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Io10:xenue M0 3amKTe M KOHDUIEHIHAILHOCTH HH(pOPMAHK NPH HPOBEXeHHH

KIIMHHYEeCKHX HCCIe0BaHHUI

Hacrosmee monoxenue npumennmo ko Bcem COTpYZAHUKAM Menuko-canurapHoii yactu Ne70,

KOTOpEIE BOBJICUEHBI B NPOBENICHHE KINHAYECKHX HCCIIEN0BAHMIA (marnee mo Tekcty: «KH»), a Takxke KO BeeM
KIMHUYCCKHM MCCIIEA0BAHUAM, BBITIONHIEMBIM — Ha Gaze MCY Ne70 u aKTYaJIbHO, KaK B MEPHOJ MPOBENCHHS
KH, Tak u nocrne ux saepruenus.
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Kondunennnannnocrs HH(OpMaNHH 0 cy6beKTe HeCIeq0BAHAS

Konunenunansaocts sanuceit, nossonsromx MICHTU(QULIPOBATh CYOBEKTOB HCCIIEOBAHNUS, TOJIKHA
ObITh OobecrieveHa ¢ cobioneHnEM fpaBa Ha YaCTHYIO JKM3Hb W 3allUTy KOHGUICHUMATLHOCTH B
COOTBETCTBHHU C HOPMATHBHBIMH TpeboBaHHsMU PD.

2.Yc0Bus COOMIONEHUS KOHDUIEHIHATILHOCTH 3aIUCEH, JNOTOJIHUTENBHO K JaHHOMY I10JIO>KEHHUIO,
TaloKe ONPEACTAOTCSA TPEOOBAHUAMY 3aKA3YNKA HCCIIEJOBAHMS.

TpeGoBanus pmaumoro IlosoxeHus Takske BIJIIOYAIOT  BBINONHEHHe nonoxenuii ICH GCP,
XeNbCUHKCKOM eKTapamuu BceemupHoit Menunmnckoit Acconuanuy v 3akoHoaTeNbCTRa PO,

C6op mepcoHaNbHEIX NaHHBIX B paMKax KIMHHYECKOrO HCCIIeNOBAaHUS IOJKEH OBITh CBEIECH K
MHUHHMYMY, HEOOXOMUMOMY IS BBIIOJHEHHS HEOOXOMUMBIX HPOLEAYp IO KOHKPETHOMY IPOTOKOITY
KJIMHHYECKOI 0 HCCIIEM0BAHKS.

[MaumeHT nosmkeH GBITH MHOPMHPOBAH KaK B XONE pPasbiCHUTENbHOMN Oecellbl, Tak W B MUCHEMEHHO
$opme uHOPMHPOBaHHOrO cornacus (a Tarkke B MIOGBIX APYruX IHCBMEHHBIX MaTepHaax
NIPENIOCTABNISEMBIX CYOBEKTAM) O TOM, 4YTO BCS UIECHTUQHULMPYIOIAS €ero uHopmarus 6yner
OCTaBaThCsA KOHQUACHLHATIBLHON, B TOM YHCIe TpY MyOIMKALUMK PE3yIbTATOB HCCIICIOBAHHUS, U MOXKET
OBITb pacKphITa TOJIBKO B TOI MEpe, B KaKOH 3TO NOMYCKaeTCs 3aKoHOATeNbcTBOM P, Kpome Toro,
NalMEHT/300POBBIN  BOJIOHTED [OMKEH GbITh OCBENIOMJIEH O TOM, YTO MOHHTOPEL, ayIUTOPEI,
MPENCTaBUTENIH OTUMECKOro KOMHTETa (malee MO TeKCTy: « OK») U YNOJIHOMOYEHHEIE
3aKoHOaTeNLCTBOM PD OpraHsl (HalpUMep, KOMIAHHH 10 CTPaXOBaHUIO CYOBLEKTOB UCCJIEI0BaHNSA)
OyzyT umeTs mpsmoit noctym k OPUI'MHATEHBIM MEIULMHCKUM 3alucsaM (TIepBHYHOI MOKYMEHTAI[|H,
BIJIIOYas NEpPCOHANBHEIC W JIMYHBIE JaHHbBIE) cyObekTa 1 mpoBepku (obecrieuenus mponecca
CTpaxoBaHUs CyOBEKTa KIMHHYECKOLO VICCIIENOBAHNS) NPOLEAYP W/HIH [AHHBIX KITHHUYECKOTO
HMCCJICN0BaHNs, HE HAPYIIAs NP 5TOM KOH(bUEHIMATBHOCTH AQHHBIX CYOBEKTA, U YTO CYGBEKT HITH €ro
3aKOHHBIH NPENCTaBUTENb, TOMMMCHIBAS MHCBEMEHHYIO (GOpMy HH(BOPMHUpPOBaHHOrO coryjacus, naer
paspelieHne Ha TaKo JOCTyIL.

MenmuuuHcKre maHHBIE KaXmoro TTALMEHTA, yYaCTBYIOIIEr0 B KIMHMYECKOM HCCIENOBAHUY (xpome
TNaHHBIX TMEPBHUYHON MeIHLMHCKOMN AOKYMCHTAllMK), NOJDKHBI COXDPAHATBCS K obpabatsiBaThcs B
KOMMPOBAHHOM BHJIE, TO €CTh 6€3 yKa3aHMs MepCOHATbHBIX JIaHHBIX.

Jlnsi KOOMPOBAHWS NAaHHBIX B KIMHUYECKHX MCC/ICNOBAHUAX KXKIOMY MALMEHTY HOJDKEH ObITh
NIPUCBOEH MACHTU(HUKALMOHHEBIM KON (HOMep mamueHTa B KIMHHMYECKOM HCCICIOBAHUM, a TaKXKe
WHHULMAJIBI  MIALMeHTa, HAallMCaHHBIE 3arflaBHBIMU OYKBaMH B NaTHHCKONW wim KUPUIITNYECKO
TPaHCKPHUIUHMK B 32BUCHMOCTH OT IPOTOKOJA KIMHHYECKOTO uccnenosanus). MueHtudukanmonsmii

MCIJIFOYUTE HECAHKLIMOHUPOBAHHBIN OCTYII Wi NIPEKACBPEMEHHOE YHUYTOXKEHHE,

JlocTyn K mepcoHanbHBIM AaHHBIM Ha SJICKTPOHHBIX HOCHTEJISIX MOJKEH OCYINECTBIATHCS TOMBKO yepes
N€pCOHaNbHBIM Maposne [NaBHOro MecmenoBarens HECYIICro OTBETCTBEHHOCTh 3@ COXPAHHOCTh W
KOHQUAEHINATBHOCTE MAPOIIS.

Jio6as unpopmarms, VICHTUOULIMPYIOINAs CYOBeKTa, NO/DKHA XPaHUTBCA BMECTE C IMEPBUYHOIN
AOKyMeHTauue. Bee dopMel v oTueTs! mo KH, nepeceinaemsie 3akazquky HCCIIeTIOBAHUS, BKIIIOYAs
pacnevaTku J1abopaTopHEIX OTYETOB, PE3YJIbTaTBl MHCTPYMEHTANBHEIX OGCIENOBAHUMN, 3aKIIOYEHES
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Temnaunivius @ APYINE JIOKYMEHTBI, OTHOCSUIMECS K WHIHBHIYaNbHOMN PETHUCTPALMOHHON KapTe

NaLMeHTa, HE NOJDKHBI COACPIKATD [IEPCOHANBHYIO MH)OPMALIMIO 0 CyGBeKTe HCCIeN0BAHNS.

OO6pasup! GHoIOrHYECKHX MaTepuaioB, COOPAHHEIX B paMKaX KIMHHYECKOro HCCJIEIOBAHMUSI, a TaKKe

YNaKOBKM C HCCIEYeMbIM IIpenapaToM (eciu ﬁpHMeHHMO) JOJDKHBL MapKHpPOBaThCS TOJBKO C

YKasaHHeM HACHTH(UKALNOHHOTO KO#a CyOheKTa UeCeJOBAHMS,

Ilo wucrewenmn nepuonma xpamenus MaTepuanoB no KM, cormacuo 3akoHonaTenscTBy P®, BCe

TICpCOHANIbHBIC NIaHHbIE, KaK Ha OYMaXKHBIX, TaK M Ha SJIEKTPOHHBIX HOCHUTEINAX, COOpaHHBIE B XOe

MCCIICNI0BAHMS, NOJKHBI OBITH YHUYTOKEHBI 5€3 BO3MOKHOCTH NOCIEAYIOMIEr0 BOCCTAHOBIICHHMS.
Saana H KOHq)H)IeHlIHaJ'lLHOCTb nn(l)opMamm IO KIIHHAYEeCKAM HCCJIEIOBAHUAM

Bea undopmanus, conepxkamasics B nportokone KH, 6pomrrope uccnenosarens u JPYTUX MaTepuajax
KU, nomxHa paccMartpusatbes xak KOHOMAeHIHAaNbHas. Bee uens: HCCIIEIOBATENIBCKOM KOMAaHIIEI
AOJDKHEI COOJIFOAATE KOHMDUICHUUATEHOCTE UHGOPMaLUH 1o KIMHUYECKOMY HCCJIEOBAHUIO.

Yeinoeus sammtel uHGopMauuy u COOMIOEHNS KOHDUICHIHATEHOCTH ONPENEIAIOTCS TPeOOBAHUIMU U
[IpolieypaMu, NpeaCcTaBIsSEMBIMA 3aKa39HKOM MCCIICA0BaHNA TIEpe]] HAYaJIoM KOHKpeTHOro KIA.
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UneHs! C(bOpMPIpOBaHHOﬁ HCCJICIOBATEIBCKOM KOMaHAbl JOJIKHEI IIoAnmuCaTs IO JBa SK3eMILUIIpa

SK3EMIUIAP COTNALICHNUS, AATHPOBAHHOTO U MOMNHCAHHOLO obenmu cTopoHamu, nepenaercs 3aka3uuky
HCCIeI0BaHuA, APYIroH - ocTaetcsi B MO « » u XpaHUTCA B JOKYMeHTarmu rmo KU.

I'naBHblit uccnenosarens momken VMETb B HAIMYMH M BECTH NOKYMEHTALMIO 110 HCCIIENOBAHMIO
CorjacHo paszeny 8 cranmapra P® «'OCT P 52379-2005» u HOpMaTHBHBIM TpeboBanusIM. I NaBHbI
MCCJICI0BATENb TOJKEH NPUHUMATE BCe MEPEI, IPENOTBPAIIAIONIME CITyYaliHOE MITH IIpeXAEBpEMEHHOE
YHHUYTOXECHHE 3THX JOKYMEHTOB.

TakuM 00pa3’soM, 4YTOGBI MCKIFOYHTEL HECaHKUMOHMPOBAHHBIM NOCTYN WmH IIPEXICBPEMEHHOE
YHUYTOXKEHHE. JIOCTYN K S0eKTpOHHBIM AOKYMEHTaM JOJDKEH OCYLIECTBISTECS TOJBKO qepes
TIEPCOHANIBHBIH MapOJTb YIIOTHOMOYEHHOrO THILA.

Hocetyn k nokymenrauuu no KU OTIPEACIIACTCS MONHOMOYHSAMHU WICHOB HCCIEI0BATENLCKO KOMaH/IbI
cornacHo ®opme NENErHpOBAHKS MOTHOMOYME I pacripeieNienus oTBeTcTBeHHOCTH. [IpaBo BHOCHTS

00pasubl NOAMKCEH W MHUIHATOE Boex YTOJIHOMOYEHHBIX JIUL, TAaK)Xe 3aKPeIUiseTcs B CIeLHaIbHON
bopme.

B uensx samurer MHOOpMalMy Jo6Ble  H3MeHEeHUS wH UCTPaBI€HU B HHIUBHMAYAILHOM
PETHCTPALMOHHON KapTe NALMeHTa NOMKHBI GBITE IIOANMCAHBI, NaTUPOBAHEI, OOBICHEHE (ipu
HEOOXOJMMOCTH) M HE NOJDKHEI CKpBIBATE INEPBOHAYAIBHYIO 3aITHCh (T.e. momKeH GBITH CoXpaHeH
" IOKyMEeHTaIbHBIMH C1en"); 5TO OTHOCHTCS KaK K TTHCBEMCHHBIM, TaK U K 3JIEKTPOHHBIM H3MEHEHMIM HIIH

NPONYKTa. DTH MOKYMEHTBI HOJIKHBI XPaHMUTECS OoJiee ITHTENBHEIH CPOK B cCily4ae, €ciad 3TO
TIPENyCMOTPEHO HOPMATHMBHBIMH TpeGOBAHHAMU WM JIOTOBOPOM ¢ 3aKa34MKOM HCCIIENOBAHMUS,
OtBeTcTBeHHOCTRIO  3akaszuuka ABJIICTCA  MH(POPMUpPOBaHHe HCCJICNOBATENA/OpraHm3aly 06
MCTEHCHNN CPOKA XPaHEHHS HOKYMEHTAIHH.



