3apeructpupoBano B Muntocte PO 23 asrycra 2016 1.
Perucrpanuonnsiit Ne 43357

IIpuka3z MunucrepcTsa 3apaBooxpanenus P® ot 1 anpess 2016 r. Ne 200u
“00 yTBep ;KIeHUHN NMNPABUJI HAUIeKAeH KINHUYIeCKOH NPAKTUKN

B cootBercTBuM ¢ nyHkToM 18 ctatbu 5 denepanbHoro 3akoHa ot 12 ampens 2010 r. Ne 61-®3
“00 obpammennn nexkapcTBeHHBIX cpencTB”’(Codpanue 3akoHoaarenscTBa Poccuiickoit @enepanuu, 2010,
No 16, ct. 1815; 2012, No 26, ct. 3446; 2013, Ne 27, ct. 3477; 2014, Ne 52 cr. 7540) u mynkTom 5.2.155
[Tonoxenns o MunucrepcrBe 3apaBooxpaHeHuss Poccuiickoin  @Penepanuu, yTBEPKIECHHOIO
noctaHoBieHreM [IpaButenbctBa Poccmiickoit ®denepanuu ot 19 wmrons 2012 Ne 608 (Cobpanme
3akoHonarenscTBa Poccuiickoit deneparuu, 2012, Ne 26, ct. 3526; 2015, Ne 23, ct. 3333), npuka3biBaio:

1. YTBepauth npunaraemsie [IpaBuiia Haanexaiend KITMHUIECKONH TIPAKTHKH.

2. YcraHoButh, uto IlpaBmia Hapnexameil KIMHUYECKOW MPAKTUKYU, YTBEPKACHHbBIE HACTOSILIUM
MIPUKA30M, PACIPOCTPAHSIIOTCS Ha MPABOOTHOIIEHUS IO MPOBEICHUIO KIMHUYECKUX HCCIICIOBAHUM
JIEKapCTBEHHOI'0 IIpernapara JUisi MEIUWLUHCKOIO IPUMEHEHHUs, 3asBJI€HUS O BbIJAue pa3pelleHud Ha
MPOBEJICHNUE KOTOPBIX TMOJAHBI B YCTAHOBJIEHHOM IMOPSJKE TOCIE BCTYIUIEHUS B CHIIY HACTOSIIErO
IIPHUKa3a.

3. Ilpusnate yTpaTUBIIMM CHIy Tnpuka3 MuHHUCTepcTBa 3apaBooxpaHeHus Poccuiickoit
@enepauuu ot 19 wurons 2003 r. Ne 266 “O0 yrBepkaeHuu IlpaBuwil KIMHMYECKOH MpakTHUKU B
Poccutickoit deneparun’”(3apeructpupoBad MunucrepctBoMm toctuninu Poccuiickoit deneparun 20
utoHs 2003 r., peructpannonubiii Ne 4808).

Bpuo Munncrtpa N.H. Karpamansx

IIpaBujia HajIeRamed KINHHYIECKON MPAKTHKH
(yrB. npuka3zoM Munucrepcrsa 3apasooxpanenuss P® ot 1 anpesas 2016 r. Ne 200H)

1. O0ume noJI0KeHus

1. Hacrosmue IlpaBuna Hajuiexaieil KIMHUYECKON MpakTUkH (nanee - IIpaBuiia) peryiaupyoor
OTHOIICHHUS IO IJIAHUPOBAHUIO, OPraHU3alMU, TPOBEJACHUIO, MOHUTOPUHTY, ayAUTY, TOKYMEHTUPOBAHUIO
KJIMHUYECKUX HCCIIEOBAaHUI JIEKapCTBEHHBIX IpenapaToB Uil MEAMLMHCKOrO INPUMEHEHUs (Janee
COOTBETCTBEHHO - KIMHHYECKOE HCCIIEJOBaHME, JIEKAPCTBEHHBIM Ipernapar) ¢ y4acTHEM 4YeJOBeKa B
KayecTBe CyObeKTa KIMHUYECKOTO UCCIIEIOBAHMSI, aHAIU3Y U MIPEICTABICHHUIO PE3YIbTaTOB KIMHUYECKUX
UCCIIeIOBaHMM, oOecreunBaroliie TapaHTHIO JOCTOBEPHOCTH W TOYHOCTH IOJIYYEHHBIX JaHHBIX H
MPEJICTaBICHHBIX PE3Yy/IbTAaTOB, a TAKXKE 3alUTY MPaB, 30POBbS U KOH(PHUACHIIUATEHOCTH MEPCOHAIBHBIX
JAHHBIX YYaCTHUKOB KIIMHUYECKOT'O UCCIIEJOBAHMS.

2. Jlna ueneit Hacrosmux [IpaBmil mpuMEHSIOTCS TEPMUHBI U ONPENEICHMS, UCIOIb3yEMbIE B
®enepanbHoM 3akoHe oT 12 ampens 2010 r. Ne 61-d3 “O0 obpamieHnn jgekapcTBEHHbIX cpeAcTB” (1)
(manee - @enepanbHbIi 3aK0H “O0 00paleHNH JIEKAPCTBEHHBIX CPENICTB”).

3. OOBEKTOM KIMHMYECKOTO HCCIIe0BaHus ABIsETCs JieKapcTBeHHast popma papmakosornuecku
aKTHUBHOTO BEIECTBA WJIM Ianebo, M3ydaeMble WIM HCHOJb3yeMble JJIi KOHTPOJS B KIMHUYECKOM
WCCIIEIOBaHUM, WM 3apETUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar A MEIUIUHCKOTO IPUMEHEHHS B
cllyyae, €CJIM CIOCO0 €ro NPUMEHEHHUs OTIMYAeTCs OT YTBEPXKACHHOTOo (B paMKax MpOLEaypbl
rOCyJapCTBEHHON pPErucTpanuu), a TaKKe MPHU €ro MCIOJb30BaHMM 110 HOBOMY IOKA3aHUIO WIH JUIS
MOJTyYeHHUsI JIOTIOJIHUTENFHOW HH(GOpPMAIMK 1O YTBEPKACHHOMY IOKa3aHHIO (Jlajee - HCCIedyeMbId
JIeKapCTBEHHBIHN npenapar). Vccnenyemble 1eKapcTBEHHBIE MpenapaThl IPUMEHSIOTCS B COOTBETCTBUM C



YIBEP)KJIEHHBIM (B paMKax IpoOLEeAypbl NOJIY4YEHHs pa3pelleHUs Ha MPOBEACHHE KIMHUYECKOTIO
MCCIIEIOBAHMS) IPOTOKOJIOM KJIMHUYECKOTO UCCIIeIOBAHUS.

OOparleHre HCCIEAYeMbIX JIEKaPCTBEHHBIX IPENapaToB OCYLIECTBISETCS B COOTBETCTBUU C
MpaBUJIAMU HAJUIeKAIIEH POU3BOJICTBEHHON MPAKTUKU U MPaBHJIAMH HaJUIeXKalleil MPaKTUKKA XpaHEHHs
1 TIEPEBO3KH JICKAPCTBEHHBIX ITpenapatoB™(2).

4. KnuHMYecKoe MCCIeOBaHHE MPOBOIUTCS B OTHOIICHUH (pU3HUECKOro juna (ManueHTa Win
3JI0pOBOT0 JA00pPOBOJIBLA), TPUHUMAIOIIETO YYacTHE B KIMHUYECKOM MCCIEOBAHUU B COCTaBE TPYIIIbI,
MOJTyYaroIIe HCCIeyeMblid JIeKapCTBEHHBIN Mpenapar, MO0 B COCTaBe KOHTPOJIBHON TPYyNIbI (anee -
YYaCTHHUK KJIIMHUYECKOT'O UCCIIE0BAHMS).

Kaxnplii yd4acTHMK KJIMHHUYECKOTO HCCIEAOBAaHUS TOCIE TOJIY4YeHHUs HHPOpPMALUU O
KJIMHUYECKOM HCCIIEIOBAaHMM M 10 HayajJa I[POBEAEHUS KIMHUYECKOIO HCCIEAOBaHMS  J1aeT
JI0OpPOBOJBHOE COTJIACHE HA YYAaCTHE B TAaKOM KIMHMYECKOM HMCCIIEIOBAHUU MOCPEACTBOM IOIMHMCAHUS
MH(GOPMALIMOHHOT'O JIUCTKA MAI[EHTA.

Cornmacue Ha ydvacTue B KIMHHYECKOM HCCIIEJOBAaHUU MOXET OBITh JaHO 3aKOHHBIM
npencraButesieM™®(3) ydacTHUKA KJIMHUYECKOTO UCCIIEJOBAHUS.

5. KiuHunueckoe wuccienoBaHWE JIEKApPCTBEHHOTO IIperapara IPOBOAMWTCS Ha OCHOBAaHUH
paspelleHuss Ha  IpOBEJIEHHE  KIMHUYECKOTrO0  MCCIEJOBaHUS,  BBIJAHHOTO  MMHUCTEPCTBOM
3npaBooxpaHeHus Poccuiickoit @enepauuu (mgamee - MHHHCTEPCTBO) MO pe3yiabTaTaM SKCIIEPTU3bI
JOKYMEHTOB JUIsl TOJIyYEHUS pa3pellieHHs] Ha NpOBEIEeHUE KIMHUYECKOTO MCCIEIOBAHUS M 3TUYECKOM
AKCHEPTH3BL, IPETyCMOTPEHHBIX cTaTheil 39 DenepanbHoro 3akoHa ot 12 ampens 2010 r. Ne 61-D3 “O6
00pallleHNH JIEKAPCTBEHHBIX CPEJICTB” .

6. DkcrmepTu3a JOKYMEHTOB, yKa3aHHBIX B TyHKTe 5 Hacrosmmx I[lpaBwi, ans momydeHus
paspelleHns Ha IMPOBEJEHHE KIMHUYECKOro MCCIEeIOBAHUs JIEKApCTBEHHOIO Ipernapara IMPOBOAUTCS
denepanbHBIM  TOCYIApCTBEHHBIM  OIO/DKETHBIM — YUPEKACHHEM TI0  TPOBEACHUIO  AKCIEPTHU3BI
JIEKapCTBEHHBIX CpeACcTB*(4), aTHueckas skcnepTu3a ocyuectsisercs CoBetoM no 3tuke™(5), *(6).

7. KnmHWYecKoe HCCIeJOBaHUE TPOBOAMUTCS B COOTBETCTBHU C IPOTOKOJOM KIMHUYECKOTO
UcclieIoBaHus (Aajee - MPOTOKOI), KOTOPbIM COEPKUT, B TOM UHUCIIE:

1) Ha3BaHHMe TPOTOKONA, HWACHTU(PHUKAIMOHHBI HOMEp TPOTOKOJIA W JaTy YTBEPXKIACHUS
OpraHu3aTopoM HccienoBaHus. HoBble Bepcun MPOTOKOJa UMEIOT HOMEpP BEpCHUH U JIaTy, MOMPaBKU K
MIPOTOKOITY - HOMEP TIOTIPABKH H JIaTy;

2) HaMMEHOBAaHWE U aJpec OpraHU3alMH, OCYLIECTBISIONICH OpraHU3alli0 IPOBEIACHUS
KIIMHAYECKOTO UCCIIEIOBAaHMS U OCYIIECTBIISIONICH MOHUTOPHHT (€CIIM OHU pa3InyHbIe);

3) damunuto, uMs, oTyecTBO (MPU HAITUYMM) U JOJDKHOCTD JIMIA, YHIOJIHOMOYEHHOTO OT MMEHHU
OpTraHW3all¥, OCYIICCTBISIIOIIEH  OpPraHM3allMi0  TMPOBEACHUS  KIMHHUYECKOTO  HMCCIIEOBaHUS,
MOJITMCHIBATh MIPOTOKOJ U MOMPABKH K MPOTOKOIY;

4) damunuio, uMs, OTYecTBO (MpU HATUYMU), JOJDKHOCTh, aJpec M HoMep TenedoHa
MEIULUHCKOTO JKCIepTa JaHHOTO KIMHHYECKOTO HCCIEOBAaHUS, HAa3HAYEHHOTO OpraHu3alue,
OCYIIECTBIISIONICH OPTaHU3aINI0 TIPOBEICHHS KIMHIUYECKOTO UCCIICTOBAHYS,

5) ¢amunuio, uMs, OT4ECTBO (IIPU HAJTUYMU) W JOJDKHOCTh HMCCIIENOBATENs, OTBEYAIOLIETO 3a
MIPOBE/ICHUE KIIMHUYECKOTO UCCIIEAOBAHMS, a TAKXKE aJipeca M Homepa Tene(OHOB KIMHUYECKHX IIEHTPOB;

6) damunauio, UMs, OTYECTBO (TIpM HAJIWYWU), JAOJDKHOCTh, aJpec M HoMmep TeiedoHa Bpaua,
OTBEYAIOIIETO 3a MPHUHATHE PEIICHWH MEIUIIUHCKOTO XapakTtepa (eciad MaHHOe JIMIO HE SBISETCS
HCCIIeI0BaTEIIeM);

7) HauMEHOBaHMsS M ajJpeca KIMHUYECKHX JabopaTopuil U JPYrMX MEIUIMHCKUX U (WUJIHN)
TEXHUYECKUX CIYXO M OpraHu3aluii, IpUHUMAIOIINX Y4acTHE B KIMHUUECKOM UCCIIEI0BaHUH;

8) 060ocHOBaHME KIIMHUYECKOTO MCCIICIOBAHMS, BKITFOYAIOIIEE:

a) Ha3BaHUE M OINMCAHHE HCCIEAYEMBIX JICKApCTBEHHBIX MpenaparoB (BKIOYas Iianedo u
AKTUBHBIA KOHTPOJIB);

0) CBOIHOE W3JIOKEHHE pe3yJNbTaTOB JOKIMHHUYECKUX MCCIECJOBAHUH U  KIMHUYECKHX
UCCIIeIOBaHUM (€ci paHee IPOBOJMINCH) UCCIIEAYEMbIX JIEKapCTBEHHBIX IIPENapaTosB;



B) KpaTKO€ OIMCAHWE U3BECTHBIX WU MOTEHUMAIbHBIX PHUCKOB M TMOJB3bl IPUMEHEHUS
HCCIJIETyEMOT0 JIEKApCTBEHHOTO Mpenapara JJis y4aCTHUKOB KJIMHUYECKOIO UCCIIE0BAHNUS;

I) onucaHue M OOOCHOBaHME Croco0a BBEJCHMS, JO3UPOBKU, pEKHMMa TO3MPOBAHUA M Kypca
JICUYEHUS;

1) yKa3aHM€ Ha TO, YTO KJIMHHYECKOE HCCIeloBaHHE OyAeT MPOBOJUTHCA B COOTBETCTBHM C
IIPOTOKOJIOM KJIMHUYECKOTO MCCe0BaHus U HacTosmumu [IpaBunamu;

€) ONUCaHKE UCCIIeAYeMOM MONYIISILNN;

) CCBbUIKM Ha JIMTEpaTypHble MCTOYHMKU W JIaHHBIE, MMEIOLUE 3HAYEHUE Il KIMHUYECKOIO
UCCIIEIOBaHMSI U IIPEACTaBIISIoIUE c000ii 000CHOBaHME KIIMHUUYECKOTO UCCIIEI0BaHMS;

9) nenu u 3aa4n KIIMHUYECKOTO UCCIIEOBAHMS;

10) onucanue ob11ero miaHa (qu3aiiHa) KIMHUYECKOTI0 UCCIEeI0BAHNS, BKIIOYAIOIIETO:

a) YKa3aHWE OCHOBHBIX M JOMOJIHUTEIbHBIX (IIPU HAJIUYKUU) UCCIEAYEMbIX IapaMeTpPOB, KOTOPbIE
OyZAyT OLIEHUBAThCS B X0OJI€ KIMHUUECKOTO UCCIIEI0BaHMS;

0) ommcaHwe TWNa JIW3aiiHA MPOBOAMMOTO KJIMHUYECKOTO HCCIEI0BaHUs (JBOIHOE CcIenoe,
1a1e00-KOHTPOIMPYEMOE, MapajlleIbHOE U MHbIE BU/IbI CCIIEA0BAHM) U rpaduUuecKylo cxeMy au3aiiHa
KJIIMHUYECKOI0 UCCIIEI0BaHMsI, IPOLIEYP U 3TAllOB KIMHUYECKOTO UCCIIEI0BAHUS;

B) OIMCaHME Mep, HAIPABJIEHHBIX HA MUHUMU3ALUIO, UCKIIIOUEHUE CyObEKTUBHOCTH, B TOM YHUCIIE
paHJOMU3alMY, CJIENoro Meroja (MacKMpOBKH) - METO/a, MpU NPUMEHEHHH KOTOpPOrOo OJHOM WM
HECKOJIbKUM YYacCTBYIOIIUM B KJIMHUYECKOM MCCIEJOBAHUU CTOPOHAM HEU3BECTHO, KaKoe JIeYeHUe
HA3HAYEHO YYaCTHUKY KJIMHMYECKOTO HCClaeA0BaHus (IPOCTON CIENOoN METOJ MpeaycMaTpUBacT
HEOCBEJOMJIEHHOCTh YYaCTHUKOB KJIMHMYECKOI'O MCCIEIOBaHHUA O Ha3HAUYCHHOM MM BHJE JICUEHUS,
JBOMHOM CJIENIOM METOJ MOAPAa3yMEBAeT HEOCBEAOMIICHHOCTh O HA3HAYEHHOM HMM BHJAE JICUCHUS
YYaCTHUKOB KJIMHMYECKOTO MCCJIEIOBAaHUs, HCCIeAOBaTeNe, M, B HEKOTOPBHIX Cilydasx, JIUL,
BBITIOJHSIOLINX CTATUCTUYECKYIO 00pabOTKy JaHHBIX );

I') ONHMCAHUE HCMOJb3yeMOro B KIMHMYECKOM HCCIIEOBAaHUM JICUEHHs], JTO3UPOBOK M CXEMBI
MIPUMEHEHHUSI UCCIIEAYEMBIX JIEKAPCTBEHHBIX MPENapaToB, ONMCAHNE JIEKAPCTBEHHON (POPMBI, YITAKOBKHU U
MapKUPOBKH MCCIIENYEMBIX JIEKAPCTBEHHBIX NPENapaToB;

1) TPOJOJKUTENBHOCTh YYacTUsl NAIlMEeHTOB WM 3/I0pPOBBIX J0OPOBOJIBLIEB B KIMHUYECKOM
UCCJIEIOBAaHNH, ONMMCAHUE IOCIEN0BATENBHOCTH U MPOJOJDKUTEIBHOCTH BCEX NMEPUOAOB KIMHUYECKOIO
HCCIIEIOBaHMs, B TOM YHUCIIE [IEpHO/ia MOCIEIYIOIIEro HaOII0Ie U, €CIIM TAKOBOU MPETYCMOTPEH;

€) ONHMCAaHUEe MPaBUJ OCTAHOBKM YacTed KIMHMYECKOI'O MCCIEOBAaHUS U (WIM) KIMHUYECKOTO
UCCIIEIOBaHUsI B 1I€JIOM, KPUTEPHUEB HCKIIOUEHUS JJI OTHENbHBIX YYAaCTHUKOB KIMHUYECKOIO
UCCIIEIOBaHMS;

) OINHUCaHHE TMPOLENyphl YdeTa HCCIEIYyEeMbIX JIEKAPCTBEHHBIX IpenaparoB, Iulanedo u
IIPENapaToB CPaBHEHMUS;

3) ONMKMCaHKE CIOCOOOB XpaHEHUS PaHIOMU3AIIMOHHBIX KOJIOB U MPOLEIYPhl UX PACKPBITHS;

M) TepeuyeHb [aHHbIX, PETUCTPHUPYEMBIX B HHIUBUAYAJIbHONH pErUCTpallMOHHON KapTe (Oe3
MpeIBAPUTENIbHON 3alMucU B MHCbMEHHOM MJIM 3JEKTPOHHOM BHJE) U pacCMaTpUBAaEMbIX B KauecTBe
NEPBUYHBIX JAHHBIX;

11) xpuTepuu BKIIOYEHHS YIaCTHUKOB B KIIMHUYECKOE MCCIIEIOBAHUE;

12) xpuTepuu HEBKIIOYEHHSI YUaCTHUKOB B KIIMHUYECKOE MCCIIEI0OBAHUE;

13) KpuTepuu HCKIIOUEHUS YYACTHUKOB M3 KJIMHUYECKOTO HCCIeI0BaHus (OCHOBaHUS
IIPEKPALLEHHUS IPUMEHEHUS UCCIEAYEMOTO JIEKAPCTBEHHOTO IIpenapaTa, NCCIIEelyeMOr0 JIEUEHU);

14) cBeeHust 0 BceX UCMOIb3YEMbIX B KIMHUYECKOM HUCCIIEI0BAaHUU JIEKApCTBEHHBIX IMpernapaTax,
BKJIIOYAsi MX Ha3BaHUs, TO3UPOBKH, YACTOTY MpHEMa, IMYTH M CIOCOOBI BBEJCHUSA, MPOAOIKUTEILHOCTD
JICYEHHUs, TMEPHOJbl IOCIEAYIOIEro HaOMIOACHUs JUIsl KaXAOW TpyNNbl YYaCTHUKOB KIMHHUYECKOTO
HCCIIEIOBaHMs, CBECHHS O Pa3pEIICHHbIX AJI1 IPUMEHEHUS Y4aCTHUKAMH KIMHUYECKOIO MCCIIEOBAHMUS
JIEKapCTBEHHBIX IIpernaparax (BKIHOYas HEOTVIOKHYIO TEPAINHIO) U 3alpeIleHHbIX Ul MPUMEHEHUs 10 U
(umM) BO BpeMs KIMHUYECKOTO MCCIIEIOBAHUS JICKAPCTBEHHBIX Ipernaparax, crnoco0ax KOHTpPOJIS 3a
COOJIFOJICHMEM yYaCTHUKAMU KJIMHHUYECKOTO HCCIENOBaHMUSA YCIOBMHM IIpUeMa JIEKapCTBEHHBIX



MpenapaTos;

15) nepedenp mapameTpoB 3PHEKTUBHOCTH HCCIEAYEMOTO JIEKAPCTBEHHOTO MpernapaTa 1 METO/bI,
CPOKM TPOBEACHUS OLIEHKH, PErHCTpaliil U aHaiu3a MapameTrpoB 3(P(GEKTUBHOCTH JIEKApPCTBEHHOTO
npenapara;

16) nepeueHs nmapamMeTpoB OE30MACHOCTH UCCIEAYEMOT0 JEKapCTBEHHOTO Mpernapara u MeTO/Ibl U
CPOKHM TIPOBEICHHS OIICHKH, PETUCTPAlMd W aHaju3a I[apaMeTpoB O€30MacHOCTH HCCIEAYEeMOTO
JIEKapCTBEHHOI'O Iperapara;

17) TpebGoBaHMs K OTUYETaM, MPOIIEAYPE PETUCTPALIMU U COOOIICHUSAM O HEXKEJIaTeIbHbIX SIBICHUIX
Y UHTEPKYPPEHTHBIX 3a00JI€BaHUSIX;

18) MeTon U MPOJOIKUTEIBHOCTh HAONIOACHUS 32 YYaCTHUKAMHU KIMHUYECKOTO HCCICAOBAHUS
MocJie BO3HUKHOBEHUS HE)KENaTeIbHBIX SIBJICHHUI;

19) onmcanue CTaTUCTUYECKUX METOJIOB KIMHMYECKOTO MCCIIEIOBAaHUS, BKIIOYAIONIUX, B TOM
qHcle:

a) CPOKHU MPOBEACHUS TPOMEKYTOUHOT'O aHAN3A;

0) mMmIaHupyeMO€ KOJIMYECTBO YYACTHUKOB KIMHHYECKOTO HCCIENOBaHUS C OOOCHOBAaHUEM
pa3mMepa BEIOOPKH;

B) IPUMEHSAEMBIN YPOBEHb 3HAYUMOCTH KIMHUYECKOTO UCCIICIOBAHMS,

') KpUTEPHUH TTPEKPAICHUS KIIMHHYECKOTO UCCIICIOBAHHSI,

1) IPOLIEYPHI yueTa OTCYTCTBYIOLIUX, HE TIOUIekKAIINX aHAIN3Y U COMHUTENbHBIX JaHHBIX;

€) TPOIEAYPHI COOOMICHUS O JTIOOBIX OTKJIOHEHHUSX OT MEPBOHAYAILHOTO CTATUCTHYECKOTO IUIaHa
(Bce OTKJIOHEHHS OT MEPBOHAYAIBHOTO CTATUCTHMYECKOIO IJIaHA OMHUCHIBAIOTCS U OOOCHOBBIBAIOTCS B
MPOTOKOJIE U (M) (PHUHATHHOM OTUYETE O KIMHHYECKOM HCCIIE0BAHUN );

) Tpouenypbl OTOOpa YYaCTHMKOB KJIMHMYECKOTO HCCIEAOBaHMS Il aHanu3a (Bce
PaHJOMHU3UPOBAHHBIC YYACTHUKH KJIMHUYECKOTO HCCJIEJIOBAHMS, BCE YUYACTHUKH KIMHAYECKOTO
WCCIIEIOBAHMS, TMOJYYUBIIME XOTs ObI OJHY /03y HCCIEIyeMOTo JEeKapCTBEHHOTO IpemapaTa, Bce
YYaCTHUKH, COOTBETCTBYIOIIUE KPUTEPHUSIM OTOOpA, YYACTHUKHU KIMHUYECKOTO HCCIEAOBAHUS, JaHHBIC
KOTOPBIX IPUTOTHBI JJTsI OIIEHKHU, HHBIE KATETOPUH YUACTHUKOB);

20) onucaHue 1eUCTBUN IO KOHTPOJIIO Ka4ecTBa U 00ECIEYEHNIO KaueCTBa;

21) onucaHue 3TUYECKUX aCMIEKTOB KJIMHHUECKOTO UCCIEIOBAHNUS;

22) onucanue paboThl ¢ JaHHBIMU U BEICHUIO 3alUCEel;

23) omucaHue TmoOpsAKa (QUHAHCHUPOBAHHUS KIMHUYECKOTO HCCIENOBAaHUS U CTPaXOBaHUs
YYaCTHUKOB KIIMHUYECKOTO MCCIICIOBAHUS;

24) ykazaHue Ha BO3MOXXHOCTh IyOJIMKAIINK PE3yJIbTaTOB KIMHUYECKOTO HCCIEI0BaHUS.

8. CBO/IHOE MBJIOKEHHUE PE3YJIBTATOB TOKJIMHUYECKUX U KIIMHUYECKUX MCCIICIOBAaHUN TTPUBOIUTCS
B Oporrope uccienoparens (anee - Opoiopa), Coepikalieii, B TOM YUCIe CIAeIYIOINe CBEICHUS:

1) HauMeHOBaHUE OpraHU3ANMH-Pa3pPa0OTUNKA JICKAPCTBEHHOTO MIpenapara, HoMep KIHNHUYECKOTO
UCCIEOBAHUS, XHWMHMUYECKOE, MEXAYHApOJHOE HENMaTEeHTOBAHHOE, TPYIIUPOBOYHOE U TOPTrOBOE
HaMMEHOBAaHHS JIEKAPCTBEHHOT'O TIperapara, JaTy COCTaBICHHsI OPOITIOPHI, HOMEpP BEPCHH OPOIIOPHI,
HOMEp U JaTy MpeAbIAyIIed penakiuud OpoLIophl, a TakKe YBEIOMJIEHHE O KOH(UIEHIMATbHOCTH
cojiepkarieics B Heit mHpOpMaIH, yKa3bIBaeMble Ha TUTYJILHOM JINCTE OPOIIIOPHI;

2) KpaTkoe pe3toMe O (PHU3NYECKUX, XUMUYECKUX, (papMalleBTUYECKUX, (PapMaKOIOTHUYECCKHX,
TOKCHKOJIOTHYECKUX,  (PApMaKOKMHETUYECKHX, METa0OJMYEeCKMX W  KIMHUYECKHX  CBOMCTBaX
HCCIIETyeMOro JIGKApPCTBEHHOTO TMpernapara, COOTBETCTBYIONIMX CTaJAWHM KIWHUYECKOH pa3paboTKu
HCCIIEYEeMOT0 JICKAPCTBEHHOTO TIpernapara, 000CHOBaHHUE VISl M3YUCHUS UCCIIEAYEMOTO JICKAPCTBEHHOTO
mpermapara, ero OXXKujaaeMmbie MpoUIaKTUYECKUE, TePareBTHUYCCKHE WU JUAarHOCTUYECKHE MOKa3aHWs,
0OIIMi TTOXO/ K OLIEHKE MCCIIEyEMOTO JICKAPCTBEHHOTO TTpenapara;

3) onucaHue (PU3NIECKUX, XUMHUYECKHUX U (hapMalleBTHUECKUX CBOWCTB M JIEKAPCTBEHHOU (HOPMBI
UCCIIETyeMOro JIEKApCTBEHHOTO TIperapaTra, ero KOMIIOHEHTOB (BKJIIOYas XHMHYECKHe U (WJIn)
CTPYKTYpHBIE (hOpMYITBI), 000CHOBaHHE (ITPH HEOOXOIUMOCTH) COCTaBa JIEKAPCTBEHHON (POPMBI, BKITIOUAs
BCIIOMOTaTeNIbHbIE BEIIECTBA;



4) pe3ynbTaThl JOKJIMHUYECKUX HCCIECAOBAHUM (PapMaKkoJIOrMuecKuX CBOMCTB, TOKCHUYHOCTH,
(bapMaKOKMHETUKH M MeTa0oJIM3Ma HCCIEAYeMOro JIEKapCTBEHHOTO Ipernapara, ¢ OMHCAaHUEM, B TOM
qucie:

a) UCII0JIb30BAHHBIX BUJIOB KUBOTHBIX, UX KOJIMYECTBO U MOJ B K10 IpyIIIE;

0) eMHUI] U3MEPEHNUs 103bl, KPATHOCTU U ITyTU BBEACHUS, JUIMTEIBHOCTU Kypca BBEICHMUS;

B) CHUCTEMHOTO pacClpeieieHus, NPOJODKUTEIBHOCTH TIOCIEAYIOUIeT0 HAOMIOACHUS TIOCIe
OKOHYaHUs BBE/IEHUS JIEKAPCTBEHHOI'O Ipenapara;

I') XapakTepa ¥ 4acToThl ()apMaKOJIOTUYECKUX WM TOKCUYECKHX 3((EKTOB, MX BBIPAKEHHOCTU
WIA CTENEHU TSDKECTH, J10303aBUCUMOCTH H(PQEKTOB, BPEMEHM [0 HACTYIUIEHHUs, OOpaTHMOCTb,
MPOAOIDKUTEIBLHOCTD (D (EKTOB;

1) TOKJIMHUYECKON (hapMaKOJIOTHH,

) (hapMaKOKMHETHKH, METa00IM3Ma U pacHpeeeHNs UCCIeTyeMOro JIEKapCTBEHHOTO CPEICTBA
B TKaHfAX J>KUBOTHBIX BCEX BMJIOB, Ha KOTOPBIX NPOBOAMJIMCH HCCIIEIOBAaHUS, BKJIIOYAs CBEACHUS O
BCAaChIBaHUM, MECTHOM M CHUCTEMHOW OMOJOCTYIHOCTH MCCIEAYEMOIO JIEKapCTBEHHOI'O CPEACTBA U €ro
METa0O0JIUTOB, a TAKXKE UX CBA3b C JAHHBIMU (apMaKOJOTMUECKUX U TOKCHKOJIOIMYECKHX MCCIEOBaHUMN
Ha )KMBOTHBIX;

) TOKCHKOJIOIMH (OIHCAaHUE TOKCHYECKUX 3(P(EeKTOB HccaeyeMoro JeKapCTBEHHOIO CPeCTBa,
BBISIBJICHHBIX B MCCIJIEJJOBAHMUSIX HA KMBOTHBIX Pa3HbIX BUJOB (€CIHM MPUMEHUMO), BKIIIOUYAsi CBEIACHUS O
TOKCUYHOCTH IPU OJHOKPAaTHOM M MHOTOKPaTHOM BBEJCHHUH, KAHLEPOT€HHOCTH, CIELUAIbHBIX
UCCIENOBaHUAX  (MECTHO-pa3paxamollee ¢ ajuleprusupyloniee  JIeiCTBUE), PENpOTyKTUBHOU
TOKCHUYHOCTH, FTeHOTOKCUYHOCTH (MyTareHHOCTH).

5) onmcanue 3¢ (HeKTOB NPUMEHEHHS HCCIETyeMOro JIEKAPCTBEHHOTO Tpenapara y 4eJoBeKa, B
TOM YHCJIE:

a) (dapMakOKMHETUKH (BKJtOUas MeTabOJIM3M, BCAChIBAaHWE, CBS3bIBAHHE C O€JIKaAMU IIJIa3MBbl,
pacripelielieHHe M BBIBEIEHHE) W OMOAOCTYMHOCTH HCCIIEAYEeMOro JIEKapCTBEHHOIO Ipernapara,
B3aMMO/ICHCTBHS UCCIIEyEMOT0 JIEKapCTBEHHOT'O MpenapaTa (JIeKapCTBEHHbIE B3aUMOICICTBHS, BIMSIHUE
npueMa IHUIIM W HHbIE B3aUMOJCHCTBHUSA), APYTUX HUMEIOIUXCA JaHHBIX IO (papMaKOKMHETHKE
(pe3ynbTaThl IPOBEACHHBIX B paMKax KIMHUYECKUX HUCIBITAHUNA (papMaKOKMHETHMUYECKUX HCCIIEJOBaHUM
Ha pa3jIMyHbIX FPYIIax);

6) naHHBIX 110 0€30MaCHOCTH, (papMaKoJUHAMUKE, 3(PPEKTUBHOCTU U J0303aBUCUMOCTH 3()PEeKTOB
HCCIIElyeMOro JIEKapCTBEHHOTO Ipernapara (1 ero MeTaboJIUTOB, €CIM €CTh IaHHbIE), TOTYYEHHBIX B X0J1€
MIPOBEIEHHBIX KIMHUYECKUX MCCIIEOBAaHUM (C ydacTUEM 3J0pOBBIX JOOPOBOJIBLIEB U (MJIH) MTALlUEHTOB) U
UMHTEepOpeTalys 3THX JAaHHBIX (110 3aKOHYCHHBIM KIMHUYECKUM HCCIEIOBAaHUSAM IPEICTABISIOTCS
CBOAHBIC OTYETHI MO A(PPEKTUBHOCTH U OE30MACHOCTH HCCIEIYeMOTO JIEKapCTBEHHOTO TMperapara, a
TaKXe CBOJHbIE TaOJIMIBl HEXeNaTeJIbHBIX peaklHi 10 BCeM KIMHUYECKUM HCCIEI0BAHMSIM,
OTMCHIBAIOTCS 3HAYMMBbIE PA3JINYUS B XapaKTEpe U 4aCTOTE HEXKeJlaTeIbHbIX peakiuil);

B) IOCTPETMCTPALlMOHHOIO OIbITa IPHUMEHEHUS HCCIENYyeMOro JIEKApCTBEHHOIO IIpemnapara ¢
YKa3aHHEM CTpPaHbl, B KOTOPBIX HCCIIEIyeMbI JIEKapCTBEHHBIM mpenapaT ObUI 3aperucTpupoBaH M
HUMEETCS B POJIAXKE;

6) MHCTPYKLMHU ISl MCCIIEZIOBATENS MO JAUAarHOCTUKE U JICYEHUIO BO3MOXKHBIX MEpPEI03UPOBOK U
HEXXEJIATEJIbHBIX PEAKIUM MTPU MPUMEHEHUN MCCIEAYEMOT0 JEKapCTBEHHOIO Mpernapara, OCHOBaHHbIE Ha
MpebIAYIIEeM KIMHUYECKOM ONbITe M (PapMaKOoJIOrMYEeCKHX CBOMCTBAX HCCIEAYEMOTo JIEKAPCTBEHHOTO
mpenapara, a Takke o0000meHHas UWHPOpMalus MO pa3IMyHbIM CBOMCTBAM HCCIEIYEeMOTO
JIEKapCTBEHHOI'0 IIpernapara.

9. Oruer o0 pe3ynbrarax KIMHUYECKOIO HCCIENOBAaHUA (Jajnee - OT4YeT) COCTaBJSETCS B
MUCbMEHHOW (opMe opraHuszanueil, OCYIIECTBISAIONIEH OpPraHU3alMi0 TMPOBEACHUS KIMHUYECKOTIO
HCCIIEIOBaHMsl JIEKAPCTBEHHOI'O IIpernapaTa, Ha OCHOBAaHWM 3aKIIOYEHHH MEIMIMHCKUX OpraHU3alMM,
IIPOBOJIUBIINX 3TO UCCIIEIOBAaHUE U BKIIIOUAET, B TOM YHUCIIE:

1) TUTYBHYIO CTpaHMIlY, HA KOTOPOM YKa3bIBAIOTCS:

a) Ha3BaHHE OTYETA;



0) Ha3BaHUE JIEKApPCTBEHHOTO Mpernapara;

B) M3y4aeMoe MOoKa3aHHe K MPUMEHEHHIO JICKApCTBEHHOTO Mperapara;

I) KpaTKoe OnmucaHue Au3aiiHa KIMHUYECKOTrO HCCIIeOBaHMs, HAJIWYUE MpernapaTra CpaBHEHUS,
MPOJOIDKUTEIBHOCTh KIMHUYECKOTO HCCIEIOBaHMSA, JO3UPOBAaHHME JIEKAPCTBEHHOIO TIpenapara |
KOHTHHTE€HT YYaCTHUKOB MCCIICIOBAHUS;

1) HAaNMEHOBAHME OPTaHU3AIMH, OCYLIECTBISIOMICH OPTaHU3aAIMIO NMPOBEIACHUS KIMHUYECKOTO
UCCIIETOBAHMUS;

€) UACHTU(PHUKAIIMOHHBII HOMEP MPOTOKOJIA KIMHUYECKOTO UCCIIEI0BAHMS,

%K) (pa3bl KIMHUYECKOTO UCCIIEIOBAHUS;

3) AaThl HaYaIa ¥ OKOHYAHHS KIMHIUYECKOTO UCCIIEIOBAHMS;

1) J1aTa COCTaBJICHUS OTYETA;

K) CBelleHHs 00 uccienoBaresie, PyKOBOAMTENE MEIUIIMHCKON OpraHu3aliH, OTBETCTBEHHOM
MPE/ICTaBUTENIE  OpPraHu3allii, OCYUISCTBIAIOIICH  OpPraHM3alui0  MPOBEACHHS  KIMHHUYECKOTO
WCCIIC/IOBAHHS;

2) pe3toMe - KpaTKOe OMHCAHHE MPOBEACHHOTO KIMHUYECKOTO HCCIEIOBAHUS C YHCIOBBIMU
JaHHBIMH 151 WIUTFOCTPAIMU PE3YIIbTaTOB;

3) ornasiieHue, BKJIIOYAsl EPEUYCHDb U PACIIOIOKEHHUE MTPUIIOKEHUHN, TaOIHII,

4) mepedeHb COKpAICHUIA U ONpeIesIeHIEe TEPMUHOB, UCTIONB3YEMBIX B OTUYETE;

5) Ha3BaHUS MEIUIMHCKUX OpraHU3aluii, B KOTOPBIX MPOBOJIUIOCH KIMHUYECKOE HUCCIEe0BaHUE,
MECTO HaXOX/ICHUS, KOHTAKTHBIHN TenedoH;

6) 1enu 1 3a7a4d KIMHUYECKOTO UCCIIEOBAHMUS,

7) T1aH MPOBEJCHHOTO KIIMHIUYECKOTO UCCIIET0OBAHMSI, BKITIOYAIOIIHI, B TOM YHCIIE:

a) oOmmii mnaH (Au3aiiH), MJIaH-ONMMCAaHUE KIMHUYECKOTO HCCIENIOBAaHUS M CXEMaTH4eCKoe
M300pakeHNe TAMOB U MPOIIETyp KIMHUIECKOTO HCCIICIOBAHUS;

0) obocHOBaHUeE TUTaHa (AU3aiiHa) KITHHUYECKOTO UCCIIEeIOBAHMS;

B) KpUTEpUHU BbIOOpA MOMYJISILINY;

I') Ha3HAYCHHOE JICYeHHEe, UJCHTU(UKALUSA UCCIIeyeMbIX JeKapCTBEHHbBIX MpenapaToB, METO/bI
pacripesieieHus] Y9aCTHUKOB KIIMHHYECKOTO MCCIIEOBAHMS 0 TpyIaM (paHIOMHU3aIus), 036l U BpeMs
preMa MCCIeyeMoro JIEKapCTBEHHBIX MpenapaToB, MPEeIIIeCTBYIONMIAs U COMMYTCTBYIOIIAs Teparms;

n) naHHble 00 3(PGEeKTHBHOCTH M 0E30MacHOCTH MCCIEAYyeMOTro JIEKapCTBEHHOTO Ipemnapara
(onieHka u rpaduk onpeneneHus mokasareneil 3(h(heKTHBHOCTH U 6€30MIaCHOCTH);

€) crocoObl o0ecreyeHnsl KauecTBa M JIOCTOBEPHOCTH IMOJIYUEHHBIX JAHHBIX, BKIIIOYas JaHHbBIE
ayauTa, pe3yJbTaThl MHCIEKIUH, €CIIU MPOBOMIIUCS;

’K) U3MEHEHHSI, BHECEHHBIE B IIPOTOKOJI KIIMHUYECKOE UCCIICIOBAHMCE;

8) cBenieHMs 00 yJacTHUKAX KIMHUUYECKOTO UCCIIEI0OBaHMS U paclpeAeIeHUH UX 10 TpyInam;

9) cBeneHMs 00 OTKIIOHEHUSX OT MPOTOKOJIA KITMHUYECKOTO HCCIICIOBAHUS;

10) oneHky 3(h(heKTHBHOCTH JIEKAPCTBEHHOTO IIpenapara, B TOM YHCJIe:

a) COBOKYIMHOCTh JIAaHHBIX, TMOJISKABIIMX AaHAIU3y TMPH TPOBEICHUH KIMHUYIECKOTO
HCCIIE/IOBaHMS;

0) nemorpaduueckue u (UI1) Ipyrue UCXOHbIE JaHHBIE;

B) CBEJICHHSI O COOJIIOICHUHU YYaCTHUKAMH KIIMHUYECKOT'O UCCIIEIOBAHUS CXEMBI JICUCHHUS;

I) pe3ynbTaThl OUEHKHA J(PPEKTHBHOCTH: CTATUCTHYECKUE, AHAIMTHYECKUE IaHHBIC, BBIBOIBI
OTHOCHUTENIbHO 3 (HEKTUBHOCTH;

11) cBeneHns 0 6€30MACHOCTH JICKAPCTBEHHOTO Tperapara, B TOM YHCIIe:

a) He)XeJaTelbHble peakiy (KpaTKoe pe3loMe O HeXeNaTeIbHBIX PeakIMsIX, UX aHaJIHu3, CIIUCKU
HE)KEJIAaTeIbHBIX PEeaKInii, KOTOPhIE HAOIIOIANCH Y BCEX YIaCTHUKOB KIIMHUYECKOTO UCCIICIOBAHMS);

0) cMepThb U APYTrHe Cepbe3HbIe HeXeaTeIbHbIE IBICHHS;

B) OIIEHKA KJIMHUKO-JIA00PAaTOPHBIX TTOKA3aTeIeH;

I) T[apaMeTpbl JKU3HEHHO BAXHBIX (YHKUMH OpraHu3Ma y4YacTHUKOB KIMHUYECKOTO
UCCIIEIOBaHMs, TaHHbIE OOBEKTUBHOI'O MCCIENOBAHUS M Jpyras HHpopMaius oOcienoBaHUs, KOTOpas



KacaeTcs BONPOCOB 0€30MacCHOCTH.

12) B BUi€ NPUIIOKEHUN K OTUETY MIPEACTABIISIOTCS CIEAYIOINE CBEACHMUS:

a) TabiuIpbl, PUCYHKH, TpauKH, Ha KOTOpbIE MPHUBOAATCA CCBUIKM B OTYETE, HO KOTOpbIE HE
BOIIUTH B TEKCT OTYETA;

0) IPOTOKOJI KIIMHUYECKOT0 MUCCIIEJOBAHUS U MTONPABKU K HEMY;

B) o0Opasel] MHAMBUyaJIbHOU PETUCTPALIMOHHON KapThl;

I') Iepe4YeHb 3THYECKUX KOMUTETOB;

1) 00pa3ibl MUCbMEHHOM HH(OPMAIMK IJIs TAUEHTOB M (POPMBI HH(POPMHUPOBAHHOTO COTIIACHS;

€) IepevyeHb U XapaKTePUCTHUKHU UCCIIe0BATENEN U JPYTUX OTBETCTBEHHBIX JIMLL;

) aHATUTHYECKAs TOKyMEHTAIMA, B CIlydae MCIIOJIb30BaHMs B UCCIIEIOBaHUM OoJiee OIHOM cepun
HCCIIEIyeMOI'0 JIEKApCTBEHHOT0 IpernapaTa - MepeyHd KOJOB MalMEHTOB, NOJYYaBIINX JICKApPCTBEHHBIN
Ipenapar pa3HbIX CEpH;

3) cXeMa paHAOMM3alMU U KOJbl (MAECHTHU(PHUKAIUA CyObEKTOB KIMHMYECKOI'O HCCIEIO0BaHMS U
Ha3HA4YCHHOE JICUCHHE);

1) aHHBIE ayuTa (€CIu MPOBOIUIKCH);

K) JIOKyMEHTAIIHS [0 CTATUCTUYECKUM METOJIaM;

J) JOKYMEHTalus IO JIabOpaTOpHOW CTaHJIApTU3allMM METOJO0B M OOECHEeUYeHMsl KauecTBa
MPOIIEeTyp, €CIIH TPUMEHSUINCH;

M) nyOIMKaluy, Ha KOTOPbIX Oa3upyeTcsi IPOBEJCHHOE KIIMHUYECKOE UCCIIEI0BaHMUE.

I1. He3aBUCHMBIH dTHYECKHA KOMHUTET

10. Hes3aBucumblii ATHUECKUH KOMHUTET, CO3JAHHBIII Ha YpOBHE MEIUIMHCKOM OpraHU3aluu
(JToKanmpHBIA 3TUYECKUA KOMMTET), PETMOHAIBHOM YpPOBHE M (DYHKIMOHUPYIOIIMH KaK HE3aBUCHMBIi
opran oOeclieyrBaeT 3alluTy IpaB, O€30IacCHOCTh M OXpaHy 3/I0pOBbsS YYAaCTHUKOB KIMHUYECKOTO
ucclieIoBaHus (1ajee - He3aBUCUMBIN 3THYECKUIA KOMUTET).

11. B cocTaB HE3aBUCUMOIO ITHYECKOTO KOMHUTETA JOJKHO BXOJAUTH JAOCTATOYHOE YMCIIO JIHIL,
oOiafalomux HEOOXOJUMBIM OINBITOM M KBaJU(UKAMEeH JUIsi SKCIEPTHOM OLEHKH Hay4yHBIX,
MEIULUHCKUX U 3THYECKUX ACIEKTOB IIJIAHUPYEMOI'O KIMHUYECKOTO MCCIEIOBAaHUS, KaK MPAaBWIO, IATh
JIMILL, TIPY 3TOM UHTEpPEChl HE MEHEe YeM OJTHOTO JIMLA JTOJKHBI JIe)KATh BHE C(epbl HAYKH.

12. He3aBUCHMBIl 3THUUECKUN KOMHUTET OCYILECTBISIOT CBOIO JESTEIBHOCTh B COOTBETCTBUU C
YTBEP)KJIAaeMbIMH UM CTAHIAPTHBIMH OINEPALMOHHBIMU MPOLEAYPaMH, COAEPIKAILIMMU TpeOOBaHNUs, B TOM
quclie K COCTaBY M KBATM(PHUKALMU YJICHOB, CBEJCHUS 00 yupeauTene, NopsAA0K OpraHu3aluy IpOBEIeHUs
3aCelaHNM, pACCMOTPEHHMS TOKYMEHTOB U IIPUHATHUSA [10 HUM PELLICHUMN.

13. He3aBUCHMBIl 3THUYECKUH KOMUTET pacCMaTpPUBAEeT M MPUHUMAET PELICHHE Ha OCHOBAaHUH
CJIEYIOIIUX JTOKYMEHTOB:

a) MPOTOKOJIa KIIMHUYECKOTO UCCIIEIOBAHMUS;

0) OpOIIIOPHI HCCTIETOBATENS,

B) MH(GOPMAIIMOHHOTI'O JINCTKA MallUeHTa;

T) cBesieHul 00 ombITe paboThl HCCIIEAOBATENEH 110 COOTBETCTBYIOIIUM

CHEIHAIbHOCTSIM U UX OIBbITE Pa0OTHI MO MPOBEJCHUIO KIMHUYECKUX HCCIeA0BaHUMT;

J) CBEIEHUM O MEIUIMHCKUX OpraHu3alusiX, B KOTOPBIX MPEANONaracTcsi IpOBEIECHUE
KJIIMHUYECKOT0 HCCIeAOBaHUs (TOJIHOE U COKpAallleHHOE HAaMMEHOBAaHHUS, OpraHU3allMOHHO-IIPaBOBAs
dopma, MeCTO HaXOXKIEHHSI W MECTO OCYIIECTBICHHUS JEATENbHOCTH, TeleoH, Tenedakc, aapec
ANEKTPOHHON MOYTHI KXKI0W MEAUIIMHCKOW OpraHU3alim);

€) CBEJICHUI O IIPEII0JIaraéMbIX CPOKaX MPOBEACHUS KIMHUUECKOTO UCCIEA0BaHNUS;

) KOIHMU JOTOBOpPa 00s3aTEIbHOIO CTPAaXOBaHMs, 3aKIFOUYEHHOI'O B COOTBETCTBUM C THUIIOBBIMU
npaBUjIaMu 00S3aTENbHOTO CTPAXOBAHHUSA, C YKa3aHUEM TMPEAEIbHON UHCIEHHOCTH TalUEeHTOB,
YYaCTBYIOIIUX B KJIMHUYECKOM HccienoBannn™(7);

3) HTHPOPMALIMHU O COCTABE JIEKAPCTBEHHOTO Mperapara.



Jlis  paccMOTpeHHsi HE3aBUCHUMBIM JITHUYECKUM KOMHUTETOM 3asBUTEIEM MOTYT  OBbITh
IIPEIOCTABIIEHBl JpPYTHe JAOKYMEHTbl M MaTepualbl KIMHUYECKOIO HCCIEAOBAHMS, B TOM UHUCIE
Marepuabl, CoAepKalMe ONUCAHUE JIEHCTBHI, HAIIPABJICHHBIX HA MPUBJICUYECHUE MALIMEHTOB, 30POBBIX
TOOpPOBOJIBIIEB K yYaCTUIO B KIMHUYECKOM HCCIECIOBAHWHU; MUCHbMEHHBIE MaTepHalbl, KOTOPBIE OyayT
MIPEIOCTaBIIEHbl YYaCTHUKAM KIIMHUYECKOTO HCCIe0BaHusl; HH(GOpMaIKs O BbIIUIATaX U KOMIIEHCAIUSIX
YYaCTHHKAM KIMHHYECKOTO HWCCIICOBAaHUS; TEKyllas BepcHsl HaydyHOW Ouorpaduu uccienoBarens U
(unn) npyrue MaTtepHanbl, MOATBEPHKIAOIIUE eT0 KBATU(PHUKAIHIO.

14. Tlo pe3ynbTaTaM paccMOTpPEHHUS JOKYMEHTOB, yKa3aHHbIX B IMyHKTe 13 Hacrosiuux Ilpasui,
HE3aBUCHUMBIN 3TUYECKUI KOMUTET IPUHUMAET OJTHO U3 CIAEAYIOIINUX PEIICHU:

a) BBIJIAET 3aKJIF0YCHHE 00 0JJOOPEHUH MTPOBEACHUS KIIMHUYECKOTO HCCIIEeIOBAHNUS;

0) BbIIa€T 3aKJII0UYEHUE O HEBO3MOXKHOCTH O00pEHUsI KITMHUYECKOTrO UCCIIEIOBAHMUS,

B) PEKOMEHJYET BHECTU M3MEHEHUS B IPEJCTABICHHBIE JIOKYMEHTHI JJIs LEJel MOCIeayoLen
BBIJIaYU 3aKII0YEHUS 00 0J00pEHUH TPOBEICHUS KIMHUYECKOTO UCCIIEIOBAHNUS,

I') OTMEHSIET WM NPUOCTAHABIMBAET PaHEE BbIJAHHOE 3aKJIIOUYEHUE 00 07100pEeHUU NMPOBEACHUS
KJIIMHUYECKOT'0 UCCIIEOBaHUSI.

15. He3aBucuMBIil 3THUYECKUI KOMUTET:

a) OCYILECTBJISET KOHTPOJIb 3a COOIIOCHUEM 3TUYECKUX HOPM IPHU MPOBEACHUU KIMHUYECKOTO
UCCJIEIOBaHMS U MTPaB YYaCTHUKOB KJIIMHUYECKOTO UCCIIEI0BAHUS;

0) Ha OCHOBaHMM Hay4YHOW Ouorpaduu HccileAoBaTeds] U WHOM JOKYMEHTAllUU OLEHUBAET
COOTBETCTBHE KBATM(UKAIIIH UCCIIEAOBATENS INIAHUPYEMOMY KIMHUYECKOMY HCCIIEI0BaHHIO;

B) B IPOIECCE HCCIEAOBAHMUS TEPUOAMYECKH pPACCMATPUBAET JTOKYMEHTALMIO M OIICHUBAET
MIPOBOIUMOE KIIMHUYECKOE UCCIIEI0OBAHKE (HE PEXKE OJTHOTO pas3a B Tof);

') MOXET MOTPeOdOBaTh OT OPraHMU3aTOPa KIMHHUYECKOTO UCCIEIOBAHUS MPEAOCTAaBUTh YUaCTHUKY
KJIIMHUYECKOTO HCCIIEI0OBAaHUSl JOIOJIHUTENIbHBIE CBEICHHUS 00 HCCIeloBaHWMU, NMOMHMMO HH(pOpMaluu,
cojiepkaiieiics B MHGOPMALIMOHHOM JIMCTKE MAIMEHTa, €ClIM M0 MHEHUIO HE3aBHCHUMOIO 3THYECKOTrO
KOMUTETA, 3TO TMO3BOJUT MOBBICUTH CTENEHb 3alIUTHl MpaB U 0€30MaCHOCTH Y4YAaCTHHUKA KIMHHUYECKOIO
UCCIIEIOBaHMS;

J) OLICHMBAET pa3Mep U NOPSAJOK OCYIIECTBICHUSI BBIILJIAT YYaCTHUKAM KIMHHUYECKOIO
MCCIIEIOBAHMSI C IIEJIbI0 BBISBIEHUS HEOOOCHOBAHHOM 3aMHTEPECOBAHHOCTH YYAaCTHMKOB KJIMHUYECKOTO
UCCIIEIOBaHMsI WM TNPUHYKACHUS KX K YYacTHIO B KIMHUYECKOM uccienoBanuu. HWupopmanus,
Kacarolascs BBIMJIAT yYACTHUKAM KIMHHYECKOTO HCCIIEOBAHMS, BKJIIOYAs METOMbI, CYMMBI U Tpaduk
BBIIIAT, OTPa)KaeTcsl B ”HPOPMAIIMOHHOM JINCTKE MAI[UEHTA.

€) MOXET MPUBJIEKATh IJIA MPUHATUS PEHICHUN JUIl, 00JaAaroIIUX CIEUAIbHBIMU 3HAHUSIMU B
COOTBETCTBYIOIIUX 00JIACTAX, KOTOPbIE HE YYAaCTBYIOT B IPEHUSAX U FOJIOCOBAHUM;

) COTJIACOBBIBAET MOIMPABKHU B MPOTOKOJ KIIMHUYECKOTO UCCIIe0BAHMS;

3) coBepUIaeT WHbIE NEHCTBUS, HAPABICHHbBIC HA CIIOJHEHUE CBOUX (PYHKIIMH U TOTHOMOYHIA.

16. He3aBuCHUMBIH STHYECKHMH KOMHUTET HE3aMEUIMTEIIbHO B MHCbMEHHOM BHJIE COOOIIAeT
UCCIIEIOBATENI0, OPraHU3aTopy KIMHUYECKOTO HCCIeIOBAaHUS O CBOUX PEUICHMSIX, KacaroluXcs
KJIIMHUYECKOTO MCCIIEIOBAHUS U IPUUYMHAX MIPUHATHUS PELICHUI.

17. Eciu mpoTOKON TpEeaycMaTPUBAET HEBO3MOKHOCThH IOJIYYEHHSI COTJIACHS Ha y4acTHUE B
WCCIE0OBAHUM y TALMEHTa WA €ro 3aKOHHOTO MPEeACTaBUTENS 1O MOMEHTA BKJIIOYEHUS MAllMeHTa B
UCCIIEIOBaHKE, B TOM YHCIIE€ MIPU HEOTIOXKHBIX COCTOSIHUSIX HE3aBHUCHMBINH ATHUECKUA KOMUTET JOJKEH
yOenuThCs,, B TOM YTO MpPEJICTABICHHBI MPOTOKON W (WJIM) JApyras IOKyMEHTallUs COOTBETCTBYIOT
ATUYECKUM HOPMaM, a TaK)Ke€ MHBIM 00s13aTEIbHBIM TPEOOBAHUAM IS TAKUX MCCIIEIOBAHUM.

18. He3aBucuMBbIil STHUECKMI KOMHUTET OOECIEeUMBAET XpaHEHHE IOKYMEHTOB, CBSI3aHHBIX C
MIPOBEJICHUEM KJIMHUYECKOTO HCCIIEOBaHMs, KaKk MpaBWJIO, B TEUEHUE TpPEX JIET MOCie 3aBEpIICHUS
KJIMHUYECKOTO MCCIIEJIOBAHUS U MPEJCTAaBICHHE TAaKUX JOKYMEHTOB TPETbUM JIHIIAM C COOJIOJCHUEM
TpeboBaHU# 3akoHOAaTeNlbcTBa Poccuiickoit demepariiu 0 MEPCOHATBHBIX JaHHBIX, KOMMEPUYECKOM,
rOCyJIapCTBEHHOW U MHOW OXPaHsAEMOU 3aKOHOM TalHE.



III. Opraausanus, oCynecTBJISIONIAS NPOBeAeHNe KINHHYECKOr0 HCCJIeI0BAHNST

19. Opranu3anuio NpoBeACHUs] KIMHUYECKMX HCCIEAOBAaHUM Ui MEIUIIMHCKOTO NPUMEHEHUs
BIIPaBE OCYILECTBIIATH (Jajiee - OPraHu3aTop KIMHUYECKOTO UCCIIEI0BAHUSA):

a) pa3paboTUUK JEKapCTBEHHOTO Mperapara Wi YIOJHOMOYEHHOE UM JIULIO;

0) oOpa3oBarenbHbIE OPraHU3aIMM BBICHIETO OOpA30BaHMSA, OpPTaHMU3ALUHU JOMOJHUTEIHHOTO
po¢eCCHOHAIBHOTO 00Pa30BaHUS;

B) Hay4HO-HUCCIIEI0OBATENbCKUE opranu3anun®(8).

20. Knunuyeckue wucciaeloBaHUs JIEKAPCTBEHHBIX IIpenapaToB MPOBOJATCS IO IMPOTOKOIY,
pa3paboTaHHOMY OpPraHM3aTOPOM KIMHUYECKOTO MCCIEIOBAaHMS WU MPUBJICUYCHHBIM UM IOPHINYECKUM
aunoM. OpraHn3aropoM KIMHUYECKOTO HCCIEIOBAHUS MOTYT BHOCHTBCS M3MEHEHHUS B IIPOTOKOJN B
¢dopme mompaBoK, OPOPMICHHBIX B NHCbMEHHOM BHJE IOCPEICTBOM ONHCAHUS HM3MEHEHUH WM
o(uLmaNBbHBIX pa3bsICHEHUH MPOTOKOJIA.

21. Jlng nmosydyeHus: pa3pelieHusl Ha IPOBEACHUE KIMHUYECKOTO MCCIIEI0BAaHUs JEKapCTBEHHOIO
npernapara OpraHu3aTop KIMHUYECKOI'O MCCIIEOBAaHUS MPEAOCTaBIseT B MMHUCTEPCTBO JIOKYMEHTHI,
MpeAyCMOTpEeHHbIE B uyacTu 2 cTtathu 39 @DepepanbHoro 3akoHa “O0 oOpallleHHH JIeKapCTBEHHBIX
CpeAcTB”.

22. Opranu3aTop KJIMHUYECKOTO UCCIEA0BAHUS:

a) 0 HayaJla KJIMHUYECKOI o Ucciel0BaHus MoydyaeT pa3perieHne MuHIcTepcTBa Ha IPOBEICHUE
KJIIMHUYECKOTIO UCCIIEIOBaHMUS;

0) ycTaHaBIMBaeT W pacHpeAeser MpaBa, OOSN3aHHOCTM W OTBETCTBEHHOCTh BCEX JIUL,
Y4acCTBYIOUIMX B KIIMHUYECKOM HCCIIE/IOBAaHNH;

B) YTBEpXJaeT JIOKYMEHThl IO MOPSAAKY MpPOBENEHUS KIMHUYECKOro HCCcieloBaHus, cOopy,
perucTpalMi U IMpeACTaBICHUS JaHHBIX B COOTBETCTBUHM C MPOTOKOJIOM M HacTosmmmu [IpaBunamu
(manee - cTaHIapTHBIE ONIEPALIMOHHBIE TPOLIEAYPBI OPraHU3aTOPa);

') IepecMaTpuUBaeT OpOIIOpPY HE PEke OJHOrO pas3a B roj U, IpU HEOOXOAUMOCTH, JOIMOJIHSET
HOBBIMM  JAaHHBIMH,  IPEJOCTaBIIeT  aKTyaJbHYIO  PEJaKIUI  OpOIIIOphl  HMCCIEI0BATEINIO
(couccienoBaresno), He3aBUCUMOMY 3TUYECKOMY KOMUTETY;

1) TpU MPOBEACHUU KIMHHUYECKOTO HCCIEOBAHUS OCYIIECTBISIET BHEJIPEHUE U TOAJEpKaHHE
cUCTeM OOeCHeYeHHUs M KOHTPOJIS KayecTBa B COOTBETCTBUU CO CTaHIAAPTHBIMM OIEPAllMOHHBIMU
IIpoLEeaypaMH OpraHu3aropa;

e) o0ecredyMBaeT cOIVIacH€ BCEX MPHUBIEYEHHBIX K YYaCTUIO B KIMHHYECKOM HCCIIEIOBAaHUU
CTOPOH Ha IPENOCTABIIEHUE IPSAMOrO JOCTyNa BO BCE YYacTBYIOIIME B KIMHUYECKOM MCCIEAOBAHUU
MEAUIMHCKUE OPTaHM3alluK KO BCEM MEPBUYHBIM JAHHBIM (WJIN) JOKYMEHTAM U OTYETaM, OJyYEeHHBIM U
COCTABJIEHHBIM MpPHU TMPOBEACHUM KIMHUYECKOTO HCCIEI0BaHMs, B IEJIIX MOHUTOPHHIa U ayJuTa
KayecTBa MPOBEACHUS KIIMHUYECKOTO UCCIIEeIOBAHUS;

) Ha3HayaeT JUL, OOJajalolmMX HEOOXOAMMBIMU 3HAHMSAMHM M KBaJU(UKAIUEH, KOTOphIE
OKa3bIBalOT KOHCYJIbTATUBHYIO MTOMOIIb MCCIEAOBATEISIMU IO BOIIPOCAM MEAUIIMHCKOIO XapakTepa Mpu
IIPOBEJEHUH KIMHUYECKOTO HCCIIEI0BAHUS;

3) HCHOJb3yeT, TNPUCBOEHHBIH HCCIEAOBATEIEM  KaKIOMY YYaCTHHKY KIMHHYECKOIO
UCCIIEIOBaHMSI UICHTU(UKAMOHHBINA KO/ (YHUKAJIBHBIN HOMEpP, COCTOSAIINN U3 UGp U (UIH) OYKBEHHBIX
0003HAaYEHUH, HCMONb3yeMbIi BMECTO (aMIWINK, HMEHHM, OT4decTBa (IPU HAJIMYUHU) YYaCTHUKA
KJIMHUYECKOTO HCCIIEIOBAHMS B OTYETaX O HEXKEJATENIbHBIX SBICHUSX, HEXKEJIATENbHBIX pPEaKIUsIX MU
JOPYTUX JaHHBIX JJs obOecreyeHus KOHQHUACHUUATbHOCTH €ro JHMYHBIX JAHHBIX M IO3BOJISIFOIIMMA
UACHTU(UIMPOBATH BCE JJAHHBIE M0 KAXKAOMY YYaCTHUKY);

1) oOecrieunBaeT BelE€HWE WHIUBUIYaIbHOW PErMCTPAIlIOHHOM KapThl B OTHOLIEHUH KaXXIOTO
y4aCTHHKA KJIMHUYECKOTO HCCeNoBaHus (Ha OyMa)kHOM HocuTele WM B (opMe 3IeKTPOHHOTO
JOKYMEHTA), KyJla BHOCUTCS BCs MH(OpPMAIMs B COOTBETCTBUHU € NMPOTOKOJIOM (Jajiee - HHAWBUIYyaJlbHas
perucTpaloHHas KapTa);

K) IPUHUMAET perieHue 00 00pa3oBaHUU HE3aBUCHUMOIO KOMHUTETa IO MOHUTOPUHTY JAAHHBIX Ui



OLICHKH TPOBOJUMOrO KIMHUYECKOTO HCCIEIOBAaHUS, PACCMOTPEHUS JAaHHBIX MO O€30MacHOCTH H
3G HEKTUBHOCTH HCCIEIyeMOro JIEKApCTBEHHOTO TIperapara, B TOM YHCIE C LEJIbI0 BBIPAOOTKH
pEKOMEHIalUi O 11eJIecO00pa3HOCTH MPOAOKEHHUS, MPEKpaIleHUus KIMHUYECKOTO HCCIEIOBaHUS WIH
BHECEHUS B U3BMEHEHUH B IIPOTOKOJ;

1) obecrieunBaeT XpaHEHHE JOKYMEHTOB, OTHOCSILIUXCS K KIMHUYECKOMY HCCIIEIOBaHHIO, IpU
MpPEeKpaIleHUN KIMHUYECKOH pa3pabOTKM HCCIEAyeMOro JEKapCTBEHHOTO IIpernapara Mo OIHOMY,
HECKOJIbKUM WJIM BCEM MMOKa3aHUSAM, yTAM BBEACHHUS, IEKaPCTBEHHBIM (hOopMaM, Kak MpaBUjIo, B TCUCHUE
IBYX JIET ¢ MOMEHTa O(PpHUIIMATBHOTO MPEKpaIIeHus pa3paboTKH;

M) MpU MPEKpalIeHUH KIMHUYECKOW pa3pabdOTKH HCCIIEeNyeMOro JIEKapCTBEHHOTO Ipemnapara
cooOmaer 00 3TOM BCEM YYacCTBYIOUIMM B KJIMHHYECKOM HCCIECIOBAHUU HCCIENOBATEISIM H
MEAUIIMHCKUM OpPTraHu3alusM, B KOTOPBIX OCYILECTBISETCS MPOBEACHNUE TAKOTO UCCIEA0BAHNUS;

H) cooOmiaer o mepegade MpaB Ha JaHHbIE 00 HCCIIEIyeMOM JIEKapCTBEHHOM TIIpernapare B
MWuHHCTEPCTRO;

0) OCYUIIECTBIISIET BBIOOP HCCIIEAOBaTEeNIel W METUIIMHCKUX OpPTaHM3alui JUIsl TPOBEICHUS
KIIMHUYECKOTO UCCIIEAOBAHUS, TIPU MPOBEACHUHM MHOTOLIEHTPOBOTO KJIMHHUYECKOTO MCCIETOBAHUS MOXKET
OBITh OpPraHM30BaH KOOPAWHAIIMOHHBIA KOMHTET U (MiaM) BBIOpaH KOOPAMHATOp U3 YHCIA
UCCIIeIoBaTENe;

1) Ha BCEX 3Tanax KIMHUYECKOIo MccienoBaHus (OT pa3pabOTKU MPOTOKOJIA, NHIUBUAYAIbHON
PETUCTPALIMOHHON KapThl, MJIaHA CTAaTUCTUYECKOrO aHallM3a, A7 OOIIero pyKoBOJCTBA KIMHUYECKUM
UCCIIeIOBAaHUEM, PA0OTHI C JAaHHBIMH, BEPHU(PHUKAINN JAHHBIX - 10 MPOBEICHUS CTATUCTHYECKOTO aHAIIN3a
MOJIYYEHHBIX JaHHBIX M TOJATOTOBKM MPOMEXKYTOUYHOTO M (PUHAIBHOTO OTYETOB O KIMHUYECKOM
WCCIICIOBAaHHH ) TIPUBJIEKAET JIUII, 00JIaIal0OIINX COOTBETCTBYIOUICH KBATH(PUKAIHECH;

p) obecrieunBaeT KOHTPOJIb 32 KAa4eCTBOM U TOJHOTOM MONYYEHHBIX B XOJE€ KIMHUYECKOTO
UCCIIEIOBaHMS TaHHBIX.

23. Ilpu WHCMONB30BAaHUM DHJIEKTPOHHBIX CHCTEM s paboThl € JaHHBIMH KIMHUYECKOTO
UCCIIEIOBaHMS U (MJIM) 3JEKTPOHHBIX CHUCTEM YAAJIEHHOTO JOCTYIa K YKa3aHHBIM JaHHBIM OpraHU3aTop
KIMHUYECKUX MCCIIeI0BaHUMI:

a) oOecreurnBaeT U JTOKYMEHTaJIbHO O(OPMIIIET COOTBETCTBHE CHUCTEM DJIEKTPOHHON 00pabOTKH
JAHHBIX TPEOOBAHUAM K MOJIHOTE, TOUHOCTH U HAJEKHOCTH JIAaHHBIX, A TAK)KE CTAOMIBHOCTD JJOCTHXKEHUS
TpebdyeMoro pe3yibTaTa (J1ajee - BaIMIalusl TaHHbIX ),

0) yTBep>KAaeT CTaHAapPTHbIE ONepallMOHHbIE TPOLEAYPbI HCIIOIb30BaHUS JIEKTPOHHBIX CUCTEM;

B) olOecreunBaeT pabOTy OJIEKTPOHHBIX CHCTEM TakuUM oOOpa3oM, YTOOBl MPU H3MEHEHHUH
BBEJICHHBIX JJAHHBIX BHOCHMbIE U3MEHEHMs OBbLIM 3aJI0KyMEHTHPOBAHBI U paHEe BBEIECHHbIC JaHHBIC HE
OBLITU yJaJICHBI,

r) o0ecreynBaeT CUCTEMY 3allUThl JAHHBIX KIMHUYECKOI'O HCCIEIOBAHUs, MPEI0TBPAILAIOIIYIO
HECaHKLIMOHUPOBAHHBIA JOCTYN K JaHHBIM, B TOM 4YHCII€ TOCPEICTBOM YTBEPXKICHUS CIHMCKa JIHII,
UMEIOIIUX JIOCTYI K JaHHBIM KJIMHHUYECKOTO HCCIIEOBAHUS C MPaBOM BHECEHHs B HUX M3MEHEHUH U
PE3epBHOTO KOMUPOBAHUS JaHHBIX;

1) o0ecrieunBaeT COXPaHHOCTh MACKUPOBKU KJIMHUYECKOTO UCCIIEI0BaHMS, TPOBOIUMOTO CIIETBIM
METOIOM, TIPH BBOJIE M 00pabOTKE TAHHBIX B JIEKTPOHHOUW CHCTEME.

24. OpraHu3aTop KJIMHUYECKOIO MCCIEAOBAHMS MPEAOCTABIISIET UCCIEI0BATEN0 U MEAUIIMHCKON
OpraHM3ally MPOTOKOJI KIMHUYECKOTO UCCIIETOBaHMS U OpOIIIOpY B TEKYIIEH peAaKIuu A0 MOANUCAHUS
C MEIMLIMHCKON OpraHn3alyen J0roBopa Ha IPOBEAEHUE KIMHUYECKOTO UCCIIEI0BAaHUS U 1aeT BpeEMS s
03HAKOMJIEHUS C PEOCTaBIeHHON HH(popMaluei.

25. OpraHu3atop KIMHUYECKOIO HCCIENOBAHUSA JOJDKEH IIOJyYUTh IHCBMEHHOE COIJIacue
UCCIeIoBaTeNss W YHNOJHOMOYEHHOIO JIHMIla MEIMLMHCKON OpraHu3aliu, IMOCPEICTBOM IMOIIHCAHUS
MIPOTOKOJIA WIIK IPYTOT0 TIOKyMEHTa Ha!

a) TMpoBeleHHE KIMHUYECKOrO HCCIIEOBAHHUSI B COOTBETCTBHHM C IPOTOKOJIOM, HACTOSIIUMU
[IpaBunamu u TpeOoBaHMAMHU 3aKOHOAaTenbcTBAa Poccuiickoit dexepanmu B cdepe obOpamieHus
JIEKapCTBEHHBIX CPE/ICTB;



0) cobOmogeHue NPOUEAYPbl PETUCTPAlMd U TMPEACTABICHUS JaHHBIX KIMHHUYECKOTO
UCCIIEIOBaHMS;

B) IPOBEJCHIE MOHUTOPHHTA U ayJHTa;

I') XpaHEHHE JOKYMEHTOB, CBSI3aHHBIX C MPOBEACHUEM KIMHMUYECKOIO UCCIIEI0BaHUs, A0 TEX IOp,
[OKa OPraHMU3aTop KIMHUYECKOTO HCCIEIOBAaHUS HE COOOLIUT HMCCIENOBATENI0 M  MEIUIIMHCKOM
OpraHU3aIlH, YTO JAHHbIE JOKYMEHTBI MOTYT OBITh YHHUTOXCHBI.

26. OpraHuzaTop KJIMHHUYECKOTO HCCIENOBaHHS 00s3aH B KAayeCTBE CTpaxoBaTelisd CTPaxoBaTh
PUCK NPUUMHEHHUS BpEda JKHU3HM, 3J0pOBBIO IMALMEHTa B peE3yJbTaTe€ MPOBEACHMSI KIMHUYECKOTO
UCCIIEIOBaHMs JICKApCTBEHHOTO IMpernapaTa Ui MEIUWLUHCKOTO MPUMEHEHHs] 3a CBOH CYET MyTeM
3aKIJIIOYEHUS JIOTOBOpa 00s3aTeNbHOr0 cTpaxoBaHusa™(9). YcioBus IOroBopa CTpaxoBaHUs, pa3Mep U
MOPSAIOK CTPAXOBOH BBIILJIATH YCTAHABIMBAIOTCS B COOTBETCTBHHU € IOcTaHOBIeHHEM Ne 714.

27. Ilpm HaiMMuMM B MEIUIMHCKOM OpraHu3aluu, B KOTOPOH IUIAHUPYETCS TMPOBEICHUE
KIIMHUYECKOTO HCCJIEeIOBAaHUS, HE3aBUCUMOTO STUYECKOTO KOMMTETa, OPraHu3aTrop KIMHUYECKOTO
HCCIIEIOBaHMS JOJDKEH MOJMYyYUTh MOATBEPHKACHNUE TOTO, YTO JAHHBIN HE3aBUCHMBIN STUYECKUM KOMUTET
OpPraHM30BaH U JIEHCTBYET B COOTBETCTBUU C HacToAMMU [IpaBuiamu u coriacue 3TOro HE3aBHUCUMOTO
ATHUYECKOI0 KOMUTETA Ha IPOBEJACHUE KIIMHUYECKOTO UCCIIEI0BAHUS.

B cnyuae ecnu cornacue HE3aBHCHMOIO 3THYECKOIO KOMHTETa HA MPOBEJACHHE KIMHHYECKOTO
UCCIIEIOBaHMs BBIPAXKAETCsl IOCPEACTBOM BHECEHHUS U3MEHEHUH B IOKYMEHTHI U JJAHHBIE KIIMHUYECKOIO
UCCIIEIOBAHMS, METUIIMHCKAsI OpraHu3allysl MPeJOCTaBIsSeT OPraHu3aTopy KIMHHUYECKOTO MCCIIEIOBAHUS
KOIIMH BCEX M3MEHEHHBIX JJOKYMEHTOB U JTaHHBIX.

B cnydyae n3meHeHus pellieHUs HE3aBUCUMOTO STHYECKOT0 KOMUTETa OTHOCHUTENBLHO MPOBEICHUS
KJIIMHUYECKOIO0 HCCJIEOBaHUs, B TOM 4MCIE IIOCPEICTBOM OT3bIBa paHEE JaHHOIO COrjacus,
MEAMIIMHCKAs OpraHu3alMs He3aMEUIUTENFHO YBEAOMIISIET 00 3TOM OpraHu3aropa KIMHUYECKOTrO
UCCIIEIOBaHMUSI.

28. OpraHu3arop KIMHMYECKOT'O HCCIIEOBAHUS JOJDKEH HMMETh JaHHble MO0 O0e30IacHOCTH U
3 PEKTUBHOCTH HCCIEAYEMOT0 JIEKApCTBEHHOIO IMpernapaTra, OOOCHOBBIBAIONIIME €ro MpPHUMEHEHHue, a
TakXke OOHOBJIATH OpOLIIOPY MO Mepe MOJIYYEHHUs B paMKax HpPOBEIEHUS KIMHUYECKOI'O HCCIIEIOBAaHUS
HOBBIX JAHHBIX, BIUSIOUMX Ha 3(Q(EKTUBHOCTh U OE30MaCHOCTh HCCIEYyeMOro JIEKapCTBEHHOIO
npernapara.

29. Opranuzarop KIMHUYECKOTO HMCCIEeA0BaHUs 00eCcleuynBaeT UCMHOIb30BaHUE MIPU MPOBEACHUN
KJIMHUYECKOTO HCCIIEeIOBAaHUS HCCIENIyEeMbIX JIEKAPCTBEHHBIX IpernaparoB (BKJIOYas, Ipernaparhbl
CpaBHEHHMS U 1janebo) TMPOU3BEIACHHBIX B COOTBETCTBUM C TpeOOBaHUSAMHU  Hajuiexalien
MIPOU3BOJICTBEHHON TPaKTHKH, HMEIOIMIMX COOTBETCTBYIOIIME IIOKa3aTeldM KayecTBa M KOTOpbIE B
COOTBETCTBYIOIIUX CITy4yasx 3aKOAMPOBaHbI U MAPKUPOBAHBI B LENSIX 00€CIIeUeHUsI MAaCKUPOBKHU.

Ha mnepBuuHyto ymakoBKy (€ciu JUIsi 3TOrO CYIIECTBYET TEXHHMUYECKash BO3MOYKHOCTh) U
BTOPUYHYIO (NOTPEOUTENHCKYIO) YHNAKOBKY JIEKAPCTBEHHBIX IIPENapaTroB, MpeJHa3HAYCHHBIX IS
KIIMHAYECKUX MCCIICOBAaHUM, TOJDKHA HAHOCUTBCS HAIMKUCh: /{71 KIMHUYecKuX ucciemaoBanmii”*(10).

30. Jlns KJIMHUYECKUX HCCIeOBAaHUM, MPOBOJMMBIX CJENbIM METOJIOM, CHCTEMa KOIMUpPOBAaHUS
HCCIIElyeMOro JISKapCTBEHHOI'O Tpernapara JO0JDKHA BKIOYATh B ce0sl MEXaHU3M, IO3BOJSIONIMNA B
OKCTPEHHBIX CIIydasX, ObICTPO HMIACHTH(UIIMPOBATH JaHHBIA JICKAPCTBEHHBIN Mperapar, MpH 3TOM He
JOTTYCKAIOLUI BO3MOKHOCTH HE3aMETHO PACKPBITh KOJ.

31. Ecnu nekapcTBeHHas (opma HCCIEeTyeMOro JIEKapCTBEHHOTO TMpernapara Wid TMperapara
CpaBHEHMs ObUIa HM3MEHEHa B XOJ€ KIMHUYECKOrO HCCIeIOBaHUs, TO 1O HCIIOJIb30BAaHUS HOBOM
JIEKapCTBEHHOM (OpMBI B KJIMHMYECKOM HCCIEIOBAHUU JIOJDKHBI OBITh IOJYYEHBI PE3yJbTaThl
COOTBETCTBYIOLIMX JOMOJHUTEIBHBIX MCCIEOBAaHUN JaHHOW JIeKapCTBEHHOM (opMBI Ipernapara,
HEO0OXOIMMBIE JUIsl OLIEHKU CTENeHM BIIMSHUS JAaHHBIX U3MEHEHMH Ha (papMaKOKHHETHUKY MCCIEAyeMOro
JIEKapCTBEHHOTO TpenapaTa, ero 0Oe3omnacHocTh M 3(PQeKTHBHOCTb. B Takom ciiyuae opraHuzatop
KJIIMHUYECKOTO UCCIIEIOBaHMs 00ecIieunBaeT BHECEHHE U3MEHEHU B TPOTOKOI.

32. OpraHuszaTtop KIMHUYECKOTO HCCIEIOBaHUSA OOECIEUMBAET MOCTYIUICHHE B MEIUIIMHCKYIO
OpraHM3alfio, B KOTOPOH NPOBOAWUTCSA KIMHUYECKOE HCCIEIOBAaHUE, HCCIEAYEMOTo JEeKapCTBEHHOTO



npenapara.

OpranuszaTtop KIMHUYECKOTO HCCIACAOBAHUS JOHKEH HMMETh MCCIEIyeMblid JIEKapCTBEHHbBIN
mpemapaT B KOJMYECTBE, HEOOXOIUMOM JJsi MPOBEIEHUS KIMHUYECKOTO HCCIEAOBAHUA H
MOATBEPIKICHUS €T0 COOTBETCTBHSI TPeOOBAHMSIM (hapMaKOIEHHBIX cTaTell MO0 B clydae UX OTCYTCTBUS
HOPMAaTHUBHON JOKYMEHTAllMM WJIM HOPMAaTHUBHOIO JOKYMEHTA, a TaKKe BECTH YYeT aHaJIW30B U
XapaKTepUCTHK 00pa3I0B JIEKAPCTBEHHOTO MIpenapara 13 MapTuu (Cepun).

[locTymiieHne uccienyeMoro JIEKapCTBEHHOTO Mpernaparta B MEIUIMHCKHAE OpraHU3allMH, €ro
BO3BpaT, YHUYTOXKEHHE HCCIEAYyeMOro JIEKapCTBEHHOIO IMperapara NOApoOHO HW B CPOK
JOKYMEHTUPYETCS OPraHU3aTOPOM KIMHUYECKOTO UCCIIET0BAHMS.

Opranu3arop KIMHUYECKOTO HCCIECIOBAHUS OCYIIECTBIISIET IMOCTOSHHYIO OLIEHKY O€301MacHOCTH
HCCIEAYEMOr0O JIEKapCTBEHHOIO MpenapaTra U yBEIOMIISIET BCEX 3aHATHIX B KIMHMYECKOM HCCIEIOBAaHUU
uccueaoBaresied 1 MeIMIUMHCKUE OPraHU3alMK O TTOJIYYeHHBIX JaHHBIX, KOTOPbIE MOTYT HEOJAronpusaTHO
OTpa3uThCs Ha OE30MacCHOCTH YYAaCTHUKOB KIMHUYECKOTO UCCIENOBaHus U (WJIM) TOBIUATH Ha
MPOBEACHUE KIMHUYECKOTO UCCIICTOBAHMUS.

33. Opranuzarop KIMHUYECKOTO HCCIIETOBAHMS COOOIIAET BCEM YYACTBYIOIIUM B KIMHHUYECKOM
HCCIIEIOBAaHUM HCCIIEI0BATENsIM, MEIUIMHCKUM opranu3auusMm u denepanbHoil cinyx0e Mo Haa30py B
cdepe 31paBoOXpaHeHUss 000 BCEX CEPhE3HBIX U HEMPEIBUICHHBIX HEXKETATENbHBIX PEAKIUIX, a TAaKKe
npencrapisier B enepanbHyro ciyx0y Mo HaA30py B chepe 3ApaBoOXpaHEHUs IEPHUOJUUYECKHE OTUETHI
1o 0e30MacHOCTH MCCIEAYEMOro npenapara B yCTaHOBIEHHOM mopsiake™*(11).

34. OpraHuzaTop KIMHUYECKOIO HCCIEIOBAaHUS OCYILECTBISET MOHUTOPUHI KJIMHUYECKOTO
MCCIEA0BAHMS, BKIIOYAIOUIUN EATEIbHOCTh M0 KOHTPOJIIO 32 XOAOM KIMHUYECKOIO MCCIENOBaHUsA, MO
00ECIIEYCHNIO €r0 MPOBEACHUS, COOPY IaHHBIX M NPEICTABICHUIO PE3YJIbTaTOB B COOTBETCTBHU C
MPOTOKOJIOM,  CTaHJApPTHBIMU  OINEPALMOHHBIMM  Mpoleaypamu, Hacrtosmumu  IlpaBunamu u
TpeboBaHUsIMHU 3aKOHOMaTenbcTBa Poccuiickoit deneparuu 06 oOpalieHuy JIeKapCTBEHHBIX CPEJICTB.

Jlns  npoBeneHHWs MOHUTOPUHIA OPraHu3aTop KIMHUYECKOrO HCCIEJOBaHUS Ha3HA4aeT
¢dbuzmveckoe nuI0, o0Nagaroiee HayYHbIMU M (MJIM) CHEIUATbHBIMU 3HAHUSMU, HEOOXOIUMBIMHU IS
MPOBEACHUS MOHUTOPUHIA KJIMHUYECKOTO UCCIIET0OBAHMS.

JIuo, Ha3HAYEHHOE OPraHWU3aTOPOM  KJIMHUYECKOTO HCCICIOBAHUS JUIsl  MPOBEICHUS
MOHHUTOPHHTA, O005S3aHO COONMIOJAaTh CTAaHJAPTHHIE OMEpallMOHHBIE TPOLEAYPHl OpraHu3aTopa
KJIIMHUYECKOTO MCCIIEIOBAHUSI.

35. llenbro MOHUTOPHUHTA KIIMHUYECKOTO UCCIEAOBAHUS SBIIIETCS YCTAHOBJIEHUE TOTO, YTO:

a) rmpasa ¥ 0J1arornoiay4yre y4aCTHUKOB KIIMHUYECKOTO UCCIIEeI0OBAaHUS 3alHILEHBI;

0) MONy4YEeHHBIE B XOJi¢ KIIMHUYECKOTO MCCIIEOBAHUS JaHHBIC SBISIFOTCS TOYHBIMH, TOJHBIMU U
MTOATBEPKIAIOTCS IEPBUYHON JOKYMEHTALUEN;

B) KJIMHHYECKOE HCCIIeI0BaHUE MPOBOJIUTCS B COOTBETCTBUU C YTBEP)KICHHOW TEKyIeH Bepcuei
MMPOTOKOJIa ¥ U3MEHEHHH K Hemy, TpeOboBaHusMU HacTosmux [IpaBun u 3akoHomaTenbcTBa Poccuiickoi
denepannu 06 00paIeHnH JEeKaPCTBEHHBIX CPEJICTB.

36. [ng mocTKeHHsS el MOHUTOPHWHTA KIMHUYECKOTO HMCCIEAOBAaHUS JIMIO, HA3HAYEHHOE
OpraHU3aTOPOM KIMHUYECKOTO UCCIEIOBAHUS JIJIsl TPOBEICHHSI MOHUTOPUHTA:

a) oOecreyrBaeT B3aMMOJCICTBHE MEXAY OPraHU3aTOpOM KIMHMYECKOTO HCCieI0BaHus,
MEIUIIMHCKOW OpraHu3aluell U UCCIeI0BaTENEM;

0) mpoBepseT W KOHTPOJHMPYET HAIMYME KBATU(DHUKAIMKA HCCIEAOBATENIsI W PECYPCOB
MEIUIIMHCKOW OpraHu3allid HEOOXOJMMBIX JUIsl MPOBEIEHUS KIMHUYECKOTO WCCIIEOBAHMS, BKIIIOUas
nmabopaTopun, 000pPyI0BaHHUE U TIEPCOHAIT,

B) B OTHOILIEHUH UCCIIEAYEMOr0 JIEKapCTBEHHOTO MpernapaTa IpoBepseT:

CPOKHM U YCJIOBHS XpaHCHHS, KOJIMYECTBO B 00BEMe, HEOOXOIUMOM [IJIsi TPOBEACHUS
KJIMHUYECKOTO MCCIIEIOBAHNUS;

MTOJIyYEHHUE TOJIBKO TEMU YYACTHUKAMU KJIMHUYECKOTO UCCIEAOBaHUs, KOTOPBIM OH HAa3HAYEH, U B
7103aX, YCTAHOBJICHHBIX TPOTOKOJIOM;

WHCTPYKUUU MO NPABWIBHOMY NPUMEHEHHIO, XPAHEHHUIO M TNOPSAJIKY BO3BpaTa IMPEJOCTABIICHBI



Y4aCTHUKAM KJIIMHUYECKOTO UCCIIEI0OBaHUS;

OCYIIECTBIICHHE HCCIIEOBATENIEM KOHTPOJS U JOKYMEHTAJIBHOTO O(GOpPMIICHUS TOJIY4YEHUS,
IIPUMEHEHHs, BO3BPATa, YHHUYTOXKEHUS HCCIENyEMOIrO JIEKAPCTBEHHOIO IIpernapara B MEJULMHCKOU
OpraHM3aluy;

I') IpoBepsieT COONIOIEHUE MCCIIE0BATENIEM YTBEPKJIEHHOIO MPOTOKOJIA U BCEX M3MEHEHUHl K
HEMY, IPaBUIIBHOCTb, TOJHOTY, TOYHOCTh M CPOKH O(OPMIICHUS HCCIEI0BATEIEM JOKYMEHTOB U JTaHHBIX
KIIMHUYECKOTO UCCIIEIOBaHMS;

1) TpoBepseT TOJy4YeHHE AOOPOBOJBHOTO THCHMEHHOTO COTJIACHS KaXIOro y4YacTHUKA
KIIMHUYECKOTO UCCIIEI0OBaHM 10 Ha4ala €ro y4acTHs B KIMHUYECKOM MCCIEA0BaHNN;

€) obecrieunBaeT HAIMYKME Y UCCIE0BATENS TEKYIIelH pelakiuy OpOIIOphl, MHBIX JOKYMEHTOB U
MaTepHaoB, HEOOXOAUMBIX JUIsl IPOBEACHUS KIMHUYECKOTIO UCCIIEIOBAHNUS;

K) o0ecrieunBaeT JOBEACHUE /10 MCCIIE0BaTENe HEOOXOIMMOMN /ISl IPOBEACHUS KIMHUYECKOTO
ucclieIoBaHMsI HH(pOpMaIIIH;

3) mpoBepsieT COONIOIEHUE HCCIeNOoBAaTeIeM KpUTEpHUeB OTOOpa yYacCTHHUKOB KIMHHYECKOTO
UCCIIEIOBAHMS;

1) TMpOBEpsieT MpPaBWIbHOCTb, IIOJHOTY U CPOKM PETUCTPAllUU JaHHBIX KIMHHUYECKOIO
UCCJIEIOBAHMSI, a TAKXKE MOPSI0K BEJECHUS JOKYMEHTOB KIIMHUYECKOTO UCCIIEIOBaHMS;

K) IpOBEpsieT MPAaBUIBHOCTb U MOJIHOTY PETUCTPALMU B HWHIUBUAYAIbHOW PETUCTPALIMOHHON
KapTe JaHHBIX, MPEAYCMOTPEHHBIX MPOTOKOJIOM, JAHHBIX 00 M3MEHEHUSX 103bl M (WJIH) Tepamnuu, O
BBISIBJICHHBIX HEXKEJATEJIbHBIX SIBJCHUSX M HEXKENATEeNIbHbIX PEaKIMSIX, O MPOIMYILIEHHbIX YYaCTHUKOM
KJIMHUYECKOI'O MCCIE0OBAHUSl BU3UTAX, O HEBBINOJIHEHHBIX aHalu3ax M oOcienoBaHusX. Bce cimydan
WCKJTFOUYEHHS W BHIOBIBAHUS YYACTHUKOB KJIMHUYECKOT'O MCCIIEIOBAHMS U3 KIIMHUYECKOTO HCCIIEIOBAHUS
MIOJJIEKAT PETUCTPALIUU U MOSCHEHUIO B MHAMBUIYAJIbHOM PETUCTPAllMOHHON KapTe;

J) cooOUiaeT MCCIel0BaTeN0 O JOOBIX JOMYIIEHHBIX B HWHIUBUAYAIbHOW PETHCTPALMOHHON
KapTe omuOKax, NpOMycKaXx U Hepa300pYMBBIX 3alUCIX M MPOCIEKHUBAET 3a TEM, YTOObI
COOTBETCTBYIOIIIME HCIPABJIECHUS, ObUIM CJIENaHbl, JaTUPOBAHbI, OOBSICHEHBI (€cIu HEOOXOJUMO) U
MIOJNINCAHBI UCCIIE0BATEIIEM;

M) COOOIIAaeT HCCIeN0BaTEN0 00 OTKJIOHEHHSIX OT MPOTOKOJA, CTAaHAAPTHBIX MHCbMEHHBIX
MpoLeayp opranusaropa, TpeboBanuii Hactosmux [IpaBun, 3akoHomarenscTBa Poccuiickoit denepanmu
00 oOpallleHnn JEeKapCTBEHHBIX CPEACTB U MPUHUMAET MEpbl MO MX YCTPAHEHUI0 U HEAOMYLIEHHUIO
IIOBTOPEHUS.

37. IluceMeHHBIE OTYETHl MO MOHUTOPUHTY KIMHUYECKOTO HCCIIEJOBAHUS MPEJICTABISIIOTCS
JUIOM, HA3HAYEHHBIM JUIsl NIPOBEIEHUS MOHMTOPHUHIA OPraHMU3aTopy KIMHUYECKOTO HCCIEIOBaHUS B
MOPSAJIKE U CPOKHU, YCTAHOBJIEHHBIE CTAaHAAPTHBIMU ONEPALlMOHHBIMU MPOLIETypaMU OpraHU3aTopa.

OT4er M0 MOHUTOPHUHIY KIMHHUYECKOIO MCCIENOBAaHUA JOJDKEH COJAEP)KATh, B TOM YHCIE CPOKH
MIPOBEJICHUS] MOHUTOPHHIa, HAUMEHOBAHHE MEJMIIMHCKONW OpraHu3alluu, /i€ MPOBOJIUIICS MOHUTOPHUHT,
JaHHble 00 MCCIEeIOBATENAX, YYACTHHKAX KIMHUYECKOTO HCCIEN0BATeNsl, ¢ KOTOPHIMU OOIIAIOCH
(B3auMO/IEiCTBOBAJIO) JIMIIO, HA3HAYEHHOE Ui MPOBEJIEHUS MOHUTOPUHIA, ONHCAHHE IPOBEPKH,
CBEICHUSI O BBISBJICHHBIX HENOCTAaTKaX, BBIBOABI 110 PE3yJIbTaTaM MOHUTOPHUHIA M WHBIE CBEICHUS U
JaHHbIE, KacarolMecs MOHUTOPUHIA KIIMHUYECKOTO UCCIIEIOBAHMUS.

38. Oprann3aTopoM KIMHUYECKOTO MCCIEA0BAaHUS KIIMHUYECKOTO NCCIIEI0BAHUS OCYILIECTBISAETCS
He3aBHCHMas OT MOHHUTOPHHIa OLIEHKa COOTBETCTBUS IPOBOJAMMOIO KIMHHUYECKOTO HCCIIEOBAHUS
IIPOTOKOJIy, CTAaHJAPTHBIM OIEPAllMOHHBIM IpOLEypaM OpraHu3aropa, HacrosmuM llpaBunam u
TpeOoBaHUsAM 3aKoHOAarenbcTBa Poccuiickoit denepanuu 00 oOpalleHUH JIEKapCTBEHHBIX CPEACTB
(manee - ayquT KIMHUYECKOTO MCCIIET0BAHUA).

Jis  mpoBeneHHs ayAuTa  KIMHUYECKOTO  KMCCIEAOBAaHUS  OPraHMU3aTop  KIMHHUYECKOIO
UCCIIEIOBAaHMsI Ha3HA4YaeT JMIl, HEe3aBUCHUMBIX OT BCeX CYOBEKTOB KIMHUYECKOTO MCCIIEJOBAHUS U
o0afaromux KBaaupuKanyuen, NoAroTOBKOM, ONBITOM I IPOBEIECHUS ayIUTa.

[Inan m o0veM aynuTa KIMHHUYECKOTO WCCIEAOBAHMS pa3palaThIBAIOTCS U yTBEPKAAIOTCA
OpPraHM3aTOPOM KIMHUYECKOIO HCCIECJOBAHMS C YYE€TOM KOJUYECTBA YYACTHUKOB KIMHHUYECKOIO



WCCIEAOBAHUS, TUMNA U CJIOKHOCTH KIMHUYECKOTO HCCIEIOBAaHUS, CTENEHH PHUCKA Uil YYACTHUKOB
KIIMHUYECKOTO UCCIICIOBAHMS i HHBIX 00OCTOSITEIIBCTB.

39. Ilpu oOHapyXeHMH B XOJ€ MOHHMTOPMHra WIM ayAuTa KIMHUYECKOTO HCCIEeIOBaHUS
Cepbe3HBIX W (WJIM) TOBTOPSIOMIUXCS CIIy9aeB HECOOIOICHUSI HCCIIeoBaTeNieM, MEIUIIMHCKON
OpraHu3aleil yCTaHOBJIEHHBIX TPEOOBaHUI K MPOBEACHHUIO KIMHUYECKOI'O MCCIEIO0BAHUS OpPraHU3aTop
KJIMHUYECKOTO MCCIEAOBAaHUS MPEKpPAllaeT Y4YacTHE HCCIIEIOBATENS, MEAULUMHCKON OpraHu3aldHd B
KJIMHUYECKOM HUCCIIEJOBAHUU U BHOCUT U3MEHEHUS B IPOTOKOJ.

40. B cpok, HEe TIPEBBIIAOIINNA TSATH pad0YNX JHEU CO JHS 3aBEPIICHUS, MPUOCTAHOBICHUS WIN
MpPEKpalIeHUs] KJIMHUYECKOTO MCCIENOBAaHUs JIEKAPCTBEHHOI'O Ipenapara sl  MEAMIMHCKOIO
MPUMEHEHHS, COOOIICHHEe OO0 OSTOM HAMpaBISETCS OPraHU3aTOPOM KIMHHYECKOTO HCCICIOBAaHUS B
MuHUCTEPCTBO.

41. Tlpu MHOTOIEHTPOBBIX KIMHUYECKUX HCCIEAOBAHUSAX OPraHU3aTOp KIMHUYECKOIO
UCCIIEeIOBaHMs 00eCTIeYnBaeT:

a) TPOBEACHHE KIMHUYECKOTO HCCJICAOBAHUS BCEMH MEIUIIMHCKUMHU  OPTaHMU3aAIUsIMH,
YYacTBYIOIIMMH B MHOTOLEHTPOBOM KIMHUYECKOM MCCIEIOBAaHUH, B CTPOTOM COOTBETCTBHHM C
MPOTOKOJIOM KJIIMHUYECKOTO UCCIIEA0BAHUS;

0) pa3paboTKy WMHAMBUAYAIbHBIX PErHCTPAIIMOHHBIX KapT, MO3BOJISIIOIIUX coOpaTrh TpeOyemble
JAHHBIE M3 BCEX MEAUIIMHCKUX OpraHU3alMi, YYacTBYIOIIMX B MHOTOIICHTPOBOM KIMHUYECKOM
HCCIEA0BaHUY;

B) JIOKYMEHTAJIbHOE 3aKpeIjieHHe TpaB U OOA3aHHOCTEH MEIUIMHCKUX OpraHu3aluil u
uccaeaoBaresield, MPEeAOCTaBICHUE YKa3aHHBIM JIMLAM [POTOKOJIA, CTaHAAPTHBIX OINEpalMOHHBIX
MPOIIEAYp OpraHU3aTopa, WHCTPYKIUU IO 3arOJHEHUIO WHAMBUIYAIBHBIX PETUCTPAIMOHHBIX KapT 0
Hayaya KIMHUYECKOT0 UCCIIEIOBAHUS.

IV. Opraauzanys padoTbl HCCJIET0BATEI

42. PykoBOAMUTENb MEIULIMHCKON OpPraHu3allii, KOTOpas MPOBOAUT KIMHUYECKOE HCCIIE0BaHuUE,
Ha3HA4YaeT UCCIEN0BaTeNsd, OTBETCTBEHHOIO 3a MPOBEJIECHHE TAaKOrO MCCIEIOBAaHUS W HMMEIOLIEro
Je4eOHYI0 CHEIHaATbHOCTh, COOTBETCTBYIONIYI0 MPOBOJMMOMY KIMHUYECKOMY HCCIECIOBAHUIO, CO
CTa)keM paboOThl MO MporpamMmaM KIMHUYECKHX MCCIEIOBAaHMN HE MEHee 4YeM TpH Toja U MO €ro
MIPEIJIOKEHUIO0 Ha3HAa4yaeT coMccliefioBaTeed M3 yucia Bpadyeld HTOW MeAMIMHCKOW opraHuzanuun™(12)
(manee - uccienoBaTenb).

43. MWccnenoBatenb, COHMCCIENOBATENN JOHKHBI OBITh O3HAKOMJIGHBI C  pe3yJbTaTaMu
JOKJIMHUYECKOTO HCCIEIOBAHUS HCCIEAYEMOIO JIEKaPCTBEHHOIO IIpernapara, akTyaJbHOW Bepcuen
6pOHIIOpI>I, IMPOTOKOJIOM, MHBIMHU JOKYMCHTAMHW W JAaHHBIMH, MUMCIOIIMMH OTHOMICHUC K ITPOBCACHUIO
KJIIMHUYECKOT'0 UCCIIEOBaHUSI.

44, MHccnenoBaTenb OCYHIECTBISIET OTOOp YYaCTHUKOB  KIMHMYECKOTO  HMCCIEIOBAHUA,
obecrnieunBaeT OKa3aHWe MEIUIIMHCKON TTOMOIIM YYaCTHUKY KIIMHUYECKOTO rccaenoBanus™(13).

45 UccnenoBartelnb, COMCCIIENOBATENH TOJDKHBI 3HATh U COONIOAAaTh HacTosmme [IpaBuna u uHbie
TpeboBaHusl 3akoHonaTenbcTBa Poccuiickoit @Denepamuu 00 0OpalieHUU JIEKAPCTBEHHBIX CPEACTB.
Hapymenue nacrosmux IlpaBui, danscudukanus pe3ynbTaToB KIMHUYECKOTO UCCIEIOBaHMS BIEKYT 3a
c000if OTBETCTBEHHOCTh B COOTBETCTBHH C 3aKOHO/AaTeIbCTBOM Poccuiickoit @eneparuun™(14).

46. HccnenoBarenb JOJKEH paclojlaraTb BpEeMEHEM M pecypcaMu, BKIIouas jgaboparopuu,
000pynOBaHUE U MEPCOHAN, HEOOXOAUMBIMHU JIJIsl POBENCHUS KIMHUYECKOTO UCCIICTOBAHMS.

47. Tlpu HAIMYWU COTJIACHS YYaCTHHKA KIMHUYECKOTO MCCIICIOBAHMS HCCIIEA0BATENb COOOIIaeT
JeqanieMy Bpady YYacTHHKA KIMHUYECKOTO HUCCIIECOBaHMS 00 YYacTHH IOCIETHEr0 B KIMHUYECKOM
UCCIIETOBaHUH.

48. I/ICCJIG,Z[OBB.TGJIB MNPpOBOAUT KIIMHUYCCKOC UCCIICAOBAHNC B COOTBETCTBUU C IPOTOKOJIOM.

HccnenoBatenpy 00s3aH coOMOMAaTh MPOTOKOJ, HE JOJDKEH BHOCHUTH B HETO HM3MEHEHHUs 0e3
pemienruss MUHUCTEPCTBA M OOOPEHUS HE3aBHCHUMOTO 3THUECKOTO KOMHUTETa 33 UCKIIOYCHHEM CITy4acsB,



Korma TpeOyercss YCTpaHUTh HEMOCPEICTBCHHYIO Yrpo3y KH3HH H (WJIM) 3I0pOBbSl y4aCTHHKA
KIIMHUYECKOTO UCCIICIOBAHUSI.

JIroboe OTKIIOHEHHE OT YTBEPXKJIECHHOTO TMPOTOKOJAa OQOpPMIISETCS JOKYMEHTAILHO U B
KpaT4yailliMe CPOKU HAIpPaBIIIETCA ISl PACCMOTPEHUS W COIIACOBAHUS B HE3ABUCHUMBIA ATHYECKUN
KOMHTET ¥ OpPraHU3aTopy KIMHHYECKOTO UCCIICTOBAHMS ISl COTJIACOBAHUSI.

49. HccnenoBarenb COOOMIAET B HE3aBUCUMBIN dTHYECKHI KOMUTET:

a) 00 OTKJIOHEHHSX OT MPOTOKOJIA WM M3MEHEHUSX MPOTOKOJIA, TPOU3BEACHHBIX JIJISl YCTPaHCHHUSI
YIpO3bI )KU3HU U (WJIH) 3[10POBbSl yYACTHHUKA KIMHUYECKOTO UCCIICI0BAHMS;

0) 00 U3MEHEHHSX, HETTOCPEIICTBCHHO BIIMSIONIUX HA MPOBEACHNE KIMHUYECKOTO UCCIICIOBAHUS U
(I/IJII/I) YBCIMYMBAIOIIUX PUCK YHaCTUA B KIIMHUYCCKOM HUCCIICAOBAHUH,

B) 000 BceX HEXKEJATeIbHBIX PEAKIHUsIX, KOTOPBIC SBISIOTCS OIHOBPEMEHHO CEpPhE3HBIMU H
HENPEABUIACHHBIMUY;

I') O HOBBIX JaHHBIX, KOTOPbIE MOTYT CBUJCTEIHCTBOBATh O BO3PACTAHWUU PUCKA JUISl YYACTHUKOB
KIMHUYCCKOro HCCICAOBAHUA WM MOIrYyT H€6HaFOHpI/I$ITHO IIOBJIMATH Ha XOJ KIHMHHYCCKOI'O
WCCIICIOBAHMS.

50. HccnemoBarenb JOJDKEH OOCCIEUUTh TNPHUMEHEHHWE  YYaCTHHKAMHU  KIMHHYECKOTO
WCCIICIOBAHMSI UCCIICAYEMBIX JIEKAPCTBEHHBIX MPENapaToB B COOTBETCTBHU C IMPOTOKOJIOM M COOJIOAATH
MPEAYCMOTPEHHYIO MTPOTOKOJIOM METOJIUKY PaHIOMU3AIMH (paclpeesieHus] yYaCTHUKOB KIIMHUYECKOTO
UCCIIC/IOBAHMSI O TPYIIaM JICYCHUS] WIIM KOHTPOJIS CIy4YaiHBIM 00pa3oM, MO3BOJISIONIETO CBECTH K
MUHUMYMY CyObEKTHBHOCTB) M 00ECTIEYUTh PACKPHITHE KOJIa TOJIBKO B COOTBETCTBHH C TIPOTOKOJIOM.

Ecnu xnuHMYecKoe HecieI0BaHnue TIPOBOUTCS CIICTTBIM METOAOM HCCIIeIOBATE b IOKYMEHTAIBLHO
opopmiisier W OOBSACHSAET OPraHU3aToOpy KIMHUYECKOTO WCCICAOBAHMS JF000E MPEXKIESBPEMEHHOE
PaCKpBITHE KOJIa HCCIIEyEMBIX JIEKAPCTBEHHBIX MTPEIIapaToB.

51. UccnenoBateb OCYIMECTRISIET YUET UCCIICyEeMbIX JICKaPCTBEHHBIX MPETapaToB U MPEIapaToB
CpPaBHEHHS, B TOM 4YHCIE BEAET Yy4eT HUX TOCTYIJIECHUH, (QaKTUYECKOro HaIu4us, KOJHMYECTBa
HCIIOJIB30BAHHUA KaXXJbIM YYAaCTHUKOM KIIMHHUYCCKOTO HCCICAOBAHHA, YHUUTOXCHUA, a TAKIKC BO3BpaTa
OpraHu3aToOPy KIMHUYECKOTO UCCIICTOBAHMS.

HccnemoBatenns MOXET TMepenarh OOS3aHHOCTH TI0 y4YeTy HCCIEAYEeMbIX JIEKapCTBEHHBIX
MpemapaToB W TMpenapaToB CpaBHEHHs paOOTHUKY anTeuyHOM OpraHu3aludl WM WHOMY JHUILY,
MTOJIKOHTPOJILHOMY HCCIIE0BATEIIO.

3amucu Mo y4eTy JOJDKHBI BKIIOYaTh B ce0sl AaThl, KOJIMYECTBO, HOMEpa MapTHil, Cepuil, CPOKU
TOOAHOCTHU (FI[C HpI/IMeHI/IMO) N YHUKAJIBHBIC KOJAbI HCCICAYEMBIX JICKAPCTBCHHBLIX IMPCIIapaToB U
MpernapaToB CPAaBHEHHS M YIaCTHUKOB KIIMHUYECKOTO UCCIICIOBAHMSI.

HccnemoBaTenns JOMKEH BECTH 3alMCH, IMOATBEPKIAMOIIAE, YTO YYACTHUKU KIMHUYIECKOTO
WCCIIEIOBaHMS TONy4Yalu HCCIeAyeMble JIEKapCTBEHHBIE MpermapaThl U (WJIM) MpernapaThl CpPaBHEHUS B
A03ax U KOJIMYECTBAX, MPEAYCMOTPECHHBIX ITPOTOKOJIOM KIMHUYCCKOI'O UCCIICAOBAHUA.

52. HUccnenoBarens WHGOPMUPYET YY9aCTHUKA KIMHUYECKOTO MCCIEIOBAHUS WA €r0 3aKOHHOTO
MIPEJICTAaBUTEIIS:

a) 0 TOM, YTO KIIMHUYECKOE HUCCIIeIOBAaHNE HOCUT IKCIIEPUMEHTATbHBIN XapaKkTep, y4acTue JIHIa B
KIIMHUYECKOM MHCCICOOBAHHUU SBIIACTCA JIO6pOBOJ'IBHI)IM U OHO MOXCET OTKa3aTbCA OT Y4YaCTusA B
KIIMHUYECKOM HCCIICIOBAaHUH B TFO00I MOMEHT;

0) O IenM KIMHUYECKOTO WCCIICIOBAHMS, €ro MPOJODKUTEIBPHOCTH W MPHOIU3UTEIIBHOM
KOJIMYECTBE YYaCTHHKOB;

B) O BapHaHTax JICUCHHUS B MPOIECCe KIMHUYSCKOTO HCCIICIOBAHUS U BEPOSITHOCTH CITYIaliHOTO
pacmpesieNieHus: B OJIHY U3 TPYIII JICUCHHUS;

T') 0 MpoIeIypax KIMHIYSCKOTO HCCIICIOBAHUS, BKIIOYas BCE HHBA3UBHBIC MTPOLICTYPHI;

1) 00 00s13aHHOCTSAX YYaCTHHUKA KIIMHUYECKOTO UCCIIECIOBAHMUS;

€) 00 0)KHMTaeMBIX PUCKE U (WIJIH) MOJI3€ ISl yYaCTHUKA KIMHUYECKOTO UCCIICIOBAHMS, a TAKXKE, B
COOTBETCTBYIOLIHMX CITydasix, A1l SMOPUOHA, IJI0Ja UK TPYIHOTO PeOCHKa,

k) 00 WHBIX, MMOMHMO MPEIYCMOTPEHHBIX MPOTOKOJIOM MpOIEIypax WM METOAaX JICUCHHS,



KOTOPbIE MOTYT OBbITh OCTYITHbI YYAaCTHUKY KJIIMHUYECKOTO HCCIICAOBAHU, a TAKKE MX MOTEHLUAIBHBIX
BBITOI€, II0JIb3€, PUCKE;

3) O KOMIEHCAUUU U (WJIM) JICUEHHM, JOCTYIHbIE YYAaCTHUKY KIMHMYECKOI'O HMCCIIEOBaHMS B
cllydae IPUUMHEHUS Bpela €ro 370pOBbI0 B PE3YJIbTaTe y4acTUsl B KIMHUYECKOM HCCIIEOBAHNY;

M) O IUIAHUPYEMBIX BBIILIATAX YYACTHUKY KIMHUYECKOIO HCCIEIOBaHMSA 3a €ro ydacTtue B
KJIIMHUYECKOM HCCIIEJOBAaHUM, €CIIM TAKOBBIE IIPETYCMOTPEHBL;

K) O IUIAHUPYEMBIX pPAacXOAaxX YYacTHMKA KIMHUYECKOI'O MHCCIIEOBAHUS, €CIIM TaKOBBIE
OKUJIAOTCS, CBSI3aHHBIE C €r0 YYaCTHEM B KIIMHUYECKOM HCCIIEJOBaHNH;

J) O TOM, YTO YYAaCTHHMK KIMHHUYECKOIO MCCIIEOBAHUS WM €ro 3aKOHHBIM IPEICTaBUTEINb,
MOJNHCHIBasi WH(GOPMAIIMOHHBIN JIMCTOK MAIMEHTa, JaeT pa3pelleHue Ha JIOCTYII JIMIY, Ha3HAYCHHOMY
IUI TPOBEJIEHUs] MOHMTOPHUHIA, ayIUTOPOB, HE3aBUCUMBIX 3THYECKUX KOMHUTETOB, YIOJIHOMOYEHHBIX
OpPraHoOB K MEIUIIMHCKUM 3aIUCSIM Y4aCTHUKA KIMHUYECKOTO MCCIIEI0BAHUS;

M) O TOM, YTO 3alUCH, WACHTU(QUIMPYIOUIME YYaCTHHKA KIMHUYECKOIO HCCIelOoBaHMs, OyayT
COXpaHEHbI B TalHE, PACKPBITHE MX JIOIYCKACTCA B COOTBETCTBHM C 3aKOHOIATENBCTBOM Poccuilckoin
@denepa ¥ NpU MyOJUKAMM PE3YJIbTATOB KIMHUYECKOI'O HCCIIEAOBAaHUS KOHQUAECHIHMAIbHOCTD
JAHHBIX Y4aCTHUKA KIIMHUYECKOTO UCCIIEeI0BaHUs Oy/IeT COXPAHEHa;

H) O TOM, YTO YYaCTHHK KJIMHUYECKOIO HUCCIICOBAHUS MM €ro 3aKOHHBIM MpeaCcTaBUTENb OyaeT
HE3aMeIUTMTEIbHO O3HAKOMIJIEH C HOBOW wWH(OpMaIueid, CrnocoOHOW TOBIHMATH Ha €ro JKElaHue
IPOA0JIKATh y4acTHe B KIIMHUYECKOM MCCIIEJOBAHNUY;

0) O JIMIAaxX, K KOTOPHIM MOXHO OOpaTUTHCS ISl TOJTYYEHHUS TOTOJHHUTEIBHOW WHPOpMAUU O
KJIMHUYECKOM HCCIIeIOBaHUHU, U MTPABAX YYACTHUKOB KJIMHUYECKOI'O UCCIIeI0OBAHNUS;

I1) 0 BO3MOKHBIX 00CTOSTENBCTBAX U (WJIM) IPUYUHAX, IO KOTOPHIM Y4aCTHE JIULA B KIMHUYECKOM
HCCIIEIOBAHUM MOKET OBITh MPEKPALIECHO.

53. Uudopmanusi 0 KIMHUYECKOM HCCIIEIOBAaHUU JOJDKHA COJEp’KaTh KaK MOXHO MEHBIIE
CMELUANBbHBIX TEPMUHOB U OBITh MOHATHA YYAaCTHUKY KJIMHUYECKOTO MCCIIET0BaHMS WIIM €r0 3aKOHHOMY
MIPEICTaBUTEIIO.

54. VccnenoBarenb mepes MOTy4eHHEM MH(POPMHUPOBAHHOTO JTOOPOBOJIBHOTO COTJIACHSI JOJIKEH
MIPEIOCTaBUTh YYAaCTHUKY KIMHUYECKOTO HCCIEIOBAaHUS, €r0 3aKOHHOMY IpEACTaBUTEII0 BpeMs,
HE00X0AUMOE JUIs MPUHATHUS PELIeHUs 00 y4acTHH B KIMHUYECKOM HCCIIeI0BaHUU WM OTKa3e OT TaKoro
ydacTusl. YUaCTHUK KJIMHUYECKOTO MCCIEI0BAaHUS WM €ro 3aKOHHBIN MPEACTaBUTENb BIIPAaBE MOTYYHUTh
HCYEPIBIBAIOIINE U JOCTOBEPHBIE OTBETHI HA BCE BOIIPOCHI O KJIMHUYECKOM MCCIIEA0BAHNN.

55. Ilepen BKIIOYEHMEM €ro B KIMHUYECKOE HCCIEJOBAHUE YYAaCTHHUK KIMHUYECKOTO
UCCIIC/IOBAHMsI, €r0 3aKOHHBIM MpPEJICTaBUTENb JOJDKEH IOJy4YUTh MOANMMCAHHBI U JaTUPOBAHHBIM
SK3eMIUIAp MHGOPMAIMOHHOIO JMCTKa MallMeHTa M WHbIE MaTepuallbl, Kacalouluecs NpPOBEACHUS
KIIMHUYECKOTO0 MCCIEAOBaHMA. B mepuoj mNpoBeNeHUs KIMHUYECKOTO MCCIEAOBAHNSA YYaCTHHUKY
KJIIMHUYECKOr0 MCCIIeI0BaHus coo0IIaeTcs 000 BceX M3MEHEHUAX B JOKYMEHTBI U JaHHbIE KIIMHUYECKOTO
HCCIIEIOBaHMsI, KACAIOIINECS €r0 y4acTHs B KIIMHUYECKOM MCCIIEA0BaHUN.

56. B cpok, yCTaHOBJIEHHBIM MPOTOKOJIOM, HCCIIEIOBATENh O0s3aH COOOIIATh OPTaHHU3ATOPY
KJIMHUYECKOT'O MCCIIEIOBaHUsI 000 BCEX CEphE3HBIX HEXKENATeNbHBIX pPEeakIUsIX, 32 HCKIIOYEHHEM TeX,
KOTOpBIE B IPOTOKOJIE WK B OpOIIIOpe onpesiesieHbl Kak He TPeOYIolie HEMEUIEHHOTO COOOIIEHUSI.

[Tocne mepBoro cooOHIEHHS O CEpPbE3HBIX HEXeNaTeNbHBIX pPEaKLIUsAX HcclenoBarTeiab B
KpaT4ailliie CpOKU MPECTaBISIET OpraHU3aTopy KIMHUYECKOTO HCCIeA0BaHUs MOAPOOHBIN MHChMEHHBIN
ordyer. IlepBplii M mociHeayromIKMe OTYETHl JOJDKHBI HIACHTU(UIMPOBATH YYACTHUKOB KIMHUYECKOTO
MCCJIETOBaHMS 110 TIPUCBOEHHBIM UM YHUKAJIbHBIM KOJIaM.

57. Ilpu coOOLICHUSX O CMEPTH YYAaCTHMKA KJIMHUYECKOTO UCCIICOBAHUS HCCIIeA0BaTeNb 00s3aH
[0 3alpocy OpraHu3aTopa KIMHUYECKOIO MCCIE0BaHUs, HE3aBUCHUMOIO 3THYECKOT0 KOMUTETA,
MunucreperBa U (unu) PenepanbHOR ciaykObl M0 HaA30py B cdepe 31paBOOXpaHEHUS MPETOCTABUThH
00y JONOJHUTEIbHYI0 HH(GOPMALMI0 OTHOCUTEIBHO IAHHOTO Cciy4as, B TOM 4YHCJIE MPOTOKOI
BCKPBITHUS M TIOCMEPTHBIN AMHUKPU3.

58. B ciydyae BO3HMKHOBEHMsI ONACHOCTU JJS JKU3HHU, 3/0pOBbSl YYaCTHHKA KJIMHUYECKOTO



WCCIEIOBAHMS, HCCIEA0BATENb 005M3aH MPOMH(POPMHUPOBATH 00 ITOM PYKOBOJUTENS MEAUIIMHCKON
OpraHu3aly U OpPraHU3aTopa KIMHUYECKOIO MCCIIEIOBAaHMs JIEKapCTBEHHOrO Ipernapara B TeueHue 24
yacoB. PelleHHMe O NPUOCTAHOBICHUM KJIMHUYECKOTO MCCIEAOBaHUS MPUHUMAIOT PYKOBOAUTEIH
MEIUIMHCKOM OpraHu3ali W (WIM) OpraHu3aTop KIMHUYECKOTO MCCIENOBAaHUA, pELIEHUE O
MPEKpalIeHUd  TAKOTrO  HWCCJICNOBAaHMS  NPUHUMAET  YIOJHOMOYCHHBIM  (efepalbHbIi  OpraH
WCTIOJIHUTEIILHON BJIACTH HA OCHOBAHUM COOOIICHHUS B TUCBMEHHOU (pOpME PYKOBOJUTEIS MEAUIIMHCKO I
OpraHu3alMKi WK OPraHu3aTOP KIMHUYECKOIO UCCIICI0BaHUS.

[Ipy [1OCPOYHOM MpEKpalleHUHd KIMHUYECKOTO MCCIEAOBAaHUS WM €ro MNPUOCTAHOBICHUH
uccaenoBarenb W (WIM) MEAWIIMHCKAs OpraHW3alys, B KOTOPOW MPOBOAWIOCH KIMHUYECKOE
UCCIIeIOBaHMS 00s3aHBI HE3aMEITUTEIIbHO HH()POPMHUPOBATh YUYACTHUKOB KIMHUYECKOTO WCCIICOBAHUS,
o0OecrieunTh MM HEOOXOAUMOE JICYeHWEe U HaOmoJeHue, NpouH(DOPMUPOBATH OpraHu3aTopa
KIIMHUYECKOTO HWCCIICIOBAHUS, HE3aBUCUMBIA ITHUYECKHA KOMHUTET C MPEIOCTaBICHHWEM MOIPOOHOTO
MMUCbMEHHOTO O0BSICHEHUS MPUYMH MPUOCTAHOBJICHUS WIH TPEKPAIICHUS KITMHUYECKOTO UCCIICIOBAHMUS.

59. UccnenoBarens 00eCieUMBAET MOJTHOE M JIOCTOBEPHOE BEACHUE TOKYMEHTOB KIMHHUYECKOTO
UCCIIETOBAHMs, BKIIOUYAs 3aMiCU Ha OYMa)KHBIX, 3JICKTPOHHBIX, MATHUTHBIX WM ONTHYECKUX HOCHUTETSX,
CKaHOTPaMMbl, PEHTIT€HOBCKHME CHUMKH, DSJIEKTPOKAPAMOTPAMMBI, KOTOPBIE OIHUCHIBAIOT METObI,
OpraHu3aluio U (W) pe3yabTaThl KIMHHYECKOTO UCCIIEOBAHMUS.

60. XpaHeHHe JOKYMEHTOB KIMHUYECKOTO MCCIECIOBAHUS OCYIIECTBISETCS MEAUIIMHCKON
OpraHu3alKeil B COOTBETCTBUU C YCIOBHUSIMH JIOTOBOPA, 3aKJIOUYEHHOTO C OPraHU3aTOPOM KIMHUYECKOTO
WCCIICIOBAHUS, WM €CIIM JAHHOE YCIOBHE HE OrOBOPEHO, KaK IMPABHIIO, B TEYEHUE JABYX JIET MOCIIE
roCyJapCTBEHHOM pErucTpaluu JIeKapCcTBEHHOro mpemnapata B Poccuiickoini @eaepauuu uiu
Oo(pHUIHATEHOTO MPEKPAIICHUS KIMHUYIECKOH pa3pabOTKH HCCIIeTyeMOro JIEKapCTBEHHOTO Mpernapara.

61. Ilo 3aBepmieHMHM KIMHHUYECKOTO HCCJICIOBAHHMS HCCIENOBaTelb coo0maer 00 3ToM
PYKOBOJMTEIIO MEAUIIMHCKONW OpraHW3alliy, MOJTrOTaBIUBACT OTYET B COOTBETCTBUU C TPEOOBAHUSIMU
nyHkra 9 Hacrosmux IlpaBun U mpeacTaBisieT €ro OpraHuU3aTopy KIMHUYECKOIO HCCIEJOBaHUS U B
HE3aBHUCHUMBIN dTHUESCKUH KOMHUTET.
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