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3apeructpupoBano B Munrocte Poccuu 1 Hos6pst 2017 1. N 48763

MWHUCTEPCTBO 30PABOOXPAHEHUA POCCUNCKOWU ®EQEPALINU

NMPUKA3
oT 22 ceHTA6ps 2017 r. N 669H

_ OB YTBEPXOEHWUM NPABWII
HAONEXALWEW KMTMHWYECKOWU NMPAKTUKM BUOMEOULIMHCKUX
KINETOYHbIX NMPOAYKTOB

Cnucok U3MEHSIOIINX TOKYMEHTOB
(B pen. [IpukazoB Munzapasa Poccuu ot 25.12.2017 N 1060H,
ot 30.01.2019 N 30n)

B cootBerctBuu ¢ yacthio 11 crarbu 28 u yacteio 11 cratbu 29 denepanbHOro 3akoHa oT 23 HIOHS
2016 . N 180-®3 "O OuoMemuuMHCKUX KJIeTOYHBIX mpoaykrax" (CoOpaHue 3aKOHOAATEIHCTBA
Poccutickoit ®enepanun, 2016, N 26, ct. 3849; 2018, N 32, cr. 5116) u noanyukramu 5.2.207(29) u
5.2.207(34) IMonoxenus o MuHHCTEpCTBE 37paBooxpaHeHuss Poccuiickoit denepariuu, yTBepKIcHHOTO
noctaHoBieHreM I[IpaButenscTtBa Poccuiickoit ®@enepannu ot 19 umrons 2012 r. N 608 (CobOpanue
3akoHoarenscTBa Poccuiickoit @enepanun, 2012, N 26, ct. 3526; 2013, N 16, ct. 1970; N 20, ct. 2477;
N 22, ct. 2812; N 33, cT. 4386; N 45, c1. 5822; 2014, N 12, ct. 1296; N 26, cTt. 3577; N 30, ct. 4307; N
37, c1. 4969; 2015, N 2, c1. 491; N 12, ct. 1763; N 23, ct1. 3333; 2016, N 2, c1. 325; N 9, cT. 1268; N 27,
cT. 4497; N 28, cT. 4741; N 34, cT. 5255; N 49, cT1. 6922; 2017, N 7, c1. 1066; N 33, c1. 5202; N 37, cT.
5535; N 40, ct. 5864; N 52, ct. 8131; 2018, N 13, ct. 1805; N 18, ct. 2638; N 36, cT. 5634; N 41, crT.
6273; N 48, ct. 7431; N 50, ct. 7774; 2019, N 4, ct. 330; OdunmansHplii HHTEPHET-MIOPTAT MPABOBOU
undopmanuu http://www.pravo.gov.ru, 10 ampenst 2019 r. N 0001201904100013), npuka3biBaro:

(B pen. [Ipuka3oB Munsnpasa Poccuu ot 25.12.2017 N 1060H, ot 30.01.2019 N 30r)

Vr1Bepaute mpuiaraembie [lpaBwiia Hajiexameld KIMHAUYECKOW TPAKTUKH OUOMEIUITMHCKUX
KJIETOYHBIX IIPOJYKTOB.

Munuctp
B.N.CKBOPILIOBA

VY TBEpKACHBI

IPHUKa30M MUHUCTEPCTBA 3/IPaBOOXPAHEHHS
Poccuiickoit @enepanuu

ot 22 cents16ps 2017 r. N 6691
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Mpuka3 MuH3gpasa Poccum ot 22.09.2017 N 669H [loKyMeHT npefocTasneH KoHcynbTaHTrinioc
(pea. ot 30.01.2019) Yy p Y.

"O6 yTBepxaeHUM MpaBu Hagexallei KIMHUYECKON NMPaKTUKM. .. Aata coxpaneua: 23.10.2024

] NPABUNA
HALNEXALLEW KNMMHUYECKOMN NPAKTUKN BUOMEANLIMHCKUX
KNETOYHbIX MPOAYKTOB

CHHCOK M3MEHSIOIINX JTOKYMEHTOB
(B pen. [IpukazoB Munzapasa Poccun ot 25.12.2017 N 10608,
ot 30.01.2019 N 30mH)

. Obwme nonoxeHus

1. Hacrosmue IlpaBuna Hamiexamedl KIMHUYECKOH NPAKTUKA OHMOMEIMIMHCKUX KIIETOYHBIX
npoaykToB (nanee - [lpaBuina) peryaupyroT OTHOLIEHUS MO IUIAHUPOBAHUIO, OPraHU3aluy, IPOBEACHUIO,
MOHUTOPUHIY, ayJUTy, JOKYMEHTUPOBAHUIO KJIMHUUYECKUX MCCIIET0BaHUN OMOMEIUIIMHCKUX KIETOYHBIX
IPOAYKTOB (Jajee - KJIMHUYECKUE HCCIEeOBaHMsI) C y4yacTHEM YeJIOBEKa B KauecTBe CyObeKTa
KJIMHWUYECKOT0 HCCIEAOBAHUS, AHAIN3Y M IPEACTABICHUIO PE3YJIBTATOB KIMHUYECKHX HCCIIEIOBAHUM,
o0ecreynBaoe TapaHTUIO0 JTOCTOBEPHOCTH M TOYHOCTH IOJYYEHHBIX JaHHBIX M MPEACTaBIECHHBIX
pe3yabTaTOB, a TakKXKe 3allUTy IpaB, 3J0POBbS W KOH(MUACHIMAIBLHOCTH IEPCOHATIBHBIX JTaHHBIX
MAIMEHTOB B KIIMHUYECKOM HCCIIEJOBaHUH.

2. Jlna uenedt Hacrosuux [lpaBui mpUMEHSIOTCS TEPMHUHBI U OINPEACIICHHS, UCIOJIb3yeMble B
®enepanbHoM 3akone oT 23 utoHs 2016 1. N 180-D3 "O OnoMeIUIMHCKUX KJIETOUHBIX MPOayKTax'" <1>
(manee - denepanbHbiii 3ak0H "O OMOMETUIIMHCKUX KJIETOYHBIX MPOIYKTax").

<1> Cobpanue 3akoHonarenscTBa Poccuiickoit @eneparuu, 2016, N 26, cr. 3849; 2018, N 32, cT.
5116.
(caocka B pen. [Ipukaza Munznpasa Poccun ot 30.01.2019 N 30#n)

3. OOBEKTOM KIMHUYECKOIO HCCIIEIOBaHUS SBISIETCd OMOMEIUIMHCKUN KJIETOYHBIH MHPOAYKT,
M3ydaeMbli B LIEJSIX (Jlanee - uccieayeMblii OMOMETUIIMHCKUN KIETOUHBIN MPOJIYKT):

a) YCTaHOBJIEHUs 6€30MaCHOCTH | (MJIH) IEPEHOCUMOCTH OMOMEIUIIMHCKUX KJIETOUHBIX MPOIYKTOB,
B TOM YHCJIC BBISIBICHUSI TOOOYHBIX IEHCTBUHN MPU UX IPUMEHEHUU;

0) ycTaHOBJIEHUSI 6€30NMaCHOCTH U 3(PHEKTUBHOCTH OMOMETUITMHCKHUX KJIETOYHBIX TTPOYKTOB, B TOM
quclie To100pa ONTUMAIBHOTO KOIH4YecTBa (00beMa, Macchl, TUIOMIAM) OMOMEAUIIMHCKOTO KIETOYHOTO
MPOJYKTA U KYPCOB JICUSHUS, JIJISl TIAIIMCHTOB C ONPE/ICIICHHBIMU 3a00ICBAaHUSIMU;

(8 pen. [Ipukaza Munznpasa Poccuu ot 30.01.2019 N 30H)

B) BBIBIICHUS OCOOCHHOCTEH B3aMMOJECUCTBHUS OMOMEIUIIMHCKUX KJIETOYHBIX TPOIAYKTOB C
JICKapCTBEHHBIMU IMpenapaTaMy, MEIUIMHCKUMU HW3LEIUSAMH, MHIIEBBIMU NPOAYKTaMHU, APYTUMHU
OMOMETUIIMHCKUMHU KJIETOYHBIMH MPOAYKTAMH;

r ) HU3YUYCHUS BO3MOXHOCTH pPaCHIMPCHUA MoKa3aHui AJid OTPpUMCHCHUS 3apCTrUCTPUPOBAHHBIX
6I/IOMGHI/IHI/IHCKI/IX KJICTOYHBIX ITPOAYKTOB.
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Mpuka3 MuH3gpasa Poccum ot 22.09.2017 N 669H
(pen. ot 30.01.2019)
"0O6 yTBEpXAeHWM MpaBun Haanexallen KNMHUYECKON NPaKTUKMK...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 23.10.2024

Hccrnenyemple OHMOMEIUITMHCKHE KIETOYHBIC MPOIYKTHl MPUMEHSIOTCS B COOTBETCTBHU C
YTBEPKACHHBIM (B paMKax HpOLEAYpbl TMOJIYYEHHUS pa3pelieHuss Ha MPOBEICHHE KIMHUYECKOTO
UCCIJIEIOBaHMs) TPOTOKOJIOM KIMHUYECKOTO HCCIIET0BaHUS.

[IpoBeneHne  JOKIMHUYECKUX  UCCIENOBAHMM  OMOMEOMIIMHCKUX  KJIETOYHBIX  IMPOJYKTOB
OCYIIIECTBISIETCSI B COOTBETCTBUU C NIPABHIIAMU HAJUICKAIICH MPAKTUKHU 10 paboTe ¢ OMOMETUIIMHCKIUMHU
KJICTOYHBIMH MPOJYKTaMU <2>.

<2> Iloamynktr 5.2.207(7) IlomoxeHnuss o MuHUCTEpPCTBE 3apaBoOXpaHeHUs Poccuiickoit
®denepanun, yTBep>KIAeHHOTO mnocraHoBieHueM llpaButennctBa Poccuiickoit deneparuu ot 19 uronHs
2012 r. N 608 (Cobpanmue 3akoHonaTenbcTBa Poccuiickoit @enepamnmu, 2012, N 26, ct. 3526; 2013, N 16,
ct. 1970; N 20, ct. 2477; N 22, ct. 2812; N 33, cT. 4386; N 45, ct. 5822; 2014, N 12, cT. 1296; N 26, cr.
3577; N 30, cT. 4307; N 37, ct. 4969; 2015, N 2, cT. 491; N 12, ct. 1763; N 23, cT. 3333; 2016, N 2, cT.
325; N 9, cT. 1268; N 27, cT. 4497; N 28, c1. 4741; N 34, cT. 5255; N 49, cT1. 6922; 2017, N 7, ct. 1066;
N 33, c1. 5202; N 37, cT. 5535; N 40, ct. 5864; N 52, cT. 8131; 2018, N 13, cT. 1805; N 18, cT. 2638; N
36, ct. 5634; N 41, cr. 6273; N 48, ct. 7431; N 50, cr. 7774; 2019, N 4, ct. 330; Odunmansabii
WHTEpHET-TIOpTa)l MpaBoBod uHGpopmauuu http://www.pravo.gov.ru, 10 ampens 2019 r. N
0001201904100013) (manee - [lonoxenue).
(B pen. Ilpukaza Munznpasa Poccuu ot 30.01.2019 N 30H)

4. KnuHMYECKOe HCCIIEIOBAaHUE IMPOBOJMTCS B OTHOUICHHH (DM3MYECKOTrO JHNa (MalMeHTa I
3I0pOBOTO JOOPOBOJIBIIA), IPUHIMAIOIIETO Y4aCTHE B KIMHUYECKOM HCCIEJOBAaHHM B COCTaBE IPYIIIHI,
NOJTydaromeil McciueayeMplii OMOMEINIIMHCKUI KIETOYHBIA IMPOAYKT, JHOO B COCTaBE KOHTPOJIBHOM
Ipynmnsl (Jlajnee - NalueHr).

5. Ka)KI[LIfI IManyuCHT IIOCJIC IMOJTYYCHUA I/IH(i)OpMaI_[I/II/I O KIIMHUYCCKOM HCCJIICAOBAHHMH U JJO Haydallia
MPOBCACHUA KIMHUYCCKOr0 HCCICAOBAHHUA OacT I[O6pOBOJ'II)HOG corjlaCu€ Ha Yy4YaCTUC B TaKOM
KIIMHUYCCKOM HUCCIICAOBAHUUN ITOCPECACTBOM IMOATINCAHUA I/IH(i)OpMaI_II/IOHHOFO JIUCTKA MMalycHTAa.

Taxxe KaXJplil MalMEeHT AaeT J0OPOBOJILHOE COoTylacue Ha 00paboTKy ero NepCoHalbHbIX JaHHBIX U
UX MPEAOCTaBICHUE ONPEIECIICHHOMY JIMIy MWIM OIPEIEICHHOMY Kpyry JIMIl B CBA3M C Y4acTHEM
MalueHTa B KIIMHUYECKOM HUCCIeI0BaHUH.

6. Cormacue Ha yY4aCTue B KIMHUYCCKOM UCCIICJOBAHNHU, HA 06pa60TI<y U nepejavqy nepCoOHaJIbHBIX
JaHHBIX IMallM€HTa MOXKET OBITE AaHO 3aKOHHBIM MPCICTABUTCIIEM <3> nanuecHTa.

<3> B oTHOmEHNH NUIa, yKazaHHOTo B yacT 2 cratbu 20 denepanbHoro 3akoHa oT 21 HOAOps
2011 r. N 323-®3 "O6 ocHOBax OoxpaHbl 370pOBbsi TpaxaaH B Poccuiickoit ®@enepanuun" (CoOpanue
3akoHojarenbeTBa Poccuiickoit @enepanun, 2011, N 48, cr. 6724; 2013, N 48, ct. 6165, 2017, N 31, cr.
4791; 2019, N 10, ct. 888).
(B pea. [Ipukaza Munznpasa Poccuu ot 30.01.2019 N 30H)

7. KnuHuueckoe wuccieqoBaHle OMOMEAMIIMHCKOTO KJIETOYHOrO MPOAYKTa IPOBOJUTCS Ha
OCHOBAaHUM DPA3PELICHUS HAa MPOBEACHHUE KIMHUYECKOIO MCCIENO0BAaHUSA, BBIIAHHOTO MHHHMCTEPCTBOM
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Mpuka3 MuH3gpasa Poccum ot 22.09.2017 N 669H
(pen. ot 30.01.2019)
"0O6 yTBEpXAeHWM MpaBun Haanexallen KNMHUYECKON NPaKTUKMK...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 23.10.2024

3npaBooxpaHenust Poccuiickoit @enepanun (nanee - MUHHCTEPCTBO) <4> 10 pe3ynbTaTaM 3KCIIEPTU3bI
KayecTBa OMOMEIMLMHCKOIO KIJIETOYHOIO NPOAYKTa, B TOM YHUCIE 3KCIEPTU3bl COCTaBa 00pa3LoB
OMOMETUITMHCKOTO KJIETOYHOTO TMPOJAYKTa M METOAOB KOHTPOJS €ro KadecTBa (Jaysee - HKCHepTH3a
KayecTBa OMOMEIMIIMHCKOTO KIETOYHOIO IpPOAYKTa), M HKCHEPTH3bl JOKYMEHTOB MJIsi IIOJIy4EHUs
paspelieHns Ha MPOBEIECHUE KIMHHUYECKOTO HCCIEeNOBAHUS OMOMETUIIMHCKOTO KIIETOYHOTO IMPOIYKTa
<5> ¥ 3TUYECKOU IKCIEPTU3BI <6>,

<4> [ToanmyHkT 5.5.31(4) ITonoxenus.

<5> Crarbu 17, 30 ®@enepanpHoro 3akoHa oT 23 uroHsa 2016 1. N 180-®3 "O OGHOMEAUITMHCKUX
kieTouHbix nponaykrax" (CobOpanue 3akoHomarenbcTBa Poccuiickoit denepanuu, 2016, N 26, cr. 3849;
2018, N 32, ct. 5116) (nanee - ®enepanbHblii 3akoH "O OMOMEIUIIMHCKUAX KJIETOYHBIX MPOAYKTax").
(B pen. Ilpukaza Munznpasa Poccuu ot 30.01.2019 N 30H)

<6> Cratbs 14 denepanpHoro 3akoHa "O OMOMETUIIMHCKUX KIECTOYHBIX MPOTyKTaxX".

OKkcnepTusa KauecTBa OMOMEIUIIMHCKOTO KJIETOYHOI'O MPOAYKTa M SKCIEPTH3a JOKYMEHTOB IS
MOJTyYeHUs pa3pellieHs] Ha MPOBEJCHUE KIMHUYECKOTO HCCIIEOBAaHUS OMOMEIUIIMHCKOTO KJIETOYHOTO
MPOAYKTa MPOBOAATCS (efepaTbHBIM TOCYAAPCTBEHHBIM OIOKETHBIM YUPEKICHUEM, HaXOISIIUMCS B
BeZiecHnH MuHuCTepcTBa M 00€CHEeUnBAIOIIMM HCIOJHEHWE MOJHOMOYMM MuUHHUCTEpPCTBAa IO BblAaye
paspelieHnii Ha MPOBEJICHHE KIMHUYECKUX HCCIEI0BaHUI OMOMEIMIIMHCKUX KJIETOYHBIX MPOAYKTOB U
(uM) rOCYIApCTBEHHOM perucrpanuu OMOMEIUIMHCKUX KJIETOYHBIX IPOAYKTOB B COOTBETCTBUHU C
npukazoM MuHucTepcTBa 3apaBooxpanenuss Poccuiickoit @enepanuu ot 31 suBaps 2017 r. N 301 "O06
yrBepkaeHun IlpaBun mnpoBeneHHs OMOMEAMLIMHCKOW HKCHEPTH3bl OMOMEIUIUMHCKUX KJIETOUHBIX
MPOAYKTOB M (POPM 3aKITFOUEHUH KOMUCCHH JKCIEPTOB (eAepaibHOTO TOCyIapCTBEHHOTO OIOKETHOTO
YUPEXIECHUS 110 MPOBEICHUIO OMOMEAMIIMHCKONW IKCIEPTU3bl OMOMETUIIMHCKUX KJIETOYHBIX MPOJYKTOB"
(3apeructpupoBan  MunucrepctBom toctuniuu  Poccuiickoit  ®eneparum 8  wmrons 2017 r.,
peructpanoHsiit N 47007).

OTHyeckas dKCIEepTU3a MPOBOJUTCS COBETOM IO 3THUKE, CO3JaHHBIM B COOTBETCTBUU C IMPHUKA30M
MunucrepcTBa 31paBooxpaneHust Poccuiickoit ®enepamuu ot 27 ampens 2017 r. N 191 "O6
yTrBepAeHUH [lo0XkeHns: 0 coBeTe MO ITHKE, CO3/IaHHOM B IIEJIIX BBLAAYM 3aKJIIOUEHUS 00 ATHYECKON
O00OCHOBAaHHOCTH  BO3MOXKHOCTU  TPOBEJACHMSI KJIMHUYECKOTO HCCIIEOBaHUS  OMOMEIMIIMHCKOTO
KJIETOYHOTO TPOJIyKTa, MOpsIKa €ro AESITeNbHOCTH U TpeOOBaHMH K KBAIM(DHUKAIMM U OMNBITY pabOThI
HKCHEpPTOB COBETa MO 3THKe" (3aperucTpupoBaH MuHuCTepCTBOM tocTuliuu Poccuiickoit denepanyn 6
utonss 2017 1., perucrpanmonHblii N 46959), B 1mensx BbplJaYM 3aKJIIOYEHUS OO0 H3TUYECKOU
00OCHOBAaHHOCTH  BO3MOXKHOCTU  TNPOBEJACHMSI KJIMHUYECKOTO MCCIIEJOBaHUS  OMOMEIMIIMHCKOTO
KJICTOYHOT'O NPOJYKTA.

8. KumHuueckoe wuccle0OBaHUE JIOJDKHO TMPOBOJUTHCS B COOTBETCTBUU C MPOTOKOJIOM
KJIIMHUYECKOTO UCCIIEIOBaHMs (Jjajiee - MPOTOKOI), KOTOPBIN JOKEH COJIepKaTh, B TOM YHCIIE:

1) Ha3BaHME TNPOTOKONA, HUACHTU(UKAIMOHHBI HOMEp TMPOTOKOJIa W JaTy YTBEPXKACHUS
OpraHU3aTOPOM KJIMHUYECKOTO uccienoBaHus. HoBble Bepcuu MpoTOKOJIA JOIKHBI KMETh HOMED BEpCUU
U J1aTy, MONPaBKH K MIPOTOKOITY - HOMEP MOIPABKH U JaTy;
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Mpuka3 MuH3gpasa Poccum ot 22.09.2017 N 669H
(pen. ot 30.01.2019)
"0O6 yTBEpXAeHWM MpaBun Haanexallen KNMHUYECKON NPaKTUKMK...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 23.10.2024

2) HauMEHOBaHWE U aJpec OpraHu3aluu, OCYLIECTBISIONICH OpraHU3alui0 MPOBEACHUS
KJIIMHUYECKOT'O UCCIIEIOBAHMS U OCYIIECTBIIAIONIEH MOHUTOPUHT (€CIIM OHU Pa3InyHbIE);

3) dbamunuio, uMms, oT4ecTBO (MIPH HAIWYUHM) U JIOJDKHOCTH JIMIA, YIIOJHOMOUYEHHOTO OT WMEHU
OpraHM3alliy, OCYILECTBISIOUICH  OpraHu3alui0  MPOBEACHHUS  KIMHUYECKOrO  HCCIEJIOBaHUSA,
MOAMKUCHIBATH MPOTOKOJI U MOMPABKU K MPOTOKOIY;

4) ¢pamminio, UMsl, OTYECTBO (IIPU HATMYHH), TOJHKHOCTD, aipeC U HOMep TeneoHa METUIIUTHCKOTO
9KCIIEPTa, HA3HAYEHHOIO OpraHM3alUell, OCYILECTBISIOUIEH OpraHU3allio MPOBEIEHUS KIMHUYECKOTO
UCCIIEIOBaHMUSI, ISl IPOBEICHUS KIIMHUYECKOTO UCCIIEIOBAHUS;

5) dammnuio, uMs, OoT4ecTBO (IIPH HAIMYUHU) U JODKHOCTH HCCIIEIOBATENs, OTBETCTBEHHOTO 32
MIPOBEJICHUE KIMHUYECKOT0 UCCIIE0BaHus, a TAK)Ke aJjpeca U HoMepa TeneOoHOB KIMHHUUECKUX LIEHTPOB;

6) damwimo, UMs, OTYECTBO (IIPU HATUYHMH), JTOJDKHOCTh, aJpec W HoMep TeledoHa Bpaua,
OTBETCTBEHHOTO 32 MPUHATHE PEHICHWI MEIUIIMHCKOTO XapakTepa (eciau NaHHOE JIUI0 HE SBISETCA
HCCIIEI0BATENIEM);

7) HaUMEHOBAaHMUS M aJpeca KIMHUYECKUX Jaboparopuii M JPYrHMX MEAMIMHCKUX U (WIIH)
TEXHUYECKUX CITYXKO M OpraHu3aluid, TPUHUMAIOIIUX y4acTHE B KIIMHUYECKOM HCCIICI0BAHUH;

8) 000CHOBaHHE KIIMHUYECKOTO HCCICA0OBAHMsA, BKIIFOYAKOIICC:

a) Ha3BaHHWE ¥ ONKMCAHHE HCCICAYEeMBbIX OWOMEIUIMHCKHX KJICTOYHBIX TMPOMYKTOB (BKIItOUas
Ianedo0 U aKTUBHBIN KOHTPOJIb ),

0) CBOJIHOE M3JI0KEHHE PE3yIbTATOB JOKIMHUYECKUX MCCIICTOBAHUN U KIIMHUYECKUX UCCIEAOBaHUI
(ecru paHee MPOBOIUIINCH) UCCIEYyEMOr0 OMOMETUIIMHCKOTO KIETOYHOTO IPOAYKTA;

B) KpaTKO€ OMMCaHNEC M3BECTHLIX U MOTCHIHUAJIBHBIX PUCKOB U MOJIB3bl IPUMCHCHHA UCCIICAYEMOTI'O
6I/IOMCI[I/II_II/IHCKOI"O KJICTOYHOTI'O NIPOAYKTA JIA MTallTUCHTOB,

I) onycaHue U 000CHOBAaHKE CIIOCO0A MPUMEHEHHSI OMOMETUIIMHCKOTO KIETOYHOIO IPOAYKTA;

I[) YKa3aHue€ Ha TO, YTO KIMHHUYCCKOC HCCICHOBAHHUC 6y,[[eT NpoOBOAUTHECA B COOTBETCTBUH C
IMPOTOKOJIOM KIIMHUYECKOTO MUCCICIOBAHUA U HACTOAIINMUA HpaBI/IJ'IaMI/I;

e) OIMMCAaHUC HCCJIC,[[yCMOﬁ MOITYJIA NN

}K) CCBUIKM Ha JIUTECPATYPHBIC HCTOYHUKHW W OAHHBIC, MMCIONIHME 3HAYCHUC I KIMHUYCCKOTO
HCCIICAOBAaHUA U MMPEACTABIIAOIINC €000 000CHOBaHUE KIIMHUYECKOTO HCCIICOOBAaHUA,

9) OeJIn 1 3aJa49 KIMHHYCCKOT'O UCCIICIOBAHNMA,
10) OIIMCAaHUEC O6II_ICFO IJ1aHa KIIMHHYCCKOT'O MCCIICAO0OBaHM A, BKIIIOYAKOIICTO:

a) yKa3aHHe OCHOBHBIX WM JOTOJHUTEIbHBIX (IPU HAIWYUHU) UCCIETYEMBIX MapaMeTpoB, KOTOpbIE
OyZayT OLICHUBAThCS B X0JI€ KIIMHUYECKOTO UCCIIC0BAHMS;
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0) omucaHue THUNA IUIAaHa MPOBOJMMOIO KIMHUYECKOIO HCCIEAOBaHUS (JIBOMHOE ClIIEToe,
1a11e00-KOHTPOJIUpyeMoe, MapajuieIbHOe U UHbIE BUJbI UCCIEI0BaHUIN) U TpaduyecKylo cXeMy IUIaHa
KIIMHUYCCKOI'0 UCCIICAOBAHNUA, ITPOUCAYP U 3TAIIOB KIIMHUYCCKOI'O UCCIICAOBAHM,

B) OIIMCAHME Mep, HANPaBJIEHHbIX HA MUHUMU3ALUIO, UCKIIOYEHUE CYOBEKTUBHOCTH, B TOM UHUCIIE
paHI0MU3aLINN, CIIENIOr0 METO/1a (MAaCKUPOBKH);

I) ONMCaHUE M0A0Opa ONTHUMAIbHBIX JO3MPOBOK OMOMEIUIIMHCKOIO KJIETOYHOIO MpPOAYKTa U
KYpPCOB JIEUEHUS JJIs1 NALMEHTOB C ONPEIEICHHBIMU 3a00JI€BAaHUSMU, €TO YIIAKOBKH U MapKUPOBKU;

,I[) IMPOAOIKUTCIIBHOCTh Y4YaCTHUsA ITaHUCHTOB MKW 3A0POBBIX ,I[O6pOBOJ'IBI_IeB B KIIMHHYCCKOM
HUCCIICA0OBAaHNH, OIMUCAHUC MOCICAOBATCIBHOCTH U MPOAOJLKHUTCIBHOCTH BCCX NCPUOJ0B KIMHHUYCCKOTO
HCCIICO0BAaHMA, B TOM YHUCIIC IIEPHOJa IMOCICAYOUIECTO Ha6J'IIO,I[eHI/I5[, €CJIM TaKOBOM MpeaAyCMOTPECH,

C) OIMMCAHUC MMPaBUJI MPHUOCTAHOBJIICHUA KIMHUYCCKOTO UCCICAOBAHNA, KPUTCPHUECB UCKITIOUYCHUSA JIA
OTACJIbHBIX ITAIIUCHTOB,

) ONHCAHNE IPOLEAYPHI YUeTa UCCIEAYEMOro OMOMETUIIMHCKOTO KJIETOYHOTO MPOIyKTa, IIanebo
¥ OMOMEIUIIMHCKOTO KJIETOYHOI'O MPOIYKTa, UCIIOJIb3YEMOT0 B KaueCTBE MPOAYKTa CPAaBHEHHUS;

3) OIMCAHHUE CIIOCOOOB XpaHEHUS! PAHIOMM3AI[MOHHBIX KOJOB U IMPOLEAYPHI UX PACKPBITHS;

M) TepedyeHb JIAaHHBIX, PETUCTPUPYEMBIX B WHAUBUAYAIbHONH pPETUCTPALIMOHHOW KapTe B
MUCbMEHHOM WJIM 3JICKTPOHHOM BHJIE U PACCMATPUBAEMBIX B KAUECTBE NIEPBUUYHBIX JAHHBIX;

K) OIMMCAHUEC BO3MOXHOCTH pPaACIIUPCHUA MoKa3aHui A IIPUMCHCHUA 3apCTrUCTPUPOBAHHBIX
6I/IOMCZII/IIII/IHCKI/IX KJICTOYHBIX IMTPOAYKTOB IIPU €T0 N3YUCHHUH,

1 1) KPUTCPUHN BKIIIOYCHHUA IMALITUCHTOB B KIIMHUYCCKOC HUCCIICIOBAHUC,

12) KPUTCPUH UCKIIIOUYCHUS MAIMCHTOB U3 KIIMHUYCCKOI'0 MCCICIOBaHUA (OCHOBaHI/ISI MMpeKpamCHuA
MMPUMCHCHUS UCCIIEAYCMOTI'O 6I/IOMGI[I/II_[I/IHCKOFO KIICTOYHOI'O IPOAYKTA, UCCIECAYEMOT'O He‘IeHI/Iﬂ);

13) cBeneHuss 00 HCHONB3YEMBIX B KIMHUYECKOM HCCIIEIOBAHUU OMOMEIUIIMHCKUX KJIETOYHBIX
NPOAYKTaX, BKJIIOYas MX Ha3BaHUA, MyTH M CHOCOOBI MPHUMEHEHMS, NMPOJODKUTENBHOCTh JICUEHUS,
MEepPHObl TIOCTEAYIOIIEr0 HAOMIOACHUS I KaXKIOW TPYIIIbI MallUEHTOB, CBEJCHUS O Pa3peIIeHHbIX IS
IPUMEHEHMs TalMeHTaMU U 3alpelieHHBbIX I MPUMEHEHHs 10 M (WIM) BO BpeMs KIMHUYECKOIO
HCCIIE0BAHMS JIEKAPCTBEHHBIX IIpenaparax, MEAUIIMHCKAX U3JENHAX, CIIEHNaIN3UPOBAHHBIX MMPOIYKTAX
7e4yeOHOro MUTaHMS U MUIIEBBIX POAYKTAX;

14) HauMeHOBaHHE W TPOMCXOKICHHE KIETOYHOW JMHUU (KJIETOYHBIX JIMHUMN), IOMYCTHUMOE
KOJINYECTBEHHOE COJIepKaHUE KJIETOK KJIETOYHOM JMHMU (KJIETOYHBIX JUHHMI) B OMOMEIUIIMHCKOM
KJICTOYHOM TPOAYKTE, COJIEPKaHUE KU3HECTIOCOOHBIX KJIETOK KJIETOYHOW JIMHUM (KJIETOYHBIX JTUHUI) B
cocTaBe OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTA;

15) mnepeuenp mnapamMeTpoB SPPEKTUBHOCTH HCCIENYEMOr0 OHOMEIUIIMHCKOTO KIJIETOYHOTO
MPOAYKTa U METOJIbl, CPOKU MPOBEACHHS OLIEHKH, PETUCTPALIMM U aHAIM3a mapaMeTpoB 3((EKTUBHOCTH
OMOMEIUIIMHCKOTO KJIIETOYHOTO MPOJIYKTa;
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16) mnepeduenr mapameTpoB  OezomacHOCTH H  (WJIM) TEPEHOCUMOCTH  HCCIEAYeMOIO
OMOMEIUIIMHCKOIO KJIETOYHOIO IPOAYKTa, METOJbl M CPOKU IPOBEJIEHHS OLEHKH, PErUCTpallud U
aHauM3a MapaMeTpoB OE€30MACHOCTU MCCIELYyeMOro OMOMEIUIUHCKOrO KJIETOYHOrO MPOJIYKTa, B TOM
Y€ BBISIBICHUS MOOOYHBIX AEHCTBUM IPU UX IPUMEHEHUH;

17) TpeboBaHus K OTYETAM, MPOIIEIYPE PETUCTPAIIUN U COOOIICHUSAM O HEXKENATSIbHBIX SBICHUSIX U
MHTEPKYPPEHTHBIX 3200JICBAaHUSX;

18) MeTon © TPOAOIDKUTENBHOCTh HAONIONCHUS 3a TMalMeHTaMH TI0CJe BO3HUKHOBEHUS
HE)KeIaTeJIbHbIX SBJICHHUM;

19) OIIMCAHUEC CTATUCTUYCCKUX MCTOJOB KIMHHYCCKOI'O HCCICIOBAaHMsA, BKIIIOYAKOIIMWX, B TOM
YHUCJIC!:

a) CPOKHM MPOBECHUS MTPOMEKYTOUHOT'O aHAJIN3A;

0) IaHupyeMoe KOJIMYECTBO MAIMEHTOB ¢ 000CHOBAaHUEM pa3Mepa BIOOPKHU;

B) IPUMEHSEMbIN YPOBEHb 3HAUYMMOCTH KIIMHUYECKOTO MCCIICIOBAHNUS;

') KpUTEPHH MIPEKPAIIEHUS] KIMHHYECKOTO UCCIICIOBAHMUS,

1) IPOLEYPhI YUETa OTCYTCTBYIOLINX, HE MOJUICKANIUX aHAIU3Y U COMHUTEIbHBIX JTAHHBIX;

€) mpoueaypbl cooOmieHuss 00 OTKIOHEHHUSX OT NEPBOHAYAIBLHOTO CTAaTHCTUYECKOTO IIJIaHa
(OTKIIOHEHHST OT TIEPBOHAYAIBHOTO CTATUCTHUYECKOTO IIJJaHA OIMHUCBHIBAIOTCS W OOOCHOBBIBAIOTCS B
MpOTOKOJIE U (WiIH) (PUHATHHOM OTYETE O KJIMHHUYECKOM HCCIIEI0BaHUN );

) TpoueAaypbl OoTOOpa MalMeHTOB Uil aHaiu3a (paHAOMU3HPOBAaHHBIE MALMEHTHI, MAallMEHTHI,
NOJYyYMBIIUE XOTA OBl OJHY 103y HCCIEAYEeMOro OMOMEIUIIMHCKOTO KJIETOYHOIO MpPOAYKTa, BCE
MAlUEHThl, COOTBETCTBYIOIINE KPUTEPUAM O0TOOpa, MALIUEHTHI, JaHHBIE KOTOPBIX MPUTOJIHBI Ui OLIEHKH,
MHbIE KaTeTOPUH MAI[UEHTOB);

20) omucaHue AEWCTBUH 10 KOHTPOJIIO KauyecTBa M OOECHEYEeHHI0 KadecTBa HCCIEyeMOro
OMOMETUITMHCKOT O KIETOYHOTO IPOIYKTa;

21) onrcaHue dTHYECKUX ACTIEKTOB KJIMHUYECKOTO UCCIICI0BAHMS;

22) onucanue paboOThI ¢ JAHHBIMU U BEICHUIO 3aMuCcei;

23) onrcanue nopsika GUHAHCUPOBAHUS KIIMHUYECKOTO UCCIIEAOBAHUS U CTPaXOBaHUS MMAIIMEHTOB;
24) yka3aHue Ha BO3MOXXHOCTh MYOJIMKAIINH PE3YIbTaTOB KIMHUYECKOTO HCCIIeI0OBAHUSI.

9. CBomHOE WBJIOXKEHUE PEe3yJbTATOB MOKIWHUYECKUX WM KIMHUYECKHX WCCICTOBAHUN JTOHKHO
MIPUBOJIUTHCS B OpOIIIOpe UcclenoBarens (anee - OpoIIopa), CoaepKaIle, B TOM YUCIe, CIeIYIOIIHe
CBEJICHUS:

1) HaAaUMCHOBAHUC OpTraHU3allln - pa3pa60TtH/H<a 6I/IOMCI[I/II_II/IHCKOF0 KIJIICTOYHOI'O IPOAYKTA, NATy
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COCTaBJICHHS OPOITIOPHI, HOMEP KIMHUYECKOTO MCCIICIOBAHMS, HOMEP BEPCUU OPOIIIOPHI, HOMEP H JaTy
MpeABIAYIIeH peaakiui OpOIIIOpPHI, a TaK)Ke YBEAOMIICHHE O KOH(DHICHIIMAIBHOCTH COJEpIKAIICHCs B
Hel MHPOpMAINH, YKa3bIBAEMbIC HA TUTYJIBHOM JINCTE OPOIIIOPHI,

2) HaMMEHOBaHMEC OHMOMEIMIIMHCKOIO KJIETOYHOTO NPOAYKTa, HA3HAYCHUE OHMOMEIMIIMHCKOTO
KJIETOYHOTO TMpOoAayKTa (mpoduiIakTUKa, AWATHOCTHUKA, JeUueHUE 3a00JIeBaHMII WM COCTOSHUH,
COXpaHEHHE OEPEeMEHHOCTH M MEAMIIMHCKAs pPeaOWIMTAIMsA), THUI OHOMEIHMIIMHCKOIO KJIETOYHOI'O
MpOAyKTa (ayTOJOTHYHBIM, aJUIOTCHHBIH, KOMOWHUPOBAHHBIN) W TMOKa3aHUS K MPUMEHEHHUIO
OMOMEMIIMHCKOTO KJIETOYHOTO MPOJIyKTa (YKa3bIBalOTCS OCHOBHBIC KPUTEPHH BKJIFOYCHHUS MAI[UCHTOB B
KJIMHUYECKOE MCCIICI0BaHNUE);

3) kpatkoe pe3toMe O  OHOJOTHYECKUX, MHKPOOMOJIIOTMYECKHUX, HMMYHOJIOIMYECKHUX,
TOKCHKOJIOTHYECKUX, (HapMaKOJIOTUYECKUX, (U3NYECKUX, XUMHUCCKUX, KIMHHUECKUX M JPYTUX
CBOMCTBaX HCCIEAyeMOro OHOMEIUIIMHCKOIO KJIETOYHOIO MpPOAYKTa, OOOCHOBaHHE Uil H3y4YEHMs
UCCIIEYeMOT0  OMOMEIMIMHCKOTO  KJIETOYHOTO  MPOAYKTa,  OXHIAeMble  NPOPHIAKTHYECKHUE,
JMAarHOCTHYECKUE WM JiedyeOHble peaklMM, CBA3aHHbIE C €ro NpPUMEHEHHEeM, a Takxke 00 3dexte
B3aUMOJCHCTBUS ~ HCCIENLYEMOr0  OMOMEIUIIMHCKOrO  KJIETOYHOIrO  HPOAYKTa C  JIPYTHMMH
OMOMETUIIMHCKMMU KJIETOYHBIMHU MPOIYKTaMH, JEKapCTBEHHBIMM IIpernapataMyu U (MI1) MEIULIUHCKUMU
U3JIEIUSIMU, TUIIEBBIMU IPOAYKTaMU, B TOM YHCJIE:

a) CBEJICHUS O JIEKAPCTBEHHBIX Ipernaparax Uisi MEIULUHCKOTO MPUMEHEHHUs], (papMaleBTUYECKUX
CcyOCTaHIMSIX, BXOJAIIMX B COCTaB OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTA, BKIIIOYAas HAUMEHOBAHUS
JIEKapCTBEHHBIX CPEACTB (MEXKIYHAPOIHbIE HETIATEHTOBAHHbBIE, HIIU TPYIIIUPOBOYHBIE, HIIM XUMUYECKHUE),
HAaWMEHOBAHHS TPOU3BOJIUTENCH JIEKAPCTBEHHBIX CPEJCTB, JaTbl U HOMEPA PErHCTPAIMOHHBIX
yIIOCTOBEPEHHI JIEKapCTBEHHBIX IPENapaToB, AaThl BKIIOYEHHUS (apMalleBTHUECKUX CyOcTaHIuil B
TOCYIapCTBEHHBIM pEecTp JIEKApCTBEHHBIX CPEACTB JJIs MEIUIIMHCKOTO TMPUMEHEHHS, HOoMepa
HOPMATUBHBIX JIOKYMEHTAllUi, OOOCHOBaHHE BKIIIOUEHUS B COCTaB OHOMEIUIIMHCKOTO KIETOYHOTO
MIPOJYKTA, KOJIMUYECTBEHHOE COJIEPIKAHUE;

(mm. "a" B pen. [Ipukaza Munzapasa Poccun ot 30.01.2019 N 30n)

0) cBeeHMS O MEIUIMHCKUX H3JENUSAX, BXOIAIIMX B COCTaB OMOMEAMIIMHCKOIO KJIETOYHOTO
MIPOAYKTa, BKJIKOYas HAUMEHOBAHMS MEOUUUHCKUX HU3JACIIHNA, HAUMEHOBAHMWS IIPOU3BOAUTEIIEH
(u3roroBuTeENEH), OaThl U HOMEpa PpErucTPAlMOHHBIX YIOCTOBEPEHMM, PEKBU3UTHI HOPMAaTHBHOU
JOKYMEHTAIH, KOJIWYECTBEHHOE COZiep)KaHue B OMOMEIMIIMHCKOM KJIETOYHOM MPOJIYKTE, 0OOCHOBAaHUE
BKJIFOUEHUS B COCTaB OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTa;

4) onucaHue OMOJOTUYECKMX U HMHBIX XapaKTEPUCTUK OMOMEIUIIMHCKOTO KIIETOYHOTO MPOIYKTa
(cIOCOOHOCTH K 3aMEIIEHUI0 CTPYKTYp U (Miu) QYHKIHMI TKaHEW M OpraHoB YelIOBEKa, CIIOCOOHOCTH K
BOCCTAHOBJICHHIO CTPYKTYpbl U (WiaM) (GYHKIUU TKaHEW M OpPraHoB uYeloBeKa (pereHepaTUBHBIC
CBOMCTBA), KOPPEKIMSI UMMYHHBIX PEAKIU, SKCIIPECCHSI KIIETOUHOTO TEPAaNeBTUUYECKOIO areHTa, HHOeE);

5) pPE3yiIbTaTbl AOOKJIMHHUYCCKUX I/ICCJ'IC,ZLOBaHI/Iﬁ 6I/IOMCI[I/II_II/IHCKOF0 KJIICTOYHOI'O TIPOAYKTA,
BKJIIOYArOIiue PE3YIbTAThI 6HOHOFHH€CKHX, MI/IKpO6I/IOJ'IOFI/I'—IeCKI/IX, HMMYHOJIOTHYCCKHX,
TOKCHUKOJOTHUYCCKUX, (I)apMaKOJ'IOFI/IquKI/IX, (I)I/I3I/I‘-ICCKI/IX, XUMHUYCCKUX W OPYIrux I/ICCJ'ICI[OBaHI/Iﬁ
6I/IOMGHI/IHI/IHCKOFO KJICTOYHOI'O0 MPOAYKTa B LECJIAX BBIABJIICHUA CHGHI/I(i)I/I‘IeCKOFO MEXaHHu3Ma HGIZCTBHSI
TAKOro IMPOAYKTA, HOJYUYCHHUA JOKA3aTCILCTB €TI0 663OH3.CHOCTI/I, KadyeCTBa H B(I)q)CKTI/IBHOCTI/I, C
OIIMCAaHHUEM, B TOM YHCIJIC:

www.consultant.ru CrpaHuua 9 u3 23
HafeXXHaa npaBoBad noaaep)xka


https://www.consultant.ru/
https://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=LAW&n=472095&date=23.10.2024&dst=100071&field=134

Mpuka3 MuH3gpasa Poccum ot 22.09.2017 N 669H
(pen. ot 30.01.2019)
"0O6 yTBEpXAeHWM MpaBun Haanexallen KNMHUYECKON NPaKTUKMK...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 23.10.2024

a) HCIOJIb30BAHHBIX BUJI0B )KUBOTHBIX C YKA3aHUCM HX KOJIMYCCTBA U 110JI1a B Ka)i(,[[OfI rpymIie;
6) CANMHUI UBMCPCHUA OIITUMAJIbHBIX JO3UPOBOK U cIoco0oB IIPUMCHCHU A,

B) CUCTCMHOI'O pacnpCACsCHUA, NPOAOJLDKUTCIBHOCTH IOCICAYIHOUICTO H3.6JHOI[€HI/IH I10CJIC
OKOHYAaHH IIPUMCHCHUA 61/IOM€,I[I/IHI/IHCKOFO KJICTOYHOI'O IIPOJAYKTa,

I') XapaKTepa TOKCHYECKHX U MHBIX 3(P(PEeKTOB, MX BBIPAKEHHOCTH WJIM CTEICHU TSDKECTH, BPEMEHHU
710 HACTYIUICHHSI, 00OpaTUMOCTh, MPOAOKUTEIBHOCTD 3P PEKTOB;

J) TOKCHKOJOTMH (ONHCAaHHUE TOKCHUYECKHUX J(PQPEKTOB HUCCIEAYEMOTO OHOMEAMIIMHCKOTO
KJIETOYHOTO IpPOAYKTa, BBISIBIEHHBIX B HCCIEIOBAaHMAX HA JKUBOTHBIX pa3HbIX BHJOB (TpHU
HEOO0XOAMMOCTH ), BKJIFOYAs! CBEACHUSI O TOKCUYHOCTH MPH OJHOKPATHOM M MHOTOKPAaTHOM IMPHUMEHEHHUH,
KaHIEPOreHHOCTH, CHELUAIbHBIX MCCIEJOBaHUAX (MECTHO-pa3/ipakaroliee M aliepru3upyroee
JeMCTBHE), pEIPOIYKTUBHON TOKCUYHOCTH, FEHOTOKCUYHOCTH (MyTareHHOCTH );

6) OIIMCaHHC 3(1)(1)6KTOB IMPUMCHCHUS HCCICAYEMOI'O 6I/IOM6I[I/II_[I/IHCKOFO KJIICTOYHOI'O IIPOAYKTA Y
YCJIO0BCKa, B TOM 4YHUCJIC:

a) KHHETUKH (BKJItouas MeTaboI3M, BCaChblBaHHE, CBSI3bIBAHHUE C O€IKaMU IJ1a3Mbl, pacipe/esieHre
U BBIBEJICHUE) UM OHOJOCTYIHOCTH HCCIEAYEeMOro OHOMEIUIIMHCKOTO KIETOYHOTO TPOAYKTA,
B3aMMOJICHCTBUS HCCIIEIYeMOro OMOMEIUIIMHCKOTO KJIETOYHOrO0 TpPOAYKTa (C JIeKapCTBEHHBIMU
npenaparamMi, MEIUIMHCKUMH W3ICIUSIMHU, MHUIIEBBIMA TMPOAYKTaAMH, APYTUMH OHOMETUIIMHCKUMU
KJIETOYHBIMU MTPOYKTAMH), IPYTUX UMEIOIIUXCS JAHHBIX 10 KHHETUKE;

0) maHHBIX IO OE30macHOCTH, IWHAMUKE, 3(PQPEKTUBHOCTH HCCICTyeMOT0 OHMOMETUITTHCKOTO
KJICTOYHOTO MPOJIYKTa (M €ro MeTabOoJMTOB, €CIU €CTh JIaHHbIE), MOJYYEHHBIX B XO/€ MPOBEAECHHBIX
KIIMHUYECKUX MCCIENOBaHUN (C ydacTHeM 3J0pPOBbIX J0OpOBOJIbLIEB M (WJIM) MALUEHTOB) H
MHTEpHpeTalys TUX JaHHbBIX (110 3aKOHYEHHBIM KIIMHUUYECKUM UCCIIEJOBAHUAM JIOJDKHBI IPEACTABISThCS
CBOJIHbIE OTYETHl MO 3(P(PEKTUBHOCTH U OE30MACHOCTU HCCIENYEMOro OMOMEAMIIMHCKOIO KJIETOYHOIO
MPOAYKTA, a TAKXKe CBOAHbIC TaOJIMIBI HEXXEIAaTeIbHBIX PEAKIIUN M0 BCEM KIMHUYECKUM HCCIIEIOBAHUSM,
OTHCHIBAIOTCS 3HAYMMBbIE PA3JINYMS B XapaKTepe U 4aCTOTE HEXKeaTeNbHbIX peakluil);

B) IOCTPETUCTPALMOHHOIO OIbITa MPUMEHEHUS HCCIEAYeMOro OMOMETUIIMHCKOTO KJIETOYHOIO
MPOJYyKTa (IPU HAJIUYUN);

7) HWHCTPYKIIMKU JIsI  HUCCICHOBATCIIA IO AJWArHOCTUKE U JICUCHUIO MMOOOYHBIX I[GI‘/JICTBI/II\/'I,
HEXCIIaTCIIbHBIX peaKunﬁ, CCPBE3HBIX HEKCIATCIbHBIX peaKuHﬁ, HCMPECABUACHHBIX HEKCIATCIbHBIX
peaKI_II/Iﬁ IIpu MPUMCHCHUHN 6I/IOMC,[[I/II_II/IHCKI/IX KJICTOYHBIX ITPOAYKTOB.

10. Otyer o pe3ynapTaTax KIMHMYECKOTO HCCIENOBaHUS (Jajiee - OTYET) JOJDKEH COCTaBJISATHCS B
IUCbMEHHOW (opMe OpraHu3aluell, OCYLIECTBISIONIEH OPraHU3alMi0 MPOBEACHUS KIMHUYECKOTO
UCCIIeIOBaHMsT OMOMEIMIIMHCKOTO KJIETOYHOTO TPOJYKTa, HAa OCHOBAaHWH 3aKIFOUYECHUH METUIIMHCKUX
OpraHu3aIHii, IPOBOJUBILKX 3TO HCCIIEI0OBAHNE, U BKIIOYAET, B TOM YHCIIE:

1) TUTY/IBHYIO CTPAHHUILY, HA KOTOPOM YKa3bIBAIOTCS:

a) Ha3BaHHUC OTUCTA,

www.consultant.ru Crpanuua 10 us 23
HafeXXHaa npaBoBad noaaep)xka


https://www.consultant.ru/
https://www.consultant.ru/

Mpuka3 MuH3gpasa Poccum ot 22.09.2017 N 669H
(pen. ot 30.01.2019)
"0O6 yTBEpXAeHWM MpaBun Haanexallen KNMHUYECKON NPaKTUKMK...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 23.10.2024

0) Ha3BaHKE OMOMETUITMHCKOTO KJIETOYHOTO TIPOAYKTA;

B) COCTaB OMOMEIMIMHCKOTO KJICTOYHOTO MPOAYKTa (BKIJIIOYAs CBEJCHUS O JICKAPCTBEHHBIX
npernaparax Juis MEAMIMHCKOTO MPUMEHEHUSs, (papMaleBTUYECKUX CYyOCTaHIMAX U (MJIM) MEIUIIMHCKUX
U3JIETIHSX, COACPIKAIUXCS B UCCIIEyeMOM OMOMEINITMHCKOM KJIETOYHOM MPOIYKTE (TIPH HATMYUH);

(8 pea. [Ipukasza Munsnpasa Poccuu ot 30.01.2019 N 30n)

F) HU3y4aeMO€ IIOKa3aHuE€ K IPUMECHCHUTIO 6I/IOMeI[I/II_[I/IHCKOl"O KJICTOYHOI'O IIPOAYKTA,

J) KpaTKoe ONMCAHHWE IIJJaHa KJIMHUYECKOTO WCCIEAO0BaHUs, HAJIM4YUEe INPOAYKTAa CPABHEHMS,
MIPOJOJKUTEIBHOCTD KIIMHUYECKOIO UCCIEA0BAaHUA U KOHTUHICHT Mal[UCHTOB;

e) HAaMMCHOBAHUC OpTraHu3allvu, OCymCCTBJISHOH.[Gﬁ OopraHu3alio MPOBCACHUA KIMHUYCCKOI'O
HCCICIOBAHUA,

) UACHTU(DUKAMOHHBIA HOMEP IMPOTOKOJIA KIMHUYECKOTO UCCIICIOBAaHUS;
3) (a3bl KIMHUYECKOTO UCCIEIOBAHNUS;

1) J1aThl Ha4yajla 1 OKOHYAHUS KIIMHUYECKOTO UCCIIEI0OBaHMS;

K) JlaTa COCTaBJIECHUS OTUETA;

J) CcBeJeHHWS 00 wuccienoBaTelie, PYKOBOJIUTENIC MEIWIIMHCKOW OpTraHW3allHd, OTBETCTBEHHOM
MPEJICTAaBUTENIC  OpPraHM3allH, OCYIISCTBIISIIONICH  OpraHM3alHio  MPOBEACHUS  KIMHUYECKOTO
HCCIIEIOBAHUS;

2) pe3toMe - KpaTKOE€ ONHUCAHHWE MPOBEAEHHOIO KIMHHYECKOTO MHCCIIEJOBAHUS C YHUCIOBBIMU
JAHHBIMU JUJIS HJUTFOCTPALIMHU PE3YyIbTaTOB;

3) ornamieHue, BKIIIOYast IEPEeYeHb U PACHOI0KEHNE PUIIOKEHUH, TaOIHIL;
4) nepeueHb COKpaLICHUI U ONpeIesIeHne TEPMUHOB, UCIIOJIb3YEMBIX B OTUETE;

5) Ha3BaHUA U aApeCa MCECT HAXOXIACHHUA MCIUIMUHCKHUX OpFaHH3aHHﬁ, B KOTOPBIX HPOBOJAUIHUCH
KIIMHUYCCKUEC UCCIICAOBaAHNUA,

6) OCIn 1 3aJa49i KIMHUYCCKOT'O UCCIICAOBAHUA,
7) IJIaH ITPOBCACHHOTO KIIMHUYCCKOI'0 UCCIICAOBAHNA, BKJ'II-O‘-I&IOHII/IfI, B TOM YHCJIC:

a) O6H_II/II71 IJ1aH, IINTaH-OIIMCAaHHUC KIMHHYCCKOI'O HMCCICOOBAHHUA M CXEMATHYCCKOC I/I306pa)KeHI/Ie
OTaIllOB U MPOUECAYP KIIMHUYCCKOr0 UCCIICAOBAHUA,

6) o0ocHOBaHHKE MJIaHa KITIMHUYECKOTO UCCIIEI0BaHMS;
B) KpUTEpPUU BbIOOpa MOMYJISALNN;

1") Ha3HAa4YCHHOC JICUCHUC, I/IIleHTI/I(I)I/IKaI_[I/I}I HCCIICAYCMBIX 6I/IOMC,Z[I/II_II/IHCKI/IX KJICTOYHBIX IMIPOAYKTOB,
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MCTOJbI paCcpCACIICHUA MAMCHTOB 110 I'pynIiaM (paHI[OMI/ISaI_II/ISI), A03bI U BPEMs IIPpUCMaA UCCIICAYEMOI'O
6I/IOM6I[I/II_II/IHCKOFO KJICTOYHOI'O IIPOAYKTA, NPCAICCTBYIOIAasd U COIIYTCTBYIOLIAA TCPAIIKs,

1) naHHele 00 3¢ddexTuBHOCTH M 0E30MACHOCTH MCCIETYEMOro OHMOMEIUIUHCKOTO KIJIETOYHOTO
npoaykTa (omeHka u rpaduk onpenenacHus mokaszarenen 3pPeKTUBHOCTA U OE30ITACHOCTH ),

€) crocoObl o0ecrieyeHns KadecTBa M JOCTOBEPHOCTH IOJYYCHHBIX JaHHBIX, BKIIOYas JaHHBIC
ayauTa, pe3yJIbTaThl MHCIEKLNN, €CIIU IIPOBONIINCS;

’K) U3MCHCHMSI, BHECEHHBIC B TPOTOKOJI KIIMHUYECKOTO UCCIICIOBAHNUS;

8) cBelIeHHs O MalKMeHTaX U PACIPEACICHUH HX 110 TPYIIIaM;

9) cBeneHHs 00 OTKIOHEHUSAX OT MPOTOKOJIA KIMHUYECKOTO UCCIICIOBAHUS;

10) oueHky 3(h(heKTHBHOCTH OMOMETUIIMHCKOTO KIIETOYHOT'O MPOYKTa, B TOM YHCIIE:

a) COBOKYITHOCTb JIAaHHBIX, TIOJIC)KABIINX aHAIHU3Y IIPH MTPOBEICHUN KIMHHYECKOTO HCCIICTOBAHUS;
0) nemorpaduyueckue JaHHBIC O TAIlUEHTaX;

B) CBCIACHUA O CO6JHOIICHI/II/I NanueHTaMu CXCMbl HPUMCHCHUA 6I/IOMGIII/IIII/IHCKOFO KJICTOYHOI'O
IMPpOAYKTA,

I) pe3yNbTaThl OLEHKH 3(PPEKTUBHOCTH: CTATUCTUYCCKHE, AHATWTHYCCKUE JaHHBIC, BBIBOJIBI
OTHOCHUTEILHO 3P (HEKTUBHOCTH.

OTyer [OJKEH COCTaBIATHCA OpraHu3alued, OCYIIECTBISIONIEH OpraHU3alui0 IPOBEACHUS
KJIIMHUYECKOTO HCCIEAOBaHUs, W MPEACTABIATbCA B MHHUCTEPCTBO B CPOK, HE MPEBBILIAIOIINANA Tpex
MECSIIEB CO JTHS €r0 3aBEPIICHHS, MPUOCTAHOBJICHUS I MPEKPAIECHHUS.

(a63an BBenen Ipukazom Munzapasa Poccun ot 25.12.2017 N 1060H)

11) cBenenus o 6€30mMacHOCTA OMOMEAUITMHCKOTO KJIIETOYHOTO MPOAYKTA, B TOM YHCIIE:

a) MMOOOYHbBIE HeﬁCTBHH, HCXKCJIATCIIbHBIC PCAKIIMU, CCEPBE3HBIC HEKCIATCIbHBIC PCAKIUU,
HCMPCABUACHHBIC HCXKCIATCIIbHBIC PCAKIUKU TIPpH MPUMCHCHUMW HCCICAYCMOI0 6I/IOM€I[I/IIII/IHCKOFO
KJICTOYHOTI'O IPOAYKTa, KOTOPLIC Ha6J'IIOI[aJ'H/ICb Y AU CHTOB;

0) olleHKa KJIMHUKO-Ta00paTOPHBIX TTOKa3aTele;

B) MapaMeTpbl >KM3HEHHO BAXKHBIX (YHKIUH OpraHu3Ma MalUeHTOB, JaHHbIE OOBEKTHBHOTO
WCCIeOBaHUS | Jpyras uHGoOpMaIrs oO0CIeI0BaHMs, KOTOpash KacaeTcs BONPOCOB O€30MacHOCTH
MAaIUEHTOB;

12) B BU/ie IPUIIOKEHUHN K OTUETY JOJDKHBI MPECTABIATHCS CIEAYIOIINE CBECHHUS:

a) TaOJUIIBI, PUCYHKHU, TpaUKHU, HA KOTOPBIC MPUBOAATCS CCHUIKH B OTYETE, HO KOTOPHIE HE BOIILIN
B TEKCT OTYETA;
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0) IPOTOKOJI KIMHUYECKOIO UCCIIEIOBAHUS U ITONPABKU K HEMY;
B) oOpaser MHANBUIYAIbHON PErUCTPAIMOHHOMN KapThl;

r) oOpa3mpl NHCbMEHHOW WHGPOpPMALMU s TMauuMeHToB U (QopmMa HHGPOPMHPOBAHHOTO
T0OPOBOJILHOTO COTJIACHS;

1) IEPEYEHb U XapaKTEPUCTUKU HUCCIIEI0BATENEH U IPYTMX OTBETCTBEHHBIX JIUILI;
€) aHINTUYECKasl JOKyMEHTAl|s, B CIy4ae UCIOJIb30BAHUS B UCCIEN0BaHUM Oojiee OJHOM cepun
UCCIIEyeMOr0 OMOMEAMIIMHCKOTO KIETOYHOTO MPOAYKTa - TMEPEYHH KOJOB MAIMEHTOB, MOJYYaBIIMX

6I/IOMCI[I/II_II/IHCKI/IC KJIICTOYHBIC ITPOAYKTHI PA3HBIX CCpHI;'I;

)K) CXeMa paHAOMH3allKM U KOJbI (I/II[GHTI/I(I)I/IKaI_[I/ISI Cy6’beKTOB KIIMHUYCCKOIro MCCICOAOBAHHA U
Ha3Ha4YCHHOC nequI/Ie);

3) JaHHbIE ayJuTa (IPU HAJTUYUN);
M) JTOKYMEHTAIUs 110 CTATUCTUYECKUM METOAaM;

K) IOKYMEHTalus 10 J1ab0paTOPHON CTaHAAPTU3AIMH METOI0B M 00ecTIeueH sl KadyecTBa MpoLeIyp,
€CIIU IPUMEHSIINCD;

1) myOJIMKaluy, Ha KOTOPBIX 0a3upyeTcs MPOBEACHHOE KIMHMYECKOE HCCIIeIOBAHNUE.
Il. OpraHunsauusa npoBeaeHNUA KNMHUYECKOro nccrieqoBaHus

11. OpraHnsaumo MNpOBCACHUA KIIMHHUYCCKUX I/ICCJIGIIOBEIHI/Ifl 6I/IOM€I[I/IHI/IHCKI/IX KJICTOYHBIX
IMPOAYKTOB OCYHICCTBJIIAIOT (L[anee - OpraHnu3aTop KIIMHUYCCKOTI'O I/ICCJ'ICI[OBaHI/IH)Z

1) opranmszanus, oOnagaromias TIpaBaMUd Ha pe3yNbTarbl JOKIMHUYECKHUX HCCIEAOBAHUN
OMOMETUIIMHCKOTO KJIETOYHOTO MPOAYKTA, KIMHUYECKUX UCCIIEAOBAaHUI OMOMEIUIIMHCKOTO KIETOYHOTO
MPOJYKTA U (WJIM) Ha TEXHOJIOTHIO IPOU3BOACTBA OMOMETUIIMHCKOTO KJIETOYHOIO MTPOYKTa;

2) oOpa3oBaTenbHas OpraHU3aIis BBICIIET0 00pa30BaHNUS;

3) obpasoBarenbHast OpraHu3alys JOMOJIHUTEIFHOTO MPO(HECCHOHATFHOTO 00pa30BaAHMS;

4) Hay4yHasi OpraHu3aIus.

12. KinuHudeckoe WCCIeOBaHUE JIOJDKHO TPOBOTUTHCS 10 TIPOTOKONY, pPa3paboTaHHOMY
OpPraHM3aTOPOM KJIMHHYECKOTO HCCIENOBAaHUS WJIM TPUBICYCHHBIM UM IOPUIWYECKUM  JTUIIOM.
OpraHI/ISaTOpOM KIIMHAYECKOro HCCICAO0OBAaHHUA MOI'YT BHOCHUTBCA HU3MCHCHHSA B IIPOTOKOJI B (1)0pMe

MOTPaBOK, OPOPMIICHHBIX B MHUCHbMEHHOM BHUJE TOCPEICTBOM OIMUCAHUS M3MEHEHUU WM O(UIIMAThHBIX
pa3bsCHEHUH MPOTOKOIIA.

13. OpranuszaTop KIMHUYECKOTO UCCIEIOBAHUS:

1) 1o Hayana KIMHUYECKOTO MCCIIEOBaHUs MOTydaeT pa3penieHne MUHUCTEpCTBA Ha MPOBEIECHNE
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KIIMHUYCCKOI'O NCCICIOBAaHUA,

2) YCTaHaBJIMBACT W pPacCHpeAcIsACT IIpaBa, 00S3aHHOCTH W OTBETCTBEHHOCTh BCEX JINII,
YHaCTBYHOIIHX B KIIMHUYCCKOM HUCCIICAOBAHUH,

3) yTBepxkaaeT IOKYMEHThl IO MOPSAAKY IMPOBEACHUS KIMHUYECKOTO HCCIeI0BaHus, coopy,
pErucTpalii W TPEJICTaBIICHUS] JAHHBIX B COOTBETCTBUHM C MPOTOKOJIOM W HacTosimumu [IpaBuiiamu
(manee - cranapTHHIE ONEPALIMOHHBIEC TPOLEAYPHI OPraHU3aTOPA);

4) mepecMaTpuBaeT OpOIIIOPY HE peXe OJHOrO pa3a B TOJ U, MPH HEOOXOIUMOCTH, IOMOIHSET
HOBBIMU JIAHHBIMH, ITPEJOCTABIISIET AKTYaJIbHYIO PEIAKIMIO OPOLIIOPHI HCCIIEI0BATEIIO;

5) npu MpOBCACHHUU KIIMHUYCCKOI0 HCCICAOBAHHA OCYIICCTBIIACT BHCAPCHUC H IMOAACPIKAHUC
cucTeM O0OeCTedeHUs] M KOHTPOJISi KadyecTBa B COOTBETCTBHM CO CTaHJIAPTHBIMU OIEPALMOHHBIMU
HpOLeypaMH OpraHUu3aTopa;

6) Ha3HAYaeT JIMI, OOJAJAIIMX HEOOXOJUMBIMH 3HAHUSAMH M KBaIH(UKAIMEH, KOTOPBIC
OKa3bIBAIOT KOHCYJbTATUBHYIO MOMOIIL HCCIIEIOBATEISAM IO BOMPOCAM MEAMIIMHCKOIO XapakTepa Mpu
MIPOBEACHUHN KJIMHUYCCKOTO UCCIICI0BAHHUS;

7) WCIONB3yeT MPUCBOCHHBIA HCCICIOBATEIIEM Ka)XJIOMy NAIMCHTY HICHTH(OUKAIMOHHBIA KOJI
(YHUKaTbHBINM HOMEp, cocTosAlMi U3 uudp u (Win) OyKBEeHHBIX 0003HAUYEHUMU, HCIOIb3YyEeMbIii BMECTO
dbamMunuu, WMEHH, oT4decTBa (NIPUM HAJIWYWHM) T[MallMEHTa B OTYETaX O MOOOYHBIX JEHCTBUSX,
HEXKEJIATEIbHBIX PEAKIHMAX, CEPhE3HBIX HEKENATEILHBIX PEAKIUAX, HEMPEIBUICHHBIX HEXKEeIaTeIbHbBIX
peaknusx W JAPYyruxX JaHHBIX Ui oOecredeHus KOH(PUACHIMAIHHOCTH €ro JIMYHBIX JaHHBIX H
MO3BOJISIONINN UICHTH(DUIIMPOBATH BCE IAHHBIC T10 KAXKIOMY MAIlUCHTY);

8) oOecrieunBaeT BEACHME HMHJMBMYaJbHOM pPErMCTPALMOHHON KapThl B OTHOLIEHHU KaXJIOTO
nanueHTa (Ha OyMakKHOM HOCHTENE WM B (OpME 3JIEKTPOHHOIO JIOKYMEHTa), B KOTOPYIO JOJDKHA
BHOCHUTBCSI MH(QOpPMAIMS B COOTBETCTBUHM C MPOTOKOJIOM (Jajiee - MHAWBUyaJbHAs PETUCTpallMOHHAs
Kapra);

9) npuHuMaeT pemieHre 00 00pa30BaHUM HE3aBUCUMOTO KOMHUTETA TI0 MOHUTOPUHTY JTAHHBIX JJIS
OLICHKH TPOBOJUMOTO KIMHUYECKOTO HCCIEIOBAaHUS, PACCMOTPEHMs JAaHHBIX MO O€30MacHOCTH U
3¢ (HEKTUBHOCTH HCCIETYEMOr0 OMOMEIUIIMHCKOIO KJIETOYHOIO MpOJIYKTa, B TOM YHCIE C IIEJNIbIO
BBIPAa0OTKM PEKOMEHAAlMd O IIeIeCOO00Pa3HOCTH  MPOJOIDKEHHS, MPEKpalIeHUs] KIMHUYECKOTO
WCCJICIOBAHUS WM BHECEHUS B U3MEHEHUI B MPOTOKOI;

10) obecrieunBaeT XpaHEHUE TOKYMEHTOB, OTHOCSIIMXCA K KIMHUYECKOMY MCCIEIOBaHUIO, TpPU
MPEKPAMCHUN KIMHUYECKOH pa3pabOoTKH HCCIIeTyeMOro OMOMEIUITMHCKOTO KIETOYHOTO TMPOAYKTA II0
OJTHOMY, HECKOIBKHM WIM BCEM IIOKa3aHUSM, B COOTBETCTBUU C 3aKOHOJATENbCTBOM Poccuiickoii
®denepanun 00 apXUBHOM JIEIIE;

11) Ipu MPEKpalICHUN KIIMHUYCCKOI'0 HCCICOOBAHUA 6I/IOMeIII/ILII/IHCKOFO KIJIICTOYHOI'O0 IMPOAYKTA
coo6maeT 00 3TOM Y4aCTBYIOIUM B KIIMHUYCCKOM HCCICIOBAHHUU HCCICAOBATCIIAM W MCIUIHWHCKUM
opraHusanusM, B KOTOPBIX OCYHICCTBIIACTCA ITPOBCACHNUEC TAKOTO UCCICIOBAHUS

12) ocymecTBiaseT BHIOOP MEAMIMHCKUX OpraHU3alui Uisi TPOBEACHUS KIMHHUYECKOTO
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HCCIIEIOBaHMS;
13) ocymiecTBiasIeT BEIOOP MCCIIEIOBATENICH;

14) Ha Bcex JTamax KIMHUYECKOTO HCCIIENOBaHUS (OT pa3pabOTKU MPOTOKOJA, WHIWBHIYaTbHOM
PETUCTPALIMOHHON KapThl, IUIAHA CTAaTUCTUYECKOr0 aHaiu3a, JUisi OOLIero PYKOBOJACTBA KIMHUYECKUM
UCCIIeIOBaHUEM, pabOThl C TaHHBIMH, BEPHU(PHUKALUN JAHHBIX 10 MPOBEACHUS CTATUCTUYECKOTO aHaIHM3a
MOJIYUEHHBIX JaHHBIX M TMOJATOTOBKM MPOMEXKYTOYHOTO M (PUHAIBHOTO OTYETOB O KIMHUYECKOM
MCCIIIOBAaHHMH ) TIPUBJIEKAET JIUI], 00JIa1al0IINX COOTBETCTBYIOIIEH KBaH(PHUKaIIEH;

15) o0ecrieunBaeT KOHTPOJIb 3a Ka4C€CTBOM H TOJTHOTOM IMOJIYYCHHBIX B XOJ€ KIMHHUYCCKOI'O
HUCCICIOBAaHUs JaHHBIX.

14. HpI/I HCIIOJIb30BAHUM OJJICKTPOHHBIX CHCTEM JJIA pa60TbI C JAaHHBIMH KIIHMHHYCCKOI'O
HUCCICIOBAaHUA U (I/IJII/I) OJICKTPOHHBIX CUCTEM YAAJICHHOI'O AOCTYIIA K YKa3aHHbIM JAHHBLIM OpraHHU3aTop
KIIMHUYCCKHX HCCHCHOB&HHﬁZ

1) obecrieunBaeT U JOKYMEHTAIBHO O(GOPMIISIET COOTBETCTBHE CUCTEM JIIEKTPOHHON 00paboTKh
JaHHBIX TPEOOBAHUAM K MOJTHOTE, TOYHOCTH U HAJECKHOCTH JAHHBIX, 4 TAKKe CTAOUIBHOCTh JOCTHUKECHUS
TpeOyeMoro pe3yibTara (Jajnee - BAIUJanus JaHHBIX ),

2) YTBCPIKIAACT CTAHAAPTHBIC ONICPAIMOHHBIC ITPOUCAYPhI NCIIOJIb30BAHU 3JICKTPOHHBIX CUCTCM;,

3) obecnieunBaeT pabOTy IEKTPOHHBIX CUCTEM TaKUM 00pa3oM, 4TOOBI MPU U3MEHEHUHU BBEJICHHBIX
JAHHBIX BHOCHUMbBIC M3MEHEHHS OBLIM 33JOKYMCHTHPOBaHbl M paHEE BBEICHHBIC JIaHHbIC HE ObLIU
YIIaJICHBI;

4) obecreynuBaeT CUCTEMY 3alllUThl HAHHBIX KIIMHHUYCCKOI'O HCCICAOBAHH:A, IMPCAOTBPAIIAIOIIYIO
HGC&HKHI/IOHI/IPOBaHHBII\/JI AOCTYIl K AOAaHHBIM, B TOM 4YHCJIC TOCPEACTBOM YTBCPXKIACHUA CIHCKa JIHII,
HMCIOIIUX AOCTYII K JAHHBIM KIMHUYCCKOTO HCCIICAOBAHUA C IPABOM BHECCHHUA B HUX U3MEHEHUN M
PE3CPBHOTIO KOIMMPOBAHUA JAHHBIX,

5) obecrieunBaeT COXpPaHHOCTh MAaCKMPOBKH KIMHHYECKOTO HCCIEIOBaHUS, TPOBOJAUMOIO CIETHIM
METOJIOM, TIPU BBOJIE M 00pabOTKE TaHHBIX B DJIEKTPOHHOM CHCTEME.

15. OpranuzaTop KJIMHUYECKOIO HCCIIEJOBAHUS IPEJOCTABISAET MCCIEAOBATEN0 U MEAUIMHCKON
OpraHM3alMK NPOTOKOJ KIMHUYECKOTO UCCIIEOBaHMs U OpOIIOpY B TEKYIIEH peAaKuu A0 MOANUCAHUS
C MEIMIIMHCKON OpraHU3alyeil J0roBopa Ha NMPOBEIEHUE KIIMHUYECKOTO UCCIIEA0BAHNS U NIPEAOCTABIISIET
BpEMs /111 O3HAKOMJIEHUS C MPEAO0CTaBICHHON HHPOpMaIUEi.

16. OpraHH3aT0p KIIMHAYCCKOI'0 HCCICAOBAaHUA [JOJDKCH TIIOJYYHUTh I[MHMCBMCHHOC COITIaCUuc
HUCCIICOOBATCIIAI W YHOJHOMOYCHHOI'O JIMIIA MEIUITUHCKON opranus3al IOCPEACTBOM IMOAIIMCAHUS
MMPOTOKOJIa WX APpYroro J0KyMCHTAa Ha:

1) mpoBeaeHWE KIMHUYECKOTO HCCIEAOBAHUS B COOTBETCTBUU C MPOTOKOJOM, HACTOSIIUMHU
[IpaBunamMmu u TpeOoBaHUSIMU 3aKOHOJAATeNbCTBa Poccuiickoit @Denepanii 0 OUOMETUITUTHCKUX
KJICTOYHBIX TIPOYKTaX;

2) CO6J'IIOI[CHI/IC nmpoucaypsl perucTpaii U NpeaACTABJICHUA JAHHBIX KIIMHUYCCKOTO UCCICIOBAHUS
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3) MMPOBCACHNEC MOHUTOPUHT'A U ayAUTAa KIMHUYCCKOTO UCCIICIOBAaHNA,;

4) XPaHCHUC JOKYMCHTOB, CBA3aHHLIX C IIPOBCACHUEM KIMHHUYCCKOI'O HMCCICAOBAaHHA, 10 TEX IIOP,
IIOKa OpraHu3aTop KIWMHUYCCKOro HCCICAOBAHUA HE COO6H.[I/IT HCCIICAOBATEII0 M MEIUIMHCKON
opraHu3alyu, 4YTO JaHHBIC JOKYMEHTBI MOI'YyT OBITh YHHUYTOKCHBI.

17. Opranu3arop KJIMHHYECKOTO UCCIISIOBAaHUS 0053aH B KAYECTBE CTPAXOBATEIsl CTPAXOBaTh PUCK
MIPUYMHEHUS BPE/Ia KU3HHU, 3I0POBBIO MMALMEHTa B Pe3yJIbTaTe MPOBEICHUS KIMHUYECKOTO UCCIEA0BAHUS
OMOMETUITMHCKOTO KJIETOYHOTO IMPOAYKTA 32 CBOW CUET IYTeM 3aKJIIOUEHHs JIOTOBOpa 00s3aTeNIbHOTO
CTpaxoBaHUs <7>.

<7> Cratbs 32 denepanpHoro 3akoHa "O OMOMEIUIIMHCKUX KJIETOYHBIX MPOTyKTax".

18. OpranuzaTtop KIMHUYECKOTO HCCIEAOBAHUSA JIOJDKEH UMETh JaHHbIE 1O 0€30MacHOCTH U
3G HEKTUBHOCTH HUCCIEAYEMOTO OHOMEIUIIMHCKOTO KJIETOYHOTO TPOIYKTa, OOOCHOBBIBAIOIINE €T0
MIPUMEHEHHE, a TaKKe OOHOBIATH OPOIIIOPY MO Mepe MOTYyYeHUs B paMKax MPOBEACHUS KIMHUYECKOTO
WCCJICIOBAaHMSI HOBBIX JIAHHBIX, BIUSIOMMX Ha JS()(OEKTUBHOCTH M 0€30MaCHOCTh HCCIICTyeMOTO
OMOMEIUIIMHCKOTO KJIETOUYHOTO MPOAYKTA.

19. Ilpu npoBefeHUM KIMHUYECKOTO HCCIEIOBAHUS OPraHMU3aTOp KIMHUYECKOTO HCCIEI0BaHUS
obecreynBaeT MCIOJIb30BaHUE OMOMEIUIMHCKOIO KJIETOYHOrOo MpoAyKTa (IpOAyKTa CpaBHEHUS,
w1a11e00), UMEIOLIETO COOTBETCTBYIOIIHE OKA3aTEIN KAueCTBA U KOTOPBIH B COOTBETCTBYIOIIMX CIIydasix
3aKOJAMPOBAH U MAPKUPOBAH B LEJIAX 00eCIeUEeHUs] MACKUPOBKH.

Ha nepBuuHyl0 ¥ BTOPUYHYIO YNAaKOBKY OHMOMEIUIIMHCKOTO  KJIETOYHOTO  IPOJYyKTa,
MpeAHa3HAYEHHOTO JJI1 KIMHUYECKUX MCCIEA0BAHUM, TOJKHA HAHOCUTHCA HAANUCh /[ KIMHUYecKux
ucciaeqoBanuin'.

20. I[J'I}I KIIMHUYCCKUX I/ICCJ'IeI[OBaHI/II\/’I, MMPOBOAUMBIX CJICTIBIM METOAOM, CHCTCMa KOIAHWPOBAHUS
HCCIICAYEMOTO 6I/IOMGI[I/IIII/IHCKOFO KJICTOYHOI'0 TMpPOAYKTa MAOJDKHA BKIIIOYAaTh B ce0s MCXaHU3M,
MO3BOJIAIONIUN B OKCTPCHHBIX ClIydadx 6BICTpO PI,[[GHTPI(I)HI.[PIPOB&TB JaHHBIN 6HOM€,Z[I/ILIPIHCKI/II>'I
KJICTOYHBIN MIPOAYKT, IIPU 3TOM HE )IOHyCKaIOHlI/Iﬁ BO3MOXXHOCTH HE3aMCTHO pPAaCKPBITh KOJ.

21. OpraHI/BaTop KIMHHUYCCKOTI'O HCCICOOBAHUA  OOJIDKCH obecneunBaTh MOCTYIIJICHHUEC B
MCIUIHUHCKYIO OpraHu3anuro, B KOTOpOfI MPOBOAUTCA KIMHUYCCKOC HCCICAOBAHUE, HCCICIYCMOIO
6I/IOMC,Z[I/II_II/IHCKOI"O KJICTOYHOI'O IIPOAYKTa.

VYV opranuzaropa KIMHHYECKOTO HCCIEAOBAHUS JODKEH OBITh HCCIEAyeMbId OMOMEIUIIMHCKUN
KJICTOYHBIA TPOAYKT B KOJUYECTBE, HEOOXOTUMOM MJIsi MPOBEACHHS KIMHUYECKOTO HCCIETOBAHHS U
IMOATBCPKACHUA €TI0 COOTBETCTBUA Tpe6OBaHI/I$[M HOpMaTI/IBHOI\/’I JOKYMCEHTAIMU, a4 TaKXE BECTU YUCT
aHAJIM30B U XapaKTePUCTUK 00pa3IloB OMOMETUIIMHCKOTO KJIETOYHOTO MPOAYKTA U3 apTUH (CEPHUH).

[Toctymienne wuccieqyeMoro OWOMEIMIIMHCKOTO — KJIETOYHOTO TMpOJAyKTa B  MEIULUHCKHE
OpraHu3aliM, €ro BO3BpAT, YHUUYTOXKEHHE MCCIETyeMOro OMOMEIUIIMHCKOIO KJIETOYHOrO MPOJyKTa
JOKYMEHTHUPYETCS] OPraHu3aTopoM KIMHHUYECKOTO UCCIIEOBAHMUS.
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OpraHmaTop KIIMHUYCCKOIr'o HCCICAOBAHHA OCYIICCTBIIACT IMOCTOAHHYIO OIICHKY 0e30macHOCTHU
HUCCIICAYEMOI'O 6I/IOM6I[I/IHI/IHCKOFO KJIICTOYHOI'O INpOAYKTa U YBEAOMJIIACT BCEX 3aHATHIX B KIMHHYECKOM
HCCIICIOBAaHUM HCCIeA0BaTeIeH U MEAUIIUHCKIE OopraHr3anuu O IOJYUYCHHBIX HAHHBIX, KOTOPBIC MOTYT
He6J'IaFOHpPIHTHO OTPasuTbCAd Ha 0€e30IacHOCTH INauECHTOB U (I/IJ'II/I) IIOBJIMATE HaA IIPOBCACHUC
KIIMHUYCCKOI'O UCCICIOBAaHUA.

22. OpraHuzaTtop KIMHUYECKOI'O HCCIENIOBaHMUS COOOINAeT YYaCTBYIOIIMM B KIMHHUYECKOM
UCCJIEJOBAaHUM MCCIIEA0OBATENISAM, MEIUIIMHCKUM opranu3aisiM 1 denepanbHoil ciyx0e Mo Haa30py B
chepe 3ApaBOOXpaHEHHUs O IOOOUYHBIX JIEHCTBMSX, HEXKENATEeNbHBIX pEaKLUsIX, CEepPbE3HBIX
HEXENIATEJIbHBIX ~ PEAKLUSAX, HENPEABUACHHBIX HEXKEJIATEJIbHBIX PpEaKUMsIX [pU  [PUMEHEHUH
OMOMETUIIMHCKOI0 KJIIETOYHOI'O MPOIYKTa.

23. Opranu3aTop KIMHHYECKOTO UCCIICAOBAHUS JIOJKEH OCYIIECTBIATh MOHUTOPHHT KIMHUYECKOTO
UCCIJIEIOBAHMs, BKIIOYAKOIINM J€ATEIbHOCTD 110 KOHTPOJIIO 33 XOJOM KJIMHMYECKOIO HUCCIENI0BaHUs, IO
00ECHEUCHNIO €ro IMPOBEAEHHs, cOOpYy MAaHHBIX M IPEACTABICHUIO PE3YJIbTaTOB B COOTBETCTBHU C
IIPOTOKOJIOM, ~ CTaHJAPTHBIMM  OINEPALMOHHBIMM  NpoLeaypaMu, Hactosmumu [IpaBunamu u
TpeOOBaHUAMU 3aKOHOAaTeNbCTBa Poccniickoit denepannu 0 OMOMETUITMHCKUX KIETOYHBIX MPOAYKTaX.

I[J'ISI MMPpOBCACHUA  MOHHUTOPHUHI'A  OPraHU34aTOpP  KIMHHUYCCKOro  HMCCICAOBAHHA  HA3HAYACT
OTBCTCTBCHHOC JIMIIO M3 4YHCJIa COTPYAHHUKOB MEIHUITHHCKOM opraHnu3anuu, 06J1a)1a10111ee HayYHbIMU H
(I/IJ'II/I) CliICuaJIbHBIMKX 3HAHUAMU, HeO6XOI[I/IMLIMI/I A IMPOBCACHUA MOHHUTOPHUHIA KIMHHYCCKOI'O
HUCCICIOBAaHU.

JIuio, Ha3HAUYEHHOE OPraHU3aTOPOM KIMHUYECKOI'O MCCIIEOBAHUS Ul IMPOBEIECHHs] MOHUTOPHHTIA,
00s13aHO  COONIOAATh CTAHAAPTHBIC OINEPAllMOHHBIE IPOLEAYPbl OPraHW3aTOpa  KIMHUYECKOTO
HCCIIEIOBAHMS.

24. llenssM1 MOHUTOPHUHTA KIIMHUYECKOTO UCCTIEAOBAHUS SBIIAETCS YCTAaHOBJICHUE TOTO, UTO:
1) nmpaBa u Graromnoydre NaueHTOB 3alUIICHbI;

2) MOJIYYCHHBIC B XOA€ KIIMHHUYCCKOI'0 HCCICOOBAHUA AAHHBIC ABJIAIOTCA TOYHBLIMHU, IMOJIHBIMU U
MOATBCPIKAAIOTCA HepBHQHOﬁ HOKYMGHTaHHCﬁ;

3) KJIMHHYECKOE HCCIICIOBAHUE TMPOBOAUTCS B COOTBETCTBUU C YTBEPKIECHHON OpPraHHU3aTOpPOM
KIIMHUYECKOTO HCCIEOBaHUS TEKyIlel Bepcued MpOTOKOoJda M W3MEHEHUH K HeMy, TpeOOBaHUSIMHU
Hacrosimux [lpaBun u 3akoHopatenbcTBa Poccuiickoit deneparuu 0 OMOMEIUIIMHCKUX KJIETOYHBIX
MPOAYKTaxX.

25. I[J'ISI JOCTHIKCHHUA ueneﬁ MOHHUTOpPHHTAa KIMHUYCCKOrO HCCICAOBAHWA OTBCTCTBCHHOC JIUIIO,
Ha3HAYCHHOC OPraHnU3aTOPOM KIIMHUYCCKOTO UCCICAOBAaHUA JJIAA IPOBECACHUA MOHHUTOPHUHTIA:

1) obGecrneunBaeT B3aMMOJICHCTBHE OPTaHW3aTOpa KJIMHWUYECKOTO WCCIICIOBAHUS, MEIUIIMHCKOU
OpraHu3ally U UCCIIE0BATENS;

2) npoBepsieT U KOHTPOJIMPYET HAM4KMe KBaTM(UKALIMKA UCCIIEOBATENS U PECYPCOB MEAUIIMHCKON
OpraHu3aIy, HEOOXOJUMBIX JUIs MPOBEIEHHUS KIMHMYECKOIO HMCCIIEJOBAHMS, BKIIOUYas JabopaTopHH,
o0opyI0BaHUE U TIEPCOHAT,;
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3) B OTHOIICHUH UCCIIEAYEMOTO OMOMETUIIMHCKOTO KIIETOYHOTO MPOJIyKTa MPOBEPSIET:

a) CPOKHM M YCIOBHUA XpPaHCHUA, KOJIUYECCTBO B O6’beMe, HeO6XOI[I/IMOM IJIs1  IIPOBEACHUA
KIIMHUYCCKOI'O UCCIICIOBAaHUA,

6) IIOJIYYCHHE TOJBKO TEMHU NallUCHTAMU, KOTOPBIM OH HAa3HA4YCH,

B) coOmiofieHne TpeOOBaHWI MO NMPUMEHEHUIO, XPAaHEHUIO M IOPSAIKY BO3BpaTa HCCIEIyeMOTo
OMOMEUIIMHCKOIO KJIETOYHOIO IPOAYKTa;

I') OCYIIECTBJICHHE HCCIEIOBATENEM KOHTPOJS U JIOKYMEHTAJIBHOTO O(QOPMIICHHS IOJIyYeHHUS,
IIPUMEHEHMs, BO3BpaTa, YHUYTOXKEHUS MCCIENYyeMOro OMOMEIUIMHCKOIO KIETOYHOIO MpOJyKTa B
MEIULUHCKOW OpraHu3aluu;

4) IMPOBCPACT CO6JIIO,Z[CHI/IC HCCIeA0BaTCIIEM YTBCPIKIACHHOI'O IIPOTOKOJA U U3MEHEHUIN K HEMY,
MMpaBHUJIbHOCTb, IIOJIHOTY, TOYHOCTH H CPOKHU O(l)OpMJIeHI/ISI HCCIICO0BATCIIEM IOOKYMCHTOB M JaHHBIX
KIIMHUYCCKOI'O UCCIICAOBAaHMA,

5) mpoBepsieT MOPSAOK IMOJYyYeHUs MUCbMEHHOTO OOPOBOJIBHOTO COIJIACHSI Ka)JOrO IMalMeHTa
(uu ero 3aKOHHOTO MPEJICTaBUTEINA) 10 Hayajla ero y4yacTHsl B KJIMHHYECKOM HCCIEeIOBAaHUH, a TaKKe
MUCHMEHHOTO JTIOOPOBOJIFHOTO COTJIACHs KaXKJIOTO TMalWeHTa (WIM €ro 3aKOHHOTO IMPEICTaBHUTENs) Ha
00paboTKy U nepenavdy NepCcoHaAIbHBIX JaHHBIX MMallMEHTA;

6) o0ecrieynBaeT HAIWYKME Y UCCIENOBATENS TEKYIIeH pelakiuy OpOIIOpHI, HHBIX JTOKYMEHTOB U
MaTepHaoB, HEOOXOAUMBIX JUISl IPOBEACHUS KIMHUYECKOTO UCCIIEJOBAHUS;

7) obecnieunBaeT IOBEACHUE 0 HCCIEAOBaTeNell HEOOXOAUMON AJsl MPOBENEHHUS KIMHUYECKOTO
ucclieIoBaHusl HH(pOpMaIIH;

8) mpoBepsieT COOIIIOICHIE HCCIIEIOBATEIEM KPUTEPUEB 0TOOPA MAIIMEHTOB;

9) MIpoBEPACT IPABUIIBHOCTL, TIIOJIHOTY HW CPOKH PETUCTPpAllMA JAHHBIX KIIMHHYECKOI'O
HCCIICO0BAaHMA, a TAKKE MOPAA0OK BEACHUA JOKYMCHTOB KIMHUYCCKOTO UCCICIOBAHUSA

10) mpoBepsieT NMpaBWJIBHOCTh W MOJHOTY PETUCTPAllMM B WHAWBUIYAIBHOM pErucTpaluoHHON
KapTe MJaHHBIX, MPEIYCMOTPEHHBIX IPOTOKOJIOM, JAHHBIX O BBISBJIEHHBIX IOOOYHBIX JEHUCTBUSX,
HEXXEJIATeNbHbIX PEaKIMAX, CEPhE3HBIX HEKENATENbHBIX PEAKLUAX, HEMPEIBUACHHBIX HEKeNaTebHbIX
peakuusax Mpu MPUMEHEHUH OMOMETUIIMHCKOTO KJIETOYHOI'O MPOJYKTa, O MPOIMYIIEHHBIX MalUeHTaMU
BU3MTaX, O HEBBIIIOJHEHHBIX aHaln3ax u oocnenoBaHusx. Cilyyan UCKIIOYEHUS U BHIOBIBAHMSI MTAIIIEHTOB
U3 KIMHUYECKOrO HCCIEOBaHMS TMOAJIekKAT PETUCTPALMU U TOSCHEHUI0 B HMHJWBHUIYaJbHOU
PETUCTPALIMOHHON KapTe;

11) cooOmaeT wuccreqOoBaTEN0 O JOMYIICHHBIX B WHAMBUIYATbHONW PETHCTPAIIMOHHOW KapTe
omuoOKax, MPoIycKax U Hepa300PUUBBIX 3aMUCAX;

12) coobmraer uccienoBareato 00 OTKIOHEHHUSX OT IMPOTOKOJA, CTaHJAPTHBIX OINEpPAI[MOHHBIX
Opolenyp OpraHM3aropa KIMHHUYECKOTrO0  HcCcleloBaHMsA, TpeOoBaHuii  Hactosmmx [Ipaswui,
3akoHoAarenbcTBa Poccuiickoit @enepanuu 0 OMOMEAUIIMHCKUX KJIETOYHBIX NPOAYKTAaX M MPUHUMAET
MEpHI 10 UX YCTPAHEHUIO U HEJIOMYLICHUIO TOBTOPEHUS.
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26. IlucpMeHHbIE OTYETHI 110 MOHUTOPUHTY KIIMHUYECKOTO UCCIIEIOBAHUS JOJIKHBI TIPEICTABIIATHCS
OTBETCTBEHHBIM JIUIIOM, HAa3HAYCHHBIM MJIi MPOBEACHHUS MOHUTOPUHIA, OPraHU3aTOPY KIMHHUYECKOIO
UCCIIE/IOBAHUSI B TIOPSAJIKE M CPOKH, YCTAaHOBJICHHBIE CTAHJIAPTHBIMHU OMNEPALMOHHBIMU MPOLEAYpaMu
Oopranmsaropa.

Otuer 10 MOHUTOPHHTY KIMHHUYCCKOI'O HCCIICAOBAHUA HOJDKCH COACPIKATh, B TOM YHCJIC, CPOKU
IIPOBCACHUA MOHUTOPHHI'A, HAMMCHOBAHUC MCHHHHHCKOﬁ OopraHusanuuv, B KOTOpOfI IIPpOBOONJICA
MOHHUTOPHHI', JAHHBIC 00 HCCIICA0BATC/IAX, MMALITUCHTAX, C KOTOPbIMHU B3aI/IMO,Z[eI\/JICTBOBaJIO OTBCTCTBCHHOC
JUIO, HAa3sHA4YCHHOC JIA HNPOBCACHHA MOHUTOPHUHIA, OIIMCAHHUC IIPOBEPKH, CBCACHHUA O BBIABJICHHBIX
HCOOCTAaTKaxX, BBIBOABLI IIO PE3yjibTaTaM MOHHUTOpPUHIA W HWHBIC CBCACHUA W JAHHBIC, KaCarOUUCCA
MOHHUTOPHHI'a KIMHUYCCKOTO UCCIICAOBAHUA.

27. Opranu3zatopoM KIMHUYECKOTO WCCIEAOBAHUS JIOJDKHA OCYIIECTBISITECS HE3aBHCHMASl OT
MOHUTOPUHIA OIICHKAa COOTBETCTBUS IMPOBOJMMOIO KJIMHUYECKOTO HCCIEIOBAaHUS  MPOTOKOIY,
CTaHJAPTHBIM OIEPAIMOHHBIM TIPOIIElypaM oOpraHusaropa, HacrosuuMm IIpaBwiamMm u TpebOOBaHUSIM
3akoHoJaTenbcTBa Poccuiickoit Denepanuu 0 OHOMEIUIIMHCKUX KJIETOYHBIX MPOJIYKTaxX (Jajiee - ayauT
KJIIMHUYECKOTO MCCIICIOBAHUA).

Jlns mpoBeieHUs ayAuTa KIMHHUYECKOTO MCCIEI0BaHUs OPTaHU3aTOP KIMHUYECKOTO UCCIIEIOBAHUS
Ha3HA4aeT JHI, HE3aBHUCHUMBIX OT BCEX CYOBEKTOB KIMHMYECKOTO HCCIEAOBaHUS W O0J]IaJar0IINX
KBaJIM(DUKAIHEH, TOITOTOBKO, ONIBITOM JIJIsl IPOBEICHUS ayIUTa.

[nman u oObeM ayauTa KIMHUYECKOTO HCCIICAOBAHUS JOJDKHBI pa3pabaThIBAThCS M yTBEPKIAATHCS
OpraHu3aTopoOM KIMHWYECKOI0 HCCIEAOBAHUSA C YYETOM KOJIMYECTBA IALMEHTOB, THUIA U CIOKHOCTU
KIIMHAYECKOTO UCCIIEIOBAaHMS, CTETIEHH PUCKA IS MAIIMEHTOB U MHBIX O0CTOSATEIIHCTB.

28. Ilpu oOHapyXEHUU B X0Jle¢ MOHUTOPUHIA WIM AyAUTa KIMHUYECKOTO MCCIIEOBAHUS CEPbE3HBIX
U (WIM) TOBTOPSIOIIMXCA CIIy4aeB HECOOIIOAEHUS MCCIEe0BAaTeIeM, MEIUIUHCKON OpraHu3anuen
TpeOOBaHUI K NPOBEJICHUIO KIMHUYECKOTO HCCIEIOBAHUS OPraHU3aTOp KIMHUYECKOT'O HCCIIEIOBAaHUS
JOJDKEH TPEeKpaTUTh y4yacTHE UCCIIEeoBaTeNs, MEIUIMHCKOM OpraHu3alMi B  KIWHUYECKOM
UCCJIEIOBAaHUY U BHECTU U3MEHEHUS B IIPOTOKOJL.

29. B cpok, He mpeBbIIAOMUN MATH paboYnX JHEH cO JHS 3aBEpIICHUs, PUOCTAHOBICHUS WU
MPEKpaIleHUs] KIMHUYECKOIO MCCIEOBaHUS OMOMENUIIMHCKOTO KJIETOYHOI'O IMPOAYKTa, COOOIIEHUE O
3aBEPIICHUM, IPUOCTAHOBICHUH WU TNPEKPAIICHUs KIMHUYECKOTO HCCIENOBAaHUS HaIpaBiIsAeTCs
MEIULMHCKUMU  OpraHu3alusMH, B  KOTOPBIX  IIPOBOAUTCA  KIMHHUYECKOE  MCCIIEOBaHUE
OMOMETUITMHCKOTO KJIIETOYHOTO POIYKTa, B MHUHUCTEPCTBO IO YCTAHOBJICHHON UM (hopme <8>.

<8> INoanyukt 5.2.207(32) [onoxeHwus.

30. HpI/I MHOT'OLICHTPOBBIX KIMHHUYCCKHUX HUCCIICAOBAHUAX opraHu3aTop KIIMHUYECKOI'O
HUCCICIOBAaHUA NOJIKCH 00€CIICUNTh:

1) mpoBeneHne KIMHAYECKOTO MCCIIEIOBAHUS MEIUIIMHCKUMHU OpPraHU3allUsIMH, YY9aCTBYIOIIUMH B
MHOTOLICHTPOBOM ~ KJIMHUYECKOM HCCJIEIOBAHMHM, B COOTBETCTBUM C MPOTOKOJIOM KIMHUYECKOIO
HCCIICIOBAHUS,
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2) pa3paboTKy WHAMBHUIYAIbHBIX PETUCTPAIIMOHHBIX KapT, MO3BOJIIOUIMX coOpaTth TpeOyemble
JaHHbIE M3 MEIMLIMHCKMX OpraHu3alui, ydYacTBYIOUIMX B MHOTOLUEHTPOBOM  KJIMHHUYECKOM
HCCIIEA0BAHUY;

3) IOKyMEHTaJbHOE 3aKpeluieHue IMpaB U OO0S3aHHOCTEW MEIUIMHCKUX OpraHu3aluil u
uccaeaoBaresield, MPeA0CTaBICHUE YKa3aHHBIM JIMIIAM TMPOTOKOJIA, CTAHIAPTHBIX OMNEPALIMOHHBIX
MpOLEAYp OpPraHHU3aTOpa, UHCTPYKIMH MO 3alOJHEHHIO WHAMBHAYAJIbHBIX PErHCTPAllMOHHBIX KapT 0
Hayajia KJIMHUYECKOI0 UCCIIEJOBAHMUSI.

lll. Opranunsauusa paboTbl uccnegoBaTens

31. PykoBoauTenb MEOUIMHCKOM OpraHu3alud, B KOTOPOM IMPOBOJUTCS KIMHUYECKOE
UCCIIeIOBaHHEe OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTa, Ha3HAUaeT UCCieloBaTells, OTBETCTBEHHOTO 32
IIPOBEJICHUE TAKOT'O UCCIIEI0OBAaHUS, UMEIOILIET0 JIEUEOHYIO CIIEUAIIbHOCTh, COOTBETCTBYIOLIYIO TPOQPUIIIO
3a005IeBaHUsl WJIM COCTOSIHHMIO, JUIS JICYEHHUS KOTOPBIX MpeJHa3HAYeH OMOMEAMIIMHCKUN KJIETOUHBIH
IPOJYKT, B OTHOLIEHMH KOTOPOTO MPOBOJUTCS KIMHUYECKOE MCCIEI0BAHUE, CO CTaKeM pPalbOThl IO
porpaMMaM KJIMHMYECKUX HCCIIEIOBaHUI HE MEHEee 4YeM IATh JIeT (Jajiee - MCCIeqoBaTellb) U MO €ro
MIPEAJIOKEHUIO Ha3HAYACT COMCCIIE0BATENeH U3 Ynciia Bpayeil 3TOM MEIUIIMHCKON opraHu3aluy (1aiee -
COI/ICCJ‘ICI[OBaTeJ'II/I) <O9>.

<9> Yacts 1 cratbu 29 ®enepanbHoro 3akoHa "O OMOMEIUIIMHCKUX KIETOUHBIX TPOAYKTax "

32. I/ICCJ'IG,I[OBaTeJ'IL, COUCCICAOBATCIIM  JOJIKHBI OBITb  O3HAKOMJIEHBI C pe3yiibTaTaMu
AOKJIMHHUYECKOTI'O HUCCIICAOBAHUA HCCIICAYEMOTI'O 6I/IOMCIII/IIII/IHCKOFO KJICTOYHOI'O0 IPOAYyKTa, aKTyaHLHOﬁ
Bepcneﬁ 6p0H.IIOpBI, MIPOTOKOJIOM, HHBIMH JOKYMCHTaAaMHW U JHOAHHBIMH, HWMCIHOINMMU OTHOLICHHUEC K
MPOBCACHUIO KIIMHUYCCKOTO UCCIICIOBAHUA.

33. HccnenoBarenb OCYIICCTBJIACT OT60p MalfMCHTOB, oOecreynBaeT OKa3aHHUE MEIUIIUHCKON
IIOMOIIHY ITaIfMCHTOB.

34. HccnenoBatenb, couccienoBaTelId JODKHBI coOmronaTh Hactosuie [IpaBuna u  uHBIE
TpeOoBaHus 3akoHoAaTenbeTBa Poccuiickoit deaepanuu 0 OMOMEIUIUHCKUX KIETOUHBIX TPOAYKTAX.

35. HCCJ’ICI{OB&TCJ’IB JAOJIKCH pacnoJararb J'Ia60paTOpI/IﬂMI/I, O60py,£[0BaHI/IeM U TIEpCOHAJIOM,
HCO6XO)II/IMI>IMI/I JJI1 TTPOBEACHH A KIIMHUYCCKOI'0 UCCIICAOBAHM.

36. HpI/I HaJIMYHUU COIJIACHA IMAaUCHTAa Ha YYaCTUC B KIIMHUYCCKOM HCCJIICIOBAHUU, o6pa60TI<y 151
nepecaauy IMnepCOHAJIbHBIX JAaHHBIX ITaUCHTA HMCCIICAO0BATCIIb JOJIKCH C006HII/ITI> JcHalmeMy Bpady
nanucHTa 00 Y49aCTuU MOCJICAHETO B KIIMHUYCCKOM UCCIICAOBAHNUU.

37. HWccnenoBarenb JOJDKEH TMPOBOJAUTH KIMHUYECKOE HCCIEIOBAHME B COOTBETCTBUHM C
MIPOTOKOJIOM.

HccnenoBatens 00513aH COOMIOAATH IPOTOKOJ, HE TOJDKEH BHOCUTh B HETO N3MEHEHMsI 0€3 peleHus
MuHHCTEpCTBA 332 HCKIIIOYEHHEM CIIyyaeB, KOrja TpeOyeTcs YCTpaHUTh HEMOCPEICTBEHHYIO Yrpo3y
KHU3HU U (UIHM) 3I0pPOBBIO MaIlMEHTA.
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JIroboe OTKIIOHEHHE OT YTBEPXKACHHOTO MPOTOKOJIA JOHKHO O(GOPMIIATHCS JOKYMEHTAILHO |
HAMpaBIATBCA U PACCMOTPEHUST M COMJIACOBAHHS OpPraHU3aTOpy KIMHHYECKOTO HCCIICAOBAaHHS B
TEYCHHE OJTHOTO pabOoUero JHs.

38. HUccnemoBarenb  JOMKEH ~ O0ECNEYUTh  MPUMEHEHUE  MallMeHTaMHU  HCCIIEeyeMOro
OMOMEIWIIMHCKOTO  KJIETOYHOIO0  TPOAYKTa B  COOTBETCTBUHM C  IPOTOKOJOM,  COOJIOAAThH
MIPElyCMOTPEHHYIO MPOTOKOJIOM METOJMKY paHJOMHU3aluu (pacrpeneieHus] MalUeHTOB [0 TpyIaM
JICYCHUS WM KOHTPOJIS CIIYYailHBIM 00pa30M, MO3BOJISIFOIIETO CBECTH K MHHHUMYMY CYOBEKTHBHOCTH) H
00ecneunTh PacKphITHE KOJIa TOJIBKO B COOTBETCTBUHU C POTOKOJIOM.

B cJIydac C€CJIIM KIMHHUYCCKOC HCCICAOBAHUC IMPOBOAUTCA CJICHBIM MCETOAOM, HCCICAOBATCIIb
JOKYMCHTAJIbHO O(bOpMJ'IﬂeT H  OOBICHSIET OpraHu3aTopy KIMHHYECKOIO HCCIICAOBAaHUA 000e
MpEKACBPEMCHHOC PACKPBITUC KOAA UCCICAYCMOTI'O 6I/IOMCI[I/II_II/IHCKOFO KJICTOYHOI'O IIPOAYKTa.

39. HccnenoBarenb JOKEH OCYIIECTBIATH y4eT HCCIEyeMOro OMOMEIULUHCKOrO KJIETOYHOI'O
MPOAYKTa W TPOIYKTAa CPAaBHEHHs, B TOM YHCIE TOJDKEH BECTH YYeT MX IOCTYIUICHUH, (PaKTHYECKOTO
HaJau4Ms, KOJIMYECTBA CIy4aeB IPUMEHEHHUSA KAXKIbIM IAIMEHTOM, YHHUYTOXKCHMs, a TAKXKE BO3Bpara
OpPraHMU3aTOPy KIMHUYECKOTO UCCIIEI0BAHUS.

3anucu no Y4€Ty AOJDKHBI BKIIFOYATH B cebs JAaTbl, KOJINMYCCTBO, HOMCpaA HapTPIfI, cepnﬁ, CPOKH
roaHoCTH W YHHKAJIBbHBIC KOABI HUCCIICAYCMOI'O 6I/IOM6[[I/ILII/IHCKOFO KJICTOYHOI'0 IPOAYKTAa U ITPOAYKTA
CpaBHCHUA.

WccnenoBarensb H0KEH BECTH 3aIMCH, MOATBEPKIAIOIINE, YTO MAIIMEHTHI MOTYYald UCCIeTyEeMbIT
OMOMEIUIIMHCKUI KJIETOYHBIM MTPOAYKT W (WIM) HOPOAYKT CpaBHEHHS B J03aX M KOJIMYECTBAX,
MPEAYCMOTPEHHBIX TPOTOKOIOM KIMHHYECKOTO HCCIICIOBAHUA.

40. HccnenoBarenp I/IH(I)OpMI/IpyeT IMalMeHTa UJIM €ro 3aKOHHOI'O IPEeACTaBUTEIIA.

1) 0 TOM, 4TO KIMHUYECKOE UCCIIEIOBAHNE HOCUT IKCIIEPUMEHTAIBHBIN XapakTep, yJacTue JIUIa B
KIIMHUYECKOM HCCIIEIOBAaHUH SIBISIETCS JOOPOBOJIBHBIM M OHO MOXKET OTKa3aTbCcs OT Y4YacTHs B
KJIIMHUYECKOM HCCIIEIOBAaHUU B JTF00O MOMEHT;

2) 0 HOCJIM KIMHHUYCCKOI'0 HCCICAOBAaHUA, C€ro IMNpPOAOJDKUTCIBHOCTU U HpI/I6J'II/ISI/ITeJ'IBHOM
KOJIMYCCTBEC INAIlMCHTOB,

3) o BapuaHTax JE4YEHMs B IPOLECCEe KIMHUYECKOTO HCCIEIOBAaHUS M BEPOATHOCTH CIIyyailHOro
pacnpeziesieHus: B OJIHY U3 TPYII JIEUEHUS;

4) o mporenypax KIMHUYECKOTO UCCIEI0BaHus, BKIIOUasi BCE MHBa3WBHBIE MPOLIETYPHI;
5) 06 00513aHHOCTAX MAIMEHTA;

6) 00 OXKUJAEMBIX PUCKE U (WUJIH) MOJIb3€ [T MAlUeHTAa, a TAKXKE, B COOTBETCTBYIOIINX CITyJasiX, s
AMOPHOHA, TIJI0/1a WK TPYTHOTO PEOCHKA;

7) 00 HWHBIX, IMOMHUMO IPEAYCMOTPCHHLIX IMPOTOKOJIOM, IpoHcAypax HINU METOAAX JICUCHUA,
KOTOPBIC MOT'YT OBITh JOCTYIIHBI TAIIUCHTY, a TAKKEC UX IMTOTCHIUUAJIBHBIX BBIT'OJIC, ITOJIB3C, PUCKE,
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8) o xommeHcauuu M (WIM) JIEYEHUM, AOCTYIHBIX NAIMEHTYy B Cily4yae NPUYMHEHUS Bpelna €ro
3JI0POBBIO B PE3yJIbTAaTEe YYAaCTUS B KIMHUYECKOM HUCCIIEOBAaHNUM;

9) O IUIAHUPYCMBIX BBIILIATAX MAOUCHTY 3a €ro y4aCTHC B KIMHHUYCCKOM HCCICAOBAHHU, CCIIN
TAKOBBIC MIPEAYCMOTPEHBI,

10) 0 IIaHUPYCMBIX pacxoJax IMalruCHTa, €CJIN TaKOBBIC OKHUAAOTCA, CBA3AHHBIX C €ro y4aCcTucM B
KIIMHUYECKOM HCCJICJOBaHUH,

11) o ToMm, YTO TMAIMEHT WM €ro 3aKOHHBIA MPEICTaBUTEINb, MOAMUCHIBAS WH(OOPMAIMOHHBIN
JUCTOK TAIlMEeHTa M corjiacue Ha oOpaboOTKy W Tepenady MepCOHAIBbHBIX JIaHHBIX ITallMeHTa, JaeT
paspelieHue Ha JOCTYIl JIMILy, Ha3HAYEHHOMY JUISI IPOBEICHHUS MOHUTOPHHIA, aYyIUTOPOB,
YIIOJTHOMOYEHHBIX OPraHOB K MEPCOHAIBHBIM JaHHBIM MAIIMEHTA;

12) o ToMm, 9TO 3anmucH, HASHTH(PUIUPYIOIINE TAlMEeHTa, OyIyT COXpaHEHHI B TailHE, PACKPBITHE MX
JIOITYCKAeTCsl B COOTBETCTBUU C 3aKOHOAATenbcTBOM Poccuiickoit denepanuu, U Mnpu MyOoIMKaLuu
Pe3yIbTaTOB KIMHUYECKOTO UCCIIEA0BAaHUS KOH(DUACHIMAIBHOCTD IaHHBIX MAIleHTa OyIeT COXpaHeHa,;

13) o ToM, 4TO MalMeHTa WIN €ro 3aKOHHBIN MpeACcTaBUTENb OYyJeT He3aMeUINTEIbHO 03HAKOMIIEH
C HOBOH MHQOpMaIMel, CHOCOOHON MOBIUATh HA €ro JKEeJaHUE MPOJOJDKATh Yy4acTHe B KIMHUYECKOM
UCCIIEI0BAHUY;

14) o mumax, K KOTOPBIM MOXXHO OOpaTHTHCS I MOJYYCHHUs IOMOJHUTEIHHONH HH(pOpMAaIuu O
KIIMHUYECKOM HMCCIICOBAaHUU, U IIPAaBax MaLMEHTA,

15) 0 BO3MOXHBIX 00CTOATENLCTBAX U (WJIM) IPUUKHAX, 10 KOTOPHIM Y4acTHE JHIa B KIMHUYECKOM
HCCIIEIOBAHUM MOKET OBITh MPEKPALIEHO.

41. Vnadopmamuss o0 KIMHUYECKOM HCCIECIOBAHUM JIOJDKHA COJEPKAaTh KaK MOXKHO MEHBIIe
CHeIHaTbHBIX TEPMUHOB U OBITh MOHATHA MAIMEHTY WIH €r0 3aKOHHOMY IIPECTaBUTEIO.

42. UccnenoBatenb mnepes MOTydeHUEM HWHPOPMUPOBAHHOTO JAOOPOBOJIBHOTO COTJIACHS JOJIKEH
MPEIOCTaBUTh MAI[UEHTY, €ro 3aKOHHOMY MPEACTABUTENIO BpeMs, HEOOXOAMMOE I IPUHATHUS PEIICHUS
00 Y4aCTUH B KIIMHUYCCKOM HCCICAOBAHNHN UJIM OTKA3€ OT TAaKOro0 y4JacCTHs. HaIII/IeHT WA €ro 3aKOHHLIN
MPEJICTAaBUTENb BIpPaBe MOJYYUTh HCUEPIBIBAIOIINE U JOCTOBEPHBIE OTBETHl HA BCE BOIPOCHI O
KIIMHUYECKOM HCCIICIOBAaHUH.

43, Hepeﬂ BKJIIOUCHUCM B KIIMHHUYCCKOC HCCICIOBAHUC IMALIMCHT, €TI0 3aKOHHBIN npeacTaBUTCIIb
AOJDKCH ITOJYYUTH MO AT CAHHBIN YIIOJITHOMOYCHHBIMHA JIMIaAMU MEIUITHHCKOM OopraHu3al SK3CEMILIAP
I/IHCI)OpMaI_[I/IOHHOl"O JIMCTKA IMaUCHTa MW HWHBIC MATCpHAJIbl, KaCaromuecsa MNPOBCACHUSA KIIMHUYCCKOI'O
ucciaenoBanusi. B nepuoa MNpoOBCACHUSA KIMHHUYCCKOIrO MCCICIOBAHUA IMAIUCHTY COO6HIa€TC$I 00
HU3MCHCHUAX B JOKYMCHTAX U JAHHBIX KIIMHUYCCKOI'O HCCICAOBAHUA, KaCAOMICroCA €ro ydactusa B
KIIMHUYCCKOM HCCJIICJOBaHUHN.

44. B Cpok, yCTaHOBJICHHBII MPOTOKOJIOM, HCCJIENOBaTeNb 00s3aH COOOIIaTh OpraHU3aTopy
KIIMHUYECKOTO WCCIIEIOBAaHUSA 000 BCEX MOOOYHBIX NEHCTBHSIX, HEXKEIATEIBbHBIX PEAKIUAX, CEPbE3HBIX
HEXKENATENbHBIX ~ PEaKIUsIX, HeNpPeIBUACHHBIX HEXKeNaTeNbHbIX pEeaKIHUsIX TMpu MPUMEHEHHH
OMOMEIUIIMHCKOTO KJIETOYHOIO MPOJIYKTa, 32 UCKIIFOUEHUEM TeX, KOTOphIE B MPOTOKOJIE WM B OpolIope
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oIpesieNieHbl KaK He TPeOYIOIIIe HEMEJIEHHOTO COOOIIECHUS.

[Tocne mepBoro cooOuieHUs O MOOOYHBIX JEHCTBUSAX, HEXKENATENbHBIX PEAKLMIX, CEPhE3HBIX
HEXKENATEIIbHbIX  PEaKUUAX, HENPEIBUJCHHBIX HEXKEIATCNIbHBIX PpEaKUUsAX [pU IIPUMEHEHUU
OMOMEIUIIMHCKOIO KJIETOYHOIO MpOAYKTa HCCIEAOBaTeNb JOJDKEH NPEACTaBIsATh OpraHu3aTopy
KIIMHUYECKOTO MCCIICA0BAHMS MOAPOOHBI MUCHBMEHHBIA OTUYET B T€UEHUE TpeX pabounx aueil. [lepseiii n
MOCTIEYIOIUE OTYEThl JOJDKHBI MACHTU(UIUPOBATh MAIMEHTOB IO HPUCBOCHHBIM WM YHUKAJIbHBIM
KOJaM.

45. Tlpu cooOmieHHsIX O CMEpPTH NAalMeHTa HCCieAoBaTeNlb 00sf3aH IO 3ampocy OpraHu3aTropa
KIMHUYECKOTO HccienoBanus, DenepanbHoi ciayxkObl 1O Ham3opy B cdepe 3ApaBOOXpaHEHHUs
MIPEIOCTaBUTh JIIOOYIO JOMOJHUTEIbHYI0O MH(QOPMALMIO OTHOCUTENIBHO JAHHOTO CiIydas, B TOM YHUCIIE
IIPOTOKOJI BCKPBITHS U TIOCMEPTHBIHN 3MUKPU3.

46. B ciryyae BO3HMKHOBEHUSI OIIACHOCTH ISl KHM3HU, 3/I0POBBS MAIlEHTa, HCCIIEA0BATENb 00sI3aH
pOUH(POPMHUPOBATE 00 ITOM PYKOBOJUTEISI MEAUIIMHCKOW OpPraHU3alyy U OPraHu3aTopa KIMHUYECKOTO
UCCIeJ0BaHUs OMOMEIMIIMHCKOTO KJIETOYHOTO MMPOAYKTA B Te€YEHUE 24 YacoB.

(8 pen. [Ipukasza Munznpasa Poccuu ot 30.01.2019 N 30n)

Pemienue o0 NPHOCTAHOBIEHUM KIMHUYECKOTO HCCIEIOBaHUA OHMOMEIMIMHCKOrO KJIETOYHOI'O
MIPOAYKTa IPUHUMAET PYKOBOJIUTEIb MEAUIIMHCKON OpraHU3alliH, B KOTOPOW IIPOBOJUTCS KJIMHUYECKOE
ucclieloBaHle OMOMEIUIIMHCKOIO KJIETOUHOTO MPOAYKTA.

Pemenne o npexpaiieHu KJIMHUYECKOTO UCCIeI0BaHUs IPUHUMAaeT MUHHUCTEPCTBO HA OCHOBaHUU
coOOlIeHUsI B MMCbMEHHOM (hopMe PYKOBOJUTENS MEIAULMHCKONW OpraHU3aluu, B KOTOPOH MPOBOJIUTCS
KJIIMHUYECKOE HCCIIeJ0BaHNE OMOMEANIIMHCKOTO KJIETOYHOIO NPOAYKTa, UJIM OpPraHu3allii, MOTy4YUBIIEH
paspelieHre Ha IPOBEICHUE KIMHUYECKOT0 UCCIIe0BaHMs OMOMEANLIMHCKOTO KJIETOYHOTO MPOAYKTA.

HpI/I I[OCpOLIHOM nperameHI/m KIIMHUYCCKOI0O HCCICAOBAaHUA HWIHN C€ro HpI/IOCTaHOBJ'ICHI/II/I
uccienoBarens W (WIM) MEAWIIMHCKAs OpraHu3alus, B KOTOPOW MPOBOAMIOCH KIMHHUYECKOE
WCCIIC/IOBaHME, 00sI3aHBI HE3aMEUTUTEIFHO HWH(POPMHUPOBATH MAIUECHTOB, O0CCIECYHTh MM JICUYCHHE W
HaOJIIOIEHHE.

47. HCCJ’IGI{OB&TGJ’IB JOJIKEH obecreynBaTh BCACHUEC JOKYMCHTOB KIIMHHUYCCKOI'O HCCICIOBAaHNA,
BKJIFOYas 3aIllMCH Ha 6yMa)KHLIX, QJICKTPOHHBIX, MArHUTHBIX WX ONTUYCCKUX HOCUTCIIAX, CKAHOI'PDAMMBI,
PEHTICHOBCKUE CHHUMKHU, DJICKTPOKAPAUOIrpaMMBbI, KOTOPBIC ONMCBIBAIOT MCTOABI, OPraHu3aluiio 1 (I/IJ'II/I)
PE3YIbTAThl KIIMHUYCCKOT'0 UCCIICAOBAHU .

48. XpaHeHue JOKYMEHTOB KIMHUYECKOTO UCCIEAOBAHUS JOKHO OCYIIECTBIISITHCS B COOTBETCTBUU
¢ 3aKkoHOJIaTeNbcTBOM Poccuiickoit denepaiiiy 06 apXUBHOM JeTe.

49. Tlo 3aBepiieHUH KIMHUYECKOTO WCCIEIOBAHUS HCCIENOBATENh JOJDKEH COO0maTh O €ro
3aBEPLICHUM PYKOBOIAUTEIO MEIMIMHCKON OpraHu3aluy, MOATOTOBUTH OTYET B COOTBETCTBUU C
TpeOoBaHusIMU MyHKTa 9 Hacrosmmx [IpaBun W mOpeACcTaBUTH €ro OpPraHu3aToOpy KIMHUYECKOTO
HCCIIEIOBAHMUS.
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