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MHHHCTEPCTBO 3JIPABOOXPAHEHHS
POCCHHMCKOH OEJEPAIIMHA

(Munsapas Poccun)
IIPAKA3
/ %Zél M/é'f, Ne Zﬂﬂ//
MockBa

O6 yTBepxaeHun
IpaBWT HaJJIeXKaled KIIMHHYECKOH NPaKTHKH

B cootBeTcTBHU ¢ myHKTOM 18 cTathu 5 ®enepansHoro 3akoHa ot 12 anpens 2010 r.
Ne 61-®@3 «O6 obpauieHuH nekapcTBeHHbIX cpeacTB» (CobpaHue 3aKOHOJATENBCTBA
Poccuiickoit Penepaunu, 2010, Ne 16, cr. 1815; 2012, Ne 26, ct. 3446; 2013, Ne 27,
ct. 3477; 2014, Ne 52 ct. 7540) u mynkrom 5.2.155 IlonoxeHus o MuHHCTEpPCTBE
3apaBooxpaHeHuss  Poccuiickoii ~ ®enepauuu,  yTBEp)XKIEHHOrO  [OCTAHOBIEHHEM
IIpaBurensctBa Poccuiickoit ®enmepaunud ot 19 wuions 2012 Ne 608 (Cobpanue
3aKoHoparenbcTBa Poccuiickoii denepaunu, 2012, Ne 26, ct. 3526; 2015, Ne 23, cr. 3333),
OIpHKa3blBal:

1. YTBepnute npunaraemsle [IpaBuina Hapexarei KIIHHAYECKOH MTPaKTUKH.

2. YcraHoButs, uto IlpaBuna Haanexamed KIMHUYECKOH NMPAKTHKH, YTBEPKACHHBIE
HACTOSIIMM IIPHKAa30M, paclpOCTPAHAIOTCS Ha IIPABOOTHOIIEHHS MO MPOBEAECHHIO
KJIMHHYECKUX  MCCIEeIOBaHMH  JIEKApCTBEHHOrO  Ipenapara i  MEIHUMHCKOrO
NPHUMEHEHHUs, 3asBJI€HUs O BHIAAY€ pa3pelICHUM Ha IPOBENEHHE KOTOPHIX IOJaHbl B
YCTaHOBJIEHHOM TOPsI/IKE MOCJIE BCTYIUICHHS B CHITy HACTOSLIETO [pHUKa3a.

3. IlpusHate yTpaTHBIIMM CHJIy Ipuka3 MHHHUCTEpCTBAa 3APaBOOXPAHEHHA
Poccuiickoii ®enepauuu ot 19 urons 2003 r. Ne 266 «O6 yrBepxaeHuu IIpaBun
KJIMHUYECKOH npaxkTHkd B Poccuiickoit denepanuny (3apeructpupoBad MHHHCTEPCTBOM
toctiunu Poccutickoit ®enepauun 20 urons 2003 r., peructpaipioHHsiit Ne 4808).

Bpno MuHucTpa H.H. Karpamanst

KOITUs BEPHA

Hﬁ/‘iaﬂbHHK Obuyrero orne
M % w/§




Y TBEpXKACHBI
pukazoM MuHuCTepCTBa 3ApaBOOXPaHEHUS
Poccuiickoit @enepanuu

oT «1» anpensa 2016 r. Ne 2008

IIpaBunaa Hagexauei KIMHHIECKOH NPAKTHKH
I. O0mue nmonoxeHus

1. Hacrosimue IpaBuna Hagnexameil KIuHH4Yeckoil nMpakTuky (nanee — Ilpasuina)
perynupyloT OTHOLIEHHS [0  IUJIaHUPOBAaHHIO, OpraHH3alldd, IIPOBEICHHUIO,
MOHHTOPUHTY,  ayAMTYy, JOKYMEHTHPOBaHHIO  KIHHUYECKHX  HCCIENOBaHUH
JIeKapCTBEHHBIX MIpenapaToB I MEIUIIMHCKOTO NMPUMEHEeHU (Jjaiee COOTBETCTBEHHO —
KIHHWYECKOE HCCEJOBaHHE, JIEKApPCTBEHHBIM INpemapar) ¢ yd4acTHeM 4elloBeka
B KayecTBe CyOBEKTa KIMHMYECKOTO HCCIENOBAaHHS, AHAIU3Y U MNPEACTaBICHHIO
pe3yIbTaToB KIIHHUYECKUX  HCCIEOBaHUH, obecrieunBaromue rapaHTHIO
JOCTOBEPHOCTH M TOYHOCTH MOJYYEHHBIX HAHHBIX U NPENCTaBICHHBIX PE3yINbTATOB,
a Takke 3allUTy INpaB, 3J0POBbS W KOH(GUAESHIMAIBHOCTH MEPCOHANBHBIX JaHHBIX
Y4YaCTHHKOB KIMHUYECKOI0 HCCIIEIOBaHHMS.

2. Jnga uneneit sactosmux IIpaBun npuMeHsroTCs TEPMHHBI M ONpeAeNeHUs,
ucnonedyemsie B DenepamsHoM 3akoHe oT 12 ampems 2010 r. Ne 61-@3
«O06 oOpalieHuH JIEKapCTBEHHBIX CpEICTBY ! (manee — @enepalbHBIA 3aKOH
«0O6 o6pamieHuH JIEKapCTBEHHBIX CPEACTBY).

3. O6BEKTOM KJIMHMYECKOTO MCCIIENOBAHMA SBISETCS JIeKapCTBeHHasd Qopma
¢apMakonoryyeckd aKTHBHOIO  BellecTBa HMIM  Iutalebo, u3ydaeMele MM
WCIIONIb3YEMble  JUIi ~ KOHTpOJNA B KIMHHYECKOM  HCCIC[AOBAHWM,  HIIH
3aperiCTPUPOBAHHBIA JIEKapCTBEHHBIM Ipenapar [JIi MEeAMIUHCKOro IPpUMEHEHH
B CIIy4ae, €CIM Crocob ero MPUMEHEeHMs OTIHYAaeTCs OT YTBEPHKIEHHOTo (B pamkax
IpOLEAYPbl TOCYJapCTBEHHOH pErMcTpalu), a TaKkKe IPH ero HCMOoIb30BaHUH
10 HOBOMY IIOKAa3aHMIO WM JUIS IMONYYeHHS MOTOJHMTENLHOH HHQOPMALUK IO
YTBEPX/IEHHOMY TIOKa3aHHMIO (Hanee — HMCCIeTyeMBIH JIeKapCTBEHHBIH Mpenapar).
Uccnenyemble  JIeKapCTBEHHBbIE — IPENapaThl  NPUMEHSIOTCA B COOTBETCTBHHU
C YTBEPXXIEHHBIM (B paMKax MpOLEAYpHl MONYYeHHs DaspellcHMsA Ha NpOBCACHUE

1Co6panue 3axononatenscrea Poccuiicko#i ®enepauny, 2010, Ne 16, cr. 1815; Ne 31, c1. 4161; Ne 42, cT. 5293; Ne 49,
cT. 6409; 2011, Ne 50, c1. 7351; 2012, Ne 26, cr. 3446; Ne 53, c1. 7587; 2013, Ne 27, cT. 3477; Ne 48, ct. 6165; 2014, Ne 11,
cr. 1098; Ne 43, cT. 5797; Ne 52, cr. 7540; 2015, Ne 10, ct. 1404; Ne 27, c1. 3951; Ne 29, ct. 4359, cr. 4367, c1. 4388,;
Ne 51, cT. 7245; 2016, Ne 2, cr. 325; Ne 9, c1. 1268; Ne 23, cT. 3287.
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KIMHUYECKOTO HCCIIEOBaHMS ) MPOTOKONIOM KIMHUYECKOTO UCCIIEIOBaHUS.

O6paimenue HCCIEAYEMBIX JIEKAPCTBEHHBIX IpeNapaToB  OCYLIECTBIIETCA
B COOTBETCTBUU C MpaBHIIAMU HaJyIexanieif IIpOU3BOACTBEHHOM MPAKTUKYU U NPaBUIIaAMH
HaJUTexalrei IPakKTHKY XPaHEeH!s U IepeBO3KH JeKapCTBEHHBIX MpeMapaTos”.,

4. KimHu4yeckoe HcCleJOoBaHHe NPOBOAUTCS B OTHOUIEHMH (H3MYECKOro JIHUIA
(mareHTa MIM 3A0POBOrO AOOPOBONBLA), MPUHUMAIOIIET0 Y4acTHe B KIMHUYECKOM
HCCIECNOBAaHUM B COCTaBe TIpYINBI, NOJydaromed MCCIeXyeMblil JeKapCTBEHHBIH
npenapat, 1100 B cOCTaBe KOHTPOJIBHOM IpyIIH (Janee — Yy4acTHUK KIHMHHYECKOTO
HCCIIEIOBaHuUA ).

Kax bl yyaCTHUK KJIMHHYECKOrO MCCIEI0BaHUs MOCHe MOJydeHus HHpopMaun
0 KJIMHHYECKOM HCCIIEOBaHUH U 0 Hayala NpOoBeJeHUs KIMHUYECKOTO UCCIIENOBaHUS
naeT NOOpOBONBHOE COTJIacHe HAa YYacTHE B TaKoM KJIMHHYECKOM HCCIEIOBaHUU
MOCPEACTBOM IOJAIHCAaHUs UH(POPMAITMOHHOTO JIUCTKA ITAIIHEHTa.

Cornacue Ha yyacTHe B KIMHHYECKOM HCCIIEIOBAHUU MOXKET ObITh JaHO 3aKOHHBIM
NPECTABUTENEM  YIaCTHHKA KIHHAYECKOTO HCCIETOBAHHA.

5. Knunuyeckoe HccienoBaHHe JIEKapCTBEHHOTO Iiperiapara IMPOBOJMTCS Ha
OCHOBAHUH pa3pellIeHHs Ha INPOBENEHHE KIHHMYECKOTO HCCIICAOBaHUA, BBIIAHHOTO
MuHucrepctBoM 3apaBooxpaHenus Poccuiickoit @enepanuu (nanee — MUHHCTEPCTBO)
10 pe3ylbTaTaM 3KCIIEPTHU3HI JOKYMEHTOB IS NOJNyYeHHs pa3pellieHus Ha IPOBEICHUE
KIIMHUYECKOr0 UCCIIENOBAaHMS U 3THYECKOM SKCIEPTU3BI, IPEIyCMOTPEHHEBIX cTaThel 39
®enepanbHoro 3akoHa ot 12 anpens 2010 r. Ne 61-®3 «O06 oOparieHHH JeKapCTBEHHBIX
CPELCTBY.

6. OxcnepTu3a JOKYMEHTOB, yKa3aHHBIX B IyHKTe 5 Hacrtosmux [IpaBun, ms
IOJTydIeHUs pa3pellieHHs Ha PoBeJeHUe KIMHHYECKOTO UCCIIeIOBAaHUS JIEKApPCTBEHHOTO
npemnapara mpoBoAUTCs (elepabHBIM TOCYAapCTBEHHBIM OIOKETHBIM YYPEKICHHEM
0 MpOBENEHMIO 3KCIIEPTH3Bl JEKAPCTBEHHBIX CPEICTB ', STHUecKas IKCIEpTH3a
ocymecrBnsercss COBETOM o 5THKe ",

 Mynkr 18 cratem S demepanbHoro sakoxa ot 12 ampens 2010 r. Ne 61-03 «O6 o6paueHuu JIeKapCTBEHHBIX
CPEACTBY.

’B OTHOWIEHWH JMIlA, YKa3aHHOTO B HacTH 2 craThil 20 demepannHOro 3akona oT 21 HoaGpsa 2011 r. Ne 323-d3
«O6 ocHOBaX OXpaHbl 3M0poBbA rpaxnaH B Poccuiickolf Penepaumu» (Cobpanue 3axoHomaTenbcTBa Poccuifckoit
®enepawnu, 2011, Ne 48, ct. 6724; 2013, Ne 48, ct. 6165).

* ITpukas MUHHCTEpCTRA 3/paBOOXpaHEHU M coLansHoro Poccuiickoit ®enepamuu ot 26 asrycra 2010 r. Ne 750H
«O06 yTBEpXKIEHHH NPABWII MPOBENEHUA SKCIIEPTH3LI JICKAPCTBEHHBIX CPEACTB JUIT MEIULUHCKOrO NPHUMEHEHUA H HOPMEI
3aKMOYEHUs. KOMHMCCHUH 3KCIepToB» (3aperucTpHpoBan MuHucTepcTBOM focTHMM Poccuiickoil ®enepamm 31 asrycra
2010 r., perucrpaudoHHblt Ne 18315) ¢ M3MeHEHMAMH, BHECEHHHIMH INpHKa3saMd MHHHCTEPCTBA 3ApaBOOXPAHEHMA
Poccuiickoit ®epepanuu ot 13 gexabpa 2012 r. Ne 1041n  (3aperucTpupoBaH MHHUCTEPCTBOM IOCTHLHH Poccuiickoi
denepauun 10 anpens 2013 r., perHctpanmoHHei Ne 28082), or 3 anpens 2014 r. Ne 152 (3apeructpupoBaH
MunucrepcTBoM focTunnu Poccutickoit denepanuu 10 vons 2014 r., peructpaumorHerit Ne 326438).

3 Ilpuxas MuBKCTEpCTBa 3ApaBOOXpaHEHHs U colmansHoro Poccuiickolt Menepauyu ot 26 asrycra 2010 r. Ne 753u
«O6 yTBepXHEHMM TIOPSAKA OPraHW3allMd M TMpPOBEACHUA 3THIECKOM OSKCHEPTH3B! BO3IMOXKHOCTH INPOBEACHHSA
KIMHUYECKOTO MCCNIEA0BAHMA JIEKAPCTBEHHOTO Mpenapara s MeIULIHHCKOTO IPHMEHEHUA U GOpPMBI 3aKIIOYEHHA COBETA
10 3THKEY (3aperucTpupoBa MunHcTepcTBOM IocTHLMH Poccutickoli denepaumu 31 asrycra 2010 r., perucTpaliMOHHBIH
Ne 18303).

§ [Tpuxas Munsgpasa Poccun ot 29 Hos6ps 2012 r. Ne 986u «O6 ytepxaenuu ITonoxerus o CoBeTe [0 3THKEY
(3apeructpupoBal MMHHCTEPCTBOM tocTHIME Poccuiickolt @enepannn 7 dpeppans 2013 r., peructpanmonHslif Ne 26897).
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7. Knueuyeckoe MccleoBaHME NPOBOAUTCS B COOTBETCTBHUM C IIPOTOKOJIOM
KITHHUYECKOIO KCCIIE0BaHuUA (fiajee — IPOTOKOI ), KOTOPEIN CONEPXUT, B TOM YHCIIE:

1) Ha3sBaHMe NPOTOKONA, HACHTHGUKALMOHHBIA HOMEp INPOTOKOAa M Jaty
YTBEpXXACHHUS OpraHU3aToOpoM HccienoBanus. HoBble Bepcuu MpoTOKOIa MMEIOT HOMED
BEPCHH U ATy, IIOIPaBKH K IPOTOKOITY — HOMED ITONPABKH U ATy,

2) HaMMEHOBaHWE M aJpec OpraHu3all¥H, OCYMIECTBIAIONMEH OpraHH3aIMIO
NIPOBEAECHUS KIMHUYECKOTIO MCCIEOBAHUA U OCYILECTRISIONIEH MOHUTOPHHT (€C/IH OHM
pasuyHEIe);

3) pammmmro, WM, OTYeCTBO (NP HAIMYMH) M JOJDKHOCTH  JIHIA,
YIOTHOMOYEHHOTO OT MMEHM OpraHM3allii, OCYIIECTBISIOMIEH OpraHH3alHIO
NIPOBEACHUS KIMHUYECKOIO MCCIEeJOBaHUA, IONIMCHBATG MPOTOKON H MOMIPABKU K
IPOTOKOJIY;

4) damunuio, UMA, 0T4ecTBO (NPH HAIMYHH), MOJDKHOCTB, aApec H HOMEp
TeneOHAa MEQHUUHCKOTO 3JKCIIEpTa JAHHOrO0  KIMHHYECKOTO  HCCJIEOBAaHMA,
HA3HAYEHHOTO  OpraHM3alliell, OCYUIeCTBIAIOMIEH  OpPraHM3AIUIO0  IIPOBENCHUS
KJIMHUYECKOT O HCCIIEOBaHHS;

5) bamunuio, uMs, OT4ecTBO (IPH HANMYMH) H HO/DKHOCTL HCCIENOBaTels,
OTBEYAIOMIETO 33 NPOBEJECHHE KIMHUYECKOI0 UCCIIeOBAaHuUsA, a TAK)Ke aipeca H HoMepa
TeNe(OHOB KIMHUYECKUX LICHTPOB;

6) damunuio, uMs, OT4ecTBO (NPH HAIHYHM), HOJKHOCTB, aapec M HOMep
TenedoHa Bpaya, OTBEYAIOIIET0 3a IPUHATHE PELIeHUH MEAUIIMHCKOrO XapakTepa (eciu
JIaHHOE JIULIO He SBISAEeTCS UCCeoBaTelieM);

7) HaMEHOBaHHUSA U aJpeca KIHHHYECKUX Ja00paTopHii U PYTHX MEUIMHCKUX H
(WnM) TEXHHYECKUX CIyX0 M OpraHu3alii, NPUHUMAIOIAX YYacTHe B KIMHHYECKOM
HCCIICIOBaHHH;

8) 060cHOBaHME KIIMHUIECKOTO UCCIIEOBaHHUs, BKIIOYAIOIIEe:

a) Ha3BaHHE U ONMCaHHE HCCIEAYyEeMBIX JEeKapCTBEHHBIX IpenapaToB (BKIOYas
nutaneto ¥ akTHBHBINA KOHTPOJIb);

6) cBOIHOE U3NOXEHHEe pe3yNbTaTOB JOKIMHUYECKUX HCCIENOBaHHH M
KJIMHUYECKUX MCCIIeZOBaHMit (€CTi paHee MPOBOIUINCE) HCCIIeAYEMBIX JIEKapCTBEHHBIX
HpeIapaToB;

B) KpaTKO€ ONHUCAHHE M3BECTHBHIX M IIOTCHUHUAJBHBIX PHCKOB H IOJIB3EI
NpUMEHEHHs  HCCIeyeMOro  JIeKapCTBEHHOIo  Ipemaparta  IUis  YYacCTHUKOB
KJIMHUYECKOT'O MCCIICIOBaHMS;

r) omnucaHde W o0OOCHOBaHHMe crocoba BBeJEHHS, MAO3HPOBKH, peXHMa
OO3UPOBaHUA U Kypca JISHeHUST,

) yKasaHwe Ha TO, 4TO KIMHHUYECKOE HCClefoBaHUE OyneT IpOBOXUTHCA B
COOTBETCTBHH C IPOTOKOJIOM KJIMHHYECKOTO WCCIENOBaHHUSA M  HACTOAIUMM
[IpaBunamuy;
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€) OIMCaHHe UCCIIEAYEeMOM NOITYJISAIUY;

X) CCBIIKM Ha JHTEPaTYpHBIE HCTOYHHKH M JaHHBIE, MMEIOLHE 3HAYCHHE I
KIHHAYECKOr0 MCCIIEAOBaHUS U NpeACTaBisiomue coboii 060cHOBaHME KIMHUYECKOTO
HCCIIeJOBaHUS;

9) menu v 3aKa4M KIMHAYECKOTO HCCIIEAOBaHuS;

10) omucanume oOmero IaHa (Ou3aifHa) KIMHAYECKOTO HCCIENOBaHUs,
BKIIIOYAIOIIEro:

a) yKasaHHE OCHOBHBIX M JONOJHUTENBHBIX (IIPH HAIWYHMH) HCCIEAYEMBIX
IIapaMeTpoB, KOTOphIe OYIyT OLEHUBATHCS B X0Jie KIMHUYECKOTO MCCIIEJOBAHUS;

6) onucanue THIA qU3aifHa MPOBOAMMOrO KIMHUYECKOTO KCClieioBaHus (JBOHHOE
cienoe, Imauebo-KOHTpOIUpyeMoe, MapajUleNbHOE W HHBIE BUABI HCCICHOBaHUN)
H rpadMyYecKyl0 CXeMy AW3aiiHa KIHMHHUYECKOTO HCCIEeIOBAHHUSA, MPOLEAYyp W 3TaloB
KTUHIYECKOTO UCCIIEOBAHHUS;

B) ONHCaHMe Mep, HanpaBleHHBIX Ha MHHHAMM3ALHUIO, MCKIIOYEHHE
CyOBEKTUBHOCTH, B TOM YHCIIE pPaHAOMH3ALMH, CIENOro MeToAa (MacKHpOBKH) —
MeTOZla, NpH IPHUMEHEHMH KOTOPOTO OJHON WJIM HECKOJBKHM YYacTBYIOIIHM B
KIMHAYECKOM HCCIEOBaHMM CTOPOHaM HEU3BECTHO, KaKoe JIeYeHHE Ha3HaYeHo
Y4aCTHUKY KIHHHYECKOTrO HCClefoBaHUs (MpOCTOi clenoil METOA NpeayCMaTPHUBAcT
HEOCBEIOMJIEHHOCTh YYaCTHUKOB KIIMHHYECKOTO MCCIEHOBAaHMSA O Ha3HaY€HHOM HM
BHJE JIeUeHUd, ABOMHON cClemoii MeTon moApasyMeBacT HEOCBENOMICHHOCTh O
Ha3HaYeHHOM MM BHJE JICYEHHS YYAacTHUKOB KJIIMHHYECKOTO HCCIEJOBaHMs,
uccenoBareNiel, U, B HEKOTOPHIX CIy4asX, JHUI], BBITOJHAIOMMX CTaTHCTHYECKYIO
00paboTKy aHHBIX);

I') ONHUCAHME HMCIIONH3yEMOr0 B KIIMHHYECKOM MCCIIEOBAaHHH JIEUCHHU, JO3HPOBOK
M CXeMBl TPHMEHEHMs HCCIIe[yeMEIX JIEKapCTBEHHBIX IIPENapaToB, OIHMCaHHEe
JEKAapCTBEHHON (OPMEI, YIAaKOBKM M MAapKHPOBKH HCCIECAYEMBIX JIEKapCTBEHHBIX
TpenapaToB;

1) IPOJOKMTENBHOCTh y9YacTHs MAllMEHTOB HJIM 3IOPOBBIX IOOPOBOIBLEB B
KIMHEHYECKOM HCCIIEJOBaHWH, ONKMCaHWe MMOCIEJOBAaTEIbHOCTH U MPOMOIKUTEIEHOCTH
BCEX MEPHOAOB KIMHUYECKOTO HCCIIEJOBaHUS, B TOM YHCIE NEpHOJa IOCIECAYIOLIEro
HaOJIIOeHUS, €CJIH TaKOBOH IIPEeXyCMOTpEH;

€) OICaHHe NpaBUJI OCTAHOBKH YacTeil KIMHHYECKOTO MCCIE[OBaHMA U (HIIH)
KIMHUYECKOTO HCCJIE[IOBaHHS B IEJIOM, KPUTEPHEB HCKIIOYEHHUS IS OTHACIBHBIX
YY4aCTHUKOB KJTMHUYECKOTO UCCIIEAOBAHUS;

) OIMCaHHWe TNpPOUEAYpPHl ydeTa MCCIeMyeMBIX JIEKapCTBEHHBIX IIPEeNaparos,
wianebo U NpernapaToB CPaBHEHUS,

3) omMcaHue CIOCOGOB XpaHEHHMs PaHIOMH3ALHMOHHBEIX KOMOB U IPOLEAYPhI HX
PaCKpPHITHS;
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M) nepedeHb NaHHBIX, PETHCTPHPYEMBIX B MHIMBUAYaIbHON pErMCTPalMOHHOM
kapre (0e3 NpemBapUTENbHOM 3allUCH B ITMCHbMEHHOM MIIH 3JEKTPOHHOM BHJIE) H
pPacCMaTPUBAaEMBIX B Ka4ECTBE NEPBUYHEIX JAHHBIX;

11) xpuTepun BKIIOYEHHS YIaCTHUKOB B KIMHHYECKOE MCCIIEHOBAHHUE;

12) xpuTepHuu HEBKIIOUEHHS YYACTHUKOB B KIIMHHYECKOE HCCIENOBaHME;

13) xpuTepumM HCKIIOYEHHS YYaCTHUKOB M3 KIMHMYECKOTO MCCIIEJOBAHUS
(OCHOBaHHS MPEKPAINEHUS NPUMEHEHHS HCCIEAYEMOro JIEKapCTBEHHOrO IIpernapara,
UCCIIEAYEMOTIO JICYCHUA );

14) cBemeHus o0 BCEX HCHONB3YEMBIX B KIMHHYECKOM HCCIENOBaHHH
JIEKapCTBEHHBIX MpenapaTax, BKIIOYas WX Ha3BaHMs, JO3HPOBKM, HacTOTy MpHeMa,
IIyTH H CIOCOOBI BBEAEHHS, MPOMOIDKUTENBHOCTD JIEYEHHA, MEPHOABI IOCIEAYIOMIEr0
HaOMIOACHMS U1 KOKAOM IPYIIBl Y4aCTHUKOB KIMHAYECKOrO UCCIIENOBAHNS, CBEAEHHU
0 paspelleHHBIX [ NPUMEHEHHsS YYacTHHKaMHM KIIHHHYECKOTO HCCIIeJOBAHUS
JIEKapCTBEHHBIX MNpenapaTtax (BKIIOYas HEOTIOXKHYIO TEPalMio) U 3alpelleHHBIX s
INPUMEHEHUsT 0O U (WUJIH) BO BpeMs KIMHUYECKOrO HCCAEHOBAHHUS JIEKAPCTBEHHBIX
nperiaparax, crocofax KOHTpoNIs 3a COONIOJeHHEM YYaCTHHKAMH KIHHHYECKOTO
HCCIICIOBAHUA YCIOBUH NpHeMa JIeKapCTBEHHBIX MPeNnaparos,;

15) nepedeHr napaMeTpoB 3GQEKTHBHOCTH HCCIEAyEMOro JieKapCTBEHHOTO
npenapara ¥ MeTO[bl, CPOKH MPOBEACHHS OLIEHKU, PETHCTPAlldi U aHAIN3a [IapaMeTpOB
3¢ ¢beKTUBHOCTH JIEKapCTBEHHOTO fpernapara;

16) mnepedeHp mapaMeTpoB OE30ITACHOCTH HCCIIEAYEMOTO JIeKapCTBEHHOTO
npernapara 4 METOAbl M CPOKM IIpOBEACHHS OLECHKH, PETUCTpalyd M aHajiHus3a
napaMeTpoB 6€30I1aCHOCTH HCCIEyeMOT0 JIEKapCTBEHHOTO IIpenapara;

17) TpeGoBaHus Kk oT4yeTaM, IpoIeAype PpEerucTpal U COOOLICHHAM O
HEXXeJIaTeNIbHbIX SBICHUAX U HHTEPKYPPEHTHBIX 3a00ICBaHUSX;

18) Metrox M MpPOOIDKUTENHHOCTE HAOJNIONEHHSA 3a yJaCTHHKAMH KIMHHYECKOTo
HCCIIEHOBaHUA II0CIe BOSHUKHOBEHUS HE)XKeJIaTeNbHEBIX ABICHUI;

19) omucaHHe CTaTUCTHYECKUX METOZOB KIMHHUYECKOINO  MCCIE/IOBaHU,
BKJIIOYAIOLUX, B TOM YHUCIIE:

a) CpOKY MPOBeJEHHS IPOMEYTOUYHOTO aHAJIN3a;

6) mIagupyeMoe KOJNWYECTBO YYACTHHKOB KIMHHYECKOTO  HCCIICOBAHHUS
¢ 060cHOBaHHEM pa3Mepa BEIOOPKH;

B) IPUMEHSIEMEBIH YPOBEHb 3HAYMMOCTH KJIMHUYECKOTO HCCIIEOBAHUS;

I') KpUTEpHH MPeKpallieHUs KITMHAYECKOTO HCCIIEN0BaHuUS,

1) NpoleAypsl yueTa OTCYTCTBYIOIMX, HE MOJUIeKAILMX aHAIU3Y U COMHUTEIBHBIX
JAHHBIX;

€) mpoueaypsl COOOIIeHUS O IIOOBIX OTKJIIOHEHMSIX OT II€PBOHAYAIBHOTO
CTATHCTHYECKOr0 IUTaHa (BCE OTKJIOHEHHWsS OT MEepBOHAYAIBHOIO CTATHCTHYECKOTO
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[JIaHa OIMCHIBAIOTCS M OOOCHOBBIBAIOTCA B IPOTOKONIE U (WiIH) (QUHATBHOM OT4YeTe
0 KIIMHUYECKOM HCCIIEJOBAaHUH );

X) TpoLeAyps 0TOOpa YYaCTHHKOB KIMHHUYECKOTO HCCIIENOBAaHUA IS aHAIMU3a
(Bce paHIOMH3UPOBaHHBIE YYACTHHUKH KIMHHYECKOTO HCCIIEJOBAaHHS, BCE YYaCTHUKH
KIMHHUYECKOTO MCCIEOBaHUs, IIONyYHBIIHE XOTs OBl OOHY H03y HCCIEIyeMOro
NIeKapCTBEHHOTO Mpenapara, Bce yYacTHHKH, COOTBETCTBYIOLIWE KPUTEpHSIM OTOODa,
YYaCTHUKU KIMHUYECKOTO HCCIEeNOBaHUA, JAHHbIE KOTOPHIX MPHTOAHE! IJIS OLEHKH,
HHBIE KaTETOPHM YYaCTHHKOB);

20) orrucaHue AeHUCTBHI 110 KOHTPOJIIO Ka4ecTBa H 00ecTeueHHIO Ka9eCTBa;

21) onucaHue STUYECKNX ACTIEKTOB KIIMHHYECKOTr0 HCCIIEIOBaHMUS;

22) onucanuie paboThl C JAHHBIMH U BEJICHUIO 3alHCeif;

23) onucaHde NOpAaka (QUHAHCHPOBAHHUS KIMHHYECKOrO MCCIECIOBAHUSA H
CTpaxOBaHHs YYaCTHUKOB KIMHUYECKOTO HUCCIIENOBAHMUS;

24) yka3zaHMe Ha BO3MOXHOCTh MYONMKalHWH pe3yNbTaToB KIMHHUYECKOTO
UCCTICIOBAHMSL.

8. CpogHOoe U3JIOXEHHEe pe3yNbTaTOB MAOKIMHUYECKHX M  KIMHHYECKHX
WCCIeNOBaHUi MpuBOAMTCA B Opomope wuccnegoBatens (mamee — Opomnmopa),
comeprkauleii, B TOM YHCHe CEIYIONUEe CBEACHHU:

1) HauMeHOBaHUe OpraHu3alMK-pa3paboTYMKa JEeKapCTBEHHOIO Mpernapara, HOMep
KIMHUYECKOTO HCCIEeJOBaHMs, XHUMHYECKOe, MEXIyHapOZHOE HENaTCHTOBAHHOE,
TPyNIIHPOBOYHOE M TOProBOE HAMMEHOBAHMS JIEKAPCTBEHHOro Ipenapara, [Jary
COCTaBJIEHHsl OpouIopbl, HOMep Bepcud OpolmIopsl, HOMEp H JaTy MNpeabUIyIlei
pefaxi{iy OPOILIIOPEI, a TaKkxke yBeJoMICHHE 0 KOHQHACHIMAIBHOCTH Coepxalieiics B
Heit uudopMalmu, YKassIBa€Mble Ha TUTYJIFHOM JINCTE GPOLIIOPH;

2) Kparkoe pestoMe O (H3UYECKMX, XUMHMYECKHX, (hapMaleBTHYEeCKHUX,
apMaKoIOTAIECKHX, TOKCHKOJIOTHYECKHX, (apMaKOKMHETHIECKHX, METa00IMIeCKHX
M  KIMHMYECKMX  CBOMCTBaX  HCCIeAyeMOro  JIGKApCTBEHHOTO  Hpernapara,
COOTBETCTBYIOIMX CTaJWM KIMHIUYECKOH pa3pabOTKH HCCIEMYEMOTO JIeKapCTBEHHOIO
npenapara, 000CHOBaHHE UL M3Y4EHHS MCCIELYEMOro JIEKapCTBEHHOrO IIpenapara,
ero OXuAaeMble INPOQUIAKTHYECKHEe, TepaleBTUYEeCKUe WIH JAHarHOCTHYECKHE
HoKa3aHus, OOMIMI OAXO/ K OI[eHKe UCCIIENyeMOro JeKapCTBEHHOIO Ipenapara,;

3) onucaHHMe (HUIMYECKUX, XUMHYECKHMX U (apMalleBTHYECKHX CBOHCTB |
JNIEKapCTBEHHOM (QOPMBI HCCIEAYEMOro JIEKapCTBEHHOrO Mpenapara, ero KOMIOHEHTORB
(BmOYas XUMMYecke KM (ANM) CTPYKTypHBle (opmynsl), 006OCHOBaHME (npu
HeoOXOMMMOCTH) COCTaBa JIEKAPCTBEHHOM (OpPMBI, BKJIFOYas BCIOMOTATEbHbIC
BEIIECTBA;

4) pe3ynbTaTH NOKIMHWYECKHX HCCIIEfOBaHME (papMaKoIOTHIECKHX CBOHCTB,
TOKCUYHOCTH, (PapMAKOKMHETHKH H MeTaboJu3Ma MCCIEeAyeMOro JIeKapCTBEHHOIO
Tpenapara, ¢ ONMCaHHEM, B TOM YHCIIe:
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a) UCIIONB30BAHHBIX BHIOB XXHBOTHBIX, UX KOJIMYECTBO U I10J B KaXOM IpyIIIIe;

6) eAMHHULl U3MEpeHUs N03bl, KPATHOCTH M IYTH BBEJEHHMS, [UIUTEIHFHOCTH Kypca
BBEJICHIS;

B)  CHCTEMHOIO  pachpefielieHHs,  IpPOAODKMTENLHOCTH  NOCHEMYIOIIEro
HaOIIONeHHs 110CTIe OKOHYAHMUS BBEICHHUS JIEKAPCTBEHHOTO IIpenapara;

I) XapakTepa M 4YacTOThl (DapMakONOIWYECKHX HIM TOKCHYECKHX 3(deKToB,
UX BBIPRXEHHOCTH MJH CTENEHH TKECTH, A0303aBHCUMOCTH 3 (eKToB, BpeMeHH
10 HaCTYIUIEHHs], 0O0paTHMOCTB, IPOAOJDKHTENLHOCTE 3Q()EKTOB;

1) NOKJIMHUYECKoil (hapmakoioruy;

e) (apMakoKkMHETHKHM, MeTa0oNM3Ma M  paclpeficlieHHs  HCCIIETyeMOro
JIEKapCTBEHHOT'O CPENCTBA B TKAHAX KUBOTHBIX BCEX BHAOB, HA KOTOPBIX MPOBOMMIHCE
HCCIIE/IOBAHMs, BKIIOYas CBEICHUS O BCACHIBAHMH, MECTHOM M  CHCTEMHOH
OHOMOCTYIMHOCTH MCCIELYEeMOro JIEKapCTBEHHOTO CpENCTBA H €ro MerabonuToB,
a TaKkKe HX CBA3b C JaHHBIMH (PapMakoJIOrHYecCKMX H TOKCHKOJOTHYECKUX
JiCCEeJOBaHUH Ha )XUBOTHBIX;

K) TOKCHKONOTHMH  (ONHCaHWE TOKCHYECKHX 3(G(MEKTOB  HCCIIEAYEMOTO
JEKapCTBEHHOI'O CpEJCTBAa, BBHISBIECHHBIX B HCCIENOBAHUSAX HA >XHBOTHBIX pa3HBIX
BUIOB (€CNIM IIPUMEHHUMO), BKIIOYas CBEJEHHS O TOKCHYHOCTH IIPH OOHOKPATHOM H
MHOTI'OKPAaTHOM BBEJECHUH, KaHLIEPOTEHHOCTH, CIIEHUANBHBIX UCCIENOBAHUAX (MECTHO-
pazfpaxarollee M ajUleprusupylomee AeHCTBHE), PENpOAYKTHBHON TOKCHYHOCTH,
T€HOTOKCUYHOCTH (MyTareHHOCTH ).

5) onucanne 3 (HEeKTOB NPUMEHEHHUS UCCIIEIYeMOro JIEKapCTBEHHOIO mpemaparta
y 4eJioBeKa, B TOM YHCJIe:

a) (QapMmakokMHETHKH (BKIIO4ass MeTabOoJU3M, BCAChIBAHHE, CBA3BIBAHHE C
OenkaMH IUTa3MBl, paclipedesieHHe M BbIBEeHHE) H OMOJOCTYIHOCTH HCCIIELyEMOro
NeKapCTBEHHOI'0  Ipenapara, B3aUMOJEHCTBHS  HCCIEAYEMOTO  JIEKAPCTBEHHOTO
npenapata (JeKapCTBEHHbIE B3aUMOJCHCTBUS, BIMSHUE IIpHEMa IHIIM W HHbIE
B3aUMOJIEMCTBHS), APYTMX HMMEIOIUXC JaHHBIX 10 (apMaKOKHHETHKE (pe3yJBTaTEl
IpOBEJEHHBIX B paMKax KIHHAYECKHX  HCIBITAaHMA  (apMaKOKMHETHYECKHX
HCCIIEIOBaHHI Ha Pa3IMYHBIX IPyNIax);

6) naHHBIX 1O 0Oe30macHOCTH, (apMaKkoAMHAMHUKE, SQPQEKTHBHOCTH U
H0303aBUCUMOCTH 3()PEKTOB HCCIEAYEMOro JIEKapCTBEHHOro IIpenapara (M ero
MeTa0O0IUTOB, €CNIH €CTh JaHHbIE), MOTYYEHHBIX B XOAE NPOBEJACHHBIX KIMHUYECKHX
ucclenoBanuit (C ydacTMEM 3[0POBEIX JOOpOBONBIEB M (WIH) IALHUEHTOB) M
MHTEpNpETalusd OSTUX [JaHHBIX (10 3aKOHYEHHBIM KJIMHMYECKUM HCCIIEOBaHUAM
NPE/ICTABISIOTCS CBOJHBIE OTYeThl M0 3 ()EKTHBHOCTH U 6e30I1aCHOCTH HCCIIETyEeMOro
JIeKapCTBEHHOTO MpenapaTta, a TaKXe CBOJHBIE TaGNHILI HEXeNaTeNbHBIX PEeakiuid 110
BCeM KJIHHHUYECKMM HCCIIEAOBAaHUAM, ONMCHIBAIOTCS 3HAYMMBIE PasIu4Msi B XapaKTepe U
YacTOTE HEXENATENHHbBIX PeaKiyuii);
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B) MOCTPETUCTPALIMOHHOIO OIBITa MPHUMEHEHHI HCCIEAYEMOro JIEKapCTBEHHOTO
mpernapara ¢ yKa3aHHWeM CTPaHbl, B KOTOPBIX HCCIIEAyeMBIH JIeKApCTBEHHBIN IpernapaT
ObLT 3aperuCTPUPOBAH ¥ UMEETCS B IIPOAAXKE;

6) MHCTPYKIMU IJI1 HCCNefoBaTe)il MO JUATHOCTHKE U JIEYEHHIO BO3MOMHBIX
NEepeNO3UPOBOK M HEXEJIaTeNbHBIX peaKkIWid NpH NpPUMEHEHUH MCCICTyEeMOro
JIEKapCTBEHHOI'O IIperapara, OCHOBaHHBIE Ha IIPEBIAYIIEM KINHUYECKOM OMBITE H
(hapMakoIOTHYECKUX CBOMCTBaX HCCIENYyEeMOro JIEKapCTBEHHOrO Iperapara, a Takxe
o6obmenHas nHGOpMAIHS [0 Pa3IMYHBIM CBOMCTBAM HCCIEYeMOro JIEKapCTBEHHOTO
npenapara.

9. Ortuer o pe3ynbTaTax KJIMHHYECKOTO HCCIeNOBaHUA (Jajnee — OTYeT)
COCTaBIsIeTCS B MHCBMEHHO# (popMe opraHusanuell, OCymeCTBIIMIOIEel OpraHH3aIyio
NpOBEJCHUS KIIMHUYECKOT0 UCCIEIOBaHHUs JIEKApCTBEHHOTO MpenapaTa, Ha OCHOBaHMU
3aKFOYEHUH MEJUUUHCKUX OpraHu3aluii, MpOBOAMBLINX 3TO HCCIEJOBAaHHE U
BKJTIFOYA€T, B TOM HHCJIE:

1) TUTYNBHYIO CTpaHUILLY, Ha KOTOPOH YKa3bIBAIOTCS:

a) Ha3BaHUE OTYETA;

0) Ha3BaHME JIeKapCTBEHHOIO Npernapara;

B) U3y4aeMoe IToKa3aHue K NPUMEHEHHIO JIEKapCTBEHHOTr0 Mpenapara;

I') KpaTKoe ONMCaHUe JU3aiiHa KIMHUYECKOro UCCIEAOBaHUs, HAJIUYHE IIpenapara
CpaBHEHHsS, IIPOXOJDKUTENBHOCTh KIMHHUYECKOr0 HCCICXOBaHHs, JO3MPOBaHHUE
NeKapCcTBEHHOTO Ipenapara U KOHTUHIEHT Y4aCTHHUKOB UCCIIEJOBaHU;

J) HauMEHOBaHHE OpraHW3al[dH, OCYIIECTBIIOMENH OpraHM3alMIo IIPOBEACHHUSA
KITMHUYECKOTO UCCIIeJOBaHM;

€) UIeHTU(DUKAIHOHHBII HOMEp IIPOTOKOJIa KIIMHHYECKOTO HCCIIEAOBAHHS,

x) ¢a3bl KIIMHUYECKOTO UCCIEIOBaHUS;

3) XaThl Hayajla i OKOHYaHUS KIIMHUYECKOTO HCCIENOBaHNS;

M) iaTa COCTaBIIeHUs 0TYETa;

K) cBemeHus o0 wuccnegoBarene, PyKOBOAUTENE MEAMLMHCKOH OpraHH3allyH,
OTBETCTBEHHOM TMpEACTABHUTENIE OpraHW3alUHd, OCYIIECCTBILIIOMIEH OpraHU3alMIo
[IPOBEACHHS KIMHUYIECKOTO UCCIIC/IOBAHMS;

2) pe3soMe — KpaTKOe OITHMCaHWe NPOBEINECHHOIO0 KIMHHYECKOr0 HCCIICIOBaHHUA
C YHCJIOBBIMH JaHHBIMH JJI WLTIOCTPAlUU PE3YJIbTaTOB;

3) ornaenesye, BKIIOYAs TIEPEYEHE U PACIIONOXKEHUE IPUIIOXKEHHUH, TabuIl;

4) nepeveHb COKpAIEHUI U OIIpeAeIICHUE TEPMHHOB, HCIIOJIB3YEMEIX B OTYETE;

5) Ha3BaHUSI MEOUIMHCKHUX OpraHM3alyi, B KOTOPEIX IPOBOIUIIOCH KIMHHYECKOE
ACCIIEIOBAHHE, MECTO HAX0)KAESHHS, KOHTaKTHEIH TenedoH;

6) Lend H 3aa4y KIMHUYIECKOTO HCCIENOBAHHS;

7) mIaH POBENEHHOr0 KIMHHYECKOrO MCCIENOBAHMA, BKIIOYAIOMIUH, B TOM

YHUCIIE:
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a) oOmmit muaH (Au3aiiH), IUIAH-ONUCAHHUE KIMHUYECKOro HCCICHOBaHHA U

cxeMaTH4yeckoe u300pa)keHue 3TaroB | MpoLeAyp KIMHHYECKOT0 UCCIIEOBaHuU,

6) obocHOBaHMe aHa (IHU3aifHA) KIIMHUYECKOro HCCIIeJOBaHN;

B) KPUTEpUH BbIOOpa NOIYIAINH;

I) Ha3HA4YeHHOe JieueHWe, HWACHTH(UKALKUA HCCIEAYEMBIX JIEKapCTBEHHBIX
npernapaToB, METOAB! pPAcClpeNeNeHUs YYacCTHUKOB KJIMHHYECKOro HCCIEN0BaHUA 0
rpymnmnaM (paHIOMH3aIMs), O3kl W BpeMs IpHeMa HCCIIEIYyEMOro JI€KapCTBEHHBIX
TpenapaToB, NPEALECTRYIONAs U COMyTCTBYIOIIAs Tepanus;

n) naHHele 00 3QdekTHBHOCTH M 6E30IIaCHOCTH HCCIELYEMOro JIEKapCTBEHHOTO
nmpemapata (OUeHKa M rpaguK omnpeneneHus Mokasarenedl 3(GEKTUBHOCTH H
0e30macHOCTH);

e) crnocoOrl obecriedeHus] KadecTBa U JOCTOBEPHOCTH IIONyYEHHBIX AAHHBIX,
BKJTIOYAs JAHHBIE ayJUTa, pe3yJIbTAThl HHCIIEKUUH, €ClI MPOBOAMINCE;

) U3MEHEHUs, BHECEHHBIE B IIPOTOKOJ KIMHUYECKOE UCCIIEA0BaHUE;

8) cBenmeHus 00 y4acTHMKaxX KIMHHYECKOTO MCCIIEAOBaHHUS U paclpeleNeHHH HX
[0 rpymnam;

9) cBeneHust 06 OTKIIOHEHUSAX OT NMPOTOKONA KIMHUYECKOTO UCCIIEI0BAHMU,;

10) oneHKy 3¢ $eKTHBHOCTH JIEKAPCTBEHHOTO Mpenapara, B TOM YHCIIE:

a) COBOKYNIHOCTh JaHHBIX, [IOANEXABIIMX aHAIW3y NpH IPOBEACHHU
KIMHAYECKOI'0 UCCIIEOBaHUS;

0) nemorpadudeckue 1 (MIIH) IpyTHE HCXOAHBIE JaHHEIC,

B) CBEJCHHUA O COOMIONEHHWH YYaCTHHKaMH KIMHHUYECKOTO HCCICAOBAHMSA CXEMBI
NIEYCHUS;

I') pe3yJIbTaThl OLIeHKH 3¢ (EKTHBHOCTH: CTATUCTUYCCKUE, AHATUTHYECKUE JaHHEIE,
BBIBOZABI OTHOCUTENBHO 3Q(PEeKTUBHOCTH;

11) cBeneHus o 6€30MaCHOCTH JIEKAPCTBEHHOTO MpenapaTa, B TOM YHCIe:

a) HeXXenareNbHble peaKIMu (KpaTkoe pe3loMe O HeXKeNaTeNBHBIX PEakUHsdx, HX
AHAJIN3, CITUCKU HEXeJaTeNbHBIX peakluif, KOTophle HaOMONaIUCh Y BCEX YYaCTHHKOB
KJIHHAYECKOT0 HCCIIeIOBaHMUS );

0) cMepTh U pyrue cepbe3HbIe HeXeNaTelbHbIe SIBJICHN;

B) OLI€HKa KIIMHUKO-JIab0paTOpHbIX MOKAa3aTeNel;

r) mapaMeTpsl  JKU3HEHHO  BaXHBIX (QYHKIMA  OpraHM3Ma  yYacTHHKOB
KIHHAYECKOTO HCCICAOBAaHUSA, HAaHHBE OOBEKTHBHOIO HCCIIENOBaHMs M Jpyras
uHpopMalus 00CIeROBaHUA, KOTOpas KacaeTcs BOIPOCOB 6E€30I1aCHOCTH.

12) B BUZle IPHIIOKEHUH K OTHETY NPEACTABIAIOTCS CIeIyIOIHe CBEACHHUS:

a) TaGJMIEI, PUCYHKH, TpadUKH, Ha KOTOpBle NPUBOJAATCS CCBUIKH B OTYETE, HO
KOTOpHIE HE BOLILIH B TEKCT OTYETA;

6) IPOTOKOJ KJIMHUYECKOTO HCCIeIOBaHMs M TIONPaBKH K HEMY;

B) 0Opasern] UHAUBHyalbHOMH PErUCTPAIIHOHHOM KapThI;
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I') HEpeYeHb ITHYECKUX KOMUTETOB,;

n) oOpa3usl nMChMeHHOH HHQOpManuuuM IS TAlHeHTOB U (OopMBI
HH(OPMUPOBaHHOTO COTJIACHS;

€) IepeYeHb U XapaKTepUCTHKU HCCIIeHOBaTeNeH U IPYTUX OTBETCTBEHHBIX JIULI;

K) aHaNUTHYEeCKas NOKYMEHTAallWd, B Ciydae HCIOJB30BaHMS B HCCIENOBaHUU
bosiee OmHON cepHM HCCIEAYEeMOro JIEKapCTBEHHOIo Ipenapara — IEpEeYHH KOMOB
NALKEHTOB, MOJy4aBIINX JIEKAPCTBEHHBIN Mpenapar pa3sHblX CEpHii;

3) cxeMa paHAOMH3aIUH H KOIbl (MOEeHTH(HKAUUS CYyOBEKTOB KIMHHYECKOIOo
MiCCIIEIOBaHUS U Ha3HAYEHHOE JICYCHHUE);

H) JaHHBIE ay/uTa (€CciH MPOBOIUINCE);

K) TOKYMEHTAI[|s 110 CTATUCTUYECKUM METOIaM;

M) JOKyMEHTanus mo JiabopaTopHOM CTaHAApTH3alUH METOJOB M 00eCIeveHHs
KayecTBa MpOoLENyp, €CIU IPUMEHSITNCE;

M) myOJaMKalM¥, Ha KOTOpHIX Oasupyercs IpPOBEAEHHOE KIMHMYECKOE
HCCIIeNOBaHUE.

II. He3zaBucHUMBIHA 3THYECKUA KOMUTET

10. HeszaBucuUMBII 3THYECKMH KOMHTET, CO3JaHHBIH Ha YPOBHE MEIMIIMHCKOM
opraHm3ani  (JIOKaNbHBIA OTUYECKUH KOMHTET), pPErHOHAIbHOM YpPOBHE H
(YHKLIMOHUPYIOIAH KaK HE3aBUCHMBI oOpraH o0ecneumBaeT 3alluTy IMpaB,
6e30MacHOCTL M OXpaHy 300POBbS YYaCTHHKOB KIMHHYECKOTO HCCEJOBaHus (faee —
He3aBUCHMBIH 3TUYECKHIT KOMHUTET).

11. B coctaB HE3aBUCHMOI0 3THYECKOI0 KOMMTETA JOKHO BXOJIUTE AOCTAaTOYHOE
qUCII0 JMLI, 06GNafaroMX HEOOXOAUMBIM OIBITOM M KBAIMGHUKALMEH Ui SKCIEPTHOH
OLIEHKH HAyYHBIX, MEIULMHCKUX M ITHYECKHUX aCIIEKTOB IUIAHHPYEMOT0 KIMHHIECKOro
UCCHEIOBaHMUA, KaK IPaBUIIO, TISATh JIML, IPA 3TOM HHTEPECHI HE MEHEE 4YeM OIHOro
JIMLA JOJDKHEI JIeXXaTh BHE Cephl HayKH.

12. He3aBHCHMEBIH 3THYECKHM KOMHUTET OCYIUECTBISIOT CBOIO JEATENBHOCTH B
COOTBETCTBHH C YTBEPXKJAEMBIMH MM CTaHAAPTHBIMHU ONEPALIMOHHBIMH NPOLEAYPaMH,
cojiepXaluMid TpeGOBaHMsA, B TOM YHCIE K COCTaBY H KBaIH(QUKALMH YICHOB,
cBefleHMs 00 yupenuTeNe, MNOPANOK OpraHW3allMK IPOBENCHHs  3acellaHMi,
PACCMOTPEHHS JOKYMEHTOB U IIPHUHATHS [10 HUM PEIIeHHUH.

13. HezaBUCHMBIH 3THYECKHN KOMUTET pacCMaTpMBaeT M MPUHUMACT penicHHEe Ha
OCHOBAaHUH CIEAYIOLIUX JOKYMEHTOB!

a) IPOTOKOJIa KIMHHYECKOr0 HCCIIEA0OBAHUS;

6) OpoIIOPEI UCClIe0BaTeNs;

B) HHGOPMAIIMOHHOTO JINCTKA MalHEHTa,

r) cBeleHudl 00 omnbiTe paboOTHl HMCclegoBarened IO COOTBETCTBYIOIINM
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CTIEIUATIBHOCTAM H MX OIBITE PabOTHI IO MPOBEACHUIO KIIMHUYECKUX HCCIeI0OBaHUMH;

I) CBEICHMII O MENMLUMHCKHX OpraHu3alMsaX, B KOTOpPHIX IpeAnoiaraetcs
NpoBeeHHE KIMHHUYECKOro ucciemoBaHus (MOJHOE M COKpalleHHOe HauMEHOBaHU,
OpraHu3allMOHHO-NIpaBOBas (oOpMa, MECTO HAXOXAECHHUS M MECTO OCYIIEeCTBICHHS
nesaTenbHOCTH, TenedoH, Tenedaxc, agpec MEKTPOHHOM MOYTHl KaX10# MEAMIUHCKOM
OpraHm3anuu);

€) CBENCHHA O TMpeanojiaraeMbIX CpOKaxX MPOBEAECHHA  KIHHAYECKOTO
HCCIIeOBaHHS;

) KOIIUU JOroBOpa 00513aTeIbHOr0 CTPaxOBaHUs, 3aKJIFOYEHHOr0 B COOTBETCTBUM
C THIIOBBIMH I[IpaBHJIaMH OO0S3aTENBHOTO CTPaxOBaHHS, C yKa3aHHeM IpeeibHOH
YHCIEHHOCTH NALMEHTOB, YIAaCTBYIOUIMX B KIIHHHYECKOM HCCIICAOBAHIH

3) HHGOpPMALMK O COCTaBe JIEKapCTBEHHOTO IIpenapara.

JUts pacCMOTpEHHUS HE3aBUCHMEBIM 3THYECKHM KOMHTETOM 3ajABUTENIEM MOTYT OBITH
OpEeNOCTaBlIeHbl ApPYyrHe IOOKYMEHTBI H MaTepHalbl KIMHUYECKOro HCCICHOBaHMS,
B TOM 4YHCJE€ MaTepHalbl, COJAEpXKALIHe ONHCaHHWE IeHCTBHI, HanpaBlIeHHBIX Ha
IIPUBJIEYECHHE MNALHUECHTOB, 3J0POBBIX JXOOpPOBONBIEB K YYacTHUIO B KIHHHYECKOM
MCCIIEIOBAHUH; IIUCbMEHHbBIE MaTepUaIlbl, KOTOphIe OYIyT MPea0oCTaBleHbl yYaCTHUKaM
KIIMHHUYECKOI0 HCCIeOBaHus; HHGOPMALUs O BBIIUIATaX X KOMIIEHCAUUIX YIaCTHHKAM
KIMHAYECKOI'0 MCCIENOBAaHU; TeKylllas Bepcus HaydyHOH Ouorpaduu uccienosaress u
(unm) npyrue MaTepHalsl, MOATBEPXXKAAIOMIHE €70 KBATH(DHUKAIHIO.

14. Ilo pesympraTaM paccCMOTpEHHS IOKYMEHTOB, yKa3aHHBIX B IyHKTe 13
HacTosAMX IlpaBiil, HE3aBUCHMBIN 5STHUYECKHH KOMUTET NPHUHUMAaeT OLHO U3
CJIEIYIOIUX pELICHUMA:

a) BBIIAET 3aKIIF0UEHNe 00 0100peHuH NPOBeAeHU KIHHUYECKOTO HCCIIEIOBAHNUS,

6) BBIJAaET 3aKIIOYEHHE O HEBO3MOXXHOCTH ONOOpEHUS KIMHHYECKOTO
HCCIIeJOBaHHS;

B) PEKOMEHAYEeT BHECTH HM3MEHEHHs B IIpe[ICTaBIEHHbIE NOKYMEHTHI AJA ILielnei
IOCNIEAYIOIIEH BBIJAYH 3aKIIOYeHUS 00 OXOOpeHWH MNpOoBeNEHUs KIMHHYECKOTO
UCCIIeJOBaHUS,

I') OTMEHSET WM NIPHOCTaHABIIMBAET paHee BRIIAaHHOE 3aKIIOUeHHe 06 onoOpeHuH
NPOBEACHUS KIMHUYECKOr0 UCCIIeNOBaHUS.

15. He3aBuCUMBIi 3THYECKUIT KOMUTET:

a) OCYILECTBJISET KOHTPOJb 3a COOJIIOACHUEM 3THYECKHUX HOPM HpH NPOBENEHHH
KIIMHUYECKOTO HCCIIEAOBAaHMS U NPaB Y9aCTHUKOB KIIMHUYECKOI0 MCCIIEI0BaHN,

6) Ha OCHOBaHWH Hay4yHOW OMorpadum HccienoBaTels U HWHOM JOKYMEHTAUUH
OL[EHHBAET  COOTBETCTBHE  KBAIUQHUKAIMH  HCCIEAOBaTels  IUIAHHPYEMOMY

” Nocranosnenue IparutenscTea Poccuiickoit ®enepaunu ot 13 centsbps 2010 r. Ne 714 «O6 yteepxaeHnd TUMOBLX
npasuwI 00A3aTENBLHOrO CTPAXOBAHMA JKH3HH M 3IOPOBhA MAllMEHTa, Y4acCTBYIOIEIO B KIMHHIECKMX HCCICHOBAHHMAX
NeKkapcTBEHHOTO npenapata» (Cobpauue 3akoHoAaTenbcTBa Poccuiickoit ®enepaimu, 2010, Ne 38, cr. 4832; 2011, Ne 22,
cr. 3171; 2012, Ne 37, ct. 5002; 2014, Ne 43, cT. 5892) (nanee — nocraHoBneHue Ne 714).
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KJIMHUYECKOMY MCClIeI0BaHHIO;

B) B TpONECCE HCCIECNOBAaHUS IMEPHOMMYECKH PACCMATPUBAET JOKYMEHTAIUIO H
OLIEHHBAET IMPOBOAUMOE KIIMHUYECKOE HCCIIeloBaHUe (He pexke OQHOTO pasa B I'oj);

I) MOXeT moTpeboBaTh OT OpraHMW3aTopa KJIMHHYECKOTO HCCIeJOBaHUA
IPEeIOCTaBUTh YYaCTHUKY KIIMHHUYECKOTO HCCIENOBAHUS NOMOHUTEBHBIE CBEACHUS 00
MCCJIC/IOBAHMH, TTOMUMO HH(OpMaluH, colaepxameics B HH(GOPMAIMOHHOM JIMCTKE
MalMeHTa, €CIIM 110 MHEHHIO HE3aBHCHMOIO 3THYECKOI'0 KOMMTETA, 3TO IO3BOJIUT
MOBBICUTh CTENICHL 3aIMTHI NpaB U OE30MacHOCTH YYAaCTHHKA KIMHHYECKOTO
UCCIIeJOBaHUS;

A) OLICHMBAaeT pasMep U TOPSAJOK OCYINECTBIAEHMS BHILIAT YYACTHHUKAM
KIIMHAYECKOTO HCCIIEAOBAHHUS C  UEeNbI0  BEBIABIEHUA HeoOOCHOBaHHOMH
3aUHTEPECOBAHHOCTH YYACTHHKOB KITMHHYECKOTO HCCIICTOBAHWA HIIH NPUHYKICHHS HX
K y4YacTHIO B KIHHHYECKOM HccinenoBaHuu. HuHbopmarnus, kacaromascs BBIILIAT
yJaCTHHKaM KJIHMHUYECKOro HCCIECNOBaHUA, BKIIOYash METONBI, CyMMbl M rpaduk
BBIILIAT, OTPaXXaeTCS B MH(OPMAIIMOHHOM JIUCTKE MalHEHTA.

€) MOXET IIPUBIIEKaTh JUIA NPUHATHS PEIleHUM UL, 06/1afar0muX CrIeNHaTLHBIMU
3HAHWAMH B COOTBETCTBYIOIIMX OONACTAX, KOTOphlE HE YYacCTBYIOT B IIPEHHAX H
rOJIOCOBaHMH;

’K) COI'TIaCOBBIBAET ITOMPABKH B IIPOTOKOJI KIIMHHYECKOTO MCCIIEOBAHNS;

3) coBepmIaeT HHbIe NeCTBUs, HANpPaBJICHHbIE HA WCIIOJIHEHHE CBOHX (yHKIIHIM
U TIOJTHOMOYMIA.

16. He3aBHCHMEIN 3THYECKHH KOMHTET HE3aMEIJIUTEIHHO B MUCHBMEHHOM BHIE
COOOLIAaET HCCIEAOBATENI0, OpPraHU3aTOpy KIHHWYECKOTO0 HCCIENOBAaHHA O CBOMX
PEIICHNAX, KacalolMXCsd KIMHUYECKOr0 HWCCIEAOBAaHUS W INPUYHUHAX TNPUHATUSL
peLIECHHH,

17. Ecnu mpoTokon mpeaycMaTpHBaeT HEBO3MOXXHOCTB MOJNyYEHHs COTJIacHs Ha
y4acTHe B MCCIIEIOBaHMH Yy IMALIMEHTa WIH €r0 3aKOHHOT'O MPEICTAaBUTENSA 10 MOMEHTA
BKJIIOYCHHSI MalMEHTa B HCCIEAOBaHHE, B TOM YHCIE NPH HEOTIONKHBIX COCTOAHHAX
HE3aBHCHMEIH 3THYECKHH KOMHUTET JOJDKEH yOeOUThCS, B TOM YTO NpEACTaBICHHBIH
NPOTOKON ¥ (M) Apyras JOKYMEeHTalus COOTBETCTBYIOT 3THYECKHM HOPMaM, a Takxke
HHBIM 00513aTeNIbHBIM TPeOOBaHUSM JUJIS TaKHX UCCIEeOBaHUMH.

18. HesaBucumslil 3THYecKUHl KOMHTET OOecrneyHBaeT XpaHEHUE NOKYMEHTOB,
CBSI3aHHBIX C IIPOBEJACHHEM KIMHUYECKOrO HCCIENOBaHHUS, KaK MPaBUIO, B TEYEHHUE
TpeX JIET IOoCNe 3aBeplIeHUs KIMHUYECKOTO MCCIECNOBAaHUSA M IpPEACTaBICHUE TaKUX
HOKyMEHTOB TpPETBUM JMIaM cC coOmofeHHeM TpeOoBaHMII 3aKOHOJATENbCTBA
Poccuiickoit @enepanuu 0 NepCOHANBHBIX JaHHBIX, KOMMEpPUYECKOH, roCyAapCTBEHHON
U UHOM OXpaHsAeMO 3aKOHOM TaliHe.
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1. Opranusanus, ocymecTBIsIOmas IpoBeIeHHE
KJIMHUYECKOTO HCCNeI0BAHUS

19. Opranuzauuio NMpoBeNeHUS KIHHUYECKUX HCCIEHOBAHUA IJIi MEOUIMHCKOTO
IIPUMEHEHHUs. BIIPAaBE OCYIUECTBIATh (Hajliee — OpraHW3aTOp KIHHHYECKOTO
UCCNIeJOBAHUSA):

a) pa3paboTYMK JIEKapCTBEHHOTO Mperapara WiH YIIOJTHOMOYEHHOE UM JIKLO; *

6) obpa3oBaTenbHBIE OpraHH3alMM BBICIIETO OOpa3OBaHMs, OpTaHM3ALUU
JOTIOJIHMTENEHOIO NPO(EeCCHOHAIBLHOrO 00pa3oBaHus;

B) HAY49HO-HUCCIIEIOBATEIHCKHE OPraHH3aALHK’ .

20. KiuHuyeckue HcCIefoBaHMs JIEKAPCTBEHHBIX IIPENapaToB MPOBOJATCH 110
NIPOTOKOJTy, pa3pabOoTaHHOMY OpPraHH3aTOpPOM KIMHHYECKOrO HCCIEJOBaHUS MM
NPUBJICYEHHEIM UMM  IopUaudeckuM JUIoM. OpraHu3aTopoM — KIMHHYECKOTO
MCCIENOBaHMUA MOIYT BHOCHUTBCS H3MEHEHHS B INPOTOKOJ B (opMme IONMpaBok,
0bGOPMIIGHHBIX B THCBMEHHOM BHIE IIOCPEACTBOM OIMCAHHS W3MEHEHHH WM
o(HIHMATIBHEIX Pa3bACHEHUH MPOTOKOMIA.

21. Jins momy4yeHus paspemieHHs] Ha NpPOBEJEHHE KIMHHYECKOTO HCCIEeNOBaHUS
JIEKapCTBEHHOIO IIpenapaTa OpraHu3aTop KIMHHIECKOr0 UCCIIEHOBAaHHS NPEeJOCTaBIIsEeT
B MUHHCTEPCTBO NOKYMEHTHI, IPeAyCMOTPEHHEIE B 4acTH 2 cTaThk 39 DenepaibHOro
3akoHa «O6 obpallieHHH JIeKapCTBEHHBIX CPEICTBY.

22. OpraHusarop KIMHHYECKOTO UCCIECIOBAHHA:

a) 10 Ha4aja KJIMHUYECKOro HCCIIeI0BaHus I0Iy4daeT pa3pelieHne MUHHCTEPCTBa
Ha NpOBeAeHUE KIIMHAYECKOT0 HCCIe{OBaHM;

6) ycTaHaBIMBAaeT U pacrpenenseT npaBa, 00sM3aHHOCTH W OTBETCTBEHHOCTh BCEX
AL, Y4aCTBYIOIIUX B KIIMHHHYECKOM HCCIICAOBaHUM;

B) YTBEpXOaeT [JOKYMEHThl 10 MOpSAAKY HpOBEACHUS KIMHHYECKOro
HCCIIeIoBaHuA, cOOpy, perucTpalidd H NpPeNCTaBIeHUs] JaHHBIX B COOTBETCTBHM C
OpoToKoJioM M HacrosmuMu IIpaBunamu (manee — craHHapTHBIE OIEpaLlHOHHBIE
npoLeaypsl OpraHu3aTopa);

I') mepecMaTpUBaeT OPOIIIOPY HE pexe OJJHOrO pa3a B rojl H, IPH HEOOXOIHMMOCTH,
HOIIOJIHAET HOBBIMU [aHHBIMH, IPENOCTaBISET AaKTYalbHYI0 pPENAaKLUIO OpOIMIOpEI
MCCIEeIOBATENIO (COUCCIIEOBATENIO), HE3aBUCHMOMY 3THYECKOMY KOMHUTETY,

I) TpUA TIPOBEIEHHM KIMHUYECKOTO WCCIEAOBaHMs OCYLIECTBISET BHEAPEHHE U
nojfiep)kaHue CcHcTeM obOecreueHUss M KOHTPOJS KayecTBa B COOTBETCTBHH CO
CTaHAapPTHBIMHU ONEPAIlHOHHBIMM IPOLIEAYpaMH OPraHU3aTOPA;

e) obecreyWBaeT COIJIaCHe BCeX IPUBICYEHHBIX K YYacTHIO B KIMHHYECKOM
MCCIIeMOBAHNH CTOPOH Ha IpPefoCTaBIeHHE IIPSIMOro JNOCTyNa BO BCE Y4acCTBYIOIHME B
KIMHAYECKOM HCCIEN0BaHUM MEAUIIMHCKHE OPTraHU3alMH KO BCEM NEPBHYHBIM JaHHBIM

8 Yacts 3 cratpu 38 PenepanpHoro 3akona ot 12 anpess 2010 r. Ne 61-03 «O6 o6palieHHH T€KapPCTBEHHBIX CPEICTBY.
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(M) OOKyMEHTaM M OT4YeTaM, IIONYyYSHHBIM M COCTABIIEHHBIM IIPH [POBEACHUH
KJIIMHUYECKOI0 MCCIENOBaHUs, B LIENIX MOHUTOPHMHIA M ayqUTa KayecTBa NPOBEINECHUS
KIHHUYECKOT'0 UCCIIEIOBAHHIS;

) HazHa4aeT JIUI, 00JafaioluX HeoOXOMUMEIMHM 3HAHUAMH U KBaJIM(UKAIHEH,
KOTOpPHIE OKa3BIBAalOT KOHCYJIBTATHUBHYIO IOMOINb UCCJIENOBATENIMH I10 BOMPOCaM
MEQUIMHCKOTO XapaKTepa IIPU [IPOBEACHHH KIIMHUYECKOTO UCCIIEOBaHH;

3) HCHONB3YeT, IPUCBOEHHBIH  HCCIEHOBATENEM  KaXKIOMY  YYaCTHHKY
KIIAHHYECKOr0  MCCIENOBAHUS HACHTHUOUKAUMOHHBIA KOJX (YHHKANBHBIH HOMep,
cocTosAMA U3 mupp U (W) OYKBEHHBIX OO0O3HAYEHHIl, HCIHONB3YEMBIH BMECTO
GamunMy, HIMEHH, OTUECTBA (IPH HATWYMH) YIACTHUKA KIHHUYECKOTO UCCIIENOBAHUS B
OTYETAX O HEXENATEIBHBIX SBICHUSIX, HEXENATENbHBIX PEAKIUAX | JPYTHX JaHHBIX Ui
obecrieyeHUs] KOHQUMICHIMAIBHOCTH €r0 JMYHBIX JaHHBIX M IO3BOJSAIOIMIA
HAEHTH(HLINPOBATH BCE JaHHBIE [0 KAXKAOMY YYaCTHHKY);

M) obecrieyuBaeT BeJeHHE WHOWBUAYATbHONM pErMCTPAIMOHHOH KapTH B
OTHOUICHMH KaXJOro YYacTHMKa KIHHHYECKOro ucciaenoBaHus (Ha OyMaxHOM
HOCHTEJIE WM B OpMe DIIEKTPOHHOI'O JOKYMEHTA), Ky/la BHOCHTCS BCsA HH(opMaIus B
COOTBETCTBHHM C IIPOTOKOJIOM (ajiee — HHAUBHUAYaAILHAS PETUCTPAIIHOHHAS KapTa);

K) MOpUHHUMaeT pemieHie 06 o0pa3oBaHMH HE3aBUCHMOIO KOMHTETa IO
MOHMTOPHMHIY HAaHHBIX JJIS OLIEHKH IPOBOJHUMOIO KJIMHHYECKOTO HCCIICHOBaHU,
PacCMOTpPEHMs JaHHBIX 1o Oe3omacHOCTH ¥ 3G (GEKTHBHOCTH HCCIETYEMOTO
NTeKapCTBEHHOr0 Iperapara, B TOM 4YHCIEe C LENbI0 BBIPAGOTKH peKOMEHIalHit o
11e71eCO00pa3sHOCTH MPONOIKEHUS, MPEKpalleHHsd KIMHHUYECKOr0 HWCCIAeOBaHUS WU
BHECEHHS B U3MEHEHHIt B IPOTOKOIT;

) obecrmeuuBaeT XpaHEeHHE JOKYMEHTOB, OTHOCSIIUMXCA K KIMHUYECKOMY
UCCIIEJOBAaHUIO, TP [PEeKpalieHWHd KIMHHIECKOH pa3paboTKH HCCIeLyeMOro
TIEKapCTBEHHOTr'0 Ipernapara 10 OOHOMY, HECKOJBKHM HIIM BCEM IOKa3aHWSAM, IyTAM
BBEJICHUS, JIEKApCTBEHHBIM ¢GopMaM, Kak IpaBUIO, B TEYEHHE JABYX JIET C MOMEHTa
o(hHLHATBFHOTO NpeKpalleHus pa3paboTky;

M) NpHY OpeKpalieHUH KIMHUYECKO#H pa3paboTKH MCCIEAyeMOro JIeKapCTBEHHOTO
npenapara coobmiaer o6 3TOM BCEM ydYaCTBYIOUIMM B KIHMHMYECKOM MCCIIEMOBAHUM
WCCeNOBaTeNIM M MEIUIMHCKHM OpraHHU3aldsiM, B KOTOPBIX OCYIIECTBIAETCS
IPOBEACHUE TaKOr0 HCCIIEIOBAHMUS;

H) coofumiaer o mepegade MpaB Ha AaHHBIE 00 HCCIEAYEeMOM JIEKapCTBEHHOM
npenapate B MUHUCTEPCTBO;

0) OCYyLIECTBISET BHIOOp HCCIEHOBaTelNed W MEIMIIMHCKHX OpraHM3alui Ui
NpOBeAEHHs KJIUHAYECKOrO HCCIIENOBAaHUs, IIPH MPOBEIEHHA MHOTOLEHTPOBOIO
KIMHAYECKOTO MCCIIEOBAHUA MOXET 6BITh OPraHH30BaH KOOPAWHAIMOHHBIN KOMUTET
¥ (MJ1H) BHIOpaH KOOPAHHATOP U3 Y¥Cia HCClleoBaTeNeH;
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N) Ha BCEX JTalax KIMHUYECKOro HccieoBaHus (0T pa3paboTku MpOTOKOIA,
UHIMBHAYAIBHON PEruCTpal[MOHHOM KapThl, IJIaHA CTATUCTHUYECKOIO aHauu3a, s
obmmero pyKoBOACTBAa KJIMHWYECKHUM HCCIENOBaHMEM, pabOTEl C  JaHHBIMH,
BepU(UKAIMK JNAHHBIX - JIO TPOBENEHHS CTATHCTHYECKOrO aHalk3a IOJNyYeHHbIX
OAHHBIX U MOJArOTOBKM IPOMEXYTOYHOrO U (PHHANBHOTO OTYETOB O KIMHHYECKOM
HCCNeJOBAaHHU ) IIPUBJIEKaET JIKLl, 00JIafal0IHX COOTBETCTBYIOMIEH KBAIMpHKALHEH;

p) obecrieyuBaeT KOHTPOJNH 332 KAaueCTBOM M IIOJNHOTOM IIONy9eHHBIX B XOJ€
KIIMHHYECKOr'0 UCCIIeOBAHUS JaHHBIX,

23. Ilpy uCrONB30BaHUM 3JEKTPOHHBIX CHCTEM M paboTel € JaHHBIMU
KJIMHUYECKOTO MCCIEeNOBaHUS U (WIM) DIEKTPOHHBEIX CHUCTEM YHAIEHHOrO JOCTyma K
yKa3aHHBIM JaHHBIM OpTaHU3aTOp KIMHUYECKHX UCCIIEOBAHMIA:

a) obecriequBaeT M JOKYMEHTATLHO OQOPMIIIET COOTBETCTBHE CHCTEM
3JIEKTPOHHON 06paboTKM AaHHBIX TPeOOBAHUAM K TOJIHOTE, TOYHOCTH M HAIEKHOCTH
AaHHBIX, a TaKXkKe CTaOMIBHOCTh JOCTHXEHHS TpebyeMoro pesynpraTa (manee —
BaTMAALMS JaHHBIX ),

0) yTBepXIaeT CTaHOApTHHIE ONEPALUMOHHBIE TNPOLEAYPHI HCIOIE30BAHHS
3JIEKTPOHHBIX CUCTEM;

B) ofecmeuuBaeT pabOTy 3JEKTPOHHBIX CHCTEM TakuM oOpa3oM, 4YTOOBI NpH
M3MEHEHUH BBEJCHHBIX NAaHHBIX BHOCHUMEBIC M3MEHEHHUS ObUIM 3al0KyMEHTUPOBaHBI U
paHee BBeJlCHHBIC NaHHbIE He OBUIH yJaneHsl;

r) obecnedyWBaeT CHUCTEMY 3alIUThl MAAHHBIX KIMHUYECKOIO HCCIEJOBaHM,
NPENOTBPAIIAlONyl0 HECAHKIMOHWPOBAHHBIM MOOCTYH K JaHHBIM, B TOM YHCIE
HOCPEACTBOM YTBEPKACHUS CHHCKA JIUI, UMEIOMHUX JOCTYH K AaHHBIM KIMHHYECKOro
MCCIEIOBaHUS C HPaBOM BHECEHHS B HUX H3MEHEHHH M pe3epBHOTO KOIMPOBAHHA
JAaHHBIX;

I) obecreydBaeT COXPaHHOCTh MAaCKUPOBKH KIMHHYECKOTO HCCIENOBaHMA,
IPOBOJMIMOTO CJIEITBIM METOZAOM, NpH BBOXE H 00paboTke MaHHBIX B JJIEKTPOHHOM
CUCTEME.

24. Oprasu3aTop KJIMHHYECKOro HUCCIIEAOBaHUS NPEeNOCTAB/ISET HCCIEI0BATENIO0 H
MEIMIUHCKON OpPraHM3aluy MPOTOKOJ KIMHHYECKOro MCCIENOBaHUSA M Opolmiopy B
TEKyIlel pemakiydd M0 MOANHCAHUS C MEAMLIMHCKOM OpraHM3aiuei JOoroBopa Ha
IpoBeJeHHe KIMHHUYECKOTO HCCIe0BaHUS M MJAaeT BpeMs JUIA O3HAKOMICHUSA C
IpefocTaBlieHHO nHbopMaruei.

25. OpraHuzaTtop KIMHUYECKOTO UCCIICNOBaHHUA JOJDKEH MOIYyYHUTh MUCBMEHHOE
COraache MCCIeNoBaTelas M YIMOJHOMOYEHHOTO IJHIA MEIHIIMHCKOW OpraHu3aliuy,
IIOCPEACTBOM ITOAMUCAHUSA IIPOTOKONA MK APYTOro JOKyMeHTa Ha:

a) MpoBeNeHHe KIHHHYECKOTO HCCIENOBAHMSA B COOTBETCTBHH C IPOTOKOJIOM,
nacrogmumu [Ipapunamu 1 TpeGoBaHUsMM 3aKOHOJATeNbCTBA Poccuiickoit Peepanuu
B cpepe obpaleHus 1eKapCTBEHHBIX CPE/ICTB;
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0) cobOmiofgeHve TNpOUEAYphl PETUCTpAlMd W  TPEACTaBICHHI  JaHHBIX
KITMHUYECKOTO MCCIICIOBAHHUS;

B) NMPOBEEHIE MOHUTOPHHIA U ayIUTa;

I) XpaHeHHEe JOKYMEHTOB, CBS3aHHBIX C IPOBEICHMEM KJIHMHHYECKOTO
UCCIIEAOBAaHUSA, 0 TeX IIOp, IOKa OpPraHMU3aTop KIMHHYECKOTO MCCIEOBAHUS HE
COOOLIUT HCCIeNOBATENI0 M MENUIMHCKON OpraHu3aid, 4YTO JaHHBIE JOKYMEHTHI
MOTYT OBITh YHUYTOXEHBI.

26. OpraHu3aTop KJIHHHYECKOTO UCCIIeHOBaHHUsS 00si3aH B Ka4eCTBE CTpaxoBaTels
CTpaxoBaThb pPHUCK IIpHYMHEHHS BpeAa >XU3HHU, 3[O0POBBIO ITAIlME€HTa B pe3yibTaTe
NpOBEACHUS  KIMHUYECKOTO HCCIEeNOBaHWsS JIEKApCTBEHHOTO Ipemapara  Ajd
MEIULMHCKOro IIPUMEHEHHS 32 CBOM CUET ITyTeM 3aKIIOYeHUs JOroBOpa 00513aTeIbHOr0O
cTpaxoBaHus ° . YCIOBHS JOTOBOpA CTPaXOBaHHS, pasMep ¥ IOPSNOK CTPaxoBOi
BBIILIATHI YCTaHABIIUBAIOTCA B COOTBETCTBHH C IIOCTaHOBIeHHEM Ne 714.

27. Ilpy Hanmuyuu B MEIMLIMHCKOW OpraHU3alid, B KOTOPOU IUIAaHMpYETCs
IpOBEACHUE KIHMHUYECKOTO HCCIAENOBaHUS, HE3aBHCHUMOIO JTHYECKOr0 KOMHUTETA,
OpraHu3aTop KIMHUYECKOTr0 HCCIENOBAaHHS JOJDKEH MONMYYUTH ITOATBEPXKIECHHE TOTO,
YTO [JAaHHBIA HE3aBUCUMBIM 3TUYECKHUH KOMHTET OpPraHU30BaH U JEHUCTByeT B
COOTBETCTBMH C HacTosmuMH [IpaBuamMu U coriiacie 3Toro He3aBUCHMOI0 3TUYECKOTr0O
KOMHTETA Ha IPOBEACHHUE KIIMHNYECKOTO UCCIIEOBAHU.

B ciyyae ecnu corjiiacHie HE3aBHCHMOrO 3THYECKOr0 KOMUTETa Ha IPOBEICHHE
KJIMHUYECKOT0 HCCIEOBaHUS BBIpAXAETCS TMOCPEACTBOM BHECEHHMS H3MECHEHMM B
JOKYMEHTBl W [HaHHBIE KIMHUYECKOTO MCCIEAOBaHMA, MEIUIMHCKAs OpraHu3allusd
NpeOCTaBIIeT OPraHU3aTOPY KIMHUYIECKOT0 UCCIENOBAaHUS KOIMHM BCEX U3MEHEHHBIX
TOKYMEHTOB M JaHHBIX.

B cmywae wW3MeHeHHS peIIEHMS HE3aBHCUMOI0 OSTHYECKOr0  KOMHTETa
OTHOCHTENIBHO NMPOBEAEHUA KIMHUYECKOTO HCCIEI0BaHMSA, B TOM YHCJIE IIOCPEACTBOM
OT3bIBA paHee [JaHHOTO COrjacus, MEAULHMHCKAad OpraHu3alnus He3aMeUIHTEIBHO
yBeAoMiIgeT 06 ITOM OpraHH3aTOpa KIMHHYECKOrO UCCIEIOBaHHA.

28. OpraHu3aTop KIMHUYECKOTO WCCIIE[OBAaHUSA JOJDKEH HMETh JaHHBIE II0
GezoracHOCTH W 3(Q(PEeKTHBHOCTH HCCIERyeMOro JIEKapCTBEHHOro Mpemnapara,
00OCHOBBIBAIOIIME €r0 MNpPUMEHEHHE, a Taloke OOHOBIATH Opolmopy IO Mepe
MONy4YeHHs B paMKaX NpOBENEHUSA KIMHHYECKOrO HCCIEJOBaHHUSA HOBBIX [aHHBIX,
BIUSIOIUX Ha 3(¢EeKTHBHOCTS U 0€30IacHOCTh HCCIEAYEMOTO JISKapCTBEHHOIO
npenapara.

29. OpraHu3aTop KIMHUYECKOrO HCCIIeIOBaHUSA 0OecreynuBaeT HCIOIB30BaHUE
NpM MPOBENEHHH KIMHUYECKOTO HCCIENOBAHHSA MCCIEAYeMbIX JIE€KapCTBEHHBIX
mpenaparoB (BKJIOYas, penaparhl CpaBHEHHS M Iulane6o0) NpOU3BENCHHBIX B

% C yuerom wactu | crateu 44 ®enepaibHoro 3akona ot 12 ampens 2010 r. Ne 61-03 «O6 o6pameHnH TeKapCTBEHHBIX
CPENCTBY.
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COOTBETCTBHM C TPeOOBaHUSMH HaJJIeXKaIEH MPOU3BOACTBEHHOM IPAKTUKH, HMEIOIINX
COOTBETCTBYIONIVE IIOKA3aTeIM KauyeCTBA M KOTOPHIE B COOTBETCTBYIOIIUX CJIydasx
3aKOIMPOBAaHBI U MApKUPOBAHKI B EJISIX o0ecnieueHus] MAaCKHPOBKH.

Ha nepBuuHyio ymakoBKy (ecid [is OTOro CyILIECTBYeT TeXHHYeCKas
BO3MOXHOCTb) U BTOPHYHYIO (TIOTPeOMTENBCKYIO) YIAKOBKY JIeKapCTBEHHBIX
IpernapaToB, NpeaHa3HAYEHHBIX JIUIS KIMHUYECKUX UCCIIEN0OBaHU, TOJDKHA HAHOCUThLCS
HAIIHCH: «JIJISI KIIMHUYECKHUX UCCIEIOBAHMID .

30. Jing KIMHUYECKUX HCCIETOBaHUM, MPOBOIUMEIX CJIENBIM METOJOM, CHUCTEMa
KOAUPOBAHUA MCCIEQyeMOro JEKapCTBEHHOr'O Ipernapara JO/DKHA BKIOYATh B ceOs
MEXaHHM3M, IIO3BOJIIONIMII B OKCTPEHHBIX CIIy4asX, OBICTPO HACHTH(PHUIHNPOBATH
JAHHBIM JIEKApCTBEHHBIM IIpemapaT, NpH OSTOM He AOMyCKAalIUiA BO3MOXXHOCTH
HE3aMETHO PaCKPBITh KO/I.

31. Ecnu nexapctBeHHas ¢opMa HCCIEIyeMOro JIEKAPCTBEHHOrO Iperapara Hild
npenapara cpaBHEHUs ObLla H3MEHEHA B XOJ€ KIMHHMYECKOIo HCCIEHOBAHHS, TO JO
UCIIOJIb30BAaHUA HOBOI JIeKapCTBEHHOH ()OPMBI B KIMHUYECKOM KCCIIETOBAHUN JTOKHBI
OBITH TIONyYEHBI pPe3yNbTaThl COOTBETCTBYIOINMX JOIOJHHUTENBHLIX HCCIEI0BAHMI
JAHHOM JIEKapCTBEHHOH (OpMBI mpemnapara, HeOOXOJuUMBbIE I OLEHKH CTeIeHH
BIIMSHHUSA JAHHBIX W3MEHEHHH Ha (apMakOKWHETHKY HCCIEAYEMOTO JIEKapCTBEHHOIO
mpenapaTta, ero 6Oe3omacHOCTs W 3GGEKTHBHOCTh. B TakoM ciiy4ae OpraHusarop
KJIMHHYECKOTO UCCIIeI0BaHMs obeclieunBaeT BHECEHUE U3MEHEHHM B ITPOTOKOJ.

32. OpraHuzaTop KIHHHYECKOTO HCCIIEOBAHUSA O0ECIeYMBAeT IOCTYIUIEHHE B
MEAUIUHCKYIO OpPraHuU3alHio, B KOTOPOHA MHPOBOJUTCS KIHMHHYECKOE WCCIEHOBAHUE,
UCCIIEAYyEMOr0 JIEKapCTBEHHOIO Npemnapara.

OpranmzaTop KIMHAYECKOTO MCCIEAOBAaHUS [OOJDKEH HMETh HUCCIEHYEMEIH
JCKapCTBEHHBI Ipenapar B  KOJWYECTBE, HEOOXOAMMOM IS  IPOBEACHUS
KIHHUYECKOT'O HCCIEIOBaHUSA M IOATBEPXKJEHUS €ro COOTBETCTBUA TPEOOBaHUIM
(apMakoIeHHBIX cTaTeil MO0 B ClIydae WX OTCYTCTBUS HOPMATHBHOM JOKYMEHTALIUM
WM HOPMATHBHOIO JIOKYMEHTAa, a TaKXe BECTH ydYeT AHAJINW30B M XapaKTEPUCTHK
00pa3L0B JIEKapCTBEHHOTO Mpenapara U3 NapTuu (CEpHH).

IlocTynnenue wHccnegyeMoro JieKapcTBEHHOTO TMpermapaTa B — METULIMHCKUE
OpraHu3allid, €ro BO3BpaT, YHUYTOXKECHHE HCCIEAyEeMOTO JIEKapCTBEHHOIO Mpemnapara
10ApOOHO U B CPOK JOKYMEHTUPYETCS OPTaHW3aTOPOM KIHHMYECKOTO HUCCIIEOBAHMS.

Oprasu3aTop KIMHUYECKOTO HCCIEHOBAHUS OCYLIECTBIISET ITOCTOSHHYIO OLEHKY
0€30MaCHOCTH HCCIIEAYEMOT0 JIEKAPCTBEHHOTO IIperapara U yBEeAOMIISET BCEX 3aHATHIX
B KIMHMYECKOM HCCIECNOBAHUM HCCIeNoBaTeNell M MEAUIMHCKHE OpraHu3alud o
IIOJyYEHHBIX JAaHHBIX, KOTOPbIe MOTYT HEOJArompusITHO OTPa3sHThCA Ha 0e30macHOCTH
YYaCTHMKOB KIIMHUYECKOIO MCCIEeNOBaHus U (WJIM) T[IOBIUATH Ha IPOBEACHHE
KIMHUYSCKOTO UCCIICHOBAHMA.

' Yacte 8 craThy 46 MeeparsHOro 3aKkoHa 0 12 anpens 2010 r. Ne 61-®3 «O6 o6panieHuH JIEKapCTBEHHBIX CPEACTBY.
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33. OpraHu3aTop KIMHHAYECKOrO HCCIIEJOBAHHA COOOLIAET BCEM YYaCTBYIOOIMM
B KJIVHUYECKOM HCCIEIOBaHUU HCCIEHOBATENIIM, MEIULUHCKUM OpraHM3alysaM
1 OenepanbpHoll cyxOe 1Mo Haa3opy B chepe 3apaBooXpaHeHUs 000 BCeX CEephe3HBIX H
HETPEABUACHHBIX HEXeNaTebHBIX peaklMsIX, a Takxe npeacrasiser B DenepanbHyio
cy>x0y 1o Hag3opy B chepe 3apaBoOXpaHeHHs TIEpHOAUIECKIE OTYETHI 110 6€30MacCHOCTH
MCCIIEeTyEeMOTo TIpeNapara B yCTAHOBICHHOM TTOpSKe .

34. OpraHuzarop KIHHHYECKOTO HCCIIEHOBAHUS OCYMIECTBISET MOHUTOPHHT
KIMHHYECKOT0 MCCIIEAOBAHUS, BKIIIOYAIOMIUNA AESATENBHOCTh II0 KOHTPOIO 32 XOOOM
KJIMHHYECKOIO HMCCIEAOBaHUs, N0 OOECEeYeHHIO ero INpoBeneHus, cOopy IaHHBIX U
IPEACTABICHHUIO pE3yNBTaTOB B COOTBETCTBHH C IIPOTOKOJIOM, CTaHAapTHBIMU
ONEpPallMOHHEIMUM  IpolieAypamMd, HactosmMH IlpaBunaMmu u  TpeGoBanMAMU
3akoHonarenscTBa Poccutickoit ®enepanuu 06 oOpanieHNH JIeKapCTBEHHBIX CPEACTB.

Jia npoBeneHMS MOHMTOPHHIAa OPraHU3aTOp KIMHHAYECKOTrO0 HCCIeJOBaHUSL
Ha3Ha4daeT ¢u3udeckoe nuIo, obnajaiomee HaydHBIMH W (WIH) CIENUATbHBIMU
3HAaHUAMH, HEOOXOJUMBIMM Ui TPOBEHEHHS MOHHTOPHHra  KIMHHUYECKOTO
ACCIIEIOBAHUA.

JIuno, Ha3sHaueHHOe OpPraHU3aTOPOM  KJIIMHHYECKOTO HCCIENOBaHMA UL
IpOBEACHU MOHUTOpPHHIa, 00s3aHO CcOOMOMAaTh CTaHAApTHBIE OIECPAaLMOHHEIE
NpoLeAyPHl OpraHW3aTOpa KIIMHUIECKOTO HCCIICAOBAHHS.

35. Llenslo MOHHTOPHHTA KIHHUYECKOTO HCCIICOBAaHUS SBJISETCS YCTAaHOBIICHHE
TOT0, UTO:

a) Npasa 1 6J1aronoiyyre yYaCTHUKOB KIMHHYECKOr0 HCCIENOBaHM 3allUILICHEI;

6) rmoJryueHHbIE B XOA¢ KIIHHUYECKOI0 UCCIIETOBAaHUA JaHHbIE SBIAIOTCA TOYHBIMY,
MIOJIHBIMH M MOATBEPXKAAIOTCS IEPBUYHON JOKYMEHTAIlUEH;

B) KJIIMHHYECKOE HCCIEHOBaHHE MPOBOIUTCS B COOTBETCTBHHM C YTBEPXAECHHOM
TEeKylel Bepcuell MpOTOKoJIa U M3MEHEHHi K HeMy, TpeboBaHuAMH HacTosAmux I Ipasun
¥ 3aKoHoAarenseTBa Poccuiickoit @enepanuu 06 obpalieHHH 1eKapCTBEHHBIX CPECTB.

36. Jlnad mocTHKEHUs ILejied MOHUTOPHMHIra KIMHUYECKOr0 HCCIENOBaHHUA JIHIIO,
Ha3HAYEHHOE OpPraHU3aTOpOM KJIMHHYECKOro HCCIE[O0BaHHsS JJs MPOBEIEHHA
MOHUTOPUHTA:

a) ofecreymBaeT B3AaUMONEHCTBHE MEXJY OpPraHM3aTOPOM KIHMHHYECKOTO
HCCJIeIOBaHM, MEJUIIMHCKOMN OpraHu3aliieil U uCCiIeioBaTeIeM;

6) mnpoBepsieT W KOHTPOJHpPYeT HaJM4We KBaNM(UKAIMKM MCCIEAOBATeNls MU
PeCypcOB MEIULIMHCKON OpraHM3alli¥d HEOOXONMMBIX AJs IIPOBENCHHS KIMHHUYECKOTO
HCClIeI0BaHu, BKIItoYas labopatopuu, 000pyaOBaHME U IEpCOHAT;

" Ipukas Mumsapascoupassutus Poccun ot 26 aerycra 2010 r. Ne 7578 «OG yTBepXICHHH NOPSAKA OCYIIECTBICHAA
MOHMTOPHHTA 6€30IaCHOCTH JIEKAPCTBEHHRIX MpENapaToB IS MEIMIMHCKONO NPHMEHEHHs, PETHCTpAlM MOGOMHBIX
nelicTBHH, CEphE3HBIX HEXENATENbHBIX peakiul, HENpPEeABHACHHBIX HEXENAaTeNbHBIX peakiuift Mpu NpPHMEHEHHH
JIeKapCTBEHHBIX MIPENApaToB A/ MEAULMHCKOrO IPHMMEHEHNA» (3aperHCTpHpOBaH MHHHMCTEPCTBOM IoCTHIMM Poccubickod
denepammu 31 asrycra 2010 r., perucTpanuonnsii Ne 18324).
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B) B OTHOIIIEHUH UCCIIeyEMOro JIEKApCTBEHHOT'O Mperapata MpoBepseT:

CPOKH H YCJIOBHS XpaHEHHS, KOJIHYECTBO B oObeMe, HeoOXogMMOM Jis
NIPOBEEHUS KIIMHUYECKOrO HCCIIE0BaAHMS,

IIOy4EHHE TONBKO TEMH YYaCTHUKAMH KIIMHHYECKOTO HCCIIeJOBaHUSA, KOTOPHIM OH
Ha3Ha4eH, U B J03aX, YCTAHOBJIEHHBIX MPOTOKOJIOM;

HHCTPYKLUMH [0 NpPaBWIHHOMY MNPUMEHEHHWIO, XPaHEHHIO M IOPAAKY BO3Bparta
IpeOCTaBICHbl yYaCTHUKAM KIIMHUYECKOTO HCCIIEOBAHMUS;

OCYLIECTBIEHHE HCCIENOBATENEM KOHTPOJS M JOKYMEHTAIBHOTO OGOPMIICHUS
TMIOJIy4YeHHs], [TPMMEHEHHs, BO3BpaTa, YHUYTOXECHHS HCCIIEAYEMOro JIEKapCTBEHHOIO
TpernapaTa B MEJULMHCKOM OpraHu3aliy;

I) IpoBepsieT COOMIOeHNe UCCIENoBAaTeNleM YTBEPXKAEHHOIO IPOTOKOIA H BCEX
M3MEHEHMH K HeMy, NpaBUIBHOCTb, IMOJIHOTY, TOYHOCTH U CpPOKH OQOPMJICHHS
UCClIeA0BaTeNleM JOKyMEHTOB U JJaHHBIX KIIMHHYECKOTO UCCIIENOBAHNU;

J) MpoBepsieT IOJydeHHe HNOOPOBOJNILHOIO ITMCBMEHHOIO COTJIACHS KaXAOro
Yy4aCTHHKa KIMHHYECKOTO HCCIeNOBaHMA [0 Havajga €ro y4JacTus B KIMHHYECKOM
HCCIeNOBaHU;

e) obecrieynBaeT HaIMYKME Y UCCIENOBATENS TeKyIuei pelakuuu OpOIIIOpbI, HHBIX
AOKyMEHTOB H MAaTepHaloB, HEOOXOAMMBIX MJIf MPOBEAEHHS KIHHHYECKOTO
ACCIeJOBaHuU,

X) obecmeuynBaeT JOBEJEHUE A0 HCclexoBarelieif HeOOXOQUMOM I IMPOBENCHUA
KIMHAYECKOT0 UCCIIeNOBaHUs MH()OPMAIIHH;

3) mpoBepseT COONIOJIEHHE HCCIENOBaTeleM KpHUTEpHEB OTOOpa YYaCTHHUKOB
KIMHUYECKOT0 UCCIIEIOBAHHUS;

M) TMpOBEpSEeT IPABUIBHOCTh, MOJHOTY H CPOKH PErHcTpalyd JaHHBIX
KIMHUYECKOT0 MCCIIEI0BaHMs, a TalkKe MOPAHNOK BeIEHUSA JOKYMEHTOB KIMHHYECKOIO
HCCIIeJOBAHNA,;

K) IpoBepsieT MpPaBUIBHOCTG H TMOJIHOTY PErucTpaldd B WHAUBHAYABHOH
PETHCTPALIMOHHOM KapTe JaHHBIX, MPEXYCMOTPEHHHIX IPOTOKONOM, IaHHBIX 00
U3MEHEHUAX N036l U (WIM) TepamMM, O BBISBIECHHBIX HEXENATeNbHBIX SBICHUAX H
HeXeNaTeNbHBIX  peaKiusaX, O  TMPOMyIEHHBIX YYaCTHHKOM  KJIMHMYECKOIO
UCCIIeIOBaHUS BU3UTAaX, O HEBBIIOJHEHHBIX aHAIM3aX M obcrneqoBaHusiX. Bce cimydau
UCKIIO9EHMsT ¥ BBIOBIBAHHWS YYaCTHHKOB KIHMHHYECKOTO  HCCIEJOBaHUA M3
KIMHUYECKOT0  HMCCIeJOBaHMs  TOIJIEXAT pPEriucTpallMd U IIOSCHEHMIO B
MHIUBUYaJIbHOM PErHCTPAIlMOHHOH KapTe;

1) cooOmaeT HCCIENOBATENI0 O JIOOBIX JOIYLIEHHBIX B HMHIMBUAYaIbHOM
PErMCTpallMOHHON KapTe omuOKaxX, MNpONMyckax M Hepa3OOpYMBEIX 3allUCAX U
NpPOCNEXHUBAET 3a TeM, 4YTOOBI COOTBETCTBYIOIHE HCIpPaBICHUA, OBUIA ClENaHEL,
IAaTUPOBaHbI, 0OBACHEHHI (€C/TH HEOOXOAUMO) U IIOANIUCAHBI HCCIEAOBATENEM,;
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M) coofmaer ucciaeqoBareno 00 OTKIOHEHHSX OT IIPOTOKOJNA, CTaHAAPTHBIX
IMMCBMEHHBIX  [pOLEeayp opraHusaropa, TpeboBanuidi  Hacrosmux  [IpaBun,
3akoHozarenbcTBa Poccuiickoit denepanuu 06 obpallieHHH JIeKapCTBEHHBIX CPEACTB H
NPUHUMAET MepHI 110 UX YCTPAaHEHUIO U HEJOMYIIIEHUIO MOBTOPEHMUS.

37. IlucebMeHHBIE OTYETH [0 MOHUTOPHMHTY KIMHHYECKOrOo MCCIEeAOBaHMs
HPEACTaBISIOTCS JIMLOM, Ha3HaYE€HHBIM JUIS MPOBEIeHHs] MOHUTOPUHIA OpraHU3aTopy
KIMHUYECKOTO HCCIEJOBaHHUS B IOPSAKE W CPOKH, YCTAaHOBJICHHBIE CTaHIAPTHBIMU
OnepaliOHHBIMU IPOLIEypaMH OpraHu3aTopa.

OT4eT M0 MOHUTOPUHTY KIMHUYECKOTO MCCIIEHOBaHUA JOKEH COJIepkKaTh, B TOM
qucjie CPOKH MPOBEACHUS MOHMTOPHHIa, HAUMEHOBAHHE MENUIIMHCKOW OpraHu3alui,
rAe IPOBOAMIICS MOHUTOPUHT, NaHHbIE 00 UCCIEeOBaTENIX, YIACTHAKAX KIMHUYECKOTO
MCCIIENOBATeNs, ¢ KOTOPHIMU 0OWaoch (B3aMMOAEHCTBOBAIIO) JIMLIO, HA3HAYEHHOE [Ist
NpOBElCHUs MOHHUTOPHMHIA, OINHMCAaHWE IIPOBEPKH, CBEIEHHS O BBUIBICHHBIX
HEeOCTAaTKaX, BBHIBOABI IO pe3ylbTaTaM MOHHTOPHMHIA W WHbIE CBEACHUS U [aHHEIE,
Kacaroluecss MOHUTOPHHIA KIIMHAYECKOTO HCCIIEOBaHHUS.

38. Opranu3aTopoM KIHHHYECKOT0 UCCIIeNOBaHHS KIMHHYECKOrO HCCIEeAOBaHUA
OCYILECTBIISETCS HE3aBUCHMas OT MOHHTOPDHHTa OIICHKa COOTBETCTBHS IIPOBOJHUMOIO
KJIMHAYECKOI'0 HCCIEA0BaHUS MPOTOKOY, CTaHAAPTHEIM OMEPallHOHHBIM NPOLEAYpaM
opraHu3aTtopa, HactosuM [IpasunaM u TpeGoBaHHAM 3aKoHOAATeNbCTBA Poccuiickoit
Denepannn 06 oOpalleHUH JEKAPCTBEHHBIX CPEACTB (Hanee — ayJUT KIMHMYECKOIrO
UCCIIEJOBaHHUA ).

Hdnsa  nmpoBemeHHss  ayAMTa — KIIMHHYECKOrOo  HMCCIIEIOBAaHHS  OPraHM3aTop
KIMHUYECKOTO MCCIIEQOBaHHA Ha3HavaeT JIML, HE3aBHCHMBIX OT BceX CyOBEKTOB
KIMHHYECKOT0 MCCIEOBaHUSA U 00MaJalomuX KBaNupUKauen, oAroToBKOM, OMBITOM
JUIS TIPOBEAEHUS ayIUTa.

IMnan u o6GbeM ayaWTa KIMHHYECKOTO HCCIIENOBaHUS pa3pabaTeiBalOTCA H
YTBEPKIOAIOTCS OPraHH3aTOPOM KIMHHYECKOTO MCCIEAOBAHMs C Y4E€TOM KOIMYeCTBa
YYaCTHUKOB KIIMHMYECKOTO MCCIENOBaHHs, THIA M CHOXHOCTH KIMHHIECKOIo
UCCIEIOBaHMS, CTEIIEHH PUCKA IS YYaCTHUKOB KIMHUYECKOI'O MCCIEAOBAaHUS M UHBIX
006CTOSATENBCTB.

39. Tlpu oOHapy)XeHHM B XOJl¢ MOHHTOPHMHIAa MM ayaura KIHHHYECKOTOo
HCCIEOBaHHS CEPhE3HBIX M (MIHM) [IOBTOPSIONIMXCS CJIydYaeB HeCOO/OneHus
HCCIEeNOBATENEM, MEIMIMHCKOM opraHu3aniedl yCTaHOBICHHBIX TpeOOBaHHH K
NPOBEEHHIO KIMHUYECKOTO UCCICHOBAHMUS OPraHU3aTOp KIMHUYECKOTO MCCIe0BAHHA
IpeKpalaeT y4yacTHe HCCIIE/IOBATENs, MEAMIMHCKOM OpraHu3alid B KIMHHYECKOM
MCCIIEIOBAaHUH U BHOCUT U3MEHEHHUs B IIPOTOKOJIL.

40. B cpok, He mnpeBsHIAOmMi mATH pabodux MAHEH CO JHS 3aBEpLICHH,
IPUOCTAHOBJIEHUS WIH IPEKpalleHus KIMHMYIECKOro HCCIEeJOBaHUA JIeKapCTBEHHOIO
mpenapara A MEQUMIMHCKOrO NpPHMEHEHHMs, coolumeHue 00 3TOM HampaBiAeTCs
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OpraHu3aTOpPOM KJIMHUYECKOr0 UCCIIEAOBaHUS B MUHUCTEPCTRO.

41. Ilpu MHOTOLEHTPOBBHIX KJIMHHYECKUX MCCIEIOBAaHUSAX OpraHu3aTop
KIMHUYECKOT0 HUCCe0BaHU 00ecreurBaer:

a) IpoBeldeHWe KIMHUYECKOTO  HCCIIEOBAaHUS  BCEMHM  MEOULIHMHCKUMU
OpraHU3alMsIMH, YJacTBYIOIIMMH B MHOTOLIEHTPOBOM KJIMHUYECKOM HCCIIEC[OBaHHH, B
CTPOTOM COOTBETCTBHH C IMPOTOKOJIOM KJIIMHHYECKOTO MCCIENOBaHUA;

0) pa3paboTKy HHIMBHAYAIBHBIX PETUCTPAIMOHHBIX KapT, TO3BOJIAIOIINX cobpaTh
TpeOyeMble JaHHble K3 BCEX MEIUIMHCKHX OpraHusaiiii, yd4acTBYIOUIMX B
MHOTOLIEHTPOBOM KIIMHHYECKOM KCCJIe/IOBaHUY;

B) J[AOKyMEHTAJbHOE 3aKpeIUICHWe IpaB M OOS3aHHOCTEH MEIUIMHCKUX
opraHM3aliiii M McClefoBaTeNel, NpeAOoCTaBleHUE YKa3aHHBIM JIMIAM IIPOTOKOJIA,
CTaHIapTHBIX ONEPAIlMOHHBIX IPOLEAYP OpraHW3aTopa, MHCTPYKLUHH I10 3alIOJHEHMIO
MHIUBUIYaJIbHBIX PErHCTPALMOHHEIX KapT A0 Havaja KIHHUIECKOTO UCCICIOBaHHMS.

IV. Opranuzanus paboTsl HCClIeI0BaTENA

42. PykoBoauTens MEAULIMHCKON OpraHu3alii, KOTOpas MPOBOAMT KIHHUYECKOEe
HCCIIEIOBaHME, Ha3HAYaeT HCCIIEA0BaTeNs, OTBETCTBEHHOro 3a MPOBEACHUE TaKOIO
HICCIEOBAaHUA M HMEIOMEro JiedeOHyI0 CHEeNHabHOCTb, COOTBETCTBYIOIIYIO
IPOBOAMMOMY KIHHHYECKOMY WCCIEOBaHHMIO, CO CTaxeM paboTel MO mporpamMMmam
KIMHHYECKUX HCCIIEOBAaHHH HE MEHee 4YeM TpPH roja W IO €ro MNpeasIoKEHHIO
Ha3HA4YaeT COHCCIeNoBaTeNell W3 4yHciia Bpaued 3ToH MeIMIMHCKOH Opl"aHHBaI.II/II/Ilz
(manee — uccnenOBaTeNb).

43. MHWccnenmoparenb, COHCCIEAOBATENH JOMKHBL OBITh O3HAKOMIEHH C
pe3ynpTaTaMi  HOKIMHHYECKOTO HCCIEOBAHMA HMCCIEAYEMOro JIeKapCTBEHHOTO
nperapaTta, aKTyallbHOH BepcHeil OGpOIIOpEI, ITPOTOKOJIOM, MHBIMH NOKYMEHTaMH U
JIAHHBIMH, HMEIOIUMH OTHOUIEHHE K IIPOBEACHUIO KITMHHYECKOI0 HCCIIEJOBAHU.

44, Hccnemosarenb  OCYIIECTBIAET OTOOp  YYaCTHHKOB  KIHHUYECKOTO
UCCIIeIOBaHMsA, oOOecleynBaeT OKa3aHHEe MEIULMHCKOM IOMOINHM  YYaCTHUKY
KIIMHAYECKOTO MCCIIe0BAHU ~.

45 WccnemoBaTens, COMCCIEIOBATENN MODKHBI 3HaTh U COOJIXOJATh HACTOAIIME
[Ipapuna u uHbBle TpeGoBaHus 3akoHomaTenbcrBa Poccuiickodt PDenepanuu 00
oOpallleHHH  JIeKapCTBEHHBIX  cpeAcTB.  HapyuieHne — HacToAImHX [IpaBwuu,
danscupuKanys pe3ynbTaToOB KIMHMYECKOrO HCCIEHOBaHMA BIEKYT 32 coboii

2 [Mynxr 1 cTateu 40 depepanbHoro 3akoHa ot 12 anpens 2010 r. Ne 61-@3 «O6 06palleHHH IEKapCTBEHHBIX CPENCTR.
B Yacre 2 crarsu 98 denepanbHoro 3akona or 21 Hos6ps 2011 r. Ne 323-®3 «O6 ocHOBaX OXpaHB! 3A0POBhs IPAKIAH B
Poccutickoii denepaumu» (Cobpanue 3akoHonarensctea Poccuitckoi denepaumy, 201 1, Ne 48, cr. 6724).
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OTBETCTBEHHOCTH B COOTBETCTBHH C 3aKOHOIATENBCTBOM Poccuiickoii d)enepaunn“.

46. Hccnenosarens AOJDKEH pacrojiaraTb BpEeMEHEM H pecypcaMy, BKIIOYAs
naboparopud, oOOpyNOBaHME M MEPCOHAT, HEOOXOOUMBIMH [N IPOBEACHUS
KIMHUYECKOTO MCCIIeI0BaHuUs.

47. Ilpu HamuyuM cCOIJIaCHMS YYaCTHMKA KJIHMHHYECKOTO HCCIICIOBAaHUS
HCCeloBaTeNh cOO0IIaeT jleyameMy Bpady YJacTHHKA KIHHHYECKOTO HUCCIEIO0BaHHS
00 y4acTHH NIOCNETHETO B KIIMHHYECKOM HCCJIeIOBAHHH.

48. WccnenoBarens NMPOBOAUT KIMHHYECKOE HCCIIEJOBAaHHE B COOTBETCTBHH C
IPOTOKOJIOM.

HccnenoBarens o00s3aH coOmogarh MPOTOKON, HE MOJDKEH BHOCUTH B HETO
u3MeHeHUs Oe3 pemreHus MuHHCTEpCTBA U OHOOpEHHMS HE3aBHCHMOIO 3THYECKOTO
KOMHMTETa 3a HCKIIIOYEHUEM ClIydaeB, Koraa TpeOyeTcs yCTpaHUTh HEMOCPEACTBEHHYIO
yrpo3y >KM3HHU U (UIH) 300pOBhS YUaCTHHKA KIMHHIECKOT'O HCCIIEJOBAHHUS.

JIto60€e OTKIIOHEHHE OT YTBEPXKIEHHOIO MPOTOKOJa 0GOPMIISETCA JOKYMEHTAIBHO
M B KpaTyailllue CpOKM HampaBiserci ISl pacCMOTPEHHS M COIJIacOBaHUS B
HE3aBUCHMBIH 3TUYECKUIT KOMUTET W OPraHHU3ATOPY KJIHHUYECKOTO HCCIIeIOBaHUA A
COrIaCOBaHHA.

49. UccnenoBarens cOOOIMAET B HE3aBUCUMBIi STUYECKUI KOMHTET:

a) 00 OTKIIOHEHUAX OT MPOTOKOJIA HIH M3MEHEHHSX MPOTOKOJNA, IPOU3BEACHHBIX
A YCTPaHEHHS Yrpo3bl JXKM3HM W (MITH) 3I0pOBbsS YYaCTHHKA KIIMHHYECKOTO
HCCIIeIOBaHMUS;

0) 06 H3MEeHEeHUSX, HEMOCPEACTBEHHO BIMAIOMIMX Ha MpOBENEHHE KIMHUYECKOIo
UccieI0BaHus M (WIK) YBEJTHIHBAIOMIUX PUCK YYACTH B KIIMHHYECKOM HCCIIEA0BAHUMY;

B) 000 BceX HEXeNaTeNIbHBIX pEeaKIUiX, KOTOPBIE SABJIAIOTCS OJXHOBPEMEHHO
CEpPbE3HBIMU U HENpeBUACHHBIMHY,

I') O HOBBIX JaHHBIX, KOTOPEIE MOTYT CBHIETEILCTBOBATh O BO3PAaCTaHUM PUCKa I
YYaCTHUKOB KJIMHMYECKOr'0 HCCJIEXOBAHHSA HMJIA MOTYT HeOJarompHsTHO MOBIMATH HA
X0 KIHHHYECKOTO MCCIIEIOBaHu.

50. HccnemoBarens JOMKEH o00OeCnmeYMTh  INPUMEHEHHE  y4YaCTHHUKaMH
KIMHUYECKOrO0  HCCIENOBAHUS  HCCIENYEMBIX JIEKapCTBEHHBIX IperapaTtoB B
COOTBETCTBUH C MPOTOKOJIOM M COOIOAATh NIPEyCMOTPEHHYIO IPOTOKOJIOM METOMUKY
paHIOMH3alMH (pacHpeneaeHUs] YYaCTHUKOB KITHHUYECKOTO UCCIEAOBAHMUS 110 IPyIIam
JeYeHHUs. WIM KOHTPOJS CIy4aiHBIM 00pa3oM, IMO3BOJISIOMIET0 CBECTH K MHHMMYMY
CYOBEKTUBHOCTh) M 00€CleduTh pacKphITHE KOAAa TOJNBKO B COOTBETCTBHH C
IIPOTOKOJIOM.

Ecnu KIHHHYECKOE HCCIeIOBAaHHE NPOBOAUTCA CIENBEIM METOJ0M HCCIENOBATENb
JOKYMEHTAJIBHO 0QopMIISeT U OOBICHAET OPraHU3aToOpy KIMHHYECKOTO HCCIIeIOBaHUSA
1r060€e MpexIeBpeMEHHOE PaCKpBITHE KOJia HCCIIEAYEMBIX IEKaPCTBEHHBIX MPEMapaToB.

 Mygkr 12 crateu 40 denepansHoro sakona oT 12 anpens 2010 r. Ne 61-®3 «O6 o6pameHny J1eKapCTBEHHEIX CPENICTBY.
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51. HccnemoBaTenb OCYIUECTBASET Y9eT HCCIEAYEMBIX JIEKApPCTBEHHBIX
IpenapaToB ¥ INpenapaToB CpPaBHEHHSA, B TOM YHCJIE BeleT Y4YeT MX NOCTYIUICHHH,
(baKTHYECKOro  HaJWYHs, KOJMYECTBA HCIIOJB30OBAHUA  KaXABIM  YYaCTHHUKOM
KIMHUYECKOT0 HCCIENOBaHHS, YHHYTOXEHHS, a TaKXe BO3BpaTa OpraHU3aTopy
KIHHHYECKOT0 UCCIIENOBaHMUS.

HccnenoBatens MOXeT mepenaTh OOA3aHHOCTH II0 YYETYy HCCIeAyeMBIX
NIEKapCTBEHHBIX TIpENapaToB M IIPermaparoB CpaBHEHHs pabOTHUKY anTe4yHOH
OpraHu3alliy WIH HHOMY JIHILY, HOJKOHTPOJBEHOMY HCCIIEI0BATEIIIO.

3anucy no y4eTy NOJDKHEI BKIIIOYATh B ce0sl aThl, KOJIMYECTBO, HOMepa MapTHi,
cepuil, cpoku romaHocTu (rAe NPUMEHUMO) W YHHKAJIBHBIE KOIBI HCCIELYEMBIX
JIEKapCTBEHHBIX IIPENapaToB U MPEIapaToB CPaBHEHWS W YYACTHUKOB KIHMHUYECKOTO
UCCIIEA0OBAHUSL.

HccnepoBatens OOMKEH BECTH 3aMUCH, IIOATBEPXIAIOIMIME, YTO YYACTHHUKH
KJIMHUYECKOT0 HMCCISAOBaHUS MONydald HCCleXyeMBble JIeKapCTBEHHbIE MpenapaThl U
(unu) npenapaTsl CpaBHEHUS B J103aX M KOJIMYECTBAX, MPEXYCMOTPEHHBIX MTPOTOKOIOM
KJIHHHYECKOTO UCCIICOBAHMS.

52. UccnenoBarens UHGOPMUPYET YHaCTHHKA KIMHHYECKOIO WCCIEIOBAHUS WU
ero 3aKOHHOTO NpeICTaBUTENS:

a) 0 TOM, YTO KIMHHYECKOE UCCIIEHOBAHHE HOCHT SKCIICPHUMEHTAJILHBINA XapaKTep,
y4acTHE JUIa B KIIMHUYECKOM HCCIIEIOBAHUM SBIAETCS NOOPOBOJBHBIM U OHO MOXKET
0TKa3aThCA OT YYaCTHs B KIIMHHUECKOM HCCIICJOBAaHUU B 000K MOMEHT;

6) 0 HenM KIMHAYECKOTO MCCIeAOBaHUSA, €ro MOPOJOJDKUTENBHOCTH M
IpUOIN3UTENHHOM KOJUYECTBE YIACTHUKOB;

B) O BapHaHTaXx JICYEHHUS B MPOLECCE KIMHUIECKOTO UCCIe0BaHUS ¥ BEPOSITHOCTH
CIIy4aifHOro pacrpefieJIeHHs B OQHY M3 IPYTII JICUYCHHS,;

r) O Mpoueaypax KIMHHYECKOTO HCCIIEJOBaHUsA, BKIIIOYas BCE HHBa3sHUBHEBIE
HpOLenypHI;

1) 06 0013aHHOCTAX YYACTHHKA KIIHHUYECKOI0 HCCIIeIOBaHMS;

e) 00 OXHHaeMBIX pHCKe H (WIM) IIONB3€ JUIsi YyYaCTHHKA KIMHHUYECKOro
YICCJIEIOBAHUA, a TaK)Xe, B COOTBETCTBYIOIUMX CIIy4asx, XIS 3MOpHOHa, IJIOAA WK
rpyAaHoro pebeHka;

X) 00 HHBIX, IIOMHUMO IMPEIYCMOTPEHHBIX IIPOTOKOJIOM NpoLEAypax WM METoJaaX
JIEYeHHUS, KOTOPbIe MOTYT OBITh JOCTYTIHBl YYaCTHHUKY KIMHHYECKOrO MCCICHOBaHUA, a
TaK)Ke UX MOTEHIIUATIBHEIX BBITOJE, [T0JIb3€, PUCKE;

3) O KOMIIEHCAlM # (WIM) JIeYeHWH, MOCTYNHBIC YYaCTHHKY KIHHHYECKOIo
MCCIIENOBaHUA B ClIydae NMPUYMHEHHS BpeAa €ro 340pOBHIO B pe3ylibTare y4dacTus B
KITMHHYECKOM HCCIIEIOBAHHH;

H) O IUIAHMPYEMBIX BBIILIATAX YYACTHHKY KJIHMHMYECKOIO HCCIEHOBAaHHA 3a ero
y4acTHe B KIIMHUYECKOM HCCIIEIOBaHUH, €CIIM TAKOBBIE NIPEYCMOTPEHBI,
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K) O IUVIAHUPYEMBIX pacxolaX YYaCTHHMKA KIMHHYECKOTO HCCIENOBAHHS, €CIH
TaKOBBIE OXKHAAIOTCS, CBSI3aHHBIE C €T0 YUaCTHEM B KIIMHHYECKOM HCCJIEIOBaHHH,;

J) O TOM, YTO YYAacTHHK KIMHHYECKOTO MCCIEOOBAHHSA HIHM €ro 3aKOHHBINA
NpeNCTaBUTENb, OJNHCHIBAs HHPOPMAMOHHBIA THCTOK MaliEHTa, AaeT paspelleHue
Ha JOCTyI JIMLY, Ha3Ha4CeHHOMY [UIS MIPOBEACHHUS MOHHTOPHHIA, AayJUTOpPOB,
HE3aBHCHUMBIX JTUYECKMX KOMMTETOB, YINOJHOMOYEHHBIX OpPraHOB K MEIUIIUHCKUM
3alIMCAM YJaCTHHKA KITHHHYECKOTO HCCIIEOBAHMS;

M) O TOM, 4YTO 3allUCH, HUAEHTHOHUUHUPYIOIIHE YYaCTHHKA KIHHHYECKOTO
HccreoBaHus, Oy IyT COXpaHEeHEI B TaifHe, pacKphITHE MX HOIYCKAETCA B COOTBETCTBHU
¢ 3aKoHomaTtensCcTBOM Poccuiickoit ®epepanuu U npu ITyOMUKalyu pe3ynbTaToOB
KIMHUYECKOr0 UCCIIeOBaHUS KOHOUACHIIMATEHOCTD JaHHBIX YYaCTHUKA KITHHUYIECKOTO
HCCle[oBaHUs OYHET COXpaHeHa;

H) O TOM, 9YTO YYacTHUK KIHHHYECKOTO MCCIIEHOBAHMS WM €r0 3aKOHHBIH
IpEeACTaBUTENs OyAeT He3aMeLIUTeNbHO O3HAaKOMJIEH C HOBOM HHQopMauueil,
CoCOOHOW TMOBIMATh Ha €ro JKeJlaHWe IPOJNOJDKATh y4yacTHe B KIHHAYECKOM
HCCIIeIOBaHUY;

0) 0 JNHIax, K KOTOPbIM MOXXHO 00paTuThcs JUIA TOMYYEHHS MOMOIHHTENBHON
HHQOPMALMN O KJIMHUYECKOM HCCIIEIOBAHUH, M MpaBaX yYaCTHUKOB KIMHHYECKOTO
UCCIIeIOBaHuUS;

) 0 BO3MOXXHBIX 0OCTOSTENBCTBAX U (MIIH) MPUYMHAX, 10 KOTOPBIM y4acTHe JIHIA
B KIIMHUYECKOM HCCIICJOBaHIH MOXXET OBITH MPEeKpalieHo.

53. Undopmanus 0 KIHMHHYIECKOM HCCIENOBaHUU JOJDKHA CONEPXKATh KaK MOXHO
MEHbIIe CHEeIHAIBHBIX TEPMHMHOB M OBITH IOHATHA YYAacTHUKY KJIMHHYECKOIO
HCCIIeJOBAaHUS WM €r0 3aKOHHOMY NPEACTAaBHTENIO.

54. WccrepoBatens mepen MNOJIyYeHHEM HHPOPMHPOBAHHOTO JOOPOBOJBHOIO
corjacus JOJDKEH IPEAOCTaBUTh YYacTHUKY KIHMHHYECKOro  MCCle[0BaHUA,
€ro 3aKOHHOMY TMpEACTaBUTENI0 BpeMs, HEo0XoAMMOoe MJisi IPHMHATHA pelIeHHS
00 yJacTHH B KIIMHUYECKOM HCCIIEJJOBAHUH WIIH OTKa3e OT TAKOIo y4acTHs. Y4aCTHHK
KIMHAYECKOr0 MCCeOBaHUS WIM €ro 3aKOHHEIM IpeACTaBUTENb BIPABE MOJyYUThH
UCYEPIBIBAIONINE W JOCTOBEPHBIE OTBETHI Ha BCE BONPOCHI O KIHHHYECKOM
HCCIIEe/IOBaHUH.

55. Ilepen BKIIOYEHMEM €ro B KIMHHYECKOE MCCIEIOBaHHE YYaCTHHK
KIMHAYECKOTO HKCCIIEIOBAaHUA, €ro 3aKOHHBIA IpEeACTaBUTENb JOJDKEH IONMy4HTh
HOAITHUCAHHBIA W NATHPOBaHHBINA 3K3eMIULIP MHGOPMAIMOHHOIO JIMCTKA MAIUeHTa U
HHBIE MaTepHasbl, KacaromHUecs NPOBEACHNs KIMHAYECKOro HMcclefoBaHus. B mepuon
TIpOBEJCHHUs KIMHUYECKOr0 MCCIEIOBaHMs YYAaCTHHKY KIMHHUYECKOTO HCCIIEN0BaHUs
coobmaercs 000 BceX M3MEHEHHSX B JOKYMEHTHl H JaHHBIE KIMHHYECKOTrO
JCCIEeJOBAHHMS, KaCaroNIMecs ero y4acTus B KIIMHUYECKOM MCCIIEI0BAHUH.
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56. B cpok, yCTaHOBIIEHHBIH IIPOTOKOJIOM, HCCIemoBaTesib 00s3aH cOOOLIATH
OpraHu3aTopy KIHHHYECKOTO MCCIENOBaHMs 000 BCeX CEepbe3HBIX HEXEIATEIbHBIX
peaxIyax, 3a UCKIIOYeHHEeM TeX, KOTOphle B IPOTOKOJIEe HIM B OpOIIIOpe ONpeeneHbl
Kak He TpeOyrolue HeMeJJIEHHOTO COOOIeHusI.

Ilocne mepBoro cooOWEHHS O CeprE3HBIX HEXENATENbHBIX  peaKIusaX
UCCIIEOBATeNlb B KpaTdallllie CPOKH INpeACTaBiseT OPraHU3aTopy KIMHHYECKOIro
UCCIIEAOBaHUsT MOApoOHBIM MHUCHMEHHBbIH oT4eT. llepBBIf M MOCIEIYIOIIHUE OTYETH
OOJDKHBI ~ WASHTUQHUMPOBATh YYACTHAKOB  KJIIMHUYECKOTO  MCCIENOBaHMS IO
TIPUCBOCHHBIM UM YHHKQJIBHBIM KOJaM.

57. Ilpu coobmeHHsX O CMEpPTH Y4YacTHHKA KIHMHUYECKOTO HCCIeIOBaHUS
HCclieloBaTeNb 003aH MO 3alpocy OpraHu3aTopa KIIMHUYECKOrO HMCCIIENOBaHHUA,
HE3aBUCHUMOTO STHYECKOT0 KOMHTeTa, MuHuctepcta u (win) DexepanbHoi CiryXObl
mo Hajg3opy B cdepe 3ApaBOOXpaHEHHS IIPENOCTaBUTH JIOOYIO JONIOIHHTENBHYIO
UHQOPMALIUIO OTHOCHTEJIFHO JNAaHHOTO CiIydas, B TOM 4MCJIE MPOTOKOJI BCKPBITHA
H OCMEPTHBIN SITUKPH3.

58. B ciydyae BO3HMKHOBEHHS OINACHOCTH I O>KH3HH, 3JI0OPOBBS Y4YacCTHHKA
KIMHAYECKOrO HCCIE0BaHUS, HCCIeoBaTeNlb 00s13aH MpouH(GOPMHPOBATE 06 3TOM
PYKOBOIUTENS MEOUIMHCKOM OpraHM3allMd U4  OpraHu3aTopa KJIMHHYECKOro
UCCIIENOBaHMsl JIEKApCTBEHHOTO TMpemapata B TedeHMe 24 u4acos. Pemenne o
NPHOCTAHOBIEHAM  KIMHHYECKOTO  HCCIIE[0BaHMS  IPUHMMAIOT  PYKOBOIHTEND
MEIUIHHCKOM OpraHM3auuud ¥ (WIM) OPraHM3aTop KJIMHHYECKOrO MCCIIeN0BaHM ,
pellicHHE O IPEKPAlIeHHH TaKOro MHCCICHOBAHHA NPUHUMAET YIOJHOMOYCHHBIH
denepanbHEI OpPraH HCIOJHWTENBHOH BIAaCTH HA OCHOBAaHMA COOOIICHHMA B
JMCHMEHHOM (opMe PYKOBOAUTENS MEAMUUHCKOM OpraHu3allid WK OpraHH3aTop
KJIMHUYECKOTO UCCIIE0BaHMS.

[Ipy JOCPOYHOM IpEeKpallleHNd KIMHHYECKOrO HCCIIEOBAHMSA HIH  €ro
TIPHOCTAHOBJIEHMH MCCNeoBaTeNb W (MIM) MEIMIMHCKAs OpraHu3alus, B KOTOPOH
IIPOBOJIAIOCH KJIMHHYECKOe HCCJIeIOBAHMUS 00s13aHBI HEe3aMeNUTENbHO
HHGOPMHPOBATh  YYACTHHKOB  KJIMHHYECKOTO HCCIENOBaHHUs, OOECHCYMTh UM
HeoOXoAMMOe JieueHMe W HaOiofeHwe, NpoMHGOOPMUPOBaTH  OpPraHU3aTOpa
KJIMHAYECKOTO MCCIENOBAaHM, HE3aBUCHMBIH 3THYECKHI KOMHUTET ¢ NPENOCTABICHHEM
NOAPOGHOro NMCHMEHHOTO OOBACHEHMS NPMYMH IPHOCTAHOBIICHUA WM MPEKpaICHU
KJIMHIMYECKOr'0 UCCIIEI0BaHMA.

59. Uccnenosartenb obecrnednBaeT IOJHOE U AOCTOBEPHOE BEACHHE NOKYMEHTOB
KIMHAYECKOTO HCCIEeJOBaHUsd, BKJIOYas 3anmucd Ha OyMaXKHbIX, 3ICKTPOHHBIX,
MAarHUTHBIX MM OITHYECKUX HOCHUTEJIX, CKAHOIPaMMEBI, PEHTTCHOBCKME CHHMKH,
3IIEKTPOKAPIUOrPaMMBI, KOTOPHIE OINHMCBHIBAIOT METOJBI, OpraHM3aluio H (unn)
pe3yJIBTaThl KIMHHYECKOIO MCCIIEIOBAHUS.
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60. XpaHeHue [OOKYMEHTOB KJIHMHHYECKOTO UCCIENOBAaHUS OCYILIECTBISETCA
MEIUIIMHCKON OpraHu3anueil B COOTBETCTBUY C YCIOBHUSIMHU JI0r0BOPA, 3aKIFOYEHHOIO €
OpraHM3aTOPOM KJIMHWYECKOTO WCCIENOBaHUSA, WM €CId JaHHOE YCJIOBHE He
OTOBOPEHO, Kak IpaBWJIO, B TEYEHHUE [ABYX JIET IOCJE FOCYJapCTBEHHOH PErucTpaluy
JeKapCTBEHHOTro Tmpemapata B Poccuiickoit ®@epepamuu WIM  OQHLIUAIBHOTO
MpeKpalleHUs KIIMHUYECKOH pa3padOTKU UCCIIedyeMOoro JeKapCTBEeHHOTO IIpernapara.

61. Ilo 3aBepiieHUH KIMHUYECKOTO UCCIIEJOBaHMs HCCIIefioBaTelb coo0ImaeT 06
5TOM PYKOBOIWTENI0 MEJULMHCKON OpraHu3aluy, IIOATOTABIUBAE€T OTYET B
COOTBETCTBUM C TpeOoBaHWSAMH NyHKTA 9 HacTosmux [IpaBun W mpencTaBiser ero
OpraHM3aTOPY KIMHUYECKOTO MCCIENOBAaHUSA U B HE3aBUCUMBIN 3TUYECKUH KOMHUTET.



