3apeructpupoBano B Muntocte PO 23 aprycra 2016 r.
Peructpanmonnsiiit Ne 43357

IIpuka3 Munucrepcra 3apaBooxpanenus P® or 1 anpeas 2016 r. Ne 200u
“O0 yTBep:KIeHUM NPABUJ HALJIeKANEH KIUHHYECKOH NPAKTHKH”

B cootBercTBuu ¢ myHkTOM 18 crateu 5 @enepanbHoro 3akoHa oT 12 anpena 2010 r. Ne 61-D3
“O06 oOparenuu ekapcTBeHHBIX cpeAcTB”’(Cobpanne 3akoHoAaTenbeTBa Poccuiickoit deaepammmu, 2010,
Ne 16, ct. 1815; 2012, Ne 26, ct. 3446; 2013, Ne 27, ct. 3477; 2014, Ne 52 ct. 7540) u nynkTom 5.2.155
[Tonoxenuss o MunucrepctBe 3apaBooxpaHeHust Poccuiickoit  ®Denepanuyn, yTBEPKIECHHOTO
nocraHoBieHueM [IpaBurensctBa Poccuiickoit ®enepaunu ot 19 wmrons 2012 Ne 608 (CoOpanue
3akoHo1aTenscTBa Poccuiickoit deneparuu, 2012, Ne 26, ct. 3526; 2015, Ne 23, ct. 3333), npuka3biBaro:

1. YTBepauTh npunaraemsele [IpaBuna Hagiexaliel KIMHUYECKON PAKTHKH.

2. YcraHoBuTh, uto [IpaBriia Hajuiexxamen KIMHUYECKON MPAKTUKH, YTBEPKIACHHBIE HACTOSIIUM
IIPUKAa30M, PAacCIpOCTPAHSIOTCS Ha IPaBOOTHOLIEHWS IO NPOBEACHUIO KIMHUYECKUX MCCIEA0BaHUN
JIEKapCTBEHHOI'0 MpernapaTa JUisi MEIUIUHCKOTO MpPUMEHEHUs, 3asBJICHHUS O Bblaye pa3pelieHuil Ha
IIPOBEJEHUE KOTOPBIX IOJAHBI B YCTAHOBJIEHHOM IOPSJKE IOCJIE BCTYIUIEHHS B CHJIy HACTOSIIETO
npUKasa.

3. IlpusHaTh yTpaTUBIIMM CWIy TNpuKa3 MuHHCTEepCTBa 3ApaBooXpaHeHus Poccuiickoit
@enepart ot 19 urons 2003 r. Ne 266 “O06 yrtBepkaeHuu I[IpaBui KIMHUYECKOW NPAKTUKH B
Poccuiickoit @enepanuun’(3apeructpupoad  MunucrepctBoM toctuimu Poccuiickoit deneparu 20
utons 2003 r., peructpannonubrii Ne 4808).

Bpuo Munuctpa N.H. Karpamansx

IlpaBuia HaaJIeKalel KIMHUYCCKON NPAKTHKHA
(YTB. npuKka3zoM MuHucTepceTBa 3apaBooxpanenns P® or 1 anpens 2016 r. Ne 200n)

1. O01mue moJI0KeHus

1. Hacrosimue IlpaBuna Hajmexaniei KIMHUYECKOW NpakTuku (manee - [IpaBuia) perymupyroT
OTHOIICHUS 10 TNIAHUPOBAHUIO, OPTAHU3AINH, TTPOBEICHUIO, MOHUTOPUHTY, aYJIUTY, TOKYMESHTHPOBAHUIO
KJIMHUYCCKUX HCCIICOBAHUIA JICKAPCTBEHHBIX IPEMapaToB Il MEIUIIMHCKOTO NpUMEHEHHs (janee
COOTBETCTBEHHO - KIMHUYECKOE HCCIICJIOBAHME, JICKAPCTBEHHBIN Tpernapar) ¢ ydJacTHEM dYeJOBeKa B
Ka4yecTBE CyObeKTa KIMHUYSCKOTO UCCIICIOBAHUS, aHATIN3Y U NIPECTABICHUIO PE3YIbTaTOB KIIMHUYECKUX
UCCJICJIOBaHMMA, OOCCIICUMBAIOIINE TapaHTUIO JOCTOBEPHOCTH M TOYHOCTH TIOJTYYCHHBIX IaHHBIX U
NPEICTaBICHHBIX PE3YJIbTATOB, a TAK)KE 3alUTY TPaB, 3A0POBbs U KOHPHUICHIINATHHOCTH MIEPCOHATBHBIX
JAHHBIX YYaCTHUKOB KIIMHUYECKOTO UCCIICIOBAHUS.

2. nsa uenedt Hactosmux [IpaBusl MPUMEHSIOTCS TEPMHHBI M ONPEICIICHHS, UCIOJIb3yeMbIC B
OenepaibHoM 3akone oT 12 ampens 2010 r. Ne 61-®3 “O06 oOpareHnn JIeKapCTBEHHBIX cpeacTs’ *(1)
(manee - denepanbHbIA 3aK0H “O0 00paIlIeHNH JTEKAPCTBEHHBIX CPEJICTB”).

3. OOBEKTOM KIMHHYECKOTO MCCIIEIOBaHMS SBISIETCS JIeKapCTBEHHAs (hopMma (hapMaKoIOTUIECKH
AKTUBHOTO BEIIECTBA WJIM IUIane00, M3ydaeMble WM HCIOJIb3yeMbIC Ui KOHTPOJIS B KIMHUYECKOM
WCCJICJIOBAHNH, WIIM 3aPETUCTPUPOBAHHBIN JICKAPCTBEHHBIN Mpernapat JUisl MEIUIIMHCKOTO TPUMEHEHUS B
cilydae, €CIM CII0CO0 ero NPUMEHEHUS OTIMYAeTCs OT YTBEPXKACHHOTO (B paMKax MpOIETyphI
TOCY/apCTBEHHOW PETHCTpaIlK), a TaKXKe MPH €r0 HCIOJIB30BAHWU [0 HOBOMY IOKA3aHWIO WM JJIS
MOJYYCHHUST JIOTIOIHUTEIFHOW WH(pOpPMAIMK IO YTBEP)KIACHHOMY TMOKAa3aHHUIO (Jajiee - WCCIIETyEeMBbIit
JICKapCTBEHHBIN mpenapar). Mccneayembie JeKapCTBEHHBIC MPenapaThl MPUMEHSIOTCS B COOTBETCTBHH C



YTBEPKACHHBIM (B paMKax TMpOIeNypbl MOJY4YEHHs] pa3pelleHds Ha TPOBEACHHE KIMHUYECKOTO
UCCIIEIOBaHMS) TIPOTOKOJIOM KIIMHUYECKOT'O UCCIIETOBAHMA.

OOparreHre HcciaeayeMbIX JIEKQpPCTBEHHBIX MPEMapaTOB OCYIIECTBISETCS B COOTBETCTBHH C
NpaBUIaAMHU HaJJIeXKaIIeH MPOU3BOJCTBEHHON MPAKTHKHU U MIPABUIIAMH HAJUIeKAIIEH MPAKTUKU XpaHEHHS
Y TIEPEBO3KH JICKAPCTBEHHBIX TIpemnapaTtoB™(2).

4. KnuHuyeckoe MCCleI0OBaHUE MPOBOIUTCA B OTHOIIEHHH (DM3MYECKOTO JMia (MAlMeHTa iU
3JI0pOBOTO J0OPOBOIIbLIA), MPUHUMAIOIIETO YYacTHe B KJIMHHUYECKOM HCCIEIOBAaHUHM B COCTaBE T'PYIIIBI,
MOJTyJarouiel ucciaeayeMblil JIEKapCTBEHHBIN Mpernapar, 00 B cOCTaBe KOHTPOJIBHOW TPYIIIHI (J1anee -
YYaCTHUK KIIMHUYECKOTO UCCIIEIOBAHMUS).

Kaxniprii yd4acTHMK KJIMHUYECKOTO HCCIEJOBAaHUS TOCNIE TOJNY4YeHUs HWHPOpPMALUU O
KIMHUYECKOM HCCIEOBAaHMU W JI0 Hayaja MPOBEACHUS KIMHUYECKOTO HCCIEAOBAaHUS J1aeT
JOOPOBOJIBHOE COTJIACHE HA YYacTHE B TAaKOM KIMHHYECKOM HMCCIEIOBAHWU MOCPEACTBOM MOIIMHCAHUS
UHGOPMAIMOHHOTO JINCTKA MAIllUeHTA.

Cornacue Ha ywacThe B KIMHHYECKOM HCCIIEJJOBAHUM MOXET OBITh JaHO 3aKOHHBIM
npencraButeneM®(3) ydyacTHUKA KIIMHUYECKOTO HCCIIEI0BaHUSI.

5. Kiunnueckoe wuccienoBaHue JIEKApCTBEHHOTO IIperapara IPOBOAMUTCS HAa OCHOBAaHHUH
paspelieHuss Ha  TPOBEJCHHWE  KIMHUYECKOTO  HCCIEJOBAHMS, BBIJAHHOTO  MMHHUCTEPCTBOM
3npaBooxpaHeHusi Poccuiickoit ®@enepanuu (nanee - MHUHUCTEPCTBO) IO pe3ysibTaTaM 3KCHEPTU3BI
JOKYMEHTOB JJIsl TOJIy4EHHUsl pa3pelleHus] Ha MPOBEJCHHE KIMHUYECKOTO HCCIEIOBAHUS U STHYECKOU
IKCIEPTH3HI, MIPETYCMOTPEHHBIX cTaThel 39 denepanbhoro 3akona ot 12 ampens 2010 r. Ne 61-03 “O6
oOpallleHnH JIeKapCTBEHHBIX CPEJICTB” .

6. DKkcmepTu3a JTOKYMEHTOB, YKa3aHHBIX B IyHKTe 5 HacTosmmx [lpaBui, Ui MOMy4YeHHS
paspelieHusT Ha TPOBEACHHE KIMHHUYECKOTO MCCIEIOBaHUs JIEKAPCTBEHHOIO Mperapara MpOBOAUTCS
denepanbHBIM  TOCYZApCTBEHHBIM  OIO/DKETHBIM — YUPEXKJCHHEM 10 TPOBEACHUIO  AKCIEPTH3BI
JIEKapCTBEHHBIX cpenicTB*(4), aTHUecKas sKcrepTrsa ocyiectisiercss CoBerom 1o atuke™(5), *(6).

7. KnuHMYecKoe HCCIIeJOBaHUE TPOBOAUTCS B COOTBETCTBUM C IMPOTOKOJIOM KIMHHUYECKOTO
UCCIeIoBaHUs (Jajiee - MPOTOKOIT), KOTOPBIH COIEPKUT, B TOM YHUCIIE:

1) Ha3BaHWME TPOTOKOJIA, WACHTH(PHUKAIMOHHBI HOMEp MPOTOKOJNA M JaTy YTBEPKICHHS
OpraHU3aTOpPOM HccliefioBaHus. HoBble Bepcuu MPOTOKOJIa UMEIOT HOMEpP BEPCHUU M JaTy, MOMPaBKU K
NPOTOKOJTY - HOMEP TONIPABKH U ATy,

2) HaUMEHOBAaHME U aJpeC OpraHu3allid, OCYIIECTBISIONICH OpraHu3aluio MPOBEICHUS
KJIMHUYECKOTO MCCIIeIOBAHUS U OCYIIECTBIISIOIIEH MOHUTOPUHT (€CIT OHH Pa3InYHbIC);

3) damunuio, UM, OT4eCTBO (IIPU HAIWYUH) U JAOHKHOCTH JIMIA, YIOJTHOMOYEHHOTO OT MUMEHU
OpraHu3alliy, OCYIICCTBISIOMIEH  OpraHM3allMi0  MPOBEACHUS  KIMHUYECKOTO  HCCIICIOBaHUS,
MOJIMTUCHIBATH MMPOTOKOJI U TIOMIPABKU K MTPOTOKOITY;

4) damunmro, uMs, oT4ecTBO (NPH HATWYWHM), JOJDKHOCTB, aapec W HoMmep TenedoHa
MEAMIIMHCKOTO 3KCIepTa MJaHHOTO KIMHUYECKOTO MCCIEOBaHMS, Ha3HAUYEHHOTO OpraHU3alMeH,
OCYILECTBIISIONICH OPraHU3aIUI0 TIPOBEICHHS KITMHIYECKOTO UCCIIETOBAHMS;

5) gamwunuto, UMs, OTYECTBO (TMPU HATUYMM) U JOJHKHOCTH HCCIIEOBaTelNs, OTBEYAIOIIETO 3a
NpOBE/IEHUE KIIMHINUECKOTO UCCIICAOBAHMS, a TAKXKE ajipeca H HoMepa Tene(hOHOB KIMHUYECKHUX IIEHTPOB;

6) dbamwmro, uMs, oT4ecTBO (NPW HAIMYWHU), JAOHKHOCTh, aJpec W HOMep TeledoHa Bpada,
OTBEYAIOIIETO 3a MPUHATHE PEIICHWH MEIUIIMHCKOTO Xapakrepa (eciad JaHHOE JIMIO HE SBISETCA
HCCJIEIOBATETIEM);

7) HauMEHOBaHMS W aJpeca KIMHUYECKUX JabopaTopuil M JpPYruxX MEIUIUHCKUX M (WJIN)
TEXHUUYECKUX CITYKO M OpraHu3aluii, MPUHUMAIONINX yYacTHE B KIIMHUYECKOM HCCIIE0BaHUU;

8) 000cHOBaHME KIMHUYECKOTO MCCIICIOBAHUS, BKIIOYAOIIEE:

a) Ha3BaHUE M OIMCaHUE HCCIEAYEeMBIX JIEKQpCTBEHHBIX MpemnapaToB (BKIouas IUianedo u
AKTHUBHBII KOHTPOJIb);

0) cBOOHOE W3JOXKEHHE PE3yJIbTAaTOB JOKIMHHUUYECKUX HCCIENIOBAaHUN U  KIMHUYECKUX
UCCIIeIOBaHMi (€CIM paHee MPOBOIMIUCH) UCCIETYEMBIX JIEKAPCTBEHHBIX MPEMapaToB;



B) KpaTKO€ OIKCaHUE W3BECTHBIX U TMOTEHUIHUAIbHBIX PUCKOB U TOJIb3bl MPUMEHEHUS
MCCJIETyEMOT0 JIEKApCTBEHHOTO Npenapara Jjisl yYaCTHUKOB KIMHUYECKOTO HCCIIE0BaHNUS;

r) omHucaHue U OOOCHOBaHHE croco0a BBEACHMs, JO3MPOBKU, peKUMa JI03UPOBAHUA U Kypca
JICUCHUS;

) yKa3aHHe Ha TO, YTO KJIMHUYECKOE HCCieloBaHUe OyneT MPOBOAUTHCS B COOTBETCTBUU C
MPOTOKOJIOM KJIMHUYECKOTO MCCIIeI0BaHUs U HacTosuuMu [IpaBunamu;

€) OIUCaHKe UCCIeyeMON MOMYIISIHH;

’K) CCBUIKM Ha JINTEpATypHbIE MCTOYHUKHU U JAHHBIC, UMEIOIINE 3HAYEHUE ISl KIMHUYECKOTO
MCCJICTOBAHUSI U MIPEJICTABISAIONINE cO00M 000CHOBAaHUE KIMHUYECKOTO HUCCIEA0BAHNUS;

9) uenu u 3aa4M KJIMHUYECKOTO UCCIICI0BAHMUS;

10) onucanue ob1Iero miaHa (Iu3aifHa) KIMHUYECKOTr0 UCCIIeIOBaHMSI, BKIIIOUAIOIIETO:

a) yKa3aHHe OCHOBHBIX M JIOMOJIHUTENBHBIX (MTPU HAJIIMYUHU) UCCIIETyEMBIX TapaMeTPOB, KOTOPHIE
OyIyT OLICHMBATHCS B X0JI€ KJIMHHUECKOTO UCCIIEIOBAHMUS,

0) omucaHue TUNA JU3aifHA TPOBOJUMOTO KIMHHYECKOTO HCCIIeA0BaHUS (ABOIHOE cliernoe,
1a11e00-KOHTPOINpPYeMOoe, apasieIbHOe U WHBbIE BUJIBI UCCIIEI0OBAHUIN) U rpa@uecKylo cXxeMy au3aiiHa
KJIIMHUYECKOI'0 UCCIIEIOBAHMSI, TPOLEAYP U 3TANOB KIIMHUYECKOTO UCCIIEI0BAHUS;

B) OMHCAaHUE Mep, HAMPABJICHHBIX HA MUHUMM3AIINIO, UCKITIOYEHHE CYObEKTUBHOCTH, B TOM UHUCIIE
paHIOMH3allUM, CJIETOro MeToAa (MacKHUpOBKH) - METOJa, MpU MPUMEHEHHWHM KOTOPOTO OJIHOW WIIU
HECKOJIbKMM YYacTBYIOUIMM B KIMHUYECKOM HCCIIEIOBAaHHUM CTOPOHAM HEW3BECTHO, KaKOe JIeueHHUe
Ha3HAY€HO YYacCTHUKY KIMHUYECKOTO HCCIEeI0BaHUs (MPOCTOM CIENOM MeToJ MpelycMaTpuBaeT
HEOCBEJIOMJICHHOCTh YYaCTHUKOB KJIMHHYECKOTO HCCIIEJIOBAaHHUS O Ha3HAUEHHOM WM BHUJE JICUYCHUS,
JIBOMHOM CJIEMON METOJ MOAPAa3yMEBAaeT HEOCBEAOMJIEHHOCTh O HA3HAYEHHOM WM BHJE JICUEHUS
YYaCTHUKOB KJIMHMYECKOTO HCCJEOBAaHUS, HCCienoBaTeNlied, M, B HEKOTOPBIX CIydasx, JIHII,
BBITIOTHSIOININX CTATHCTUYCCKYIO 00pa0OTKY JaHHBIX);

I') ONHCaHWE HCIIOJIb3YEeMOT0 B KJIMHHUYECKOM HCCIEIOBAHUU JICUEHHUS, TO3UPOBOK M CXEMBI
MPUMEHEHHUS UCCIICTYEMBIX JICKApPCTBEHHBIX MPENapaToB, ONMUCAHUE JICKAPCTBEHHON ()OPMBI, YITAKOBKH U
MapKUPOBKH UCCIIETyEMbIX JIEKAPCTBEHHBIX MPENapaTOB;

1) TPOAOIKUTEIBHOCTh YYacTHsl MAI[MEHTOB WM 3J0POBBIX JOOPOBOJIBIEB B KIMHUYECKOM
UCCJIEIOBAaHUH, OMHCAaHUE TOCIEI0BATEIIbHOCTH U MPOJAOKUTEIHHOCTH BCEX MEPUOJIOB KIMHHUYECKOTO
UCCIIEIOBaHMS, B TOM YHUCIIE TIEPHO/Ia MTOCIEAYIOIEro HaOII0IeH s, €CIIM TaKOBOH MPelyCMOTpEH;

€) OMHCaHWE MPaBWJI OCTAHOBKM YacTeW KIMHMYECKOTO HCCIENOBaHUS U (WJIHM) KIMHUYECKOTO
UCCJIC/IOBAHUS B 1IE€JIOM, KPUTEPUEB MCKIIOUEHUS [IJII OTAENbHBIX YYaCTHHUKOB KJIMHHUYECKOTO
UCCJICJIOBAHMUS,

’K) ONHCAaHUE TPOLEAYPbl ydeTa HCCIEAYyeMbIX JIEKapCTBEHHBIX TNIPEmaparoB, IUanedbo u
IpernapaToB CPaBHEHHUS,

3) OMUCaHue CIOCOO0B XPAHEHHS PAHIOMHU3AIIMOHHBIX KOJIOB U MPOIEAYPhl UX PACKPHITHUS;

M) TepeyeHb NaHHBIX, PETUCTPUPYEMBIX B HWHIUBUAYATbHOW perucrpanuoHHor kapte (0e3
MpeBapUTENIbHOM 3alUCh B MUCHMEHHOM WM 3JIEKTPOHHOM BHJIE) M PAacCCMaTPUBAEMBIX B KaueCTBE
MEPBUYHBIX JaHHBIX;

11) kpuTepuu BKIIOUYEHHS YYaCTHUKOB B KJIIMHUYECKOE HCCIIEA0BAHUE;

12) kpuTeprH HEBKIIIOUEHHUS YUACTHUKOB B KJIMHHUECKOE HCCIEI0BAHNUE;

13) xpuTepuu UCKIIOUEHUS YYaCTHUKOB U3 KIMHUYECKOTO HCCIeAoBaHUS (OCHOBAHMS
MpeKpaleHus] IPUMEHEHHS UCCIeAyeMOro JIEKapCTBEHHOTO MpernapaTa, UCCIelyeMoro JeueHus);

14) cBesleHUs O BCEX UCIOIb3YEMbIX B KIIMHUYECKOM HCCIIE0BAaHUM JICKAPCTBEHHBIX MperapaTax,
BKJIIOYAsl UX Ha3BaHUsA, JO3UPOBKH, YACTOTY MpHUeMa, MyTH U CIOCOObI BBEACHUS, MPOJAOKUTEIHHOCTh
JICUCHUS, TIEPHOJIbI TOCIEAYIONIEro HAOMIOEHUS I KaXJAOW TpYNNbl YYaCTHUKOB KIMHUYECKOTO
UCCJICIOBAHMSI, CBEJCHHUS O Pa3pelICHHBIX ISl MPUMEHEHUS YYaCTHUKAMU KIMHUYECKOTO MCCIETOBaHU
JIEKapCTBEHHBIX Tperaparax (BKIouUas HEOTIOKHYIO TEpPAIuI0) U 3alpelleHHbIX I MPUMEHEHUS 10 U
(unmu) BO BpeMsl KIMHHYECKOTO HCCIIEeOBaHHS JIEKApCTBEHHBIX Ipernaparax, crnoco0ax KOHTPOIS 3a
COOJIIOJICHUEM  yYaCTHUKAaMHU KJIMHUYECKOTO HCCIEAOBaHUS YCJIOBHM TpHUeMa JIEKApCTBEHHBIX



[penapaTos;

15) mepevens mapameTpoB 3PPEKTUBHOCTH UCCIICTYEMOT0 JICKAPCTBEHHOTO TIpermapaTa i METOIbI,
CPOKH TIPOBEACHHS OLIEHKH, PErHCTpalii U aHaiu3a napameTpoB 3(P(GEKTUBHOCTH JIEKApPCTBEHHOTO
npernapara;

16) nepeueHpr mapaMeTpoB O6€30MACHOCTU MCCIEAYEMOTO JIEKAPCTBEHHOTO TIpenapaTa U METOIbl U
CPOKHM NIPOBEJCHHUS OLEHKH, pEerucTpalyy U aHaju3a IapaMeTpoB O€30MaCHOCTH HCCIIETyEMOIo
JIEKapCTBEHHOT'O IIperapara;

17) TpeboBaHus K OTYETaM, MPOIIETyPE PETUCTPAIIMN U COOOMICHUSAM O HEXKEIATSIIbHBIX SBICHUSIX
U UHTEPKYPPEHTHBIX 3a00JI€BaHUSIX;

18) mMeTon M MPOJOIBKUTETFHOCTh HAOMIONCHHS 3a YYACTHUKAMHU KIMHUYECKOTO HCCIIEAOBAHUS
MocJie BOSHUKHOBEHUS HEXKEIAaTeIbHBIX SIBICHUI;

19) omnucaHuwe CTATUCTHYECKUX METOJOB KIMHUYECKOTO HWCCIICIOBAHHMSI, BKIIIOUAIONINX, B TOM
qHClIe:

a) CPOKH MPOBEACHUS TPOMEKYTOUHOI'O aHAJIN3A;

0) mIaHupyeMoe KOJMYECTBO YYACTHUKOB KIMHMYECKOTO HCCIIENOBaHUS C OOOCHOBaHHEM
pa3Mepa BBIOOPKH;

B) MPUMEHSEMBbIH YPOBEHb 3HAYMMOCTH KIMHHYECKOTO UCCIIEIOBAHNUS;

T') KpUTEPHUH TIPEKPAICHUS KIMHHYECKOTO UCCIIC/IOBAHHS,

1) IPOLIETyPHI yUeTa OTCYTCTBYIOIIUX, HE TIOJUIeKAIINX aHAIM3Y U COMHUTENbHBIX JaHHBIX;

€) TPOIEaYPHl COOOIIEHHS O JIIOOBIX OTKIIOHEHHUSX OT MEPBOHAYAIBHOTO CTATUCTHYECKOTO TIaHa
(Bce OTKJIOHEHHSI OT MEPBOHAYAIBLHOTO CTATUCTHMYECKOTO IJIaHa OMMCHIBAIOTCS M OOOCHOBBIBAIOTCS B
npoTokoJie ¥ (WiH) (UHATHPHOM OTYETE O KIMHHYECKOM HCCIICOBAHNN );

’K) Tpolexypbl OTOOpa YYacCTHMKOB KJIMHUYECKOTO HCCIEOBaHMA [UIsl aHanmu3a (Bce
PaHJIOMHU3HPOBAHHBIE YYaCTHHKU KJIMHUYECKOTO HCCICIOBAaHUS, BCE YYACTHUKH KIMHUYECKOTO
UCCJICIOBAHMSI, TOMYYHBIINE XOTA OBl OJHY 103y HCCIEAYeMOTro JIEKapCTBEHHOIO Ipemnapara, BCe
YYaCTHUKH, COOTBETCTBYIOIINE KPUTEPUSIM OTOOpPA, YUACTHUKU KIMHHUYECKOTO WCCIICIOBAHUS, JTAaHHBIC
KOTOPBIX MPUTOHBI I OIICHKHU, UHbIE KAaTETOPUU YYACTHUKOB);

20) onucaHue EHCTBUM MO KOHTPOJIIO Ka4e€CTBA U OOECIIEUEHUIO KaueCTBa;

21) onucaHue 3TUYECKUX ACMEKTOB KJIMHUYECKOTO UCCIIEIOBAHMUS,

22) onucanue padbOThI ¢ JAHHBIMU U BEJICHUIO 3aIHCEH;

23) omnucaHue TMOpsaKa (PUHAHCHPOBAHMA KIMHUYECKOTO HCCIIEIOBAaHUS M CTpPaxOBaHUS
YYaCTHUKOB KJIIMHUYECKOTO MCCIICIOBAHUS;

24) yka3aHie Ha BO3MOXXHOCTh IyOJIMKAIIMK PE3YJIbTATOB KIMHUYECKOTO UCCIIET0BaHUS.

8. CBOJIHOE UBIIOKEHHUE PE3yJIbTATOB JOKIMHUYECKUX U KIIMHUYECKUX UCCIEAOBAHUI TPUBOIUTCS
B OpoIiope uccienoparens (Jaiee - Opoitopa), coepkaiieii, B TOM YUCie CIeAYIOUIIe CBeICHUS:

1) HauMeHOBaHKME OpraHU3alUU-pa3padOTUMKa JIEKAPCTBEHHOTO Mperapara, HOMEp KIMHUYECKOTO
UCCJICIOBAHMSI, XMMHUYECKOE, MEXKIyHapOJHOE HEMaTeHTOBAHHOE, TPYNIHPOBOYHOE U TOProBOE
HAaMMEHOBAaHMSI JICKAPCTBEHHOTO TpernapaTa, AaTy COCTaBJIEHUsS OpOIIIOpBI, HOMEP BEPCHUU OpOIIIOPHI,
HOMEp W JaTy MpeAblAylied peJakiuu OpOoIIophl, a TaKKe YBEJOMIIEHHE O KOH(HICHIIMATHHOCTH
coJieprkamieiicst B Heli H(GOpMAaIliH, YKa3bIBaeMbIE Ha TUTYJIHLHOM JIUCTE OPOIIIOPHI;

2) Kpartkoe pe3toMe O (PU3MUECKHX, XUMHUYECKHX, (hapMalleBTHUECKHX, (papMaKoIOrMYecKuXx,
TOKCUKOJIOTHUECKUX,  (DAPMAKOKMHETUYECKHX, METa0OJNMYECKUX W  KIMHUYECKUX  CBOHCTBaX
UCCJIETyeMOT0 JIEKApCTBEHHOTO IIpernapaTa, COOTBETCTBYIONIMX CTaJuU KIMHUYECKON pa3paboTku
UCCIIETyeMOT0 JIEKapCTBEHHOTO Tperapara, 000CHOBaHUE IS U3YUYCHHUSI HCCIETyEeMOTO JIEKAPCTBEHHOTO
mpernapara, ero Okujgaemble MpodUIaKTHUYECKHe, TepPareBTUYECKUe WM TUArHOCTHYECKHUE TMOKa3aHUs,
00Nl MOAXO0/ K OLIEHKE MCCIIEAYEMOT0 JIEKAPCTBEHHOTO Mpenapara;

3) onucaHue (PU3NUECKUX, XUMUYECKHUX U (hapMalleBTHUECKUX CBOMCTB M JIEKAPCTBEHHOU (HhOPMBI
UCCJIEYEeMOro JICKapCTBEHHOTO TMperapara, €ro KOMIIOHEHTOB (BKIIOUas XUMHUYeCKue U (UJIn)
CTPYKTYpHBIE (OpMyIIbl), 000CHOBaHUE (TIPU HEOOXOIUMOCTH ) COCTaBa JIEKAPCTBEHHON (HOPMBI, BKITFOYAs
BCIIOMOTaTeJIbHbIE BEIIECTBA;



4) pe3ynbTarhl AOKIMHUYECKHX HCCIEIOBaHUM (apMaKoJOTHUYECKHX CBOMCTB, TOKCHMYHOCTH,
(apMaKOKMHETHKA M MeTaboIM3Ma HCCIeIyeMOro JIEKapCTBEHHOTO Mpernapara, C ONHCaHHEM, B TOM
qHClIe:

a) UCII0JIb30BAHHBIX BUJIOB JKHBOTHBIX, UX KOJMYECTBO U MOJ B KaXKJI0M rpyIIeE;

0) eqMHUI] U3MEPEHUs 103bl, KPATHOCTH U MYTH BBEJICHUS, [TTUTEILHOCTU Kypca BBEICHUS;

B) CHCTEMHOIO pacIpeleieHMs], MPOJOKUTEIbHOCTH MOCIEAYIOIEro HaOMIOJEHUs IOCie
OKOHYAHUS BBEJCHHUSI JIEKAPCTBEHHOT'O MIperapara;

I') XapakTepa ¥ 4acTOThl (apMaKOJIOTUYECKUX WIIM TOKCHYECKUX I(PQPEKTOB, X BBIPAKEHHOCTH
WIM CTENEeHH TSHKECTH, J10303aBUCUMOCTH 3((EeKToB, BpeMEHU [0 HACTYIUIEHHUSA, OOpaTHUMOCTH,
IPOJIOJKUTEIBHOCTD APPEKTOB;

1) TOKJIMHUYECKON (hapMaKoJIOTHH;

€) (hapMaKOKWHETHKH, METa00IM3Ma U paCTIpeICICHUS UCCIeyeMOro JIEKapCTBEHHOTO CPEICTBA
B TKaHSIX >KMBOTHBIX BCEX BHUJOB, HAa KOTOPBIX MPOBOJIWINCH MCCIEAOBaHUS, BKIIIOUas CBENECHUS O
BCAChIBAaHUH, MECTHOW M CHCTEMHON OMOJOCTYITHOCTH HCCIIEAYEMOTO JIEKAPCTBEHHOT'O CPEJICTBA U €T0
MeTabOoIUTOB, a TAK)XKE UX CBSA3b C TaHHBIMH (HapMaKOJIOTUYECKUX U TOKCHKOJIOTHUECKHUX MCCIIeT0BaHUMN
Ha KUBOTHBIX;

) TOKCUKOJIOTHH (OMHCaHHe TOKCHYEeCKHX 3((HEKTOB HCCIIeTyeMOro JeKapCTBEHHOTO CPEICTBa,
BBISIBJICHHBIX B MCCJIEJOBAHUSAX Ha JKMBOTHBIX Pa3HbIX BUJOB (€CIM MPUMEHHMMO), BKJIIOYAs CBEJIECHUS O
TOKCUYHOCTH TPH OJHOKPATHOM M MHOTOKPAaTHOM BBEJEHHH, KaHIIEPOTECHHOCTH, CIEIUAIbHBIX
UCCIIEIOBAaHMSIX  (MECTHO-pa3pakarolllee U allIepru3upymomiee  JAEWCTBHE), PEHpOAYKTHBHOMN
TOKCUYHOCTH, TEHOTOKCUYHOCTH (MyTareHHOCTH ).

5) ommcanue >PPEKTOB MPUMEHEHHUSI HCCIIETYEMOTro JIEKapCTBEHHOTO TpernapaTa y 4deloBeKka, B
TOM YHCIIE:

a) ¢GapMaKOKMHETHKH (BKJIIOYAss META0OJM3M, BCACHIBAHUE, CBS3bIBAHUE C OCNKaMU ILJIa3MBI,
pacmpejieieHie U BBbIBEJCHHE) U OHOIOCTYMHOCTH MCCIIEYyEeMOro JIEKapCTBEHHOTO Iperapara,
B3aMMOJEMCTBHSI UCCIIEAYEMOT0 JIEKapCTBEHHOI0 Ipernapara (JeKapCTBEHHbIE B3aUMOAECHCTBUS, BIUSHUE
npueMa MU W UWHbIe B3aMMOJCHCTBHSI), APYTUX MMEIOIMIMXCS JaHHBIX 1O (apMaKOKWHETHKE
(pe3ynbTaThl MPOBEJICHHBIX B paMKaX KIMHUYECKUX HCIBITAHUN (papMaKOKMHETUYECKHX HCCIIETOBaHHUN
Ha Pa3IUYHbIX TPYIIIax);

6) NaHHBIX O Oe30MacHOCTH, (hapMakoAMHAMUKE, 3()(HEKTUBHOCTH U J0303aBUCUMOCTH 3P (PEKTOB
HCCJIETyeMOT0 JIEKApCTBEHHOTO Mpenapara (1 ero MeTaboIuTOB, €Cli €CTh JaHHbIE), TOJYYeHHBIX B X0/I€
MPOBEICHHBIX KIIMHUYECKUX UCCIEIOBaHUH (C yuyacTHEM 3710POBBIX JOOPOBOJIBIIECB U (WJIH) MAIIMEHTOB) U
UHTEpIpEeTals S3TUX JaHHBIX (MO0 3aKOHYECHHBIM KIMHHUYECKUM HCCIEIOBAHUSM MPEICTaBISIOTCS
CBOJHBIE OTYETHl MO 3()(PeKTHBHOCTH M OE30MACHOCTH HMCCIENIYyeMOTO JIEKapCTBEHHOTO Iperapara, a
Tak)Ke CBOJAHBIC TaONMUIBl HEXENAaTeTbHBIX pEaKIUil MO0 BCeM KIMHUYECKHM HCCIEAOBAHUSAM,
OINMCHIBAIOTCS 3HAUYMMBbIE PA3JINYUS B XapaKTEPE U YACTOTE HEXKEJATEIbHBIX peakLuil);

B) IOCTPETHCTPAIMOHHOTO ONBITa NMPUMEHEHHsS] HCCIEIyeMOro JIEKapCTBEHHOrO0 TMperapara ¢
YKa3aHWEM CTpaHbl, B KOTOpBIX HCCIEAYEMbIM JIEKapCTBEHHBINH MNpenapar ObLI 3aperucTpUpOBaH U
UMEETCsl B MPOJIaXKeE;

6) MHCTPYKLHUHU JUIsl UCCIEA0BATENs 1O TUArHOCTHKE U JIEUYEHUIO BO3MOXHBIX NEPEJO3UPOBOK U
HEKeNaTeNIbHBIX peaklnii IpU MPUMEHEHUHU HCCIIeAyEeMOTo JIEKapCTBEHHOTO Mpemnapara, OCHOBaHHbIE Ha
IpEbIIyIIEM KIMHUYECKOM OMNbITE U (hapMaKOJIOTMYECKUX CBOMCTBAX HCCIEIYyEMOIO JEKapCTBEHHOTO
mpemnapaTta, a Takke o0000meHHas uHGOpMalUs 1O pPa3jMYHBIM CBOWCTBAM  HCCIIETyEMOTO
JIEKapCTBEHHOTI'O Tpernapara.

9. Otuer o pe3ynbTarax KIMHUYECKOTO HCCIENOBaHUS (Jajnee - OTYeT) COCTaBIAETCS B
NUCHbMEHHOW (OopMe OpraHu3alel, OCYIIECTBISIONIEH OpraHU3alHi0 MPOBEACHUS KIMHHUYECKOTO
UCCJIEIOBaHMsI JIEKAPCTBEHHOTO Tperapara, Ha OCHOBAHHMM 3aKJIIOUEHUN MEIUIMHCKUX OpTaHU3alluid,
IIPOBOJMBILNX 3TO UCCJIEI0BAHUE U BKIIIOYAET, B TOM YHCIIE:

1) TUTYBHYIO CTPAHHUILY, HA KOTOPOU YKa3bIBAIOTCS:

a) Ha3BaHUE OTYETA;



0) Ha3BaHME JIEKApPCTBEHHOTO Mpernapara;

B) M3y4aeMoe MoKa3aHue K MPUMEHEHHIO JIEKapCTBEHHOTO Mperapara;

I') KpaTKoe OMucaHue Au3aiiHa KIMHHUYECKOTO HCCIeOBaHUs, HaJlM4yhe Mperapara CpaBHEHUS,
NPOJIOJDKUTEIBHOCTh KJIMHUYECKOTO HCCIIEOBAHUS, JO3MPOBAHUE JICKAPCTBEHHOTO IIperapara M
KOHTHHI€HT YYaCTHUKOB HCCJIEeI0BAHUS;

J1) HAaNMEHOBAHME OPTaHU3AIMH, OCYIIECTBISIONICH OPTraHW3aIMI0 TPOBEICHHUS KIMHHYECKOTO
UCCJICJIOBAHMUS,

€) UICHTU(PUKAIMOHHBI HOMEP MPOTOKOJIA KIMHUIECKOTO UCCIICIOBAHUS;

%) (pa3pl KIMHUYECKOTO UCCIIEI0OBAHUS;

3) JaThl HaYajda U OKOHYAHUS KIMHUYECKOTO UCCIICIOBAHHS,

M) JlaTa COCTaBJICHUS OTUETa;

K) CBeleHHs 00 wuccienoBarene, pyKOBOAUTENE MEAMIMHCKOW OpraHW3aldd, OTBETCTBEHHOM
NpeICTaBUTENIe  OpPraHu3allid, OCYUIECTBIAIONIEH  OpPraHU3alldi0  MPOBEACHHUS  KIMHHUYECKOTO
UCCIIEIOBAHMS,

2) pesoMe - KpaTKO€ OIMCAaHUE MPOBEIECHHOTO KIMHHUYECKOTO HCCIEIOBAaHUS C YHUCIOBBIMU
JAHHBIMU JIJTSL WILTIOCTPAIIHH PE3YIbTATOB;

3) ornaBneHue, BKJIIOYAs IEPEUEHb U PACION0KEHNE TPUI0KEHUH, TaOIHIL;

4) mepedeHb COKpAIICHUH U OTPEIeIICHUE TEPMUHOB, HCIIOJIb3YEMbIX B OTUETE;

5) Ha3BaHUS MEIUIMHCKUX OpraHU3alui, B KOTOPBIX MPOBOJUIOCH KIMHUYECKOE HCCIIeI0BaHUE,
MECTO HAXOXJICHUS, KOHTAKTHBIN Telle(oH;

6) 1Ieny ¥ 337a4d KJIMHUYECKOTO UCCIIeIOBAHNS;

7) T1aH MPOBEJICHHOTO KIIMHIUYECKOTO UCCIIEAOBAHMSI, BKIIOYAIOIINHI, B TOM YHCIIE:

a) oOmwmii mnaH (Au3aiiH), MJIaH-OMUCaHHE KIMHUYECKOTO HCCIIEeIOBAaHUS U CXEMaTHYECKOe
n300paKeHHE ATAMOB U MPOIIETYP KIMHUYIECKOTO UCCIIE0BaHUS;

0) o00ocHOBaHME MIaHa (AU3aliHa) KIMHUYECKOTO UCCIIEOBAHUS;

B) KpUTEpPUH BBIOOpA MOITYJIALNN;

I') Ha3HAYCHHOE JIeYeHHEe, UICHTU(UKAILIUSA UCCIEAYEeMbIX JIEKAPCTBEHHBIX MPENapaToB, METOIbI
pacupe/eNieHus y9acTHUKOB KIMHHYECKOTO MCCIEAOBAHUS 10 TpynmnaM (paHIoOMHU3aIus), 036l U BpeMs
IpHreMa UCCIIeTyeMOro JIeKapCTBEHHBIX MPenapaToB, IPeIIeCTBYIONAs U COMYTCTBYIOIIAs Tepams;

n) naHHele 00 3(@eKTHBHOCTH M OE30MaCHOCTH HCCIIETYEMOro JIEKAPCTBEHHOTO Iperapara
(otreHka u rpaduk ornpeeeHus mokasaresnei 3p(HEKTUBHOCTH U 0€30MaCHOCTH);

€) crmocoObl 00eCIeYeHHsI KauecTBa M JOCTOBEPHOCTH IMOJYYCHHBIX JAHHBIX, BKIIFOUas JaHHBIC
ayJiuTa, pe3ybTaThl HHCIIEKIIUN, €CIIU IPOBOIUIIUCH;

’K) N3MEHEHHS, BHECEHHBIC B TIPOTOKOJI KIIMHUYECKOE UCCIIE/IOBAHUE,

8) cBeneHus 00 yuacTHUKAX KIMHUYECKOTO MCCIEA0BAaHUS U PACIIPE/ICTICHUH X 110 TPYTINaM;

9) cBeneHus 00 OTKIIOHEHUSX OT MPOTOKOJIA KIIMHUYECKOTO HCCIIEIOBAHNUS;

10) onieHky 3(pPeKTUBHOCTH JEKAPCTBEHHOTO Mpernapara, B TOM YHCIe:

a) COBOKYITHOCTH JIAaHHBIX, TMO/JICKABIINX aHAIM3Yy TPU MPOBEJACHUU KIMHUYECKOTO
UCCJICJIOBAHMUS,

0) nemorpaduueckue u (UIM) IPyTHe UCXOTHBIC JaHHBIC;

B) CBE/ICHUSA O COOJIIOJICHUHN YYaCTHUKAMH KIIMHUYECKOTO MCCIIEI0BAHUS CXEMBbI JICUCHHUS,

T) pe3yJibTaThl OIECHKH A(P(PEKTUBHOCTH: CTATUCTUYCCKHUE, AHAIWTHUYSCKUE ITAHHBIC, BBIBOIBI
OTHOCHUTEIBEHO 3P (HEKTUBHOCTH;

11) cBenenust o0 6€30MaCHOCTH JIEKAPCTBEHHOTO Mpernapara, B TOM YHUCIIE:

a) HeXKeNaTeJabHbIe Peakiiy (KpaTKoe pPe3roMe O HeXeJaTelNbHbIX PeaklUsiX, UX aHalIu3, CIIUCKU
HE)KEeJIaTeNbHBIX PeaKifii, KOTOpbIe HAOII0JATUCh Y BCEX YYaCTHUKOB KIIMHHUECKOTO UCCIIEOBAHMS);

0) cMepTh U ApyTHe Cepbe3HbIe HEXKENaTeIbHbIC SBICHUS;

B) OIICHKA KJIIMHUKO-TA00PATOPHBIX MOKa3aTeseH;

I) TapaMeTpbl JKU3HEHHO BaXHBIX (QYHKIUH oOpraHu3Ma yYaCTHUKOB KIMHHUYECKOTO
UCCIIEIOBaHMS, JaHHBIE OOBEKTHBHOTO MCCIIEOBAHUS M Jpyras WHpOpManus oOCIIeZOBaHUS, KOTOpas



KacaeTcs BOIPOCOB 0€30MMacCHOCTH.

12) B BUzie IPUIIOKEHUHM K OTUETY MPEJICTABIISIFOTCS CIEAYIONINE CBEACHHUS:

a) TabuuIbl, PUCYHKH, TpaUKH, Ha KOTOpbIE MPHUBOAATCSA CCBUIKM B OTYETE, HO KOTOPHIE HE
BOILIJIM B TEKCT OTYETA;

0) IPOTOKOJI KIIMHUYECKOT0 MCCIIEIOBAHNUS U MTONPABKU K HEMY;

B) 00pasel] MHINBHUyaJTbHON PErUCTPAIMOHHON KapThI,

I') Hepe4YeHb 3STHYECKUX KOMUTETOB;

1) 00pa3Ipl MUCbMEHHON MH(OPMAINH IS TAUEHTOB ¥ (POPMBI HHHOPMUPOBAHHOTO COTIIACHS;

€) epevYeHb U XapaKTePUCTUKHU HCCIeloBaTeNel U IPYTUX OTBETCTBEHHBIX JIMIL;

) aHaJIMTHYECKas JOKYMEHTalUs, B ClIydae UCIOJb30BaHUs B UCCIIEIOBAaHUM 00Jiee OJTHOM cepun
HCCJIEyEMOI'0 JIEKaPCTBEHHOI'O Ipernapara - NEpPEeYHH KOAOB MALMEHTOB, MOJY4YaBUIMX JIEKAPCTBEHHBIN
IIpenapar pa3HbIX CEpH;

3) cXeMa paHJAOMM3alMU U KOJbl (MAeHTH(UKAIUA CyOBEKTOB KIMHUYECKOI'O HCCIEI0BaHMS U
HA3HAUYCHHOE JICUCHUE);

1) TaHHbBIC ayauTa (€CJIU TMPOBOIUIIKCH);

K) JOKYMEHTAIMs 110 CTATUCTUYECKUM METO/AM;

Jq) JOOKyMEHTauusi no JabopaTOpHOM CTaHIapTH3allMM METOJOB M 00ecredeHus KadecTBa
pOLEAYp, €CIU IPUMEHSIINCD;

M) IyOIMKanuyu, Ha KOTOPbIX 0a3upyeTcst IPOBEAEHHOE KIMHUUYECKOE UCCIIeI0BaHHE.

I1. He3aBHCHMMBIHA D THYECKHIT KOMUTET

10. He3aBucuMblii 3THYECKHUA KOMHUTET, CO3JaHHBIA Ha yPOBHE MEIUIIMHCKOW OpraHu3alyu
(JTIOKaMbHBIN STUYECKUN KOMHUTET), PETHMOHAJIBLHOM YPOBHE M (DYHKIMOHHPYIOIIUH Kak HE3aBHCHUMBIN
opran oOecreynBaeT 3alllUTy IpaB, 0€30MacHOCTh M OXpaHy 3/J0POBbS YYAaCTHUKOB KIMHHUYECKOTO
UCCJIeI0BaHUS (J1ajiee - HE3aBUCUMBINA STUYECKUA KOMHTET).

11. B cocTaB HE3aBUCMMOTO THYECKOIO0 KOMHUTETa AOKHO BXOAMUTH JAOCTATOYHOE YMCIIO JIMII,
oOnamaomux HEOOXOAMMBIM ONBITOM U  KBaIH(UKAIMEW A OSKCIePTHOW OICHKM HAy4YHBIX,
MEAMIMHCKUX U ATHYECKUX ACMEeKTOB IJIAHUPYEMOTO KIMHUYECKOTO HCCIEA0BaHUSA, KaK MPAaBUJIO, MSATh
JIUII, TIPH TOM MHTEPECH HE MEHEe YeM OJIHOTO JIUIIA JOJKHEI JIeXKaTh BHE c(hephl HAYKH.

12. He3zaBUCHMBIN ATUYECKUH KOMHUTET OCYLIECTBIISIIOT CBOIO AEATEIBHOCTh B COOTBETCTBHM C
YTBEPKAAEMBIMU UM CTaHJAPTHBIMH OTEPAIIMOHHBIMH MIPOIEAYPAMH, COACPKAIIMMH TPEOOBAHUS, B TOM
yHclie K COCTaBY U KBaTU(UKALMU YJICHOB, CBECHUS 00 yupeauTene, MopsA0K OpraHu3aiui NpoBEeACHUS
3acelaHuil, paCCMOTPEHUS JOKYMEHTOB U MPUHATHUS 110 HUM PEIICHUM.

13. He3zaBUCHMBII 3TUYECKUHA KOMHUTET PAacCMAaTPUBAET M NMPUHUMAET PEUICHHE HAa OCHOBAHUU
CJEeYIOIIUX JOKYMEHTOB:

a) MPOTOKOJIa KIIMHUYECKOTO UCCIIeI0BaHUS;

0) OpoILIIOPHI HCCTIET0BATENS,

B) HH()OPMAIMOHHOTO JINCTKA MAIMCHTA,;

T') CBeJIeHUI 00 ombITe pabOTHI UCCIIEIOBATENEH 10 COOTBETCTBYIOIIUM

CHEIHATLHOCTSIM U UX OIBITE PA0OTHI MO MPOBEACHUIO KIMHUYECKUX HCCIIEIOBAHUML;

) CBEACHUHM O MEIULUMHCKUX OpraHu3alusix, B KOTOPBIX MpPEANoJaraercsi MNpOBEJICHUE
KJIMHUYECKOI0 HCCeoBaHus (MOJIHOE M COKpAllleHHOE HAaMMEHOBaHUS, OpraHU3allMOHHO-IPAaBOBAs
dopma, MecTO HaXOXICHHS U MECTO OCYLIECTBICHHS IeSTelNbHOCTH, TelaedoH, Tenedakc, aapec
AJICKTPOHHOM MOYTHI KKI0H MEAUIIMHCKON OpraHU3aIlNH ),

€) CBEJICHUH O MPEIoaraeMbIX CpOKax MPOBECHUSI KIMHUYECKOTO UCCIIEIOBAHUS;

) KOIIUM JIOTOBOpa 00s3aTENbHOTO CTPAaxXxOBaHMsI, 3aKJIIOUYEHHOTO B COOTBETCTBUU C THUIOBBIMU
npaBWIaMu  00S3aTEILHOTO CTPAaxOBaHWS, C YKa3aHHEM TMPEACIbHON YHCICHHOCTH MAIlUeHTOB,
YYaCTBYIOIIUX B KIIMHUYECKOM HccienoBanun™(7);

3) nH(pOPMAIIMU O COCTABE JIEKAPCTBEHHOTO TIperapara.



Jis  paccMOTpeHMsI HE3aBHCHMBIM  3THYECKMM KOMHUTETOM  3asBUTENIEM MOTYT  OBITh
IPEIOCTABIEHbl JApPYyTrUe JOKyMEHTBl M MaTepuanbl KIMHUYECKOTO HCCJIEIOBaHUS, B TOM YHCIE
MaTepHalbl, CoJepkKallie ONUCaHNe ACHCTBUI, HaPaBICHHbIX HAa MPUBJICUCHHUE MAILEHTOB, 3/10POBBIX
JOOpOBOJIBLIEB K YYAaCTHUIO B KIMHUYECKOM MCCJIEI0BAHUU; MHUCBbMEHHBIE MaTepHallbl, KOTOpble OyIyT
HpPEeOCTaBIIEHbl YYACTHUKAM KJIMHUYECKOTO MCCIIEOBaHUs; MH(OpMAIHs O BbIIUIATAX M KOMIEHCALUAX
YYaCTHUKAM KIMHHYECKOTO HMCCIICJOBAHM, TEKyllas Bepcus Hay4dHOH Ouorpadum mccienoBatens H
(unM) Apyrue MaTepualbl, HOATBEPKIAIOIINE €r0 KBATU(PHUKALHIO.

14. ITo pe3ynbrataM pacCMOTPEHMsI JTOKYMEHTOB, YKa3aHHbIX B IyHKTe 13 Hactosummx IIpaBui,
HE3aBUCHMBIHM STHUECKUI KOMUTET NPUHUMAET OJJTHO U3 CIEAYIOIINX PEeIICHHI:

a) BBIJIAeT 3aKJII0OYeHHE 00 0JJ0OPEHUH MTPOBEACHNUS KIIMHUYECKOTO HCCIIeIOBAHNUS;

0) BbIIAET 3aKII0YEHHUE O HEBO3MOXKHOCTU OJJOOPEHUS KIMHUYECKOTO UCCIIEJOBAHUS;

B) PEKOMEHJYET BHECTH M3MEHEHMs B MPEICTABICHHBIE JOKYMEHTHI JUISl LieJiel Mocienyrouei
BBIJIa4H 3aKJIFOUYEHUS 00 0100peHUN POBEICHHSI KIMHIUYECKOTO UCCIIEI0BaHMS;

I') OTMEHSET WM NPUOCTAHABIMBAECT PAHEE BBIJAHHOE 3aKIIOYEHHE 00 0JOOpPEHMM NPOBEACHMS
KJIMHUYECKOT 0 HCCIIeI0BAHNUS.

15. He3aBuCUMBIN STUYECKUI KOMUTET:

a) OCYLIECTBISIET KOHTPOJIb 32 COOJIIOIEHUEM 3TUYECKUX HOPM IPH MPOBEICHUM KIMHUYECKOTO
UCCJIEIOBAHMSI U ITPaB YYAaCTHUKOB KIIMHUYECKOTO UCCIIEI0BAHUS;

0) Ha OCHOBaHMM Hay4yHOHl Ouorpadum wucciemoBaTenss U HMHOH JOKYMEHTAllMM OLICHUBAET
COOTBETCTBUE KBATU(PUKALIMU HCCIEA0BATENS INIAHUPYEMOMY KIMHUYECKOMY UCCIIEI0BAHUIO;

B) B IIpoOIlecCE€ HCCIIEAOBAaHMUS MEPUOJUUECKH DPACCMATPUBAET JTOKYMEHTALMIO U OIICHHUBAET
MIPOBOJIMMOE KIIMHUYECKOE UCCIIeIOBaHKE (HE PEXE OHOTO pasa B TON);

I') MOXKET NMOTpeboBaTh OT OPraHU3aToOpa KIMHUUYECKOTO MCCIIEI0BAHUS NPEIOCTaBUTh YUYACTHUKY
KJIMHUYECKOTO HCCIIeIOBaHUS JOTIOJHHUTEIbHbIE CBEJCHHUS 00 HMCCIENOBaHWM, TOMHUMO HH(OpMAIUH,
cojepxaieiics B MHPOPMALMOHHOM JIUCTKE MAIMEeHTa, €CIU MO MHEHHUIO0 HE3aBUCHUMOIO 3THYECKOTO
KOMHTETA, 3TO MO3BOJHUT TMOBBICUTH CTENCHb 3aIIUTHI MPaB U 0E30MaCHOCTH YYaCTHHKA KIMHHYECKOTO
UCCIIEI0BaHMS;

J1) OLICHMBAET pa3Mep U TNOPAJOK OCYIIECTBICHHUS BBIIUIAT YYaCTHUKAM KJIMHUYECKOTO
UCCJICIOBaHMS C IIEIbI0 BBISIBIEHUS] HEOOOCHOBAHHOW 3aMHTEPECOBAHHOCTU YYAaCTHUKOB KIMHUYECKOTO
UCCIICIOBAaHHU WJIM TPUHYXKIEHUS WX K YYacTHIO B KIMHUYECKOM wuccienoBanuu. Mubopmarms,
KacaroIascs BBIIUIAT YYaCTHUKAM KIMHUYECKOTO MCCIIEJOBAaHUS, BKIIIOYAsi METOJbl, CYMMBbI U rpaduk
BBIIIJIAT, OTPAXKAeTCs B MH(POPMAITMOHHOM JINCTKE TAallUEHTA.

€) MOXET NMpPHBJIEKATh I MPUHATUS PELICHUH JIUL, 00JaJaloniX CHeHaaIbHbIMU 3HAaHUSMHU B
COOTBETCTBYIOIINX O0JIACTSAX, KOTOPbIE HE YyUYAaCTBYIOT B IPEHUSAX U FOJIOCOBAHUMY;

) COTJIACOBBIBAET MONPABKU B MPOTOKOJ KIMHUYECKOTO UCCIIEOBAaHUS;

3) COBEpIIAeT WHBIE ICHCTBHS, HAPaBJICHHBIC HA UCTIOJTHEHUE CBOMX (DYHKIIUN M MTOJTHOMOYHH.

16. HezaBucHMBI STHUYECKHII KOMHUTET HE3aMEUIMTENIbHO B IMHCBMEHHOM BHJE COOOIIAeT
UCCJIEIOBATENI0, OpPraHU3aTOpy KIMHUYECKOTO UCCIEJOBAaHUSI O CBOMX PELICHUSX, KacaroIIUXCs
KJIMHUYECKOT0 MCCIeI0BaHNS U IPUUMHAX IPUHATHS PELICHUH.

17. Ecau mpoToKoJl HpeaycMaTpUBAET HEBO3MOXKHOCTH TOJYYEHHs] COTJIacHsi Ha y4dacTHE B
UCCJICIOBAaHUM y TAllMEHTa WM €ro 3aKOHHOIO MpEACTaBUTENS J0 MOMEHTAa BKJIIOUEHHs MallUeHTa B
UCCJIEIOBAaHKE, B TOM YMCJIE TIPU HEOTJIOKHBIX COCTOSHUSAX HE3aBUCUMBIM 3TUYECKHI KOMHUTET JOJIKEH
yOeauTbcsi, B TOM YTO MPEJCTAaBICHHBIM NMPOTOKOA M (MIM) Jpyras JOKYMEHTalUsl COOTBETCTBYIOT
TUYECKHM HOpMaM, a TaK)K€ MHBIM 00s13aTeIbHBIM TPEOOBAHUSAM ISl TAKUX UCCIICIOBAHUM.

18. He3aBuCHMBII 3THUYECKHII KOMHTET 00€CHeunBaeT XpaHEHHE JIOKYMEHTOB, CBS3aHHBIX C
IIPOBEJICHUEM KJIMHUYECKOTO HCCIIEIOBAHMS, KaK IPaBWJIO, B TEUEHHE TpeX JIET IOCJe 3aBEpLICHUs
KJIMHUYECKOTO HCCIIEZIOBAaHUS U NPEACTABICHUE TaKUX JOKYMEHTOB TPETBUM JIMLAM C COOJIIOJICHHEM
TpeOoBaHUil 3akoHoAarenbcTBa Poccuiickoil @enepanuu O NMEPCOHANBHBIX JaHHBIX, KOMMEPYECKOM,
rOCy/IapCTBEHHOW U MHOW OXpaHsAEeMOM 3aKOHOM TalHe.



II1. Opranm3anus, OCYIeCTBJASIONIAN MPOBeIeHNEe KINHNYECKOr0 MCCAeI0BAHNUS

19. Opranuzanuio MpPOBEIEHUS KIMHUYECKUX HUCCIETOBAHMMA i1 MEIULUHCKOTO MPUMEHEHHS
BIIPaBE OCYIIECTBIATH (Jajiee - OPraHNu3aTop KIMHHYECKOTO UCCIIETOBAHHMSA):

a) pa3paboTUUK JIEKapCTBEHHOTO MperapaTa Uik YIIOJIHOMOYEHHOE UM JIUILIO;

0) oOpasoBaTelibHbIE OpraHU3allud BBICHIETO OOpa30BaHUs, OPraHU3AIMH JOTOJHUTEIHLHOTO
npoeccuoHaIbHOT0 00pa3oBaHus;

B) Hay4HO-UCCIIEIOBATEIbCKUE OpraHu3anuu™(8).

20. KnuHuueckue wHCCIeIOBAaHUS JIEKApPCTBEHHBIX IMPEMapaToB MPOBOJATCA IO MPOTOKOINY,
pa3paboTaHHOMY OPraHH3aTOPOM KIMHUYECKOTO MCCIICJOBAHMS M MPUBJICUCHHBIM UM IOPUINYECKUM
aunioM. OpraHu3atopoM KIMHUYECKOTO HCCIETOBAHHUS MOTYT BHOCHTBCS HM3MEHEHHUS B MPOTOKOI B
¢opme momnpaBoK, O(GOPMICHHBIX B IMHUCBMEHHOM BHJE IOCPEICTBOM OINUCAHHUS W3MEHEHHH WU
O(QUIMATBHBIX Pa3bSICHEHUN MTPOTOKOIA.

21. Jlna monmy4yeHHs pa3pelIeHus] Ha MPOBEJICHNE KIMHUYECKOTO MCCIIEIOBaHUS JEKAapCTBEHHOTO
mpernapaTa OpraHU3aTop KIMHMYECKOTO HCCIEAOBAaHUS MpPENOCTaBlsieT B MUHUCTEPCTBO JOKYMEHTHI,
peyCMOTPEHHbIE B 4acTH 2 cratbu 39 @enepanbHoro 3akoHa “O0 oOpamieHUM JIEKapCTBEHHBIX
CpeaCTB”.

22. Opranu3aTop KIMHUYECKOTO UCCIEA0BAHNUS:

a) 10 Hayaya KIMHUYECKOro UCCIeI0OBaHus Mody4aeT pa3penienne MuHICTepCTBa Ha IPOBEICHUE
KJIMHUYECKOTO MCCIIeIOBAHMUS;

0) ycTaHaBIMBaeT W paclpenenseT MpaBa, OOA3aHHOCTH M OTBETCTBEHHOCTh BCEX JIHII,
YYaCTBYIOUINX B KIIMHUYECKOM HCCIIEIOBAaHUM;

B) YTBepXkJaeT IOKYMEHTHI IO TOPSAKY MPOBEACHUS KIMHUYECKOro HCCcielnoBaHus, coopy,
pEeruCTpali ¥ TPEACTaBICHUS JTAaHHBIX B COOTBETCTBUHU C IMPOTOKOJIOM W HacTtosmmmu [IpaBumamu
(manee - cTaHJapTHBIE ONEPAIMOHHBIC TPOIEAYPHl OPraHU3aTOPA);

') IepecMaTprUBaeT OPOLIIOPY HE pPeKe OJHOTO paza B TOA M, MPU HEOOXOAWMOCTH, JAOTOITHSIET
HOBBIMU  JAaHHBIMH, TPEAOCTABISIET  AKTyalIbHYI0  PENAKIHUI0  OpOUIIOPBl  HCCIIEOBATENIO
(couccieoBarteo), He3aBUCUMOMY 3THUYECKOMY KOMHTETY;

J) TIpU TPOBEJCHUM KIMHUYECKOTO HCCIEAOBAHUS OCYIIECTBISET BHEIPEHHUE M MOJJEp>KaHUE
cucteM oOecmeueHHss M KOHTPOJS KadecTBa B COOTBETCTBHHM CO CTaHIAPTHBIMU OIEPAIIMOHHBIMU
IpoIeaypaMH OpraHU3aTopa;

€) olecre4ynBaeT cOrjiacue BCEX TNPHUBJICYCHHBIX K YYacTHIO B KIMHMYECKOM HCCIIEOBAHUHU
CTOPOH Ha MPEIOCTaBIEHUE MPSMOTO JOCTYNa BO BCE YYACTBYIOIIUE B KIMHHUYECKOM HCCIIEIOBAHUU
MEMIIMHCKUE OPTaHU3alliy KO BCEM MIEPBUYHBIM JIAHHBIM (MJIH) TOKYMEHTaM U OTYETaM, IMOJTYICHHBIM U
COCTaBJICHHBIM MpU TMPOBEACHUU KIMHUYECKOTO HCCIENOBAaHUS, B IIENIIX MOHUTOPHHIAa M ayJauTa
Ka4yecTBa MPOBEJICHHSI KITMHMYECKOTO UCCIIETOBAHMS;

’K) Ha3HayaeT JHI], OONaJaloIIUX HEOOXOJWMBIMH 3HAHMSIMH U KBalu(UKalUeH, KOTOpbIE
OKa3bIBAIOT KOHCYJITATHBHYIO TIOMOIIb MCCIEIOBATEISIMUA IO BOIIPOCAM MEIUIIMHCKOTO XapaKTepa MpH
MPOBEJICHUH KIMHUYECKOTO UCCIIEI0BaHNUS;

3) HCIONB3yeT, MPHUCBOCHHBIM HCCIENOBATENEM KaXKJOMY YYacTHHUKY  KIMHHYECKOTO
WCCJICI0BaHMS UACHTU(PUKAIIMOHHBIN KO (YHHKAIBHBIM HOMEP, COCTOSIINN 13 UG U (M) OYKBEHHBIX
0003HAYCHMIA, HCHOJB3YyEeMbIi BMeCTO (aMWIMK, HMEHH, OT4YeCTBa (NMPH HAJIWUYMK) Yy4YaCTHHKA
KJIMHUYECKOTO HCCIIEIOBaHUS B OTYETaX O HEXKEJIaTelIbHBIX SIBICHUAX, HEXKENATEIbHBIX pPEaKIUix U
JIpYyTUX JaHHBIX Ui oOecredyeHus KOHQUACHIIMATBFHOCTH €ro JHMYHBIX JaHHBIX W TIO3BOJISIOLIHIA
UACHTU()UIIUPOBATH BCE JaHHBIE TIO KAXKJOMY YYaCTHHKY);

1) obecreunBaeT BEICHUE MHIUBUAYAIBHOW PETUCTPAIIMOHHON KapThl B OTHOIICHHWH Ka)JIOTO
y4acTHUKA KIMHUYECKOrO HCClenoBaHus (Ha OyMaXHOM HocuTelde WiIu B ¢GopMe 3IEKTPOHHOTO
JIOKYMEHTa), KyJla BHOCUTCSI BCSI MH(OpPMAIIHsI B COOTBETCTBUU C MPOTOKOJIOM (J1ajiee - MHIUBH Iy aIbHas
perucTpalnoHHas KapTa);

K) IPUHUMAET perieHre 00 00pa3oBaHNH HE3aBHCHMOTO KOMUTETA 110 MOHUTOPHHTY JTAHHBIX IS



OLICHKH TPOBOJUMOTO KIMHUYECKOTO HCCIIEIOBAaHUS, PACCMOTPEHMsI NaHHBIX IO Oe30MacHOCTH U
3 PEKTUBHOCTH HCCIEIYEMOro JIEKapCTBEHHOTO IIpernapara, B TOM 4YHCIE C LENIbI0 BBIPAOOTKU
pEeKOMEHIaluil 0 11e1eco00pa3HOCTH MPOOILKEHUS, MPEKPAIEHUS KIMHUYECKOTO0 HCCIEIOBAHUS WU
BHECEHHUSI B UI3MEHEHUH B IPOTOKOT;

J) obecrieunBaeT XpaHEHHE JOKYMEHTOB, OTHOCAUIMXCA K KIMHHUYECKOMY HCCIEAOBAHHUIO, MPHU
NpeKpalleHny KIMHUYEeCKOH pa3paboTKH MCCIEeIyeMOro JIEKapCTBEHHOTO TIpernapaTra IO OJHOMY,
HECKOJIbKMM HJIM BCEM MOKa3aHUsM, IMyTSAM BBEJIEHUS, JICKAPCTBEHHBIM (popMaMm, KaK MpaBHIIO, B TEUCHHE
JBYX JIET C MOMEHTa O(QHIIUATBHOTO MPEKPAIICHUs pa3paboTKH;

M) MpHU TMPEKpalleHuH KIMHUYECKON pa3paboTKU HCCIIEeIyeMOTo JIeKapCTBEHHOrO IMperapaTa
coobmaer 00 3TOM BCeM YYaCTBYIOIIUM B KJIMHUYECKOM HCCICIOBAHUU HCCIENOBATENSIM |
MEAMIIMHCKUM OPTraHu3alksiM, B KOTOPBIX OCYIIECTBISETCS MPOBEICHNE TAKOTO UCCIIEI0BAHUS;

H) coo0IIaer o mepefade MpaB Ha JaHHbIE 00 HCCIENyEeMOM JIEKapCTBEHHOM IIpernapaTe B
MuHUCTEPCTBO;

0) OCYIIECTBISIET BBIOOpP HCCIENOBATENIed W MEIUIMHCKUX OpTaHM3alui Ui TpPOBEICHUS
KJIMHUYECKOT0 MCCIEA0BaHNUs, PU MPOBEIEHUU MHOTOIEHTPOBOTO KIMHUYECKOTO HCCIEAOBAHUS MOXKET
OBITb OpPraHW30BaH KOOPJMHAIMOHHBIA KOMHUTET U (WJM) BbIOpaH KOOPAMHATOP U3 4YHUCIA
ucclieaoBareneii;

) Ha BCEX JTanax KIMHUYECKOTO MCCIIeOBaHUs (OT pa3pabOTKH MPOTOKOJA, WHAWBUIYATBHOM
PETUCTPAIIMOHHON KapThl, TUIAHA CTATUCTHUECKOrO aHaiau3a, JUid OOIIeTr0 PYKOBOJACTBA KIMHUYECKUM
UCCIIeIOBaHHEM, pa0OThI C JAHHBIMHU, BEpU(DUKALIMU TaHHBIX - JI0 TPOBEACHUS CTATUCTHYECKOTO aHAIIN3a
MOJyYEHHBIX JAHHBIX W TMOATOTOBKH TMPOMEXKYTOYHOTO U (PUHATBHOTO OTYETOB O KIMHUYECKOM
UCCIIEIOBAaHHUN ) TIPUBJICKACT JIUI], 00JIaIal0NIMX COOTBETCTBYIONICH KBaIH(pHUKAIIUEH;

p) oOecredyrBaeT KOHTPOJb 3a KAYeCTBOM U IMOJIHOTOW MOJYYEHHBIX B XOJI€¢ KIMHUYECKOTO
UCCIIEIOBaHMS JJAHHBIX.

23. Ilpum wuCMONB30BaHMM DIIEKTPOHHBIX CHUCTEM [Uis pPaOOThl C JAHHBIMH KIMHUYECKOTO
UCCIIEIOBaHMS U (MJTH) AJIEKTPOHHBIX CHCTEM YAAJCHHOTO MOCTYIa K yKa3aHHBIM JaHHBIM OpPraHU3aTop
KJIMHUYECKHUX UCCIICIOBAHMIA:

a) o0ecreunBaeT U JOKYMEHTAILHO O(OPMIIIET COOTBETCTBUE CHUCTEM JJICKTPOHHOW 00pabOTKH
JAHHBIX TPEOOBAHUSAM K MOJTHOTE, TOYHOCTH U HAJEKHOCTH JTAHHBIX, a TAK)KE CTAOMIBHOCTD TIOCTHKEHUS
TpebyeMoro pesyibTaTa (J1ajee - BaIuJalus JaHHbIX);

0) yTBep»KaaeT CTaHAapTHBIE ONEepPaIlHOHHBIE MTPOLIEAYPhI UCIIOIB30BaHUS AIIEKTPOHHBIX CUCTEM;

B) o0ecreynBaeT pabOTy OJIEKTPOHHBIX CHCTEM TaKHUM o00pa3oM, YTOObI TpU H3MEHEHUHU
BBEJICHHBIX JAHHBIX BHOCHMbIE M3MEHEHHs ObUIM 33I0KyMEHTHPOBAHbI U paHee BBEJCHHbBIC JaHHbIC HE
OBLITU y/1aJICHBI,

r) oOecreynBaeT CUCTEMY 3alIUTHl JTaHHBIX KIMHMYECKOTO HMCCIEAO0BaHUs, MPEAOTBPAIIAIOINLYI0
HECAaHKIIMOHUPOBAHHBIA JIOCTYN K JaHHBIM, B TOM 4YHCIE TOCPEICTBOM YTBEP)KICHHS CIHCKA JIHII,
UMEIOIINX JIOCTYN K JaHHBIM KJIMHHYECKOTO HCCIIEJJOBAaHMS C MPAaBOM BHECEHMs] B HHX WM3MEHEHUH U
PE3EPBHOTO KOMUPOBAHUS JAHHBIX;

1) o0ecrieynBaeT COXPAaHHOCTh MACKUPOBKH KIIMHUYECKOTO MCCIIEIOBAHUS, TPOBOAUMOIO CIETIHIM
METO/IOM, TIPH BBOJIE U 00pabOTKE TaHHBIX B DJIEKTPOHHOH CHCTEME.

24. OpranuzaTop KIMHUYECKOTO MCCIEA0BaHUs MPEIOCTaBISET UCCIEAOBATENI0 U METUIITHCKOM
OpraHu3aIH MPOTOKOJ KIMHUYECKOTO UCCIEIOBAaHHUS U OPOIIIOPY B TEKYIIEH PEeJaKI|y 10 TTOAMUCAHHS
C MEIMIIMHCKON OpraHu3alye Joropopa Ha MpoBeIeHue KITMHUYECKOTO UCCIEOBAHNS U JaeT BpeMs s
03HAKOMJICHUS C MTPEIOCTaBICHHON HH(POPMALIUEH.

25. Opranuzatop KIMHUYECKOTO HCCIEIOBaHUS JODKEH TMOJIY4YUTh NHUCHbMEHHOE COTrjlacue
UCCIIeIOBATeNs] M YHOJHOMOYEHHOTO JIUIlA MEIWIIMHCKOW OpraHM3allii, IMOCPEACTBOM ITOANMCAHHS
MIPOTOKOJIA WK APYTOTo TOKyMEHTa Ha:

a) TPOBEJCHUE KIMHUYECKOTO WCCIICOBAHUS B COOTBETCTBUU C MPOTOKOJIOM, HACTOSIIIUMH
[IpaBunaMmu u TpeboBaHMAMU 3aKoHoAaTenbcTBa Poccuiickoit ®enepaunu B chepe obOpamieHus
JIEKapCTBEHHBIX CPECTB;



06) colOmoeHre Mpolenypbl pPETUCTpalMd W TPEACTABICHUS JAaHHBIX  KJIMHUYECKOTO
UCCJIEIOBAHMS;

B) NIPOBEJICHUE MOHUTOPUHIA U ayANTa;

I') XpaHEHHE JOKYMEHTOB, CBSI3aHHBIX C MPOBEACHUEM KIMHUYECKOTO UCCIIEI0BaHMs, 10 TEX IOp,
IIOKa OpraHu3aTop KIMHUYECKOTO HCCIEA0BaHUs HE COOOIMMT HCCIIEOBATEeNI0 U  MEIUIMHCKOM
OpraHu3aIiK, YTO JTAHHBIE JOKYMEHTHI MOTYT OBITh YHUYTOKEHBI.

26. OpraHu3arop KJIMHHUYECKOTo HCCIEeIOBaHMsA 00s3aH B KauyecTBE CTpaxoBaTessl CTpaxoBaTb
PUCK TPUYMHEHHS Bpeda >KU3HHU, 30POBBIO MAIMEHTa B pe3yJbTaTe MPOBEIACHUS KIMHUYECKOTO
UCCIIC/IOBaHMs JIEKapCTBEHHOI'O IMpernapara s MEAMLUHCKOrO INMPUMEHEHHUs 3a CBOW CYeT IyTeM
3aKJIFOUYEHHUS] JI0TOBOpa 0053aTeabHOro CTpaxoBaHUA™(9). YcioBus 10roBopa CTpaxOBaHUA, pa3sMep U
HOPSIIOK CTPaxOBOM BBIILIATHI yCTAHABJINBAIOTCS B COOTBETCTBUHU C MOCTaHOBIIEHHEM Ne 714,

27. Ilpy Hamuyuu B MEAUIIMHCKOW OpraHu3alMi, B KOTOPOW IUIAHUPYETCA IMPOBEACHHUE
KJIMHUYECKOTO HCCIEeIOBaHUs, HE3aBHCHUMOIO STHYECKOrO0 KOMMTETa, OPraHMU3aTop KIMHUYECKOTO
UCCIIEIOBaHMS JIOJDKCH TOJYYUTh MOITBEPKACHUE TOTO, YTO JAHHBIM HE3aBUCHMBIM 3TUYECKHIA KOMUTET
OpraHu30BaH M JEUCTBYET B COOTBETCTBUM C HacTosAmMMU [IpaBunamu U coriacue 3TOro He3aBUCUMOIO
ATUYECKOI0 KOMUTETA Ha IPOBEACHUE KIIMHUYECKOTO NCCIIEI0BAHUS.

B ciydae eciu corsiacue HE3aBHCHMOIO 3THUECKOTO KOMHUTETa Ha MPOBEJCHHE KIMHHUUYECKOTO
UCCIICIOBAaHMS BBIPAXKAETCS MOCPEACTBOM BHECEHHS M3MEHEHHI B JIOKYMEHTHI U JTaHHBIE KIMHUYECKOTO
UCCIIEIOBaHMs, MEIMIIMHCKAsT OpraHu3alus MPeAOCTaBIAET OPraHU3aTOPy KIMHUYECKOTO UCCIIET0BaHMS
KOTIMH BCEX U3MEHEHHBIX JIOKYMEHTOB U JIaHHBIX.

B cinyuae n3MeHeHMs pelieHnss He3aBUCUMOTO 3TUYECKOI0 KOMUTETa OTHOCUTENBHO MPOBEICHHS
KJIMHUYECKOIO HCCIIEIOBaHUs, B TOM YHCJIE IOCPEJICTBOM OT3bIBA paHEE JAHHOIO COIJIACHA,
MEIMIUHCKass OpraHM3alus HE3aMeUINTEeNIbHO YyBEIOMJSieT 00 3TOM OpraHuM3aropa KIMHUYECKOTO
UCCJIEIOBAHMS.

28. OpranHuzaTop KIMHHYECKOIO HCCIEI0BaHMS [OJDKEH HUMETh JaHHbIE MO OEe30MacHOCTH U
3 PEKTUBHOCTH HCCIEAYEMOTO JIEKApCTBEHHOTO Ipernapara, OOOCHOBBIBAIOIINE €ro INpHMEHEHHe, a
TakXke OOHOBJIATH OpOIIIOPY MO Mepe MOJIy4YEeHHUs B paMKaxX MPOBEACHMS KIMHUYECKOTO HCCIIEI0BaHMS
HOBBIX JAHHBIX, BIUSIOMHKX Ha J(PQPEKTHBHOCTh W OE30MAaCHOCTh HCCIIEAYEMOTrO JIEKApPCTBEHHOTO
npemnapara.

29. OpranuzaTop KJIMHUYECKOTO MCCIIEA0BaHUS 00ECIIEUMBAECT MCIOIb30BaHUE MPU MPOBEIECHUU
KJIMHUYECKOTO MCCIEIOBAHUS MCCIEIyeMbIX JIEKapCTBEHHBIX MpenapaToB (BKJIIOYas, Ipenaparsl
CpaBHEHMs ¥ Tulaneb0) TPOM3BEACHHBIX B COOTBETCTBUM C TPEOOBAHUSAMHU  HaJJIeXKaIIeH
IPOM3BOJICTBEHHON MpPaKTHKH, HMEIOIIUX COOTBETCTBYIOIIME IIOKA3aTeldM KayecTBa U KOTOpPbIE B
COOTBETCTBYIOIIMX CIIydasx 3aKOJAUPOBaHbI U MAPKUPOBAaHbI B LENIAX 00ECIIEUEHNS MAaCKUPOBKH.

Ha mnepBuuHyl0 yNakoBKy (eciu Juis 3TOTO CYLIECTBYeT TEXHHYECKas BO3MOXHOCTb) H
BTOPHUYHYIO (TIOTPEOMTENbCKYIO) VYIAKOBKY JIEKAPCTBEHHBIX MPENapaToB, TNPEAHA3HAYCHHBIX IS
KIIMHUYECKHUX UCCIICAOBAHUH, TOJDKHA HAHOCUTBCS HAIMUCh: /{715 kimuHn4yeckux uccienaoanmii”’*(10).

30. [l KIMHUYECKHUX HCCIIEIOBaHUM, NMPOBOJUMBIX CIIETIBIM METOJOM, CUCTEMa KOJWPOBAHMS
UCCIIElyeMOro JICKapCTBEHHOI'O Ipernapara JOJDKHAa BKJIIOYaTh B ce0s MEXaHM3M, MO3BOJISIONIUI B
OKCTPEHHBIX CIy4yasX, ObICTPO HACHTU(UIMPOBATH NAHHBIN JIEKAPCTBEHHBIM Mperapar, IpU 3TOM He
JIOITy CKAIOIUI BO3MOKHOCTH HE3aMETHO PACKPBITh KOJI.

31. Eciu nekapcTBeHHass opma HCCIIEIyeMOro JIEKapCTBEHHOro IpernapaTa WIM Ipernapara
CpaBHEHHMs ObUIa HM3MEHEHa B XOJ€ KIMHUYECKOIO MCCIIEJOBAaHUSA, TO A0 MWCHOJIb30BaHHUSA HOBOM
JEKapCTBEHHON (OpMBI B KIMHUYECKOM HCCIICJOBAHUHM JOJDKHBI OBITH IOJyY€HBI Pe3yJbTaThl
COOTBETCTBYIOIIUX [JOMOJIHUTEIbHBIX MCCIEJOBAaHUN JaHHOW JIeKapCTBEHHON (opMbl mpemnapara,
HEOOXOIMMBIE /ISl OICHKH CTETNICHW BJIMSHUS JaHHBIX M3MEHEHUH Ha (papMaKOKHHETHUKY HCCIIETYyEeMOTo
JIEKapCTBEHHOTO IpemnapaTa, ero 0Oe3omacHocTh M 3(PQeKTHBHOCTb. B TakoMm cilyyae opraHuzaTop
KJIMHUYECKOTO MCCIIeI0OBaHNs 00eCTIeYMBAeT BHECCHNE H3MEHEHUH B IPOTOKO.

32. OpraHu3arop KIMHHYECKOTO MCCIEIOBAHUS OOECleYMBAET MOCTYIUIEHHE B MEAMLUHCKYIO
OpraHM3alfio, B KOTOPOHl NPOBOAWUTCS KIMHUYECKOE MCCIEA0BAHUE, UCCIETYEMOIO JIEKapCTBEHHOI'O



npernapara.

Opranuzartop KIMHMYECKOTO HCCIEI0BAaHUS JIOJDKEH HMETh MCCIEAYEMbI JIeKapCTBEHHBIM
npenapar B KOJMYECTBE, HEOOXOAMMOM JUIsl TPOBEJNCHHUS KIMHUYECKOTO HCCIEOBAaHUS MU
MIOJTBEPIKJICHUS €T0 COOTBETCTBHSI TPEOOBaHUAM (papMaKoIeHHBIX cTaTel MO0 B CIy4ae WX OTCYTCTBHS
HOPMAaTUBHOM JOKYMEHTAallUd WJIM HOPMAaTHBHOIO JOKYMEHTa, a TaKXe BECTH Yy4YeT AaHAIU30B U
XapaKTepUCTUK 00pa310B JIEKapCTBEHHOI'O MIpenapaTa U3 MapTHH (CEpHH).

[ToctymuieHne ucciaenyemMoro JEKapCTBEHHOTO IpernapaTa B MEAMIMHCKHE OpPraHM3allMM, €ro
BO3BpaT, YHHUYTOXEHHE MCCIEJYEMOIo JIEKapCTBEHHOIO Ipemapara MoApoOHO W B CpPOK
JOKYMEHTHUPYETCSI OPTraHU3aTOPOM KIMHUYECKOTO UCCIICJOBAHMS.

Opranuzarop KIMHUYECKOI'O HCCIIEIOBAHUS OCYIIECTBISIET MOCTOSHHYIO OLIEHKY O€30MacHOCTH
HCCJIEyEMOT'0 JIEKAPCTBEHHOIO IpernapaTa U yBEAOMIISIET BCEX 3aHATBIX B KIIMHUYECKOM HCCIIEIOBAaHUU
uccleIoBaTeNei 1 MEIUIMHCKUE OPTaHNU3alMU O MOJTYYEHHBIX JAHHBIX, KOTOPhIE MOT'YT HEOJArONpUITHO
OTpa3uThcsd Ha O€30HaCHOCTH YYACTHUKOB KIMHMYECKOTO HCCIeOBaHUA M (WJIM) NOBIUATH Ha
IPOBEJCHUE KIMHUYECKOTO UCCIIET0BaHNUS.

33. OpranuzaTop KIMHUYECKOI0 MCCIEI0BaHMs COOOIIAET BCEM YYAaCTBYIOIIUM B KIMHUYECKOM
UCCJIEIOBAaHUM HUCCIIEOBATENAM, MEIUIIMHCKUM opranu3auusaMm u denepanbHoi cily:x0e Mo HaJI30py B
cdepe 3apaBOOXpaHeHUss 000 BCEX CEPhE3HBIX U HEMPEABHJICHHBIX HEXEIaTelIbHbIX PEAKLUAX, a TaKXKe
npezcrasisier B Oeaepanbhyo ciayxk0y 1Mo Haa30py B chepe 3apaBOOXpaHEHHS NEPUOTUIECKUE OTIETHI
1o 6€30I1aCHOCTH UCCIIEAYEMOro Mpenapara B ycTaHOBJIEHHOM nopsiake™(11).

34. OpraHuszaTop KIMHMUYECKOIO HCCIIEJOBAHMS OCYIIECTBISET MOHUTOPUHI KIMHHUYECKOTO
MCCJIEIOBAHMSI, BKIIOYAOIINNA EATEIBHOCTh IO KOHTPOJIIO 32 XOAOM KJIMHHUYECKOTO UCCIICJOBAHMS, 110
00€ecreyeHNnI0 €ro NpOBEACHMs, COOpPY AAHHBIX U MPEACTABICHUIO PE3YyJbTaTOB B COOTBETCTBHM C
IIPOTOKOJIOM,  CTAHJAPTHBIMH  ONEPALlMOHHBIMU  Ipouenypamu, Hacroamumu IIpaBumamum  un
TpeGoBaHUIMH 3aKoHOMaTeNbCTBa Poccuiickoit denepannn 06 oOpalieHnn JeKapCTBEHHBIX CPECTB.

Jliga  mpoBeneHMS MOHUTOPUHIA OPraHM3aTOp KIMHUYECKOTO HCCIIENOBaHUS Ha3HAdaeT
¢usudeckoe nuIO, obNagaroiee HAYYHBIMH M (WIM) CHEIHMAIbHBIMH 3HAHUSAMHU, HEOOXOTUMBIMH JIJIS
IIPOBEJCHUS MOHUTOPUHIA KIIMHUYECKOTO UCCIIEIOBAHUS.

Jluo, Ha3HauEHHOE OPraHM3aTOPOM  KJIMHMYECKOTO MCCIEAOBAaHUS Il NPOBEJIEHUS
MOHUTOPHMHIa, 005f3aHO COOJIOJAaTh CTAHJAPTHBIE ONEpalMOHHbIE IPOLEAYpbl  OpraHu3aTopa
KJIIMHUYECKOIO UCCIIEIOBaHMUS.

35. Ilenpr0o MOHUTOPHHTA KIMHUYECKOTO CCIEA0BAHUS SBIISETCS YCTAHOBIIEHUE TOTO, YTO:

a) rpasa 1 0Jaronojayyue y4aCTHUKOB KIIMHUYECKOTO UCCIIEI0BAaHUS 3alUILEHBI;

0) mosyyeHHbIe B XO/1€ KIMHUYECKOTO HCCIIEOBAHUS JaHHBIE SBISIOTCS TOUYHBIMHU, HMOJIHBIMHU U
MOATBEPKAAIOTCS IEPBUYHOM JOKYMEHTALUEH;

B) KJIIMHUYECKOE HCCIIeI0BaHUE MPOBOANTCS B COOTBETCTBUU C YTBEPXKAECHHON TeKyIlel Bepcuei
MPOTOKOJIAa U U3MEHEHUN K HeMmy, TpeOoBaHusiMu HacTosimux [IpaBun u 3akoHomarenscTBa Poccuiickoit
Deneparun 06 00palleHUH JIEKAPCTBEHHBIX CPEJICTB.

36. [Ins nocTtukeHUs Iefied MOHUTOPUHIA KIMHUYECKOTO HCCJIENOBAaHUS JIMLO, HAa3HAYEHHOE
OpPraHU3aTOPOM KIMHUYECKOIO UCCIIEIOBaHU U1 POBEACHNUS MOHUTOPHHTA!

a) oOecreynBaeT B3aUMOJCHCTBHE MEXAY OPraHM3aToOpoM KIMHUYECKOTO HCCIIEeI0BaHus,
MEAMIMHCKON OpraHU3aled U UCCIIEI0BATEIIEM;

0) mpoBepseT W KOHTPOJIHMPYET HaJIMYUe KBATU(UKAIMH HCCIEAOBATENsl M PECYpCOB
MEIUIUHCKON OpraHu3alMi HEOOXOIMMBIX Ul NPOBEIEHUS KIMHUYECKOTO HCCIIEAOBaHUs, BKIIOYAs
nabopaTopuu, 000py/I0BaHUE U TIEPCOHAIT;

B) B OTHOIIIEHUH HUCCIIEyEeMOT0 JIEKAPCTBEHHOTO ITpenapara MpoBepsieT:

CPOKM ¥ YCIOBHS XpaHEHHs, KOJIMYECTBO B 0OBEMe, HEOOXOIUMOM /ISl TPOBEICHHS
KJIIMHUYECKOIO UCCIIEJOBAHMSI;

MOJTyYEHHUE TOJBKO TEMH YYACTHUKAMHU KJIMHUYECKOIO UCCIIEI0BAaHUs, KOTOPHIM OH Ha3HAYEH, U B
J103aX, YCTaHOBJICHHBIX IIPOTOKOJIOM;

MHCTPYKLUHU [0 NPAaBUJIBHOMY NPUMEHEHMIO, XPAaHEHHUIO U IMOPSAJIKY BO3BpaTa IPEIOCTABIICHBI



YYaCTHUKAM KJIMHUYECKOTO HCCIIEeIOBAHNUS;

OCYIIECTBJIIEHHE HCCIIE0BAaTEeIeM KOHTPOIS U JOKYMEHTAIBHOrO O(OopMIICHHS MOIy4eHHs,
NPUMEHEHHUs, BO3BPATa, YHUYTOXKEHHUsS MCCIEITyeMOro JIEKApCTBEHHOIO IIpernapara B MEIUIMHCKOM
OpraHu3aINH;

I') MpoBepsieT COOMIOIEHUE MCCIIEeI0BATEIEM YTBEPXKJICHHOIO MPOTOKOJA M BCEX HM3MEHEHMH K
HEeMY, PaBWIbHOCTD, TIOJTHOTY, TOYHOCTb U CPOKU O(hOPMIICHHS UCCIIEOBATENIEM JIOKyMEHTOB U JAaHHBIX
KJIMHUYECKOT0 MCCIIeI0BaHUS;

J) TpoBepseT TOJy4YeHHE JJOOPOBOJBHOTO THUCBMEHHOTO COTJIACHA KaXKAOr0 Yy4YacTHUKA
KJIMHUYECKOT0 MCCIeI0BaHUs 10 Hayalla ero y4yacTHs B KJIMHUYECKOM HCCIeI0BaHNY;

€) obecreynBaeT HATMYKNE Y MCCIIE0BATENS TEKyIIeH pelakiiii OpOIIOpHl, HHBIX JTOKYMEHTOB H
MaTepHaIoB, HEOOXOIUMBIX JUI IPOBEACHUS KINHUYECKOTO UCCIIEJOBAHUS;

) oOecrieunBaeT JI0BEACHHE 10 UCClefoBaTeNell He0OX0AUMOM /11l IPOBEACHUS KIIMHUYECKOTO
ucciieIoBaHus HHpOpMalnu;

3) HpoBepsieT COOJIOAEHUE HCCIEN0BaTeIeM KpPUTEPHEB OTOOpAa YYaCTHHUKOB KIMHUYECKOTO
UCCIIEI0BaHMS;

M) TpOBEpsieT TMpPaBHIBHOCTb, TIOJHOTY M CPOKH PErHCTPAlldi JaHHBIX KJIMHUYECKOTO
UCCIIEIOBaHMs, a TAKXKe MOPAJOK BECHHUS JOKYMEHTOB KIIMHUYECKOTO UCCIIEIOBAHUS;

K) TPOBEPSET MPABHIBHOCTh M TMOJHOTY PETHUCTPAIlMA B WHAWBUAYAIBHOW PETHUCTPAIIMOHHOMN
KapTe JaHHbBIX, MPEIyCMOTPEHHBIX MPOTOKOJOM, JAHHBIX 00 M3MEHEHMAX J03bl U (WIN) TepamuH, O
BBISIBIICHHBIX HEXENIATeNbHBIX SBICHUSAX M HEKENATeNbHBIX PEaKIHAX, O MPOIMYIIEHHBIX YYaCTHUKOM
KJIMHUYECKOTO MCCIIEOBAHUS BHU3MTAX, O HEBBIMOJHEHHBIX aHalnu3ax M oOcienoBaHusx. Bce cimyuan
UCKJTIOUEHHS U BHIOBIBAHUS YYACTHUKOB KIIMHUYECKOTO HCCIIEIOBAHUS U3 KIMHUYECKOTO MCCIIETOBAHMS
HOJUIeKAT PETMCTPALMU U MTOSICHEHUIO B MHMBH Iy aJIbHON PErUCTPAllMOHHON KapTe;

J) cooOUIaeT MCCIENOBATENI0 O JOOBIX JOMYLIEHHBIX B WHAUBUAYAIbHOM PETUCTPALMOHHON
KapTe omuOKax, NpPOMyCcKax M Hepa300pYMBBIX 3alMUCSIX M MPOCIEXKHUBAET 3a TEM, YTOOBI
COOTBETCTBYIOIIUE HCIPABICHHS, OBUIM CHAETaHbl, JAaTHPOBAaHBI, OOBSICHEHBI (€CIU HEOOXOIUMO) H
HOJMCaHbl UCCIIEI0BATENEM;

M) coOOIIaeT HucciaenoBaTeNi0 00 OTKIOHEHUSAX OT MPOTOKOJA, CTAHJIAPTHBIX MHCbMEHHBIX
Ipoleyp opraHusaropa, TpeboBanuii Hactosmux [IpaBui, 3akoHomarenscTBa Poccuiickoit denepanuu
00 OoOpalIeHnu JIEKapCTBEHHBIX CPEJICTB M NPUHUMAET MEPHl M0 UX YCTPAHEHUIO U HEJOIYIICHHIO
HOBTOPEHMUS.

37. IlucbMeHHBIE OTYETHl O MOHHTOPWHTY KJIMHUYECKOTO HCCIIEOBAHUS MPEICTABISIOTCS
JMILIOM, Ha3HAY€HHBIM JUI MPOBEICHHS MOHUTOPHHIA OPraHMU3aTOpPy KIMHUYECKOIO MCCIEOBAaHUS B
HOPSIZIKE U CPOKH, YCTAaHOBJICHHBIE CTAHIAPTHBIMHU OIEPAMOHHBIMU TPOLIEypaMH OPTaHU3aTopa.

OTueT N0 MOHUTOPUHTY KIMHHYECKOTO MCCIEI0BaHMS OJKEH COIEp’KaTh, B TOM YHCIE CPOKH
NpOBEICHUS] MOHUTOPHHTA, HANMEHOBAHUE MEIUIIMHCKON OpraHM3alluy, Te MPOBOIMICS MOHUTOPHHT,
JaHHble 00 MCCIIeoBaTeNAX, YYAaCTHHKAX KIMHHYECKOrO HCCIeN0BaTeNsl, ¢ KOTOPBIMU OOIIAIOCh
(B3aMMO/ICHICTBOBAJIO) JIMIIO, HA3HAYEHHOE I TPOBEJICHHS MOHUTOPHHTA, OIMCAHUE MPOBEPKH,
CBE/ICHUS O BBIABICHHBIX HEJOCTATKAX, BBIBOJABI IO pe3yJbTaTaM MOHHUTOPUHIA W WHBIE CBEACHUS U
JTaHHBIE, KacaroIINecss MOHUTOPUHTA KIMHUYECKOTO UCCIIEIOBAHMUS.

38. Opranu3aTopoM KIMHUYECKOTO UCCIIEOBAHUS KIMHUYECKOTO UCCIIEI0BAHUS OCYILECTBIIACTCS
HEe3aBUCHMasi OT MOHHTOPWHIA OIEHKAa COOTBETCTBUS TMPOBOAMMOTO KIMHHYECKOTO MCCIIEIOBAHUS
IPOTOKOJIy, CTAaHAAPTHBIM OIEPAaLlMOHHBIM MpOLEAypaM oOpraHuszaropa, HacrosmuMm IIpaBunam wu
TpeOoBaHUSIM 3aKoHOAaTeNbcTBa Poccuiickoit @eneparuu 006 oOpalieHHH JIEKapCTBEHHBIX CpPEICTB
(asiee - ayJUT KIIMHUYECKOTO UCCIIEI0BaHUs).

Jns  mpoBeAeHWsT aynuTa  KIMHUYECKOTO — HCCIICAOBAaHUS  OpPraHU3aTOp  KIMHUYECKOTO
UCCIICIOBAaHUs HA3HA4yaeT JIML, HE3aBHCHMBIX OT BCeX CYOBEKTOB KIMHMYECKOTO HCCIIEAOBAHUS U
o0aaromux KBadu(pUKaIen, IoAr0TOBKOM, OMTBITOM ISl IPOBEICHHS ayInTa.

[Inan u o0beM ayauTa KIMHUYECKOIO HCCIENIOBaHMUSA pPa3pabaThIBAIOTCS M yTBEPXKIAIOTCS
OpPraHu3aTOPOM KJIMHHUYECKOTO WCCIICAOBAaHUS C YYETOM KOJIMYECTBA YYACTHUKOB KIMHHYECKOTO



WCCJIEIOBAHMS, THUIMA W CIOXHOCTH KJIMHUYECKOTO MCCIIEIOBAHUSA, CTENEHU pPHCKA JJI1 YYaCTHHKOB
KJIIMHUYECKOTO UCCIIEIOBAHUS U UHBIX 00CTOSATEIBCTB.

39. Ilpu oOHapyXeHHH B XOJA€ MOHUTOPWUHTA WM ayAuTa KIWHUYECKOTO MCCIEIOBAHUS
Cephe3HbIX U (WIM) TOBTOPSIOMIUXCSA CIy4aeB HECOOJIIOJICHUS HUCCIeA0BaTeNIeM, MEIUIIMHCKOMN
OpraHu3alfeil yCTaHOBJICHHBIX TPeOOBaHUN K MPOBEACHUIO KIMHHUYECKOTO HCCIIEIOBAHUS OpraHU3aTOp
KJIMHUYECKOTO MCCIIEIOBAHMS TIPEKpallaeT ydacTHe HCCIEeNOoBaTeNsl, MEIUIIMHCKON OpraHu3alliid B
KJIIMHUYECKOM HCCIEAOBAaHUU U BHOCUT U3MEHEHHUSI B IPOTOKOJL.

40. B cpok, He MpeBhIIAONUK MATH padounX AHEH CO JHS 3aBEPIICHUS, MPUOCTAHOBICHUS WIH
NpEeKpaleHusl KIMHUYECKOTO MCCIENOBaHUS JIEKAPCTBEHHOrO Ipemapara Juisi  MEIULMHCKOTO
MpUMEHEHUs, COOOIIeHne 00 3TOM HaNpaBJSIETCS OPraHU3aTOPOM KIMHHYECKOTO HCCIEAOBAHUS B
MwuHuCTEPCTBO.

41. Tlpu MHOTOIEHTPOBBIX KIMHUYECKUX HCCICAOBAHUSIX OPraHU3aToOp KIMHUYECKOTO
UCCJIeIOBaHUS 00eCTIeYNBaeT:

a) TMpOBEACHHE KIMHUYECKOTO UCCJICNIOBAHMS BCEMH MEIUIIMHCKUMHU  OpraHU3alUsiMU,
YYaCTBYIOIIMMU B MHOTOLIEHTPOBOM KIMHMYECKOM HCCJIEIOBAHUM, B CTPOTOM COOTBETCTBHHM C
MIPOTOKOJIOM KJIMHMYECKOTO MCCIIEIOBAHNUS,

0) pa3paboTKy WHAMBUAYAIbHBIX PETHCTPAI[MOHHBIX KapT, MO3BOJIAIOMIUX coOpaTh Tpedyemble
JAHHBIE M3 BCEX MEAMIMHCKUX OpraHu3aldii, y4acTBYIOIIMX B MHOTOLIEHTPOBOM KIMHUYECKOM
HCCJIEI0BAHNH;

B) JIOKYMEHTaJbHOE 3aKpeIUyieHUE TMpaB U OO0S3aHHOCTEW MEIAUIIMHCKUX OpraHu3aluid u
UCCJIeI0BaTeNel, MPENOCTAaBICHNE YKa3aHHBIM JIMLAM [POTOKOJIA, CTaHAAPTHBIX OINEpalMOHHBIX
MpoLIeIyp OpraHU3aTopa, MHCTPYKIHMHU TO 3aMOTHEHUI0 MHAUBUAYAJIbHBIX PETHCTPAIIMOHHBIX KapT 0
HayaJla KIIMHUYECKOTO MCCIIEIOBAHMUS.

IV. Opranuszaunusi padoThl MccIeI0BaTeIsd

42. PykoBoauTeNb MEIUIIMHCKON OpraHu3aluy, KOTopas MPOBOAUT KIMHUYECKOE UCCIIEIOBAHME,
Ha3HA4aeT MCCIeIoBaTeNsl, OTBETCTBEHHOIO 3a IPOBEACHUE TAaKOrO0 HUCCIEAOBAHUS M HUMEIOIIETO
Je4eOHYI0 CMEIHAIBHOCTh, COOTBETCTBYIOIIYI0 IPOBOJMMOMY KIMHUYECKOMY HCCIIEIOBAHUIO, CO
CTaXeM paboThl MO MporpaMmaM KIWHUYECKHX HCCICJIOBAaHUN HE MEHee 4YeM TpH Tofa M IO €ro
MIPEIOKCHUIO Ha3HAYaeT COMCCIENOBaTeel M3 YUCia Bpaded ITOW METUIIMHCKOW opraHm3aruu®(12)
(manee - uccienoBaTelb).

43. MUccnenmoBaTenb, COHUCCIIENOBATEIN JODKHBI OBITH O3HAKOMJIGHBI C  pe3yJbTaTaMu
JOKJIMHUYECKOTO MCCIIEIOBAHUSI HCCIEAYEeMOro JIEKapCTBEHHOIO Ipernapara, akTyalbHOW Bepcuen
OpONIIOPBI, TIPOTOKOJIOM, WHBIMH JOKYMEHTAMH W JTaHHBIMH, MUMEIOIIUMHU OTHOIICHHE K TPOBEICHUIO
KJIMHUYECKOT'O HCCIICIOBAHMS.

44. MHccnenoBaTenb OCYIISCTBISET OTOOp YYACTHUKOB KIMHUYECKOTO  HMCCIICOBAHUA,
obecreunBaeT OKa3aHue MEAUIIMHCKON TTOMOIIH YYaCTHUKY KIMHHYECKOTO uccnenoBanus™(13).

45 HccnenoBatelb, COMCCIIEIOBATENH JOJDKHBI 3HaTh U coOMt01aTh HacTosmue [IpaBuna u nHbIe
TpeOoBaHUs 3aKoHOJaTenbcTBa Poccuiickoit @Denmepammu 00 oOpamieHUU JEKapCTBEHHBIX CPEICTB.
Hapymenne nactosimmx [IpaBwmn, danscudukaims pe3yabTaToB KIMHUIECKOTO HCCICIOBAHUS BICKYT 32
co00i1 OTBETCTBEHHOCTh B COOTBETCTBHUH € 3aKOHOAATeIbCTBOM Poccuiickoit @eneparuu™(14).

46. HWccrnemoBarenb JOJDKEH pacrojiaraTh BPEMEHEM M pecypcaMu, BKJIOYash JabopaTOpuH,
000pyI0BaHKE U TIEPCOHAT, HEOOXOAUMBIMHU JIJISl IPOBEACHUS KIIMHUYECKOTO UCCIIeIOBAHUSI.

47. Tlpu HaIMYWU COTJIACHS YYAaCTHHUKA KIMHUYECKOTO MCCIIEIOBAHUS MCCIIEIOBATEIh COOOIaeT
JedanieMy Bpady yYacTHHKAa KIMHHUYECKOTO HMCCIEAOBAaHUS 00 Y4YaCTHH MOCIEAHETO B KIMHUYECKOM
HCCIIEJOBAHUU.

48. UccnenoBaTenb MPOBOAUT KIMHUYECKOE HCCIIEIOBAHNE B COOTBETCTBUHU C TPOTOKOJIOM.

HccnenoBatens 00s3aH cOOMIOaTh TPOTOKOJ, HE JODKEH BHOCHTH B HEro M3MEHEHHUs 0e3
periennss MUHUCTEPCTBA M OAOOPEHUS HE3aBUCHUMOTO 3THYECKOTO KOMHUTETa 32 UCKIIOYCHHUEM CITyJaesB,



Korga TpeOyeTcs YCTpaHWUTh HEMOCPEACTBEHHYIO Yyrpo3y KW3HM W (WJIM) 370pPOBbS  yYaCTHHKA
KIIMHUYECKOTO UCCIIEIOBAHMUS.

JIroboe OTKIOHEHHE OT YTBEP)KJICHHOTO IMPOTOKOJAa O(GOpPMIIIETCA JOKYMEHTAJIbHO W B
KpaTyaillllie CPOKM HAIpaBIIAETCS ISl PAaCCMOTPEHUS M COIJIACOBAaHUSA B HE3aBUCHUMBIA ATUYECKUU
KOMUTET U OPTaHU3aTOPY KIMHUYECKOTO MCCIICIOBAHUS JIJISl COTJIACOBAHUSI.

49. UccnenoBaTennh cOOOIIAET B HE3aBUCUMBIN STHYECKUIT KOMHUTET:

a) 00 OTKJIOHEHHUSIX OT MPOTOKOJIA WJIM U3MEHEHHSX MPOTOKOJIA, TPOU3BEIACHHBIX ISl YCTPaHCHHS
YTPO3bI KU3HU U (M) 310POBbSl yUACTHUKA KJIMHUYECKOTO UCCIICJOBAHNS;

0) 00 U3MEHEHUSX, HEMTOCPEACTBEHHO BIUSIONIMX HA MPOBEJICHUE KIMHHYECKOTO UCCIICIOBAHMS
(I/IJII/I) YBGJII/I‘II/IBaIOIHI/IX pI/ICK yqaCTI/ISI B KIIMHUYCECKOM UCCJICA0BAaHHUU,

B) 000 BCEX HEXKENATCIBHBIX PEAKIUAX, KOTOPHIC SBIISIFOTCS OIHOBPEMEHHO CEPbE3HBIMH H
HETIPEABUIACHHBIMUY;

I') O HOBBIX JaHHBIX, KOTOPhIE MOTYT CBHJIETEIBCTBOBATH O BO3PACTAaHUM PUCKA JJII YUYACTHUKOB
KIIMHUYCCKOTO HCCIICOJOBAHUA WU MOFyT H€6J'IaFOHpI/I$ITHO IIOBJIUATHE Ha X0 KIHHHUYCCKOT'O
HCCJIETOBAHUS.

50. MHccnemoBarenb JOMKEH OOCCIICUUTh TMPUMEHEHHE  YYaCTHUKAMH  KIIMHUYECKOTO
UCCJICJIOBAHMSI MCCIICIYEMBIX JIGKAPCTBEHHBIX MPENApaToB B COOTBETCTBUHU C MPOTOKOJIOM M COOJIIOIATh
IPEyCMOTPEHHYIO ITPOTOKOJIOM METOAMKY paHAOMHU3ALMU (paclpeaeseHus] YYaCTHUKOB KIMHUYECKOTO
WCCJICJIOBAHMS 10 TPYIaM JICUYCHHUS WM KOHTPOJIA CIy4YalHBIM 00pa3oM, IMO3BOJISIOIIETO CBECTH K
MUHHMYMY CYObEKTUBHOCTB) U O0ECTIEYUTh PACKPBHITHE KOJA TOIBKO B COOTBETCTBUU C MTPOTOKOJIOM.

Eciu kmuHuYeckoe uccieoBaHie MPOBOIUTCS CIICIBIM METOIOM MCCIIC0BATE b JOKYMEHTAIBHO
opopmiIsieT M OOBSACHSAET OPraHU3aToOpy KIMHUYECKOTO WCCIICOBAHUS JF000€ TMPEXKISBPEMEHHOE
PacKpBITHE KOJIa UCCIICyEMbIX JICKaPCTBEHHBIX MPEnapaToB.

51. UccnenoBatenb OCYMIECTRBISIET YUET UCCIICAYEMbIX JICKapPCTBEHHBIX MPEIapaToB U MPEmapaToB
CpPaBHEHHS, B TOM WYHCJIC BEAET Yy4YeT HUX TMOCTYIUICHUH, (PAKTUUECKOrO HaJIM4YUsA, KOJIMYCCTBA
HUCIIOJIB30BAHUSA KaXXIbIM y‘-IaCTHI/IKOM KIIMHUYECKOI'O HCCJIICAOBAHUA, yHI/I‘ITO)KeHI/ISI, a TaKXe BO3BpaTa
OpraHU3aTOPy KIMHUYECKOTO UCCIICIOBAHUS.

HccnenoBatennb MOXKET TMepenarh OO0S3aHHOCTH TIO YYETy MCCIIEIYyEeMBIX JIEKapCTBEHHBIX
mpernapaToB W IperapaToB CpaBHCHHS pPaOOTHHKY AaNTeUHOW OpraHW3alid WM WHOMY JIHILY,
MOJIKOHTPOJIFHOMY HCCIIEIOBATEIIO.

3anucu Mo yd4eTy JOJDKHBI BKIFOYATh B ceOs JIaThl, KOJUYECTBO, HOMEpa MapTHH, Cepui, CPOKU
TOOHOCTHU (FI[C HpI/IMCHI/IMO) nu yHI/IKaJ'H)HI)IC KOIbI I/ICCJIGI[yeMI)IX JIeKapCTBCHHI)IX HpenapaTOB nu
IpernapaToB CPABHEHHS M YIaCTHUKOB KJIMHHUECKOTO UCCIICIOBAHHMS.

HccnenoBaTenb MOMKEH BECTH 3alHCH, MOATBEPXKIAONINE, UYTO YYACTHUKH KIMHUYECKOTO
UCCJICJIOBAHMS TOJIYYaId HCCIIeIyeMble JICKapCTBEHHBIC Tpernaparbl U (WIM) IpernapaTrbl CPaBHCHHS B
J03aX U KOJIMYECTBAX, HpeIIYCMOTpeHHI)IX HpOTOKOJIOM KIIMHUYCCKOI'O UCCJICAOBAHNS.

52. UccneaoBarenb HHGOPMUPYET yUACTHUKA KIMHUYECKOTO MCCICIOBAHUS MM €r0 3aKOHHOTO
MIPEJICTAaBUTEIIS:

a) 0 TOM, YTO KIIMHUYECKOE UCCIIeIOBAaHIUE HOCUT SKCIICPUMEHTAIBHBIN XapakTep, ydacTHe JIUIA B
KIIMHUYCCKOM HMCCJICOOBAHUU SBJISICTCS IIO6pOBOJII>HBIM U OHO MOXET OTKa3aTbCAa OT y‘-IaCTI/ISI B
KIIMHUYECKOM HMCCJIEOBAHUHU B JIFOOOM MOMEHT;

0) O menmM KIWHUYECKOTO WCCIICJOBAHUS, €r0 MPOJOJDKUTCIIEHOCTH W TMPUOIM3HTEITEHOM
KOJIMYECTBE YYaCTHHUKOB,

B) (0] BapI/IaHTaX JICUCHUA B Hpouecce KIIMHUYCCKOI'O UCCIICAOBAHUA U BepOSITHOCTI/I cnyqaﬁHoro
pacnpe/ielieHUs B OJIHY M3 TPYIII JICUCHUS;

T') 0 MPOIEeIypax KIMHUYECKOTO MCCIIEI0BAHNS, BKIIOYas BCE HHBA3UBHBIC MTPOIICTYPHI;

1) 00 00S13aHHOCTSAX YYaCTHHKA KIIMHUYCCKOTO MCCIICIOBAHUS;

€) 00 0XUTaeMbIX PUCKE U (WUJIH) MOJIb3€ JIJIS YYaCTHUKA KIMHHUYECKOTO UCCIICOBAHUS, & TAKXKE, B
COOTBETCTBYIOIIUX CIyYasx, JUIsl SMOPHOHA, IJI0/Ia HIIK TPYIHOTO peOCHKa;

)K) 06 HWHBIX, IIOMHUMO HpeIIYCMOTpeHHI)IX HpOTOKOHOM Hpoueﬂypax nim METoJax JICUCHHA,



KOTOpBIE MOTYT OBITh JOCTYIMHBI YYaCTHUKY KJIMHHYECKOTO MCCIEAOBAHUA, a TAKKE UX MOTCHIHUATIbHBIX
BBIT0/I€, TI0JIb3€, PUCKE;

3) 0 KOMIEHcalMu U (WIH) JICYCHUH, JAOCTYMHbIE YYaCTHUKY KIMHUYECKOTO HCCIIEOBaHUS B
clly4ae IPUYMHEHUS Bpesia ero 3/J0pOBbIO B PE3YJIbTaTE y4acTUsl B KIMHUUYECKOM UCCIIEJOBaHNH;

M) O IUIAaHMPYEMBIX BBIIIATaX YYAaCTHHKY KJIMHUYECKOTO HCCIEIOBAaHUSA 3a €ro ydacThe B
KJIMHUYECKOM HCCIIEJOBAaHUH, €CJIM TAKOBBIE IIPETYCMOTPEHBL;

K) O TIUIAHUPYEMBIX pacxoJaxX Yy4YaCTHHKA KJIMHUYECKOTO WCCIEOBaHUs, €CIH TaKOBBIE
OKHJIAOTCS, CBSI3aHHBIE C €r0 YYaCTHEM B KIIMHUYECKOM HCCIIEJOBaHNH;

J) O TOM, YTO YYAaCTHUK KIMHUYECKOIO HCCIIEJJOBAHMUS WM €ro 3aKOHHBIA MpEeCTaBUTENb,
MOJIMUCHIBasT WH(OOPMAIIMOHHBIN JIMCTOK MAaIlMEHTa, JAaeT pa3pellicHre Ha JOCTYN JIMILY, Ha3HAYCHHOMY
JUISL TIPOBEJICHUS. MOHUTOPUHTA, ayJAUTOPOB, HE3aBUCHUMBIX 3THYECKUX KOMHUTETOB, YIMOTHOMOYEHHBIX
OpraHOB K MEJIMIIMHCKUM 3aMHUCSIM YYACTHUKA KITMHUYECKOTO UCCIIeI0BAHNUS,

M) O TOM, YTO 3allMCH, WACHTU(UIHUPYIOIINE yYaCTHUKA KIMHUYECKOTO HCCIEAOBaHUs, OyIyT
COXpaHEHbI B TallHE, PACKPBITHE MX JOIYyCKAaeTCs B COOTBETCTBUU C 3aKOHOAATENbCTBOM Poccuiickoi
Qenepallii U MpU MYyOIUKAUU PE3yIbTATOB KIMHUYECKOTO HCCIEIOBaHUS KOH(PHUICHIUATHHOCTh
JAHHBIX YYaCTHUKA KIMHUYECKOTO HCCIIEIOBAHUS Oy/IeT COXpaHEeHa;

H) O TOM, YTO YYaCTHUK KIMHUYECKOTO HCCIIEIOBAHMS WU €r0 3aKOHHBIN MpeJCTaBUTENh OyAeT
HE3aMe/IUTEIPHO O3HAKOMJICH C HOBOM WH(pOpMaIued, CIMOCOOHOW TMOBIUATH HA €ro JKelaHue
MPOAOKATh yYacTUE B KIMHUYECKOM HCCIEAOBAHUN;

0) O JHUIaxX, K KOTOPBIM MOKHO OOpPaTUTHCS JJISl TIOJTYUYCHHS JOTIOJHUTEIHHOW WH(OPMAIUU O
KIIMHUYECKOM HCCIIEIOBAaHHUH, U TIPaBaX YYACTHUKOB KIIMHUYECKOTO MCCIIEI0BAHUS;

1) 0 BO3MOKHBIX OOCTOSITENTLCTBAX U (VJIN) MPUIHHAX, 10 KOTOPHIM yUACTHE JIUIA B KIIMHHYECKOM
HCCJIETOBAaHUH MOXKET OBITH IPEKPAIEHO.

53. Wudopmanus o0 KIMHHYECKOM HCCIEIOBAaHMM JOJDKHA COJAEPKAaTh KaK MOKHO MEHBIIE
CHEIHATbHBIX TEPMUHOB U OBITh MOHSATHA YYACTHUKY KIMHUYECKOTO MCCIEIOBAaHUS HIIM €r0 3aKOHHOMY
IPEJICTaBUTEIIO.

54. UccnenoBatenp mnepes MoilydeHueM HMH()OPMHUPOBAHHOTO AOOPOBOJILHOTO COTJIACHS JOJIKEH
IPEIOCTaBUTh YYaCTHUKY KIMHHUYECKOIO HCCIEOBAHUS, €r0 3aKOHHOMY IIPEJICTAaBUTENI0 BpeMms,
HEOO0XO0MMOe ISl MPUHATHUS PElIeHUs 00 YYacTHH B KIIMHUYECKOM HCCJIEeI0BAaHUH WM OTKa3e OT TaKOTO
y4acTHsi. YUaCTHUK KJIMHUYECKOTO MCCIEAOBAHUS WM €r0 3aKOHHBIUA MPEACTaBUTENb BIPaBE MOIYYUTH
HCYEPIBIBAIOIINE U JTOCTOBEPHBIE OTBETHI Ha BCE BOMPOCHI O KIMHUYECKOM HCCIIEOBAHUU.

55. Ilepen BKIIOYEHHMEM €ro B KIMHUYECKOE MCCICIOBAHUE YYACTHUK KJIMHUYECKOTO
UCCJIEIOBAHMsSI, €r0 3aKOHHBIM MpPEeICTaBUTENb JOJDKEH MOJIYYUTh MOANMUCAHHBIM M JaTHUPOBAHHBIN
IK3EMIUISIP MH(POPMAIIMOHHOTO JIUCTKA TIMallMeHTa W WHBIE MaTepHalbl, KACalOIIUEcs MPOBEICHUS
KJIMHUYECKOTO HccleoBaHusa. B mepuoa mnpoBefeHHs KIMHHUYECKOTO MCCIEIOBAHUS YYACTHUKY
KJIMHUYECKOI'O UCCIEeI0BaHUs coo01aeTcss 000 BCeX U3MEHEHMSIX B JIOKYMEHTHI U IAHHbIE KJIMHUYECKOTO
HCCJIETOBAHMSI, KACAIOIINUECS €r0 YYacTHs B KIIMHUYECKOM HCCIIEI0BaHUU.

56. B cpok, yCTaHOBJICHHBIH MPOTOKOJIOM, HCCIEIAOBATENb 00s3aH COOOMIATH OPTaHU3aATOPY
KJIMHUYECKOTO HCCIEOBaHUs 000 BCEX CEPbE3HBIX HEKEJIATEeNbHBIX PEAKIHIX, 32 HUCKIIOUYEHUEM TeX,
KOTOpBIE B IPOTOKOJIE I B OpOIIIOpe OnpeiesieHbl Kak He TpeOyonie HEMEIJICHHOTO COOOIICHHS.

[Tocne mepBOro CcOOOIIEHHS O CEPbE3HBIX HEXKENATeNbHBIX PEaKIUsIX HCCIeqoBaTeNb B
KpaTyaiIme CpoKH MPEeCTaBISET OPraHu3aToOPy KIMHUYECKOTO UCCIIeI0BaHMS MTOIPOOHBIN MTUCEMEHHBIN
otueT. [lepBblif U mMoOcCHeyrONIME OTYETHl JOKHBI HIEHTU(GUIUPOBATH YYACTHUKOB KIMHHUYECKOTO
MCCJICI0BAHMS TI0 MPUCBOEHHBIM UM YHUKAIBHBIM KOJIaM.

57. Ilpu cooOIIEeHUAX O CMEPTH YYaCTHHKA KIMHUYECKOTO MCCIIEIOBaHUS HCCIeIoBaTeNlb 00s3aH
[0 3alpocy OpraHu3aTopa KIMHUYECKOIO MCCIEA0BaHUSA, HE3aBHUCHMOIO 3THYECKOTO KOMHTETA,
MunncrepctBa u (nnn) PenepaibHO cIy>K0bI O HAA30py B cepe 3apaBOOXpaHEHHs MPEAOCTaBUTH
T100YI0 JONOJHUTENBbHYI0 HMH(OpPMAlMI0O OTHOCUTENIBHO JAHHOTO Ciyd4as, B TOM 4HCIE IPOTOKOJ
BCKPBITHUS U TIOCMEPTHBIN ATHKPU3.

58. B ciyuae BO3HHMKHOBEHHS ONACHOCTH JJsi JKM3HH, 3J0pPOBbSl YYaCTHHKA KJIMHHUYECKOTO



WCCJICIOBAHMS, HCCIE0BaTeNb 0053aH TPOMH(POPMUPOBATH 00 3TOM PYKOBOJIUTENS MEIUIIMHCKOMN
OpraHU3allMi U OpPraHU3aTopa KIMHUYECKOTO MCCIIEIOBAaHMs JIEKAPCTBEHHOIO Mperapara B TeueHue 24
yacoB. PellleHMe O NOPUOCTAHOBICHUM KIMHUYECKOTO MCCIEAOBaHUS MPUHUMAIOT PYKOBOJUTEIb
MEIUIIMHCKOW oOpraHu3alui W (WJId) OpraHu3aTop KIMHUYECKOTO HCCIEOBaHUs, pEIIeHUuE O
MpPEKpaIeHUd  TaKoro  HMCCIICNOBaHMs ~ NMPUHUMAET  YIOJHOMOYCHHBIH  (efepalbHbIl  OpraH
WCIIOJIHUTEJIbHON BJIACTU HA OCHOBAaHUU COOOIIEHUS B MUCbMEHHOUN (hOpMe PYKOBOJIUTENSI MEIUIIMHCKOMN
OpTraHU3alMKU WK OPTaHU3aTOP KIMHUYECKOTO UCCIICIOBaHUS.

IIpy 1OCPOYHOM MpEKpalIEeHWH KIMHUYECKOTrO MCCIEAOBAaHMUS WIM €ro IPUOCTAHOBICHHH
uccienoBarenb W (WIM) MEIWIMHCKAs OpraHu3amusa, B KOTOPOH MPOBOJIWIOCH KIMHHYECKOE
UcCIIeIoBaHMs 00s3aHBI HE3aMEIITUTEILHO WHPOPMUPOBATH YYACTHUKOB KIMHUYECKOTO HCCIICAOBAHUS,
obecrieunTh MM HEOOXOAUMOE JICYeHHE U HaOmoJeHHe, NpouH()OPMHUPOBATh OpraHU3aTOpa
KJIIMHUYECKOTO HCCIICIOBAHMSI, HE3aBUCHMBIH JTUYCCKUU KOMHTET C TPEJOCTaBICHHEM IOAPOOHOTO
MMUCbMEHHOTO OOBSICHEHHUS TPUYHMH IMPUOCTAHOBJICHUS WIIH MPEKPAIEHUS KIMHUYECKOTO HUCCIISIOBAHUS.

59. UccnenoBaTtens 0O0ecrieUrBaET MOTHOE M JIOCTOBEPHOE BEACHHUE JOKYMEHTOB KIMHHUYECKOTO
WCCJICIOBAHMS, BKIIFOYAs 3aMCH HAa OyMaXXHBIX, SJICKTPOHHBIX, MATHUTHBIX WJIA ONTHUYECKUX HOCHUTEIIAX,
CKaHOTPAMMbl, PEHTI€HOBCKME CHUMKH, BJIEKTPOKAPAUOTPAMMBI, KOTOPBIE OMMUCHIBAIOT METOJBI,
OpraHU3aNuio 1 (WIN) Pe3yIbTaThl KIMHUYECKOTO UCCIIECIOBAHUSI.

60. XpaHeHHE JIOKYMEHTOB KJIMHUYECKOTO MCCIEIOBAHUS OCYIIECTBISETCS MEIUIIMHCKOMN
OpraHu3aiell B COOTBETCTBUU C YCIOBUAMH JIOTOBOPA, 3aKJIIFOYEHHOT'O ¢ OPraHU3aTOPOM KIMHUYECKOTO
WCCIICIOBAHUS, WIM €CIIM JAaHHOE YCIIOBHE HE OTOBOPEHO, KAaK MPABUJIO, B T€YEHHUE IBYX JIET IOCIE
rOCYy/IapCTBEHHOW pErucTpalMu JIEKapCTBEHHOro mnpemnapata B Poccuiickoit ®Denepanuu  Win
O(QUIHAITEHOTO MPEKPAIICHUs KITMHUIECKON Pa3padOTKH HCCIeTyeMOro JIEKapCTBEHHOTO TIperapara.

61. Ilo 3aBepuieHWHM KIMHHYECKOTO MCCIIEIOBAaHUS HCCIEIOBAaTEIh CcOOOmaeT o0 AToM
PYKOBOJUTEIIO MEIUITUHCKOW OpraHu3alid, MOJTOTABIMBACT OTYET B COOTBETCTBUU C TPEOOBAHHSIMH
nyHkTa 9 Hacrosmux IlpaBwi W mpeACTaBiISE€T €ro OpraHM3aTopy KIMHUYECKOrO HCCIECNOBaHUSA U B
HE3aBUCHUMBIN STHUYECKUHA KOMHTET.

*(1) CoOpanme 3akoHomaTenbcTBa Poccuiickoit ®enmepanum, 2010, Ne 16, ct. 1815; Ne 31,
cT. 4161; Ne 42, c1. 5293; Ne 49, ct1. 6409; 2011, Ne 50, ct. 7351; 2012, Ne 26, ct. 3446; Ne 53, ct. 7587;
2013, Ne 27, ct.3477; Ne 48, ct. 6165; 2014, Ne 11, ct. 1098; Ne 43, cT. 5797; Ne 52, ct. 7540; 2015,
Ne 10, c1. 1404; No 27, cT. 3951; Ne 29, ct. 4359, ct1. 4367, c1. 4388; Ne 51, ct1. 7245; 2016, Ne 2, ct. 325;
Ne 9, ct. 1268; Ne 23, cT1. 3287.

*(2) ITynkr 18 crateu 5 @enepanpHoro 3akoHa ot 12 ampens 2010 r. Ne 61-@3 “O6 obpameHun
JIEKapCTBEHHBIX CPEJICTB .

*(3) B oTHomeHnn nuna, ykazaHHoro B yactu 2 cratbi 20 denepanbHOro 3akoHa ot 21 HOsOps
2011 1. Ne 323-®3 “O0 ocHOBax oXpaHbI 310poBbsi TpaxkaaH B Poccuiickoni denepanun’(Codpanue
3akoHoarenbcTBa Poccuiickoit deneparuu, 2011, Ne 48, ct. 6724; 2013, Ne 48, cT. 6165).

*(4) Ilpukaz MuHucTepcTBa 3/paBOOXpaHeHUss W comuanbHOro Poccuiickoit deneparuu ot 26
asrycra 2010 r. Ne 750H “O0 yTBep:KIE€HUHU IpaBWJI MPOBENEHUS SKCIIEPTU3bI JIEKAPCTBEHHBIX CPEJCTB
JUIST MEIUIIMHCKOTO TpUMEHEHUss U (OpMBI 3aKIIOYEHUS KOMHCCHHM SKCIEpPTOB’ (3aperucTpupoBaH
MunuctepctBoM toctuiiuu Poccuiickoit @enepanuu 31 asrycra 2010 r., peructparmonssii Ne 18315) ¢
M3MEHEHUsIMU, BHECEHHBIMH TpHUKa3zaMu MuHUCTEpcTBa 3ApaBooxpaHeHus Poccuiickoit denepaiuu oT
13 nexabpst 2012 r. Ne 10411 (3apeructpupoBad MunuctepctBoM toctuiiuu Poccuiickoit @eneparyu 10
ampenst 2013 1., peructpanuonasiid Ne 28082), or 3 ampens 2014 1. Ne 152H (3apeructpupoBaH
MunuctepcrBoMm roctunnu Poccuiickoit @enepanun 10 urons 2014 r., peructpanuonHslil Ne 32648).

*(5) Ilpukaz MuHucTepcTBa 3/paBOOXpaHeHUss W comuanbHOro Poccuiickoit deneparuu ot 26
asrycta 2010 r. Ne753n “O6 yTBep)KIEHMM NOpSAAKAa OpraHu3allid M TPOBEACHMSI ATHUECKON
9KCIIEPTH3bl BO3MOXKHOCTH IMPOBEIEHUS KIMHHUYECKOTO HCCIEOBaHUS JEKapCTBEHHOTO IMpemnapara s
MEIUIIMHCKOTO TPUMEHEHUsT U  (QOpMBI  3aKJIIOYEHHUST COBETa MO  3TUKE (3aperucTpUpOBaH



MunucrepcTBoM roctuiinu Poccuiickoit deneparuu 31 aBrycra 2010 r., peructpannonsbii Ne 18303).

*(6) IMpuka3z Munznpasa Poccun ot 29 Hos1Ops 2012 1. Ne 9861 “O06 yTBepx)aeHuu [lomoxeHus o
CoBere mo 3THKe”(3aperucTpupoBaH MuHucrepcTBoM toctuiuu Poccuiickoit ®@enepanuu 7 ¢espans
2013 r., peructpanmonsblii Ne 26897).

*(7) IlocranoBnenue [IpaButenbcTBa Poccuiickoit ®denepanuu ot 13 centsops 2010 r. Ne 714
“O0 ytBepxkaeHHMH THMOBBIX MpaBHJ 0053aTENBHOTO CTPAXOBAHWS KU3HH M 3J0POBBS MAIMEHTA,
y4acTBYIONIETO B KJIMHUYECKUX  HMCCIEIOBAHMAX  JieKapcTBeHHOro  mpemnapara’(CoOpanue
3akoHo/atenbcTBa Poccuiickoit @enepammu, 2010, Ne 38, ct. 4832; 2011, Ne 22, ct. 3171; 2012, Ne 37,
cT. 5002; 2014, Ne 43, ct. 5892) (nanee - mocranoBienue Ne 714).

*(8) Hactp 3 crathu 38 denepanpHoro 3akona ot 12 ampens 2010 r. Ne 61-d3 “O6 obparieHnn
JIEKapCTBEHHBIX CPEJICTB .

*(9) C yuerom uwactu | crareu 44 ®denepansHoro 3akoHa ot 12 ampens 2010 . Ne 61-d3 “06
oOpallleHnH JIeKapCTBEHHBIX CPEJCTB” .

*(10) Yacts 8 crareu 46 denepanpHoro 3akona o 12 ampens 2010 r. Ne 61-D3 “O6 obpareHnn
JIEKapCTBEHHBIX CPEJICTB .

*(11) IIpuka3z Munzapascoupassutus Poccun ot 26 asrycra 2010 1. Ne 7571 “O0 yTBepkIeHUH
MOpsZIKa OCYILIECTBIICHUSI MOHUTOPHHTA OE€30MaCHOCTH JIEKAPCTBEHHBIX MpENapaToB Ui MEIUIIUHCKOTO
NPUMEHCHHUS, PETUCTpAlUd  MOOOYHBIX  JIEHCTBUH, CEPbE3HBIX  HEXKENATEIbHBIX  PEaKIIHid,
HENPEIBUICHHBIX HEXeJIaTeNbHbIX pEeakuid MpH NPUMEHEHHH JIEKApCTBEHHBIX IMpernapaToB s
MEAMIMHCKOIO MPUMEHEHU (3aperucTpupoBad MunucrepcTBoM roctuninu Poccuiickoit @enepanun 31
aBrycta 2010 r., peructpannonublii Ne 18324).

*(12) Ilynkr 1 crarbu 40 denepanpHoro 3akoHa ot 12 anpens 2010 r. Ne 61-d3 “O06 obpatiennu
JIEKapCTBEHHBIX CPEJICTB .

*(13) Yactp 2 cratbu 98 denepanbHoro 3akoHa oT 21 Hoa0ps 2011 r. Ne 323-®3 “O6 ocHoBax
OoXpaHbl 37I0pOBbs TpaxkaaH B Poccuiickoit denepanun’(CoOpaHue 3akoHOmATenbCTBa Poccuiickoi
Oenepannn, 2011, No 48, ct. 6724).

*(14) Ilynaxkr 12 cratem 40 ®denepanbHoro 3akoHa oT 12 ampemst 2010 r. Ne 61-d3 “O6
0oOpalleHUH JIeKapCTBEHHBIX CPEJICTB”.
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