3apeructpupoBaHo B Muntocre P® 23 aBrycra 2016 r.
Perucrpannonnsrii Ne 43357

B cootBercTBuM ¢ myHkroM 18 crateu 5 degepansHoro 3akoHa ot 12 ampens 2010 r. Ne 61-03
“006 oOpamennn ekapcTBeHHBIX cpeacTB”’(Cobpanne 3akoHoAaTenbeTBa Poccniickoit deaepanum, 2010,
Ne 16, ct. 1815; 2012, Ne 26, ct. 3446; 2013, Ne 27, ct. 3477; 2014, Ne 52 ct1. 7540) u mynkrom 5.2.155
[lonoxenus o MunucTepcTBe 3apaBooxpaHeHuss Poccuiickonn  @Denepauuu,  yTBEPKIECHHOTO
noctaHoBieHueM llpaButenbctBa Poccmiickoit ®eneparun ot 19 wmrons 2012 Ne 608 (CobOpanue
3akoHojaarenbcTBa Poccuiickoit denepanuu, 2012, No 26, c1. 3526; 2015, Ne 23, ct. 3333), npuka3siBaro:

1. YTBepauTs npunaraemsle [IpaBuia Hajuiexalield KIMHUYECKON TPAKTHKH.

2. YcraHoBuTh, uto lIpaBuna Hajuiexkamen KIMHAYECKON NPAKTUKH, YTBEPKICHHBIE HACTOSAIUM
IIPUKA30M, DPACIHPOCTPAHSIOTCS Ha IPABOOTHOIIEHHUS II0 IMPOBEICHUIO KIMHUYECKUX HCCIEIOBAaHNUN
JIEKapCTBEHHOI'0 IIpernapaTa s MEAWLUHCKOIO INPUMEHEHMs], 3asBJICHMsI O BblJade pa3pelieHui Ha
MIPOBEJIEHUE KOTOPBIX IOJAHbl B YCTAHOBJIEHHOM IIOPSJIKE TOCJIE BCTYIUIEHUS B CHILYy HAaCTOSILEro
IIpHKa3a.

3. IlpusHate yTpaTuBIIMM CcuiIy Ipuka3 MuHucTepcTBa 31paBooxpaHeHus Poccuiickoit
@enepaunu ot 19 wurons 2003 r. Ne 266 “O0 yrBepxkiaeHuu IIpaBusl KIMHUYECKOW NPAaKTUKH B
Poccutiickoit denepanun’(3apeructpupoBad MunuctepctBoMm roctuiiuu Poccutickoit ®deneparuu 20
utoHs 2003 r., peructpannonssiii Ne 4808).

Bpuo Munucrtpa N.H. Karpamansu

1. Hacrosmue IlpaBuiia Hajiexamie kKIMHUYECKON mpakTuku (nanee - IIpaBuina) perynupyror
OTHOILIEHMS 110 IIJIAHWPOBAHUIO, OPraHU3alLlUH, IPOBEACHUIO, MOHUTOPUHTY, ayAUTY, JOKYMEHTUPOBAHUIO
KJIMHUYECKUX HCCIIEJOBAaHUM JICKApPCTBEHHBIX IPENapaTroB s MEAUIMHCKOrO IMpHUMEHEHHs (nasnee
COOTBETCTBEHHO - KIIMHUYECKOE HCCIIEJOBAaHME, JICKAPCTBEHHBIA MpErapar) ¢ y4acTHEM 4YeJOBEKa B
KayecTBe CyObeKTa KIMHUYECKOTO MCCIeI0BaHMs, aHAJIU3y U MIPEICTABICHUIO PE3yJIbTaTOB KIMHUUYECKHX
UCCIIeIOBaHUM, 00eCreynBaloie TrapaHTHIO JOCTOBEPHOCTH M TOYHOCTH IIOJyYEHHBIX JAHHBIX H
MIPEJCTAaBICHHBIX PE3YJIbTATOB, A TAKXKE 3aLIUTY MPaB, 370POBbI U KOHPHUICHIINATILHOCTH TEPCOHATBHBIX
JAHHBIX Y4aCTHUKOB KIIMHUYECKOTO UCCIIEAOBAHMUS.

2. Ina ueneit Hactosmux IIpaBuil MpUMEHSIOTCS TEPMHUHBI U OIpENENIEeHUs, HCIOJIb3yeMbIe B
®enepanbnom 3akoHe oT 12 ampens 2010 r. Ne 61-®d3 “O06 obpamieHnn JIeKapCTBEHHBIX cpeacTB” *(1)
(manee - denepanbHBIA 3aK0H “O0 00palIeHNH JIEKAPCTBEHHBIX CPENICTB”).

3. OOBEKTOM KIMHUYECKOTO MCCIeI0BaHMs ABISETCA JIeKapcTBeHHas opma (papmMakoIoruuecku
aKTHBHOTO BEIIECTBA WJIM IUIAe00, M3ydyaeMble WM MCIOJb3yeMbIe Ui KOHTPOJS B KIMHUYECKOM
WCCIICIOBAaHHH, WITH 3apETUCTPUPOBAHHBIN JTEKAPCTBEHHBIN Tpernapar sl MEAUIUMHCKOTO TIPUMEHEHHUS B
cllyyae, €CIM CIOCO0 €ro NPUMEHEHHs OTIMYaeTcs OT YTBEPXKACHHOro (B paMKax IpoLeaypbl
rOCYJapCTBEHHON PErHcTpalnu), a TaKKe MPU €ro HMCIOJb30BAaHHM 10 HOBOMY IOKA3aHUIO WM JUIS
MOJTyYSHHSI JTOTIOJIHUTENIFHOW WH(OpMAIMK 10 yTBEP)KACHHOMY TIOKAa3aHHIO (Jajiee - HWCCIIeTyeMbIi
JIeKapCTBEHHbIN mpemnapar). Vccnenyemble JIekapcTBEHHBIE MpenapaThl IPUMEHSIOTCS B COOTBETCTBUU C



YTBEPKACHHBIM (B paMKax TMpOLEAyphl TMOJYYCHHS pa3pelieHds Ha TPOBEACHHE KIUHUYECKOTO
HCCIIEIOBaHMsI) TPOTOKOJIOM KIIMHUYECKOTO MCCIIE0BAHMUS.

OOpamieHue wucciaenyeMblX JIEKAPCTBEHHBIX MPENapaTOB OCYIIECTBISETCS B COOTBETCTBUM C
MpaBWJIAMU HaJJISKaIIe TPOU3BOJICTBEHHON MPAKTUKK U MPaBUIAMH HAJIEKAIeH MPAKTUKU XPAHECHUS
Y TIEPEBO3KH JICKAPCTBEHHBIX TIpernapaTtoB™(2).

4. KivHuyeckoe uccieoBaHUE MPOBOAUTCS B OTHOLICHHHM (PU3WYECKOro Jula (MalueHTa HId
3I0pPOBOTO JA0OPOBOJIBLIA), MPUHUMAIOLIETO YYacTHEe B KIMHUYECKOM MCCIIEJOBAaHUU B COCTaBE TPYIIIHL,
MIOJIy4aroIllel UCCIIEAYEMbI JIEKapCTBEHHBIN IpenapaT, JM00 B cOCTaBe KOHTPOJIbHOW IpyIibl (Aajnee -
YYaCTHUK KIIMHUYECKOT'O UCCIIEIOBAHMUS).

Kaxaplii  ydyacTHUK KIMHUYECKOTO HCCIEAOBAaHUS IOCIE TMOJy4YeHHUS HHPOpMALUH O
KIIMHUYECKOM MCCIEJAOBAaHMM M J0 Hayajla I[pPOBEIEHUS KIMHUYECKOTO HCCIEJOBaHMUS JaeT
IOOPOBOJIBHOE COTJIacHe Ha Yy4acTHE B TaKOM KIMHUYECKOM HCCIIEJI0BAHUU TOCPEICTBOM IMOANUCAHUS
MH(OPMALIMOHHOTO JIMCTKA MallUeHTa.

Cornacue Ha ydacTu€ B KIMHUYECKOM HCCIEIOBAaHUM MOXKET OBITh JaHO 3aKOHHBIM
npeactaBuTenemM™(3) ydacTHUKA KIMHHYECKOTO HCCIIECIOBAHUS.

5. KiuHudeckoe wuccienoBaHUE JIEKapCTBEHHOTO IIperapara MPOBOAMTCS Ha OCHOBaHHUH
paspelieHuss Ha  IPOBEAECHHWE  KIMHUYECKOTO  HMCCIEJOBAHMS,  BBIJAHHOIO  MUHHCTEPCTBOM
3npaBooxpaHeHusi Poccuiickoit ®enepanuu (nasee - MHHHUCTEPCTBO) MO pe3yJjbTaTaM SKCIEPTHU3BI
JOKYMEHTOB JIJIsl TIOJIy4€HHUs pa3pellieHus Ha MPOBEICHHE KIMHUYECKOTO HUCCIEIOBAHUS M ITHUUYECKOU
9KCHEPTH3BI, IPEyCMOTPEHHBIX cTaThel 39 denepanbpHoro 3akoHa ot 12 anpens 2010 r. Ne 61-d3 “O06
oOpalieHnu JIeKapCTBEHHBIX CPEACTB” .

6. DkcrnepTusza JOKYMEHTOB, YKa3aHHbIX B MyHKTe 5 Hacrosmux IlpaBun, ans momyudeHus
paspellieHusT Ha IPOBEACHHE KIMHUYECKOIO MCCIEIOBAaHUS JIEKAPCTBEHHOIO IIpernapara IPOBOAMUTCS
(denepanbHBIM  TOCYJApCTBEHHBIM  OIO/DKETHBIM — YUPEKACHHEM TI0  TMPOBEACHUIO  SKCIEPTU3HI
JIEKAapCTBEHHBIX cpenicTB*(4), aTHuecKas KcrepTrsa ocymectisiercss CoBeroM 1o atuke™®(5), *(6).

7. KinnmHnyeckoe ucCileNOBaHME IMPOBOJUTCS B COOTBETCTBMM C IPOTOKOJIOM KJIMHHUYECKOTO
HCCIIEIOBAHUS (J1ajiee - MPOTOKOIT), KOTOPBIM COEPIKUT, B TOM YHUCIIE:

1) Ha3BaHMe MPOTOKOJIA, HAECHTU(UKALMOHHBIA HOMEp MPOTOKONA W JAaTy YTBEPXKICHHUS
OpraHM3aTOpoM HcciiefioBaHusa. HoBble Bepcuu MpoOTOKOJIa UMEIOT HOMEP BEPCHM U ATy, HONpPaBKU K
IIPOTOKOJTY - HOMEp MOIPaBKU U AATy;

2) HauMEHOBaHME U aJpec OpraHu3alluM, OCYIIECTBISIOUICH OpraHu3aluio MPOBEACHUS
KJIMHUYECKOT'O UCCIIEI0OBAHUS U OCYLIECTBIISIOIEH MOHUTOPHHT (€CJIM OHU pa3INyHbIe);

3) ¢ammnuio, WMsl, OTYECTBO (MIPU HAJIMYUU) U JIOJDKHOCTH JIMIA, YIOJTHOMOYEHHOTO OT UMEHU
OpraHM3alii, OCYUIECTBISAIONIEH  OpPraHu3alyi0  MPOBEACHMUS  KIMHUYECKOIO  HMCCIIEAOBAHUSA,
MOJMUCKHIBATh MPOTOKOJ U MOMPABKH K MPOTOKOIY;

4) Qamunuio, uMA, OTYECTBO (MPU HAIMYMH), JOJDKHOCTb, agpec W HOMep TenedoHa
MEAMIIMHCKOIO 3KCIepTa MJaHHOI0 KIMHUYECKOTO UCCIIEOBAHUS, Ha3HAUYEHHOTO OpraHM3alluew,
OCYIIECTBISIOLIEH OpraHn3alnio MPOBEACHUS KIMHUYECKOTO UCCIIEIOBAHMS,

5) gammnuio, uMs, OTYECTBO (TIPU HAIWYUK) U JOJHDKHOCTH MCCIENOBATENs, OTBEYAIOIIETO 32
MIPOBEJICHNE KIMHUYECKOT0 MCCIIeI0BaHus, a TAK)KE aJpeca U HoMepa Tesie(pOHOB KIMHUYECKUX LIEHTPOB;

6) damwmro, uMms, oT4ecTBO (NIPH HAIMYMH), JAOJDKHOCTh, aJpec W Homep TeinedoHa Bpaua,
OTBEUAIOLIET0 3a MPUHATUE PELICHUH MEAMIMHCKOrO Xapakrepa (€ciyd JaHHOE JIMLO HE SBISAETCS
HCCTIeIOBATENIEM);

7) HauMEHOBaHHWS W ajpeca KIMHUYECKUX J1a00oparopuil M JAPYruX MEIUIUHCKUX U (WIIn)
TEXHUUYECKUX CITYKO U OpraHu3aIuil, MPUHUMAIOIINX yYaCTHE B KIMHUYECKOM HCCIIEI0OBAaHUY;

8) 060ocHOBaHME KIIMHUYECKOT'O UCCIEI0OBaHMs, BKIIIOYAOIIIEE:

a) Ha3BaHUE M OIHMCAHUE MCCIEAYEMBIX JIEKAPCTBEHHBIX IpernapaToB (BKIIoYas Ianedo U
AKTUBHBII KOHTPOIIB);

0) CBOIHOE W3IOXKEHHE pe3yJbTaTOB JOKIMHHYECKMX HWCCICAOBAHUM M  KIMHUYECKUX
WCCIIEIOBaHMM (€c/Ii paHee MPOBOIIINCE) UCCIEAYEMBIX JIEKAPCTBEHHBIX MPENapaToB;



B) KpaTKOE€ OINHCAaHWE U3BECTHBIX M MOTEHIMAIbHBIX PHUCKOB M TIOJB3bl IPHUMEHEHUs
HCCIIETyEMOT0 JIEKapCTBEHHOT O Mpernapara sl yYaCTHUKOB KIMHUYECKOTO UCCIIe0BaHuUs;

I') onucaHue M OOOCHOBaHHE croco0a BBEJEHMsS, JO3UPOBKU, pEXHMMa J03UPOBAHMUS U Kypca
JICUCHHUS;

J) yKazaHue Ha TO, YTO KJIMHHUYECKOE HCCleloBaHue OyAeT MPOBOAMTHCS B COOTBETCTBUU C
IIPOTOKOJIOM KJIMHUYECKOI0 UCcieloBaHus U HacTodmumu [IpaBunamu;

€) OMHCaHKE UCCIIeAyEeMOH MOy,

) CCBUIKM Ha JIUTEpaTypHblE MCTOYHMKH W JaHHbIE, UMEIOIME 3HAuY€HUe JUId KIMHUYECKOTO
HCCIIEIOBaHMS U IpeAcTaBIIsone co0oil 000CHOBaHNE KIMHUYECKOTIO UCCIIEIOBAHNUS;

9) nenu u 3aJauu KIMHUYECKOTO UCCIIE0BAHUS;

10) onncanue ob1ero miaHa (Au3aiiHa) KIMHUYECKOIO UCCIIE0BAHMS, BKIIIOYAIOLIETO:

a) yKa3aHHWE OCHOBHBIX M JIONOJHUTEIbHBIX (IPH HAINYMM) MCCIETYEMBIX MTapaMeTpOB, KOTOPhIE
Oy/yT OLICHUBAThCS B X0OJI€ KIMHUUYECKOTO UCCIIeI0BaHMS;

0) ommcaHWe TUMNA JAW3allHA TPOBOJMMOTO KIMHHYECKOTO HCCIEeI0BaHUs (JBOIHOE clenoe,
1a11e00-KOHTPOINPyEMOe, TapaieIbHOE U MHbIE BUbI UCCIIEA0BaHNN) U rpadHUuecKyro cxeMy Au3aiiHa
KJIMHUYECKOI'0 UCCIIeI0BAHNUS, IPOLEYD U 3TAIIOB KIMHUYECKOTO UCCIIEI0BaHMS;

B) ONMHCaHUE MEp, HAIIPABJICHHBIX Ha MUHUMHU3ALIMIO, HCKIIIOYCHUE CyObEKTUBHOCTH, B TOM YHUCIIE
paHjoOMHU3allMU, CJIenoro Merofa (MacKMpOBKH) - METOJA, NMPU NPUMEHEHHUH KOTOPOTO OIHOW WK
HECKOJIbKUM YYacTBYIOUIMM B KJIMHHUYECKOM HCCIIEOBAaHUM CTOPOHAM HEU3BECTHO, KaKOE JIeYCHHE
Ha3HAYEHO YYaCTHUKY KJIMHHUYECKOTO HCCIEN0BaHUs (IIPOCTOM CIENOM METOA IpeayCcMaTpuBaeT
HEOCBE/IOMJIEHHOCTh YYaCTHUKOB KIMHUYECKOI'O HCCIIEJOBAHUS O HAa3HAUEHHOM UM BHJE JIEUEHUS,
JBOMHOM CJIENOM METOoA MOoJpa3yMeBaeT HEOCBEJAOMIEHHOCTb O HAa3HAaYeHHOM UM BHJE JICUEHUS
YYaCTHUKOB KJIIMHHUYECKOTO HCCIIEIOBaHMs, UCCIENOBaTeNe, M, B HEKOTOPBIX ClydyasX, JIULI,
BBITTOJTHAIONIUX CTATUCTHYECKYIO0 00pa0OTKy TaHHBIX);

I') ONHUCAHHWE HCHOJb3YEMOI0 B KIMHUYECKOM MCCIIEJOBAHUU JIEYCHMS, JTO3UPOBOK M CXEMBI
MPUMEHEHMSI UCCIIEyEeMbIX JIEKAPCTBEHHBIX MPENapaToB, OMMCAHUE JIEKAPCTBEHHON (POPMBI, YITAaKOBKH U
MapKUPOBKH UCCIIELyEMBIX JIEKAPCTBEHHBIX NPENapaToB;

1) TPOJOJKUTENBHOCTh Y4yacTUsl IMALUEHTOB MM 3A0POBBIX J0OPOBOJBLEB B KIMHHYECKOM
HCCIIEOBAaHNM, ONMCAHUE MOCIEN0BATEIBHOCTH U MPOJODKUTEIBHOCTU BCEX NEPHOAOB KIMHUYECKOIO
WCCIICIOBAHMSI, B TOM YHKCIIE TIEPHO/Ia MTOCTIeIYIOIIEro HabIroIeH s, €CIIM TAKOBOH MPeyCMOTPEH;

€) ONHMCAHME IPABMJ OCTAHOBKM YacTel KIMHUYECKOI'O MCCIENOBAHUSA U (MIIM) KIMHUYECKOTO
UCCIIEOBAaHMSI B LIE€JIOM, KPUTEPUEB HCKIIOUEHHUS JUISl OTACIBHBIX YYaCTHUKOB KJIMHHYECKOTO
HCCIIEIOBAHMUSI;

) ONHCAHHME MPOLEAYpPhl Yy4eTa HCCIEAYyEeMbIX JIEKAPCTBEHHBIX IpenaparoB, IIianedo u
IIpernapaToB CPAaBHEHUS;

3) OIMCaHME CIIOCOOO0B XPAaHEHUS PAHIOMHU3AIMOHHBIX KOJOB U MPOLEAYPHI UX PACKPBITHS;

1) MepeueHb JaHHBIX, PETUCTPUPYEMbIX B HHIUBUIYaJIbHOW pErucTpalioHHON Kapte (06e3
IpEeBapUTEILHON 3allCU B MUCBbMEHHOM WM 3JIEKTPOHHOM BHJIE) M paccCMaTpUBaeMbIX B KayecTBE
MEPBUYHBIX JAHHBIX;

11) xpuTepuu BKIOYEHHS YHACTHUKOB B KIIMHUYECKOE HCCIIEJOBAHUE;

12) kpuTepHH HEBKJIIOUYEHUS YYACTHUKOB B KIIMHUYECKOE UCCIIEIOBAHUE;

13) Kpurtepuu UCKIIOYEHHUS] YYACTHUKOB U3 KIMHUYECKOTO HCCIIeOBaHUs (OCHOBaHUSA
MPEKpALEHHUS MPUMEHEHHS HCCIIeAyeMOro JEKapCTBEHHOr o MpenapaTa, UCCIeyeMOro JeUeHNs);

14) cBeneHus 0 BCeX MCIOJIb3YEMbIX B KIIMHUYECKOM MCCIIEJOBAHUY JIEKAPCTBEHHBIX Mpenaparax,
BKJIIOYAsk UX Ha3BaHUs, TO3UPOBKH, YACTOTY MpHEMa, IyTH U CHOCOOBI BBEACHUS, MPOAOIKUTEILHOCTh
JICYEHHUs, IEPUOJbl IOCIEAYIOIEro HAOMIOACHUS s KaXAO0M IpyNIbl YYaCTHUKOB KIMHUYECKOIO
UCCIIEIOBaHMS], CBEICHHSI O Pa3peIIEHHBbIX AJIS IPUMEHEHHUsS! yYaCTHUKAMU KIIMHUYECKOTO MCCIIEI0BaHMs
JIEKapCTBEHHBIX IpenapaTax (BKIIoYask HEOTJIOKHYIO TEPAIUIO) M 3alpelieHHbIX Ui TPUMEHEHUs 110 U
(umu) BO BpeMs KIMHUYECKOTO WCCIIENOBAaHUS JIEKAPCTBEHHBIX NpenapaTtax, crnoco0ax KOHTPOJS 3a
COOJIIOJICHHEM YYaCTHUKAMHU KJIMHUYECKOTO MCCIEJOBAHUS YCIOBUH IIpueMa JI€KapCTBEHHBIX



MpernapaTos;

15) nepevenn napameTpoB dPPEKTUBHOCTH UCCIIEAYEMOT0 JICKAPCTBEHHOTO TIpernapara U METOIbI,
CPOKU TPOBEACHHUS OLEHKH, PErucTpaliy U aHajiu3a MapameTrpoB 3(PPeKTUBHOCTU JIEKapCTBEHHOTO
npernapara,

16) mepeyeHs mapaMeTpoB OE30MACHOCTH MCCIEAYEMOro JIEKapCTBEHHOTO MpernapaTa U METOIbI U
CPOKM TIPOBEICHMSI OIICHKH, PETHCTpallud U aHaju3a [apaMeTpoB O€30MacHOCTU HCCIEAYEeMOro
JIEKapCTBEHHOTO TIpernapara;

17) TpeGoBaHus K OTYETaM, MPOLIEAYPE PETUCTPALIMN U COOOIIECHHSIM O HeXeNaTeIbHBIX SIBICHHIX
U UHTEPKYPPEHTHBIX 3a00JI€BaHUSIX;

18) MeTon M MPOJOKUTENLHOCTh HAOMIOACHUS 32 YYaCTHUKAMU KIMHUYECKOTO HCCIIEOBAHMUS
10CJI€ BO3HUKHOBEHUS HEXKEIATEIbHBIX SIBJICHUM;

19) omucaHue CTaTUCTUYECKUX METOJOB KIMHMYECKOTO MCCIEI0BAaHUS, BKIIOYAIONIMX, B TOM
qHCle:

a) CPOKH MPOBENICHUS IPOMEKYTOUHOTO AHATIN3a;

0) MmIaHUpyeMO€ KOJMYECTBO YYACTHHUKOB KIMHHYECKOTO HCCIEeIOBaHUS € OOOCHOBaHUEM
pa3Mepa BbIOOPKU;

B) IPUMEHSAEMBIN YPOBEHb 3HAUMMOCTU KJIMHUYECKOIO UCCIIEIOBAHNS;

') KpUTEPUH MPEKpaLeHUs] KITMHUYECKOTO UCCIIEA0BaHNUS;

1) IPOLIEYPhI yueTa OTCYTCTBYIOIIUX, HE TOJUIekKAIINX aHAIN3Y U COMHUTENIBHBIX JaHHBIX;

€) IpoLEeaypbl COOOMIEHHS O JIIOOBIX OTKIOHEHHUSX OT MEPBOHAYATIBLHOI'O CTATHCTUYECKOTO IUIaHa
(Bce OTKJIOHEHHSI OT MEPBOHAYAIBLHOIO CTATUCTHYECKOIO IJIaHA OMMCHIBAIOTCS M OOOCHOBBIBAIOTCSA B
MPOTOKOJIE U (MJIH) (PUHAIBHOM OTYETE O KIIMHUYECKOM HCCIICIOBAaHUN );

) TpoUeaypel OTOOpa YYaCTHUKOB KIMHUYECKOTO WCCIEAOBaHUS JUid aHaiuu3a (Bce
PaHJIOMU3HMPOBAHHbIE YYAaCTHUKM KJIMHMYECKOTO MCCIENIOBAaHUS, BCE YYACTHUKHM KIMHHUYECKOTO
WCCIIEIOBaHMs, MOJYYUBIIME XOTS ObI OJHY /03y HCCIEQYyEeMOro JEKapCTBEHHOIO IIpernapaTa, BCe
Y4aCTHUKH, COOTBETCTBYIOIIME KPUTEPUSIM OTOOpa, YYACTHHKU KIMHHYECKOTO HCCIICOBAHUS, TaHHBIC
KOTOPBIX TPUTOJTHBI [T OIICHKH, HHBIE KATETOPUH YIaCTHUKOB);

20) onucanue ACHCTBUI 110 KOHTPOJIIO Ka4eCTBAa U 00ECIICUCHUIO Ka4eCTBa;

21) onucaHue dTUYECKUX ACTIEKTOB KIMHUYECKOTO UCCIIEIOBAHNUS;

22) onrcaHue paboThl ¢ JaHHBIMU U BEICHUIO 3aIUCEN;

23) omnucaHue TmopsAKa (PUHAHCUPOBAHMS KIMHUYECKOTO HCCIENOBAHHUS U CTPaxOBaHUS
Y4aCTHUKOB KJIMHHUYECKOTO UCCIIeIOBAHNUS,

24) yka3aHUe Ha BO3MOXHOCTh ITyOJIMKAIIMH PE3YJIbTATOB KIIMHHYECKOTO MCCIIEIOBaAHUS.

8. CBOJHOE M3JI0KEHUE PE3YJIbTATOB TOKIMHUYECKUX U KIMHUYECKUX MCCIeI0BAaHUN PUBOIUTCS
B Opoutope uccuenoparens (faee - OpolIopa), cojepsaiieil, B TOM YUCiIe CIEIYIOLINe CBEICHNS:

1) HauMeHOBaHME OpraHU3aMH-Pa3padOTUNKa JIEKapCTBEHHOTO Mpernapara, HOMep KIMHUYECKOTO
UCCIIEIOBaHMSI, XHMHUYECKOE, MEXIyHapOJHOE HEMaTeHTOBAHHOE, TIPYNIHUPOBOYHOE U TOProBOE
HAaMMEHOBAHMsI JIEKAPCTBEHHOT'O Tpernapara, JaTy COCTaBIIEHUs OpOIIIOpPHI, HOMEP BEPCHU OpPOIIIOPHI,
HOMEp W JaTy MpeAbIAylIed pemakiuuud OpoUIophl, a TaKXKEe YBEIOMICHHE O KOH(UIECHIMAILHOCTH
cojieprkaleiics B Helt nH(pOpMaIuu, yKa3blBa€Mble Ha TUTYJIBHOM JIUCTE OpOIIIOpHI;

2) kpaTtkoe pe3toMe O (PU3UYECKHX, XUMHUYECKHX, (apMaleBTUYECKHX, (HapMaKOJIOTHUECKUX,
TOKCUKOJIOTUYECKUX,  (HapPMAKOKUHETHYECKUX, METa0OJMYEeCKHMX W  KIMHHYECKUX  CBOWCTBaxX
HCCIIEyEMOr0 JIEKapCTBEHHOrO IpernapaTa, COOTBETCTBYIOUIMX CTaJuU KIMHUYECKON pa3paboTku
HCCIIETyeMOro JIEKapCTBEHHOI'O TIperapara, 000CHOBAaHUE ISl U3YUEHUS UCCIIEAYEMOro JIEKApCTBEHHOTO
mpemnapara, ero OXxujgaemble MpPoQUIAKTHUECKUE, TepareBTHUECKUE WM JUATHOCTHYECKHUE TMOKa3aHUs,
oOIIM MOAXO0/1 K OLIEHKE UCCIIEAyEMOro JIEKAPCTBEHHOIO IIpenapara;

3) omucaHue (PU3MUECKHX, XUMHUECKUX U (hapMarleBTUUECKUX CBOMCTB M JIEKAPCTBEHHON (OPMBI
HCCIIEyeMOro JIeKapCTBEHHOI'O0 TIperapara, €ro KOMIIOHEHTOB (BKJIIOYAs XHUMUYECKHE U (WJIH)
CTPYKTypHBIE (hOpMyJIbI), 000CHOBaHHE (TP HEOOXOIMMOCTH) COCTaBa JIEKAPCTBEHHON ()OPMBI, BKITFOUAS
BCIIOMOTaTeNIbHbIE BEIECTBA;



4) pe3yabTaThl JOKIMHHYECKHX HCCIEAOBAaHUMA (PApMAKOIOTHUYECKHX CBOMCTB, TOKCHYHOCTH,
(apMaKOKMHETUKH U MeTa0O0JM3Ma HMCCIEIYyEeMOIo JIEKApCTBEHHOrO IpernapaTa, ¢ OMUCaHHEM, B TOM
qucie:

a) UCTIOJIb30BAHHBIX BUJIOB JKUBOTHBIX, UX KOJIMYECTBO U MOJ B KXKAOH rpyme;

0) eAMHUIl U3MEPEHUS J103bl, KPaTHOCTH U IYTH BBEJICHMUS, [JUINTEILHOCTU KypCca BBEICHUS;

B) CHUCTEMHOIO paclpe/ielieHus, MPOJOKUTEIbHOCTH IIOCIEAYIOIIEro HaOMI0AeHUsT Iocie
OKOHYaHUs BBEICHUS JIEKAPCTBEHHOI'O Mpernapara;

I') XapakTepa M 4acToThl ()apMaKOJOTHYECKUX WM TOKCHYECKUX I(PPEKTOB, UX BBIPAKEHHOCTH
WIA CTENEHU TSHKECTH, MA0303aBUCUMOCTH 3((EeKTOB, BPEMEHH [0 HACTYIUIEHUS, OOpaTHUMOCTb,
MPOAOIKUTEIBHOCTD 3(h(HEKTOB;

1) TOKJIMHUYECKOU (hapMaKoJIOTHu;

€) papMaKOKWHETUKH, METAabOIM3Ma U PaCIpeieTIeHUs NCCISTyEMOTO JEKapCTBEHHOTO CPEICTBa
B TKaHSAX J>KUBOTHBIX BCEX BHJOB, Ha KOTOPBIX NPOBOAMIIMCH MCCIIEOBAaHUSA, BKIOYAs CBEICHUS O
BCACBHIBAaHMH, MECTHOW M CHUCTEMHOW OMOIOCTYITHOCTH MCCIIEIYEMOTO JIEKAPCTBEHHOT'O CPEICTBA U €ro
MeTaboJIUTOB, a TAKXKE UX CBSA3b C JAHHBIMH (DAPMaAKOJIOTMUYECKUX U TOKCUKOJIOTUYECKUX HCCIIEIOBAHUM
Ha )KUBOTHBIX;

) TOKCHUKOJIOTUHU (OMUCAaHHE TOKCHYECKUX 3(h(PEKTOB MCCIenyeMOoro JeKapCTBEHHOTO CPeCTBa,
BBISIBJICHHBIX B MCCJIEZIOBAHUAX Ha JKUBOTHBIX PAa3HBIX BUIOB (€CIM NMPUMEHUMO), BKIIOYasl CBEACHUS O
TOKCUYHOCTH TIpU OJHOKPAaTHOM M MHOTOKPaTHOM BBEICHUM, KaHIEPOT€HHOCTH, CIIELHUAIbHBIX
HCCIIENOBaHMAX  (MECTHO-pa3lpakalolliee M aUIEpru3upyloliee  JAEHCTBUE),  PENpOAYKTUBHOM
TOKCUYHOCTH, T€HOTOKCUYHOCTU (MyTareHHOCTH ).

5) onucanue 3¢ (HeKToB NPUMEHEHUs HCCIEIyeMOro JIEKApCTBEHHOIO IpenapaTa y 4ejOBeKa, B
TOM YHCJIE:

a) ¢dapMaKOKHMHETHKH (BKJIIOYash METa0OJIM3M, BCACBHIBAaHUE, CBS3BIBAHWE C OCIKaMH IUTa3MBI,
pacrpelielieHue M BBIBEJECHHE) M OMOAOCTYHNHOCTH HCCIEAyeMOro JIEKApCTBEHHOIO Ipernapara,
B3aMMOJICHCTBHS UCCIIEyeMOro JIEeKapCTBEHHOI O IpernapaTa (J1eKapCTBEHHbIE B3aUMOACHCTBUS, BIUSIHUE
IpUeMa MWLM W HHbIE B3aUMOJICHCTBUS), IOPYIMX HUMEIONIMXCA JAHHBIX 10 (apMaKOKHHETUKE
(pe3yspTaThl MPOBEJICHHBIX B paMKaxX KIMHUYECKUX UCHBITAHUN (PapMaKOKMHETHUYECKHX HCCIIEA0BaHUM
Ha pa3IMYHbIX IPYMIAX);

6) maHHBIX IO Oe30MaCHOCTH, (hapMaKkoanHAMUKE, 3()(PEKTUBHOCTH U 10303aBUCUMOCTH 3(Hh(HEeKTOB
HCCIIElyEeMOT0 JIEKAPCTBEHHOIO Ipernapara (1 ero MeTaboJIUTOB, €CIIH €CTh JaHHbBIE), TIOTYYEHHBIX B X0/1€
MIPOBEAECHHBIX KIMHUYECKUX MCCIIEOBAaHUH (C yuacTHEM 3/I0pOBBIX JOOPOBOJIBIEB U (MJIM) NAIMUEHTOB) U
UHTEpIpEeTalMsl 3TUX JaHHBIX (110 3aKOHYEHHBIM KIMHUYECKUM HCCIEI0BAHUSAM IIPEICTaBIISIOTCS
CBOAHBIC OTYETHI O APPEKTUBHOCTH W OE30MACHOCTH HCCISAYEMOTO JICKAPCTBEHHOIO Mpemnapara, a
TaKKe CBOJHBIE TaOMUIBl HEXKENATeNbHbIX pPEAKUUH 10 BCEM KIMHMYECKHM HCCIEIOBAHUSAM,
OIMCHIBAIOTCS 3HAYMMBbIE Pa3IMUMsl B XapaKTEPE U YaCTOTE HEXKEATENIbHbIX PEaKuil);

B) MOCTPETUCTPALMOHHOIO OIbITA MPUMEHEHUS MHCCIEIYyEeMOro JIEKapCTBEHHOIO Ipemnapara ¢
yKa3aHMEM CTpaHbl, B KOTOPBIX MCCJIEIyEeMbIi JIeKapCTBEHHbIM mpenapar ObLI 3aperucTpUpoBaH U
HMEETCSI B IPOJIAXKE;

6) MHCTPYKLMH JJIs1 UCCIIEOBATENS MO JIUAarHOCTUKE U JIEYEHHUIO BO3MOKHBIX NE€PEI03UPOBOK U
HEe)XEeJaTeJIbHBIX peakiUi Ipu NPUMEHEHUH HCCIIEyeMOro JIEKapCTBEHHOIO Npenapara, OCHOBaHHbIE Ha
MpebIAYIIEM KIMHUYECKOM ONBITE U (hapMaKOJIOTHYECKUX CBOMCTBAX HMCCIIETYEMOIO JIEKAPCTBEHHOTO
mpernapata, a Takke 0000meHHas uHGOpMalus [0 pa3IU4YHbBIM CBOWCTBAM  HCCIIEyEMOTO
JIEKapCTBEHHOT 0 IIpernapara.

9. Otuer 0 pe3ynbTaTax KIMHUYECKOTO HCCIENOBaHMUA (Jajee - OTYeT) COCTaBIIeTCs B
MUCHbMEHHOUW (hopMe OpraHuM3anuell, OCYIIECTBIISIIONICH OPTaHU3aIMI0 IPOBEJCHUS KIMHUYECKOTO
UCCIIEIOBAaHMsI JIEKAPCTBEHHOI'0 Ipenapara, Ha OCHOBAHUU 3aKJIIOUEHMH MEIUIMHCKMX OpraHU3alui,
ITPOBOJMBIIMX 3TO MCCIEA0BAHNE U BKIIIOYAET, B TOM YHCIIE!

1) TUTYIIBHYIO CTpaHUILY, HA KOTOPOIl YKa3bIBAIOTCS:

a) Ha3BaHHE OTYETA,



0) Ha3BaHME JIEKAPCTBEHHOTO MTPETapara;

B) M3y4YaeMoe MOKa3aHue K MPUMEHEHHUIO JIEKAPCTBEHHOTO Tperapara;

I') KpaTkoe OmucaHue Au3aiiHa KIMHUYECKOTO HCCIIEIOBAaHMs, HAJIM4YUE Ipernapara CpaBHEHHS,
MPOAOIDKUTEIBHOCTh KIMHHYECKOTO HCCIEJOBAHUSA, JO3MPOBAHME JIEKAPCTBEHHOIO TIpemnapara |
KOHTHHT€HT YYaCTHUKOB HCCIIEIOBAHUS;

J1) HaMMEHOBAaHHE OpraHU3allMd, OCYIIECTBJISAIONICH OpraHU3alUI0 MPOBEICHUS KIMHUYECKOTO
HCCIIeI0BaHMS,

€) UACHTU(PHUKAIMOHHBIN HOMEP MPOTOKOJIA KIMHUYECKOTO UCCIIC0OBAHMS,

) (ha3bl KIMHUYECKOTO UCCIICIOBAHUS;

3) JaThl HAYaJIa U OKOHYaHUS KIMHHUYECKOTO MCCIEI0BAHNUS;

1) J1aTa COCTaBJICHUSI OTYETA;

K) cBeleHUsi 00 uccienoBaTesie, PYKOBOJIUTENE MEIUIIMHCKON OpraHU3allid, OTBETCTBEHHOM
NpEJICTaBUTENIE  OpPraHU3allMM, OCYLIECTBISIOIIEH  OpPraHM3alMI0  MPOBEACHUS  KIMHUYECKOTO
UCCIICIOBAHMS,

2) pe3loMe - KpaTKoe OIMCaHWE IMPOBEICHHOTO KIMHHYECKOTO HCCIIEAOBAHMS C YHCIOBBIMU
JAHHBIMU 7151 WILTIOCTPALUU Pe3yJIbTaTOB;

3) ornapyieHue, BKIIIOYAs IEPEUYCHBb U PACIIOIOKECHNE IPUIIOKEHUH, TaOIHII;

4) mepeveHb COKpAIESHHUH U OTIpe/IelIeHIe TEPMUHOB, UCTIOIB3YEMBIX B OTUETE;

5) Ha3BaHUS MEIUIIMHCKUX OPTaHHU3aluii, B KOTOPBIX MPOBOJIUIOCH KIMHUYECKOE HCCIeI0OBaHUE,
MECTO HaXO0XKJICHUS, KOHTaKTHBIN TenedoH;

6) 11eTU ¥ 33]1a4¥ KIIMHUYECKOTO UCCIICI0BAHMS;

7) I1aH MPOBEIEHHOTO KIIMHUYECKOT'0 UCCIIEIOBAHM S, BKIIFOUAIOIINN, B TOM YHCJIE:

a) oOmui mmaH (AM3aifH), MIaH-ONMMCAaHUE KIMHUYECKOTO HCCICIOBAHUS U CXEMaTHYECKOe
M300paKeHHE ATAIIOB | MPOLEAYP KIMHUIECKOTO HCCIIEOBAHUS;

0) o0ocHOBaHME IJ1aHa (JM3aiiHa) KIMHUYECKOTO UCCIICIOBAHUS;

B) KpUTEPUHU BHIOOpA MOIYIISALINY;

I') Ha3HaYCHHOE JICUCHHE, MJICHTU(UKALUS HCCIEIYEeMbIX JIEKAPCTBEHHBIX IMPETapaToB, METOIbI
pacnpeziesieHuss yYaCTHUKOB KIIMHUYECKOT0 UCCIEI0BaHUs MO rpynmnaM (paHIoMH3alus), 1036l U BpeMs
preMa UCCIIEyeMOro JIEeKapCTBEHHbIX MpenapaToB, MPEALIECTBYIOIAs 1 COMyTCTBYIOIIAs Teparms;

n) naHHble 00 3((EeKTHBHOCTH M 0€30MacHOCTH HCCIEAyeMOro JIEKapCTBEHHOIO Ipernapara
(omrenka u rpaduk onpeneneHus nokasarenei 3hHEKTUBHOCTHA U OE€30MTaCHOCTH ),

€) crnocoObl o0ecreyeHns KadecTBa M JIOCTOBEPHOCTH MOJYYEHHBIX JAHHBIX, BKIIIOYas JaHHBIE
ayJMTa, pe3yabTaThl MHCIEKIHA, €CIIH MPOBOANIIHC;

) U3MEHEHHUSI, BHECEHHBIC B IIPOTOKOJ KIIMHUYECKOE UCCIIETOBAHHE;

8) cBeeHus 00 yuacTHUKAX KIMHUYECKOTO UCCIIEI0OBAHUS U PACIIPEICTICHUN UX 110 TPYTIIaM;

9) cBeneHust 00 OTKJIOHEHUSIX OT MPOTOKOJIA KIIMHUYECKOTO MCCIIEIOBAHNUS;

10) oueHky 3 peKTUBHOCTH JIEKAPCTBEHHOT'O IIperapara, B TOM YHCJIE:

a) COBOKYNHOCTb JIaHHBIX, [MOJJEKABIIMX aHaIW3y NpU TMPOBEACHUM KIMHHYECKOTO
HCCIICIOBAHMS,

0) nemorpaduueckue u (WIK) Apyrue UCXOAHbIE JaHHBIE;

B) CBEACHUS O COOJIFOJICHUU YYACTHUKAMH KIMHUYECKOTO HCCIIEI0BAHUS CXEMBI JICUCHNUS;

T') pe3yibTaThl OIEHKH A(P(HEKTUBHOCTU: CTATUCTHYECKHUE, AHAIUTUYECKHE JaHHBIC, BBIBOJBI
OTHOCHUTENBHO 3(PPEKTUBHOCTH;

11) cBenenust 0 6€30MaCHOCTH JIEKAPCTBEHHOI'O IIpernapaTa, B TOM YHUCIIe:

a) HeXeNaTeNbHbIE PEaKIUuu (KpaTKoe pe3toMe O HEKENAaTeIbHBIX PeaKIMsIX, X aHaIu3, CIIHCKU
HE)KEJIaTeNbHBIX peakiuii, KOTOpbIe HAOIIOIATUCH Y BCEX YYACTHHUKOB KIMHHYECKOTO UCCIICIOBAHNSA);

0) cMepTh U IpyTue Ccepbe3Hble HeXKEaTeIbHbIC SBIICHUS;

B) OIIEHKA KIIMHUKO-Ta00paTOPHBIX MOKa3aTesei;

I) TMapaMeTphl JKU3HEHHO BaXHBIX (YHKIMI oOpraHu3Ma YYacTHUKOB KIMHHYECKOTO
HCCIIeIOBaHMsl, TaHHble OOBEKTUBHOTO HCCIEAOBAaHMS M Jpyras uHopmauus oOcieoBaHUs, KOTOpas



KacaeTcsi BOIPOCOB 0€30MacHOCTH.

12) B BuE NPUIOKEHUN K OTUETY MPEICTABISIOTCS CIEAYIOIIUE CBEICHUS:

a) Tabmuupbl, PUCYHKH, IpaduKH, Ha KOTOpbIE HMPUBOAATCSA CCBUIKM B OTYETE, HO KOTOPHIC HE
BOIILJTM B TEKCT OTYETA;

0) IPOTOKOJ KIMHUYECKOTO UCCIEA0BAaHUS U ONPAaBKU K HEMY;

B) oOpa3zel MHIUBUAYaIbHONW PErMCTPAllMOHHOM KapThl;

I') IepevYeHb 3THYECKUX KOMUTETOB;

1) 00pa3ibl MMCHbMEHHOM HH(OpMAIHH TS TAUEHTOB U POPMBI HHHOPMHUPOBAHHOTO COTIIACHS;

€) IepeveHb 1 XapaKTEepPUCTUKH UCCIIe0BaTeNed U JPYyTruX OTBETCTBEHHBIX JIULL;

) aHAJIMTHYECKas TOKYMEHTAllUs, B CIIydae MCII0JIb30BaHMsI B UCCIIEOBaHUM OoJiee OAHOI cepun
HCCIIEyeMOT0 JIEKAPCTBEHHOTO TpernapaTa - MepeyHu KOJIOB MAaIMEHTOB, MOJYyYaBIINX JIEKAPCTBEHHBIN
Mpernapar pa3HbIX CEpuid;

3) cXeMma paHJOMM3alUU U KOJbl (MIEHTU(UKALUSA CYyOBEKTOB KIMHHUYECKOTO HCCIIEOBAHUS U
Ha3HA4YE€HHOE JICUCHUE);

1) TaHHBIE ayIuTa (€CIu MPOBOIUIKCH);

K) JIOKyMEHTAalMs 10 CTAaTUCTUYECKUM METOJIaM;

J) NOKyMEHTalusi Mo JIabOpaTOPHOM CTaHJapTH3allMM METOJOB M OOecledYeHus KadyecTBa
MPOIIEyP, €CITH TPUMEHSUINCH;

M) IyOJIMKalKuY, Ha KOTOPbIX 0a3upyeTcsl IPOBEICHHOE KIIMHUYECKOE UCCIIeI0BaHHE.

ILH " .

10. He3aBuCHMBIM 3THYECKHII KOMHTET, CO3JaHHBIH HAa YPOBHE MEAMIIMHCKON OpraHu3aliu
(JToKaNbHBIA ITHUYECKUN KOMHTET), PETHOHAIHLHOM ypOBHE M (PYHKIMOHUPYIOMIUN KaK HE3aBHUCHMBII
opran oOecre4ynBacT 3alIUTy MpaB, OE30MAaCHOCTh M OXpPaHy 3JI0POBbS YYACTHUKOB KIHHHYECKOTO
HCCTIeI0BaHM (J1aiee - He3aBUCUMBINA dSTUUYECKUA KOMHTET).

11. B cocraB HE3aBHCUMOTO 3THYECKOTO KOMHUTETA JOKHO BXOAHMTH JOCTATOYHOE YHCIIO JIHII,
o0naaronMx HEOOXOAUMBIM ONBITOM U KBaTU(HKAIMEH s OKCIEPTHOHW OICHKH HAyYHBIX,
METUITMHCKUX M STHYECKHX aCIEKTOB IUIAHHUPYEMOTO KIMHHYECKOT'O MCCIIeIOBAaHUs, KaK MPaBUIIO, MATh
JIUIL, IPY 3TOM HHTEPECH HE MEHEEe YeM OJIHOTO JIUIIA JOJKHEI JIe)KaTh BHE chepbl HAYKH.

12. He3aBUCHMBIA 3THUYECKHII KOMHUTET OCYIIECTBIISIOT CBOIO JICSITEIBHOCTH B COOTBETCTBUU C
YTBEPKIAEMBIMA UM CTaHJIAPTHBIMH OTIEPAIIMOHHBIMU TPOIEYyPaMH, COJEPKAIIMMHI TPEOOBaHUS, B TOM
YHClie K COCTaBY M KBATH(PUKAIIUU YJICHOB, CBEJICHHS 00 yUpeauTene, MopsI0K Opranu3alii mNpoBeAeHUS
3acelaHui, pACCMOTPEHHUSI IOKYMEHTOB U MIPUHATHUSA [0 HUM PEILICHUMN.

13. He3aBucHMBIN 3THYECKHII KOMUTET PAacCMAaTPUBAECT M NPUHUMAET PEIICHHE HAa OCHOBAHUU
CIIEYIOIIUX IOKyMEHTOB:

a) MPOTOKOJIa KIIMHUYECKOT'0 UCCIIEIOBAHUS;

0) OpoUTIOPBI UCCIIETOBATENS;

B) HH(OPMAITMOHHOTO JINCTKA TAIlUEHTA;

T') CBEJICHUI 00 OmbITe PadOTHI HCCIEAOBATENCH 10 COOTBETCTBYIOIIUM

CHEIUATBLHOCTSIM U X OMBITE padOTHI MO MPOBEACHUIO KIMHMYECKUX UCCIIETIOBAHUIT;

) CBEACHWH O MEIUIIMHCKUX OPTaHW3alksiX, B KOTOPBIX MPEAIoiaracTcs IPOBEICHUE
KJIIMHUYECKOr0 HCCIEAOBaHUS (IOJTHOE W COKpAIleHHOE HAaWMEHOBAHMS, OpraHM3allMOHHO-TIPAaBOBas
dbopMa, MECTO HAXOXICHUS M MECTO OCYIISCTBJICHHS JEATSIBHOCTH, TenedoH, Tenedake, aapec
AJICKTPOHHOM MOYTHI KAKIOW MEIUIIMHCKON OpraHU3aIlkH ),

€) CBEJICHUI O IpeanoIaraéMbIX CpOKax MPOBEACHUS KIMHUYECKOTO UCCIIEIOBAHMUS;

) KOIIMH JIOTOBOpa 00S3aTEILHOTO CTPAXOBAHMSI, 3aKIFOUYCHHOTO B COOTBETCTBHH C THUIIOBBIMU
MpaBWJiaMHd  00S3aTEILHOTO CTPAaxOBaHUsA, C YKa3aHWEM TMPEACIbHOW YHCIEHHOCTH IIallMeHTOB,
YUYacTBYIOUIMX B KIMHUYECKOM HccienoBanuun™(7);

3) uH(MOPMAIIUU O COCTABE JICKAPCTBEHHOTO Tperapara.



Jis  paccMOTpeHHUsT HE3aBUCUMBIM JTHYECKUM KOMHUTETOM 3asBUTEIEM MOTYT  OBITh
MPEIOCTABICHbl JPYTU€ JOKYMEHTBl W MaTepualibl KIMHUYECKOIO MCCIEAOBAaHUS, B TOM YHUCIE
MaTepualibl, COJIEpKallMe ONMUCAHUE JCHCTBHI, HAMPABJICHHBIX HA MPUBJICYCHUE MAIMEHTOB, 3JI0POBBIX
JTOOPOBOJIBIIEB K yYaCTHUIO B KIMHHYECKOM HCCIIECOBAHUU; MUCHMEHHBIC MaTepuaibl, KOTOPhIE OyAyT
MPEAOCTaBIICHbl YYaCTHUKAM KIMHUYECKOTO MCCIEIOBaHMS; HHPOPMAIIUS O BBIIUIATaX U KOMIIEHCAIIUSIX
YYaCTHHKaM KJIMHUYECKOTO HCCIICIOBAaHM; TEKylllas BepcHs HaydyHOW Ouorpadum wuccienoBaTeNs U
(unn) apyrue MatepHabl, MOATBEPKIAIONINE eT0 KBATH(PUKAIHUIO.

14. Tlo pe3ynbpTaTaM pacCMOTpPEHHs JOKYMEHTOB, YKa3aHHBIX B myHKTe 13 Hactosimux [lpaBun,
HE3aBUCUMBIN ATUYECKUH KOMUTET IPUHUMAET OJTHO U3 CIEAYIONIUX PEIICHUM:

a) BBIJAET 3aK/IF0UeHue 00 0JOOPEHUH MTPOBEICHUSI KITHHUYECKOTO UCCIICIOBAHMUS,

0) BBIIaCT 3aKITIOYCHUE O HEBO3MOXKHOCTH OJI0OPEHUST KIIMHUYECKOTO UCCIICIOBAHNS;

B) PEKOMEHIYEeT BHECTH W3MEHEHHUS B NPEJICTaBICHHBIC JOKYMEHTBHI ISl IIEJIH TMOCIEAYIOIICH
BBIJIAYM 3aKITI0YCHHS 00 0JJ00pEeHNU TPOBEICHHS KIMHUYECKOTO UCCIIEIOBAHNUS;

I') OTMEHSICT WJIM MPUOCTAHABIMBACT PAHEE BBIIAHHOC 3aKIFOYEHHE 00 OJ0OpCHHH MPOBEICHUS
KIUHAYECKOTO UCCIICAOBAHMUS.

15. He3aBUCHMBIN STHYSCKHIT KOMHTET:

a) OCYIIECTBIISICT KOHTPOJIb 32 COOMIOACHUEM STUYECKUX HOPM TPU MPOBEACHUU KIMHUYECKOTO
HCCJIEIOBAHMS U MPAB YYACTHUKOB KIMHUYECKOTO UCCIECTIOBAHMUS;

0) Ha OCHOBaHMHM Hay4yHOW Ouorpaduu uccienoBaTeis U WHON JOKyMEHTAllMH OLIEHHWBAET
COOTBETCTBUE KBATH(PUKAIIUN UCCIEAOBATENS INITAHUPYEMOMY KIMHHYECKOMY HCCIIeIOBAHUIO;

B) B TMPOIECCE HCCIEAOBAHUS TEPUOAMYECKH PACCMATPUBAET JOKYMEHTAIIMIO M OIICHUBAET
MMPOBOIMMOE KIIMHUYECKOE UCCIIeI0BaHKE (HE PEXe OJTHOTO pas3a B ToJ);

') MOKET MOTPeOOBaTh OT OPTaHMU3ATOPA KIMHHUYECKOTO MCCIEAOBAHUS MPEJOCTABUTh YIACTHUKY
KJIIMHUYECKOTO HCCJICIOBAHUS JIOMOJIHUTEIbHBIE CBEJCHUS 00 WMCCIIEeNOBAaHUM, MOMUMO HH(POPMAIINH,
cojepkaiieics B nHOOPMAITMOHHOM JIMCTKE MAIlMEHTa, €CIU [0 MHEHHIO HE3aBHCHMOI'O 3THYECKOTO
KOMUTETA, 3TO TO3BOJUT MOBLICUTH CTETNECHb 3alUTHI MPaB U OE30MACHOCTU YYACTHHKA KIMHUYECKOTO
HCCIICIOBAHUS;

J) OILIGHMBACT pa3Mep U TMOPSAOK OCYIISCTBICHHUS BBILJIAT YYaCTHUKAM KJIMHUYECKOTO
WCCIIEIOBAHMSI C LIEJIbIO BBIABICHUS HEOOOCHOBAHHOM 3aMHTEPECOBAHHOCTH YYACTHHKOB KIMHHUYECKOTO
WCCICOBAHUS WJIM TPUHYXKACHUS HMX K YYaCTHIO B KIMHUYECKOM wHccienoBanun. Wudopmanus,
Kacaromiasicsl BBITIJIAT YYAaCTHUKAM KIMHUYECKOTO HCCIIEAOBAHMS, BKIIOYAs METOJbI, CYMMBI M Tpaduk
BBITUIAT, OTPaKaeTCsl B MH(POPMAIIMOHHOM JIMCTKE MaI[UeHTa.

€) MOXET MPUBJICKATh JJIsl MPUHSATUS PEIICHUN JIMI], 00JIaaloNX CICIHATbHBIMA 3HAHUSIMH B
COOTBETCTBYIOIINX 00JIACTSAX, KOTOPBIE HE YYACTBYIOT B MPEHUSIX U TOJIOCOBAHHH;

) COTTIACOBBIBAET MOIPABKU B MTPOTOKOJ KIMHUYECKOTO UCCIIEOBAHNUS;

3) CoBepIIaeT WHBIC JCHCTBYS, HAIIPABJIICHHBIC HAa UCITOJIHEHNE CBOMX (DYHKIMH M MTOJIHOMOYHH.

16. HeszaBucuMBII DSTHYECKHI KOMMTET HE3aMEUIMTENLHO B IIMCBMEHHOM BHIE COOOIIaeT
WCCIIE0BATEN0, OpPraHU3aTopy KIMHUYECKOIO MCCIEIOBAHUA O CBOMX PEIHICHUSIX, KaCarolUXcs
KIIMHUYECKOT 0 UCCIEA0BAHNS U IPUYUHAX MIPUHSITHUS PELLIEHUN.

17. Ecnu mpoTokosl TpeaycMaTpuBaeT HEBO3MOXKHOCTH TMOJIYYEHHUsS COTJIacusi Ha yd4acTHe B
WCCIEOBAHUM y NALMEHTa WM €ro 3aKOHHOTO IMPEACTABUTENS JO MOMEHTAa BKJIIOYEHMS IalMEeHTa B
HCCIIEIOBAHUE, B TOM YHUCIIE MPHU HEOTIOXKHBIX COCTOSHHUSAX HE3aBUCUMBIA dTHUYECKUA KOMUTET JOJIKEH
yOenuThCsl, B TOM YTO TPEJCTABICHHBIA MPOTOKOJN W (WIHM) Apyras JOKYMEHTAIMs COOTBETCTBYIOT
ATUYECKUM HOPMaM, a TaKKe HHBIM 00s13aTeILHBIM TPEOOBAHUSM ISl TAKUX UCCIICIOBAHUM.

18. He3aBUCHUMBIN STHUYECKHI KOMHUTET OOECIEeYMBAET XPAaHEHHE JOKYMEHTOB, CBSI3aHHBIX C
MPOBEICHUEM KJIMHUYECKOIO HCCIIEIOBAHUSA, KaK IPAaBWIO, B TEUCHHE TPEX JIET IOCIE 3aBEPLICHUS
KJIIMHAYECKOTO HWCCJICOBAHMS W TIPEICTABICHWE TaKWX JTOKYMEHTOB TPETHUM JIMIIAM C COONIOJCHUEM
TpeOoBaHMIl 3akoHOAaTenbcTBa Poccuiickoii demepanii 0 MEPCOHATBHBIX JaHHBIX, KOMMEPYECKOU,
rOCyIapCTBEHHOM W MHOM OXPaHIEMOUN 3aKOHOM TalHE.



19. Opranuzanuio NpoBeleHUsl KIMHUYECKUX HCCIEOBAHUNA I MEIUIUHCKOTO MPUMEHEHUS
BIIPaBE OCYIIECTBIATH (Jajiee - OPraHu3aTop KIMHUIECKOTO UCCIICIOBAHUS):

a) pa3pabOoTUHMK JIEKAPCTBEHHOTO TIpernapara uiu yrmoITHOMOYEHHOE UM JIUIIO;

0) oOpa3oBareibHbIE OPraHU3allUM BBICHIETO 00pa30BaHWsA, OPraHU3alUU JAOMOJHUTEIBHOTO
npoecCHOHATBLHOI0 00pa30BaHMS;

B) HAyYHO-UCCIIEAOBATENbCKUE opranu3anun®(8).

20. KnuHuyeckue wucciaeioBaHUs JIEKapCTBEHHBIX MpEnapaToB MPOBOAATCA IO MPOTOKOIY,
pa3paboTaHHOMY OpPraHM3aTOPOM KIMHMYECKOTO HCCIEIOBAHUS WM MPUBICYCHHBIM UM FOPUIUYECKUM
muoM. OpraHu3aTopoM KIMHMYECKOTO HCCIIEIOBAaHUS MOTYT BHOCHTHCSI M3MEHEHHUS B IPOTOKOJI B
¢bopMe mompaBoK, O(GOPMIEHHBIX B MUCHBMEHHOM BHJE TMOCPEICTBOM ONUCAHUS H3MEHEHWH WIn
OoQUIMATBHBIX Pa3bsICHEHUH MTPOTOKOIA.

21. Jlnda noslydeHus pa3pellieHusl Ha IPOBEAEHUE KIMHUUYECKOTO MCCIEA0BaHUs JEKapCTBEHHOIO
npernapaTa OpraHu3aTop KIMHUYECKOIO HCCIIEOBAHUS IMPEeNOCTaBisseT B MHUHHCTEPCTBO JOKYMEHTHI,
MpeIyCMOTpPEeHHbIE B uyacTH 2 cTtatbu 39 ®DexpepanbHoro 3akoHa “O0 oOpaleHUU JIeKapCTBEHHBIX
CpencTB”.

22. Opranuzarop KJIMHUYECKOTO UCCIIEJOBAHMUS:

a) 10 HavaJsla KJIMHUYECKOTO UCCIIeIOBAHUS MOTyYaeT pa3peiieHne MUHUCTEpCTBA Ha IIPOBECHHE
KITMHUYECKOT'O UCCIICIOBAHMSI,;

0) yCTaHaBIMBAaeT W paclpeaeiser MnpaBa, OOA3aHHOCTH M OTBETCTBEHHOCTb BCEX JIMII,
Y4acTBYIOIIMX B KIMHUYECKOM HCCIIEAOBAaHUN;

B) YTBEpXkKAaeT AOKYMEHTBHI IO TOPSAKY MPOBEACHHS KIMHUYECKOTO HCCIEA0BaHUs, cOOpY,
pErucTpalii U TPEACTaBICHUS JAHHBIX B COOTBETCTBHHM C MPOTOKOJIOM U HacTosimumu [IpaBunamu
(manee - cranapTHBIE ONEPALIMOHHBIE TPOLIEYPhl OPraHU3aTOPa);

I') mepecMaTpuBaeT OpOLIIOpY HE Pe’Ke OJHOr0 pa3a B TOA M, MPU HEOOXOAUMOCTH, JOMOIHSET
HOBBIMH  JaHHBIMH,  TIPEIOCTABISIET  AKTYAIbHYIO  pEIaKkUWI0  OpOIIIOpHl  HCCIIEIOBATENIO
(couccnenoBarento), He3aBUCUMOMY 3THYECKOMY KOMHTETY;

1) TIpU TPOBEICHUN KIMHUYECKOTO HCCIECIOBAHMS OCYIIECTBIISCT BHEAPEHHE W TOJACp KaHUE
cUCTeM oO0ecreueHuss U KOHTpOJIS KayecTBa B COOTBETCTBUM CO CTaHJAPTHBIMH OIEPallMOHHBIMU
MpoLeypaMH OpraHu3aTopa;

e) obecrmieurBaeT cOrjacMeé BCEX MPUBICUYEHHBIX K YYaCTHUIO B KIMHMYECKOM HCCIIEOBAHUU
CTOPOH Ha IPEJOCTaBJIEHUE IPSIMOro JOCTYNa BO BCE YyYacTBYIOLIME B KIMHUYECKOM HCCIIEI0BAHUU
MEMIIMHCKIE OPTaHN3aIMHA KO BCEM ITEPBUIHBIM JAHHBIM (HJIH) JJOKYMEHTAM U OTYETaM, MOJTYYCHHBIM U
COCTaBJICHHBIM MpPHU MPOBEACHUU KIMHUYECKOTO HCCIENIOBaHUS, B IIENIIX MOHUTOPHHTAa M ayJIuTa
KayecTBa IPOBEIECHUS KIIMHUYECKOIO UCCIIEIOBAHMS;

’K) Ha3zHa4yaeT JWIl, OOJamaronuXx HEOOXOIMMBIMH 3HAHUSMHU U KBATH(UKAIMEH, KOTOPHIC
OKa3bIBAIOT KOHCYJIBTATUBHYIO IMOMOIIb UCCIIEIOBATEISIMH 110 BOIPOCAM MEIUIIMHCKOTO XapakTepa Mpu
MIPOBEJICHUH KIIMHHYECKOTO HCCICTOBAHUS;

3) UCHOJB3YyEeT, MPUCBOEHHBIM HCCIEAOBATENEM  KAXKIAOMY YYacCTHUKY KIMHHYECKOTO
WCCIIEIOBaHMS UICHTU(UKAIIMOHHBINA KOJI (YHUKAJIBHBIA HOMEpP, COCTOSIIIUN U3 Udp U (M) OYKBEHHBIX
0003HAYCHUN, WCTIOIB3yeMbId BMECTO (aMWINKM, HMEHH, OT4YecTBa (NP HAJIMYWU) YYaCTHUKA
KIIMHUYECKOI'0 HCCJIEIOBAaHUS B OTYETaX O HEKEIaTeJIbHBIX SIBJICHUSX, HEXENaTeNIbHbIX PEeakIusX U
JOPYTUX JaHHBIX s oOecreyeHUs KOH(PHUACHIUATbHOCTH €ro JUYHBIX JAaHHBIX U TO3BOJISIOLIHUIA
UICHTU(PHUIPOBATH BCE JAHHBIE IO KAXIOMY YYaCTHHKY);

1) obOecreurnBaeT BEJEHNWE WHIUBUAYaJbHON PErMCTPAIlMOHHONW KapThl B OTHOILIEHWUU KaXJIOTO
YYaCTHUKA KIMHUYECKOIO HCCiIeNoBaHUs (Ha OyMaXKHOM HOCHTeNe WM B (opMme 3IeKTpPOHHOTO
JOKYMEHTA), Ky/1a BHOCUTCS BCSI HH(OpPMAIIHSI B COOTBETCTBUHU C TIPOTOKOJIOM (Jlajiee - WHIUBUIyaTbHast
perucTpalnoHHas KapTa);

K) IPUHUMAET penieHre 00 00pa30BaHUN HE3aBUCUMOI'0 KOMUTETA 10 MOHUTOPHUHTY JAHHBIX JJIS



OIICHKH TPOBOJMMOTO KIMHUYECKOTO HCCICIOBAHUS, PACCMOTPEHHs JaHHBIX 1O OE30MacHOCTH U
3¢ ()EeKTHBHOCTH HCCIEIyeMOTo JIEKAPCTBEHHOI'O TIperapara, B TOM YHCIE C [ElIbi0 BBIPAOOTKH
pEeKOMeHIaluii 0 11eJeco00pa3HOCTH MPOAOJDKEHHUS, MPEKpalleHus] KIMHUYECKOTO HCCIIEIOBAHUS WM
BHECEHUS B UBMEHEHUH B TIPOTOKOI;

7) o0ecrieynBaeT XpaHEeHUE JIOKYMEHTOB, OTHOCSIIUXCS K KIMHUYECKOMY HCCIICJIOBAHHIO, TIPU
MPEKPALICHNN KIMHUYECKOH pa3paboTKU HCCIeAyeMOoro JEeKapCTBEHHOIO Ipernapara IO OJHOMY,
HECKOJIbKMM HIIA BCEM IMOKa3aHUsM, ITyTSIM BBEACHHUS, IEKAPCTBEHHBIM (popMaM, KakK MPaBUiIO, B TCUCHHE
JBYX JIET C MOMEHTa O(pUIIMAIBHOTO MPEKpaIIeHus pa3padoTKH;

M) MpU TPEKpalIeHUH KIMHUYECKOHW pPa3pabOTKU HCCIEIyeMOro JIEKapCTBEHHOrO Ipernapara
coobm@aer o0 HSTOM BCEM YYACTBYIONIMM B KIMHUYECKOM HCCIIECIOBAaHUU HCCIENOBATENsIM U
MEIMIIMHCKIM OPTraHU3alHsIM, B KOTOPBIX OCYIIECTBIISICTCS MPOBEICHNE TAKOTO HCCIICIOBAHUS;

H) cooOImaer o repejade MpaB Ha JaHHBIE 00 HCCIeayeMOM JIEKapCTBEHHOM IMperapaTre B
MuHuCTEpPCTBO;

0) OCYIIECTBISET BBIOOp HCCIEAOBATENCH W MEAMIIMHCKUX OPTaHW3aIlUi Ui MPOBEICHUS
KITMHUYIECKOT'O UCCIICOBAHMUS, TIPU MPOBEACHHH MHOTOIICHTPOBOT'O KIMHHYECKOTO UCCIICIOBAaHUS MOXKET
ObITh OpraHU30BaH KOOPAMHAIIMOHHBIM KOMHTET # (WiIu) BbIOpaH KOOPAMHATOP W3 4YHUCIA
HCCIIeIOBATEICH;

1) Ha BCEX dTanax KIMHUYECKOTO HCCIeAOBaHUs (OT pa3pabOTKH MPOTOKOJIA, WHIUBUIYATBHON
PErUCTPALIMOHHON KapThl, MJIaHa CTaTUCTHUYECKOrO aHalu3a, Ui OOIIero PYKOBOACTBA KIMHUYECKUM
WCCIIeIOBaHUEM, PAOOTHI ¢ TAHHBIMU, BepU(PUKAIIMN JAHHBIX - J0 MPOBEICHUS CTATHCTUYECKOTO aHAN3a
MOJIYYCHHBIX JAHHBIX W TIOATOTOBKH IPOMEXYTOYHOTO W (PUHAIHHOTO OTYETOB O KIMHHYECKOM
WCCIIEIOBAaHHUH ) TPUBJICKAET JIMII, 00JIaIal0IUX COOTBETCTBYIOLIECH KBaMH(pUKAIUEi;

p) obecrieunBaeT KOHTPOJb 3a KAUYeCTBOM U IMOJHOTOW MOJYYEHHBIX B XOJI€ KIMHUYECKOTO
WCCIICIOBAHMS TAHHBIX.

23. Ilpu wHCHONB30BAHUU DJICKTPOHHBIX CHCTEM sl paboOThl C JAaHHBIMU KIMHHYECKOIO
WCCIEeNOBaHMs U (WMJIH) SJEKTPOHHBIX CHUCTEM YAaJE€HHOTO JOCTYIA K yKa3aHHBIM JaHHBIM OPTraHU3aTop
KIIMHUYECKUX UCCIIEI0BAaHUMN:

a) o0ecreuynBaeT M JOKyMEHTATHHO OPOPMIISIET COOTBETCTBHE CHUCTEM SJIEKTPOHHOM 00pabOTKH
JTAHHBIX TPEOOBAHUSM K MOJTHOTE, TOYHOCTH U HA/ICKHOCTH JAHHBIX, a TAK)KE CTAOMIBHOCTD TOCTHXKEHUS
TpeOyeMoro pe3yibTara (ajnee - BaTuAanus JaHHBIX ),

0) yTBepXk/JaeT CTaHIapTHbBIE ONEPAllMOHHBIE TPOLIEAYPhI UCIIOIB30BAHNUS AIEKTPOHHBIX CUCTEM;

B) oOecreunBaeT pabOTy OJIIEKTPOHHBIX CHCTEM TaKHM O0pa3oM, YTOOBI MPU H3MEHEHUU
BBEJICHHBIX JAHHBIX BHOCHMBIC U3MEHEHUsSI OBbLIM 33JJ0KYMEHTHUPOBAHBI M paHEe BBEICHHBIC AHHBIC HE
OBLITN yJIAJICHBI,

r) obecrieunBaeT CHCTEMY 3allMTHl JAHHBIX KIMHMYECKOTO HCCIEeI0BaHUs, MPEAOTBPAIAIONIYI0
HECaHKIMOHUPOBAHHBIA JIOCTYN K JaHHBIM, B TOM 4YHCIIE IMOCPEJICTBOM YTBEPXKICHUS CIHCKA JIHII,
MMEIONUX JOCTYN K JaHHBIM KIMHHYECKOTO HCCIICIOBAHUS C MPABOM BHECCHHS B HUX W3MCHCHHU H
PE3epPBHOTO KOMUPOBAHUS TAHHBIX;

1) 00€CIeYrBACT COXPAHHOCTh MACKHUPOBKH KIIMHUYECKOTO MCCIICIOBAHUS, TIPOBOJAUMOTO CIIETBIM
METOJIOM, IIPH BBOJIE M 00pabOTKe TaHHBIX B 3JIEKTPOHHOI cucTeMe.

24. OpranuzaTop KJIMHHYECKOTO HCCIEA0BaHUs MPEI0CTABISAET UCCIEIOBATEN0 U MEIUIIUHCKON
OpraHU3aIHi IPOTOKOJ KIMHUYECKOTO UCCIICIOBAaHMS U OpONIIOPY B TEKYIIEH pPEeIaKIuu 1O MOAMUCAHUS
C MEIMIIMHCKOHN OpTaHMU3aIlel JOrOBOpa Ha MPOBEICHUE KITMHINYECKOTO UCCIICOBAHUS U JaeT BPeMs JIIs
O3HAKOMJICHUS C MMPEAOCTaBICHHON HH(pOpMaIuei.

25. OpraHu3aTop KIWHHUYECKOTO HCCIEIOBAaHUS JOJKEH TONYyYUTh IHCBMEHHOE COorjiacue
WCCIICIOBATENsl W YIOJHOMOYECHHOTO JIMIAa MEIUIIMHCKON OpraHM3aIlid, TOCPEICTBOM IO ITUCAHHS
MIPOTOKOJIA WJIA JPYTOro JOKyMEHTa Ha:

a) TMpOBeJCHHE KIMHUYECKOTO HCCIEIOBAHHUS B COOTBETCTBUU C MPOTOKOJIOM, HACTOSIIUMHU
[lpaBunamu u TpeOoBaHMSAMH 3aKoHOAaTeNbCTBa Poccmiickoit ®enepanmun B chepe obOpameHus
JIEKapCTBEHHBIX CPEJICTB;



0) colOmogeHre TpOLeNypbl PETUCTpAllMM W TPEACTABICHUS JAHHBIX  KIMHUYECKOTO
WCCIICIOBAHMS,

B) IPOBEJICHIE MOHUTOPUHTA U ayUTa;

') XpaHEeHHE TOKYMEHTOB, CBS3aHHBIX C MPOBEACHUEM KIMHUYECKOTO UCCIIEAOBAHMS, 10 TEX IOp,
MOKa OPraHM3aTop KIMHUYECKOTO WCCIEJOBAaHMs HE COOOIIUT HCCIEeNIOBATeI0 W MEJAUIIUHCKON
OpraHu3aliy, YTO JaHHBIE TOKYMEHTHI MOT'YT OBITh YHUYTOXKEHBI.

26. OpranuzaTop KIMHUYECKOTO HCCIIEAOBaHMs 00sf3aH B KauyeCTBE CTPaxoBaTelsl CTPAaXOBaTh
PUCK TPUYMHEHHs] Bpelda >KU3HHU, 30POBBI0O TMAIMEHTAa B pe3yJbTaTe NPOBEACHUS KIMHHYECKOTO
WCCIIEIOBaHMs JICKQpCTBEHHOTO IMpernapara JUis MEIUIUHCKOIO INPUMEHEHHS 3a CBOW CUeT MyTeM
3aKIIIOYEHHUsl JIOTOBOpa 00s3aTeIbHOrO cTpaxoBaHusA®(9). YcioBus 1oroBopa CTpaxoBaHUs, pa3Mep U
MOPSIOK CTPaxOBOM BBITLJIATHI yCTAHABJIMBAIOTCS B COOTBETCTBHH C TIOCTaHOBIeHHEM Ne 714,

27. Tlpmw Hamuuuu B MEIUIIMHCKOW OpraHW3ali, B KOTOPOW IUIAHUPYETCS TMPOBEICHUE
KJIMHUYECKOTO HCCJEIOBAHUS, HE3aBHCHMOIO0 JSTHYECKOr0 KOMMTETa, OPraHU3aTop KIMHUYECKOTO
WCCIIEIOBAHMS JTOJDKECH TIOJIYYHUTh MMOATBEPKICHNUE TOTO, YTO JaHHBIA HE3aBUCUMBIN STHUECKUI KOMHUTET
OpPTaHW30BaH U JIEHCTBYET B COOTBETCTBUU C HACTOAIIMMHU [IpaBmiiamMu u corjacue 3TOro He3aBHCHMOTO
ATUYECKOr0 KOMUTETA Ha MPOBEACHHUE KIIMHUYECKOT'0 UCCIIeIOBAHUS.

B ciydae ecnu coriacue HE3aBHCHMOTO 3THYECKOTO KOMHUTETa Ha MPOBEACHUE KIMHUYECKOTO
WCCIICIOBAHMSI BBIPAKACTCS MIOCPEACTBOM BHECEHHSI M3MEHEHHUI B JOKYMEHTHI U JIaHHBIE KIIMHUYECKOTO
WCCIIEIOBAHMSI, MEUIIMHCKAsT OpraHU3aIlusl MPeJOCTaBIsIeT OPraHu3aTopy KIMHUYECKOTO HCCIeI0BaHUs
KOIIMH BCEX M3MEHEHHBIX JOKYMEHTOB U JIaHHBIX.

B cirydae n3MeHeHHs pemeHns He3aBUCHMOTO dTHYECKOTO KOMUTETa OTHOCHTEIBHO MPOBEICHUS
KIIMHUYECKOTO0 HCCJIEeIOBaHUs, B TOM 4HCIE TOCPEICTBOM OT3bIBa paHee JJaHHOTO COIJacus,
MEIUIMHCKasT OpraHM3alus He3aMeUIMTeNIbHO yBeIoMysieT 00 3TOM OpraHM3aropa KIMHUYECKOTO
WCCIICIOBAHMS.

28. OpraHuzatop KIMHHUYECKOTO HCCIENOBAHMS JODKEH HMMETh JaHHble MO 0e30ImacHOCTH U
3¢ (EKTUBHOCTH HCCIIEAYEMOT0 JIEKapCTBEHHOI'O Ipernapara, OOOCHOBBIBAIOLIME €ro IMpHUMEHEHHEe, a
TaK)ke OOHOBJIATH OPOIIIOPY IO Mepe MOIYYEHHUS B paMKaxX NMPOBEACHHS KIMHUYECKOTO HCCIICIOBAHMS
HOBBIX JAHHBIX, BJIMSIOUIMX Ha 3(P(EeKTUBHOCT, M 0€30IaCHOCTh HCCIEAYEMOro JIEKapCTBEHHOTO
npernapara.

29. Opranu3arop KIMHHYECKOTO MCCIIEJOBAHMS 00ECIEUNBACT MCIIOJIBF30BAaHUE MPH MPOBEICHUN
KIIMHUYECKOTO HCCIIEOBAHMS HCCIEAYEMBIX JIEKAPCTBEHHBIX MpenaparoB (BKIOYas, IpernapaTsl
CpaBHEHMs W Iulale00) TPOM3BEAECHHBIX B COOTBETCTBUUM C TpeOOBaHMAMHU  HaJyIexarei
MPOU3BOICTBEHHON TPAKTHUKH, HMMEIOIIMX COOTBETCTBYIOLIME IIOKA3aTeIM KauecTBa W KOTOpHIE B
COOTBETCTBYIOIIUX CITydasiX 3aKOJAUPOBAHBI U MAPKUPOBAHBI B IIEIISIX 00ECIICYCHUS MACKHPOBKH.

Ha mnepBuuHyro ymakoBKy (eciu /sl 3TOrO CYIIECTBYET TEXHHYECKas BO3MOXKHOCTb) H
BTOPUYHYIO (MOTPEOUTENBCKYI0) YHNAKOBKY JIGKAPCTBEHHBIX IPENapaTroB, MpeJHA3HAYCHHBIX IS
KIIMHAYECKUX UCCIEAOBAHMH, TOJDKHA HAHOCUTHCS HaMuUCh: {7 kmuHndeckux uccnenoBanmii”*(10).

30. JInsg KIMHUYECKUX HCCIEIOBaHUM, MPOBOAMMBIX CIEMBIM METOJOM, CUCTeMa KOIHPOBAHUS
UCCIIElyeMOT0 JICKapCTBEHHOT'O Tpernapara J0JDKHAa BKIOYATh B ceOs MeXaHH3M, MO3BOJSIOMIMN B
OKCTPEHHBIX CIIydasX, ObICTPO HIACHTU(UIIMPOBATH JAaHHBIA JICKAPCTBEHHBIM NpenapaTr, Ipu 3TOM He
JIOITYCKAIOUINI BO3SMOYKHOCTH HE3aMETHO PACKPHITh KOI.

31. Ecnu nekapctBeHHass (opMa HcclieyeMoro JIEKapCTBEHHOIO Iperapara WM Ipenapara
CpaBHEHHsI ObUIa HM3MEHEHa B XO/€ KIMHUYECKOTO HCCIEOBAaHUS, TO JIO HWCIOJb30BAHUS HOBOM
JIEKapCTBEHHONM (OpMBI B KJIMHMYECKOM HCCIIEIOBAHUU JIOJKHBI OBITh MOJyYeHBbl Pe3yJbTaThl
COOTBETCTBYIOIIUX JOMOJHUTENBHBIX HCCIEJOBAHUN JaHHOW JIeKapCTBEHHOM (opMBbl mpernapara,
HEOOXOIMMBIE ISl OLEHKH CTENEHH BIUSHHS JaHHBIX M3MEHEHUH Ha (DapMaKOKMHETHUKY HCCIETyeMOro
JIEKapCTBEHHOI0 Ipemnapara, ero 0e3omacHOCTh U 3(dexTuBHOCTh. B Takom ciiydae opraHuzarop
KJIMHUYECKOT0 HCCIIeIoBaHUs 00ecrieunBaeT BHECEHHE U3MEHEHUH B TIPOTOKOI.

32. OpraHu3aTop KIMHHYECKOTO MCCIEA0BaHUs OOECHEeYMBAET MOCTYIUIEHHE B MEAMIMHCKYIO
OpraHM3alfio, B KOTOPON NPOBOAMUTCSA KIMHUYECKOE HCCIEeIOBaHUE, HCCIEAYEeMOro JIeKapCTBEHHOTO



npenapara.

Opranuzarop KIMHHUYECKOTO MCCIEAOBaHUSA JOKEH HMMETh HCCIIEAYEMbI JIeKapCTBEHHbIN
mpemapaT B KOJUYECTBE, HEOOXOIUMOM JJisi TPOBEACHUS KIMHUYECKOTO HCCIEAOBAaHUA H
MOJITBEPKICHHS €r0 COOTBETCTBHS TPeOOBaHMIM (apMaKoneHHbIX cTaTel MO0 B claydae UX OTCYTCTBHS
HOPMAaTUBHON JIOKYMEHTallUl WJIM HOPMAaTUBHOTO JOKYMEHTa, a TaKK€ BECTH YYeT aHaJIU30B H
XapaKkTepPUCTUK 00pa3lloB JEKApCTBEHHOTO Ipernapara u3 napTiu (Cepumn).

[loctymuieHne ucciaenyeMoro JEKapCTBEHHOIO Ipernapara B MEAMLIMHCKHE OpraHM3aluH, €ro
BO3BpaT, YHMUYTOXXEHUE HCCIEJYEMOI0 JIEKapCTBEHHOIO0 TMpenapara IMOJpoOHO U B CPOK
JOKYMEHTHPYETCSI OPraHU3aTOPOM KIMHUYECKOTO UCCIEA0BaHUS.

Opranu3atop KJIMHUYECKOI'O HMCCIEIOBAHUS OCYLIECTBIISET MOCTOSHHYIO OLIEHKY O€30MacHOCTH
HCCIIETyEMOTr0 JIEKAPCTBEHHOTO Mpenapara U yBeJOMIISIET BCEX 3aHATHIX B KIMHUYECKOM HMCCIEA0BAHUU
uccienoBareneii ¥ MeIMIMHCKUE OPTraHU3al[ui O MOJYyYEHHBIX TaHHBIX, KOTOPbIE MOTYT HEOIAronpusTHO
OTpa3uThbcs Ha O€30MaCHOCTH YYAaCTHUKOB KIMHHYECKOI'O MCCIENOBaHUA M (MJIM) TOBIUATH Ha
MIPOBEJICHUE KIMHUYECKOTO HCCIIET0BaHUS.

33. Opranuzarop KIMHUYECKOTO MCCIIEAOBAHUS COOOIIAET BCEM YYAaCTBYIOUIUM B KIMHUYECKOM
WCCJIEIOBAaHUH HCCIIEOBATENSIM, METUIIUHCKUM OopraHu3anusM u denepanbHoil ciyx0e Mo Haa30py B
cdepe 3apaBoOXpaHEHUsT 000 BCEX CEPHE3HBIX W HEMPEABHICHHBIX HEXKEIATENbHBIX PEAKLHUAX, a TAKKe
npenactanisier B OefepanbHyI0 CiIyk0y MO HaA30py B cdepe 3apaBOOXpaHEHHs TEPUOIUUECKHE OTUETHI
1o 0€30MacHOCTH MCCIIEAyEeMOro npenapara B yCTaHOBJICHHOM mopsiake™(11).

34. OpraHuzarop KIMHUYECKOTO HCCIEAOBaHUSl OCYIIECTBIAET MOHHUTOPUHT KIMHUYECKOTO
HCCIIEIOBaHMSI, BKIIOYAIOIINN J1€ATEIbHOCTh IO KOHTPOJIIO 32 XOJOM KJIMHUYECKOIO HCCIIEeI0BaHUs, MO
00eCreueHUI0 ero MpOBeACHUs, COOPY AaHHBIX U TMPEACTABICHUIO PE3YyJIbTAaTOB B COOTBETCTBHH C
MPOTOKOJIOM,  CTaHAAPTHBIMU  OINEPAlMOHHBIMH  Mpoleaypamu, Hactosmumu I[lpaBuinamMu u
TpeOOBaHUAMU 3aKOHOaTehCcTBA Poccniickoit denepanuu 00 0OpalieHnn JIeKapCTBEHHBIX CPEJICTB.

JIns  npoBeneHHWs MOHUTOPMHIA OPraHu3aTop KIMHUYECKOIO HCCIENOBaHUS Ha3HA4aeT
¢busnueckoe nuio, obnanaroniee HAyYHBIMU M (WJIM) CHEIUAIBHBIMU 3HAHUSMH, HEOOXOTUMBIMU IS
IIPOBEJICHUS] MOHUTOPUHIA KIIMHUYECKOTO UCCIIEIOBAHUS.

JIuo, Ha3HAYeHHOE OpPraHU3aTOPOM  KIMHUYECKOTO  MCCIECIOBAaHUS Uil  MPOBEICHUS
MOHUTOpPHUHIra, 00s3aHO COONMIOJaTh CTaHJAPTHBIE ONEpallMOHHBIE MPOLEAYphl  OpraHu3aTopa
KIIMHUYECKOI'0 UCCIIEIOBaHMUS.

35. lenbro MOHUTOPUHIA KIIMHUYECKOTO UCCIIEA0BAHUS SBIIETCS YCTAHOBJIEHUE TOTO, YTO:

a) mpaBa ¥ OJaronojyyne y4acTHUKOB KJIMHUYECKOTO UCCIIeIOBAHNUS 3aIlUIICHBI;

0) ToNy4YeHHbIE B X0/I¢ KIMHUYECKOT'O HCCIICAOBAHUS JAaHHBIC SBISIOTCS TOUYHBIMHU, TOJHBIMH H
MTOATBEPKIAIOTCS IEPBUYHON JOKYMEHTALMEM;

B) KJIIMHUYECKOE MCCIIEIOBaHNE MPOBOJUTCS B COOTBETCTBUU C YTBEP)KJICHHOHN TeKylleill Bepcuen
MIPOTOKOJIa M U3MEHEHHI K HeMy, TpeOoBaHUSMU HacTosmux [IpaBun u 3akoHOAaTenbCTBA Poccuiickoit
®enepannu 06 oOpallleHuH JeKapCTBEHHBIX CPEJICTB.

36. i NOCTM>KEHMS 1eNe MOHMTOPUHIA KIMHUYECKOTO MCCIIEIOBAaHUS JIMILO, HA3HAYEHHOE
OpPraHU3aTOPOM KIMHUYECKOI'O UCCIIEOBAHMS UIsl IPOBEACHHSI MOHUTOPUHTA:

a) oOecreuMBaeT B3aUMOJECHCTBHE MEXKIy OPraHU3aTOpoOM KIMHUYECKOTO HCCIeI0BaHus,
MEIULMHCKOW OpraHu3alueil U UCCie10BaTeseM;

0) mpoBepseT W KOHTPOJMPYET HaIMyhe KBAIM(UKAIIMK HCCIEAOBATENSI M PECYpCOB
MEAMIMHCKONW OpraHu3aluy HEOOXOAMMBIX JUIsl MPOBEACHUS KIMHUYECKOTO HCCIEIOBaHUS, BKIHOYAs
naboparopuu, 000pyI0BaHUE U MIEPCOHAT,

B) B OTHOULIEHUH HCCIIETYyEMOr0 JIEKApCTBEHHOTO Mperapara MpoBepsieT:

CPOKM M YCJIOBHA XpaHEHHs, KOJMYECTBO B 0OBeMe, HEOOXOOMMOM sl TPOBEICHHS
KJIINHUYECKOT'0 MCCIIEOBaHUS;

MIOJIy4E€HHE TOJIBKO TEMH YYAaCTHUKAMHU KIMHUYECKOTO MCCIIEN0BAaHMUs, KOTOPBIM OH HAa3HAYEH, U B
7103aX, YCTAHOBJIEHHBIX IIPOTOKOJIOM;

WHCTPYKUWH MO NPAaBWIBHOMY HPHUMEHEHHIO, XPAaHEHHUIO M MOPSAKY BO3BpaTa MPEIOCTABICHBI



Y4aCTHUKAM KJIMHUYECKOT'0 UCCIEAOBAHUS;

OCYIIIECTBJICHUE HCCIIEIOBATEIEM KOHTPOJISI M JOKYMEHTAIbHOTO O(OPMIICHHUS MOJYy4YEHHUS,
MIPUMEHEHHUsI, BO3BpATa, YHUUYTOKEHHS HCCIEAYEMOIO JIEKAPCTBEHHOIO IIpenapara B MEAMIMHCKON
OpraHu3aluy;

I') TpOBepsieT COOJIIOJIEHUE HCCIIEN0BAaTEIeM YTBEP)KICHHOIO MPOTOKOJIA M BCEX H3MEHEHHH K
HEMY, IPaBUIBHOCTh, MOJHOTY, TOYHOCTh U CPOKH O(POPMIICHUS UCCIIeIoBaTeNIeM JOKYMEHTOB U JaHHbBIX
KIIMHUYECKOIO UCCIIEJOBAHMSI;

J) TpOBEpsieT TMOIy4eHHE J0OpPOBOJIBHOTO THCbMEHHOTO COIJIacHsl KaXkJIOro Yy4YacTHHKA
KJIMHMYECKOT'0 MCCIIEOBAHUS O Hayaya ero y4acTus B KIIMHUYECKOM HCCIIEIOBAaHNH;

€) obecrieunBaeT HAIMYKME Y MCCIIE0BaTeNs TeKyIleld peakiiuu OpoIopsl, HHBIX JOKYMEHTOB U
MaTepuaioB, HEOOXOUMBIX JIJIsl MPOBEACHUS KIMHUYECKOTO UCCIIEI0BAHUS;

) obecriednBaeT JIOBEJACHUE JI0 MccienoBareeii HeoOX0AUMOM A1l MPOBEACHUS KIMHUYECKOTO
UcCle0BaHus MHPOpPMaIIHH;

3) NOpOBEpsieT COOJIIOJIEHUE HCCIIEI0BATENEM KpPUTEPUEB OTOOpa YYACTHUKOB KIMHUYECKOTO
HCCIIEI0BAHMS;

M) TpoBepseT NPaBHIBHOCTb, IOJIHOTY M CPOKA PErHCTpali JaHHBIX KIMHUYECKOTO
HCCIIEN0BAHMS, a TAKXKE IMOPAIOK BEACHUS JOKYMEHTOB KIMHUYECKOIO UCCIIEI0BAHMS;

K) MpOBEpSET MPABWJIBHOCTb M IMOJHOTY PETUCTPALUU B HHIUBUAYaJIbHOW PErHCTpaLlMOHHON
KapTe JaHHBIX, MPEIyCMOTPEHHBIX MPOTOKOJIOM, JAHHBIX 00 M3MEHEHUSX H03bl U (WJIM) Tepamuu, O
BBISIBJICHHBIX HEKEJATE/IbHBIX SIBJCHUSAX U HEXENATEIbHBIX PEAKIUSAX, O MPOIMYIICHHBIX YYaCTHUKOM
KIIMHUYECKOI'0 HCCIIEJJIOBAHMSI BU3UTaX, O HEBBIOJHEHHBIX aHaldu3ax U oOcienoBaHusx. Bce ciydan
WCKJIIOYEHHS ¥ BBIOBIBAHMSI YYACTHUKOB KIIMHUYECKOTO HCCIEAOBAHUS U3 KIMHUYECKOTO HCCIIEI0BAHUS
MOJIEXKAT PETUCTPAIIUU U OSICHEHUIO B MHAUBUIYaTbHON PEruCTPAllMOHHON KapTe;

J) cooOuiaeT HCCIelnoBaTeN0 O JIIOOBIX JONYIIEHHBIX B HMHJMBHUIYyabHOW pErucTpaliiOHHON
KapTe omuOKax, MpPOMycKax M Hepa30OpUMBBIX 3allMCAX M MPOCIECKUBAET 3a TEM, YTOOBI
COOTBETCTBYIOIIME MHCIPABICHMs, ObUIM CHAENaHbI, JaTHPOBaHBbI, OOBSICHEHBI (€CIM HEOOXOOUMO) H
MIOATMCAHBI UCCIIEA0BATENIEM;

M) cooOIaer ucciaenoBaTeNi0 00 OTKIOHEHHUSX OT MPOTOKOJIA, CTAaHAAPTHBIX MUCHBMEHHBIX
MpoLeayp opranuszaropa, TpedoBanuii Hacrosmux IIpaBui, 3akoHomatenbctBa Poccuiickoit deneparuu
00 oOpallleHuu JEeKapCTBEHHBIX CPEJICTB W MPUHUMAET MEPbl MO MX YCTPAHEHUI0 U HEAONMYLIECHUIO
ITOBTOPEHMUSI.

37. IluceMeHHBIE OTYETHI IO MOHUTOPHHIY KIMHHUYECKOTO HCCIIEIOBAHUS IPEACTABIISIFOTCS
JIMLIOM, HA3HAYEHHBIM JUIs NIPOBEIEHUS MOHUTOPHHIA OPraHU3aToOpy KIMHMYECKOrO HCCIEAOBAHUS B
MOPSIAKE M CPOKH, YCTAHOBJICHHBIE CTAHJAPTHBIMU OIEPAlMOHHBIMU MPOLEAYypaMU OpraHnu3aTopa.

OT4er Mo MOHMTOPHUHIY KIMHUYECKOIO HCCIENOBAaHUSA JOJDKEH COIEpXkKaTh, B TOM YHCIE CPOKH
IIPOBEACHUS MOHUTOPUHIA, HAUMEHOBAHUE MEJMIIMHCKOM OPraHM3aluy, € MPOBOAUIICS MOHUTOPHHI,
JaHHbIE 00 MCCIeI0BaTeNAX, YYaCTHMKAX KIMHUYECKOIO HCCIIEOBATENs, C KOTOPHIMH OOILIANOCh
(B3aMMO/IEHCTBOBAIO) JIUII0, HA3HAYEHHOE [Jisi MPOBEIEHUS MOHUTOPUHTA, OMHUCAHHE MPOBEPKH,
CBEJICHUSI O BBISBIEHHBIX HEAOCTAaTKaX, BBIBOJBI MO pe3yJbTaTaM MOHMTOPUHITA U WHBIE CBEICHUS U
JAaHHBIE, KACAIOLIUECS MOHUTOPUHTA KJIIMHUYECKOTO NCCIIETOBAHMUS.

38. OpranuzatopoM KIMHHUYECKOTO UCCIIEI0BAHUS KIMHUYECKOTO UCCIEAOBAHUS OCYILECTBISAETCS
HE3aBHCHMasg OT MOHMTOPHMHIA OLIEHKAa COOTBETCTBUS IPOBOAMMOIO KIMHUYECKOTO MCCIEA0BaHUs
MIPOTOKOJy, CTaHJApTHBIM OINEPAllMOHHBIM IpPOLEAypaM oOpraHusaropa, Hacrosmum IlpaBwiam n
TpeOoBaHUSAM 3akoHonaTenbcTBa Poccuiickoit @enepanuun 00 oOpallleHUH JIEKapCTBEHHBIX CPEACTB
(ayee - ayIUT KIMHUYECKOT'O UCCIICOBAHMS).

Jns  npoBeneHus — ayandTa KIMHUYECKOIO  HCCIENOBAHUS  OpPraHU3arop  KIMHUYECKOTO
WCCIIEIOBaHMsI Ha3HA4aeT JIUI], HE3aBUCHUMBIX OT BCEX CyOBEKTOB KIMHUYECKOI'O HCCIEIOBAaHUS U
o0mamaronx KBanu@uKammed, moAroTOBKOM, OMBITOM JIJIsl IPOBEACHUS ayInTa.

[Inan u oOveM ayauTa KIMHUYECKOTO MCCIAEAOBAHUS pa3pabaThIBAIOTCSI M YTBEP)KIAOTCS
OpraHM3aToOpOM KJIMHUYECKOTO HCCIENOBAHUS C YYETOM KOJIMYECTBA YYACTHUKOB KIMHUYECKOTO



HCCIICAOBaHUA, TUIIA W CIOXHOCTHU KIIMHHUYCCKOI'O HCCICAOBAaHMHA, CTCIICHU PHCKA I YYaCTHHUKOB
KIIMHUYECKOI'O UCCJIEA0OBAHUA U NHBIX 00CTOSITENILCTB.

39. Ilpu oOHapyXeHMM B XOJ€ MOHHMTOPHHra WIM ayJuTa KIMHHUYECKOTO HWCCIIEeIOBaHUS
CCPBC3HBIX U (I/IHI/I) MOBTOPAOIINXCA  CJIIYUacB HGCOGJIIOI[GHI/ISI HCCICOOBATCIICM, MGHHHHHCKOP'I
OpraHu3aleil yCTaHOBJICHHBIX TPEOOBAHMI K MPOBEIECHUIO KIMHUYECKOTO MCCIIEIOBAHUS OpTraHU3aTop
KJIIMHUYECKOT0 HCCJIEAOBAHMS MPEKpPAllaeT y4acTHE HCCIAeAOoBaTelss, MEIUIUHCKONW OpraHu3alud B
KIIMHUYECKOM MCCIIEOBAaHUHM U BHOCUT U3MEHEHUS B IIPOTOKOJL.

40. B cpok, He NMpEBBILIAIOLINNA MATH padoYnX AHEW CO JHS 3aBEPLICHMS, IPUOCTAHOBIECHUS WU
MPEKpaIICHUs] KIMHUYECKOTO HCCIENOBAHMS  JIEKAPCTBEHHOrO Ipenapara Uil  MEIUIMHCKOTO
MPUMEHEHHUsI, COOOIIeHrne 00 5TOM HampaBlsSeTCs OpPraHU3aTOPOM KIMHHYECKOTO HCCIEeIOBaHUS B
MuHucTEepCTBO.

41. Ilpu MHOTOLUEHTPOBBIX KIMHMYECKMX MCCIEAOBAHUAX OPraHMU3aTOp KIMHHYECKOIO
HCCIIeIOBaHMs 00eCTIeYnBaeT:

a) MPOBCACHUC KIMHHUYCCKOIO HCCICAOBAaHUA BCCMHU MCIHMIMHCKHMHU  OpraHu3alusIMU,
YHYaCTBYIOIIMMHU B MHOTI'OICHTPOBOM KIHMHHUYCCKOM HCCICAOBAHHWH, B CTPOIrOM COOTBECTCTBHU C
MIPOTOKOJIOM KIMHUYECKOTO UCCIIEI0OBAHNUS;

0) pa3paboTKy HMHIMBUAYaATbHBIX PErHCTPALMOHHBIX KapT, MO3BOJSIOMIMX cOOpaTh TpeOyemble
JAaHHBIE N3 BCEX MCECAUIIMHCKHX opraHmauHﬁ, Y4aCTBYIOIIMX B MHOT'OICHTPOBOM KIMHHYCCKOM
HCCIIE0BAHNM;

B) JOKYMEHTaJbHOE 3aKpeIUieHue TMpaB U 00s13aHHOCTEN MEIULIIMHCKUX OpraHu3anvii "
HCCIIEIOBATEIIC, MPEAOCTABICHNE YKa3aHHBIM JIMIIAM MPOTOKOJIA, CTaHAAPTHBIX OINEPAlMOHHBIX
MpOLIEAYp OpraHU3aropa, MHCTPYKLUHU 10 3alOJHEHUIO WHIUBUIYAIbHBIX PETHCTPALMOHHBIX KapT N0
Hauaja KIMHUYECKOI0 UCCIIEAOBAHUS.

IV. Opranuzanus padoTbl HCCaeI0BATES

42. PykoBoauTENb MEIUIIMHCKON OpraHU3alliy, KOTOpas MPOBOJUT KIMHUYECKOE UCCIEI0OBAHUE,
Ha3HA4YaeT MCCIENI0BATENsl, OTBETCTBEHHOTO 3a IPOBEJICHUE TAKOTO HCCIEJOBAHUA U HMMEIOLIETO
Je4eOHyI0 CIEeHUalbHOCTh, COOTBETCTBYIOLIYIO MPOBOJMMOMY KIMHUYECKOMY HCCIEIOBAHUIO, CO
CTakeM paboThl MO MporpaMmaM KIWHUYECKHX HCCIeOBAaHUI HE MEHee 4YeM TpHU Toja M MO €ro
MPEUIOKEHUIO HAa3HAYaeT COMCCIIeNoBATeNe M3 4HciIa Bpadeil 3ToW MEeTUIMHCKON opraHm3anun®(12)
(mamnee - UccleIOBATEND ).

43. HccnenoBatrenb, COUCCIENOBATENd JOJDKHBI OBITh O3HAKOMIIEHBI C  pe3yJbTaTaMu
JOKJIMHUYECKOTO HCCIIEIOBAHUS HCCIEAYEMOro JIEKapCTBEHHOTO IIpernapara, akTyaJllbHOW Bepcuen
OpOIIIOPBI, MPOTOKOJIOM, WHBIMA JOKYMEHTAMH W JaHHBIMH, UMEIONIUMHU OTHOIICHHE K TMPOBEIACHUIO
KJIIMHUYECKOI'0 UCCIIEIOBaHUS.

44. HccnepoBarenb OCYHIECTBISIET OTOOp yYAaCTHUKOB  KIMHUYECKOTO  HMCCIICOBAHUSA,
o0ecrieunBaeT OKa3aHUEe MEJULIMHCKON TOMOIIM YYaCTHUKY KIMHUYECKOro uccaenoBanus®(13).

45 VccnenoBarenb, coUccae0BaTENN AOJKHBI 3HATh U cOOM0aaTh HacTosAmme [IpaBuia u uHble
TpeOoBaHUS 3aKoHOJaTenbcTBa Poccuiickoit denepamuu 00 oOpalleHUH JIEKApPCTBEHHBIX CPEJCTB.
Hapymienne nacrosmux I[paBun, danscudukaius pe3yabTaToB KIMHAYECKOTO UCCIEIOBAHUS BICKYT 3a
co00¥t OTBETCTBEHHOCTh B COOTBETCTBUH C 3aKOHOJATENHCTBOM Poccuiickoit denepanun™(14).

46. HccnenoBarens AODKEH pacrmojiaraTh BpEMEHEM M pecypcamu, BKIIIouas jgaboparopuu,
00opyI0BaHME U TIEPCOHAT, HEOOXOUMBIMU I MPOBEICHUS KIMHUYECKOTO UCCIICOBAHUSI.

47. Ilpu HaNMW4YMM coTacus y4YacTHHUKA KIMHMYECKOTO HCCIENOBAHMS HCCIEAO0BATENb COOOIIAET
JeqanieMy Bpady y4acTHHKA KIMHHUYECKOTO HCCIENOBaHMsI 00 Y4YaCTHHU TOCJIEIHEro B KIMHUYECKOM
HCCJICIOBAHMH.

48. HccnenoBaTenb NPOBOAUT KIIMHUYECKOE UCCIIEIOBAHUE B COOTBETCTBUH C TPOTOKOJIOM.

HccnenoBarens 00s3aH cOOMIOAATh MPOTOKON, HE MOJKEH BHOCHTH B HEro M3MEHEHHs 0Oe3
penrenruss MUHUCTEPCTBA M OJ00PEHUsT HE3aBUCUMOTO ITHUYECKOTO KOMHUTETA 32 UCKIIOYCHHEM CITy4acs,



Korma TpeOyeTrcs YCTPaHUTh HEMOCPEACTBEHHYIO YIpo3y SKM3HH W (WJIHM) 3J0pPOBbs yYacCTHUKA
KIMHUYECKOTO HCCIICIOBAHMS.

JIroboe OTKIOHEHHE OT YTBEPXKJICHHOTO TMPOTOKOJa O(OpMISETCS JAOKYMEHTAIBHO W B
KpaTyaillliie CpPOKM HamlpaBiisIeTCs] IJIsl PAaCCMOTPEHHUSI W COTJIacOBaHUSI B HE3aBUCHUMBIM STUYECKUMN
KOMUTET U OPTraHu3aTOpy KIMHUYECKOTO UCCIIEIOBAHMS IJIsl COTJIACOBAHUSI.

49. UccnenoBarenb cOOOIAET B HE3ABUCUMBII dTUYECKUI KOMUATET:

a) 00 OTKJIOHEHUSX OT MPOTOKOJIA UM U3MEHEHUSX MPOTOKOJIA, MPOU3BEICHHBIX JJIsl YCTPAHECHUS
YIPO3bI )KU3HU U (WIJIM) 3/I0POBbSI yUaCTHHUKA KIMHUYECKOTO HCCIICIOBAHNUS,

0) 00 U3MEHEHUSX, HEMOCPEACTBEHHO BIUSAIONINX HA MPOBEICHNE KIMHUYECKOTO MCCIICIOBAHUS 1
(W1K) YBETUYHMBAIOIIUX PUCK YUACTHUS B KIIMHUYECKOM HCCIIETOBaHUY;

B) 000 BCEX HEKENATEIbHBIX PEAKIUAX, KOTOPHIC SBIISIOTCS OJHOBPEMEHHO CEPhE3HBIMH U
HeTIpeBUICHHBIMH;

T') O HOBBIX JAaHHBIX, KOTOpPbIE MOTYT CBHUJIETEIHCTBOBATH O BO3PACTAHUM PHUCKA JAJISl YYACTHUKOB
KIIMHUYECKOTO0 HCCIICOBAaHUS WM MOTYT HEOJaronpusTHO TMOBJIUSATh HA XOJ KIMHUYECKOTO
HCCIIEIOBaHUS.

50. HccnemoBarenb JOMKEH O0ECIEYUTh MPUMEHEHHWE YYAaCTHUKAMH  KJIMHHUYECKOTO
WCCJICIOBAHMS MCCIIETYEMBIX JICKAPCTBEHHBIX MPEMApaToB B COOTBETCTBHH C MPOTOKOJIOM M COOIIOAATH
MPEAYCMOTPEHHYIO TTPOTOKOJIOM METOJIMKY PaHIOMHU3AINH (pacrpeesieHus] YYaCTHUKOB KIMHUYECKOTO
WCCIIEIOBAHMS O TPYyNMaM JICUEHUS WIM KOHTPOJS CiaydailHbIM 00pa3oM, IMO3BOJISIFOIIETO CBECTH K
MUHUMYMY CYOBEKTHBHOCTB) U 00ECIIEYUTh PACKPBITHE KOJA TOJIBKO B COOTBETCTBUU C MPOTOKOJIOM.

Ecnu xnmuHnyeckoe uccinenoBanue mpoBOAUTCS CIETIBIM METOJAOM HCCIIEIOBATENh JOKYMEHTAIBLHO
opopmisieT M OOBSICHSAET OpPraHU3aTOpPy KIMHUYECKOTO HCCIAEAOBAHUS JIF000E TPEKIEBPEMEHHOE
PaCKpBITHE KOJA UCCIIEAYEMbIX JIEKAPCTBEHHBIX MIPENapaToB.

51. HccnenoBarenb OCYHIECTBISET yUET UCCIEAYEMBIX JICKAPCTBEHHBIX MPENapaToB U MpernapaToB
CpaBHEHHUs, B TOM 4YHCIIC BEAECT YYeT HUX IOCTYIUICHHH, (HAKTHUUYECKOrOo HAIWYUSA, KOJIWYECTBA
WCIIONb30BAHMS KAXK/IbIM YYACTHUKOM KIMHUYECKOTO HUCCIEAOBAHMS, YHUUTOXXEHHS, a TAKKe BO3Bpara
OpraHU3aToOPy KIMHUYECKOTO HCCIICIOBAHUS.

HccnenoBarenb MOXKET TMepenaTh OOS3aHHOCTH 10 Y4Y€Ty HCCIEAYyEeMbIX JIEKapCTBEHHBIX
MpemapaToB W TMpenaparoB CpaBHEHUS paOOTHUKY AanTeuyHOM OpraHU3alud WM WHOMY JIUILY,
MOJAKOHTPOIBLHOMY HUCCIIEAOBATEIIO.

3anucu 1Mo y4eTy JOJDKHBI BKJIIOYATh B ce€0s 1aThl, KOJUYECTBO, HOMEpA MapTUi, Cepuil, CPOKH
rogHOCTH (T€ TPUMEHMMO) M YHHKAIbHBIE KOJBI HCCIEIYEeMBbIX JIEKapCTBEHHBIX IMpernapaToB U
MpenapaToB CPAaBHEHUS U YYACTHUKOB KIMHUYECKOTO UCCIIEIOBAHUS.

HccnenoBarens MODKEH BECTH 3alUCH, MOATBEPXKIAIONINE, YTO YYACTHUKH KIMHUYECKOTO
WCCIIEIOBAHMs TIOMy4Yald HCCIelyeMble JeKapCTBEeHHbIE TMpemapaThl U (W) MpernapaThl CPaBHEHUS B
J103aX U KOJIMYECTBAX, MPEyCMOTPEHHBIX MPOTOKOJIOM KIMHUYECKOTO UCCIIEI0BAHMS.

52. UccnenoBarens nHGOPMHUPYET yY9aCTHUKA KIMHUYECKOTO MCCIICIOBAHUS WM €r0 3aKOHHOTO
MPEACTaBUTEIS:

a) 0 TOM, YTO KIIMHUYECKOE MCCIIEIOBAHNE HOCUT IKCIIEPUMEHTAIIbHBIN XapaKTep, y4acTHe JIhiia B
KIIMHUYECKOM HCCIICIOBAHUU SIBJISIETCS JOOPOBOJBHBIM M OHO MOXET OTKa3aTbCs OT y4YacTHs B
KIMHUYECKOM HCCIIEIOBAHUU B JIIOOOH MOMEHT;

0) O menmu KIMHUYECKOTO WCCIEIOBAHMS, €ro MPOJOJDKUTEIILHOCTH W TPUOIH3UTEIEHOM
KOJIMYECTBE YUACTHUKOB;

B) O BapHaHTaX JICYCHHUS B MPOIECCE KIMHUYECKOTO MCCIICIOBAHMS U BEPOSTHOCTH CIYyYalHOTO
pacnpeneneHus B OJHY U3 TPYIIII JICUEHNUS,

') 0 IpoLIeIypax KIMHUYECKOTO UCCIICAOBAHMS, BKIIOYast BCE MHBA3UBHBIC MPOIEAYPHI;

1) 00 0053aHHOCTSIX YYaCTHHKA KIMHUYECKOTO UCCIIEIOBAHUS;

€) 00 0UTaeMBIX PHCKE U (UITN) TOJb3e ISl YIaCTHUKA KIMHUYECKOTO HCCIIeIOBAHUS, a TaKKe, B
COOTBETCTBYIOIIMX CIydasx, JJisi SMOPHUOHA, TJI0/Ia UJIU TPYAHOTO peOCHKA;

) 00 HHBIX, TMOMHMO MPETYCMOTPEHHBIX MPOTOKOJIOM MPOIEIypax MM METOAax JICUYCHUS,



KOTOpBIE MOTYT OBITh JOCTYITHBI YYACTHUKY KIMHUYECKOTO UCCIICIOBAHMS, a TAK)KE MX MOTEHIIUATHHBIX
BBITOJIE, MTOJIb3€, PUCKE;

3) O KOMIEHCAUUu U (W) JICYCHUH, JOCTYMHbIE YYaCTHUKY KIMHUYECKOTO HCCIIEIOBaHUS B
clly4ae MPUYMHEHUS Bpelia ero 3J0POBBI0 B PE3yJIbTaTe yUaCTHs B KIMHHYECKOM HCCIIEIOBAHHH;

M) O TUIAHUPYEMBIX BBIIUIATAX YYAaCTHUKY KJIMHHYECKOTO HCCIEJIOBAaHHS 3a €ro ydJacThe B
KIIMHUYECKOM UCCIIEIOBAaHUH, €CJIM TAKOBBIE MTPELy CMOTPEHBI;

K) O IUIaHHPYEeMbIX pacxo/aX y4YacTHUKAa KIMHUYECKOTO MCCIEAOBAaHUS, €CIIM TaKOBBIC
OKUJIAIOTCS, CBS3aHHBIC C €0 yYaCTHEM B KIIMHUYECKOM HCCIIEJIOBAHUH;

J) O TOM, YTO YYAaCTHHUK KIMHUYECKOTO HCCIIEOBAaHUS WM €ro 3aKOHHBIM IpPEICTaBUTEIb,
MOANUCKHIBas WH()OPMALIMOHHBIN JINCTOK TMAallMEHTa, JaeT pa3pelieHre Ha MOCTYM JIHILY, Ha3HAUeHHOMY
JUIS TIPOBEJICHUST MOHUTOPWHTA, ayJAUTOPOB, HE3aBUCHUMBIX ITHUYECKUX KOMHUTETOB, YIOJHOMOYCHHBIX
OpPraHoOB K MEUIIMHCKUM 3aIMUCSAM YYaCTHUKA KIMHUYECKOTO HCCIEI0BAHNUS;

M) O TOM, YTO 3allMCH, UACHTHPHUIMPYIONINE YYAaCTHUKA KIMHMYECKOTO HUCCIIeOBaHUs, OymyT
COXpaHEHbl B TallHE, PACKPBITUE HMX JOIYCKAcTCs B COOTBETCTBMM C 3aKOHOAATENIBLCTBOM Poccuiickoi
@denepanii ¥ TPH  MYOIMKAIIUN  PE3YJIBTaTOB KIMHUYECKOTO HCCIEAOBAaHUS KOH(MHUICHIINATHEHOCTD
JAHHBIX YYaCTHUKA KIMHUYECKOTO UCClIeJoBaHus OyIeT COXpaHEeHa;

H) O TOM, YTO YYaCTHHUK KJIMHHYECKOT'O MCCIEIOBAHMS WM €ro 3aKOHHBIA MpPEACTaBUTENb OyleT
HE3aMEJIUTEIFHO O3HAKOMJICH C HOBOW WH(QOpMaIMend, CHocOOHOW TMOBIUATH HAa €ro JKeJIaHHue
MPOJOKATh YYacTHE B KIIMHUYECKOM HCCIIE0BaHUU;

0) O JUIAX, K KOTOPHIM MO>XHO OOPAaTUTHCS IJIs MONyYEHHUs IOMOJHUTEIBHONH MH(POpPMAIUU O
KIIMHAYECKOM HCCIIEIOBAaHNH, M TTPABaX YYACTHUKOB KIMHHYECKOTO UCCIICIOBAHNUS;

I1) O BO3MOXKHBIX 0OCTOSITENILCTBAX U (MJIM) IPUUMHAX, IO KOTOPHIM y4acTHE JIUIA B KIHHUYECKOM
WCCIIETIOBAaHUH MOYKET OBITh TPEKPAIIICHO.

53. Wndopmanus 0 KIMHHYECKOM HCCIEIOBAaHMH JOJDKHA COJEPKaTh KaK MOXKHO MEHBIIE
CHEIHAIbHBIX TEPMUHOB U OBITh MOHATHA YYAaCTHUKY KJIMHUYECKOIO MCCIEAOBAHUS WM €0 3aKOHHOMY
MIPEICTAaBUTEIIO.

54. ViccnenoBarenpb mepen MOIyYeHuEM MHPOPMHUPOBAHHOTO JOOPOBOIBHOTO COTJIACHS JOJDKEH
MIPEIOCTaBUTh YYAaCTHUKY KIMHUYECKOTO UCCIEIOBAHUS, €r0 3aKOHHOMY IPEJCTaBUTEII0 BpeMs,
He0o0X0uMOoe TSl IPUHSATHS PelIeHHs] 00 y9aCTUU B KIMHUYECKOM HCCIEAOBAHUU WU OTKa3e OT TaKOTO
y4acThs. YUYaCTHUK KIMHHYECKOTO MCCIICJOBAHMS WJIM €r0 3aKOHHBIN MpEJICTaBUTEIb BIPABE MOIYyYUTh
HCYEpIBIBAIOIINE U JOCTOBEPHBIE OTBETHI HA BCE BOMPOCHI O KIIMHUYECKOM HCCIEA0BAHUU.

55. Tlepen BKIIOYEHHEM €ro B KIMHUYECKOE HCCIEIOBAHUE VYYACTHUK KIMHUYECKOT O
WCCIICIOBAHMSI, €r0 3aKOHHBIH MPEJCTABUTENb JOKECH IOJTYYUTh TOJMMUCAHHBIA M JIaTUPOBAHHBIN
SK3EMIUIAP HMH(POPMAIMOHHOTO JIMCTKA TMAIleHTa ¥ WHBIE MaTepUallbl, KacalolIuecs MpPOBEICHUS
KIIMHUYECKOTO HCCleoBaHus. B mepuoa mpoBeneHHs KIMHUYECKOTO MCCIEAOBaHUS YYaCTHHUKY
KJIMHHUYECKOT'O MCCIIEIOBAHMS COO0IIAETCst 000 BCEX M3MEHEHHSIX B JOKYMEHTHI U JAHHBIE KIIMHUYECKOTO
WCCIICIOBAHMSI, KACAIOIINECs €r0 yJacThs B KITMHUYECKOM HCCIICIOBAHUH.

56. B cpok, yCTaHOBJIECHHBI MPOTOKOJIOM, HCCIEA0BaTeNb 00s3aH COOOMIATH OpPraHU3aTOPY
KIIMHUYECKOTO HCCIICIOBAaHUS 000 BCEX CEPhE3HBIX HEXKENATENBbHBIX PEaKIUAX, 32 UCKIIOYCHHEM TeX,
KOTOpBIE B TPOTOKOJIE WJIM B OpOIIIOpE OnpeeseHbl Kak He TpeOyIoIIe HEMEJIEHHOTO COOOLIEHMSI.

[locne mepBOro cooOOIIEHHS O CEPbE3HBIX HEXKENATeNbHBIX PEaKIUsAX HCCIeI0BaTeNh B
KpaTJailiie CpOKH MPECTABISIECT OPraHN3aTOPy KIMHHYECKOTO HCCIEI0BAHUS TOIPOOHBINA MMCEMEHHBIH
otruer. [lepBBlii W TOCIEAYIOMUE OTYETHl JOJDKHBI HICHTH(UIIMPOBATH YYACTHUKOB KIMHUYECKOTO
WCCJIEIOBAHMUS 110 IPUCBOSHHBIM UM YHUKAJIbHBIM KOJIaM.

57. Ilpu cooOUIeHUsIX 0 CMEPTH yYaCTHUKA KIMHUYECKOTO MCCIIEOBAaHUS HCCIIE0BaTeNb 00s13aH
[0 3allpocy OpraHu3aTopa KIMHUYECKOI'O HCCIEI0BAaHUS, HE3aBHCHUMOIO JSTHYECKOIO0 KOMMTETA,
MunncrepctBa u (nnu) denepanbHON CITy>XObI IO HAaI30py B cdepe 3ApaBOOXPAHECHUS MPETOCTABUTH
MO0YI0 JOMONHUTENBHYI0 HH(POPMAIIMI OTHOCHUTENBHO ITaHHOTO CIydyasi, B TOM YHCJIE MPOTOKOI
BCKPBITHSI X TIOCMEPTHBIN YTTUKPH3.

58. B ciydyae BO3HHMKHOBEHHS OMACHOCTH IJIsl >KU3HH, 3J0POBbSI YYaCTHHKA KIMHUYECKOTO



WCCIICIOBAHMSI, HMCCIENOBaTelh 00s3aH MPOUHPOPMHUPOBATH 00 ITOM PYKOBOAUTENS MEAUIIMHCKOU
OpraHU3aIlMy U OpraHU3aTopa KIMHUYECKOTO HCCIEAOBAHMS JIEKAPCTBEHHOIO Tpemnapara B TeueHue 24
yacoB. PelleHMEe O NPUOCTAHOBJICHHM KJIMHUYECKOTO MCCIICIOBAaHUSA MPUHUMAIOT PYKOBOJUTEIb
MEIUIMHCKOW OpraHu3ald u (WIA) OpraHu3aTop KIMHUYECKOTO HWCCIEOBaHUs, pEUIeHUE O
MpPEKpaIIeHNd  TaKOro  HWCCJIENOBaHMS  TMPUHUMAET  YIOJTHOMOYEHHBIM  (denepalbHBI  OpraH
WCTIOTHUTEIHHOM BJIACTH HA OCHOBAHWM COOOIICHHS B MUCbMEHHON (popMe PyKOBOAMUTEINS MEAUITUHCKON
OpraHU3aly WIA OPraHru3aTop KIMHUYECKOTO UCCIIEI0BAHMS.

[Ipu nocpoyHOM MpEKpaleHUHd KIMHUYECKOTO HWCCIAEAOBAHUS WJIM €ro MNPUOCTAHOBICHUHU
uccaenoBarenb W (WIM) MEIWIMHCKAs OpraHu3alvs, B KOTOPOW MPOBOJAMIOCH KIMHUYECKOE
uccienoBanus 00s3aHbl He3aMeATUTEeNbHO WH()OPMUPOBATh YUYACTHUKOB KIMHUYECKOTO HCCIEAOBAHUSA,
o0ecrieunTh MM HEOOXOJMMOE JICYeHHWE U  HaONoJeHUE, TNPOMH(POPMUPOBATH OpraHU3aToOpa
KIIMHAYECKOTO HCCIICIOBAHUS, HE3aBHUCHUMBIN JITHYECKUH KOMHUTET C MPEAOCTaBICHHEM IOAPOOHOTO
MMCEMEHHOTO OOBSICHEHHUS MTPUYMH MPUOCTAHOBICHHS WJIH MPEKPaIIeHUs KITUHUYECKOTO UCCIICIOBAHMS.

59. UccnenoBatenb obecrieunBaeT MOJHOE M JJOCTOBEPHOE BEICHHUE JOKYMEHTOB KIMHUYECKOTO
WCCTIEIOBAHMS, BKITFOYAs 3aMMCH Ha OYMa)XHBIX, SJIEKTPOHHBIX, MATHUTHBIX UM ONTHYECKUX HOCHUTEISIX,
CKaHOTPaMMbl, PEHTIC€HOBCKHE CHUMKH, JJIEKTPOKaApAMOTPAMMbl, KOTOpPbI€ OMHUCHIBAIOT METOJIbI,
OpraHu3aluio U (W) pe3ybTaThl KIMHUYECKOTO UCCIEAOBAHMUS.

60. XpaHeHME MOKYMEHTOB KIMHUYECKOTO HCCIECIOBAHUS OCYILECTBISETCA MEIUIIMHCKOMN
OpraHu3alueil B COOTBETCTBUU C YCIOBHUSIMH JI0IOBOPA, 3aKIOYEHHOTO C OPraHMu3aTOPOM KIIMHHUYECKOTO
WCCIIEIOBAHMS, WU €CIM JIaHHOE YCJIOBHE HE OTOBOPEHO, KaK MpaBMJIO, B TEUEHHUE JABYX JIET IMOCIE
rOCYy/IapCTBEHHOM pErucTpalld JIEKapCTBEHHOro mnpemnapara B Poccuiickoir ®exaepanuu  WiH
0HUIINATEHOTO PEKPAIICHHS KITMHUYSCKON pa3pabOTKU UCCIEAYEeMOro JIEKapCTBEHHOTO Mperapara.

61. Tlo 3aBepleHMHM KIMHAYECKOTO HCCICIOBAHUS HCCIEAOBATEeNh COOOMAaeT 00 3ToM
PYKOBOAMTEINIO MEAUIIMHCKONW OpraHu3alliy, MOATOTABIMBAET OTYET B COOTBETCTBUM C TPEOOBAHUSIMU
nyHkta 9 nacrosmux [lpaBui W mpeacTaBisSeT €ro OpraHu3aropy KIMHUYECKOTO MCCIEAOBAHUS U B
HE3aBUCUMBIA dTHYCCKUHM KOMHTET.

*(1) CoOpanme 3akonomarenbctBa Poccuiickoit ®enepanuu, 2010, Ne 16, cr. 1815; Ne 31,
cT. 4161; Ne 42, ct1. 5293; Ne 49, ct. 6409; 2011, Ne 50, ct. 7351; 2012, Ne 26, ct. 3446; Ne 53, cr. 7587;
2013, Ne 27, c1.3477; Ne 48, ct. 6165; 2014, Ne 11, cr. 1098; Ne 43, ct. 5797; Ne 52, ct. 7540; 2015,
Neo 10, ct. 1404; Ne 27, ct. 3951; Ne 29, ct. 4359, c1. 4367, cT. 4388; Ne 51, ct. 7245; 2016, Ne 2, ct. 325;
Ne 9, cr. 1268; Ne 23, ct. 3287.

*(2) Ilynkr 18 crateu 5 ®@enepanbHoro 3akona ot 12 ampenst 2010 r. Ne 61-D3 “O6 obpameHnn
JIEKapCTBEHHBIX CPEJICTB .

*(3) B orHOmIEeHNM M1, yKazaHHOTO B yactu 2 crathil 20 denepanpHoro 3akoHa ot 21 HOSIOps
2011 1. Ne 323-®3 “O06 ocHOBax oxpaHBI 3710pOBbs TpaxaaH B Poccuiickoit ®deneparun’(Cobdpanue
3akoHoarenbeTBa Poccuiickoit deneparuu, 2011, Ne 48, ct. 6724; 2013, Ne 48, cr. 6165).

*(4) Ilpuka3 MuHHCTEpCTBa 3ApaBOOXpaHEHUs M coluaibHOro Poccuiickoit @enepanuu ot 26
asrycra 2010 r. Ne 750H “O6 yTBep/JeHUU MpaBUIJ MPOBEACHUS SKCIIEPTU3bI JIEKAPCTBEHHBIX CPEJCTB
V1L MEIUIMHCKOIO HpHUMEHEHHMs U (OpMBI 3aKIIOYEHUS KOMMCCHUHU HSKCIEPTOB”(3aperucTpupoBaH
MunucreperBoM roctunnn Poccuiickoit ®enepanuu 31 aBrycra 2010 r., peructpanuonssiii Ne 18315) ¢
M3MEHEHUsIMH, BHECEHHBIMHU NpHKazaMu MuHHCTEpCTBa 3apaBooxpaHeHus Poccuiickoit @enepanuu ot
13 nexabpst 2012 r. Ne 10411 (3apeructpupoBan MuHucTepcTBOoM toctuniu Poccuiickoit @eaepanun 10
anpens 2013 r., perucrpanumonnsiii Ne 28082), or 3 ampens 2014 r. Ne 152H (3apeructpupoBaH
Munwucrepctsom toctuiiuu Poccuiickont ®eneparuu 10 urons 2014 r., perucrpainonnsiii Ne 32648).

*(5) Ilpuka3 MunucTepcTBa 37paBOOXpaHeHuss U comuanbHOro Poccuiickoit denepanuu ot 26
arycra 2010 1. Ne 753 “OO0 yTBep»AE€HUM TOpsAKAa OpraHU3allMd M TPOBEACHHUS ITUYECKOM
9KCIIEPTU3bl BO3MOKHOCTH IPOBEJIEHUS KIMHMUYECKOIO MCCIEA0BaHUs JIEKApCTBEHHOIO Npenapara s
MEIUIUHCKOIO TPUMEHEHHs M (OpMBI  3aKJIIOUEHHMs COBETa IO  O3TUKE (3aperucTpUpOBaH



MunuctepcrBoM rocturn Poccutickoii @enepanun 31 aprycra 2010 r., peructpaunonnsiii Ne 18303).

*(6) Ilpuka3z Munsapasa Poccuu ot 29 Hos06pst 2012 1. Ne 986H “O06 yTBepxkaenuu [lonoxenus o
CoBere 1o 3THKE”(3aperucTpupoBan MuHuctepcTBoM toctuiiun Poccuiickoit ®@enepanun 7 ¢eBpans
2013 r., peructparronubiii Ne 26897).

*(7) Ilocranosnenue IlpaButensctBa Poccuiickoit @enepanuu ot 13 centsops 2010 r. Ne 714
“O0 yTtBepkIeHMHM THUMOBBIX MNpPaBHJI O0S3aTENILHOIO CTPAXOBaHUSI XU3HU U 370POBbs NAIMEHTA,
YyYacTBYIOIIETO B  KJIMHUYECKUX  HCCIEIOBAaHUAX  JekapcTBeHHoro  mpenapara’(CoOpanue
3akoHoarenbcTBa Poccuiickoit @eneparuu, 2010, Ne 38, cr. 4832; 2011, Ne 22, cr. 3171; 2012, Ne 37,
ct. 5002; 2014, Ne 43, ct. 5892) (nanee - mocranoBienue Ne 714).

*(8) Yactp 3 crarbu 38 dexnepanbHoro 3akoHa ot 12 ampenst 2010 r. Ne 61-d3 “O06 obparienuun
JIEKapCTBEHHBIX CPEJICTB .

*(9) C yuerom vactu 1 cratbu 44 denepanpHoro 3akoHa oT 12 ampenst 2010 1. Ne 61-D3 “0O6
oOpallleHnH JIEKapCTBEHHBIX CPEJICTB” .

*(10) Yacte 8 crarbu 46 ®enepanpHoro 3akona o 12 ampens 2010 r. Ne 61-D3 “O6 obpameHnn
JIEKAPCTBEHHBIX CPEJICTB .

*(11) Ipuxa3z Munzapascoupazsutus Poccun ot 26 aBrycta 2010 r. Ne 7571 “O0 yTBepKIeHUH
MOpsiKa OCYIIECTBICHNSI MOHUTOPUHTA OE30MaCHOCTH JICKAPCTBEHHBIX MPENapaToB s METUIIMHCKOTO
MPUMEHEHHsI, PETHCTpPAallMd  TOOOYHBIX  JICHCTBHH, CEphE3HBIX  HEXENATeIbHBIX  PEaKInH,
HEMpPeIBUJCHHBIX HEXENaTeNbHbIX peakuuid Mpu NPUMEHEHUU JIEKapCTBEHHBIX MpEnaparoB IS
MEAMIMHCKOr0 NMpUMEHEHUS (3aperucTpupoBad MunucrtepctBoM roctuinu Poccuiickoit ®denepannn 31
aBrycra 2010 r., peructpannonnsiii Ne 18324).

*(12) Ilynkr 1 crateu 40 ®denepanpHoro 3akoHa ot 12 ampens 2010 r. Ne 61-D3 “O6 obpamennun
JIEKapCTBEHHBIX CPEJICTB .

*(13) Yactp 2 cratpu 98 DenepanbHoro 3akoHa ot 21 HosOps 2011 r. Ne 323-03 “O06 ocHoBax
oXpaHbl 370pOoBbs TpaxknaaH B Poccuiickoii ®denepanun’(Cobpanne 3akoHOmaTeNnbCTBAa Poccuiickoit
®deneparnym, 2011, Ne 48, ct. 6724).

*(14) Ilynkr 12 cratem 40 @enepanpHoro 3akona ot 12 ampens 2010 r. Ne 61-d3 “O6
oOpaIieHnu JICKapCTBEHHBIX CPEJICTB .
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