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MNpeancnosue

Llenm, ocHoBHbIE NPUHLMNBLI N OCHOBHOW NOPSAOK NpoBeAeHUs paboT No MeXrocyaapCcTBEHHOW CTaH-
Aaptusauum yctaHosneHol FTOCT 1.0—92 «MexrocyaapcTBeHHas cuctema ctaHgapTusauun. OcHOBHble
nonoxexusa» n NOCT 1.2—2009 «MexrocyaapcTBeHHasi cucteMa cTaHgapTusaumn. CTaHaapTel MEXrocy-
AapcTBeHHbIe, NpaBuna u pekoMeHaaLun No MeXrocyaapcTBEeHHON cTaHAapTusauuu. Mpaeuna paspaboTku,
NPUHATUS, MPUMEHEHUS!, OGHOBNEHWUSI U OTMEHbI»

CBepneHus o cTaHaapTe

1 NOAroTOBIEH

depepanbHbIM rocyAapcTBEHHbIM YHUTapHBIM NpednpusatueM «Bcepoccuiickuii HayuHo-UccnenoBa-
TEeNbCKAN LEHTp cTaHgapTusauumu, uHdopmMauum n cepTudumkaumMm Chipbsi, MaTepuanos M BeLlecTB»
(YN «BHULICMB»);

TexHudeckum KoMmTeToM o cTanaapTusauum TK 339 «be3onacHocTb Chipbs, MaTepMarnos 1 BELWECTBY
PegeparnbHOro areHTCTBa No TEXHUYECKOMY PeryniMpoBaHunio U MeTPONoru;

MexrocyaapcTBeHHbIM TEXHUYECKUM KOMUTETOM Mo cTtaHaapTusaumn TK 339 «BesonacHocTb chipbs,
MaTepuanos 1 BewecTs»

2 BHECEH ®epfepanbHbIM areHTCTBOM MO TEXHUYECKOMY PeryiMpoBaHuio U MeTponorum

3 MPUHAT MexrocyaapcTBEHHBIM COBETOM MO CTaHOapTM3auun, MeTponornn u ceptudukaumm
(npoTokon oT 9 HosI6PA 2012 . Ne 53-M)

3a npuHATUE CTaH4apTa nporosiocosann:

KpaTkoe HaumeHoBaHWe CTpaHb! Kop ctpaHbl CokpalleHHOe HaMMeHOBaHUe HaLMOHANbHOIO opraHa

no MK (UCO 3166) 004—97 no MK (UCO 3166) 004—97 no craHgapTusauumn

ApMeHruns AM MuHakoHoMMKM Pecny6nuku ApmeHus

Bbenapycb BY [occrangapT Pecnybnukun benapycb

KasaxcraH KZ [occtanaapt Pecnybnukn KasaxcraH

Kelproiacran KG Keipreisactangapt

Mongosa MD Monpgosa-Crangapt

Poccuiickasi Pepnepauus RU Poccrangapt

TapxukucTaH TJ TapxukcTaHgapTt

4 HacToswuin ctaHaapT ngeHTudeH MexxayHapogHomy aokymeHTy OECD series on Principles of Good
Laboratory Practice and Compliance Monitoring — No 15 — Advisory Document of the Working Group on
Good Laboratory Practice — Establishment and Control of Archives that Operate in Compliance with the
Principles of GLP:2007 (PekomeHaaTenbHbIn AoKyMeHT pabouei rpynnbl No Hagnexawen nabopatopHon
npaktuke. OpraHusaLums U KOHTPOSb apXUBOB, AeNCTBYIOLNX B COOTBETCTBUM ¢ MpuHUMNamMn Hagnexawieun
nabopaTopHoi npakTukn:2007, Ne 15 u3 Cepun gokymeHToB OpraHusaLmm 3kOHOMUYECKOro COTPYAHUYECTBA U
passutust (OOCP) o MpuHuunax Hagnexaluei nabopaTopHOA NPaKTUKM M MOHUTOPUHIE COOTBETCTBUSA).

MexayHapoaHbiiA 4OKyMeHT pa3spabotaH Pabodeit rpynnoin O3CP no GLP.

MepeBoa ¢ aHIMUICKOro A3bIKa (en).

OduymnanbHbIA 3K3eMMIISIP MeXXAYHapOAHOro A0KYyMEeHTa, Ha OCHOBE KOTOPOro NoAroToOBIEH HACTOSILLMIA
MeXrocyaapcTBeHHbIN cTaHAapT, umeeTcs B PegepanbHOM areHTCTBe Mo TeXHUYECKOMY perynmpoBaHuio v
MeTponorun Poccuinckoin Peaepaumn.

CTteneHb cooTBeTCTBMA — naeHTu4Has (IDT).

B HacToswuii cTaHgapT BHeECeHO cneaytollee pedakuMoHHOEe USMEHEHNe: U3MeHeHO HauMeHoBaHue
cTaHgapTa.

HaumeHoBaHWe HacTosiero ctaHgapTa U3MeHeHO OTHOCUTESTbHO HauMEeHOBaHWA MeXQyHapoaHOoro
AOKyMeHTa B CBA3U C 0CODEHHOCTAMM NOCTPOEHNA MEXTocyaapCTBEHHON CUCTeMbl CTaHAapTU3aLum

5 Mpukasom GeaepansHOrc areHTCTBa No TEXHNUYECKOMY PerynnpoBaHnio U MeTponorin ot 27 gekabps
2012r.Ne 2151-cT mexxrocygapctBerHbIn ctaHgapT FOCT 31882—2012 BBeAeH B IeNCTBME B KAYECTBE HaLu-
oHanbHoro ctangapta Poccuiickon Pegepaunm ¢ 1 aHBapa 2013 .
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6 BBE/JEH BMEPBbIE

UHpopmayus o6 usMeHeHUsX K HacmosiweMy cmaHoapmy rybnukyemcs: 8 exe200HoO us0asaemMom
UHghbopMayUoHHOM yKkazamere «HayuoHanbHble cmaHOapmbi», @ MEKCm U3MeHeHUU U orpasok — 6 exeme-
CAYHO U30asaeMbix UHGOPMaUUOHHbLIX yKkazamensax «HayuoHanbHbie cmaHdapmbl». B criyyae nepecmompa
(3ameHbl) unu ommeHbl Hacmosiwezo cmaHd0apma coomeemcemeyrouiee ysedomreHue 6ydem orybrnukosaHo
8 eXxeMecsYHO uzdasaeMoM uHopMayUOHHOM yKkasamerie « HayuoHaneHbie cmaHOapmsi». Coomeemcmey-
rowas uHghopmauusi, yeedoMeHue U mekcmbi pasmewiaromces makxe 8 UHghopMayUoHHOU cucmeme obujez0
r10/1b308aHUA — Ha ochuyuanbHoM calime PedepaslbHO20 azeHmemea 1o MexXHUYECKOMY pe2yriupo8aHuio U
mempornoauu 8 cemu VIHmepHem

© CraHgapTuHdopm, 2013

B Poccuiickon ®eaepaLim HacTOALUIA CTaHAAPT HE MOXKET BbITb NOMHOCThIO UMM YacTUYHO BOCMPOU3Be-
AeH, TUpaxnpoBaH 1 pacnpocTpaHeH B kadyecTBe oduLmansHoro usgaHuna 6es paspewerHuns degepansHoro
areHTCTBa No TeXHUYECKOMY peryrnpoBaHu1io U METPOIOTUn
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BeegeHune

Pa6ouas rpynna O3CP no Haanexallen nabopaTtopHoi npaktuke (GLP) (aanee — Paboyas rpynna) B
xofe csoero 17-ro coBellaHuns, nposegeHHoro 8 2009 r., opraHusoBaria NnpoeKTHYHo rpyrny nod pykosoacTBOM
npeacrasuTens Huaepnanaos r-Ha Teo Xengepa (Mr. Theo Helder) ¢ ydactnem npeacrtasutenein Mepmanmm,
Wtanuu, Weeuuw, Wseruapumn, Bennkobputanun n CoegunHerHbix LLTaToB. MNocne paccMOTpeHUs cyLLecTBy-
toLLIMX MaTepuanos No apxmBupoBaHuto B pamkax GLP rpynna paspaboTtana nepBblil NpoekT AOKYMeHTa, KOTo-
pblii 6bI1 paccMoTpeH Ha 20-M coBeluaHnm Pabovei rpynnel 8 2006 T

PabGouas rpynna npuHana peLleHne o ToM, 4To criegyeTt pacnpocTpaHUTb MPOEKT Cpeau 3auHTepecoBaH-
HbIX NpeacTaBUTENen NPOMBILLIEHHOCTU U OpraHoB perncTpauun u npuema nHpopmauum, U 4To CTpaHbl —
uneHbl OOCP OoMmKHBI MOArOTOBUTL KOHCONMUAMPOBAHHBIE HAaUWOHanbHble KOMMeHTapunu. Beinn nonyyeHsl
kKoMMeHTapuu oT AscTpanuu, benbrun, fanuu, PuHnangun, Fepmanun, Upnanaunn, Uspanna, Utanum, Ano-
Hun, Kopen, Hugepnangos, CnoseHun, Ucnanun, Wseuunn, Weenapun n CoeanHeHHblx WTaTtos. 3atem
Pabouas rpynna paccMmoTpena, BHecrna nornpaskv U 0406 punna nepecMoTPEHHBI BapuaHT AOKYMEHTa Ha CBO-
em 21-m coBewaHuun B 2007 T.

Ha coemecTHOM 3acenaHum KomuteTta no Xummnyeckum Bellectsam u Pabouen rpynnbl Mo XMMUYECKM
BellecTBam, nectuumaam n buotexHonornu, coctoasliemcs 25 mas 2007 r., AOKyMeHT 6bin oaobpeH, peko-
MEH0BaH K CHATUIO CEKPETHOCTU U onybnukoBaHuio B cepun gokymeHToB O3CP «MpuHumMnbl GLP 1 MoHuTO-
PUHI COOTBETCTBUAY B KAYECTBE pekoMeHAaTenbHoro AokymeHTta Pabouei rpynnsi no GLP.

ApxunBupoBaHue 3anucei 1 AaHHbIX, NpouM3BeAeHHbIX B X0A€e HEKNMMHUYECKUX UCCcneaoBaHUi MeanLIMH-
CKOM 1 akonornyeckomn 6e3onacHoCTu, ABNSAETCA BaXHbIM acnekToM cooTBeTcTBus MpuHumnam GLP. CoxpaHe-
HUEe NepBUYHBIX AaHHBIX U NPO6, CBA3AHHBIX C KOHKPETHBIM UCCreA0BaHMEM U MOMYYeHHbIX B X04e AaHHOrO
uccneaoBaHuA, ABNAETCA eANUHCTBEHHBLIM CPEACTBOM, KOTOPOEe MOXeT BbiTb UCNONb30BaHO ANA PEKOHCTPYK-
LuMn nccnenoBaHusa, TeEM camblM NO3BOMAA BepudULMpOoBaTh (MPOBEPUTL) MHDOPMaLNIO, BKIOYEHHYHO B
3aKNOYUTENbHBIN OTYET, U NOATBEPAUTL COOTBETCTBUE KOHKPETHOro nccnegosanus MpuHunnam GLP.

Llene pykoBoACTBa, U3MOXEHHOrO B HaCTOALWIEM cTaHAapTe, — COAeNCTBUE B YCTaHOBMEHWUN COOT-
BeTCTBUA TpeboaHuam MpuHumnos GLP O3CP B o6nacTu, kacawwweinca apXuBupoBaHus.

HacTosiee pykoBoACTBO He 3aMeHAeT Kakue-nubo TpeboBaHuA, N3NOXKEHHbIE B HALMOHATNbHLIX NpaBu-
nax u/unn sakoHodaTeNbCTBe, HanpUMep OTHOCALLIMECS K BpEMEHHBLIM paMKaM apXUBUPOBaHUS UMK Neproaam
XpaHeHWsl.



rocTt 31882—2012

M E XTOCUYAAPU CTHBETUHHUB # CTAHQAAAPT

MPUHUUNBI HAQNEXALLEW NABOPATOPHOW NMPAKTUKWU (GLP)
OpraHusauusi U KOHTPOINb apXUBOB

Principles of Good Laboratory Practice (GLP).
Establishment and Control of Archives

HOaTta BBeaeHmna — 2013—01—01

1 O6nacTb npUMeHeHus

HacToswwi cTaHaapT ycTaHaBnMBaeT NONOXKEHUS, OTHOCALMECS K OPraHN3aLmMnM U KOHTPOSO apXMBOB,
3KCnnyaTupyeMblx B cooTBeTCTBUM ¢ MpuHuMnamu GLP. HacToswuin ctangaapT npeaHasHayeH s Ucnofb3o-
BaHUSA UCMbITaTeNbHBIMM LIEeHTPaMm, KOTOPbIM He0BX0AMMO NPOBOANTL paboTbl B COOTBETCTBUM C MpUHUMNa-
mu GLP, opraH1saumnsiMi, npegocTaBAaoWLMMU pasnndHble BUAbl NoaaepXku, Hanpumep paboTtarolmmin no
KOHTPaKTy, apX1MBamMu, opraHunsaLmsimmn no obecrnevyeHunto kavectsa unu npegoctasnsaowmmmn UT-ycnyru, a Tak-
)Ke crnoHcopamu, opraHamMmu MOHUTOpPUHra cooTeeTcTBUA MpuHuuMnam GLP 1 opraHamu pernctpaumm u npuema
UHpopmaunn.

OpraHuaaunmn A0MKHbI OCYLLIECTBUTL OLLEHKY COOTBETCTBYHOLLMX HOPMAaTUBHBIX TPEBOBaHWUI C TOYKM 3pe-
HUs noTpebHocTel cBoero busHeca. HekoTopble acnekTbl YCTPOUCTBA U 3KCNyaTauum apxmsa MOryT NoBeYb
ob6sa3aTenbcTBa no cobnoaeHUo CTPOUTENLHBLIX HOPM UMK 3aKoHOAATENbLCTBA, Kacatolllerocs 061eCTBEeHHOro
3apaBooxpaHeHus n 6esonacHocTU. PyKOBOACTBO OTHOCUTENbHO AaHHBIX acCMEKTOB HaxoAuTCs 3a paMmkamim
HacTosero cTaHaapTa.

UcnbiTaTenbHble LEHTPLI U Apyrue opraHusaLuy, BOBeUYeHHbIe B apXUBUPOBAHUE 3amnncei U AaHHbIX
(pe3ynbTaToB) B cooTBETCTBUM C TpeboBaHuaMM MpuHumnos GLP, MoryT BeiMrpaTb OT UCMIONb30BaHUS Npu-
3HaHHbIX CTaHAAPTOB yNpaBeHUs apXUBUPOBaHUEM, BKItoUas cTaHAapThl, NOCBALEHHbIE MeTaaHHbIM.

2 TepMuHbI U onpeaeneHUA

B HacTosleM cTaHaapTe NpUMeHeHbl cneaytoLime TEPMUHBI C COOTBETCTBYIOLLMMW ONpeaeneHUaMU:

2.1 apxwuB (archive): YcraHoBNeHHas 30Ha Unu nomelleHne (HanpuMep, kabuHeT, koMHaTa, 3gaHue unn
KOMMbIOTEPU3UPOBaHHAsA crucTeMa) AnA 6e30nacHoro xpaHeHus 3anucein U AaHHbIX.

2.2 nepcoHan apxuBa (archive staff): llnua, pabotarowme nog pykoBoACTBOM apxusapuyca u Hecywme
OTBETCTBEHHOCTb 3a PYTUHHbIE OnepaLun Mo apXMBUPOBaHUIO.

2.3 apxuBapuyc (archivist): lluuo, HasHaYeHHOoe aAMUHUCTPALUEN UCMLITATENBHOMO LLEHTPa UK UCNbI-
TaTenbHOW NMAOLWAAKA U Hecylllee OTBETCTBEHHOCTL 3a YNpaBneHue apXuBoM, T. e. onepauusMu 1 npoueaypa-
MW NO apXMBUPOBAHWIO.

2.4 anekTpoHHble apxuBhbl (electronic archives): MoMeLweHnA n cuctemel, NnpeaHasHavYeHHbIe ANA NoA-
AepXaHUsa U COXPaHEHNs 3NEKTPOHHBIX 3anucen B cooTBeTCTBUM ¢ MpuHumnamn GLP.

2.5 anekTpoHHas3anuch (electronicrecord): Bce ucxoaHele nabopaTtopHble 3anMcu u AoKyMeHTaLmus, B
TOM YnCNe gaHHble, HAaNPAMYIO BBeAEHHbIE B KOMNbIOTEP Yepe3 NpuUBopHbI MHTepdeiic, kKoTopble ABMSTCA
pesynbTatamun opuriHanbHbIX HabNAESHUIA M AeATEeNbHOCTH, MPOBEAEHHbIX B XO4€ UCCIIeA0BaHNS, U KOTOpbIe
HeoBxoaVMbI ANS PEKOHCTPYKLMN 1 OLLEHKN 0THYETa 0 AaHHOM UCCeaoBaHNK.

2.6 MetapaHHble (metadata): flaHHble, onuckiBatoLme aTpubyThl APYrvX AaHHbIX, Yallle BCero onmchbl-
BalOLMX CTPYKTYPY, 3MeMeHTbI 4aHHbIX, B3aUMOCBSA3N U ApYrne XapaKkTepUCTUKN 3NEKTPOHHbBIX 3arnuceil.

U3paHne opnumnanbHoe
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2.7 murpauma (migration): Nepeaaya (nepeHoc) aNeKTPOHHBLIX AOKYMEHTOB U3 oHOro hpopmara, Hocu-
Tena U KOMMbITEePU3UPOBAHHON CUCTEMbI B APYTYIO.

2.8 Bnapenel cucteMbl (system owner): MeHemkep Unu HasHaveHHoe JOSMKHOCTHOE NULIO oTAena,
KoTopble B Haubonblue cTeneHu B3aumMo4eACTBYIOT C CUCTEMOWN UMK ABNAIOTCA BfaaenbLeM CUCTEMBI.

3 Ponu n o6sa3aHHOCTU

3.1 CnoHcop

3.1.1 lNpepgnonaraeTcs, YTO CNOHCOP UrpaeT aKTUBHYIO POfb B NOATBEPXKAESHUN TOrO, YTO BCE HEKNUHU-
Yyeckue uccrneoBaHusa MeaULIMHCKOWM 1 aKonornyeckon 6e3onacHoCcT NPpoBOAATCA B COOTBETCTBUMU C MpuHLK-
namu GLP. B cBa131 ¢ 3TUM cNoHCOp AoJkeH obecneunBatb, 4ToObl MaTepuansl U 3anucu, noaTeepxaatoLme
npoBefeHue UccrneaoBaHi CornmacHo HoOpMaTUBHBIM TpeboBaHUSIM, COXpaHANUCL U NOAAEPKUBANUCH B YCNO-
BuUsX, 06ecrneumBaoLLmnX LEeNoCTHOCTb UX AaHHBIX U MOCTOSIHHBIA AOCTYN K HAM.

3.1.2 Kpowme Toro, ecnu sannucu u matepuaribl nepegatoTcsl BO BnageHne cnoHcopa, To ux cnegyet xpa-
HUTb B apXuBax, oTBevarLmnx TpeboBaHuam MNpuHumnos GLP. CnoHcop aomkeH Takke o6ecnevunsats, 4To6bI
3aTU MaTepuarnsl U 3anncu COXpaHAINCh HACTOMNBLKO AOSITO, HACKOMBbKO TOro TpebyoT COOTBETCTBYOLWWME OpraHb
BMacTu. ApXMBHbIE U COXpaHsieMble MaTepuasibl U 3anucy A0IPKHbI ObITb AOCTYNHBI AN NPOBEAEHUA UHCNEK-
uun B 06blYHbIE paboune Yackl. Ecnuv 3anucu xpaHsaTcs B 3N1eKTPOHHOM BUAE, TO OHWU A0SMKHBI ObITh NpeacTas-
neHsbl B yao6o4uMTaemoin ans nonb3oatensi oopme.

3.2 AAMUHUCTPALUA UCNBITATENIbHOTIO LeHTpa

3.2.1 AAMMHUCTpaLMs UCTIbITATENbHOTO LieHTpa HeCeT OTBETCTBEHHOCTL 3a NpefocTaBleHue nomMelle-
HWUIA AN apXUBUPOBaHUA. AOMUHUCTPaLUS UCTIbITATENbLHOMO LEHTPa TakKe HeceT OTBETCTBEHHOCTb 3a HasHa-
YeHue apxuBapuyca 1 npu HeobxoaUMOCTN — AOMONHUTENLHOro NepcoHana anst paboTsl B apxuBax. B Tom
cny4ae, ecriv apxuBapuyc rno KakumM-To NpUYUHaM HeAOCTYMEH UMW He B COCTOSIHUM BBINOMHSTHL CBOU 00s13aH-
HOCTW, criedyeT Ha3HauUTb pe3epBHOro apxvMeapuyca. AT HasHavYeHUS AOSPKHBI 6bITb JOKyMeHTUpoBaHbI. Mpu
HasHayYeHUn apxvBapuyca u pesepBHOro apxusapuyca agMUHUCTPaLMS UCTILITATENbHOro LEeHTpa AoSKHa
n3beratb KOHPINKTa NHTEPECOB, YKa3aB pasnuuns B BbINOSTHAEMBIX UMW OYHKUMAX.

3.2.2 AgMUHMCTPaUMA UCTbITaTEeNbHOrO LeHTpa AofmkHa obecneunsaTte apxueuposaHue dopmMupye-
MBIX B UCTIbITATENbHOM LEHTPE 3anncei 1 MaTepuanos, HEOBXOANMBIX AN PEKOHCTPYKLUN UCCNeaoBaHuUi, U
AOKyMeHTaL MK, HeoBxoauMon AN AeMOHCTPaLMM COOTBETCTBUA UCNbiTaTeNbHOro ueHTpa MpuHuunam GLP.

3.2.3 AOMUHMCTpaUMs cnbITaTeNbLHOro LeHTpa A0MKHa Takoke ycTaHaBnBaTb COOTBETCTBYHOLLME NPO-
Leaypbl apXMBMpoOBaHUS.

AOMUHUCTPaLKWSA UCNbITaTeNbHOro LieHTpa A4omkHa obecneyunsaTtb 4OCTYM K apXUBY(aM) UCKMIOYUTENLHO
BbIGpaHHOMY YMONIHOMOYEHHOMY (aBTOPM30BaHHOMY) NepcoHany. JocTyn AoMKeH KOHTPONMpoBaThCs, a Npo-
Leaypa goctyna gomkHa 6biTb foKyMeHTUpoBaHa. MepcoHany cnyxbbl obecnedeHns 6€30nacHOCTU U TEXHU-
YeckoMy nepcoHary AoCTYN AOMKeH NpeJoCTaBnAaTbLCA TOMbKO B clyvae HeobXo4MMOoCTU (Hanpumep, B cnyyae
Ype3BblYaMHbIX CUTYaLWIA), 1 NP1 3TOM AOIDKEH TaKKe KOHTPOMMPOBAaTLCH U LOKYMEHTMPOBATLCS.

3.2.4 AOMUHMCTPaALMA UCMIbITATENbHOrO LIeHTPa Npu HeobXoAUMMOCTH MOXET MHPOPMUPOBATL CNOHCO-
poB o TpeboBaHNAX N 06sA3aHHOCTAX, HaknaabiBaeMblx B pamkax GLP Ha crnoHCopoB B OTHOLLEHUN apX1MBUPO-
BaHUA.

3.3 ApxuBHoe nomelleHUe, NpefocTaBrsAeMoOe MO KOHTPaKTy

Ecnu cnoHcop vnv agMUHUCTpaLMsa UCMbITaTeNbHOrO LeHTPa UCMonb3yoT NpeAocTaBNsAeMblid Mo KOH-
TPaKTy apxuB ANS XPaHeHusl 3anucein U/unn maTepuanos UccneaoBaHus B COOTBETCTBUN ¢ TpeboBaHNSAMM
MpuHumnos GLP, To gorosapusatoLmecst CTOPOHBI A0MKHbI 06ecneunBatsb cooTBeTcTBME MpnHumnam GLP.

3.4 AAMUHUCTpALMA UCNbITaTeNbHON NNOLWAaAKKU

AﬂMI/IHI/ICTpaLI,I/IFl UCNbITaTeNbLHOM NNOLWaAKM UMeeT Te e 00s13aHHOCTU MHeceT Ty XXe OTBETCTBEHHOCTb,
4YTO MagMUHUCTPAaLNA NCNbITATEeNbHOMO LeHTpa B OTHOLWEHUN apXUBHBIX nomeLleHnin n npoueayp.

3.5 PykoBoguTtenb uccnenoBaHus

PykoBoguTenb nccreoBaHNsa HeceT OTBETCTBEHHOCTb 3a obecneveHne TOro, YTO BCe OTHOCSLIMECS K
nccnegoBaHuio 3anncm n MmatTepuanbl 6yp,yT nepeHeceHbl B apXI/IB(bI) B Xo4e nccnegoBaHuna nnn HemeaneHHo
nocne ero 3asepLleHnsa (a TakkKe nocne npekpaweHnda Mccne,qosava). PyKOBOJJ,I/ITeJ'Ib ncenenoBaHuA Hecet
OTBETCTBEHHOCTb 3a MOJTHOTY 3anvcen nmaTepuanos nccnegosaHns nobecrneveHune Toro, 4To Bce MaTepuanbl
6yﬂ,yT apXxuBnpoBaHbl 40 UCcneaoBaHWA UMK NpU 3aBepLUeHUN nccrnegoBaHns.
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3.6 OTBeTCcTBEHHLIA UccrneaoBaTenNb

OTBeTCTBEHHbIN UccreaoBaTenb AomkeH obecneuynBaTtb, YTOObI 3anMcu u MaTtepuanbl, 3a KOTopble OH
HeceT OTBETCTBEHHOCTb, BbINN OTN paBneHbl pykoBoaguTenio uccneaoBaHusa nnu nepeaHbl B apxXuse C cornaco-
BaHHbIM MEeCTOMNOoNoXeHeM, caMmoe nosgHee — nNo 3aBeplleHUn UCcregoBaHuUa U atana nuccrnegoBaHua.
OTBeTCTBEHHBIN UccnegoBaTeNb AOMKEH yBEAOMUTb pykoBoaAUTENA UCCenoBaHUA O gaTe nepegadn unu
apXmnBnpoBaHnA COOTBETCTBYHOLLIUX 3anucen n MaTepunanoB.

3.7 ApxuBapuyc

3.7.1 Apxusapuyc HeceT OTBETCTBEHHOCTb 3a ynpaBrieHue, onepauum U npoueaypbl apXMBUPOBaHWUA B
COOTBETCTBUM C YCTAHOBMEHHLIMU CTaHAAPTHBEIMU onepauuoHHbIMK npouedypamu (COM) u MpuHumnamm
GLP.

Ha ocHoBaHMM 3TOro apxuBapuyc, B 4acTHOCTU, AOSDKeH obecrneunBaTb:

- KOHTPOMb AOCTYNa B apXuB;

- OpraHusaumio CMCTEMbl MHOEKCUPOBAHUA ANA YNOPSAOYEHHOTO XpaHEeHUs U Noucka AOKYMEHTOB W
maTepuanos;

- Hagnexalwuid KOHTPONb U AOKYMEHTUPOBaHWE nepegayn 3anuceid U mMaTepuarnioB B apxuBbl U U3
apXMBOB.

3.7.2 B cnyuvasx, korga Bo3HMKaeT NoTpeBHOCTb B HECKONbKUX COTPYAHUKaX ANA BbINONHeHWUA 06asaH-
HOCTel N0 apXMBUPOBaHWIO, OHWN AOMKHBI paboTaTh NoA pYKOBOACTBOM U KOHTPOSIEM Ha3HaYEeHHOTo apXuBapu-
yca. CnegyeT npusHaTb, YTO MpW onpeaeneHHbIX 0BCTOATeNbCTBAaX MOXET BO3HUKHYTb HeobXxoauMocTb
nepedaTb apxvMBapuycy KOHKPeTHble 3adayn No apXMBUPOBAHWUIO, HaNpumep yrpaefieHWe 3MeKTPOHHbIMU
sanucamu. CooTBETCTBYHOWME 3a4aun, 06sa3aHHOCTN U OTBETCTBEHHOCTb AOMKHBI BbITb onpeaeneHsl U noa-
pobHo onncaHbl B COMM.

3.8 NMepcoHan no uHcgpopmaLUOHHLIM TexHonoruam (UT-nepcoHan)

UT-nepcoHan, y4acTBYOLWMA B onepauuax apxXMemposaHus (Hanpumep, no obecneyeHuto LenocTHOCTH
3MeKTPOHHbIX 3anuncen), 4omkeH BbiTb COOTBETCTBYOLWNM 06pa3oM NOAroTOBMEH, a ero AeATeNbHOCTb A0S-
XHa cooTBeTCTBOBaTh TpebosaHusaM MNpuHumnos GLP. MNockonbKy AeATeNbHOCTb, KacatoLasic apXMBnMpoBa-
HUS, SIBNSIETCS rNaBHON 06513aHHOCTLIO apXxuBapuyca, AaHHblin UT-nepcoHan B uaeane aosbkeH paéoTtatb nog
PYKOBOACTBOM U KOHTpoNeM apxvusapuyca. OaHako NOCKONbKY NPU3HAHO, YTO Takue OpraHn3aunoHHbIe CTPYK-
TYPbl HEOCYLLLECTBMMbI B COBPEMEHHBIX KOMMNAaHWUsIX, COTPYAHNYECTBO Mexay apxusapuycoM u UT-nepcoHa-
nom JosmkHo 6bITb o6ecnedeHo Apyrumm cnocobamu, Hanpumep ¢ ucnonbsoBaHuem COIM UnNK NUCbMEHHbIX
Aorosopos 06 ypoBHe 06CyXUBaHNS.

3.9 MepcoHan cnyx6bl o6ecneyeHnst Ka4ecTBa

MepcoHan cnyx6bl 06ecneveHUs KayecTBa HeCeT OTBETCTBEHHOCTb 38 MHCNEKTUPOBAaHNE BCEX acNeKToB
apXx1BMpoBaHusa B cooTBeTCTBMM ¢ MpuHuMnamn GLP, 4To BKIloyaeT NnpoBepKy onepauuii 1 npoueayp no apxu-
BMPOBaHMIO, B TOM YKCHe NPpoLeayp AMs SMeKTPOHHBIX 3anucei, MoMELLIEHMUIA, COXpaHAeMBbIX 3anucei n maTte-
puanos.

4 ApXuBHbIe NOMeLWeHns

ApxuvBHOe nomeLleHue AOMKHO BbITb CNPOEKTUPOBaHO U MOCTPOEHO TakuM obpa3som, 4Tobbl Gbina Bo3-
MOXHOCTb pasmellaTb TaMm apXuBHble 3annucu U Matepuansl. OHO MOXeT nNpeacTaBNATbL cobo 0aHO Unn
HeCKOMbKO 34aHWi, KOMHaT, CenoB UMK 3anMpaembix WKkadgoB unu apyrux MecT, obecneunBatowmx goctaTou-
HbI ypoBeHb 6e30nacHoCTU. ApXMBHOE NOMeLLeH1e OOMKHO BbITh husnyeckm 3allmileHo, YTobbl npeaoTepa-
TUTb HEeCaHKLWUOHMPOBAHHBIN OOCTYN K XpaHUMbIM 3anucsiMm U matepuanam. Ob6sizatenbHbIM ABNAETCH
NCMoNb30BaHNe 3aMKOB UM 3M1EKTPOHHBLIX CUCTEM 4151 BXOAa B noMelleHe. KoMnoHeHTbl, o6ecneunBatowme
XpaHeHWe YHUKarbHbIX 311eKTPOHHBIX 3anvMceit, Taioke AOMKHbI BbITb huandeckn 3awmileHsl. KomnbloTepusu-
pPOBaHHOE apXMBHOE NOMELLEHWEe A0MMKHO UMETb B Hannuum npoveaypbl 4rs npefoTBpalleHNst HeCaHKLUOHW-
POBaHHOrO 4OCTYNa W 3aLUMThl OT BUPYCOB.

3aaHve(s) nnu nomelleHne(s1), B KOTOpOM(bIX) pacroraraeTcsl apxus, AOSKHbI ObITb NOCTPOEHbI TakUM
06pazom, 4ToObl NPOTUBOCTOATL MECTHLIM MOroAHbLIM YCroBUusIM 1 T. N. Ocoboe BHUMaHWe AoSmKHO GbITh yae-
neHo cneungruyeckumMm MecTHbIM YCITOBUSIM, HanpuMep pucky HaBoaHeHWA. CTpyKTypa apxvBa AoSHKHA 3alu-
LWaTb coAepXXnMoe OT HeCBOEBPEMEHHOIO yXyALLEHWs, Hanpumep Npu NpoTeyKe BOAONPOBOAHLIX TPYD B 30He
pacnonoXxeHns apxmea. PUck BOSHUKHOBEHUSI NoXapa W B3pbiBa AOMKeH 6biTb MUHUMU3NpoBaH. B 6onblin-
HcTBe cryyYaeB ByaeT HeobxoaMma ycTaHOBKa CUCTEMbl aBTOMaTUYECKOro MOXapoTyLeHUst WU CUCTEMBI
obHapyxeHusi gbiMa. AOMUHUCTPaUMsa UCMILITATENIbHOrO LeHTPa MOXeT Takke paccMoTpeTb BO3MOXHOCTb
yCTaHOBKN aBTOMaTU3MPOBaAHHOW CUCTEMBI MOXapOTYLIEeHUs!, MUHAMU3UPYIOLLER pUck nospexaeHua. Ecnn
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CYLLIeCTBYeT PUCK 3aTOMMEHUs, AOMKHa BbITb MpegycMoTpeHa yCTaHoBKa AeTeKTopa YPOBHSA BOAbI W/UNK cuc-
Tema criisa BoAbl.

ApXvBHOE NoMeLLeHNe A0MKHO BbITb CKOHCTPYMPOBAHO TakuM 06pasoM, 4ToGbl NPeaoTBPaTUTL MPOHUK-
HOBEHME TPbLI3YHOB U HaceKoMbIX-BpeauTenei. B cnyvae HeobxoaMmocT cneayeT BBeCTU npoueaypsl No
6opbbe ¢ BpeauTensMU.

Kpome Toro, B criydae Heobxoa4MmMoCTuM Takxke cnegyeT NpedyCMOTpeTb pe3epBHOe 3MeKTponuTaHue ana
BCero obopyaoBaHusl, 3aBUCSILLEro OT KPUTUYECKUX Nepenagos TeMnepaTtypbl (HanpuMmep, XonoannbHUKOB 1
MOPO3UITbHUKOB).

4.1 YcnoBusi apxMBMpoBaHUusi

4.1.1 YcnoBusa xpaHeHns AomkHbl 6biTb paspaboTaHbl TakuM 06pa3oM, YTOObI COXpaHsATe apXUBHbIE
mMaTepuanbl U He OKa3biBaTb OTPULATENbHOro BO3OENCTBUS Ha KavyeCTBO U LieNIOCTHOCTb XpaHUMbIX 3anucen n
MaTepuanos. Ansa nogaep>kaHns LenoCTHOCTU HEKOTOPLIX 3anuMceil U MaTepuanoB B TeYeHUe KOHKPETHOro
cpoka(oB) xpaHeHus MoryT noTpeboBaTbest ocobble ycroBust XxpaHeHusl. Hanpumep, uenecoobpasHo XpaHuTb
BMaXxHble TKaHW, 6510Kn U pe3epBHble 06pasLibl TECTUPYEMbIX 0O bEKTOB OTAENLHO OT ByMaru u ructonornyec-
KWUX cnangos.

4.1.2 [Ang oTAenbHbIX MaTepmnanoB MOryT noTpeboBaTbcs ocobble ycnoBusi xpaHeHusi. K Hum moryt
OTHOCUTLCSA MaTepuansl, TpebytoLme XpaHeHUs! B 3aMOPOXKXEHHOM, OXJTaXKAEHHOM UITU BICOXLIEM BUAE UNU B
cpeae, cBOGOAHOM OT NbINN U MArHUTHBIX MOMEX, KaK B Cillyvae aMeKTpOoHHbIX HocuTenein. HeobxoamMmocTb oco-
6bIX YCMOBUWI XpaHeHWa A40mMKHa ObITb yka3aHa B CTaH4aP THBIX OMepauyoHHBIX NpoLegypax CooTBETCTBYHOLLe-
ro UCNbITaTeNbHOro LeHTpa.

4.1.3 Ecnu ocobble ycrnoBusi xpaHeHus1 Bbiriv onpegerneHsl, TO B 30HaX apXUBHOTO XpPaHEHUs! AOKHbI
6bITb BHEAPEHbI MPoLLeaypPbl 3KOMOrM4eckoro MOHUTOPUHIA, NoATBEpKAatoLme OCTUKEHUE YKasaHHbIX YCIo-
BWIA XpaHEHUS1 apXMBOB.

4.1.4 Ecnu ucnonbsyoTca cUcTeMbl HENPEPLIBHOMO (aBTOMAaTU3UPOBaHHOIO) MOHUTOPUHIa (KOTopble
MOTYT TaKKe AeCTBOBaTb B KAYeCTBE CUrHana TpeBoru, akTMBUPYIOLLErocs B crnyyae, Korga safaHHble ycno-
BWSI BBIXOAAT 3a YKasaHHble Npeaerbl), To Takue CUCTEMbI AOSDKHBI perynsipHo obcnyXuBaTbesl, TECTUPOBaThCS
N NPOBEPSATLCH, a TaKKe CHUX AOMKHbI CHAMATbCA U COXPaHATLCA 3anucn B cooTeeTcTBUM cMNpuHumMnamn GLP.

4.2 ABapuitHoe BocCTaHOBIIeHUe

WUcnbiTaTenbHble LeHTPbI U paboTaloLume Mo KOHTPaKTy apXvMBHbIe opraHvM3aLumn AOSHKHbI UMETh npoLe-
Aypbl MO MUHUMU3ALMW NOBPEXAEHUA apXMBHBIX 3anNUCel U MaTepuanoB B pesynbTaTe HeGnaronpUsATHBIX
cobbITHi1, kK Hanbonee YacTbiM U3 KOTOPLIX OTHOCATCS NoXap, NOBPeXAeHUe 3neKTPoobopyA0BaHUs, 3KCTpe-
MarbHble MOBPeXaeHUs, 3aBucALIME OT NoroAbl, 3aTonnexHue, kpaxa u cabotax. MpoLueaypbl MOTyT OXBaThI-
BaTb MoANexaliue BHEAPEHUIO 3alMTHLIE Mepbl, a Talkke BOCCTaHOBIEHWE W/WMU PEKOHCTPYKUUIO
yTpayeHHbIX UK MOBPEeXAEeHHbIX 3an1cei U MaTepuyarnoB, a Takke NOBTOPHOe BoccTaHOBNEHWe GesonacHoc-
1. MnaH gorkeH BkovaThb B ce6a MHOpMaLMIO O NMOMe3HbIX KOHTaKTax NPy BO3HUKHOBEHUMW YPE3BbIYaiHbIX
CUTyaLMiA, MECTOMNONOXEHUN HeobBxoauMoro obopyaoBaHus, a Takke OTHOCUTENIbHO BHECEHHBIX 3anucei,
KOTOpble AOMKHBI BKIIOYaTh B ce6s, Hanpumep, 4OKYMEHTUPOBaHWe coBbITUIA U Mep, NPeANpPUHSATLIX ANs pas-
pelueH1s cUTyaLumn U BoccTaHoBIeHUs 6e30nacHoCTu.

5 BbesonacHocTb

5.1 ®usnyeckan u onepayuoHHasi 6ezonacHocTb

ApxuBHOE MoMeLleHue AOIMKHO UMeTb Kak (bu3ndecKyto, Tak U ONepaLyoHHYIo 3aliuTy, 4Tobbl npe-
OOTBPaTUTb HECAHKLIMOHUPOBAHHbBIN AOCTYN, a Takke USMEHEeHNE NN NOTEePIO COXPaHSAeMbIX 3anMcen n maTe-
pvanoB. ADMUHUCTPaLMA UCTIbITaTeNbHOrO LIeHTpa AospkHa obecneynBaTth 6e3onacHOCTb NyTem BHeApeHust
COOTBETCTBYIOLWUX Mep, onucaHHbIX B COl ncnelTaTensHOro LeHTpa.

KoHTponb 6e3onacHoCcT, HEOBXOANMBIA AN OrpaHNYeHUA AOCTYNA K 3NEKTPOHHBLIM 3anMUCAM, Kak npaBu-
no, oTNMYaeTCcs OT BUAOB KOHTPOIS, NPUMEHSIEMbIX K APYTMM TUNaMm 3anucei. NockonbKy MHOrne 3neKTPOHHbIe
HoCUTEeNu MOryT BbITb UCMONb30BaHbI MOBTOPHO (HaNnpuUMep, nepesanucaHxbl), 40SKHbI ObITb BHEAPEHbI MEPbI
no obecneyeHnio 3almTbl 3aNUcein OT UBMEHEHUA U yaaneHus.

5.2 NocTtyn Kk apxuBy

Mpw HopMmanbHol paboTe apxuBa AOCTYN K HEMY AOSHKHBI KOHTPONMUPOBAaTL U OrpaHUHUBaTL apXuBapuyc
1 coTpyaHuku apxuea. [ing aBapuiiHoro goctyna (ocobeHHo B Hepaboyee BpeMs unn B uensx 6esonacHocTn)
aBapUHbIN NepcoHan MoXeT BXOAUTbL Wunu paboTaTtb B apxuse 6e3 conpoBoxaeHus. B npotusHom cny4vae
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MoceTUTEeNN AOMKHbI CONPOBOXAATLCA apXMBapuyCcoM UNiM 0AHUM 13 COTPYAHNKOB apxuBa. Mpoleaypb! 40CTY-
Ma K 30HaM apX1BHOro XpaHeHst A0SIKHbI BbiTb AOKYMEHTUPOBaHLI. 3anuch Taknx NoceLleHuin JOMmKHa BbiTh
coxpaHeHa. [Ins 3NeKTPOHHbIX apX1BOB YKka3aHHbIe Bbille OrpaHnYeHUa MOoryT He MPUMEHATLCS, O4HaKo cre-
ayeT nsberatb, kKak MUHUMYM, YOQNeHUs1 UM USMEHEHUSI 3MIeKTPOHHBIX 3anuceid B 3MeKTPOHHbBIX apXuBax.
AOMUHUCTPaLWS UCMbITATENBbHOO LieHTPa MOXeT NPegoCcTaBUTb AOCTYM K TOMbKO AN YTEHNUA» 3MEKTPOHHBIX
3anuceit 6onee LWMPOKOMY COOBLLECTBY.

6 lMpoueaypbl NpoBeaeHUA apXMBUPOBaHUS

6.1 CtaHAapTHbIe onepaLMoHHbIe NpoLeaypbl

B COlMN no apxuBrpoBaHnio AoMKHbLI paccmaTpuBaThes (rae 3To MPUMEHMO) crieyoLLmMe BONpoch:
- OOCTYN KapxvBam;

- orpejeneHue u onucaHne apxmea;

- npoueaypbl UHAEKCaLMW, BKNOYASA 3MEKTPOHHbIE 3anuch;

- YCNOBWS XpaHeHWs 3an1Mcein U maTepunanos;

- npoueaypbl MoNy4eHus nogrexallmx apxXmsmposaHuto sanncein U MaTeprarnos;

- npoueaypbl 4ocTyna, yaaneHus U Bo3spara 3anncein n matepuarsnos;

- 06sA3aHHOCTN apXyBapuyca 1 nepcoHana apxvea;

- 6e30nacHOCTb apPXMBHOMO NOMELLEHNS U XPaHUMBbIX B HEM 3an1cen U MaTepuarnos;
- perynuposaHue MUKpOKIUMaTa;

- CPOKXpaHeHus;

- yAaneHve apX1BHbIX 3an1cei u MaTepuanos;

- KOHTpaKT Mo NpeaocTaBneHUIo YCNyr apXMBUPOBaHUA, €CK 3TO NPUMEHUMO;

- nepejava crnoHcopam Ui TpeTbUM NnLam, eCim 3To NPUMEHUMO;

- aBapuiiHoe BOCCTaHOBMNEHUE;

- TpeboBaHus kK 06y4eHNIo apxuBapuyca U nepcoHana apxuea;

- YyacToTa apXMBUPOBaHWs 3anncen, He OTHOCALLIMXCS K UCCNeA0BaHUIO;

- nepuogndeckoe 06HOBNEHNE 3NEKTPOHHBIX 3anucei.

6.2 3anucu u Mmatepuansbl, Tpebylolmue XpaHeHUnA

K 3anucsam, TpebyoLwnm XxpaHeH!sl, OTHOCATCA 3annucy Ha BymaxHbIX HocuTensx, dotorpacdum, MUKpO-
dunbMbl, MUKPOMULIN, KOMMbIOTEPHBIE HOCUTENU MHOPMAaLMK, 3annucaHHble Ha ANKTOOH HabnogeHus,
3anucu nokasaHui asToMaTU3MpoBaHHbIX NPUGOPOB UK Apyrue cpeacTsa XpaHeHus, cogepalume AaHHble,
nony4eHHble NPy NPoBeAEH U HEKMMHUYECKUX UCCeA0BaHUA MeJULIMHCKOM U aKornormyeckon 6esonacHocTu.

K matepunanam, TpebyloWwumM coxpaHeHusi, OTHOCATCS BMaXHble TkaHW, napaduHoBblie 6noku, npobbl,
crnangel, Masku, TecTupyeMble Matepuanbl/obpasupl U T. 4. 3anncy n matepuarbl MOryT OTHOCUTLCS K KOHKPET-
HbIM UCCNeA0BaHUAM, @ UMEHHO OAHOMY U HECKOMBbKUM UCCINEeA0BaHUSIM.

6.2.1 3anucu n matepuanbl, OTHOCALMECHA K KOHKPETHLIM UCCIIeA0BaHUSIM

CyLecTByHOT 3an1cu U MaTepuarnsl, Co3aaHHble B Xxo4e NpoBeAeHUs OTAeNbHOro uccneoBaHusl B COOT-
BETCTBWM C MMaHOM uccnegosaHusi. PykoBoautens uccnefoBaHus HeceT OTBETCTBEHHOCTb 3a obecneveHue
nepeaayun AaHHbIX 3anMcen U MaTepuarnoB B apXuB caMoe No3aHee nocrie 3aBepLueHuns uccregosaHus. [lan-
Hble 3anncy MoryT 6bITb NPOUHCMEKTUPOBAaHBI A1 MPOBEPKU pe3ybTaToB KOHKPETHOro nccneaoBaHus v ans
obuweln oLeHkn cooTBeTCTBUA ccneaoBaHus MpuHumMnam GLP. Hiwke npuBeaeHbl NpUMepbl OTHOCALLMXCS K
KOHKPEeTHOMY MUCCreJoBaHUIo 3an1cein U MaTepuarnos, KOTOpble AOKHbI ObITb COXpaHEeHbI B apXMBax:

- NNaH uccnefoBaHusl, NepPBUYHbIE AaHHbIE U 3aKMOYUTESbHBIA OTYET KaXKA0ro UCCNeA0BaHUs;

- Opyrue oTHOCSALLMECS K MCCNeaoBaHMIo MU KOMMYHUKALMOHHBIM CBA3AIM JOKYMEHTbI, HAanpumep yBeA0M-
neHust 0 4oCcTaBke, 3anucn TenedoHHbIX NeperoBopoB, pakebl U T. A4.;

- obpasLbl TECTUPYEMEIX 1 CTaHAapTHbIX 06bekToB (06pa3LoB);

- npobbl;

- cepTudukaTbl aHanuaa.

6.2.2 3anucu u matepuarbl UCNbITaTENILHOIO LieHTPa

CyLecTBYIOT 3anMcu U MaTepuarnbl, KOTOPbIE CO3AaHbl B UCMbITATENbLHOM LieHTpe/Ha UcnbITaTenbHON
nnoLwagke n MoryT 6biTb cneLndguiHbIMK 4N8 0AHOTO UM HECKONBKMX UCCReaoBaHWUA, BEINOMHEHHBLIX B UCTIbI-
TaTenbHOM LieHTpe/Ha UcnblTaTebHOM Nnowaake.

Takue 3anMcu nmatepuansl MOryT 6bITb MPONHCNEKTUPOBAHbI HA NMpeaMeT BO3MOXHOCT PEKOHCTPYKLUN
nccrnenoBaHnsa U NposeneHns obLLein oLEeHKU MOCTOAHHOMO COOTBETCTBUSA UCMbITaTeNbHOro LeHTpa MNpuHLum-
nam GLP. AMUHUCTpaLmmn ncnblTatensHoro LeHTpa cneayet ykasatb B COlN, kak 1 KeM A0MKHO BbITb BbINOS-
HEHO apX1BMPOBaHNE 3TUX 3aNncen U MaTepuanos.
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Hwxe npuBeaeHbl pUMepbl 3an1ceil U MaTepuanos UCNLITAaTENBHOTO LeHTpa, TpeBytoLnX XpaHeHNS:

- 3anucK Bcex MHCMeKLMIA, BLINOMHAeMbIX cryk6oi ob6ecnedeHns kKavecTsa;

- OCHOBHbIE NNaHbl-rpaduKu;

- OpraHu3aLMoHHLIE CTPYKTYPHI;

- MnaHbl aTaXa/nnowaaKku;

- 3anucu o keanudukauum, NOAroToBKe, ONnbiTe U AOMKHOCTHBIX MHCTPYKUMAX NepcoHana;

- 3anucu n ot4eTbl 06 06CnyKMBaHUN U kanMGpoBKe annapaTtypel;

- [OKYMEeHTaLs No BanvaaLMm KOMMNbIoTepU3MPOBaHHBIX CUCTEM;

- uctopuyeckue aiinbl Bcex CTaHAapTHBIX orepaLlMoHHbIX Npoueayp;

- 3anucyu MOHUTOPMHIA OKPY>XKaloLLIen cpeasbl;

- 06pasupbl TeCTUPYEeMbIX U CTaHAAPTHLIX OGBEKTOB, KOTOPLIE UCMOML3YIOTCA NpU NpoBedeHUn 6onee
YeM O/IHOTO UCCTIE0BaHUS;

- cepTuduKkaTbl aHan13aa, KoTopble UCMONbL3YIOT A9 6oree Yem 0AHOro NCCIe0BaHus.

6.3 UHpgekcupoBaHue

B uensaxynopsiao4eHHOro XxpaHeHUs U 6bICTPOro noncka sanucei U MaTepuarnos, XpaHALLUXCS B apXuBax,
MpuHumnel GLP TpebyoT nx niaekcupoBaHus. Ucnonbayemble cucTeMbl MHAEKCUPOBaHMS AOIKHbI CNoco6-
CTBOBaTb NoMy4YyeHUo Bceil UHpopMaLum U3 sanucei uccrefoBaHua U ucnbiTaTesnibHOro LeHTpa, Heobxoau-
MOW NS pEKOHCTPYKUUU UCCnefoBaHuUs.

6.4 PaamelueHue 3anuceil M MaTepuanoB B apXxuBe

6.4.1 Mo 3aBepLueHun (B TOM Yncre NpekpaLweHumn) nccneaoBaHnua pyKOBOAUTENb UCCIIEA0BaHUA HeceT
OTBETCTBEHHOCTb 3a o6ecneyeHne CBOEBPEMEHHOIO apXMBUPOBaHUA BCEW IOKYMEHTaLmM 06 uccnegoBaHum u
CBSI3aHHbIX C HAM AlaHHbIX (Pe3ynbTaToB), 3anucein u matepnanos. Pykosoautens uccneoBaHusi coxpaHsieT
OTBETCTBEHHOCTb 3a LIeSTOCTHOCTbL IOKYMEHTaLUmn UccneaoBaHua U CBA3AHHbLIX C HEW fiaHHbIX, 3anucen u mate-
pvanoB 4o TexX Nop, noka oHW He ByayT NPUHATHLI B apXuB. AAMUHUCTPaLMS UCTILITAaTeNIbHOrO LEHTpa HeceT
OTBETCTBEHHOCTb 3a COXpaHeHWe LESIOCTHOCTU 3anucein U maTepuarnoB nocrie Mx nepefadn B apxus.
AOMUHUCTPAUMS UcnblTaTeNbHOrO LEeHTpa AofmkHa obecneunsaTb, YTOOblI YCTAHOBIEHHBIA CPOK Nepeaaqn
marepuana oT pykoBoAUTENA UCCIIEA0BaHNA K apXuBapuycy onpeaensancs B COOTBETCTBUN C CYLLECTBYOLLN-
MW HaUVOoHanbHbIMU perynaTMBHbIMA Tpe6oBaHUAMN.

6.4.2 [lo nepegaun 3anucen U matepyarnioB B apXuB PykoBOAUTENb WUCCNEQOBaHWUA AOSMKEH HECTU
OTBETCTBEHHOCTb 3a YCTAHOBMNEHUE MepeyHs Moanexalimx apXuBuMpoBaHuio, NOATBEPXAAOLWNX MOJTHOTY
3anucei u maTtepuanos 1 obecneveHne NONHOro NepeHoca 3anucei U MaTepuanos B apxus. APXMBapuyc Unu
nepcoHan apxvea Ao/KeH NPOBEPUTb NOMHOTY 3anucein u MaTepuarnos No UX NPUBLITUM NYTEM CpaBHEHUS C
WHBEHTapHOW ONNCLI0 1 MOATBEPAUTL UX NOMNyveHne.

6.4.3 AgMUHUCTpaLMs UCTIbITATENBHOTO LEHTPa AoMkHa o6ecneunTb, YToObl He OTHOCALLIMECS K Ucche-
AoBaHMIo cneunduyeckne sanucu (MCnblTaTesibHOro LieHTpa), TakMe Kak 3annucu o TexHu4eckoM obcnyxusa-
HUK, 3anucu o6 obyyeHWU nepcoHana, opraHN3auMOHHBIX CTPYKTYpax W T. 4., XPaHWIUCb B apxuBe Ha
perynsapHoi ocHoBe, onpegensemornt COMM ucneiTatensHoro ueHTtpa. Mpoueaypbl apXMBUPOBaHNUS AAaHHBLIX
3anuncei n MaTepuarnoB AOKHEI OblTb aHanorMyHbl TEM, KOTOPbIE NPUMEHSOTCA ANs 3annucein U MaTepyarnos
nccnenoBaHus.

6.4.4 Mpn ncecneposaHnsix, NPOBOAUMbBIX Ha HECKOMbKUX UCNBITATENMbHBIX NNowaakax, npoueaypbl
apXvBMPOBaHUA 3anucein U MaTepuanos, co3faHHble Ha OTAeNbHBIX UCNbITaTeNbHbIX NowWwaakax, AOMKHbI
6bITb cornacoBaHbl M JOKYMEHTUPOBaHbI 40/ MPU UHALMUPOBaHNM UCCREA0BaHUS.

6.4.5 OTBeTCTBEHHbIN UCCNeaoBaTeNb AOIDKEH YBEOOMUTL PYKOBOANTENA UCCNeaoBaHus 0 nepeHoce B
apxXuB MaTepuanos UccrnegoBaHus.

6.5 MNepegaya apxuBHbIX MaTepuanoB

6.5.1 B HeKkoTOopbIX criydasx MOXeT BO3HUKHYTb HE0BXoaNMOCTb Nepeaayn apxmMBHbIX 3annucei n MaTe-
p1anos U3 04HOro apXvBa B APYron apxXve, UMEOLLMIA MHOe hnsnyeckoe MecTononoxeHue. Apxmeapuyc, nepe-
AalolWmnin 3annucu U MaTepuarnbl, B TOM YUCMe 3MEKTPOHHbIE AOKYMEHTbl, Jo/hkeH obecneunBaTtb Hanuuue
[OKYMEHTUPOBaHHOIO corfalleHnsa U nnaHa nepegayvv gaHHbIX Mexay agMUHUCTpaunein UcnblTaTenbHoro
LeHTpa, agMUHUCTPaLMei LeHTpa, nonyyatowero AaHHble, U CMOHCOPOM nepe Havanom nobol nepegayun.
JokymeHTaLmnsa gommkHa BKoYvaTh B cebs nogpobHble cBeaeHWs 0 3anncsax U MaTepuanax, noanexalmx nepe-
Aade, KOHTaKTHble AaHHble/agpec LeHTpa-nonyyartens, a Takke cpeicTBa 4OCTaBkiM MaTepuarnos U 3anucei
MeXay PacnosioKeHHbIMN B pasinyHbIX MecTax opraHusaumsamu.

6.5.2 Moagnexalwme nepedade 3anncu n MaTepuanbl 40MKHbI BbITb YETKO OMUCaHEI B COOTBETCTBYHOLLEN
Liernoyke 4OCTaBKM JOKYMEHTaLMK, MO4roTOBNEHHOW apXnBapuycom. TpaHcnopTMpOBaHME MaTepuarnioB MeX-
Ay ABYMS pacnosioXeHHbIMW B pasHbIX MecTax opraHu3aLnsaMm 1 CBA3aHHYH C 3TUM NPOLLECCOM KaHLLEMAPCKYIO

6
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pa60Ty cnegyet NnpoBoAUTb TakumM 06pa30M, YTOObI MUHUMU3UPOBATL PUCK NOTEPU UNU NOBPEXAEHUA 3anncein
nmartepuanos.

6.5.3 I'Ionyanenb nepegaBaeMbIX 3anMcen n MaTepuanos A40JPKeH yaOoCTOBEePUTLCA B UX COOTBETCTBUN
Lenovkam goCTaBkun AOKyMeHTalun, a nocre NpUuHATUA nepenasaemMbix 3annucen U matepuanos nony4yartenb
6epeTHa cebsa 0TBETCTBEHHOCTb 3a UX CoAepKaHne 1 XpaHeHWe A0JMKHbBIM o6pa30M. Bce BoBneueHHbIE B Npo-
uecc nepegadn CToOpoHbl AOJDKHBI COXPaHATL KOMUU AOKYMEHTaLUn O Lenodke O0CTaBKU COOTBETCTBYIOLLUX
MaTepuanos. MepeHoc apXMBHLIX MaTepuarnos MexXxay KoOMnbloTepusnpoBaHHbIMKU apXUBHBIMU CUCTEMaMU
cneagyeTt QOKyMeHTUpoBaTb M NMPOBOAUTL B COOTBETCTBUN C MUITPAaLMOHHBIM NSTAHOM.

6.6 MNMepuop xpaHeHUs

6.6.1 Mepuoabl xpaHeHNs AOMKHBI ONpeaensTb (U ke onpeaensioT B HEKOTOPLIX CTpaHax) perynupyto-
LiMe opraHbl (OpraHbl perucTpauun n npuema uHdopmauuu). MNeprog xpaHeHns onpeaensaoT Kak MUHUMa b-
HbI Nepunoa BpeMeHW, B TeYeHWe KOTOPOro AaHHbIE AOMKHBI COXPaHATLCA U AOMKHbI ObITb AOCTYNHBLI Ans
npocMoTpa, ecnu uccneaoBaH1a 6€30nacHOCTU, KOTOpble NOAAEPXKUBAIOT PEFUCTPALMIO HOBBIX UKW BbiNycKa-
€MbIX Ha PbIHOK NPOAYKTOB, TPebyroT Bepudukaumn. HactoatenbHo pekoMeHayeTca, 4Tobbl 3anucu 1 apyrue
maTepuanbl, CBA3aHHble CNoAaepXaH1ueM Takux uccnenoBaHuii 6e3onacHOCTU, COXPaHAUCh 40 TEX MOp, NoKa
CYLLIeCTBYeT BEPOATHOCTb 3anpoca OT perynunpyoLmMx opraHoB Ha NposeaeHUe ayantos cobnoaeHns MpuHun-
nos GLP cooTeeTCcTBYIOWMX UCCNEAOBAHUIA.

6.6.2 pwn BBLINOAHEHUN PYTUHHBLIX WUHCNEKUMIA UCNbITaTeNbHBIX LEeHTPOB, BKOYaloWMUX nposegeHue
ayaunToB 1ccrnefoBaHWs, OpraHsl MOHUTOPUHIA WU X UHCNEKTOPbI, Kak NpaBuno, BbIBUpatoT uccnegosaHus,
3aBepLUeHHbIe UM HaXoAsLWMecs B CTaAWUN BEINOITHEHNA C MOMEHTa OKOHYaHWUA NpeablayLei UHCMIEKLMN Unu,
KaK B HEKOTOPbIX CTpaHax, ABYX NpeablayLmnx uHenekuuin/nposepok. Ecnu cpoku xpaHeHus He 6binv onpeaene-
Hbl COOTBETCTBYHOLLMM PErYUPYHOWUM OPraHOM, TO HACTOATENbHO PEKOMEHAYETCA XPaHUTb 3anncu n MaTepu-
anel B Te4YeHWe He MeHee Tpex LUMKNOB UHCNeKUUn, 4To6bl NO3BOMATL MHCNEKTopaM OLeHUBaTb COOTBETCTBUE
ncneiTatensHoro LeHTtpa MNpuHumnam GLP. AinAa Tex uccnegosaHnii, Kotopble He noanexar nogaye B perynu-
pytoLLMe opraHbl, 4ONycKaeTca, eCnu 3To onpasgaHo, YHUMTOXeHUe (yaaneHne) sanucein u Matepuarnos O KOH-
KpeTHOM MccreoBaHMm Mo nNpoLwecTsuM AaHHOro nepuoaa.

6.6.3 CornacHo MpuHuunam GLP [1] «obpa3seu, B3ATbIN AN Lene aHanunsa u3 Kaxxaom napTum Tectupy-
emoro o6bekTa, AoMmKeH BbITb COXpaHEeH ANA BCEX UCCNeqoBaHWI, 3a UCKIOMEHNEM KpaTKOCPOUHbIX» . OBpas-
Libl TECTUPYEMbIX U CTaHAAPTHLIX 06 LEKTOB MOTYT BbIGPaKOBLIBATLCA B TOM Cllyyae, eciiv kauecTBO MaTepuana
6onbLlUe He Mo3BOSET NPOBECTM OLeHKY. O4eBMAHO, YTO YCIOBUS XPaHEeHUs1 AaHHbIX 06pasLI/OB AODKHBI ObiTb
onTumarbHbl. EcninobpasLbl TeCTUpyeMbIX M CTaHAapTHLIX 06bekToB Unv npob yaaneHsbl 40 OKOHYaHWs Tpeby-
€MOro Ccpoka XpaHeHusl, TO NpUYuHa 3TOro AorpkHa ObiTb 060CHOBaHA U AOKYMEHTUPOBAaHA.

6.6.4 CkoponopTtawumecs Npobbl, Takue kak Masku KpoBU, MMOUNn3MpoBaHHbIe Npenaparbl U BliaXHble
TKaHW, Takke MOryT BbiGpakoBbIBaTbCA B TEX Cryyasix, koraa ux 6onee HeBO3MOXHO paccMaTpyBaTh MU oLe-
HUBaTb. [nsi npob, koTopble He NopPTATCS, NpUMeHsieTcs obLee pyKoBOACTBO Mo obpalleHuio ¢ npobamu.

6.6.5 OnekTpoHHble HOCUTEN MOTYT BbIDpakoBbIBaTLCSA, Korga HocuTenb cam no cebe He nossonsieT
MPOBECTN OLIEHKY (M3-3a annapaTHbIX UIW MPOrpaMMHLIX NPO6GAEM) NPU YCITOBUM, UTO yaaneHu1e 3anucei aBTo-
pPU30BaHO, AOKYMeHTarbHO 0OPMIIEHO, 3NEKTPOHHbIE 3anncu NepeHeceHbl, a Nobble NoTepu 3anucei AoKy-
MEHTMPOBaHBI.

6.7 Mouck apxuBHbIX MaTepuanos

6.7.1 HeobxoamMmo ycTaHOBUTbL COOTBETCTBYIOLLME NpoLeaypbl MOMCKa apXUBHLIX 3anvcein U maTtepua-
nos. faHHble NpoLeaypbl JOMKHBI onpeaensiTb 06CTOATENbCTBA, NPU KOTOPLIX OHU MOTYT BbITb yaaneHbl U3
apxuBa (HanpumMep, AN UHCMEKUMOHHBIX/perynupytownx uenen, no sanpocy cnoHcopa v 1. 4.). MNMpoueaypsl
OOIKHBI TaKKe MogpoOHO ONUCHIBaThb, KOMY paspeLLeHO U3biMaTk 3anncu u MaTepuarsbl, KTo MOXeT CaHKLMOHU-
poBaTb yAaneHue 3annucein U MaTepyarnoB U BpeMeHHON Cpok, B TeYEHUE KOTOPOro 3anuci U MaTepuansl AoMn-
XHbl ObITb BO3BPaLLEHbl B apXUBBI.

6.7.2 pocMOTp aNEeKTPOHHbIX 3anucelt 6e3 BO3MOXHOCTN NX U3MEHEHUS1 NN yaaneHus apXMBUpOBaH-
HOW 3NEeKTPOHHO 3an1cu, U BOCNIPOU3BEAEHMS C UCNOMb30BaHWEM APYroi KOMMbIOTEPU3UPOBAHHOW CUCTe-
Mbl HE MOXXET pacLLeHMBaTbCA KaK «M3BJIeYeHne» 3arnmcu.

6.7.3 MpuHumnbl GLP TpebytoT, 4Tobbl NepemelleHne sanucen U Matepurarnos B/U3 apxvBbl(oB) Oblio
Haanexawmm obpasom 3apeructpuposaHo. Heobxoaumo cozgasaTe MeXaHU3MbI, NO3BOMNAOLLME apXuBapuy-
CY OTCNEXMBATL NepeMeLLieHne 3anucein  MaTepuarnos U3 apXnBa U UX BO3BpaT U oNpeaensTh, Kakue 3anucu
He 6biNv BO3BpaLLEHbl B apXMB B YKasaHHbI BpeMeHHOW cpok. Mo Bo3BpalLeHun B apX1B NoNHOTa U HEU3MeH-
HOCTb 3anucei n MaTepuanoB AOIDKHbI ObITb NPOBEpPEHbI apXUBaPUYCOM NN Ha3HAYEHHBIM NpeACcTaBUTeNem
nepcoHana apxvea. AOMUHUCTPaLIMSA UCMbITATEeNbHOMO LeHTpa AoMmkHa ObiTb NPoUHGOpPMUPOBaHa O NMobbIX
HEeCOOTBETCTBUSAX.
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6.8 YpaneHue sanuceit u MatepuanoB

Mepea yaaneHnem NiobbiX apXMBHbIX 3anuceil u Mmatepmanos Heobxo4NMMOo NONYyYMTb CaHKLUIO aAMUHUC-
Tpaluum UcnbITaTeNbHOro LieHTpa U, ecnin Heobxoanmo, crnoHcopa. MpuinHbl yaaneHus 4omkHel BbITb 3aperuc-
TpupoBaHbl. BoamoxHo, byaeT uenecoobpasHo coobwmTs 06 yaaneHuu crnyxbe obecnedeHnss kavecTsa.
YpaaneHue apX1BHbIX 3anncei 1 MaTepranoB AOMKHO BbiTb AOKYMEHTUPOBAHO.

7 ApxuBupoBaHWe 3MEeKTPOHHbIX 3anucen

TpeboBaHWsA K apXNBUPOBaHUIO 3NEKTPOHHBIX 3anuncel coBnagatoT ¢ TpeboBaHuAMN AN 4pyrux TUNoB
3anvcei, o4HaKo CYLLECTBYIOT paccMmaTpuBaeMble HWKE AOMNOMHUTENbHbIE 0COBeHHOCTU. MosTOMY BaxHO,
YyTOGbl aAMUHUCTPALMA UCNbITaTeNbHOro LieHTpa obecneynna Hannyme cooTseTcTBYoWMX COM Ans apxusu-
pOBaHUs 3NEKTPOHHBIX HocuTenen B 6esonacHoi cpede GLP.

7.1 MpuHATUe peLeHUs 0 XpaHeHUU 3anuceil B 3aNeKTPOHHOM Buge

MpUHATME peLUeHNa O XpaHeHUN 3anuncei B 3NeKTPOHHOM BuAe UMeeT BaxHble nocneactsus. Jonroc-
POYHOE XpaHeHWe 3MeKTPOHHbIX 3an1cei MoXeT NOBMNUATL Ha BbIGOP HOCUTENs AaHHbIX, MOCKONbKY yXyaLue-
HWEe COCTOSIHUA HOCUTENsl AaHHBIX MOXeT npuBecTu K 6e3Bo3BpaTHOW noTepe 3anuceil. KomnbloTepHas
TEXHOMNOTVsA CTPEMUTETbHO Pa3BUBAETCH, M YCTPOWCTBA YTEHUA AaHHBIX C HOCUTEMEN, LUIMPOKO UCMOTb3yeMble
cerogHs, MoryT 6biTb He4oCTyMHbI B ByayLueM. QNeKTpoHHbIE 3anncK crieayeT XpaHuTb B hopmate, KOTOpPbId
MOXHO MPOoYMTaTh B TeYeHWe COOTBETCTBYIOLLErO Nepuoaa XpaHeH s sanuncei.

7.2 HocuTtenu AaHHbIX

3anucu MoryT BbiTb NepeHeceHb! U3 KOMMbIOTePU3NPOBAHHON CUCTEMbI HA HOCUTESb, HAaNpUMepP MarHuT-
HYI0 NEHTY, AUCKETY, KOMNAaKT-AUCK UM ONTUYECKMIA ANCK, KOTOPbIE 3aTEM NOMeLLaloT B MaTepuarnbHbIN apXuB.
Mpoueaypsl apX1BUPOBAHUA JOMKHLI BKMOYaTb B cebsl paccMoTpeHre AOMONHUTENbLHLIX Mep KOHTpOons 3a
nepeHOCOM 3MEKTPOHHBIX 3annceit OT cTapblxX HocUTenen k HoBbiM. CrieyeT NPUHATL BO BHUMaHUE BO3MOX-
HOCTb gocTyna B 6yayLLeM KAaHHBIM UK 3an1cam, XpaHsILUMMCS Ha 3TUX HocuTensax. BoamoxHo, Heo6xoanumMo
cosfdaeaTb crneumanbHble YCMOBUA XpaHeHWs, npedycmaTpuBaiolime, Hanpumep, 3aluTy OT MarHUTHBIX
rnonein.

7.3 3oHa apxMBUpOBaHUs B KOMNLIOTEPUIUPOBAHHOW CUCTEME

OneKTPOHHbIE 3anMcy MoryT BbITb NepeMellieHbl U3 NPOU3BOACTBEHHON YacTU KOMNLIOTEPUSNPOBAHHON
cMCTeMbl B 0TAenNbHYIo 6e30MacHylo 30Hy apXMBUPOBaHWNSA TOWN K& KOMNbIOTEPU3UPOBAHHOW cUCTEMBI (PUsn-
YecKu pasaeneHHyo, Hanpumep aitnoBble CUCTEMBI 3anucein) NMBo B BbIAENEHHYIO apXUBHYHO 30HY (foruvec-
KW pasfeneHHylo, HanpuMep cucteMbl 3anucu 6asbl AaHHbIX). 3anuck AoMKHbl GbITb «3aKPbIThI» TakUM
06pa3om, UTOBbI UX HEBO3MOXKHO BbIIIO He3aMeTHO U3MEHUTBL UMW yAANUTL. APXUBUPOBAHHLIE TakKUM 06pa3om
3anucy noanexar KOHTPOM0 HasHaYeHHbIM apXUBapUycoM U AOMKHBI OBblTb 0BBLEKTOM CPeaCTB KOHTPONS,
9KBMBANEHTHBIX TEM, KOTOPbIE MPUMEHSIIOT K APYrMM TUNaMm 3annucein.

7.4 CuctemMma, npeaHa3zHayeHHasi ANA 3INEKTPOHHOro apXuBUpPoOBaHUA

3anucu, koTopble 3aXBaTLIBAOTCA Y YNPABAAOTCA KOMNbIOTEPHON CUCTEMON, MOTYT BbITb NepeHeceHb
U3 Hee B OTAENbHYIO cUCTEMY, NMpedHasHavYeHHYo ANsl 3NEeKTPOHHOro apXusuposaHus. Mpu 3ToM AOMXKHbI
NepeHOCUTLCS BCE AaHHbIE, TaK UMM MHaYe CBA3aHHbIE C PEKOHCTPYKLMEN UCCeAoBaHUA: NePBUYHbIE AaHHbIe,
MeTafaHHble, ayaAUTOPCKUE Crieabl, MeKTPOHHbIE NoANUCK, annapaTHoe U NporpammHoe obecneveHune, KOTo-
pble NO3BONSAIOT NoMyYaTb AOCTYM KO BCEM 3anncam B byayllem.

B Tex cnyuasix, korga apxvmsapuyc aBnsaeTca BnajesibLem CUCTEMbI 31eKTPOHHOMO apXMBUPOBaHUA, 3Ta
cuctema byaeT HaxoauTbes nog ynpaeneHneM UT-nepcoHana. ApxMBapuyc, KOTOPbIA B KOHEYHOM cyeTe
HeceT OTBETCTBEHHOCTb 3a YNpaBfieHNe apXMBOM, UrpaeT BaXKHYO posib B OKa3aHU1 MoMoLLm no obecneveHuo
COOTBETCTBMSA HOPMaTUBHLIM TpeboBaHUAM. AQMUHUCTPaLMA UCTILITAaTEeNbLHOrO LeHTpa AofkHa, cneaosa-
TenbHO, 103a60TUTLCSA 0 TOM, YTOBLI 06ecneunTb COTPYAHUIECTBO U B3aMMOAENCTBUE MEXAY apXMBapuycoMn
nepcoHanom no MHpopmaLMoHHBbIM TEXHONOTUAM.

OaHHble UT-cOoTpyaHUKM AOSDKHBI CneaoBaTth NpoleaypaM, corfacoBaHHbIM C apXMBapuycoM W/unu
agMUHUCTpaumen UCnbITaTenbHOro LeHTpa.

7.5 O6cnyxuBaHue U coxpaHeHWe 3MeKTPOHHbLIX 3anucein

OneKTpoHHbIe 3anucK HaxoasaTCA B ONacHOCTU 6e3 UCMoMNb3oBaHMS NpoLecca X COXPaHeHUs, rapaHTu-
pyloLLero AoCTyn K AaHHbIM B 6yaywieM. [lomkHbl 6biTb ycTaHoBEHbI Npoueaypbl Ans obecneyeHns Toro, 4To-
6bl Heobxoanmas nHcgopmauma 6bina NONHOW U CMOCOBHON K BOCCTAHOBMEHUIO Ha NPOTSDKEHUN YKa3aHHOMO

cpoka xpaHeHus. Ecnn cpepna 3anvcu TpebyeT 06paboTkuy € Lenbio nepeaayn CoxpaHeHHbIX 3anucen B yaobo-
yutaemoM cbopmarte, To HeobxoaUMo obecneynTb NOCTOSIHHOE HanMMune CooTBETCTBYIOLEro o6opyaoBaHus.
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Ecnu Hanu4yne Takoro o6opynoBaHUs He MOXeT BbiTh rapaHTMPOBaHo, CriedyeT PacCMOTPETh BO3MOXHOCTb
nepeHoca AaHHbIX C OAHOMO HOCUTENS Ha APYroiA.

Ecnu Bo3HWKaeT HeoB6XxoaMMocCTs NepeHoca 3NEeKTPOHHOW 3anucK, To AaHHbIN NPoLLEece Murpauui aon-
eH 6bITb NOMHOCTLI0 AOKYMEHTUPOBAH U BanuanposaH, YTo6el o6ecneunThb NonHbIN U TOYHBLINA NEPEHOC OPUrK-
HanbHbIX 3anucel, npexae Yem Te GyayT NOTepsiHbl UMM YHUYTOXEHBI. ECnu nepeHoc sanucein Ha HOBblE
3MeKTPOHHbIE HOCUTESM HEBO3MOXEH, TO HE0BX0AUMO NepeHecTV UX Ha ByMaxHble HocuTenu. dy6nvposaHue
3MNeKTPOHHLIX apXMBOB CedyeT paccmMaTpMBaTh Kak YacTb NnaHa coxpaHeHns apxvBsa.

8 Ob6ecneyeHue KayecTBa

ApX1BHbIE NOMELLIEH NS 1 MPOLIECChl apXMBUPOBaHNA ABMNAIOTCA BAXKHBIM KOMMOHEHTOM UCMbITaTelbHOro
LeHTpa, cobnogatoLuero MpuHuunel GLP. CnegoBaTensHo, AaHHbIE acnekThl noAnexat pyTUHHBIM MHCTIEKLM-
AIM U ayauTaMm B OTHOLLEHUN KOHTPONS kavecTea. Npouecc nepeHoca apXMBHLIX 3anncen u MaTepuarnos OOI-
XEeH HaxoANTbCA Mo KOHTPOIEM C MOMOLLbIO NPOBEeAEHUS LieNeBbiX MHCNEeKL Ml obecneyeHus kayecTBa.

9 Ycnyrn apxvBupoOBaHUs, NpeaocTaBnsieMble NO KOHTPaAKTY

MpuHunnbl GLP TpebytoT Hanu4yms B UCnbITaTeNbHOM LeHTpe apxuBa, obecneunsaiowiero 6esonacHoe
XpaHeHue 3anucen u matepuranoB. ApXuB, Kak Npasuno, npeactaenaeT cobol apxXuBHbie NoMeLLleHUa B Npeae-
nax camoro MUcnbiTaTeslbHOro LUeHTpa, OAHAKo He UCKMYaeTCA UCMNONb30BaHUE apXMBHLIX OpraHusauui,
NMpefoCcTaBALLMX YCIYT MO KOHTPaKTY (KOHTPaKTHbIE apXUBHbIE OpraHu3auun). B Takol cuTyaumm ykazaHus,
cogepxaljmeca B HacTosilLleM AOKYMEHTe, AOMKHbI B paBHOW Mepe pacnpoCTpaHATbCS Ha KOHTPaKTHbIe
apXuBHble opraHusaumn. KoHTpakTHble apXUBHbIE OpraHW3aLLMmn BOBREYEHbI B MPOLLECCHI, CBA3aHHbIe C NpoBe-
OeHneM uccneaoBaHuii B cooTBeTCTBIUM ¢ TpeboaHuamu MNpuHuunos GLP 1, cneaoeaTtenbHO, A0MKHBI BbITb
npeaMeToM WHCNEeKUMA B paMKkax nporpaMm obecrneveHus KauecTsa, OCyLIEeCTBIISIEMbIX OpraHaMn MOHUTO-
puHra, 4tobbl oueHuBaTh cooTBeTcTBUE MpUuHUMnam GLP.

Mpy UCNOMb30BaHUM KOHTPaKTHBLIX apPXMBHBIX OpraHU3auuii Heo6xoauMO yuuTbIBaTb creayrowme dak-
TOpbI:

9.1 KoHTpakTbl u/unu goroBopbl 06 ypoBHe CepBUCHOTO 06CNYXXUBaHUA

Heobxognumo Hanunyne oduLmManbHoro AoroBopa, A4eTanM3upyoLWero ypoBeHb U YCNoBus 06CnyXusa-
HUS, KOTOPblE NPEeAOCTaBNATCS KOHTPAKTHON apXMBHOW opraHusaunei. [JaHHbIA 4OroBOp AOMKEH OXBaTbl-
BaTb ONMUCaHWe 3anucer U MaTepuanos, Noanexawmnx apxXMBUpOBaHUIO, TPAHCMOPTUPOBAHUIO 3anuncer u
mMaTepuanos B apXuB, LenoYvky 4OCTaBKW, AOCTYM K 3an1csmM U matepuanam, XxpaHUMbIM B KOHTPaKTHOW apXuB-
HOI opraHusaunu, npegocTasnseMble ycnyri (HanpuMep, perynsipHble NpoBepKn KOHTEAHEPOB A1 BNaXKHbIX
TKaHel), 6e30NacHOCTb, YCOBUS U CPOK XpaHeHWs, METOAbI N3BNeYeHNs/AocTyna 1 Bo3BpaTalyganeHus, aes-
TENbHOCTb M OTBETCTBEHHOCTL CMYXObl 06ecneyeHus kayecTBa 1 Apyrne NosIoKeHUsl, U3NoXeHHbIe B HAacTos-
wem craHaapTe. KoHTpakTHasa apxvMBHasa opraHusauus AoMmKHa crefoBaTtb cooTBeTcTByowmMM COMM nubo
cobcTBeHHOW paspaboTke, NMbo B cnyyae ux otcytcTBus — COI, npegocTaBnsieMbIMn agMUHUCTpaUnein
ncnblTatenbHOro LeHTpa. flaHHoe nonoxeHue AoMKHO OblTb OTPaXKeHO B OTOBOpPE.

9.2 Mepbl onsa obecneyeHus goctyna

MpoLeaypamn AomkHo BbITb OMNpeaeneHo, Kakum c6pasom 1 Koraa XpaHalmecs sanncu u/un matepua-
Nkl MOTYT BbITb AOCTYMHBI MX Aeno3uTopy. NioBoe nonydeHune 4OCTYNa K apXUBHLIM MaTepuarnam AoSHKHO BbITh
0a06peHo 1 3aA0KyMEHTUPOBAHO.

9.3 YcnoBusa xpaHeHuA

Ycnosusi XxpaHeHus 1 npoueaypbl, NPUMeHsSIEMble KOHTPaKTHOW apXUBHOW OpraHusaunei, 4OIBKHbI COOT-
BETCTBOBaTb CTaHAapTaMm, KOTopble UCMONb3YeT apXmB UCMbITATENbHOMO LeHTpa, paboTalolwmin B COOTBET-
ctBum ¢ MpuHumnamn GLP. Onu BkmtovawoT B ceba HasHavyeHue KBanudpULMPOBaHHOIO apxuBapuyca,
nucbmeHHble 1 yTBepxaeHHble COl, onuckiBatoLwme Buabl 4eATeNbHOCTU, OTHOCSALLMECS K apXUBUPOBAHNIO, U
npeaocTaBneHne NoaXoasLMX 30H Ansl XpaHeHus, 4Tobbl NpedoTBpallath yXyalueHne Unm noTepto XpaHsi-
LLMXCA 3anncen u MaTepmnanos.

9.4 UHcnekuumn

KoHTpakTHas apxnBHas opraHu3aums neprmoamyecki A0MmMKHa NoABEPraTbCs MHCNeKL MK criy>xboi obec-
nevyeHus Ka4yecTBa, 4ENCTBYIOLLEN OT UMEHMU UM NO NOPYYEHUIO UCTIbITATENLHOIO LIeHTPa UNu crnoHcopa (CooT-
BETCTBEHHO), YTOOBI 06€eCcneYvnTb BbINOMHEHNE YCOBMS JoroBopa 06 ypoBHe 06CMyXUBaHWS U NOATBEPANTb
COOTBETCTBME CUCTEM M NpoLeayp, COrNacHo KOTopbIM paboTaeT KOHTPaKTHas apX1BHas opraHusauus, ycTa-
HoBneHHbIM COM un MpuHumnam GLP.
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10 3akpbITUe apxuBa

10.1 CootBeTcTBUe MpUHLUMNam Hagnexallen nabopaTtopHON NPakTUKN

Ecnu ncnbitatenbHbIA LeHTP UK opraHusauust, B KOTOPbIX PacrosiokeH apxus, rnpekpailaloT cBoe
CyLLIeCTBOBaHWeE UM 0B bABNAIOT cebsl 6aHKPOTOM U He MMEIOT NPaBONPEeEMHIKOB, apX1BHbLIE MaTepuarns A0r-
XHbl 6bITb NepeaHbl B apxue cnoHcopa(oB) nccnegosanus(ui) [1] (nyHkT 10.4).

10.2 MpeanpuHUMaeMblie Mepbl

Ecnun ncnbiTatenbHbIA LEHTP MAW UchbITaTenbHasa niowanka 6onblle He HaMepeHbl NoadepXnsaTb
paboTy apxusa B cooTBeTCTBUM C MpuHumnamu GLP nnm npekpalyatoT cBoe cyLlecTBoBaHUe, UM 00 bABNSIOT
ceb5 6aHKPOTOM, AOKHBI ObITb NPEANPUHATHLI CriedyoLue Mephbl:

- UCMbITATeNbHbIN LLEHTP AOIMKEH CBOEBPEMEHHO NHOPMMPOBAaTL O 3aKPbITUM apXMBa HaLMOHAalbHbIN
opraH MoHUTOpUHra cooTeeTcTBMA MpuHumnam GLP;

- aAMUHUCTpaLUs UCTIBITATENMbHOrO LieHTpa AomkHa obecneynTb ckopeee MHOPMUPOBaAHNE CMOH-
COPOB O NPUHATOM PELUEHNN 3aKPbITb apXMB NN BIATK U3 BusHeca. CrnoHcopbl 4OMKHBI 00ecnevnTs NnepeHoc
BCEX OTHOCSLLMUXCS K UCCIe40BaHWUI0 3anncei 1 Mateprasnos B anbTepHaTUBHbLIA apXvB, COOTBETCTBYHOLLMIA
MpuHunnam GLP, n nx xpaHeHune B TeYeHne neproga BpeMeHU, YCTAaHOBIIEHHOTO COOTBETCTRYHOLLMMU Oopra-
Hamu;

- ONsi3anuceil, He OTHOCALLMXCS K KOHKPETHOMY nccrefoBaHuio (06BbeKTY), Ui 3anncein, 0THOCALLIMXCA K
nceneaoBaHaMm, NoaaepknBaeMbiM HECKOMbKMMU CMIOHCOPaMU, N MOANEXaLLMX XPaHEeHNO B COOTBETCTBUN C
MpuHumMnamn GLP, agMrHUCTpauus ncnblTaTeNbHOro LeHTpa AoKHa OOroBOPUTLCS CO CMIOHCOPaMn O TOM,
Kak obecneunTb, 4HTOBbI AaHHbIE 3anUcy U MaTepuarnbl XpaHUMChb B TeHeHWe ykazaHHOro nepruoaa BpeMeHun B
apxuBe, cooTBeTcTBYIOWEM MNpuHumnnam GLP, nocne 3akpbiTUs UCMbITAaTENbHOro LIeHTpa Uy apxmea. JocTtyn
CMOHCOPOB K 3an1csaM 1 MaTepuanam, OTHOCSALLMMCS K UCCriefoBaHuio, AoMmkeH BbiTb cornacoBaH U JOKYMeH-
TMPOBaH.

10.3 lMpoBeaeHUe MHCNEKLMIA opraHaMu MoHUTOpUuHra cootseTcTBuA MpuHunnam GLP

[Nocne nepeHoca apxusa B HOBOE MOMeLLeHWe opraH MOHUTOPUHra cooTeeTcTBUs MNpuHunnam GLP, kak
npaBuno, oCcyLecTBNAET MHCNEKTUPOBaHe HOBOro apxusa. B cnyyae nepeHoca 3anvcen unv matepunanos B
noMeLLeHUsl, pacrnonoXeHHble Ha TePPUTOPUN APYror CTpaHbl, Heobxoaumo npouHdopMupoBaTe 06 3TOM
opraHbl MOHUTOPUHra cooTBeTcTBUA MNpuHuMnam GLP gaHHOM cTpaHbl.
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Bu6nuorpadusn

OECD series on Principles of Good Laboratory Practice and compliance monitoring.
No 1. «Principles on Good Laboratory Practice» (Cepus gokymentos O3CP o NpnHuu-
nax Haanexatien nabopaTopHON NPaKTUKM U MOHUTOPWHIe cooTBeTCcTBMA. Ne 1)
Series on Principles of Good Laboratory Practice and Compliance Monitoring —
No 3 — Revised guidance for the conduct of laboratory inspections and study audits,
OECD, Paris, 1995 (PykoBoaCTBO MO NPOBEAEHMIO UHCMEKUMI nabopaTopun n ayautos
nccnegoeanus, OBCP, Mapwux, 1995, Ne 3 n3 cepun gokymeHToB O3CP «[MpuHumnbl
Haanexauen nabopaTopHON NPAKTUKM U MOHUTOPUHT COOTBETCTBUS»)

Series on Principles of Good Laboratory Practice and Compliance Monitoring. GLP
consensus document, No 10, The application of the Principles of GLP to computerised
systems, OECD, Paris, 1995 ([Npumenenne MprHunnoB GLP k koMNboTepuanmpoBaH-
HbIM cuctemam, KoHceHcycHb gokymeHT GLP, O3CP, Mapwx, 1995, Ne 10 u3 cepun
aokymeHnToB O3CP «[MpuHuMnbl Hagnexauer nabopaTtopHOW NPaKTUKM U MOHUTOPUHT
COOTBETCTBMUAY)
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