YTBEPXJIEHO
¢ SWHHH VYyeHoro cosera

I[TOJIO’KEHME

O KJIMHMYECKUX UCCJIIEJOBAHUAX
JIEKAPCTBEHHBIX TTPEITAPATOB
B ®I'bOY BO CII6I TIMY MUH3/IPABA POCCHUU



1.OBIIME TTOJIOXEHMNA.

1.1. Hacrosmee Ilonoxxenne o kiaumHHMYecKux Hccienosanusax B ®I'bOY BO CIIOITIMY
MunszapaBa Poccuu ( manee mo Tekcty — llomoxeHue) pa3paboTaHO B COOTBETCTBUHU C
®enepanpabiM 3akoHOM OT 21. 11. 2011 roma Ne 323-®3 «O6 ocHOBaxX 0XpaHbI 3J0POBbSI
rpaxnad B Poccuiickoit @enepanun», DenepanbHbM 3akoHOM 0T 12.04.2010 r. Ne 61-®3
«O0 oOpalieHuN JIEKapCTBEHHBIX CPEACTBY», NpukazoM MunsapaBa Poccuum Ne 200H ot

01.04.2016 r. «O0 yTBepkIIeHUHU IpaBWJ Hajiexalled KIMHUYECKOH MPaKTHKW), Y CTaBOM
OI'bOY BO CIIGI'TIMY Munzapasa Poccun.

1.2 HaCTOXU_[CC ITosnoxxenne PETYIIUPYET ACATCIBHOCTL IO OpraHu3aliuy, IMPOBEIACHHUIO,
MOHHUTOPHHTY, ayAUTy, HJOKYMCHTHPOBAHUIO KIIMHUYCCKHUX HCCIICI0BAaHUMN JICKaApCTBCHHBIX
nmpernaparoB Ijid MCEAUOHUHCKOIO IIPUMEHECHHUA (L[anee II0 TEKCTY — «KIMHHUYECKOC

UCCJICIOBAaHME» WM «JIEKapCTBEHHBIA IIpermapar») C Y4YacTHEM 4YeJOBeKa B KauyecTBE
CyOBbeKTa KJIMHMYECKOIO UCCIICJIOBAHMS, AaHAJIW3y U MPEJACTaBICHHUIO pe3yJIbTaTOB
KJIMHIYECKUX HCCJIEI0BaHUN, O0ECHEeUMBAIOIIUX TapaHTHIO JOCTOBEPHOCTH M TOYHOCTH
[OJY4YEeHHBIX JAaHHBIX M IIPEJICTaBICHHBIX pe3yJbTaTOB,  3alllUTe IpaB, 3J0POBbi U
KOH(UICHIIMAIHPHOCTH MEPCOHATBHBIX JAHHBIX YYaCTHUKOB KJIMHHYECKOTO HCCJIEOBAHHUS
nexapcTBeHHBbIX cpenctB B ®I'bOY BO CIIGITIMY Munsapasa Poccun ( manee mo Tekcty —
YHUBEpCUTET)

1.3.  OOBpexkTOM  KIMHHMYECKOTO  HCCJIEAOBAaHUS  SBISETCS  JieKapcTBeHHas  Qopma
(bapMakoJIOTHYECKH aKTUBHOT'O BELIECTBA HJIH ILIane0o0, H3ydaeMble HITH UCIIOJIb3YyEeMbIE IS
KOHTPOJII B KIMHHYECKOM HCCJIECIOBAaHUM, WIM 3apErUCTPUPOBAHHBIN JICKApCTBEHHBIH
npenapaTr Ui MEIUIUHCKOIO INPHUMEHEHHS B Ciyd4ae, €ClId Crnocod ero mpuMeHEeHHs
OTJIMYAETCs OT YTBEPXKACHHOIO (B paMKax IpOLEAYphl rOCYJAapCTBEHHON pEruCTpalIiiy), a
TAK)KE IPA €ro HCIOJB30BAaHMM [0 HOBOMY T[OKa3aHUIO WM JUIS  [OJyYeHUs
JIONIOJTHUTENHHON HH(OPMAIMK TIO0 YTBEPXKACHHOMY IOKa3aHHUIO (Hajee - HCCIeTyeMbIi
JEKapCTBEHHBIM Ipemapar). Mccnenyemble nekapcTBEHHBIE Mpenaparbl MPUMEHSIOTCS B
COOTBETCTBHH C YTBEPXKICHHBIM (B paMKax IpOLEAYPHl IOJyYECHHUS pa3pelieHus Ha
IIPOBEICHHE KIMHUYECKOTO UCCIIEOBAHHUSI) TPOTOKOJIOM KIMHHYECKOr0 HCCIeIOBaHUS.

2. OCHOBAHUS ITPOBEJIEHWA KJIMHUYECKWUX UCCJIEJIOBAHUN.

2.1 KnmHuueckoe HCClleoBaHUE JIEKApCTBEHHOTO IMperapara MPOBOJUTCS Ha OCHOBAaHHUH
paspelieHrss Ha IMPOBEJECHHE KIMHUYECKOTO HCCIIEN0BaHUs, BBIIAaHHOTO MUHHUCTEPCTBOM
3apaBooxpaHeHus Poccuiickoi @enepanuu (nagee mo Tekery — «MHHHCTEPCTBO») 110
pe3yjipTaTaM OJOKCICPTHU3bl HJOKYMEHTOB JUISL IIOJIYYEHUS pPaA3pCIICHUs Ha IIPOBCIACHUC
KIIMHUYECKOI'O UCCIIEAOBAHUS U 3TUYECKON SKCIIEPTU3BI.

2.2 KnnHuueckoe uccieioBaHie MMPOBOJUTCS B OTHOIICHUH (PU3HUECKOro Jinia (IalueHTa uin
30pOBOT0 J100POBOJIBIIA), IPUHUMAIOIIETO YYacTHE B KIMHUYECCKOM HCCIIEIOBAHHH B COCTaBE
IPYIIIBL, MTOJIyYarolled HCCIIEyEMBIN JIEKapCTBEHHBIN mpemnapar, Ju00 B COCTaBe KOHTPOJIHHOM
IpyNIIbI (Jajiee - YYaCTHUK KJIMHHYECKOTO UCCIICIOBAHHS ).

2.3 . Kaxapli y4acTHHK KIMHHYECKOTO HCCIIENOBAaHHS II0Ce MOJydYeHHs HHOOpPMAIUH O
KJIMHAYECKOM HCCIIEZIOBAHUU U JI0 Hayajla MPOBEACHUS KIMHUYECKOrO KCCJIEIOBAaHUS IacT
IOOpOBOJIPHOE COIVIACHE HA Y4YacTHE B TAaKOM KIMHHYECKOM HCCIIEIOBAHUU IOCPEICTBOM
HOANHCaHUs HH()OPMALMOHHOIO JMCTKA MAIMeHTa, B OTHOLICHUH JIUII, yKa3aHHBIX B 4. 2 cT. 20
@enepansroro 3akoHa ot 21 Hos0ps 2011 r. N 323-®3 "O6 ocHOBax OXpaHBI 30POBbS



rpaxaan B Poccuiickoit ®Deneparuu', MHGOPMAIMOHHBIA JMCTOK IOANUCHIBAECT 3aKOHHBIH
IpeICTaBUTEIh HECOBEPIIEHHOJIETHETO MAIEeHTa.

2.4, KnuHAYECKOe HCCIIEIOBaHUE IPOBOJHUTCS B COOTBETCTBHM C IPOTOKOJIOM KIMHMYECKOIO
UCCrIeI0BaHus (aee Mo TEKCTY - MPOTOKOJI), KOTOPBIN COAEPHKHT, B TOM YHCIIE:

2.4.1) Ha3BaHUE MIPOTOKOJIA, HACHTU(UKAIIMOHHBIH HOMED MTPOTOKOJIA U ATy YTBEPKIECHHUS
opraHu3aTopoM wuccienoBaHus. HoBble Bepcuu NpPOTOKOJIa MMEIOT HOMEP BEpPCHHM M Jary,
MOTIPaBKH K IPOTOKOJLY - HOMED IIOIIPABKY H J1aTy;

2.4.2)) HauMEHOBAaHME M aJpeC OpraHM3alUH, OCYILECTBIIOIIEH OpraHU3aluio
MPOBEACHUS KIMHUYECKOTO WCCIEAOBAaHUS W OCYIIECTBISIOMEH MOHHUTOPHMHI (€CIM OHH
pas3uyHbIe);

2.4.3) hbhamMuanio, UMsi, 0TYECTBO (MIPH HAIMYHMH) U TOJKHOCTD JIMIA, YIOJTHOMOYEHHOTO OT
UMCHH  OpraHu3allii, OCYIIECTBISIOUICH  OpraHW3alMi0  MPOBEAEHUS  KIMHHUYECKOIO
HCCJICZIOBAHHUS, TOAMUCHIBATH IIPOTOKOJI ¥ IIOIPABKU K IPOTOKOILY;

2.4.4) pamunuio, UM, OTYECTBO (IIPH HAIWYHH), TOJDKHOCTB, ajpec M HoMmep TesedoHa
MEIUITUHCKOTO IKCIepTa JAaHHOTO KIMHUYECKOTO UCCIIEOBAaHUs, HA3HAUYEHHOTO OpraHu3aluen,
OCYIIECTBJISIFOIIEH OPraHUu3alrIo IPOBEICHHUS KIIMHUYECKOTO HCCIIeIOBAHMUS;

2.4.5) ¢amunmio, uMs, OTYeCTBO (MpH HAJIMYHH) M JIOJDKHOCTH HCCIIEI0BaTes,
OTBEYAIONIEr0 3a IMPOBEJCHHE KIMHUYECKOTO HCCIEeJOBaHUS, a TakXKe aJapeca U HOMepa
Tene(OHOB KIMHUYECKHUX [IEHTPOB;

2.4.6) dammnuio, uMs, OTYECTBO (IPU HAINYHH), TOJDKHOCTH, ajpec ¥ HOMep TenedoHa
Bpaya, OTBEYAIOIET0 3a MPHHSITHE PEUICHUH MEIUIIMHCKOro XapakTepa (eclid JaHHOE JIMIO He
SIBJIICTCS HCCIICIOBATETIEM);

2.4.7) HauMEHOBaHMUS M ajJpeca KIMHUYECKUX JabopaTopuit ¥ APYrHX MEIUIIMHCKUX U
(MTM) TEXHHUYECKUX CIYyXO M oOpraHuzaluid, NPUHUMAIOMIAX YYacTHEe B KIMHUYECKOM
HCCIIeIOBaHUU;

2.4.8) o6ocHOBaHUE KIMHUYECKOTO HCCIIEIOBAHNUS, BKIIFOYAIOIIEE:

a) Ha3BaHHUE U ONKCAHME HCCIIEyEMBIX JIEKapCTBEHHBIX NIpenapaToB (BKIOYas mianedo u
AKTHBHBIN KOHTPOJIB);

6) CBOJHOE H3JIOKEHHE pe3yJbTaTOB IOKIMHHYECKHX HCCICAOBAHHA M KIMHUYECKHX
HCcIIeIOBaHUH (eci paHee IPOBOIMINCEH) UCCIIEAYEMBIX JIEKAPCTBEHHBIX MPENapaToB;

B) KpaTKO€ OITMCAaHUE€ H3BCCTHBIX N INMOTCHIHUAIBHBIX PHCKOB M IIOJIB3bI IIPUMCHCHUSA
HCCJIETYEMOTO JIEKAPCTBEHHOTO MpeTapaTta JUid YHaCTHUKOB KIIMHUYECKOTO UCCIICTOBAHUS

I) ONUCaHHe U OOOCHOBaHME crocoOa BBEJEHHS, JO3MPOBKH, peXMMa JIO3UPOBAHHS U
Kypca JICUSHHUS;

,I[) YKa3zaHue€ Ha TO, YTO KIIMHUYCCKOE UCCIICJOBAHHUC 6yILeT IMPpOBOJAUTLCA B COOTBECTCTBHHU C
IIPOTOKOJIOM KIIMHHUYCCKOI'O UCCIICNOBAHUA U HACTOAIINM HOHO)KGHI/IGM;

€) OIKMCaHME UCCIIEyEMOM NOMyJISIUY;

')K) CChUUIKM Ha JIUTEPATYPHBIE HWCTOYHHUKHW U JIAHHBIE, HWMECKOIIUE 3HA4YCHUWE JUIA
KIIMHAYECKOIr0  HMCCJIICAOBaHUA W IMPCACTABIIAIONINC coboit 000CHOBaHHE KJIIMHHYECKOIO
HUCCIICAOBaAHUA,



2.4.9) nenu u 3a7a4u KJIMHUYECKOTO UCCTICI0OBAHUS;
2.4.10) omucanue ob1ero niaaHa (qu3aifHa) KIMHAYECKOTO UCCIIeIOBaHMS, BKIIOYAIOIIETO:

a) yKa3aHHE€ OCHOBHBIX U JIOTIOJIHUTEIBHBIX (MPU HAJIMYHUM) HCCIEAYEMBIX I1apaMeTpOB,
KOTOpbIe OYAyT OLEHUBATHCS B XOJ€ KIMHHYECKOTO UCCIIeIOBAHUS;

0) omucaHue THIA JU3aiiHa IPOBOAUMOrO KJIMHUYECKOTO HCCIIeI0BaHMs (IBOMHOE clernoe,
1ae60-KOHTPOIUPYEMOe, TTapalIe/IbHOE ¥ MHBIC BUIBI HCCIIEOBAaHN) U TpapUyYecKyo cxemy
JIM3aifHa KJIMHAYECKOTO UCCIIEI0BAHHSL, TPOIEyp U STAllOB KIMHUYECKOTO UCCIIEJOBAHUS;

B) OIMMCAaHUEC MECP, HAITPaBJICHHBIX HA MUHUMH3allUIO, HCKIIIOUCHUE Cy6’b€KTI/IBHOCTI/I, B TOM
YHCJIC paHIOMHU3alMU, CIICIIOro METoJa (MaCKI/IpOBKI/I) - METoJa, Npru MPUMEHCHHUU KOTOPOI'o
OJTHOM HMJIM HECKOJIBbKHAM Y4acCcTBYIOUIUM B KIIMHHYECKOM HUCCIIEAOBAHUHU CTOpPOHAM HEU3BECTHO,
KaKo€ JICUCHHC Ha3HAYCHO YYAaCTHUKY KIIMHHYCCKOI'0 HCCICAOBAHUMA (HpOCTOI\/'I CIIETIOH METOJ
npeaycMarpuBa€t  HCOCBCAOMIICHHOCTDH Y4aCTHHKOB KIIMHUYCCKOI'O HUCCIICAOBAaHUA (0]
Ha3HAa4YCHHOM UM BHJC JICYUCHUA, JIBOMHOM CIIeoi METO.T moapasyMeBacT HECOCBCIOMIIEHHOCTD O
HasHa4YCHHOM UM BH/JIC JICUCHHA YUYAaCTHUKOB KIMHUYECKOI'0 UCCICIOBaHMI, HCCHCHOB&TCHCP’I, H,
B HCKOTOPLIX ClIy4asax, JIUI, BLITOJTHAIOINUX CTATUCTHICCKYIO 06pa60TKy lIaHHI)IX);

I') ONKMCAHKUE UCIIOIB3YEMOT0 B KIIMHMYECKOM HCCIIEIOBAHUH JICYCHHUS, JO3UPOBOK U CXEMBI
MPUMEHEHHUsST UCCIIEAYEMBIX JIEKAPCTBEHHBIX IPENapaToB, OIKCAHUE JICKAPCTBEHHOH (OpMBI,
YIIaKOBKH ¥ MapKHPOBKU HCCIIENYEMBIX JIEKApPCTBEHHBIX IIPEIIapaToB;

1) IPOAOJDKHTENILHOCTE YIACTHS MAI[HSHTOB HIIH 3I0POBLIX J0OPOBOJILIEB B KIHHHISCKOM
UCCIICZIOBAHNH, OIMCAHHME IIOCJIEOBATEIPHOCTY W IPOJOJDKUTEIBHOCTH BCEX MEPHOJOB
KJIMHAYECKOTO HCCIICOBAHMSA, B TOM YHCIE IEpPUOJA TOCIEAYIOEro HaOOIeHUs, €CIH
TaKOBOM IIPETyCMOTPEH;

€) ONHCaHWe TpaBWJ OCTAHOBKH 4YacTeH KJIMHHYECKOIO HCCAeHOBaHUS #  (HIIH)
KJIMHUYECKOTO HCCIIEIOBAHUS B LIEJIOM, KPUTEPHUEB HCKIIFOUYEHHUS JUIS OTICIBHBIX YYaCTHUKOB
KJIMHHYECKOT0 UCCIICTOBAHUS,

) OIMCaHUe MPOLENypbl ydeTa HCCIEAYEMbIX JIEKAPCTBEHHBIX MperaparoB, Iianeto u
IpernapaToB CPaBHEHUS;

3) OIIMCaHHUE CIIOCOO0B XpaHCHUA paHJOMU3AIIMOHHBIX KOJOB M IMPOLECAYPhI UX PACKPBITHSA,

1) [IepeYeHb JAHHBIX, PETUCTPUPYEMBIX B MHAUBHAYAIbHOW PErHCTPAIMOHHON KapTe (6e3
IIPEJBAapUTEIbHON 3allUCH B IIMCBMEHHOM WJIM 3JEKTPOHHOM BHJIE) M pacCMaTpPHUBAEMBIX B
Ka4yeCcTBE IEPBUYHBIX JIaHHBIX;

2.4.11) kpuTEepUHU BKIIIOYECHUS] YYACTHUKOB B KIIMHUYECKOE UCCIIC/IOBAHKE;
2.4.12) xpuTepuu HEBKIIIOUEHHSI yYaCTHUKOB B KIIMHHYECKOE HCCIIE0BAHME;

2.4.13) xpUTEepHH HUCKIIIOYECHHUS YYACTHUKOB M3 KIMHHYECKOrO HCCIeI0BaHMs (OCHOBAHHUS
IPEKpAlllCHHs] IPUMEHEHHS HCCIIEAYeMOIro JIEKapCTBEHHOTO Iperapara, HCCIeyeMoro
JICYCHU);

2.4.14) cBefeHMs O BCEX HCIOJIB3YEMBIX B KJIMHHYECKOM HCCIICOBAaHUU JICKAPCTBEHHBIX
Ipernaparax, BKJIIOYas UX Ha3BaHMs, JO3UPOBKH, YAaCTOTy IPHUEMa, IMyTH U CIOCOOBI BBEICHUS,
IPOJOJDKUTENBHOCTD JIEYEHUS, IEPUOJBI NOCIENYIOmEero HaOMIOAeHHs JUIST KaXJIOW TpPYIIIbI
Y49aCTHHKOB KIIHHHYCCKOI'O HCCICAOBAHHs, CBCIACHHA O PaspCIICHHBIX [JIA IIPHUMCHCHUA
yYaCTHHUKaMM  KIMHHUYECKOTO  MCCICNOBaHUS  JIEKapCTBEHHBIX  Ipenaparax  (BKJIOYas
HEOTJIOXKHYIO TE€PAIIUIO) U 3alIPELICHHBIX AJIs IPUMEHEHHs 10 U (WIM) BO BPeMs KIIMHHYECKOTO



HCCIICNOBAHUA JICKAPCTBCHHBIX IIpCIIaparax, crioco6ax KOHTPOJIA 3a CO6JIIOI[€HI/I€M y4aCTHUKaMU1
KIIMHUYCCKOI'O HCCIICAOBAHUA }’CHOBI/Iﬁ IIprueMa JICKaApCTBCHHLIX IIPEIapaToB,

2.4.15) nepeuyens napameTpoB 3HPEKTHBHOCTH HCCIEAYEMOTO JIEKAPCTBEHHOTO IIpernapara
U METOJBl, CPOKH IPOBEACHUS OIEHKH, PETHCTpPAallUid M aHaJIM3a mapamMeTpoB 3((EeKTUBHOCTU
JIEKapCTBEHHOTO Mpenapara;

2.4.16) nepeyeHb napaMeTpoB 6€30MAaCHOCTH MCCIETyEMOT0 JIEKapCTBEHHOIO Mpenapara u
METOJBl U CPOKH IPOBEICHHS OLIEHKH, PETUCTpallUd U aHajiu3a IMapaMeTpoB Oe30I1acHOCTH
HCCIIelyeMOT0 JIEKaPCTBEHHOTO IMperapara;

2.4.17) TpeboBaHMS K oOT4YeTaM, MPOIEAYypEe PpEerucTpalldd M COOOIIEHUsAM O
HE)KEeJIaTeNIbHBIX SBICHUSX U HHTEPKYPPEHTHBIX 3a00JI€BaHMIX;

2.4.18) Meron ¥ MPOJOJDKUTENHHOCTh HAOMIOAEHHS 3a y4YaCTHUKAMHM KJIMHHYECKOTO
HCCIIeIOBaHUS NOCTIe BOSHUKHOBEHHS HeXellaTeIbHbIX SBJICHUA;

2.4.19) onucaHue CTaTUCTHYECKUX METOJOB KIMHUYECKOTO UCCIEOBAHUS, BKIIFOYAIOLIUX,
B TOM YHCJIE:

a) CPOKH IIPOBEJICHHS IPOMEKYTOUHOTO aHAIH3a;

0) TIaHUpyeMOe KOJMYECTBO YYaCTHHKOB KJIIMHHYECKOTO HCCIIeIOBaHMS ¢ 000CHOBAaHHEM
pa3mepa BEIOOPKH;

B) IPUMEHSEMBII YPOBEHb 3HAUMMOCTH KJIMHUYECKOTO HCCIICIOBAHUS;
') KpUTEPUHU MIPEKPAIICHUs KIMHUYECKOTO UCCIIeI0BaHuUS;

) TpolLEeAyphl ydeTa OTCYTCTBYIOIIMX, HE MOAJEXAIUX aHaJIU3y U COMHUTEIBHBIX
JaHHBIX :

€) IpoLeaypbl COOOIIEHHUS O JIOOBIX OTKJIOHEHHIX OT MEPBOHAYAILHOTO CTATHCTUYECKOTO
miaHa (BCce OTKJIOHEHHS OT IE€PBOHAYAJIBHOIO CTAaTHCTHYECKOrO IIJIaHA OIMCBHIBAIOTCS |
000CHOBBIBAIOTCS B MIPOTOKOJIE U (MJIH) (PHHAJIEHOM OTUYETE O KJIMHUYECKOM MCCIIEIOBAHUN );

) Ipoueaypbl OTOOpa YYaCTHUKOB KIMHMYECKOTO HCCIEIOBaHHsS Uil aHaim3a (Bce
PaHIOMH3UPOBAHHBIC YYACTHUKH KIMHUYECKOIO HCCIIECAOBAaHUS, BCE YYAaCTHUKH KIMHHUYECKOIO
UCCIICZOBaHUs, IOJIyYUBIINE XOTs OBl OJHY 03y HCCIEIYyeMOro JIGKapCTBEHHOTO IMperapara,
BCE YYAaCTHUKH, COOTBETCTBYIOIIHE KPHUTEpHUSAM O0TOOpa, YYaCTHHKH  KJIMHHYECKOTO
UCCIIEI0BAHUS, IaHHbIE KOTOPBIX IPUTOTHBI JIJISl OLIEHKH, HHBIE KATETOPUU YYaCTHHUKOB);

2.4.20) onucanue AeHCTBUH MO KOHTPOJIIO KAYECTBA U OOECIICUCHHUIO KaueCTBa;
2.4.21) onrcaHue STHUECKHX aCIeKTOB KIIMHHYIECKOTO HCCIIEI0BAHUS;
2.4.22) onucanue paboThI C JTaHHBIMH U BEJICHHIO 3aITHCEi;

2.4.23) onucanue nopsaka GUHaAHCHPOBAHUS KIMHUYECKOTO UCCIICIOBAHUS U CTPaXOBaHHUS
YYaCTHUKOB KJIMHUYECKOI'O HCCIIEIOBAHUS;

2.424) ykazaHMe Ha BO3MOXHOCTb NYOJNMKAIlMd  pe3yJbTaTOB  KIMHHYECKOTO
UCCIIEIOBAHUS.

255, CBOI[HOC H3JIOXKCHHE PE3YJIhTAaTOB MOKIHHHYCCKHX H KIHHHYCCKHX I/ICCIIG,HOBaHI/Iﬁ
IpUBOAMTCS B Opommope uccienoBaTens (majiee - Opommopa), comepkaiiedl CBEICHHS O
JIEKapCTBEHHOM IIpenapare



2.6.0prau3aTop HCCIEIOBAHUSA nepegaeT B HezaBucuMblii  3THYECKMH  KOMHTET
VHuBepcuTeTa (Hajlee IO TEKCTY — JIOKAJIBHBIA JTUYECKHH KOMHTET) paspelleHHue Ha
IPOBEJCHUE KIMHUYECKOrO HCCIENOBaHMs, BBIIAHHOIO MHUHUCTEPCTBOM 31paBOOXPaHEHHUS
Poccuiickoit ®@epepanuu 10 pe3yibTaraM OJKCIEPTU3bl JOKYMEHTOB Ul IIOJIy4EHHs
paspelieHds Ha IPOBEIEHUE KJIMHUYECKOTO HCCIEAOBAaHUS, 3aKIIOueHHe 9TUYECKON
9KCIEPTU3bl, IPOTOKOJI HMCCIECIOBaHUs, OpOILIOpY HCCIIEAoBAaTeNsl W HHBIE JOKYMEHTHI,
YCTAQHOBJICHHBIE CTaHAAPTHBIMH OIEPAIMOHHBIMHU IIpOLEypamMu JIOKAJIBHOT'O 3THYECKOI0
KOMHTETA Y HUBEPCUTETA.

3.ITPOBEAEHUE KJIIMHUYECKOI'O UCCJIIEAOBAHUMAL.

3.1. KiuHM4ecKue UCCileJOBaHMs JIEKapCTBEHHBIX MIPENapaToB MPOBOJAATCS 110 [IPOTOKOIY,
pa3paboTaHHOMY OpraHM3aTOPOM KIMHUYECKOIO MCCIEJOBAaHUS WM [PUBJICUYEHHBIM UM
IOpUIUYecKUM JIoM. OpraHu3aTopoM KIMHHYECKOTO HCCIIEJOBAaHUS MOTYT BHOCHUTBCS
U3MEHEHHUsS B IIPOTOKOJ B (hopMe mornpaBoK, 0pOpPMIICHHBIX B MUCHMEHHOM BHJE MOCPEICTBOM
OIUCAHMsI U3MEHEHUH WK OQUIIMATBHBIX pa3bsICHEHUH IPOTOKOIA.

3.2. Oprasu3arop KJIMHHYECKOTO UCCIIEI0BaHHUS:

a) A0 Ha4daJla KIIMHHYCCKOI'0 HCCICOOBAHUA ITOJY4YaCT pa3spClICHHC MI/IHI/ICTepCTBa Ha
IIPOBEACHHUE KIIMHUYCCKOT'O HCCIICJOBAHMS,

0) ycraHaBIMBaeT M paclpelenseT NpaBa, 00S3aHHOCTH M OTBETCTBEHHOCTh BCEX JIMIL,
y4YacTBYIOIIUX B KIMHUYECKOM HCCIICIOBAHUY;

B) YTBEPXAAET TOKYMEHTHI 110 MOPSIKY IPOBEICHUS KIMHUYSCKOTO HCCIIeI0BaHus, cOopy,
pEruCTpallid U IPEACTaBJICHUS [aHHBIX B COOTBETCTBUM C TPOTOKOJIOM M HACTOSIIHM
[Monoxenuem (masee - cTaHgapTHBIE ONEPALMOHHBIE TIPOIIETyPhI OPraHU3aTOPA);

I) HmepecMaTpUBaeT OpOINIOpYy HE peXe OIHOro pa3a B IO H, NMPH HEOOXOIUMOCTH,
JOMOJHACT HOBBIMH  J@HHBIMH, IIPEIOCTABIIET  aKTYaIbHYI)  PEUaKLUUI0  OpOLIHOPbI
UCCIIEIOBATEINIO (COUCCIIEIOBATENIO), JIOKAIBHOMY STHYECKOMY KOMHTETY;

Z[) Ipu TIIPOBEACHHUH KIMHUYECKOIO HCCJICAOBAaHHA OCYIICCTBIISICT BHCIAPCHHEC U
nogaCpI)KaHue CUCTEM obecrnieyeHUsT U KOHTPOJIA KadeCTBa B COOTBETCTBUH CO CTaHIAAPTHBIMHU
OIICPAlMOHHBIMHU POLCAYPaAMHU,

e) obecreunBaeT Corjacue BCeX IMMPUBJICYEHHBIX K YYAaCTHIO B KIIMHHUYCCKOM HCCJICAOBAaHUH
CTOPOH Ha IMIPCAOCTABJICHHUC IMPAMOTO JOCTylla BO BC€ YYAaCTBYIOIIHEC B KIHHHUYCCKOM
HCCIICJOBAHUHA MEOUIITUHCKHUE OpraHru3aliid KO BCEM IICPBHYHBIM ITAaHHBIM (I/IHI/I) JOKYMCHTAaM H
OTYCTaM, IOJYUYCHHBIM M COCTABJICHHBIM IIpH INPOBCACHHUH KIIMHUYECKOI'O HCCICHOBAHHS, B
IeJIX MOHUTOPUHIA U ayJUTa Ka4€CTBa IIPOBCACHHUA KIIMHUYCCKOIO MCCIICIOBAaHUSI,

K) Ha3Ha4daeT JHI, o0JafaloumX HeoOX0MMMBIMI 3HAHUSIMKA U KBaTH(HUKAIMEH, KOTOPhIC
OKa3bIBAIOT KOHCYJBTATUBHYIO IIOMOINb MCCIENOBATENSIMU 110 BOMPOCAM MEIHIIMHCKOTO
XapaxkTepa Mpu MPOBEACHUU KIIMHUYECKOTO MCCIICIOBAHUS,

3) HCIOJB3YeT IPUCBOCHHBIM HCCIeNoBaTeleM KaXIOMY YYaCTHHUKY KIHHHYECKOTO
HCCIIEN0BAHUS MICHTUGHKAIMOHHBINH KOJ (YHUKAJIbHBIM HOMEp, COCTOSIIMNA H3 U U (W)
OyKBEHHBIX 0003HAYEHHMH, UCIIOJIB3YyEMBIl BMECTO (DaMUIINU, UMEHH, OTYeCcTBa (TIPH HAJIMYHM)
yYaCTHHKA KJIMHHYECKOIO MCCIECIOBAHHMS B OTUETaX O HEXKEJATEJIIbHBIX SBICHMUSIX,



HEXENAaTeNIbHBIX peaKklUsIX M JAPYTuX OaHHBIX Ui oOecrnedeHrs KOHQPHUICHIMAILHOCTH €ro
JIMYHBIX JTAHHBIX U MO3BOJISIONINHI HACHTUDUITIPOBATh BCE TaHHBIE 110 KAKIAOMY YYaCTHHUKY);

u) obecrieynBaeT BeJCHHE WHAMBUIYAIbHON PpErucTpallMOHHON KapThl B OTHOLIEHHH
Ka)XXJIOTO yYacTHHKa KIMHHYECKOro HccienoBaHUs (Ha OymMakHOM HOCUTeNe WM B (opme
3JIEKTPOHHOTO JIOKYMEHTa), KyJa BHOCHUTCS BCs MH(OpManus B COOTBETCTBHU C IPOTOKOJIOM
(mayee - MHIUBUAYaJIbHASL PETUCTPALlMOHHAS KapTa);

K) NMPHHWMAET pelieHne o0 00pa30oBaHWM HE3aBUCHMOTO KOMHUTETa II0 MOHHUTOPUHIY
JAHHBIX JIJI OLEHKH IMPOBOJMMOTO KJIMHHYECKOTO HCCIICOBAHUS, PACCMOTPEHHs JAaHHBIX I10
6e3onacHoCTH U 3((HEKTUBHOCTH HCCIIEAYEMOro JIEKAPCTBEHHOrO Mpernapara, B TOM YHCIE C
[eJbI0  BBIPAOOTKH PEKOMEHIAIMi O IeJIeco00pa3HOCTH  MPOJIOJDKEHHS, TPEKpallleHHs!
KJIMHAYECKOT'0 MCCJICIOBAaHMSI UM BHECCHHSI U3MEHEHUU B IIPOTOKOJT,

1) obecrieunBaeT XpaHEeHHE JTOKYMEHTOB, OTHOCSIIMXCS K KIMHHYECKOMY HCCIIEJIOBAHHMIO,
IpU TPEKpalIeHUH KIMHUYECKOW pa3pabOTKH HCCIEAYEMOro JIEKapCTBEHHOIO IIpenapara Mo
OJTHOMY, HECKOJIbKMM HJIM BCEM ITOKa3aHHsM, IyTsIM BBEACHHUS, JIEKAPCTBEHHBIM (popmam, Kak
IPaBIJIO, B TEUEHHE JIBYX JIET C MOMEHTa O(QHUIMAIBHOTO IPEKPAICHUs pa3paboTKH;

M) TIIpH TPEKpaIleHUH KIWHAYECKOH pa3pabOTKH HCCIEAyeMOro JIeKapCTBEHHOIO
mperapara cooOm@aer o0 3TOM BCEM YYacTBYIOIIMM B KJIMHHYECKOM HCCIIEIOBAaHUH
UcCcleioBaTelsIM U MEIUIUHCKEM OpraHH3aldsM, B KOTOPBIX OCYIIECTBIISETCS MPOBEACHUE
TaKOTO MCCIICIOBAHMS;

H) coofIuaeT o nepenaye IpaB Ha JaHHbIE 00 UCCIENYEMOM JIEKAPCTBEHHOM IIpenapare B
MpunucrepcTBo; '

0) OCYIIECTBIISIET BBIOOP HMCCie0BaTeNed U MEAUIIMHCKUX OpTraHU3ali JIUIs POBEICHUs
KJIMHUYECKOTO  HCCJIENOBaHUSA, IPU  IPOBENEHWHM  MHOTOIEHTPOBOTO  KIMHHUYECKOIO
UCCIIEIOBAHUSI MOXeET OBITh OpPraHu30BaH KOOPAMHAIMOHHBIA KOMHTET W (MJIM) BBIOpaH
KOOPJIMHATOP U3 YHCIIa UCCIIENOBATENCH;

I) Ha BCeX OJTalax KIMHAYECKOro uccieqoBaHus (0T pa3paboOTKH MPOTOKOJIA,
HHIMBHAYAJILHOH pPETHCTPAllHOHHOM KapThl, IJIAHA CTAaTUCTHYECKOrO aHajau3a, JIs OOIIero
PYKOBOJCTBA KJIIMHUYECKHM HCCIIEIOBaHHEM, pabOThl ¢ JaHHBIMHM, BEpH(HUKAIMKA JaHHBIX - JI0
IIPOBEJEHUS CTATUCTUYECKOIO aHAIM3a MTOJIYYEHHBIX JaHHBIX U [TOATOTOBKH IIPOMEXKYTOUHOIO U
(UHATBHOTO OTYETOB O KJIMHUYECKOM HCCJICIOBAHUM) TIPUBJIEKAET JIMI, 003 ai0IuX
COOTBETCTBYIOIICH KBaIM(UKAIIHEH;

p) obecrieynBaeT KOHTPOJIb 3a Ka4€CTBOM H MOJIHOTOM IOJIYUYCHHBIX B XOJAC KIIMHUYCCKOTI'O
HCCIICIOBAHUA JaHHBIX.

e HpI/I HCIOJIb30OBAHUHN BJICKTPOHHBIX CHUCTEM IJIA pa6OTI>I C HAHHBIMH KJIIMHHUYCCKOI'O
HUCCIICIOBAaHUA H (I/IIII/I) JJICKTPOHHBIX CHUCTEM YHAJICHHOI'O JOCTyla K YyKa3aHHbIM JIaHHBIM
OpraHu3aTop KIMHUYCCKUX HCCJICIOBAHUM

a) obecrieynBaeT M JOKYMEHTAIBHO O(GOPMIISIET COOTBETCTBHE CHCTEM JJIEKTPOHHOMU
00pa0OTKM MaHHBIX TPeOOBaHMSM K IIOJIHOTE, TOYHOCTH M HaJIE)KHOCTH JaHHBIX, a TaKXe
CTaOMIIBHOCTD IOCTHXKEHUsI TpeOyeMoro pe3ysbTara (Jlajiee - BauIalus JaHHbIX);

0) yTBEpXIaeT cTaHJapTHBIC OMEPAIlMOHHBIC MPOIEIYPhl HCIIOIB30BaHHs 3JIEKTPOHHBIX
CHCTEM;

B) obecreynBaeT paboOTy 3JIEKTPOHHBIX CHCTEM TaKMM 00pa3oM, YTOOBI MpHU H3MEHEHHUU
BBEJICHHBIX JIaHHBIX BHOCHMBIC HM3MEHEHHUS ObUIM 3aJOKyMEHTHPOBAHBI M paHee BBEJICHHBIC
JTaHHBIE HE OBUTU yJaJICHbL;



r) o0ecne4yWBacT CHCTEMY  3alllUThl  JaHHBIX  KIMHUYECKOIO  HCCIEJOBaHMS,
IPEeJOTBPAIIAIONLYI0 HECAHKIIMOHUPOBAHHBIM JOCTYNl K JIaHHBIM, B TOM YHCJIE€ MOCPEACTBOM
YTBEpXKJICHHUS CIIKUCKA JIUL, UMEIOUINX JOCTYI K JaHHBIM KIIMHUYECKOTO MCCIIEIOBAHUS C TPaBOM
BHECCHHSI B HUX U3MEHEHUU U PE3epBHOTI0 KOMUPOBAHUS JaHHBIX;

I[) o0ecIeuyrnBacT COXPAHHOCTb MAaCKHUPOBKH KIMHHYECKOTO0 HCCJICNOBaHHA, ITPOBOIUMOIO
CJICTIBIM ME€TOIOM, IIPA BBOAC K 06pa60T1<e JaHHBIX B SHGKTPOHHOﬁ CHUCTCMC.

3.4. OpraHu3arop KIMHHYECKOTO MCCIECIOBAHMUS IPENOCTaBIsieT B YHHUBEPCUTET U
HCCIIEN0BATENI0 MPOTOKOJ KJIMHUYECKOTO UCCIICIOBAHUS U OpOIIIOpYy B TEKyIIeH pefakluu 10
HOANHUCAHUS ¢ YHUBEPCUTETOM JOrOBOpa Ha MPOBEICHUE KIMHHUECKOI'O UCCIIEIOBAHUS U JaeT
BpeMs JUIsl 03HAKOMJIEHHS C [IPEJI0CTaBICHHON HH(pOopManueH.

3.5. Opranuzarop KJIMHUYECKOTO UCCIIEOBAHUS JOJKEH MOIYYUTh MUCbMEHHOE COIlacue
WCCIIEIOBATENsl M YNOJIHOMOYEHHOIO JIMIIa YHHUBEPCUTETa  IOCPEACTBOM IONNHCAHUS
IPOTOKOJIa WK APYToro J0KyMeHTa Ha:

a) IpOBEJCHUE KIMHUYECKOIO MCCIECOBAHUS B COOTBETCTBUM C MPOTOKOJIOM, [IpaBunamu
U TpeboBaHHMSMHU 3aKoHojareiabcTBa Poccmiickoir @enepanuum B chepe obOpalieHus
JIEKapCTBEHHBIX CPEJICTB;

0) coOmogeHre TMPOIENyphl PETHUCTPAIMM W MPEACTABICHHS JaHHBIX KIMHAYECKOI'O
UCCJICIOBaHHUS,

B) IIPOBCJICHIC MOHHTOPHHTA U ayIUTa;

F) XpaHCHHUC I[OK}’MeHTOB, CBA3aHHBIX C IMPOBCACHHUEM KIIMHHYECKOrO0 HMCCIICIOBaHHA, 10
TE€X IIOp, IMOKa OpraHu3aTOp KIMHHUYCCKOI'O HCCJIICAOBAaHHUS HE COOOIIHUT HCCICHOBATEIIO H
YHI/IBepCI/ITeTy, YTO JaHHBIC JOKYMCHTBI MOT'YT OBITH YHUYTOKCHEI.

3.6. OpraHu3aTop KIMHHYECKOTO HCCJIEOBaHUS O0S3aH B KadyeCcTBEe CTpaxoBaTess
CTpaxoBaTh PHUCK NPUYMHEHUS Bpela KU3HU, 3I0pPOBBIO MAllMEHTa B pe3yJibTaTe MPOBEICHHUS
KJIMHAYECKOI'O HCCIIEOBAHMs JIEKAPCTBEHHOTO MpernapaTa il MEIUIIMHCKOro MPUMEHEHUs 3a
CBOM CYET IyTeM 3aKJIIOUCHMs JOroBopa 00s3aTeNbHOTO CTpPaxOBaHMs. YCJOBHUS JOTOBOpa
CTpaxOBaHHUs, pa3Mep U IMOPSIOK CTPaxOBOHM BBHIIUIATHI YCTAHABIHUBAIOTCS B COOTBETCTBUHU C
nocraHoBiieHueM IlIpaButensctBa Poccuiickoit ®eneparuu Ne 714 ot 13.09.2010 r. «O6
YTBEP)KACHUU THIIOBBIX IIPaBUJI 00S3aTeNbHOIO CTPAXOBAHUS XH3HH M 3JIOPOBBS MAIHEHTa,
Y4acTBYIOLIETO B KIIMHUYECKUX UCCIIEJOBAHUSIX JIEKAPCTBEHHOTO Ipenaparay

T HpI/I IUITAHAPOBAHHUKW IPOBCIACHUA KIMHHYCCKOIO0 HMCCJIICOIOBAHUA opraHu3aTop
KIIMHAYECKOro HCCJICAOBAHHUA MOOJDKEH IIOJIYYUTH IIOATBEPXKICHHUEC TOIr0, 4YTO JIOKQJIbHBIN
9THYECKHM KOMUTET YHI/IBCpCI/ITeTa OpraHu30BaH H Ilef/'ICTByCT B COOTBCTCTBHUU C
3aKOHOAATCJIbCTBOM, DPCTYJHUPYIOMIUM IIPOBCACHHUC KIMHHYCCKHUX HUCCIENOBAaHUM W corjlacue
JIOKQJIBHOTI'O 3THYCCKOT'O KOMHUTETA HA IIPOBCACHUEC KIIMHUYCCKOTO UCCIICJOBAHUI.

B cjlygyac €CJIn COrJlaChu€ HE3aBUCHUMOI'0 OTHYECKOrO KOMHTETAa Ha IIPOBCIACHHUC
KIIMHAYCCKOI'0 UCCIICAOBAHNS BBIPAXKACTCA IMMOCPEACTBOM BHECCHUSA U3MEHEHUN B JOKYMCHTHI U
JaHHBIC KJIIMHHYCCKOI'O  HCCJIICAOBAaHUS, yHI/IBCpCHTCT MIpeaoCTaBIACT OpPraHu3aTopy
KIIMHAYCECKOI'0 UCCIICAOBaHU KOIIMH BCEX U3MCHCHHBIX JTOKYMEHTOB U JaHHBIX.

B cjlydya€ H3MCHCHHS PCHICHHSA JIOKAJIBHOTO OJOTHYCCKOIO KOMHUTETA OTHOCHTEIIBHO
IIPOBCACHHUSA KIIMHHYCCKOI'O HCCICAOBAaHHA, B TOM YHCJIE IIOCPEACTBOM OT3BIBA paHEEC MaHHOTO
corjiacus, YHI/IBepCI/ITCT HE3aMCJIUTCIIBHO YBEIOMIIACT 00 3TOM opraHus3aTopa KJIMHHUYCCKOI'o
HCCICIOBaHMHA.



3.8. Opranu3arop KIMHAYECKOTO MCCIIEAOBAHUS JIOJDKEH UMETh JIaHHbIe 110 0€30MacHOCTH
1 SQPEKTUBHOCTH HCCIENYyEeMOro JIEKapCTBEHHOIO Tpernapara, OOOCHOBBIBAIOIIUE €ro
IpPUMEHEHHE, a TakXXe OOHOBIATH OpOIIIOPYy MO Mepe IOJIyYeHHS B paMKax MpOBEIEHUS
KJIMHAYECKOTO MCCIICJIOBAHUSI HOBBIX JAaHHBIX, BIUSIONIMX Ha 3(PPEKTUBHOCTh U OE30MaCHOCTh
HCCIIEyEMOT0 JIEKapCTBEHHOTO Iperapara.

3.9. OpranHuzarop KJIMHUYECKOTO HCCIEAOBaHUsI OOECIEeUNBAET MHCIIOIB30BAHUE IIPU
MPOBEJCHUM KJIMHWUYECKOIO HCCIENOBAaHUS HCCIENYEMBIX JIEKAPCTBEHHBIX IIpENapaToB
(BKJTIOUAs TIpernapaThl CpaBHEHUS U IU1a1e00), MPOU3BEACHHBIX B COOTBETCTBUU C TPEOOBAaHUSIMHU
HaJUIe)Kalleil [pOW3BOACTBEHHONM IPAaKTUKH, HMEIONIMX COOTBETCTBYIOIIME IOKA3aTEIH
KayecTBa M KOTOpBIE B COOTBETCTBYIOIIMX CIy4asX 3aKOJUPOBAaHBI U MapKHUPOBaHbl B LEJAX
obecrieyeHusI MaCKUPOBKH.

Ha mepBuunyro ymakoBKy (€ciid AJsl 9TOTO CYIIECTBYET TeXHHUYECKass BO3MOXKHOCThH) U
BTOPHYHYIO (IOTPEOUTCIIBCKYIO) YIIAKOBKY JICKAPCTBCHHBIX IIPENapaToB, IpeIHa3HAUCHHBIX [
KIIMHAYECKHNX MCCIICIOBAHUM, TOKHA HAHOCUTHCS HaaIUCh: " {1 KIMHUYECKHX HCClieJoBaHui"

3.10. Jlnsg KIMHUYECKHX HCCIENOBaHUM, IPOBOAMMBIX CJENBIM METOAOM, CHCTEMa
KOIMPOBaHMS MCCIELYEMOr0 JEKapCTBEHHOIO IIpenapara JI0JDKHA BKIIOYATh B ce0s MEXaHH3M,
MO3BOJISIIONINN B SKCTPEHHBIX CIy4asX OBICTPO HUIEHTU(GUIMPOBATH NAHHBINA JIEKApCTBEHHBIN
Ipernapar, Ipyu 3TOM HE JOIIYCKAIOIUN BO3MOKHOCTH HE3aMETHO PACKPBITH KOJ.

3.11. Ecmu nekapctBeHHass (opma wHcciIeqyeMoro JEKapCTBEHHOTO TIIpernapara Hid
npenapara CpaBHEHHS OLlTa H3MEHEHa B X0oJe KIIMHHUHYECKOro HuccjaeaoBaHUus, TO IO
WCII0JIb30BaHMsl HOBOM JIEKAPCTBEHHOH (POPMBI B KIMHHUYECKOM HCCJIEAOBAHMU JIOJIKHBI OBITh
IOJy4YeHbl  pe3yJbTaTbl  COOTBETCTBYIOUIMX  JIOTIOJIHATENBHBIX  HCCIIECAOBAaHHA  JaHHOM
JeKapCcTBEHHOH (OpMBI IpenapaTa, HEOOXOMUMEIE IS OIICHKH CTEICHHW BIIMSHHS JTaHHBIX
U3MEHEHUH Ha (apMaKOKMHETHKY MCCIIEAyEMOTO JIEKApCTBEHHOTO Mperapara, ero 6e30macHoOCTh
U 3¢ PeKTUBHOCTh. B TakoM ciydae opraHu3atop KIMHHYECKOTO HCCIIEOBaHHSA 00eCIeunBacT
BHECEHHE U3MEHEHUH B IIPOTOKOJL.

3.12. OpranHuzatop KIMHHYECKOTO HCCIIEJOBaHUsI oOecreunBaeT IIOCTYIUIGHHE B
VYHHUBEPCUTET HCCIIEAYEMOTo JIEKapCTBEHHOTO Ipernapara.

Opranuzarop KIMHUYECKOTO UCCIIEOBAHUS JODKEH UMETh UCCIIEyeMbIii JIeKapCTBEHHbIH
npenapaT B KOJHMYECTBE, HEOOXOJMMOM ISl TPOBEACHUS KIMHUYECKOTO HCCICJIOBAaHUS H
IOATBEPXKJCHUS €r0 COOTBETCTBHS TpeOOBaHUSAM (papMakoNeWHBIX craTell JIMOO B ciiydae WX
OTCYTCTBHSI HOPMAaTUBHON JOKYMEHTAIIMM WJIM HOPMATUBHOIO JOKYMEHTA, a TAK)Ke BECTH Y4YeT
aHAJIM30B U XapaKTePUCTHUK 00pa3IoB JEKApCTBEHHOTO MperapaTa U3 napTuu (Cepum).

[TocTynieHue uccneyeMoro JIEKapcTBEHHOTO IpernapaTa B YHHBEPCUTET, €ro BO3Bpart,
YHHUYTOKEHHE HCCIIELYyEMOr0 JIEKAPCTBEHHOTO Mperapara MmoApoOHO U B CPOK JOKYMEHTUPYETCSI
OpraHU3aToOpPOM KIMHUYECKOTO HCCIICIOBaHU.

OpraHH3aTop KIIMHAYECKOTO  HCCICNOBaHUS  OCYIICCTBIIACT IIOCTOSHHYIO  OIICHKY
Oe3omacHOCTH HCCJICAYEMOTO JICKapCTBEHHOI'0 mpernapara W YBCAOMIISICT BCEX 3aHATBIX B
KJIMHAYECKOM MCCJIENJOBAHUM HCCJIEHOBATEICH M MEIUIIUHCKHE OpraHusanvu O IMOJYYCHHBIX
JaHHBIX, KOTOpbIEC MOTIYT HC6J’IaFOHpI/IHTHO OTpPasuThCd Ha 0e30I1acHOCTH Y4aCTHUKOB
KIIMHHYCCKOT'O HCCJICJOBAHHUA U (I/IJII/I) I[IOBJIMATDH HaA IMPOBEACHNUE KIIMHUYCCKOTO UCCIICIOBAHMI.

3.13. OpraHuzartop KJIMHHYECKOIO HCCIEOBAHUS COOOIIAET BCEM YUYacCTBYIOIIUM B
KJIMHHYECKOM HCCIENOBAHUU KCCIIENOBATENSIM, MEITUIIMHCKAM OpraHu3amnusM u DenepaibHOM
cayx0be 1o Hazxzopy B cdepe 3ApaBOOXpaHEHHs 000 BCEX CEPhE3HBIX W HEIPEIBHICHHBIX
HEXXeJIaTeNIbHBIX PEaKLUAX, a TaKkxkKe IpesacTaBisieT B DenepanbHyro ciyx0y mo Haa30py B chepe



3paBOOXPAHCHUS TCPHOIMIECKHE OTYEThl MO GE30MaCHOCTH HCCIIELyeMOro npenapara B
YCTAHOBJICHHOM TIOPSZIKE B COOTBETCTBHH C MpHKa3oM Mumsapascorpassutus Poccun ot 26
aprycra 2010 r. N 7571 "OG yrBepxkneHUH TIOpSZIKa OCYIICCTBIEHHS MOHHTOPHHIA
0€30I1aCHOCTH  JIEKAPCTBEHHBIX TMPEHapaToB Ul MEIHIEHCKOLO IPUMEHEHUS, PETUCTpaliy
IIOOOYHBIX JIEHCTBHUM, CEPhE3HBIX HEKEATENbHBIX PEaKINi, HENPEeNBUICHHBIX HEXKENIATETBHBIX
peakiui py NPUMEHEHHUH JIEKAPCTBEHHBIX MPENapaToB [l MEAUIHHCKOrO IIpUMEHEeHHs "

3.14.  OpramHM3aTop KIMHHMYECKOrO  HCCIE/OBAHHUS OCYIIECTBJISET  MOHUTOPHHT
KIMHUYICCKOTO MCCIICIOBAHMS, BKIIOYAIOMUN JEATeIbHOCTh IO KOHTPOJIIO 3a XOJOM
KINHAYECKOTO  MCCIE/NOBAHMA, [0 OOECIEYEHHIO €ro IIpOBEIEHHS, cOOpy [HaHHEIX U
TIPENCTABIICHHUIO PE3YIIETATOB B COOTBETCTBUH C IIPOTOKOJIOM, CTAHAAPTHBIMH OIIEPallMOHHBIMU
liponenypamu, HacrosmuMm Ilonoxennem u TpeGoBaHHMAMH 3akoHomaTenberBa Poccuiickoii
Denepannu 06 06paIeHNN TeKaPCTBEHHBIX CPEICTB.

Jlnst npoBeAcHU MOHHTODHHIA OPraHH3aToOp KIMHHYECKOrO HCCICIOBAaHUsl Ha3HaAyYaeT
usmyeckoe K10, 00IaAIOee Hay YHEIMHI 1 (MH) CHeNMAaIbHBIMY 3HAHUSIMHI, HEOOXOUMbIMU
AUIS IPOBEICHHU A MOHUTOPHHIA KJIMHUYECKOTO HCCIIEIOBAHMUS.

HI/IHO, Ha3HaA4YCHHOE OpPraHu3aToOpoOM KJIIMHUYECKOT'O HUCCIICIOBAHUSA IS IIpOBEOCHUAI
MOHHUTOpPHHTA, 00s13aH0 CO6JHOI[aTB CTaHAAPTHBIC OIICPAIIMOHHEIE IIpoueaypnl Opranusartopa
KIIMHUYECKOI'0 UCCJICJOBAHUS.

3.15. Lenplo MOHUTOPHHra KIMHHYECKOIO HCCJICIOBaHUS SBJISICTCA YCTAHOBJICHHE TOTO,
YTO:

a) IIpaBa u 6JIaI‘Ol'IOJ'I)"{I/IC YYaCTHUKOB KIIMHUYECKOTO HUCCJICIOBaHUS 3aIUAIICHBI;

0) monydeHHBle B XOJe KIMHHYECKOTO HCCJIC/IOBAHUS JTAHHEIE SIBJISFOTCS TOYHBIMH,
TIOJIHBIMH 1 TIO/ITBEPKTAIOTCS IEPBUYHOMN IOKYMEHTALHENH;

B) KIMHAYECKOE MCCIECOBAHHE IPOBOIUTCS B COOTBETCTBHH C YTBePXKIAECHHOH TeKymiei
BCPCHEH TIPOTOKONA M M3MEHEHHH K HeMy, TpeOOBaHUAMU HacTosmiero [lonoskeHuss u
3akoHozxaTenbCTBa Poccuiickoit ®eneparuu o6 obpaimenun JIEKapCTBEHHBIX CPEJICTB.

3.16. Jlna noctuxkenus [eJed MOHHTOPHMHIa KJIHHHYECKOTO HCCIICIOBAHUS  JIHIIO,
Ha3HAYCHHOC OPTraHU3aTOPOM KIIHHHYECKOTO HCCIIE[OBAHMUS JUTs TIPOBEJICHHUS MOHUTOPHHTA;

a) obeclieunBaer B3aMMOJICHCTBHE MEX Iy OpraHHW3aTOPOM KIMHUYECKOTO HCCIIEIOBAHMS,
MEIUIUHCKON OpraHu3aluei u HCCJIeOBaTEIIEM

0) HpoBepseT M KOHTPONHpYeT HaHuHe KBIM(QUKAIUKE HCCIeN0BaTels | pecypcoB
YHuBepcuTeTa, HEOOXOIUMBIX JUIS TIPOBENICHHS KIIMHUYECKOTO HCCIENOBAHHS, BKJIIOYAS
M1abopaTopuu, 000PyLOBAHUE H NEPCOHA;

B) B OTHOLLICHUHN HCCIIEIyeMOro JICKaAPCTBEHHOT' O IIpenapara IIPOBEPSIET:

CPOKA H YCIOBHS XPpaHE€HHs, KOJIMYECTBO B O6T>€MC, HCO6XO,£[I/IMOM JUIL IPOBEACHUS
KIIMHAYECKOI'O HCCIICIOBaHUS;

IIOJIy4Y€HHE TOJBKO TEMH Y4JaCTHUKaMH KJIMHHUYECKOTIO HCCIICIOBAHU, KOTOpPBIM OH
Ha3Ha'i€H, W B 03ax, YCTaHOBJICHHEBIX IIPOTOKOJIOM;

HHCTPYKOHUU II0 IIPaBUIIBHOMY IIPUMECHEHHUIO, XpaHEHUIO H IIOpPsAAKY BO3Bpara
HIpCAOCTaBJICHBI YY4CTHUKAM KJIIMHUYECKOTrO HCCIICIOBAHU S
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OCYIIECTBJICHUE HUCCIICNOBATCIIEM KOHTPOJIA U JOKYMCHTAJIIBHOT O O(i)OpMJIeHI/IH MMOJIYy4YCHHU,
IIPUMCHEHHU, BO3BpaTa, YHHUUYTOXCHHUA HCCIECAYEMOIO0 JICKAPpCTBCHHOI'O IIpe€liapara B
MEIUIIUHCKOMN OpraHu3aluvu,

r) IpoBepseT COOJIONCHHE HCCIIEOBaTeNIeM YTBEP)KIEHHOTO IPOTOKOJA M BCeX
M3MEHEHUH K HEMY, [IPABHIIBHOCTb, I10JIHOTY, TOYHOCTb U CPOKH O(GOPMIIEHHUS HCCIIEeI0BATEIEM
JIOKYMEHTOB M TJaHHBIX KIIMHUYECKOTO UCCIIEI0OBAHUS;

II) IIPOBEPACT IOJIYYCHUC I[O6p0BOHI)HOFO IMACBMCHHOT'O COIJIaCHUsd KaXXI0ro yJaCcTHHKa
KJIIMHUYCCKOTO UCCIICAOBAHUA 1O Ha4Yalla €ro y4YacTHA B KITHHHYCCKOM HCCJICJOBAHUH,

€) oOecreunBacT HAJIUYME Yy HCCIENOBATENs TEKyIIeW pelakiuu OpOoIIophl, HHBIX
JIOKYMEHTOB ¥ MaTe€pHaJIOB, HEOOXOIUMBIX JJIsl IPOBEACHUS KIIMHHYECKOT'O UCCIIeI0OBAHMUS;

)K) obecrieunBaeT JIOBEICHHUE JI0 HCcclefoBaTeNie HEOOXOIUMOM s IIPOBCACHU
KIIMHUYCCKOT'O UCCIICIOBAHUS I/IH(l)OpMaI_II/II/I;

3) MpoBepseT COOIIONEHHE UCCIIeI0BaTeNIeM KPUTEPHUEB 0TOOPa yYaCTHUKOB KITMHAYECKOTO
UCCIICZIOBAHHUS;

U) NpOBEpsSeT IPaBUIBHOCTH, MOJHOTY M CPOKH PErHCTpalliM JaHHBIX KIHHHYECKOrO
UCCJIEZIOBAHUS, a TAKXKE MOPSA0K BEIEHUS JOKYMEHTOB KIIMHHYECKOTO HCCIIeI0BaHM;

K) TIIpoBepseT MpPaBHIBHOCTh ¥ IIOJHOTY PErHCTpallid B  HHIMBHIYAJIbHOM
PETHCTPAllMOHHOM KapTe NaHHBIX, IPEAYCMOTPEHHBIX MPOTOKOJOM, JaHHBIX 00 H3MEHEHHSIX
T03bI U (WJIA) TEPAIIMH, O BBIABICHHBIX HEXKETATEIbHBIX SBICHUIX W HEXKETaTeIbHBIX PEaKIHsX,
O TPOMYIICHHBIX YYAaCTHMKOM KJIMHUYECKOTO HCCIIEJOBAHUS BH3WUTaX, O HEBBIMOJIHECHHBIX
aHayM3ax U obciaenoBaHusAX. Bee ciydan HCKITIOUEHHS 1 BHIOBIBAHUS YUACTHUKOB KIIMHUYECKOTO
UCCIICZIOBAHUS H3 KIMHHYECKOTO HCCIENOBAaHUSA IOJUIEKAT PErHCTpalldd M IOSICHCHHIO B
HMHIVBHUyaJIbHON pEeruCcTpalliOHHON KapTe;

a) cooOIaeT MCCIENOBAaTeNI0 O JIOOBIX  JONYNICHHBIX B  HMHAWBHIYaJIbHOM
PEruCTPalMOHHON KapTe OMHMOKax, MPOIycKaXx U HEpa30OPUMBBIX 3alUCAX U MPOCIEKHMBAET 3a
TEM, YTOOBI COOTBETCTBYIOIIME HCIIPABICHUS OBLIM CHENAHBI, JaTHPOBAHBI, 0OBACHEHBI (€Ciu
HEeo0X0/1MMO) U TOAIKCAHBI HCCIIEI0BATENEM;

M) COOOIIAET HCCIEN0BATENO 00 OTKIOHEHHUSX OT IPOTOKOJIA, CTAHAAPTHBIX MHCHMEHHBIX
IIpoIeyp opranusaTopa, TpeboBanuit Hactosero [Tonoxenus, 3akoHoAaTenbcTBa Poccuiickoit
Denepanun 06 0OpalleHMH JIEKApPCTBEHHBIX CPEJCTB U MPUHUMAET MEPHI 110 UX YCTPAHEHHIO H
HEJIOMYIIEHUIO TIOBTOPEHHMSL.

3.17. Opranu3aTtopoM KJIMHHYECKOTO MCCIICJOBAHHUS OCYINECTBIISIETCS HE3aBHCHMAas OT
MOHHUTOPHHTA OIECHKA COOTBETCTBUS IIPOBOAMUMOIO KJIMHHYECKOTO WCCIIEIOBAHMS MPOTOKOIY,
CTaHOAPTHBIM OIICPAllHOHHBIM npoucaypamM oOpraHnusatropa, HACTOAIIUM [Tonoxenuem n
TpeOoBaHMAM 3aKoHojarenbcTBa Poccuiickoit @epmepanun 06 0OpalIEHHH JIEKAPCTBEHHBIX
CPEACTB (fajiee - ayIUT KIMHUYECKOTO HCCIIeIOBaHMS).

1 mpoBeneHUs ayauTa KIMHWYECKOTO MCCIIEIOBAaHHUS OPraHu3arop KIMHHYECKOTO
HCCJIEIOBaHMs HA3HA4YaeT JIUI[, HE3aBUCUMBIX OT BCEX CYOBEKTOB KIMHHYECKOTO MCCIIEOBAHMUS
1 o0anaromux KanuduKaiueil, 1o roToBKO#, OMBITOM sl IPOBEICHUS Ay IUTa.

3.18. Ilpn oOHapykeHHH B XOJ€ MOHHTOPHHTA HJIH ayIdTa KIMHHYECKOTO MCCIIEI0BAHUS
CEPbE3HBIX M (WJIM) TIOBTOPSIONIMXCS CJIy4aeB HECOONIONEHHS MCCIIEN0BATENEM MU
VHHUBEPCUTETOM YCTaHOBJCHHBIX TPEOOBaHHUM K MPOBEACHHIO KJIMHMYECKOTO HUCCIIEHOBAHUS
OpPraHM3aTOp  KIMHMYECKOIO  MCCIENOBAaHUS  IPEKpaliaeT  y4acTHE  HCCIIE[0BaTels,
VHHUBEpCHTETA B KIMHUYECKOM UCCIIEIOBAaHUH ¥ BHOCUT U3MEHEHHS B [IPOTOKOL.



4.0PI'AHU3AILINA PABOTBI UCCIIEJOBATEJIA.

4.1. IIpuxa3zoM pexTopa YHHMBEPCHUTETa Ha3HA4YaeTCsl HCCIEeA0BaTeIb, OTBETCTBEHHBIN 3a
IPOBEACHHE  IUIAHUPYEMOIO  HCCIIEIOBAaHMS M HMEIOLIEro Je4yeOHYI0 CIeHalbHOCTD,
COOTBETCTBYIOLIYIO IIPOBOJMMOMY KJIMHHYECKOMY HCCIEIOBAaHUIO, CO CTaxXeM paboThl IO
IporpaMMmaM KJIMHHUYECKHX HCCIIEJOBAHMM HE MEHEE 4YeM TpH roja U IO €ro NpeayioKEeHUIo
Ha3Ha4aeT COUCCIIEOBATENIEH U3 YKcia Bpadyell KIMHUKY Y HUBEPCHUTETA.

4.2. HccnenoBatenb, COUCCIENOBATENN JOJDKHBI OBITh O3HAKOMJICHBI C pe3yJbTaTaMU
JOKIMHUYECKOTO HCCIIEOBAaHUSl HCCIEAYEMOro JIEKApCTBEHHOTO TIpernapara, akTyaJlbHOH
BepCcUel OpOMIIOPHI, IPOTOKOJIOM, UHBIMU JOKYMEHTaMHU U JTAHHBIMH, HMEIOIIUMH OTHOIICHHE K
IIPOBEJICHHIO KIIMHUYECKOT O HCCIIeI0BAHHUSI.

4.3. Hccnenoparenb OCyHIECTBISET OTOOp YYAaCTHHKOB KJIMHHYECKOTO HCCIICIOBAHMS,
obecrieunBaeT OKa3aHHE MEIUIIMHCKOM NOMOIIM YYaCTHUKY KIMHHYECKOTO UCCIIeI0BAHMS.

4.4. Wccnenosarenb, COHCCIENOBATENM JOJKHBI 3HaTh W COONMIOMATh HACTOSIIUE
[Tonoxxenne u uHBIE TpeOOBaHUS 3aKoHonarenbcTBa Poccuiickoit denepanuu 06 oOpameHUH
JIEKapCTBEHHBIX cpelacTB. Hapymenune nacrosimero [lonmoxxenus, panbcudukanus pe3yibTaToB
KJIMHAUYECKOTO HCCJIEOBaHUs BJIEKYT 3a COOOH OTBETCTBEHHOCTh B COOTBETCTBHH C
3akoHozarenbcTBoM Poccuiickoit denepanum.

4.5. MHccnemopaTemo MpPeNOCTaBIIIOTCS BPEMst W PECYpChl, BKJIOYas JabopaToOpHu,
000pyI0BaHKE M IIEPCOHAT, HEOOXOAUMBIC ISl IPOBENCHHS KIIHHUYECKOTO HCCIIEJ0BAHMS.

4.6. HpI/I HaJIMYUM COoIjlaCusd Y4YaCTHHKa KIMHHYCCKOI'O HCCIIEAOBAaHUSI HCCIICIOBATEIIb
coo61uaeT JICHalleMy Bpady y4aCTHHKA KJIMHHYCCKOTO HCCIECIOBaHUS 00 yY4aCTHUHU IIOCJIICIHET'O B
KIIMHUYCCKOM HCCJIICAOBAHHUU.

4.7. HCCHCI{OB&TCHB IIPpOBOAUT KIHHHUYCCKOEC HMCCICOAOBAHHUE B COOTBETCTBHH C
IIPOTOKOJIOM.

Hccnenosatens 00s13aH coOMOAAaTh MPOTOKOJI, HE JO/DKEH BHOCUTH B HETO M3MEHEHHs 0e3
pemenus Munsgpasa Poccum u  omoOpeHHs] JIOKaIbHOTO OSTHYECKOIO KOMMTETa, 3a
HCKIIIOYECHHEM CIIy4YaeB, Korjaa TpeOyeTcs yCTpaHUTh HEMOCPEACTBEHHYIO YIpO3y KU3HH U (HJIH)
3JI0POBBIO YYaCTHHKA KIIMHUYECKOTO MCCIIeI0BAHUS.

JIxoboe OTKIIOHEHME OT YTBEPXKAEHHOI'O IMPOTOKONa O(GOpMIISETCS JOKYMEHTAILHO U B
KpaT4yailliie CPOKH HAIIPaBIIETCS VISl PACCMOTPEHUS U COTJIACOBAHUS B JIOKAJILHEIA OTHYECKUN
KOMMTET ¥ OPraHU3aToOpy KIMHUYECKOTO HCCIICIOBAHUS /IS COrNIACOBAHUS.

4.8. UccienoBareis cOOOIIAET B JIOKAJIBHBIM STUUYECKHUH KOMHTET:

a) 00 OTKIOHEHMAX OT MPOTOKOJA MM HM3MEHEHHSX MPOTOKOJA, MPOU3BEIECHHBIX I
YCTpPaHEHHs yIpO3bl )KU3HH U (WIH) 3I0POBBIO YUYaCTHUKA KIIMHUYECKOTO MCCIIEAOBAHHSI;

6) 00 M3MCHCHHUAX, HCIIOCPEACTBCHHO BJIMAIOIIUX HA TMPOBEACHHE KIMHUYECCKOI'O
HCCIICIOBAHUA U (I/IJ'II/I) YBCJIIMYMBAIOINHUX PUCK YYAaCTHUA B KIIMHHYCCKOM HCCJICIOBAaHUH,

B) 000 Bcex HexXelaTeIbHBIX PCaKIuAX, KOTOPBIC SABJIAIOTCA OMHOBPEMEHHO CEPHE3HBIMU U
HCMIPECABUACHHBIMH



F) O HOBBIX JaHHBIX, KOTOPBIE MOTYT CBHIACTECIBCTBOBATH O BO3pAaCTaHHWH pUCKA IJIsd
Y4aCTHUKOB KJIIMHHUYCCKOI'O0 HCCJICNOBAaHUA HJIK MOTYT HCGHaFOHpI/IHTHO MNOBJIMATL Ha XOJI
KIIMHUYCCKOT'O UCCIICAOBAaHUs.

4.9. Hccnenoparens AODKEH OOECIEYUTh MPUMEHEHHE YYaCTHHKAMH KIHHHYECKOTO
HCCJICAOBaHMA HCCIICAYCMbIX JICKAPCTBCHHbIX 1IPCIIAPATOB B COOTBETCTBHHU C IIPOTOKOJIOM H
coOmonaTh NpPeIyCMOTPEHHYI0 IIPOTOKOJIOM METOAMKY PpaHIOMH3anuyu (pacipeesieHus
YYaCTHMKOB KJIIMHHYECKOrO MCCIIEAOBAHUS 10 TpyINaM JICYCHUS HIH KOHTPOJS CIIydalHbIM
00pa3oM, IIO3BOJISIOIIET0 CBECTH K MUHUMYMY CyOBEeKTUBHOCTh) M 00ECIIEYNTh PaCKpPBITHE KOJIa
TOJIBKO B COOTBETCTBHH C IMIPOTOKOJIOM.

Ecnu  KIMHHYECKOE HCClIEIOBAaHWE IIPOBOJUTCS CIIENIBIM METOAOM  HCCIIENOBATEID
JIOKyMEHTaJIBHO O0(OpMIISIET U OOBSCHSIET OpraHU3aToOpy KIMHUYECKOTO HCCIEI0BaHHUs JTI060e
IPEXKIACBPEMEHHOE PACKPBITHE KOJa HCCIIEIyEeMBIX JIEKapPCTBEHHBIX MTPEaparoB.

4.10. HccnenoBarenb OCYIIECTBISET YUeT HCCIEIYeMBIX JIEKapCTBEHHBIX IPENapaTtoB H
[pEeTapaToB CPaBHEHHs, B TOM YHCJE BEAET Y4eT MX IOCTYIUICHHH, (HaKTHUECKOr0 HAIHYHMS,
KOJIMYECTBA MCIOJIb30BAHUS KAKIABIM yYACTHUKOM KIMHUYECKOTO UCCIICIOBAHUS, YHUUTOKEHHUS,
a TaK)Ke BO3BpaTa OPraHu3aTopy KIMHUYECKOTO HCCIIETOBaHMUs.

Hccnenosarens MOXeT HepenaTh O0S3aHHOCTH MO yYETY MCCIENYEMBIX JEKapCTBEHHBIX
IIpenapaToB ¥ NpenapaTtoB CPaBHEHUS PaOOTHUKY alNTEKU KIMHUKA YHHUBEPCHTETa HIIH HHOMY
JIMILY, TIOAKOHTPOJIBHOMY HCCIIEIOBATEIO.

3anucu mo y4ery NOJDKHBI BKIIOYATh B ce0s JaThl, KOJIMYECTBO, HOMEpPA MapTHii, CEpUI,
CPOKH TOXHOCTH (rJ€ NPHUMEHMMO) M YHHKAJIbHbIE KOABI HCCIEAyEMBIX JIEKAPCTBEHHBIX
NPEerapaToB ¥ NPENapaToB CPABHEHUS M YYACTHHKOB KJIMHHYECKOIO UCCIIEIOBAHUSL.

HccnenoBarens T0IDKEH BECTH 3aIMCH, IIOATBEPXKIAIOIIME, YTO YYACTHUKM KIMHHYECKOTO
UCCICIOBaHUS TIOJIyYaJld HCCIICAyeMble JIEKApCTBEHHBIE Ipenaparsl W (WJIH) IIperaparsl
CpaBHEHHMsI B J103aX M KOJHMYECTBAX, ' INPEIYCMOTPEHHBIX MPOTOKOIOM KJIMHHUYECKOTO
UCCIIEIOBAHUS.

4.11. UccnenoBarenp WHOOPMHUPYET YUAaCTHHKA KIMHUYECKOTO HCCIICIOBAHUS WA €ro
3aKOHHOTI'O IIPEICTaBUTEIIS:

a) 0 TOM, YTO KIIMHHYCCKOC HCCJICAOBAHUEC HOCHUT 3KCHepI/IMeHTaJIBHLII7[ XapaKkTep, yJacTue
JiMlla B KIIMHHYCCKOM HCCJIICAOBAHUU SBJIACTCS IIO6pOBOJ'IBHLIM U OHO MOXET OTKasaTbCsa OT
y4dacCTus B KIMHHYCCKOM HCCIICAOBAHUHU B JII000H MOMCHT,

0) 0 meNu KIMHMYECKOTO HCCIEIOBaHMS, €ro MPOJOJKATENFHOCTH U IpUOJIU3UTEILHOM
KOJINYECTBE YYACTHHKOB,;

B) O BapHaHTaxX JICYCHHA B IPOICCCC KIMHHYCCKOI'O HMCCIICONOBAHUS H BCPOIITHOCTHU
CIIy4allHOTO paclpeesICHHsI B OJJHY U3 IPYIII JEUECHHUS,

T) O TPOIEypax KIMHAYECKOTO HCCIETOBAHMUS, BKIIFOYAsk BCE HHBA3UBHBIE IPOIIELYPHI;
1) 00 00sI3aHHOCTSIX yYacTHHKA KIIMHUYIECKOTO UCCIIEIOBAHUS;

€) 00 o)KHMJaeMbIX pUCKe M (WJIM) TOJIb3€ JUIsS YYACTHHKA KIMHUYECKOTO HCCIIeNOBAHUS, a
TaKXKe, B COOTBETCTBYIOIIUX CIIy4asX, Ul SMOpUOHA, IO/ WK IPYAHOrO pebeHKa;

)I() 00 HHbIX, IIOMHMO npeaAyCMOTPCHHBIX IMPpOTOKOJIOM, npooneaypax HWin MeEToaax
JIEYEeHHsl, KOTOPBIE MOTYT OBITh TOCTYIHBI YYaCTHUKY KIMHHYECKOIO UCCIIEN0BAHUS, a TAKXKe UX
NOTEHIMATBHBIX BBITOJIE, ITOJIb3€, PHCKE;



3) O KOMIICHCAllMH U (I/IJ'II’I) JICYCHUH, NOCTYNIHBIC YUaCTHUKY KIIMHHUYCCKOI'O MCCICOAOBAHUA
B cClIyqyac MNOPpUYUHCHHS Bpe€la €ro 3IJ0POBBIO B pPE3YJIbTATC Y4YaCTHsI B KIHMHHYCCKOM
HCCIICIOBAaHUH,

I/I) O IINTAaHMPYEMBIX BBIIIATaX YyYaCTHUKY KIIMHUYECCKOIO HCCIICAOBAHHUS 3a €TI0 y4aCcTHC B
KIIMHHUYCCKOM HCCJICAOBAHNH, €CIIN TAKOBLIC ITPETYCMOTPEHBI;

K) O INIAHUPYEMBIX pacxodax y4YaCTHHKA KIIMHHYCCKOI'O HCCJIICAOBAHUS, €CJIIM TaKOBBLIC
O0XHUOAKOTCA, CBA3AHHBIC C €TO YYaCTHEM B KIIMHUYCCKOM HMCCJICIOBAHUU;

J'I) 0 TOM, YTO YYAaCTHHK KIIMHUYCCKOTO HCCICOOBAHUSA HIIM €0 3aKOHHBIN mpeaCTaBUTCIIb,
MO ChIBast HH(l)OpMaHHOHHBIﬁ JINCTOK IMallM€HTa, OacT pa3pClIcHUC Ha JOCTYII JIMITY,
Ha3Ha4YCHHOMY UL IIPOBEACHUS MOHHUTOPHWHIA, ayJAUTOPOB, HE3AaBHUCHUMBIX JOTHYECCKHX
KOMHTCTOB, YHNOJHOMOYCHHBIX OPraHOB K MEIUIIMHCKHAM 3alHUCsIM YYaCTHHKA KIMHHYECKOI'O
HCCIICIOBAaHUA,

M) O TOM, 4YTO 3allMCH, HJICHTHQHUIHPYIOIIHE YYaCTHHKA KIMHHYECKOIO HCCIIENOBAHUS,
OyayT coXpaHEHBI B TalfHe, PaCKPBITHE UX JOIYCKAETCs B COOTBETCTBUH C 3aKOHONATENHCTBOM
Poccuiickoii @enepanvu, W NpU IyONUKANUK pPe3yJIbTATOB KIMHHYECKOTO HCCIIEIOBAHUS
KOH(HIEHIMAIBHOCTD JAHHBIX YJaCTHHKA KIHHIYIECKOTO HCCIIE0BAaHMUS OyIET COXPAHEHa;

H) O TOM, YTO YYaCTHHK KJIMHHYECKOTO HCCIICIOBAHUS HITH €r0 3aKOHHBIM IPEICTaBUTEND
OyneT He3aMeJUINTENIbHO O3HAaKOMJIEH C HOBOM HMH(pOpMaiueid, cnocoOHOH MOBIMAT Ha €ro
XKeJIaHKUE IIPOJIOJKATh YYaCTHE B KIIMHUYECKOM HCCIICIOBaHMH;

0) O Jumax, K KOTOPBIM MOXHO OOpaTHTBCS i TOJNYYEeHHS JOIOJHHTEILHON
MHQOpPMalMd O KIMHAYECKOM WCCIECJOBAaHWM, M MpaBaX YYACTHUKOB KJIMHUYECKOTO
UCCIIEIOBAHNS;

) O BO3MOXHBIX OOCTOATENBCTBAX M (MJIM) MPHYMHAX, [0 KOTOPHIM y4yacTHe JIHIA B
KJIHHHYECKOM MCCIIEJOBAHHH MOXKET OBITh PEKPAIEHO.

4.12. Vnpopmanus o KIMHAYECKOM HCCICHOBAaHMH JOJDKHA COJAEPXkATh KaK MOJKHO
MECHBIIIE CIICIHAIBHBIX TEPMHHOB U OBITh HOHSATHA YYaCTHUKY KJIMHAYECKOTO UCCIIEIOBAHHS WIH
€r0 3aKOHHOMY IPEJICTaBUTEIIIO.

4.13. Wccnenoparens nepes MoTydeHHeM HHPOPMHPOBAHHOTO JOGPOBOIBHOTO COTTACHS
JAOJDKEH  IIPElOCTaBUTh  YYaCTHUKY  KIMHHYECKOTO  HCCIENOBAHHSA, €ro  3aKOHHOMY
NPEJICTABUTE/IO BPEMsl, HEOOXOAMMOE AJIs TPHHATUS PEUIeHHs 00 Y4acTHH B KIMHHYECKOM
UCCJICIOBAHUU UJIM OTKa3€ OT TAKOI'0 y4acTHs. Y YaCTHHK KIMHHYECKOTO MUCCIIENOBAHNS MIIH €T0
3aKOHHBIN MPEJICTABUTENb BIIPAaBE MOIYYUTh MCUCPIBIBAIONINE M JOCTOBEPHBIE OTBETHI HA BCE
BOIIPOCHI O KIIMHUYECKOM HCCIIeIOBAHHUH.

4.14. Hepe,u BKJIFOYCHHCM Cr'o0 B KIMHHYECKOE€ HCCICOOBAHHME YYaCTHHK KIIMHHUYECKOI'O
HCCIICIOBAHUSA, €ro 3aKOHHBIU NOPpCACTaBUTCIIb  NOJDKEH  IIOJIYYHUTH MOANHUCAHHBIA U
I[aTPIpOBaHHBIﬁ OK3CMILISAP HH(pOpMaHI/IOHHOFO JIMCTKa ITallU€HTa W HWHBIC MaTrepHallbl,
Kacaromuecs MmpoBECACHUA KIIMHHUYCCKOIO UCCIICAOBaHU. B IIEPUOJ MPOBEACHUA KIIMHUYCCKOIO
HCCIICAOBAHUA YYAaCTHHKY KIIMHHYECKOT'O HCCIIEIOBAHUSI COO6U_[a€TC$I 000 BCEX M3MEHCHHUSX B
AOKYMCHTBI B JAHHBIC KIIMHHYCCKOI'O HCCIICIOBAaHU, KaCalOIIHECs €ro y4acTusd B KIMHHUYCCKOM
HCCIICIOBAHUMU.

4.15. B cpok, YCTaHOBJICHHBIH IIPOTOKOJOM, HCCIENOBATeNb 00s3aH cOOOIIATh
OpraHu3aToOpPy KIIMHUYECKOI'O MCCJICJOBaHUS 000 Bcex CEPBE3HBIX HEXKEIIATCIBHBIX peaKnusix, 3a
VICKIIIOYCHHUEM TeX, KOTOpPBIC B IIPOTOKOJIE MIIM B OpOIIIOpE ONpEeeNieHbl Kak He Tpebyrommue
HEMEIIGHHOTO COOOIIEHHSI.



[Toce mepBOro COOOILIEHHS O CEPBE3HBIX HEXKEIATCIBHBIX PEAKIMIX HCCIEN0BATEIb B
KpaTdaiilllie CPOKH IIPEJCTABISAET OPraHU3aTopy KIMHMYECKOrO MCCIIENOBaHUs MOAPOOHBIHA
IMCBMEHHBIH oT4eT. IlepBBI M IOCIEAYIONHE OTYETHl JOJKHBI HIAECHTH(GHUIMPOBATH
YYaCTHHUKOB KJIMHUYECKOTO MCCIIEI0BaHMs 110 IPUCBOCHHBIM UM YHUKAJIBHBIM KOJaM.

4.16. llpu cOOOLIEHUAX O CMEPTH YYACTHUKA KIMHHYECKOTO UCCIICIOBAHUS HCCIIEN0BATEIIb
00s3aH 110 3ampoCcy OpraHHW3aTOpa KIMHMYECKOrO HCCIICMAOBAaHHUS, JIOKAIBHOIO — 3THYECKOTO
komurera, MunncrepctBa u (mwim) OenepanbHOM ciyxObl 1O Hag3opy B cdepe
3/[paBOOXPAHEHUS. MPEIOCTABUTh JIOOYIO NOTIONHHTENBHYIO HMH(POPMAIMIO OTHOCHTENIHHO
JaHHOTO CIydasi, B TOM YHCJIE IPOTOKOJ BCKPBITHS ¥ IIOCMEPTHBIHM SMUKPU3.

4.17. B cnydyae BO3HHMKHOBEHHUS ONACHOCTH I JKH3HH, 3/0pOBbsS y4YacCTHHKaA
KJIMHIYECKOrO HCCIIE[0BaHuUs, UCClenoBarelb o0s3aH NpornHGOPMHPOBAaTE 00 3TOM pPEKTOpa
VHuBepcHTETa, OpraHM3aTopa KIMHHYECKOTO MCCIENOBaHMs JIEKApPCTBEHHOIO Ipenapara B
TeyeHue 24 4gacos. Pemrenme o IIPUOCTAaHOBJICHUH KIIMHHYCCKOTO HCcCICAOBaHUA IIPpUHUMAIOT
pektop YHuBepcuTeTa U (WJIM) OPraHM3arop KIMHHYECKOrO HCCIICHOBAHUSA, PEIICHHUC O
TIPeKpalleHH: TAaKOrO HCCIE0BaHUs IPHHAMAET YIOJHOMOYEHHBIH (enepanbHbI  Opran
MCIIONHUTEIGHON BJIACTH HA OCHOBAHMM COOOIICHWsS B IHCBMEHHOH (opMe pekTopa
VHuBEpCHTETA HIIM OPraHU3aTOP KIMHUYECKOTO HCCIIEI0OBAHMS.

[Ipu OCPOYHOM INIPEKPAIICHUH KIMHHYECKOTO MCCIEIOBAHUS WA €ro MPUOCTAHOBJICHUH
yicclie[oBaTeNb U (MIK) YHUBEPCUTET 0O0sM3aHbI He3aMeUTUTEIbHO HHPOPMUPOBATh YYaCTHUKOB
KIMHAYECKOTO HCCIIENOBaHus, O0OeCeynTh WM HeoOXOoIuMoe JiedeHHe U HaOIoJAeHHE,
IpoHH(pOPMUPOBATE OPraHW3aTopa KIMHUYECKOTO HCCIIEJOBaHMS, JIOKAIBHBIA  OTHYECKUH
KOMHTET ¢  IIPEIOCTaBICHHEM  HOAPOOHOr0  NHUCBMEHHOTO  OOBACHEHUS  MPUYUH
IPUOCTAHOBJICHHUS UJIH [TPEKPALIECHUS KIIMHHYECKOTO HCCIIEI0BaHHUS.

4.18. WccnenmoBarenb oOecneyrBaeT IIOJIHOE U JOCTOBEPHOE BEICHHE JOKYMEHTOB
KJIMHAYECKOTO MCCIIEAOBaHMS, BKJIIOYasl 3alUCH Ha OyMa)KHBIX, dJICKTPOHHBIX, MArHUTHBIX HIJIN
ONTUYECKUX HOCHTEJSX, CKAaHOIPAaMMBI, . PEHTT€HOBCKHE CHHUMKHM, 3JIEKTPOKapAHOTPaMMBbl,
KOTOpbIE OIMCHIBAIOT METOIbI, OPTaHU3AIHUIO U (WJIK) PE3YIbTAThl KIMHAYECKOTO UCCIICI0BAHMS.

4.19. XpaHeHue JOKYMEHTOB KIMHHMYECKOIO HCCICIOBaHHS  OCYHIECTBIIICTCA B
VHHBEpCHTETe B COOTBETCTBHM C YCJIOBUSMH JOIOBOpa, 3aKIIOYCHHOTO € OpraHu3aTopoM
KJIMHAYECKOTO HCCAEIOBAHUS, WM €CJIM JAaHHOE YCJIOBHE HE OrOBOPEHO, KakK IpaBUJIO, B
TEUEHHWE JBYX JIET IOCJIe TOCYJapCTBEHHOM pPErMCTpalMM JIEKApCTBEHHOTO Ipenapara B
Poccuiickoit ®Depmepanuu Wi  OQUIMATBHOTO IPEKpaleHHs KIMHUYECKOH pa3paboTKu
HCCIIEYEMOT0 JIEKAPCTBEHHOI' O IIpernapara.

4.20. Ilo 3aBepIIEHHH KIMHHYECKOTO HMCCIIEJOBAHHUS HCCIEOBaTeNb coO0maeT 00 3ToM
pexTopy YHHBEpCHTETa, IIOATOTABIMBAET OTYET MW IPEIACTABISET €ro OpraHu3aropy
KJIMHAYECKOTO CCIIeIOBAaHMs U B JIOKAJIBHBIN STHYECKUI KOMUTET Y HUBEPCUTETA.
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