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YTBEPXJIEHbI
npruka3zoM MuHKCTEpCTBa 3paBOOXpaHEHMS
Poccuiickoii @exneparrym
oT «22» ceHts16ps 2017 r. Ne 669

IIpaBuia
HajAJIeXKaImel KIHHHYEeCKOH NPAKTHKH OHOMEeJHIHHCKHX KJIETOYHBIX NPOJyKTOB

I. O61me monoxeuus

1. Hacrosmue IpaBuna Hagnexarmei KITMHAIECKON NPAKTHKH GHOMETUIIHHCKIX
KJIETOYHBIX MNpPOAYKTOB (nanee — IlpaBuina) peryidpyrOT OTHOLIEHHS IO
IJIaHUPOBAHHUIO, OpraHu3alIluH, MIPOBEACHHIO, MOHUTOPUHTY, ayJIuTy,
JIOKYMEHTHPOBAaHHUIO KJIWHUYECKUX HCCIIEJOBAaHUM OMOMEOUIIMHCKUX KJIETOYHBIX
NPOAYKTOB (ajee — KIMHUYECKHUE MCCIIEAOBAHUA) C YYACTHEM YEJIOBEKA B Ka4ecTBE
CyOBeKTa KIMHMYECKOTO HCCIIS[IOBAaHHUS, aHAIW3y W MNPENCTABICHHIO pe3ylbTaTOB
KIHHUYECKMX MCCIENOBaHMH, obecleyuBalolye TrapaHTHIO JOCTOBEPHOCTH MU
TOYHOCTH TIOJyYEHHBIX NAHHBIX U NPENCTABIEHHBIX PE3yJNbTATOB, a TAKXE 3alUTy
IpaB, 3I00pPOBbS M KOHQUICHIWATBHOCTH IE€PCOHANBHBIX [AHHBIX IAlUEHTOB B
KJIMHHUYECKOM HCCIIENOBAHUH.

2. Jlna nenedt Hactosmux IIpaBHI NIPUMEHSIOTCS TEPMHHBI M ONpPEACICHUS,
ucrione3dyemsie B DenepanbHoM 3akoHe oT 23 wmioHs 2016 r. Ne 180-®3
«O OMOMENMUMHCKUX KIETOYHBIX NpOAyKTax»' (Hamee — DenepanbHbIl  3aKOH
«O 6HOMEINIMHCKHX KIE€TOYHBIX IPOIYKTaX»).

3. O6BEKTOM KJIMHMYECKOTO MCCIEIOBAHMs  SBISETCS OHOMEAUIMHCKHIA
KJIETOYHBIM ITPONYKT, H3y4aeMbId B LieNAX (Hajee — UCCIeIyeMblii OHoMe IMIMHCKHIA
KJIETOYHBII MPOIYKT):

a) YCTaHOBJIEHHsS O0€30MacHOCTH W (WIH) MEPEHOCHMOCTH OHOMEIUIMHCKUX
KJI€TOYHBIX TNPOAYKTOB, B TOM YHCIIE€ BBISBIEHHS MOOOYHBIX HEUCTBHM NpH HX
IIpUMEHEHUH;

6) ycraHoBieHUs 6e30macHOCTH M 3D (HEKTUBHOCTH GHOMETUIIMHCKUX KIIETOYHBIX
IPOAYKTOB, B TOM 4HCJ€ Noadopa ONTHUMAIBHBIX JO3HPOBOK OHOMEIUIMHCKOTO
KJIETOYHOTO IPOAYKTAa M KypCOB JICUEHHs, Ui TMAIHEHTOB C OIpPEaeIeHHbIMU
3a00JIeBAaHHUIMH;

B) BBIABJICHHS OCOOEHHOCTEM B3aMMOIEHCTBHS OHOMENUIIMHCKHUX KIIETOYHBIX
TIPOLAYKTOB C JIEKAPCTBEHHBIMH TpenapaTaMi, METULIMHCKUMH H3EIHIMH, TTHIIEBEIMU
IPOAYKTaMH, APYTMMH OMOMEIUIIMHCKUMH KIJIETOYHBIMH TIPOAYKTaMHU;

I) HU3y4YeHUS BO3MOXXHOCTU pacCIIUpeHHs TOKa3aHWi M1 TMpHUMEHEHHs
3aperuCTPUPOBAHHBIX OMOMEAULIMHCKIX KIETOYHBIX IPOAYKTOB.

Uccnenyemble OHOMEIUWLMHCKHE KJIETOYHBIE MPOAYKTH IPHMEHSIOTCA B
COOTBETCTBUHU C YTBEPXKIEHHBIM (B pamMKax MpOLEeAYpPhl MOJYUYEHHS pa3pellicHHs Ha
IIpoBeAeHUE KJIHHHYECKOT'O HCCJIeTOBAHHS ) IIPOTOKOJIOM KJIHHHYECKOTO
HCCIIEOBaHMUS.

! CoGpanue 3akoHoaTenseTBa Poccuiickoii @enepanun, 2016, Ne 26, ct. 3849.
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[IpoBeneHrne HOKIMHUYECKHX HCCIEAOBAaHHN OHOMEIMIMHCKUX KIETOYHBIX
MPOJIYKTOB OCYLIECTBIISIETCS B COOTBETCTBUU C MPaBUJIaMH HaJlIexKallei NMPaKTUKY 10
paboTe ¢ 6MoOMe IMLIUHCKUMH KJIETOYHBIMHU npo,uyKTaan.

4. KnuHudeckoe HCClIeOBaHWe TMPOBONUTCS B OTHOLIEHWHM (PU3MUECKOro JULa
(mareHTa WM 30POBOTO JOOPOBOJIBLA), TPUHUMAIOLIETO YYaCTHE B KIMHUYECKOM
HCCIIEIOBAaHUN B COCTaBe TPYMIbI, IMOJNyYarolledl uccienyeMblii OroMeaULIMHCKHIA
KJIETOYHEIH MPOAYKT, INOO B COCTaBe KOHTPOJIBHOM IPYMNITHI (Jajsiee — MalueHT).

5.Kaxnaplii mamyeHT T1ocie IojiyueHHus HHPopMalMM O KJIMHUYECKOM
WCCIENOBaHUM M [0 Hayajla IpOBEIeHHS KIHHUYECKOTO WCCIENOBaHMUS MOacT
T0OpOBOJIBHOE COrjlaCM€ Ha YYacTHE B TaKOM KJIMHUYECKOM HCCAEIOBaHUHU
MOCPEACTBOM MTOANKUCAHUSA HHPOPMALMOHHOTO JIUCTKA MAIlUeHTA.

Taxke Kaxneld mauuMeHT AaeT A0OpOBOJBHOE corjacue Ha oOpaboTKy ero
MEPCOHANIBHBIX JAHHBIX W WX TMPEAOCTABJICHUE OMpeAeTIeHHOMY IIHUIy WU
ONpelleICHHOMY KpYry JIMIl B CBS3M C YYacTHEM TMalMe€HTa B KIMHUYECKOM
HCCJIEIOBAaHMH.

6. Corlacue Ha ydJacTHe B KJIMHHYECKOM HCCIIEOBaHUH, Ha 00paboTKy u
nepefadyy IE€PCOHANBHBIX JAHHBIX TNalUeHTa MOXET OBITh [JaHO 3aKOHHBIM
peACTaBUTENEM MNAlUEHTA.

7. KnuHudeckoe wccaenoBaHHe OHOMEMUIIMHCKOrO KJIETOYHOrO TMPOAYKTa
NPOBOAUTCA HAa OCHOBAaHMHM pa3pellieHHs Ha M[POBEJCHHE  KIMHHUYECKOTO
HCCNIeIOBaHMsA, BbIJAaHHOrO MHHHCTEpPCTBOM  34paBooxpaHeHHs  Poccuiickoit
OQenepamyy  (namee — MHHHCTEPCTBO)' MO pe3ylIbTaTaM SKCIEPTH3BI KayecTBa
OHOMEUIIMHCKOTO KJIETOYHOTO IPOAYKTa, B TOM YMCJIE OKCHEPTH3Bl COCTaBa
00pa3oB OWOMEIUIIMHCKOTO KIIETOYHOTO MpPOAYKTa M METOHOB KOHTPOJS €ro
KayecTBa (Jajiee — 3KCIEePTH3a KayecTBa OHOMEIMUMHCKOrO KJIETOYHOTO MPOAYKTa), ’
OKCIEPTU3BI JOKYMEHTOB JUIsl IOMYYEHUS pa3pelleHusl Ha MPOBEACHUE KIMHUYECKOTo
UCCIIeOBaHUA OMOMEIUIIMHCKOTO KJIIETOYHOTO MPOIYKTa M STUYECKOM BKCHepTI/I3H6.

OKkcrepTu3a KayecTBa OMOMEIMIMHCKOrO KIETOYHOTO MPOAYyKTa M JKCHepTH3a
JOKyMEHTOB [IJii TMOJY4YeHUs paspelleHWs] Ha MpOBeAeHUE KIMHHUYECKOTO
HCCIIEIOBAaHUA OMOMEIUIIMHCKOTO KJIETOYHOT'O MPOAYKTa MPOBOAATCS (elepaabHbIM
rOCy/1apCTBEHHBIM  OIO/DKETHBIM  YUPEXKACHHEM, HaxOIsAIWIMMCI B  BEICHHH
MuHHCTepcTBa ¢ 00ECMEUYMBAIONIMM HCIIONHEHHE INOJHOMO4YMHA MuHHCTEpcTBa 1O
BhIJIaue pa3pelliceHUi Ha MPOBeleHNe KIMHUYECKUX HCCIeOBaHMH O0HMOMEIUIIMHCKUX
KJIETOYHBIX NMPOJYKTOB M (WIM) TOCYAApCTBEHHOHW perucrpanyu OHOMeEIUIMHCKAX
KJICTOYHBIX ITPOJIYKTOB B COOTBETCTBUU C MpHKa3oM MHHHCTEPCTBA 3ApaBOOXPAHEHHS
Poccuiickoit @enepanuu ot 31 suBaps 2017 r. Ne 30n «O6 yrBepxknenHuu IlpaBun

2 IMoamyHKT 5.2.207" TlonoxkeHus o MmuHMCTepcTBE 37paBooxpaHenms Poccuiickoit Penepauuy, yTBEPKASHHOTO
noctanosyieHreM [IpaButensctsa Poccuiickoit ®enepanuu ot 19 moHs 2012 r. Ne 608 (Cobpanne 3aKOHOIATENILCTBA
Poccuiickoit Denepaimu, 2012, Ne 26, ct, 3526; 2013,Ne 16, ct. 1970; Ne 20, ct. 2477; Ne 22, c1. 2812; Ne 33, cT. 4386;
Ne 45, ct. 5822; 2014, Ne 12, c1. 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, c1. 1268; Ne 27, c1. 4497; Ne 28, c1. 4741; Ne 34, cT. 5255; Ne 49,
cT. 6922;2017, Ne 7, ct. 1066) (nanee — [Tonoxenue).

> B OTHOLIGHHMH JMIIA, YKa3aHHOro B yacTH 2 cratbu 20 ®enepansHoro 3akoHa ot 21 HoA6ps 2011 r. Ne323-@3 «O6
OCHOBaX OXpaHsl 3M0pOBbi TIpaxaan B Poccumiickoii ®enepanmm» (CoOpanue 3akoHomaTeNbeTBa Poccuiickoi
denepanun, 2011, Ne 48, c1. 6724; 2013, Ne 48, cT. 6165).

* [oanyHkT 5.5.3 1* IMonoxenns.

5 Cratbu 17, 30 ®enepanbHoro 3akona ot 23 mons 2016 r. Ne 180-®3 «O GHOMENMLMHCKHX KIETOYHBIX MPOAYKTaX»
(Cobpanne 3akoHomatenncTBa Poccmiickoii @enepauuu, 2016, Ne 26, ct. 3849) (manee — Penepanbubiil 3akoH «O
OHOMETULIMHCKUX KIJIETOUHBIX MPOAYKTAaX»).

¢ Crarea 14 ®enepanbHOro 3akoHa «O GHOMEJMLIMHCKAX KJIETOYHBIX MPOLYKTAX».
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IPOBEJICHHs OMOMEMLUHCKOR SKCIEPTH3bI GHOMEIMUMHCKAX KIETOIHBIX IPOIYKTOB
M (OpM 3aKNIOYEHHH KOMHMCCHM OKCIEPTOB (elepalbHOr0 rOCYLaPCTBEHHOTO
OIODKSTHOrO  YYPEXIEHHSs II0 MpPOBEACHHIO GHOMEUIHMHCKON  OKCIIEPTH3BI
OHOMEIULMHCKUX KJIETOYHBIX IPOAYKTOB» (32PErMCTPHPOBAaH MHHICTEPCTBOM
toctuiuu Poccniickoit ®enepaunu 8 urons 2017 r., perucTpanuoHHbI Ne 47007).

OTUYecKas SKCIEePTH3a IPOBOJWTCS COBETOM II0 9STUKE, CO3JAHHBEIM B
COOTBETCTBHUH C TIpHUKa3oM MuHucTepCcTBa 3apaBooxpanenus Poccuiickoit ®enepanun
or 27 ampens 2017 r. Ne 1911 «O6 yrBepknenuu IlonoxeHHs O cOBETe MO ITHKE,
CO3JAaHHOM B LEIIX BBIJAYM 3aKIMIOYEHHA 00 3THYECKOM OO0OCHOBAHHOCTH
BO3MOXXHOCTH  IIPOBEJEHHMS  KIMHUYECKOTO  HCCIEIOBAaHHS  OHOMEOHIIMHCKOTO
KJIETOYHOrO NPOAYKTA, NOpAJKA ero AEATENLHOCTH U TpeOoBaHUi K KBATM(HKALIMH 1
ONBITY PabOTBHI IKCHEPTOB COBETAa MO ITHKE» (3aPETHCTPHPOBAH MUHHCTEPCTBOM
toctuiuu Poccuiickolt ®enepanmu 6 uions 2017 r., permcrpanoHHBIH No 46959),
B LeJSIX BBIIAYH 3aKMOYEHUS 00 ITHYeCKOM OOOCHOBAHHOCTH BO3MOXKHOCTH
NPOBEAEHHS KIMHHYIECKOTO MCCIIE/I0BaHUs OHOMEMIIMHCKOrO KIIETOYHOrO IIPOAYKTA.

8. Knunuyeckoe HccliefoBaHHE MOMKHO NPOBOAUTECS B COOTBETCTBHU C
IIPOTOKOJIOM KJIMHHYECKOTO MCCIIENOBaHMA (allee — HMPOTOKOJI), KOTOPBIA JOIKEH
COJIepKaTh, B TOM YHCJIE:

1) HasBaue npOTOKONa, HIEHTHUKALMOHHBIA HOMEp MpPOTOKONA H ATy
YTBEPXKICHHS OPraHU3aTOpPOM KIMHHMYECKOro MccilefoBaHus. HoBbie Bepcuu
NPOTOKOJIa JAOKHBI HMETh HOMED BEPCHH M JaTy, NONPABKH K IPOTOKOJYy — HOMEP
IIOTIpaBKHU U JIATy;.

2) HAMUMEHOBaHME M aJpec OPraHM3AlUM, OCYIIECTBISIONIEH OpraHHU3aIHIO
NPOBEICHUS] KINHUYECKOTO HCCIIEAOBaHUS M OCYILECTBISIOMIEH MOHUTOPUHI (€CiH
OHU pa3JIuYHEIe);

3) pamunmio, uMs, OT4ecTBO (NPH HAIMYMM) M  JOIDKHOCTH  JIMLA,
YIOJTHOMOYEHHOTO OT WMEHH OpPraHH3all{{, OCYIIECTBIAIOUIEH OpPraHHU3aLHUI0
NPOBEJCHHS KIMHUYECKOrO HCCJIENOBaHHUsA, MOMNUCHIBATE MPOTOKON M IONPABKH K
HPOTOKOITY;

4) bamuwnnio, uMs, OT4ecTBO (IPM HAIMYKMM), HOJDKHOCTh, afpec M HOMEp
TeNle)OHa MEAULMHCKOTO SKCIePTa, Ha3HAYEHHOTO OpraHu3allielf, OCyIeCTBIIOmeH
OpraHU3al{i0O [POBEACHHUSA KIMHMYECKOTO HCCICIOBAHHS, Ui MPOBEJCHHS
KJIMHUYECKOT0 UCCTIeIOBAaHu;

5) dammnmio, uMs, oT4ecTBO (NPH HAIMYMH) M JOKHOCTH HCCIIEOBATEIIS,
OTBETCTBEHHOI'O 3a MPOBEICHHE KIMHUYECKOTO MCCIEHOBaHMA, a TaKkXe aapeca W
HOMepa TeneOHOB KIIMHHYECKHX HIEHTPOB;

6) bamunmio, MM#, OT4eCTBO (IPM HAIMYUM), IODKHOCTb, aipec M HOMEp
Tene)OHa Bpada, OTBETCTBEHHOIO 3a NPHHSATHE PELIEHHN MEIMIMHCKOTO XapaKTepa
(ecnu JaHHOE JIMIO HE SBJISIETCS UCCIIEI0BATENIEM);

7) HaMMEHOBaHHUSA U afipeca KINHUYECKHX JIabopaTopuii ¥ APYTUX MeTULUHCKUX
¥ (MUII4) TEXHWIECKUX CITy’)KO M OpraHH3auuii, IPHHAMAIOIINX YYaCTHE B KIMHUYECKOM
HCCIIEIOBaHUH;

8) obocHOBaHME KIIMHUYECKOTO UCCIIE0BaHMs, BKIIOYAOLIEE:

a) Ha3BaHME U ONMHCaHHE HCCIIeAYyEeMBIX OGHOMEANIIMHCKAX KIIETOYHBIX IPOAYKTOB
(BKiIOYas rianebo ¥ aKTUBHBIH KOHTPOJIB);
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0) CBOZHOE  M3NIOXXEHHE pe3yNbTaTOB JOKIMHHYECKHX HCCIACAOBAHUH |
KIMHAYECKHX ~ HMCCNICNOBaHUH  (ecnM  paHee  INPOBOAMIMCE)  HCCIIEAyEeMOTO
OHOMETUIIMHCKOTO KJIETOYHOrO MPOLYKTa;

B) KpaTKO€ OINHCAHHE M3BECTHBIX M IOTEHIMAIBHBIX PHUCKOB W TOJB3EI
IPUMEHEHHS  HCCIeNyeMOro OMOMEIMIIMHCKOrO  KJIETOYHOrO IMpPOAYKTa Ui
MaI[MEHTOB;

r) OMHMCaHWE M OOOCHOBaHHE Crocoba NMPUMEHEHUS OHOMEIUIIUHCKOTO
KJIETOYHOTO MPOIYKTa,;

1) yKa3aHWe Ha TO, YTO KIMHHUYECKOE HCCIICIOBAHHE OyzneT NpOBOIUTHCA B
COOTBETCTBHM C IIPOTOKOJIOM KIMHUYECKOrO HCCIENOBAaHUS W  HACTOSIIUMM
IIpaBunamu;

€) OIMCaHUe UCCIIeyeMOii TOMYJISIHY;

K) CCBUIKH Ha JIUTepaTypHble MCTOYHHKM M JaHHblE, HMEIOLIUE 3HAYEHHE IS
KIIMHUYECKOT0 UCCJIENAOBAHUS U MIPEACTABIAIONIME COO0M 000CHOBaHUE KJIMHHYECKOTO
HCCIICJOBAHN,

9) nenu u 331240 KIMHHYECKOTO UCCIIEI0BAHHS,

10) onucanue ob1ero miaHa KIMHUYECKOTO HCCIECIOBAHHS, BKIIOYAIOIIETO:

a) yKa3aHHe OCHOBHBIX M [ONOJHHTENBHBIX (IIPH HANMYHH) UCCIIeYEMBIX
IIapaMeTPOB, KOTOPbIE OYAyT OLIEHUBAThCS B XO/€ KIMHUYECKOTO HCCIIEIOBAHHUS,

0) onucaHHe THIA [UIAHA NIPOBOJMMOrO KIMHHYECKOTO HCCIIEIOBAHMS (aBoitHOE
crernoe, IIaneb0-KOHTPOIHpyeMoe, Mapajlie/lbHOe M MHBIE BHABI HCCJIENOBaHH) U
rpa@HuYecKylo cxeMmy IUIaHa KIHHHYECKOTO HCCIIEIOBaHMUS, IpOLENyp H 3TaloB
KIIMHUYECKOro UCCJIENOBaHuS;

B) OIUCAHUE  Mep, HaNpaBIeHHBIX HAa  MHUHUMH3ALHIO, HCKIIOYEHHE
CyObeKTMBHOCTH, B TOM YHCJIe PaHIOMH3AIIUH, CIIENOro MeToaa (MACKMPOBKH);

I) onucaHHe NoJ0opa ONTUMAIBHBIX JO3MPOBOK OMOMEIULUHCKOTO KJIETOYHOTO
OpOAYKTa U KypCOB JIEYEHHUs AJI MALUEHTOB C ONpeeleHHBIMH 3a00I€BaHUsAMH, €ro
YIIAaKOBKH U MapKUPOBKH;

1) TPOJO/DKHUTENBHOCTh YYacTHS MallMeHTOB WJIM 3I0POBBIX JOOPOBONBLEB B
KIIMHUYEeCKOM HCCIE€I0BAaHMH, OITMCAHUE MOCIIEOBATEIBHOCTH U MPOAOIKUTEIEHOCTH
BCEX I€PUOJIOB KIMHUYECKOrO HCCIIENOBaHMs, B TOM YHCIIe MEPHOMA MOCIIENYIOIIETO
HaOJIIONICHNs, €CIIM TAKOBO# Py CMOTPEH;

€) ONuCaHHe TNpaBUI MPUOCTAHOBJIEHMS KJIMHHYECKOTO HCCIICIOBAHUSL,
KpHUTEPUEB UCKIIOYEHHS AJIA OTICIbHBIX HAIl[HEHTOB;

) OIMCaHME NPOLENYpPHl YUeTa HCCIEAYEMOro OMOMEIUIMHCKOTO KIIETOYHOTO
NpoAyKTa, Mmianebo u OHOMEIUIHHCKOTO KIETOYHOTO MPOAYKTA, UCIONL3YEMOTO B
Ka4eCTBe POAYKTa CpaBHEHHS,

3) OIMCAaHHE CMOCOOOB XPAaHEHWS PaHZOMH3ALMOHHBIX KOJAOB H IPOLELYPhl MX
PacCKpBITHS; :

¥) I€peYeHb NaHHBIX, PETHCTPUPYEMBIX B HHIMBHIYAJIBHOW pPErHMCTPAlMOHHOM
KapTe B IHMCHMEHHOM WM 3JICKTPOHHOM BHJE UM pPAacCMAaTPUBAEMBIX B KAyeCTBE
MEePBUYHBIX JAHHBIX;

K) OIHMCAaHHE BO3MOXHOCTH paclIdpeHHs MOKa3aHWi Ui [PUMEHEHHs
3apEeruCTPHUPOBAHHbIX OMOMEIUIIMHCKHX KIETOYHBIX IPOAYKTOB IIPH €ro U3yYEeHHUH;

11) xpuTepun BKIIOYEHHS MAIHEHTOB B KJIMHUYECKOE MCCIIEN0BAHKE;
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12) xpuTepHUM HCKIIOYEHHS TNAUMEHTOB M3 KIHHMYECKOrO0 HCCIIeN0BAHMS
(OCHOBaHMA  TNIPEKPAICHHMS [PMMEHEHHS  MCCIELYEMOr0  GHOMEIUIIMHCKOTO
KJIETOYHOTO IPOJYKTa, UCCIIETyeMOro JIeUeHN s );

13) cBenennss 06  uCmOAB3yeMBIX B KIMHHYECKOM  HCCIIEOBAHHU
OMOMENMIMHCKMX KIETOYHBIX NPOIYKTaX, BKIIOYAs HX HA3BaHMS, MYTH U CHOCOGHI
NIPUMEHEHHUS, NPONODKHTEIBHOCTD JICYEHUs, IIEPUOIBI MOCIEAYIONIEro HabI0IeHUs
AN K&OXAOH IPYyNIbl MAalMEHTOB, CBEJEHHS O pa3pelieHHBIX IS IPUMEHEHHS
NalMEeHTaMH U 3alpelleHHBIX JJIs8 NPUMEHEHHS 0 U (W) BO BpeMsl KIMHUYECKOTO
UCCIEeI0BaHuUs JIEKapCTBEHHBIX npemnaparax, MEAMLIMHCKHX U3JENHSX,
CIICLMaNM3UPOBaHHBIX NPOAYKTaX JIe4€0HOr0 MUTAHNS 1 TUIIEBBIX IPOAYKTaXx;

14) HauMeHOBaHWE M TIPOMCXOXNAEHHE KIECTOYHON JMHUU (KIETOUHBIX JHHHIT),
JOIyCTHMOE KOJIUYECTBEHHOE COJIEpPIKAHHE KJIETOK KIETOYHOM JIMHHUH (KJIETOYHBIX
JIMHAA) B OMOMEIHUIIMHCKOM KJIETOYHOM MPOIYKTE, COJEPIKAHHE JKH3HECTOCOGHBIX
KJIETOK KJIETOYHOH JIMHWM (KJIETOYHBIX JIMHHH) B COCTaBe OGHOMEIUIHHCKOrO
KJIETOYHOTO MPOAYKTa,;

15) mepedeHr mapameTpoB S(PGHEKTHBHOCTH HCCIENYEMOrO GHOMEIHULHMHCKOTO
KJIETOYHOr'0 IPOAYKTA U METOBI, CPOKH IPOBEJICHUS OLIEHKH, PETMCTPALUH M aHAIN3a
napameTpoB 3¢ (GeKTHBHOCTH GHOMEJULHHCKOTO KJIETOYHOTO MPOAYKTA;

16) mepevens napamMeTpoB 6€30MacHOCTH ¥ (V1K) IEPEHOCHMOCTH HCCIIEAYEMOrO
OMOMEUMUMHCKOro KJIETOYHOro MPOAYKTa, METOABl M CPOKHM IPOBENCHMS OLEHKH,
peTHCTpaliy U aHaIKu3a [apaMeTpoB 6€30MaCHOCTH HUCCIIENYEMOro OHOMEIULIMHCKOTO
KJIETOYHOIrO MpOAYKTa, B TOM YHCJIE BBIABICHHS INOOOYHBIX NEHCTBMI NpH HX
NPUMEHEHUH;

17) TpebGoBanns Kk oT4eTaM, NpOLENype pPErHCTPAalMd M COOOLICHUSM O
HeXeJIaTeIbHBIX SABJICHUSIX U HHTEPKYPPEHTHEIX 3a00/I€BaHUAX;

18) Merom ¥ mNPOJOKHUTENHFHOCT HAOMIONEHWS 3a MalMeHTaMH I0CIe
BO3HUKHOBEHHSI HEXeNIaTeNbHEBIX SIBJICHUIL;

19) omucanne  CTaTHCTHYECKUX  METONOB  KIMHHMYECKOTO  HCCIIEAOBAHUS,
BKJIIOYAIOIHX, B TOM YHCIIE:

a) CPOKH IIPOBeIEHHS MPOMEXYTOUHOIO aHAIN3a;

0) IaHMpyeMoe KOJIMYECTBO MALMeHTOB ¢ 000CHOBaHHEM pa3Mepa BEIOOPKH;

B) IPUMEHAEMBIH YPOBEHE 3HAYUMOCTH KJIMHUYECKOTO HCCIIEA0BAHU,

I') KPUTEPUH NIpEeKpalieHus KIHHHIECKOrO HCCIIeJOBAHNU;

A) TpoUeAYpsl Y4YeTa OTCYTCTBYIOLIMX, He TMOMJIEKAIMMX aHAIM3y ™|
COMHHTEINbHBIX JaHHBIX;

€) TpoueAypbl COOOIIEHHS 00 OTKIOHEHHAX OT IE€PBOHAYAIHLHOIO
CTaTHCTUYECKOIo IUIaHa (OTKIOHEHHS OT MEePBOHAYAIBHOIO CTATHCTHYECKOIO IUIaHA
ONHKCHIBAIOTC M OOOCHOBBIBAIOTCS B MpOTOKONe ¥ (WiH) (PUHAILHOM OTYETE O
KJIMHUYECKOM HCCIIEJOBaHNH );

K) npoueaypbl oOTOOpa TalMEeHTOB Ui aHaiu3a (paHIOMH3HPOBaHHBIE
MAalMEHThI, MalWeHThbl, MOIyYUBIIME XOTS OBl OAHY [03Y HCCIELYEMOTO
OHOMEJHMLIMHCKOTO KJIETOYHOTO TMPONYKTa, BCE TMALMEHTH,, COOTBETCTBYIOIIHUE
KpUTEPUAM OTOOpa, NalMEHTHl, NaHHblE KOTOPBIX IPUIOAHBI JAJS OLEHKH, HHBIE
KaTeropuH MaileHTOoB);

20) omucaHue NEHCTBHIM 10 KOHTPOJIIO KadecTBa M OOECIEUEHMIO KayecTBa
UCClIeAyeMOoro 6MOMeTUIIUHCKOTO KIETOYHOTO MPOAYKTA;

21) onucaHue 3THYECKUX ACTIEKTOB KIMHUYECKOTO MCCIIEIOBAHMS;
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22) onucaHue paboTH ¢ TaHHBLIMU M BEIECHHIO 3aHceil;

23) onucanue mopsiaka (UHAHCHPOBAHMS KIMHMYECKOTO MCCIEOBaHHUS W
CTpaxOBaHMs MALlHEHTOB,;

24) ykazaHMe Ha BO3MOXHOCTh MYyOJMKALUM pPE3YJILTaTOB KIMHHYECKOTO
HCCIIEIOBAHMUS.

9. CBomHOe WH3NOXEHHE pE3yJbTaTOB JOKIMHHYECKHX M KIHHHYECKHX
MCCIIEZIOBAaHUHI TOJDKHO MPUBOJMTECS B OpOILIIOpe HccenoBaTens (najiee — Gpomiopa),
coJZieprKallieil, B TOM YHCIIe, CIIEAYIONIHE CBEICHHU:

1) HaMeHOBaHKe OpraHU3aLUK-pa3paboTIMKa OHOMETULIUHCKOTO KJIETOYHOTO
IPOXAYKTA, ATy COCTaBIICHHs OPOLIIOPHI, HOMEP KIMHHYECKOTrO UCCIIEN0BAHMUS, HOMED
BEpPCHH OpOINIOpBI, HOMEp H JaTy MNpeablAyinedl pemakuvd OpOINIOPHl, a TaKKe
yBENOMJIEHHE O KOHOMIEHIMANLHOCTH COAepXXalleiics B Heill uHpOpMaIWH,
yKa3bIBa€Mbl€ Ha THUTYJIBHOM JIHCTe GPOINIIOPEL;

2) HauMeHOBaHMe OHOMEAMLMHCKOTO KJIETOYHOTO MpPOAYKTa, Ha3sHAuUeHHE
OMOMEIMIIMHCKOTO KJIETOYHOTO MpPOAyKTa (MPOQHUIAKTUKA, IUATHOCTHKA, JICUCHHE
3a00/€BaHMI WM COCTOSHUM, CcOXpaHeHHe OEPEMEHHOCTM M  MeIUIHHCKas
peabuuranys), THN OHOMETHIMHCKOTO KJIETOYHOrO IpPOAYKTa (ayTONOTHYHBIH,
aJIOTeHHbIH, KOMOMHUPOBAHHBIN) M MOKAa3aHHUA K NPHUMEHEHHIO GHOMEIUIIMHCKOTO
KJIETOYHOIO MPOAYKTa (YKa3bIBalOTCS OCHOBHBIE KPHTEPUH BKJIIOYEHHMS MAL[HEHTOB B
KJIMHUYECKOE UCCIIEZIOBAHUE);

3) KpaTKoe  pe3ioMe 0  OHONIOTHYECKHX, MUKpPOOHOJIOTHYECKHUX,
UMMYHOJIOTHYECKHX, TOKCHUKOJIOTHYECKHX, (PapMakoJOTHYECKHX, (PHUIMYECKHX,
XUMHYECKHX, KIMHUYECKHX M APYTUX CBOKMCTBAaX HCCIEIyeMOro OHOMEIMLIMHCKOTO
KJIETOYHOIO IIPOAYKTa, 0OOOCHOBaHME IJIsl U3YYEHHS UCCIIENyeMOro GHOMeTULIMHCKOTO
KJIETOYHOIO MpOAYyKTa, OXHIAeMble NPOQUIAKTAYECKHE, NHArHOCTHYECKHE  HIH
neyeOHBIE peaklWy, CBS3aHHBIE C €ro IpHMeHeHWeM, a Takke o006 3ddexTe
B3aUMOJIEUCTBHS UCCIEAYEMOro OHOMEAMIIMHCKOTO KIETOYHOTO NPOAYKTa C JPYTUMH
OHOMEMLIMHCKAMY KIIETOYHBIMH IIPOJYKTaMH, JIEKAPCTBEHHBIMH IIPEHapaTaMu M
(¥M) MeIMLIMHCKHUMHE U3JETTUSMH, MUILEBBIME IPOLYKTaMH, B TOM YHCIIE:

a) CBeIEHHs O JIEKapCTBEHHBIX IIpenapartax JyUli MEeIULUHHCKOrO NPUMEHEHMS,
BXOJALIMX B COCTaB OWOMEIHLHMHCKOTO KJIETOYHOTO MPOAYKTa, BKIOYAs
HAaUMEHOBAHMs JIEKAPCTBEHHBIX IHpenaparoB (MeXIyHapOAHbIE HeNaTEHTOBAHHEIE,
UIIA TPYNIIMPOBOYHBIE, UM XUMHUYECKHE), HANMEHOBAHHS HMPOM3BOAUTENEH, AaThl M
HOMEpa PETUCTPALOHHBIX YJOCTOBEpEHHUH, HOMEpa HOPMAaTHBHBIX IOKYMEHTAIIHiA,
OOOCHOBaHME BKIIIOYEHHS B COCTaB OHOMEAMIMHCKOTO KJIETOYHOrO IMPOLYKTa,
KOJIMYECTBEHHOE COAEPIKAHHUE;

6) cBelleHUsS O MEAWIMHCKUAX U3AEIHSX, BXOMAIIUX B COCTAB OGHOMETUIIMHCKOTO
KJI€TOYHOIrO  MpPOAYKTa, BKIIOYAass HaWUMEHOBAaHMA  MEAMLIMHCKMX  M3JEIHi,
HalMMEHOBaHMs NIPOU3BOAUTENEH (M3roToBHTENeH), JaTHl U HOMEpa PErUCTPAIIHOHHBIX
YIOCTOBEPEHUN, PEKBHU3UTHI HOPMATHBHON JAOKYMEHTAllMHM, KOJHYECTBEHHOE
cojiepkaHie B OHOMEIMIIMHCKOM KJIETOYHOM NPOAYKTe, 000CHOBAaHHE BKJIIOYEHHS B
cocTaB OMOMEIUIIMHCKOTO KJIETOUYHOTO NIPOYKTa;

4) omnucaHue OHONOTMYECKMX M HHBIX XapaKTEPHCTHK OHOMEIUIIMHCKOTO
KJIETOYHOIO0 MpOAYyKTa (CMOCOOHOCTh K 3aMellieHHI0 CTPYKTYp U (win) (yHKIMiA
TKaHeH U OpraHOB 4YeJOBEKa, CIIOCOOHOCTh K BOCCTAHOBJIEHHIO CTPYKTYPHI M (HJIH)
¢yHKIMM TKaHedl M OpraHoB 4elloBeKa (pereHepaTUBHBIE CBOMCTBA), KOPPEKLIHS
UMMYHHBIX peaKIHii, KCIIPECCHs KIETOYHOT'O TepaneBTHIECKOro areHTa, HHOe);
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5) pe3ynbTaThl MOKIHHUYECKMX HCCIIENOBaHUNA OHOMEIUIMHCKOrO KJIETOYHOIO
IpOAYKTa, BKIIOYAIOUIME PE3YNbTaThl OHONOTHYECKHX, MHKPOOHOJOTHYECKHUX,
UMMYHOJIOTUYECKUX, TOKCHKOJIOTHYECKHX, (apMaKOJIOIMYEeCKHX, (H3MYECKHUX,
XUMUYECKUX H IPYTHX HCCIENOBaHHWH OGHMOMEIUIIMHCKOTO KIIETOYHOIO INPOLYKTa B
LeNsAX BBIBICHHS CIENU(HIECKOrO MeXaHHW3Ma [eMCTBHS TaKoro MNpoAyKTa,
TMOMyYeHUsT [OKA3aTeNbCTB €ro 6e30NacHOCTH, KauyecTBa W 3¢ PEKTUBHOCTH, C
ONMCAHUEM, B TOM YHCJIE:

a) WMCIOJNB30BAHHBIX BUJOB JXUBOTHBIX C YKa3aHHEM HX KOJHMYECTBA W IOJIA B
KaXJ0H rpymre;

6) emMHUI H3MEPEHHS ONTUMAIBHBIX JIO3UPOBOK M CIIOCOGOB IPHMEHEHHS;

B) CHCTEMHOTO  paclipenesieHHus, IIPOAOKUTENHHOCTH MOCJIEIYIOLIETO
HaOMIOJIEHHs IOCNe OKOHYAHHS MPUMEHEHMs] OHOMEIMIMHCKOrO KJIETOUHOTO
NpOIyKTa,

I) XapaKTepa TOKCHYECKUX U MHBIX 3()(QEKTOB, UX BHIPAXXEHHOCTH WM CTEMEHH
TSDKECTH, BPEMEHH JI0 HACTYILIEHHUS, 00paTHMOCTb, POAOKHTENBHOCTE 3)(PEKTOB;

/1) TOKCUKOJIOTUH  (ONHCaHHWE  TOKCHYECKUX  O((PEKTOB  HCCIeayeMOoro
OMOMENMIIMHCKOTO KJIETOYHOTO TMPOMAYKTA, BHIABIEHHBIX B WCCICHOBAHHMAX Ha
YKMBOTHBIX Pa3HBIX BUAOB (IIPU HEOOXOIMMOCTH), BKIIKOYAsS CBEJCHHUS O TOKCHYHOCTH
IIpA OTHOKPAaTHOM M MHOTOKPaTHOM IIPHMEHEHHH, KaHIEPOr€HHOCTH, CIELMAIbHbIX
MCCIIEIOBaHUSX  (MECTHO-pasfipakalolliee M aUIeprU3Upylollee  JeicTBHE),
PeNpOayKTUBHON TOKCUYHOCTH, FeHOTOKCHYHOCTH (MyTareHHOCTH );

6) onmcanue d>(OHEKTOB MPUMEHEHHS HCCIENYEMOTO OHOMEIUIIMHCKOTO
KJIETOYHOIO IIPOAYKTa y YeJIOBEKa, B TOM YHCIIE:

a) KMHETUKH (BKIIOYas MeTaboJIM3M, BCAachIBAaHHE, CBS3pIBaHHE C OelKaMu
IIa3Mbl, pacnpefeneHre W BBIBEJEHHE) M  OHOIOCTYNMHOCTH HCCIIELYEMOTO
OMOMEIMIMHCKOrO  KNIETOYHOro  HPOAYKTa,  B3aUMOAEHCTBHS  MCCIIEZYEMOTO
OMOMEIMIMHCKOTO ~ KIETOYHOIO MPOAyKTa (C JIEKAPCTBEHHBIMH MpenapaTaMH,
MEMLIMHCKAMH H3JEIUAMH, MUIIEBBIMA NPOAYKTAaMH, JPYTHMH OHOMEIUIUHCKUMH
KJIETOYHBIMH IIPOAYKTAaMH), APYTHX UMEIOLTNXCS JaHHBIX 10 KUHETHKE;

6) maHHBIX 10 G6€30macHOCTH, [WHAMUKe, S(PMEKTHBHOCTH MCCIIETyEMOro
OMOMEINIIMHCKOTO KIETOYHOrO HPOAYKTa (M ero MeTaGoNuTOB, €Cll €CTh JaHHEIE),
MOJyYCHHBIX B XOJ€ IPOBEACHHBIX KIMHMYECKHX HCCIENOBaHHN (C ydacTHeM
3I0POBBIX JOOPOBOJLLEB M (MIH) MAlHEHTOB) U HHTEPIIPETALMA 3THUX JAHHEIX (T10
3aKOHYCHHBIM KIMHUYECKMM HCCIENOBAaHUAM JOJDKHBI IIPENCTABIATECA CBOJHBIE
OTYETHI MO 3(PQPEKTHBHOCTH M 6E30MacHOCTH MCCIEAYEMOro GHOMETMIIMHCKOTO
KJIETOYHOTO MPOAYKTa, a TaK)Ke CBOJHbIE TaONMLBI HeXeNaTeIbHBIX Peakiyii 1o BceM
KIMHAYECKUM HCCIICIOBAaHUSAM, OIHCHIBAIOTCS 3HAYMMBble pasliduus B XapakTepe U
4acTOTE HEXeNaTeNbHbBIX PeaKIHif);

B) OCTPETUCTPALIHOHHOT'O OIIbITA NpUMEHEHUs UCCIIElyEMOTO
OHOMEIMIIMHCKOTO KJIETOYHOTO MPOAYKTa (TPH HAJIUYUK);

7) MHCTPYKUMH JUISI MCCIEAOBATENs MO JUATHOCTHKE M JICYEHHIO MOGOYHBIX
NCUCTBHA, HEXeJaTeJbHbIX peaKkUMH, CEepbhe3HBIX HEXeNATeIbHbIX peaKIui,
HEIMPEABUJICHHBIX HEXENAaTeIbHbIX peakluii TpH NPUMEHEHHH OHOMETUIIUHCKUX
KJIETOYHBIX TIPOJIYKTOB.

10. Oruer o pe3yinpraTtax KIMHHYECKOTO MCCIIENOBaHMs (fajlee — OTYET) JOIDKEH
COCTaBIISATECA B MMCbMEHHOU (popMe opraHu3anueil, OCyIIeCTBISIOMEN OpraHu3aIHIo
NPOBEACHMS KIIMHUYECKOTO HCCIIeOBaHUsA OHMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTa,
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Ha OCHOBAaHUHM 3aKIIOYCHWH MEIMIUHCKAX OpraHH3allfif, NPOBOJUBIIMUX 53TO
HCCIIEIOBaHME, U BKIIIOYAET, B TOM YHCIIE:

1) TUTYJIBHYIO CTpaHHUILY, Ha KOTOPOM YKa3bIBAIOTCS:

a) Ha3BaHHUE OTYETA;

0) HazBaHKMEe GHOMEIMIMHCKOTO KJIETOYHOIO MPOAYKTA;

B) COCTaB OMOMEIHMIIMHCKOIO KIETOYHOIO IIPOAYKTa (BK/IIOYAas CBENCHHA O
JIEKapCTBEHHBIX TMpenaparax A MEJULIUHCKOTO NMpUMeHEHUS ¥ (WJIH) MEIULIMHCKUX
H3JENHUs, CONCPKAIUUXCS B HCCIEAYEMOM OHOMEOWIIHCKOM KIIETOYHOM IPOLYKTE
(Ipy HaNM4KHK);

r) H3y4yaeMoe IIOKa3aHWe K MPHUMEHEHHIO OHOMEIULIMHCKOTO KJIETOYHOTO
HIPOAYKTa;

J1) KpaTKOe ONKCaHHe TIaHa KIMHHYECKOTO MCCIIEN0BaHHs, HATHYHE MPOIYKTa
CpaBHEHHS, TMPOJO/DKHTEILHOCTE KIMHUYECKOTO HCCIENOBAaHMS W KOHTHHIEHT
HalEHTOB; .

€) HaMMEHOBaHME OPraHH3allMH{, OCYIUECTBILSIONICH OPraHM3alMI0 TpPOBEIEHUS
KJIMHUYECKOTO HCCTIeIOBAaHH;

K) MIECHTUOHKALIMOHHBIH HOMEpP MPOTOKOJIA KIMHHYECKOTO UCCIIEOBAHMS;

3) (a3bl KIHHUYECKOTO HCCIIEIOBAHMUS;

1) JaThl Ha4ana ¥ OKOHYaHHUs KJIMHMYECKOIO MCCIIEJOBAHHUS;

K) JlaTa COCTaBIICHUS OTYETA;

) cBelieHMst 00 HcclefoBaTeNie, PYKOBOAHMTENE MEIUIHMHCKOM OpraHM3alliy,
OTBETCTBEHHOM TMpPEICTABUTENE OpraHU3alli{, OCYIIECTBISIONIEH OpPraHU3aIHIO
IIPOBEJICHUS KIMHUYECKOTO HCCIIEIOBAHMUS;

2) pe3toMe — KpaTKoe ONUCAaHHE MPOBEIEHHOro KIMHHYECKOTO MCCIIEIOBAHUS C
YHMCJIOBBIMH JAHHBIMU JJIs1 WIUTIOCTPAIUH PE3YJIbTATOB;

3) ornaBneHue, BKIIOYas epeyueHb U PacIoioKeHue NPUI0KEHUH, TabIuI;

4) nepeyeHb COKpalIEHHH U ONpe/ieNieHHe TEPMUHOB, HCIIONB3yEMbIX B OTYETE;

5) Ha3BaHus U afpeca MeCT HaXOXKIEHUS MEULIMHCKIX OPraHu3allkii, B KOTOPBIX
IPOBOAMINUCH KIIMHUYECKHUE HCCIIEOBAHNS;

6) Liey U 3aJa4X KIIMHUYECKOTO HCCIENOBaHuS;

7) nnaH NPOBEAECHHOTO KIMHUYECKOTO HCCIEMOBAaHHUSA, BKIIOYAIONIUI, B TOM
qHcle:

a) oOIMii TUIaH, MIaH-OMMCaHNE KIMHMYECKOTO HCCIIEOBaHNS H CXEMATHYECKOE
1300pa)keHUe 3TANOB U MPOLEAYDP KIMHHIECKOTO UCCIIEJOBAHUS;

6) obocHOBaH¥Me TUTaHA KIIMHUYECKOTO HUCCIIEI0BAHNS;

B) KpHUTEPUH BHIOOpA TOMYJISLINM;

I) HasHauYeHHOe JICYeHHE, HICHTH(DUKALUS HCCIEAYEMBIX OGHOMEIMIMHCKUX
KJIETOYHBIX IIPOJYKTOB, METOABl paclpeleleHus MAalWeHTOB 10 TIpyINmam
(panmomMu3anusi), [03bl M BpeMs IIpHeMa HCCIEOyeMoro OHOMEIMIIMHCKOTO
KJIETOYHOT0 NPOAYKTa, MPEALLECTBYIOLIAsA M COIYTCTBYIOMIAs TePaIus;

1) pmaHHbele 00  3¢¢ekTHBHOCTH ©  0€30MacHOCTH  HCCIIEyeMOTo
OMOMETUIIMHCKOTO KJIETOYHOTO MpoaykTa (OleHKa © TpaduK ONpeaeiaeHus
nokasateneii 3¢ pekTuBHOCTU 1 6€30MacHOCTH);

e) crnocoObl ofecreyeHuss KayecTBa M JOCTOBEPHOCTH IIONYYEHHBIX IaHHBIX,
BKJIIOYas JJaHHbIE ayJIUTa, Pe3yIbTaThl HHCIIEKIHHA, €CITH MPOBOIUIIHCE;

’K) H3MEHEHHs, BHECEHHBIE B ITPOTOKOJ KIIMHUYECKOTO UCCIIEIOBaHUS;

8) cBefieHMs O MALIMEHTaX U PacTpele]IeHHH UX 110 IpyIIiaMm;
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9) cBefieHust 06 OTKIOHEHUSX OT MPOTOKONIA KITMHUYECKOTO HCCIIeNOBAHUSL,

10) ouenky >(QGheKTHBHOCTH GHOMEIHMIMHCKOTO KIETOYHOTO MPOIYKTa, B TOM
quce:

a) COBOKYNHOCTb JaHHBIX, MOMIEXaBIIWX aHANW3y MpHM IPOBEICHUH
KITMHAYECKOT'O UCCIIEAOBAHHS,

0) nemorpaduyeckue JaHHBIE O MALUEHTAX,

B) CBEJICHUS O COOIIOACHUY [alIHEHTAMHU CXEMBI IIPUMEHEHHUST GHOMEIULIUHCKOTO
KJIETOYHOTO NMPOIYKTa;

T) pesynbTaThl OLEHKH O()()EKTHBHOCTH: CTATUCTHYECKHE, AHAINTHYECKHE
JIaHHBIE, BBIBOJIbl OTHOCUTENBHO 3 (PEKTUBHOCTH;

11) cBenenns o 6e30MaCHOCTH GHOMEIMIIMHCKOTO KJIETOYHOTO IPOAYKTA, B TOM
quclie: ,

a) moOoYHBIEe JEHCTBHS, HeXelaTelbHblE PEaKIHH, Cephe3HbIe HeXKenaTellbHBIE
peaKkluy, HENpPEeIBHICHHbIE  HEXENaTelbHble peakUWd Mpd  [IPUMEHEHHH
HCCIIelyeMOro OMOMEIHMIMHCKOrO KJIETOYHOTO NMPOAYKTa, KOTOpPHIe HaGIIOAanuch y
HalNEeHTOB;

0) olleHKa KIMHUKO-1a00paTOpHBIX MOKa3aTenel;

B) MAapaMeTphl JKM3HEHHO BaXHBIX (YHKIHMH OpraHM3Ma MalUEeHTOB, NaHHBIE
OOBEKTHBHOTO HCCIEJIOBAaHMS M Jpyras uHpOpMamus 06CIeNOBaHHs, KOTOpas
KacaeTcsi BOIPOCOB 0€30MaCHOCTH MALMEHTOB;

12) B BHOe nNpUNOXEHHH K OTYETY MOJDKHBI IIPENCTABIATECS CIEYIONIHE
CBEJICHUS: 4

a) TabJHLBI, PUCYHKH, TpapUKH, HA KOTOPbIEC MPUBOAATCA CCHUIKM B OTYETe, HO
KOTOpBIE HE BOIIUTH B TEKCT OTYETA;

0) NpOTOKOJ KIIMHUYECKOr0 UCCIIeJOBAHKSA U MIOTPABKH K HEMY;

B) 0Opasel MHAUBHIYaJIbHOM PErHCTPALIHOHHON KapTHI;

r) o6pasubl  NHChbMEHHOH  HMHGOpMAamMM a8 TAlMeHTOB ®  QopMa
MH(QOPMUPOBAHHOT'O JOOPOBOJILHOI'O COTJIACHS;

1) IEpeYeHb U XapaKTePUCTHKHU KCCIIeJOBATENEH U JPYIMX OTBETCTBEHHBIX JIHIL;

€) aHaJUTHYecKas NOKyMEHTAllUs, B Cilydae MCIOJIB30BaHHS B HCCIIENOBAHHU
Oonee ONHOH cepHM HCCIETyeMOro OHOMEIMLMHCKOrO KIETOYHOIO HpPOAYKTa —
NEePEYHH KOJOB NAIMEHTOB, NOJNYJYaBHIMX OHOMENULUMHCKHE KJIETOYHbIE MPOIYKTHI
pasHBIX CEepUK;

XK) cXeMa paHJOMH3alUH U KoAbl (MOEHTH(HUKAIUSA CYOBEKTOB KIMHMYECKOIO
YICCIIEIOBaHUs M Ha3HAUeHHOE JIEYeHHUE),

3) AaHHbIE ayauTa (IIPH HAIHYHH);

M) JTOKYMEHTALHUs 10 CTATUCTHYECKHM METOaM;

K) AOKyMeHTalus 1o JabopaTOpHO# CTaHOapTH3alMH METOAOB M 00eCIIeUeHHUs
Ka4yecTBa MPOLEAyp, €CJIH IPUMEHSIIHCE,

1) nyOnmuKanmue, Ha KOTOPBIX Oa3upyeTcs MPOBENEHHOE KIHHHUYECKOE
HCCIIeIOBaHHE.

II. Opranuzamus nposegeHUs
KJIMHAYECKOT'0 UCCIIEAOBAHUI
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11. Opranuzauuio npoBeleHHs KIMHHYECKAX HCCIECHOBAHUN OHOMEIUITMHCKIX
KJIETOYHBIX IPOAYKTOB OCYLIECTBISIOT (Jajiee — OpraHHu3aToOp KIMHHYECKOTO
UCCIIeIOBaHus ): |

1) opranusauus, oOnajaromas mOpaBaMd Ha pe3YJbTAaThl  JAOKIMHHYECKHX
UCCIEIOBaHUN  OHMOMEIULUMHCKOIO  KIETOYHOrO  MPOAYKTa,  KIMHMYECKHX
HCCIEIOBaHNIT OMOMEIUIIMHCKOrO KJIETOYHOTO MPOAYKTa W (WIM) HAa TEXHOJIOTHIO
IIPOM3BOACTBAa OMOMEAUIIMHCKOTO KJIETOYHOTO MPOAYKTA;

2) oOpasoBarenbHas OpraHu3alus BHICIIEr0 00pa30BaHMs;

3) obpazoBaTenpHasi OpraHW3alUs JOIOJHHTENBHOTO  IPOPECCHOHANIBLHOIO
obpa3oBaHus; ,

4) Hay4yHas OopraHU3aLus.

12. Knuaudeckoe MCCIeAOBaHHE JOMKHO MPOBOAWTBCS 110  MPOTOKOIY,
pa3paboTaHHOMY OpPraHHU3aTOPOM KIWHHYECKOTO HCCIIENOBAHHS WM HPHBICYECHHBIM
UM IOpHAWYECKUM JUIOM. OpraHu3aropoM KIMHHYECKOTO HCCIIEIOBAHHA MOTYT
BHOCHTLCS M3MEHEHHS B IIPOTOKOJ B (JOpMeE MOMPaBoOK, OGOPMIIEHHBIX B THCHMEHHOM
BHJIE€ IIOCPEICTBOM OIHUCAHUS M3MEHEHHH Wi OQUIMAIBHBIX pPa3bACHEHU
MPOTOKOJIA.

13. OpranuzaTop KIHHAYECKOTO UCCIIEAOBAHMNS:

1) no Havana  KIMHHMYECKOTO  MCCIEHOBAHHS  MOJNy4aeT  pa3pelleHHe
MununcTepcTBa Ha POBEACHNE KIIHHHYECKOTO HCCIEN0BAHMS,

2) ycTaHaBIUBaeT U paclpeleiseT IpaBa, 0013aHHOCTH U OTBETCTBEHHOCTh BCEX
JIU1, y9aCTBYIOIIMX B KITMHHYECKOM HCCIIEIOBAHUH;

3) yIBepxAaeT [OOKYMEHTHl 10 TMOPSAKY MPOBEIEHUS  KIMHUYECKOTO
UCCIIeIOBaHusA, cOOpy, perucrpaldd M TpeACTaBlIeHHs HAHHBIX B COOTBETCTBHHU C
IPOTOKOJIOM M HacTrosammMHu IlpaBunamu (nanee — craHmapTHbBIE —OMNMEPAI[HOHHBIE
IpoLeyphl OpraHNu3aTopa);

4) nepecmatpuBaeT OpoLIIOPY He pexe ONHOrO pasa B TroH M, IIpH
HEOOXOOUMOCTH, JOIMOJHJAET HOBBIMH [aHHBIMH, TMPENOCTABIAET aAKTYAIbHYIO
peaakuuio OpOUIIOPB UCCIEA0BATEITIO;

5) Ipu NMpOBEAECHUHM KIMHUYECKOr0 HCCIEOBAaHHUS OCYIUECTBISET BHEAPEHHE M
HNOJJIEp)KaHUE CHUCTEM OOecrnedeHHs M KOHTPOJIA KayecTBa B COOTBETCTBHU CO
CTaHJAPTHBIMHU ONIEPALIMOHHBIMU IIPOLIElypaMH OPraHU3aTopa;

6) Ha3HavaeT UL, 00JaJaOIUX HEOOXOMUMEBIMH 3HAHUSIMU U KBaJTH(HUKAIIHEH,
KOTOPBIE OKa3bIBAalOT KOHCYJBTaTUBHYIO IMOMOIIs HCCIIEIOBATENAM II0 BOIPOCAM
MEIUIIMHCKOr0 XapaKkTepa IIpy NPOBEASHUH KIHHHYECKOTO UCCIIeI0BaHus;

7) ucrionb3yeT ~ NPUCBOEHHBI  HCCENOBaTENEM  KaXIOMY  IALHEHTY
UACHTU(QHUKAITUOHHBIN KOJ| (YHHKQJIBHBIA HOMEp, COCTOSALMM u3 mudp u (Win)
OyKBeHHBIX 0003Hau€HUH, UCIIONB3YEMBIH BMeCTO (haMHJIMH, UMEHH, OTYecTBa (IIpH
HaJIMYWH) TalMeHTa B OTYETaX O MOOOYHBIX AEHCTBHAX, HEXENATEIbHBIX PEakiusiX,
CEpbe3HBIX HEXEJIATENBHBIX PeaKIHIX, HEMPEABUICHHBIX HEXEIATeIbHBIX PeakIuIX U
IpYruX JaHHBIX Ui oOecrieuyeHuss KOHQHUICHIMAILHOCTH €ro JHUYHBIX JAaHHBIX H
MO3BOJISIOIIMIA HAEHTH(DULIMPOBATH BCE AaHHBIE MO KAKIOMY MMALIUEHTY);

8) obecnieynBaeT BeNeHHE WHAWBHOYaJbHOW PpPEruCTPAllMOHHON KapThl B
OTHOLICHHH KaXXIOTO TaleHTa (Ha OyMaXHOM HOCcHUTeJle WX B opMe IEKTPOHHOTO
JOKYMEHTa), B KOTOPYIO JOJDKHAa BHOCHTHCSA HHGQOpPMAalisi B COOTBETCTBUH C
MIPOTOKOJIOM (Jajiee — MHAUBUAYaJIbHAs perUCTpalliOHHAs KapTa);
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9) npunumaer pemienne 00 00pa3oBaHMM HE3aBUCHUMOTO KOMHTETa IIO
MOHHUTOPHHIY JAaHHBIX JUIsi OLIEHKM IIPOBOJAMMOIO KIMHHYECKOIO MCCIIeJOBaHMs,
paccMOTpeHUs JaHHBIX 1O 0e30macHOCTH W 3(P(EKTUBHOCTH HCCIENyeMOro
OMOMETUIIUHCKOTO KJIETOYHOTO IPOAYKTa, B TOM YHCJIE€ C LEIbI0 BHIPaOOTKH
pPEKOMEHAAMNA O Leneco0OpasHOCTH NPOAOIDKEHHS, NMpeKpalleHnus KIMHUYECKOTO
UCCJIEIOBAHUS WU BHECEHHUS B U3MEHEHHH B IPOTOKOJ,

10) obecrieuniBaeT XpaHeHHE JOKYMEHTOB, OTHOCSIIUXCS K KIHHUYECKOMY
UCCIICZIOBAHUIO, MpHU IPEKpallleHUHd KIMHUYECKOH pa3paboTKU HCCIIeqyeMOoro
OMOMETUIIMHCKOTO KJIETOYHOTO TPOAYKTa II0 OJHOMY, HECKOJBKAM WM BCEM
MOKa3aHUAM, B COOTBETCTBHH C 3aKOHOAATENbcTBOM Poccuiickoit Penmeparmm 00
apXHUBHOM JeJIe;

11) npu mnpexpamieHHd KIMHHYECKOTO HCCIEAOBaHUSA OHOMETUIIMHCKOTO
KIeTOYHOr0 TMpoaykTa coolmaer o0 53TOM y4YacTBYIOIIMM B KIMHHYECKOM
UCCIIEJOBAaHUN HUCCIIEAOBATENIIM W MEIUIMHCKHM OpraHu3alusM, B KOTODBIX
OCYIIIECTBISIETCS MPOBEIEHHE TAKOTO UCCIICTOBAHMUS;

12) ocymiecTBisier BBIOOp MEIWIMHCKUX OpraHu3aluii JAias HpoBeJeHUs
KJIMHUYIECKOTO UCCIIeI0OBaHUS;

13) ocymiecTBiseT BEIOOP HCCIiefoBaTeNEH;

14) Ha Bcex sTamax KIMHHYECKOTO HCCeNOBaHUS (OT pa3pabOoTKU IMPOTOKOIA,
WHIUBUAYalbHON pPETUCTPALIMOHHOM KapThl, IUIaHA CTATHCTHYECKOTO AHANM3a, LI
o0IIero pyKoBOACTBa KJIMHUYECKHM HCCIEOBaHHEM, paboThl € JaHHBIMH,
BepuU(UKALUKA JAHHBIX [0 TPOBEJEHHS CTAaTHCTUYECKOro aHajliu3a ITOJIy4eHHBIX
JAHHBIX M TOATOTOBKH NPOMEXYTOUHOTO U (PMHAIBHOTO OTYETOB O KIMHHUYECKOM
HCCJIeTOBAaHNH ) MPUBJIEKAET JHII, 00J1afaloIX COOTBETCTBYIOLIEH KBaMupUKaneH;

15) obecneurBaeT KOHTPOJBL 32 Ka4eCTBOM M MOJIHOTON MOIYYEHHBIX B XOJe
KJIMHUYECKOTO UCCIIeOBAHUS TaHHbIX.

14. TIpu uUCHONB30OBAaHHWU OJJIEKTPOHHBIX CHCTEM i1 paboThl C JAHHBIMU
KJIMHAYECKOTO WCCIEeOBaHUS U (WJIM) JEKTPOHHBIX CHUCTEM YIAJ€HHOrO JOCTyINa K
yKa3aHHBIM JaHHBIM OPraHU3aTOP KIMHUYECKUX UCCIIeIOBaHUI:

1) obecrieynBaeT W JOKYMEHTAIBHO OGQOPMIISIET COOTBETCTBUE CHUCTEM
3JIEKTPOHHOM 0OpaGOTKH MaHHBIX TPeOOBaHHUAM K IIOJTHOTE, TOYHOCTH U HaAEKHOCTH
IJAHHBIX, a TakXke CTaOWIBbHOCTh HOCTIDKeHHsS TpeOyemoro pesynbrata (mainee —
BaJIMIANUs JAHHBIX ),

2) yTBEpXXJaeT CTaHJApTHBIE OIEPalHOHHBIE IPOLEAYPBl HCIIONb30BAHHUS
AJIEKTPOHHBIX CHCTEM;

3) obecneunBaeT pabOTy O3JEKTPOHHBIX CHUCTEM TakUM oOOpa3oM, 4TOOBI IpH
W3MEHEHHH BBEACHHBIX JAaHHBIX BHOCHMBbIE U3MEHEHHS ObUIM 33JOKyMEHTHPOBAHBI U
paHee BBeJIcHHbIe JaHHbBIE He ObLIY yAaJIeHbI;

4) obecrieynBaeT CHUCTEMY 3allMTBI JAHHBIX KJIMHHYECKOIO HCCIIeOBaHus,
NpPEAOTBPAILAIONIYI0 HECaHKIMOHHUPOBAaHHBIM TOCTYN K [aHHBIM, B TOM YHCIE
IIOCPENCTBOM YTBEP)KICHHS CIHCKA JIUI], UMEIOLIUX JOCTYI K JAHHBIM KIMHMYECKOTO
UCCIIEIOBaHUsI C MPABOM BHECEHHS B HUX HM3MEHEHHH U pe3epBHOIO KOIMPOBAHUS
IaHHBIX; ,

5) ofbecrmeynBaeT COXPAHHOCTh MACKMPOBKH KJIMHHYECKOTO HCCIIEIOBAHMS,
IIPOBOAMMOrO CJIETIBIM METOJOM, IpU BBOAE M 0OpabOTKE NAaHHBIX B JJIEKTPOHHOMN
CHCTEME.
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15. Opranu3aTop KIMHMYECKOTO HCCIEINOBAHMS I[IPEJOCTABIAET HCCIIEN0BATENIO
H MEJMIIMHCKON OPraHU3aliy MPOTOKOJ KIMHHYECKOTO HCCIEN0BaHNs U OpolIopy B
TeKyIled pelakiyy IO MOJNNMCaHWS C MEAWLMHCKOW OpraHu3alMeid Joropopa Ha
NpoBelcHHEe KIMHAYECKOTO  MCCIENOBaHMA M IPENOCTaBIsdeT BpeMs A
O3HAaKOMIIEHHS C MPEIOCTaBICHHOW HH(opMaLue.

16. Opranu3aTop KIMHAYECKOTO HUCCIEAOBAHHUs JOJDKEH IOJYYHUTh IMCbMEHHOE
comlacue HCCIEAOoBaTeNsd W YIOJHOMOYEHHOTO JIMIA MEIULIMHCKON OpraHu3aluu
HOCPEICTBOM MMOIIMMCAHMS [IPOTOKOJIA MIIH JPYTOro JOKyYMEHTa Ha:

1) mpoBeZieHe KIMHUYECKOTO HCCIIENOBAHUSI B COOTBETCTBHM C IPOTOKOJIOM,
HacTodluMu IlpaBuiamMu W TpeOOBaHHUSMH  3aKOHOAATENbCTBA  POCCHICKOM
denepanyu 0 6MOMETUIIMHCKUX KICTOYHBIX IIPOAYKTaX;

2) cobnrofieHre  TpOLEedyphl  PEerHcTpal¥d M [PEACTaBICHHS  JaHHBIX
KJIIHHAYECKOT0 HUCCIICOBAaHU;

3) npoBeZieHHe MOHUTOPUHTA ¥ ay[WTa KIMHUYECKOIO UCCIIEIOBAHUS,

4) XxpaHeHHe JOKYMEHTOB, CBS3aHHBIX C IPOBEJCHHEM  KIHHHYECKOTO
HCCJIEIOBaHus, 0 TeX II0p, MOKa OPraHu3aTop KIMHUYECKOro HCCIENOBaHHUSA HE
COOOIIMT HCCIIENOBATENI0 U MEJAMIMHCKON OpraHu3alldd, YTO JaHHbIE JOKYMEHTEI
MOTYT OBITh YHUYTOXEHBI.

17. Opranu3satop KJIMHUYECKOTO UCCeoBaHNusA 00513aH B Ka4eCTBE CTPaXxoBaTejIs
CTpaxoBaTh PUCK NPHYMHEHHUS Bpela >KU3HHW, 3J0POBBIO NAIMEHTa B pe3ysbTaTe
MPOBEIEHHS KIMHHYECKOTO UCCIeJOBaHMs OHOMEIUIIMHCKOrO KIETOYHOrO MPOAYKTa
3a CBOM CYET ITyTeM 3aKIIOUeHHs JOroBopa 00s13aTeIbHOI0 CTPaxOBaHHA .

18. OpraHuzatop KIMHHYECKOTO HCCIENOBAaHHUs JAOJDKEH HMETh MaHHBIE [I0
OesomacHOCTH ¥ 3()(PEKTHBHOCTH HCCIEXYEMOrOo OHOMEIULIMHCKOrO KJIETOYHOTO
npoayKTa, o0OCHOBBIBAIOIME €ro NMPHMEHEHHe, a TaKxke OOHOBIATH OpouIopy Mo
Mepe TOJIyYeHHs B paMKax IPOBeAEHHs KIHHUYIECKOro UCCIIEI0BaHUA HOBBIX JIaHHBIX,
BIUAIOIIMX Ha 3(QQEKTHBHOCTE W 0€30MacHOCTh UCCIEAYEMOro OHMOMEIUIMHCKOrO
KJIETOYHOTO MPOJIYKTa.

19. Ilpu npoBeeHUH KIMHUYECKOTO HCCIEN0BaHHs OPTaHU3aTOp KIHHHYECKOrO
UCCIIEZIOBaHUA  O0eclednBaeT HCIOJB30BaHUE OHOMEIULIMHCKOIO  KJIIETOYHOTO
npoaykra (IpOAyKTa CpaBHEHHs, IUIanebo0), MMEIOIEr0 COOTBETCTBYIOIIHNE
[OKa3aTeJd KadecTBa M KOTOPBI B COOTBETCTBYIOIIMX Ciy4asX 3aKOJHPOBaH H
MapKHpPOBaH B LEIIX 00eCle4eHUs] MACKUPOBKH.

Ha mnepBHYHyI0 M BTOPHYHYIO YIAKOBKY OHOMEIUIIMHCKOTO KJIETOYHOTO
IpOAyKTa, peIHa3HAaueHHOrO I KJIMHUYECKUX MCCIEN0BaHMH, JOJDKHA HAHOCUTBCS
HAIMUCh « 11 KITMHUYEeCKIX UCCIIEAOBaHUNY.

20. JInsa KIMHAYECKHX MCCIENOBAHUM, MPOBOIUMBIX CIENBIM METOIOM, CHCTEMA
KOIUPOBaHHs HCCIenyeMoro OHOMEAMIMHCKOro KIETOYHOrO IPOAYKTa JOJDKHA
BKJIIOYATh B cebsi MEXaHW3M, MO3BOJIIOIIMIM B OKCTPEHHBIX Clydasx OBICTPO
AIEHTUQHUIUPOBATh AAaHHBIM OHMOMEAMIIMHCKMH KIETOYHBIA NPOXYKT, MPH 3TOM HE
JOITy CKAIOIIN BO3MOXHOCTH HE3aMETHO PACKPBITH KO/I.

21. Opra#ausarop KJIAHAYECKOTO MCCIENIOBaHHA JODKEH o0ecrevnBaTh
NOCTYILUIEHHE B MEJULUHCKYIO OpPraHM3alliio, B KOTOPOW NMPOBOJUTCS KIMHHYECKOE
UCCIIEJOBAHUE, HCCIIEAYEMOr0 OMOMEIUIMHCKOTO KJIETOYHOTO MPOIYKTA.

" Crarea 32 ®enepanbHOro 3akoHa «O GHOMEIUIMHCKHX KIETOUHBIX TPOYKTaX».
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VY opraHuzaropa KIMHAYECKOTO MCCIEAOBaHUSA JOKEH OBITh HCCiexyeMblid
OUOMeIMLIMHCKUI KIETOYHBIA IPOAYKT B KOJUUECTBE, HEOOXOAUMOM IS IPOBEEHHS
KJIMHUYECKOTO0 HCCIEIOBAaHUS M IMOATBEPKIEHHS €ro COOTBETCTBUA TpeOOoBaHUAM
HOPMAaTHUBHOM JOKYMEHTAIlMH, a TaKke BECTH Y4YeT aHaJN30B U XapaKTePUCTHUK
00pa31oB OMOMEANIIMHCKOTO KJIETOYHOTO POAYKTA U3 IapTHH (CEpHH).

ITocTynnenue wuccienyeMoro OHOMEAMIIMHCKOTO KIETOYHOTO IMIPOAYKTa B
MEIUWLUMHCKHE  OpraHW3alid, €ero BO3BpaT, YHUYTOXEHHE  HCCIEIyeMOro
OMOMEIUIIMHCKOTO  KJIETOUHOTO TMpPOAYKTa JOKYMEHTHPYETCS OpraHH3aTOpOM
KJIMHHYECKOro UCCJIE€IOBaHHS.

OpraHu3atop KJIMHHYECKOTO UCCIIEHOBAaHMS OCYIIECTBISET MOCTOSHHYIO OLIEHKY
0€e30MacHOCTH HccelyeMOoro GHOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTa U YBEJOMIIAET
BCEX 3aHATHIX B KIMHHYECKOM HCCIEIOBAaHHM HCCieNoBarelieii W MeIUIIHHCKHE
OpraHu3alyy O MOJNYYEHHBIX NaHHBIX, KOTOpPbi€ MOTYT HEOIaronmpusTHO OTPa3sHThCA
Ha 06e30MacHOCTU MAIMeHTOB W (WIM) IOBIHMATH HA MPOBEACHHE KIHHHYECKOTO
HCCIIEIOBaHMA.

22. OpraHuszaTop KIMHHYECKOTO HCCIENOBaHHSA COOOINAET YYacTBYIOLIUM B
KJIMHUYECKOM HCCIIEJOBAaHUU HCCIIEOBATENAM, MEIUIHHCKAM OpraHu3alusM M
@enepanbHOil ciy)xOe Mo Ham3opy B cdepe 3IpaBOOXpaHEHHS O ITOOOYHEIX
JNEHCTBUAX, HEXENATENbHBIX peaKklUsAX, CEPbEe3HBIX HEXENATENbHBIX peaKIHsiX,
HENpPEBUJICHHBIX HEeXeNaTelbHbIX peakUUsX NpH NPUMEHEHHH OHOMETHIIMHCKOTO
KJIETOYHOTO MPOAYKTa.

23. OpraHu3atop KIMHAYECKOTO HCCIEAOBaHUSA HOJKEH OCYIIECTBIATH
MOHUTOPUHI KJIMHUYECKOTO HCCJIENOBaHUSA, BKIIOYAIONINH JEATEILHOCTh IO
KOHTPOJIIO 32 XOJIOM KJIIMHUYECKOTO HCCIIENOBAHUSA, IT0 00ECTICYCHHIO €T0 IPOBEACHMS,
cOOpy [HdaHHBIX M TNPEACTABICHUIO PE3yJbTATOB B COOTBETCTBHH C IPOTOKOJIOM,
CTaHJAPTHBIMH OIEPAallMOHHBIMH IpouefypaMH, HactosmuMmu IIpaBunamu w
TpeOOBaHUAMH 3aKOHOAATeNsCcTBa Poccuiickoit ®enepaiii 0 OHOMETUITHHCKUX
KJIETOYHBIX IIPOJyKTaX.

Jns npoBelleHHs MOHUTOpPHUHIA OpPraHU3aTop KJIMHUYECKOTO HCCIEA0BaHUS
HA3HAYaeT OTBETCTBEHHOE JIULO M3 YUCIA COTPYJHHKOB MEIHUIMHCKONW OpraHM3aIuHy,
obnafatoniee HaydYHbIMH MU (WJIH) CHENHAIBHBIMH 3HAaHHUAMH, HEOOXOAMMBIMHU IS
MPOBEACHUS MOHUTOPUHTA KITHHUUECKOTO UCCIIeIOBAHMUS.

Jluio, Ha3HaueHHOE OpPraHU3aTOPOM KIMHUYECKOTO HCCIICIOBAaHHS LIS
MpOBeAEHUsI MOHHUTOPHHIA, 00sf3aHO COOMIOJATh CTaHAAPTHBIE ONEPAOHHEIE
TpoLEeAyphl OPraHU3aTOpPa KIMHHYECKOTO HCCIeJOBaHuUS.

24. lenssMu MOHUTOPHHIA KIMHUYECKOTIO MCCIIEIOBAHHS SBIISIETCA YCTAaHOBJICHHE
TOTO, YTO:

1) mpaBa u Garonosiyyre NarueHTOB 3alUILEHbI;

2) mOJMy4YeHHblE B XOA€ KIMHWUYECKOrO0 MCCIeJOBaHUA JaHHBIE SBISIOTCS
TOYHBIMHM, TIOJTHBIMU U TTOATBEPKAAIOTCS NEPBUUHOMN JOKyMEHTalUel;

3) KJIMHHUYECKOE HCClIeIOBaHHUE MPOBOJUTCS B COOTBETCTBHH C YTBEpXKICHHOM
OpraHu3aToOpoM KIMHHYECKOTO HCCIIEJOBaHMUA TeKylled BepcHeld MpoToKona H
U3MEHeHHH K HeMy, TpeGoBaHMsMH HacTosmux [IpaBun W 3aKOHOLATENbCTBA
Poccwuiickoit @enepannu 0 6HOMEIUIIMHCKUX KIETOYHBIX IPOAYKTaX.

25. Jlna JOCTHXKEHHS Liellell MOHHTOPHHTAa KIMHHYECKOro HCC/IEIOBaHUS
OTBETCTBEHHOE JIUIIO, HA3HAYEHHOE OPraHU3aTOPOM KIMHUYECKOTO UCCASNOBaHUS s
MIPOBEACHUS MOHUTOPHHTA:
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1) obecieunBaeT B3aUMOEHCTBHE OpraHM3aTOpa KIMHUYECKOTO HCCIIeIOBaHMA,
MEIUIMHCKOM OpraHu3aluu 1 UccieIoBaTers;

2) mpoBepsieT ¥ KOHTPOJIUPYET HaIM4YUe KBATU(QHUKAIMH MCCIEHOBaTeNns U
pecypcoB MEAUIIMHCKONW OpraHu3anii, HEOOXOMUMBIX I MPOBEASHUSA KIMHHYECKOTO
UCCIIeI0BaHms, BKIItouas 1abopaTopuu, 000pyH0BaHUE U TIEPCOHAT,

3) B OTHOIUEHHWH HCCIEIyeMOro OHOMEIUIMHCKOTO KJIETOYHOrO MPORYKTa
IIpOBepsIeT:

a) CPOKM U YCIIOBHMS XpaHEHHS, KOJIMYECTBO B 00BeMe, HEOOXOIUMOM LIS
MIPOBEACHUS KIIMHUYECKOTO UCCIIEIOBAHNUS;

0) moyiyueHue TOJbKO TEMHU IMAI[IEHTaMH1, KOTOPHIM OH Ha3HAYeH;

B) cobmoaeHre TpeOOBaHHUM MO NMPUMEHEHHIO, XPAaHEHUIO M TOPSAJKY BO3Bpara
UCClieyeMOoro 6HOMEeIUIIHHCKOTO KJIETOYHOTO MPOAYKTa;

I') OCYLIECTBIICHUE HCCIEA0BATENIEM KOHTPOJSA U AJOKYMEHTAIBHOTO 0hOopMIIeHHS
NOJy4YeHHs, IPUMEHEHHUS, BO3BpaTa, YHUYTOXKEHHUS UCCIeyeMOro OHOMEIUIIMHCKOTO
KJIETOYHOTO MPOAYKTAa B MEAULIMHCKOM OpraHu3alluyg;

4) nposepsieT COOMIOJEHUE HUCCIENOBATENeM YTBEPXKIEHHOTO MPOTOKOJA U
U3MEHEHUH K HeMy, MpPaBHJIBHOCTb, INOJTHOTY, TOYHOCTh M CpPOKH O(OpMIICHHUS
UCCIIE0BATENIEM JOKYMEHTOB U JJaHHBIX KIIMHUYECKOTO UCCIIEIOBAHNUS;

5) npoBepsieT MOPSAAOK TMONYyYEeHHUS MUCHBMEHHOTO JOOPOBOJIBHOTO COTJIACHS
Ka)X/I0TO TalMeHTa (WM ero 3aKOHHOrO HpPEeICTaBUTENsA) MO Havaja ero y4acTHs B
KIIMHAYECKOM HCCIEJOBaHNHM, a TaKXe IHCHbMEHHOro JOOPOBOJBHOIO COIJIacHs
Ka)XAOro NanueHTa (MM ero 3aKOHHOTo IpeAcTaBuTeNs) Ha oOpaboTKy W mepenady
NEPCOHAIBHBIX TaHHBIX MAllUEHTa,; \

6) obecnieunBaeT HaJIMYUE Yy HCCIEAOBaTeNs TeKylled pemakuuu OpoOLIIOpEI,
UHBIX JOKYMEHTOB M MAaTepHaliOB, HEOOXONMMBIX JIi MPOBEJAEHUS KIMHHYECKOTO
HCCJIEJOBaHMS;

7) obecnieunBaeT AOBEACHUE JIO HccienoBaTeNneil HeOOXOMMMO JIisi TPOBEACHUS
KJIMHUYECKOr0 HCCIieI0BaHUs HHPOpMaLIHY;

8) npoBepsieT cobmntofieHe ucceoBaTeIeM KpUTepUeB 0T0opa MalieHTOB;

9) npoBepsieT NpPaBUIBHOCTB, TOJHOTY M CPOKH PETrHCTpallid JTaHHBIX
KIIMHUYECKOT0 UCCIEeIOBaHM, a TaKkKe IMOPSAAOK BEACHHUS NJOKYMEHTOB KIIMHHYIECKOTO
UCCJIEI0BaHUs; ,

10) mpoBepsieT TPaBWIBHOCTh M IOJHOTY PErHCTpallii B HWHAWBHIYaJIbHOM
PETHCTPAllMOHHON KapTe MJaHHBIX, MPEeIyCMOTPEHHBIX MPOTOKOJIOM, HaHHBIX O
BBISIBJICHHBIX NMOOOYHBIX JEHCTBUAX, HEXENATENbHBIX peaKIHsX, CEepPbe3HbIX
HEeXENaTeNbHBIX peaklUaX, HENpeIBUJECHHBIX HeXeNaTelbHbIX peaklusix IpH
IPUMEHEHHH OHOMEIUIIMHCKOTO KJIETOYHOIr'0 MPOAYKTa, O MPOIyIIeHHbIX NallieHTaMU
BHU3WTAaX, O HEBBINOJIHEHHBIX aHaMM3axXx M oOcienoBaHusx. Ciydad HCKIIOYEHHS H
BEIOBIBAHUS MALIMEHTOB M3 KJIMHUYECKOTO HCCIEeNOBaHUS MOIJIEKAT PErHCTpallii U
MOSACHEHUIO B MHIUBUIYAJIbHOW pErHCTPALIMOHHOMN KapTe;

11) coobmaer wuccmenoBaremo O  JONyHIEHHBIX B  WHAMBUIYaJIbHOHR
PETUCTPAIIMOHHOM KapTe omuOKax, MPOIycKax U Hepa30opUYMBEIX 3aIIUCHX;

12) coobmmaeT uccnemoBareqio 00 OTKIOHEHHUSX OT IMPOTOKONA, CTAHAAPTHBIX
OMEPALMOHHBIX MPOIEAYP OpraHm3aropa KIMHAYECKOrO HCCIeAOBaHUS, TpeOOBaHUM
Hactosanmx [lpaBui, 3akoHonatenscTBa Poccuiickoit denepanyy o 6MOMEAMLIUHCKUX
KJIETOYHBIX TPOAYKTax M NPHHHUMAECT MEPhl IO HUX YCTPaHEHHIO U HEAOIyLIECHHUIO
TIOBTOPEHMS.
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26. IluceMeHHBIE OTYETHI 10 MOHMTOPHMHIY KIMHHYECKOIO HCCIIeOBAHUS
JAOJDKHBI MPEJCTABIATECA OTBETCTBEHHBIM JIMLIOM, Ha3HAYEHHBIM JUIS IPOBEACHUS
MOHHMTOPHHIA, OPraHU3aTopy KJIMHMYECKOrO MCCIENOBaHUA B TIOPAAKE H CPOKH,
YCTaHOBIIEHHbIE CTAaHJAPTHEIMH OINEPALIMOHHBIMY IIPOLielypaMHi OpraHu3aTopa.

OrtyeT Mo MOHWTOPHHTY KIMHAYECKOI0 UCCIIEN0BAHHS IOJDKEH COAEPKATh, B TOM
4ucie, CPOKH NMPOBEACHUS MOHMTOPHHIA, HAUMEHOBAHHE MEIHLIMHCKON OpraHu3aluy,
B KOTOPOH NPOBOAMICS MOHUTOPUHT, JaHHble 00 HCCIIEMOBATENAX, NMALHEHTAaX, C
KOTOPHIMH B3aWMO/IEHCTBOBAJIO OTBETCTBEHHOE JIMIO, HA3HAYECHHOE LIS MIPOBEICHUS
MOHHUTOPHHIA, OIKMCAaHHE NPOBEPKHU, CBEACHHS O BBIABJICHHBIX HEJOCTATKAX, BHIBOJBI
0 pe3ynbTaTaM MOHHMTOPHHIa W HWHBIE€ CBEJEHHS M JaHHBIE, KAaCaroIIUecs
MOHUTOPUHTa KIIMHUYECKOTO UCCIIeTOBaHK.

27. OpraHu3aTopoM KIMHHYECKOIO HCCIIEA0BAHUs JOJDKHA OCYILECTBIATHCS
He3aBHCHMas OT MOHHUTOPUHIA OLIEHKA COOTBETCTBHS MPOBOIHUMOIO KIMHHUYECKOTO
HCCleIOBaHUsI IPOTOKOJTY, CTAaHJAPTHLIM ONEpallHOHHBIM IPOLeIypaM OpraHU3aTopa,
HactosiiuM [IpaBuiam u TpeGoBaHHsAM 3aKoHOAaTenbcTBa Poccuiickoii denepanyu o
OMOMENMIIMHCKUX  KJIETOYHBIX NPOAYKTaX (majiee — ayJIMT KJIMHHYECKOTO
UCCIeJOBaHM ).

Hns  mpoBeleHus — ayauTa  KIMHAYECKOTO  HCCIEHOBAHHS  OPraHM3aTop
KIIMHUYEeCKOTO HCCIICOBAHMSl Ha3HA4aeT JIHMI, HE3aBHCHUMBIX OT BCEX CYOBEKTOB
KJIMHUYECKOTO HCCIENOBaHMs M o6sNafalomux KBaTHGHUKAIKEH, I[OATOTOBKOM,
OIIBITOM J7TsI IPOBEACHUS ayInuTa.

[Tnan 1 06beM ayIuTa KIHHHYECKOTO HCCIIeIOBAHMSI JODKHEI pa3pabaThiBaThCs U
YTBEPXIAThCA OPraHM3aTOPOM KJIMHHYECKOTO HCCIIEJIOBAHUA C YYETOM KOJIHUYECTBA
MalMeHTOB, THIA M CJIOXHOCTH KJIMHHUYECKOTO HCCIIEOBAaHHS, CTEHEHH PHCKa I
NIAIUEHTOB U UHBIX OOCTOATEIBCTB.

28. Ilpu oOHapyXeHMHM B XOA€ MOHHMTOPHMHIA HJIM ayJuTa KIMHAYECKOrO
UCCIIEOBAHUSL CEPbE3HBIX M (WIM) IOBTOPSIONIMXCS CIydYaeB HECOOJIIONEHHS
UCCIICOBATEIEM, MEIUIMHCKOM opraHmsanueil TpeOOBaHWI K IPOBEIECHHIO
KIMHUYECKOTO MCCIEHOBAHUS OPraHM3aTOp KIMHUYECKOTO HCCIEN0BAHUSA JOJKEH
IIPEKPATUTh Y4YaCTHE HCCIEA0BATeNs, MEAUIMHCKON OpraHHU3allM¥ B KIMHHYECKOM
UCCIICZIOBAaHUH U BHECTH U3MEHEHHUS B IIPOTOKOJI.

29. B cpok, He NpeBHINAIOMMHA NATH pabouMx OHEW CO JHA 3aBEpILCHUS,
IPUOCTAaHOBIICHUS WIH HpeKpalieHus KJIMHUIECKOTO UCCIIeIOBaHUS
OMOMEIMLHCKOTO  KJIETOYHOTO  MpOAYKTa, COOOINEHHE O  3aBEpILCHHH,
IPUOCTAHOBJICHMHM WM IPEKPAIEHUs] KIMHUYECKOTO HCCIIeOBAaHUS HaIpaBiIsgeTCs
MEIUIMHCKUMU OpraHU3alUsiMH, B KOTOPBIX MPOBOJUTCA KIMHHYECKOE HUCCIIEIOBAHHE
OMOMEMIHCKOTO KJIETOYHOIO MpOAYKTa, B MHHHCTEPCTBO IO YCTAHOBJIEHHOM MM
dopme®.

30. Ilpy MHOrOHEHTPOBBIX KIMHHYECKHX HCCIEHOBAHUAX OpraHu3aTop
KIIMHUYECKOr0 UCCIeOBaHU TODKEH 00eCTIEYHTD:

1) npoBeneHre KIMHUYECKOTO HCCIENOBAaHUS MEIUIMHCKUMH OpraHH3alMsIMHU,
y4acTBYIOIIMMU B MHOTOLIEHTPOBOM KJIMHHYECKOM HCCJIEAOBAaHHH, B COOTBETCTBHH C
TIPOTOKOJIOM KIMHUYECKOTO UCCIIeIOBaHHS,

$ MoanynkT 5.2.207* MonoxeHus.
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2) pa3paboTKy HHIMBHUIYANbHBIX PErHCTPAHOHHBIX KapT, MO3BOJISIOLINX
cobpaTh TpeOyemble HaHHbIE W3 MEAUIMHCKUX OpraHu3allfii, Y4YacTBYIOIIMX B
MHOTOLIEHTPOBOM KJIIMHHUYECKOM HCCIIEI0BaHUY;

3) DOKyMeHTalbHOE 3aKpemleHue TmpaB © OOS3aHHOCTEH  MEIUITMHCKUX
OpraHu3alluii M HcclefoBarenell, MpeAoCTaBIeHue yKa3aHHBIM JIMIaM IPOTOKOJIA,
CTaHJAPTHBIX ONMEPALMOHHBIX MPOLEAYp OpraHU3aTOpa, HHCTPYKLUHUHU IO 3aMOJHEHHIO
WHAVMBUyaJbHBIX PETUCTPAIIMOHHBIX KapT 10 Hayajia KIMHHYECKOTO UCCIIeOBaHUSI.

II1. Opranuzanus paboTH HCCIIeTOBATENS

31. PykoBoaurenb MEIMIMHCKOW OpraHU3allid, B KOTOPOH MPOBOAMUTCS
KJIMHUYECKOE HCClieloBaHHe OMOMEIUIIMHCKOTO KJIETOYHOro IIPOJIYKTa, Ha3HAdaeT
HCClleoBaTellsl, OTBETCTBEHHOIO 3a IMPOBEJEHHE TaKOTO HCCIICHOBaHMSA, HUMEIOIIETO
Je4eOHYI0  CIIeIUANBHOCTh, COOTBETCTBYIOIIyI0 TMpodwino 3a0oNeBaHUs WIH
COCTOSIHUIO, UISl JIEYeHHS KOTOPBIX INpeqHa3Ha4YeH OHOMEIUIIMHCKUN KIIETOYHBIMH
MPOAYKT, B OTHOIIEHUH KOTOPOTO NPOBOAMTCS KIMHHYECKOE HCCIEIOBaHHE, CO
CTa)keM pabOTHI MO MPOrpaMMaM KIIMHUYECKHUX HUCCIIEOBAHUN HE MEHee YeM ISTh JIET
(manee — uccraeqoBaTENb) U MO €r0 IPEUIOKEHUI0 HA3HAYAET COHCCIENOBaTEeH U3
YKClia Bpauel 3Toi MeAMIMHCKON opraHu3aluy (aajee — COI/ICCJIC,HOBaTeJII/I)g.

32. HUccnegoBarenb, COHCCIENOBATENN JOJDKHBI OBITH O3HAKOMIJIEHBI C
pe3yJibTaTaMd JTOKJIMHUYECKOTO HCCIIEJOBAHUS HCCIEAyeMOro OHOMEIUIIHHCKOTO
KJIETOYHOTrO IIPOAYKTa, aKTyaJlbHOHW BepcHeid OpolIopbl, IPOTOKOJIOM, HHBIMU
JOKYMEHTaMH W JaHHBIMH, HUMEIOIIUMH OTHOIIEHHE K TPOBEACHUIO KIIHHHYECKOTO
WUCCIECOBAHUS.

33. Hccnenosarens OCyLIECTBISET OTOOp MalieHTOB, o0ecreynBaeT OKa3aHHe
MEIHUIUHCKO} TTOMOIIH MMalleHTOB.

34. UccnenoBatelib, COUCCIIENOBATENN JHOJDKHBI coOmonaTh HacTosmue [IpaBuia
U HHble TpeGoBaHMs 3aKoHoAarebcTBa Poccuiickoit ®denepaiiun 0 GHOMEIUIIMHCKUX
KJIETOYHBIX POAYKTaX.

35. UccnenoBatenb MOJDKEH pacriojiarath jgabopatopusiMu, oOOpyIOBaHHUEM H
MIEPCOHAJIOM, HEOOXOIUMBIMH TS ITPOBEACHHS KIIMHHYECKOTO UCCIIeJOBaHMUS.

36. Ilpu Hamuyuu corjiacMs TMalMEHTa Ha YYacTHe B KIMHHYECKOM
UCClie[IOBaHUH, O0O0pabOTKy U Tmepedayy IE€PCOHANBHBIX JaHHBIX [alyeHTa
HCCNENOBATeNb JODKEH COOOINMTH JIeYallleMy Bpauy ManueHta o0 Y4acTHH
IIOCJIEHETO B KIIMHHYECKOM HMCCIIEIOBaHNH.

37. HccnemoBatenb MHOKEH TIPOBOAWTH KIWHUYECKOE HCCIEAOBAaHHE B
COOTBETCTBHH C IIPOTOKOJIOM.

HccnenoBarens 00s3aH coOMIOAAaTh NMPOTOKOJ, He JOJDKEH BHOCHTH B HETO
u3MeHeHHs Oe3 pelleHns MUHHCTEPCTBA 32 HCKIIIOUEHHEM CIIy4aeB, Koraa tpeGyercs
YCTPaHHUTh HEMOCPEICTBEHHYIO YIPO3Y JKU3HU H (MIIK) 3/I0POBBIO NMAllUCHTA.

JIroboe OTKIIOHEHHE OT YTBEPXKIECHHOTO IPOTOKOJIA JODKHO OGOpPMIIATHCS
JOKYMEHTJILHO W HAIpPaBAThCS JJI PACCMOTPEHUsS M COINIaCOBaHMS OPraHU3aTOpy
KJIMHHYECKOT0 HCCIIEIOBAaHUSA B TeUeHHe OAHOTO paboyero AHs.

38. HccrmemoBaTens  JOMKEH  00ECleYMTh  NPYMMEHEHHWE  Tal[MeHTaMU
UCCIIEAYEMOr0 OMOMEIUIIMHCKOTO KJIETOYHOrO IPOAYKTa B COOTBETCTBHH C

® Yacte 1 craThy 29 ®eiepanbHOro 3akoHa «O GHOMEIMLIMHCKIX KIETOUHBIX NPOLYKTax».
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MIPOTOKOJIOM, COOJIONATh MPeIyCMOTPEHHYIO IMPOTOKOJIIOM METOIUKY paHIOMM3aLMU
(pacripeieNieHUsT TAIMEHTOB IO TPYyMIaM JIEYEHUS WIH KOHTPOJIS ClydailHbIM
o0pa3oM, MO3BOJIAIOIIET0 CBECTH K MHUHHUMYMY CYOBEKTHMBHOCTH) U 0O€CIEYMTH
pacKpbITHE KOAA TOJIEKO B COOTBETCTBHH € IPOTOKOJIOM.

B cnyyae eclid KIMHMYECKOE HCCIEOBAaHHE IPOBOAMUTCSA CIIENBIM METOIOM,
UCCIIeIoBaTeNlb  JOKyMEHTAJIbHO  OoQopMiseT U OOBSCHIET  OpraHu3aropy
KJIMHUYECKOTO  HCCNIeIOBaHMA JI000e  IpeXIeBpeMEHHOEe  pacKpbITHE  Koza
HCCJIeTyeMOro OMOMEUIITHCKOTO KJIETOYHOTO IPOAYKTA.

39. HccnepmoBaTenb  AOMKEH  OCYIIECTBIATH  Y4eT  HMCCIELYEMOro
OMOMEIMIMHCKOTO KIIETOYHOTO MPOAYKTa W NPOAYKTa CpPaBHEHHUS, B TOM YHCIE
JOJIKEH BECTH Y4eT MX MOCTYIUIEHHH, (PaKTUYeCKOro HaJlu4us, KOJIWYEeCTBa CIydacB
NpUMEHEHHUS KaXIbIM MMALHEHTOM, YHHUYTOXEHHS, a TakKe BO3BpaTa OpraHU3aTopy
KJIMHHYECKOT0 UCCIIeJOBAHUS.

3anucy 1o y4yeTy JODKHBI BKIIIOUATh B ce0s AaThl, KOJMYECTBO, HOMepa IapTuil,
CepHid, CPOKH TOJHOCTH M YHUKAJIBHBIE KOIBI HCCIEAYEMOTO0 OHOMEIUIIMHCKOTO
KJIETOYHOTO MPOIYKTa U MIPOYKTa CPaBHEHHUS.

UccnenoBarens HOMKEH BECTH 3allUCH, MNOATBEPXKIAIOIIME, YTO MALUEHThI
MOJIyJaJIi HCClIeTyeMblii OMOMEIUIIMHCKUI KJIETOYHBIM MNpOAYKT U (WIHM) NPOIYKT
CpaBHEHHUS B JI03aX U KOJUYECTBaX, IPeXyCMOTPEHHBIX MPOTOKOJIOM KIHHHUYECKOTO
UCCIIeIOBaHUS.

40. iccnenoBatens HHGOPMHUPYET NMAIESHTA HIM €0 3aKOHHOTO MPEICTaBUTEN:

1) o TOM, UTO KIMHHYECKOE HCCIIeNOBaHe HOCHT SKCIIEPIMEHTATIBHBIA XapaKTep,
ydacTHe JINLA B KIMHHYECKOM HCCIIEIOBAHUU SBISAETCS JOOPOBOJIBHBIM U OHO MOXKET
OTKa3aThCs OT YYACTHS B KIIMHUYECKOM HCCIIeIOBaHUH B IIOOOH MOMEHT;

2)0 muenM KIMHAYECKOTO WCCIENOBaHUA, €ro MPOAODKUTENIBHOCTH H
NMpUOTU3UTETHFHOM KOJIMYECTBE MTalIUEHTOB;

3) o BapuaHTax JieYeHHUS B IIpollecCe KIMHUYECKOr0 HCCIEeOBaHUS U
BEPOSITHOCTH CIIyYaiHOTO paclpeeneHus B OHY U3 IPYIIII JIEYeHHUS;

4) o mpouenypax KIMHHYECKOro MCCIENOBaHMSA, BKIIOYas BCE HHBa3HMBHBIC
MpOLe Ty PBI;

5) 06 06A3aHHOCTSX MALMEHTA;

6) 00 oxumaemplx pHcKe W (WIM) TMOJb3e [UIS TAlUeHTa, a Takxke, B
COOTBETCTBYIOIIMX CIIyYasX, JUIs SMOpHOHA, TUIO/a WIIK TPYAHOro pebeHKa;

7) 00 MHBIX, IOMHUMO PEAYCMOTPEHHBIX IPOTOKOJIOM, MPOLIEypax WM METOAax
JIEYEHHsI, KOTOPble MOTYT OBITh JOCTYIHBI NMAalHEHTY, @ TAK)K€ HUX MNOTEHIHUATBHBIX
BBITOJIE, MTOJIB3€, PUCKE;

8) 0 kommeHcanuu u (WId) JIeYeHWH, JAOCTYNHBIX MAIMEHTy B Cly4ae
OpUYMHEHUsS Bpela ero 3J0pPOBBI0O B pe3ylbTaTe Yy4acTHs B KIMHHYECKOM
HCCJIeIOBaHUH;

9) o mIaHHUpyeMBIX BBIIUIATaX IALKWEHTy 3a €ro y4acTHe B KIMHHYECKOM
HCCJIeIOBaHUH, €CITH TaKOBbIE PEAYCMOTPEHBI;

10) o mIaHMpyeMBIX pacxojax MalUeHTa, eclii TAKOBBIE OKUAAIOTCS, CBA3aHHBIX
C €ro y4acTHeM B KIIMHUYECKOM HCCIIeI0BaHUY;

11) o ToM, YTO MalMEHT HJK €ro 3aKOHHBIA IpeACTaBUTENb, IOIIUCHIBaAs
UH()OPMALIHOHHBIM JIACTOK NallMeHTa M corjlacke Ha o0paboTKy U Iepenady
TIEpCOHANILHBIX JIAHHBIX MAlMeHTa, JaeT pa3pelieHye Ha JOCTYII JIHIly, Ha3Ha4Y€HHOMY
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IUIE  TIPOBEICHHWS MOHUTOPUHTA, ayJUTOPOB, YIOJHOMOYEHHBIX OpPraHoB K
TIepCOHAEHBIM JaHHBIM NAllUeHTa;

12) o ToMm, uTO 3amuicu, WAEHTUGUIHpYIOIIKMEe MallMeHTa, OyAyT COXpaHEHBl B
TalflHe, pacKpbITHEe WX JIOMYCKAaeTcsi B COOTBETCTBHM C 3aKOHOAATEJECTBOM
Poccuiickoii ®enepanmu, ¥ mnpH MyOIMKaMH pe3yJbTAaTOB  KIMHUYECKOTO
HCCIIEIOBaHMS KOH(HICHIUANIbHOCTh JaHHBIX MallieHTa Oy1eT COXpaHeHa,;

13) o ToM, YTO TManMeHTa WJIH €ro 3aKOHHBIH TPEICTABUTENE - OyaeT
He3aMeIJIUTEeNbHO 03HAKOMJIEH ¢ HOBO# MH(popMaluel, ciocoOHO# MOBIUATh Ha €ro
KeJlaHue NMPOJODKATh YHacTHE B KITMHHYECKOM HCCIeIOBaHUY; -

14) o nunax, K KOTOPBIM MOXHO OOpaTUTBCA ISl TIOTY4EHHUS JOTIONHUTENBEHOU
UHPOpMaLMK O KIMHUYECKOM HCCIIEIOBaHUH, U IIpaBax MalleHTa; '

15) o Bo3MOXHBIX 00cTOATENBCTBAX U (WIM) MPUYMHAX, IO KOTOPBIM y4YacTHe
JHULA B KIMHUYECKOM UCCIIEZI0BAaHHU MOXET OBITh MPEKPAILIEHO.

41. Uudopmaryst 0 KIMHHYECKOM HCCIIEIOBAaHUM JOJDKHA COIEPXKATh KaK MOXHO
MEHbIIIE CIENUATbHBIX TEPMHUHOB H ObITh MOHATHA MAIMEHTYy WM €ro 3aKOHHOMY
TIPeICTaBUTEIO.

42. UccnepoBatens mepel NOIy4eHUEM HHGOPMHPOBAHHOTO OOGPOBOJIBHOTO
corjiacusi JAOJDKEH IMPeJOCTaBUTh MAaIMEHTY, €ro 3aKOHHOMY MNpEeICTaBUTENIO BpeMms,
HeoOXouMoOe IJI NPUHATHS pellieHUs 00 y4acTHH B KJIMHUYECKOM HCCIIEOBaHUH
WM OTKa3e OT Takoro yuactus. [lanueHT unu ero 3akoHHBIN NMpeACTaBUTEND BIIPaBe
HOJYYUTHh UCYEPNBIBAIOIINE H JOCTOBEPHBIE OTBETH HAa BCE BOIIPOCH O KIIMHHMYECKOM
HCCIIeIOBaHUH.

43. Ilepen BKIIOYEHHEM B KIIMHUYECKOe HCCIelOBaHHUE MAIUEHT, ero 3aKOHHBIN
IPENCTaBUTENb JOJDKEH TMONyYUTh IOANHCAHHBIH YHOJHOMOYEHHBIMH JIMI[AMH
MEIULIMHCKOM OpraHU3alliy YK3eMIUIAp HHPOPMALMOHHOTO JIUCTKA MAIlUeHTa U HHbIE
MaTepHUalibl, Kacalollydecs IPOBEACHHUS KIMHUYECKOro HcciefoBaHus. B mepuon
MpOBEACHUs KIMHUYECKOTO HCCIIeOBaHUs MAIMeHTy coolliaercs 00 M3MeHEeHUsX B
JOKYMEHTax M JaHHBIX KIUHHYECKOTO HCCIEIOBaHUS, KAaCAIOIIETOCs €ro y4acTHs B
KJIMHUYECKOM HCCIIEeJOBaHUU.

44. B cpok, yCTaHOBJIEHHBIH IPOTOKOJIOM, HccieloBaTelbh 00s3aH coOOIIaTh
OpraHHU3aTOpPy KJIMHHYECKOTrO0 HCCIIeNoBaHHA 000 Bcex MOOOYHBIX JEHCTBUSX,
HeXKeJIaTeNbHBIX PEaKIUIX, CEPhE3HBIX HEXeNaTeNbHbIX peaklHsX, HelpeIBUIeHHBIX
HEXKENATeNbHBIX PeaKkUUsX Mpd NPUMEHEHHH OHOMEAULIUHCKOTO KJIETOYHOTO
NPOAYKTA, 3a UCKIIIOYEHHEM TeX, KOTOpbIe B IIPOTOKOJIE WM B OpOIIIOpe ONpeaesieHbl
Kak He TpeOyrolue HeMeJIEHHOTO COOOIIeHHUS.

IMocne mepBoro coobieHust 0 MOOOUHBIX AEHCTBUAX, HEXENATEIbHBIX PEeaKIUiX,
Cepbe3HBIX HEXXeJaTeNbHBIX peaKLUsiX, HeNpeIBUACHHBIX HeXeIaTelbHBIX PeaKLHsIX
IIpH TIPUMEHEHHH OMOMETUIIMHCKOTO KJIETOYHOI'O IPOXYKTa KCCIEeNOoBaTeNb JOJDKEH
IPEJICTaBIATh OPTaHU3aTOPY KIMHUYECKOTO MCCIIEAOBaHUS MONPOOHBIH MHUCHMEHHBIH
OTYET B TeueHHe TpeX paboumx aHed. IlepBblid M MOCHELYIOIHE OTYETH! JOJDKHBI
UAEHTHOHUIUPOBATH MAIMEHTOB 0 MTPUCBOCHHBIM UM YHUKAJIBHBIM KOJaM.

45. Tlpn cooOlLIeHnsIX O CMepTH MalieHTa HCCieloBaTeNlb 00s3aH MO 3arpocy
OpraHu3aTropa KJIMHHYECKOro HcciiemnoBanus, PenepanbHoil ciayxObl 10 HaA30py B
cdepe 3ApaBOOXpaHEHHS TPENOCTABUTH JHOOYIO IONOJHUTENbHYIO HH()OPMAILMIO
OTHOCHTEJIbHO JJaHHOTO CJIydas, B TOM YHCJ€ MPOTOKON BCKPBITHS W ITOCMEPTHEBIN
SIHKPHU3.
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46. B cnydyae BO3HHUKHOBEHHS ONACHOCTH Ui JKHU3HH, 3[0POBbS IAI[MEHTa,
UcciaefoBaTeNb 00s3aH NMpouHGOPMHUPOBATE 06 3TOM PYKOBOIUTENS MeEIUIUHCKOM
OpPraHM3allMd M OpraHU3aTopa KJIMHUYECKOTO HCCIENOBAHUS JIEKApPCTBEHHOTO
Ipernapara B TeueHue 24 4acos.

Pemenve o NproCTaHOBICHUH KIMHUYECKOTO HUCCIIENOBAHUSA OMOMEIHUIIMHCKOTO
KJIETOYHOIO MPOAYKTa IMPHHUMAET PYKOBOAUTENb MEAMIUHCKOW OpraHu3aiiy, B
KOTOPOH TNpPOBOAMUTCS KIWHUYECKOE MCCIEeOBaHHE OMOMEIUIMHCKOIO KJIETOYHOTO
TIPOIYKTA.

Pemenve o0 mnpekpallleHUH  KIMHHYECKOTO  WCCIENOBAaHHUSA  MPHHHMAET
MunlCTEpCTBO Ha OCHOBaHHHM COOOIIEHHS B IMUCBMEHHOW (opMe pPyKOBOIAUTENS
MEIMLMHCKON OpraHu3alii, B KOTOPOH NPOBOIAUTCS KIHHHYECKOE HCCIEHOBaHME
OMOMEIULIMHCKOTO  KJIETOYHOTO TMpOAYyKTa, WIM OpraHU3allMH, I[OJy4YMBILEH
paspellleHHe Ha I[pOoBeJeHHEe KIMHHYECKOTO HCCIENOBaHusS OHOMEAMIIMHCKOTO
KJIETOYHOTO MPOIYKTA.

IIpp [OoCpOYHOM TIpeKpalleHHH KIMHHYECKOTO HCCIIEJOBAHMS HIM €TI0
IIPUOCTAaHOBJIEHUH HCClIeoBaTeNb U (WIM) MEIMIIMHCKAs OpraHH3allis, B KOTOPOM
IPOBOAWIOCH  KJIMHMYECKOE  HCCIeOBaHHe,  OOs3aHBl  He3aMeIMTEIBHO
UHQOPMHUPOBAThH MAIMEHTOB, 00ECIIEYNTh UM JIEYEHHE H HAOIOAEHHE.

4’7. VccnenoBaTens AOKEH 00eCleuYnBaTh BeJeHHE JOKYMEHTOB KIMHHYECKOTO
UCCIICAIOBaHNs, BKJIOYas 3anucu Ha OyMaXKHBIX, DJIEKTPOHHBIX, MAarHHTHBIX HIIH
ONTUYECKUX HOCHTEJSX, CKaHOTPaMMBHlI, PEHTTEHOBCKHE CHUMKH,
3JIEKTPOKAPAMOTPaMMEI, KOTOpBIE OIMCBIBAIOT METOMABI, OPraHM3alMi0 Hu (HJIH)
pe3yNIbTaThl KIIMHUYECKOTO HCCIIeIOBAHMS.

48. XpaHeHue JOKYMEHTOB  KJIHHHYECKOTO  MCCIEAOBaHHSA  JOJKHO
OCYLLECTBJIATECA B COOTBETCTBHM C 3akoHoaatenbcTBoM Poccuiickoii Penmeparun 06
apXUBHOM JIeJIe.

49. Tlo 3aBepineHMH KIMHHUYECKOTO HCCIEAOBAHHA HCCIENOBATENNb JODKEH
cooOlaTe O €ro 3aBeplleHWH PYKOBOJUTENIO MEIUIMHCKON OpraHu3aluH,
NIOJITOTOBUThH OTYET B COOTBETCTBUHU C TpeOOBaHUIMHU IyHKTa 9 HacTosumx [IpaBui u
NPEeJICTaBUTD €r0 OPraHU3aTopy KIMHHYECKOTO HCCIIEOBaHU.




