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I.[e.m:: ONMPEIC/INTE COOTBETCTBHE TIJIAHHPYEMOTO MHOTOUCHTPOBOTO KJIIMHWYECKOI'Q HCCJISIOBAHMS (.[IZUIGC

— MKH) nekapcTBEHHOrO CPEeACTBa YCTAHOBACHHBIM 3THUECKHM TPeGOBAHUAM ¢ BLIHECEHUEM pelieHus
K.

ObsiacTs pUMeNeHHst: MEPOTIPHATHA, KACAIOMIHECH OPOBEACHHA BKCICPTH3bI MHOTOLGHTPOBLIX
KIHHHYECKHX HCCIEeOBAHNIT, 10, BO BpeMs U mocie 3acenanusg DK,

OTBeTCTBEHHOCT B JOKHOCTHBIE THIA H WieHbl K.
Mopsinok skenepTrznt MKH:

1. IlpueM 3asBOK:

1.1, st nonyuenuss o0700peHMsi NUPOBEACHHS IUIAHHPYEMOIO HCCIEAOBALMS 3aSBHTENb IOJIKEH
NPEACTaBUTE ceKpeTapio DK cneaylomyo JOKyMEeHTALUIO:

L1.1. uncemo-3assienne  wa mms  npexcemarens OK ¢ mpockGoii 0,100pUTE  MpoBezeHuE
MHOTOLCHTPOBOTO KIHHHYECKOTO HCCnenoBaHud (B cooTBeTcTBHH ¢ Ilpunoxkennem Ne 1),
NOMYCKAETCs M0J1a4d IMChMA B OTCKAHUPOBAHHOM BUJIE;

1.1.2. paspeuienne MUHHCTEPCTBA 3APABOOXPAHCHHA HA TIPOBCACHIE KIMHHYECKOTO HCCICIOBAHNS T

3asABJIeHNE ¢ MPOCchOOH O TIPOBEACHHH KIMHHYECKOTO HCCHEN0BaHHS, npuHsiToe PerepanbHBIM
OpraHoM HCIOJHHUTENLHON BIIACTH;
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1.1.3. Bmmucka w3 npoTokona sacefanus Coseta mo sthke MuHHCTepeTBa 3APABOOXPAHCHHA 00
0106pEHIH TIPOBEICHIS KIMHIYECKOTO HCCIICI0BAHIA;

1.1.4, konus I0TOBOpa 00s3aTeNBHOrO CTPaxoBdHMA, 3aKNIHOYMEHHOTO B COOTBETCTBHH ¢ THIOBBIMH
rpasHIIaMH 00A3aTENILHOTO CTpaxoBaHNA, C YKa3aHHWCM npenenbnoﬁ YUCJIEHHOCTH TIAIHCHTOB,
YYaCcTBYIOUIHX B KIHHHYCCKOM HCCICJ0BAHNHN,

1.1.5. mpOTOKOJ KIMHUYECKOTrO HCCASI0BAHMA;
1.1.6. uH(pOPMALKXOHHBIH IMCTOK NaneHTa ¢ PopMor UH(OPMUPOBAHHOTO COTTIACUS;
1.1.7. ©porurtopa HCCIEA0BATENA,

1.1.8. CBeOeHHS O MEOTUUMHCKUX OPraHU3aliisaX, B KOTOPBIX MpCanoaIaracTes NpoBCACHUE KIUHHYCCKOTO
HCCIEIOBAHMA,

1.1.9 CNHCOK 4iICHOB KOMaHILI MCCeI0BaTeNeH;

1.1.10. Tekymas Bepcusi Hay9qHOI GUOrpaui rIaBHOrO HCCIE/I0BATEIS;

1.1.11. HHpOPMALIHS O COCTABE JICKAPCTBEHHOTO NPETapaTa;

1.1.12. uzsecTHas uHpopmanys, Kacawoaics 6e30TIacHOCTH;

1.1.13. o0pasiel pekilaMHON NPOJYKIIHH, €CIH IPHMCHHMO]

1.1.14. mCbMEHHBIE MATEPHANBI, KOTOPBIE OYAYT NPEAOCTABIEHB CyOBEKTAM, €CIIH IPHMEHIMO;

1.1.15. MaTepHansl MO DMEKTPOHHBIM, THATHOCTHUCCKHM M JApYTrUM ycTpoiicTBaM, KoTopble OyIyT
[peaoCTaBieHsl CyOBEKTaM HCCIICIOBAHN, CCIIH TIPUMEHIMO!

1.1.16. uHpOPMAIHS O BEITLUIATAX ¥ KOMIIEHCAIHAX CYOBEKTAM HCCIIEI0BAHN, CCTTH NPHMEHAMO,
1.1.17. unble JokyMeHTbI 110 TpeboBanuio DK.

1.2. CekpeTaps:

1.2.1. 3HAKOMHTICA ¢ JOKYMEHTAIHell Npy IpHeMe 3adBKH OT 3asABUTEIIA;

1.2.2. mpoBepsAeT COOTBETCTBIHE NPEICTABNCHHBIX TOKYMCHTOR TpedoBanuam DK

1.2.3. permcTpupyer 3aABKY C MPHCBOCHHEM HOMEpa MO YICKTPOHHOMY JKypHAly NpHeMa JOKYMEHTOB
DK;

1.2.4. pa3MerlaeT JOKYMEHTHI B SEKTPOHHOM apXIIBe 2K;

1.2.5. 3HAKOMHT yneHoB DK ¢ moJiydeHHBIMU JJOKYMEHTaMH (B cOOTBETCTBHH ¢ 11 13.4 DK-COI1-01-02);
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1.2.6. nmpurnamaer Ha 3ace/laHHe BCeX 3aHHTePeCOBAHHBIX JTHII.

2. DkcnepTH3a 3as8BOK 10 3acenanns DK:

2.1. JdomKHOCTHBIE AHIA U 4ieHbl DK:

2.1.1. cobmoaaroT cornamenis 0 KOHPUACHUHANLHOCTH H KOH(DJINKTE HHTEPECOB;

2.1.2. BaaaeroT uHpopMaLmeii o:

2.1.2.1. HA3BAHHMH MPOEKTA,

2.1.2.2. r1aBHOM HCCIIEI0BATEIE;

2.1.2.3. cnoncope uccneIoBaHNA M KOHTPAKTHON UCCIEN0BATENBECKON OPraHu3aiy (€I MPHMCHHMO);
2.1.2.4. Buze n dasze Hccnen0BaAHNS;

2.1.2.5. o6ueM yMciie yJacTHUKOB UCCIICIOBAHUS W TLTAHHPYEMOM YHCIIE B JAHHOM MCCIE0BATENBCKOM
LEHTpeE;

2.1.2.6. AIUTENBbHOCTH HCCACAOBAHMA;

2.1.2.7. uenn ucclea0BaHHUS W €10 CYTH:

2.1.2.8. nanuunu nnauebo;

2.1.2.9. BKINOYEHITH YH3BUMBIX KOHTHHTEHTOR;

2.1.2.10. HATMYMH TEHETUYECKOTO UCCNEN0OBAHUS B PAMKAX 3aSBICHHOTO TIPOEKTA;
2.1.2.11. panu4uyu CTPAXOBKHU (CPOKH, YHCIIO 3aCTPAXOBAHHBIX);

2.1.2.12. pa3speLIeHHUH LICHTPAIbHBIX OPraHOB HA UCCTIEOBAHUE.

2.2. B pesynerare o3HaKOMICHHA ¢ HHpOpManKeii gopknocTHbIe Tuua DK u unens DK:

2.2.1. ydexaaloTes B TOM, uTO HH(OpPMAIHs, NpeJcTaBIeHHas OpraHu3allieil Tl JTHIOM -3asBHTENEM,
DOCTATOUHA /18 TOrO, 4T0OBI BRICKA3aTh 000CHOBAHHOE CYIKACHHE O COOTHOLIEHHH MEK/LY PHCKOM
H TIOJIB30# 17151 CYOBEKTOB HCCIIEIOBAHHA;

2.2.2. OUEHHBAIOT BO3MOXKHBIE PHCKH JUIH CYOHEKTOB MCCITEIOBAHMA

2.2.3. OUEHHBAKOT BO3MOXHYK MONB3Y JUIA CYOBEKTOB HCCIEIOBAHHS M COOTHOCAT €€ C PHCKAMH OT
yHacTHA B HCCIICJOBAHHH;
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22,5,

2.2.6.

2.2.7.

2.3,

23.1
23.1.

Y6C)KL[&K)TCH B KOMIETEHTHOCTH MCCHeoBaTeNle: B TOM, YTO OHHM HMMEKT COOTBETCTBYIOIIYH)
I{BaJ'll’I('l)I‘lKaLHfIlO i} ,DDCTEITO‘{Hb[ﬁ OMIBIT B [POBCACHHH 6HOMt‘.ﬂIdIJ,HHCKHX HCCIeI0BaHNH  Ha
OCHOBAHHH M3YYCHH PE3HOMC HeCTIeIOBATENEH,

OTIPE/IENAIOT, COOTBETCTBYIOT JIM MCCIEI0BATEILCKIE IEHTPBI HEOOXOIMMEIM TPeBOBAHUAM 1A
MpOBEACHUA MIAHHPYEMOTO HMCCIE0BaHMA, BKIIOYAs HAWYHE BCIOMOTATENbHOTO MEpCOHAN,
HE0GX0IMOTO 000PYIOBAHMS U CPEJICTB NPOBE/IEHNS HEOTI0XKHbIX MEPOIPUSITHIL

OLICHHBAIOT aJ€KBATHOCTE M YCIOBHS BO3MEIICHHA BPEJA 340POBBI0, HACTYNAIOUIEI 0 B PE3Y/ILTATE
GHOMEAMIIMHCKIX MCCIIe0BAHMIL, M rApAHTHH BO3MELIEHHs PACXO/10B HA OKa3aHHe HEOOXOANMOI]
MEIHIIMHCKOM TOMOIIH, B T.4. CTPAXOBLIX A0TOBOPOB;

YAOCTOBECPAOTCA B TOM, UTO nalHeHTaM TapaHTHPOBAHBL JIEUCHHE W/HIH KOMITEHCALHU B cayvdae
HAHECEHHs Bpeja ux 3J0POBBIO B XOAE HCCICIOBAHNA.

[IpH pacCMOTPEHHMH W BBIHECEHHH 3aKIKOUCHUs IO KOHKPETHBIM JOKYMEHTaM (IPOTOKOI
HCCIIeZIOBAHTIS, OpOUNopa  Hccieaoatens, WHOOPMAIMOHHBIH JIMCTOK manueHTa W opva
nH(GOPMHPOBAHHOIO COMNIACHSA) AOMKHOCTHBIC uua H 4ieHsl DK obpamaior sHuManHe Ha
crenyrone (pakTopsl:

B nportokoiie nccneoBaHmns:

1. cooTBeTcTBHE Q)Oprl H COIepKaHMs KIIMHHUYECKOTO HCCIIeI0BAHNA Cro nenasan;

2.3.1.2. KONMYCCTBO MALKHEHTOB, IPHHUMAIOMUX YYAaCTHE B KITHHHYECKOM HCCIICI0BAHMN ]

2.3.1.3. kpuTepun BKIOYEHUS W HEBK/IIOYEHHS TTAIIHEHTOR B HCCIIEJIOBAHIE,

2.3.1.4. KpUTEPHH JTOCPOYHOTO HCKITIOYEHUS MALMCHTOB M3 YMCIIA YyHaCTHUKOB,

232

l,KpHTepHH chmennoﬁ I'IleDCTaHOBKH TJIY TIQJTHOrO  TpeKpatieHus HUCCJICIOBAHHA, MCTOJbI
00BEKTHBHOTO KOHTPOJIA,

2.3.1.6. npejckasyeMble HeXKeNaTellbHBIE ABIEHHA H HEY100CTBA;

2.3.1.7. BO3MOKHOCTH TPUMEHEHHS Mnanedo ¢ Y4eTOM B3BEIICHHOTO COMOCTaBICHHA PHCKOB H

23.2
2.3.2.

0e30MaCHOCTH M0 OTHOLIEHNI) K YHACTHUKAM HCCJIC/10BaAHML.
B Gpounope uccneroBaTens aHalIU3HPYIOTCA CBEACHUA!

1. kacaronmecs 0e30MacHOCTH;

2.3.2.2. XapaKTepHCTHKY HCIBITBIBAEMBIX JICKAPCTBCHHBIX CPE/ICTB;
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2323, pe3ynpTaThl JOKIHHHYECKHX M KIHHHYECKHX MCCIIEIOBAHHM, TMPOBEJEHHBIX Ha MOMEHT
paccMOTpeHNs 3asBKH (Harpumep, B hopme 1mocieIHNX 0nyOIHKOBAHHBIX HAYUHBIX CTATeH, APYTHX
OnyONHKOBAHHLIX JAHHLIX, KPATKHX XapaKTEPHCTHK HCIBITYEMOTO MIPEnapaTa).

2.3.3. B unpopmaumonHom ymicTKe nampeHTa ¢ popmMoii HHPOPMUPOBAHHOTO COMIACHS OLIEHHBAIOTCH:
2.3.3.1. N0CTATOYHOCTL,

2.3.3.2. nonHOTA;

2.3.3.3. ACHOCTH;

2.3.3.4. 4eTKOCTE,

2.3.3.5. 9THYHOCTL HHPOPMAIIHH, KOTOPas JOJKHA OBITh JIOBE/IEHA /IO CBEJICHHS CYOBLEKTa HCCHIeJ0BAHMS,
MO0 ero 3aKOHHOTO MPEICTaBHTEIIS.

234, AHaTH3UPYIOTCS CHENyKOUHe pas/ienbl MH(GOPMAHOHHOTO JIHCTKA MalueHTa ¢ (opMoit
HH(MOPMHPOBAHHOIO COTJIACHS:

2.3.4.1, uenp ¥ 3a144H HCCIIETOBAHKA;
2.3.4.2. XapaKTepuCTHKA HCCIIEAYEMOTO JIEKAPCTBEHHOTO Mpernapara;

2.3.4.3. oOuienpuHATEIC BU/IBI IEKAPCTBEHHOTO HITH HeMEeINKAMEHTO3HOTO JIedeH s, KOTOPBIE MOTYT ObITh
HA3HAYE€HB] Cyﬁ'bCKTy HCCJICJIOBAHHWA, @ TAKKC UX NMOTCHIMAJIIBHBIC 110JI13a H pHCK;

2.3.4.4, BepoATHOCTE MONATAHHA B OQHY U3 TPYIIN HCCIETOBAHUA;
2.3.4.5. o0beKTHBHO 0KHJacMas [0JIb3a I/ CyOBEKTa HCCIICIOBAHMS;

2.3.4.6. HeynoOcTBa M OOBEKTHBHO INpPe/CKAa3yeMBIH PHUCK KakK JUI CyObeKTa HCCIeNOBAaHMA, TaKk W JUIs
171014 WY TPYAHOTO pedeHka;

2.3.4.7. npouenypnl UCCNETOBAHUS, BKIIOYAS HHBA3HBHEIE METOIBI;
2.3.4.8. 0643aHHOCTH CyDBEKTA HCCIICAOBAHHS;

2.3.4.9. KoMIleHC Al U/WIH IeUeHHe, Ha KOTOPble CyOBEKT HCCIEeIOBAHMS MOKET PACCUHTRIBATD B Cyuae
HAHECEHHA BpeJia ero 3JI0POBBIO B XO/IE HCCIIC/I0BAHNS;

2.3.4.10. 3agBeHME O TOM, 4YTO YYaCTHE B MCCIENOBAHHM SBIAETCS A00POBOABLHBIM, M CYOBEKT
HCCIIEJIOBAHMS MOKET B JIFO00I MOMEHT OTKa3aThCs OT YWACTHA B UCCIISI0BAHUN WIH BBIOBITH
M3 Hero 6e3 Kakux-1u60 caHKOMit WM YIIEMIICHHS er0 MpaB Ha APYTHE BHALI JICUCHHS;

2.3.4.11. 3asBjeHue O TOM, YTO HCCle/l0BaTENH, ayauTopsl, K U paspenmre/ibHbie HHCTAHLHK M01ydaT
HEMOCPEACTBEHHLIH J0CTYIl K HMH(pOPMAaUNH B NEPBHYHOH METHLMHCKON JM0KYMEHTALHN
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cyOBeKTa MCCNIEeNoBaHUA B 00bEeMe, OMNpE/eNeHHOM COOTBETCTBYIOIUMH 3aKOHAMH H
MOA3aKOHHBIMU aKTAMH, U1 IPOBEPKH HPOLIEAYP H/HIIM JAHHBIX KJIHHHYECKOI0 HCCIICI0BaH s,
He Hapyllas [pH 9TOM 4HOHHMHOCTL CcyOBexTa wHccnenopanua. lloamuceisas  (opmy
MUCBMEHHOTO HH(OPMHUPOBAHHOIO COINACHS, CYOBEKT MCCIEJOBAHMS MIH €r0 3aKOHHBIH
MpeACTABATEb (€CIH 3TO NPHMEHHMO) JAl0T pa3spellieHHe Ha JOCTYM K 3TOi JOKYMEHTAlHH;

2.3.4.12. 3asgBjieHHe O TOM, 4YTO CBEJEHMUS, l'[)lEHTl'l(pl[lulpyl{)lu,l'le JHUYHOCTE JIMLA, [OJIBEPrarouieroc

HCCIIEA0BAHMIO, OYIYT COXPAaHATLCA B TailHE M MOTYT OBITh PACKPBITHEI TOJIBLKO B IIPEIeiax,
YCTAHOBJIEHHBIX COOTBETCTBYIOUIMMH  3aKOHAMH M/HIH  TIOJ3AKOHHBIMH  aKTaMH; TIpH
ﬂyGJTPIKaLIHH PE3YIBTATOR NCCIIEIOBAHHA AHOHVMMHOCTB TAKOTO JIMLLA 6}’,1131‘ COXPaHEHa;

2.3.4.13. 3asgBICHHE O TOM, 9YTO CYOBCKT HCCICAOBAHMS WIM €rO 3aKOHHBIH NpeacTaBUTENL OyayT

CBOCBPEMEHHO O3HAKOMIJIEHBI ¢ HOBBIMH CBEACHHUAMH, KOTOPLIC MOTYT HOB/IHATE Ha KCJIaHIIC
cyﬁbema HccaeaoBaHMA NPOJOJDRKHUTE YUACTHE B HCCIICIOBAHMH,

2.3.4.14. ciucoK Jiuil, K KOTOPBIM MOKHO 00paTHThCS jUIi HOIIy4eH s JOIOIHUTEILHOI HHpopMarmn 00

HCC/ICAOBAHHH 1 ITpaBax Cyﬁ'bEKTEI HCCACOOBaHMA, a4 TAKIKE ClICHHAJINCTOB, C KOTOPBEIMHI C}'6‘b€KT
HCCIIeJOBAHHA MOMKeT CBiA3aThkCAd B Cllydae HAHCCCHHA Bpena €ro 3I0POBEKY B XOIE€
HCCIICIOBAHHMA,

2.3.4.15. ycnosusi, Mpd KOTOPBIX YYacTHe CyOBheKTa HCCIEOBaHHA B HMCCIENOBAHHH MOXKeT ObITh
y P 3 y

npekpatieHo 0e3 ero coruacus,

2.3.4.16. npennonaraeMas JUIMTENLHOCTD YUACTHA B HCCNCIOBAHHH;

2.3.4.17. npubIM3UTENBHOE YHCIIO CYOBEKTOB HCCIICIOBAHNS,

235,

23.6.

23.79.

23.8.

NudopMallHOHHBIH JTHCTOK TanueHTa H (popMa MHQOPMUPOBAHHOIO COrJIACHS JOMKHEL OBITH
HANMCAHBI HA PYCCKOM $3BIKE, 10 NPOCkOE CYOBEKTa MCCIEIOBAHHS TICPEBE/ICHBl HA €r0 POAHOMH
A3BIK.

WNudopmarus s ManueHTa J0GKHA ObITh HANNCAHA TAKHM S3BIKOM. IIOHHMAHHE KOTOPOTO He
TpefyeT MEAMLMHCKOTO OOpPa3OBaHMA HAH 3HAHHA NPHHUNNOB Haanexamed KIHHUYECKOH
npaxkturu (GCP).

PexoMenmyerca n30erats CHCLHAILHBIX TEPMHHOB, [UIMHHBIX CAOKHBIX IPELIONKEHHIT N
yTBepK/IeHUI, KOTOPBIE MOTYT OBITH HEBEPHO HCTOIKOBAHBI CYOBEKTOM HCCIETOBAHUSA UITH BBECTH
CrO B 301y /ICHHE.

B nHGOPMAITHOHHOM JIHCTKE MallHeHTa U B (hopMe HHPOPMHPOBAHHOTO COTTTACHA He JOIKHO ObITh
OpPMYNHPOBOK, KOTOPHIE MOTYT 3aIyTaTh cyObeKTa HCCIEJOBAHNS, 11 TEM CAMbIM BBIHYIHTH €T0
OTKA3aTLCA OT CBOMX 3aKOHHBIX MPAB NPHHATL Y4acTHE B HCCICIOBAHIH, WIN OKa3aTh AaBJICHIE HA
MalMeHTa TpH OpHHATHM  pemienus. OHU  Take He JOJDKHBI  COAEPKATH  3asBICHUI,
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0CBOOOKTAOIIUX HCCIETOBATENs, MEMIIHHCKOE YUPEeXIeHHE, CIIOHCOPA MITH €10 MpeJIcTaBuTeel
OT OTBETCTBEHHOCTH 3a JOMYLIEHHYO XaJIaTHOCTD, WIH (JOPMYIHPOBOK, O3BOJISIOLINX [T0100HYO
HMHTEPIPETALHIO,

2.3.9. HMudopmanmoHublii MIcTOK maunedta ¢ Gopmoit MHOOPMHPOBAHHOTO COTJIACHS W JAPYTHE
OPEIOCTARNAEMBIC CYOBEKTaM HMCCIICIOBAHUA MaTCPHANIBI, [IEPECMATPUBAIOTCSA MPH MOSBICHHH
nHpopmaimy, cnocoOHONl NOBAMATL Ha corsiacue cyObekta uccneposanus. Hoswle pepakiun
JAHHBIX MOKYMEHTOB npeasapuTeinbHo vrsepxuatores DK, CybbexrT nccnegoBaHms WM €ro
3AKOHHBIH MPEICTABUTEND JOJIKHbBI OBITh CBOCBPEMEHHO O3HAKOMIIEHBI ¢ HOBOH HH(opMaImeii,
CrIOCOOHOI MOBIIMATE HA KeJlaHne cyOBeKTa NCCIe0BAHNS MTPOAQIIKITE YIaCTHE B HCC/IEA0BAHNM,
Makt coobuIeHHA 2TOH HH(POPMALHK J0JDKEH ObITH JOKYMEHTAIBHO IT0ATBEPIKACH.

2.3.10. Tlomyuenue coriracus JOITYCKAeTCs TOMBKO B IMMCbMEHHOIT dopme.

2.4, DK moxer motpeboBaTh, UTOOB CYOBEKTaM HCCIEHOBAHHS, TMOMHMO HH(OPMALIHH, YKA3AHHOM
BBILIE, OB IPEOCTARICHE! JONIOJIHHTEIBHEIE CBEIeHN: 00 HCCIeI0BaHUN, eCITH, 110 MHEHH0 DK,
3TO HEOOXOAMMO 1715 3ALIMTHI NIPAB | 3JI0POBLA CYOBHEKTOB HCCAEA0BAHIS, A TAK/KE /I FapaHTHH HX
0e30IIaCHOCTH MJIH  JUIA  JIVIIIEro MOHUMaHHA MMM OTAEIBHBIX TMONOKEHHH KIHHHUECKOro
HCCIIeI0BAHMS.

25, B cnyuae HeoOxomumoctd DK uMeeT mpaBo moTpeGoBaTh OT HCCIeA0BaTels/3aaBUTENT MO0V
JononHNTeNnbHy0  uHpopmamio. Eciw Takas wHQOpPMAlMs HE TNPEeNoCTARIAETCS B CPOKH,
onpeznesnennsie DK, IK He paccMaTpuBaeT JOKYMEHTEI HCCAEI0BATENLCKOTO TPOEKTA.

2.6, 3K wmoxer 0}:[0613[11‘]: HPOBC/ICHHE KIMHHUYCCKOI'0 HCCIECI0BAHMA TOJIBKO B TOM ClIy4dae, ecliu
MOTCHUHANILHAA O0JIb3a I CyGLGKTOB HCCIEA0BaHNA IPEBBIIIACT BCC H3BCCTHLIC H MPEACKA3YCMbIC
BHUJBI pHUCKa 115 HUX,

3. DkenepTHsa 3aaBok Ha 3acemannu K npu pacemorpennn MKU:
3.1. Hommkuoctasie nuia K u umens DK

3.1.1. 3HakoMATCA ¢ NOBECTKOH 3acelaHys H € MPEIOCTABACHHLIMH 3aABHTEIAMH JOKYMCHTAMH [10
HCCIEeI0BAHUIO;

3.1.2. sacmymmBaioT cooduIenne FKCMepTa, HA3HAYCHHOTO IPEACEIATENeM (I0MYCKACTCA MPEACTARICHHE
MOKYMEHTOB MPE/ICTABUTENIEM HCCIIEIOBATENILCKOTO IEHTPA HITH TIaBHBIM HCCIe[0BaTeNeM);

3.1.3. o0cykmaioT 1 1OJIYIal0T OTBETLI HA BCE BO3HHKILHE BOIPOCHI [10 3aiBKE.

3.2. llocne paccMOTpeHIs NpPeJCTABICHHBIX JOKYMEHTOB, OGCYKIEHNS M TOMYYeHHS OTRETOB Ha BCe
BO3HHKILHE BONIPOCH 110 3asiske. IK mnepexonuT k ronocoranmio.

3.3. TonocosaHne MPOBOIUTCS B COOTBETCTRHH ¢ 11. 2 DK-COI1-03-02.




AHO «Pazpurns Hay9IHbIX CTAHIOAPTHASA HOMEP: 3K-COII-04-02
HCCIe0BaHNil B METHIIMHEY OIIEPALTMOHHA A : _
TIPOLIE/TYPA JIMCT: 8 BCETO: 8
HA3BAHHE: DkcnepTH3a MHOTOLEHTPOBBIX KIMHHUYECKHX OTIEJ: Dtrueckuii KOMHTET
HCCJIeI0BAN NI

3.4
3.4.1.

342

3.43.

3.4.4.

3.5
3.6.

3.7.

3.8.
39

3.10.

IK mpuHUMAaET 0JTHO H3 CIIeAYIOUIHX pelleH I

GesycnosHoe ono0OpeHHe IUIAHHPYEMOTO HCCIEMOBAaHHSA (IIPHHMMAETCS, KOIrZa B Ipolecce
00CYKIeHHA He BO3HHKAET BOTIPOCOB U BO3PWKEHHH, KACAKIIMXCA KIHHHUECKOTO HCCTEI0BAHNA);

OPHHUMITHAILHOE 0I00PEHHE [IAHUPYEMOI0 NCCIIEA0BAHNS (IPHHHMACTCS, KOTZA B IIPOLECCE
00CYXKACHUA BO3HUKACT HEIPUHLMIIHATBHBIC BOTIPOCH], PEKOMEHAAINH PEAAKLIMOHHOIO XapaKTepa
u T. 1. [Ipn yclnoBuu OTBETA HA [IOCTABJIEHHBIE BOTIPOCH] 1 BHECRHHE PEKOMEH/YEMbIX H3MeHEeHH I
H/WIH  pononHeHuit B paGouem mnopagke (mocne omobpenus npeacenareseM DK mam ero
3aMECTHTENIEM) BbIAAETCS JIOKYMEHT 00 0A00peHnn);

OTCPOYKY B MNPHHATHH PELICHHA (NPUHHMACTCA, KOIJa B IpOLECcCe OOCYKIACHHA BO3ZHHKAIOT
BOMPOCHI, KacalolMecs KIMHHYEeCKOro Hecaenobanus (npu atom DK detko (opmynnpyer see
BO3HUKIIME BONIPOCH N npeTensun)). [Ipn npepocraBiennn 3anpomeHHBIX pasbaACHEHUIT U OTBETOB
HA BOINpPOCHI, IIOCTE BHECEHHA PEKOMEHIYSMBIX H3MCHCHHH W/HIH JONONHEHHH COCTOMTCH
IIOBTOPHOE PACCMOTPEHNE HCCIIe/I0BAHNS Ha OUEPETHOM 3aCe/IaHuN;

0TKa3 B 0400peHHH ¢ yKazaHHEM MPUYMH OTKa3a (IPUHHMACETCs, KOTAa B mpolecce o0cyKIeH s
BO3HMKAIOT NPHHIMIHAIBHEIE BO3PAKEHUS, KacarolHecs KITMHUYECKOTO HCCITeIOBAHN ).

[Ipouenypul nocne 3acepanus npuseaeHs B . 3 DK-COIT-03-02.

[To pesynbraTam 00CyKaeHUs B XO4€ 3THYECKOH 3KcnepTrskl DK MoxkeT chopMynupoBaTs BONPOCH
K 3aABUTEJIIO H PeKOMEHAaUUN. Bonpockl H peKoMeHJalHK JODKHEL OBITh HAPABJICHEI Ha CO3AAHHE
YCTOBHIT M Mep, 00ecrneunBaOMUX Oe30MacHOCTh IalMeHTa, MOdb3y OT €ro YYacTHs B
MCCIEI0BAHNH, O0BEKTHBHOCTD, MOJIHOTY H AOCTOBEPHOCT HHPOPMAIINH, HA OCHOBAHUH KOTOPOI
MOTEHIMATLHBIH CYOBLEKT HCCACA0BANUA NPHMET pelleHue 00 Y4acTHH B HCCITEI0BAaHUH HITH OTKA3¢
or Hero. DK o0s3an obpam@are BHHMAHHE 3asBUTEIS HA ACIHEKTHI JN3AHHA WHIH JIOKYMEHTOB
HCCIEI0BAHNSA, HE COOTBETCTBYIOIIMX JEICTBYIOMINM MPABOBLIM H ATHYECKHM HOPMAM.

B Clydac HBO,IIOG[JGHHSI NpOBeAEHUA UCCIECNOBAHNA 3asIBHTENE MOXKET MOTATH ATIENIISILIHID [VTeM
nuceMeHHoro obpalnenns na nma upeacepareia DK ¢ H3nokeHnem apryMenToB as are/UALHH.

CBKPETHPB onoeelaeT 3a9BUTENEH O PE3YIbTATE YKCOEPTHIBI JOKYMEHTOR HCCIICAOBAHU A,

Cexperaphb BbIAAET 3aABUTENIO BEITHCKH H3 IPOTOKOMNA NPOLIEIUIEro 3aceanns ¢ pemennem K no
MPEJCTABICHHOMY HCCIENOBAHHIO B CPOK He Mo3jHee 3 paboumx IHEH mocie NpoBeIeHHOTO
3ace/laHins, AOTTYCKAeTCH OTIPABKA BBITTHCKM 110 IEKTPOHHOIT 1M0YTE B OTCKAHWPOBAHHOM BHJIE.

Cexperaph ofecredynBaeT apXHBHPOBAHUE JIOKYMEHTOB KIMHHYECKHX MCCEJIOBaHUI, TTPOTOKOIOB
Becex 3acemannii DK.



[Tpunoxenne Ne |

IIpencenarento

ITUYECKOTO KOMATETA MPH
AHO «Pa3Butus Hay4HBIX
UCCIICNOBAHMI B MEIMLIHHE
H.E. JleBuenxko

Vpaxkaemerii Huknra Esrenpesmu!

IIpoiuy NpoBECTH ITHUECKYIO IKCHEPTH3Y JOKYMEHTOB M 000pUTh NMPOBEJCHHE HCCASA0BAHMS
10 OPOTOKOIY: HOMED UCCTCO06AHUA «HA3BAHIE UCCTeA08AHUAY HA DA3E CHAZGUHIUE VUPEHCOCHIU .

Cnoncop uccneoBanms:

KOHT]JEIKTHZUI HCCICOOBATCILCKAA OPraHl3anis:

HMccneposarenbekuii HeHTp:

['naBHbINH HCenegOBATEND:

Cpok npoBeaeHNs KIMHHYECKOIO HCC/IE0BAHIIA: C 20 10 20

[Inanupyercsa CKpHHHPOBATL H PAHIOMH3HPOBATE CYOBEKTOB B MCCIICI0BAHUE B YKA3AHHOM
MCCIIE/I0BATENLCKOM LIEHTPE.

[Inanupyercs ckpUHHPOBATE U PAaHIOMH3UPOBATh CyOBEKTOB B MccneaoBanue B Poccun.

[Ipunoxenua (Ha SICKTPOHHOM HOCHTENE) B COOTBETCTBUH ¢ 11 1.1,

C yBaxeHHEM,

IJIABHBIH HCCIIEI0BATEIIh DHO

IMonmuce

Jlara
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