB, CBS3aHHBIX C IIPOBEJIEHHEM KIHHHYIECKOTO
UCCIIeOBaHMUSL.

5.4. Tnmaseeiii wuccienosarens #u  CowuccienoBareld  JOMKHBI  OBITH
O3HAKOMJIEHBI C pe3yJabTaTaMH JOKIMHHUYECKOIO HCCIENOBAHMS HCCIELYEeMOIo
JIEKapCTBEHHOIO Ipenapara, akTyallbHOH Bepcueid OpoIIOpEl, IIPOTOKOJIOM, HHBIMU
MOKYMEHTAMH ¥ JaHHBIMH, UMEIOIIMMH OTHOIICHHE K IPOBEJCHUIO KIHHHYECKOIO
UCCIIeIOBaHMUS.

5.5. I'maBHBIH HccIenOBaTeNlb OCYIIECTBIISIET OTOOP YYACTHUKOB KIMHUYECKOTO
UCCIIeIOBaHUsA, OOeCrneYynBaeT OKa3aHWe MEAMIMHCKOM IIOMOINH YYaCTHHKY
KIIMHUYIECKOTO MCCIIeIOBaHUSI.

5.6. I'maBubIif BccnenoBarens 0 CoucclienoBaTeNy JODKHEI 3HATh U COOMIONATh
Hacrosiiee IlomokeHwe u HHble TpeboOBaHMS 3akKoHoHaTelbcTBa Poccuiickoi
®enepaunu 00 0OpalieHNUU JIEKAPCTBEHHBIX CPELCTB.

5.7. I'naBHBIN HCclenoBaTenb NOJDKEH pacliojlararb BpeMEHEM H pecypcaMy,
BKIIIO4asi jaboparopuu, oOOOpyZOBaHME W IEpPCOHAT, HEOOXONUMBIMU  JIJIst
NPOBEJIeHUs] KIMHUYIECKOTO UCCIIEI0BAHUSI.

5.8. TmaBHBIA wWcciemoBarellb MPOBOAUT KIMHHYECKOE HCCIENOBaHHE B
COOTBETCTBHHU C IIPOTOKOJIOM.

['maBHEIN uccnenoBarens 00s3aH coOmMONaTh MPOTOKOI, HE NOIDKEH BHOCHTH B
Hero u3MeHeHuss 0Oe3 pemeHuss MwuHuHcTepcTBa 3ApaBooxpaHeHus Pocculickoid
@Denepanu 1 oxobpeHus JlokalbHOTO DTUYECKOTO KOMUTETa, 332 HCKIHOUEHHEM
cllydaeB, Korja TpeOyeTcss YCTpaHUTh HEMOCPEACTBEHHYIO YIpo3y KHM3HU U (MIIH)
3I0POBBSl yYaCTHUKA KIIMHUYECKOTO HCCIIEIOBAHHUS.

Jlroboe  OTKJIOHEHHWEe OT YTBEPXAEHHOTo mporokona odopmisercs
NOKYMEHTAJIbHO M B KpaTdaillllie CpPOKH HampaBisieTcss IJIs PacCMOTPEHHsI U
comtacoBaHus B JIoKanbHBIH DTHUYECKHH KOMUTET U 3aKa3yuKy i COTTIaCOBAHMS.

5.9. I'naBHEI# uccienoBaresb cooduiaeT B JIOkanbHbIil DTUYECKHI KOMUTET:

- 00 OTKJIOHEHUAX OT MPOTOKOJIA MM U3MEHEHHSIX IIPOTOKONIA, IIPON3BEIEHHBIX
JUISL YCTpPaHEeHWs] yrpo3bl JKU3HU M (MJIM) 370pPOBBS yYaCTHHUKA KIMHMYECKOTO
UCCIIeI0BaHNUS;

- 00 U3MeHEeHUsX, HelTOCPECTBEHHO BIMSIOMIMX Ha MPOBEACHNE KIMHUIECKOIO
UCCleIoBaHus M (MJIM) YBEJMYMBAIOIIMX PHCK Yy4YacTUs B KIMHUYECKOM
UCCIIEJOBAaHHUY;

- 000 Bcex HeXenaTelbHbIX peakluAX, KOTOpbIe SBISIOTCS OJHOBPEMEHHO
CEPBE3HBIMU U HEIIPE/BUICHHBIMH;

- 0 HOBBIX JAHHBIX, KOTOPEIE MOI'YT CBHETEILCTBOBATE O BO3PACTAHUU PHUCKA
JUISL YYaCTHUKOB KJIMHHUYECKOTO HCCIENOBaHUS WA MOTYT HeOIaronpusiTHO
HOBIIMATH HA X0 KIIMHUYECKOTO UCCIIEAOBAHMUS.
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5.10. TImaBHBIH HccaenoBarenb JIOJDKEH 00ecIeunTh IIpUMEHEHNE
yYaCTHUKaMH  KJIMHHYECKOI'0  MCCIEAOBAHUS UCCIENYEMBIX  JIEKapCTBEHHBIX
IpernaparoB B COOTBETCTBHM C IIPOTOKOJIOM M COOJIOAATh IPelyCMOTPEHHYIO
TIPOTOKOJIOM METOJIUKY paHIoMU3aluu (pacrnpefeneHus] YHaCTHUKOB KIMHUYIECKOTO
WCCIIeIOBAaHUSA TI0 TPYIIaM JIeYeHHS WIM KOHTPONS CIy4alHBIM o00pa3om,
MO3BOJISIONIETO CBECTH K MHHHUMYMY CyOBEKTHBHOCTB) W 00ECIIEIHTH pacKpBITHE
KOJZla TOJIBKO B COOTBETCTBHU C IIPOTOKOJIOM.

Ecnu xivHMYecKoe HccneqoBaHUE MPOBOAUTCS CJIENBIM METONOM, |TaBHBIN
HCCIIeNIOBATENh  JOKYMEHTAIbHO odopMiIsieT W  OOBICHSIET OpraHu3aTopy
KIMHUYECKOTO  HCCIENOBaHus Jo00e MpexJeBpeMEeHHOE pacKpbiTHE Koua
HCCIIeAyeMBIX JIEKAPCTBEHHBIX MIPENapaTos.

5.11. TnmaBHBIi  WCclieloBaTeNb  OCYIIECTBISET  YYE€T  HCCIEIYEMBIX
JIEKapCTBEHHBIX IPENapaTroB U NpenaparoB CPaBHEHUS, B TOM YHUCIIE BEAET YUYeT X
NOCTYIUIeHUH, (aKTUYecKoro Hajlu4us, KOJIWYECTBA WCIIOIB30BAHUSA KaXKIBIM
YYaCTHUKOM KIIMHHYECKOI'O WCCIENOBaHUSA, YHWYTOXEHHs, a TakKxe BO3Bpara
OpraHM3aToOpy KIMHUYECKOIO MCCIIEeIOBaHHUS.

[maBHBIM HWcclenoBaTellb MOXET IepefaTb OOS3aHHOCTU 10  y4YeTy
WCCIedyeMBIX JIEKAPCTBEHHBIX IIPENapaToB M IIPenapaToB CPaBHEHHS pPabOTHUKY
anTe4YHOW OpraHu3alid WIM HHOMY JIMLY, IOAKOHTPOJBHOMY [7l1aBHOMY
HCCIIeIOBATEIIO.

[ maBHBIA HCCIIEOBATENb [OJDKEH BECTH 3allUCH, TOATBEP)KIAIOLIUE, ITO
YYaCTHUKHM KIMHUYECKOrO0 UCCIIENOBAaHHUS IOIydald UCCIelyeMble JIeKapCTBEHHBIE
nperapatel W (MJIM) TIpemaparkl  CpaBHEHHWSI B J03aX W KOJNUYECTBaX,
IPEeLyCMOTPEHHBIX ITPOTOKOJIOM KIIMHHYECKOTO HCCIIEI0BAHMS.

5.12. I'maBHeIii HcclenoBarelb HHOOPMHPYET YYACTHHKA KIMHHUYECKOTO
WCCIIEIOBAHUS WIIH €r0 3aKOHHOIO MPEJICTaBUTEIS:

- 0 TOM, 4YTO KIMHHUYECKOE MHCCIENOBAaHUE HOCHT 3IKCIEPUMEHTAIbHBIN
XapakTep, y4acTHe JIAILA B KIMHUYECKOM HUCCIIEIOBAHUH SIBISIETCS 1OOPOBOJIBHBIM, U
OHO MOXET OTKa3aTbCsi OT YYacTHUsl B KIMHMYECKOM HCCIIEOBAaHWH B JIOOOM
MOMEHT;

- 0 IeIH KIMHUYECKOIO HCCIENOBaHUs, €ro IPONOJDKUTENIbHOCTH U
MPUOIU3UTETEHOM KOJIMYeCTBE YYACTHUKOB;

- O BapuaHTax JIEYEHHUs] B IMIPOLECCE KIMHUYECKOIrO MCCICIOBAHUA U
BEPOSITHOCTH CIIyYalHOTI'O paclpele/ieHH sl B OOHY U3 IPYIII JICYCHUS;

- 0 IIpoleaypax KIMHHYECKOIO HCCIIENOBaHUs, BKIOYas BCE HWHBA3UBHLIC
IIPOLIELY B,

- 00 00sM3aHHOCTSX YYaCTHHKA KIMHHYECKOI'O HCCIIeIOBAHMS,

- 00 oxugaemblX pucke W (WIM) TONB3e IS YYACTHHKA KIMHHYECKOTO
HCCIIENOBaHMUs, a TAaKXKe, B COOTBETCTBYIOLIMX CIIy4asiX, s sMOpHUOHa, IUIoa MK
IPyIHOTO pebeHKa;

- 00 WHBIX, TOMUMO TIPEyCMOTPEHHBIX MPOTOKOJIOM IPOLIEAYPaxX MWIH METOaX
JIeYeHUs], KOTOPbIe MOTYT ObITh JOCTYITHBI YYACTHUKY KIIMHHYECKOTO MCCIIEIOBaHHS,
a TaK)Xe UX MOTEHLHAJIBHBIX BBITOIE, MOJIb3e, PUCKE;

- O KOMIIEHCAlMH W (WiW) JIeYeHWH, JOCTYIHbIe YYaCTHUKY KIUHHYECKOTO
HCCIIEIOBAHUA B CIy4ae IIPUYMHEHHMS Bpella ero 3J0pOBbIO B pe3yibTaTe y4acTUs B
KJIMHUYECKOM HCCIIeIOBaHNH;
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- 0 TIUIAHHPYeMBIX  BBIIUIATAX YYaCTHUKY KIMHUYECKOI'O HCCIIEIOBAHMUS
3a €ro y4acTHe B KIMHMYECKOM HCCIIEIOBAaHUH, €CIIM TaKOBBIE MTPElyCMOTPEHEI;

- 0 IUIAHMPYEMBIX pacxo/aX Y4JacTHHMKa KIMHHYECKOIO HCCIIEOBaHUS, €CIH
TAKOBBIE OXKUIAIOTCS, CBSI3aHHBIE C €10 YJaCTHEM B KIIMHUYECKOM HCCIIeIOBaHHH,

- 0 TOM, YTO YYacTHHK KJIMHHMYECKOTO HCCIIE[OBaHUS WIH €ro 3aKOHHBIH
NpeACTaBUTENb, MOANKCHIBAsS MWHGOPMAIIMOHHBIA JIUCTOK MAlWeHTa, JaeT
paspellieHMe Ha [OCTYN IIMIly, Ha3HAueHHOMY [UIsl IIPOBEIEHHS MOHHUTOPHHIA,
ayIUTOPOB, HE3aBHUCHMBIX 3THYECKUX KOMHUTETOB, YTOJTHOMOYEHHBIX OPraHOB K
MEJUITMHCKUM 3allUCsAM YYaCTHUKA KIMHUYECKOro UCCIeI0BaHHMS;

- 0 TOM, 4YTO 3alHCH, WISHTHQHUUUPYIOIIHE YJIaCTHWKA KIHHHIECKOTO
HcclefoBaHusl, OyIyT coxpaHeHbl B TaifHe, pacKpbITHE HX JOIycKaercs B
COOTBETCTBHH C 3aKOHOJaTeNscTBOM Poccuiickoii Denepaiiuu ¥ NpH MyOIHKaIlHK
pe3yibTaToB  KIMHHYECKOTO  HCCIeNOBaHHS  KOH(HIEHIHAIBHOCTh  JaHHBIX
y4acTHHKa KJIMHHUYECKOIrO MCClefoBaHus OyieT COXpaHeHa;

- 0 TOM, YTO YYAaCTHUK KJIMHHYECKOTO HCCIENOBAHMSI WM €ro 3aKOHHBIN
IpeACTaBUTENb OyfeT He3aMe[UIUTENIbHO O3HAaKOMJIEH C HOBOM HH(pOpMalmex,
CIIOCOOHOM TMOBIHATH HA €r0 JKeJaHWe MPOJOJDKATh ydacTHe B KIIMHAYECKOM
HCCIIeJOBAaHUY;

- 0 JIMLAX, K KOTOPBIM MOXHO OOpaTuThCs Ui MOILy4eHHUs JOMOIHUTENBHON
HH(OPMALUN O KITHHUYECKOM HCCIIEIOBAHUY, U TIPaBaX yYaCTHUKOB KIMHHYECKOIO
HCCIIE/I0BaHNS;

- 0 BO3MOXHBIX 0OCTOATENbCTBAX W (WMIIH) NMPUYMHAX, [0 KOTOPHIM Yy4acTHE
JIMa B KITHHUYECKOM HCCIIEIOBAaHUH MOXKET OBIThH IPEKpaIeHO.

5.13. T'maBHBIM uHccnenoBaTenb Iepen MOMyYeHHEM HHGOPMHUPOBAHHOIO
NOOpPOBONBHOTO  COMIACHS JOJDKEH IPENOCTABHTh YYACTHHKY KIMHHYECKOTO
HCCIIEIOBAHUS, €r0 3aKOHHOMY IIPEICTaBUTENIO BpeMsi, HEOOXOAMUMOE JUISl IIPUHSATHS
pemeHus 00 y4yacTMM B KIMHMYECKOM HCCIIEJOBAaHMHM WM OTKa3e OT TaKoro
y4acTHs. YYacTHHK KJIMHHMYECKOTO  HCCJIEeNOBaHHSI WM  €ro  3aKOHHBII
NpeACTaBUTENb BIIpaBe MOIYYUTh UCUEPIBIBAIONIHE B JOCTOBEPHBIE OTBETHI HA BCE
BOIIPOCHI O KIIMHUYECKOM HCCIIeIOBAHNH.

5.14. B cpok, ycTaHOBIEHHBII TPOTOKOIOM, [ 1aBHEII HCclienoBaresb 00sI3aH
coobmars 3akazduky o000 BceX Cephe3HBIX HeXelaTelbHBIX peakiuix, 3a
UCKJIIOYEHUEM Te€X, KOTOpBIE B IIPOTOKOJE WIM B OpolLIOpe OmpeneneHbl Kak He
TpeOyrollue HEMEIEGHHOIO COOOIIeHNSI.

Ilocne nepBoro cooOIIEHHS O CEPhEe3HbIX HEXKENATeNIbHBIX peakiusax [aBHbIi
UCclieloBarellb B KpardalllMe CpOKH IIpeACTaBiIseT 3aka3uuky MOApOOHBIMA
MMCBMEHHBIN OoTYeT. IIepBEIi U MocieyomKe 0TYeThl JOIKHBI HASHTHOUITHPOBATh
YYaCTHMKOB KJIMHUYECKOIO MCCIE[OBaHUS 110 IPHCBOGHHBIM HM YHHKAIBHBEIM
KOZIaM.

5.15. IIpu coolueHusx O CMepTH y4acTHUKA KIWHHUYECKOTO HCCIIeOBaHUS
I maBHBIA HMccnefoBarens 00s3aH 10 3anpocy 3akazyuka, JIoKaJibHOro DTHUECKOTo
KomuTeTa, MuHHCTEpCTBA 3JpaBooxpaHeHus Poccuiickoit ®enmepanuu u (WiIH)
QenepanbHoil cimyxObl 1O Hax3opy B cdepe 3ApaBOOXpaHEHHs IPEIOCTABUTH
MO0y NOIONHUTENBHYI0 MH(OPMAIMIO OTHOCHTENBHO NAHHOTO CJIydas, B TOM
9HCJIE IIPOTOKOJ BCKPBITUS U IIOCMEPTHBIN STTHKPH3.
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5.16. B ciay4yae BO3HMKHOBEHHUS OINACHOCTH Uil  JKU3HH, 3IOPOBBS
y4acTHHKA KJIMHWYECKOTO HcciaenoBaHus, [JaBHBIH wuccinenoBareib 00s3aH
pouH(OpPMUPOBaTE 00 DTOM pekTopa YHUBEpCcHUTeTa M 3aKazduka B TeueHHe 24
4yacoB. PemeHne o NpHOCTaHOBIEHHMM KIMHUYECKOTO HCCIIENOBAHUS IMPUHUMAIOT
pexktop VYHuBepcuTera W (MIM) 3aKa3zyuK, pelIeHHe O IpeKpalleHuH TaKoro
HCCIeI0BaHMs IpPUHUMAET YIIOJTHOMOYEHHBIH (benepanbHBbIif oprax
HCITOJIHUTENIBHOM BJIaCTH Ha OCHOBAaHUM COOOIIEHHUS B MUCEMEHHON dopMe peKTopa
VYHuBepcuTeTa Win 3akazduKa.

IIpy [OCpPOYHOM MpeKpalleHWHd KIMHHUYECKOTO WCCIE0BaHUs WM ero
IIPHOCTAHOBIECHUN ITaBHBIA Hccnenosarens M (win) Henonnurens oOs3aHbI
He3aMeUTUTeIbHO HH(GOPMHUPOBATh YYACTHHUKOB KIMHUYECKOTO HCCIEIOBAHHS,
obecrieunTh WM HeoOXomuMoe JieueHHe U HaOoneHue, TPOHMH(POPMUPOBATEH
3akazyuka, JIOKaJbHBIM OTHYECKHl KOMHTET C IpeloCTaBlIeHUEM MOAPOOHOTO
IIUCBMEHHOTO OOBSCHEHUS IPHYMH [PHOCTAHOBJIEHUS WM  IPeKpalleHus
KIIMHUYECKOTO UCCIIeIOBaHUS.

5.17. I'maBHBIH uccnenoBarens 00eCIeYUBAET TIOTHOE U JOCTOBEPHOE BeJeHHUE
JIOKyMEHTOB KJIMHUYECKOIO HCCIEeNOBaHMS M HMX XpaHEeHHE B YCTaHOBIEHHOM
MOpSAKE, BKIKOYAs 3alMCH Ha OyMaXXHbIX, DJIEKTPOHHBIX, MAarHUTHBIX WX
ONTHYECKUX HOCHTEJISX, CKaHOI'PaMMBI, PEHTTE€HOBCKHE CHUMKHY,
JJIEKTPOKapAUOTrpaMMBI, KOTOPBIE OIKCHIBAIOT METOMABI, OpPraHu3aluio H (WIIH)
pe3yJbTaThl KIMHUYIECKOrO UCCIIeI0BaHuUA.

5.18. llo 3aBeplieHUN KIMHUYECKOTO UCCIENOBaHUS | TaBHEBIN HCClIeIOBATENb
coobmaer 06 3TOM pekTopy YHHBEpPCHUTETA, IOJTOTABIIHBAET OTYET U IPEACTABISET
ero 3akazuuky 4 B JIokanbHbIM DTHYECKUI KOMUTET.

6. I'pynna opraHu3anuu KIHHAYECKHX HCCJIeJOBAHHIA

6.1. C uenpr0 KOOpPAMHAIIMH [EATENBHOCTH YYACTHHKOB KIHHHYECKOTO
uccnenosanus cosnaercs ['pynna OKW, cocras koTopoll yrBepxaaeTcs: MpUKa3zoM
pekropa YHUBepcUTETA.

6.2. B cocras ['pynmner OKM BXo#sT mpopeKTop Mo HayIHO-UCCIe0BATEIBCKOM
pabore  (mpeacenarens) M PYKOBOAMTENIM — CIEAYIOUIMX  CTPYKTYPHBIX
II0/Ipa3/Ie/IeHU: HaydHO-OpraHU3alllOHHEIN OT/eN, IOPHANYECKU OT/IeN, IJIaHOBO-
(uHAHCOBOE yIIpaBieHHe, yIIpaBieHne OyXralTepcKoro yuyera i KOHTPOJIS.

6.3. ®yunkuuu [pynmner OKU:

- pa3paboTKa IPOEKTOB JIOKAIBHBIX HOPMATUBHEIX aKTOB B cepe MPOBEICHUS
KIIMHUYECKUX UCCIIeI0BAaHUH;

- IIOArOTOBKA IIPOEKTA MPHKa3a O MPOBEIeHUN KIIMHUYEeCKOrO UCCIIeI0BaHNUS;

- KOOpAWHALMS AeATeIbHOCTHU MoJpa3ie]ieHH YHUBEPCUTETA TIPU TTPOBEICHHUN
KIIMHUYECKUX UCCIIeIOBAaHUH;

- OpraHu3alys B3aUMOJICHCTBUS C YIOJHOMOYEHHBIM (hefepaibHbIM OpraHoM
UCIIOJTHUTENIbHOM BIaCTH U 3aKa3IHKOM;

- paccMOTpeHHEe IIaKeTa JIOKYMEHTOB Ha IIPOBEJEHUE KIMHUYECKOro
HCCIeI0BaHUs, MIPEICTABIEHHOTO 3aKa3uuKOM;

- B3auMoJielicTBre 3aKa3uuKka ¢ YHUBEPCHUTETOM;

- B3auMopelcTBMe [7aBHOro wccienoBareNss ¢ OJTUYECKMM KOMUTETOM
VYuuBepcurera;
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- paccMOTpeHHEe M YTBEpXKIEHHE pasMepa BBIILIAT y4acCTHHKAM
KJIMHUYECKOTO HCCIIEIOBaHUS B YHUBEPCUTETE,;

- yBenomienne MunucTepcTBa 3apaBooxpaHeHus Poccuiickoil ®enepanun
Havaje 1 00 OKOHYaHHM IIPOBEAECHUS KIMHUIECKOTO HCCIIe/IOBAHHS;

- MIPOBEJIEHKHE TEKYIIEr0 MOHUTOPHUHTA 33 XOIO0M KIIHHHY€CKOI'0 MCCIIEOBAHMS;

- OIlleHKa JM3aiiHa KIWHAYECKOTO MCCIENOBAaHMA, €r0 COOTBETCTBHE
[IPUHIMIAM J0Ka3aTeIbHON MEeIUIINHBI;

- perucTpanus W aHajih3 BCEX IIPOBOAUMBIX B YHHBEPCHUTETE KIIMHHYECKHX
HCCIeOBaHUH.

6.4. B cmoydae TmpekpallleHHs WM IIPHOCTAHOBJIEHUS] KIMHUYIECKOTO
UCCIIeZIOBaHKs 110 HMHULIMATUBE 3aKa3uyuKa, [OCIEeIHUM [JO/DKHO  OBITh
IIpeIoCcTaBlIeHO uckMeHHoe u3BelleHue B I pymry OKHU ¢ ykazaHueM npuyuH.

6.5. Ilocne 3aBepieHHs KIMHHYECKOro uccienosaHus uieHsl ['pymnmsr OKH
[IOJIy4al0T BO3HArpakKIAE€HHWE 3a OPraHH3allHOHHO-TEXHHYECKOE COIIPOBOXKJIECHHUE.
Bosnarpaxaenue 3a OpraHU3alMOHHO-TEXHHYECKOe COIIPOBOXKICHHE
pacrnpe/ensaercs Ha OCHOBAHMH IPENJIOKEHHH PYKOBOLHUTENSI COOTBETCTBYIOIIETO
CTPYKTYPHOTO IIOpa3/ieIeHus.

7. OTBeTcTBeHHOCTH JIOKAJIBHOr0 ITHYECKOr0 KOMHTETA

7.1. JloxanbHBI OTHYECKUH KOMHUTET (DYHKLIMOHHUPYET KaK He3aBUCHUMBIN
oprat ¥ obecrieurBaeT 3alluTy MpaB, 0€30IaCHOCTh U OXpaHy 3J0POBbS YYaCTHHKOB
KIIMHUYECKOT'0 UCCIIeIOBAHUS.

7.2. B cocraB JlokampHOrO OTHYECKOTO KOMHUTETAa MIOJKHO BXOAHUTH
JOCTAaTOYHOE YUCIIO JIHL, 00Iafaromux HeoOX0AMMBIM OIBITOM W KBanudukanuen
JUIS  OKCIIEPTHOM OLEHKH Hay4YHBIX, MEIULIHUHCKUX ¥ 3THYECKUX AaclleKTOB
IJIAHUPYEMOI'0 KJIMHHUYECKOrO HCCIIeIOBaHMS, KaK MPaBUIO, ISATH JIMI, IIPU 3TOM
MHTEpPEeCHl He MeHee YeM OJIHOT'O JIUIfA IOIDKHEI JIe)KaTh BHe C(ephl HayKH.

7.3. JloxaneHbIi DTHYECKHNH KOMHTET OCYILECTBIAIOT CBOIO NESATEIBHOCTDH B
COOTBETCTBHM €  YTBEPXKIAAEMBIMH UMM  CTaHJAPTHBIMH  OINEpalMOHHBIMU
IIpoLeAypaMH, COAep)KallMMKU TpeOoBaHMS, B TOM UHCIe K COCTaBy W
KBaIU(UKAMK YIEHOB, CBeJeHUs 00 yupemurelie, IOPSAOK OpraHU3alliy
[IPOBEJIEHNs 3aCeJaHul, pACCMOTPEHHUs [JOKYMEHTOB U IIPUHSTHS 110 HUM PEIIeHU.

7.4. JloxanbHBIN DTHYECKUNA KOMUTET pacCMaTpUBaeT M MPUHUMAET pelleHue
Ha OCHOBaHHM JIOKYMEHTOB — B [ [punoxenuu 5.

7.5. llo pesynsraraMm pacCMOTpPEHHS MOKYMEHTOB, YKa3aHHBIX B I 7.4
Hactosmtero Ilonoxxenus, JlokaneHbeI OTHYECKHH KOMHTET IPUHUMAET OAHO M3
CIEYIOIINUX PEIICHUH:

- BblAA@eT 3aKimodeHne 00 OJOOpeHHH TIPOBENeHHWS  KIHHUYIECKOTO
HCCIIeIOBaHNUS;

- BBIJAeT 3aKIIOYEHHE O HEBO3MOXHOCTH OOOpeHHs KIMHUYIECKOro
UCCIIEJOBAHUS;

- PEKOMEH/IyeT BHECTH U3MEHEHUs B IIPEACTABICHHBIE TOKYMEHTHI JJIsl Lelei
NOCJIEeNyIOIIEeN BBIJAUM 3aKiodeHusi 00 omoOpeHWH NPOBEAEHUS KIMHUYECKOTO
UCCIIeJOBAHUS;

- OTMEHSIeT WM I[PHOCTAaHABIMBAET paHee BBIJAaHHOE 3aKIioueHue o0
000peHNH MTPOBEICHUS KIIMHHYECKOTO MCCIIeI0BAHMS.
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7.6. OyHKIHA JlokanpHOTO ODTHUYECKOTO KOMHUTETA:

- OCYUIECTBIISIET KOHTPOJIb COONIONEHHUS 3THUYECKHUX HOPM IPU IIPOBENECHUN
KJITMHUYECKOT'O UCCIISIOBAaHUS U IIPAB YYaCTHUKOB KIMHUYECKOIO UCCIIEOBAHMS;

- Ha OCHOBAaHMU Hay4dHO# Oumorpadum uccienoBaresss U MHOW JOKYMEHTALUU
OIIEHHBAeT COOTBETCTBHE  KBaJIM(UKAIIMK  HCCIeNoBaTeNsl  IUIAaHUPYEMOMY
KIIMHAYECKOMY HCCIIe[IOBAHHIO;

- B IIpOLIECCE MCCIEN0BaHUS ITEPUOINIECKH paccMaTpUBaeT JOKYMEHTAIUIO U
OLIEHUBAET MIPOBOAMMOE KJIMHUYECKOe HCcieJoBaHue (He pexe OJHOTO pa3a B Iofl);

- MOXeT TMoTpe0OBaTb OT OpraHU3aropa KIMHUYECKOIO HCCIIEeI0BaHUg
NIPEAOCTAaBUTh YYACTHUKY KIMHHYECKOTO UCCIIEA0BAHMS JIOTIOIHUTEBHBIE CBEIEHUS
00 HCClleOBaHWH, MOMHMO HHGMOOpMAIKH, coaepXkamieidcs B HHQOPMALHOHHOM
JUCTKE TIAIlMEHTa, €CJIH, N0 MHEHHI HE3aBHUCHUMOI'0 3THYECKOTO KOMHUTETAa, 3TO
IIO3BOJIAT TIOBBICHTH CTEIEHb 3aIWThl TpaB U 0Oe30MacCHOCTH Yy4YaCTHHUKA
KJIMHHYECKOTO UCCIIEIOBAHUS;

- OILIEHWBAeT pa3Mep U IOPSAJOK OCYIIECTBICHHUsS BBIJIAT YYaCTHHKAM
KIMHAYECKOTO  MCCIIENOBAaHMsT C  IENbi0  BBIABIEHHS  HE0OOCHOBAaHHOM
3aMHTEPECOBAHHOCTH YYaCTHUKOB KIMHHUYECKOIO MCCIIENOBAHUS WU IPHHYKICHUS
WX K YYaCTHIO B KIIMHHYECKOM HccienoBaHuu. MHpopmanus, kacaromascs BBIILIaT
yYacTHHUKAM KJIMHUYECKOTO WCCIIeNOBaHMs, BKJIIOUAs METOIBI, CYMMBI H I'pa(Hk
BBIILIAT, OTPaXKaeTcs B HHMOPMAIIMOHHOM JIUCTKE MallHeHTa.

- MOXeT TIpHBIEKaThb JJIs TPHHIATHA peIleHud Jiul, oOrafariux
CrielMaJbHBIMHI 3HaHUSIMA B COOTBETCTBYIOIIMX 00IacTSX, KOTOphIe HE Y4acTBYIOT B
MIPEHMSAX U FOJI0COBAHUM;

- COTJIACOBBIBAET IMOMPaBKHU B MIPOTOKOJ KIMHUYECKOTO UCCIIEIOBAHNS,

- IPUHUMAET OTYET I10 3aBEPIIEHNH KIMHUIECKOIO HCCIIeOBAHNS,

- COBEpIIaeT UHEIE JeHCTBUSA, HAPABJICHHBIC HA UCIIONIHEHHE CBOMX (DYHKIIHH
M ITOJTHOMOYHH.

7.7. JlokanpHbBIH DTUYECKHH KOMHUTET He3aMeJIHTEJIFHO B IMMMCBMEHHOM BHUJE
cooOmaeT [ maBHOMY HCCIIEOBATENIO, 3aKa34UKy O CBOMX PEIICHHUAX, KACAOIIHXCS
KIIMHHYECKOI'O UCCIIeIOBaHUS ¥ IPUYUHAX IPUHATHS PELIeHUH.

7.8. Ecnu mpotokon npeaycMarpHBaeT HEBO3MOXXHOCTE IOJIYYEHHs COINIACHS
Ha ydacTHe B MCCIEJOBAaHWM Y MAalMeHTa WM €ro 3aKOHHOI0 IIPEJCTaBHTENS JI0
MOMEHTAa BKJIIOYEHMS Ial[MeHTa B MCCIIeOBAHUE, B TOM YHUCIIE€ IIPU HEOTIOMKHBIX
cocTOAHUAX JIOKANBHBIH DTHYECKUNM KOMHUTET JIOJDKeH YOEeIUThCS B TOM, 4TO
IIPE/ICTaBIEHHBI MPOTOKON H (WMIM) [pyras AOKyMEHTalldss COOTBETCTBYIOT
STHYECKHM HOpMaM, a TaKXKe HHBIM O0O0sM3aTeNbHBIM TpeOOBaHUAM M TaKUX
HCCleOBaHUM.

7.9. JlokanbHBIH DTHYECKHH KOMHUTET 00eCIeuMBacT XpaHeHHEe JOKyMEHTOB,
CBSI3aHHBIX C IIPOBEJACHUEM KIMHMYECKOIO MCCIEeNOBaHHUsA, KaK IIPaBUiIO, B TEUYECHHE
TpeX JIET MOCIIe 3aBePIICHUs] KIIMHUYECKOTO UCCIIENOBAaHUS U IIPECTaBICHHE TaAKHX
IOKYMEHTOB TpEThUM JIMIaM C coOiroieHueM TpeOOoBaHUN 3aKOHOATEIbCTBA
Poccuiickoii ~ @enepamuit 0  NEPCOHANBHBIX  JI@HHBIX,  KOMMEPUYECKOH,
TOCyIapCTBEHHON U MHOW OXpaHsSIeMOM 3aKOHOM TaiHe.



Comtacosano:
[TpopekTop 110 HAY4HO-
HCCIIeI0BATENIbCKON pabore

IIpopekTop 1Mo SKOHOMHKE
U puHaHCAM

3aBeayromas Hay4HO-
OpraHU3allHOHHBIM OTAEIIOM

HaganpHuK ropuIu4ecKoro oraena
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[Tpunoxenue 1

PEINIAMEHT PEAJIM3AIINA KIIMHUYECKUX MCCJIEJIOBAHUM

1. IlnannpoBanue, OpraHu3anus U NPoBeJeHHe KIHHHIECKHX HCc/Ie0BaAHMI

1.1. B mensx mmaHMpoBaHMs KIMHUYECKOTO MCCIIENOBAHUs HA ONpPEeEHHOI
KIIMHUYEeCKOH 0aze VYHHBEepcHTeTa WHHIMHPYIOLUIHA paboTHUK VYHuBepcuTeTa (B
nepcrekTrse [ maBHBIN UccienoBarenb) obpamaeTcs:

- €O ciry>keOHOM 3aUCKOM B afipec MPOPEKTOpa 0 HAYYHO-HUCCIIeN0BATEIBCKOM
paboTe 0 BO3MOXXHOCTH MPOBEJEHHUs KJIMHHYECKOT0 HCCIIEI0BAHNS, ET0 XapaKTepe U
yenoBusx nposeneHus. K ciayxeOHoOM 3amucke mipunaraeTcss HEOOXOIMMEBIN MakeT
nokymenTtoB (ITpunoxenue 6);

- TOTOBHUT TMAKET NOKYMEHTOB JUIsl IIPOBEIEHUS! DKCIEPTH3BI B DTHYECKOM
KOMHUTETe YHHUBEPCHTETa, COCTaB KOTOPOTO YyKa3aH B pasgene «Hayunas
AesITeIbHOCTEY Ha opuuManbHOM calite YHuBepcurera (Wwww.ksma.ru).

1.2. Tlocne momydyeHusi paspenieHHs OTHYECKOTO KOMHTETAa YHHBEPCHTETA
WHULMHPYIOIIHA paboTHUK IpeAcTaByseT 3aBe/lyIomemMy Hay4HO-
OpPraHM3allMOHHBIM  OT/JEJIOM JUId TIPOBENECHHUS COINIACOBaHWS  CIIEIYIOLIHE
NOKYMEHTHI:

- mpoekr JloroBopa Ha npoBefeHHEe KIMHHYECKMX HCCIENOBAHUNA B
BJIEKTPOHHOM BHUJE C KOHTaKTHBIMH JAHHBIMH JIMLA, IIPEACTABISIONIETO 3aKa3yuKa
(Homep TenedoHa, e-mail);

- KOIIMIO pellleHrs DTHYECKOT0 KOMUTETa YHHBEPCUTETA,

- paspenienre MuHHUCTEpCTBA 37paBooXpaHeHuss Poccuiickoit Oenepauuu Ha
NpPOBEICHHE KIMHUYIECKUX WCIBITAHUN MEIMIMHCKOIO W3JeINusi, JIEKApCTBEHHOTO
CpeacCTBa. '

1.3. T'pynma opraHusanuu KIMHMYECKHX WCCle[oBaHud (mamee — I[pymma
OKH) mo pesynsrataM paccCMOTpEHHS BCEX IIPEJCTABIEHHBIX JOKYMEHTOB
IPUHUMAET PEIIEHUH O BO3MOXHOCTH IIPOBE/ICHHS KIIMHHYECKOTO HCCIIENOBAHMS.

1.4, 3apenyrommil  HayYHO-OpPraHM3allMOHHBIM  OTAENOM  IPOBOIUT
corzacoBaHue YCIoBHH JloroBopa B IOpHIMYECKOM OTAeNe W YIPaBIEHUH
OyxranTepckoro yuera u KOHTPOJIs, ocie nepeaaet JloroBop Ha IOANUCAHHE.

1.5, OpuruHansHBI  3K3eMIUIAp J[OroBopa, MOANHCAHHBIA 00euMu
CTOPOHAMH, PETHCTPUPYETCS M XPAHUTCA B HAyYHO-OPTaHM3Al[MOHHOM OTIEJE,
Kxorwst JIoroBopa nepeaaercs B ynpaplieHHe OyXrainTepekoro y4eTa i KOHTPOJIs.

1.6. Ilocne moanucanus JloroBopa moreHnMaNbHbl [IaBHBINH HUcclienoBaTeNb
OPEACTaBIsieT B HAy4YHO-OPraHM3allMOHHBIA  OTHEN  IPeUIOKEHHS [0
(popmupoBanuio  I'pynmnel  uccnenoBaTeNeld M yTBEPKAECHHS — MaTePHAIBLHO
OTBETCTBEHHOTO JIMIa, O 4YeM H3[aeTcs COOTBETCTBYIOIIMH IIpUKa3 peKTopa
YHuBepcurera.

C npuBneYeHHBIMH KBaJIM(UIUPOBAHHBIMU CIIELHATACTAMH 3aK/II0YAeTCs
TPa’k/aHCKO-TIPABOBOH JIOIOBOP HA y9acTHe B KIMHUYECKOM HCCienoBanun. Pextop
YHuBepcuTeTa B CPOK, HE TPEBHIIAIOIMA 3-X pabouux JHel co MHS Hayaia
NPOBE/IEHUs  KIIMHUYECKOr0 HCCIEIOBaHHsA JIEKAPCTBEHHOTrO Tiperapara  Jiis
ME/IMLIUHCKOTO PUMEHEHHUs, CO00maeT 00 3TOM B YIOTHOMOYEHHBIH (enepanbHblit
OpraH MCIOJHUTENLHOW BJIACTH, BBIAABIIMH paspelleHHe Ha MpPOBEICHHE TaKoTO
MCCIIeIOBaHus, 110 YCTAaHOBIEHHON UM (hopMme.
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1.7. B cmydae ecnu ycnoBusiMu JloroBopa mpenycMOTpeHa Iiepenada
HcnonHuTer0  MaTepuallbHBIX IleHHocTed  (000pynoBaHuUs, JIEKapCTBEHHBIX
CPEIACTB, MEJMLIMHCKUX M3JC/IUH, PpacXoJHbIX MAaTepHalioB) MaTepHaIbHO
OTBETCTBEHHOE JIMLO O(GOpMISeT B IOPHUIMYECKOM OTAeNe [AOBEPeHHOCTh Ha
NIOJTyYeHKe U BO3BpaT yKa3aHHOTO.

[lomyuyeHue W  BO3BpaT  MaTepUalbHBIX  LEHHOCTeH  odopmisieTcs
COOTBETCTBYIOILIUM aKTOM (HAKJIaJHOW) U CBOEBPEMEHHO IepenaeTcsi B HAy4dHO-
OpraHu3allMOHHBINA OTHEN, KOTOPBIA IpPOBEPSIeT COOTBETCTBHE IMpENCTABIEHHBIX
NOKYMEHTOB HIDKE IpUBEACHHBIM TpeOOBaHWSIM M TMepelaeT WX IS ydeTa B
ylpaBjieHue OyXraaTepcKoro y4era i KOHTPOJIS.

Bes composoxzmaromas ucrnonHenue Jlorosopa nokymeHTanus ogopmisiercs
Ha pyccKoM si3biKe. B akrax (HakJIaJHBIX) YETKO IPOITHUCHIBAETCS HAMMEHOBAHHE H
KOJIMYECTBO KaXKIOT0 IpeaMeTa U3 Jrciia MaTepualbHbIX LieHHocTel. [Tonmyuarenem
BO BCEX JOKYMEHTaxX yKa3pIBaeTcsi JHOO0 YHUBEPCHUTET, JUOO JMIO OT HMEHH
YHuBepcHTeTa, IeHCTBYIONIEe Ha OCHOBAHUH JIOBEPEHHOCTH.

Ha Bce ucCnonb30BaHHBIE B XOJi¢ HCIOJIHEHUS JOrOBOpa M HE TOIJIeKaIue
BO3BpATy 3aKa3dyMKy MarTepHallbHble LEHHOCTH MaTepHallbHO OTBETCTBEHHOE JIMIIO
oopMIIeT aKT CIHCAHUS U Iepe/laeT ero B YIpaBleHHH OyXrajTepcKoro ydera u
KOHTPOJISL.

1.8. HayuyHo-opraHuzallMOHHBIH  OTHEN, PpPYKOBOJACTBYSCH  YCIIOBHSIMH
3aKimoueHHoro Jlorosopa, He pe)ke OZHOIO pasa B JiBa MecsIla 3alpaildBaer y
I'maBrOro ucciepoBaresnss UHGOPMAIMIO O TOCTYIUIEHHH, BO3BPATY M CIIHCAHHIO
MaTepHallbHBIX LeHHocTed. [losnyuennas mHpopMamsa nepenaeTcss B yIpaBlIeHUH
OyXrajaTepckoro yudera M KOHTPONS [UIs CBEPKH HAJIWYHS OPMIMHAJIBHBIX
JIOKyMEHTOB.

B cnywae ycranoBineHus (akra OTCYTCTBUS KaKUX-THOO JOKYMEHTOB TIO
pe3ynsTaraM CBEpKH HayYHO-OPraHU3al[MOHHbBIN OT/eNl KOHTPOIHUPYET MOCTYTUICHHE
B YIIPaBJIE€HHWH OyXrajTepcKoro ydera U KOHTPOJS OTCYTCTBYHOIIHUX JOKYMEHTOB B
MHHHMAJIbHO KOPOTKHE CPOKH.

1.9. PaboTrel 1o KIMHHYECKOMY HCCIIEIOBAHUIO TIIPOBOISTCS B CTPOIOM
COOTBETCTBMM € YTBEPXKICHHBIM IIPOTOKOJIOM H  ycioBusiMu  Jlorosopa,
JIOKyMeHTalusi 0(OpMIISIETCS CBOEBPEMEHHO U IiepefaeTcs Ui y4eTa B YKa3aHHBIE
CTPYKTypHbIE IIOpa3[ieieHuss YHHUBEPCUTETa, YTO KOHTpoOIUpyeTcs IJIaBHBEIM
HCCleJoBaTeIeM.

1.10. Ilpyu u3sMeHeHHH 6aHKOBCKUX PEKBH3HUTOB, HAUMEHOBaHHS YHUBEPCHTETA
U JIDYTHX JIaHHBIX HAayYHO-OPraHM3alMOHHBIA OTHEN IeHTPAaTH30BaHHO H3BEIAET
BCeX 3aKa34MKOB KIIMHUYECKUX UCCIIeNOBAHMH 00 H3MEHEHHSIX.

IOpuguueckuii  otmen  odopmiseT IONOMHUTENBHBIE  OIVIallleHHss 00
U3MEHEHHUSX.

ImaBHBI HCcIefoBaTellb KOHTPOJIMPYET COIIACOBAHME U 3aKJIIOYEHHe
IOTIOJIHUTENIBHEIX  COMIAlIEHUH ¢ 3aKka34ukoM M TIOCTYIUIEHHE OpPUTHHAJIOB
JOKyMEHTOB B YHHUBEPCHUTET.

1.11. Ilpu 3aBepuieHuu BeImonHeHus JloroBopa wiM ero yactd IIaBHBIN
UCCJIENIOBATENb TIPENCTABIseT B HAYyYHO-OPTaHU3AIMOHHBIA OTHEN CIyXKeOHYIO
3allUCKy Ha MMs IPOpeKTopa IO HayYHO-HUCCIe0oBaTelbckol pabore o
BBINIONIHEHHOM 00beMe paboT M 2 sK3eMIUisIipa akTa NpPHEMKH-Ciadd pabor (c
yKazaHHeM 00beMa NPHHATHIX padoT), MOANHCAHHBIE 3aKa3uUKOM.

1.12. Tlocne moxmucaHusi akThl MEPENAlOTCs B YIpaBICHHE OyXrajiTepcKoro
ydeTa ¥ KOHTpOJSA, I[ie BBINHCHIBaeT cueT (cuyer-(akTypa) ¥ BO3BpAILAIOTCS B
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HayYHO-OPraHU3allMOHHBIM OTJEN Ui JaibHedlled OTHpaBKH 3aka3z4yuKky C
CONPOBOUTEBHBIM TUCEMOM.

2. U3menenune HJIH NpeKkpamenue (MPHOCTAHOBICHHE) KIHHHYECKHX
HCC/IeJ0BAHHH

2.1. YHuBepCUTET B ciyuae HEOOXOJMMOCTH BHECEHHSI H3MEHEHUM B IPOTOKOI
KIIMHUYECKOI0 HCCJIEeN0BaHMs JIEKAPCTBEHHOI'O Ipemapara Ui MeIHIMHCKOIO
IPUMEHEHUs] Co00IaeT 00 3TOM B YIOJHOMOYEHHBIH (QefepaibHblii opran
UCIIOJIHUTEJIbHOW ~ BIIACTH, BBIIABIIMH pa3pellileHre Ha TPOBEIEHHE TaKoro
UCCIIEeZIOBaHus, 110 YCTAaHOBIEHHON UM ¢opme.

2.2. ®opma cooOINEHHs] O BHECEHHH W3MEHEHHM B NPOTOKON KIHHHYECKOIO
MCCIIEIOBAHKSL JICKAPCTBEHHOIO Ipemapara JUIsi MEIHIHHCKOTO IPUMEHEHHs
JIOJDKHA COZIEPXKaTh CIIEYIOIIe CBeIeHHS

- HaWMEHOBaHWe, MWJICHTUQUMKAIMOHHBIH HOMEpP © Jara MpOTOKOJa
KITMHUYECKOr 0 UCCIeOBaHMUS;

- laTa BHECEHUS] M3MEHEHHUH B POTOKOJI KITHHUYECKOTO HCCIIE0BaHNUS;

- HAUMEHOBAHME U MECTO HaXOXK/IEHHUs 3asABUTEJIS;

- HauMEHOBaHHE OpraHu3aluu, IIPUBIIEYEHHOM pazpaboTankom
JEKapCTBEHHOTO  TMpemapara K  OpraHu3alid  [OPOBEJEHUS  KIHHHYIECKOIO
vcciaenoBaHusl (TIpU HATMYKH);

- HAaMEHOBAHUS M MECTa HaX0XKJIEHUS] MEMIIMHCKHX OpPraHU3allkii, B KOTOPBIX
IIPOBOJIUTCS KIIMHUYECKOE HCCIIEIOBAHUE;

- JlaTa BBIJAYM pa3pellieHus Ha IPOBeleHUEe KIIMHHYECKOrO HCCIIEOBAaHUS U
HOMEp 3TOr0 pa3pellieHus;

- U3MEHEHHSI, BHOCHMBIE B IIPOTOKOJI KITHHUYECKOT'0 UCCIIeI0BAHMS.

B cpok, ne npespimaromuii 30 pabounx maHe# co IHS MONydYeHHsT COOBIIeHHU,
YIIOJTHOMOYEHHBIH (efiepabHBIi OpraH HCIIOJIHUTEIFHOW BIIACTH PACCMATPHUBAET
3TO COOOIIEHHE B YCTAHOBIEHHOM MM MOPSIIKE ¥ IPUHAMAET PEIeHHEe O BHECEHUH
M3MEHEHWA B  INPOTOKOJ  KIMHHYECKOIO  HMCCIEJOBAHHS  JIEKAPCTBEHHOIO
npenapara sk METJUIMHCKOIO INPUMEHEHHUs] UMM 00 OTKa3e BO BHECEHHHM TAKHX
U3MEHEHUM.

2.3. KiuHudyeckoe HCCleOBaHHE JIGKAPCTBEHHOTO  IIpenapara  JUIs
MEJHULITHCKOTO NPUMEHEHHs MOXKET OBITh IIPHOCTAHOBIEHO WIIH HPEKPAILEHO, ECIIH
B IIpoLlecce ero MpoBe[eHHs OOHapy)XeHa OIACHOCTb Ui JKHU3HH, 3JI0POBbS
NalUEeHTOB.

B ciyyae BO3HMKHOBEHMS ONACHOCTH ISl YKW3HM, 3J0POBbS MAalMEETa,
YYacTBYIOIEro B KIWHWYECKOM HCCJIENOBAHMH JIEKAPCTBEHHOTO Iperapara Jis
MEMLKUHCKOTr0 IPUMEHeHuUs, | TaBHBIN Hccle[0BaTesb 00s3aH TPOUHGOPMUPOBATE
00 3TOM pekTopa YHHBepCHUTETA U 3aKa3yHKa.

2.4. PemieHue O TIPHOCTAHOBJIEHHHM  KJIMHHYECKOTO  MCCIIEHOBAHMS
JIEKapCTBEHHOI'0 Ipernapara JJisi MeIUIUHCKOTO IPUMEHEHUS! IPUHUMAIOT PEKTOP
YHausepcureta u (Wn) 3aKa3yuK.

Pemenre 0  mpekpamieHMH ~— TaKOro  WCCIENOBAHMS  NPHHUMAET
YIOJIHOMOYEHHBIH (e/lepalibHblil OpraH HCIOJHUTEIFHOM BIACTH HA OCHOBAaHHH
COOOIIEHHS peKTopa Y HUBEPCHTETA MK 3aKa3uuKa.

2.5. ®opma coolLIeHns 0 3aBEPIICHUH, IIPUOCTAHOBIEHAH WM NPEKpPAIeHHAH
KJIMHUYECKOTO HCCIIeIOBaHMs JIEKApCTBEHHOT'O Tpernapara Uisi MeIUIUHCKOro
IPUMEHEHHS JOJDKHA COJIePKaTh:

- undopmanuio 06 Mcnonuurene u 3aka3umke;



19

- OnucaHue JaHHOI'0 MCCIIEIOBAHUS;

- JanHble [ maBHOrO MccnenoBarens (haMuins, UMs, OTIECTBO, MECTO PabOTHI,
3aHUMaeMas  JOJDKHOCTB, CIENHAIBHOCTh, CTaX paboThl 10 MporpaMMam
KIIMHUYECKUX HCCIIEOBAaHHM JIEKAPCTBEHHBIX IIPENapaToB, NepeuyeHb KIMHUYECKUX
UCCJICJOBAHAN JIEKAPCTBEHHBIX IIPENapaToB, B KOTOPBIX OH MPUHUMAT y4acTHe
[riepuoibl ydacTus| B kauectse [nmaBHoro uccnenoBatens win CoucciieoBaTens);

- pe3ynbTaT [NaHHOTO HCCIeNOBaHHUA (3aBeplleHHe, MPHOCTAHOBJICHHE WU
[IpeKpallleHle IaHHOrO HCCIeJOBAaHUs C yKa3aHWeM WX NPUYMH W BIUSHHUS Ha
OLICHKY €ro pe3yJbTaToB, OOIIYyI0 OIEHKY pHCKAa W OXHAaeMOH TOJb3bI OT
IIPUMEHEHHS UCCIIeyeMOro JISKapCTBEHHOI 0 Mpernapara, a TakKe MpeanojiaraeMele
JlaIbHENIIe AeHCTBHS).

3. Ilpouenypsl 3aBepieHHs KJIUHHIECKOTO HCCJIEIOBAHNS HIIH €ro 3Tana

3.1. Ilpu nocrynneHud B YHMBEPCUTET [IEHEXKHBIX CPEACTB IO 3aBEepLICHUU
BBIIIOJIHEHUS  KJIMHUYECKOIO  HCCIIeIOBaHMs MIJIM €ro Jramna, yIpaBieHue
OyXraJITepcKOro ydera ¥ KOHTPOJIS MPEACTaBIsgeT B HAy4YHO-OPTraHU3alMOHHBIH
otaen U (HUHAHCOBO-dKOHOMHYECKOE yIIpaBIeHHe WHGOPMAIHIO O TOCTYIHBIIEH
CyMMe.

3.2. Tlony4eHHBIE CPEACTBA PACTIPEICIISIOTCS B CIEIYIOIIEM IMOPSIIKE:

-10% Ha opraHu3alMOHHO-TEXHHYECKOe O(GOpPMIICHHE W COIPOBOXKIECHHE
peanu3alii KJIMHAYECKOro HCCIeI0OBaHuS;

- 90% 1o npeUIoKEeHUIO IMaBHOTO UCCeI0BaTENA B JOJIEBOM COOTHOIIIEHHH Ha
BO3HArpaXkIIeHWe 4JIEHOB I'PYIIbl HCCefoBaTene, npuodperenue o0OpymOBaHus,
IpoBeleHne 1abopaTOpHBIX W MPOYUX MCCICHOBAHMA M HHBIE IOTPEOHOCTH B
paMKax KJIMHMYECKOro MCCIIeI0OBaHuUs.

33. I'pynma OKM c¢ yueToM [g0NM yuYacTHs KaXK[IOro IOJpaseeHus
OIpeJeNseT MPOLEHTHOE COOTHOILEHUE IS paclpelesieHus] BO3HArpa)KaeHus 3a
OpraHM3alMOHHO-TEXHUYECKOe colpoBokaeHue. [1lo Mepe HeobxomumocTn [pynma
OKM BrpaBe nepecMaTpuBaTh CBOE pPEIIEHHE.

Ha ocnoanum pemenuss Ipynnet OKWM  ¢uHaHCOBO-3KOHOMHUECKOE
ylOpaBJIeHWe IIOArOTaBIMBAeT IPOEKT Ipuka3a Pexrtopa VYHuBepcutera o
pacpeeJeHHl CyMM BO3HATrPaXAECHHs 110 KaKIOMY ITOCTYITHBIIIEMY ILIATEXY.

B I'pynme uccnenosatesneil BozHarpaxaeHue pacnpenessieTcs Ha OCHOBaHUU
HpeUIoKeHui [ 1aBHOrO HCcaeqoBarens.

Bosnarpaxnenne  3a OpraHU3alMOHHO-TEXHUYECKOE COTIPOBOXKIEHUE
KIIMHAYECKOI0 MCCIE0BaHUA paclpeaesseTcs U BRIILIauUBASTCS B COOTBETCTBHH C
IIPEIOKEHUAMHU HaYaJbHHKa oApasaeneHus, Bxogsmero B [ pynny OKH.

3.4. BosnarpaxieHue BBIIIJIAYMBAETCS I[P HAJIWYMH BCEX YUYETHBIX U
OTYETHBIX JOKYMEHTOB, COIPOBOXIAIOIIMX peanu3aiuio Jlorosopa.
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[Tpunoxenue 2

Conepmanne MpOTOKOJIa KIHHHYECKOT0 HCCJIEAOBAHHSI BRJIOYAET:

1) Ha3BaHHWe NIPOTOKOJA, HACHTHU(PUKALMOHHBIA HOMEp IIPOTOKONAa U JaTy
YTBEPXKIEHUS OPTaHW3aTOPOM HccienoBanus. HoBble BepcuM IPOTOKONA HMEIOT
HOMEp BepPCHH | JIaTy, IIOTIPaBKH K IIPOTOKOIY - HOMEp MOIPaBKU U J1aTy;

2) HaMMEHOBaHHWE U QaJpec OpraHW3allH, OCYIIECTBISIIOMEeH OpraHHU3aluio
NpOBeIeHHs KIIMHUYECKOrO MCCIeA0BaHUI U OCYLIECTRISIIOLICH MOHUTOPHHT (eciu
OHH pa3THYHBIE);

3) dbamuuio, UM, OTYECTBO (IIPU HAIWYHK) U JTOJDKHOCTE JIMLIA, YITOTHOMOYEHHOTO
OT WMEHH OpraHW3aly, OCYLIECTBISIONIeH OpraHu3alMio  IMPOBEICHUS
KITMHIYECKOTO MCCIIEA0BAHNSI, TIOATMCHIBATE IPOTOKOI U TIOTIPaBKH K IPOTOKOIY;

4) damunuro, UM, OTYECTBO (IIPU HAJHYUH), TOIDKHOCTB, aipec U HoMmep TenedoHa
MEIMIIMHCKOTO JKCIepTa NAaHHOIO KIMHHYECKOTO HCCIIENOBAHMU, HA3HAYEHHOIO
OpraHu3anuel, OCYIIeCTBISIONE OpraHu3alyi0 IMPOBENeHHS KIHHUIECKOTO
UCCIIeIOBaHUS;

5) damunuio, ums, oryecTBO (IPH HAJWYMU) M JIOJDKHOCTH HCCJeI0BaTers,
OTBEYAIOILIEr0 3a IPOBEACHHE KIMHUYECKOrO HMCCIENOBAHMS, a TaKXKe aapeca u
HOMepa Tene(OHOB KIIMHUIECKUX IIEHTPOB;

6) ¢pamuuIo, UMs, OTYECTBO (NIPH HAJTMYKK), IOJKHOCTb, aJjpec U HoMep TeedoHa
Bpa4ya, OTBEYAIOIIETO 3a IPUHSATHE pelIeHWH METUIIMHCKOro Xapakrepa (eciu
JIAHHOE JIMIIO He SIBIISETCS HCCIeIoBaTesieM);

7) HaMEHOBaHUs U aJpeca KIMHUYEeCKUX J1abopaTopuii U IPyruX MEAMIIMHCKHX H
(umm) TexHWUecKMX cny0 W opraHM3andi, TNPUHAMAIONIUX Yy4YacTue B
KJIMHUYECKOM MCCIIEI0BaHUY;

8) obocHOBaHHE KIMHUYECKOTO UCCIIeOBaHMUS, BKIIOYAOIIIee:

a) Ha3BaHWeE W ONMCAHHe UCCIIeAyeMbIX JIeKapCTBEHHBIX MpernaparoB (BKIIIOYast
miane®o ¥ aKTUBHBIA KOHTPOIIB);

6) cBOmHOE W3JIOKEHHE pe3ydbTaTOB IOKIMHUYECKWX WCCIeHOBaHHN |
KJIMHUYECKUX  HCClefoBaHWM (ecnu  paHee  TPOBOMHIIMCH)  HCCIEMyeMBIX
JIeKapCTBEHHBIX TIPeTaparos,;

B) KpaTKoe OIHMCaHHe W3BECTHBIX M IOTEHIHAJbHBIX PHUCKOB M IIOJB3bI
IpPUMEHEHHs] HUCCIIeyeMOro JIeKapCTBEHHOIO Tipemapara Ui yYacTHHKOB
KITMHWYECKOTO UCCIIEIOBAHMS,

r) omucanue u OOOCHOBaHME CIIOCO0a BBENEHHS, O3UPOBKH, peKHUMA
JO3UPOBAHUS B Kypca JICYeHHUS,

1) yKa3zaHue Ha TO, YTO KIMHMYECKOe HCCleoOBaHHe OyIeT IMPOBOIUTHCS B
COOTBETCTBHH C TIPOTOKOJIOM KIMHUYECKOTO MCCIEAOBAHUS M HACTOSLIUMHU
IIpasuiiamu;

€) ONMCaHUe UCCIeLyeMOH MOMYISIHH;

’K) CCBUIKM Ha JIUTEeparypHble MCTOYHUKH U JaHHbIe, UMEIOIINe 3HAUeHUe sl
KIMHUYECKOTO  HCCIEOBAaHUS W MpeICTaBiIfglolmMe cobod  000CHOBaHHE
KIIMHHYECKOTO UCCIIeIOBaHUS;

9) nenu 1 331241 KIMHUYECKOTO UCCIIENOBAHUS;
10) omnucanue obmero IUIaHa (gu3aiiHa) KIMHHYECKOTO — HCCIIEIOBaHMS,
BKJIIOYAIOIIero:
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a)  yKazaHHE€  OCHOBHBIX W JONOJHUTENbHBIX  (IpH  HAJIM4YUHN)
HCCIIeTyeMBIX ITapaMeTpoB, KOTOpbie GyIyT OLIEHHMBATHCS B XOJ€ KIHHHYECKOIO
MCCIIe/IOBaHUS;

0) ommcaHde THUINA [MU3aiiHA TMPOBOJUMOIO KIMHHYECKOIO HCCIIEIOBAHHUS
(mBoiiHOe ciemoe, IUIALE0O-KOHTPOIMpPYEMOe, IapajulelIbHOe W HHBIE BHBI
ACCIIeTOBAaHUN) U TIpaUUecKyi0 cXxeMmy Ju3aiiHa KIMHUYECKOI0 HCCIe0BaHus,
MPOIIeIyP ¥ 3TANOB KIMHUYECKOTO UCCIIEI0OBAHMS;

B) ONKWCaHWe Mep, HalpaBlIeHHBIX HAa MHWHUMU3AIMUIO, HCKIIOYEHHE
CyOBEeKTUBHOCTH, B TOM YHWCII€ PaHIOMH3ALIMH, CIENOro MeToAa (MacKHpPOBKH) -
MeTo/la, TP IPUMEHEHHWH KOTOPOro OJHOW MM HECKOJbKHM Y4YacTBYIOIIUM B
KJIMHAYECKOM HCCIIeOBAHUM CTOpPOHAM HEW3BECTHO, Kakoe JieueHHe HazHaYeHO
YYaCTHHKY  KJIMHHYECKOrOo  HccleoBaHus  (MPOCTOM  Clenod  MeTon
MpelycMaTpUBaeT HEOCBEIOMIIGHHOCTh YIACTHHKOB KIIMHUYECKOI'O HCCIIEIOBAHHUS O
Ha3HAaYeHHOM UM BHJIe JICYCHMS, JBOMHOHW cClenod MeToj noapasyMeBaeT
HEOCBEIOMJIEHHOCTh O HA3HAYEHHOM UM BHJIE JICUEHUsI YYACTHHUKOB KIIMHUYECKOIO
UCCIIeJIOBAHUS, UCCIIe/loBaTeNieil, U, B HEKOTOPBIX CIIy4asX, JIAL, BBITIONHSIOIIMX
CTaTUCTUYECKYI0 00paboTKy JaHHBIX);

I) OIIMCAaHWe MHCIONb3YeMOro B KIHHHYECKOM UCCIIEOBAaHUU JIeUeHUs,
JIO3UPOBOK U CXEMBI TIPUMEHEHHSI HCCIIeLyeMbIX JIeKapCTBEHHBIX IIperaparos,
ONHCaHUE JIEKAPCTBEHHON (OpPMBI, YNAKOBKA U MAPKUPOBKH HCCIEAYeMBIX
JIEKapCTBEHHBIX MIPENaparos;

1) TPOIOIDKUTENBHOCTE YYacTHs NMAalMeHTOB WM 3[0POBBIX J1OOpPOBOJIBIEB B
KJIMHUYECKOM HCCIIeIOBaHUH, omnucaHue IIOCJIEI0BATEIFHOCTH 1%}
IIPOAODKUTENIBHOCTH BCEX INEPHUOAO0B KIMHUYECKOIO HCCIEI0BaHUsA, B TOM YHUCIe
nepuoa nocieayrouero HabaoneHus, eciii TAKOBOH MPeayCMOTPEH; '

€) OIHCaHue MPaBHJI OCTAHOBKH YacTel KIMHUYECKOTO MCCIIeNOBAaHUS U (MJIH)
KIIMHUYECKOTO MCCIIEOBaHUSl B LIEJIOM, KPUTEPUEB HCKIIIOYEHHUS IS OTAEIbHBIX
Y4aCTHHUKOB KIIMHUYECKOTO HCCIeI0OBaHNS;

’K) ONMCaHWe MPOLENYphl ydyeTa HCCleflyeMbIX JIeKapCTBEHHBIX IperapaTos,
ianebo u mpenaparoB CpaBHEHHUS,

3) OmUcaHue croco00B XpaHEeHUs! PaHIOMHU3AI[HOHHBIX KOJOB M IIPOIEIypPhl HX
PacKpBITHS;

1) [epeYeHb JAHHBIX, PETUCTPUPYEMBIX B HHAWBUAYAIBHON perHCTpallMOHHON
kapre (0e3 mpelBapUTENbHOM 3aUCH B IMHCHMEHHOM HIIM 3JIEKTPOHHOM BHIE) H
paccMaTpUBaeMbIX B Ka4€CTBE MEPBUYHBIX JaHHBIX;

11) kxpuTepru BKIIOYEHUSI YIACTHUKOB B KIIMHUYECKOE HCCIIeIOBAHHE;

12) kpuTepuH He BKIIIOUEHUS YHaCTHUKOB B KIMHUYECKOE HCCIeIOBaHNE,

13) KpuTepHH HCKIIOYEHHS YYaCTHHKOB U3 KIMHUYECKOIO HCCIIEeI0BaHuUs
(ocHOBaHUS NpeKpalleHus MPUMEHeHHs UCCIIeNyeMOro JeKapCTBEHHOTO Tpernapara,
HCCIIEyEMOTO JICUeHHS );

14) cBeneHus O BCeX MCMONb3YEeMBIX B KIMHHYECKOM MCCIIEI0BAHNH JIEKAPCTBEHHBIX
IpenapaTax, BKJIIoUasi UX Ha3BaHUsl, JI03UPOBKU, YACTOTY MpUEMA, IYTH H CIIOCOOBI
BBEJICHUS, IIPOJOJDKUTENBHOCTE JICUEHUS, MEePUO/Ibl MOCIeYIOMero HaOMoneHus
JUIsL KaKIAOW TPYyNIbl YYaCTHUKOB KIMHHYECKOTO WCCIENOBAaHUsA, CBEIEHUS O
paspelleHHbIX ISl TPUMEHEHUsT YYaCTHUKAMH KIWHHYECKOTO HCCIeI0BaHUs
JIeKapCTBEHHBIX Mpernaparax (BKIIIoYas HEOTIIOKHYIO TePaIlHio) U 3alpeleHHbIX [Ist



22

IIpUMEeHEeHUsT 10 M (WIM) BO BpeMs KIHHHYECKOIO UCCIIeOBaHUS
JIeKapCTBEHHBIX IIperaparax, crocobax KOHTPOJS 3a COONIONEHHEM YYaCTHHKAMM
KIIMHHYECKOI0 UCCIIE0OBAHMS YCIOBHHI IpHeMa JIeKapCTBEHHBIX MPeNapaTos;
15) mnepeyenr mnapamerpoB 3(GEKTHBHOCTH HCCIELYEMOIO JIEKApPCTBEHHOIO
npenapara M MeETOJbl, CPOKM IPOBEICHMS OLIEHKH, PETHCTpallid W aHajIu3a
napaMeTpoB 3¢ (eKTHBHOCTH JIEKAPCTBEHHOTO Mpenapara;
16) mepeuenr mapaMeTpoB 0€30NACHOCTH HCCIIEAYEMOIO JIEKAPCTBEHHOIO
npernapara M METOAbl M CPOKHM IPOBEACHHS OICHKH, PErHCTpaldd M aHaJIu3a
napamMeTpoB 0e30IacHOCTH HCCIENYEeMOT0 JIEKapCTBEHHOTO Mperapara;
17) TpeboBaHMs K oOTYeTaM, MpOILEAype PpErHCTPAldd M COOOILEHHSM O
HEeXeJaTelIbHBIX SBICHUAX U UHTEPKYPPEHTHBIX 3a00/IeBaAHHSAX;
18) MeTon M IPONOHKUTENTFHOCTh HAOMIOAEHHWS 3a YYAaCTHMKAMH KJIMHHYECKOTO
UCCIIeIOBaHUS NI0CTIC BOSHUKHOBEHHS HEeXeJIaTebHbBIX SBICHHIA;
19) omnucanWe CTATHCTHYECKMX METONOB  KJIIMHHYECKOIO  MCCIIEOBAHHS,
BKJTIOYAIOLIUX, B TOM YHCJIE:

a) CPOKY MPOBEACHHS TIPOMEXYTOYHOIO aHAIIN3a;

0) mnaHupyeMoe KOJIMYECTBO YYAaCTHHKOB KIMHHYECKOIO MCCIIEOBAHUS C
000CHOBaHHEM pasMepa BHIOOPKH;

B) IPUMEHSeMbIH YPOBEHb 3HAUUMOCTH KIIAHUYECKOTO UCCIIEN0BAHMS;

I') KPUTEPHH MPEKPAILEHHs KITMHHYECKOTO UCCIIE[OBAHUS;

J) TpOLEXyphl ydYeTa OTCYTCTBYIOLIMX, HE TMOIEKANIUX AaHAIH3y |
COMHUTENBHBIX TaHHBIX;

€) TpoLexyphl COOOIIEHHS O JFOOBIX OTKJIOHEHHSX OT HepPBOHAYAIBHOTO
CTaTHCTHYECKOIO IUIaHa (BCE OTKJIOHEHHSA OT IMEPBOHAYAIBLHOIO CTATHCTHYECKOTO
IUIaHa ONHCBIBAIOTCS U OOOCHOBBIBAIOTCS B IIPOTOKOJIE U (MJIM) (PMHAILHOM OTYETE O
KIIMHUYECKOM MCCJIeIOBAaHUH );

’K) MIpOLEeLypBl 0TOOpa YYaCTHUKOB KIMHUYECKOTO MCCIIENOBAHMS Ul aHAIIN3a
(Bce paHOOMH3HUPOBAHHBIE YYACTHHKH KIMHHYECKOTO HMCCIEOBAaHMS, BCE
YYaCTHUKH KJIHHHYECKOrO HMCCIIENOBaHMs, TONYyYMBIIHE XOTs OBl OOHY 03y
MCCIIElyeMOT0 JIEKapCTBEHHOIO IIpEnapara, BCE YYaCTHUKH, COOTBETCTBYIOIIHE
KpUTEPHUsM OTOOpa, YyYaCTHMKH KIMHHYECKOTO MCCIIEOBAHUS, JAHHBIE KOTOPBIX
IIPUTOHEI JIISt OLIEHKH, MHbIE KAaTeTOPHH YYaCTHUKOB);
20) onucanue NeHCTBHI IO KOHTPOJIIO Ka4eCTBA U 00ECIIEUEHHIO KA9eCTBa,
21) onucaHue 3TUYECKUX ACTIEKTOB KJIMHUYECKOIO UCCIIEIOBAHHUS;
22) onucanue pabOTHI C TaHHBIMH M BEJCHHUIO 3alHceil;
23) omnucaHue mopsgka (HHAHCHPOBAHMS KIMHMYECKOrO WCCIEIOBAHUS U
CTpaxoBaHHs YYaCTHUKOB KIMHUYECKOTO MCCJIE[OBAHMS;
24) yKasaHHe Ha BO3MOXHOCTh IIyONHKAUW PE3yNbTaTOB  KIMHHUYECKOTO
uccleI0BaHus.
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[Tpunoxenune 3

Coaep:xxanue OpomIIOPbI KIHHHYECKOT0 HCCIE0BAHNS BKIIOYACT:

1) HauMeHOBaHMe OpraHH3alUu-pa3paboTUMKa JIEKapCTBEHHOIO Ipernapara, HoMep
KIMHHYECKOT0 HCCIeOBaHMs, XUMHUYECKoe, MEeXIyHapoJHOE HEeNaTeHTOBaHHOE,
IPyNIMPOBOYHOE W TOPrOBOE€ HAWMEHOBAaHHUs JEKapCTBEHHOIO IIpemapara, IarTy
cocTaBlieHHs: OpOIIOpBl, HOMep BepcHH OpOIIIOpBl, HOMEp W [ary MpedblaylleH
pemakiu  OpolIIOpB, @ TaKXkKe YBeJIOMJIEHHE O KOH(QHIEHIHAIbHOCTH,
copiepxarreics B Hell HHpOpMAalLUH, yKa3bIBaeMble Ha THTYIBLHOM JIMCTE OPOLIIOPEI;
2) kparkoe pestomMe O (U3MUYECKHX, XHMHYECKHX, (DapMaleBTHYECKHX,
(papmMaxoIOru4ecKux, TOKCHUKOJIOTHIECKHX, (hapMaKOKMHETHYECKUX,
MeTa0OoIH4eCKUX ¥ KIMHUYECKHX CBOMCTBaX HMCCIENAYEMOIO JIEKAPCTBEHHOIO
mpernapara, COOTBETCTBYIOIIMX CTaiMH KIMHHYECKOHW pa3paboTKH HCCIELyeMOro
JIEKapCTBEHHOro  Tperiapara, OOOCHOBaHME Ul M3Y4eHHS HCCIEeLyeMOro
JIeKapCTBEHHOTO IIperapara, ero oxuiaeMble NpopUIakTHIeCKUe, TePalleBTHYECKUE
WIM JMarHOCTHYEeCKHe IIOKa3aHWs, OOHmMH TOoaXoA K OLEHKE HCCIeoyeMOro
JIeKapCTBEHHOIO IIpernapara;

3) ommcanue (U3HYECKUX, XMMHYECKMX H (apMaleBTU4ECKHMX CBOMCTB H
JIeKapCTBEHHOM  (opMBI  HCCIeNyeMOro  JEeKapCTBEHHOIO  IIpemapara, ero
KOMIIOHEHTOB  (BKIIOYass XuUMHUYeckHe U (MIM) CTPYyKTypHbIe (opMyJsl),
obocHoBaHMe (IpH HEOOXOAWMOCTH) cocTaBa JIEKapCTBEHHOH (DOpMBI, BKIIOUAs
BCIIOMOTaTeNIbHbIE BEIIECTBA;

4) pe3ynbraThl JOKIMHHYECKUX HMCCIEAOBaHUH (PapMaKoIOrMYecKHX CBOMCTB,
TOKCHYHOCTH, (papMakOKMHETHKH M MeTabosiu3Ma HCCIeNyeMOIo JIEKapCTBEHHOIO
npenapara, ¢ OlucaHieM, B TOM YHCIIE:

a) HCIOJB30BAHHBIX BUAOB JKMBOTHBIX, MX KOJHMYECTBO M IION B KaXKJIOH
rpyIe;

0) enuHMI] U3MEpEHHs H03bl, KPATHOCTH H IIyTH BBEIEHUs, UIMTEIBHOCTH
Kypca BBe/ICHUS;

B) CHCTEMHOIO paclpeleNieHUs, IPOAOIDKUTENIBHOCTH  IOCIEAYIOILErO
HaOJTFO[IeHNUsI TI0CIIe OKOHYAHHUS BBEJIEHHUS JIEKapCTBEHHOTO TIpernapara;

I') XapaKkTepa 1 4acTOThl (papMaKOIOTHYECKUX MM TOKCHYECKUX I(PHEKTOB, HX
BBIPOXEHHOCTH WIJIM CTENIEHU TSKECTH, J0303aBUCHMOCTH 3(P(EKTOB, BPEMEHH 10
HACTYIUICHHS, 00paTUMOCTb, MPOAOIDKUTEIBHOCTD 3P (HEKTOB;

1) DOKIMHUYECKOH (hapMaKoJIOTHH;

e) ¢apMakOKMHETUKM, MeTabomu3Ma U  paclpesielieHHs HCCIelyeMoro
JIeKapCTBEHHOIO CpeJICTBa B TKAHAX JKUBOTHBIX BCEX BHIOB, Ha KOTOPBIX
IPOBOJHMINCH MCCIENOBaHMs, BKIIOYas CBEJEHMS O BCACHIBAHUH, MECTHOH H
CHCTEMHOM OHOMOCTYIIHOCTH MCCIIEAYEMOr0 JIEKAPCTBEHHOIO CpeJcTBa M €ro
MeTaboIUTOB, a TakXke HUX CBSI3b C JaHHBIMH (DapMaKOJIOTMYECKHX H
TOKCHKOJIOTHYECKHX HUCCIIEOBAaHHH Ha XHUBOTHBIX;

) TOKCHKOJIOTHH (ONHCAaHHE TOKCHYECKHX 3GQPEKTOB HCCIETYEMOro
JIEKapCTBEHHOTO CPE/CTBA, BBIABIEHHBIX B MCCIENOBAHMAX HA JKUBOTHBIX Pa3HBIX
BHJIOB (€CIH IPUMEHHUMO), BKIIIOYasi CBEJEHUSI O TOKCHYHOCTH TIPH OJHOKPAaTHOM U
MHOTOKPATHOM BBEJIEHUH, KaHIEPOTeHHOCTH, CHEIMaIbHBIX MCCIIEI0BaHUIX
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(MecTHO-pa3apakaroIiee U aJJleprusupyroiiee JIEHCTBUE),
PENpPOIYKTUBHON TOKCHYHOCTH, TeHOTOKCHYHOCTH (MyTareHHOCTH).

5) ommcanue 3¢ ¢eKTOB NMPUMEHEHHS UCCIENyEeMOro JIEKApCTBEHHOIO Mpemnapara y
4elloBeKa, B TOM YHUCJIE:

a) (apMakoKWHETHKH (BKJIIOYass MeTa0oiHu3M, BCachHIBaHHE, CBSI3bIBaHHE C
GeslKaMu IJ1a3MBl, PaclpejieieHiHe W BhIBeJIeHre) i OHOTOCTYITHOCTH HCCIeoyeMOoro
JIEKapCTBEHHOTO TMperapara, B3aUMOAEHCTBUSI MCCIEyeMOro JIeKapCTBEHHOIO
npernapara (JIeKapCTBEHHbIE B3aMMOJICHCTBUSA, BIUSHHE TpHeMa INUIIA W HHBIE
B3aMMOJIEHCTBHS ), IPYTHX MUMEIOIIUXCSA JaHHBIX 10 (papMaKOKMHETHKE (pe3ysIbTaThbl
NpPOBEJIEHHBIX B paMKaX KIMHAYECKHX HCHBITAaHUH (apMaKOKMHETHYECKUX
UCCIIeIOBAaHUHN Ha Pa3IMYHBIX IPyIIax);

6) maHHBIX TO Oe3omacHocTH, (apmakoguHamuke, 3((EKTUBHOCTH H
110303aBUCHMOCTH 3¢ (PeKTOB HCCIeAyeMOro JIeKapCTBEHHOTO Ipemnapara (M ero
MeTa00JIMTOB, €CJIH €CTh JJAHHBIE), TIOJYUYEHHBIX B XOJIe TPOBEACHHBIX KIIMHUIECKHX
HCCllefloBaHuil (C y4yacTHeM 370pOBBIX AOOPOBONBLEB M (WJIM) NAlMEHTOB) M
HHTEPIIPETAIs 3TUX JAHHBIX (10 3aKOHYEHHBIM KIMHUYECKHM HCCIIEIOBaHUIM
NpPEACTaBISAIOTCS CBOJAHBIE OT4ETHl 10 A(QQPEKTUBHOCTH M 0OE30MacHOCTH
HCCIIEyeMOro JIEKAPCTBEHHOTO TMpernapara, a TakKe CBOJAHBIC TaOIHIIbI
He)KellaTeIbHBIX pPeakluid Mo BceM KIWHHYECKHM HCCIIENOBAaHUSM, OIUCHIBAIOTCS
3HAYUMBIE PA3IUYHs B XapaKTepe H 4aCcTOTe HEXKeJaTeIbHbIX Peakiuii);

B) MIOCTPETHCTPALIMOHHOTO OIIbITa MIpUMeHEeHHS HCCIIEAYEeMOTO

JIEKapCTBEHHOTO TIperiapara ¢ YKa3aHHeM CTpaHbl, B KOTOPBIX HCCIEIyeMBbIH
JIeKapCTBEHHBIH ITpenapar ObLUT 3aperiCTPHPOBAH M MMEETCS B IPOIAXKE;
6) MHCTPYKLIMH JJISl HMCCIIENOBATeNlsl 10 JHAarHOCTUKE M JIEYCHHIO BO3MOMHBIX
MEePEIO3UPOBOK M HEXKEIATEeJIbHBIX PEaKiiii NpHU NPUMEHEHHH HCCIEIyeMOro
JIeKapCTBEHHOTO Tperiapara, OCHOBaHHBIE Ha MPeIbIAYIeM KIMHAYECKOM OIbITe U
(hapMaKoJIIOTHYECKUX CBOMCTBaX MCCIEIYEMOr0 JIEKapCTBEHHOIO TIIipenapara, a
Takke o0000meHHas wWHQOpMaIWs IO pa3jUYHBIM CBOHCTBAM HCCIIEIYyEMOI0
NIeKapCTBEHHOTO TIperapara.
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ITpunoxenue 4

Cozep:kanue 0TYETa 0 Pe3y/IbTaTaX KJIHHUYECKOro HCC/Ie/10BAHHA
BKJIIOYAET:
1) TUTYABHYIO CTPAHHUILY, HA KOTOPOM yKa3bIBalOTCS:

a) Ha3BaHHE OTYETA;

0) Ha3BaHMe JIEKapCTBEHHOIO Mpernapara;

B) H3y4YaeMoe TIoKa3aHue K TPUMEHEHHIO JIEKAPCTBEHHOTIO Npenapara,

I) Kparkoe OIMCaHWe [u3aliHa KJIWHHYECKOro WCCIIeOBaHUs, HAMIHe
nperapara CpaBHEHHsS, IPOJOKUTENbHOCTh  KIMHUYECKOTO  HCCIIEN0BaHMS,
JIO3MPOBAHKE  JIEKAPCTBEHHOIO  Ipemapara M KOHTUHICHT  yIaCTHHUKOB
UCCIIeIOBaHUS;

1) HAMMEHOBAHNE OPraHU3alMy, OCYIECTBIISIONIEH OPTaHU3aIMIO IPOBE/ICHHS
KJIMHHYECKOT0 UCCIIeI0BaHus;

e) naeHTH(OUKAIHOHHBIN HOMEp NPOTOKONIA KITHHHYSCKOTO UCCIIe/I0BaHus;

k) (ha3bl KIMHHYECKOTO UCCIIE0BAHMS,

3) IaThl Ha9aia U OKOHYAHHs KIMHUYECKOTO HCCIIe/I0BaHuU;

1) JaTa COCTaBIEHHs 0TYETa,

K) cBefienus 00 wWccleroBarese, PyKOBOAMTENE MEIWIMHCKONW OpraHu3alluH,
OTBETCTBEHHOM IIPEJACTABHTENE OPraHW3alliH, OCYIIECTBISIONMEH OpraHu3aluio
[POBe/IeHUs] KIIMHMUYECKOTO MCCIIE[OBaHNUS;

2) pes3loMe — Kparkoe ONHCAHHE IPOBEJIEHHOIO KIMHMYECKOTO HCCIIE[0BAHMS €
YUCJIOBBIMH JAHHBIMH JUTS HJUTIOCTPAlUy Pe3ysIbTaToOB;

3) ornaBieHHUe, BKIIOYas TIEpeYeHb i PACIONOKEHHe NPUIIOKEHHIHN, TaOIIHIL;

4) nepeyeHb COKpPAIEHUH U ONIpe/ieNIeHHe TEPMUHOB, HCIIONIb3yeMbIX B OTUETE;

5) Ha3BaHMS MEJUIMHCKUX OpraHu3alMi, B KOTOPBIX MPOBOAMIOCH KIWHHYECKOE
JCCIIeIOBaHME, MECTO HAXOXKIEHHS, KOHTAKTHBIH TeneoH;

6) 1eM ¥ 3a1a9¥ KITHHAYECKOro HCCIIEI0BAHMUS;

7) ILTaH IPOBEIEHHOrO KIMHUYECKOr0 MCCIIEN0BAHMS, BKIFOYAIOIINM, B TOM YHCIIE:

a) obmmi iaH (Au3aiiH), IUIaH-OMHCAaHHME KIMHAYECKOTO MCCIENO0BaHMA H
cxeMaTHJeckoe n300paXxkeHue ATAIoB U NPOLENYP KIMHHISCKOTO HCCIIeI0BaHMS,

6) obocHOBaHuUe IIaHa (Au3aiHa) KITMHHYECKOTO HCCIIeIOBaHUS,;

B) KpUTEepUHU BbIOOPA IOIYJIALIMH,

r) HasHa4YeHHOEe JIeYeHHe, HISHTU(UKAIMsS WCCIeAYyeMbIX JIeKapCTBEHHbIX
[penaparoB, METO/BI paclpe/ieNeH s yIaCTHUKOB KIMHAYECKOTO MCCIIE/OBAHMS 110
rpynmnam (paHIoMu3aIys), D03kl U BpeMs I[pUeMa HCCIELyeMOro JIEKapCTBEHHbIX
NpenaparoB, MPeIIecTBYIONIas H COMyTCTBYIOIIAs Teparus;

n) ogamHele 00 oddextuBHOCTH M 0€30MACHOCTH  MCCIEAyeMOTo
NeKapcTBeHHOro mpemapara (OLeHKa W TpaduK ONpeneNneHus —IoKasaTeneH
3¢ deKTHBHOCTH U 6€30I1aCHOCTH);

e) crnocoObl obecriedeHus KauecTBa M JOCTOBEPHOCTH TONYYCHHBIX JAHHBIX,
BKJIFOYAs JaHHBIE ayJIuTa, pe3yabTaThl HHCIIEKIMH, €CIIH IIPOBOIUIINCE;

) M3MEHEHWsI, BHECEHHbIE B IIPOTOKOJ KIMHHYECKOE UCCIIEJOBaHHUE;

8) cBefeHMs 00 yY9aCTHHKAX KIMHHYECKOTO MCCJIEOBAHUS U PAcIpeIeNIeHHH UX I10
rpyTinaM;
9) cBefieH¥si 00 OTKIIOHEHUSIX OT MPOTOKOJIA KIMHUYECKOTO HCCIICI0BAHMS;



26

10) OLIEHKY 5(Q}eKTUBHOCTH IIl€KapCTBEHHOIO Ipemapara, B TOM
quce:

a) COBOKYNHOCTb [JaHHBIX, IOUIXKABIINX AaHAIN3Y [PU IPOBEJCHUH
KJIMHAYECKOTO UCCIIeJOBaHU;

0) nemorpaduueckue u (UIK) Apyrue UCXOIHBIE JaHHEIE,

B) CBEJIEHHUS O COOIONCHUN YIaCTHHKAMH KIIHHHYECKOTO UCCIIENOBAHUS CXEMbI
JeYESHHUS;

I) pe3ynbTaThl OLEHKH A(P(EKTHBHOCTH: CTATHCTHYECKHE, AHAIUTHYECKHE
JIaHHBIE, BBIBOJIBI OTHOCUTENBHO 3 (hEKTHBHOCTH;

11) cBenenns o 6e30MaCHOCTH JIEKAPCTBEHHOIO Mpenapara, B TOM YKCIIe:

a) HeXeNaTesbHble peaknuH (KpaTkoe pe3ioMe O HeXENaTeIbHBIX PeaKIusiX, HX
aHa W3, CIIMCKH HEXeJNaTeJbHBIX peakIMi, KOTOpble Habmomanuch y Beex
YYaCTHHKOB KJIMHUYECKOTO UCCIICAOBAHHS);

0) cMepTh U APYTHE Cephe3HbIE HEXKeNaTeIbHbIE SIBICHUS;

B) OLIEHKA KIIMHUKO-JIA00PATOPHEIX II0KA3aTelel;

r) TapaMeTphbl JKA3HEHHO BAXKHBIX (YHKIHM OpraHu3Ma yYacTHHKOB
KIIHHAYECKOTO MCCIIEOBaHMs, JaHHble OOBEKTUBHOTO WCCIIEOBAHMS W Jpyras
“HpOpManus oOCIef0BaHus, KOTOPask KacaeTcsi BOIPOCOB 0E30I1aCHOCTH.

12) B BHJIE MPUIIOXKEHHH K OTYETY MPECTABNISIOTCS CIEAYIONIME CBECHHUS:

a) TabIMUIBI, PUCYHKH, 'Pa(MKH, HAa KOTOPBIE TIPUBOAATCS CCHUIKH B OTYETE, HO
KOTOpBIE HE BOIIUIM B TEKCT OTYETa,

0) NpoTOKON KIMHIAYECKOIO UCCIIeJOBAHKS U MTOTIPABKU K HEMY;

B) oOpaser] MHAUBUIYaIbHON PETHCTPAIIMOHHOMN KapThI;

I') riepeyeHb 3TUIeCKUX KOMHTETOB;

n) ofpasmel NMCBMEHHOW HMHGOPMAUMK JUIs [AlHMEHTOB U  (OPMBI
HH(MOPMHUPOBAHHOTO COIIACHUS;

€) NepedeHb M XapaKTePUCTUKHM MCCIeNoBaTeNiell W JPYrdX OTBETCTBEHHBIX
JIAIT;

) aHaIUTHYeCKass JOKyMEHTAllMsl, B Clydae WCIIOIb30BAHUS B UCCIIEIOBAHUN
Oonee OmHOM CepHUM HCCIETYEMOro JIEKapCTBEHHOIO Ipenapara - MepedHH KOJOB
NalMEeHTOB, MOTYYaBIIMX JIEKAPCTBEHHEIN MpeIapaT pa3sHbIX CepUi;

3) cXeMa paHIOMM3ALMH M KOAbl (MAEHTH(GHKAIMS CYOBEKTOB KIMHUYECKOTO
UCCIIeIOBaHUS M Ha3HAYEHHOE JIEYEHHE ),

1) JlaHHbIe ayuTa (eCIIH IPOBOIMIIHCE);

K) JOKyMEHTAIIHs 110 CTATUCTHYECKUM METOAM;

JT) IOKyMEHTaIMs 10 J1a00opaToOpHOM CTaHAAPTU3AIMH METOIOB U 00eCIeueHHs
Ka4yecTBa IpOLenyp, €CIId NPUMEHSITUCE,
€CIIM IPUMEHSITUCE;

M) IyOnMKallMM, Ha KOTOPBIX 0asupyercsi MPOBENEHHOE KIMHUYECKOe
HCCIIEIOBaHHUE.



27

[Ipunoxenue 5

JoxkymenTsl, npegocraspiasiemble B JlokaabHblil ITHYECKHH KOMUTET

e3asiBKa IS pPACCMOTpPEHHs IUIAHUPYEMOTO HCCIIEIOBAaHMA Ha HMs
npeacenarenss IJTUYECKOro Komutera (B IMPOM3BONBHON (opMe C yKazaHHEM
HayMMEHOBaHUs IIPOTOKOJIA MM IPOTPaMMbl  HCIBITAaHUS MW NPUJIaraeMbIxX
IIOKYMEHTOB);

e Paspemienue MuHucrepcTBa 3apaBooxpaneHus Poccuiickoii @enepanyu Ha
IIpOBeJIeHNEe KIIMHUYECKOTO UCCIIeI0BaHUS;

e Onobpenue Komutera mo stuke npu DeneparbHOM opraHe IO KOHTPOIIO
KadecTBa, 3((EeKTUBHOCTH, OE30MIACHOCTH JIEKAPCTBEHHBIX CPEICTB, IUIAHUPYEMBIX
HCCIIeJIOBaHUI;

e JloroBop 00s3aTENBHOTO CTPaxXOBaHHS TMAlMEHTOB, YYaCTBYIOUIHMX B
KJIIMHUYECKOM MCCIIeIOBAaHUU (KOTIHS);

e PeructpallMoOHHOE  YAOCTOBEpPEHHE JIEKAPCTBEHHOIO  IIperapara st
MEIULIMHCKOTO  IpUMEeHeHHus (IpH  MOCTPETHCTPAlMOHHOM  KJIMHHYECKOM
HCCIIeZIOBAHUH JIEKApPCTBEHHOTO TMpenapara JUisi MeIUIIHHCKOTO IPHMEHEHNUs );

e MucTpykiuss 10 TNpPUMEHEHHIO  JIEKAPCTBEHHOIO  Iperapara  Juis
MEIMIIMHCKOIO  IIPUMEHEHHss  (IPH  NOCTPErMCTPalluOHHOM  KIIMHUYECKOM
MCCIIeIOBaHUH JIEKAPCTBEHHOTO IIpernapara JJisi MEAUIMHCKOTO MPUMEHEeH S );

¢ bpomnopa uccienoBarens (HaydHble NaHHBIE W MOAPOOHas uHMOpPMAIHS O
npernapare);

e [IpoTOKON KIMHMYECKOTO UCCIIEIOBAHUS C YKa3aHHUEM CPOKOB HCCIIEI0BaHuS,
TIOATIMCAHHBIN 3akaz4ukoM U [71aBHBIM HMccieoBareaeM, IPOIIUTHIH U 3aBepeHHHH
reqarbio pupMel (MIPHIIOYKEHHE K TIOTOBOPY); ",

e ludopmarmoHHBIH JHCTOK MAIMEHTa, YYAaCTBYIOIIEr0 B KIMHHYECKOM
MCCIIEJOBAaHNM, KOTOPBIN TOJKEH COMEPIKaTh CBEICHHS:

1) o0 nexapcTBEeHHOM Iperiapare Ui MEJUIIMHCKOIO MPUMEHEHHS U CYLHOCTH
KIMHUYECKOTO UCCICHOBAHMS 3TOI0 JIEKAPCTBEHHOTO IIperapara;

2) o 0Ge30macHOCTH JIEKAPCTBEHHOIO IIpemapara Ui MEIHIIMHCKOTO
IPUMEHEHUs, ero oxkuaeMol 3pPeKTHBHOCTH U CTEIEHH PHCKA IS [AllMeHTa;

3) o0 ycnoBHAX ydYacTHsi TMalMeHTa B KIMHAYECKOM HCCIIENO0BaHUA
JIEKapCTBEHHOTO TMpenapara sl MeJUIIMHCKOTO IPUMEHEHHS;

4) o menu WM UENSX M MPOMODKUTEIBHOCTH KIMHMYECKOTO MCCIIEOBAHUS
JIEKapCTBEHHOTO IIperapara Jjsi MeIUIIHHCKOTO IIPUMEHEHHS;

5) O HOeHCTBHMSAX IAlMEHTa B Cllyyae HeNpelBUICHHBIX 3(deKkToB BIUSHHS
JIEKapCTBEHHOI'O Ipernapara [Uisi MEeIUIMHCKOTO NPUMEHEHHS Ha COCTOSHHE €ro
3/10pOBbSI;

6) 00 ycoBusX 00S3aTENLHOTO CTPAXOBAHUSI XKH3HH, 3T0POBBSI MAIHEHTA;

7) o rapaHTUsfX KOHQ)UAEHIHMATHHOCTH Y4YacTHsl NAlMEHTa B KIMHHUYECKOM
MCCIIEJOBAaHUH JIEKaPCTBEHHOIO Ipenapara JJisi MeIUIIMHCKOTO MTPUMEHEHHS.

e HMunuBuiayanbHas perucrpalnroHHas KapTa;

e JIHeBHUK IAlMEHTA;

o CV (curriculum vitae) uccnenosareneii (buorpadus, pesrome);

e Oruer o0 pesynabTaraXx KIMHAYECKOTO MCCIIEAOBAHUS (€XKErogHo W IpH
3aBepIUECHUN KIMHUYECKOTO UCCIIeIOBAHN ).
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[Tpunoxxenue 6

JloKyMeHTBI, npeocTaB/isieMble 3aKa34HKOM
® Ycra wmm Ilonoxenne 00 opraHuzanun-pazpaboTyMKe JIeKapCTBEHHOTO
npenapara st MEAULIMHCKOTO TPUMEHEHHS;
® CBHUIETENBCTBO O MOCTAHOBKE HA YYET B HAJIOTOBBIX M CTATHCTHIECKHX OPraHax;
® CBuzieTeNbCTBO O BHeCeHHMH B Enunbiii rocynapcrsennsiii Peectp IOPHIHYECKHUX
JIHII;
® J[0BEpEeHHOCTh Ha YIMOIHOMOYEHHOE JIMIIO C YKA3aHHUEM BCEX ITOJHOMOYHIA, B TOM
YHCTIE U Ha MojnKcanue /[oroBopa Ha MpoBeieHHE KIMHUYECKOTO UCCIIEIOBAHMS T10
KOHKPETHOMY IPOTOKOIY;
® [lakeT  JIOKyMEHTOB, TIPE[CTABISIEMBIX  OpraHU3alHeH-pazpabOTIUKOM
JIeKapCTBEHHOTO TIperiapara Jjisi MeJIUIUHCKOTO IIPUMEHEHHS.



