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HPUJIOKEHUE Ne 8
K Ko/utekTuBHOMY 10T0BOPY
«YTBEpKIAIO» «YTBepxKIa0»
ITpencenarens [leppuunoii
1po(CcOI03HON OpraHu3aluu PexTop
®I'BOY BO IICII6oIMY OI'bOY BO IICIT6IMY
um. WL.I1. ITaBnoBa Muu3zapasa Poccun uMm. W.IT. TTaBinoBa Munszapasa Poccuu

{;: .®. baraenko
A P A

CpeAcCTB B (I)I‘BOY BO IICIIGICMY um. H. I1. ITa ‘Mﬁnsapasa Poccun

Hactosmee [Tonoxenne «O mopsiake MpoBeneHUs KIMHUYECKUX HCCIEAOBAaHUMN JIEKapCTBEH-
HbIX cpeactBs B @®I'BOY BO IICII6I'MY um. U. I1. [1aBnoBa Munsapasa Poccun» (nanee — [lonoxe-
HuE) pa3paboTaHO B COOTBETCTBUH C:

— @enepanbHbiM 3akoHOM OT 21.11.2011 Ne323-®3 «O06 ocHOBaxX OXpaHbl 340POBbsI TPaXK/J1aH B
Poccuiickoit @enepanuny;

— depepanbabiM 3ak0HOM OT 12.04.2010 Ne61-D3 «O06 oOpatieHn JIeKapCTBEHHBIX CPEICTBY;

— OepnepanbHbM 3aK0HOM OT 23.06.2016 1. Nel180-D3 «O OMOMEIUIIMHCKUX KJIETOYHBIX MPO-
TYKTax;

— IlocranoBnenuem IlpaBurensctBa P® Ne714 ot 13.09.2010 «OO yTBEp>KACHHU TUIIOBBIX
MIpaBUJI CTPAXOBAHUS KU3HU U 3[IOPOBbsSI MAIMEHTA, YYACTBYIOIIETO B KJIMHUYECKUX HCCIICTIOBAHUIX
JIEKApCTBEHHOIO Mpernapara;

— IlocranosnenueM [lpaButenbctBa PO ot 03.09.2010 Ne683 «O0 yrBepxknenuun [IpaBun ax-
KpeIuTaluyd MEIULIUHCKUX OPraHU3aluid Ha MPAaBO MPOBEACHUS KIMHUYECKUX UCCIEAOBaHUMN JIeKap-
CTBEHHBIX MPENAPATOB I METUIIMHCKOTO IPUMEHEHUS,

— [Ipukazom denepanbHOro areHTCTBa MO0 TEXHUYECKOMY PETYIMPOBAHUIO U METPOJIOTUH OT 27
cenTsa0ps 2005 r Ne232-ct «Hanumonansubiil cranaapt Poccuiickoit @enepannu. Hannexamas xkiu-
unueckas npaktuka. GOOD CLINICAL PRACTICE (GCP). T'oct P 52379-2005%»;

— [Ipukazom Munznpasa Poccun ot 01.04.2016 r. Ne200H «OO0 yTBEpX)ACHUU MPaBUI HaJIe-
JKallel KIMHAYECKON ITPAaKTUKNY,;

— WHBIMU HOPMAaTHUBHO-TIPABOBBIMU aKTaMHU JIEHCTBYIOIIETO 3aKOHOAATEIIbCTRA;

— Ionoxxenuem 06 Dtudyeckom komutere GI'BOY BO IICII6IMY um. W.I1.ITIaBnoBa Musn-
3apasa Poccun;

— YcTaBOM U JIOKaJIbHBIMU HOPMaTUBHBIMU aKTaMHU Y HUBEPCHUTETA.

1. OCHOBHBIE MOJIOKEHUA

1.1. HacTosiee mooKeHHUEe OMpEeeNseT MOPSIOK MPOBEACHUS KIMHUYECKUX HUCCIICOBAHUMA
nekapctBeHHBIX cpenctB B @PI'BOY BO TICTIOIMY um. W.II. [1aBnoBa Mun3apaBa Poccun (nanee
YHUBEPCUTET) U B3aUMOJIEUCTBUE CTPYKTYPHBIX MOJpa3/IeJICHUN MPU OpraHU3alMu YKa3aHHBIX HC-
ClIeIOBaHUH.
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1.2. Hacrosiee moyiokeHUe SBISETCS 00S3aTEIbHBIM ISl BHIIIOJHEHUSI BCEMH COTPYIHHKAMH
noJipa3fiesiecHnii Y HUBEpCUTETa, YYaCTBYIOIIUX B OPraHU3alMK U MPOBEICHUN KIMHUYECKUX HCCIIe-
JIOBaHUM JIEKAPCTBEHHBIX CPEICTB.

1.3. Kinunuueckue uccienoBaHus JIEKapCTBEHHBIX CPEJICTB (Jlajiee MCCIIEOBAHMs) OCYIIECTB-
JSIOTCS Ha 0asze CTPYKTYPHBIX KIMHUYECKHX IOJApa3AeieHUl YHHMBEPCHTETa, a TaKKe Jie4eOHO-
npodunaktudeckux yupexaeHuii Casnkt-IlerepOypra m JIeHMHrpaackoil 00JacTH, SBIISFOITUXCS
KIIMHUYECKOW 0a30if YHUBEpPCHUTETAa HA OCHOBAHHH JIOTOBOPOB 00 OpraHHW3aIMy MPAKTUYCCKOU MOJ-
TOTOBKH 00Y4YarOIIUXCSl.

1.4. Opranuzanusi 1 KOOpAUHAIM paboThl, KOHTPOJIb 32 IPOBEACHUEM HCCIEI0BaHUH, 0hopMm-
JICHHEM JIOKYMEHTOB U yYETOM Pe3yJIbTaTOB HCCIEA0BaHUN OocylIecTBIs0TCA OTAeIOM OpraHu3aluu
JOKJIMHUYECKUX U KJIMHUYECKUX MCCIEI0BAHUM JIEKAPCTBEHHBIX CPEICTB M MEIUIMHCKUX HW3eNni
(manee — Otaen).

1.5. OTBETCTBEHHOCTh 32 OPraHU3ALMUI0 HAISHKAIIETO 00ECIeUYeHUs] MEAMIUHCKOW TTOMOIIH
y4aCTHUKAaM HCCJIEIOBAaHUSI B COOTBETCTBUM C TPEOOBaHUSMHU JEHCTBYIOIIETO 3aKOHOIATENbCTBA
BO3JIaraeTcsl Ha IJIaBHOTO MCCIIEN0BATENsl U PYKOBOJUTENS MOAPA3ACIECHUs, B KOTOPOM IPOBOAUTCS
KIIMHUYECKOE UCCIIEIOBAHHE.

1.6. VccnenoBanusi IpOBOJSATCS TOJIBKO IMOCIE 000peHHUS DTUYECKUM KOMUTETOM Y HUBEPCH-
TeTa U 3aKJIF0UYEHUS JI0TOBOpA HA MPOBEJCHHUE MUCCIIECTOBAHUSI MEXAY YHHUBEPCUTETOM U 3aKA3UYUKOM
UCCJIEIOBaHMsI, IPU HAJIMUYUHU paspelieHuss Munsapasa Poccun Ha npoBeieHHe HCCie10BaHusl.

2. Opraﬂmaunﬂ NMPOBCACHUA KIIMHUICCKUX I/ICC.]Ie[[OBaHI/lﬁ JEKAPCTBCHHBIX CPEACTB

2.1. 1 paccMOTpeHHUs BOMPOCa O BO3MOXKHOCTH TPOBEACHUS UcciieqoBanus B OTaen Tias-
HBIM HCCIIeIOBaTeNIeM IPEICTABISIIOTCS B OyMa>KHOM M 3JIEKTPOHHOM BHJIE CIEIYIOIINE JOKYMEHTHI:

— HalpaBUTEIbHOE MUCHMO B IBYX 3k3eMiuisapax (dopma Nel k craHmapTHBIM ONEpariMOHHBIM
npoueaypam JlokansHoro stuueckoro komurera @I'bOY BO IICII6GIMY um. W.II. TTaBnoBa Mus-
3apaBa Poccun);

— pe3oMe Ha IIABHOT'O MCCIENOBATENS C BU30M PYKOBOJMTENS CTPYKTYPHOTO MOAPA3/AEICHUs
ucnionauTens (Gopma Ne 2 k cTaHAAPTHBIM OINEPAIMOHHBIM MpoleaypaM JIOKamTbHOTO THYECKOTO
komutera ®I'BOY BO TICII6IMY um. W.I1. [TaBnoBa Munzapasa Poccun);

— cniicok uccnenosareneit (Popma Ne 3 k cTaHIapTHHIM ONEpallMOHHBIM Ipoueaypam Jlokass-
Horo studeckoro komurera ®I'BOY BO IICII6I'MY um. WN.I1. ITaBnoBa Munsapasa Poccun);

— 3asiBKa Ha MPOBEACHUE KIMHUUECKoro uccienoBanus (OGopma Ne 4 x cTaHAapTHBIM ONEpaliu-
OHHBIM Tpoueaypam JlokansHoro 3THYeckoro komutera ®I'bOY BO TICII6IMY um. N.II. T1aBnosa
Munzapasa Poccun);

—3asBKa B dTUYECKHI KOMHUTET Ha MpOBeAcHUE KIHMHUYecKoro uccienoanus (Popma Ne 5 k
CTaHJAapTHBIM OIEepallMOHHBIM mpoueaypam JlokanbHoro stuueckoro komurera DI'BOY BO
TICTI6I'MY um. W.I1. TTaBnoBa Munsapasa Poccun);

— MPOTOKOJ UCCIEAOBAHUS;

— Oporitopa uccneaoBaTess;

— oOpasel] MHAMBUyaJIbHOM PEruCcTpallMOHHON KapThi;

— oOpazer; HHGOPMAIMOHHOTO JTUCTKA MaIrueHTa U (GopMbl HHOOPMUPOBAHHOTO COTJTIACHS HC-
MBITYEMOTO;

— Konus paspeueHuss Muns3apasa Poccun Ha nmpoBeieHre KIMHUYECKOTO UCCIIE0BAHNUS;

— JUIS IPOBEAECHUS MOCTPErUCTPAIMOHHOTO HUCCIIEIOBAHUS KOMUSI PETHCTPALMOHHOTO YIOCTO-
BEPEHMsI JIEKAPCTBEHHOT'O CPEJICTBA M IOKYMEHT O Mpemnapare MexayHapoaHoro oopasma (IPD) wium
BKJIa b1 B yiakoBky (Pl);

— KOMHS TOTOBOpa 00s3aTEILHOTO CTPaXOBaHUS KU3HU, 3J0POBbsI MAIUEHTa, YIAaCTBYIOIMIETO B
KIIMHUYECKUX MCCIIEOBAHUSX JIEKAPCTBEHHOTO CPECTBA;

— UCTIOJNIb3yEeMbI€ B UCCIIEIOBAaHUH OMPOCHUKH, WH()OPMAIIMOHHBIE MaTepPHAIIbI I TAIleHTOB,
JTHEBHHKH TAIIMEHTOB (€CJIH MPETyCMOTPEHO);
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— IIPOEKT JOTO0BOpa O MPOBEICHUH KIMHUYECKOTO HCCIEAOBAHUS, COTIACOBAHHBIN ¢ [ TaBHBIM
HCCIIEIOBATEIIEM, PYKOBOIUTENEM MOAPA3ICICHUS-UCTIOTHUTEIS;

— cimyxeOHas 3anucka oT ['J1aBHOrO mcciieoBaTelns K JOrOBOPY O MPOBEACHUH KIMHHUYECKOTO
uccienosanus (nmpuaoxernue Ne 1 kK HaCTOSIIEMY TOJOKEHHIO)

2.2. IIpu paccMOTpeHUH MPEACTABICHHBIX JOKyMeHTOB OT/IeN BIpaBe 3arpaiiuBaTh CBEICHUS,
OTHOCSIIIMECS K MPEACTOSIIEMY HUCCIEA0BAHUIO, Y COTPYAHUKOB MOApa3ieieHUl Y HUBEpCUTETA.

2.3. OTnen MOKET HAIPABIATh B OJpPA3/ICICHUs] Y HUBEPCUTETA 3alIPOCHl O BO3MOKHOCTH MPO-
BEJICHUS KIIMHUYECKOTo uccienoBaHusi. OTBEThl Ha JaHHBIE 3aMPOCHI JOJKHBI MPEJOCTABIATHCS B
OTnen pyKoBOJUTENEM IMOJPA3/ACICHUS I YIOJIHOMOYCHHBIM UM JIUIIOM B T€YEHUE TPeX paboumx
JTHE ¢ MOMEHTa OTIPAaBKH 3aIpoca B MOpa3ieeHHe.

2.4. PykoBOIUTENb TOAPA3ACICHUSI-UCTIONHUTENS] COTJIACOBBIBACT KAHIUAATYPY TJIaBHOTO HC-
cleIoBaTeNsl — PYKOBOJIUTEINS MPOTrpaMMbl HccieoBaHus. [J1aBHBIM HCCIIeI0BAaTEIEM MOXET ObITh
COTPYAHUK YHHUBEPCUTETA, UMEIOIINH JIe4eOHYIO CIIEHATbHOCT, COOTBETCTBYIOIIYIO TPOBOIUMOMY
KIIMHUYECKOMY HCCJIeIOBAaHUIO JIEKApPCTBEHHOTO Ipernapara, co CTakeM paloThl MO Mporpammam
KJIMHUYECKHUX MCCIIeIOBAaHUN JIEKApCTBEHHBIX MPEnapaToB HE MEHEE YeM TpPH T'0/1a, UMEIOIIUI TOATo-
TOBKY [0 Ha/jIexarei kinunnuueckoi npakrtuke (GCP).

2.5. 'maBHBII HccieqoBaTeNb U peaan3aliy MporpaMMbl HCCIeI0BaHus (JOPMUPYET UCCIie-
JIOBATEIbCKYIO TPYIIY, COCTOSINYIO U3 Bpade-COTPYAHHKOB YHHMBEPCUTETa M BCIOMOTaTEIbHOIO
nepconana. CoOTpyIHUKH, YIaCTBYIOIIUE B UCCIEAOBAHIH, JOJDKHBI HMETh POQecCHoHanbHOe 00pa-
30BaHUE M OIMBIT, COOTBETCTBYIOIIME MOCTABICHHBIM 3a7adaM. MccrnenoBarenu NOKHBI UMETh TOJ-
TOTOBKY IO MPaBWJIaM HAJISKAIEH KIMHUYCCKOW MPAKTHKHU U MPOXOJUTH IEPETOITOTOBKY TIO JaH-
HBIM IIpaBUIaM He pexke 1 paza B 5 ner. Criucok uccieaoBaresiei cornacoBbIBaeTCsl PYKOBOAUTEISIMU
Mo/pa3ieNieHuid, B KOTOPBIX pabOTaIOT JaHHBIE COTPYIHUKH.

2.6. [1ns npoBeACHUS STUYECKOM dKCIepTU3bl uccienopanust OTaen B cpok 10 3 pabouymnx aHen
CO JHS TMOJa4y 3asBKU HA MPOBEICHUE UCCIICIOBAHUS TIEpeacT B DTUUCCKUH KOMHUTET JOKYMEHTBI,
MPeyCMOTPEHHBIE T.11. 2.1., KpoMe IIPOeKTa JOrOBOpa U CIYKEOHOH 3aMHMCKHU OT TIIaBHOTO HCCIEH0-
BaTeIIsl.

2.7. DThuecKas JKCIepTH3a UCCIICOBAHUS MPOBOJUTCS DTUYECKUM KOMHUTETOM B TeueHue 30
JHEW ¢ MOMeHTa npejcTaBieHus OTAenI0M JOKYMEHTOB UCCIIEIOBaHUS. DTUYECKUM KOMUTET JOJIKEH
npenctaBuTh B OTAen 3aKiI0UeHHE O BO3MOXKHOCTH TMPOBEIEHUS KIMHUYECKOTO HCCIEAOBAaHUS B
CPOK 710 5 pabouyux JHEH ¢ MOMEHTa IPUHSTHS pEIICHNUS.

2.8. [locne omoOpeHuss DTHUECKUM KOMUTETOM MPOBEACHUS UCCIIEeIOBaHUs pyKoBoauTenb OT-
Jieria MPeJICTaBIseT KaJbKYJIISIHIO PACX0I0B M TEXHUKO-OKOHOMUYECKOe 000CHOBaHHE TIAHUPYEMO-
ro MCCIEeIOBaHUs B OTAEN SKOHOMHUYECKOTO IJIaHUPOBAHMS U aHanu3a. [lanee mpoekT morosopa co
BCEMH TMPHIIOKEHUSIMH, TTPOTOKOJI HCCIICAOBAHMS U CITy)KeOHast 3aIMCcKa OT TIIAaBHOTO UCCIIEIOBATENS
MPEJICTABIISIFOTCS HA COTJIACOBAHUE CIIEAYIOIIUM JOJKHOCTHBIM JIMIIaM YHUBEPCUTETA B YKA3aHHOM
MOCJI€0BATEIbHOCTH:

— HavaJbHUKY YIpPaBIEHUS IPABOBOTO OOECIICUCHNUS;

— IJIaBHOMY OyXrajirepy;

— IPOPEKTOPY MO SIKOHOMHKE U (PHUHAHCAM;

— TJIaBHOMY Bpauy,

— IPOPEKTOPY MO HAY4HOH padoTe.

[Tocne momyyeHHs: BCeX COrJacOBaHUM pyKoBoAWTENb OTaena MpeAcTaBiseT HA MOIHUCAHUE
PEKTOPY JIOTOBOP O MPOBEACHUH KIMHUYECKOTO UCCIIEIOBAHNUS.

2.9. B cirywae, eciu JuIs KIIMHAYECKOTO UCCIICOBAHUS OTPeOyeTCsl M3MEHEeHne 00beMa padoT
WK YCIOBUH oriaThl, OT/AEN COBMECTHO C OT/AEIOM SKOHOMHYECKOTO TUTAHUPOBAHUS M aHATTN3a TIPOo-
BOJIUT JIOTIOJTHUTEIBHBIN aHAIIN3 3aTpaT YHUBEPCUTETA HA TPOBENICHIE JAHHOTO MCcenoBanus. M3-
MeHEHHUsI o0bemMa paboT W/WIKM YCIOBUH OIMIaTel oopMIISeTcs IOMOJHUTEIHHBIM COTJIAIIEHHUEM K
JIOTOBOPY.

2.10. ITocne moamucaHus J0roBopa MpUKa3oM peKTopa YHHUBEPCUTETA O IPOBEACHUH KIMHUY e~
CKOTO WCCIICZIOBAaHUS HA3HAYAIOTCS OTBETCTBEHHOE JIMIIO 3a TpoBeleHHe ucciemoBanus ([ maBHBII
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MCCJIEI0BATENb), CO-UCCIIEAOBATENHU, a TAKXKE IPyrue COTPYAHUKHU, TIPUBJICKAEMBbIE ISl BBITIOJIHEHUS
00s13aHHOCTEH B TaHHOM KJIIMHUYECKOM HCCIIEIOBAaHUH.

2.11. OTnen B Te4eHHE OJHOTO pabOYEro JHS C MOMEHTA M3JIaHUS MPHUKa3a O TIPOBEICHUH HC-
CJIeIOBaHMs MOJrOTaBIMBaeT MH()OPMALIMOHHOE MHUCHMO O Hayaljie UCCIIECOBAaHMS U IMPEACTaBISET
€ro Ha yTBEPXK/IEHUE PEKTOPY WM YIOJHOMOYEHHOMY UM Juny. [ToanncaHHoe NMChbMO OTCHUIAETCS
B MuHucTtepcTBO 3apaBooxpanenusi Poccuiickoit denepanuu. JlaToil Havana KJIMHUYECKOTO HCCIIe-
JIOBaHMsI B Y HUBEPCUTETE CUMTAETCS AaTa IPUKa3a PEKTOpa O IPOBEACHUM UCCIIEI0BAHUS.

2.12. Ecnu 1715 IpoBeieHusl UCCIeI0BaHUs HE00X0Ma TOCIUTANIN3AIMS TAIIUEHTOB B CTPYK-
TypHbIE KJIMHUYECKUE NOJpa3AesieHusl Y HUBEPCUTETA, TO JaHHAsl TOCIUTAIN3ALUs OCYIIECTBISAETCS
HA OCHOBaHUU JOTOBOPA HA MPOBEICHUE UCCIICOBAHMS 1 HAMPABICHHS Ha TOCIIUTAIN3ALUIO, TOIITH-
CaHHOTO MPOPEKTOPOM 10 HAYYHOH padoTe M MPOPEKTOPOM 10 JIedeOHOW paboTe yHUBEPCUTETA, KO-
TOpoe NOIeKUT peructpauuu B Otnene. OTBETCTBEHHOE JIUIIO 32 0(hOpMIICHHE TOKYMEHTOB — IJ1aB-
HBIN UCCIIEI0BATENb.

2.13. Ilpu mosydeHuu OT 3aKa3z4yMKa MCCIEAOBAHUS MEIUIIMHCKUX W3JEHM, PACXOJHbBIX MaTe-
pHUAJIOB U JPYrUX MaTEpHAIbHBIX IEHHOCTEH, TPeIHa3HAYCHHBIX /ISl BHITIOJIHEHUS TPOLIETYp KIMHU-
YEeCKOTr0 UCCIIeI0OBAHUS, TJ1aBHBIA UCCIIEI0BATENb JOKEH YOIUTHCS, YTO MepeiaBaeMble MaTepHallbl
UMEIOT BCE HEOOXOUMBIE COITPOBOAUTENbHBIE JOKYMEHTBI, B TOM YHCJIE PErHCTPAllMOHHBIE Y0CTO-
BEepeHUsI U cepTU(UKATHI/IEKIapallid COOTBETCTBUS ISl MEAMIIMHCKHUX H3JETHH, JIeKapCTBEHHBIX
npenapaToB, MacnopTa/cepTuuKaTel aHaIU3a Ui UCCIEIyEeMbIX MPEnapaToB, OPUTHHAIBI IPHXO/I-
HBIX JOKYMEHTOB (aKT, HAKJIaJHas U T.I1.) U UHbIE HEOOXOUMbIE JOKYMEHTHI.

2.14. I'maBHBIN MCCIEIOBATENb MOPYYACT MAaTEPUAIBHO-OTBETCTBEHHOMY JIMITY MTOIPa3/IeICHHUS-
WCIIOJTHUTEIS KJIMHUYECKOTO HMCCIEIOBAaHUS MPEIOCTaBUTh OPUTMHAIBI MPUXOIHBIX JOKYMEHTOB B
OTJIeNl yuyeTa MaTepUaJIbHbIX EHHOCTEH JJIsl OTpaKE€HUsSI B OyXTraJITEPCKOM y4yeTe MOCTYIUIEHUs] 000-
PYIOBaHMS U PACXOJHBIX MaTEpHUaJOB MO MPOBOAMMOMY KIMHHUYECKOMY HccienoBaHuio. [Ipu Bo3-
BpaTe IMOCTABILMKY (3aKa3uMKYy HCCIIEOBAHMSI) MPEIOCTABIEHHBIX JJIi IPOBEACHUS KIMHUYECKOTO
UCCJIEIOBaHMS MaTepUATbHBIX [IEHHOCTEH TakKe He0OXO0IMMO MPEJOCTaBUTh B OYXTalTepUIO COMPO-
BOJIUTENIbHBIC JIOKYMEHTHI Ha BO3BpAT Il OTPAKEHHS BO3BpATa B OyXTaJITEpCKOM y4eTe.

2.15. Ilpu HeoOXOaUMOCTH BHECEHHS IMOMPABOK B YTBEP)KIACHHBIE MaTepUANbl HCCIEAOBAHUS
[JIaBHBIN MCCIIEA0BATENb M 3aKa3uuK MHPOpMUPYIOT OTAEN, KOTOPbI COBMECTHO C DTHUYECKUM KO-
MUTETOM aHAIU3UPYET 11e71ecO00pPa3HOCTh JaHHBIX MOMPABOK.

2.16. B cirydae BO3HUKHOBEHUS OIMACHOCTH JIJISl )KU3HH U 37I0POBbS YIaCTHUKA KIIMHUYIECKOTO
WCCIICIOBaHMsI, TTIaBHBIA HCCIEAOBaTelh MUCHbMEHHOM BHUAE 0053aH MPOMH(POPMHUPOBATH 00 3TOM
Otnen B TedeHne 24 4acoB C TOTO MOMEHTA, KaK €My CTaJI0 U3BECTHO O BO3HUKHOBEHHS IAaHHOM CH-
TyaluH.

2.17. Ecnu ycinoBusiMu TOTOBOpa MpexycMoTper OTYeT 0 MPOBEJACHUH HCCIIEIOBAHUS, TO TAKOH
OTYET MOArOTABIMBAETCS TJIABHBIM HUCCIIEOBATENEM U NEPENAETCS B OTAEN C BU3AMH TJIABHOTO HC-
clenoBaTeNss U PyKOBOAUTENS MoApa3aenaeHus-ucnonaurens. Pykooaurens Otaena npeacTaBiser
OTYET O MPOBEACHUU HCCIIEOBAaHUS HA YTBEPKACHUE pPEKTOpY YHHBepcuTeTa. OTaeN perucTpupyeT
OTYET O MPOBEACHUU HCCIIEIOBaHUS, CKPEIUISET ero repOoBoOi MevyaTrbio YHUBEPCUTETA U MEPENacT
3aKa34MKy B MOPSAJIKE, YCTAHOBICHHOM JIOTOBOPOM.

2.18. [locne oKOHYaHHS UCCIIENOBAHHS U 3aKIIOUYUTEIHFHOTO BH3UTA TPEACTABUTENS 3aKa3dnKa
TJIaBHBIN UCCIIeZIOBaTeIh B T€UeHHE 3 JHEW uHpopmupyeT 06 3TOM B muchMeHHOM Buae OTaen mo
dopme, yctanosneHHoM naHHbIM [lonoxxenuem (Ilpunoxenue No2).

2.19. Tlocne 3aBepIlIeHUsT UCCIEIOBAHUS WIIH OJHOTO U3 ATAMOB UCCIIEIOBAHUS TJIaBHBIN HCcle-
noBatenb npezactasisger B Otnen ciykeOHyIo 3allUCKy ¢ ONMHMCaHueM 00beMa BBIOJHEHHOW padoThI
(ITpunoxenne Ne3). Ecnu gopma akta crauv-MPUEMKH BBITOJHEHHBIX pabOT MO3BOJISIET HCUEPITBI-
BaIOILE ONPEAETUTh 00BEM U CTOMMOCTD BBIMOJIHEHHBIX paboT, TO SK3EMILISP TaHHOTO aKTa C MOAIH-
CBIO TJIABHOTO HcclenoBaTenst npuHuMaercss OTAenoM B KauecTBe CiyxeOHoH 3amucku. OTnen co-
BMECTHO C IICHTPAJIM30BAaHHOW Oyxranrepueil ohopMIIIeT akT cladyu-TpueMKu paboT, CYET U CUeT-
dakTypy 1Mo A0roBopy KIMHUIECKOTO UCCIIECTOBAHMUS.
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3. KoHTpoJub opraHu3anuu u NpoBeieHUs] KIUHUYECKUX UCCIeI0BAHUI
JIEKAPCTBEHHBIX CPE/ICTB

3.1. B mensax cobmoaeHust mopsiika yCTaHOBJICHHOTO HacTosmmM [lomoskeHneM, a Takxke Tpe-
OoBaHMH JIEHCTBYIONIETO 3aKOHO/IATEIbCTBA, OTBETCTBEHHOCTD 3a MPOBEACHUE KIMHUYECKUX HCCIIe-
JOBaHUH JIEKapPCTBEHHBIX CPEJICTB B Y HUBEPCUTETE HECET MIPOPEKTOP MO HAYYHOI padoTe.

3.2. BHyTpeHHHUI KOHTPOJIb Ka4ecTBa KIMHUYECKUX HCCICJOBAHMW B TOApa3/eICHUIX YHHU-
BepcuTeTa ocyuectisger OTaen.

3.3. B cimy4ae BOSHMKHOBEHUSI CIIOPHBIX CHTYAI[Mi MEXIY HCCIEAOBATEISIMU M 3aKa34HKOM B
IPOLIECCE MCIIOIHEHUS JOTOBOpa O MPOBEICHUN KIMHUYECKOTO MCCIIEIOBAHUs IVIaBHBII HCCIe0Ba-
TeNb 00s3aH U3BECTUTH 00 3TOM OT/IEN.

3.4. Cotpymauku Otaena UMEIOT IPaBo:

— MOJTy4aTh HEOOXOIUMYIO HH(POPMAIMIO OT BCEX CTPYKTYPHBIX IOJpAa3/eieHUl YHUBEPCUTE-
Ta,

— TPUIJIAIATh Ha CBOU 3aceJaHus TJIAaBHBIX MCCIIE0BATeIel U MHBIX COTPYIHHKOB C OTYETAMHU
0 MIPOBEICHUH MCCIIEJOBAHMS U 3aMpaIinBaTh HHPOPMAIIHIO O XOJI€ UCCIIEJOBAHUSI.

3.5. KoHTponb CBOEBPEMEHHOCTH MOCTYIUICHHS JICHEKHBIX CPEJICTB IO JIOTOBOpPAM O MPOBEJIe-
HHUM KJIMHUYECKUX HCCIIEIOBAHUI JIEKApPCTBEHHBIX CPEACTB, a TAKXKE MX IOCIEIYIOLIETO paciupeaeie-
HUSI ocymiecTsisiercss OTIeIOM COBMECTHO C IIEHTPAJIN30BAHHON OyXraiarepuell M OTIEIOM 3KOHO-
MHYECKOTO IUTAaHUPOBAHMS U aHAIIN3A.

IMpunoxkenus k [os10:keHUI0 0 OPSAAKE NPOBEACHUS KINHUYECKHUX HCCJIeT0BAHUN
JIEKAPCTBEHHBIX CPE/ICTB:

1) Mpunoxenne Nel «CnyxeOHas 3amuckay (K J0roBopy Ha MPOBEIACHUE UCCIICIOBAHUS);

2) Mpunoxenne No2 «CnyxeOHas 3amuckay» (00 OKOHYaHHH UCCIIC0OBAHMSA);
3) Ipunoxenue Ne3 «CiryxkeOHast 3arucka» (K aKTy c[auyi-IIPUEMKH BBINIOJTHEHHBIX PadoT).

COI''TACOBAHO:

IIpopexTop no neueGHOM paGore O.A. I'punenko

/(/ 10.C. Ionymun

&N

% A.T". Xabko

I'naBubI Oyxrantep / P.B. Anues

ITpopexrop mo Hay4Hoit pabore

ITpopexrop 1o skoHOMEKE U prHAHCAM

HavanpHuK yrpaBieHus: IpaBoBOTro o0ecreyeHus I0.M. Jlexcuna
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[Ipunoxenne Ne 1

K [lonoxenunro

0 MOPsIZIKE NPOBEIECHUS KIMHUYECKUX
UCCIIeIOBaHUM JIEKAPCTBEHHBIX CPE/ICTB

PykoBoauTemnto oTaena opranu3auu
JTOKITMHUYECKUX W KITHHUUYECKHX
MCCIICIOBAHUH JIEKAPCTBEHHBIX CPEACTB
M MEIHUIIMHCKOU TeXHUKH

Teit T.T.

CuayxeOHasi 3an1MCKa

HUndpopmupyem Bac 0 Tom, 4TO B KIMHUYECKOM HCCIIEIOBAaHUM Mperapara 1o
IIPOTOKOITY (BHyTpenHuii Ne  / -KB)

1. IlenTp mabopaToOpHO JUATHOCTUKH MPOBOAMT CIIEAYIOIINE JIAOOPATOPHBIE UCCIIEIOBAHUS B
pacyeTe Ha OIHOTO MaIUeHTa:

— Knunuueckuii ananus KpoBu —  (KOJIMYECTBO pa3 3a UCCIIEJOBAHUE).

— bruoxumuyeckuil aHanu3 KpoBu (IEpEUUCINUTh MOKa3aTenan)-  (KOJIMYECTBO pa3 3a Uccie-
JIOBaHUE).

—BUY—  (komu4ecTBO pa3 3a HCCIEIOBaHUE).

— Cudumuc (PRP-Tect) —  (KOmM4ecTBO pa3 3a HCCIICIOBAHUE).

—T'ematut B—  (konuuecTBO pa3 3a UCCIIEOBAHUE).

—T'ematut C — _ (KOJIUYECTBO pa3 3a UCCIIEI0OBAHUE).

— Jlpyrne .

2. [lpenycMOoTpeHa TOCTHMTAIM3AMS TTallMEHTOB/3JOPOBBIX OOPOBOJBIEB HA  KOWKO —
JTHEH.

3. BylyT BBITIONHATHCS CIEAYIOIMIAE WHCTPYMEHTAIbHBIE METOMbI TUArHOCTUKH W JICYCHUS C
UCIOJIb30BaHUEM 000pYI0BaHUs YHUBEPCUTETA

—OKTI - (KOJIMUECTBO pa3 3a UCCIIEAOBAHUE).
— Cnupomerpus — (KOTMYECTBO pa3 3a UCCIIEIOBAHUE).
— Hpyrue

I'nmaBHBIN HcciienOBaTED

®.11.0. [ara. [Toxmuce.

COI''TACOBAHO:

PykoBoauTens (yka3arh MOpa3/ieieHue-CO-UCIOTHUTEND 1)

®.1.0. lara. [loamnuce.

PykoBoautenp (yka3ath moJipasieiieHue-Co-UCIOTHUTEIb 2)

®.11.0. Hara. [loxmucek.
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[Tpunoxenne Ne 2

K [lonoxenunro

0 MOPSAKE MPOBECHUS KIMHUYECKIX
VICCIIEZIOBAaHHH JIEKAPCTBEHHBIX CPEACTB

PykoBoauTemnto otaena opranu3aiuu
JTOKIMHUYCSCKUX U KITHHUUYECKHX
MCCIICIOBAHUH JIEKAPCTBEHHBIX CPEACTB
M MEIHUIIMHCKOU TeXHUKH

Teit T.T.

Cay:keOHas 3anucKa

HNupopmupyeM Bac 0 TOM, YTO KIIMHUYECKOE MCCIIEJOBaHUE Mpenapara , IPOBO-
JMMOE T10 IPOTOKOITY , 3aBEPILEHO.

JlaTa OKOHYaHUs MCCIEIOBAHNUSA:

JlaTa 3aKpBITHS LIEHTpA: .

Jlata BpIXOJ]a U3 UCCIIEAOBAHU ITOCIEAHErO MALlUEHTA:

I'nmaBHBIN UcciiEnOBATEND

®.11.0. Hara. [Toamnuce.
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[Tpunoxenne Ne 3
K IlonoxxeHuro

O MOPAAKE NPOBCACHUS KIIMHUYCCKHUX
I/ICCJ'IC,HOBaHI/Iﬁ JICKApCTBCHHEBIX CPEACTB

PykoBoauTemnto otaena opranu3aiuu
JTOKIMHUYCSCKUX U KITHHUUYECKHX
MCCIICIOBAHUH JIEKAPCTBEHHBIX CPEACTB
M MEIHUIIMHCKOU TeXHUKH

Teit T.T.

Cay:keOHas 3anucKa

HNupopmupyeM Bac 0 TOM, YTO B XOJI€ NMPOBENEHUS KIMHUYECKOTO MCCIIEJOBaHMSI Ipernapara

MIPOTOKOITY
BBITIOJIHEHBI CIIEAYIONINE PAOOTHI:

3a 1nepuoa C I10

Ne nmariuenTta

No BuzmTa (mepe-
YHUCJIUTD)

Hasznaueno ananu-
30B (ITEPEUYHCIIUTD)

Hasznaueno npouenyp uHCT-
PYMEHTaJIbHOI0 00Cie10Ba-
HUs (IIepevnCInTh)

I'maBHEBIN HcciIEnOBaTEND

®.11.0. Jara. [Toamuce.



