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YTBEPXJIEHbI
npukazoM MuHKCTEpCTBa 3ApaBOOXpaHEHMS
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oT «22» ceHTs10ps 2017 r. Ne 6691

IIpaBuna
HaJJIeXKaleH KIHHHYEeCKOH NPAKTHKH OHOMEANIIHHCKHUX KJIETOYHBIX NPOJYKTOB

I. O01me monoxeHus

1. Hacrosmue IpaBuna Hagnexarmei KIMHHIECKON MPAKTUKH GHOMETULIHCKIX
KJIETOYHBIX MNpPOAYKTOB (nanee — IlpaBWia) peryiupylOT OTHOLIEHHS IO
IUIaHUPOBAHHUIO, OpraHu3aIluu, MIPOBEACHHIO, MOHUTOPUHTY, ayJIuTy,
JIOKYMEHTHPOBAaHUIO KJIWHUYECKUX HCCIEIOBAaHUNM OMOMEIMIIMHCKUX KJIETOYHBIX
NPOAYKTOB (Zanee — KIMHUYECKHE MCCIENOBAHUA) C YYACTHEM YEJIOBEKA B Ka4eCTBE
CyOBeKTa KIMHMYECKOTO HCCIICOBAHHS, aHAIN3y W MPENCTABICHHIO Pe3yJbTaToB
KIHHUYECKHX MCCIENOBaHMH, obecleyuBalolie TrapaHTHIO JOCTOBEPHOCTH M|
TOYHOCTH TIOJyYEHHBIX JAHHBIX U NPENCTABIEHHBIX PE3yJbTATOB, a TAKXE 3allUTy
IpaB, 3I00pPOBbS YU KOH(QUICHIMAIBHOCTH IE€PCOHANBHBIX JIAaHHBIX MALHIEHTOB B
KJIMHUYECKOM HCCJIEIOBAHUH.

2. Jlna nened Hactosmux IIpaBHI NPUMEHSIOTCS TEPMHHBI M ONpPEACICHUS,
ucrione3dyemsie B DenepanbHoM 3akoHe oT 23 wmioHs 2016 r. Ne 180-®3
«O OHOMENMUMHCKUX KIETOYHBIX NpOAyKTax»' (mamee — QenepanbHbIl  3aKOH
«O 6HOMEINIMHCKHX KIE€TOYHBIX IPOAYKTaX»).

3. O6BEKTOM KIMHMYECKOIO0 MCCJIEIOBAHMS  SBISETCS OHOMEIULIMHCKHUM
KJI€TOYHBIM ITPOAYKT, H3y4aeMbId B LieAX (Janee — UCCIIeyeMblii GHOME THIMHCKHA
KJIETOYHBIN NMPOIYKT):

a) YCTaHOBJICHHs O0€30MacHOCTH W (WIM) IMEPEHOCHMMOCTH OMOMEIULIMHCKUX
KJI€TOYHBIX TNPOAYKTOB, B TOM YHCIE BBISBICHHS MOOOYHBIX AEUCTBHUH MpH HX
IIpUMEHEHUH;

6) ycraHoBieHuUs 6e30macHOCTU U 3G GEKTUBHOCTH GHOMETUIIMHCKUX KIIETOYHBIX
IPOAYKTOB, B TOM 4HCJ€ NOAOOpPa ONTUMAIBHBIX JO3UPOBOK OHOMETUIIMHCKOIO
KJIETOYHOTO IIPOAYKTAa M KypCOB JICUEHMs, Ui IAIMEHTOB C OIpeJeIeHHBIMU
3a00JIeBAaHUSIMH;

B) BBIABJICHHS OCOOEHHOCTEM B3aMMOJEHCTBHS OHOMENUIIMHCKUX KIIETOYHBIX
TIPOLAYKTOB C JIEKAPCTBEHHBIMH TpenapaTaMy, MeTULMHCKUMH H3ETHAMH, TTHIIEBBIMU
NPOAYKTaMH, APYTMMH OMOMEIUIIMHCKUMHU KJIETOYHBIMHU IPOAYKTaMH;

r) H3y4eHHS BO3MOXHOCTH pAaCIIUpeHHs TOKa3aHWil JUii TMPHUMEHEHHs
3aperUCTPUPOBAHHBIX OMOMEIULIMHCKIX KJIETOYHBIX MIPOJYKTOB.

Hccnenyemple OHOMENWIMHCKHE KIETOYHBIE MPOAYKTH TPHMEHAIOTCA B
COOTBETCTBUHU C YTBEP)KIAEHHBIM (B pamMKax MpOLEAYphbl MOJYYEHHS pa3pelleHHs Ha
IIpoBeAeHUE KJIMHHYECKOT'O HCCIEIOBAaHUSA)  IIPOTOKOJIOM KJIMHAYECKOTO
HCCIIEIOBaHMS.

! CoGpanue 3akoHonaTenscTBa Poccuiickoii @enepaunn, 2016, Ne 26, cr. 3849.
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[IpoBeneHHe HOKIMHHUYECKMX HCCIEAOBAHHNH OHOMEIHIMHCKHX KJIETOYHBIX
MPOJIYKTOB OCYLIECTBIISIETCS B COOTBETCTBUY C NMPaBUJIaMH HajiexXallei NMPakTUKU 10
pabote ¢ 6HOMe IMIUHCKUMH KJI€TOYHBIMH npo,uyKTaan.

4. KnuHuveckoe HCCiejoBaHWe TPOBONUTCS B OTHOLIEHWH (U3UYECKOrO JIHIA
(mayeHTa WM 3JI0POBOTO JOOPOBOJIbIA), TPUHUMAIOIIETO YYacTHE B KIIMHHMYECKOM
HCCIIEIOBAaHUN B COCTAaBE TPYIIbI, MOJNYyYarolled HCCleayeMblit OHOMeTUIUHCKUN
KJIETOYHEIH MPOIYKT, JINOO B COCTaBe KOHTPOJIBHOM IPYMNITHI (Jajiee — MalueHT).

5.Kaxnaplii mamyeHT T1ocjie TMOoJiyueHHs HHPOpMalMM O KJIMHUYECKOM
HCCNEOBaHUM M [0 Hadajlla MpOBEIEHHs KIMHUYECKOTO HCCIENOBaHUS MOacT
nOoOpOBOJIBHOE COrjlaCMe€ Ha YYacTHE B TaKOM KJIMHMYECKOM HCCJEIOBaHHH
MOCPEACTBOM MTOANUCAHUSA HHPOPMALMOHHOTO JIUCTKA MaIllUeHTA.

Taxxe Kaxnpld manuMeHT AaeT NOOPOBOJIBHOE corjacue Ha 00paboTKy ero
MEPCOHAJIBHBIX JAHHBIX M HX TPEAOCTABJICHHE OMpEeAEeICHHOMY JULY WU
ONpeNIeICHHOMY KpYTry JIMIl B CBSI3M C YYacTHEM MaleHTa B KJIMHHYECKOM
UCCJIEIOBAaHMH.

6. Corilacie Ha ydJacTHe B KJIMHHYECKOM HCCIE€NOBaHUH, Ha 00paboTKy W
nepeAadyy IEpPCOHANBHBIX JAHHBIX TAalMEHTa MOXET OBITh [JaHO 3aKOHHBIM
l'IpeJJ;CTaBI/ITeJIeM3 MalMeHTAa.

7. KnuHndeckoe wcclneIoBaHHe OHOMEIUIIMHCKOIO KJIETOYHOTO TMPOAYKTa
IPOBOAUTCA HAa OCHOBAaHMHM paspelieHHs Ha MPOBEACHHE KIMHHUYECKOrO
HCCNIEIOBaHMs, BBAAHHOTO MHEHHHCTEpCTBOM  3ApaBooxpaHeHHs Poccuiickoit
OQenepauu  (namee — MuHncTepeTBo)' MO pesynbTaTaM dKCIEPTH3hl KayecTBa
OHOMEUIIMHCKOTO KJIETOYHOTO MPOAYKTa, B TOM YHCII€ 3JKCIEPTU3bl COCTaBa
00pa3oB OWOMEIUITMHCKOTO KIETOYHOTO MPOAYKTa KM METOAOB KOHTPOJA €ro
KadyecTBa (Jajiee — 3KCIIEPTH3a KauyecTBa OHOMEANLMHCKOTO KJIETOYHOTO NPOAYKTa), U
OKCIIEPTU3BI JOKYMEHTOB JUIsl NTOJIyYEHHs pa3pelleHus Ha NIPOBEACHNE KIIMHUYECKOTrO
UCCIeIOBaHUS OMOMEIMIIMHCKOTO KJIETOYHOTO rlpozlylc'ra5 Y DTUYECKOU BKCHepTI/I3H6.

JKcrepTu3a KayecTBa OMOMEIMIIMHCKOro KJIETOYHOIO IMPOMyKTa M IKCIEepTU3a
JOKyMEHTOB [JJil TIOJY4YeHUs pa3pelieHHs Ha [POBEACHHE KIMHHYECKOTO
HCCIIETOBAaHUA OMOMEIMIIMHCKOTO KJIETOYHOTO MPOAYKTa MPOBOJATCS (eAepalbHbIM
rOCy/IapCTBEHHbIM  OIO/DKETHBIM  YYPEXKACHHEM, HaXONAIUMMCA B  BEACHHHU
MuHuCcTepcTBa H 00ECMEUYMBAIOIIUM HCIIONHEHHE IMOJIHOMOYMH MuHHCTEpCcTBa IO
BbIJlaue pa3pellicHUi Ha MPOBeeHNe KIMHUYECKUX HCCIeOBaHMH 6MOMEIUIIMHCKUX
KJIETOYHBIX NMPOAYKTOB M (WIM) TOCYAAapCTBEHHOHW perucTpanyy OHOMeIUIMHCKUX
KJIETOYHBIX ITPOJYKTOB B COOTBETCTBUH C IIPHKa30M MHUHHCTEPCTBA 31paBOOXPaHEHHUS
Poccuiickoit ®enepanuu ot 31 saBaps 2017 r. Ne 30 «O6 yrBepxneHuu IlpaBuin

2 MoanyHkt 5.2.207" TMonoxenus o MunuctepcTse 3apaBooxpaHenms Poccuiickoii denepauuy, yTBEPXKISHHOIO
noctanosyienreM [IpaButenscrsa Poccuiickoit ®eaepauuu ot 19 mons 2012 r. Ne 608 (CoGpanue 3aKOHOAATENBCTBA
Poccuiickoii ®enepaunu, 2012, Ne 26, cr. 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, 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, cT. 4741; Ne 34, ct. 5255; Ne 49,
cT. 6922;2017, Ne 7, c1. 1066) (nanee — [TonoxeHue).

3 B oTHOIIEHMH JHLA, yKa3aHHOTO B 4act 2 craThi 20 ®epepanbHoro 3akoHa ot 21 Hoabps 2011 r. Ne323-@3 «O6
OCHOBAaX OXpaHbl 310poBbsi rpaxaaH B Poccumiickoii Penepaumm» (CobpaHue 3akoHomarenbcTBa Poccuiickoit
denepaunn, 2011, Ne 48, cr. 6724; 2013, Ne 48, c1. 6165).

* Dommyskr 5.5.31* Ionoxenns.

5 Crarbu 17, 30 ®enepanbHoro 3akosa ot 23 uioHs 2016 r. Ne 180-®3 «O GHOMEIHIMHCKHX KIETOUHBIX MPOXYKTAX»
(Cobpaune 3akoHomatenncTBa Poccmiickoii ®enepaumu, 2016, Ne 26, ct. 3849) (manee — ®enepanbHblif 3akoH «O
GUOMETULIMHCKUX KJIETOYHBIX MPOAYKTAX»).

¢ Crarea 14 ®enepanbHOro 3akoHa «O GHOMEIMLMHCKAX KIETOYHBIX MPOLYKTaX).
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POBE/ICHUsI OMOMEMUMHCKON SKCIIEPTH3bI GHOMEIMUMHCKAX KIETOUHBIX IPOLYKTOB
M (OpM 3aKNIOYEHHH KOMHMCCHM OKCIIEPTOB (ellepaibHOrO TIOCYAAapCTBEHHOIO
OIODKSTHOrO  YYPEXIEHHS II0 IMpPOBEJEHHIO OHOMEIMIHMHCKON  JKCIEpPTU3BI
OHOMENIMHCKMX KJIETOYHBIX MPOAYKTOB» (3apErMcTpMpoBaH MUHHCTEPCTBOM
toctuiu Poceniickoit ®enepannu 8 urons 2017 r., perucTpanoHHbIH Ne 47007).

OTuyecKas SKCHEePTH3a IPOBOAMTCS COBETOM IO STHKE, CO3JAHHBIM B
COOTBETCTBHH C TIpHKa3oM MuHucTepcTBa 3apaBooxpanenus Poceuiickoit ®enepanyn
ot 27 ampens 2017 r. Ne 1911 «O6 yrBepknenun [TonoxeHHs O COBETE IO ITHKE,
CO3JAaHHOM B LEIIX BBIJAYM 3aKITIOYEHHA 00 3THYECKOM O0O0OCHOBAHHOCTH
BO3MOXXHOCTH  IIPOBEJEHHUS  KIMHUYECKOTO  HCCIEIOBAaHUS  OHOMEIUIIMHCKOTO
KJIETOYHOTrO NPOAYKTA, HOPsANKA €ro AEATENLHOCTHA U TPeOOBaHUit K KBATH(PHKALIUK U
OMbBITY PabOTHI IKCIEPTOB COBETA MO ITHKE» (3apPErUCTPHPOBAH MHHHCTEPCTBOM
toctuiuu Poccuiickont ®esepannu 6 wuronst 2017 r., perucrparvoHHBIH Ne 46959),
B LeJSIX BBIIAYH 3aKIMIOYEHUS 00 ITHYECKOM OOGOCHOBAHHOCTH BO3MOXKHOCTH
NPOBEAEHHS KIMHUIECKOTO MCCIIe/I0BaHUs GHOMEIMIIMHCKOrO KIIETOYHOrO IIPOAYKTA.

8. Knunuyeckoe HCCleOBaHHE MOKHO NPOBOAUTECS B COOTBETCTBHU C
IIPOTOKOJIOM KJIMHHYECKOTO HCCIIENOBaHMA (Jallee — MPOTOKOJ), KOTOPBIA IOMKeH
COJIepKaTh, B TOM YHCJIE:

1) HasBanue npoTOKONA, HAEHTH(UKALMOHHBIA HOMEp TNPOTOKONA M ATy
YTBEPXKICHHS OPraHH3aTOPOM KIMHHYECKOTO HCCleoBaHHs. HoBele Bepcuu
NPOTOKOJIa JOMKHBI HMETh HOMED BEPCHHU M JATy, MOIPABKH K IPOTOKOLY — HOMEP
IIOTIPaBKH U JaTy;.

2) HAMEHOBaHHE M aJpec OPraHM3alUM, OCYIIECTBISIONIEH OPraHH3ALMIO
NPOBEICHUS] KINHUYECKOTO HCCIIEN0BaHUS M OCYILECTBISIOMEH MOHUTOPUHI (€CiH
OHU pa3/Iu4HEIE);

3) bamunmio, uMs, OT4ecTBO (NP HAIMYMH) M JOIDKHOCTh  JIHIA,
YIIOJHOMOYEHHOTO OT WMCHH OpraHM3allid, OCYLIECTBISIOUIEH OpraHM3aLMIo
NPOBEJCHHS KIMHUYECKOrO HCCJIEN0BaHMs, MOINUCHIBATh MPOTOKOJ M IMOIPABKH K
HPOTOKOITY;

4) bamunnio, uMs, OT4ecTBO (NPM HAIMYHMM), AOJDKHOCTh, afpec M HOMEp
Telle)OHa MEAULMHCKOTO 3KCTIePTa, Ha3HAYEHHOTO OpraHu3allielf, OCyIeCTRIMIOmEH
OpraHu3alfi0O M[POBEJCHHUS KIMHMYECKOTO HCCICHOBAaHHS, Uil MPOBEJCHHS
KJIMHHUYECKOr0 UCCTIeIOBaHUS,

5) dammnmio, uMs, ordecTBO (TNpU HAIMYHM) M JODKHOCTh MCCIIEIOBATENs,
OTBETCTBEHHOI'O 3a NPOBEICHHE KIMHUYECKOTO MCCIEHOBAaHMA, a TaKkXke aapeca H
HOMepa Tene(OHOB KIMHUYECKHX HIEHTPOB;

6) bamunmio, MMs, OT4eCTBO (IIPH HAIWUYUM), NOJDKHOCTb, aJpeC M HOMEP
Tesle)OHa Bpada, OTBETCTBEHHOIO 3a NMPHHSATHE PELICHHN MEIUIMHCKOIO XapaKTepa
(ecnu JaHHOE JIMLO HE SABJISIETCS UCCIIEIOBATENIEM);

7) HaMMEHOBaHHUA U aJipeca KINHUYECKHX JIaOOpaTOpHii M JPYTUX MeIUIIMHCKHUX
¥ (WIM) TEXHUIECKHUX CITyXO6 M OpraHu3alyii, IPUHUMAOMIUX YYaCTHE B KIMHUYECKOM
HCCIIEJOBaHUH;

8) 060CcHOBaHME KIIMHUYECKOTO UCCIIEA0BaHMsl, BKIIOYAIOLIEe:

a) Ha3BaHME M OINHCaHHE HCCIIENAyeMbIX OHOMEIUIIMHCKUX KIIETOYHBIX IIPOLYKTOB
(BrirOYas ruanebo ¥ aKTUBHBIH KOHTPOJIb);
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0) CBOZHOE  M3NIOXXEHHE pe3yNbTaTOB JOKIMHHYECKHX HCCACHOBAHHMH |
KIMHUYECKUX ~ HMCCIEAOBAHMH  (€CIM  paHee  IPOBOAMIMCH)  HMCCIETYeMOTO
OHOMeTUIIMHCKOTO KJIETOYHOrO MPOLYKTA;

B) KPaTKO€ OIMHCAHHE W3BECTHBIX M TOTEHIIMAIBHBIX PHUCKOB U TOJB3BI
IPUMEHEHHUS  HCCIeNyeMoro OMOMEIMIMHCKOrO  KJIETOYHOrO MpOAYKTa  JUIA
MaI[MEHTOB;

) OonuMcaHWe U O00OCHOBaHME CHOCO6a IPUMEHEHHS GHOMEIUIIMHCKOTO
KJIETOYHOTO MPOIYKTa;

1) yKa3aHHe Ha TO, YTO KIHMHHUYECKOE HCCIIEIOBAHNE OyneT HpOBOIUTHCA B
COOTBETCTBHH C IIPOTOKOJIOM KIWHUYECKOrO HCCIENOBAaHUS W  HACTOSIIUMMU
IIpaBunamu;

€) OIMCaHue UCCIeIyeMOi MOMyYJISINY;

K) CCBUIKH Ha JIUTepaTypHble MCTOYHHKM M JaHHblE, HMEIOLME 3HAYEHHE IS
KIIMHUYECKOT0 UCCJIENOBAaHUS U IIPEACTABIAIONINE CO00i 000CHOBaHUE KIMHHYECKOTO
HCCIICOBAHN,

9) nenu u 3a1a4K KIMHHYECKOTO UCCIIEAOBAHHS,

10) onucanme ob1mero miaHa KIMHHYECKOTO HCCIETOBAHMS, BKIIOYAIOIIETO:

a) yKa3aHHe OCHOBHBIX M IOMOJHHUTENBHBIX (TIPY HAJIMIHH) UCCIIeNYEMBIX
IIapaMeTPOB, KOTOPbIE OyIyT OLIEHUBATHCS B XOJ€ KIMHHYECKOTO HCCIICIOBAHUSL,

0) onucaHHe THIA IUIAHA MIPOBOJMMOrO KIMHHYECKOTO HCCIIEI0BAHMS (nBoitHOE
crernoe, IIanebo-KOHTPOIHpyeMoe, Mapajlie/lbHOe M HHbIE BHABI HCCJIENOBAHH) U
rpa@uYecKylo cxeMmy IUIaHa KIHHHYECKOTO HCCIIEIOBaHMUS, IpOLENyp H 3TaroB
KJIMHUYECKOr0 UCCIIEIOBAHMS,

B) OIUCAHUE  Mep, HaNpaBIeHHBIX HAa  MHUHUMH3ALHUIO, HCKIIOYEHHE
CyObeKTHUBHOCTH, B TOM YHCJI€ PaHIOMH3ALIUH, CIIENOro MeToaa (MACKMPOBKH);

I) onMcaHHe NoJ00pa ONTUMAIBHBIX JO3MPOBOK OMOMEIULUHCKOTO KJIETOYHOTO
OpOAYKTa U KypCOB JIEYEHUs I MALUEHTOB C OIpeIeIeHHBIMH 3a00/IeBaHUAMHE, €ro
YIIAaKOBKH U MapKUPOBKH;

1) TPOJO/DKHUTENBHOCTh YYacTHs MallMeHTOB WJIM 3I0POBBIX JOOPOBONBLEB B
KIIMHUYEeCKOM HCCII€A0BAaHHMH, ONIMCAaHHE MOCIIEOBATEIbHOCTH U TIPOJOKUTELHOCTH
BCEX NEPUOJIOB KIMHUYECKOrO HCCIIEN0BaHMs, B TOM YHCIIe MEPHOAa MOCIENYIOIIETO
HaOJIIONCHN, €CIIM TaKOBO# MPeLyCMOTPEH;

€) ONMCaHWe IpaBUI [PUOCTAHOBJIEHHS KJIMHHYECKOTO HCCIEIOBaHMUS,
KpUTEPUEB UCKIIOYEHHUS IS OTAENIBHEIX MTAI[HEHTOB;

) ONKMCaHME NPOLENYpPHl YUeTa HCCIEAYEMOro OMOMEIUIIMHCKOTO KIIETOYHOTO
NpoJyKra, mianebo U OHOMEIUIMHCKOTO KIETOYHOrO MPOAYKTA, UCIONL3YEMOIO B
Ka4eCTBe NPOAYKTa CPaBHEHHS,

3) ONMCaHHEe CMOCOOOB XPaHEHHS PaHZOMH3ALMOHHBIX KOIOB M MPOLELYPHl MX
PaCKpBITHS; ~

M) TEpeYeHb NaHHBIX, PETHCTPUPYEMBIX B WHAMBHAYAIBLHOW pPErMCTPAIIMOHHOMN
KapTe B IMHCbMEHHOM WJIM 3JEKTPOHHOM BHJE U pacCMaTpHUBAaeMbIX B KauyeCTBE
NEePBUYHBIX JAHHBIX;

K) ONMCAaHHE BO3MOXHOCTH pAaCIUMpeHHs IOKa3aHWil Uil IPHUMEHEHHMS
3apErUCTPUPOBAHHBIX OMOMEAULIMHCKIX KIETOYHBIX IIPOAYKTOB IIPH €TI0 M3YYECHHH;

11) xpuTepuu BKIFOYEHHS MALHEHTOB B KJIMHHYECKOE HCCIIEIOBAHME;
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12) KpUTEpHM HCKIIOYEHHS MALMEHTOB M3 KIHHUYECKOTO HCCIIeIOBAHHUS
(OCHOBaHMsS  NIPEKPAINCHHS  [NPUMEHEHHS  HCCIeIyeMOTO0  OHOMEIHIMHCKOTO
KJIETOYHOTO IPOJYKTa, UCCIIETyEMOTO JIeUeHM s );

13) cBenennss 00  HCHONB3yeMBIX B KIMHHYECKOM  HCCIIEOBAHHU
OMOMENMIMHCKMX KIETOYHBIX MPOIYKTaX, BKIIOYas MX HA3BaHHS, MyTH U CIOCOGHI
NIPUMEHEHHUS, MPONODKHTEIBHOCTD JICYEHUs, IEPUOIbBI MOCIEAYIONIEro HaOI0IeHUS
AN K&OXAOH IPYyNIbl MAalMEHTOB, CBEJEHUS O pa3pelieHHBIX [ IPUMEHEHHS
NalMEHTaMU U 3alpelleHHbIX s IpHMMEHEHUs 0 U (WiIKM) BO BpeMsl KIMHUYECKOTO
UCCIeI0OBaHus JIeKapCTBEHHBIX npemnaparax, MEAMLIMHCKUX U3JENHSX,
ClIeLIHAIM3UPOBAHHbBIX NPOAYKTAX JIEYEOHOTO MUTAHUS U MUIIEBBIX MPOLYKTAX;

14) HauMeHOBaHWE M TIPOMCXOXAECHHE KIIETOYHON JHMHUM (KIETOUHBIX JHHHI),
JOILyCTHMOE KOJIUYECTBEHHOE COJEpIKAHHE KJIETOK KJIETOYHOM JIHHUHM (KJIETOYHBIX
JIMHAA) B OMOMETHMIMHCKOM KJIETOYHOM MPOIYKTE, CONEPKAHHE KHU3HECIIOCOOHBIX
KJIETOK KJIETOYHON JIMHWM (KJIETOYHBIX JIMHHH) B COCTaBe GUOMEIUIIHHCKOrO
KJIETOYHOTO MPOAYKTa,;

15) mepedeHr napameTpoB S(P(HEKTHBHOCTH HCCIENYEMOTO GHOMEIHULHMHCKOTO
KJIETOYHOI'O POJYKTa W METOMBI, CPOKH IPOBEJCHUS OLIEHKH, PETUCTPALMY U aHAIIN3a
napameTpoB 3¢ (GEKTHBHOCTH GHOMEJULHHCKOTO KJIETOYHOTO MPOAYKTA;

16) mepevens napaMeTpoB 6€30MaCHOCTH ¥ (V1K) IEPEHOCUMOCTH HCCIIEAYEMOTO
OMOMEUUMHCKOro KJIETOYHOro MPOAYKTa, METOABl M CPOKHM IPOBENEHMS OLEHKH,
pEeTHCTpalliy U aHaJIn3a IapaMeTpoB 6€30MaCHOCTH MCCIIEAYEMOro GHOMEIUIIMTHCKOTO
KJIETOYHOIrO MpPOAYKTa, B TOM YHCJIE BBIABICHHS IMOOOYHBIX NEHCTBMM NpPH HX
NpPUMEHEHHH;

17) TpebGoBanns Kk oOT4YeTaM, MNpOLEAYPE PETUCTPAllUM H COOOLICHHSAM O
HeXeJIaTeIbHBIX SABJICHUSIX U HHTEPKYPPEHTHEIX 32001 BaHUSAX;

18) Meton u mNPONOKHUTENHFHOCTh HAOMIONEHWS 3a MallMeHTaMH I0CIe
BO3HUKHOBEHHUSI HEXeJIaTeIbHEIX SBJICHHIA;

19) onucaHne  CTaTHCTHYECKUX  METONOB  KIMHHYECKOTO  HCCIIeIOBAHHS,
BKJIIOYAIOIIUX, B TOM YHUCIIE:

a) CPOKH IIPOBeICHUS POMEXYTOUHOrO aHAIN3a;

0) IaHMpyeMoe KOIMYECTBO MALMeHTOB ¢ 0GOCHOBAHHEM pa3Mepa BEICOPKH;

B) IPUMEHSAEMBIH YPOBEHb 3HAYUMOCTH KJIMHUYECKOTO HCCIEAO0BAHNU,

I') KPUTEPUH NIpeKpalieH s KIIHHUYECKOTO HCCIIENOBAHUS;

A) TpoUeAypsl YdYeTa OTCYTCTBYIOLUIMX, He TMOMJIEXAIIMX aHAIM3y |
COMHHTEIIbHBIX JaHHBIX;

€) Tpouemypbl COOOIIEHHS 00 OTKIOHEHHSX OT IIE€PBOHAYAILHOTO
CTaTHCTUYECKOIo IJaHa (OTKIOHEHHS OT MEPBOHAYAIBHOIO CTATMCTHYECKOIO IIIaHA
OMHUCHIBAIOTCA M OOOCHOBBIBAIOTCS B IPOTOKOJe U (WIH) (DUHAIEHOM OTYETE O
KJIMHUYECKOM HUCCIIENOBaHNH );

K) mpouedyphl O0TOOpa IalMeHTOB JUIi aHaiu3a (paHIOMHU3MPOBAaHHEIE
MalMeHThl, TMalWeHThl, IONyYMBIIME XOTS OBl OOHY JO3y HCCIELYyeMOro
OHMOMEMIIMHCKOTO  KJIETOYHOTO MPOAYKTAa, BCE MALMEHTHI, COOTBETCTBYIOLIME
KPUTEPHUSM OTOOpa, MAlMEHTHI, JAaHHBIE KOTOPHIX MPHUIOAHBI I OLEHKH, HHBIE
KaTeropuu MaikeHToB),

20) onmucaHne NEWCTBUM 10 KOHTPOJIIO KayecTBa M OOECIEYEHMIO KayecTBa
UCCIIeAyeMOro OMOMEIUIIUHCKOTO KIIETOYHOTO MPOAYKTA;

21) onucaHue 3THYECKUX ACMIEKTOB KIMHUYECKOTO MCCIIEOBAHUS;
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22) onucanue paboTHI C JaHHBIMU H BEJIECHHIO 3aIIHCEI;

23) onucanue mopsaka (UHAHCHPOBAHHS KJIMHWYECKOTO MCCIEOBAHUSA U
CTpaxOBaHMA MALlHEHTOB,;

24) ykazaHMe Ha BO3MOXHOCTb MYOJHKALMH pE3YJbTATOB KIMHUYECKOTO
HCCIIeIOBAHHS.

9. CBomHOe WUBIOXEHHE pE3YJIbTaTOB JOKIMHHYECKHMX M  KIMHHYECKHX
MCCIIeIOBaHUH JJOJDKHO NMPUBOJMTECS B Opolliope Hcciaenoparens (fajiee — Gporiopa),
CoJIeprKallleil, B TOM YHCIIe, CIIEAYIOIIHE CBEICHHU:

1) HaMeHOBaHKe OpraHU3alUK-pa3paboTIMKa OHOMETULIUHCKOTO KJIETOYHOTO
IPOXYKTA, ATy COCTaBIEHHs OPOLIIOPHI, HOMEpP KIMHHYECKOTO UCCIIENOBAHKS, HOMED
BEpPCHH OpOINIOpBI, HOMEP H JaTy MNpeAblAyinedl pemakuud OpOINIOPHl, a TaKKe
yBENOMJIEHHE O KOHOMIEHIMATLHOCTH COAepXalleiics B Heill uHbOpMaIuH,
yKa3bIBa€Mble Ha THTYJILHOM JIUCTe GPOIIIOPEL;

2) HauMeHOBaHHe OMOMEAMLHMHCKOTO KJIETOYHOTO MpPOAYKTa, Ha3HAuYeHHE
OMOMEIMIIMHCKOTO KJIETOYHOro MpoaykTa (MpoQuIaKTHKA, JHACHOCTHKA, JCYCHHUE
3a00/€BaHMI WIIM COCTOSHHUM, COXpaHeHHE OEpEMEHHOCTH U MEIUIIMHCKAs
peabumuranys), THN OHOMETHIMHCKOTO KJIETOYHOrO IPOAYKTa (ayTONOTHYHBIH,
aJUIOTeHHbIH, KOMOMHUPOBAHHBIN) M MOKAa3aHHUSA K NPHUMEHEHHIO OGHOMEIUIIMHCKOTO
KJIETOYHOIO MPOAYKTa (YKa3bIBalOTCS OCHOBHBIE KPUTEPHUHM BKIIIOYEHHS IALIUEHTOB B
KJIMHUYECKOE UCCIIEZIOBaHUE);

3) KpaTKoe  pe3ioMe 0  OHOJIOTHYECKHX, MUKpPOOHOJIOTHYECKHUX,
UMMYHOJIOTHYECKUX, TOKCHUKOJOTHYECKHX, (apMaKOJOTHYECKHX, (PU3HYECKHX,
XMMHUYECKUX, KIHMHUYECKHX M JPYT'HX CBOWCTBaX HMCCJIELYEMOro GHOMEIUILMHCKOrO
KJIETOYHOTO IIPOAYKTa, 0OOOCHOBaHME IJIsl M3YUEHHS UCCIIEAyEMOro GHOMEIULIMHCKOTO
KJIETOYHOIO MpOAYyKTa, OXHUIAeMble NpOQUIaKTHYECKHE, NHArHOCTHYECKHE  HIH
neyeOHbIE peaklWH, CBS3aHHBIE C €ro IpUMeHeHHeM, a Takke 06 sddexre
B3aNMOJIEUCTBHSA UCCIENYEMOro OHOMEAUIITHCKOTO KIETOYHOTO MPOAYKTa C JPYTUMH
OHOMEMLIMHCKIMHU KIETOYHBIMH IPOAYKTaMH, JIEKapPCTBEHHBIMHM MpENapaTaMH H
(MM) METMIMHCKUMHU U3IETHSAMH, TUIIEBEIME POAYKTAMHM, B TOM YHCIIE:

a) CBEJIEHHs O JIEKapCTBEHHBIX IIpenapartax Ui MEIULHHCKOrO NpUMEHEHMS,
BXOAALIMX B COCTaB OHOMEIHIHMHCKOTO KJIETOYHOTO MPOAYKTa, BKIIKOYAs
HAaMMEHOBAHMs JIEKAPCTBEHHBIX MpenaparoB (MeXIyHapOAHBIE HENMaTeHTOBaHHBIE,
WM TPYNIIMPOBOYHBIE, MM XHMMHUYECKHE), HAMEHOBAHHUS MPOU3BOJHUTENIEH, AaThl U
HOMEpa PETUCTPAalOHHBIX YJOCTOBEPEHHUH, HOMEpa HOPMATHBHBIX IOKYMEHTAIIHIA,
00OCHOBaHME BKIIIOYEHHA B COCTaB OMOMEAMIMHCKOTO KJIETOYHOrO MpPOLYKTa,
KOJIMYECTBEHHOE COZIeP)KaHHUE;

0) cBeleHH O MEAMIMHCKUX U3ENHSX, BXOMAIIUX B COCTaB OHMOMETUIIMHCKOTO
KJIE€TOYHOr0  IpPOAYKTa, BKIIOYas HAaWUMEHOBAaHWS  MEIULUHCKAX  H3IEIIHA,
HaMMEHOBaHMs NIPOU3BOIUTENEH (M3roToBUTENEH ), TaTHl U HOMEpa PEerHCTPALlHOHHBIX
yIOCTOBEPEHUH, PpEKBU3UTHl HOPMATUBHOW JOKyMEHTAaI[MH, KOJIHYECTBEHHOE
cofiepkaHue B OGHOMETUIIMHCKOM KJIETOYHOM MPOIYKTe, OOOCHOBaHHE BKIIIOYEHHS B
cocTaB OMOMEIUITHCKOTO KJIETOYHOT'O MTPOIYKTa,;

4) onucaHWe OHONOTHMYECKHMX ¥ MHBIX XapaKTEPUCTUK OHOMEIUIIMHCKOTO
KJIETOYHOTO0 MpOAYyKTa (CHOCOOHOCTh K 3aMEILEHHIO CTPYKTYp W (Win) (QyHKUuid
TKaHeW U OpPraHOB 4YeJOBEeKa, CIIOCOOHOCTh K BOCCTAHOBJIEHHIO CTPYKTYPHI M (HJIH)
¢GyHKIMM TKaHeil M OpraHoB 4elloBeKa (pereHepaTHBHBIE CBOMCTBA), KOPPEKIUs
UMMYHHBIX peaKIHid, 3KCIPECCHs KIETOYHOTO TePaeBTHYECKOro areHTa, HHOE);
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5) pe3ynbTaThl MOKIHHUYECKMX HCCIIENOBAaHUHA OHOMEIULMHCKOrO KJIETOYHOIO
IpOAYKTa, BKIIOYAIOUIME pPE3yNbTaThl OHONOTHYECKHX, MHKPOOHOJOTMYECKHUX,
MMMYHOJIOTUYECKUX, TOKCHKOJIOIHYECKHX, (apMaKOJOIMYECKUX, (PU3MYECKHUX,
XUMUYECKUX W APYTHX HCCIENO0BaHUM OGMOMEIHIIMHCKOTO KIETOYHOTO MPOAYKTa B
LeNsAX BBISBICHHS CIELU(UIECKOrO MeXaHW3Ma [eMCTBHS Takoro MNpOAYyKTa,
NMOMyYeHUs. [OKa3aTeNbCTB €ro 6e30NacHOCTH, KauyecTBa W 3¢ GEKTUBHOCTH, C
ONKMCAaHUEM, B TOM YHCIIE:

a) WCIIONB30BAHHBIX BHJOB XHUBOTHBIX C YKa3aHHEM HX KOJHYECTBA W MOJA B
KQXXJ0U rpymie;

6) eMHUI K3MEPEHHS ONTUMAIIbHBIX IO3UPOBOK M CIOCOBOB IPUMEHEHHSI;

B) CHCTEMHOTO  paclpeiesieHHus, IIPOAOKUTETHHOCTH HOCIIEAYIOIIETO
HaOMIOZIEHHsT IOCNe OKOHYAHWS NPUMEHEHHS OHUOMEIMLHHCKOrO KJIETOYHOIO
NPOIYKTa,

I) XapaKTepa TOKCHYECKUX U UHBIX 3(Q(EKTOB, MX BHIPAXEHHOCTH HIH CTENEHH
TSDKECTH, BPEMEHH JI0 HACTYIUIEHHS, 00paTUMOCTb, IPOOIKHTEIBHOCTE 3 (PEKTOB;

/1) TOKCUKOJIOTUH  (ONHCAaHHE  TOKCHYECKMX  3P(EKTOB  MCClIeayeMoro
OMOMENMIIMHCKOTO KJIETOYHOTO TMPOMAYKTa, BBIABICHHBIX B HCCIENOBAHUAX HA
YKMBOTHBIX Pa3HBIX BUAOB (IIpH HEOOXOIMMOCTH), BKIIIOYAs CBECHUS O TOKCHYHOCTH
IIpA OTHOKPAaTHOM M MHOTOKPaTHOM IIPHMEHEHHH, KaHLEPOr€HHOCTH, CIELHAIbHbIX
MCCIeIOBaHUsIX  (MECTHO-pasfipakalolliee M aUIEprU3UpyIollee  JeiCTBHE),
PeNpOAyKTUBHON TOKCUYHOCTH, FeHOTOKCHYHOCTH (MyTareHHOCTH );

6) onmcanue >(hPEKTOB NPUMEHEHHMS HCCIEAYEMOT0 OHOMEIUIIMHCKOTO
KJIETOYHOTO IIPOYKTA Y YeJIOBEKa, B TOM YHCIIE:

a) KMHETUKHM (BKIIOYas MeTaboNIM3M, BCachlBaHME, CBA3BIBAaHHE C OeJIKaMe
IIasMbl, pacnpefesieHhe W BBIBEJEHHE) M  OHONOCTYNHOCTH HCCIIELYEMOTO
OMOMEIMIMHCKOrO  KNIETOYHOrO  HPOAYKTa,  B3aUMOAEHCTBHS  MCCIIEYEMOTO
OMOMEIMIMHCKOTO KIETOYHOrO MpoAyKTa (C JIEKAPCTBEHHBIMH MperapaTaMi,
MEJMLIUHCKAMH H3JECIUAMH, MUIIEBEIMA NPOAYKTAaMH, JPYTHMH OHOMEIUIUHCKUMH
KJIETOYHBIMH IIPOAYKTAaMH), APYTHX UMEIOLIMXCS JAaHHEIX 110 KHHETHKE;

6) maHHBIX 10 6€30macHOCTH, [WHAMHKe, S(PHEKTHBHOCTH MCCIIETyeMOTo
OMOMEIUIIMHCKOTrO KIETOYHOrO MPOIYKTa (M ero MeTaGoNMTOB, €Cll €CTh JIaHHEIE),
IOJIyYCHHBIX B XOJi€¢ IPOBEACHHBIX KIMHMYECKHX HCCIENOBaHUN (C ydacTHeM
3M0POBBIX JIOOPOBONBLEB U (MIH) NMALHEHTOB) U HHTEPIPETALMS 3THX NaHHBIX (IO
3aKOHYCHHBIM KIHHMYECKMM HMCCIENOBAHUAM JOJDKHBI TPENCTABIATECA CBOIHEIE
OTYETHl MO 3(PQPEKTMBHOCTH U O6€30MacCHOCTH HCCIEAYEMOro OHOMEAULMHCKOTO
KJIETOYHOT'O MPOAYKTa, & TAaKXKe CBOJHbIC TaOIHULBI HeXeaTeIbHBIX Peakiyii 110 BCeM
KIMHAYECKUM HCCIICIOBAaHHUSAM, OIHMCHIBAIOTCS 3HAYMMbIe pas3liduus B XapakTepe U
4acTOTE HEXXeNaTeNbHbBIX PeaKIIHii);

B) IOCTPETUCTPALIHOHHOTO OIlbITa NpUMEHEHUs UCCIIElyeMOTO
OMOMEULIMHCKOTO KJIETOYHOrO MPOAYyKTa (IIPpH HAJTMYHH);

7) MHCTPYKLUMH JUIS HCCIEIOBaTels MO JWATHOCTHKE M JIEYEHHIO MOGOYHBIX
HAEUCTBUH, HEXENaTeJIbHbIX pEaKLUH, Cepbe3HBIX HeXeJNaTebHBIX PEeaKIlHii,
HEMIPEIBUJICHHBIX HEXEJIATeNIbHbIX PEeaKUUi IpH IpPUMEHEHHH OMOMENUIIMHCKUX
KJIETOYHBIX TPOJYKTOB.

10. Oruer o pe3yinbraTax KIHMHHYECKOTO HCCIENOBaHMs (ajiee — OTYET) JODKEH
COCTaBIISATECS B NIMCbMEHHON (popMe opraHu3aiueil, OCYIIECTBISIOMIEN OpraHUu3aImIO
NPOBEACHUS KJIMHUYECKOTO HCCIIeIOBaHUS OHMOMEIULIMHCKOTO KIETOYHOIO MPOLYKTa,
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Ha OCHOBAaHUHM 3aKIIOYEHWH MEJMIMHCKUAX OpraHU3alMii, NPOBOAUBIIUX 5TO
HCCIIEIOBaHME, U BKIIIOYAET, B TOM YHUCIIE:

1) TUTYJIBHYIO CTpaHHILY, Ha KOTOPOM YKa3bIBAIOTCS:

a) Ha3BaHHUE OTYETA;

0) HazBaHKe OGHOMETMIMHCKOrO KJIETOYHOTO MPOXYKTa;

B) COCTaB OHOMEIUIIMHCKOrO KIETOYHOrO MNpPOAyKTa (BKJIIOYas CBEIEHHS O
JIEKapCTBEHHBIX TMpenaparax Ajis MEAULHUHCKOTO MPUMEHEHHS W (M) MEAMIUHCKUX
U3JIeNs, CONCPXKAIMXCA B HCClelyeMOM OHOMEeIHIPHCKOM KIETOYHOM IPOLYKTE
(npu HaNWYUK);

r) H3y4aeMoe IIOKa3aHWe K NPMMEHEHHIO OMOMEIHIMHCKOTO KJIETOYHOTO
OPOAYKTa,

J1) KpaTKOe ONMCaHHe TLIaHA KJIMHHYECKOTO HCCIENOBaHHs, HAaTHYHe MPOIyKTa
CpaBHEHHS, IPOJODKMTEIBPHOCTh KIMHUYECKOTO MCCIEAOBAHUS W KOHTHUHIEHT
HaIEeHTOB, .

€) HaMMEHOBaHME OPraHH3allMH{, OCYIUECTBISIONICH OPraHM3alMI0 TPOBEIEHUS
KJIMHUYECKOTO UCCIIeIOBaHUS,;

K) MIEHTHOHKALIMOHHBIH HOMEpP MPOTOKOJIA KIMHHYECKOTO UCCIIEOBAHMS;

3) (a3bl KIIMHUYECKOTO HCCIIEAOBaHMS;

1) J1aThl Ha4ana ¥ OKOHYaHHsl KIIHHMYIECKOIO MCCIIEJOBaHuUS;

K) 1aTa COCTaBJIEHHS OTUYETA;

) cBelieHHst 06 HcclenoBaTeNie, PyKOBOAHMTENE MEIUIHMHCKOM OpraHM3alliy,
OTBETCTBEHHOM MPEICTaBUTENE OpraHU3aUUH, OCYLIECTBIAIOMIEH OpraHM3aIHUIo
IIPOBEJICHUS KJIMHNYECKOTO HCCIIEIOBAHHUS;

2) pe3toMe — KpaTKoe ONUCaHHE MPOBEAECHHOrO KIMHMYECKOTO MCCIENOBaHUS C
YHMCJIOBBIMH JAHHBIMH 1Sl WUTIOCTPALMH PE3YJIbTATOB;

3) ornasieHue, BKIIOYas epeyueHb U PacloioKeHHe MPUIOKEHUH, TabmIuIy;

4) nepedYeHb COKpalIeHUH 1 ONpe/ieNieHHe TEPMUHOB, HCIIONB3yEMBIX B OTYETE;

5) Ha3BaHus U afipeca MECT HaXOXKAEHUS MEAUIIUHCKMX OPraHu3alliii, B KOTOPBIX
IPOBOAMIUCH KIIHHUYECKHUE UCCIIEIOBAHNUS;

6) 1enu 1 3aa4u KIMHUYECKOTO HCCIIEIOBaHMS;

7) nnaH NPOBEAECHHOIO KIMHUYECKOTO HCCIETOBAaHUSA, BKIIOYAIONIUI, B TOM
quce:

a) oOIMii TUIaH, MIaH-OMUCAaHHE KIMHHYECKOTO MCCIIENOBAaHMS M CXEMATHYECKOE
1300pa’keHUe 3TANOB U NPOLEAYp KIMHHIECKOTO HCCIIEN0OBaHHUS;

0) o6ocHOBaHMe ITaHa KIIMHUYECKOTO KCCIIEI0BAHNS,;

B) KpHUTEpUH BHIOOpA TTOMYJISALIUM;

I) HasHAYeHHOE JICYCHHE, UACHTH(DUKALMS HCCIEAYEMBIX OHOMEIUIMHCKUX
KJIETOYHBIX IPOAYKTOB, METOJBl paclpeleNeHns MalMeHTOB II0 TIpyInaM
(panmoMm3alus), J03bl M BpeMs IpHeEMa HCCIELYEMOro OHOMEIHUIHHCKOTO
KJIETOYHOT'O NMPOIYKTa, MPeALIEeCTBYIOIAs H COMyTCTBYIOIIAs Tepanus;

o) JaHHble 00 3¢dexkTHBHOCTH U 0€30MaCHOCTH  HCCIEAYEMOro
OMOMEIULIMHCKOTO KJIETOYHOrO0 TNpoaykTa (OleHka W rpaduk oOmpeAencHus
nokazareseii 3¢)(peKTHBHOCTU U 6€30MacHOCTH);

e) crnocoObl o0ecredyeHus] KayecTBa M JOCTOBEPHOCTH IIONyYEHHBIX IaHHBIX,
BKJIIOYAsl JaHHbBIE ayTUTa, Pe3yIbTaThl HHCIIEKIHA, €CITH MPOBOIUIIHCE;

) U3MEHEHHS, BHECEHHBIE B TIPOTOKOJ KIIMHMYECKOTO UCCIIEA0OBAHMS;

8) cBefieHys O MallIEHTaX U PacIpeeIeHHH KX 110 rpyIiam;
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9) cefienust 06 OTKIIOHEHUSX OT MPOTOKONA KIMHAYECKOTO HCCIIeIOBAHHS,

10) ouenky 3(¢heKTHBHOCTH GHOMENHMIMHCKOTO KIETOYHOTO MPOIYKTa, B TOM
qucIe:

a) COBOKYNHOCTh JAHHBIX, MNOMJNEXABIIAX aHAIW3y MpPH HPOBELCHUH
KIMHAYECKOTO UCCIIEAOBAHMS,

0) nemorpaduyeckue JaHHBIE O MALUEHTAX,

B) CBEJICHUS O COOJIOACHHUY MTAlIHEHTAMHU CXEMBI IIPUMEHEHHUS GHOMEIUIIUHCKOTO
KJIETOYHOTO MPOIYKTA;

I) pesynbTaThl OLEHKH O()(EKTHBHOCTH: CTATHCTUYECKHE, AHAIMTHYECKHE
JIaHHBIE, BBIBOJIbl OTHOCUTENBHO 3P (PEKTUBHOCTH;

11) cBenenns o 6e30maCHOCTH GHOMEAMIIMHCKOTO KJIETOYHOTO MPOAYKTa, B TOM
() X ,

a) moOoYHBIe JEHCTBHS, HeXellaTelbHble PEaKlUM, Cephe3Hble HeXenaTelbHbIe
peaKklMy, HENpPEeIBUICHHbIE  HEXeNaTellbHble peakUMd 0pd  IPUMEHEHHH
HCCIIelyeMOro OMOMEIMIIMHCKOTO KJIETOYHOIO IPOAYKTa, KOTOpble HAGIIOAANNCh Yy
HaINeHTOB;

0) oLieHKa KIMHUKO-1a00paTOPHBIX OKa3aTenels;

B) MAapaMeTphl JKU3HEHHO BAXHBIX (QYHKLMH OpPraHM3Ma MAaLHeHTOB, NaHHbIE
OOBEKTHBHOTO HCCIEJIOBAaHMS M Jpyras wuHpOpMamus 06GCIe0BaHHs, KOTOpas
KacaeTcs BOIIPOCOB 6€30MaCHOCTH MaIlMEHTOB;

12) B BHOe npunoxeHHH K OTYETY INOJDKHBI MPEACTABIATECS CIEAYFOIIHE
CBEJICHUS: 4

a) TabJHLBI, PUCYHKH, TPapUKH, HA KOTOpPBIE MPUBOASATCA CCBUIKM B OTYETE, HO
KOTOpBIE HE BOIIUTH B TEKCT OTUETA;

0) NpOTOKOJ KIIMHUYECKOTO UCCIIEJOBAHKS U MIOTIPABKH K HEMY;

B) oOpasel MHAUBUIYaIbHOM PETHCTPALHOHHOMN KapPTHI;

r) o0pasupl  NHCbMEHHOH HHGOpMamMM I MANMEHTOB H  dopMma
MH(QOPMUPOBAHHOTO JOOPOBOJILHOIO COTJIACHS;

1) IEpEYEHb U XapaKTePUCTHKHU UCCIIEIOBATENEH U IPYTMX OTBETCTBEHHBIX JIHIL;

€) aHaJIUTHYecKas NOKyMEHTAalUs, B Cilydae MCIOJB30BaHUS B HCCIIENOBAHHU
Oonee ONHOH cepHM HCCIETyeMOro OHOMEIMLMHCKOrO KIETOYHOIO MpPOAYKTa —
NEePEYHH KOJOB MAlMEHTOB, MOJY4aBIIUX OHOMEIUIMHCKHE KJIETOYHBIE MPOMYKTHI
pas3HBIX CEepUK;

XK) cXxeMa paHJOMH3aLUM U Kojbl (MOCHTH(HUKAIUSA CYOBEKTOB KIMHMYECKOTO
YCCIIEIOBAaHUS ¥ Ha3HAUCHHOE JICYeHHE),

3) AaHHble ayauTa (IIpU HATHYHH ),

1) JOKYMEHTALHUs 0 CTATUCTHIECKHM METO/IaM;

K) AOKyMeHTalus no nabopaTOpHO# CTaHIapTH3ALMH METOAOB M OO€CIeYeHHUs
Ka4yecTBa MpOoLEAyp, €ClIU NPUMEHSIINCE;

1) nyOnuKanuM, Ha KOTOPBIX OasuWpyeTcs MPOBENEHHOE KIHHMYECKOE
HCCIIeIOBaHHeE.

II. Opranmsanys nposeaeHus
KIMHUYECKOTO UCCIIE0BaHUS



10

11. Opranuzauuio npoBeleHMsT KIMHHYECKUX HCCIEIOBAHUN OHOMEIUIIHHCKIX

KJIETOYHBIX MPOAYKTOB OCYILIECTBISIOT (Jajieeé — OPraHU3aTop KIHHHYECKOTO
UCCIIeJOBaHM): |

1) opranusauus, obnajaromas mOpaBaMH Ha pe3ylbTaThl JOKIMHMYECKUX
UCCIEOBaHUH  OMOMEIUIMHCKOTO  KIETOYHOrO  MPOAYKTa,  KIMHUYECKUX

HCCIIEIOBaHUI OMOMENUIIMHCKOTO KJIETOYHOTO MPOAYKTa W (WiIM) HAa TEXHOJOTHIO
IIPOM3BOACTBAa OMOMEAUIIMHCKOrO KJIETOYHOTO MPOAYKTa;

2) oOpasoBarenbHas OpraHMu3alus BHICIIEr0 00pa30BaHMS;

3) obpazoBaTenbHas OpraHM3alys [JOMOJHHTENBHOIO  IPO(PECCHOHANBHOIO
obpa3oBaHus; ,

4) Hay4Has OopraHH3aIus.

12. Knuaudeckoe MCCIEAOBaHHE JOMKHO MPOBOAWUTBCS 110  MPOTOKOINY,
pa3paboTaHHOMY OpPTaHU3aTOPOM KIMHHYECKOTO HCCIIENOBAHMS WM IPHBICYEHHBIM
UM IOpHAWYECKUM JUIOM. OpraHu3aTopoM KIMHHYECKOTO HCCIIEIOBAaHHS MOTYT
BHOCHTELCS H3MEHEHHS B IIPOTOKOJ B JOpMeE MONpPaBOK, OPOPMIIEHHBIX B IIMCBMEHHOM
BHJI€ IIOCPEICTBOM OIMCAHWS H3MEHEHHWH Wi OQHUUHAIBHBIX pa3biICHEHHM
MPOTOKOJIA.

13. Opranuzarop KIMHHYECKOTO HUCCIIEI0BAHMS:

1) no Havana  KIMHHMYECKOTO  MCCIEJOBaHHMS  MOJNy4aeT  paspelIcHHe
MunncTepcTBa Ha IPOBEACHHE KIIMHUYECKOTO HCCIIEIOBaHUS;

2) ycTaHaBIUBaeT U paclpelelseT npaBa, 00I3aHHOCTH U OTBETCTBEHHOCTh BCEX
JIU1, y9aCTBYIOIIMX B KJIMHHYECKOM HMCCIIEJOBAHUH;

3) yIBepxAaeT [MOKYMEHTHl 10 TMOPSAKY MPOBEIEHHUS  KIMHUYECKOrO
UCCIIe[IOBaHus, cOOpy, perucTpaludyd W TpPEeACTaBlIeHHs MaHHBIX B COOTBETCTBUHM C
IPOTOKOJIOM M HactosmmMu [lpaBunamu (manee — craHmapTHBIE — OIEpPAIlHOHHBIE
IpoLeypsl OpraHNu3aTopa);

4) nepecmatpuBaeT OpoLIIOpY He pexe OIHOrO pasa B ToN M, IpH
HEOOXOOMMOCTH, JOMOJHJAET HOBBIMH [aHHBIMH, TMPEAOCTABISAET aKTYallbHYIO
peaakuuio OpOLIIOPbI UCCIIEA0BATEITIO;

5) npu NMpOBEAECHUH KIMHUYECKOro HCCIENOBaHHS OCYIIECTBISET BHEIPEHHE W
HNOJJIEP)KaHUE CHUCTEM OOecrneyeHHs M KOHTPOJS Ka4ecTBa B COOTBETCTBHH CO
CTaHJApTHBIMHU ONIEPALIMOHHBIMHU IPOLIEAYPAMHU OPraHH3aTopPa,;

6) Ha3HavaeT UL, 00JaJalOMUX HEOOXOMUMBIMU 3HAHUSMH U KBaJH(UKaLHeEH,
KOTOPBIE OKa3bIBAalOT KOHCYJIBTAaTUBHYIO IMOMOIIb HKCCIIEIOBATENAM II0 BOIMPOCAM
MEIUIMHCKOr0 XapakTepa IIpy IPOBEAeHUH KIMHHYECKOTO UCCIIeI0BaHus;

7) ucrionb3yeT ~ MPUCBOEHHBI  HCCIEAOBaTe]eM  KaKIAOMY  IAI[HEHTY
UACHTU(PHUKAIIUOHHBIM KOJ (YHUK&JIBHBIH HOMEp, cocTosumii u3 mudp u (Win)
OyKBeHHBIX 00O3HAuU€HHUH, UCIONB3yEMbIH BMECTO (paMUIIUM, UMEHHU, OT4ecTBa (TpU
HaJIMYWK) TMalUeHTa B OTYeTaX O MOOOYHBIX ACHCTBHUSAX, HEXKEJATEIIbHBIX PeaKIusIX,
Cepbe3HBIX HEXEeJIATeJIbHBIX PeaKIHIX, HePEABUICHHBIX HEXEIATeNbHBIX PeakuIX U
Apyrux JNaHHBIX Uil oOecriedyeHus KOH(QUACHIHUAIHHOCTH €ro JHYHBIX NaHHBIX U
HO3BOJIIOIIMIA HAEHTH()PULIUPOBATH BCE AaHHBIE [0 KAKAOMY IALIUEHTY);

8) obecrieynBaeT BeNeHHEe WHAWBHIYaJbHOW pPErUCTPAllMOHHON KapThl B
OTHOILIEHUH Ka)XIOTo rnanuenTa (Ha 6yMaXHOM HOcHTese U B (opMe 3JIEKTPOHHOTO
JOKYMEHTa), B KOTOPYIO IO/DKHa BHOCHTHCA HHPOpPMAlisi B COOTBETCTBHH C
IIPOTOKOJIOM (Jajiee — MHAUBUAYaJIbHAs PETUCTPALIMOHHAS KapTa);
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9) npurumaer pemenue 00 00pa3oBaHMH HE3aBHCHMOTO KOMHTETa II0
MOHHMTOPHHTY JAHHBIX JUIsI OLIEHKM ITPOBOJAMMOIO KIMHHYECKOTO MCCIIeJOBaHHS,
paccMOTpeHHs JaHHBIX MO 0e30macHOCTH U 3(P(EKTUBHOCTH HCCIIETyeMOro
OMOMETUIIMHCKOTO KJIETOYHOTO TMPOAYKTa, B TOM YHCII€ C LEIbI0 BBIPAOOTKH
pEKOMEHAALMNA O 1eeco00pa3sHOCTH MPOAOJDKEHHS, TNMpeKpalmleHUus KIMHUYECKOTO
UCCIIEIOBAHUS W BHECEHUS B U3MEHEHUH B IPOTOKOJ;

10) obecrieurBaeT XpaHeHHE JIOKYMEHTOB, OTHOCSIIUXCS K KIHHHYECKOMY
UCCIICIOBAHUIO, MPH IPEKpallleHUHd KIMHUYECKOH pa3paboTKu HUCCIeayeMoro
OMOMETUIIMHCKOTO KJIETOYHOTO MPOAYKTa II0 OOHOMY, HECKOJBKHM HJIH BCEM
MOKa3aHUsAM, B COOTBETCTBHH C 3aKOHoAarelbcTBOM Poccuiickoit ®Penepamuu 00
apXWBHOM JIeTIe;

11) npu npekpamieHdH KIMHHYECKOTO HCCIEIOBAaHUA OHOMEIUIIMHCKOTO
KIeTOYHOrO INpOAyKTa coo0maer o0 O5TOM Yy4YacTBYIOUMM B KIMHUYECKOM
UCCIIEIOBAaHUH HUCCIIEIOBAaTEeNIIM W MEIUWIMHCKUM OpraHu3alusM, B KOTOPBIX
OCYIIECTBIISIETCS MPOBEIEHHE TAKOTO UCCIICIOBAHNUS;

12) ocymiecTBisieTr BBIOOP MEOUIMHCKMX OpraHM3alMii i MpOBeACHUS
KJIMHUYECKOTO UCCIIeI0OBaHUS;

13) ocymiecTBiseT BEIOOp HCCIieIoBaTeNeH;

14) Ha Bcex sTamax KIMHHYECKOTO HCCIENOBaHUS (OT pa3pabOTKU IMPOTOKOIA,
WHIUBUYyabHOM pETrMCTPAllMOHHOM KapThl, IJaHA CTaTUCTHYECKOTO aHANW3a, UL
o0IIero pykoBOACTBAa KIMHHYECKMM HCCIelOBaHHEM, paboTel C JaHHBIMH,
BeprU(UKALUKA HAHHBIX [0 TIPOBEJEHHS CTAaTHUCTUYECKOro aHajliu3a IOJy4eHHBIX
JAHHBIX M TOATOTOBKH NPOMEXYTOUYHOTO U (MHAIBHOTO OTYETOB O KIMHHUYECKOM
HCCIIeTOBAaHNH ) PUBJIEKAET JIHII, 00IaJal0NINX COOTBETCTBYIOLIECH KBaTH(pUKaLIUEH;

15) obecneuynBaeT KOHTPOJIb 3a Ka4eCTBOM M IIOJIHOTOM INOJy4YE€HHBIX B XOZE
KJIMHUYECKOTO UCCIIeJOBAHNUS TaHHbIX.

14. Tlpu uCHONB30BaHWM OIIEKTPOHHBIX CHUCTEM M paboThl € JAaHHBIMU
KIMHHYECKOTO UCCIEeNOBaHUS U (MJIM) SJEKTPOHHBIX CHUCTEM YJAJICHHOIO JOCTyIa K
yKa3aHHBIM JaHHBIM OPrraHU3aTOp KIMHUYECKUX UCCIIEIOBaHUMI:

1) obecrieynBaeT W JAOKYMEHTAJIBHO OQOpPMISIET COOTBETCTBHE CHCTEM
3JIEKTPOHHOM 0OpaGOTKH JaHHBIX TpeOOBaHHUAM K IOJHOTE, TOYHOCTH U HAAEXKHOCTH
JAHHBIX, a TakKXe CTaOWIBHOCTh HOCTIDKEHHS TpeGyemoro pesynpTata (zJaiee —
BaJIMIANUs JAHHBIX);

2) yTBepXXJaeT CTaHJApTHBIE OMNEpAaliOHHBIE TPOLEAYPbl HCIIOJIB30BaHUs
AJIEKTPOHHBIX CUCTEM;

3) obecrneunBaeT pabOTy 3JIEKTPOHHBIX CHCTEM TaKUM 00pa3oM, 4TOOBl NpH
W3MEHEHHH BBEJEHHBIX NaHHBIX BHOCHMBIE W3MEHEHHs ObUIM 3al0KyMEHTHPOBaHBI U
paHee BBeJICHHbIE JaHHbIE He ObLIN yAaJIeHBI;

4) obecrieynBaeT CHCTEMY 3allUThl AAHHBIX KJIMHWYECKOIO HCCIeNOBaHuA,
NpEeAOTBPAILAIONIYI0 HECaHKIIHOHUPOBAaHHBIH JOCTYN K [aHHBIM, B TOM 4HCIIE
IIOCPEICTBOM YTBEPXKICHHS CIUCKA JIUI, UMEIOIIUX JOCTYI K JaHHBIM KIMHUYECKOTO
UCCIIEZIOBAHUSI C MPABOM BHECEHMS B HMX W3MEHEHHMH M PE3EPBHOIO KOIHPOBAHMS
INaHHBIX; ,

5) obecme4nBaeT COXPAHHOCTh MACKHUPOBKM KJIMHHUYECKOTO HCCIIE0BaHuA,
IPOBOJMMOrO CJIETIBIM METOZOM, IpH BBOJAE M 0OpabOTKE NAaHHBEIX B JJIEKTPOHHOM
CHCTeMe.
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15. Opranu3aTop KJIMHMYECKOTO HCCIIENOBaHMS IIPEJOCTABISAET MCCIIEN0BATEIO
M MEJMIIMHCKON OPraHU3al{y MPOTOKOJ KIMHHYECKOTO UCCIIeNOBaHNs U OpolIopy B
TeKylIed pemakii¥ 10 MOJIHMCAaHUA C MEIULMHCKON OpraHM3alldel IoroBopa Ha
NpoBelcHHE KIMHAYECKOTO MCCIEIOBAaHMA M IPENOCTaBIsIeT BpeMs  Uis
03HAKOMIJIEHHS C MPEIOCTaBICHHOW HH(POpMaLUeH.

16. Opranu3aTop KIMHAYECKOTO HUCCIEN0BAHUS JOJDKEH IIOJYYHUTh ITHCbMEHHOE
coriacue HCCIENOoBaTeNs ¥ YIOJHOMOYEHHOTO JHLA MEAMLIMHCKOM OpraHu3aruu
HOCPEICTBOM MOIMCAHHS IPOTOKOJA MK APYTOro JOKyMeHTa Ha:

1) mpoBefieHHe KIMHUYECKOTO HCCIIENOBAHUSI B COOTBETCTBHM C IPOTOKOJIOM,
HacroaMu IlpaBuiamu W TpeOoBaHUSAMHM  3aKOHojaTenbcTBa Poccuiickoit
denepanyu 0 GHOMETUIIMHCKUX KJIETOYHBIX IIPOAYKTaX;

2) cobnrofieHre  TIpOLeNyphl  PEerHcTpal¥d M NPEACTaBICHHS  JAaHHBIX
KJIHHUYECKOr0 UCCIIeIOBaHMS;

3) npoBefieHHe MOHUTOPUHTA U ayANTa KIMHUYECKOr0 HCCIIEIOBAHMS,

4) XxpaHeHHe JOKYMEHTOB, CBSI3aHHBIX C IPOBEJACHHEM  KIHHHYECKOTO
HCCIIEIOBAaHMs, 0 TeX IOp, MOKa OpPraHU3aTop KIMHUYECKOIO HUCCIENOBAHHMA HE
COOOILMT HCCIIENOBATENI0 U MEIHUIHUHCKON OpraHu3alyH, YTO HAaHHbIE JOKYMEHTHI
MOTYT OBITh YHUYTOXXEHBI.

17. Opranu3aTop KJIMHUYECKOTO UCCIeJoBaHUsA 00543aH B Ka4eCTBE CTPaXxoBaTeJIs
CTpaxoBaTh PUCK NPHYMHEHHS Bpela >KU3HH, 3AOPOBBIO NALIMEHTAa B PE3YJIbTaTe
MPOBeJIeHHs KIMHNYECKOTO HCCIIeNOBaHMs OHOMEIUIIMHCKOrO KJIETOYHOIr0 MPOayKTa
3a CBOM CYET ITyTeM 3aKIIOUeHHs JOroBopa 00s13aTeIbHOIO CTpaxOBaHUA .

18. OpraHuzaTop KIHHHYECKOTO HCCIENOBAaHHUS JOJDKEH HMETh MaHHBIE II0
Oe3omacHOCTH ¥ 3()(EKTUBHOCTH HCCIEAYEMOro OHOMEIUIMHCKOIO KJIETOYHOTO
IpoAyKTa, OOOCHOBBIBAIOIIME €ro NPHMEHEHHE, a TaKXkKe OOHOBIATH OpOINIOpY O
Mepe TOJIyYeHHs B paMKax IIPOBeIeHHs KITMHUYECKOrO UCCIIE0BaHM HOBBIX JaHHBIX,
BIUSIOIUX Ha 3({EeKTHBHOCTh U 6e30MacHOCTb UCCIEAYEMOro GHOMENHIMHCKOTO
KJIETOYHOTO MPOJIYKTa.

19. Ilpu npoBeneHUU KIMHUYECKOTO HCCIEN0BaHHMs OPTaHU3aTOp KIMHHYECKOTO
UCCIIEZIOBaHUA  O0ecleYnBaeT HCIONb30BaHUE OHOMENMLIMHCKOTO  KIIETOYHOI'O
npoxykra (IpOAyKTa CpaBHEHHS, IUIanebo0), MMEIOIIEr0 COOTBETCTBYIOIIHE
[I0Ka3aTeJH KadecTBa M KOTOPBHI B COOTBETCTBYIOIIMX CiIydasX 3aKOJHPOBaH H
MapKHpPOBaH B LENIX 00ecned4eH!s] MaCKUPOBKH.

Ha mnepBUYHYyI0O M BTOPHUYHYIO YIAKOBKy OHOMEIMIIMHCKOTO KJIETOYHOTO
NpOAyKTa, peIHa3HAYeHHOTO I KIMHUYECKUX HUCCIENOBAaHUH, TO/DKHA HAHOCUTHCS
HAIAMUCH « 1)1 KITMHUYECKUX HCCIIE0OBaHUI».

20. JIng KIMHAYECKHUX MCCIIEOBaHM, MPOBOJUMBIX CIENBIM METOJOM, CHCTEMa
KOIUPOBAHUS HCCIeNyeMOro OHOMEIUIIMHCKOro KIETOYHOrOo MpOAyKTa MHOJDKHA
BKJIIOYATh B cebsi MEXaHW3M, MO3BOJIIOIIMIM B OKCTPEHHBIX Clydasx OBICTPO
AIEHTUQHULIHAPOBATh AAaHHBIH OMOMEJMIMHCKMH KJIETOYHBIA NPOIYKT, MPH 3TOM HE
JOTTy CKAIOIIMK BO3MOXHOCTH HE3aMETHO PACKPBITH KOI.

21. OpraHuM3atop KIMHHYECKOTO HCCIENOBAHMA JODKEH 00ecrevnBaTh
NOCTYIUIEHHE B MEIUIMHCKYIO OPraHHM3allMio, B KOTOPO# MPOBOAUTCSA KIHHUYECKOE
UCCIIEJOBaHUE, HCCIIEAYEMOro OMOMETUIMHCKOTO KJIETOYHOTO MPOAYKTA.

7 Cratea 32 ®enepanbHOro 3akoHa «O GHOMEUIHUHCKHX KIETOUHBIX POAYKTaX».
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Y opraHuzaropa KIMHAYECKOTO HMCCIENOBaHUA IO/DKEH OBITh HCClieqyeMblit
OuOMeTMLIMHCKUI KIETOYHBINA MPOIYKT B KOJHMYECTBE, HEOOXOIUMOM ISl TPOBEACHHUS
KJIMHUYECKOTO0 HCCIIEIOBAaHUS M IOATBEPXKIEHHS €ro COOTBETCTBHA TpeOOBaHUSIM
HOPMATHUBHOM HOKYMEHTAIlMH, a TaKKe€ BECTH Y4YeT aHaJN30B U XapaKTePHUCTHUK
00pa31oB OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTa M3 IapTHH (CEpHH).

ITocTynnenue wucciegyeMoro OHOMEAMLIMHCKOTO KIETOYHOrO TPOAYKTa B
MEIUUMHCKUE  OpraHu3ali¥, €ero BO3BpaT, YHHUYTOXXEHHE  HCCIEIYyEMOro
OMOMEIUIIMHCKOTO  KJIETOUHOTO MPOAYKTa JOKYMEHTHPYETCS OpraHH3aTOpPOM
KIIMHUYECKOT0 UCCIIeIOBaHMs.

OpraHu3atop KJIMHHYECKOTO HUCCIIEHOBAHMS OCYIIECTBISET MOCTOSHHYIO OLIEHKY
0€e30MacHOCTH HccelyeMOoro OHOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTa U YBEJOMIISET
BCEX 3aHATBIX B KJIMHUYECKOM HCCIIEJOBAHUM MCCIEAOBaTeIel W MeIHIHHCKHE
OpraHu3alyy O MOJYYEHHBIX NAaHHBIX, KOTOpPbl€ MOTYT HEOIaronmpusTHO OTPa3sHTHCA
Ha 06e30MacHOCTH MAIMEeHTOB M (WIM) IMOBJIUATH Ha MPOBEACHHE KIHHHYECKOTO
UCCJIeJOBaHMS.

22. OpraHu3aTop KIMHHYECKOTO HCCIEIOBaHUS COOOIIAET YYacTBYIOIIMM B
KJIMHUYECKOM HCCIIEOBaHUU HCCIIEOBATENSAM, MEIUIIMHCKAM OpraHU3alusIM H
@enepanbHoil ciy)x6e Mo Ham3opy B cdepe 3IpaBOOXpaHEHHS O ITOOOYHEIX
INEeHCTBUAX, HEXENaTeNbHBIX peakiUsiX, CEPbe3HbIX HEeXeNaTeNbHbIX peaKIusiXx,
HENpPEBUJIEHHBIX HEXeNaTeNbHbIX peakUusiX Npd NPUMEHEHHH OHOMeIHIIMHCKOTO
KJIETOYHOT'O MPOAYKTa.

23. OpraHuzatop KIMHAYECKOTO WCCIEAOBaHUSA HOJKEH OCYIIECTBIATH
MOHHUTOPDHHI KJIMHAYECKOTO MCCJENOBaHMS, BKIIOYAIOIIUN OEATENIbHOCTh 11O
KOHTPOJIIO 32 XOJIOM KJIMHUYECKOTO HCCIIENOBAHUSA, IT0 00ECIICYCHHIO €0 IPOBEACHHS,
cOOpy HdaHHBIX M NPEACTABICHUIO PE3yJHTATOB B COOTBETCTBHH C IPOTOKOJIOM,
CTaHJApTHBIMH ONEPAllMOHHBIMH TpoLiefypaMH, HacTroamuMu I[lpaBunamMu u
TpeOOBaHUAMHU 3aKOHOAATeNbCTBa Poccuiickoit Depepalyii 0 OHOMETUITMHCKUX
KJIETOYHBIX IPOAYKTaX.

Jns npoBeneHUs MOHHUTOPHHIA OpPraHU3aTop KIMHUYECKOTO MCCIEeI0BaHUS
HA3HAYaeT OTBETCTBEHHOE JIMLO M3 YHCIA COTPYIHMKOB MEMIMHCKON OpraHM3alluM,
obyafaroniee HaydyHbIMH K (WJIH) CHEUUAIBHBIMM 3HAHUAMH, HEOOXOIUMBIMHU IS
NPOBEACHUSI MOHUTOPUHIA KIIMHUYECKOTO UCCIIeI0BaHHUS.

Jluo, Ha3HaueHHOE OpraHU3aTOPOM KIUHUYECKOTO HCCIICJOBAaHUSA IS
MpOBEACHUSI MOHHTOPHHIA, O00s3aHO COOMIOZaTh CTAHZAPTHBIE OINEepallHOHHBIE
TpOLETyPhl OPraHU3aTOPa KIMHHIECKOTO HCCIIE[0OBAHHS.

24. IlensMy MOHUTOPHHIA KIIMHUYECKOTO UCCIIEIOBAHHUS SIBISETCS YCTAHOBJICHHE
TOTO, 4YTO:

1) npaBa u Garonosiyyre nalueHToB 3alIUILIEHbI;

2) moMy4YeHHblE B XOJ€ KIMHUYECKOTO HCCIeAOBaHUs JaHHBIE SBISIIOTCS
TOYHBIMHU, [TOJTHBIMU U TTOATBEPKAAIOTCSA NEPBUYHOMN JOKYMEHTalUEH;

3) KIMHHYECKOe HCClleZJlOBaHHE IPOBOJUTCS B COOTBETCTBHU C YTBEPXKIEHHOM
OpraHu3aToOpoM KIMHHYECKOTO HCCIIEOBaHUS TeKyIleH BepcHell MpOTOKoNa H
W3MEHEeHU K HeMy, TpeOoBaHMsAMHM HacTosmmx IIpaBun M 3aKOHOJATENLCTBA
Poccuiickoit @enepanuu 0 GHOMEANIIMHCKUX KJIETOUHBIX MPOAYKTaX.

25. JIna [OOCTHXKEHHs Iienefl MOHHTOPHMHTZ KIMHHYECKOTO HCCIIEOBaHHs
OTBETCTBEHHOE JIUI0, HA3HAYEHHOE OPraHU3aTOPOM KIMHHYECKOTO UCCIEOBaHMS IS
IIPOBEACHUS MOHUTOPHHTA:
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1) obecnieunBaeT B3aMMOAEHCTBUE OpraHM3aToOpa KIMHUYECKOTO HCCIieOBaHU,
MEIUIMHCKOM OpraHu3aluu 1 UccieoBaTers;

2) mpoBepsieT ¥ KOHTPOJUPYET HAJIMYHUE KBATU(GHUKAIMH HCCIENOBaTens U
pecypcoB MEAULIMHCKOM OpraHu3auu, HEOOXOAMMBIX IS MPOBEACHUS KITMHIHYECKOTO
HCCIIEZIOBaHU, BKIIIOYas 1JabopaTopuu, 060pyAOBaHKHEe U IEPCOHAIT;

3) B OTHOLUGHHWH HCCIEIYeMOr0 OHOMEIMIIMHCKOTO KJIETOYHOrO MpOAYyKTa
NpoBepsIeT:

a) CPOKM M YCIOBHUS XpaHEHHS, KOJIHMYECTBO B 0O0BeMe, HEOOXOAMMOM IJist
NPOBEACHUS KIIMHUYECKOTO UCCIIEIOBAHMUS;

0) nonxy4yeHue TOJNbKO TEMU MAIMEHTaMU, KOTOPBIM OH Ha3HaueH;

B) cobmozeHre TpeOoBaHHI MO NMPUMEHEHHIO, XPAaHEHUIO U TOPSJIKY BO3Bpara
uccienyeMoro 6MOMEUIIMHCKOTO KJIETOUHOTO MPOAYKTa;

I') OCYLIECTBIICHUE HCCIEA0BATENIEM KOHTPOJSA U JOKYMEHTAIBHOTO 0hopMIIeHHS
NOJIy4YeHHs, IPUMEHEHHUs, BO3BpaTa, YHUYTOXKECHHS UCCIIeyeMOoro OHomMe IMIIMHCKOTO
KJIETOYHOT'O MPOJIYKTa B MEAUIIMHCKON OpraHu3aluy;

4) mnpoBepsieT COOMIOACHUE HCCIENOBATEEM YTBEP)KJEHHOTO MPOTOKOJNA U
U3MEHEHUH K HeMy, MpPaBHJIBHOCTb, MNOJTHOTY, TOYHOCTh M CpPOKH O(OpMIICHHUS
MicclieioBaTeNleM TOKYMEHTOB U IJaHHBIX KIIMHUYECKOTO HCCIIEJOBAHUS;

5) mpoBepsieT HOPSANOK IOJNy4YeHHS IHUCHbMEHHOTO JOOPOBOJIBHOIO COTJIACHS
Ka)X/I0T0 TalMeHTa (WM ero 3aKOHHOrO HpPEeJCTaBUTENs) N0 Hadaja ero y4acTHs B
KJIMHUYECKOM HCCIENOBaHUM, a TakXe IIHMCbMEHHOrO JOOpPOBOJBHOIO COTIJIacHs
Ka)XJOro NanyueHTa (MM ero 3aKOHHOTO MpeACTaBHUTeNs) Ha o0paboTKy W mepenady
NIEPCOHAIIBHBIX TAaHHBIX NAllUEHTa; \

6) obecnieunBaeT HaIMYUE Y HCCIENOBATeNsd TeKylled peAakuud OpOUIIOPHI,
WHBIX JOKyMEHTOB M MAaTe€pHaJoB, HEOOXOMUMBIX Ui IMPOBEACHUS KIMHHYECKOTO
HCCIIEI0BaHuS;

7) obecnieunBaeT HOBEAEHHUE N0 HccieoBaTelleil HeOOXOAUMO# I MPOBEACHUS
KJIMHUYECKOr0 UCCIIeI0BaHUs HHPOpMaLIUK;

8) npoBepsieT coOMoAeHUE HCClIeA0BaTENIEM KPUTEpHEB 0TOOpa MallUEHTOB;

9) npoBepsieT nNpPaBUIBHOCTb, TIIOJHOTY ¥ CPOKH PETUCTpalldd JaHHBIX
KJIMHUYECKOTO UCCIIEI0BaHMs, a TaKXKe IOPSIOK BEJACHUS NOKYMEHTOB KIMHHUYECKOTO
HCCIIE/IOBaHMUS; ,

10) mpoBepsieT NpPaBUIBHOCTh M IIOJIHOTY PETUCTPAllMd B WHAWBUIYaTbHOH
pPEeTUCTpAIlMOHHOW KapTe JMAaHHBIX, MPEeIYCMOTPEHHBIX IPOTOKOJIIOM, JaHHBIX O
BBISIBIGHHBIX IOOOYHBIX JEHCTBUSX, HEXENATENbHBIX pEaKIHsIX, CEepPbEe3HbIX
HeXXeJaTeNbHBIX peaKlUax, HEeNpeABUICHHBIX HEeXeNaTeNbHBIX peaklyusaX IpHu
IPUMEHEHNH OMOMEAULIMHCKOTO KJIETOYHOr0 IPOAYKTa, O NPOIyIIeHHBIX NMalUeHTaMU
BHU3HTAaX, O HEBBINOJIHEHHBIX aHaIM3aX M oOcnenoBaHusix. Ciayyam HCKIIOYEHHUS U
BHIOBIBAaHMS IMAlMEHTOB M3 KIMHUYECKOTO HCCIENOBAHUSA MOJUIEKAT PETUCTPALUH H
MOSACHEHUIO B UHUBHAYAJIbHON PErUCTPALlMOHHOM KapTe;

11) coobmaer  mccnemoBaren0 O  JONYIIEHHBIX B WHAWBUIYAJIbHOH
pEerucTpalliOHHON KapTe OomMOKax, MPOIycKax ¥ Hepa30OpYMBLIX 3aIUCHX;

12) coobmaer uccnenoBareno 00 OTKIOHEHMSX OT IMPOTOKONA, CTaHAAPTHBIX
OINepalMOHHBIX MPOLEAYyp OpraHu3aTopa KIMHAYECKOrO HCCIIEOBaHUSA, TpeOOBaHUN
Hactosanmx [IpaBuin, 3akoHoxatenscTBa Poccuiickoit denepanyiv o 6MoMeAMLIUHCKUX
KJIETOYHBIX TPOAYKTaX W NPUHHUMAET Mephl IO HUX YCTPaHEHHUIO U HEAOITyIEHHUIO
TIOBTOPEHUSI.




15

26. IluceMeHHBIE OTYETHI MO0 MOHHMTOPHMHIY KJIMHHYECKOTO HCCIIEIOBAHUS
JOJDKHBI MPEJCTABIATECH OTBETCTBEHHBIM JIMLIOM, Ha3HAYEHHBIM Ui IPOBEACHUS
MOHHMTOPHHIA, OPraHu3aTopy KJIMHMYECKOrO HCCIENOBaHUA B TIOPAAKE H CPOKH,
YCTaHOBJIEHHbIE CTaHJAPTHLIMH ONEPALIMOHHBIMH NPOLIElypaMHi OpraHU3aTopa.

Ortyer o MOHMTOPUMHIY KIHHHYECKOTO HCCIIEA0BAHUS JOJDKEH CONEPKATh, B TOM
4Hcie, CPOKH MPOBEACHUS MOHMTOPHHIA, HAUMEHOBAaHHE MEIULIMHCKON OpraHu3aluy,
B KOTOPOH NpPOBOAMIICSA MOHHTOPHUHI, JaHHble 00 HCCIEeNOBaTeNAX, MALMEHTax, C
KOTOPBIMH B3aWMOJIEMCTBOBANIO OTBETCTBEHHOE JIMIO, HA3HAYEHHOE IS [IPOBEICHMS
MOHHUTOPHHIA, OIIMCAaHHUE IPOBEPKH, CBEACHHS O BHIABJICHHBIX HEJOCTATKAX, BHIBOJBI
0 pe3ynbTaTaM MOHHUTOPUHIA W HWHBIE CBEACHHS M JaHHBIE, Kacarolluecs
MOHUTOPHHIa KIIMHUYECKOTO UCCIIeTOBAHMS.

27. Opranu3aTopoM KIMHHYECKOTO HCCIIENOBAHMsS JOIDKHA OCYLIECTBIATHCS
He3aBHCHMas OT MOHHUTOPHHIA OLIEHKAa COOTBETCTBHS IPOBOAMMOIO KIMHHYECKOIO
HCCIIEIOBaHUS] IPOTOKOJTY, CTaHJAapTHEIM OIEPALHOHHBIM MPOIeypaM OpPraHu3aTopa,
HactosiiuM [paBuiam u TpeGoBaHHsAM 3aKoHOAaTeNnscTBa Poccuiickoi denepanyu o
OMOMENMIIMHCKUX ~ KJIETOYHBIX MNPOAYKTaX (majee — ayaMT KJIMHHYECKOTO
UCCIIeJOBaHM ).

it mpoBeleHMs  ay[uTa  KIMHAYECKOTO  KCCIENOBAHHMS  OPraHH3aTop
KIIMHUYECKOTr0 HWCCIICIOBAHMsl Ha3HA4aeT JIHL, HE3aBUCHMBIX OT BCEX CYOBEKTOB
KJIMHUYECKOTO HCCIENOBaHMsd M obsiafalomux KBaTAGHUKAIKEH, I[IOATOTOBKOM,
OIIBITOM [UIsI IPOBEACHUS ayInuTa.

[Tnan 1 06beM ayIMTa KITMHMYECKOTO HCCIIeNOBaHMS JOKHEI pa3pabaTeiBaThCs U
YTBEPXKIAThCA OPraHW3aTOPOM KIMHHYECKOIO HCCIIEZOBaHHA C yYETOM KOJIMYECTBA
MalMeHTOB, THIA M CIO0XXHOCTH KIMHHYECKOTO HCCIIEJOBaHHS, CTEIIEHH PHUCKA IS
NIAIUEHTOB U UHBIX OOCTOSATEIIBCTB.

28. Ilpu oOHapyXeHMHM B XOJ€ MOHHMTODHMHIA HJIM ayJuTa KIMHAYECKOIO
HCCIIEIOBAHUS. CEPbE3HBIX M (WIM) IIOBTOPSIOIIMXCS CJIy4YaeB HECOOIIONEHHMS
UCCIICIOBATEIEM, MEIULIMHCKOM opraHu3anued TpeOoBaHMM K MPOBEIECHHUIO
KIMHUYECKOTO MCCIEOBAHUSA OpPraHMU3aToOp KIMHUYECKOTO HCCIIENIOBAHHUS JOKEH
IIPEKPaTUTh Y4YaCTHE HCCIENOBaTels, MEAULMHCKON OpraHW3alid B KIMHMYECKOM
UCCIICZIOBAaHUH U BHECTH U3MEHEHHUS B MPOTOKOII.

29. B cpok, He npeBbIIAIOMMA NATH paboumx AHEH CO [HA 3aBepIICHHS,
IPUOCTaHOBIIEHUSA WIH IpeKpalieHus KJIMHUYIECKOTO UCCIIeIOBaHU
OMOMEIMLMHCKOTO  KJIETOYHOTO  MpPOAYKTa, COOOINEHHE O  3aBEpIICHHH,
IPHOCTAHOBJICHHHA WM TPEKPAIlEHUs] KIMHUYECKOTO HCCIIEeOBAaHHS HAIIpaBJISeTCS
MEQUIMHCKUMY OpraHU3alUsIMH, B KOTOPHIX MPOBOAUTCS KIMHUYECKOE HCCIIEIOBAHME
OMOMEIMIIMHCKOTO KJIETOYHOTO NPOAYKTa, B MHHHCTEPCTBO IO YCTAHOBJIEHHOM MM
dopme®.

30. Ilpy MHOTOLEHTPOBBIX KIMHHYECKHX HCCIIEIOBAHHAX OpraHu3aTop
KJIMHUYECKOr0 UCCIIeOBaHUs TOJDKEH 00eCTIeYHTh:

1) npoBeieHHe KIMHUYECKOTO HCCIIEAOBAHHS MEIUUIHHCKAMH OPraHH3alUAMH,
y4acTBYIOIIMMU B MHOI'OLICHTPOBOM KJIMHMYECKOM HCCJIEOBAaHHH, B COOTBETCTBHH C
TIPOTOKOJIOM KJIMHUYECKOTO UCCIIeIOBaHMS;

$ Moanyskr 5.2.207% MonoxeHus.
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2) pa3paboTKy HHIMBHUIYATbHBIX PETHCTPAllHOHHBIX KapT, MO3BOJISIOUINX
cobpath TpeOyemble [JaHHbIE W3 MEIUIMHCKAX OpraHu3alMii, yYacTBYIOIIUX B
MHOTOLIEHTPOBOM KJIIMHUYECKOM HCCIIEI0OBaHUY;

3) DOKyMeHTalbHOE 3aKperleHWe TMpaB H  OOS3aHHOCTEH  METUIIMHCKUX
OpraHu3alluii U HccleqoBareNeil, MpeAOoCTaBlIeHUe yKa3aHHBIM JIMIaM IPOTOKOJIA,
CTaHJAPTHBIX OINEPALOHHBIX MPOLEAYp OpraHU3aTOpa, HHCTPYKLHUH 10 3aTOJTHEHUIO
WHMBUTyaJbHBIX PETUCTPAIIMOHHBIX KapT 0 Havyajia KIMHHYECKOTO UCCIIEOBaHUS.

1. Opranuzanus paboTH UCCIIETOBATENS

31. PykoBoaurenb MEIMLUMHCKOW OpraHM3alldd, B KOTOPOH IPOBOAUTCA
KJIMHUYECKOE HCCIieloBaHHe OWOMEIMLIMHCKOTO KJIETOYHOTO IPOAYKTa, Ha3HA4daeT
HCClleoBaTelsl, OTBETCTBEHHOTO 3a IMPOBEJEHHE TaKOTO HCCIIEAOBaHHS, MMEIOIErO
Je4eOHYI0  CIIeUANBHOCTh, COOTBETCTBYIONIYI0 TMpodwino 3a0oneBaHUs WM
COCTOSIHUIO, JUIS JIEYeHHs KOTOPBIX TNpefdHa3HadYeH OMOMENMIIMHCKHM KJIETOYHBIMH
MPOAYKT, B OTHOIIEHWHM KOTOPOTO TPOBOAUTCS KIMHHYECKOE HCCIEIOBAHHE, CO
CTa)keM paboTHI MO MPOrpaMMaM KIIMHUYECKHX HUCCIIEOBAHUN HE MEHee YeM ISTh JIeT
(manee — uccnaenoBaTeNib) M M0 €T0 MPEUIOKEHUI0 HAa3HAYaeT COUCCIeHoBaTelied u3
YyClia Bpauel 3Toi MeAMIIMHCKON opraHu3aluy (najnee — COI/ICCJIC,HOBaTeJII/I)g.

32. HUccnepmoBarenb, COHCCIENOBATENH JOJDKHBI OBITH O3HAKOMIIEHBEI C
pe3yJibTaTaMHd JTOKJIMHHYECKOTO HCCIIEOBAHUS HCCIEAYeMOro OHOMEIUIIHHCKOTO
KJIETOYHOTO IIPOAYKTa, aKTyaJbHOHW BepcHeid OpolIopbl, IPOTOKOJIOM, HHBIMU
JOKYMEHTaMH W JaHHBIMH, MMEIOIIUMH OTHOIIEHHE K TMPOBEIECHHUIO KIHHHYECKOTO
WUCCIECNOBAHUS.

33. Hccnenosarens OCyLIECTBISET OTOOp MalieHTOB, o0ecreynBaeT OKa3aHHe
MEIHUIUHCKOI TTOMOIIY ITalleHTOB.

34. UccnenoBatelib, COUCCIIENOBATENH JAOJDKHBI coOmonath HacTosimue [IpaBuma
¥ WHble TpeGoBaHUs 3aKoHoAarebcTBa Poccuiickoit denepaniun 0 GHOMEIUIIMHCKUAX
KJIETOYHBIX POAYKTaX.

35. UccnenoBatenb MOMDKEH pacriojarath jgabopaTopusiMu, oOOpyIOBaHHEM H
MIEPCOHAJIOM, HEOOXOIUMBIMH JJIs TTPOBEIEHUS KIIMHUYECKOTO UCCIIeI0BaHMUSI.

36. Ilpu Hamuuuu corjiacusd [allMeHTa Ha YydYacTHe B KIMHHYECKOM
UCCliefiIOBaHUH, O0O0pabOTKy U Tmepedayy IE€PCOHANBHBIX JAaHHBIX [alMeHTa
HCCNIENOBATeNb JOJDKEH COOOIIMTH JIeYallleMy Bpady ManueHta o0 Y4acTHH
MOCJIEHETO B KIIMHHYECKOM HMCCIIEJOBaHUH.

37. HWccnemomaTenb IOJKEH TMPOBOAWTH KIMHHUYECKOE HCCIEIOBaHHE B
COOTBETCTBHUH C IIPOTOKOJIOM.

HccnenoBarens 00s3aH COOMIOAATH IMPOTOKOJ, HE JOJDKEH BHOCHTH B HErO
U3MeHeHHs 0e3 pelneHuss MUHHCTEPCTBA 32 UCKIIIOUYEHHEM CIIydaeB, Korjaa Tpedyercs
YCTPaHUTh HEMOCPEICTBEHHYIO YIpO3y JKU3HU U (MITH) 3[J0POBBIO MAI[UEHTA.

JIro6oe OTKIIOHEHHE OT YTBEPXKIEHHOTrO IIPOTOKONA MAOJDKHO OGOpMIATHCA
JOKYMEHTJIFHO W HAIpPaBIATbCS AJI PaCCMOTPEHUS M COIVIACOBAHMs OPraHHU3ATOPY
KJIMHUYECKOTO HCCIIeIOBaHUA B Te€UEHHE OJHOT0 pabodero JHS.

38. HccrnemoBaTens  JOKEH  00OEClEYMTh  NPUMEHEHHME  MalMEeHTaMU
UCCIIEAYEMOr0 OMOMEIUIIMHCKOTO KJIETOYHOrO IPOAYKTa B COOTBETCTBUHM C

® Yacte 1 craThy 29 ®enepanbHOro 3akoHa «O GHOMENIMHCKHX KIETOUHBIX MPOTYKTaXy.
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MIPOTOKOJIOM, COOJIIONATh MPEeIyCMOTPEHHYIO IMPOTOKOJIIOM METOAUKY PaHIOMM3ALMU
(pacripefieieHUs] TAIIMEHTOB IO TPYyNIaM JIEYEHUS WIH KOHTPOJIS CIydaidlHbIM
0o0pa3oM, MO3BOJIAIONIETO CBECTH K MHUHHMYMY CYOBEKTHMBHOCTH) U 00€CIeUMThH
pacKpbITHE KOJAA TOJILKO B COOTBETCTBHH C MPOTOKOJIOM.

B cnyyae eclid KIMHHYECKOE HCCIIECOBAaHHE IMPOBOAMUTCS CIIETIBIM METOJOM,
HCCIIEOBaTeNIb  JOKYMEHTAJIbHO  OQopMiseT W OOBSICHSIET  OpraHuM3aTopy
KJIMHUYECKOTO  HUCClIeOBaHHMA J000e IpexaAeBpeMeHHOe  pacKpheiTHe  Koja
HCCIIeTyeMOro OMOMETUIITHCKOTO KJIETOYHOTO MTPOAYKTA.

39. HccnepmoBatenb  AODKEH  OCYLIECTBIATH ~ yY4€T  HCCIEAYEMOIO
OMOMEIMIIMHCKOTO KIETOYHOTO MPOAYKTa W TNPOAYKTa CpPaBHEHHS, B TOM HYHCIIE
JOJKEH BECTH y4eT MX IMOCTYIUIeHHH, (PaKTHUIeCKOro Halu4Ms, KOJUYEeCTBA CIIydacB
NpUMEHEHHUS KaXXIbIM MMAaLUEHTOM, YHHUYTOXKEHHUsS, a TakKe BO3BpaTa OpraHHU3aTopy
KJIMHHYECKOTO UCCIIeJOBAHUS.

3anucu 1o y4yety JOJDKHBI BKIIIOYATh B ceOst 1aThl, KOJIUYECTBO, HOMEpa IMapTHid,
CepHid, CPOKH TOJHOCTH M YHHUKAJIbHBIE KOIBI HCCIEAyeMOro OHOMEIHIIMHCKOTO
KJIETOYHOTO MPOIYKTa U NMPOIYKTa CPAaBHEHHUS.

UccnenoBarens MOMKEH BECTH 3aIUCH, MNOATBEPKAAMOIIME, YTO MAI[MEHTHI
MOJIyJaJIl HCClIelyeMblii OMOMEIUIIMHCKUI KJIETOYHBIM MPOAYKT U (WJIM) NPOAYKT
CpaBHEHHUS B J103aX U KOJUYECTBAX, MPEJyCMOTPEHHBIX MPOTOKOJIOM KIMHHYECKOTO
WCCIIeIOBaHUS.

40. ccnenoBatens HHPOPMHUPYET MAIlHEHTA WIIH €TI0 3aKOHHOTO MPeACTaBUTEIA:

1) o TOM, UTO KIMHUYECKOE HCCIIENOBaHEe HOCHT SKCIIEPIMEHTAIIBHBIA XapaKTep,
ydacTHe JILA B KIMHUYECKOM HCCIIEOBAHUU SBISIETCS HOOPOBOIBHBIM U OHO MOXET
0TKa3aThCs OT YYaCTUS B KIIMHIHYECKOM HCCIIEIOBAaHUH B JTFOOOH MOMEHT;

2)0 wuend KIMHAYECKOTO HCCIEAOBaHMA, €ro MpOAODKUTENBHOCTH U
NpUOTU3UTEITHFHOM KOJIMYECTBE NalUEHTOB;

3) o BapmaHTax JieYe€HHS B TIIpollecCe KIMHUYECKOrO0 WCCIEOBaHUS U
BEPOSITHOCTH CIIyYaifHOTO paclpeleieHus B OHY U3 IpYIII JIEUeHNS;

4) o mpouenypax KIMHHYECKOrO HCCIEOBaHUS, BKJIIOYas BCE HWHBa3HUBHBIC
HpoLeTypHbl;

5) 06 006A3aHHOCTSX MALMEHTA;

6) 00 oxugaemplx pHcke W (WIM) TMOJNb3e Ui DAlMeHTa, a Takxe, B
COOTBETCTBYIOIIMX CIIydasX, s SMOpHOHA, TUI0/1a WIIM TPYAHOro pebeHKa;

7) 00 UHBIX, TOMUMO NPEAYCMOTPEHHBIX TPOTOKOIOM, MTPOLIEAYPaX UM METOAax
JIEYE€HHsI, KOTOPble MOTYT OBITh JOCTYIHBI MAlHEHTY, @ TAKXKe UX MNOTEHLIHUATBHBIX
BBITOJIE, MOJIb3€, PUCKE;

8) 0 kommeHcanuu u (WIH) JIeYEHUM, MAOCTYNHBIX MAIMEHTYy B CIy4ae
NpUYMHEHUsT Bpeda ero 3[0pOBBI0 B pe3ylbTaTe Y4acTUsi B KIMHUYECKOM
UCCJIeIOBaHUH;

9) o maHWpyeMbIX BBIIUIATAX IALMEHTY 3a €ro y4aCcTHE B KIMHHYECKOM
HCCJIEAOBaHUH, €CITH TaKOBbIE NIPelyCMOTPEHBI,

10) o mIaHUPyeMBIX pacxojax MalUeHTa, eCIIM TAKOBBIE O)KUAAIOTCS, CBA3aHHBIX
C €ro y4yacTHeM B KIIMHUYECKOM HCCIIeIOBAHUY;

11) o TOM, YTO TalMEHT WM €ro 3aKOHHBI IpeACTaBHTENb, IMOJIHUCHIBAs
UH(OPMALIHOHHBIM JIUCTOK NalMeHTa M corjlacke Ha o0paGoTKy H Iepenady
TIEpCOHANILHBIX JIaHHBIX MAIMEHTa, JaeT pa3pelieHre Ha IOCTYII JIHIly, Ha3Ha4YEeHHOMY
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VIS TIPOBEIEHWS MOHHUTOPWHTA, ayOUTOPOB, YIOJHOMOYEHHBIX OpraHOB K
HIEpPCOHAJILHBIM JaHHBIM AlUeHTa;

12) o Tom, 4TO 3amucH, MAEHTU(UIMPYIOIIUE MalleHTa, OyAyT COXpaHEHHl B
TalilHe, pacKpbITHE WX JIOMYCKAaeTCs B COOTBETCTBHM C 3aKOHOAATEJECTBOM
Poccuiickoit ®enepanuy, u TpH MyOJHUKAIMH PeE3yIbTaTOB  KIMHHUYECKOTO
HCCIIE/IOBaHUS KOH(DUICHIIMAIBHOCTD IaHHBIX MallMeHTa OyIeT cOXpaHeHa,

13) o ToOM, YTO TMalnMeHTa WJIH €ro 3aKOHHBIA TPEJICTAaBUTENE - OyaeT
He3aMeIJIUTEeNFHO 03HAKOMJIEH ¢ HOBOW MH(GopMauuei, CiocoOHOi MOBNUATH HAa €ro
*KeJlaHue MPOJOJDKATh Y4acTHe B KIMHUYECKOM HCCIIEIOBaHUM; -

14) o nunax, K KOTOPHIM MOXXHO OOpaTHTHCS VIS TOJyYeHUs! OONOTHUTEIBHON
UHPOpMaLMK O KIMHUYECKOM HCCIIEIOBaHUH, U NTpaBax MallieHTa; '

15) o BO3MOXHBIX 0OCTOATENBCTBAX W (WIM) MPUYMHAX, IO KOTOPBIM ydacTue
JHLA B KIMHUYECKOM UCCIIEIOBAHUH MOXET OBITh MPEKPaILEHO.

41. Uapopmanms 0 KIMHAYECKOM UCCIIEIOBAHUH JOJDKHA COAEPKATh KaK MOXKHO
MEHbIIIE CNENUATbHBIX TEPMHUHOB H OBITh MOHSATHA MAIMEHTYy WJIM €ro 3aKOHHOMY
TpPeICTaBUTEIO.

42. UccnepoBaTens mepel MNOIy4YeHHEM HHGOPMHUPOBAHHOTO JOOPOBOJIBHOTO
CorJiacusi OJDKEH IPeJOCTaBUTh MAalMEHTY, €ro 3aKOHHOMY NpEeACTaBUTENIO BpeMs,
HeoOXouMoe AJis NMPHUHATHS pelieHHs 00 y4acTHH B KJIMHHYECKOM HCCIENOBaHUU
WIHM OTKa3e OT Takoro ydactus. [laiueHT M ero 3aKOHHBINM MpeICTaBUTENh BIpPaBe
TOJYYUTh UCYEPNBIBAIOIINE U JOCTOBEPHBIE OTBETHI HA BCE BOIIPOCHI O KIMHUYECKOM
HCCIIEIOBaHUH.

43. Ilepen BKIIOYEHHEM B KIIMHHYECKOEe HCCIEIOBaHME IAIMEHT, ero 3aKOHHBIH
IpEeNCTaBUTENb JOJDKEH IIONyYUTh IIOANUCAHHBIA YIOJIHOMOYEHHBIMH JIUI[AMH
MEIULMHCKON OpraHu3alliy K3eMIUIp HHPOPMAIIMOHHOTO JTUCTKA NAllMeHTa U UHbIE
MaTepUalibl, Kacalolluecs IPOBEACHHsS KIMHUYECKOro HccileoBaHus. B mepuon
IPOBEAICHUsl KIMHUYECKOTO HCCIIeOBaHMs MAalMeHTy coolmaeTcss 06 M3MEHEeHUsIX B
JOKYMEHTax M JaHHBIX KIUHHYECKOTO HMCCIEIOBaHUS, KAcCaloOIIEerocs €ro y4acTus B
KJIMHUYECKOM HCCIIeJOBaHUU.

44. B cpok, ycTaHOBJIEHHBIII IPOTOKOJIOM, HcCCleNoBarenb 00s3aH coolIIaTh
OpraHHU3aTOpy KJIMHUYECKOTO HCCIeNoBaHUS 000 Bcex MOOOYHBIX JEeHCTBUSX,
HeXKeJIaTeTbHBIX PEaKIUiIX, CEPhe3HBIX HEXeNaTeNbHBIX peaklUsIX, HelpeaBUIeHHBIX
HEXKeNaTeNIbHBIX pPeakUUsX Mpd MPUMEHEHHH OHOMEAUIMHCKOIO KJIETOYHOTO
MPOIYKTA, 33 UCKIIIOYEHHUEM TeX, KOTOphble B MPOTOKOJIE WK B Opoliope onpeaeieHbl
Kak He TpeOyrolue HeMeJIEHHOTO COOOIICHHUS.

Iocne mepBoro coobieHust 0 MOOOUHBIX AEHCTBUSAX, HEXENATEIbHBIX PEaKLIUAX,
Cepbe3HBIX HEXENATeJIbHBIX peakiHsIX, HeMpeABUIEHHBIX HEXeNaTeNbHbIX peaKlusaxX
IIpU TIPUMEHEHUH OHOMEIUIIMHCKOIO KJIETOYHOIO IPOJAYKTa HCCIEeN0BaTeNlb AODKEH
IPEJCTABIIATE OPTaHU3aTOPY KIMHUYECKOTO MCCIIENOBaHUs MOAPOOHBINH MHUCHMEHHBIN
OTYET B TeueHHe Tpex paboumx aneil. IlepBbiii U mocnemyrone OTYETHI AOIKHBI
UASHTUGUIUPOBATH MAIMEHTOB 10 IPUCBOCHHBIM UM YHUKAJIBHBIM KOJaM.

45. Tlpu coOOLIeHHUAX O CMepPTH MAallMeHTa HCCliefioBaTeNb 00s3aH MO 3aIpocy
opraHu3aTropa KIHHHYEeCKOro uccienoBanus, DenepanbHoil cimyxObl MO Haa30py B
cdepe 3ApaBOOXpaHEHHS TPEJOCTABUTH JIOOYIO IOMOJHUTENbHYI0 HH()OPMAIHIO
OTHOCHTEJIbHO JJAHHOTO CJIydasi, B TOM YHMCJI€ NPOTOKOJ BCKPBITUS M IIOCMEPTHBIN
SIHKPHU3.
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46. B ciydyae BO3HHKHOBEHHs ONMACHOCTH Ui JKHU3HH, 3[0POBbS IAl[MEHTa,
uccienoBatenb 00s3aH MPOoUHGOPMHUPOBATE 00 3TOM PYKOBOJHUTENS MEIULMHCKOMN
OpPraHM3allid M OpraHU3aTopa KJIMHUYECKOTO HCCIEeOBAHUS JIEKAPCTBEHHOIO
Ipernapara B TeueHue 24 4acos.

PelieHre 0 MpUOCTAHOBIEHHH KIMHHYECKOTO HCCIIEIOBaHMUS GHOMEIULIMHCKOTO
KJIETOYHOTO MPOAYKTa IIPUHUMAeT PYKOBOIUTENb MEIUIIMHCKOH OpraHM3allud, B
KOTOpPOMl NPOBOAMUTCS KIHHHYECKOE HCCIEAOBaHHE OHOMEIMIIMHCKOIO KJIETOYHOTO
TIPOAYKTAa.

Pemenne o0 mnpekpallleHUH  KIMHHYECKOTO  WCCIEJOBAaHHUSA  IPHHHMAET
MunlCTepCTBO Ha OCHOBaHMH COOOIIEHHS B ITMCHMEHHOH (OpMe PYKOBOIUTEIS
MEIMLMHCKON OpraHu3ali, B KOTOPOH NPOBOIAUTCS KIHHHYECKOE HCCIEHOBaHHE
OMOMEIUIIMHCKOTO  KJIETOYHOTO TMpONYyKTa, WIM OpraHU3allMH, [OJy4YMBILIEH
paspellieHde Ha TMpOBeJeHHE KIMHHYECKOTO MCCIEN0BAaHMs OHOMEIULIMHCKOTO
KJIETOYHOTO MPOIYKTA.

Ilpy AOCpOYHOM TpeKpalleHHHd KIMHHYECKOIO HCCIIEJOBAaHUS HIM €ro
IIPUOCTAHOBJICHUH HCCIIEAOBATENb U (MNM) MEIHLUHCKAas OpraHM3allds, B KOTOPO
IIPOBOAHIIOCH KIIHHUYECKOE HCClIefOBaHHE, 00s13aHBI He3aMeINTEIBHO
WHGOOPMHUPOBATH MAIIEHTOB, O0ECIIEYNTh HM JICUEHHME U HAOIIOICHHE.

4’7. VccnenoBaTens AOJDKEH oOecrieynBaTh BEIEHHUE JOKYMEHTOB KIMHHYECKOI'O
UCCIICIOBaHMs, BKJIIOYass 3alUCH Ha OyMaXkKHBIX, OJJIEKTPOHHBIX, MArHUTHBIX HJIH
OITHYECKHX HOCHUTEIISIX, CKaHOTPaMMBHl, PEHTI€HOBCKHE CHHMKH,
3JIEKTPOKAPAMOTPaMMEI, KOTOpBIE OIKUCBHIBAIOT METOABI, OpPraHHW3alMi0 H (HIJIH)
pe3ynbTaThl KIIMHAYECKOTO HCCIIE0BAHMS.

48. XpaHeHue JOKYMEHTOB  KJIMHHYECKOTO  HMCCJIEHOBAHHA  JIOJDKHO
OCYILECTBJIATECA B COOTBETCTBHHU C 3aKOHomaTenbcTBOM Poccuiickoii ®enepanuu 06
apXUBHOM [IeJIe.

49. Tlo 3aBeplIeHHH KIMHHYECKOTO HCCIEAOBAaHHSA HCCIENOBATENb JOJKEH
cooOlaTe O €ro 3aBeplleHWH PYKOBOJUTEII MEIUIIMHCKON OpraHW3aluH,
NIOJITOTOBUThH OTYET B COOTBETCTBUU C TpeOOBaHUSIMHU ITyHKTa 9 HacTosmmx [IpaBui u
MPEeACTaBUTh €r0 OPraHU3aTopy KIMHUYECKOr0 HCCIIE0BaHMS.




