006 yTBepxaeHuu MNMpaBun HapgneXxawen KJIMHUYECKON NPaKTUKHU

OMoMeoAMLMHCKUX KJIETO4HbIX nNPOAYKTOB

Mpuka3 MuHncTepcTBa 34paBooxpaHeHns Poccuninckon ®epepaumm - Ne 669H « oT 22.09.2017 - JencTayeT C
N3MEHeHNAMHU

MWHWCTEPCTBO 3PABOOXPAHEHISA POCCUACKOW ®ELEPALIAN
MPNKA3
MOCKBA

22 ceHTabps 2017 r. Ne 669H

06 yTBepxAeHuM MpaBun HaaexXalen KIMHUYECKON NPakTUKK
BMOMELNUMHCKNX KNETOYHBIX MPOAYKTOB

3apeructpuposaH MuHtioctom Poccum 1 Hosbpsa 2017 r.

PernctpaunoHHbin Ne 48763

B cooTBeTCTBMM C HacTbio 11 cTaTbun 28 1 YyacTbio 11 cTaTbn 29
depnepanbHOro 3akoHa oT 23 uioHs 2016 r. Ne 180-P3 "O 6uomMe ANLNHCKIMX
KNeTo4YHbIX NnpoaykTax" (CobpaHue 3akoHoAaTeNbCTBa Poccuinckon
®epepaumm, 2016, Ne 26, cT. 3849) 1 noanyHkTamm 5.2.207-29 n
5.2.207-34 MonoxeHus o MMHNCTEepCTBE 34paBOOXPaHEHNs POCCUICKON
depepaummn, yTBepXAEHHOro NocTaHoBNeHneM [MpaBuTensCTBa PoccuMnckom
®epepaumm ot 19 uoHa 2012 r. Ne 608 (CobpaHue 3akoHOAaTEeNbCTBA
Poccuinckon ®degepaunn, 2012, Ne 26, cT. 3526; 2013, Ne 16, cT. 1970; Ne
20, cT. 2477; Ne 22, cT. 2812; Ne 33, cT. 4386; Ne 45, cT. 5822; 2014,

Ne 12, ¢T. 1296; Ne 26, cT. 3577; Ne 30, cT. 4307; Ne 37, cT. 4969;

2015, Ne 2, ¢T.491; Ne 12, cT. 1763; Ne 23, cT. 3333; 2016, Ne 2, CT.

325; Ne 9, cT. 1268; Ne 27, cT. 4497; Ne 28, cT. 4741; Ne 34, cT. 5255;

Ne 49, cT. 6922; 2017, Ne 7, ¢T. 1066; Ne 33, cT. 5202),

NMpUKa3blBalo:

YTBepanTb npunaraemole Mpasnna Hagnexalwlen KINHUYeCKoOn NpakTUKn
HroMeaNLIMHCKUX KNeTOYHbIX MPOAYKTOB.

MwuHncTp B.N.CkBOpLOBa

YTBEPXXLEHbI

npmkasom MnHMCTEpPCTBa 34PaBOOXPaHEHUS
Poccuinckon ®epepauun

0T 22 ceHTn6ps 2017 r. No 669H

MNpasuna

Hagaexalen KIMHNYECKON NPaKTUKN BMoMeanLNHCKNX KNETOYHbIX
NPOOYKTOB

|. ObLUMe NoNI0XKEHNS

1. HacToswwme MpaBnna HaaNexallen KIMHNYECKOWN NPaKTKK
BroMeANLIMHCKNX KNETOYHbIX NPOAYKTOB (Aanee - MpaBuna) peryimpyoT
OTHOLLUEHUS MO NIAHUPOBAHWIO, OPraHN3aLNK, NPOBEAEHNIO, MOHUTOPUHTY,
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ayauTy, LOKYMEHTMPOBAHUIO KIMHNYECKMX NCCNef0oBaHNI BrioMeaNLNHCKNX
KJIETOYHbIX MPOAYKTOB (fanee - KNIMHNYECKNEe UccnenoBaHns) C y4actnem
4yesloBEKa B KayecTBe CybbeKkTa KJANHNYECKOro NCCIeA0BaHNSA, aHaIn3y 1
npeacTaBAeHNO pe3ynbTaToB KIMHUYECKUX UCCNenoBaHMi, obecneymBatoLLmne
rapaHTU0 4OCTOBEPHOCTU U TOYHOCTU MOJTIYYEHHbIX OaHHbIX U
npencTaB/ieHHbIX pe3ysibTaToB, a TakXKe 3aluTy npas, 340P0BbA U
KOH(MOEHUMANbHOCTN NEPCOHANbHbLIX AaHHbIX NALUEHTOB B KIMHUYECKOM
nccnenoBaHun.

2. Ana yenen HacToAwmX MpaBna NPUMEHSIOTCSH TEPMUHBI 1

onpegeneHus, ncnosibdyemole B PefnepanbHoM 3akoHe oT 23 uioHa 2016 .
Ne 180-®3 "O broMeaNLMHCKNX KNETOYHbIX NpoaykTax"<1> (nanee -
depepanbHbI 3aK0H "O BMOMEANLNHCKNX KNETOYHbIX NpoayKTax").

<1> CobpaHune 3akoHogaTenscTBa Poccuinckon ®epepaumm, 2016,
Ne 26, cT. 3849.

3. O6BEKTOM KJIMHNYECKOr0 NCCNENOBaHUS ABNAETCS BoMeANLIMHCKIIA
KJIETOYHbIA MPOAYKT, N3yYaeMblii B Lenax (fanee - nccnenyemblii
BruomMeaNUNHCKNIA KJIETOYHbBIA NPOAYKT):

a) ycTaHoBneHmsa 6e3onacHoCTX U (1IM) MEPEHOCUMOCTK

HroMeaNLIMHCKUX KNeTOYHbIX MPOAYKTOB, B TOM YMC/1e BbiSBAEHNA NOBOYHbIX
AEeNCTBUA NPU UX NPUMEHEHUN;

6) ycTaHoBneHmsa 6e30macHOCTM M 3PHEKTUBHOCTY BMOMEANLNHCKNX
KNETOYHbIX MPOAYKTOB, B TOM Yynce noabopa onTnMasbHbLIX 403MPOBOK
BroMeanNLIMHCKOr0o KNIETOYHOI0 MPOAYKTa U KYPCOB JledeHuns, Ans NaumeHToB
C onpeneneHHbIMK 3aboneBaHnAMY;

B) BbIsIBIEHNA 0CODEHHOCTEN B3auMoaencTBms broMe AULIMHCKMX

KJIETOYHbIX NPOAYKTOB C JIeKapPCTBEHHbIMU NpenapaTaMn, MegULMHCKUMN
N3AENMSMU, MULLEBLIMI NPOAYKTaMW, APYTUMU ONOMELNUMHCKAMI KNETOYHBIMM
npoayKTamu;

) U3y4YeHNs1 BO3SMOXXHOCTM PacCLUMpPEHNS MOKa3aHUA 015 NPYMEHEHUS
3aperucTpmpoBaHHbIX BUIOMEANLIMHCKUX KNETOYHbIX MPOAYKTOB.
Nccnenyemble bBMOMeANLNHCKME KNIETOYHbIE MPOAYKTbI MPUMEHSIOTCA B
COOTBETCTBUM C YTBEPXKAEHHLIM (B paMKax MpoLeaypbl NoayyYeHns
pa3peLleHns Ha NPoBeLEeHME KIMHNYECKOro NCCae0BaHNs) MPOTOKOIOM
KJIMHNYECKOro NCCNenoBaHUS.

MpoBeneHne [OKINHNYECKUX NCCNenoBaHUA BMOMEANLNHCKNX KNETOYHbIX
NPOAYKTOB OCYLLECTBASETCSA B COOTBETCTBMMN C MpaBUIaMi Hagexallen
NpakTuKy No paboTe ¢ BUOMEOANLNHCKUMN KNETOYHBIMU NPOAYKTaMU<2>.

4. KnnHnyeckoe nccnepoBaHmne nNpoBoAUTCA B OTHOLLEHUN (IM3MYECKOro
Jmua (naumeHTa unam 340poBoro fobpoBosibLa), MPUHMMAIOLLErO y4acTue B
KJINHNYECKOM MUCC/IeA0BaHUN B COCTaBe MPynmbl, NOJyYaloWwen nccienyemoiin
BruomMeaNUNHCKNIA KJIETOYHBIA NPOAYKT, IMB0 B COCTaBe KOHTPOJIbHON rpynmsbl
(manee - nauneHT).

5. Kaxxablin nauneHT nocne noayyvyeHns MHOOpPMaLUmM 0 KINHNYECKOM
NCCNeA0BaHMM N [0 Hayasla MPOBELEHUS KIMHNYECKOr0 NCCNIeA0BaHNA faeT
[06poBONbLHOE Cornacne Ha y4acTune B TaKOM KJANHUYECKOM UCCNenoBaHNN
nocpencTBOM NOANMCaHUS MHGOPMALMOHHOMO INCTKa MaLUueHTa.

Takxe KaxAabln naumeHT gaeT obpoBonbHOe cornacue Ha 06paboTky
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€ro nepcoHasbHbIX AAaHHbLIX U UX MPeAoCTaBeHNe ONpeaesIeHHOMY ALY UK
onpeLeneHHOMY Kpyry JiiL, B CBA3M C y4acTUeEM NauneHTa B KJIMHNYECKOM
nccnenoBaHuu.

6. Cornacue Ha y4acTue B KJIMHMYECKOM UCCNIef0BaHUN, Ha

06paboTKy 1 nepefavy nepcoHasbHbIX AaHHbIX NaLMeHTa MOXeT BbITb faHO
3aKOHHbIM MnpefcTaBmTeneM<3> nauueHTa.

7. KnnHu4yeckoe nccnefosaHne bMomMegmLmMHCKOro KN1eTOYHOIro

npoAyKTa NPOBOAMTCS Ha OCHOBAHWUN pa3peLleHns Ha NpoBeaeHne
KJIMHNYECKOro ncciefoBaHuns, BblAaHHOr0 MUHNUCTEPCTBOM 3 paBOOXPaHEHUS
Poccuinckon ®egepaumm (ganee - MUHUCTEPCTBO)<4> No pesysibTaTaM
3KCMepTu3bl KayecTBa BUOMEANLIMHCKOrO KIETOYHOr0 MPoAyKTa, B TOM
4yncne 3KCnepTusbl cocTaa 0bpasLoB HOMeANLMHCKOro KNETOYHOro
npoayKTa 1 METOA0B KOHTPOJISA €ro KavyecTBa (fanee - akcnepTn3a

KavecTBa 6UOMeAULUHCKOr0 KNeTO4YHOr0 NPOAYKTa), U IKCNepTuM3bl
LOKYMEHTOB AJ19 MOYyYeHNS pa3peLleHns Ha NpoBedeHNe KJIMHNYECKOro
nccnepoBaHms 6UOMeaNLNHCKOro KNeTOYHOr0 NPoAYyKTa<5> 1 aTuyeckom
IKCMNEePTU3bI<6>.

JKCnepTu3a kayecTBa OMOMEANLNHCKOrO KNETOYHOr0 NPOAYKTa U
3KCrnepTr3a LOKYMEHTOB A5 MONyYeHus pa3peLleHns Ha NpoBeeHue
KJINHNYECKOro nccaenoBaHna bromeauuMHCKOro K1eTo4HOro NpoayKTa
NpoBOAATCA (hefepasbHbIM FOCY4apCTBEHHBLIM BIOLXKETHBLIM YYPEXAEHNEM,
HaxoaAwmmcs B BefeHnn MuHncTepcTsa 1 obecneynBatoLiMM NCNONHEHNE
NOJIHOMOYUN MUHUCTEPCTBa MO BblAa4vye paspeLlleHnii Ha nposeaeHve
KAUHUYECKNX UCCnefoBaHnin BMoMeANLIMHCKNX KNETOYHbIX MPOAYKTOB 1 (1K)
rocyapCTBEHHON perncrpauumn 6MoMeaNLNHCKNX KIETOYHBLIX MPOAYKTOB B
COOTBETCTBUM C NPUKa3oM MUHUCTepPCTBa 34paBOOXPaHeHNs POCCUCKOM
®epnepaumm oT 31 aHBaps 2017 r. Ne 30H "O6 yTBEpXXAeHMM MpaBun
nposeaeHnsa 6MoMeaULMHCKON 3KCNepTU3bl 6BUOMEANLNHCKUX KITETOYHbIX
NPOAYKTOB 1 (POPM 3aKJIOHEHUA KOMUCCUM IKCMEPTOB (hefepasibHOro
rocyapCTBEHHOr0 BI0AXKETHOM 0 YYPEXAEHNSA MO NPOBEAEHNIO BMOMEANLNHCKOW
IKCNepTu3bl BUOMeANLNHCKUX KNEeTOYHbIX MPOAYKTOB" (3aperncTpmupoBaH
MuHuncTepcTBOM tocTuumMn Poccuinckon ®epepaummn 8 noHa 2017 r.,
perncTpaumoHHbin Ne 47007).

STuyeckas sKcnepTU3a NPOBOANTCSA COBETOM MO 3TUKE, CO3[aHHbIM B
COOTBETCTBUM C NPUKa30OM MUHUCTEPCTBA 34PaBOOXPaHEHNs POCCUICKOWM
®epepaumnm ot 27 anpensa 2017 r. Ne 191H "06 yTBepxaeHnmn MNonoxxeHus o
COBETE MO 3TMKe, CO34aHHOM B LIENAX Bbla4yn 3aKA04YeHUs 06 3TUYECKOn
060CHOBaHHOCTM BO3MOXHOCTY NPOBEAEHNS KJIMHNUYECKOr0 NCCNeA0BaHUS
BroMeanLMHCKOro KIETOYHOIr0 MPOAYKTa, NOPAAKa ero AeaTesbHOCTU U
TpeboBaHWin K KBanMduUKaLuy n onbITy paboTbl 3KCNEPTOB COBETa MO 3TUKE"
(3apernctpmpoBaH MnHUCTEPCTBOM tOCTULMKU Poccruinckon deaepauum 6 nioHA
2017 r., pernctpaumoHHbiin Ne 46959), B Liensx BblAaumn 3akaoyeHns ob
3TNYECKON 060CHOBAHHOCTY BO3MOXHOCTU NPOBEAEHUS KIMHNYECKOr 0
nccnepoBaHmsa BUOMeaNUNHCKOro KJIETOYHOro NPoayKTa.

<2> MoanyHKT 5.2.207-7 MonoxeHnsa o MuHucTepcTee
3[4paBooxpaHeHns Poccunckon ®epepaunm, yTBEP)KAEHHOTO NOCTAHOB/IEHNEM
MpaBuTenbcTBa Poccuiickon Pepepaunm oT 19 uioHs 2012 r. Ne 608
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(CobpaHue 3akoHomaTenbcTBa Poccuinckon ®epepaumm, 2012, Ne 26,

CT. 3526; 2013, Ne 16, cT. 1970; Ne 20, cT. 2477; Ne 22, cT. 2812;

Ne 33, cT. 4386; Ne 45, cT. 5822; 2014, Ne 12, cT. 1296; Ne 26,

cT. 3577; Ne 30, cT. 4307; Ne 37, cT. 4969; 2015, Ne 2, cT. 491; Ne 12,

CT. 1763; Ne 23, cT. 3333; 2016, Ne 2, cT. 325; Ne 9, cT. 1268; Ne 27,

CT. 4497; Ne 28, cT. 4741; Ne 34, cT. 5255; Ne 49, cT. 6922; 2017,

Ne 7, cT. 1066) (panee - MNonoxxeHue).

<3> B OTHOWeEHUN Nnua, YKasaHHOro B 4acTn 2 ctaTtbm 20
depnepanbHOro 3akoHa ot 21 Hosbps 2011 r. Ne 323-P3 "0O6 ocHoBax
OXpaHbl 340p0BbA rpaxaaH B Poccunckon depepauun” (CobpaHue
3aKoHofaTenbCTBa Poccminckon Pegepaunn, 2011, Ne 48, cT. 6724; 2013,
Ne 48, cT. 6165).

<4> MopnyHKT 5.5.31-4 MNMonoxeHus.

<5> CtaTbu 17, 30 ®egepanbHOro 3akoHa oT 23 mnoHs 2016 r.

Ne 180-03 "O bromMeanUUHCKNX KNIeTOYHbIX NnpoaykTax" (CobpaHue
3aKoHodaTeNnbCTBa Poccuinckon Penepaunn, 2016, Ne 26, cT. 3849)
(nanee - ®engepanbHbin 3aKoH "O BOMEANLIMHCKMX KNETOYHbIX NpoayKTax").
<6> CTtaTbsl 14 ®enepanbHOro 3akoHa "O BroMeaULNHCKUX KNETOYHbIX
npogykrtax".

=)

ic

8. KnnmHunyeckoe nccnepoBaHne f0/MKHO NPOBOANTLCA B COOTBETCTBUN

C MPOTOKOJIOM KJIMHUYECKOro nccnenosaHns (fanee - NnpoToKo), KOTOPLIN
LOJ/DKEH coflepXKaTb, B TOM YMChe:

1) Ha3BaHMe NPOTOKONA, UAEHTUMUKALMOHHbLIA HOMEpP NPOTOKO1a U

ATy YTBEPXXAEHNS OPraHN3aTOPOM KJIMHNYECKOro nccaenoBaHms. Hosble
BEPCUN NPOTOKOA AOJKHbI UMETb HOMEp BEPCUMN 1 AaTy, MOMNPaBKM K
NMPOTOKOJy - HOMEP MOMpPaBKu 1 AaTy;

2) HauMeHOBaHMe 1 afpec opraHu3aLnn, oCyLecTBASOWEN

OpraHu3aunto NpoBeaeHNs KINHNYECKOr0 NCCneoBaHns U OCyLeCTBASAOLLEN
MOHUTOPUHT (€CNN OHU pa3fINyHble);

3) hamMnanto, M, 0THECTBO (MPY HAIMYUKN) 1N O/KHOCTL JiMLa,
YNOJIHOMOYEHHOI0 OT MMEHW OpraHmn3aLmm, OCyLLECTBASAIOLWEN OpraHn3aLmnio
NpoBeAEeHNS KJIMHNYECKOro NccaefoBaHns, NoANNCLIBaTb MPOTOKO U
nonpasKn K NPOTOKOJY;

4) hamunnio, NMs, 0THECTBO (MpY HaNN4MK), OOSKHOCTb, agapec u

HoMep TenedoHa MeaMLIMHCKOr0 3KCNepTa, Ha3Ha4YeHHOr0 opraHu3aLunen,
OCYLLLECTBAOLLEN OpraHn3aL M0 NPOBEAEHNS KTIMHUYECKOr0 NCCIe0BaHMs,
AN NpOBeAeHMSA KJIMHNYECKOro NccienoBaHmns;

5) hamunnio, Ms, 0THECTBO (MPY HAMYUKN) N AOSKHOCTb

nccnenoBaTenis, 0TBETCTBEHHOIO 3a NPOBeAEHNE KJIMHNYECKOro
nccnefoBaHMA, a Takxe agpeca v Homepa TeneoHOB KIMHUYECKUX
LEHTPOB;

6) hamMnanto, NMs, 0THECTBO (MPY HaIMYUK), LO/KHOCTb, aflpec u

HOoMep TefledhoHa Bpaya, OTBETCTBEHHOIO 3a NPUHATUE PELLEHUI
MeONLMUHCKOro XapakTepa (ecnn gaHHoOe AnLo He ABseTCS
nuccneposaTtenem);

7) HaMMeHOBaHUA 1 agpeca KANHNYeCKMX nabopaTopuii 1 Apyrmnx
MeLNLMHCKMX 1 (MNIN) TEXHNYECKUX CNTY>KO 1 opraHm3aumnii, NpUHUMAaLOLLMX
y4yacTume B KIMHNYECKOM NCCNef0BaHNK;
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8) 06oCcHOBaHWE KNNHUYECKOr0 NCCeN0BaHMs, BKJlOYatoLLee:

a) Ha3BaHWe 1 onucaHne nccaeayembix OMOMeaNLIMHCKNX KIIETOYHbIX
NPOoAYKTOB (BKJIt0O4as niauebo n akTUBHLIN KOHTPOJIb);

6) CBOZIHOE U3/I0XKEHMNE Pe3yIbTaTOB AOKJIMHNYECKUX NCCNeoBaHU 1
KJINHNYECKUX NCCNefoBaHNi (ecan paHee NPOBOAMANCE) UCCNEOYEMOrO
6roMeanNLIMHCKOro KIETOYHOr 0 MPOAYKTa;

B) KPaTKOE OnMcaHme N3BECTHbIX U NOTEHLMaNbHbIX PUCKOB W NOJIb3bl
NpPUMeEHeHUs nccnegyemoro buoMeanLMHCKOro KIETOYHOr0 NPoAyKTa AN
NMayneHToB,

r) onucaHne n obocHoBaHme cnocoba npmmeHeHns BroMmeanLMHCKOro
KJIETOYHOr 0 MPOAYKTa;

[) YKa3aHue Ha TOo, 4TO KJMHNYECKOe nccnenoBaHue bynet

NMPOBOANTHLCA B COOTBETCTBUMN C NMPOTOKOJIOM KJIMHNYECKOr0 NCC1el0BaHNS 1
HacTosiwumu MpaBunamu;

€) onuncaHne uccnegyemon nonyasauum;

)K) CCbIIKW Ha ninTepaTypHble NCTOYHUKWN N OaHHble, UMeloLllne 3Ha4eHne
AN9 KJIMHWMYEeCKOro nccaenoBaHmsa n npegcrasnstowme cobon obocHoBaHmne
KJINHNYECKOro UCCNeloBaHNS;

9) uenmn 1 3agadun KIMHNYECKOro NccaenoBaHmns;

10) onncaHme obLero niaHa KJIMHUYECKOro UCCef0BaHunS,

BKJItOYAlOLLLErO:

a) YKa3aHne 0CHOBHbIX U AOMOJIHUTENbHbIX (MPW HaM4nm)

nccnenyembix NapaMeTpoB, KOTopble ByayT OLEHNBATHLCA B X04€
KJMHNYECKOr 0 NCCNeN0BaHUS;

6) onucaHne Tuna naaHa NPOBOANMOIo KINHUYECKOro NCCen0BaHmns
(nBOMHOE cnenoe, NnaLebo-KOHTPOMPYEMOE, MapaifieSIbHOE U NHbIE BUbI
nccnenoBaHuin) U rpadyeckyro CXemy niaaHa KIMHNYECKOro NCCaeoBaHms,
npouenyp n 3TanoB KJIMHNYECKOro nccienoBaHm4,

B) OMMCaHWe Mep, HanpaB/IEHHbIX Ha MUHUMW3ALNIO, UCKOYEHNE
CybbEKTMBHOCTW, B TOM YMCJIE paHAOMU3aLMK, CEeMNoro MeToaa
(MackmpoBkM);

r) onucaHne noabopa oNTUManbHbIX AO03UPOBOK BMOMEANLNHCKOrO
K/1€TO4YHOIro NpoAyKTa N KYpCOoB Jie4eHna ona nayneHToB C onpeaeneHHbIMn
3ab0/1eBaHNAMU, €0 YNAKOBKMN U MAapKUPOBKH;

A1) NPOAOSHKUTENbHOCTb Y4aCTUS MaLMEHTOB MU 300POBbIX

[06pOBONbLIEB B KIMHWYECKOM UCC/IEA0BaHUN, ONMCaHne
nociiefoBaTeNbHOCTW 1 NPOAOJIKUTENBHOCTU BCEX NEPUOO0B KINHNUYECKOrO
nccnenoBaHMs, B TOM YMCie nepuoga nocnepytowero HabaogeHns, ecnm
TaKoBOW MpeayCMOTpEH;

e) onncaHme npaBua NPpNOoCTaHOBIEHNA KNIMHNYECKOro nccinenoBaHuns,
KPUTEPWEB UCKIOYEHUS AN18 OTAE/bHbIX NaLNEHTOB;

)K) onuncaHne npoLenypbl yieTa nccnegyemoro buomMeanLUmnHCKOro
KJIETOYHOr0 NpoAyKTa, niauebo n buomMeanUNHCKOro KNeTOYHOro NpoayKTa,
MCMNOJIb3yeMOro B Ka4eCcTBe NPoAyKTa CPaBHEHUS;

3) onmcaHue cnocobos XPaHeHUA paHAO0OMN3aLUMNOHHbIX KOOOB U

npouenypbl NX PacKpbITHS;

1) nepeyeHb OaHHbIX, PErMCTPUPYEMBIX B UHOAUBMAYANbHOM
PEerncTpaLMoHHON KapTe B MUCbMEHHOM WAN 3IEKTPOHHOM BULE U
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paccMaTpMBaEMbIX B Ka4eCTBe NePBUYHbIX JaHHbIX;
K) onncaHMe BO3MOXKHOCTM pacLUMpPeHNs MOKa3aHWn 4N1S NPUMEHEHNS
3aperncTpmpoBaHHbIX BIOMEeaNLIMHCKUX KNETOYHbIX MPOAYKTOB MpuW ero
N3yvyeHuu;

11) KpuTepun BKAOYEHNA NALNEHTOB B KJIMHWYECKOE NCCef0BaHNe;

12) KpUTEPUN UCKIIIOYEHUS MALMEHTOB M3 KIMHMYECKOr0 ccnenoBaHns
(oCcHOBaHWS NpeKpaLLeHNs NPMMEHeHNA nccaenyemoro bromeanLMHCKOro
KJIETOYHOr O NPOAYKTa, UCCaeayemMoro fnevyeHuns);

13) cBepgeHust 06 ncnonb3yemMbix B KIMHUYECKOM UCCIe10BaHMM
BroMeanNLIMHCKUX KNeTOYHbIX MPOAYKTaX, BKJOYasA NX Ha3BaHMA, NyTW 1
CNocobbl MPUMEHEHNS, MPOACIKNTENBHOCTb JIEYEHNS, MEPNOALI MOC/IEAYIOLLErO
HabnogeHNs 4Na KaXK4oN rpynnbl NauMeHTOB, CBEAEHMNSA O Pa3peLLeHHbIX s
NPYMEHEHNs NauMeHTaMn 1 3anpeLleHHbIX 419 NPUMEHeHUs 40 1 (nan) Bo
BPEMS KIMHWYECKOr0 UCCNefoBaHNs NeKapCTBEHHbIX NpenapaTax,
MeONLUHCKNX U3Lennsax, Cneumann3npoBaHHbiX NpoaykTax ae4ebHoro
NMUTAHUS W NULLIEBLIX MPOAYKTaX;

14) HavMeHOBaHMe N NPOUNCXOXXAEHNE KNETOYHOM JIMHNMN (KNEeTOYHbIX
JINHWI), BOMYCTMMOE KOJINYECTBEHHOE COAEPKaHNE KETOK KNEeTOYHOW JIMHWM
(KNeTOYHbIX IMHMI) B BIOMEANLIMHCKOM KJIeTOYHOM MPOAYKTE, CoAep)KaHme
YKN3HECMOCOBHbIX KNETOK KNETOYHON ANHUN (KNETOYHbIX IMHUI) B COCTaBe
HroMeaNLMHCKOro KIETOYHOr 0 MPOAYKTa;

15) nepeyeHb NapaMeTpoB 3(PPEKTUBHOCTUN NCCIedyEMOro
B6OMeNLIMHCKOr0 KIETOYHOI0 MPOAYKTa U METOAbI, COOKM NPOBEAEHNA
OLLEHKW, perncTpaumm n aHaamsa napamMmeTpoB 3pdeKTUBHOCTH
6roOMeAMLMHCKOro KIETOYHOr 0 MPOAYKTa;

16) nepeyeHb NapameTpoB 6€30MacHOCTY 1 (MSIM) MEPEHOCMMOCTH
nccnepyemoro bromeanLMHCKOro KNeTO4HOr0 NPOAYKTa, METOLbI 1 CPOKN
NPOBElIEHNS OLIEHKN, PErMCTPaLUN 1 aHann3a napameTpoB 6e3o0nacHOCTK
nccnepyemoro broMmeanLMHCKOro KNeTOYHOr0 NPOAYKTa, B TOM Yucie
BbISIBAIEHNS MNOBOYHBIX LENCTBMIA NPU UX NPUMEHEHUU;

17) TpeboBaHUs K 0THETaM, NpoLEeaype perncTpaumm n cooblieHmsam o
HeXXeNlaTebHbIX ABJEHNAX N UHTEPKYPPEHTHbIX 3aboseBaHnAX;

18) MeTon 1 NPOAO/IKUTENLHOCTL HabAEHNS 3@ NaUMeHTaMn nNocne
BO3HWKHOBEHUS HEXEeNaTesbHbIX ABAEHUN;

19) onncaHue CTaTUCTMYECKUX METOA0B KIMHWYECKOr0 uccneoBaHums,
BKJIOYAIOLLMNX, B TOM YuCe:

a) CPOKM NpoBeAeHNS MPOMEXYTOYHOI0 aHaNIn3a;

6) nnaHnpyemoe KOIMYeCTBO NaLMeHTOB C 060CHOBaHMEM pa3Mepa
BbIOOPKUY;

B) MPUMEHSAEMbI YPOBEHb 3HAYMMOCTU KINMHNYECKOr0 NCCIeA0BaHNS;

) KpUTEPMM NpeKkpaLLeHns KINHNYECKOro NCCIeA0BaHUS;

[) npouenypbl y4eTa OTCYTCTBYIOLLNX, HE NOANEeXALLNX aHaNn3y 1
COMHUTENbHbIX AaHHbIX;

e) npouenypbl coobuieHnsa 06 OTKIOHEHUSX OT MEPBOHAYaJIbHOIO
CTAaTUCTUYECKOrO NJaHa (OTKIOHEHNS OT NepBOHaYasIbHOro
CTaTUCTUYECKOrO MJlaHa OMUCbIBAOTCA U 06O0CHOBLIBAIOTCA B MPOTOKOJIE U
(nnn) prMHaNBLHOM OTYETE 0 KJIMHUYECKOM UCCIEA0BaHNN);

)K) Npouenypbl 0TOOpa NauUMeHTOB A5 aHaM3a (paHAOMU3NPOBAHHbIE
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naumneHTbl, NauMeHTbl, Noay4YusLIne XoTs Obl 0OHY 403y NCCenyeMoro
BroMeaNLMHCKOro KNIETOYHOI0 MPOAYKTa, BCE NaLMEHTbI, COOTBETCTBYOLLNE
KpuTepusam oTbopa, NauneHTbl, faHHbIE KOTOPbLIX MPUrOLHbI 419 OLEHKN,
WHble KaTeropumn naLneHToB);

20) onucaHne fEeNCTBUI MO KOHTPOJIIO KavyecTBa 1 obecneveHunio

KayecTBa NccnenyeMoro 6omMeguLMHCKOro KJIETOYHOI0 NPOAYKTa;

21) onucaHmne 3TUYECKMX aCNeKTOB KINHUYECKOro NCCIe0BaHMs;

22) onncaHune paboTbl C AaHHLIMU 1 BEEHUIO 3aMnCen;

23) onncaHne nopagka UHAHCMPOBAHMA KINMHNUYECKOrO NCCe0BaHmnA

N CTpaxoBaHWA NaLNEHTOB;

24) yKa3aHune Ha BO3MOXHOCTb Nybankauum pe3ynbTaToB

KJINHNYECKOro UccaenoBaHus.

9. CBOAHOE N3NI0XKEHNE Pe3y ibTaTOB AOKJIMHNYECKUX N KIMHUYECKUX
nccnenoBaHWi fOHKHO NPUBOANTLCS B BpoLutope nccnegoaTens (ganee -
HpoLltopa), cogepxallen, B TOM 4nucie, cemylolme CBefeHuns:

1) HanMeHoBaHWe opraHM3aunn-paspaboTynka bruomegNLIMHCKOro
KJIETOYHOr0 NPoAYyKTa, AaTy COCTaBAeHUs 6poLliopbl, HOMEP KANHNUYECKOrO
nccnepoBaHms, HoMep Bepcun 6poLLOpPLI, HOMEpP 1 AaTy NpeablayLen
pefakuumn GpoLutopbl, a TakXXe yBeAoMJIeHNe 0 KOHDPUAEHUNANbHOCTH
CoAepXKaLlencs B Hem MHopMaL MK, YKasbiBaeMble Ha TUTYJIbHOM INCTe
HpoLutopel;

2) HaumeHoBaHMe BoOMeaNLMHCKOro KNeTO4HOr0 NPoayKTa,

Ha3HayeHne BUOMEeaNLNHCKOro KNeTO4YHOr0 NPpoAyKTa (NpodnnakTurka,
AVNarHoOCTUKa, nedveHne 3aboneBaHni AN COCTOSAHUI, COXpPaHeHUe
6epeMeHHOCTY 1 MeanLUMHCKas peabunutauus), Tun GuomeanLMHCKOro
KJIETOYHOr0 NpoAyKTa (ayTONOrnYHbIN, asoreHHbIn, KOMOUHUPOBAHHLIN) K
MOKa3aHMs K NPUMeHeHN0 BMOMeANLNHCKOro KNeTOYHOro NpoayKTa
(yKa3blBalOTCS OCHOBHbIE KPUTEPUM BKIIOYEHWNS MALNEHTOB B KIIMHNYECKOE
nccnenoBaHue);

3) KpaTKoe pe3toMe 0 B1Monornyecknx, MUKpobronornyeckux,
NMMYHOJI0rMYECKNX, TOKCUKONIOTUYECKNX, (hapMaKoIornyecknx, Qusnyeckmx,
XUMUYECKNX, KNMNHNYECKNX 1 OPYTrUX CBOMCTBAX MCCAeayeMoro
H6roMeanNLMHCKOro KIETOYHOr0 NpoayKTa, 060CHOBaHME 418 N3Yy4YeHUS
nccnepyemoro bromeanLMHCKOro KNeTOYHOr0 NPOAYKTA, OXKUAAEMbIE
nNponIaKTNYecKne, AnarHoCTnyeckmne nnm neyebHole peakLmm, CBA3aHHbIE C
€ro NpUMeHeHneM, a Takxxe 06 ahpekTe B3aMMOAENCTBNA UCCAEOYEMOrO
BroMeANLIMHCKOr0 KNETOYHOr0 NpoayKTa C ApyruMu GuoMeanumnHCKNMm
KJIETOYHbIMY MPOAYKTaMU, JIEKaPCTBEHHbLIMU NpenapaTamm u (nam)
MeONLUUHCKMUN N3LEeNNAMU, MULLEBBIMU NPOAYKTaMK, B TOM YUCAE:

a) CBelleHNs 0 NEeKapCTBEHHbIX NpenapaTax Aas MeanuUmMHCKOro
NpPYMeHEeHNs, BXOAAWMX B COCTaB BoMeanLMHCKOro KNeTo4HOro NPoayKTa,
BKJ1t0YAA HAaVMEHOBAHWS NEeKAPCTBEHHbIX NpenapaToB (MexayHapoaHble
HenaTeHTOBaHHbIE, UV FPYNNNPOBOYHbIE, NN XMMNYECKWNE), HAVMEHOBaHNS
npon3BOAUTENEN, AaTbl U HOMEpPa PErncTpaLnoHHbIX YO0CTOBEPEHUN, HOMEpa
HOPMATMBHbIX OKYyMeHTaLuKn, 060CHOBaHME BKIIOYEHNS B COCTaB
6roMeanLMHCKOro KNEeTOYHOr0 MPOAYKTa, KONMYECTBEHHOE COLEepXKaHUe;

6) cBeaeHNsa 0 MeAULMHCKNX N3LENNAX, BXOAALLMX B COCTaB
HroMeanLMHCKOr0o KNEeTOYHOr0 MPOAYKTa, BK/OYas HaMeHOBaHNS
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MeaNLUNHCKUX N3OEeNNin, HAMMEHOBaHUSA Npon3BoaMTenen (M3roToBuTENEn),
AaTbl 1 HOMEPa PErnCTPaLMOHHbIX YA0CTOBEPEHNI, PEKBU3UTHI HOPMATVBHOM
LOKYMEHTALNUN, KONNYECTBEHHOE COAEp)KaHue B BMOMeANLNHCKOM KJIETOYHOM
npoaykTe, 060CHOBaHMWeE BKJIOYEHMSA B COCTaB BOMeaMLIMHCKOrO KJIETOYHOr 0
npoaykTa;

4) onncaHue BNONOrNYECKMX N UHBIX XapaKTEPUCTUK BNOMEeLNLIMHCKOrO
KNeTOYHOro NPOAYyKTa (CNOCOBHOCTL K 3aMeLLeHN0 CTPYKTYP U (1nn)
(PYHKLUN TKaHEeN 1 OpraHoOB YenoBeKa, CMOCOBHOCTb K BOCCTaHOBIEHNIO
CTPYKTYPbI U (111) YHKLUN TKaHEN 1 OpraHoB YesioBeKa (pereHepaTuBHbIe
CBOWCTBA), KOPPEKLMA MMMYHHbIX peakLmni, 3KCNPeccmsa KNeTo4Horo
TepaneBTMYEeCKOro areHTa, NHoe);

5) pe3ynbTaThl 4OKJIMHWYECKUX NCCIeA0BaHNA BMOMeaNLNHCKOro
KJIETOYHOr0 NPOAYKTA, BKJIIOYatOLME pe3yabTaTbl Buonormyeckmx,
MUKPOBMONOrMYeCcKnX, MUMMYHOIOrMYECKNX, TOKCUKOIOr NYECKNX,
hapMaKonornyeckunx, PU3ndecknx, XMMmM4yecknx n gpyrux nccaenoBaHmm
6roMeaNLINHCKOr0 KNETOYHOIr0 NPOAYKTa B LIeSiAX BbIsSIB/IEHMSA
cneunduyeckoro MexaHnm3mMa 4enCcTBMA Takoro NPoayKTa, NoayyYeHuns
Jl0Ka3aTeNbCTB ero 6e30MacHOCTM, Ka4yecTBa 1 3PPeKTUBHOCTH, C
OMnncaHWeM, B TOM Yunche:

a) MCMOJIb30BaHHbIX BUAOB XMUBOTHbIX C YKa3aHUEM UX KONYECTBa 1

noJsia B KaXxaow rpynne;

6) eanMHML N3MepeHnsa oNTUManbHbIX 403UPOBOK 1 cnocobos

NpPYMeEHEeHNS;

B) CUCTEMHOr0 pacnpeneneHmns, NPoA0/IKUTENbHOCTM NOCe Ay oL ero
HabnAeHNS NOCae OKOHYaHWA MPUMEHEHNS BMOMEANLMHCKOrO KNETOYHOI0
npoayKTa;

) XapakTepa TOKCMYECKUX N UHbIX 3 EKTOB, NX BbIPaXKEHHOCTN UN
CTENEeHN TSXKECTU, BPEMEHMN A0 HACTyMJieHUs, 06paTUMOCTb,
NPOJO/IKUTENIbHOCTL IPPEKTOB;

[) TOKCUKONOrnm (onucaHmne ToKCn4eckmx ahhekToB nccienyemoro
H6roMeaNLIMHCKOr0 KNETOYHOro NPOAYKTA, BbISBAIEHHbIX B MCCNEeA0BaHNSX Ha
YXKUBOTHBIX pa3HbiX BUAO0B (Mpy HEOOX0AMMOCTK), BKAOYaA CBEAEHNS O
TOKCUYHOCTM NPU OOAHOKPATHOM M MHOFOKPATHOM NMPUMEHEHUN,
KaHLeporeHHOCTK, cneLmanbHbIX NCCIefoBaHMAX (MeCTHO-pa3fipaxatoLLee 1
anneprusnpytollee OencTene), penpoayKTUBHON TOKCUYHOCTH,
FeHOTOKCUYHOCTU (MyTareHHoCTK);

6) onucaHue 3¢hppekToB NPUMEHeHNS Uccienyemoro bromeanLMHCKOro
KJIETOYHOrO NPOAYKTa Yy YesIoBEKA, B TOM YUCJIE:

a) KNHeTUKKM (BkIto4Yas MmeTabonnsm, BCcacbiBaHWE, CBA3bIBAHME C

6enkamu nnasmbl, pacnpeneneHne 1 BbiBefeHmne) n buoaoCTynHoOCTK
nccnepyemoro 6roMmeanLMHCKOro KNeTO4HOR0 NPOAYKTa, B3aUMOAENCTBUS
nccnepyemoro GuoMeanUMHCKOro KIeTo4YHOro NpoaykKTa (C IeKapCTBEHHbIMM
npenapatamu, MEQULMHCKUMW N3OeMAMU, MULWEBLIMW NPOAYKTaMK, OPYrumu
BroMeaNLMHCKUMN KNETOYHbIMY MPOAYKTaMK), APYrnX UMEKLLNXCA AAaHHbIX MO
KUHETUKE;

6) oaHHbIX No 6e30MacHOCTU, AUHAMUKKeE, 3MPEKTUBHOCTM

nccnepyemoro buoMeanUMHCKOro KIeTo4HOro npoaykTa (1 ero
MeTabonnTOB, eC/iN eCTb AaHHbIE), MOJIYYEHHbIX B XO4€ NPOBELEHHbIX
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KJINHWYECKUX MCCNeaoBaHnii (C y4acTueM 310poBbIX 40OPOBObLEB U (1MN)
NauneHTOB) N MHTEPNPeTaLNS 3TUX AaHHbIX (MO 3aKOHYEHHBLIM KJNHUYECKM
nccnenoBaHMAM OO/KHBI NPeACcTaBAATLCA CBOAHbIE OTHETbI MO 3PHEKTUBHOCTY
1 6e30MacHOCTM nccnegyemMmoro GuoMeanNLIMHCKOrO KIETOYHOr0 NPOAYKTa, a
TaKxe CBoAHble Tabnnubl HeXxenaTebHbIX PeakLniA Mo BCEM KJIMHNYECKUM
NCCNenoBaHNAM, OMUCbIBAOTCS 3HAYMMbIE Pa3NYMa B XapakTepe 1 YacToTe
HeXXeNlaTeNbHbIX peakuni);

B) MOCTPErncTPaLMOHHOro OMnbiTa NPUMEHEHNS UCCeayemMoro
H6roMeaNLIMHCKOr0o KNETOYHOro NPoAYyKTa (Mpy Hanu4mm);

7) MHCTPYKUMW OAS uccnegoBaTens Nno AUarHoCTUKe 1 IeYEeHNIo

Nob0oYHbIX AENCTBUIA, HEXENATESbHbIX PeaKLUA, CEPbE3HbIX HEXENATENbHbIX
peakuuin, HenpeaBuAeHHbIX HEXXeNaTe bHbIX PeakLnii NPy NMPUMEHEHNN
BroMeANLIMHCKUX KNeTOYHbIX MPOAYKTOB.

10. OTyeT 0 pe3ysibTaTax KJIMHWYECKOro UCCenoBaHNA (fanee -

OTYET) AO/KEH COCTaBAATLCA B MMCbMEHHON hopMe opraHusaumen,
OCYLLECTBAOLLEN OpraHN3aLMI0 NPOBEAEHNS KJIMHNYECKOr0 NCC1eloBaHMA
H6roMeanLMHCKOro KNETOYHOIr0 MPOAYKTA, Ha OCHOBAHWUN 3aKJIl0HEHWI
MeOULUHCKUX OpraHn3aLmii, NpoBOAUBLUNX 3TO UCCNEN0BaHNE, U BKIIOYAET,
B TOM yucne:

1) TUTYNbHYIO0 CTPaHMLY, Ha KOTOPOI YKa3blBalOTCS:

a) Ha3BaHue 0TYeTa;

6) Ha3BaHWe BOMeNLIMHCKOrO KIETOYHOr0 NPOAYKTa;

B) coCcTaB BMoMeauLMHCKOro KNeTOYHOr0 NPOAYKTa (BKOYas

CBEeLEHMNA 0 NEKAPCTBEHHbIX NpenapaTax 4as MeguLMHCKOro NPUMeEHEHNS 1
(Mnn) MeANLUHCKNX N3OEeNNs, CoAepXXallnxca B uccnegyemom
6roMeaNLIMHCKOM KNETOYHOM MPOAYKTE (Mpy Hannymm);

) U3y4yaeMoe rnokasaHue K NpuMeHeHno BoMeanLUnHCKOro KIeTo4yHoro
npoayKTa;

[) KpaTKOe onncaHme naaHa KJMHMYeCKoro nccaefoBaHns, Hannymne
NpoayKTa CPaBHEHUS, MPOAO/IKUTENBHOCTb KIIMHNUYECKOro NCCef0BaHMs U
KOHTWMHIeHT NaLNeHTOB;

€) HavMeHOBaHNe OpraHu3auunmn, OCyLLLECTBIAIOLLIEN OpraHn3aLmto
NPOBeEeHNS KJIMHNYECKOr0 NCCIel0BaHMNS;

X) MAEHTUPMKALNOHHBIA HOMEpP MPOTOKOAa KINHUYECKOrO

nccnenoBaHus;

3) ha3bl KIMHMYECKOr0 NCCNenoBaHns;

1) 0aTbl HaYasla U OKOHYaHWSA KJIMHWYECKOro UCCNenoBaHNs;

K) AaTa COCTaB/IeHMs OTYeTa;

n) ceegeHuns ob nccneposatene, pykoBogmTene MeanUnHCKON
opraHu3auun, 0OTBETCTBEHHOM MNpPeACTaBUTENE OpraHM3auuu,
OCYLLLeCTBAOLLEN OpraHn3aL Mo NPOBeAEHNS KIMHNYECKOro NCCef0BaHmns;
2) pe3toMe - KpaTKoe OnmncaHne NPoBeaeHHOr0 KINHNYECKOr 0
NCCNenoBaHNA C YACAOBbIMW AaHHbIMW ANS UANKOCTPaLMK pe3ynbTaToB;

3) ornaBneHne, BKJOYas NepeyvyeHb U pacrosiodKeHne NpuaoXKeHui,

Tabnuu;

4) NnepeYyeHb COKpaLLEHMI 1 onpeaeneHne TEPMNHOB, NCMO/b3YEMbIX B
0TYeTE;

5) Ha3BaHUA 1 agpeca MeCT HaX0XAEHNSA MEANLIMHCKX OpraHn3auunn,
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B KOTOPbIX MPOBOAWNSINCL KIIMHNYECKME NCCNENOBAHUS;
6) Lenn 1 3a8a4un KIMHNYECKOro NCCeoBaHmns;

7) NNaH NPoBeAEHHOr 0 KJNHNYECKOr0 NCCNEN0BaHNS, BKJIIOYAOLWNIA, B

TOM yucne:

a) obwmin nnaH, NaaH-onncaHne KJIMHMYECKOro NCCnenoBaHnsa n
cxemMaTnyeckoe n3obpakeHne 3TanoB 1 Npouenyp KINHNYECKOro
nccnenoBaHus;

6) obocHOBaHWE NnaHa KJIMHNYECKOro UCCIef0BaHNS;

B) KpuTepun Bbibopa nonynsaunu;

) Ha3Ha4YeHHOe NeYyeHmne, naeHTUnKaLma nccnenyemblix

BrOMeNLIMHCKNX KNeTOYHbIX MPOAYKTOB, METOAbLI pacnpeaeNieHns NauMeHToB
no rpynnam (paHAoMmn3aums), 403bl 1 BpEMSA NPUeEMa NCCIeayeMoro
BroMeANLIMHCKOr0 KIETOYHOI0 MPOoAyKTa, NPeALeCcTBYOLWan 1 CONyTCTBYOLWAs
Tepanus;

A) AaHHble 06 3hheKTMBHOCTY 1 Be30NacHOCTN NCccaeayemoro
6roMeaNLIMHCKOro KNETOYHOr0 NPOoAYKTa (OLleHKa 1 rpadmk onpeaeneHns
nokasaTtenen 3hpeKTUBHOCTM 1 BesonacHoCTw);

e) cnocobbl obecneyeHnss KayecTBa 1 LOCTOBEPHOCTU MOMYYEHHbIX

JaHHbIX, BKJIOYasa OaHHble ayanTa, pe3ysibTaTbl MHCNEKLWA, eCnn
NpPOBOAUIINCE;

)K) N3MEHEHMSA, BHECEHHbIE B MPOTOKO KJIMHWYECKOr0 UCCIe0BaHNS;

8) cBefieHNs 0 MaLMeHTax U pacnpeaeneHnn nx no rpynnam;

9) cBepeHNsa 06 OTKIIOHEHMAX OT MPOTOKOMA KIMHNYECKOr0

nccnenoBaHus;

10) oueHKy 3(pHeKTUBHOCTN BMOMEANLNHCKOrO KNETOYHOIO NPOAYKTa,

B TOM yucne:

a) COBOKYMHOCTb AaHHbIX, NOAJIEXABLUMX aHaNN3y NpK NPoBeAeHNM
KJINHNYECKOro UCCelOBaHNS;

6) nemorpaduyeckne gaHHble 0 NauMeHTax;

B) CBeLleHUst 0 COBII0AEHMN NALMEHTAMMN CXEMbI MPUMEHEHNSA
HroMeanLMHCKOro KIETOYHOr 0 MPOAYKTa;

) pe3ynbTaTbl OLEHKN 3PDEKTUBHOCTU: CTAaTUCTMYECKME,

aHaIMTNYeCKMe AaHHble, BbIBOAbl OTHOCMTENBHO 3(EKTUBHOCTN;

11) ceepeHus o 6e3onacHoOCTM BUOMEANLIMHCKOrO KIETOYHOI 0

NPOAYKTa, B TOM Yuncne:

a) noboyHble OeNCTBUSA, HEXEeNaTe bHble PeakLnn, Cepbe3Hble
He)KenaTeslbHble peakunu, HeMpeaBUAEHHbIE HEXXENaTeNbHbIE peakLun npu
NPUMEHEHUN Nccnenyemoro bMoMeanLMHCKOro KNeTOMHOr0 NPOAYKTa,
KOTOpble HabnaaNnCh y NaLMEHTOB;

6) oLleHKa KNUHNKO-NabopaTopHbIX NoKa3aTenen;

B) MapaMeTpbl XXU3HEHHO BaXKHbIX YHKLWUA opraHn3Ma naumneHTos,

JlaHHble 06 BEKTMBHOIO NUCCNef0BaHMA 1 Apyras uHhopMauus obcnenosaHus,
KOTOpas KacaeTcs BONpocoB 6€30macHOCTN NaLNEeHTOB;

12) B BUAE NPUIOXKEHNI K OTYETY LO/DKHbI NPEeACTaBAATLCS CaefyLine
CBeLleHMns:

a) Tabanubl, pUCYHKN, rpadnKmM, Ha KOTOpble MPUBOAATCA CChIIKK B

0TYEeTE, HO KOTOPLIE HE BOLLSIN B TEKCT OTYETa;

6) NPOTOKON KIMHUYECKOr0 NCCNEeA0BaHNSA 1 MONPaBKK K HEMY;
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B) obpasel, MHANBUAYAbHON PErncTPaLMoOHHON KapThl;

r) obpa3ubl MMCbMEHHOWN NHGOPMaLUK A8 NALMEHTOB U dopMa
NHOPMUPOBAHHOIO AOBPOBOSILHOIO Cornacus;

1) NePEYEHb 1 XapaKTEPUCTUKIN UCCNenoBaTeNEN U Opyrux
OTBETCTBEHHbIX JINLL;

e) aHaMTnYecKas LOKYMeHTauus, B Cjly4yae 1crnosib30BaHus B
nccneposaHum bonee oiHOM cepun nccnegyeMmoro 6MomMeANLMHCKOro
KJIETOYHOr 0 MNPOAYKTa - NepeYHn KOAO0B NaLUeHTOB, NOJyHaBLUNX
BroMeanLUMHCKNE KNETOYHbIE NPOAYKThI Pa3HbIX CEPU;

)K) CXeMa paHAoMMU3aunn 1 Kogbl (ngeHTUdnKauma cybbekTos
KJIMHNYECKOro UcciefoBaHnsa U Ha3HAYeHHOe NeYeHune);

3) OaHHble ayanTa (Npu Haanmymun);

1) DOKyMEeHTauus no CTaTUCTUYeCKMM MeTohaM;

K) LOKYMeHTauwms no nabopaTopHON CTaHAapPTM3aLUN METOLOB U
obecneyeHns KayecTBa npoueayp, eCam NPUMEHSINCH;

n) nybankauum, Ha KOTopbix 6a3mpyeTcs NPoBeeHHOE KIMHUYECKoe
nccnepoBaHue.

OT4eT [O/MKEH COCTaBAATbCA OpraHm3aunent, ocyLwecTBASIOWEN
opraHm3aLuio NPoBeaeHNa KIMHNYECKOr0 UCCIe40BaHNA, N NPeaCcTaBAATbCS
B MUHNCTEPCTBO B CPOK, HE MPEBbLILIAIOLWNA TPEX MECALEB CO AHA €ro
3aBepLUEHNS, NMPUOCTAHOBIEHNS UK NpeKpaleHns. (JononHeH - Mpuka3s
MuHnCcTepcTBa 34paBooXpaHeHns Poccminckon deaepaunm

0T 25.12.2017 r. N 1060H)

Il OpraH|/|3aL|,|/1ﬂ npoeegeHnda KJIIMHN4YeCKoro nccnenoBaHns

11. OpraHn3aumio NpPoBeAeHNS KJINHNYECKNX NCCnenoBaHnii
BroMeANLIMHCKUX KNETOYHbIX MPOAYKTOB OCYLLECTBASIOT (Qanee -
OpraHn3aTop KANMHUYECKOr0 NCCNenoBaHns):

1) opraHusauus, obnagatowias npaBaMm Ha pe3ybTaTbl AOKANHUYECKNX
nccnenoBaHuin GUOMEANLIMHCKOrO KJI€TOYHOr0 MPOAYKTa, KIMHUYECKMX
nccnenoBaHnin 6UOMegMLIMHCKOrO KNETOYHOro NPoAyKTa 1 (1n) Ha
TEXHOJIOrnto Npon3BoACcTBa BUOMEANLIMHCKOrO KJ1IETOYHOr0 NPOAYKTa;

2) obpa3oBaTesbHas opraHu3auns Bbicliero obpasoBaHus;

3) obpa3zoBaTenbHas opraHn3auns oNoJHUTENbHOMO
npogeccnoHanbHoro obpasoBaHms;

4) Hay4Has opraHu3auums.

12. KnnHnyeckoe nccnenoBaHne O0JH)KHO NPOBOAUTLCS MO NPOTOKONY,
pa3paboTaHHOMY OpraHn3aTOPOM KANHUYECKOr0 NCCIeA0BaHUS UK
NPUBJIEYEHHBIM UM OPUANYECKM SIMLOM. OpraHn3aTopoM KANHNYECKOr o
nccnenoBaHNa MOryT BHOCUTLCS M3MEHEHMWS B NPOTOKOJ B (hOpMe MOMnpaBok,
0(QOPMJIEHHBIX B MMCbMEHHOM BUAE NOCPEACTBOM ONUCAHUSA N3MEHEHUIA NN
ohmLMabHbIX pa3bsCHEHWIA NPOTOKOA.

13. OpraHmsaTop KJMHMYECKOro nccsie,oBaHns:

1) 0o HavYana KANHMYECKOro NCCnefoBaHNs NoyYaeT pas3peLlleHmne
MuHMCTEpCTBa Ha NPOBEAEHNE KINHNYECKOTO NCC/IEA0BaHUS;

2) yCTaHaBAMBaET W pacnpenenseT npasa, 06593aHHOCTY 1
OTBETCTBEHHOCTb BCEX JIL, Y4ACTBYIOLWNX B KIMHUYECKOM NCCIe10BaHMNK;
3) yTBEpPXKAAET AOKYMEHTbI MO NOPAAKY NPOBEAEHNA KIMHNYECKOro
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nccnepoBaHms, cbopy, permcTpaumm n NpeacTaBiaeHUs JaHHbIX B
COOTBETCTBUU C NPOTOKOJIOM U HacTosAwmMmM MNpasunamu (ganee -
CTaHOAPTHbIE ONepaLuoHHble NpoLeaypbl OpraHnu3aTopa);

4) nepecmaTpuBaeT BpoLLtOpY HE pexe OAHOro pasa B rof u, npu
HeobXx04MMOCTK, [OMNOJIHAET HOBLIMU JAHHLIMU, MPELOCTaBAAET aKTyaJibHYI0
penakumio 6poLopbl UCCIefoBaTenio;

5) npn npoBeaeHNN KANHNYECKOr0 NCCIeA0BaHNS OCYLLECTBNSET
BHEAPEHUE N NofaepXaHne cuctemM obecrneyeHns n KOHTPOSIS KayecTBa B
COOTBETCTBUM CO CTaHAAPTHbLIMW ONEepPaLMOHHbIMUK NPoLeaypaMu
opraHusaTopa;

6) Ha3HavaeT Auu, obnagaoWwmnx HeobXoA4MMbIMU 3HAHUAMUN 1
KBaJIM(MKaLMen, KOTOPbIE OKa3blBalOT KOHCY/IbTaTUBHYIO MOMOLLb
nccnepoBaTensiM Nno BONPOCaM MeAULMHCKOro XapakTepa npv NpoBeaeHnn
KJINHNYECKOro UCCIeloBaHNs;

7) ucnonb3yeT NPUCBOEHHbIN UCCef0BATENEM Ka)KAOMY NaLNEHTY
NOEHTUDUKALNOHHBIN KOA (YHUKaNbHbLIN HOMEpP, COCTOALWMIA U3 Lnudp u (nnn)
ByKBEHHbIX 0603HaY€HNI, NCMOJIb3YEMbI BMECTO (haMUANN, UMEHUN, OTHECTBA
(MpW HanNM4YUK) NaUMeHTa B 0TYETaxX 0 NOBOYHbLIX AENCTBUSIX,
HeXXeNlaTesbHbIX PeaKUNsaX, CEPbE3HbIX HEXXeNnaTeNbHbIX peakumsx,
HenpeaBUAEHHbIX HEXENaTeNbHbIX PeaKLMAX 1 APYrMX AaHHbIX 415
obecneyeHnss KOHPUAEHUNANBHOCTW €r0 IMYHbIX AaHHbIX 1 MO3BONSIOLLNIA
NAEHTNDULMPOBaTL BCE AaHHbIE MO KaXXA0MY MauneHTy);

8) obecneynBaeT BefeHNE UHANBUAYANbHON PErMCTPALMOHHON KapThl B
OTHOLLEHUW KaXXAO0ro naumeHTa (Ha byma)kHOM HocuTene unu B hopme
3N1eKTPOHHOr0 AOKYMEHTa), B KOTOPYIO [O/KHA BHOCUTHLCA MHOpMaLMS B
COOTBETCTBUM C NPOTOKOJIOM (Lanee - MHANBMAYAJIbHAA perncTpaumoHHas
KapTa);

9) npnHMMaeT pelleHme 06 0bpa3oBaHMM HE3ABUCMMOr0 KOMUTETA MO
MOHUTOPUHIY AaHHbIX A5 OLEHKN MPOBOAMMOr0 KANHUYECKOr 0
nccnepoBaHns, paCCMOTPEHUS AaHHbIX MO 6e30MacHOCTY 1 3 PEKTUBHOCTM
nccnepyemoro 6MomMeanLMHCKOro KNeTOYHOM0 NPOoAyKTa, B TOM Yucie ¢
Lenblo BbIpaboTKM pekoMeHaaumi o Lesecoobpa3HOCTN NPOO0/IKEHMS,
NnpeKkpaLeHns KNMHUYECKOr0 NCCNeoBaHNs UK BHECEHNS B U3MEHEHWIA B
NpoTOKOJT;

10) obecneymBaeT xpaHeHNe AOKYMEHTOB, OTHOCALLMXCS K

KJINHNYECKOMY NCCIe0BaHMIO, NPV NPEKPaLLEHNN KINHNYECKON pa3paboTku
nccnepyemoro GuoMeanUMHCKOro KIeTOYHOro NpoayKTa no 0gHoMy,
HECKOJIbKM WJIM BCEM MOKa3aHWsAM, B COOTBETCTBUN C 3aKOHOAATENbCTBOM
Poccuinckon ®egepaumm 06 apxmBHoOM pene;

11) npw NpekpaLLleHn KNMHNYECKOr0 UccnenoBaHns bGromeanumMHCKOro
KJIETOYHOr0 NpoAykKTa coobuiaeT 06 3TOM y4acTBYIOWMM B KINHNYECKOM
NCcCnepoBaHMM UCCIefoBaTeNAM U MEANLIMHCKMM OpraHn3aumsaM, B KOTOPbIX
OCYLLLeCTBAAETCS NPOBeAEHNE Takoro NCcaeoBaHmns;

12) ocywecTBnseT BbiOOp MEAULIMHCKMX OPraHn3aunin aaa npoBeaeHns
KJINHNYECKOro UCCIeloBaHNS;

13) ocywiecTBnseT Boibop uccnegosatenen;

14) Ha BCcex 3Tanax KJIMHMYECKOro nccaenoBaHms (0T pa3paboTku
NpPOTOKOJa, UHAMBUAYANbHON PErMCTPALMOHHON KapThbl, N1aHa
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CTaTUCTUYECKOro aHanm3a, AN1a obWwero pykoBoACTBa KANHNYECKNM
nccnepoBaHmeM, paboThl C AaHHbIMK, BEpUGMKALMN AaHHBLIX A0 NMPOBELEHUS
CTAaTUCTUYECKOro aHasin3a MoJlyYeHHbIX OaHHbIX U NOArOTOBKM
NPOMEXXYTOYHOIr0 N OMHANBHOr0 0TYETOB O KIMHUYECKOM NCCNeL0BaHNN)
npuenekaeT iy, obnafaownx COOTBETCTBYOLWEN KBanudukaumnen;

15) obecneynBaeT KOHTPOJIb 3a KaYeCTBOM U MOSIHOTOW MOSYYEHHbIX B
X04€e KNUHUYECKOro NCCNeoBaHNS AaHHbIX.

14. Mpw ncnonb30BaHWM 3NEKTPOHHbIX CUCTEM A5 PpaboThl C AaHHbLIMU
KJIMHNYECKOro NCCNeNOBAHNUS U (M) SNEKTPOHHBIX CUCTEM YAAJIEHHOIO
L0CTynNa K yKa3aHHbIM AaHHbIM OPraHn3aTop KJAMHUYeCKUX UcciefoBaHnm:
1) obecneymBaeT N [OKYMEHTaAIbHO O(DOPMASIET COOTBETCTBME CUCTEM
3N1eKTPOHHON 06paboTKM AaHHbLIX TPebOBaHNAM K NOJIHOTE, TOYHOCTY 1
HaLEeXHOCTW [aHHbIX, @ TakKe CTabunbHOCTb AOCTUXEHMA Tpebyemoro
pesynbTaTa (fanee - BaMaauns AaHHbIX);

2) yTBep)KAaeT CTaHAapTHbIE ONepaLOHHbIe NpoLeaypbl MCNOb30BaHMS
3NEeKTPOHHBIX CUCTEM;

3) obecneynBaeT paboTy 3NEKTPOHHLIX CUCTEM TaknM 06pa3om, 4TobbI

Npv N3MEHEHMMN BBEAEHHbIX AAaHHbIX BHOCMMbIE N3MEHEHNS Bblain
3a[l0KyMEHTMPOBaHbl U paHee BBEAEHHbIE AaHHbIe He Oblin yaaneHsbl;

4) obecneynBaeT CUCTEMY 3aLLMTbI AaHHbIX KIMHUYECKOrO0

nccnepoBaHmns, NpefoTBpaLLaloLLy0 HECAHKLMOHMPOBAHHLIN AOCTYM K AAHHbIM,
B TOM YuCJie MOCPeLCTBOM YTBEPXKAEHUS CNNCKA JIML, UMEIoLWMX JOCTYN K
AaHHbIM KJIMHNYECKOr0 UCCIE[0BaHMA C MPAaBOM BHECEHWUS B HUX U3MEHEHWI
1 Pe3epBHOro KOMMPOBaHUSA AaHHbIX;

5) obecneynBaeT COXPAHHOCTb MAaCKUPOBKN KANHNYECKOT O

nccnepoBaHns, NPOBOAMMOrO ClensiM MeTOAOM, Npu BBoLE U 0bpaboTke
JaHHbIX B 2/IEKTPOHHON CUCTEME.

15. OpraHn3aTop KJIMHUYECKOro NCCe0BaHUsA NpefocTaBnseT
nccnepoBaTenio U MeAULMHCKON OpraHM3aLmm NpoTOKON KIIMHNYECKOro
nccnepoBaHms 1 BpoLLtopy B TEKYLLEN pefaKkumm A0 NOANMCaHNS C
MeLMLMHCKON oOpraHu3aLmen LOroBopa Ha NpoBeeHne KIMHNYECKOoro
nccnenoBaHMs U NPefoCTaBASET BPEMS 419 03HAKOMJIEHUS C
npefocTaBieHHON NH(OpMaLnen.

16. OpraHun3aTop KJIMHUYECKOro NCCNe0BaHUSA LO/KEH NONYYNTb
NMMCbMEHHOE Cornacme NCCnenoBaTens u ynoJHOMOYEHHOM 0 AnLa
MeLMLMHCKON OpraHu3aLmMm nocpeicTBOM NOANNCAHNS NPOTOKOMA UK
APYroro AOKyMeHTa Ha:

1) npoBefeHMe KANHNYECKOr0 NCCef0BaHNSA B COOTBETCTBUM C
NPOTOKOJIOM, HacToALmMMK MpaBunamu 1 TpeboBaHUAMN 3aKOHOAATENbCTBA
Poccuiickon ®epepaumm o GUOMeINUNHCKNX KNETOYHbLIX MPOAYKTaX;

2) cobniofeHune npoLeaypbl perucTpaumum n NnpeacTaBneHnsa AaHHbIX
KJIMHNYECKOro NCCNeNOBaHUS;

3) npoBefeHNe MOHUTOPUHIA U ayAnTa KIANHUYECKOro UCCef0BaHNS;

4) XpaHeHne NOKYMEHTOB, CBA3aHHbIX C MPOBEAEHNEM KIMHNYECKOrO
nccnepoBaHmns, L0 Tex Nop, MoKa OpraHM3aTop KANHUYECKOro
nccnefoBaHus He cooblWNT NCcCcnefoBaTesNio U MeaULIMHCKON OpraHn3auum,
4YTO AaHHbIE OKYMEHTbI MOTYT ObITb YHUYTOXEHSI.

17. OpraHn3aTop KJIMHUY4ECKOro nccnenoBaHus oba3aH B KavecTse

CkavaHo Ha canTe «3akoHbl PO» — https://actrf.ru

Ctp.13m321



CTpaxoBaTesis CTPAxoBaTb PUCK NPUYNHEHNS BPEAa XKWN3HW, 3[0POBbIO
NnauueHTa B pe3y/bTaTe NPoBeNeHNs KIVHNUYECKOro NCCNe]0BaHuns
BMOMeaULIMHCKOr O KJIeTOYHOr0 MPOAYKTa 3a CBOW CHET MyTeM 3aK/o4eHus
[0roBopa 0053aTeIbHOr0 CTPAaX0BaHNA<T>.

<7> CtaTbsl 32 ®enepanbHOro 3akoHa "O broMeanLMHCKNX KNETOYHbIX
npogykrtax".

18. OpraHmnsaTop KJMHUYECKOro UccsieJoBaHNs LO/KEH UMETb faHHble

no 6e30nacHOCTU 1 3 HEKTUBHOCTY UCCeayeMoro buoMeanLNHCKOro
KJIETOYHOr0 NpoAyKTa, 060CHOBLIBAKOLLME EFO MPUMEHEHME, @ TaKXe
06HOBNIATL HpOLLIOPY MO Mepe NMosy4YeHns B paMKax NpoBeeHns
KJIMHUYECKOr0 UCCeL0BaHNA HOBbIX AaHHbIX, BAUSAOLWMX Ha dPHEKTUBHOCTL U
6e3onacHOCTb uccnegyemoro bromeauLMHCKOro KN1eTO4YHOr0 NPOAYKTa.

19. Mpu NpoBefeHNIN KIIMHNYECKOr0 UCCneoBaHns opraHn3aTop
KJINHNYECKOro nccienoBaHna obecneynBaeT UCNosib30BaHME
6roMeanLMHCKOro KNETOYHOr0 NPoAyKTa (NpoayKTa cpaBHeHUs, nnauebo),
MMeloLLLEr0 COOTBETCTBYIOLLME NOKa3aTesn KayeCTBa 1 KOTOPbIA B
COOTBETCTBYIOLMNX CNy4asx 3aKOOMPOBAH M MapKMPOBaH B LLeSISX
obecneyeHns MaCcKNpoBKM.

Ha nepBnYHyt0 1 BTOPUYHYIO YNaKOBKY BOMeaNLMHCKOro KNeTOYHOM0
NPoAyKTa, NpefHa3HaYeHHOro 45 KJAMHUYECKNX NCCNea0BaHUIN, OSIKHa
HAHOCUTbCSA HaANUCb "[Ng KIMHUYECKUX nccnenoBaHunn'.

20. 0na KNMHNYECKUX NCcnegoBaHnii, MPOBOAUMbBIX C/IEMbIM METOA0M,
CMCTEMa KOAMPOBaHNS uccnenyemoro bromeanuUmMHCKOro KJ1eTo4yHoro
npoayKTa A0JKHa BKOYaTb B cebA MexaHM3M, NO3BOJIAIOLMIA B SKCTPEHHbIX
cnyyasx 6bICTPO MAEHTUULMPOBATL AaHHbI BMOMEANLNHCKNIA KNETOYHBbIN
NPoAYyKT, NPV 3TOM He AOMNYCKaloLWUN BO3MOXXHOCTW HE3aMEeTHO PaCKpbIThb
KoQ.

21. OpraHun3aTop KANHNYECKOro NCCIef0BaHNS fO/KeH obecneymnBaTb
NMOCTYMNJIeHNE B MEANLNHCKYIO OpraHu3aumnto, B KOTOPO NpoBOANTCS
KJINHNYECKOEe uccnenoBaHne, uccnegyemoro GromeanumMHCKOro KJ1eTo4yHoro
npoaykKTa.

Y opraHusaTopa KJIMHUYEeCKOro nccaeoBaHnsa AoKeH bbiTb

nccnepyembliin BoMeanNLMHCKNA KNETOYHbIA MPOAYKT B KOJINYECTBE,
HeobxoaMMOM 015 NPOBEAEHNS KIMHUYECKOr0 NCCNenoBaHns 1
NoATBEPXXAEHNSA ero COOTBETCTBNS TpeboBaHMAM HOPMATUBHOWN
LOKYMEHTALMUN, @ TakXe BECTU y4YeT aHaN30B 1 XapaKTepucTuk obpasLos
6roMeanLMHCKOro KNETOYHOIr0 NPOAYKTa M3 napTun (cepun).

MocTynneHne nccnegyemoro GuomeamMLUMHCKOrO KIETOYHOIO MPOAYyKTa B
MeLULMHCKNE OpraHu3aLunm, ero Bo3spaT, YHUYTOXKEHNE ncciegyemoro
H6roMeaNLMHCKOro KNIETOYHOr0 MPOAYKTa AOKYMEHTUPYETCSA OpraHn3aToOpOM
KJIMHWYECKOro nccaenoBaHus.

OpraHm3aTop KJANHNYECKOro NCcnefoBaHns OCyLLECTBSET NOCTOAHHYIO
oueHky 6e3onacHoCTU uccnepyemoro bromeanLMHCKOro KNeTo4HOro
NPOAYKTa N yBELOMSAET BCEX 3aHATbIX B KIIMHUYECKOM UCCNeL0BaHNN
nccnepoBaTesiel U MeANLUHCKME OpraHn3auny 0 NoyYeHHbIX AaHHbIX,
KOTOpble MOryT HebnaronpusTHO 0TPa3nUTbCA Ha 6e30MacHOCTY NaLMEHTOB 1
(nnn) NOBANATL Ha NPOBEAEHME KIIMHUYECKOro NCCnefoBaHums.
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22. OpraHun3aTop KANHUYECKOro NCCiefoBaHUs CoobLLaeT y4acTBYOLLINM

B KJINHNYECKOM MCCNef0BaHNN UCCNef0BaTeNAM, MEAULUHCKAM OpraHn3aLmnam
n ®enepanbHon cnyxbe no Haa3opy B chepe 34paBoOOXPaHEHNS 0 MOBOYHbIX
LEeNCTBUAX, HEXENATENbHbIX PEAKLMAX, CEPbE3HbIX HEXENAaTEebHbIX
peakuusx, HenpeaBULEHHbIX HeXXenaTebHbIX peakumnax npy npuMeHeHnum
BroOMeAMLIMHCKOr0 KIETOYHOr0 MPOoayKTa.

23. OpraHu3aTop KANHUYECKOro NCCef0BaHNA AOJIKEH OCYLLEeCTBAATb
MOHUTOPUHT KJIMHNYECKOro NCCaefoBaHns, BKIYaOWNA AeaTeNbHOCTb N0
KOHTPOJIO 33 XO4OM KMHNYECKOro MccaefoBaHns, No obecneyeHunto ero
nposegeHns, cbopy LaHHbIX U NpeACcTaBNeHNI0 pe3ybTaToB B COOTBETCTBUN
C NPOTOKOJIOM, CTaHAAPTHbIMMK OMNepauNoOHHbLIMI NpoLeaypaMm, HaCTOALLUMN
Mpasunamu n TpeboBaHNAMY 3aKOHOAaTENLCTBA Poccminckon depepauun o
OOMeANLIMHCKMX KNETOYHbIX MPoayKTax.

[N npoBefeHUs MOHUTOPVHIa OPraHN3aTopP KAMHNYECKOr o

nccnenoBaHNA Ha3HavYaeT OTBETCTBEHHOE INLO U3 YNCa COTPYAHNKOB
MeLMLMHCKON opraHu3aLumm, obnagatLlee HayYHbIMK 1 (1K) cneunanbHbIMU
3HaHUAMU, HeOBXOAMMBIMY A9 NPOBEAEHNS MOHUTOPUHIA KIMHUYECKOr0
nccnenoBaHus.,

JInuo, Ha3HavYeHHOe OPraHN3aToOPOM KMHMYECKOr0 UCCNef0BaHMA aAng
npoBefeHNs MOHUTOpUHra, 06s3aHo cobnogaTh CTaHAAPTHLIE ONepPaLnOHHbIe
npouenypbl OpraHm3atopa KIMHNYECKOr0 NCC/Ie[0BaHMS.

24. LlenamMy MOHUTOPUHIa KIMHUYECKOro CCae0BaHNA SABNSeTCA
yCTaHOBJ/IEHWE TOr0, YTO:

1) npaBa 1 6narononyyune NaLMeHTOB 3alUNLLEHbI;

2) nonyyeHHble B X04e KANHUYECKOro NCCIef0BaHUSA AaHHbIe ABASATCS
TOYHbLIMU, MOMHLIMY N NOATBEPXKAAIOTCA NEPBUYHON [OKYMEHTALNEN;

3) KNNHNYECKoe nccaenoBaHne NpoBOANTCSA B COOTBETCTBUN C
YTBEPXXAEHHOW OPraHn3aToOPOM KIMHNYECKOr0 UCCNE0BaHNA TEKYLLEN
BEepCMen NPoTOKONA U U3MEHEHMUI K HeMy, TpeboBaHMAMY HacToALmMX MpaBun
1 3aKoHOZaTeNnbCTBa Poccminckon degepauunn o BOMeaNLIMHCKNX KNETOYHbIX
NPOAYKTax.

25. lna pocTuxeHmsa uenen MOHUTOPUHIa KIMHUYECKOr0 NCCeoBaHmns
OTBETCTBEHHOE /L0, Ha3HAYEeHHOE OPraHN3aTOPOM KANHNYECKOr O
nccnepoBaHns ANna NpoBefeHns MOHUTOPUHIa:

1) obecneymBaeT B3aUMOAENCTBME OpraHn3aTopa KANHNYECKOTO
nccnenoBaHns, MeQULUHCKON OpraHu3aunm n uccnefoBaTtens;

2) NpoBEPSET M KOHTPOAUPYET Han4Yne KBanupukaumm nccnegosatens

1 pecypcoB MeauLMHCKON opraHm3aunm, HeobxoanMbix Ana NpoBeneHns
KJIMHMYECKOro nccaenoBaHna, BkaoYaa nabopatopun, obopyaosaHme
nepcoHan;

3) B OTHOLLEHUN nccnegyemMoro BomMeLnLMHCKOro KIeTOYHOrro

npoayKTa NPOBEPSET:

a) CPOKM M YCNOBUS XPaHEHUS, KOIMYeCTBO B 06beMe, HeobXoANMOM

L4719 NpOBeAeHMA KJIMHNYECKOro nccaenoBaHmns;

6) nonyyYyeHme TONbKO TEMU NaLMEHTaMU, KOTOPbIM OH Ha3HaYeH;

B) cobniogeHne TpeboBaHUn N0 MPUMEHEHMIO, XPaHEHWIO U MOPSALKY
BO3BpaTa NCCNeayeMoro BoMeaNLMHCKOr0 KIETOYHOIO MPOAYKTa;

) oCyLllecTBAEHNE NCCIef0BaTEeNEM KOHTPOASA U JOKYMEHTaIbHOr0
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0hopMAEHNA NOJTYHEHUS, NPUMEHEHMSA, BO3BPaTa, YHUYTOXEHNS
nccnepyemoro 6romMeonLMHCKOro KNeTOYHOr0 NPOAYKTa B MEQULMHCKOM
opraHusauuu;

4) npoBepsieT cobnoeHne nccienoBaTeNieM yTBEPXXAEHHOI0 NPOTOKOa

N N3MEHEHU K HEMY, NPaBUIbHOCTb, MOJIHOTY, TOYHOCTb U CPOKU
ohopMaeHNa UccienoBaTesieM JOKYMEHTOB U AaHHbIX KJIMHWYECKOro
nccnenoBaHus;

5) npoBepsieT NopsAoK NOayYeHN MMCbMEHHOro 4obpoBOLHOMO

cornacumsa Kaxgoro nayuneHTa (I/IJ'II/I ero 3aKOHHOro I'Ipe)J,CTaBVITeJ'IFI) no
Hayafla ero y4acTus B KJIMHNYECKOM UCCAeA0BaHNM, @ TaK)Ke MUCbMEHHOr0
1,00pOBOSILHOMO COrnacmsa Ka)kaoro naumneHTa (Mam ero 3aKOHHOro
npeacTaBuTens) Ha 06paboTKy 1 Nepefayy NepcoHasbHbIX AaHHbIX
nauveHTa;

6) obecneynBaeT Hann4me y nccnegoBaTens TEKyLLEN peaakLumm

BpoLltopbl, MHbIX [OKYMEHTOB 1 MaTepuasioB, HEO6X0AMMbIX 419 MPOBELAEH NS
KINMHNYEeCKOro nccnenoBaHum4,

7) obecneymBaeT foBeLeHMe A0 nccaenoBaTenen Heobxogumon ans
NpoBeLeHNs KJIMHNYECKOro nccaefoBaHma NHGopMaLny;

8) npoBepsieT cobnogeHne nccnenosaTenem kputepmes otbopa
nauneHToB;

9) npoBepseT NPaBUIbHOCTb, MONHOTY U CPOKMN PErncTpaLmm AaHHbIX
KJINHNYECKOro UCCNefoBaHns, a Takxxe NoOpsALOK BeAEHUSA OOKYMEHTOB
KJINHNYECKOro ncciefoBaHus;

10) npoBepseT NpaBWMJIbHOCTb U MOJIHOTY PerncTpauumn B

WHAMBUAYANbHON PErMCTPaLNOHHON KapTe AaHHbIX, MPeayCMOTPEHHbIX
NMPOTOKOJIOM, AaHHbIX O BbISIBJIEHHbIX MOBOYHbLIX AENCTBUAX, HEXENTaTeNbHbIX
peakLnsx, CEpbE3HbIX HeXXenaTebHbIX Peakunax, HenpeaBmaeHHbIX
HeXeJlaTeJIbHbIX peakunax npu npuMeHeHnn 6I/IOMeJJ,I/ILI,I/IHCKOF0 KNeTo4YHOro
npoayKTa, 0 NPONYLLEHHbIX NaLMEHTaMMN BU3MTaX, O HEBbIMOJHEHHbIX
aHanm3sax n obcnenoBaHmax. Cnyvyanm NCKYEHUS U BbiObIBaHMA MALMEHTOB
N3 KIMHNYECKOro NCCeoBaHMA NoaNexXaT perncTpaunm n nosCHeHMIO B
WHANBMIOYANbHOW PErnCcTPaLUOHHON KapTe;

11) coobuiaeT nccnenoBaTento 0 AOMNYLEHHbIX B MHANBUAYAIbHON
perncTpaumoHHon KapTe owmnbkax, nponyckax n Hepa3bopymBbIX 3aNnCaX;
12) coobuiaeT uccnenosaTtento 06 OTKJIOHEHUSX OT NPOTOKONa,
CTaHAaPTHbIX ONepaLMOHHbIX NPOLIeAypP OpraHn3aTopa KJANHNYECKOro
nccneposaHua, TpeboBaHUn HacToAwmx MNpaBui, 3aKoOHOA4ATENbCTBA
Poccuinckon ®epepalmm 0 BMOMEONLNHCKNX KJIETOYHBIX MPOAYKTax U
NPVHMMaeT Mepbl MO UX YCTPAHEHWIO U HELOMYLLEHWIO MOBTOPEHMS.

26. [TMCbMEHHble 0TYeTbl NO MOHUTOPUHTY KNMHNYECKOro nccsiegoBaHma
LO/DKHbI MPeACTaBAATLCA OTBETCTBEHHbIM JIMLLOM, Ha3HAY€HHbIM 414
npoBefeHNs MOHUTOPUHIa, OPraHM3aTopy KJIMHUYECKOro NccienoBaHmns B
nopsiake U CPOKM, YCTaHOBJIEHHbIE CTaHAAPTHLIMU ONepaLnoOHHbIMU
npouegypamm opraHusaTtopa.

OT4eT Mo MOHUTOPUHTY KNMHNYECKOro nccnegoBaHma nosxKeH

Ccoaep>xaTb, B TOM YuC/ie, CPOKN NPOBEAEHNS MOHUTOPUHIA, HAUMEHOBaHMeE
MeLMLMHCKON OpraHu3aLmmn, B KOTOPOW MPOBOANICA MOHUTOPUHS, AaHHbIE 06
nccnepoBaTenax, NauneHTax, C KOTOPbIMI B3aMOA4ENCTBOBAJIO
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OTBETCTBEHHOE NNL0, Ha3HaYeHHOe A48 NPOoBeAEeHNA MOHUTOPUHTa,
OnucaHme NPoBEPKN, CBELEHNS O BbISIBEHHbIX HEAOCTATKax, BbIBOAbI MO
pe3ynbTaTaM MOHWTOPUHIa U MHbIE CBEAEHMA N AaHHble, KacaloLmecs
MOHUTOPUHIa KINMHNYECKOr0 NCCef0BaHMs.

27. OpraHn3aTopoM KJIMHNYECKOro NCCeLoBaHUA JO/KHA
OCYLLeCTBAATLCA HE3ABMUCMMAs OT MOHUTOPWHIA OLLleHKa COOTBETCTBMISA
NPOBOAMMOro KJIMHNYECKOrO UCCe0BaHNA NPOTOKONY, CTaHAAPTHbLIM
onepaunoHHbIM NpoLeaypamM opraHu3aTopa, HacToawmMm Mpasunam
TpeboBaHMAM 3aKoHO4aTeNbCTBa Poccuinckon ®epepaumm o 6MOMeaANLNHCKNX
KJIETOYHbIX NPOAYKTax (Aanee - ayanT KANHUYECKOro NccnenoBaHms).

[na npoeefeHnsa ayanTa KJIMHWYECKOro UccieoBaHNA OpraHn3aTop
KJIMHUYECKOr0 UCCIe0BaHNA Ha3HavYaeT nL, He3aBUCUMbIX OT BCEX
CyObEKTOB KJIMHUYECKOr0 NCCNIeAoBaHns 1 obnafatowmnx Keaangukaumen,
NoAroTOBKOW, OMbITOM A5 NPOBeAeHNs ayanTa.

MnaH n 06beM ayanTa KINHNYECKOro NCCefoBaHMs LOJKHbI
pa3pabaTbiBaTbCA U YTBEPXKAATbCA OPraHN3aTOPOM KJANHUYECKOrO
nccnenoBaHns C y4eToM KoM4yeCcTBa NaLMeHTOB, TUMa U CJI0XKHOCTK
KJINHNYECKOro uccaefoBaHns, CTeneHn pucka Ana nauneHToB v NHbIX
06CcTOATENLCTB.

28. Mpwn 0bHapy>XeHnM B X04e MOHUTOPWHIA UM ayauTa KJIMHUYECKOro
NCCNenoBaHNA CEPbE3HbIX U (M1M) MOBTOPSAIOWMXCS CyYaeB HecobnoaeHus
nccnepoBaTesieM, MEANLUHCKON opraHusaumen TpeboBaHuin K NpoBeaeHNIo
KJINHNYECKOro UcciefoBaHNsa OpraHn3aTop KJAMHMYECKOro nccaefoBaHms
LOJ/DKEH NPeKpaTUTb y4acTue nccaenoBaTtens, MeaUUNHCKON opraHn3aumm B
KJINHNYECKOM NCCIe[0BaHUN 1 BHECTU U3MEHEHUS B MPOTOKOJI.

29. B cpoK, He npeBbIWalLWnin Nt paboynx oHen co aHS

3aBepLUeHns, NPUOCTAaHOBIEHNS NN NPEKPALLEHNS KIMHUYECKOr 0
nccnenoBaHns BMoMeaULIMHCKOro KNeTOYHOMO NPoayKTa, coobuieHne o
3aBepLeHnn, NPUOCTAHOBJIEHNN WX NPEeKPaLLEHNS KITMHUYECKOro
nccnefoBaHNA HanpaBaAeTCs MegULUMHCKUMI OpraHn3aumaMim, B KOTOPbIX
NPOBOANTCA KANHUYECKOE NCcCefoBaHne BoMeanuUMHCKOro KJ1eTo4Horo
npoaykTa, B MMHUCTEPCTBO MO YCTaHOB/IEHHOW UM (hopMe<8>.

<8> lMoanyHKT 5.2.207-32 MonoxeHus.

30. Mpy MHOrOLLEHTPOBbLIX KNMHUYECKUX UCCNEeL0BaHMAX OpraHn3aTop
KJINHNYECKOro UccaefoBaHnsa goskeH obecneynTsb:

1) npoBefeHne KIMHNYECKOro UCCNeaoBaHNa MeAULUHCKAMUN
opraHm3saumamm, y4acTeyrowMMmn B MHOroueHTPOBOM KJIMHUYECKOM
nccaenoBaHnmM, B COOTBETCTBMM C MPOTOKOJIOM KJIMHWYECKOro
nccnenoBaHus;

2) pa3paboTKy MHAMBMAYANbHbIX PErMCTPALMOHHBLIX KapT, MO3BOASIOLLINX
cobpaTtb Tpebyembie faHHble N3 MEOULMHCKMX OPraHn3aLnii, y4aCTBYIOLINX B
MHOIoOLLeHTPOBOM KJIMHNYECKOM nccnegoBaHn,

3) DOKyMeHTasibHOe 3aKpenjeHne npas 1 0683aHHOCTEN MeANLIMHCKINX
opraHusauunim n nccneposaTenei, NpefocTasneHe YyKasaHHbIM inuam
NPOTOKOJIa, CTaHAAPTHbIX ONepaLMOoHHbIX MPoLEeayp opraHM3aTopa,
WNHCTPYKLMM NO 3aN0JIHEHWIO UHAMBUAYANbHbIX PErMCTPaLMOHHbBIX KapT 40
Hayafa KJIMHNYECKOro UccnenoBaHus.
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[ll. OpraHu3auus paboTkl nccnenoBaTens

31. PykoBoguTenb MegunLMHCKOM OpraHM3auunm, B KOTOPOW MPoOBOAMTCA
KJINHMYeCKoe nccnegoBaHne buoMegMUMHCKOr0 KNeTOYHOro NMPoAYKTa,
Ha3Ha4YaeT uccnenoBaTensl, OTBETCTBEHHOIO 3a NPOBEAEHMNE TaKoro
nccinenoBaHua, UMetoLLero evyebHyto cneumnanbHOCTb, COOTBETCTBYIOLLYIO
npoguto 3aboneBaHNs UM COCTOAHUIO, AJ18 JIEYEHUSA KOTOPbIX NMpeaHa3HadYeH
6roMeANLINHCKUIA KNETOYHbIA MPOAYKT, B OTHOLLEHWM KOTOPOro NPOBOAUTCSA
KJIMHMYeCKOoe nccnegoBaHne, co cTaxxem paboTebl Mo nporpammamM
KJVHUYECKUX NCCNefoBaHNI HE MEHEe YeM NATb NeT (ganee -
nccaenoBaTesb) U Mo ero NpefsioKeHN0 Ha3HavyaeT comccaeoBaTenen ns3
Yyncna Bpavem 3Ton MeQULIMHCKON opraHu3auumn (ganee -
couccnenoBaTenn)<9>,

<9> YacTb 1 cTaTbu 29 PenepasibHOro 3akoHa "O 6buoMeANLIMHCKINX
KJIETOYHbIX NpoAyKTax".

32. UccnepoBaTenb, couccnenoBaTenn 0O/KHbl ObiTb 03HAKOMJIEHbI C
pe3ynbTaTaMn LOKANHMYECKOr0o NCCIeL0BaHNSA NCCAeayeMoro
BroMeanLMHCKOro KIEeTOYHOr0 MPOAYKTa, akTyasibHOM Bepcmen bpoLuopsl,
NPOTOKOJIOM, UHbIMW OOKYMEHTaMN U AAaHHBLIMU, UMEKOLW MK OTHOLLEHUNE K
NPOBELEHNIO KIIMHMYECKOro UccnefoBaHums.

33. ccnepoBaTens ocywecTsnseT otbop nauneHToB, obecneynBaeT
OKa3aHuWe MeguLMHCKOM NOMOLLM NaLMeHTOoB.

34. UccnepoBaTenb, couccnenoBaTenn Oo/MKHbI cobnofaTh HacTosALwme
MpaBnna n uHble TpeboBaHUS 3aKoHOAATENbLCTBA Poccuiickon degepaunn o
BroMeanNLIMHCKUX KNeTOYHbIX MPOAYKTaXx.

35. iccnepoBaTenb [0O/HKEH pacnonaraTb NabopaTopusamu,
obopyOoBaHMEM 1 MEPCOHASIOM, HeobxoaUMbIMUN 419 MPOBEAEHMNS
KJIMHUYE€CKOr0 NCCIe00BaHMS.

36. an Han4ymn corsacusa naumeHTa Ha y4acthe B KJIMHN4YeCKoOM
nccneposaHum, 06paboTky 1 nepenayy NepcoHasbHbIX AaHHbLIX MaUMeHTa
nccnenoBaTesb AOJKEH COOBLINTL levalleMy Bpayy nauueHTa 06 yyactum
nocnegHero B KIMHNYECKOM UCCieLoBaHUN,

37. ccnepoBaTesb OO/KEH NPOBOAUTL KJIMHUYECKOE NCCieioBaHNeE B
COOTBETCTBUM C MPOTOKOJIOM.

WNccneposaTtenb 0653aH cobnogaTe NPOTOKO, HE AO/MKEH BHOCUTL B

Hero nsmMeHeHus 6e3 pelleHns MMHUCTEPCTBA 3a UCKJIIOYEHNEM CNTyYaEB,
Korga TpebyeTcs yCTpaHUTb HEMOCPEACTBEHHYIO YIPO3Y XXU3HN 1 (1K)
3[10pOBbIO MaLMEHTa.

Jlioboe OTK/IOHEHME OT YTBEPXKAEHHOr0 NPOTOKOJIa A0/KHO 0POPMAATLCS
JOKYMEHTaJIbHO W HanpaB/ATbCA 419 PaCCMOTPEHUS 1 COrJlacoBaHMA
OpraHn3aTopy KJANHUYECKOro NCCNef0BaHNsA B Te4eHne ogHoro paboyero
JHS.

38. iccnepnoBaTenb f0/KeH 06ecneynTb NPUMeEHEeHNe NayumeHTamum
nccnepyemoro 6MomMeanLMHCKOro KNeTOMHOR0 NPOAYyKTa B COOTBETCTBUN C
NPOTOKOJIOM, cobntofaTh NpeayCMOTPEHHYIO MPOTOKOIOM METOAUKY
paHgomMusaumm (pacnpegeneHns nauneHToB No rpynnam JeveHuns nim
KOHTPO1S CiyYalHbiM 06pa3oM, MO3BOASAIOLLErO CBECTM K MUHUMYMY
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CybBbEKTMBHOCTL) 1 06ecne4ynTb PacKpbITUE KOJa TONbKO B COOTBETCTBUM C
NMPOTOKOJIOM.

B cnydyae ecnm KIMHUYECKOe UCCefoBaHWe NPOBOANTCS CemnbiM
MeTOo[oM, nccnenoBaTeslb JOKYMEHTaIbHO 0hOpMASET U 00BbSACHAET
OpraHn3aTopy KANHUYECKOro nccaenoBaHma noboe npexxaespemMeHHoe
pacKpbITME Kofa uccienyemoro 6nomeauLMHCKOro KNeTo4HOro NpoayKTa.
39. iccnepoBaTenb AO/KEH OCYLLECTBAATh YY4ET UCCAenYEMOro
broMeaNLIMHCKOr0 KNETOYHOro NPOAYKTa M NPOAYyKTa CPaBHEHWS, B TOM
Yynucne OO/MKEH BECTU YYET UX NOCTYMJIEHUNA, (aKTUYECKOro Hanmyums,
KONM4YeCcTBa C/ly4aeB NPUMEHEHNS KaXKabIM NMaLNEHTOM, YHUYTOXEHNS, a
TaKXe BO3BpaTa OpraHM3aTopy KJIMHWYECKOro UCCNenoBaHus.

3anncy No yyeTy LOJ/DKHbI BKJIoYaTb B cebs gaThl, KOJIMYECTBO,

HOMepa MapTui, Cepuii, CPOKM FOAHOCTU N YHUKA bHbIE KOMbl UCCAENYEMOrO
H6roMeaNLMHCKOro KJIETOYHOrO MPOAYKTa U NPOAyKTa CPaBHEHUS.
ViccnepoBaTenb A0J/KEH BECTU 3anncy, NOATBEPXKAAlOLLME, YTO

naumneHTbl NOJlyYann nccnenyemblini BUOMeONLNHCKUIA KNETOYHbIA NPOAYKT U
(nIM) NPOAYKT CpaBHEHMA B A03aX U KOAMYECTBaX, MPEeAYyCMOTPEHHbIX
NMPOTOKOJIOM KJIMHNYECKOr0 UCCIeloBaHMs.

40. NccnepoBaTtesnb MHGOPMUPYET NaUMEHTa MU ero 3aKOHHOI0
npencTaBuTens:

1) 0 TOM, YTO KIMHNYECKOE NCCIel0BAaHMNE HOCUT 3KCNEPUMEHTaNbHbIN
XapakTep, y4acTue mua B KINHNYECKOM UCCNefoBaHNN ABAAETCS
106POBONILHBIM 1 OHO MOXKET 0TKa3aTbCs OT YYaCTUS B KJIMHNYECKOM
nccnenoBaHun B 060N MOMEHT;

2) 0 Lenu KINHNYECKOro NCccienoBaHmns, ero Npoao/KNTENbHOCTY 1
NpubaN3NTENBHOM KOIMYECTBE NMaLNEHTOB;

3) 0 BapuaHTax Jle4yeHns B NpoLecce KANHNYECKOro NCCaefoBaHNs «
BEPOATHOCTM CNYYaHOro pacnpenesieHns B 0fiHy U3 rpynn JeyeHuns;

4) o npouenypax KAMHNYECKOr0 MCCnenoBaHns, BKOYas BCe

WHBA3WBHbIE NPOLIEAYPSI;

5) 06 06513aHHOCTSX NALMEHTA;

6) 06 oXXMOaeMbIX pUCKe 1 (UnKn) Nosib3e Ond NaUueHTa, a TakxXe, B
COOTBETCTBYIOLNUX CNyYasx, Ans ambpuoHa, nioga unn rpyaHoro pebeHka;
7) 06 MHbIX, NOMMMO NpPefyCMOTPEHHbIX MPOTOKOJIOM, NpoLeaypax nim
MeTolax JleYeHuns, KoTopble MOTyT 6bITb AOCTYMHbI NALMUEHTY, @ TakXe UX
noTeHUMa bHbIX BbIFO4E, NOSb3e, PUCKE;

8) 0 KoMneHcaumm n (Unn) nevYeHnmn, AOCTYMHbIX NAaLUEHTY B C/lyvae
NPUYNHEHNS BPEeaa ero 340p0Bbi0 B pe3ysibTaTe y4aCTUus B KINHNYECKOM
nccnenoBaHuy;

9) 0 NnaHMpyeMbIX BbiMJlaTax NaUMeHTY 3a ero y4acTue B

KJINHNYECKOM MNCCIe[0BaHNN, eC/N TaKOoBble MPeayCMOTPEHDI;

10) o nnaHMpyeMbIx pacxodax naLueHTa, eCn TaKOBbIE 0XXUAAOTCS,
CBSI3aHHbIX C €ro y4acTUEM B KJIMHNYECKOM NCCIef0BaHUN;

11) 0 TOM, 4YTO MALMEHT UK ero 3aKOHHbIA NPeaCcTaBUTENb,

noanuceiBas MHGMOPMAaLIMOHHbLIN IMCTOK NalMeHTa U corsiacue Ha 06paboTky 1
nepefadvy nepcoHaNbHbIX AaHHbIX NaUMeHTa, AaeT pa3pelleHmne Ha 4ocTyn
SNy, Ha3HaYeHHOMY Ans NPOBEeAEHUS MOHUTOPWHIA, ayaMTOpPOB,
YMNOJIHOMOYEHHbIX OPraHOB K MEPCOHasbHbIM AaHHbIM NaLUNeHTa;
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12) o ToM, 4TO 3anucu, naeHTUOULMPYOLLILE NauneHTa, byayT

COXpPaHEeHbl B TalHe, packpbIThe UX L0MYCKAaeTCsA B COOTBETCTBUMN C
3aKOoHodaTenbCTBOM Poccuinckon ®egepaumm, n npu nydankauum
pe3ynbTaTOB KJAMHUYECKOro NCCeA0BaHNA KOHPUAEHUNANBHOCTb AaHHbIX
nauneHTa byneT coxpaHeHa;

13) 0 TOM, 4YTO MaLUMeHTa UK ero 3aKOoHHbIN NpeacTaBuTeNb byageT
He3amennTebHO 03HAaKOMJIEH C HOBOW MHGOpMaLmen, CnocobHOM NOBANATL
Ha ero XeflaHue NPoAoJKaTb y4acTuUe B KIMHNYECKOM NCCIed0BaHNN;

14) 0 nmuax, K KOTOPbIM MOXXHO 06PaTUTLCS OS5 NOYyYEHMUS
AONOMHUTENIbHON MHOPMaLMM O KIIMHNYECKOM UCCNenoBaHnn, 1 npaBax
nauneHTa;

15) 0 BO3MOXXHbIX 06CTOATENLCTBAX U (MAN) NpUYMHAX, MO KOTOPLIM

yyacTue nLa B KIMHUYECKOM MCCneaoBaHnn MOXET OblTb NpeKpaLleHo.

41. NHopMaLMs 0 KJIMHNYECKOM UCCef0oBaHUM 0/KHA COAEPXKATb Kak
MO>XHO MeHbLUEe CreumnanbHbiX TEPMUHOB W BbITb MOHATHA NaLMEHTY UK ero
3aKOHHOMY NpeacTaBuTeNIo.

42. WccneposaTens nepes noJiydyeHneM MHGHOPMMPOBAHHOIO

n06pOBONLHOI0 COrnacna AO/HKEH NPeaoCTaBUTh NALUEHTY, ero 3aKOHHOMY
npeacTaBuTeNO BpeMs, Heobxoaumoe ANs NPpUHATKA pewleHns 06 y4acTun B
KJIMHWYECKOM MCCNefoBaHMM AN OTKa3e OT TakKoro ydactus. MNayneHT nam
€ro 3aKOHHbIN NpeacTaBUTENb BNPaBE NOAYYUTb UCHEpPMbIBALOLLME 1
LLOCTOBEPHbIe O0TBETbI Ha BCe BOMPOCHI O KIIMHUYECKOM UCC/IeLOBaHUN.

43. lNepepn BKAOYEHNEM B KJIMHMYECKOE NCC/iefoBaHne nauneHT, ero
3aKOHHbIN NpeacTaBUTENb LO/DKEH NOAYYMTb NOAMNUCAHHBIA YNOJAHOMOYEHHbLIMA
JIMuaMn MeguLMHCKON OpraHn3auum 3K3emMnasap NMHOOPMaLMOHHOI O NCTKa
nauneHTa u NHble MaTepuanbl, Kacarlmnecs NpoBeeHNs KIMHNYECKOro
nccneposaHus. B nepnol nposefeHns KIMHUYECKOro nccnenoBaHms
nauneHTy coobliaeTcs 06 U3MeHEHUSAX B JOKYMEHTAX U AaHHbIX
KJIMHNYECKOr0 UCCNe0BaHNA, KacaloLerocs ero y4acTus B KIMHNYECKOM
nccnegoBaHum.

44, B CpoK, YCTaHOBJIEHHbI NPOTOKOJIOM, UCClefoBaTesNb 0653aH

coobuaTb OpraHN3aTopy KJANMHUYECKOrO nccaenoBaHmsa 060 Bcex NoboyHbIX
LEeNCTBUSX, HEXEeNaTeNbHbIX PEAKLNAX, CEPbE3HbIX HEXXeNaTe IbHbIX
peakuuax, HenpeaBUAEHHbIX HexXenaTebHbIX peakuusax npu npuMeHeHum
6roMeaNLIMHCKOro KNIETOYHOr0 MPOAYKTa, 3a UCK/IIOYEHNEM TEX, KOTOPLIE B
npoTokoJsie unn B BpoLutope onpeneneHbl Kak He TpebyloLine HemeaaeHHOr o
coobLeHuns.

Mocne nepBoro coobuieHns o No6oYHbIX AENCTBUAX, HEXENATESbHbIX
peakumax, Cepbe3HbIX HexenaTebHbIX peakuusax, HenpeasuaeHHbIX
HeXXeNaTeNbHbIX PeakUnsx Npu NpuMeHeHnmn BoMeaMLMHCKOr0 KNIETOYHOI 0
NpPoAyKTa nccnegoBaTesib LO/KEH NPeACTaBNsATL OpraHn3aTopy
KJINHNYECKOro UccaenoBaHns NoapobHbI MUCbMEHHbLIA OTYET B TEYEHUE TPexX
pabouunx aHen. MNepBbin U NOCNeyOWME OTHETbI AOJHKHbI MAEHTUDULNPOBATL
nauMeHToB Mo NMPUCBOEHHbLIM UM YHUKabHbIM KOdaM.

45. Mpwn coobeHnsx o CMepTU NauneHTa nccnegoaTens 06a3aH no
3aMpocy opraHm3aTopa KJIMHUYECKOro nccnegoBanuns, ®epepansHon cayxbol
no HaA30py B chepe 34paBOOXPaHEHNS NPefOCTaBUTb Ntobyio
LOMOJIHUTENIbHYI0 MH(DOPMALIMIO OTHOCUTESIbHO AAHHOMO C/lyYas, B TOM Yncse
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NPOTOKOJ1 BCKPLITUS U MOCMEPTHLIN 3NUKPK3.

46. B cnyvyae BO3HUKHOBEHUSA ONACHOCTW NS XXU3HW, 3L0POBbA

nauuneHTa, nccnegosaTenb 06d3aH NponHGopMUpoBaTh 06 3TOM
PyKOBOANTENA MEAULUHCKON OpraHu3aLmm 1 opraHm3aTopa KJIMHUYeCKoro
nccnefoBaHWA JIeKapCTBEHHOro npenapaTa B TedeHne 24 4acos.

PelueHne 0 NPYOCTaHOBAEHUMN KJIMHNUYECKOr0 NCCe0BaHUS
B6roMeANLIMHCKOr0 KNETOYHOro NpoAyKTa NPUHUMAET PYKOBOAMTESb
MeLMLMHCKON OpraHu3aLmm, B KOTOPO MPOBOANTCA KIUHUYECKoe
nccnepoBaHme 6UOMeAULNHCKOrO KAeTOYHOr0 NPOAYKTa.

PelwueHune o npekpalLeHnn KJINHNYECKOro NccieloBaHnsa NnpuHMMaeT
MWHNCTEPCTBO Ha OCHOBaHMW COOBLLIEHNS B MUCbMEHHON (hopMe pyKOBOAMUTENS
MeLMLMHCKON OpraHu3aLmm, B KOTOPOW MPOBOANTCA KIUHUYECKOe
nccneposaHme 6UoMeaULMHCKOro KIeTOYHOro NPoAYKTa, UK opraHusauuu,
noJiy4mBLLEeN pa3peLleHne Ha NpoBeeHne KINHNYECKOro NCCefoBaHuns
BrioMeAMLIMHCKOrO KIETOYHOr0 NPOAYyKTa.

Mpy BOCPOYHOM NpeKpaLleHUn KINHNYECKOro NCCIeJOBaHUS UN ero
NPMOCTaHOBNEHWMN UCCIefoBaTeNb U (MNKN) MeAULMHCKasa OpraHn3auus, B
KOTOPOW MPOBOAUIOCH KANHUYECKOE nccieaoBaHne, o0ba3aHbl
He3aMeannTeNbHO NH(OPMMPOBATL NaLMEHTOB, 06eCnednTb UM NeYeHune un
HabnoageHue.

47. WccnepnoBaTenb foJkeH obecnevymBaTb BeeHNE NOKYMEHTOB
KJVUHUYECKOro NCCNefoBaHms, BKIOYas 3annucu Ha ByMaxKHbIX, 3N1E€KTPOHHbIX,
MarHUTHbLIX UM ONTUYECKUX HOCUTENNAX, CKAaHOr PaMMbl, PEHTTeHOBCKME
CHUMKW, 3JIEKTPOKapANOrpaMMbl, KOTOPbIE OMUCLIBAIOT METOLbI, OPraHn3aLunio
1 (Wn) pesynbTaTbl KIWHUYECKOr O UCCIef0BaHuS.

48. XpaHeHne [OKYMEHTOB KINHUYECKOro NCC1ej0BaHUSA AOJIKHO
OCYLLEeCTBAATHCSA B COOTBETCTBUU C 3aKOHOA4aTEIbCTBOM POCCUICKOM
®epnepaunm 06 apxvBHOM aene.

49. Mo 3aBepLUeHNN KINHNYECKOro NCCNIel0BaHUs NcciiejoBaTeNb

L0JKeH coobLaTh 0 ero 3aBepLleHUn pyKOBOANTENI0 MeANLIMHCKON
opraHu3auny, NoAroTOBUTbL OTHET B COOTBETCTBUM C TPeOOBAHMAMMN NYHKTA
9 HacToswwwmx MpaBua 1 NPeACTaBUTb ero opraHn3aTopy KJANHUYECKOro
nccnenoBaHus.

CkavaHo Ha canTe «3akoHbl PO» — https://actrf.ru
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