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1. HA3HAYEHME U OBJIACTDb IPUMEHEHU ST

Hacrosimee «llonmoskenne o 1opsyike NpOBEIeHHs —KIMHUYECKUX UCCIICIOBaHUH
JIEKapCTBCHHBIX CPE/ICTBY (Jasiee — IlonoxeHne) peraMmentupyer TOPSIJIOK OPTraHKU3alHU | IIPO-
BC/ICHIS KIMHMYCCKUX HCCIIe/IoBanmH sexaperBernex cpenets B GI'BOY BO Tsepekoit TMY
Mumsjipasa Poceun (fanee — Yuusepeunrer).

Cotpynuukn YHuBepcureTa, paGoTaromue ¢ JOKYMEHTaMH KIMHHYECKOr0 MCCIIeI0Ba-
HUsl, TONIHUCHIBAIOT 00A3aTEILCTBO O KOHGHIICHIMAILHOCTH HHpOPMALWHY, cojepikariencs B
JIOKYMCHTaX HCCIICTOBAHHSL.

Honoxenne pacnpocrpansercss Ha BCeX COTPYIHHKOB YHHEBepcHTETa, YIaCTBYIONHX B

KIMHUYCCKUX MCCIIeIOBAHUSX JIEKAPCTBEHHEIX cpe/icTs (naee — KI).

2. TEPMHHBI U COKPAILIEHUS

GCP — Good Clinical Practice (IlpaBuia npoBefcHHUs Ka9eCTBEHHBIX KIMHHICCKUX HC-
CIICJIOBAHUIA).

Hccnepoarens — juno, Hecymiee OTBETCTBEHHOCTh 3a mpoBegenne KU B mccienona-
TEIbCKOM IeHTpe. Eciu uccieoBanue npoBOAUTCS KOJIEKTHBOM COTPYIHUKOB HCCIIC-
NOBATCIbLCKOIO I[eHTpa, Mccnenosarenem (rilaBHBIM) ABIAETCS PYKOBOUTENb KOJIJIEK-
THBA.

WUccnenosarenbckuii EHTP — MECTO, I'Jie MPOBOJIUTCS HCCIIE[OBAIHE,

KH — ximuaugeckue ueeenoBanus.

Orzienn — OTen opraiu3aluy KIMHUYECKAX UCCIEOBAHUMN,

Honoxenne — [losoxenue o MopSIKE IPOBEACHHS KIMHHYECKHUX MCCIIEIOBAHMI JICKAPCTBEHHBIX
cpejictB B @I'bOY BO Teepekoit 'MY Munznpasa Poccun.

Coucciientoparens — m000# 4ieH HCCIETOBATEIBCKOM TPYIIIBI B HCCICLOBATEILCKOM
ICHTPE, HazHa4YeHHbIH MccaenqoBareneM U 1M0MMHEHHEIH eMYy.

Yuusepeurer — GI'BOY BO Trepekoit TMY Munsapasa Poccun.

®azpr KM — 00bIYHO JTEKapcTBEHHOE CPEACTBO NMPOXOAUT 4eThIpe (a3zbl KIHHHUECKHX
ucneitanuii (I-IV); Bropas dasa genurcs Ha ¢assr Ila u IIb, BuyTpu Tperheii dasn BHI-

nessior dasy I1Ib.

3. OIMUCAHHUE

3.1. O0mmue oJI0KEHHHA

3.1.1. KM B VHuBepcuTeTe MpOBOATCS B COOTBETCTBHE € OOIIENPH3HAHHEIMH [IPHHIH-

namMH M HOpMaMH MexIayHaponHoro mnpasa (GCP), Koncrutymueit P®, poccniickum 3akoHONa-

-~



[CILCTBOM, PETYIMPYIOIIUM KIMHAICCKHE HCCIIEOBAHHS, Y CTaBoM YHUBEPCHTETA, HACTOSIIUM

Ionoxenuem. Hacrosmiee ITonoxkenue YTOUYHSACTCH ¥ U3MEHSIETCS B COOTBETCTRHH ¢ HIMEHEHH-

M ,Z[EﬁCTB}’IOUlEFO 3aKOHOIATEeIILCTRA, OpPraHU3alfiOHHLIX H D9KOHOMHYECKHX YCHOBPIﬁ JCATCIIb-

HOCTH YHHBCPCHTETA.

3.1.2. KM B YHHURepCHTETE IPOBOIATCS B IEIISX:

I. ycraHoBICHHS Ge30MaCHOCTH JICKAPCTBEHHOTO TIPEIAPATA U 30POBBIX nobpo-
BOJIBIEB U (HIIM) IEPEHOCHMOCTH HX 3/{0POBBIMHU JJOOPOBOIBI[AMH;

2. 1oJ00Pa OUTUMATHLHEIX J03MPOBOK JIEKAPCTBEHHOTO IPeliapata i Kypea JICHeHHs
JUISL TIAACHTOB € OINPEJIC/ICHHBIM 3a00JIeBaHMEM, OIITHMAJIBHBIX JI03 M CXCM BaK-
[MHAIMK UMMYHOOHOJIOTHYCCKHMHU JIEKAPCTBCHHBIMU IIPENIAPATAMH 370POBBIX
JIOOPOBOJIBLIEB;

3. ycraHOBiICHHMs GE30ITACHOCTH JIEKAPCTBCHHOIO IIperapaTa u ero 3¢ peKTHBHOCTH
JUISL IAIIMEHTOB C OIIpejIelieHHbIM 3a00JIeBaHueM, TPOQUIAKTHIECKOH d(PhEeKTHR-
HOCTH HMMYHOOHOJIOIHYECKHX JICKAPCTBCHHBIX MPENApaToB Ul 30POBBIX J100-
POROJIBIIER;

4. U3yYeHHsS BO3MOKHOCTH PACIIMPCHMS NOKA3aHMH JUIS MEJMIHHCKOTO [PHMCHE-
HUs W BBIIBJICHHS paHee HEM3BECTHBIX HOOOYHBIX IEHCTBUIl 3aperHcTpHpOBAH-

HBIX JICKAPCTBEHHBIX IIPEIIApPaToB.

3.2. ®ynxumn Otaena opranu3anuu KINHHYECKHX HCC/Ie10BAHMI

Qynknun Otaena:

B3aHMOJICHCTBHE OT JIHIla Y HUBEPCUTETA C OpraHu3alueii-pa3paboTINKoB;
OCYHICCTBIICHHE B3auMojieicTBUs Mceenorarens (riaBubiii) — DTHYECKHH KOMHTET
npu YHUBEPCHTETE;

Opranu3alnus 3aKJIOUCHHS JIOrOBOpa HA OKa3aHUC IUIATHBIX paboT HaydHo-
HCCJIC/IOBATEILCKUX  pabOT(YCIyr) B OTHOIICHHW IIPOBOMMMBIX HCCICIOBAHHIA,
IIPUEMKH BBITOJIHCHHBIX padoT (yCIyr), KOHTPOJIb 338 CBOCBPEMEHHOCTRIO OIIIATEL;
IIOJITOTOBKA IPOEKTA paclopsbKeHus (1ipukasa) o nposeaeHun KH;

KOOpAMHAIUS ACATEIbHOCTH MOJIpas/ie/IcHuid Y HUBepcuTeTa 1pu nposeaenun KU;
OpraHu3alisl B3aMMOJICHCTBHA € YIIOJHOMOYEHHBIM (eCpaIbHBIM  OPranoM
HUCIIOJHUTCIBHON BIACTH M OpraHu3anuell, HHUnUUpyoomed nposegedne KW
JEKapCTBEHHOTO Mpenapara;

pacCMOTpeHHE MaKkeTa JOKyMeHTOB Ha nposerncaue KW, mnpejacrasinenHoro
oprasuzanuci-pazpadoTaHKoM;

IMOJATrOTOBKA JOKYMEHTOB Ha BBIIIIATEI UCCJICIOBATEIIIO W COUCCIIEOBATEIISAM;



* yBejloMIieHHe MunucrepeTBa 3jpasooxpanenns Poccuitckoit Deneparun o nayaie u
3aBepIICHMU 11poBeacHus KH;
® [POBEJCHHE TEKYNIEr0 MOHUTOPHHTA 3a X0,10M KU
® perucrpaims Beex npoBoaumeix KH.

3.3. Ob6mas cxeMa MHUIMALUH HCCIe0BAHTIT

3.3.1. OGpamenne oprasusanuu-pa3paboTInKa.

[Incpmennoe obpamenne opranusanuu—paspaGoTanka Ha uMs pexropa YHHUBEpPCUTETA ¢
IPHIOKEHUEM HaJUIEXKAIIE 3aBEPEHHBIX YCTABHEIX JOKYMEHTOB, B TOM YHCIIE:

* Ycrasa i [lonoxenus 06 opraHusanun-—paspaboTaHKe JIeKapCTBEHHOTO npernapara

IUTsE MEIMITMHCKOTO IIPUMEHEHHS;

* CBHJCTCIIBCTBA O IIOCTAHOBKE HA YUET B HAJIOIOBBIX H CTATHCTHYECKHX OpPraHax;

* CBHJICTCJILCTBA O BHECCHUH B EJMHbINA rocy/1apCTBeHHBIH PeecTp IopHIMUecKuX JHIL;

* JIOBEPEHHOCTH Ha YIOJHOMOYEHHOE JIMI0 C yKa3aHHEM BCEX IOJIHOMOYHIL, B TOM

UHCIIE U Ha II0/IAcanye Jorosopa na nposenenne KM no konkpetHomy 1ipoTtokoiy;
e IIaKeTa JIOKYMEHTOB, IPEACTABISIEMBIX opranusanuei—pa3padboTankom
JICKapCTBEHHOTO TIpenapaTa JUlsl MeJHIHHCKOTO IIPUMEHEHHA.

OGpamenne opranusamun - unmiaropa KU, 3aBU3MpOBAHHOE PEKTOPOM, IEPEIACTCs
Beayuiemy crenuanucty Orjena.

3.3.2. OOpamenue opranusanuu-pazpaborauxa B OTmen.

Ha nannoM stame Otjien ocymiecTBIsieT perucTpalio oOpameHns OpraHH3aliy — HHHA-
nuaropa KW, 1poBepsieT KOMIUIEKTHOCT JOKYMEHTOB JUIsS IIPECTABICHAS B ITHUCCKUI KOMHU-
TeT NPH YHUBEPCHTCTE, a Takke MPOBEPACT COOTBETCTBHE Leiu U cozepxkanns KU mpodumo
ME/IMIIMHCKON JICATEIBHOCTH, OCYIIECTBISEMOMY YHHBEPCHTETOM (JIMIEH3MM HA OCYIICCTBIIC-
HHE MCIHIMHCKOH JesrenbHOCTH). OT/Ie oNpeierseT CTpyKTypHOe 1opasaenenne n Hecie-
JloBaTeid ¢ y4eTOM BO3MOXKHOCTCH nposeienus KV B mojipas/ie/ieHussx YHEBEPCHTETA H I10Ke-
JTaHW# opraHusanuy — uaunuaropa KH.

Hccnenosatens mo pe3ysibTaTaM H3YYCHUs [PE/ICTABICHHBIX TOKYMEHTOB JIOKJIA/BIBACT
Otneny o BosmoxmHocTH 1posejierds KM B cOOTBETCTBHY ¢ JIeHCTBYIOMMME TpeOOBAHUAMHE 1
HOpMaMH.

Hccnemosarens JIODKEH HUMETDH JIEYeOHYIO CHEIMAIBHOCTh, COOTBETCTBYIOIIYIO [IPOBO-
JIAMOMY KJIMHHYECKOMY HCCJIC/IOBAHMIO JIEKAPCTBEHHOTO IIpeliapara, co cTaxeM paboThl 110
NporpaMMam KIIMHHYECKUX HCCleI0BaHUH JIEKapCTBEHHBIX IIPEIIapaToB He MEHEE TPEX JIET.

Hcenenopareib ocynecTBIseT BLIOOP COMCCiIE0OBATENICH U NAIMEHTOB, KOTOPBIE 110 Me-

JUIMHCKAM IT0Ka3aHUAM MOT'YT ObITh IIpHBIIeUEHBI K yuacTuio B K.



Hccneosatenns 1 concerieoBaTeln JOIKHB OBITh 03HAKOMJICHBI C pe3yibrartaMu Jio-
KVIHIMECKOTO MCCIIeIOBAHMA JIEKAPCTBEHHOTO IIPENapaTa JUIs ME/MIMHCKOTO IPAMEHEHHS, CO-
JICpXKAIMMUCS B OpOIIOpe HCCIeI0BaTeIs, IPOCKTOM mpoTokoa KU JICKApCTBEHHOTO IIpelia-
pata JUIA ME/IHIHHCKOr0 NPUMCHEHHS, Pa3paboTaHHbIM Pa3paboTYMKOM JIEKAPCTBEHHOTO IIpe-
lfapara Wik UHbIM IOPH/I1IECKUM JIMIIOM, TIPUBIIEKAEMbBIM K OPraHU3alliH IPOBE/ICHHSA KIIMHHYC-
CKOT'O HCCIIe/I0BalMs JICKApCTBEHHOTO IpeIapaTa i MEIMIMHCKOr0 IPUMEHCHHS, H APYIUMH
MaTepHallaMH TaKOTO HCCIIe/IOBAHMUS.

3.3.3. llpexncrasiieHue opranu3anyeii — uHunmaropom KM B Drudecknit komuter YHu-
BEPCHTETA JIOKYMEHTOB, HEOOXOAMMBIX [IIsl IPHHSTHSL PENICHHUS 110 STHYCCKOMY 32K TIOUCHHUIO.

JloKyMeHTBI TIOflAlOTCS He IO3/Hee, YeM 3a 14 kajeHuapHex el 110 04epeTHOTO
3acclianus: BRIMHACKA U3 NPOTOKOJIA 3aCe/[aHAs KOMHTETa BBIACTCS Yepes 14 KalleH IapHBIX AHEH
I0CJIe 09EPETHOTO 3aceIaHms.

Ilepedenp JIOKYMCHTOB, NPENOCTABISEMBIX B JTHYECKUI KOMHTET npH YHUBEPCHTETE,
At pacemotpenust mianupyemoro KU (yxasan B Ipuiokenun A).

3.3.4. llpejtocraBienne JIOKyMEHTOB OpraHu3arueii — ununuaropom KU B Otaen.

B Oraen jus nopmucanus gorosopa ua nposeaenne KU npexocrasisiores JIOKYMEHTBHI,
lepevnciieHHble B [IpUIOKEHHH A M BBIIMCKA U3 IPOTOKONIA 3aCEaHMs JITHUYCCKOrO KOMHTETA
TIMY.

Otmen ¢ y4eroM 3aiuIrOuCHHA DTHYECKOrO KOMMTETa IIPH YHHBEPCHTETE JaeT
PEKOMEH/TAlMH O BO3MOXKHOCTH WIIH OTKa3e B poseaenun K.

3.3.5. Ompe/iesieHHEe CTOMMOCTH HCCIIEIOBAHMSL.

B pamkax IpOBOJMMBIX HCCIIENOBAHUH CTOMMOCTD OIpE/IeNseTcs 06hEMOM H COJIepiKa-
HHEM KJIMHHYECKOI'O UCCIICI0BAHMS.

3.3.6. 3akiroueHue J0roBoOpa.

HpH HUPHUHATHH ITOJIOKHUTEIIBHOI'O PEIICHHS OTI[CJIOM IIOCJIC PacCMOTPEHUS JJOKYMEHTOB
Ha nposeaenne KM nposoures odopmienne I0roBopa U COrIacOBAHUE Cro ¢ JODKHOCTHBIMH
JMIamMu Y HUBEPCUTETA.

3.3.7. VBenomuenue B MHHUCTEPCTBO 3/[paBooxpaHenus Poccuu o Havyaie/OKOHYAHHH
nposenenust K.

YHHUBEPCHTET MOCJIE II0/IIMCAHHS JIOrOBOPA B TEUCHHE TPEX paboumx JHeH co JiHs Hava-
na/oxonvanus KM o6s3an yBegomuth Munucreperso 3apaBooxpanenus Poccuum o nava-
ne/oxonyanuu poseenus K.

3.3.8. Bemmonnenue pabor 110 JIoroBopy.

B ycraHoBiIeHHBIC JIOTOBOPOM CPOKH IIPOH3BOJMUTCS CHava-IpHeMKa paboThl B IEJI0OM

(oranos paboThl) 110 aKTy, KOTOPBIH SABIAETCA OCHOBAHUEM JUISl IIPOBC/ICHUS OILIATHI



3.3.9. Ycranasnupaercs CIICAYIOIIMI ITOPSIJIOK COrJIaCOBAHUS JI0roBopa:

- IPOPEKTOP 110 HAIIPABIICHHIO JIEATEILHOCTH,

- Oyxranrepus,

- IUTAHOBO-3KOHOMHYECKOE yIIpaBICHHE,

- YIpaBJIEHUE IIPABOBOI0 U JOKYMEHTAIIHOHHOTO 06ecIIeucH s,

3.3.10. IIpaBa manuenToB, y9acTBYIOMIMX B KIHHAYECKIX HCCIIETOBAHUSIX

1) ITpu mposeennn KU B YHHBEPCHTET CTPOTO COBIIONAIOTCS ITHICCKHE H IOpUIHYe-
CKHe TPeOOBaHMS, YCTAHOBICHHBIE IS IPOBEICHHS COOTBETCTBYIOIIMX KJIMHHYCCKUX HCCIIC/I0-
BaHWH, B YACTHOCTH, IIpaBa IAlMEHTOB, ydactByromux B KM, ykazanmnie B crathe 43 deje-
panbroro 3akona o1 12 anpens 2010 1. Ne 61-@3 «O6 obpamcrnu JICKapCTBCHHBIX CPEJICTB .

2) YyacTHe NalHEHTOB B KIMHHYECKOM HCCIIE/I0BAHNH JIEKAPCTBEHHOTO Ipernapara Juis
MCIHIMHCKOIO IIPHMEHEHHSI SABJISIETCS TOOPOBOJILHEIM.

3) TManuenT mimM €ro 3aKOHHBIH TIPEJICTABHTENb JIOKCH OBITH MH(OPMHUPOBAH B NHUCH-
MCHHOH (opme:

® O JICKAPCTBCHHOM Mpemapare JUli MEAMIMHCKOTO IIPUMEHEHHS M  CYIIHOCTH
KIIMHUYECKOT0 HCCIICOBAHUSA ITOT'O JIEKAPCTBEHHOI'O IIpenapara;

® 0 0e30I1aCHOCTH JIEKAPCTBEHHOIO HpenapaTa Ui MEIHIMHCKOTO IPUMEHEHUs, €ro
OXHU/1AeMO# ) PEKTHBHOCTH ¥ CTEHEHH PUCKA JUISl IAIHEHT,

¢ 00 YCIOBMAX y4acTHs NANMEHTa B KJIHHHICCKOM HCCIICIOBAHHH JIEKaPCTBEHHOI'O
penapara Uil MeJIMIIMHCKOTO TPUMEHEHHS;

® 0 eI HWIM LelsIX H HIPOJOJDKUTEIBHOCTH KIHHHYECKOI'O HCC/IeMOBaHMs
JICKapCTBCHHOTO IIperapaTa Uil MECAMIIHHCKOTO IIPUMEHEHHSL,

® O JICHCTBHSX [AIMCHTA B ClIydae HENPEABHAEHHEIX H(QEKTOB  BIHSMHHS
JICKapCTBEHHOIO IpeIapaTa Ui MEJIMIIAHCKOrO IPIMECHEHUS Ha COCTOSIHUE €I'0 3/I0POBBS;

® 00 ycioBUAX 0053aTENIBHOTO CTPAXOBAHHUS JKU3HU, 3/0POBBS IIAIIHEHTA;

® 0 TapaHTHAX KOHQWJIECHIHAIGHOCTH Y4YacTHsl MalHMeHTa B  KIMHHYECKOM
HCCJICIOBAaHNH JICKAPCTBEHHOTO TIpenapara JUIs MeJIUIMHCKOTO IPUMEHEHHS.

4) JTobpoBosbHOE corlacue NalHeHTa Ha y9acTHe B KIIMHHIECKOM HCcieI0BAHMH JIeKap-
CTBCHHOTO Ipenapara Jisi MCAMIMHCKOIO IPHMEHEHHS OJTBEPIKIAETCS €ro IO/IUCHIO MU
IOJITHCEHIO €0 3aKOHHOIO IPEICTaBUTENIs Ha HHPOPMAIIMOHHOM JIMCTKE 11AIHEHTA.

5) lauuenT Wik €ro 3aKOHHBIH MPEICTABHTEH UMEET MIPABO OTKA3aThCA OT YYacTHS B
KIHHUYECKOM HCCIIC/IOBAHMH JIEKAPCTBEHHOIO IIperapara JUisi MEIUIHHCKOrO NPUMEHEHUs Ha

mo0oit CTaIHH ITPOBCACHHA TAKOI'O UCCJICIOBAHMA.



0) IlpoBejieHne KITHHUYECKOTO HCCIIEI0BAHNS JICKapCTBCHHOIO IIperapara Jiisi MeIMIHH-
CKOI0 IPHUMCHCHHUS C YHaCTHCM B Ka4eCTBE NAIMEHTOR JIeTeil JOIYCKAeTCs TOJIbKO ¢ COIIACHS B
IIHCEMEHHOH (opMme MX pojuTeneii, yepmoruTec. JleTn MOT'YT pacCMaTpHUBaThCS B Ka4CCTBE
MOTCHUHMATLHBIX IIAMUCHTOB TAKOTO HCCIIC/I0BAHHS, TOJIBKO €CIIU €ro IPOBEICHHE HEODXOIIMO
JULL YKPCIJICHUSL 37I0POBbS IETECH MM MPOQUIAKTHKE UH(EKITMOHHEIX 3a00JIeBaluil B IETCKOM
BO3pacTe OO eC/IM LEILIO TAKOTO HCCICI0BAHMS SBJISETCS T0JIYYCHAE JIAHHBIX O HamIy4dnie
AI03UPOBKE JICKAPCTBCHHOTO IIpenapata Juis JieYeHus JieTelf. B oTux ciywasx takoMy ucciie/io-
BAaHWIO JIOJDKHO HPEIIECTROBATE KIIMHHYECKOE MCCIIEIOBAHHE JICKapCTBENHOTO IpelapaTa Ul
METHIHHCKOIO IIPUMCHEHHS Ha COBEPIICHHOICTHIX IPaKIaHax.

7) 3anpenaeTcs IpoBeIeHne KIMHAYCCKOTO HCCIIe OBAHUS JICKaApCTBEHHOTO IIperapara
I MEZTMITHHCKOTO IIPUMEHEHHS ¢ YIaCTHEM B KaYeCTBE IAlHEHTOB,

® JIETEH-CUPOT U JIETEH, OCTABIINXCS Oe3 IMomedes us POAUTCIICH;

® KCHINMH B IIEPHOJ GEPEMEHHOCTH, JKCHIMH B IEPHOJL IPY/IHOTO BCKApPMIIMBAHHS, 34
HCKJIOYCHHEM  CIy4acB, €CJIM IPOBOJIMTCS KIMHHYECKOE HCCIICOBAHHE JIEKAPCTBEHHOIO
penapara, NIPEIHA3HAYCHHOIO JUId YKAa3aHHBIX JKCHIMH, IPH YCIOBHH HEOOXOIHMOCTH
noJIy4eHHsT WHGOPMAIMHM TOIBKO BO BPEMs IIPOBEJEHHS COOTBETCTBYIOIMX KIMHHYCCKUX
HCCIIE/IOBAHME U NIPHHSTHS BCCX HEOOXOMMMBIX MEp 110 HCKIIOUCHHIO PHCKA HAHECCHHS BPE/a
KEHIIHHE B [EPUOJ OEPEMEHHOCTH, XKCHIIMHE B IEPHOL IPYIAHOTO BCKAPMIIMBAHHUS, IIO/LY FIIH
pebeHky;

¢ BOCHHOCIYXKAIIUX, 38 HCKIOYEHHEM CIIy4acB IPOBEACHHS  KIMHHYCCKOIO
HCCIIC/IOBAHMs JIEKAPCTBEHHOIO IIperapara, CICHHalbHO pa3paboTaHHOTO JUIS NPUMEHEHHS B
YCIIOBHSIX BOCHHBIX JCUCTBHH, Upe3BBIMAHHEIX CHTyaldil, NOPOQHUIAKTHKH W JICUCHUs
3a00JIcBaHMA M TOpaKEHMH, IONTYYCHHBIX B pe3yibTare Bo3JeHCTBHS HeGIArOMPHUATHBIX
XUMHYECKHX, OHOJIOTHYECKHX, PaIHAIlHOHHBIX (hakTopos. KiMHMYECKOEe HCCIICIOBAHIC TAKOTO
JICKapCTBEHHOT'0 IIperapara MOXET IPOBOJMTBCS C Yy4acTHEM B KadecTBe IaIMCHTOB
BOCHHOCTYXAIlHX, 32 HMCKIIOYCHHEM BOEHHOCIYXKAIIUX, MPOXOJSINAX BOEGHHYIO CIIVKOY II0
IPU3BIBY, ¢ COONIIO/IEHMEM TPeOOBaHKH, YCTAHOBJICHHBIX HAacTOSIHM DeepaibubM 3aKOHOM B
OTHOIICHUH I'PaX/IaHCKUX JIHIIL;

® COTPYAHHKOB IIPABOOXPAaHUTCIILHEIX OPTaHORB;

e I, OTOBIBAIONIMX HAaKa3aHWE B MeECTAaX IIMINCHHS CBOOOJBI, a4 TaKKe JIHII,
HAXOAIIMXCH IO CTPpaXKeH B ClIEJCTBEHHBIX H30JITOpaX.

8) JlomyckaeTcs mpoBeicHHE KIMHHYECKOTO HCCIIeI0BaHMs JIEKapCTBEHHOTO Ipenapara
JUIS MEJIHIMHCKOIO IIPUMEHEHH, IIPE/IHA3HAYEHHOI0 JUlsl JIEUEHHsI ICUXUYECKUX 3a00lIeBaHHii,
C y4acTHEM B KayeCTBE MAIMEHTOB JIMIl ¢ NCHXHUYECKUMH 3a00JIeBaHUSIMH, IPU3HAHHBIX He/lee-

CIIOCOOHBIMU B [OpAJIKE, YCTAHOBJIEHHOM 3aKOHOJIATENLCTBOM Poccuiickoit @enepariu. K-
g



HHYECKOC HCCIIC/[OBAHHE JICKApPCTBEHHOTO IIpenapara B 2TOM ClIydac IPOBOJUTCS NPH HATHYHUHA

COTJIACHS B TTHCHMEHHOH (JOPME 3aKOHHBIX IPE/ICTABUTENIEH YKA3AHHEIX JIHII,

4. OTBETCTBEHHOCTb ¥ HOJTHOMOYMSI

4.1. Marpuna pacupejie/ieHis: OTBETCTBEHHOCTH
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1. Perucrpaums 3asBok Ha npose/enue KA YV |V 1
2. Ilpenocrasienye 06Pa3OB JOKYMEHTALIH n|v e
3. Bakmouenue 10rosopa P Y Y V|V v 4
4. HenocpecreenHoe nposeenne KU 0 " U | U 4
5. Kourpous Beinonnenus npotokona KM O )4 U | U ¥
6. Otuér o nposenennn KA OP | U U | U 4
O6o3nauenne: O — OTBETCTBEHHEIH VY — ygactByronmii
P — peanmmsyromnmit U — undopmupyempiii

4.2. OTBETCTBEHHBIM 32 OPraHU3allKIo PaspaboTKu U BReIenue [0JI0KeHns B eHCTRIE
SBJISIETCS IIPOPEKTOP IO HAYYHOH paboTe U HHHOBAIIMOHHOMN JIEATCIILHOCTH.
4.3. OTBeTCTBEHHBIM 3a pa3paboTky [ToI0KEHHs SBISICTCS HAYAIbHUK OT/EA 110 op-
TaHU3aIMHA KIIMHAYECKUX MCCIICIOBAHNHT.
4.4. Orjiel1 opranv3aliy KIMHUYECKAX HCCIIE0BAHMI OTBEYAET 3a;
®  PacCMOTPEHHE COOTBCTCTBYIOIIEH JIOKYMEHTAIMH, CBI3AHHOM ¢ nmposejieHnemM KU;
. B3auMoJIeAcTBIE opranu3anus—uaniarop KW — Yausepeurer;
®  KOOP/WHAIIMIO BCEX CTPYKTYD, 3a/[eHCTROBAHHBIX B OPraHU3aIMH | poBeacnnn KH;

L B3aUMOJIEHCTBHE C BBLINICCTOALIMMH YIIOJTHOMOYCHHBIMH OpraHaMu;

e ocymiecTBiIeHHe  B3auMojeiicTeus  McememoBarens — DTHYeCKHE KOMHTCT —IpH
YHHUBEpcHUTETE;
® pa3paboTKy JIOKaIbHBIX HOPMaTUBHBIX aKTOB B cdepe nposeaenus KU;

o IIOJIFOTOBKY ~ yBeIOMIeHMH B  MuHHCTEPCTBO  3/IpaBoOXpaHeHHs Poccuun o

Q



Ha4aJ1e/OKOHIAHNHM [IPOBC/ICHUS KU;
o PETHUCTPAITHIO BCeX POBOAMMEIX KU,
4.5.  OrBercTBeHHOCTH 32 IpakTHueckoe muposenenue KM pozjoxkena wHa
Hcerenosarens (muno wm rpymy JIH1LI).

Hccnenosarens o6s3an npenocrasisTs HHpOpManuio B OTzen, HeoBXOTUMYIO Ul MO-
HHTOPHHIA, B OCOOCHHOCTH HH(DOPMALHIO O CEPhEIHBIX HEKETATE/HHBIX SBIICHUSX.

Mcerenosarens HeceT 0TBETCTBCHHOCTD 3a JIOBEICHHE JI0 CBEJICHHS LIAIMEHTOB HH(pOD-
MalluH O pUCKaX M IOTCHIMATBLHOM 110JTh3¢ OT YYACTHS B HCCIIEI0BAHHN (To ecth 3a HOJIyYEHHE Y
NAIMEHTOB UH(POPMUPOBAHHOIO COTTIACHS).

HceneoBarens 10Imken HEMEIUIEHHO COOBINATD opranusanuu-uHuImaropy KM u B
OTHYeCKUi KOMHATET YHHBepcHTeTa 060 Reex CePBE3NBIX HEKCIATCILHBIX ABJICHHAX. Tarke
HEODXO0MMO coobIaTh oprann3auud— ununuaropy KU 060 Beex HesKelarebHiX ABJICHUSX U
OTKJIOHCHHMAX JIAOOPATOPHBIX IOKa3aTelell 0T HOPMBIL, KOTOPBIC ONPECICHBI IPOTOKOJIOM Kak
KPUTHYCCKHE JIUIs OLCHKH Oe3onacnoctn. Mecienosarens jomken coobmars o xone KU B Dru-
YECKHH KOMHUTET YHUBEPCHTCTA.

[ocue 3aBepuienns KU Hceneoarens npeacTasisier B DTHUSCKHH KOMHUTET uHdpopma-
[HIO O BU3HTE 3aKPBITHSA KIMHHICCKOI'O IICHTPA, YTO SBILICTCS OQHUIHAILHOMN JATOH OKOHYAHHUS
HCCIIE/IOBAHHS.

B ciiyyae BO3SHMKHOBEHHS YIPO3bI 3/[0POBIO HIIH KH3HHU HCIIBITYEMOI'O BO BpeMsl KIIMHU-
HECKOro HCCIC/IOBAHMA, 1IpH HEAOCTATOYHOH 3(P(EKTHBHOCTH HCIBITYeEMOro 06pasna WM ce
orcyrcrBun Mecnejioparens joioken ocranosuth KM wim otnensisie ero stamsr. O HpeKparre-
aun KU nccreioparenb MHChbMEHHO M3BEIAET OPraHU3aIlHIO- unurartopa KM, Dtuueckwmit xo-
muTeT 1 OTAEN ¢ HOAPOOHBIM 00BICHEHHEM MPHYKH.

B ciy4ae somecenns pexomenzaiuu o npekpamenni KU wim oTAebHBIX ero STaioB
Orten nepezaet ee B yoTHOMOYCHHBIH OPraH [UIs TIPHHSATHS PEIICHHUS.

B cinywae npekpamenus win mpuoctanoriaeHus KU opranusanueH-uaunuaropom KM
JIOJDKHO OBITh 1IPEOCTABICHO NHCHMEHHOC M3BCIIEHHE B DTHYCCKHIl KOMHTET C YKa3aHHeM
[IPUYHH.

4.6. Drmueckuil KoMUTET YHHBEPCHTETA HECET OTBETCTBEHHOCTS 110 CIIE/IYIOIIHM 1I0-
SULIHSIM:
* oOfeccreuenue 3amMTH IIpaB, Ge30maCHOCTH M OIArONONy4Hs BCEX YUaCTHHKOB
HCCIIEIOBAHUS;
® OCYIIECTBICHUC MOHHUTOPHUHIA TEKYIIMX HUCCIIC/(OBAHHII;
® OICHKAa COOTBETCTBHS HAYYHOH KBaJIM(DHMKAIMM HCCIIEIOBATENS IIPEIIAracMOMY

HCCIICAOBAHHIO]



¢ PCrucTpanusa BCCX HEXKCIIATEJIhHBIX SIBJICHHIA;

® KOHTPOJb COOIIIO/IEHHUS NIPAB IAHECHTOB, BKIIIOYAs JOCTYITHOCTE M IIOJIHOTY (hOPMEI
HHPOPMHPOBAHHOCTH TALUEHTOB O PHCKax M M0Jib3€, KOTOPHIE HM MOMKET
IIPHHECTH y4aCTHC B HCC/ICNOBAHMM. DTUYECKUH KOMHTET YHHMBEPCHTCTa MOKET
noTpeboBarb, 9roObl MalUeHTaM  ObLIa IIPCOCTABIICHA  JIOIOJIHUTE/IhHAS
HH(OpPMALHS, €CIId, TT0 €ro MHEHHIO, 3TO I103BOJIUT IIOBBICHUTH YPOBEHbL 3aIUTELI HX
1paB, 6e30I1aCHOCTH, BIIArONOTyqHs;

e ocoboc BHHManWe DTHYCCKHH KOMHTET YHuBepCcHTETa JIOJDKEH  YJIEIAThH
HCCICNIOBAHUAM € y4YaCTHEM  YA3BMMBIX  KATE€rOpuUil  IAlMeHTOB  —
HCCOBCPIICHHOICTHHX, HEACCCIIOCOOHBIX JIMI, IIAlHEHTOB, HAXOJEINUXCS B

HEOTJIOXKHBIX COCTOSAHHUAX, MHBIX JIHUII, Ha KOTOPBIX MOXET OBITH OKa3aHO JaBJICHHC.

5. HOPMATUBHBIE CChLIKH

+ XenbcuHKCKas Aekiapanus Beemuproit Meuimuckoit Acconuarmn (penakiusi, mpuHSATasN

Ha 59-if Accambnen B Ceyie B 2008 1.).

o Koncturyuus Poccuiickoii Deneparam.

o I'paxnanckuit Kogexe PO.

¢ @enepaeHbii 3akoH o 12.04.2010 r. Ne 61-®3 «O6 o6parmennn JIeKapeTBEHHBIX CPELCTEY.

« ®enepanbblil 3axoH ot 21.11.2011 N 323-®3 «06 ocHopax OXpaHbl 37I0POBLSI I'PAXKIAH B
POy,

« Ilpuxas Muimcrepcersa 3npaBooxpanenns Poccuiickoit ®enepamuu ot 01.04.2016 r. Ne 200u
«O0  yTBCpKICHMM TpaBMI HaUIEKAIEH KIMHMYeCKOH TNpPAaKTHKH B PoccHiickoi
Denepariym ».

» Hanuonansnsit cranmapr Poccuiickoit ®enepaman 'OCT P 52379-2005 «Hayurexarmas
KIMHHYCCKas npakTuka» ot 27.09.2005 r, xoTopasi COOTBETCTBYET MEXK/YHAPOIHEIM
rapMOHHU3MPOBAHHEIM IIpAaBHIIAM IIPOBEACHUS KIMHHUYECKUX Hcclietopanuii ICH GCP.

» YcraB YHHBepcHUTETA.

6. TIPHJIOKHEHUSI

Ipunoxenne A
(0bs3amenvHoE)

Ilepedenn 10KYMEHTOB, IPEI0CTABISIEMbIX B JTHYECKUIA KOMUTET YHHBEPCHTETA
AJIsl paceMoTpenns njanupyemoro KU

1. HHCbMO'O6paHICHI’IC (321}1BK21) Ha 1IPOBCIACHUC KIIMHHYCCKOI'O HMCCIEO0OBAHUA B



¥ = S

10.
11.

12

YHUBepCcHTETE Ha MMs PeKTopa (B MPOH3BONLHOI opme ¢ ykazauueM HaMMEHOBAHUS
IPOTOKOJIA HIIK TIPOTPAMMEI HCITBITAHUH U TIPUIIAraCMBIX JJOKYMEHTOB);
HCEMO-00paIeHue (3asBKa) B DTHUCCKUIA KOMHTET VHHUBEpCHTETa JUI PACCMOTPCHHUS
TLTAHUPYEMOTO HCCICN0BaHNA Ha MMs npeace/arens Komurera (B Ipous3BonsHoil popme
¢ YkasaHuCM HaMMCHOBaHWA IIPOTOKONA HIIM NPOTPAMMbI HUCIBITAHUS W IIPHIATAEMbIX
JOKYMEHTOR);
paspemenne MunucTepersa 3npasooxpanenns Poccuiickoit Denepanyu Ha IPoOBECHHE
KH;
onodpenne Komurera 1o stuke npn ®eepansHoM oprame 110 KOHTPOJIIO KauecTBsa,
> pexTHBHOCTH, Ge3011aCHOCTH JIeKaPCTBEHHBIX CPEJICTB, IIAHUPYEMBIX HCCIICI0BAHUI;
TIOATBEPK/ICHHE OIUIATEI CTPAXOBOTO B3HOCA (KOIIU:);
JIOTOBOP 0053aTC/IHOTO CTPAXOBAHKS IALUEHTOR, YIACTBYIOMMX B KU (xormms);
JoroBop o nposenenuu KU;
PErHCTPAIIHONHOE  YOCTOBEPEHHE JICKAPCTBEHHOTO IIperapara JUIs MEJUIMHCKOTO
NPUMCHEHUS (IPU IIOCTPETHCTPAIMOHHOM KIHHHYECKOM MCCIIE0OBAHUH JIEKapCTBEHHOIO
npenapara Juist MEIMIIHHCKOTO IIPUMEHEHH s );
UHCTPYKIHA 110 IIPUMEHCHHIO JICKAPCTBEHHOTO IIpemapara JUis MEIUIMHCKOrO
IPUMEHEHHS (IPH TIOCTPErUCTPAITMONHOM KIIHHHIECKOM HCCIIE0BAHMH JICKAPCTBEHHOTO
lpenapara Juis MEAMIHHCKOTO IIPUMCHEHHU);
Opomropa uccieioBateNs (Hay4yHble JaHHBIC U 0(pOOHAT HHPOPMAIIIS O 1penapare);
nporokon KU ¢ ykazamumeM CpOKOB HCCIICIOBAHHs, NOMIUCAHHBIA OpraHH3aIHCH—

p8.3p3,60T‘II’IKOM (3&Kﬂ3‘-IHKOM HJIH CIIOHCOPOM HCCJIGJIOB&HI/ISI) u HCCHBHOB&TGJ’[GM;

. MH(OPMAIMOHHBIH JIMCTOK IAIMEeHTa, ydacTByiommero B KV, KoTopslif JIOMKeH CofiepIkars

CBEJICHUSI:

0 JIEKapCTBEHHOM IIpeliapare I MEIUIHUHCKOTO IPUMEHEHHUS U CYITHOCTH KIMHUYCCKO-
IO MCCIIEIOBAHUS 3TOTO JIEKAPCTBEHHOTO Iperapara;

0 0e3011aCHOCTH JIEKAPCTBEHHOTO IIpeliapaTa JUisi MEJIUIMHCKOIO IPIMEHEHHS, Cro OMKH-
naeMoi 3(p(HEeKTUBHOCTH U CTEIICHH PUCKA IS MTAI[HEHTa;

00 YCJIOBHSAX YYacTHsI MAIMCHTA B KIHHHYECKOM HCCIIEI0BAHUM JIGKAPCTREHHOI'O IIpella-
para Juis MEJIMIIMHCKOTO TPUMCHCHUSI;

O eI WK NEJSIX U IPOAOJIKATENBHOCTH KIIMHIYECKOTO HCCIIEAOBAHMUS JIEKAPCTBEHHOIO
npenapara JUis MeJUIIMHCKOTO IIPHMCHCHHS,

0 JIEHCTBUAX NAIMEHTa B ClIydac HEUPEABUICHHBIX 3 (EKTOB BIHIHUA JICKAPCTBEHHOTO

npciapara Jurd MEJIHIIHHCKOIO IIPUMCHCHHUA Ha COCTOSHHE €I'0 3/I0POBLS;



* 00 ycrnoBuAX 0053aTCIBHOTO CTPAXOBAHMS JKU3HH, 3JIOPOBLS TAIHEHTA,;

® O TapaHTUAX KOHGHICHUMATHHOCTH yJacTHS NAlHEHTa B KIMHHYECKOM MCCIICIOBAHHY
JICKapCTBCHHOIO HIPEMapaTa A MEAUIHHCKOTO IIPAMEHEHUS.

13. MH/WBH/TyaTbHAS PErHCTPANMOHHAs KapTa;

14. CV ucenenoparerneit (6uorpadus, pesiome).



[Tonokenue o mopsKe MPOBEIEHUS KIIMHHUECKIX UCCIIEIOBAaHUM JIEKapCTBEHHBIX

CpPE/ICTB

Pazpatorano:
Wcnomuurens  (Bexynmii  creruamuct
OTJIeJIa OpraHM3alliH KIMHUYECKUX HC-
CIIEIOBAHMIA)

Corunacosano:

Havansuukx ortnena Opra’Hu3auu  KJIH-
HHYECKUX HUCCJIC/IOBAHUN

Ipopekrop o HayuHoii paborte ¥ HHHO-

BallMOHHOH JIESITENLHOCTH

Havaneuuk Yipasienus 1rpaBoBoro u
JIOKYMEHTAIMOHHOT'O 00ecreyeHus

UZ* C.®.Cepreena

P.B. Maiiopor

70~ O.H. baxapesa

A.A. KoxyxoBckuii

19



7. JIUCT COI'TACOBAHUSA

Paspaborano:

Hcnonnurens (Bemymmii —crermamuct (/{Z C.®.Cepreena
OT/IeNla OPraHH3aNNH KIMHHYECKHAX HC-

ClIeI0BaHui)

CoruacoBano:

Havansnux OTACIa OpraHu3alMyu KIIH-

HUYCCKUX HCCIIe0BAHMI - P.B. Maitopos
IIpopexTop 1o Hay4HO# paboTe U MHHO- (

BAIlMOHHOM JIESATEIILHOCTH ) O.H. baxapera
Hauansnux ynpasieHus Kajpos E.B. Iloranosa

HauanpHuk YIpaBiieHHs! IPaBOBOTO U
JOKYMEHTAIlHOHHOI0 00eCIIeUeHHSI

A.A. KoxyxoBckuit



