3aperucTtpupoaHo B MuHiocte Poccun 23 asrycta 2016 r. N 43357

MWHUCTEPCTBO 3[PABOOXPAHEHUA POCCUNCKOW ®EOEPALIA

NMPUKA3
ot 1 anpens 2016 r. N 200H

OB YTBEPXXAEHUW NPABUN HAQNEXALLEN KITIMHUYECKOW NPAKTUKN

B cooteetctBUM € nyHKTOM 18 cTaTthm 5 depepanbHoro 3akoHa ot 12 anpens 2010 . N 61-®3 "O6 obpalieHuu
nekapcTBeHHbIx cpencts" (CobpaHue 3akoHopgaTtenscTBa Poccuiickon ®enepaumm, 2010, N 16, ct. 1815; 2012, N 26, cT.
3446; 2013, N 27, c1. 3477; 2014, N 52, cT. 7540) 1 nyHkTOoM 5.2.155 lNonoxeHns o MMHUCTEPCTBE 30paBOOXPaHEHUS
Poccunckon ®egepaunn, yTBepXaeHHOro nocraHosneHvem lNpasutensctea Poccuiickon ®enepaumm ot 19 noHs 2012 r.
N 608 (CobpaHue 3akoHopatenbctBa Poccunckon Pepepaumm, 2012, N 26, ct. 3526; 2015, N 23, ct. 3333),
npuKasbIBalto:

1. YTBepauTb npunaraemsole NpaBuna Hagnexaluen KNMHUYECKON NpaKkTUKn.

2. YCTaHOBUTb, 4TO I'Ipanma Hagnexawen KnMHU4ecKom NPaKTUKK, yTBEepXAEeHHble HaCTOoALKMM MNPUKa30oM,
pacnpoCTpaHAKTCA Ha NPaBOOTHOLUEHMA NO NpoBeAEHUIO KIMMHUYECKNX nccrnegoBaHumn N1IeKapCTBEHHOro npenapara gna
MeONLMNHCKOIo npuMeHeHua, 3adaBleHna O Bbladve paspemeHMﬁ Ha npoBedeHne KOTOopbIX nodaHbl B YCTAaHOBJIEHHOM
nopaAgke nocne BCTynrieHna B CUIy HacTosALlero npunkasa.

3. MpusHatb yTpatmBwunm cuny npuka3 MuHucTepcTBa 3gpaBooxpaHeHust Poccuiickon depepauuym ot 19 mioHs
2003 . N 266 "O6 ytBepxgeHuu [MpaBun KnMHWYeckon npakTnkn B Poccuiickon ®egepaumn” (3apermctpupoBaH
MuHucTepcTBom toctuummn Poccuiickon ®epepaumm 20 nioHa 2003 r., permctpaumoHHbin N 4808).

Bpro MuHuctpa
N.H.KATPAMAHAH

YTBEpXOeHb!

npukasoMm MuHUCTEpPCTBA 30paBOOXPaHEHUS
Poccuinckon deaepauum

ot 1 anpensa 2016 r. N 200H

NMPABUNA HAONEXALLEW KMTUHUYECKOW NMPAKTUKU
|. ObLwue nonoxeHus

1. Hactoswwme lMpaBuna Hagnexallen KNMHUYECKON npakTuku (aanee - [paBwuna) perynupyloT OTHOLLUEHUS MO
NNaHUpOBaHWMIO, OpraHuM3aLuu, NpoBeAEHU, MOHUTOPUHIY, ayaouTy, OOKYMEHTUPOBAHUIO KIMHUYECKUX WUCCreLoBaHui
NeKkapCcTBEHHbIX MpenapaTtoB ANs MEeOMLUHCKOro NpYMeHEeHWst (ganee COOTBETCTBEHHO - KNMMHMYECKOE MCCregoBaHue,
NEKapCTBEHHbIN MpenapaT) C ydYacTMeM 4YeroBeka B KayecTBe CyObekTa KMMHUYECKOro WCCNedoBaHWUs, aHanusy wu
npeacTaBneHnio pesynsTaTtoB KNMHUYECKUX MCCNEAoBaHMN, obecnevvBaloLine rapaHTuUio AOCTOBEPHOCTM U TOYHOCTU
MOMyYEeHHbIX AaHHbIX U MNpeACTaBMneHHbIX pesynbTaToB, a Takke 3aluuMTy npas, 340POBbs UM KOHPUAEHUWANbHOCTU
nepcoHanbHbIX AaHHbIX YYACTHUKOB KITMHUYECKOIO NCCNenoBaHus.

2. Ons uenen Hactosiwmx lMpaBun NpUMEHSOTCA TEPMUHBI U onpedeneHusl, ucnosnbdyemble B PenepanbHoOM
3akoHe oT 12 anpensa 2010 r. N 61-03 "O6 obpaleHnn nekapcTBeHHbIX cpeacTB” <1> (ananee - ®enepanbHbI 3aKOH
"O6 obpalleHn NekapCTBEHHbIX CPeacTs”).

<1> CobpaHue 3akoHogaTtenbctBa Poccunckon degepauuu, 2010, N 16, ct. 1815; N 31, cT. 4161; N 42, cT. 5293;
N 49, cT1. 6409; 2011, N 50, cT. 7351; 2012, N 26, cT. 3446; N 53, cT1. 7587; 2013, N 27, cT. 3477; N 48, cT. 6165; 2014, N
11, cT. 1098; N 43, c1. 5797; N 52, cT. 7540; 2015, N 10, cT. 1404; N 27, cT. 3951; N 29, cT. 4359, cT1. 4367, cT. 4388; N
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51, ct. 7245; 2016, N 2, ct. 325; N 9, cT. 1268; N 23, cT. 3287.

3. OGbEeKTOM KIIMHWYECKOTO WCCIeaoBaHus SIBMsieTcsl NekapcTBeHHas dopma apMakonorMyeckn akTUBHOMO
BewecTBa unu nnauebo, u3yyaemble UMM UCMONb3yeMble [ON1i KOHTPOMNS B KIMHWYECKOM WCCrnedoBaHuK, Wnu
3aperncTpupoBaHHbIi  NeKapCTBEHHbIN MpenapaT Ans MEeAMUMHCKOro NpYMeHeHuss B criydae, ecnu cnocob ero
NMPUMEHEHMS OTNINYAETCA OT YTBEPXOEHHOro (B pamkax npoueaypbl rocyAapCTBEHHOW pernctpaumun), a Takke npu ero
UCMONb30BaHMM MO HOBOMY TOKa3aHWIO WNU Anfst NMONyYeHUs OOMOMHUTENBbHON MHGOopMauuM Mo yTBEpXKAeHHOMY
nokasaHuio (ganee - wuccredyembli JleKapCTBEHHbIA npenapaT). Mccrnegyemble nekapCTBEHHble MNpenaparbl
NPUMEHSAIOTCA B COOTBETCTBUM C YTBEPXOEHHbIM (B paMKax Mpouedypbl MOMy4YeHUs paspelleHns Ha npoBedeHue
KIMMHUYECKOro UccrnegoBaHmsl) NPOTOKONOM KITMHUYECKOro UCCreaoBaHus.

O6palueHrne wuccregyemblX FeKapCTBEHHbIX NpenapaToB OCYLUECTBMASETCA B COOTBETCTBMM C MNpaBuiamMu
Hagnexawen npou3BOACTBEHHON MNPakTUKM W NpaBuiiaMu Hagnexawen npakTUKM XPaHEeHUS U NepeBO3KU
nekapcTBEHHbIX NpenapaToB <1>.

<1> MNyHkT 18 cTtatbm 5 ®enepanbHoro 3akoHa ot 12 anpensa 2010 . N 61-®3 "O6 obpalleHnn nekapcTBEHHbIX
cpencrte".

4. KnunHunyeckoe wnccrneqoBaHMe MNpoBOOUTCA B OTHOWEHWW U3M4eckoro nuua (nauueHta unm 300poBOro
AobposonbLa), NPMHUMAaOLEro ydacTue B KIIMHUYECKOM UCCNeaoBaHUM B COCTaBE IPynmbl, NOMyYaroLwen ncernenyemoii
NekapCcTBEHHbIN npenapart, Mo B COCTaBe KOHTPOSbHOW rpynmbl (fanee - y4aCTHUK KITMHUYECKOro NCCneaoBaHus).

Kaxabin Y4YaCTHUK KITMHUYEeCKOro nccrieqoBaHmna nocre nony4veHunsa VIHCpOpMaU,VIVI O KInMHM4YeCKoM unccreaosaHnm n
A0 Ha4dala npoBeaeHnd KInnHn4eckoro nccnegosaHnAa gaet ﬂ,O6p080ﬂbHoe cormacue Ha y4actme B TaKOM KITMHUYEeCKOM
nccnegosaHuUM nocpeancTtesomM nogrnmncaHmna I/IHq’)OpMaLI,VIOHHOFO JNINCTKa nauuneHTa.

Cornacune Ha yqyactne B KIMMHMYECKOM WUCCnenoBaHNUM MOXET OblTb OaHO 3aKOHHbIM npeacraBuTenem <1>
y4aCTHMKA KIMMHNYEeCKOro nccnenoBaHuA.

<1> B OTHOLLEHMM NnLa, yKasaHHOro B Yactu 2 ctaten 20 degepanbHoro 3akoHa ot 21 Hosiopa 2011 . N 323-93
"O6 ocHOBax oOxpaHbl 300poBbsi rpaxgaH B Poccuiickon Pepepaumn” (CobpaHve 3akoHopaTensctBa Poccuiickon
depnepauun, 2011, N 48, cT. 6724; 2013, N 48, cT. 6165).

5. KnuHunuyeckoe wnccnegoBaHWe neKapCTBEHHOro npenapara NPOBOAMTCSA Ha OCHOBaHMM paspelleHust Ha
npoBeAeHNe KINMHUYECKOTO WMCCRefoBaHus, BblgaHHOro MuHucTepcTBOM 3apaBooxpaHenus Poccuinckon denepaunmn
(npanee - MUHUCTEPCTBO) MO pesynbrataM 3SKCMepTu3bl JOKYMEHTOB A1l MONTyYeHUs paspelleHus Ha npoBefeHue
KIMHNYECKOro UccrnefoBaHUs U 3TUYECKOW 3KCNepTu3bl, NpedyCcMOTpeHHbIX cTtaTber 39 depepanbHoro 3akoHa oT 12
anpens 2010 r. N 61-93 "O6 o6palLeHnM nekapCTBEHHbIX CPEACTB".

6. OkcnepTusa [OKYMEHTOB, YKasaHHbIX B MyHKTe 5 HactoAwwmx [MpaBun, gns nonydeHus paspelleHus Ha
npoBefeHne KIMHUYECKOro UccrnenoBaHust NekapCTBEHHOro npenapaTta NpoBoauTca defeparnbHbiM rocyaapcTBEHHbIM
BIOMKETHBIM  yYpexaeHVeM Mo MNPOBEAEHUI0 3KCNepTU3bl NeKapCTBeHHbIX cpeactB <1>, aTmyeckas aSKcnepTusa
ocyulectansierca CoBETOM MO 3TUKE <2>, <3>,

<1> lMpuka3s MuHucTepcTBa 3gpaBooXpaHeHnsa n coumanbHoro Poccuiickon ®epepaumm ot 26 asrycta 2010 . N
750H "OO6 yTBEPXAEHUN NPaBWM NPOBEAEHUST IKCMEPTU3bI JIEKAPCTBEHHbIX CPEACTB ANA MEOULUHCKOTO MPUMEHEHUS U
opMbI 3aKMOYEHNA KOMUCCUKM 3KcrepToB" (3apernmctpupoBaH MuHuctepcTBoM tocTuumm Poccuinckon depepaumm 31
aBrycta 2010 r., peructpaumoHHbin N 18315) ¢ n3MeHeHWAMMU, BHECEHHbIMU npukasamu MwuHucTepcTBa
3gpaBooxpaHeHns Poccuiickon ®epepaummn ot 13 gekabps 2012 r. N 1041H (3apernctpupoBaH MuHMCTEPCTBOM
toctuumun Poccunckon ®epepaumm 10 anpensa 2013 r, peructpaumoHHbin N 28082), ot 3 anpens 2014 r. N 152H
(3apernctpuposaH MuHnctepcteoM toctuumn Pocecuinckon ®egepauun 10 uioHs 2014 1., pernctpauuorHsii N 32648).

<2> [pukas MuHncTepcTBa 3gpaBooxpaHeHns u coumnansHoro Poccuiickon ®epepaunn ot 26 asrycta 2010 . N
753H "O6 yTBEpXAEHMM MNOpsiAka OpraHM3auun U MPOBEAEHMS STUYECKOM SKCMEepTU3bl BO3MOXHOCTM NPOBEOEHUS
KNMMHMYECKOTO WCCNeaoBaHMs JNeKapCTBEHHOTO Mpenapata Ans MEOULUHCKOrO MPUMMEHEHMS U POpPMbl 3aKIOYEHMWS
coBeTa no atuke" (3apervctpupoBaH MwuHucTepcTBoM toctuuumn Poccuiickonn ®Pepepaumm 31 asrycta 2010 r,
pernctpaumoHHbin N 18303).

<3> Tlpwuka3 MwuH3gpaBa Poccum ot 29 Hosibpa 2012 r. N 986H "O6 yTtBepxaeHun lMonoxeHus o CoseTe no
aTuke" (3apeructpuposaH MuHuctepcTeoM toctuumm Poccuiickon ®epepauuun 7 cdespansa 2013 r., peructpaumoHHsin N
26897).
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7. KnuHnyeckoe nccnegosaHue npoBOANTCA B COOTBETCTBUM C MPOTOKOJIOM KITMHNYECKOro nccregosaHuA (p,anee -
ﬂpOTOKOJ’I), KOTOprIZ COOEPXNT, B TOM 4HUcCne:

1) Ha3BaHuWe nMnpoToKona, I/ID,eHTVI(bI/IKaLI,VIOHHbII?I HOMEp npoToKoMa W p[aty yTBepXOeHUA OopraHn3atopom
nccregoBaHuA. HoBble BepCnn nNpoToKona MMerT HOMEP BepCun n garty, nonpaBkM K NPOTOKOIy - HOMEpP nonpaBku U
nary;

2) HauMeHOBaHWe W ajpec opraHusauuu, OCYLECTBMAILWEN opraHu3auuio npoBeAeHUs KIMHUYECKOro
nccnegoBaHns U OCYLLIECTBASIOWEN MOHUTOPWHT (€CMW OHW pasnnyHble);

3) cdhamunuio, UMsa, OTYECTBO (MPU HanMU4MM) U OOMKHOCTb NWLA, YNONHOMOYEHHOIro OT UMEHW OpraHv3auuu,
OCYLLECTBMAOLLEA OpraHU3aLmnio NPOBEAEHUS KIMHUYECKOro WCCreaoBaHusl, MoanucbiBaTb MPOTOKOM W MOMPaBKU K
MpoTOKOny;

4) amunuio, Uma, OTYECTBO (NPWU HanNUuMM), OOIMKHOCTb, agpec U Homep TenedoHa MELMLMHCKOro aKcnepTa
OaHHOTO KITMHWYECKOro UCCregoBaHusl, Ha3Ha4YeHHOro opraHuW3auuven, OCYLLEeCTBMSIOWEN OpraHu3auuio npoBedeHUs
KNMHWUYECKOTO NCCNEeOBaHNS;

5) chamunuio, Mmsi, oT4yecTBO (MpPWU HanMUuMM) U OOMMKHOCTb WCCReqoBaTens, OTBevYalollero 3a npoBedeHue
KIMMHUYECKOro MCCIeaoBaHus, a Takke agpeca U HoMmepa TenedoHOB KIMHUYECKUX LIEHTPOB;

6) bamunuio, nmMs, oT4ecTBO (MPY HanUumMmM), OOMMKHOCTb, aApec U Homep TernedoHa Bpaya, OTBEvalollero 3a
NPUHATUE peLLeHUiA MEOULIMHCKOIO XapakTepa (ecnv JaHHoe NULO He SIBNAeTCs UccrneaoBartenem);

7) HanmMmeHoBaHUA N agpeca KIMMHUYeCKUnX na60paTopM|7| n opyrux MeamunHCKux un (I/IJ'IVI) TEXHUYECKNX CJ'Iy)K6 n
OpFaHM3aLI,VIl7I, NPpMHMMaKLWKX y4acTue B KIMHNM4YECKOM UccnenoBaHnu,

8) obocHoBaHWE KIMHUYECKOro UCCredoBaHuUsl, BKIoYatoLLee:
a) Ha3BaHVe ¥ on1caHne UCCreayeMbIX 1eKapCTBEHHbIX NpenapaTtoB (BkIovyasi nnauebo v akTUBHbIA KOHTPOSb);

6) CBOOHOE U3MNOXEHWEe pPe3ynbTaToB AOKIMHUYECKUX UCCRedoBaHUiA N KIMHUYECKUX UCCIeqoBaHui (ecrnv paHee
MpOBOAMIUCE) UCCIeayeMbIX NeKapCTBEHHbIX NpenapaTos;

B) KpaTkoe onuncaHne Wun3BeCTHbIX U MNOTeHUMarnbHbIX PUCKOB W MNMOJIb3bl MNMpUMMEeHeHUa wucciegyemoro
NNIeKapCTBEHHOro npenaparta onda y4aCTHUKOB KITMHUYECKOro nccrenoBaHus;

r) onncaHue n oGocHoBaHWe cnocoba BBeeHUs!, JO3VMPOBKU, PeXXMMa A03MPOBaHUS U Kypca JeYeHust;

,D,) YKasaHne Ha TO, 4YTO KIIMHM4YeCKoe wuccriegosaHue 6yqu npoBoAnTbCA B COOTBETCTBUM C MNPOTOKOJIOM
KIMMNMHNYECKOIro nccnegosaHnAa n HaCTtoAWnMMn I'IpanmaMM;

€) onuncaHve ccrneayemon nonynaumy;

X) CCbIMKW Ha NUTepaTypHble UCTOYHWKM M OaHHble, UMelolue 3HadYeHne ONs KNMHUYECKOro UCCrenoBaHus U
npeacTasnsolme coboit 060cHOBaHNE KNMHUYECKOro UCCNEenoBaHus;

9) uenu 1 3agayvn KIMHUYECKOro UCCNeaoBaHus;
10) onucanue obLiero nnaHa (gnsanHa) KNMHUYECKOro MCCNeqOBaHNS, BKIOYaIOLLErO:

a) yka3aHuMe OCHOBHbIX W [AONOMHMUTENbHbLIX (NPW HanNWyuu) uccregyemblx napameTpoB, KoTopble OyayT
OLEHUBATLCS B XOA4€E KMMHUYECKOTO UCCNEAOBAHNS;

©) onucaHue Tuna Am3anHa NPOBOAUMOIO KIIMHWUYECKOrO uccrnegoBaHusa (OBorHOe cnenoe, nnauebo-
KOHTpONMpyemoe, napannenbHoe W WHble BWAbl MCCNEegoBaHUM) M rpaduMyeckyto cxemy [AmusarHa KIUMHUYECKOro
nccrnenoBaHus, Npoueayp v 3TanoB KMMHUYECKOro UccrefoBaHus;

B) onncaHne Mep, HanpaBneHHbIX HA MUHUMU3ALMIO, UCKIOYEHNE CYOBbeKTUBHOCTM, B TOM YMCIE paHOOMM3aLMM,
cnenoro meTtoga (MackMpOBKM) - MeToda, MpU NPUMEHEHWW KOTOPOrOo OAHOW MIIM HECKOMbKMM y4acTBYyKOLUM B
KITMHNYECKOM WCCMNefoBaHMM CTOPOHaAM HEW3BECTHO, KaKoe JleYeHMe Ha3HaA4YeHO YYaCTHUKY KIMHUYECKOro
uccnegoBaHusa (NPOCTOM cnenow MeToq npefycMaTpuBaeT HEOCBEAOMMNEHHOCTb YYACTHUKOB KITUMHUYECKOro
NUCcneaoBaHUA O HasHa4YeHHOM MM BuAe NeyeHus, ABOMHOW cnemnov MeTon nogpasymeBaeT HeOCBEeOOMIEHHOCTb O
Ha3Ha4eHHOM MM BUAE NeYEHUs Y4aCTHMKOB KIMHMYECKOrO UCCNEeaoBaHUs, UccregoBaTenemn, U, B HEKOTOPLIX Cry4vasix,
NN, BBIMOSMHSAILWMX CTAaTUCTUYECKY0 06paboTKy AaHHbIX);

I') onucaHme wucnornb3yemMoro B KIMHUYECKOM UCcrneaoBaHUn rnedeHud, OOo3MpoBOK U CXeMbl NpuUMeHeHUdA
nccrnegyemMbolxX nekapCTtBeHHbIX npenapartoB, onncaHne ﬂeKapCTBeHHOVI (*)OprI, YNakKoOBKU N MAapPKMPOBKU UCClenyeMblixX
JNEKapCTBEHHbIX NMpenapaTtos;



[1) MPOMOMKMTENBHOCTL Y4acTUsi MaUMEHTOB WM 300POBbIX O06POBOMbLLEB B KMMHWUYECKOM WCCMNEaoBaHUM,
onucaHve nocrnenoBaTeribHOCTM U NPOAOIHKUTENBLHOCTM BCEX MNEpMOOOB KMUHUYECKOTO WCCMEAoBaHUs, B TOM 4uchne
nepvioaa nocneayoLlero HabnoaeHNs, eCnm TakoBOW NpeayCMOTPEH;

e) onncaHume npasujyl OCTaHOBKA YacTen KIIMHMYECKOro mccnegoBaHus u (VIJ'II/I) KIMNHNYECKOro mnccneanoBaHna B
Lenom, KputepumeB UCKINoYeHNAa Ona otaenbHbIX YH4aCTHUKOB KIMMHUYECKOro nccrieqoBaHus;

)K) onucaHne npouenypbl y4eta nccnegyemMblixX nekapCrtBeHHbIX npenapaTtos, nnaue6o n npenapaTtoB CpaBHEHUA;
3) onucaHue cnocobos XpaHeHUd paHOoOMU3alMOHHbIX KOOO0B U npouenypbl NX pacKpbITUA;

M) nepeyeHb AaAHHbIX, PErMCTPUPYEMbIX B WHOMBWUAYArbHON perucTpaunoHHoin kapTe (6e3 npegBapuTerbHOw
3anuncy B NMCbMEHHOM WUIN 3N1IEKTPOHHOM BUAE) U paccMaTpMBaeMbIX B KAYeCTBe NepBUYHbIX AaHHbIX;

11) Kputepumn BKIo4YeHna y4aCTHUKOB B KIMMHUYECKOE UCCrenoBaHne;
12) KpUTepmn HEBKIMIOYEHUA YH4aCTHUKOB B KITMHNYECKOE UccnegoBaHne;

13) KpUTEPUM UCKITHOYEHNST YYACTHUKOB M3 KIMHUYECKOIO MCCREAoBaHUsi (OCHOBaHUS NMpeKpaLleHns NpYMEHEHUs
nccrneayemoro NekapCcTBEHHOTO npenapara, Uccrneayemoro fedeHust);

14) cBedeHnAa O BCexX UCNOoJIb3yeMbIX B KIMMHUYECKOM UCCnegoBaHUKM JIEKApPCTBEHHbIX npenapartax, BK4Yada UxX
Ha3BaHuA, OO03UPOBKKW, 4YacToTy npuema, nytm u crnocobbl BBeOEHUS, NpoAOJIKUTENBbHOCTL J1e4eHuA, nepuogbl
nocnenywouiero HabnoaeHns ans Kaxaon rpynnbl y4aCTHUKOB KIMMHUYECKOro nccrnenoBaHund, ceeeHna o paspelleHHbIX
ona npuMeHeHua ydYacCTHUKamMu KIMHUYeCKOro uccnenoBaHUA JeKapCTBEHHbIX npenaparax (BKJ'IIOLIaH HEOTI10XKHYO
Tepanmo) N 3anpeleHHbIX Ona npuMeHeHuna 0o U (I/IJ'II/I) BO BpeMdA KIMMHUYEeCKOro uccriegoBaHuAa nekapCTBeHHbIX

npenapartax, crnocobax KOHTPONs 3a COOMoAeHVMEM YYacCTHUKaMK KIMHWYECKOro WCCRedoBaHUs YCIoBWUM Mpuema
NeKapCTBeHHbIX Npenaparos;

15) nepeyeHb napamMeTpoB 3PPEKTUBHOCTM WCCIEQYEMOrO JeKapCTBEHHOrO npenapata M MeTodbl, CPOKM
NpOBeOEHNS OLEHKM, pErMCTpaLIMM U aHanu3a napameTpoB 3EKTUBHOCTM NIeKapCTBEHHOIO Npenapara;

16) nepeyeHb napameTpoB Ge3onacHocTn ncenegyemoro JiekapCrtBeHHOro npenaparta u“ Metogbl U CPOKU
npoBegeHmna oueHKU, perucTtpaunn n aHann3a napameTpoB ©e3onacHocTn ncernenyemoro riekapCTtBeHHOro npenapara,

17) Tpe6OBaHI/IFI K OT4yeTam, npouenype peruncrtpaumn u COOOLWEHNAM O HexenaTemnbHbIX SABMEHUSAX U
MHTEPKYPPEHTHbIX 3aboneBaHusix;

18) MeToa WM NpoAOJIXUTEINTbHOCTb HabngeHns 3a y4YaCTHMKaMn KIMMHNYECKOro uccrnenoBaHnAa nocne
BO3HUKHOBEHUS HEXeNnaTenbHbIX SBMEHNN;

19) onucaHne CTaTUCTUYECKUX METOAO0B KIIMHNYECKOrO UCCNEAOBAHMS, BKIIOYAOLWMX, B TOM YUCTE:

a) CPOKN NPOBEAEHMS MPOMEXKYTOUYHOTO aHanNM3a;

©0) NnaHnpyemoe KOnmyecTBO Y4aCTHMKOB KITMHMYECKOrO UccnegoBaHus ¢ obocHoBaHMEM pa3Mepa BblGOpKu;
B) MPUMEHSIEMbIN YPOBEHb 3HAYUMOCTM KIMHUYECKOTO UCCIEA0BaHWS;

r) KpUTEPUM NPEKPALLEHUS KIIMHUYECKOTO UCCreqoBaHus;

) npouenypbl ydeTa OTCYTCTBYIOLLMX, HE Noanexalumx aHannay n COMHUTENbHbIX AaHHbIX;

e) npoueaypbl coobLleHnst 0 NobbIX OTKMOHEHUSIX OT NepBOHAYanbHOro CTaTUCTUYECKOro NnaHa (BCe OTKIMOHEHUS
OT NepBOHaYarnbHOro CTaTUCTUYECKOro MraHa OnucbiBaloTcA M 0B6OCHOBbLIBAKOTCA B MPOTOKONE U (Unun) drHanLHOM
OTYeTe O KIMMHUYECKOM UCCrneaoBaHumn);

X) npouegypbl oTbopa y4aCTHWMKOB KIMHWMYECKOrO WCCrenoBaHWs ANnd aHanu3a (BCe paHAOMM3UPOBaHHbIE
YYaCTHUKUN KNMHUYECKOTO NCCenoBaHusl, BCE Y4aCTHUKM KITMHUYECKOro UccrnenoBaHnst, NomnyyYmeLUME XOTS Obl 0O4HY A03Y
nccrneayemoro fiekapcTBEHHOrO npenapaTta, BCE Y4YacCTHUKWM, COOTBETCTBYIOLUME KpUTEpUsM oTOopa, Y4YacTHUKM
KMMHUYECKOro UCCNeaoBaHmsl, 4aHHbIE KOTOPbIX NPUIroAHb! ANS OLEHKM, MHbIE KaTEropun y4acTHUKOB);

20) onucaHue feNcTBUIA MO KOHTPOSO KadecTBa U 06ecneYeHnto KavecTBa;

21) onncaHme 3TUYECKMX acneKTOB KITMHUYECKOro NCCeaoBaHus;

22) onucaHue paboTbl C AaHHBIMU U BEAEHMIO 3anuncen;

23) onucaHune nopsdaka C*)VIHaHCI/IpOBaHI/IFl KIMNMHUYECKOoro nccrnenoBaHna U cTtpaxoBaHNA y4aCTHUKOB KITMHUYECKOro



nccrnefoBaHus;
24) ykasaHue Ha BO3MOXHOCTb Ny6rnvkauum pe3ynstaTtoB KIIMHUYECKOro UCCredoBaHus.

8. CBOOHOE M3NOXeHMe pes3ynbTaToB AOKIMHUYECKUMX W KIMMHUYECKUX WUCCReLoBaHWiA npuBoguTcs B Gpolutope
nccnegoBarens (ganee - 6pollopa), cogepkallen, B TOM Yncne, crieqyowme CBeaeHus:

1) HaumeHoBaHVe opraHusaummn-paspaboTunka nekapcTBEHHOro npenaparta, HoOMep KNMHUYECKOro NCCneaoBaHus,
XMMUYecKoe, MexayHapodHOe HenaTeHTOBaHHOe, PYNnMpPOBOYHOE W TOProBOE€ HaMMEHOBAHUSA NeKapCTBEHHOro
npenaparta, AaTy coctaBneHus 6poLutopbl, HOMep Bepcun GpoLutopbl, HOMep 1 AaTy npeablayLlen pegakumm 6poLuiopsl,
a TaKke yBedOMIEHME O KOH(PMAEHUManbHOCTU codepxallencs B Hern MHOopMauuu, ykasbiBaeMble Ha TUTYNbHOM
nucte GpoLuopsl;

2) KpaTkoe pestoMe 0 PUINYECKUX, XUMUYECKNX, hapMaLeBTUYECKMX, hapMaKonormyeckmnx, TOKCUKONOrm4eckux,
dhapMakoKMHETUYECKMX, METabonMyYecknx u KIMHUYECKUX CBOMCTBaX WCCReQyeMoro JiekapCTBEHHOro mnpenapara,
COOTBETCTBYIOLLUX CTaguM KIMMHUYECKON pa3paboTku MccregyeMoro nekapCTBEHHOro npenapara, obocHoBaHWe Ans
N3y4YyeHnst MCCNEedyeMOro JieKapCTBEHHOTO Mpenaparta, ero oXuaaemble NpodunakTudeckne, TepaneBTUdecKkue unm
ONarHocTnyeckme nokasaHusl, obLmMi NOAXOL K OLIEHKE MCCreQyeMoro fiekapCTBEHHOMO Npenapara;

3) onucaHne U3NYECKMX, XUMUYECKUX U (hbapMaLeBTUYECKNX CBOWCTB U NeKapCTBEHHON hopMbl MCCreayemMoro
rniekapCTBEHHOro npenaparta, ero KOMMOHEHTOB (BKIOYAash XMMUYECKMe U (Mnun) CTPYKTYpHble chopmynbl), o6ocHOBaHMe
(Mpu HeoBX0AMMOCTKM) COCTaBa NeKkapCTBEHHON (PopMbI, BKINOYAs BCMOMOraTenbHble BELEeCTBa;

4) pesynbraTtbl JOKITMHNYECKNX nccnenoBaHuin cbapmakonormqecmx CBOWCTB, TOKCUYHOCTH, (bapMaKOKI/IHeTI/IKVI n
metabonuama ncerneayemoro nekapCcTteBeHHoro npenaparta, ¢ onmcaHmnem, B TOM Hucne:

a) NCMNONb30BaHHbIX BUOOB XMBOTHbIX, X KONIMYECTBO M NOM B KaXaomn rpynne;
6) €ANHNL n3MepeHna 003bl, KpaTHOCTU U NYyTU BBEOEHUA, ONMNTENTbHOCTU KypCa BBeeHUA,

B) CMCTEMHOrO pacrpeaerneHuns, NpoAoMKUTENBHOCTM NOCMeayoLWero HabnioaeHns nocne OKOHYaHWUs BBeOeHUs
nekapcTBEHHOro npenapara;

F) Xapaktepa U 4acToTbl cbapmakonormqecmx NN TOKCUYECKUX Sd)d)eKTOB, NX BbIPpa@XEeHHOCTU WU CTENEHU
TAXECTN, 10303aBUCNMOCTH Sd)d.)eKTOB, BpemMeHn 00 HaCTynneHua, O6paTI/IMOCTb, NpPOoAOINKUTENbHOCTb Sd)d)eKTOB;

) BOKNMHUYecKon hapmakonoruu;

e) hapMakoKMHETUKWN, MeTabonmuama W pacnpeneneHns WUCCregyeMoro rekapCTBEHHOro CpeacTBa B TKaHAX
KMBOTHBIX BCEX BMOOB, Ha KOTOPbIX MPOBOAMIUCL MCCINEOOoBaHWsA, BKMOYas CBEAEHUS O BcacbiBaHUM, MECTHOM U
CUCTEMHOW BMOOOCTYNHOCTM MCCNEeayeMoro NeKkapCcTBEHHOro cpeactsa M ero MeTabonuToB, a Takke WX CBA3b C
AaHHBIMU (aPMaKONOrMYecKNX U TOKCUKOMOTMYECKUX UCCMNEeA0BaHNIM Ha XUBOTHbIX;

X) TOKCMKOIOrMm (onmcaHue TOKCUYECKMX 3¢heKToB uccnemyemoro rnekapCTBEHHOro CPeacTBa, BbiSIBMIEHHbIX B
MCCNefoBaHNSX Ha XUBOTHBIX Pa3HbIX BUAOB (€CMM MPUMEHMMO), BKIOYasA CBeAEHNS O TOKCUYHOCTU NPW OQHOKPaTHOM U
MHOFOKpaTHOM BBEeOEHWWU, KaHLEepOreHHOCTW, cneumanbHbIX MCCNefoBaHUAX (MecTHo-pasgpaxatwuiee W
anneprusupytollee AeACTBUE), PENPOAYKTUBHON TOKCUYHOCTU, FEHOTOKCUYHOCTU (MYTareHHOCTK).

5) onuncaHune 3(*)(*)6KTOB NPpUMEHEeHUA nccrengyemoro riekapCTBeHHOro npenapara y 4enoBeKka, B TOM Yucrne:

a) hapMaKkoKMHETUKM (BKNoYas MeTabonuam, BcacbiBaHWe, CBsA3biBaHWe C Genkamu nnasmbl, pacnpenenenme u
BblBEAEHME) M OBMOAOCTYMHOCTM WCCNEQyeMOro IekapCTBEHHOrO npenapaTta, B3auMoaelcTBUS UCCNeayemoro
NeKapCTBEHHOro npenaparta (fekapcTBEHHblE B3aMMOLENCTBUS, BNUSHME Mpuema MULLN U UHble B3aUMOAEWNCTBUS),
OPYrMX MMELUNXCA AaHHbIX N0 (DapMakoKMHETMKE (pesyrnbTaTbl NPOBEAEHHbIX B paMKaxX KIMHUYECKUX WCMbITaHWU
hapMakoKMHETMYECKNX UCCNeqOBaHNA Ha PasnuYHbIX rpynnax);

©) oaHHbIX No 6e3onacHocTH, hbapmakogmHamuke, 3PPEKTUBHOCTU N J0303aBUCUMOCTU aPPEKTOB 1ccreqyemoro
riekapCTBEHHOrO npenapaTta (M ero MetTabonuToB, Cnn eCTb AaHHble), MOMYYEHHbIX B XOA4e NPOBEAEHHbIX KIIMHUYECKNX
nccnegoBaHun (C yyactmem 340pOBbIX O0OOpoBOMbLEB WM (MNKM) MALMEHTOB) M MHTepnpeTaums 3TUX AaHHbIX (Mo
3aKOHYEHHBIM KITMHUYECKMM MCCIEeQoBaHUSAM NPEACTaBMSOTCS CBOAHbIE OTYETbI NO 3¢hEKTMBHOCTM M Be3onacHoOCTU
nccnegyemoro fiekapCcTBEHHOro npenapara, a Takke CBoAHble Tabnuubl HexXenaTenbHbIX peakUuii N0 BCEM KITUHUYECKUM
nccnegoBaHMsaM, ONUCbIBAKOTCS 3HaYMMbIE Pasnmums B XapakTepe 1 YacToTe HeXenaTernbHbIX peakuuii);

B) MOCTPErnMcTpaLmMoOHHOrO OMbiTa NPUMEHEHMS NCCIeayeMoro fiekapCTBEHHOro npenapara ¢ ykasaHueM CTpaHbl, B
KOTOPbIX UCCNeayeMblli NEKAPCTBEHHBIN Npenapat Obin 3aperncTpUpoBaH U MMEETCS B NPOAAXE;

6) MHCTPYKLMM ONS uccnegosaTens Nno AMarHOCTUKE U NEeYEHU0 BO3MOXHbBIX Nepeqo3vMpoBOK U HexenaTernbHbIX
peakuuit npu NpUMeHeHWM uccrieqyemMoro nekapcTBEHHOro npenaparta, OCHOBaHHble Ha npedblaylleM KNUHUYECKOM
onbiTe U (apMaKoNOrMYeckMx CBOMCTBaAX WCCNEdyeMoro JiekapCTBEHHOro npenaparta, a Takke 0606LieHHas



MHpopMaums No pasfnn4YHbIM CBOMCTBaM UCCIEQYEMOro JIekapCTBEHHOIO Npenapara.

9. OTyeT O pesynbraTax KIAMHMYECKOrO MCcnenoBaHus (danee - OTYET) COCTaBsieTcs B NMUCbMEHHoW dopme
opraHu3aumen, OCyLLECTBSIOWEN OpraHn3aL Mo NPOBEAEHNS KITMHUYECKOTO NCCNEAOBaHMS NIEKapCTBEHHOIO nNpenapara,
Ha OCHOBaHWUW 3aKIOHYEHUA MEOAULIMHCKNX OpraHu3auunin, NpoBOANBLUMX 3TO UCCIeAoBaHNe, 1 BKITHOYAET, B TOM YnCre:

1) TUTYNbHYIO CTPaHWMLY, HA KOTOPOWN yKa3blBaKOTCS:

a) Ha3BaHWeE OTYETa;

©0) Ha3BaHMe NekapCTBEHHOro npenapara;

B) M3y4yaemoe nokasaHune K NPUMEHEHNIO NIEKapCTBEHHOIO Npenapara;

r) KpaTkoe onucaHuve Au3aliHa KINWHUYECKOro WUCCcrefoBaHMs, Hanuyme npenapaTa CpaBHeHWUs,
NPOAOIHKUTENBHOCTb KITMHUYECKOro MCCNeaoBaHus, 4O3NPOBaAHNE NTEKAapCTBEHHOMO npernapata Y KOHTUHIEHT Y4aCTHUKOB
nccrnenoBaHus;

) HaMMeHOBaHWe OpraHn3aumm, OCYLLIECTBIIAIOLEN OpraHn3aLnio NPOBEAEHNS KITMHNYECKOTO NCCEeAOBaHNS;

€) MAeHTNUKALMOHHLIN HOMEpP NPOTOKOMNa KIMHUYECKOro NccrnenoBaHus;

X) dasbl KITMHUYECKOro UCCneaoBaHus;

3) AaTbl Ha4ana v OKOH4YaHMs KIMHUYECKOro UccreoBaHuns;

VI) Aata COCTaBJlIEHNA OTHETAQ,

K) cBegeHnsa o6 wuccnegosarerne, pykoBogutene MeANLNHCKOMN opraHnsauun, OTBETCTBEHHOM TrpeactaBuTene
opraHmsauuu, OcyLLl,eCTBJ'IﬂI'OLLI,eIZ OopraHun3auuto nposeaeHnA KIMMHN4YeCKoro nccrieqoBaHuA;

2) pe3tomMe - KpaTKkoe onuncaHnme npoBeaeHHOro KIMMHUMYEeCKOro uccneaoBaHunAa C YUCNoBbiIMM  OaHHbIMU  ONA
MnncTpaunun pe3ynbraTos;

3) ornaeneHune, BKro4asa nepevyeHb 1 pacrnosjioxXeHune r|p|/|no>|<eH|/||7|, Tabnuu;
4) nepevyeHb COKpaLLI,eHI/Iﬁ nonpeneneHne TepMnHOB, NUCMNOJTb3yEeMbIX B OTHETE;

5) Ha3BaHUA MeaNUNHCKUNX OpFaHMSGLlMVI, B KOTOpPbIX NpoBOAWIIOCb KIMMHMW4YEeCKOoe wuccnengoBaHne, MeCTo
HaxOXOEeHWUs1, KOHTaKTHbIN Teﬂe(bOH;

6) uenun n 3agayvm KinnHM4YecKkoro nccnegoBaHus,
7) nrnaH npoBegeHHoro KimHn4yecKkoro nccrnegoBaHus, BKNHOYAIOLLNIA, B TOM YnUCheE:

a) obwwuin nnaH (gusanH), nnaH-onMcaHne KIMHUYECKOro NCCedoBaHNs 1 CXematmnyeckoe nsobpaxeHue aTanoB 1
npoLenyp KINMHUYECKOro UCCreaoBaHus;

©0) obocHoBaHMe nnaHa (guM3anHa) KIMHUYECKOro ccnenoBaHus;

B) KpuTepuu Boibopa nonynsauuu;

r) HasHa4YeHHoe NneveHune, uaeHTudrKaLma nccnegyemblx nekapcTBEHHbIX NpenapaTtoB, METOAbl pacnpeneneHus
YYaCTHUKOB KIMMHWYECKOTO WCCreaoBaHus Mo rpynnam (paHgomusaums), Oo3bl U Bpemsi npvema  uccrneayemoro

JIeKapCTBEHHbIX Nnpenapartos, npealecTBylolad N ConyTCcTByrolaa Tepanua;

0) AaHHble 06 adhpekTMBHOCTN 1 ©E30MacHOCTU MUCCreQyeMoro NiekapCTBEHHOro npenapara (oueHka u rpaduk
onpegeneHust nokasatenen aHeEKTUBHOCTN 1 Ge3onacHOCTH);

€) cnocobbl 06ecrneYeHunst KayecTea 1 JOCTOBEPHOCTYM MOJSTyYEHHbIX AaHHbIX, BKIOYas AaHHble ayauTa, pesynsraThl
WHCMNEKLUWIA, eCr NPOBOAUITUCE;

) N3MEHEHWS1, BHECEHHbIE B NPOTOKOI KIMHUYECKOE UCCReaoBaHUE;
8) cBegeHus1 06 yyacTHUKaX KIMHUYECKOrO UCCNefoBaHNs 1 pacnpeaerneHnm ux no rpynnam;
9) cBegeHMs 06 OTKIMOHEHUAX OT MPOTOKONA KITMHUYECKOIO UCCNEeAOBaHNS;

10) oueHky adhpeKkTUBHOCTM NeKapCTBEHHOrO NpenapaTta, B TOM Yncne:



a) COBOKYMHOCTb AaHHbIX, NOANEXaBLUNX aHanM3y npu NpoBeAeHUN KITMHUYECKOTO NCCreaoBaHUs;
©0) nemorpadmyeckume n (Mnu) gpyrme NCXogHble AaHHbIE;
B) cBeaeHnsd o CO6J'IIO,D,€HVII/I y4yacCTHUKaMU KIMMHUYECKOro nccnegoBaHua cxemMbl Ne4eHns,;

F) pe3ynbratbl OUEHKU 3¢)¢)8KTVIBHOCTI/IZ cTatucTtnyeckume, aHanntTnydeckme pAaHHble, BbiBOObl OTHOCUTEI1bHO
3 EKTUBHOCTY;

11) cBegeHnst 0 6e3onacHOCTM NeKkapCTBEHHOro npenaparta, B TOM Yucne:

a) HexenaTenbHble peakuun (KpaTkoe pestoMe O HeXernaTernbHbIX peakuusaX, UX aHanus, CMCKM HexenaTenbHbIX
peakuui, KoTopble Habnganmch Yy BCeX Y4aCTHUKOB KITMHUYECKOro UCCneaoBaHus);

0) cmepTb 1 apyrne cepbesHble HexenartenbHble ABMeHUs;
B) OLleHKa KNMMHUKO-NabopaTopHbIX NoKasaTenew;

r) napameTpbl XW3HEHHO BaXHbIX (PYHKUMA oOpraHMaMa YYacTHUKOB KIMHUYECKOro MWCCneaoBaHusl, AaHHble
00OBbEKTMBHOIO MccnegoBaHusa n apyrast MHdopmauusa obcnegoBaHus, KOTopasa kacaeTcs BONPocoB 6e30nacHoCTH.

12) B BUAE NPUNOXKEHN K OTHETY NPEeACTaBnsTCA crieqyoLuime CBeaeHs:

a) Tabnuubl, pUCYHKN, rpachmkn, Ha KOTOpble MPUBOAATCS CCbINIKM B OTHETE, HO KOTOPLIE HE BOLLNM B TEKCT OTYETA;
©) NPOTOKON KITMHUYECKOIO NCCNEeaoBaHMs 1 MONPaBKK K HEMY;

B) o6paseL MHANBMAYaNbHON PErnCcTpaunoOHHON KapThl;

r) NnepeyeHb 3TUYECKUX KOMUTETOB;

) o6pasubl MMCbMEHHOM MHOpMaLUM ANs NauMeHToB 1 GopMbl MHPOPMUPOBAHHOIO COrnacus;

€) NnepeyveHb N XxapakTepUCTUKN nccrnenoBartenen n apyrmx OTBETCTBEHHbIX NNL;

X) aHanuTMyeckas OKyMeHTauus, B Cryvyae MCnofb30oBaHus B nccrnegoBaHumn Gonee ogHoW cepun nccnegyemoro
nekapCcTBEHHOrO npenapara - NepeyHy KOAoB NaLMeHTOB, NOMyYaBLUUX NIEKAPCTBEHHbIA Npenapar pasHbiX CEPUN;

3) cxema paHooMusauuMuM U Koabl (MAeHTUdUKaLMs CyObeKTOB KMMHMYECKOrO WUCCNefoBaHWs M HasHayeHHoe
neyeHue);

W) faHHble ayauTa (ecnv NnpoBOAUIUCS);
K) OOKYMeHTaums No CTaTUCTUYECKMM MeToaam;

J'I) OOKyMeHTauua no na6opaTopH0|7| CTaHgapTun3aumm MeToaoB U obecrneyeHust Ka4vecTBa npouenyp, ecnu
NPUMEHAITUCD;

M) nybnuvkaumm, Ha KoTopbix 6a3npyeTcst NPOBEAEHHOE KITMHUYECKOE UCCregoBaHuE.
Il. HesaBnCMMbIN 3TUYECKUA KOMUTET

10. HesaBUCUMBIN 3TUYECKUIA KOMUTET, CO3LaHHbIA HAa YPOBHE MELMLIMHCKON OpraHu3aumn (NnokanbHbIN 3TUYECKNIA
KOMUTET), pernoHanbHOM YpPOBHE U (DYHKUMOHWPYIOLMA Kak He3aBMCUMMbIA oOpraH, obecnedvBaeT 3awuTty npas,
0©e30MacHOCTb M OXpaHy 300pPOBbS YYACTHUKOB KIMMHWYECKOTO WCCNEAOBaHUSA (Janee - He3aBUCUMMbIA 3TUYECKUI
KOMUTET).

11. B cocTaB He3aBMCMMOIO 3TUYECKOro KOMUTETA OOMKHO BXOAWUTb [OCTAaTOMHOE 4YUCNOo Nul, obnagaroLmx
HeobXoauMbIM OMbITOM W KBanuduKauuen Ans 9KCMEPTHOW OLEHKU HayyHbIX, MEeOWULMHCKMX U 3TUYECKUX acnekToB
NraHMPyeMoro KIMHUYECKOTo UCCredoBaHus, Kak NpaBuo, NATb NKL, NpU 3TOM UHTEpPechbl He MeHee YeM OfHoro nvua
JOIKHbI NexaTb BHe cipepbl HayKu.

12. He3aBMCUMBI 3TUYECKUIN KOMUTET OCYLLIECTBNAIOT CBOIO AEATENbHOCTb B COOTBETCTBUN C YTBEPXXAAaeMbIMU UM
CTaHOapTHLIMK OfepauMoHHbIMK NpoLedypaMu, coaepXallumMmmn TpeGoBaHus, B TOM YKUChe K cocTaBy M KBanudukaumm
yneHoB, cBefdeHua o6 ydpeouTene, MOPAAOK OpraHM3auuMu MpoBedeHWUs 3acefdaHuil, PacCMOTPEHUs! OOKYMEHTOB M
MPUHSATUS MO HUM PELLIEHWIA.

13. HesaBUCUMBIN 3TUYECKMA KOMUTET paccMaTpyvBaeT U MPUHMMAET peLleHWe Ha OCHOBaHWM CreaytLmX
[OKYMEHTOB:



a) NpoToKora KIMHUYECKOro CCrneaoBaHus;
©0) GpoLutopbl uccnegoBartens;
B) MHOPMALMOHHOIO NINCTKA NaUNEHTa;

r) ceeaeHun o6 onbiTe paboThbl NccnedoBaTternel No COOTBETCTBYOWMM CneumanbHOCTAM U UX onbiTe paboTbl No
NPOBEAEHNIO KITMHUYECKUX UCCIEeaoBaHUi;

0) cBedeHMA O MefUUMHCKMX OpraHu3auusax, B KOTOpbIX MpegnonaraeTca MNpoBeeHue KIMHUYECKOTO
nccnenoBaHusa (NOSIHOE M COKpaLLEHHOE HaMMEHOBaHMS, OpraHU3auuoHHO-NpaBoBasi hopma, MECTO HaXOXOEHUS n
MECTO OCYLLUEeCTBMNEHUSA OesaTenbHOCTU, TenedoH, Tenedakc, aapec 3MeKTPOHHOW MOYTbl KaXOoW MeOUUMHCKON
opraHusauumm);

e) cBefeHnin o npeanonaraemMbiX Cpokax npoBegeHuna KInnHN4Yeckoro nccrnenoBaHus,
)K) Konnn pgorosopa obsizaTenbHoro CTpaxoBaHuA, 3aKIO4YeHHOro B COOTBETCTBMM C TUNOBbLIMK nNpaBuiiamMmun

0053aTenbHOrO0 CTPaxoBaHWUsl, C YKa3aHWEM MNPEAENbHOM YMCMEHHOCTM NaUMEHTOB, YYacTBYHOLMX B KIMHWYECKOM
nccnegoBaHum <1>;

<1> TMocTtaHoBneHue lNMpaButensctea Poccuinckon Pegepauum ot 13 ceHTabps 2010 . N 714 "O6 yTBepxaeHuu
TunoBbIX MpaBun 0053aTENbHOIO CTPaxOBaHWS XW3HWM U 300POBbSA MaLMEHTa, y4acTBYHOLWEro B KITMHUYECKMX
nccnegoBaHnax nekapcteeHHoro npenapata” (CobpaHue 3akoHogatensctBa Poccunckon degepaummn, 2010, N 38, cT.
4832; 2011, N 22, ct. 3171; 2012, N 37, cT. 5002; 2014, N 43, cT1. 5892) (ganee - noctaHoBneHne N 714).

3) MHbopMaLMKM O cocTaBe fekapCTBEHHOro npenapara.

[na paccmoTpeHuss He3aBUCUMbIM 3TUYECKMM KOMWUTETOM 3asdBUTENEM MOryT ObiTb NpeaocTaBreHbl Apyrue
OOKYMEHTbI U MaTtepuarbl KNMHUYECKOrO UCCNEAOoBaHMs, B TOM Yuicne matepuarnbl, cogepXaliue onvcaHue OevcTBumn,
HanpaBMeHHbIX Ha MpPUBMAEYEHWE MAUUEHTOB, 300POBbIX AOOPOBOMbLLEB K y4acTUO B KITMHWYECKOM WCCNEAOBaHWY;
NMCbMEHHbIE MaTepuarnbl, KOTopble OyayT NpefocTaBreHbl YHaCcTHUKaM KIMHUYECKOTO MCCnenoBaHus; MHopmauus o
BbiNflaTax M KOMMEHcauMsX YYacTHUMKaM KIMHUYECKOrO MWCCNedoBaHUs; Tekyllas Bepcusi Hay4dyHol Ouorpadumn
nccnegosartens u (unu) gpyrue matepuansl, NoaTBEPXKAAKOLLME ero KBanuukaumio.

14. Mo pesynsTataMm pacCMOTPEHUSI AOKYMEHTOB, YKa3aHHbIX B nyHkTe 13 Hactoswwux [lpasun, He3aBUCUMBbIV
3TUYECKUA KOMUTET NPUHMMAET OAHO M3 CrEAYIOWNX PELLUEHWNN:

a) BblgaeT 3akniodeHre 06 0006GpeHNn NpPoBeaeHNs! KIIMHUYECKOro UCCrneaoBaHus;
6) BblOaeT 3aKnoyYeHne 0 HeBO3MOXXHOCTU 010B6PEHMUs KNMHUYECKOro UCCreaoBaHus;

B) pekoMeHOyeT BHECTU Uu3MeHeHUA B npeacTtaBfieHHble OOKYMEeHTbl OnA uenen ﬂOCJ'IS,D,yiOLLI,GI?I Bbloa4vyn
3akrnoveHns o6 o,u,o6peH|/||/| npoBegeHnda KnMHNM4eCckoro nccrieaoBaHma,;

F) OTMEHAET Unn npuoctaHaBIMBaAET paHee BblAaHHOE 3aKro4yeHue 006 Oﬂ,06peHl/II/I npoBegeHna KrinmHM4YecKkoro
ncecnenoBaHuA.

15. HezaBUCUMbIN 3TUMECKUA KOMUTET:

a) OoCyLleCTBIAeT KOHTPOI1b 3a cobrogeHneM 3TUYECKMX HOPM Mpu nposeaeHnn KnMHN4eCcKoro nccneaoBaHna m
npae y4aCTHUKOB KIMTMHNYECKOIro nccnenoBaHus;

6) Ha OCHOBaHUU Haquoﬁ 6V|orpad)v||/| nccriegoBaTtens uU  MHOM OOKyMeHTauunm oueHnBaeT COOTBETCTBUE
KBaJ'IM(i)I/IKaLI,MI/I nccnenoearend nnaHupyemomy KnmHU4eCcKkomy nccnegoBaHuio;

B) B MpOLEcce MWCCnefoBaHWst NEpUOMYEcKM paccMaTpuBaeT [AOKYMEHTAUMIO M OLEHMBAEeT NpPOBOAUMOE
KNUHUYECKoe uccnegoBaHue (He pexxe 0gHOro pasa B rog);

r) MOXxeT noTpeboBaTb OT OpraHu3aTopa KIMHUYECKOro UccriefoBaHWs NPefocTaBUTb YYaCTHUKY KITMHUYECKOTO
nccnepoBaHus OOMNOMHUTENbHbIE cBeaeHuss 06 wuccnepoBaHuyM, NOMUMO MHOPMaLMK, COAepXallencs B
NHOPMALIMOHHOM NUCTKE MauueHTa, ecrii N0 MHeHWUI0 He3aBUCUMOTrO 3TMYECKOro KOMUTETA, 3TO MO3BOMUT MOBLICUTb
CTEeNeHb 3allMTbl NpaB U 6e30MacHOCTY yYacTHMKA KNMHWYECKOrO UCCreqoBaHUs;

,D,) oLueHMBaEeT pasMep U nopAaaoK ocCyuwecTBieHna BbinaTt ydYaCcTHUKaAM KIMMHUYECKOro uccriegoBaHma C Uenbio
BbISIBIEHNS] HEOOOCHOBaAHHOWM 3aUHTEepeCOBaHHOCTN Yy4YaCTHUKOB KITMHUWYECKOro unccnengoBaHuAa Unun npuHyxXgeHna nx K
y4acTuo B KIIMHUYECKOM uUccnegoBaHun. l/Ichopmau,vm, Kacawwadaca Bbinnat y4YaCTHUKaAM KITMHUYECKOro
nccnenoBaHuA, BkrovYaa Metonbl, CyMMbl U rpachK BbIMNNaT, OTpaXaeTcd B I/IHq)OpMaLI,I/IOHHOM NNCTKEe nauneHTa.
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e) MOXET npueriekaTb ANnd NPpUHATUA peLueHvu7| nuu, obnagarowmx cneumnanbHbIMU 3HAHUSIMU B COOTBETCTBYHOLNX
obnacTsx, KOTOpPbIE€ HE YHaCTBYHOT B MPEHNAX N rofioCOBaHNN;

X) cornacoBbIBaEeT NONPaBKN B MPOTOKOS KITMHUYECKOro UCCIea0BaHus;
3) COBEpLUAET MHble AENCTBUSI, HanpaBIieHHbIE HAa UCMOSNTHEHNE CBOUX (OYHKLUIA 1 MOFTHOMOYNIA.

16. HesaBuUCUMMbIA 3TUYECKUMIA KOMWUTET He3aMeanuTenbHO B MUCbMEHHOM Buae cooblaet wuccrnegosaTento,
opraHmn3aTopy KITMHUYECKOro UCCNeAoBaHUS O CBOMX PELLEHUSIX, KAacatoLMXCS KITMHUYECKOro UcCcneaoBaHus, 1 npuynHax
NPUHATUSA PELLUEHWNNA.

17. Ecnu npoTokon npegycMaTpyvBaeT HEBO3MOXHOCTb MOMYYEHWst COrnacus Ha yyactve B WccregoBaHum y
naumeHTa UNn ero 3aKoHHOro MpPeAcTaBUTENs 4O MOMEHTa BKMOYEHUs nauueHTa B MccnegoBaHue, B TOM Yucne npu
HEOTNOXHbIX COCTOAHUSX, HE3aBUCUMbIN ATUYECKUIN KOMUTET OOSMKEH Y6eanTbCst B TOM, YTO NPeACTaBneHHbI NPOTOKOM
n (unn) gpyras AOKYMEHTauus COOTBETCTBYIOT 3TUYECKMM HOpMaMm, a Takke MHbIM obsA3aTenbHbiM TpeboBaHusaM ans
TaKux uccregoBaHun.

18. HesaBucumbIi 3TUYECKUA KOMUTET obecneuvMBaeT XpaHeHUWEe [OKYMEHTOB, CBSI3aHHbIX C MNpPOBEAEHUEM
KIMUHWUYECKOro MCCrenoBaHus, Kak NpaBumno, B TeYEeHWe Tpex MeT Mocrfe 3aBepLUeHUst KIMMHUYECKOro UccrneaoBaHus u
npeacTaBneHne TakuxX AOKYMEHTOB TpeTbMM nuuam c cobniogeHvem TpeboBaHuii 3akoHodaTenbcTBa Poccuiickoi
®enepaumnn 0 nepcoHanbHbIX AaHHbIX, KOMMEPYECKON, roCyAapCTBEHHON N MHOW OXPaHSieMON 3aKOHOM TalHe.

[ll. OpraHnsauus, ocywecTensoLas NpoBeaeHne
KINMMHN4YeCcKoro nccregoBaHunAa

19. OpraHusaumio npoBeAeHUsa KIMHUYECKUX WUccneoBaHun Ans MeOULMHCKOro NpUMMEHEeHus Brpase
OCYLLIECTBNATL (fanee - opraHn3aTop KIIMHUYECKOro NCCNeAoBaHns):

a) pa3paboTuuK nekapCTBEHHOrO Npenapara uny ynorHOMOYEHHOE UM JLO;

0) obGpa3zoBaTenbHble OpraHM3aumm BbICLLIErO 06pa3oBaHUs, OpraHn3auumn AONONHUTENBLHOMO NPOdecCcMoHansHOro
obpasoBaHus;

B) Hay4HO-UccnegoBaTenbCckme opraHusaumm <1>.

<1> Yactb 3 ctatbm 38 PegepanbHoro 3akoHa ot 12 anpens 2010 r. N 61-®3 "O6 obpalleHnn nekapCTBEHHbIX
cpeacts".

20. KnuHunuyeckue uccrnegoBaHMs feKapCTBEHHbIX MNpenapaToB MPOBOAATCS MO MPOTOKOMy, paspaboTaHHOMY
OpraHM3aTopoM KIMHUYECKOro MWCCNeaoBaHUS WM NPUBMEYEHHBIM UM Opuandeckum nuuom. OpraHmsaTtopom
KNMMHWYECKOTO MCCMeqoOBaHUS MOIYT BHOCUMTBCS W3MEHEHWsT B MpOTOKon B hopme nonpaBoK, O(OPMIIEHHBIX B
NMMCbMEHHOM BuAe NOCPEACTBOM OMUCAHNST U3MEHEHUI UK OhrLManbHbIX Pas3bsaCHEHMI NPOTOKOMA.

21. Ons nonyyeHus paspelleHusi Ha MPOBEAEHME KIMHUYECKOro WCCrieqoBaHus NEKApCTBEHHOrO npenapaTa
opraHM3aTop KIMHUYECKOro UccneqoBaHus npenocTaBnsetr B MUHUCTEPCTBO AOKYMEHTbI, NPeayCMOTPEHHbIE B YacTu 2
ctatbu 39 ®enepanbHoro 3akoHa "O6 o6palleHnn nekapCTBEHHbIX CPEACTB".

22. OpFaHI/I3aTOp KIMMNHNYECKOIro nccnenoBaHnaA:

a) 00 Ha4ana KIMHN4YeCKOoro nccrieqoBaHnd nony4vaeTt paspelleHume MVIHVICTepCTBa Ha nposegeHune KrnnmHn4eckoro
ncecnenoBaHuA;

6) yCTaHaBnuMBaetr W pacnpenendetr npasa, 00s13aHHOCTM M OTBETCTBEHHOCTb BCEX UL, y4qyacTteyronx B
KIMNHNYEeCKOM m1ccnenoBaHnun;

B) yTBepxgaeT [AOKYMEHTbl Mo MopsdKy NpoBEdeHUs KIMHWYEeCKOro uccriedoBaHusi, cbopy, peructpaumm u
NnpeacTaBneHuss OaHHbIX B COOTBETCTBMM C MNPOTOKONOM M HacToswmmu [MpaBunamy (Oanee - craHoapTHble
onepawluvoHHbIe NpoLeaypbl opraHusaTopa);

r) nepecmaTtpueaeT GPOLLIOPY He pexe oAHOro pasa B rod W, NpyM HeoGXoAMMOCTM, OOMOMHAET HOBLIMU AaHHBLIMMU,
NpeaocTaBnaeT akTyanbHyl0 pedakumio GpoLLopbl UccreqoBaTento (CoUCCrneaoBartenio), He3aBUCUMOMY 3TUYECKOMY
KOMUTETY;

4) npu MpoBedeHMM KIMHUYECKOro WCCNeaoBaHUsl OCYLLEeCTBMNsAeT BHeapeHue W MnoaaepkaHue CUcTem
ofecrneyeHunst 1 KOHTPOrIS Ka4ecTBa B COOTBETCTBUM CO CTaHAaPTHLIMM OnepaLMOHHbIMY NPOLEAYPaMU OpraHn3aTopa;

e) obecneunBaeT cornacue BCex npuBrie4eHHbIX K Yy4YacTurd B KIMMHMYECKOM WuccnegoBaHUM CTOPOH Ha
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npenocraenedHne npamMmoro gocTtyna BoO BCe y4YacTByHWMNeE B KITMHNYECKOM UCCrieaoBaHMM MegnumnHCKne opraHmnsaumm Ko
BCeEM NepBUYHbIM JaHHbIM (I/I.I'IVI) OOKYMeHTaM M oT4eTam, nony4eHHbIM U COCTaBNIEeHHbIM NPpU nNpoBeAeHUN KIMHNYeCKOoro
nccnenoBaHuA, B Lendax MOHUTOPUHIa U aygnTa KadecrtBa nposeneHnsa KInMHU4YeCcKoro nccreaoBaHus;

X) HasHayaeT nuu, o6nagalolMx HeobXoAUMbIMU 3HaHUSMKU W KBanudUKauuen, KOTOpble OKa3sbiBaloT
KOHCYNbTATUBHYIO MOMOLLb UCCMeaoBaTensM1 No BONpocam MeaMLMHCKOrO XapakTepa npu NpoBeaeHUN KIMHUYECKOro
nccrnenoBaHns;

3) ucnonb3yeT NPUCBOEHHbIN uccrnegoBaTenem KaxAomy YYaCTHUKY KIMHUYECKOro uccrnefoBaHus
NOEHTUMPUKALNOHHBIA KOA (YHMKANbHbIA HOMEpP, COCTOALMIA U3 Umdp 1 (unun) BykBeHHbIX 0603Ha4YEeHU, NCNOMb3yeMbln
BMECTO hamunuu, WMeHW, oT4yecTBa (MPWM HanNM4yMM) yvacTHMKA KIMHWYECKOro MuccrnefoBaHus B oOT4yeTax o
HexxernaTernbHbIX ABMEHNSX, HexenaTerbHbIX peakumsax 1 Apyrux AaHHbIX Ans obecnedeHns KoHpuaeHUnanbHOCT ero
NNYHBIX AaHHbBIX U NO3BONAOWMA NAEHTUMMUMPOBaTL BCE JAaHHbLIE MO KaXA0MY Y4acCTHUKY);

n) obecneuvMBaeT BeAeHUE WHAMBUAYaNbHOW PErvCTPaLMOHHOM KapTbl B OTHOLUEHWM KaX[dOoro y4yacTHuKa
KNMMHWYECKOro mnccrnenoBaHus (Ha OymaXHOM HocuTene unv B hopme SNeKTPOHHOro OOKYMEeHTa), Kyaa BHOCUTCS BCH
nHopMaLmMsa B COOTBETCTBMU C NPOTOKONOM (Zanee - MHAMBWAYyanbHasi permcTpaumnoHHas kapTa);

K) MpUHUMaeT pelleHne 06 o6Gpa3oBaHWM HE3aBUCKHMOrO KOMWUTETA MO MOHMTOPWHIY AaHHbIX ONS OLEHKU
MPOBOAVMOTO KMUHWUYECKOro UCCMeaoBaHus, PaCCMOTPEHNsA AaHHbIX No 6e30nacHoCTU 1 3PMEKTUBHOCTU UCCMeayemMoro
1IeKapCTBEHHOrO npernapaTa, B TOM 4ucrie C Lerblo BblpaboTku pekoMeHZauui o LenecoobpasHoCT NpodoShKeHus,
npekpaLLeHnsi KNMMHUYECKOTo NCCIEAOBAHUS UMM BHECEHUS] B USMEHEHWIA B NMPOTOKOJT;

n) obecneynMBaeT XpaHEHUEe [OOKYMEHTOB, OTHOCSLUMXCS K KIMMHWYECKOMY MWCCRedOBaHWi0, NpU MpekpaLlleHnm
KMMHUYEeCKoN pa3paboTkM MccreayeMoro fekapcTBEHHOMO npenapaTta o OAHOMY, HECKOMbKUM UMM BCEM MOKa3aHWsIM,
nyTsiM BBEOEHWS, NIEKapCTBEHHBIM hOpMaM, Kak NMpaBumo, B TEYEHWE ABYX JIET C MOMEHTa ouumnanbHOro NpekpaLleHms
pa3paboTku;

M) Npu MpeKpalLeHnM KNMHUYECKo pa3paboTki MCCriedyeMoro nekapcTBeHHOro npenaparta coobluaer o6 aTom
BCEM Yy4YacCTBywOLWMM B KIMHUYECKOM WccrnenoBaHMn wuccnepgosartenam U MeguumHCKMM opraHm3aunam, B KOTOPbIX
OCYLLECTBMSAETCA NPOBEAEHME TAKOro NCCIEA0BaHNS;

H) coobLuaeT o0 nepefave npae Ha AaHHble 06 nccnegyemom nekapcTBeHHOM npenaparte B MUHUCTEPCTBO;

0) ocyulecTBnseT BbIGOp UccregosaTenen U MEOULMHCKMX OpraHu3auuMi Ons MpoBeAeHUsl KIMHUYECKOro
nccnenosaHusa, Mpu MNpPoBeAeHWUM MHOIOLEHTPOBOrO KMMHUYECKOro WCCrenoBaHWs MOXeT ObiTb opraHvW3oBaH
KOOPAMHALMOHHBIN KOMUTET U (UNK) BbIGPaH KOOPAMHATOP 13 YMCra uccrnenosaTeneil;

n) Ha BCEX aTanax KIMHUYECKOro uccnenoBaHus (o1 pa3paboTku NpoTokona, MHAMBUAYaNbHOW perucTpaumMoHHON
KapThbl, NflaHa CTaTUCTUYECKOro aHanuaa, ansa obLiero pykoBoACTBa KIMMHUYECKUM MCCegoBaHMeM, paboTbl ¢ AaHHbIMU,
BepudmKaLmm AaHHbIX - 4O NPOBEAEHUSA CTAaTUCTUYECKOIO aHanmaa nosyyYeHHbIX AaHHbIX U MOATOTOBKM MPOMEXYTOYHOIO
N UHaNbLHONO OTYETOB O KIIMHWMYECKOM WCCNefoBaHMK) npuBnekaeT nuuy, obnagalwmx COOTBETCTBYHOLLEN
KBanudukaumemn;

p) obecne4vnBaeT KOHTPOIb 3a Ka4eCTBOM U NONHOTOM Nnony4YeHHbIX B X04€e KIMNMHNYECKOro nccrnenoBaHna gaHHbIX.

23. I'Ipw MCcnonb3oBaHNUN 3NMEKTPOHHbIX CUCTEM OnNA paGOTbI C AaHHbIMW KIMMHWYECKOro umccriegoBaHunda u (VIJ']M)
ANEeKTPOHHbIX CUCTEeM yaalleHHOro AoCTyna K yka3aHHbIM aHHbIM OpraHmn3aTtop KINUHU4YEeCKUX nccneaoBaHum:

a) obecneynmBaeTr M [OKYMEHTanbHO OQOPMIISET COOTBETCTBME CUCTEM SMEKTPOHHOW 00paboTku OaHHbIX
Tpe6OBaHVI$|M K MONHOTEe, TOYHOCTU U HAOEeXXHOCTU OaHHbIX, a TaKXe CTabUIbHOCTb AOOCTWMXKeHUdA Tpe6ye|v|oro pesynbrarta
(oanee - Banupauusa gaHHbIX);

6) yTBEepXaaeT CtTaHaapTHble onepaunoHHbIe npouenypbl NCNOoMb30BaHUA SNMEKTPOHHbIX CUCTEM;

B) obecneumBaet pa60Ty QNEKTPOHHbLIX CUCTEM TaKUM o6pa30M, YTOObI npn nM3MeHeHmn BBeAEHHbIX OaHHbIX
BHOCKMblEe N3MEHEeHMUs Obinn 3a40KyMEeHTUPOBaHbl 1 paHee BBeEeHHble JaHHble HE Obinn yAaneHbl;

F) obecneuynBaet CunctemMy 3alWlnTbl AOaHHbIX KIMWHUYECKOro wuccnengoBaHua, npeportepaliarollyro
HecaHKLI,I/IOHI/IpOBaHHbIVI OO0CTyn K AaHHbIM, B TOM 4uCne nocpeactBoM yTBepXaeHua Crnimcka nuud, MMerLwmnx OocTtyn K
OaHHbIM KIMHNYEeCKOoro nccriegoBaHua ¢ npaBoM BHeECEHUA B HUX N3MEHEHNI 1 pes3epBHOro KonmpoBaHMAa OaHHbIX;

,El,) obecneymBaeT COXPaHHOCTb MaCKUPOBKWU KIMMHWYECKOro uccrnegoBaHud, npoBoAMMOro crnenbiM MeToaoMm, npu
BBOAE N 06paboTke OaHHbIX B 3NIEKTPOHHON CUCTEME.

24. OpraHu3aTop KIUHWYEeCKOro UCCNeaoBaHus NpenocTaBnseT UccreaoBaTenio U MeAVMUMHCKOW opraHusauum
MPOTOKOIN KMUHUYECKOro UccrieqoBaHus U BpoLLIopy B TeKyLlei peaakummn Ao noanucaHns ¢ MeauLUHCKOW opraHuaauuvei
JoroBopa Ha npoBedeHUe KIMHUYECKOTO WUCCMeaoBaHUsa W OaeT Bpems ANs O03HaKOMMEeHUs ¢ npeaocTaBneHHoMn



MHdopMaLmen.

25. OpraHmsaTop KIMMHUYEeCKOoro wuccrnegoBaHna pOOimkKeH nonyynTb MUCbMEHHOE cornacue uccriegoesatend u
YNOJIHOMOYEHHOro nuua MeANLNHCKOM opraHmsauunm nocpencTtesoM nognncaHna nNpoTokona unun opyroro JOKyMeHTa Ha:

a) npoBedeHMe KIMHUYECKOTO WCCRedoBaHUsi B COOTBETCTBUM C MPOTOKOSIOM, HacTosiwumu [paBunamu u
TpeboBaHMsAAIMM 3akoHoAaTenbCcTBa Poccuiickoin Pegepaumu B cdhepe obpalleHns NekapCTBeHHbIX CPeACTB;

6) cobntogeHne nNpoueaypbl percTpaummn 1 NpeacTaBneHnst AaHHbIX KIMHUYECKOro CCreaoBaHus;
B) NpOBEAEHNE MOHUTOPWHIA U ayauTa;

r) XpaHeHWe [OOKYMEHTOB, CBsI3aHHbIX C MpPOBedEeHWeM KMUHWUYECKOro WCCMeaoBaHus, A0 TeX fop, noka
OopraHM3aTop KIMHWMYECKOro MccrenoBaHust He COOBLUT uccrienoBaTenio M MeOuUMHCKOW opraHusauun, YTo AaHHble
[OKYMEHTbI MOTYT BbITb YHUYTOXEHbI.

26. Opl'aHVI3aT0p KITMHUYECKOro mccnegoBaHus obs3aH B kadecTBe cTpaxoBartesna CTpaxoBatb pUCK NPUYNHEHUA
Bpena XusHu, 300pOoBbI0 NMaumneHTa B pedynbrate nposeaeHnd KINMHNYeCKoro nccrnegoBaHunsa nekapCTtBeHHOro npenapara
ana MmeguumHCKoro npuMmeHeHna 3a CBOW cYyeT nyTemM 3aKkn4eHua oorosopa 06s3aTenbHOro CTpaxoBaHuA <1>. Ycnosus
[oroeopa CctpaxoBaHud, pasmMmep U nopaaok CTanOBOI7I BbiNatbl YCTaHaBIMNBAKTCA B COOTBETCTBMU C NMOCTaHOBIEHNEM
N 714.

<1> C yyetom yactn 1 crtatbu 44 ®depepanbHoro 3akoHa ot 12 anpens 2010 . N 61-®3 "O6 obpalieHuu
nekapcTBeHHbIX cpeacTs”.

27. Tlpu HanuMyuu B MeOMUMHCKOW opraHusauun, B KOTOPOW NMaHWpPYeTCs MpoBedeHue KIMHUYECKOro
nccrefoBaHns, Hes3aBUCMMOIO STUYECKOro KOMUTETa, OpraHm3aTop KIMHWYECKOro WUcCriefoBaHWUs [OSDKeH MOonyynTb
NOATBEPXAEHWE TOro, YTO AaHHbIA HE3AaBUCUMbIA STUYECKUA KOMUTET OpraHu3oBaH U OEeWCTBYeT B COOTBETCTBUMU C
Hactoswmmmn [NpaBunamm M cornacve 3TOr0 HE3aBUCUMOTO 3TMYECKOrOo KOMUTETA Ha MpoBedeHue KIUHUYECKOro
nccnenoBaHus.

B cny4yae ecnun cornacuve He3aBUMCUMOIo 3TUYECKOro KoMmUTeTa Ha npoBefeHune KIMHU4YeCKOoro uccnenoBaHuA
BblpaXaeTca nocpencrtsoM BHeCeHUA M3MEHEHN B OOKYMEHTbl U aHHble KIMMHNUYEeCKOro nccnegoBaHua, megmunHckasa
opraHmzauua npenocrtaBnAaAeT OpraHM3aTopy KIMHUYeCKOoro uccrnenoBaHUa KonMnm BCeX U3SMEHEHHbIX [OOKYMEHTOB U
OaHHbIX.

B cnyyvyae n3MeHeHua pelleHnA He3aBUCMMOIo 3TUYEeCKOro KomMmtTeTa OTHOCUTENTbHO npoBeneHua KIMHU4YeCcKoro
nccnegoeaHnda, B TOM 4uUCIie MNocpeacTtBOM OT3blBa paHee [AdaHHOro corinacua, MeanunHCKasa opraHu3auund
He3aMeannTernbHO yBeaoMNAeT 00 aTom opraHmn3artopa KInnHn4eckoro nccneaoBaHusa.

28. OpraHM3aTop KITMHUYECKOTO WUCCNEAOBaHUA OOMKEH UMEeTb AaHHble no 6e3onacHocTn u Sq)(beKTVIBHOCTI/I
nccrnenyemoro nekapCTteBeHHOoro npenapara, 000CHOBbIBaKOLLNE €0 NnpuMeHeHue, a Takxke 0OHOBNATb 6p0Luropy no Mepe
nonyyeHna B paMKax npoBeaeHua KIMHUYEeCKOro uccneaoBaHuA HOBbIX OaHHbIX, BIUAKOLWKWX Ha G(i)qDeKTMBHOCTb n
6e3onacHoCTb ncenenyemoro riekapCTtBeHHOoro npenapara.

29. OpraHu3aTtop KNMHUYECKOro uccnegoBaHus obecneymBaeT MCMNOMb3OBaHUE NPU NPOBEAEHUU KIMHUYECKOrO
nccneaoBaHUs UCCreagyeMblX JIeKapCTBEHHbIX NpenapaToB (BKYas npenapartbl cpaBHeHuss n nnauebo),
NpOM3BEAEHHbIX B COOTBETCTBUM C TpeboBaHMAMW Hagnexauwieh NpOU3BOACTBEHHOW MPaKTUKMA, UMELNX
COOTBETCTBYIOLLME MOKA3aTeNu KayecTBa M KOTOpble B COOTBETCTBYHOLUMX Cryyasix 3aKOAMPOBaHbl M MapKMpoBaHbl B
uensx obecrnedyeHns MaCKMPOBKM.

Ha nepBuYHyl ynakoBKy (ecnu Ans 3TOro CyuwecTBYyeT TexXHWYeckass BO3MOXHOCTb) U BTOPUYHYIO
(noTpebuTenbckyo) ynakoBKY JEKapCTBEHHbLIX MpenapaTtoB, MpeAHa3Ha4YeHHbIX ONSA  KIMHUYECKUX WUCCregoBaHun,
[JOMKHa HaHOCUTbCA Haanueb: "Ona KNMMHUYEeCKnXx nccnepoBaHnnm” <1>,

<1> YacTtb 8 ctatbn 46 PegepansbHoro 3akoHa ot 12 anpens 2010 r. N 61-®3 "O6 obpalleHnmn nekapCTBEHHbIX
cpencrte".

30. ng KAMHMYECKUX UCCNeaoBaHWN, NPOBOAUMbBIX CrenbiM METOAOM, CUCTEMA KOOAMPOBAHWUA MCCRnesyemoro
NEeKapCTBEHHOro npernapata [OSbKHa BKIYaTb B €Ce0s MexaHu3M, MO3BOMSIOWMUA B SKCTPEHHbIX Criyyasx ObICTpo
noeHTNMUMPOBATL OaHHbIV NIEKAPCTBEHHbIV Npenapar, Npu 3TOM He AOMyCKalLWMii BO3MOXHOCTN HE3AMETHO pPacKpbITb
Kon.

31. Ecnu nekapctBeHHas dopma MccrefyemMoro riekapCTBEHHOro npenaparta uny npenaparta cpaBHeHUst Gbina
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N3MeHeHa B X04e KIMMHUYECKOrO MCCNEedoBaHus, TO 4O UCMOMb30BaHMS HOBOW NEKapCTBEHHON POPMbl B KITMHUYECKOM
nccrnegoBaHnM AOMKHbI ObiTb MONy4YeHbl pe3ynbTaTbl COOTBETCTBYIOLMX LOMOMHUTENbHBLIX WCCNEefOoBaHUA OaHHON
nekapcTtBeHHon opMbl npenaparta, Heobxogumble ANs OUEHKM CTEMEeHU BIUAHUS AaHHbIX WU3MEHEeHWA Ha
dhapMakoKMHETUKY MCCNeayemMoro fiekapCTBEHHOro npenaparta, ero 6esonacHocTb 1 adhpekTMBHOCTL. B Takom criyvae
OpraHn3aTop KIIMHUYEeCKOro nccrnegosaHms obecnevynBaeT BHECEHUE U3MEHEHMI B NPOTOKOIT.

32. OpraHu3aTop KIMHWYECKOro MCCeaoBaHns obecrneynBaeT MOCTyMnfeHWe B MEOULMHCKYI0 OpraHvM3auuio, B
KOTOPOW NPOBOAUTCS KINMHUYECKOEe MCCrefoBaHne, UCCreayemMoro niekapcTBEHHOro npenapara.

OpraHns3aTtop KIMHWYECKOro MWcCcredoBaHWa [LOSKeH UMeTb WCclefyeMblil NeKkapCTBEHHbIA npenapaT B
KOMMYeCTBE, HEOOXOOMMOM [Afsl NPOBEOEHWS KIIMHWUYECKOTO WCCMEAOBaHUS U MOATBEPXOEHWS €ro COOTBETCTBUS
TpeboBaHUsAM hapMakonenHbIX cTaTell NGO B criyyae MX OTCYTCTBUSI HOPMATUBHOW AOKYMEHTaLWUu UM HOpMaTUBHOIO
JOKYMEHTa, a TakKe BECTU YYET aHaNM30B U XapaKTepuUcTVK o06pa3LioB NeKapCTBEHHOTO Npenapara us naptuu (cepum).

|-|OCTyI'IJ'IeHI/Ie nccenengyemoro rnekapctBeHHOro npenapatra B MeOUUMHCKUME OpraHu3dauun, ero BO3Bpar,
YHUYTOXEHNEe uccrieayemMmoro JnekapCTtBeHHOro npenapara I'IOJJ,pO6HO M B CPOK LOOKYMEHTUPyeTCA opraHm3aTtopom
KIMNHNYECKOoro nccneaoBaHna.

OpraHmaaTop KIMNMHUYECKOro unccrnenoBaHna OCyLeCcTBNAEeT MNOCTOAHHYKO OUEHKY 6e3onacHocTn ncecnenyemoro
NeKapCTBeHHOro npenaparta W yBegoMndaAeT BCeX 3aHATbIX B KIMHUYECKOM uccrnegoBaHum uccnegosarenen u
MeONUUHCKMe opraHmsaunn O noJjiyyYeHHbIX AaHHbIX, KOTOpble MOryT He6J'IaI'OI'IpVIﬂTHO OoTpa3nTbCA Ha 6e3onacHoCcTn
Y4aCTHUKOB KIMMHU4YECKOro nccrieqoBaHua m (VIJ'IVI) noBNnATb Ha npoBegeHmne KINMHN4eCcKoro nccrieqoBaHus.

33. OpraHusaTop KIVHWYEeCKOro MccredoBaHns coobliaeT BCEM YYacTBYHOLUMM B KIIMHUYECKOM MCCreaoBaHuu
nccnegosatensam, MeAMUMHCKUM opraHunsaumam u ®epepanbHoi cnyxbe no Hagsopy B cdepe 3apaBooxpaHeHns 060
BCEX Cepbes3HbiX U HenpeaBUMAEHHbIX HeXenaTenbHblIX peakuusx, a Takke npeacrasnser B PemepanbHyto cnyxby no
Haasopy B cdepe 34paBoOXpaHeHusi nepuoauyeckme oTdyeThl no 6esonacHocTW uccrnegyeMoro npenapata B
yCTaHOBINEHHOM nopsgke <1>.

<1> Tpwuka3 MwuH3agpaBcoupa3sutns Poccum ot 26 asrycta 2010 . N 7574 "O6 yTBepxgeHun nopsigka
OCYLLECTBMEHUSS MOHUTOPMHra 6e30nacHOCTM NeKapCTBEHHbIX MpenapaTtoB And MeAULMHCKOro MNpUMEHEHUs,
permctpaumm noboYHbIX OENCTBUM, CEPbE3HbIX HEXernaTenbHbIX peakuun, HenpeaBUAEHHbIX HEeXenaTenbHbIX peakuun
npy MPUMEHEHUN JEKAPCTBEHHbIX MpenapaToB Ans MEeOMLMHCKOro npuMmeHeHus" (3apernctpupoBaH MuHUCTEPCTBOM
tocTnumm Poccuiickon ®epepaumm 31 aBrycta 2010 ., peructpaumoHHein N 18324).

34. OpraHu3aTtop KIMHWYECKOTO WCCReaoBaHMS OCYLLECTBNSET MOHUTOPWUHI KIMHUYECKOro WCCEenoBaHUS,
BKIOYAIOLLIMIA AeATEeNbHOCTb MO KOHTPOSIO 3a XOO4OM KMMHMYECKOro MccneaoBaHusl, no obecrnedyeHnto ero npoBeaeHns,
060py OaHHbIX N npeactaBleHUD pe3ynbTatoB B COOTBETCTBMW C MPOTOKOSIOM, CTaHOAPTHbIMKM onepaunoHHbIMU
npoueaypamm, Hactosiwmumm NpaBunammn n TpeboBaHnsaMn 3akoHogaTenbcTBa Poccuiickon deagepaumm o6 obpaleHnn
neKkapcTBeHHbIX CpeacTB.

Ons nposegeHnAa MOHUTOPWUHIA OpraHM3aTop KIIMHUYECKOro wuccrieaoBaHna Has3Hadaer CpVI3VI‘-I€CKOG nunuo,
obnapgatowee HAay4YHbIMU U (VIJ'WI) cneunanbHbIMU 3HAHUAMW, HeoOXoAUMbIMKU Ons npoeegeHna MOHUTOPUHIa
KIMNHNYECKOro nccneanoBaHna.

JInyo, HasHadeHHoe opraHn3aTtopoM KIMMHUYECKOro wuccnegosaHunA AOnd npoBeaeHnAa MOHUTOPUHra, 0bs13aHo
cobniogatb CTaHOapTHble onepaunoHHbIe npouenypbl opraHm3aTtopa KInHUM4eCKoro nccregoBaHus.

35. LleJ'IbIO MOHUTOPUHIa KInnMHN4YeCKOoro nccrieoBaHnda ABNAeTCA yCTaHOBIEeHMe TOro, 4To:
a) npaea u 6narononyq|/|e Y4aCTHUKOB KITMHNYECKOro nccnenoBaHnd 3alnlleHbl;

©) nomny4eHHble B XOA4€ KIMMHUYECKOrO MCCIeaoBaHMs OaHHble SIBNSATCS TOYHbIMUM, MOMHBLIMKA U MOOTBEPXKAAKTCS
nepBUYHOM AOKYMEHTaLUMEN;

B) KNMMHMYECKoe uccrneaoBaHue NMpPOBOAUTCA B COOTBETCTBUM C YTBEPXKOEHHONW TeKylllel Bepcuei MpoTokona U
N3MEHEHUIA K HeMy, TpebGoBaHuAMM HacToAwwmx MpaBun u 3akoHodaTenbcTBa Poccuiickoin denepaunv o6 obpalueHun
neKapcTBEHHbIX CPeacTs.

36. [ons pocTtmkeHus uenen MOHUTOPUHIA KITMHUYECKOro uccrnegosaHuA numuo, Ha3Ha4YeHHOE OpraHmn3aTopom
KIMNHNYECKOro nccneaoBaHna ona nposegeHnsa MOHUTOPUHra:

a) obecrneynBaet B3anMoaencTBue MeXay opraHm3aTtopomMm KIMMHUYECKOro wuccnenoBsaHuA, MeOMLNHCKOM
OpraHI/ISGLlMel;I n ncecnengosarenem;

6) npoBepPAEeT N KOHTPONMUPYET Hann4ne KBaJ'II/Id)VIKaLI,I/II/I ncecnenosarend n pecypcos MEANLNHCKOMN opraHusauum,
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HeobXoauMbIX A NPOBEAEHUS KIMHUYECKOro UCCrefoBaHus, BKtoYas nabopaTtopum, o60pyaoBaH1e U NepcoHarn;
B) B OTHOLUEHWM UCCIEAYEMOTO JIEKaPCTBEHHOMO NpenapaTa NpoBepsieT:
CPOKV U YCMOBUS XPaHEHNs, KONMYecTBO B 06bemMe, HeoBX0aAMMOM AN NMPOBEAEeHUs KMMHUYECKOro UCCneaoBaHns;

nony4yeHne TONbKO TeMU Yy4daCTHUKaMU KIMMHUYECKOro wuccnenoBaHnd, KOTOPbIM OH Ha3Ha4deH, U B [O03aX,
YCTaHOBJ1€HHbIX MPOTOKOJSIOM;

WHCTPYKLUUM MO MpaBUIbHOMY MPUMEHEHWIO, XPaHEHWIO WM MOPSIAKY BO3BpaTa NpenoCTaBreHbl yYacTHWKaM
KIMUHWUYECKOTo MCCrefoBaHus;

OCYLLIECTBINEHNE UCCNeqoBaTenemM KOHTPOMA W OOKYMEHTanbHOrO OMOPMMEHUS MONyYeHUs, NPUMEHEHUs,
BO3BpaTa, YHUYTOXEHUS UCCIedyeMOoro NiekapCTBEHHOTO NpenapaTta B MEAMLIMHCKOW OpraHn3aLum;

r) npoBepsieT cobniogeHue wuccregoBaTenem YTBEPXOAEHHOro MNPOTOKONa U BCEX W3MEHEHWUA K Hemy,
NpaBWUbHOCTb, MOSHOTY, TOYHOCTb W CPOKU OCOOPMIIEHMS WUCCredoBaTeneM [OOKYMEHTOB M [aHHbIX KIMHUYECKOro
nccnenoBaHus;

/J,) npoBepdeT norny4vyeHune D,O6pOBOJ'IbHOFO NMNCbMEHHOIo cornacuda KaxXaoro y4YacCcTHukKa KIMMHUYeCKOoro
nccnenooBaHnA 0O Havana ero y4actua B KIMMHUYEeCKOM nccnengoBsaHunun;

e) obecrneymBaeT Hanuune Yy uccrniegosarensa TeKyu.l,eVI penakunmn 6p0LLIPOpr, MHbIX OOKYMEHTOB U MaTtepunaros,
HeobxoaMMbIx Ans npoBegeHna KInnHM4YecKoro nccnegoBaHuA,

X) obecneyvBaeT goBedeHVe OO vccrnegoBaTenen Heobxoanmow ANnd NpoBeOEHUs KITMHUYECKOTO UCCreoBaHus
MHdopMauuu;

3) npoBepaeTt cobnogeHne uccnegoBaTenem KputepueB 0T6opa Y4aCTHUKOB KJITMHNYECKOIro nccnenoBaHUA;

VI) npoBepdAeT npaBuUiibHOCTb, MOJIHOTY U CPOKU perncrtpaunn OaHHbIX KIMMHUYEeCKOro UccnenoBaHUd, a TaKkKxe
nopAaoK BeAeHnA JOKYMEHTOB KIMTMHUYECKOro nccnenoBaHus;

K) MpoBepsieT MpPaBUNbHOCTb W MOMHOTY perucTpaumMn B WHAMBUOYaNbHOW PErncTpauMoHHOW KapTe AaHHbIX,
NpeaycMOTPEHHbIX MPOTOKONOM, AaHHbIX 06 W3MEHEeHUsIX O03bl U (UNnW) Tepanuu, O BbISIBMEHHbIX HexenaTernbHbIX
ABMNEHUAX W HexenaTenbHbIX peakuuax, O MPOMYyLIEHHbIX YYaCTHUKOM KIMHWYECKOro MCCredoBaHua Bu3WTax, O
HEBbINOMHEHHbIX aHanusax U obcrnenoBaHuaXx. Bce cnydvan MCKMOYEHUA U BbIObIBAHWS YYACTHUKOB KIUHUYECKOro
nccrenoBaHUs U3 KIMHUYECKOTO MWCCIedoBaHusA noanexaTt perucTpauun M MOsiCHEHUO B MHAMBUAYabHOWM
PerncTpaunoHHoN KapTe;

n) cooblaeT uccrnegoBaTenio 0O ObIX AOMYLIEHHbIX B MHAMBMAOYaNbHOW PErMcTpauMoHHON kapTe oLumnbkax,
nponyckax 1 Hepas3GopumnBbIX 3amNnUCAX U NPOCIEXNBAET 3a TeM, YTOOblI COOTBETCTBYHOLLME UCMPaBReHUs GbiNn caenaHbl,
AaTMpoBaHbl, 06bACHEHbI (eCnn HeobxoaMmo) 1 NoAnucaHbl UccregoBaTenem;

M) coobuwaeT uccrnegoBaTento 06 OTKMOHEHUsIX OT MpOTOKona, CTaHA4AapTHbIX MUCbMEHHbLIX npoueayp
opraHusartopa, TpeboBaHun Hactoswmx [lpaBun, 3akoHogatenbcTBa Poccuiickon Pepepaunm o6 obpalueHumn
NeKapCTBEHHbIX CpeacTB U NPUHUMAaET Mepbl MO UX YCTPAHEHUIO 1 HeOoNyLEeHUIO NMOBTOPEHUA.

37. MUcbMeHHbIE OTYETbl N0 MOHUTOPUHIY KIMHUYECKOTO UCCrefoBaHuUa NpeacTaBnsaioTcsa NULOM, HasHauYeHHbIM
ANA NPOBEAEHUS MOHWUTOPUHIa OpraHM3aTopy KMWHWYECKOro WCCreqoBaHUs B MOPSAKE W CPOKW, YCTaHOBMEHHbIEe
CTaHAapTHLIMM OnepaLMOHHbLIMK NPOLEAYPaMU opraHu3aTopa.

Otyet no MOHUTOPUHIY KIMMHUYECKOro unccnegoBaHuA OOJDKeH codepXaTb, B TOM YUCIie, CPOKU MnpoBeaeHusA
MOHUTOPUHIA, HanmeHoBaHue MeANLNHCKOM opraHusauumn, rge nposoaniiCA MOHUTOPWUHI, OaHHbIe 00 nccnepoBarensx,
y4yacCTHUKaxX KIMMHUYEeCKOro uccnepoarend, C KOTOPbIMU obwanocb (B3aI/IMOﬂ,eIZCTBOBaJ'IO) Myo, Ha3HadyeHHoe AnA
npoeseneHnAa MOHUTOPUHIa, onncaHme MnpoBEepKU, cBeAeHUA O BbIABIIEHHbIX HeOOoCTaTKaxX, BbIBOAbl MO pe3yrbratam
MOHUTOPUHIa U NHble CBeAeHNA U AaHHble, Kacatolneca MOHUTOPUHIa KIMHNUYeCKOoro nccnegoBaHuA.

38. OpraHn3aTtopom KIMHUYECKOro ccneaoBaHus KNMHUYECKOro NccnefoBaHns OCYLLECTBSAETCA He3aBcumas ot
MOHUTOPUHIA oOuUueHKa COOTBETCTBUA MNMpoBOAMMOIO KIIMHUYECKOro uccnegoBaHuna npoToKkony, CTaHAapPTHbIM
onepaunoHHbIM Mpoueadypam opraHmsaTtopa, HacTtoswmm [NpaBunam u TpeboBaHMsIM 3akoHopaTenbcTBa Poccuiickon
denepauun 06 obpalLLeHnM NeKapCTBEHHbIX CPEACTB (Jarnee - ayanT KIMHUYECKOro UCCNeaoBaHus).

Ons nposegeHna ayanta KInnHM4eckoro nccnenoBaHna opraHn3aTop KInnHM4eCcKoro nccrieqoBsaHnda HasHavaet nnu,
HEe3aBUCUMbIX OT BCEX Cy6'b€KTOB KITMHUYECKOro UccrenoBaHns 1 obnagaroLmx KBaJ'IVI(bVIKaLI,VIeIZ, NoAroTOBKOW, OMNbITOM
Ona nposefeHuna ayouta.

MnaH n obbem ayaouta KInHUYeCKoro wuccnenoBaHud pa3pa6aTb|Bar0Tc;| N yTBepXxgarTCd oOpraHM3aTtopom
KIMMHUYECKOro uccriegoBaHunA C y4deTtomM Konm4decTtBa YyYaCTHUKOB KIMMHUYECKOro uccriegoBaHua, tuna Mo CIOXXHOCTU



KIMMHUYECKOro nccnenoBaHnd, ctreneHn pucka and y4aCtHUKOB KITMHNYECKOro nccnenoBaHnsA n UHbIX obCcTOoATENLCTB.

39. Mpu oGHapyXeHWM B xode MOHUTOPUHIa WNU ayauTa KIMHUYECKOTO WCCIEAOBaHUsi CEepbe3HbiX U (MNn)
NOBTOPSAIOLLMXCS Cry4aeB HecobrnogeHns nccrnegoBaTenemM, MeauUMHCKON opraHu3aunen yCTaHOBNeHHbIX TpeGoBaHuii K
NPOBeAeHN0 KIMMHUYECKOro WCCNeaoBaHUs OpraHusaTop KIMHMYECKOro MWCCledoBaHMs MNpekpallaeT yyacTue
nccnenosaTtens, MEAULIMHCKOW OpraHu3auum B KNMHUYECKOM UCCReAoBaHUM U BHOCUT U3MEHEHUS B MPOTOKON.

40. B cpok, He npeBbIlIALWMA NATU pabounx AHEN CO OHS 3aBeplUeHUsl, MPUOCTAHOBMEHUS NN NpeKpalleHns
KNMHWMYECKOTO WCCrefoBaHUs fekapCTBEHHOro npenapata Afs MeaWUMHCKOro MNpUMEHEeHUs, cooblueHne 06 3ToMm
HanpaBnsieTcs opraHM3aTopoM KIMHUYECKOro nuccrefoBaHus B MMHUCTEpCTBO.

41. |-|pl/I MHOFOLI,eHTpOBbIX KMUHN4YEeCKNX wmnccnenoBaHmMAax opraHM3aTop KNMMHN4YeCKOro wuccrnegoBaHud
obecneynBaerT:

a) npoeeneHne KrnMHU4eckoro wuccnegosaHmAa BceMu MegUUUMHCKMMWM oOpraHunsaunamu, y4yvacrteyrwuwmnmm B
MHOroueHTpPOBOM KIMMHUYEeCKOM 1ccrnenosaHnn, B CTPOroMm COOTBETCTBUN C MPOTOKOSTOM KIMUMHUYECKOro nccrieaoBaHusa,

0) pa3paboTky MHAMBUAOYaNbHbIX PErMCTPALMOHHBIX KapT, MO3BOMALWMX cobpaTh Tpebyemble OaHHble M3 BCEX
MEONLMHCKNX OpraHv3aunii, y4acTBYHOLLMX B MHOIOLEHTPOBOM KIMHUYECKOM UCCHeg0BaHNY;

B) [OOKyMeHTarnbHOe 3akpenneHue npaB W 06A3aHHOCTEW MEeOWLMHCKUX opraHusauuii 1M uccnegosaTternen,
npefocTaBrneHne ykasaHHbIM NvMuaM NpoToKona, CTaHOapTHBIX OnepaLnoHHbIX NpoLeayp opraHu3aTtopa, MHCTPYKLMKU Mo
3arnofHeHNI0 MHAMBMAOYaNbHbIX PErMCTPaLMOHHbIX KapT A0 Havyarna KNMHUYECKOro uccrenoBaHusl.

IV. OpraHusauus paboTsl uccnegoBaTtens

42. PykoBoguTenb MELMLUHCKOM OpraHusauuun, KoTopasi MpPOBOAMT KIMHMYECKOE WCCrnenoBaHuWe, HasHavaeT
nuccnepgosaTterns, OTBETCTBEHHOrO 3a MpOBedeHMEe TakKoro MUCCrenoBaHus M MMeloLero neyvebHyro cneumanbHOCTb,
COOTBETCTBYIOLLYO NpoBOAMMOMY KIMMHWYECKOMY UcCcneaoBaHuio, CO CTaXem pa6OTbI no nporpammam KIMHUYEeCKNX
nuccrnefoBaHUM He MeHee YeM Tpu roda U no ero npegnoXeHU HasHadaeT couccriegoBaTenen M3 yucna spadven 3Tomn
MeOMLMHCKOW opraHm3aumm <1> (ganee - uccnegoBarterb).

<1> MyHkT 1 cTatbn 40 PenepanbHoro 3akoHa ot 12 anpensa 2010 r. N 61-®3 "O6 obpalleHnmn nekapCTBEHHbIX
cpeacts".

43. WccnepoBatenb, couccrnieoBaTtenu [OOSKHbI OblTb O3HaKOMMEHbl C pe3ynbTaTaMu  LOKIUHUYECKOro
“ccrenoBaHUst MCCNeayemMoro nekapcTBEHHOro npenaparta, akTyanbHOM Bepcuein GpoLuopbl, MPOTOKOMOM, WHBIMM
[OKYMEHTaMU W JaHHbIMMW, UMEOLLMMYM OTHOLLEHUE K MPOBEAEHUIO KITMHNYECKOTO NCCNEeoBaHus.

44. WNccnepgoBaTenb OCYLLECTBASIET OTOOP YYaCTHWMKOB KIMHWMYECKOro uccrnegoBaHus, obecnevmBaeT okasaHue
MEAMLMHCKOW NMOMOLLM YHACTHUKY KITMHUYECKOro UccrneaoBaHns <1>.

<1> YacTtb 2 ctatbm 98 PegepanbHoro 3akoHa ot 21 HoA6psa 2011 r. N 323-d3 "O6 ocHoBax OxpaHbl 300pOBbs
rpaxgaH B Poccuiickon Pepepauun” (CobpaHne 3akoHogatenbctBa Poccurickon ®epepauum, 2011, N 48, cT. 6724).

45. ViccnegoBarenb, couccrieqoBaTenn AOMKHbI 3HaTb M cobniogate Hactosiwue NpaBuna v uHble TpeboBaHuA
3akoHogartenbcTBa Poccuickon dPepepauum 06 obpalleHnn nekapcTBEHHbIX cpedcTB. HapyweHne HacToswux Mpasun,
danbcudpukaumsa pesynsTaToB KIMHUYECKOTO WCCreaoBaHuUs BreKyT 3a COOOM OTBETCTBEHHOCTb B COOTBETCTBMMU C
3akoHoaaTenbcTBoM Poccuiickon deaepauum <1>.

<1> TMyHkT 12 ctatbn 40 ®epepansHoro 3akoHa ot 12 anpens 2010 . N 61-®3 "O6 obpalueHnn nekapCTBEeHHbIX
cpencrte".

46. WccneposaTenb AOMKEH pacrionaraTtb BPEMEHEM W pecypcamu, Bkniodas nabGopatopuu, obopyaosaHue
nepcoHar, Heo6XoaAMMbIMY s NPOBEAEHUS KIMHUYECKOTO UCCIE0BaHNS.

47. MNpwv HanMuun cornacusi y4acTHUKa KIIMHUYECKOTO MCCNeaoBaHns uccriefoBaresib CooOLaeT fievaliemMy Bpady
y4YacTHUKa KIMHUYECKOIO UCCIeaoBaHns 06 y4acTum NocnegHero B KMMHUYECKOM UCCIeaoBaHnm.

48. Nccneposaternb NPOBOAUT KNIMHMYECKOE UCCreaoBaHne B COOTBETCTBMM C MPOTOKOMOM.

Wccneposatens o06si3aH cobnogath MPOTOKOM, He [OOMKEeH BHOCUTb B HEro u3MeHeHust Ge3 pelleHus
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MVIHI/ICTepCTBa n 0D,O6peHVIFI HEe3aBUCMMOIo 3TUYEeCKOro KomMmuteTa, 3a WCKIo4YeHnemM CcriyyYyaeB, Koraa Tpe6yeTcs|
YCTPaHNUTb HENOCPEACTBEHHYIO Yrpo3y XU3HU U (I/IJ'II/I) 340pPO0BbH0 yHaCTHUKA KIMNMHUYECKOro nccrieaoBaHuA.

Jlloboe oTKNoHeHME OT YTBEPXOEHHOIo npoToKona O(*)OpMJ'IFIeTCFI OOKYMEHTarlbHO U B KpaTanlmme CpPOKK
HanpaBnaeTca And pacCMOTpeHUA U cornmacoBaHUA B He3aBUCUMMbIA 3TUYECKUIN KOMUTET U OopraHn3artopy KrnMHU4eCcKoro
ncecnegoBaHua ona cornacoBaHuA.

49. NccnepoBaTernb cooOLLI@eT B HE3aBUCUMBbIN 3TUYECKUA KOMUTET:

a) 00 OTKITOHEHUsIX OT NPOTOKONa U N3MeHeHUAX NpoToKosa, Npon3BeneHHbIX And yCTpaHeHUA yrpo3bl XKU3HU U
(I/IJ'II/I) 340pP0OBbI0 YHaCTHUKA KIMNMHUYECKOro nccreaoBaHus;

6) 00 W3MEHeHUsIX, HenocpeacTtBeHHO BIUAKWKMX Ha npoBeaeHne KImMHU4YeCKoro uccnenoBaHna wu (VIJ']M)
yBENMM4MNBaKLLNX PUCK yHaCTnA B KIMTMHNYECKOM 1UccnegoBaHNn;

B) 000 Bcex HexenartenbHbIX peakuunax, KoTopble ABNAKTCA OAHOBPEMEHHO Cepbe3HbiMN N HeNnpeaBUOEHHbIMU;

F) O HOBbIX OaHHbIX, KOTOpPble MOryT CBUOETENIbCTBOBATb O BO3pacCTaHMW pUCKa AOnA YYaCTHUKOB KITMHUYECKOro
ncecnenoBaHuA nnm MoryT He6J'IaFOI'IpI/IF|THO NOBNMNATb HA X0 KIMNMHNYECKOro nccneaoBaHna.

50. UccnegoBatenb AomkeH 06ecneunTb NPpUMEHEHNE yYaCTHUKAMU KIMHUYECKOTO MCCNeaoBaHnsa Uccreayemblx
neKapcTBeHHbIX MpenapaTtoB B COOTBETCTBUM C MPOTOKONOM M cobniodaTtbh NpeaycMOTPEHHY MPOTOKONOM METOAUKY
paHOomusaumn (pacnpedeneHns y4acTHUKOB KMMHUYECKOro WUCCredoBaHWA Mo rpynnam redvYeHuss WUnmn KOHTPOrst
criyvaiiHblM 06pa3oM, MO3BOSISAOLWENO CBECTU K MUHUMYMY CYGLEKTMBHOCTbL) M 06ECneunTb packpbiTve koda TOMNbKo B
COOTBETCTBMU C NMPOTOKOSIOM.

Ecnn knuHuyeckoe nccnegosaHune npoBognTCA cnenbiM METOAOM MUCcrieaoBaTeflb JOKYMeHTallbHO OQ)OpMJ'IﬂeT n
obbscHsIeT OpraHn3aTtopy KInHU4YEeCKOro uccnenoBaHuA noboe npexanespemMeHHoe pacKkpbiTUe Koda uccnenyemblix
NNEeKapCTBEHHbIX NMpenapaTtos.

51. NccnepoBatenb OCyLUeCTBIdAeT y4eT uccnengyembiX NnekapCTBEeHHbIX npenapartoB U npenapartoB CpaBHEHUA, B
TOM 4Yucne Bener ydetr ux HOCTyI'U'IeHI/IVI, (baKTVI‘-IeCKOFO Hanm4yuna, Konum4yectesa UCNONb30BaHUA KaXOblM Yy4YaCTHUKOM
KNMMHUYECKOro nccnengoBaHua, YHUHTOXEHUA, a TakkKe Bo3BpaTa opraHmn3aTtopy KIMHMYeCKOro nccrnenoBaHus.

WccnepoBatenb MOXeET nepenartb oba3aHHOCTM noO ydyeTy wuccrnegyemblX IneKapCTBEHHbIX MnpenapatoB U
npenapartoB CpaBHEHUA pa60Tan<y anTe4yHom opraHunsauunm nnm nHomMy nuuy, NOAKOHTPOJSIbHOMY MccnenoBartesnto.

3anucy no y4yeTy OOMKHbI BKMNoYaTb B ceba AaThbl, KONMYECTBO, HOMepa MapTuil, Cepui, CPOKWM rogHOCTM (raoe
NMPUMEHMMO) U YHUKambHbIE KOAbl UCCREAYEMbIX NEeKapCTBEHHbIX NMpenapaTos v NpenapaTtoB CPaBHEHUS U Y4aCTHUKOB
KNMUHUYECKOro MccrnenoBaHus.

Wccneposatenb [OOMKeH BeCTU 3anucu, MNOATBEPXOAloliMe, YTO YYaCTHUKM KIMHUYECKOro WccrenoBaHus
nofyyYanu wuccrielyemble JeKapCTBEHHble npenapatbl M (MUnM) npenapaTbl CpaBHEHMS B [03aX M KONUYeCTBax,
NpeaycMOTPEHHbLIX MPOTOKONOM KIMHUYECKOro UCCreaoBaHus.

52. NccnepoBaTtenb VIH(pOpMVIpyeT y4dacCTHUKa KITMHN4YEeCKOro nccriegoBaHnda Ui ero 3aKkoHHOro npeacrtaBuTena:

a) O TOM, YTO KIMMHUYECKOoe uccregosaHne HOCUT 3KCI'IepVIMeHTaJ'IbeIVI XapakTtep, yvyactume nmua B KIMMHUYECKOM
nccnegoBaHUM ABIAETCA D,OGpOBOJ'IbeIM M OHO MOXET OTKa3aTbCA OT y4acTud B KITMHUYECKOM uUccriegosaHum B nobown
MOMEHT;

6) O Uenu KnnmHn4ecKkoro nccrniegoBaHnd, ero npoaosnkKnTesIbHOCTU U I'IpVI6J'IVI3VITeJ']bHOM Konmn4yecTBe y4aCTHUKOB;

B) O BapuaHTax nie4eHunsa B npouecce KInnMHn4Yeckoro nccrieqoBaHna n BepoATHOCTU CﬂyanIHOFO pacnpeneneHna B
OOHY M3 rpynmn nevyeHnd;

r) o npoueaypax KNMHUYECKOro NCCreqoBaHusl, BKoYasi BCe MHBa3WBHbIE NPOLEAYpL;
) 06 00A3aHHOCTAX y4YaCTHMKA KITMHWUYECKOro UCCneaoBaHus;

e) o6 oxugaemblx pucke U (MnM) Monb3e AOns ydacTHMKA KIMHUYECKOro WCCredoBaHus, a Takke, B
COOTBETCTBYHLUMX Cryyasnx, Ans amo6puoHa, nrnoga unu rpyaHoro pebeHka;

) 00 MHbIX, MOMMMO MPeayCMOTPEHHBIX MPOTOKOSIOM, MpoLeaAypax UM MeToaax feyYeHnsi, KoTopble MoryT ObiTb
AOCTYMHbI Y4aCTHUKY KITMHUYECKOTO UCCedoBaHMs, a Takke UX NOTeHUManbHbIX Bbiroge, nosb3e, PUCKE;

3) O KOMMEeHcaumn u (AnKn) NevYeHnn, JOCTYMNHbIe YYACTHUKY KITMHWYECKOrO UCCNedoBaHusl B Crlyyae NpuYMHEHUs
Bpeda ero 300poBbio B pesynbraTe y4acTus B KITMHUYECKOM UCCIeoBaHnu;



VI) O nnaHunpyemblixX BblMJlaTaxX YYaCTHUKY KIMMHUYECKOro wuccriegoBsaHnda 3a ero ydactme B KITMHUYECKOM
nccnenoBaHumn, ecnm TakoBble NpeayCMOTPEHbI;

K) O niaHnpyembIX pacxodgax yYacCTHUKa KIMMHUYEeCKOro unccnenoBaHud, eClii TakoBble OXMOAloTCA, CBA3aHHbIE C
€ro y4yactmnem B KINMHM4YeCKOM nUccrnenoBaHnn;

J'I) O TOM, 4YTO YYaCTHUK KIMMHUYECKOro wuccnegoBaHuAa wunn ero 3aKOHHbIN npencraBuTeslb, noanucbiBas
I/IH(bOpMaLI,I/lOHHbIIZ JINCTOK NauuneHTa, p[aeTr pas3peweHune Ha [ocTtyn nudy, Ha3HadYeHHOMY AOnAaA npoBeneHudA
MOHUTOPUHIa, ayauTopoB, HE3aBUCUMbIX ITUHECKUX KOMUTETOB, YNOJIHOMOYEHHbIX OpraHoB K MeAUMUUHCKMM 3anmncam
y4acCTHUKA KINMMHNYEeCKOro nccnengoBaHus;

M) O TOM, YTO 3anuncu, AEHTUDULMPYIOLLME YYaCTHMKA KIMHUYECKOTO UCCneaoBaHus, OyayT coxpaHeHbl B TallHe,
packpbiTe WX [OMyckaeTcs B COOTBETCTBMM C 3akoHodaTenbcTBoM Poccuiickon depepaumu, u npu nybnukaumm
pe3ynsTaTtoB KIMHUYECKOrO WCCredoBaHUs KOH(MOEHUMANbHOCTb OaHHbIX YYacTHUKA KIMHUYECKOro WccredoBaHus!
OyaeT coxpaHeHa;

H) O TOM, YTO y4HaCTHUK KITMHUYECKOro nccnenoBaHnda nim ero 3aKOHHbIN npeacrtaBuTelb 6yﬂ,6T He3amMeannTeribHoO
O3HaKOMIIEH C HOBOW MHd)OpMaLlMeV’I, cnocobHoW MoBMUSATbL Ha ero enaHue npoaoskartb ydactne B KIMHUYECKOM
ncecnenoBaHum,

0) O nunuax, K KOTOpbIM MOXHO 06paTMTbCﬂ Ona nony4yeHus OOMNOSTHUTENbHON I/IHCbOpMaLI,VIM O KITMHUN4Y€eCKOM
nccnenosaHumn, 1 npasax y4aCTHUKOB KITMHNYECKOro nccnegoBaHus;

M) O BO3MOXHbIX 06CTOATENBLCTBAX U (UNWN) NPUYNHAX, MO KOTOPbIM yvacTue nuua B KIMHUYECKOM MCCrefoBaHum
MOXeT BbITb NpekpaLLeHo.

53. I/IchopmaLu/m O KJTMHM4YeCKOM uccrneagoBaHuUn JOJKHa coaepxXaTtb Kak MOXKHO MeHblle cneunarnbHbIX TEPMUHOB
N ObITb NOHATHA Y4aCTHUKY KIMMHUYECKOro nccnegoBaHua nnm ero 3akoOHHOMYy npencrtaBuTernto.

54. Wccneposarenb nepen nonyvyeHnem I/IH(*)OpMI/IpOBaHHOFO ,D,O6pOBOJ'IbHOFO cornacua OormkKeH npenoctaBUTb
Y4Y4aCTHUKY KIMMHNYECKOro uccrienoBaHund, ero 3akoHHOMY npencrtaBuTento Bpems, HeobOxoamumoe ans NPUHATUA peLleHnaA
00 yqyacTtun B KIUHNYECKOM nccrnenoBaHMM U oTkase OT TaKoro y4YyacTtus. YYacTHUK KIMHNYECKOrO UCCreaoBaHns unm
€ro 3aKOHHbIN npencraBuTesib BnpaBe nMNony4YnTtb UcHepnbiBawowme U OOCTOBEpPHble OTBETblI Ha BCE€ BOMNPOCblI O
KIMNHN4YEeCKOM mnccnenoBaHnn.

55. I'Iepep, BKITIOMEHMEM €ero B KIMMHU4YeCKoe nccrieaosaHne y4aCTtHUK KInnHn4eckoro nccnegoBaHud, ero 3aKOHHbIN
npencrasuTerib AOJDKEH NONyYUTb nognucaHHbIN K ﬂaTMpOBaHHbIVI aK3eMmndap I/IH(bOpMaLIMOHHOI'O JINCTKa nauueHTa un
MHble MaTtepuanbl, Kacakwnecda npoBeaeHuna KIMHU4YeCcKoro wuccnenoBaHUA. B nepuoa npoeseaneHna KrnHn4eckoro
nccnegoBaHnA y4YacTHUKY KIMMHUYECKOro mccriegoBaHusA coobulaeTcsi 000 BCEX M3MEHEHUsX B OOKYMEHTbl U OaHHble
KINMMHNUYEeCKOoro nccnegoBaHud, Kacarwlwmeca ero y4actnda B KNMMHM4YECKOM UccnegoBaHUn.

56. B CpoK, YCTaHOBIEHHbIA MPOTOKOSIOM, MccrieaoBaTenb 006s3aH coobliaTb OpraHuM3aTopy KIMHUYECKOro
nccrnenoBaHus 060 BCEX CEPbEe3HbIX HeXernaTenbHbIX peakuusix, 3a UCKMHYEHNEM TeX, KOTopble B MPOTOKONe unv B
GpoLutope onpeaeneHbl kak He TpebyloliMe HeMeaneHHOro CooBLLEHMS.

Mocne nepeoro coobueHunsa o Cepbe3HbIX HeXenartelibHblIX peakunax wuccriegoBaTeilb B KpaTanlmme CpPOKK
npencraBndeT opraHM3aTtopy KIMHUYeCKOro mnccrnenoBaHuA I'IO,EI,pO6HbIl7I NMUCbMEHHbI OTYET. I'IepBb||7| n nocnenywouine
OTYETbl [OOJDKHbI I/Iﬂ,eHTI/Id)MLI,MpOBaTb Y4aCTHUKOB KIMMHUYECKOro uccrnegosaHma no npucBo€HHbIM UM YHUKalbHbIM
Kogam.

57. MNpu coobLieHnsx 0 CMepTM yvacTHMKa KIMHUYECKOro WUCCneaoBaHus uccnegoaTens obssaH no 3anpocy
opraHu3artopa KIMHUYECKOro nccnegoBaHus, He3aBMCMMOrO 3TMYECKOro komuteTa, MunmuctepcTaa u (unu) degepanbHomn
cnyx0bl No Hagsopy B cdepe 34paBoOOXpPaHEHUs NMPeAoCTaBnTb NoBY JOMOMHUTENBbHYI0 MHAOPMAaLMIO OTHOCUTENBHO
AaHHOro criyyasi, B TOM Y1crne NpOoTOKOM BCKPbITUS Y MOCMEPTHBIN 3MNUKPU3.

58. B cnyyae BO3HMKHOBEHMSI OMACHOCTU [ONS XWU3HW, 300POBbS YYaCTHWKA KIMHUYECKOro UccrenoBaHus,
nccnegosatenb 06s3aH NPOMHGOPMMPOBaTb 00 3TOM PYKOBOAUTENS MEAMLMHCKOM opraHvMsauumM M opraHusaTopa
KNUHMYECKOrO WCCNenoBaHUS IeKapCTBEHHOro npenapata B TedeHue 24 yacoB. PelleHue 0 npuvoOCTaHOBMNEHMU
KMMHUYECKOTO UCCNeaoBaHns MPUHUMAIOT PYKOBOAMTENb MEAMLMHCKOWM OpraHM3aummn 1 (Mnm) opraHM3aTop KIMHUYECKoro
nccnegoBaHusl, pelleHre O MNpeKpalleHUM Takoro UCCNEedoBaHuUs MpUHUMMAET YMNONHOMOYEHHBIN denepanbHbIA opraH
MCMOMNHUTENbBHOW BNacT Ha OCHOBaHWM COODLLEHMS B NMUCbMEHHOW hopMe PYKOBOAMTENS MeOULIMHCKOW opraHusauum
UNM opraHM3aTop KMMHUYECKOro nccrneqoBaHus.

Mpy [OCPOYHOM NpEKPAaLLEHUUN KITMHUYECKOTO UCCeOoBaHNUs UN ero NPUOCTaHOBNEHUM UccrnedoBaTtenb 1 (Unu)
MeOULMHCKasi OopraHvM3aumsi, B KOTOPOW MPOBOAMUIIOCH KIMHWYECKOe UWCCcnefoBaHue, 006si3aHbl He3ameanuTenbHO
MHOPMUPOBATb YYACTHUKOB KITMHWYECKOro uccnegoBaHus, obecnednTb MM HeobxoguMMoe rnedyeHue n HabnogeHue,
NPoOMHMOPMMPOBATL OpraHn3aTtopa KMAWHWUYECKOrO MCCreaoBaHWUs, HEe3aBUCUMbIN 3TUYECKUA KOMWUTET C
npepocTaBreHeM NogpobHOro NMCbMEHHOTO OOBLSCHEHNS NPUYUH NMPUOCTAHOBMEHUS UMW NPeKpaLLEeHNs KIMMHNYECKOro



nccnegoBsaHuA.

59. Uccnepoeatenb obecrneynBaeT MNonHOe U OOCTOBEPHOE BedeHWe AO0KYMEHTOB KIMUHUYECKOro MccrnenoBaHus,
BKIOYas 3anmMcu Ha GYMakHbIX, SNIEKTPOHHBIX, MarHUTHbLIX UMW ONTUYECKMX HOCUTENSX, CKaHOrpaMMbl, PEHTTEHOBCKUE
CHVMMKM, 3NeKTpoKapaMorpaMMbl, KOTOpPblE OMUCLIBAOT METOAbl, OpraHM3aumilo U (Unu) pesynbTaTtbl KIMHUYECKOro
nccrnenoBaHuns.

60. XpaHeHue [OKYMEHTOB KIMHWYECKOr0 WCCNeaoBaHUSA OCyLeCcTBNAeTCs MeAULUMHCKOW opraHusauven B
COOTBETCTBMM C yCIOBUAMKU O0roBopa, 3akio4eHHOro ¢ opraHnM3aTopoM KImMHNMYeCKoro nccnegoBaHua, nnu ecnun gaHHoe
yCrnoBMe He OroBOPEHO, Kak NpaBuio, B TeYeHwe AOBYX FeT nocne rocyaapCTBEHHOW perncrpauum nekapCTBEHHOMO
npenapata B Poccunckon depepauumn mnm odumumanbHOro npekpawleHnst KNMMHUYECKOW pas3paboTkm uccrnegyemoro
nekapcTBEHHOro npenapara.

61. Mo 3aBepLleHnn KIMMHMYEeCKOro wuccnegoBaHuna wccrnegoBartesb coobwaet 06 3TOM pykoBoguTersto
MeANLNHCKOMN opraHmsauunmn, nogrotaBriMBaeT OTYET B COOTBETCTBUUN C Tpe6OBaHVIF|MVI MNyHKTa 9 HacToAwmX I'Ipanm n
npencraBndeT ero opraHn3aTopy KInnHM4eCcKoro nccrnenosaHmna n B He3aBUCUMbIA 3TUYECKUIN KOMUTET.
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