MEXXTOCYAAPCTBEHHbI COBET MO CTAHAAPTU3ALUN, METPOJIOTU N CEPTUGUKALINN
(Mrc)

INTERSTATE COUNCIL FOR STANDARDIZATION, METROLOGY AND CERTIFICATION
(ISC)

v rocT
MEXITOCYALAAPCTBEHHDbBLIN
CTAHOAPT 318827
2012

NPUHLUMMNBI HAONEXALLEN NABOPATOPHOW
NPAKTUKU (GLP)

OpraHM3au,|/|$-| N KOHTPOJIb apXmnBOB

N3pgaHue ouuynansHoe

Mocksa
CraHgapTvHopm
2020


https://www.stroyinf.ru/sertifikat-sootvetstviya.html

rOCT 31882—2012

Mpepncnosue

Llenn, ocHOBHble NpVHLMNbLI 1 06LMe npaBuaa NposBefeHns paboT N0 MeXrocyfapCcTBEHHOW cTaHaap-
Tnsauuu yctaHossieHbl FOCT 1.0 «MexrocygapctBeHHas cuctema ctaHgaptunauymm. OCHOBHbIE MOSIOXEHUSA»
n FOCT 1.2 «<MexrocyfapcTBeHHas cuctema ctaHgaptusaumn. CtaHaapTbl MeXrocygapCcTBeHHbIe, npasuia
N peKkoMeHAauuy No MexrocyfapcTBeHHON cTaHjapTusauumn. MNpaeuna pa3paboTkn, NPUHATUA, 06HOBNEHNSA
N OTMEHbI»

CeefleHusi o ctaHgapTe

1 MOArOTOBJIEH ®epepasbHbIM OCYAApPCTBEHHLIM YHUTApPHbIM NpeanpuaTmeM «Bcepoccuiickuii
Hay4HO-MUccnefoBaTeNbCkUiA LEHTP cTaHAapTu3auuu, MHdopmauum n cepTudmkaunn cbipbs, Matepuanos
n Beuwects» (Pryr «BHULICMB»), TexHuueckum komMuteTom no ctaHgaptnsauum TK 339 «Be3onacHocTb
Cblpbsl, MaTepuasios 1 BelecTs» deaepasibHOro areHTCTBa no TeXHMYECKOMY peryiMpoBaHuio 1 MeTposorum
Poccuiickoin depepanun. MexrocygapCcTBEHHbIM TEXHUYECKMM KOMUTETOM No cTaHaapTtusauumn TK 339 «bes-
0nacHoOCTb CbIpbs, MaTeEpPMaoB U BELLLECTB» HAa OCHOBE COGCTBEHHOIO NepeBoa Ha PYCCKUIA A3bIK aHr10A3bl4-
HOW Bepcun AOKYMEHTA, yka3aHHOro B MyHkTe 5

2 BHECEH ®epepasibHbIM areHTCTBOM N0 TEXHUYECKOMY PerysiupoBaHnio 1 MeTposiormm

3 MPUHAT MexrocyfapCcTBeHHbIM COBETOM MO cTaHAapTu3auuu, MeTponorum n ceptudumkanmm (npo-
TOoKoN OT 9 HosA6psa 2012 r. Np 53-M)

3a NpuUHATME NporosocoBasin:

Kparkoe HavMeHoBaHWe cTpaHb! Kog, cTpaHb! CokpalLieHHoe HavMeHOBaHWe HaLOHa THOrO opraHa
no MK(CO 31661 004-97 no MK (MCO 3166) 004—97 Mo CTaHAapTU3aLWn
ApmeHus AM MwuH3aKoHOMUKM Pecnybnvkn ApMeHns
Benapycb BY lFocctaHgapT Pecny6nvkn Benapycb
KazaxcTtaH Kz loccraHgapt Pecny6ivkm KasaxctaH
Kuprususa KG KblprbisctaHgapt
Mongosa MD Mongos3-CtaHgapt
Poccus RU PoccraHgapt
TamkvkncTaH T TamkvkcTaHgapT

4 Mpukasom degepanbHOro areHTcTBa No TEXHUYECKOMY PeryimpoBaHunio 1 MeTpPosiorum ot 27 fekabps
2012 r. No 2151-CT MeXrocyfapcTBeHHbI ctaHgapT TOCT 31882—2012 BBefeH B AelicTBME B KaYecTBe Ha-
LuuoHanbHoro ctaHaapTa Poccuiickoli ®eaepauun ¢ 1 sHBapst 2013 r.

5 HacTtoAwwmii cTaHaapT AEHTUYEH Me3ayHapoaHoMY AokymMeHTY 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 (PekomeHpaTtesibHblli AOKYMEHT paboueil rpynnbl No Hagnexalleli naéopaTopHoi
npakTuke. OpraHvM3aLusi U KOHTPO/b apX1BOB, AEACTBYIOLNX B COOTBETCTBUM C MprHUMNaMn Hagnexatien
na6opatopHoii npakTnkn:2007. No 15 13 cepumn gokymeHToB OpraHm3auuy 3KOHOMUYECKOTO COTPyAHNYecTBa
1 pa3suTna (O3CP) o MpuHuMnax Haanexalleli nabopaTopHOi NPakTUKM U MOHUTOPWHIE COOTBETCTBUS).

MexayHapoaHbllii 4OKYMEHT pa3paboTaH Paboueii rpynnoii O9CP no GLP.

HavmeHoBaHVe HacTosLwero craHgapta U3MeHeHO OTHOCUTE/IbHO HAaUMEHOBAaHUS YKa3aHHOTo Mexay-
HapoAHOro AoKyMeHTa Ana npusegeHus B cootsetcteme ¢ FOCT 1.5 (nogpasgen 3.6)

6 BBEJEH BMNEPBbIE

7 NMEPEVN3OAHVE. Maii 2020 r.
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WNHopmaLums o BBegeHUn B feiicTBUE (NpekpaLleHun feiicTBUS) HaCTOoAWEero cTadHgapTa u nsme-
HEHWUI K HeMY Ha TeppuTOpMM yKa3aHHbIX Bbille FrocyaapcTB Ny6aMKyeTCA B yKazaTensx HauMoHa IbHbIX
CcTaHAapTOoB, N3aBaembix B 9 TUX rocygapcTsax, a Takke B ceTu VIHTepHeT Ha caiiTax CooTBe TCTBY-
IOLLIMX HALMOHaNbHbIX OPraHoB No cTaHjapTusauuu.

B cnyyae nepecmMoTpa, M3MEHEHUS UM OTMeHbl HACTOSALLEro cTaHgapTa cCooTBeTCTBYyLWan UH-
hopmauusa 6ygeT onybnmkosaHa Ha ouunanbHOM MHTepHeT-caiTe MexrocygapcTBEHHOro coseTa no
cTaHgapTusauuu, MeTponoruv n cepTudukauny B kaTanore «MexrocygapcTBeHHble CTaHAapTbi»

© CrtaHgapTuHgopMm. ochopmneHme. 2014, 2020

B Poccuiickoii ®eaepaumy HaCTOALMIA CTaHAAPT HEe MOXeT ObiTb MOMHOCTHLIO UK
YacTMYHO BOCMPOU3BEMEH, TUPaXMPOBAH M PacnpoCTpaHeH B KauyecTBe OgULMasbHOTO
usnaHusi 6e3 paspelleHuss defepasibHOr0 areHTCTBa No TEXHUUECKOMY PeryiMpoBaHuto 1
MeTpoorumn
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CopepxaHune
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BeepgeHune

Pa6ouas rpynna O3CP no Hagnexalleii nabopaTopHoii npaktuke (GLP) (aanee — Pabouas rpynna) B
xofe csoero 17-ro coseljanus, nposegeHHoro B 2009 r., opraHnsoBasia NPOEKTHYH rpynny nof pykoBoACTBOM
npeactaesutens HugepnaHaos r-Ha Teo Xengepa (Mr. Theo Holder) ¢ yyactuem npeactasuTeneit FepmaHuu,
Wtanuu. Weeuun. LWeeiuapun. BenvkobputaHum n CoeguHeHHbix LTaToB. Mocne paccMOTpeHUs CyLLeCcTBY-
IOWNUX MaTeprasnos No apxnuBnpoBaHuio B pamkax GLP rpynna paspa6oTtana nepsblii NPOEKT [OKYMEHTa, KO-
TOpbIi 6bIN paccMoTpeH Ha 20-m coselanuy Paboueii rpynnsl B 2006 T.

Pabouas rpynna npuHana pelleHne o TOM. YTO crefyeT pacnpocTpaHuTb NPOEKT CpeAn 3auHTepeco-
BaHHbIX NpefcTaBuTeNeil NPOMbILIIEHHOCTU ¥ OPraHoB perucTpauun n npueMa nHgopmaunm u 4to cTpa-
Hbl — unieHbl O3CP f0/1KHbI NOATOTOBUTL KOHCO/IMAMPOBAHHbLIE HALMOHa/IbHbIE KOMMeHTapuun. B nony-
YeHbl KOMMeHTapuun ot AscTpanun. benbrun. Javun. duHnauaun. Fepmadun. Vpnadgun. 3panna, Utanunm,
AnoHun. Kopeun. Hugepnangos. CrnoseHuun. Vicnanuu, Weeunn. LWeeiuapun n CoeanHeHHbIx LTaTos. 3atem
Pabouas rpynna paccmoTpena, BHeC/1a nonpaskv 1 ofobpuna nepecMoTPeHHbI BapuaHT AOKYMEHTA Ha CBO-
em 21-m cosewaHun B 2007 T.

Ha coBmecTHOM 3acefaHun KommTeTa no XxMMumyeckum BellecTsaMm u Paboueii rpynnbl N0 XMMUYECKUM
BellecTeaM, nectuymgam n 6uotexHonorun, coctoaswemcs 25 maa 2007 r., [OKYMeHT 6bln1 0f406peH, peko-
MEHZ0BaH K CHATUIO CEKPETHOCTU 1 onybmkoBaHuio B cepun AokymeHToB O3CP «[MpuHuunbl GLP 1 MOHWTO-
PWHT COOTBETCTBUSA» B KA4YeCTBE peKoMeHJaTeNlbHOro AokymeHTa Paboueii rpynnbl no GLP.

ApXxuBUpoOBaHMe 3anncein 1 faHHbIX, NPOU3BEAEHHbIX B XO4€ HEKIMHUYECKUX UCCNef0BaHN MeanLyH-
CKOWi M 3KO/I0rM4eckoin 6e30nacHoCTU, SIBASETCA BaXHbIM acnekToM cooTBeTcTBuA MpuHuunam GLP. Coxpa-
HeHue NepBUYHbIX JaHHbIX U NP0O, CBA3AHHbIX C KOHKPETHLIM UCCe0BaHNEM W NOyYEHHbIX B XO4€e AaHHOro
nccnefoBaHus, SBNAeTCA eUHCTBEHHbIM CPEACTBOM, KOTOPOE MOXET ObITb UCMO/Ib30BAHO A1 PEKOHCTPYK-
LUun nccrefoBaHnsa, TeM cambiM NO3BOMAA BepuduumpoBaTtb (MPOBEPUTL) MHGIOPMAaLUIO, BKTIOYEHHYIO B 3a-
KOUNTENbHBIV OTYET, U NOATBEPANTL COOTBETCTBME KOHKPETHOro nuccnegosanus MpuHumnam GLP.

Lienb pykoBoACTBa, M3M0XEHHOrO B HACTOSILLEM CTaHAapTe, — COAeNCTBME B YCTAHOBIEHUW COOTBET-
cTBus TpebosaHmam MpuHuunos GLP OSCP B 06n1acTu, kacatLencs apxmBupoBaHus.

HacTosiee pykoBOACTBO He 3aMeHseT Kakme-nnbo TpeboBaHWs, U3NI0XKEHHbIE B HaLWOHa/bHbIX npa-
BUIaxX W/NNN 3aKOHOAATENbCTBE, HaMPUMeEpP OTHOCALLMECH K BDEMEHHBIM paMkam apXMBMpOBaHWUA WK nepu-
ofjam XpaHeHus.
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M E X T OCVYLAPCTUBETHH®BbB #” CTAHAOAPT

MPUHLMMbI HAQJEXALLEN TABOPATOPHOU MPAKTVKN (GLP)
OpraHu3auus n KOHTPO/Ib apXnBOB

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

Jata BBefeHus — 2013—01—01

1 O6nacTb NPUMEHeHUs

HacTosiwumii cTaHaapT ycTaHaBMBaAET MNOJIOXEHNS, OTHOCALLMECA K OpraHn3aL My 1 KOHTPOJI0 apXMBOB,
3KCnayaTupyembix B cooTBeTcTBUM € MpuHumnamn GLP. HacTtoawuii ctTaHgapT npegHasHavyeH Ans UCnosib-
30BaHNA MCMbITaTe/IbHbIMU LIeHTPaMK, KOTOPbIM HEO6XO0AMMO NPOBOANTL PaboTbl B COOTBETCTBUM C MpUHLN-
namu GLP, opraHusauusmu, npefoctaBasioWyMM pasnnyHble BUAbl NOAAEPXKM, HanpuMmep padoTarowumu
N0 KOHTPaKTy, apxvBamu, opraHu3auvamy no o6ecneyvyeHunto kayecTsa wnun npegocrasnsowmmm NT-yenyru,
a Takke cnoHcopamu, opraHamy MOHWUTOpWUHra cooTeeTcTBMA MpuHuMnam GLP n opraHamu peructpauyuu un
npvema uHdopmauum.

OpraHu3saLumn f0/MKHbI OCYLLEeCTBUTL OLLeHKY COOTBETCTBYIOLLMX HOPMATUBHbLIX TPe60BaHMii C TOYKK 3pe-
HMA noTpe6HoCTel cBoero 6usHeca. HekoTopble acnekTbl yCTPONCTBA M aKCMyaTauum apxmsa MoryT noefedb
06s3aTenibCTBa Mo CO6/104eHNI0 CTPOUTENbHLIX HOPM WU 3aKOHOATe NIbCTBa, KacatoLerocs 06LwecTBeHHOro
3ApaBoOXpaHeHns 1 6esonacHocTn. PykoBOACTBO OTHOCUTENIBHO AaHHbIX acneKToB Haxo4uTca 3a pamkamu
HacTosLero cTaHgapTa.

WcnbiTaTenbHble LEHTPbl U ApyrMe opraHusaluvun, BOB/EYEHHblE B apXMBUPOBaHWE 3anucei U AaHHbIX
(pe3ynbTatoB) B COOTBETCTBUM C TpeboBaHusmMu MpuHumnoB GLP, MOryT BbiMrpatb OT UCMO/b30BaHWA Npu-
3HaHHbIX CTaHAapTOB YNpaB/ieHNs apxMBMPOBaHWEM, BK/OYas CTaH4apThbl, NOCBALEHHbIe MeTajaHHbIM.

2 TepMuHbI 1 onpeaeneHnsa

B HacTosWeM cTaHAapTe NPUMEHEHbI cleyowme TePMUHbI C COOTBETCTBYIOLLMMY ONpeaeneHnsMu:

2.1 apxwuB (archive): YcTraHOBNEeHHasA 30Ha UK NomelleHne (HanpumMep, kabuHeT, KoMHaTa, 34aHne uu
KOMMbIOTEPU3MPOBAHHAA cucTema) 418 6e30nacHoro XpaHeHus 3anucei u AaHHbIX.

2.2 nepcoHan apxua (archive staff): lnya, paboTatoLwme nos pykoBOACTBOM apxvuBapuyca n Hecylime
OTBETCTBEHHOCTb 3a PYTUHHbIE OnepaLumn no apxnBMpoBaHUIO.

2.3 apxuapuyc (archivist): /Inyo, HazHayeHHOe agMUHWUCTpauUueli UcnbiTaTeNbHOrO LEeHTpa Unu uc-
nblTaTeNbHOM NAOWAAKN U Hecyliee OTBETCTBEHHOCTb 3a ynpas/ieHWe apxvMBOM, T. €. onepayusamu u npo-
uedypamMmu no apxmBupoBaHuio.

2.4 3aneKTpOHHble apxuBbl (electronic archives): MNomeLleHna 1 cucTeMbl, NpegHa3HavyeHHble 415 Nof-
JepXaHusi 1 coXxpaHeHUst 3NEKTPOHHbIX 3anunceli B cooTBeTcTBMU ¢ MNpuHumunammn GLP.

2.5 anekTpoHHasa 3anuch (electronic record): Bce ncxogHble nabopaTopHble 3anncu 1 fJoKyMeHTauus,
B TOM Yncne AaHHble, HanpsaMmyio BBeAeHHblE B KOMMNbIOTEP Yepe3 NPMOOpPHbIA MHTepdeiic, KoTopble ABNATCA
pesynbTaTaMmn OpUrMHasibHbIX HAbMAEHWI N AeATeNbHOCTU, NPOBEAEHHbIX B X04e UCC/Ief0BaHNs U KOTopble
Heo6X0AMMbI AN PEKOHCTPYKLMMN U OLEHKM OTYeTa O JaHHOM UCCNef0BaHUN.

MN3paHue ouymansHoe
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2.6 meTagaHHble (metadata): [laHHble, onucbiBaOLWmMe aTtpubyTbl APYrUX AaHHbIX, Yalle BCero onuchl-
BalOLLMX CTPYKTYPY, 3/1eMEHTbI faHHbIX, B3aVMOCBS3UN U fpyr1ne XapakTepucTUKN 3NEKTPOHHbIX 3anunceil.

2.7 mwurpayums (migration): MNepepava (nepeHoc) 3N1EeKTPOHHbIX 4OKYMEHTOB 13 04HOro dhopmaTta, HoCu-
TeNns UM KOMNbITEPU3NPOBAHHON CUCTEMbI B ApYrue.

2.8 Bnagonou cucTembl (system owner): MeHegxep WK Ha3Ha4YeHHOe AO/MKHOCTHOE NWLOo oTAena,
KoTOpble B Hanbosbluel cTeneHn B3avMOAENCTBYIOT C CUCTEMON UK ABNAIOTCA BNagesbLeM CUCTEMbI.

3 Ponn n oba3zaHHoCTH

3.1 CnoHcop

3.1.1 MpeanonaraeTtcs, 4TO CNOHCOP UrPaeT aKTUBHYIO POJib B MOATBEPXKAEHNN TOTO, UTO BCE HEKMMHU-
ueckme 1ccnefoBaHNa MeAULMHCKOM 1 3K01orMyeckoil 6e30nacHoCTU NPOBOASATCS B COOTBETCTBUM ¢ MpuHLu-
namu GLP. B CBf31 C 3TM CMOHCOP [0/IXeH 06ecrneunsaTth, YTO6bLI MaTepuasbl U 3anucu, NoATBepxaatoLime
npoBefeHNe UCCEeoBaHNiA COrNacHo HOPMaTHBHBIM TPEGOBAHUAM, COXPaHANUCL U NOAAEPXKUBASIUCH B YC-
NIOBUSIX, 06eCNEeUNBAIOLLINX UX LEeIOCTHOCTb AaHHbIX Y NOCTOSIHHBIN [OCTYN K HUM.

3.1.2 Kpome TOro, ecnv 3anucu v maTepvasbl NepeaatoTcs BO BNafeHue CroHcopa, To UX cregyet
XpaHUTb B apxuBax, oTBevawlmux Tpe6oBaHmsam MpuHumnoB GLP. CnoHcop LO/MKEH Takke o6ecneunBaThb,
4TO6bI 3TN MaTepUasbl 1 3anNUCcK COXPaHAINChL HACTOMbKO A0T0, HACKOBLKO TOTO TPEGYIOT COOTBETCTBYIOLLME
opraHbl B/IaCTW. APXMBHbIE U COXpPaHAeMble MaTepuasibl U 3anucy AO/MKHbI 6bITb 4OCTYNHbI AN NPOBEAEHNS
MHCNEKLUMM B 06blYHble paboune yacbkl. ECMM 3anvcu XpaHaTcs B 3/1EKTPOHHOM BUAE, TO OHU AOMXHbI 6bITh
npeacTasneHbl B yao6ounTaemoit A5 nonb3osatens hopme.

3.2 AAMUHMCTpPauWUs UCNbITaTeNbHOrO LEHTpa

3.2.1 AgMUHUCTPAaLMA UCNbITATENILHOMO LeHTpa HeceT OTBETCTBEHHOCTb 3a NpefocTaB/ieHe nomMelle-
HWUI ANa apXMBMpOBaHUSA. AOMUHMCTPAUWA WCNbITATE/IbHOTO LEHTpa Takke HeceT OTBETCTBEHHOCTb 3a Ha-
3HaYeHne apxusapuyca n. npy HeO06Xo0AMMOCTH, AOMNOSTHUTENLHOrO NepcoHana ansa paboTel B apxusax. B Tom
cnyyae, ecnu apxuBapuyc no KakMM-TO NpUYMHaM HefoCTyMNeH UM HE B COCTOSIHUM BbIMOJ/IHATL CBOM 0653aH-
HOCTWU. crnieflyeT HasHauMTb pPe3epBHOro0 apxmBapuyca. 3TV Ha3HAYEHUS OO/HKHbI ObiTb AOKYMEHTUPOBAaHbI.
lMpu Ha3HayYeHUn apxnBapuyca v pe3epBHOro apxmsapuyca agMMHUCTPaLMa UCNbITATE/ILHOIO LieHTpa Ao/HKHA
nsberaTb KOH(IMKTA UHTEPECOB, YKa3aB pas/Inyns B BbINOSHAEMbIX UMW (DYHKLUSIX.

3.2.2 AgMUHUCTpaLMsA MCMbITaTeNbHOr0 LEHTpa [Jo/KHa obecneunBatb apxuBupoBaHue chopmMmupye-
MbIX B UCMbITATENIbHOM LIEHTPE 3anuceil 1 matepunanos, HE06XOANMBIX 4715 PEKOHCTPYKL MU UccneaoBaHuii, n
[OKyMeHTaL M1, Heo6X0AUMO A/11 AEMOHCTPAaL MU COOTBETCTBMSA UCMbITATENLHOIO LeHTpa MpuHuunam GLP.

3.2.3 AgMUHUCTpaLMA NCMbITaTeNbHOMO LeHTpa A0/MKHA Takke ycTaHaBMBaTb COOTBETCTBYHOLLME NPO-
Leaypbl apxuBnpoBaHua.

AOMUHMCTpaLNS UCNbITATE/IbHOTO LEHTPA A0/MKHA 06ecneynBaTtbh AOCTYN K apxuBy(aM) UCKIOUNTENb-
HO BblGpaHHOMY YNO/IHOMOYEHHOMY (aBTOpPM30BaHHOMY) nepcoHasny. [locTyn AO/MKEH KOHTpONMpoBaTbCs, a
npoueaypa goctyna o/mkHa ObiTb AOKYMEHTMpOBaHa. epcoHany ciyxbbl o6ecnevyeHuss 6e3onacHoCT u
TEXHUYECKOMY NepcoHasy AOCTYN AO/KEH NMpefoCcTaBfATbCA TO/IbKO B C/lydae HeobXoaumocTu (Hanpumep,
B C/lyyae 4pesBblyaiiHbIX CUTYyaLWil) 1 NpW 3TOM AOJ/IKEH Takke KOHTPO/IMPOBATLCS WM AOKYMEHTMPOBATLCS.

3.2.4 AgMuHUCTpaLMA UCNbITaTeNIbHOrO LEeHTpa Npu HeEOBX0AMMOCTM MOXeT UHGOPMUPOBATbL CMOHCO-
poB 0 TpeboBaHMsSIX N 06513aHHOCTSX, HaklajblBaeMbiX B paMkax GLP Ha CMOHCOPOB B OTHOLUEHUU apXWBU-
poBaHus.

3.3 ApxuBHOe nomelleHne, NpeAocTaBisieMoe No KOHTPakKTy

Ecnun cnoHcop unm agMUHMCTPaUMsa UCNbITATENIbHOMO LieHTpa MCMosb3yT NpefocTaB/igeMblil MO KOH-
TPaKTy apxvB ANA XpaHeHWs 3anuceil u/vunu maTepuanoB UccnefoBaHUs B COOTBETCTBUM C TPe6GOBaHUSMM
MpuHunnos GLP. To goroBapuBatoLLnecs CTOPOHbI AO/MKHbI 06ecneynsaTb cooTBeTcTBUE MpuHumnam GLP.

3.4 AgMuHUCTpaumna ncnolTaTesibHON naowanku

AOMUHUCTPaLMA NCMbITaTENbHOW NAOWAAKN MMEET Te e 0693aHHOCTW N HeceT Ty e OTBETCTBEHHOCTb,
YTO M afjMUHNCTPAaLMA UCMbITATE/IbHOTO LeHTpa B OTHOLLEHNN apXMBHbLIX NOMELLEHWI 1 npoueayp.

3.5 PykoBoauTenb uccneposaHuns

PykoBoguTenb nccnefgosaHns HeceT OTBETCTBEHHOCTb 3a 06ecrneyeHne TOro, YTo BCe OTHOCSLLMECH K
uccnefoBaHuio 3anucy 1 matepuasnsl 6yayT nepeHeceHbl B apxms(bl) B XO4e UccnefoBaHns unu HemeaneHHo
2
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nocne ero 3aBeplueHnsi (a Takke nocie nNpekpaleHust uccnefoBanHuns). PykoBoauTelb CCefoBaHus HeceT
OTBETCTBEHHOCTb 3a MNOJIHOTY 3anunceil U maTepuasioB UcC/eoBaHns 1 o6ecrneyeHne Toro, YTo Bce MaTepua-
Nbl 6yAyT apXMBUPOBaHbI A0 UCC/Eef0BaHNS UMK NPU 3aBEPLIEHUN UCCef0BaHNS.

3.6 OTBETCTBEHHbI UccnenoBatenb

OTBETCTBEHHbI ncenepoBatesib 4O/KEH obecneuuBaTtb, 4TOObI 3anucu n Matepuanbl, 3a KOTOpPbIE OH
HeceT OTBETCTBEHHOCTb, Obl/n oTnpaB/eHbl PyKOBOAUTEND UCCNeaoBaHUA UM nepefaHbl B apXmB C corna-
COBaHHbIM MeCTONoJ/10XXKeHnem, camoe no3aHee, — Mo 3aBeplieHnn nccnenoBaHnUa nnm atana nccregoBaHnA.
OTBETCTBEHHbIN nccnegoBartesib 0/HKEH yBeJOMUTb PYKOBOAUTEIA UCCefoBaHNA O AaTe nepenadn nnam ap-
XNBUPOBaHNA COOTBETCTBYHOLLUX 3anuceit un MaTepuanos.

3.7 Apxusapuyc

3.7.1 ApxuBapuyc HeceT OTBETCTBEHHOCTb 3a ynpasfieHue, onepauuu U npouenypbl apxvBmpoBaHusa
B COOTBETCTBUM C YCTAHOBJ/IEHHbIMU CTaHAAPTHbIMW OnepaunoHHbIMKU npouedypamu (OOIM) u MpuHuMnamn
GLP.

Ha ocHOBaHMM 3TOro apxmBapuyc, B HaCTHOCTU, AO/IKEH 0becneyunBaThb:

- KOHTPO/Ib lOCTYNa B apxuB.,;

- opraHu3aunio cucTeMbl MHAEKCMPOBAHMSA A/19 YNOPSALOYEHHOIO XpaHeHMsA 1 Noucka AO0KYMEHTOB U Ma-
Tepuanos.

- Hagnexaliuii KOHTPO/Ib U AOKYMEHTMPOBaH/We nepejayn 3anuceil U MaTepvanoB B apxvBbl U U3 ap-
XUBOB;

3.7.2 B cnyuvasix, korga Bo3HMKaeT NoTpebHOCTb B HECKO/IbKUX COTPYAHUKaX ANSA BbINONHEHUS 0653aH-
HOCTell M0 apXVMBMPOBAHWUIO, OHW AO/MKHbI paboTaTb Noj PyKOBOACTBOM U KOHTPO/SIEM Ha3HAYEHHOrO apxu-
Bapuyca. CnegyeT npusHaTtb, YTO Npu onpefesieHHbIX 06CTOATENbCTBAX MOXET BO3HUKHYTb HEOBXOANMOCTb
nepegartb apxnBapuycy KOHKpeTHble 3ajayn no apXuBmMpoBaHnio, Hanpumep ynpasfeHne 3M1eKTPOHHbIMU 3a-
nucamu. CooTBETCTBYIOLME 3a4a4M, 0653aHHOCTM M OTBETCTBEHHOCTb A0/DKHbI ObITh ONpeAeneHbl 1 Nogpo6-
HO onucaHbl B COT.

3.8 lMepcoHan no MHopmMaynoHHbIM TexHonornam (UT-nepcoHan)

NT-nepcoHan. yyacTBywLWuMi B onepaunsax apxvBmpoBaHusa (Hanpumep, No 06ecneyvyeHunto LenocTHo-
CTW 3/1IEKTPOHHbIX 3anuceid), Ao/HKEH OblTb COOTBETCTBYHOLMM 06pa3oM MOArOTOB/EH, a €ro AesiTeNIbHOCTb
[O/MKHa cooTBeTCTBOBaTh TpeboBaHusaM MpuHumnos GLP. Mockonbky AeATenbHOCTb, Kacawwascs apxvmBu-
poBaHuUs. ABNASETCS [M1aBHOM 06513aHHOCTbLIO apxmBapuyca, AaHHblli MT-nepcoHan B ugeasne fo/mkeH pabdo-
TaTb NOA, PyKOBOACTBOM U KOHTpPO/ieM apxmBapuyca. OfHako MOCKO/IbKY NPU3HAHO, YTO Takue opraHusauu-
OHHble CTPYKTYpbl HEOCYLLECTBMMbl B COBPEMEHHbIX KOMMNAHUSAX, COTPYAHNYECTBO MEXAY apXuBapuycom K
NT-nepcoHanoM [0/MKHO ObiTb 06ecneyeHo ApyrMmu cnocobamu, HanpvMmep ¢ ncnosb3oBaHnem COIMM wnn
NUCbMEHHbIX JOrOBOPOB 06 YPOBHE 06C/TYXMBaAHUSA.

3.9 MepcoHan cnyx6bl o6ecneyeHust kayecTsa

MepcoHan cnyx6bl o6ecneyeHnst KaYecTBa HECET OTBETCTBEHHOCTb 3a MHCMEKTMPOBaHWE BCEX acnek-
TOB apXMBUPOBaHUs B COOTBETCTBUM ¢ MpuHUmnamu GLP. yTo BK/IOYAET NPOBEPKY OnepaLuii v npoueayp no
apXMBUPOBaHWIO, B TOM uuc/ie Npoueayp A5 3MEKTPOHHbLIX 3anuceii, NoOMeLLEeHU, cCoXpaHsieMblx 3anmceit u
MaTepuanos.

4 ApXuBHble NomMmeLleHnsa

ApXVBHOE NoMelLLeHne A0/MKHO 6biTb CMPOEKTUPOBAHO U MOCTPOEHO TakMM 06pasoM, YTOGb! Gblia BO3-
MOXHOCTb pasmellaTb TaM apX1BHble 3anucy 1 maTepuasibl. OHO MOXET NpeAcTaBNAaTb CO60M OAHO U He-
CKOMbKO 3flaHWiA, KOMHaT, celihoB Unn 3anupaembix LWKAMOB UK APYTX MeCT, 06ecneUnBatoLL X JOCTATOUHbII
ypoBeHb 6e30nacHOCTU. APXMBHOE NMOMELLEHNE JOMKHO GbiTb hM3NYECKM 3aLLULLEHO, YTOGLI NPeAoTBpaTUTL
HeCcaHKLMOHMPOBaHHbI fOCTYN K XpaHUMbIM 3anvicsiM 1 Matepuanam. O6si3aTesibHbIM SABASETCS UCMO/b30Ba-
HUE 3aMKOB WM 3/1EKTPOHHBIX CUCTEM [/ BXOAA B NOMeLLeHNe. KOMMNOHEHTbI, 06ecneynBaioLLme XpaHeHne
YHUKaJIbHbIX 3N1EKTPOHHBIX 3anuceil, Takke [O/KHbI GbiTb M3nyecky 3aluLieHbl. KoMnbloTepusnpoBaHHoe
apXMBHOE MOMELLEHNE AO/MKHO UMETb B HA/IMUUM NpoLeaypbl 415 NPefoTBpaLLeHNs HECAHKLMOHNPOBAHHOTO
[locTyna v 3aluTbl OT BUPYCOB.
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3pamve{n) nam nomeleHne(s), B KOTopoM(blX) pacnonaraeTcs apxvs, AO/MKHblI ObiTb NOCTPOEHBI Ta-
Kum 06pa3om, YT06bl NPOTUBOCTOATL MECTHLIM MOTOAHbLIM YCI0BUAM U T. N. Oco60e BHUMaHWe JOMKHO BbiTb
yfeneHo cneumduyeckum MeCTHbIM YCNOBUSAM, HanpuMep pPUCKy HaBoAHeHWin. CTpykTypa apxuBa [0oJ/HKHa
3awmaTb CoOAePXMMOe OT HECBOEBPEMEHHOTO YXYALIEHUS, HanpumMep nNpu nNpoTeyke BOAONPOBOAHbLIX TPYO
B 30HE PacCMnosioXeHus apxumea. PUCK BO3HWKHOBEHUSI MoXapa W B3pbiBa A0/MKEH OblTb MUHUMWU3MPOBAH. B
60/1bLIVHCTBE Crly4yaeB byAeT Heob6XoAyMa yCTaHOBKa CUCTEMbl aBTOMATUYECKOr0 NoXapoTyLweHus n/nnm cu-
CTeMbl OO6HapyXeHus AbiMa. AAMUHUCTPaLMSA UCNbITATENIbHOTO LEHTPa MOXET Takke pacCMOTPeTb BO3MOX-
HOCTb YCTaHOBKM aBTOMAaTWU3MPOBAHHON CUCTEMbI MOXapPOTYLEHUS, MUHUMU3NPYIOLLEA PUCK NOBPEXAEHUS.
Ecnu cywectByeT puck 3aTonsieHns, 4o/HkHa 6biTb NpeAycMoTpeHa ycTaHOBKa AeTeKTopa YPOBHA BOAb! U/nan
cucTema cnvBea BoAbl.

ApXx1MBHOe NomelleHne A0/MKHO 6biTb CKOHCTPYMPOBAHO TaknM o6pa3oM, 4Tobbl NpeAoTBPaTUTL MpPo-
HUKHOBEHWE TPbI3yHOB 1 HAceKoMbIX-BpBANTENei. B cnyyae Heo6xogmmocTu cnefyeT BBECTV npoueaypbl No
6opbbe ¢ BpeauTensMu.

Kpome ToOro, B criydae Heo6xoAMMOCTHN Takke HeEO6X0AMMO NpefyCcMOTPeTb pe3epBHOE 3/1eKTponuTaHne
NS BCcero 060pyAoBaHus, 3aBUCSLLETO OT KPUTUYECKNX NepenagosB TemnepaTtypbl (Hanpumep, XonoAnabHN-
KOB I MOPO3W/IbHUKOB).

4.1 Ycnosua apxusnupoBaHuns

4.1.1 YcnoBusi XxpaHeHUs AO/DKHbI ObITb paspaboTaHbl TakuM 06pa3oM, UTOObl COXPaHATb apXUBHblE
mMatepuasnbl 1 He okasbiBaTb OTpULATE/IbHOTO BO3AEWCTBUSA Ha KA4YeCTBO U LLeNIOCTHOCTb XpPaHUMbIX 3anucei
1 mMaTepuanos. [N nogaepxaHvs LesIOCTHOCTU HEKOTOPbIX 3anuceil 1 MaTepuasioB B TeYEHME KOHKPETHOro
cpoka(oB) XxpaHeHMs MOryT NoTpeboBaTbCsl 0CO6bIE YCN0BUA XpaHeHUs. Hanpumep, LenecoobpasHo XpaHuTb
BNaXHble TKaHW, 610K 1 pe3epBHble 06pa3Libl TECTUPYEMbIX OO LEKTOB OTAE/bHO OT Bymarn u ructonoruye-
CKMX cnaiigos.

4.1.2 AnA OTAeNbHbIX MatepuasioB MOryT noTpeboBaTbCsi O0COOble YCNOBUA XpaHeHus. K HUM MoryT
OTHOCUTbLCS MaTepuasibl, TPEOYHLLME XPAHEHNSI B 3aMOPOXEHHOM, OX/1aXKAEHHOM WY BbICOXLIEM BUAE UK
B cpefe, CBOOOAHON OT MbIIM Y MarHUTHbIX MOMEX, Kak B C/lyyae 3/1IeKTPOHHbIX HocuTenein. HeobxogmmocTb
0COO6bIX YC/IOBUIA XpaHEHUsI AO/KHA ObITb yKasaHa B CTaHAAPTHbLIX ONepaLyoHHbIX NPoLeAypax COOTBETCTBY-
IOLLEro UCNbITaTeNIbHOTO LieHTpa.

4.1.3 Ecnu ocobble ycrioBMsa XpaHeHns 6bliv onpegeneHbl, TO B 30HAaX apXMBHOMO XPaHEHUS AO/MKHbI
ObITb BHEAPEHbI NpoLUeaypbl 9KOOTMYECKOro MOHUTOPUHIa, NOATBEPXAAOLME AOCTUXKEHNE YKa3aHHbIX yCo-
BWiIN XpaHEeHNs apXVBOB.

4.1.4 Ecnv ncnosb3yrTcs CUCTEMbI HEMPEPBLIBHOTO (AaBTOMATU3MPOBAHHOI0) MOHUTOPUHTa (KOTOpble MO-
ryT Takke AelicTBOBaTb B Ka4ecTBe CUrHasia TPEBOIM, akTUBMPYHOLLErOCA B C/lyyae, Korga 3afiaHHble YC/10Bust
BbIXOZAT 3a yKasaHHble npegesibl), TO TakMe CUCTEMbI [O/IKHbI PErynsipHo 06CyXMBaTbCs, TECTUPOBATLCS U
NPOBEPATLCS, @ Takke C HUX AO/HKHbI CHAMATbCA U COXPaHATLCA 3anvcy B CO0TBeTCTBUM ¢ MpuHumnamu GLP.

4.2 ABapuiiHoe BOCCTaHOBJIEHUNE

McnbiTatenbHble LEHTPbl M paboTalolme No KOHTPAKTy apxXvBHble OpraHv3aumn AO/MKHbl MMeTb Mpo-
Leaypbl N0 MUHUMU3aLMW NMOBPEXAEHUIA apXMBHbIX 3anuceli 1 MaTepuanoB B pesysibTaTe HebnaronpusTHbIX
CO6bITUIA, K Hanbonee YacTbiM M3 KOTOPbIX OTHOCATCS MOXap, NOBpexXeHne 3neKkTpoobopyaoBaHus, akcTpe-
MasibHble MOBPEXAEHUS, 3aBUCALLMEe OT NOroAbl, 3aTonaeHne, Kpaxa u caboTtax. Mpoueaypbl MOryT oxBaTbl-
BaTb nofnexatime BHeAPEHWIO 3alUNTHbIE Mepbl, BOCCTAHOBIEHUE U/UNN PEKOHCTPYKLMIO YTPAUYEHHbIX WK
noBpexXAeHHbIX 3anvceli 1 maTepuanos, a Takke NOBTOPHOE BOCCTaHOB/IEHWe 6e30MmacHOCTW. MNnaH Ao/mkeH
BK/MIOYaTb B Ce65 MHhopMauuio O NOMEe3HbIX KOHTaKTax Npu BO3HUKHOBEHWMW Ypes3BbluaiHbIX cuTyauuii, me-
CTONOJIOXEHNN HEO6XO0AMMOro 060pYyA0BaHNSA, & TakkKe OTHOCUTE/TIbHO BHECEHHbIX 3anuceli, KoTopble AO0/MKHbI
BK/OYaTb B cebs, Hanpumep, AOKYMEHT/POBaHWe COGLITUIA U Mep. MPUHATBLIX ANA pa3pelleHns cuTyauum un
BOCCTaHOB/IeHUs1 6e30MacHOCTU.

5 bes3onacHoCTb

5.1 &du3snyeckas u onepaynoHHasa 6e3o0nacHoOCTb

ApXnBHOE nomelleHne A0/IKHO UMEeTb Kak (*JVI3VIH€CKyI-O, Tak 1 onepaynoHHy 3allunTy, 4TO6bI npeaoT-
BpaTnTb HecaHKLLI/IOHMpOBaHHbe/'I AOCTYyN, a TakkKe U3MEeHEeHWe WUIn NoTepr CoxXpaHAaAeMblX 3anucein n marte-
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pvanos. AAMUHUCTPaLMS UCTLITAaTE/IbHOMO LeHTpa Ao/kHa obecnednBath 6€30NacHOCTb NyTeM BHEAPEHUsI
COOTBETCTBYHOLLMX Mep, OnucaHHbIX B COMM ncnbITaTeNbHOro LeHTpa.

KoHTposb 6e30nacHoCcT, HE06XOANMbIN A1 OTPaHUYEHUS JOCTYNa K 3/IEKTPOHHBIM 3anucsimM, Kak npa-
BW/0. OT/INYAETCS OT BUAOB KOHTPOSISA, NPUMEHSIeMbIX K APYTMM Tunam 3anuceil. MocKosibKy MHOTUE 3/1eKTPOH-
Hble HOCUTENM MOTYT GbITb UCMOMb30BaHbl NMOBTOPHO (HanpuMep, NepesanncaHbl), AO/MKHbI 6bITb BHEAPEHbI
Mepbl N0 06ecneyeHnio 3alnTbl 3anucei 0T U3MEHEHUSI UMK YAANIEHUS.

5.2 JocTyn K apxuBy

Mpy HopManbHoli paboTe apxuBa AOCTYN K HEMY A0/KHbI KOHTPO/IMPOBATL M OrpaHNyYnBaTh apxmBapuyc
1 COTPYAHVKM apxuBa. [ns aBapuitHoro goctyna (0CO6eHHO B Hepaboyee BPEMS UK B LeNsax 6e30nacHoCTm)
aBapwitHbIii NepcoHan MOXeT BXOAUTb u/unu pabotatb B apxvmBe 6e3 CONMpPOBOXAEHMS. B NPOTMBHOM crlyyae
noceTUTeNn LO/MKHbI CONPOBOXAATLCS apXMBapuycoM WIn OAHWUM U3 COTPYLHUKOB apxmBa. Mpoueaypsl fo-
cTyna K 30HaM apXMBHOTO XpPaHEHWUs! AOJ/IKHbl GbITb [LOKYMEHTMPOBAHbLI. 3amnMcb TakMx MOCELLEHWI AOKHA
6blTb COXpaHeHa. 15 3/IeKTPOHHbIX apXMBOB YKa3aHHbIE Bbille OrpaHuYeHns MoryT He NPUMEeHATLCS, 04HAaKo
cnepyeT usberatb, Kak MUHUMYM, YAANEHUS AN U3MEHEHUS 3NIEKTPOHHbIX 3anuceil B 3/IeKTPOHHbIX apxvBax.
ALMWUHNCTPALMA UCNbITATENbHOMO LLeHTpa MOXET NpefoCcTaBnTb JOCTYN «TOMbKO A1 YTEHUS» 3NEKTPOHHbIX
3anucelii 6o5ee LWMPOKOMY COOGLLECTBY.

6 Mpoueaypbl NPoBeAEeHUS apXUBMPOBAHUS

6.1 CTaHAapTHble onepaLuoHHbie Npoueaypbl

B COTl no apxvB1pOBaHMIO AOMKHbI paccMaTpuBaTbes (r4e 3To NPMMEHUMO) CrieAyioLLe Bonpochl:
- [OCTYN K apxuBam;

- onpejeneHvie v onucaHne apxvea;

npoueaypbl UHAEKCaLMK, BKIOYAs 31EKTPOHHbIE 3anucy;

- YCNOBWS XpaHeHus 3anuceil n MaTepvanos;

npoueaypbl NosalyyeHns nogaexatmx apXmBMpoBaHuIo 3anncein 1 matepranos.
npoueaypbl 4OCTyNa, yAaneHus u so3spara 3anvceii 1 Matepuasios;

- 0643aHHOCTM apxuBapuyca v nepcoHana apxusa;

6e30nacHoOCTb apPXMUBHOTO NoMelleHna U XpaHNMbIX B HEM 3anucen n MaTepuanos:
perynupoBaHue MyUKpoknuMaTa,;

CPOK XpaHeHus:

- yAasleHne apxmMBHbIX 3anucein u matepmasios:

KOHTPaKT No NpeAoCTaB/IEHNIO YCYT apXUBUPOBAHUS, €CN 3TO NPUMEHNMO;
nepegava cnoHcopam wnv TPETbUM MLaM, eciv 3T0 NMPUMEHUMO;

aBapuiiHoe BOCCTaHOB/IEHUE;

TpeboBaHMa K 06y4eHUI0 apxnsapuyca 1 nepcoHana apxmea;

- YacToTa apxvMBMpPOBaHWA 3anuceid, He OTHOCALLMUXCA K UCCNef0BaHuIo.
nepuoguyeckoe 06HOB/IEHNE 3/1EKTPOHHbIX 3anucei.

6.2 3anucu n maTepuansl, TpebywLwne xpaHeHUs

K 3anuncsim, TpeobyoLMM XpaHeHUsl, 0OTHOCATCS 3anucy Ha ByMaxHbIX HOcUTensax, dpotorpadmm, MUKPO-
hIbMbI. MUKPOOULLM, KOMMNbIOTEPHbIE HOCUTENN MHpOPMAaLMK, 3anUCaHHbIe HA AMKTOOH HabnaeHus, 3a-
nucx nokasaHuii aBTOMaTU3MPOBaHHbIX MPUOOPOB UM Apyrue CpeAcTBa XpaHeHus, codepxalune AaHHble,
noslyYeHHble Npy NPOBEAEHNN HEKTMHUYECKUX UCCNef0BaHnA MeMLUHCKOM 1 3KON0rM4eckoli 6e3onacHoCTM.

K MaTepuanam, TpebyLM COXpaHEHUSl, OTHOCATCA BNaxHble TKaHW, napaduHoBbie 6/10KM, NPO6bI,
cnainpgpl, Masku, TecTupyemble Matepuanbi/obpasybl 1 T. 4. 3anucu u matepuanbl MOTYT OTHOCUTLCS K KOH-
KPETHbIM UCCNef0BaHUSAM, a UMEHHO K O4HOMY M/ HECKOIbKMM MCCNeA0BaHUAM.

6.2.1 3anucu u mMaTtepuanbl, OTHOCALWMNECA K KOHKPETHbIM NUCCeaoBaHUAM

CyuiecTByIoT 3an1cu 1 MaTepuasibl, CO3AaHHbIe B X04e NPOBEAEHUS OTAENLHOMO UCCe0BaHus B COOT-
BETCTBUW C NIAaHOM WCCNeaoBaHus. PyKoBOAUTE b UCCNeA0BaHUsl HeceT OTBETCTBEHHOCTL 3a o6ecneveHne
nepefaun faHHbIX 3anuceii U MaTepuasioB B apXuB, camoe no3jgHee, Noc/ie 3aBeplueHnst uccrnefoBaHns. JaH-
Hble 3anMcK MOryT 6bITh MPOVHCMNEKTMPOBAHbI /18 MPOBEPKN PEe3y/bTaTOB KOHKPETHOrO UCCefoBaHNnsA U ANs
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o6Lell oueHKn cOOTBETCTBUS nccnefoBanus MpuHuynam GLP. Huxe npuefeHbl NpUMepbl OTHOCSLLMXCA K
KOHKPETHOMY 1CCef0BaHUIo 3anuceid u MmaTepuanos, KOTOPbIE A0/KHbI 6bITb COXpaHeHbl B apxmBax:

- NNaH nccnefoBaHns, NepBUYHbIE aHHbIE U 3aK/TOUNTENbHBIA OTHYET KaXk4oro uccrefoBaHns,;

- Apyrye OTHOCALMECA K UCCNEef0BaHNI0 N KOMMYHWUKALVOHHLIM CBSI3IM JOKYMEHTbI, Hanpumep yBe-
[OM/IeHNsA 0 AocTaBke, 3anucy TeniedOHHbIX NeperoBopoBs, dhakchbl U T. 4.;

- 06pasubl TECTMPYEMbIX 1 CTaHAAPTHbIX 06bEKTOB (06pasLoB);

- Npobbl;

- cepTudmkaTbl aHanusa.

6.2.2 3anucum n matepuansl UCNbiTaTeNIbHOIO LeHTpa

CyLlecTBYIOT 3anMcu U maTepuasbl, KOTOpble CO3AaHbl B UCMbITATENIbHOM LieHTpe/Ha ucnbiTaTeNbHOM
naowagke n MoryT 6biTb CneynuUyUHbIMU AN OAHOTO WAN HECKOMbKMX UCCNefoBaHWi, BbINOMIHEHHbIX B UC-
NbiTaTENIbHOM LieHTPe/Ha UCnbITaTeNIbHON nnaoLaske.

Takve 3anucu u MaTepuasibl MOryT ObiTb MPOVHCNEKTUPOBAHLI HA NPeAMeT BO3MOXHOCTU PEKOHCTPYK-
LMK nccnefoBaHus v NnposefeHns obLLei OLEHKN NOCTOAHHOIO COOTBETCTBUA UCMbITATENLHOTO LieHTpa MpuH-
uunam GLP. AgMUHUCTpauMM UChbITaTeNIbHOTO LeHTpa cnefyet ykasaTb B COlN. Kak U Kem [0/KHO 6bITb
BbINO/IHEHO apXMBUPOBAaHWE 3TUX 3anuncein n MaTepuasios.

Hwxe npusefeHbl NpyMepbl 3anviceil 1 maTepuasioB UCMbITATE/IbHOTO LEHTPa, TPEBYIOLWMNX XpaHeHUS;

- 3anucy Bcex MHCMEKLWA, BbIMOMHAEMbIX CNYX60i obecneyeHns kavyecTsa,;

- OCHOBHbI€e M/aHbl-rpadukuy;
opraHn3aunoHHbIE CTPYKTYpbI;

- MnaHbl aTaxa/nnowaaku;

- 3anucu o ksanudukauum, NOAroTOBKE, OMbITE U AO/MKHOCTHLIX UHCTPYKLUAX NepcoHana;
- 3anucu v otyeTbl 06 06CYXMBaHUN N KanTMBPOBKe annapaTypbl;

- [OKyMeHTaLuus no Banngaunmm KOMnboTEPU3NPOBAHHbIX CUCTEM,

- ncTopuyeckne gainbl BCeX CTaHAAPTHbIX OnepauvioHHbIX NpoLeayp;

3anncy MOHUTOPUHTa OKpYXatoLei cpefpl;

- 06pasubl TECTUPYEMbIX W CTaHAAPTHbIX OOBHEKTOB, KOTOPbIE WUCMO/MbL3YITCA NpU NposBefeHun 6onee
4YeM OAiHOro nccnefoBaHus;

- cepTudpukatbl aHanm3a, KoTopble UCNOMbL3YIOT AN 6onee Yem OAHOr0 UCCNefoBaHNs.

6.3 NHpoekcuposaHue

B Lenax ynopsifo4eHHOro xpaHeHust 1 BbICTPOro noucka 3anuceil U matepuasnos, XpaHsAWMUXcs B ap-
xmBax. MpuHUMNbl GLP TpebyloT nx MHAEKCUpoBaHus. Vicnonb3yemble CUCTEMbI WHAEKCUPOBAHUS AO/IKHbI
CNoco6CTBOBATL MOJYYEHUIO BCE MHDOPMAaLMKU U3 3anunceil nccnefoBaHus M UCNLITATENbHOTO LEeHTpa, He-
06X0AMMOI AN PEKOHCTPYKL MU UCCNef0BaHNS.

6.4 Pa3melleHne 3anuceii 1 maTepnanoB B apxmBe

6.4.1 To 3aBepLUeHnM (B TOM UMcCe NpekpaLieHnm) nccnefoBaHmsa pykoBoguTeNb nccnegoBaHns HeceT
OTBETCTBEHHOCTL 3a 06ecneyeHne CBOEBPEMEHHOIO apxXMBUPOBaHUSA BCEW AOKYMeHTauum o6 nccnegoBaHum
M CBA3AHHbIX C HUM AaHHbIX (pe3ynbTaTtoB), 3anuceil u maTepuanos. PykoBoauTenb Ucc/efoBaHUS coxpa-
HAET OTBETCTBEHHOCTb 3a Lie/IOCTHOCTb AOKYMEHTaLMn UccnefoBaHus U CBA3aHHbIX C Hel AaHHbIX, 3anucel
N mMatepuasioB 0 TeX Mop, Noka OHW He ByayT NPUHATLI B apXuB. AAMUHUCTPaUUSA UCMbITaTeNIbHOrO LeHTpa
HeceT OTBETCTBEHHOCTb 3a COXpaHeHue L,esIoOCTHOCTM 3anuceli U MmateprasnoB nocne ux nepejaynm B apxuB.
AOMUHMCTpaLUS UCMbITaTeNbHOro LieHTpa f0/MKHa o6ecneumBaTh, YUTOObl yCTAHOB/IEHHBI CPOK Nepejayn ma-
Tepuana oT pykoBOAUTEss UCCNef0BaHus K apxuBapuycy onpenenssica B COOTBETCTBMM C CYLLECTBYOLLUMU
HaLMOHa/IbHbIMU PErynsTUBHbIMK Tpe6oBaHNAMMU.

6.4.2 [lo nepegaun 3anucein u MaTepuanoB B apxvMB PyKOBOAUTE b UCCNEA0BaHUA AO/KEH HECTM OT-
BETCTBEHHOCTb 3a YCTAaHOB/IEHNE MEepeyHs NoA/exallnx apxXuBupoBaHuio, NOATBEPXAAOLWNX NOMHOTY 3anu-
ceil 1 matepvanoB u obecneyeHvne MOSHOrO NepeHoca 3anuceil U MaTepuasnioB B apxuB. ApxuBapuyc uam
nepcoHasn apxvBa f0/HKeH NPOBepPUTb NOMHOTY 3anucein n matepuanos No UX NPUOLITUM NyTemM CpaBHEHUS C
WHBEHTAPHOI ONUCbI 1 NOATBEPAUTL X NOJTyUYEHUE.

6.4.3 AgMVHUCTPaUWa UCMbITAaTENBHOIO LieHTpa Jo/kHa obecneunTb, YTOObl HE OTHOCALIMECs K uc-
cnefoBaHuio cneymduyeckme 3anucu (MCMbITaTesIbHOroO LIEeHTPa), Takme Kak 3anucu 0 TeEXHUYeCcKom obcny-
XUBaHUK, 3anucu 06 06yyeHUM nepcoHasia, OpraHU3aLnoHHbIX CTPYKTypax W T. 4.. XpaHUIUCL B apxuBe Ha
perynsipHoi ocHoBe, onpegensemoii COlN ucnbiTatensHoro LeHTpa. Npoueaypbl apXMBMPOBaHUSA AaHHbIX 3a-
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nvicei n mMaTtepunasioB A0/TKHbI ObITb aHANOMMYHbI TEM. KOTOpPble NPUMEHAKTCA ANA 3anucei un mMaTtepunanos
nccnenoBaHuA.

6.4.4 Mpu nccnepoBaHnax, NPOBOAUMbBIX Ha HECKOIbLKMX UCMbITATE/bHbIX Nowaakax, npoueaypsl ap-
XuBnpoBaHuA 3anuceii n MaTtepunasnoB, Co3faHHble Ha OTAE/IbHbIX NCNbITaTe/IbHbIX N/iolagkax, A0/HKHbI 6bITb
cornacoBaHbl U AOKYMEHTUPOBaHbl ,qO/VII'II/I npu nHMynnpoBaHMnM nccnenoBaHuA.

6.4.5 OTBETCTBEHHbINA nceneposartesib AO/HKEH yBe4OMUTL PyKOBOAUTENA UCCieaoBaHNA O nNepeHoce B
apxuB MaTtepuanoB uccnegoBsaHus.

6.5 [MMepepaya apxXUBHbIX MaTepManos

6.5.1 B HEKOTOPbIX C/y4yasx MOXET BO3HUKHYTb HEOBXOAMMOCTb Nepeaayn apxvBHbIX 3anuceil n ma-
TepranoB M3 OHOMO apxuBa B APYroii apxuB, NMetoLnii MHoe (hU3nyeckoe MecTomnosioxXeHe. ApxXuBapuyc,
nepegawLmnii 3anncy 1 Matepuasbl, B TOM YMC/Ie 3/1eKTPOHHbIE JOKYMEHTbI, [O/MKEH 06ecneunBaTb Hanmume
[LOKYMEHTUPOBAHHOIO COIMALLEHNUA W MAaHa nepefaun faHHbIX Mexay agMUHUCTpauuell ucrbiTaTeslbHoro
LeHTpa, agMuHUCTpaumeil LeHTpa, Nosyvatolero aHHble, U CMOHCOPOM nepej Hayanom no6oii nepesa-
un. lokyMeHTauus fo/XHA BKIoYaTh B cebsi Noapo6HbIe CBeAEHUs 0 3anvcsiX U MaTepuanax, noAsexalux
nepepaye, KOHTaKTHble flaHHble/afpec LieHTpa-nosyyaTens, a Takke cpeAcTBa AOCTaBKM MaTepuasos u 3a-
nuceii Mexay pacnosioXeHHbIMU B Pa3/IMuHbIX MECTax OpraHu3aLmsmu.

6.5.2 Mopanexalyne nepegaye 3anvcy 1 MatTeprasbl JO/MKHbI 6bITb YUETKO OMMCaHbl B COOTBETCTBYIOLLEN
Liernoyke J0CTaBKM AOKYMEHTALUW, NOATOTOB/EHHOW apxmBapuycom. TpaHCNOPTUPOBAHWE MaTEepPUaoB MeX-
4y ABYMSI pacnosioeHHbIMU B pasHbiX MECTax OpraHu3alusiMy 1 CBA3aHHYI0 C 3TUM MPOLECCOM KaHLensp-
CKyl0 paboTy creflyeT NpoBOAWTb TakuM 06pa3oM, YTOGbl MUHUMW3MPOBATL PUCK MOTEPU UM NMOBPEXAEHUS
3anuceil 1 maTepuanos.

6.5.3 MonyuyaTenb NnepefaBaeMbix 3anuceil 1 MaTepuasnoB JOMKEH YAOCTOBEPUTLCS B UX COOTBETCTBUM
Llernoykam JOCTaBKW [OKyMeHTaLuu, a nocne NpuHSTUS nepejaBaeMbiX 3anuceil 1 MaTeprasioB nosyvatesb
GepeT Ha ce6si OTBETCTBEHHOCTL 3a WX COAEpXaHUe U XpaHeHWe AO/XHbIM 06pa3oM. Bce BOB/eUEHHbIE B
npolecc nepegaunt CTOPOHbI A0/HKHbI COXPaHATL KOMUU JOKYMEHTaLWU O Lienoyke AOCTaBKU COOTBETCTBYIO-
LWMX MaTepnanoB. MNepeHoc apxXMBHbIX MaTEPUANIOB MEXAY KOMMbIOTEPU3NPOBAHHBIMW apXMBHBIMW CUCTEMa-
MU cnefyeT AOKYMEHTUPOBATh U MPOBOAWTL B COOTBETCTBUM C MUTPALMOHHBLIM M1aHOM.

6.6 MNepuopg xpaHeHus

6.6.1 Mepuroabl XxpaHeHs [0MKHbI ONpefensaTsb (M y)e onpegensoT B HEKOTOPbIX CTpaHax) perynvpyro-
Lme opraHbl (OpraHbl peructpauuv n npuema nHgopmauum). MNepros xpaHeHns onpegenstoT Kak MUHUMab-
Hbll Nepuoj BpEMEHU, B TeYeHMEe KOTOPOro AaHHble AO/MKHbI COXPaHATLCA U AO0/MKHbI ObiTb AOCTYMHbI ANS
npocMoTpa, ecnu nccrefosaHnsa 6e30nacHOCTU, KOTopble MOAAEPXKMBAIOT PerncTpaumio HOBbIX UK BblNycKa-
eMbIX Ha PbIHOK MPOAYKTOB, TPeOyoT BepudmkaLmnm. HactoaTenbsHO pekomMeHayeTcs, YTobbl 3anucy u gpyrue
mMaTtepuasbl, CBA3aHHble C NoAfepXaHWem TakMx uccnefoBaHuii 6e30macHOCTW, COXPaHAMChL A0 Tex nop,
rnoka cyliecTByeT BEPOATHOCTb 3anpoca OT PerympyroLmx opraHoB Ha NpoBefeHne ayanTtos cobi0AeHus
MpuHumnoB GLP cooTBETCTBYHLNX UCCNELOBAHNIA.

6.6.2 Mpwv BbINOSIHEHNN PYTUHHbBIX MHCNEKLMIA UCTbITATENbHBIX LLEHTPOB, BK/IIOYAKOLWNX NPOBEeAeHV e ay-
AVWTOB MCCnefoBaHus, opraHbl MOHUTOPUHIA W/WMAN UX UHCNEKTOPbI, Kak NPasunio, BblbuparT nccnefosaHus,
3aBepLUEHHbIe WM HaxoAsAlWmMecs B CTagun BbINO/THEHNA C MOMEHTa OKOHYaHWA npeAblayliei MHenekuyum
UAW. Kak B HEKOTOPbIX CTpaHax, ABYX MpeAblayLlnxX WHCNeKuymin/nposepok. Ecaym cpoku xpaHeHus He 6binn
onpegeneHbl COOTBETCTBYIOLLUM pPerynnpyoLM opraHom, To HaCTOATEe/IbHO PEKOMEHAYeTCA XpaHUTbL 3anucu
1 MaTepuasbl B TEYEHVe He MeHee TPeX LUKN0B MHCMEeKUUW, 4TOGbl MO3BONATL MHCNEKTOPaM OLEeHMBaTb COOT-
BETCTBUE UcnbITaTenbHOro ueHTtpa MpuHumnam GLP. ina Tex uccnegoBaHuii, KOTopble He nognexaT nogade
B perynvpytLive opraHbl, flonyckaeTcs, €C/iM 3TO onpaBAaHo, YHUUTOXeHve (yaaneHue) 3anvcei u martepu-
anoB 0 KOHKPETHOM uccnefoBaHnmn No NpoLIecTsBMmn JaHHOro nepuoga.

6.6.3 CornacHo MpuHuynam GLP [1] «obpaseu, B3ATbIM A8 Leneil aHanusa u3 Kaxgon naptuun Te-
cTupyemoro o6bekTa, Ao/MKeH GbiTb COXPAHEH A1 BCeX UCCefoBaHui, 3a UCKTIOYEHNEM KPaTKOCPOUHbIX».
O6pasLbl TECTUPYEMbIX W CTaHAapTHbIX 06BEKTOB MOryT BblOpakoBbIBATLCA B TOM Crly4ae, ec/iv kayecTBo
mMaTepuana 6onblue He No3BO/ISAET MPOBECTU OUeHKY. O4YeBUAHO, YTO YC/I0BUS XpaHEHUs AaHHbIX obpasLoB
[OMXKHbI ObITb ONTUMasnbHbl. Ecin 06pasubl TECTUPYEMbBIX Y CTAHAAPTHLIX 06BEKTOB UM NPo6 yaaneHsl Ao
OKOHYaHMA TpebyeMoro cpoka XpaHeHwus, To NPUYMHA 3TOr0 J0/MKHA BbiTb 060CHOBaHA M AOKYMEHTUPOBaHa.

6.6.4 CkoponopTawumecs npobbl, Takme kak Masku KpoBW, NMOUANINPOBAHHbIE Mpenapatbl U Brax-
Hble TKaHW, TaKkke MOryT BblIGpakoBblBaTLCA B TEX C/yyasix, Korga ux 6osee HEBO3MOXHO paccMaTpuBaTtb Un
oueHuBaTb. [1na Npob, koTopble He NOPTATCS, NPUMeHseTca obliee PyKOBOACTBO NO obpalieHunto ¢ npobamu.
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6.6.5 DNeKTPOHHbIE HOCUTENN MOTyT BblOpakoBbIBaTbCA, KOrga HocuTenb cam No cebe He Mo3sonseT
npoBecTV oueHKy (M3-3a annapaTtHbiX WA NPOorpaMMHbIX Npobrem) Npu ycnoBuW, YTO yJasieHue 3anuceit
aBTOPU30BaHO, AOKYMEHTa/IbHO OPOPM/IEHO, 3NEKTPOHHbIE 3anucK NepeHeceHsbl, a fbble noTepn 3anvcen
[OKYMEHTUPOBaHbI.

6.7 TMounckK apxmMBHbIX MaTepunasnos

6.7.1 HeobxoAnMMO YCTaHOBWUTbL COOTBETCTBYIOLLME NPOLLeAYpPbl NOMCKA apXUBHbIX 3anuceli 1 MmaTepua-
noB. [aHHble npoueaypbl JO/MKHLI ONpeAensTb 06CTOATENbCTBA, NPYU KOTOPbIX OHU MOTYT GbITb yAaneHsl U3
apxviBa (Hanpvumep, A1 UHCMEKLMOHHbIX/perynvpyowmnx Losnei, no 3anpocy crnoxHcopa v T. 4.). MNpoueaypsbl
[OMKHbI Takke NoApo6HO ONMCbIBaTh, KOMY paspelleHo U3biMaTb 3anucy 1 Matepuasbl, KTO MOXET CaHKLu-
OHMPOBAThb yAasieHne 3anvceil 1 MaTepuanos, N BPDEMEHHOI CPOK, B TEUEHWE KOTOPOTro 3anvcu 1 maTepuassl
ZOJDKHbI GbITb BO3BpALLLEHbI B apXMBbI.

6.7.2 TpOCMOTP 3NEKTPOHHbIX 3anuceil 6e3 BO3MOXHOCTU WX U3MEHEHWUS, WKW yAaneHns apXuBupo-
BaHHOI 3/M1EKTPOHHOI 3anncu, UM BOCMPOU3BEAEHMUSI C UCMOJ/Ib30BAHUEM APYroii KOMMbIOTEPU3NPOBAHHOM
CUCTEMbI HE MOXET pacLeHNBAaTbCS KaK «M3B/IeYeHNe» 3anucu.

6.7.3 MpuHumnbl GLP TpebytoT, 4To6bI NepemMelleHne 3anuceii 1 maTepuanoB BYWS apxvBbl(0B) 6bl10
Hagnexatym o6pa3om 3aperucTprpoBaHo. Heo6xoAMMO co3aBaTb MeXaHW3Mbl, NO3BOJISIOLME apXuBapuy-
Cy oTCnexuBaTb NepemelleHne 3anvceii 1 MaTeprmasoB 13 apxunBa 1 UX BO3BpaT U onpefensTh, kakue 3anucu
He 6bl/IM BO3BpAaLLEHbl B @apXVB B YKa3aHHbI BpeMeHHOI CpokK. Mo BO3BPaLLEHUN B apXMB MOIHOTA U HEU3MEH-
HOCTb 3anuceil 1 MmaTepuasnioB A0/XHbI GbiTb NPOBEPEHbLI apXNBaPUYCOM WK HA3HAYEHHbIM NpescTaBuTeNneM
nepcoHana apxusa. AAMUHUCTPALMSA UCNbITATENbHOIO LieHTpa A0/DKHA OblTb NPOMHKOPMUPOBAHA O N06bIX
HEeCOOTBETCTBUSX.

6.8 YpaneHve 3anuceil n matepuasnos

Mepep yaaneHnem nbbIX apxmMBHbIX 3anuceli U MaTepuanoB HE06X0AMMO MOYUNTb CaHKLUIO afMUHN-
CTpauun UcnbITaTeNbHOro LeHTpa U, ecim Heo6Xxoaumo, cnoHcopa. MpUUYnHLI yaaneHus 4oMXHbI 6biTb 3ape-
TMCTpUpoBaHbl. BO3MOXHO, ByaeT LienecoobpasHo coobwmTb 06 yaaneHun cnyxbe obecneveHms kadecTsa.
YnaneHve apxuBHbIX 3anuceli 1 MaTepuasioB LO/IKHO 6biTb 4OKYMEHTUPOBAHO.

7 ApXuBUpOBaHME 3MEKTPOHHbIX 3anuceit

Tpe6oBaHus K apXMBUPOBAHUIO 3MIEKTPOHHBIX 3anuceii coBnagatoT ¢ Tpe6oBaHUAMU ANs APYTvX TUMOB
3anuceii, ofjHaKko CyLLecTBYIOT paccMaTpvBaemble HUXe [OMOSHUTENbHbIE 0COBEHHOCTH. MO3TOMY BaXHO,
4TO6bl aAMUHUCTPALUSA UCMbITATENBLHOTO LIEHTpa o6ecneunna Hasmume cootTBeTcTByLWmMX COM Ana apxueu-
pOBaHUs 3M1eKTPOHHLIX HocuTenell B 6e3onacHoii cpese GLP.

7.1 MNpuHATHE peLleHns 0 XpaHeHUn 3anunceli B 3N1€KTPOHHOM Buae

MpUHATUE pelleHusl O XpaHeHuy 3anuceii B 3NEKTPOHHOM BUAE UMEET BaXHble nocneacTus. onro-
CPOYHOE XPaHEHWE 3/IEKTPOHHBIX 3annceil MOXET MOBWSATb Ha BbIGOP HOCUTENS AaHHbIX, MOCKOJIbKY YXYA-
LeHMe COCTOSIHWUSI HOCUTeNs [aHHbIX MOXeT NpuBEecTM K 6e3B03BpaTHOI noTepe 3anuceil. KomnbioTepHas
TEXHO/I0TUSI CTPEMUTEIbHO Pa3BMUBAETCS, U YCTPOWCTBA YTEHUS AaHHbIX C HOCUTENEN, LUIMPOKO UCTIO/b3yeMble
CerofHsi, MOryT ObITb HEOCTYMHbI B GyAyLLEM. DNIEKTPOHHbIE 3anvcy credyeT XpaHuTb B hopMaTe, KOTOpbIi
MOXHO NpounTaTh B TEUEHWE COOTBETCTBYIOLLEro Nepmoia XpaHeHus 3anvceii.

7.2 Hocutonu gaHHbIX

3anuncu mMoryT 6biTb NepeHeceHbl U3 KOMMbITEPU3NPOBAHHOW CUCTEMbI HA HOCUTENb, HANpUMep mar-
HUTHYIO IEHTY, ANCKETY, KOMNAaKT-ANCK UM ONTUYECKUIA AWNCK, KOTOpble 3aTeM MOMeLLalT B MaTepuasbHbiii
apxuB. Mpoueaypbl apxXMBUPOBAHWUA AO/KHbI BKIKOYATh B Ce6S pacCMOTPEHWE AONOSHATEbHBIX MEP KOH-
TPONS 33 NePeHOCOM 3MEKTPOHHbIX 3amnucell 0T CTapblx HocuTenel K HoBbIM. CneflyeT NpUHATL BO BHUMaHUe
BO3MOXHOCTb f0CTyna B 6yaylieM K AaHHbIM WU 3anucaM, XpaHsAWWMCS Ha 3TUX HOCMTensxX. Bo3MOXHO,
HEeo6X0AMMO Co3faBaTh CneLnasibHble YC/I0BUS XPaHeHUs, MpeaycMaTpvBatoLye, HanpuMep, 3awuTty oT Mar-
HUTHBIX NONEA.

7.3 30Ha apXMBMPOBaHUS B KOMMNbIOTEPU3NPOBAHHOI cucteme

DNeKTPOHHbIE 3annUcK MOTyT 6biTb NepeMeLLeHbl U3 NPOU3BOACTBEHHO YacTU KOMNbIOTEPU3NPOBAHHO
CUCTEMbI B OTAE/bHYI0 6e30MacHyt0 30HY apXMBMPOBAHWS TOI e KOMMbITEPU3MPOBaHHOW cucTeMbl (chusu-
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yeckn pasgeneHHyto, Hanpumep daiiioBble CUCTEMbI 3anuceitl) NMM60 B BblAENEHHYIO apXUBHY 30HY (f10ru-
4yeckn pasfefieHHylo, Hanpumep cuctembl 3anucy 6asbl JaHHbIX). 3anncu AO0/MKHbI GbiTb «3aKPbITbI» Takum
06pa3om, YTOObl UX HEBO3MOXHO Obl/I0 HE3aMETHO U3MEHUTb UK YAaNUTb. APXMBMPOBaHHbIE TakUM 06pa3om
3anMcu nognexar KOHTPOMO Ha3HauYeHHbIM apxvmBapuycom W AO/MKHbl 6biTb 06BEKTOM CPefCTB KOHTPOSS,
9KBVBAJIEHTHbIX TEM. KOTOPbIE NPUMEHSAIOT K APYrMM TNam 3anunceil.

7.4 Cuctema, npegHa3HayeHHasa A1 3/1€KTPOHHOIO apXnuBMpoBaHUA

3anucu, KoTopble 3axXBaTbiBAOTCS W YNPABSAIOTCA KOMMbIOTEPHON cUCTEMOM, MOrYT GbiTb NEpPeHEeceHsbI
U3 Hee B OTAE/bHYI0 CUCTEMY, NMpeAHa3HAYEHHY AJ1s1 3/IEKTPOHHOrO apXMBMPOBaHUs. Mpy 3TOM [O/MKHbI
NnepeHocuUTLCA BCE faHHble, Tak WM MHAYe CBsi3aHHble C PEKOHCTPYKLUME uccnefoBaHns: nepBuYHbie AaH-
Hble. MeTaZiaHHble, ayaUTOPCKUE CNefbl, ANIEKTPOHHbIE MOAMUCY, annapaTHoe U NporpamMMHoe o6ecrnedeHue,
KOTOpble MO3BOJIAT NOsyYaTb AOCTYN KO BCEM 3anucsmM B GyayLLeM.

B Tex c/yuasx, Koraa apxmBapuyc siBfisieTcs BnafesnbLeM CUCTeMbl 3/1eKTPOHHOTO apXUBMPOBaHUS, 3Ta
cuctema 6yaeT HaxoAWTLCs MoA ynpaBneHneMm VT-nepcoHana. ApxvBapuyc, KOTOpbIii B KOHEYHOM cueTe He-
CeT OTBETCTBEHHOCTb 3a yrnpaB/ieHe apXvBOM, UrpaeT BaXHYK POJib B OKasaHWM MOMOLLM MO o6ecneyeHunto
COOTBETCTBMSI HOPMATUBHbIM Tpe6oBaHWAM. AAMUHUCTPALMS UCMbLITATENLHOTO LeHTpa AO/XHA, ClefoBa-
Te/bHO. N03a60TUTLCS O TOM. YTO6bI 06EeCNeYnTs COTPYAHUYECTBO 1 B3aMMOAECTBME MeXy apX1Bapuycom
¥ NepCcoHanoM Mo UHADOPMAaLMOHHBIM TEXHOOTUSIM.

JaHHble UT-COTPYAHUKM LOMKHBI C/IeA0BaTh NpoLeaypam, CornacoBaHHbIM C apxuBapuycom uunu aa-
MUHUCTpaLMeli ucnbiTaTeIbHOTo LeHTpa.

7.5 O6cnyxuBaHue N coxpaHeHne 3N0KTPOHHbIX 3anucei

DIEeKTPOHHbIE 3aMMCK HaXOAATCSA B ONacHOCTY 6e3 MCNo/b30BaHMA NpoLecca NX COXpaHeHus!, rapaHTu-
pytoLLero 4ocTyn K AaHHbIM B yayuiem. [lo/mkHbl 6bITb YCTaHOBEHbI MpoLeAypbl 4715 0b6ecneyeHns Toro, YTo-
6bl HeobXxoauMasn uHgopMaLuus 6biaa NOMHOW U CNOCOGHOM K BOCCTAHOB/IEHUIO HA NPOTSXXEHUN YKAa3aHHOTO
cpoka xpaHeHusi. Ecnu cpega 3anuncy TpebyeT 06paboTku € Lebio nepefayn CoOXpaHeHHbIX 3anuceii B yao60-
ynTaeMom dpopmare, ToO He06X04MMO 06ecneynTb NOCTOSTHHOE HannyMe COOTBETCTBYIOLLEr0 060pyA0BaHMS.
Ecnv Hannuue Takoro o60pyfoBaHUss He MOXET ObiTb rapaHTMPOBaAHO, CreAyeT PacCMOTPETb BO3MOXHOCTb
nepeHoca faHHbIX C O4HOr0 HOCUTENs Ha APYroi.

Ecnun BO3HUKaeT HEOO6X0AMMOCTL NepeHoca 3/1eKTPOHHOI 3anucKu, To AaHHbIA Npouecc Murpauun 4on-
XeH 6bITb NOIHOCTbIO AOKYMEHTUPOBAH U Ba/ILANPOBAH, YTO6bl 06€CneYnTs NOJIHbIA U TOYHbLIN NEPEHOC opu-
TMHaNbHbIX 3anuceid, Npexgae Yem Te 6yayT NOTEepsHbl WIN YHUUTOXEHbI. Ecnn nepeHoc 3anuceil Ha HOBble
3M1EKTPOHHbIE HOCUTENIM HEBO3MOXEH, TO HEO6XOANMO NEPEHECTM nx Ha BymaxHble Hocutenu. lyénvposaHve
3/1EKTPOHHBIX apXMBOB C/eyeT paccmMaTpuBaTth Kak 4acTb M/laHa COXpaHeHUs apxuBa.

8 OobecneuyeHne KayecTBa

ApXMBHbIE MOMELLEHNSA 1 NPOLECCHl apXNBUPOBAHUSA SBASIOTCHA BaXXHbIM KOMMNOHEHTOM MCNbITATENBHOIO
LeHTpa, cobnogatowero MpuHumnbl GLP. CnegoBaTenbHO, AaHHble acnekTbl NoAsexaT PYyTUHHbIM UHCMEK-
UMM M aygutam B OTHOLUEHUWM KOHTPO/A kadecTBa. [pouecc nepeHoca apxuBHbIX 3anuceli U MaTepuanos
[OJ/HKEH HAX0A4MTLCA MO KOHTPO/IEM C MOMOLLbI0 NPOBEAEHNS LiefIeBblX MHCNEKUUA 06ecneyeHns kavecTaa.

9 Ycnyru apxuBupoBaHus, NnpeaocTaB/isemMble N0 KOHTPaKTy

MpuHymnbl GLP TpebyloT Hanmumsa B UCMbITAaTelbHOM LeHTpe apxuBa, obecneumsatoliero 6esonacHoe
XpaHeHue 3anuceli 1 MatepuanoB. Apx1B, Kak NpaBuno, npeactasnseT co60i apXuBHble NMOMELLEHUS B Npe-
Jenax camoro MCnbITaTeNlbHOrO LieHTpa, OAHAaKO He UCKIIYaeTCs MCMO/b30BaHNe apXVBHbIX OpraHu3auuii,
npeaocTaBASAOWMX YCYTN N0 KOHTPaKTy (KOHTPaKTHblE apXxMBHbIe OopraHusauuu). B Takoil cutyaumm ykasa-
HMA. cofepxalymecs B HacTosLLEeM AOKYMEHTe, A0/KHbI B PaBHOI Mepe pacnpoCTPaHATLCA Ha KOHTPaKTHble
apxuBHble opraHusauny. KoHTpakTHble apX1BHbIe OpraHv3aLumn BOBMEYEHbI B MPOLLECCHI, CBA3AHHbIE C NpoBe-
[leHnem uccnefoBaHWin B COOTBETCTBUM ¢ TpeboBaHMAMM MpuHumnoB GLP. u, cnegoBatenbHO, A0MKHbI ObiTh
npesMeToM MHCNEKUWA B pamkax nporpaMMm o6ecneyeHus KayecTBa, OCYLLeCTB/ISAEMbIX OpraHaMnm MOHUTO-
pviHra. 4To6bl OLeHnBaTh cooTBeTcTBue MpuHumnam GLP.
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Mpy MCNosIb30BaHUN KOHTPAKTHbIX apXUBHbIX OpraHu3almii Heo6XxoAMMO yunTbiBaTb Ccregytoline dak-
TOpbI:

9.1 KOHTpakTbl W/unn 4oroBopbl 06 ypOBHE CEPBUCHOTO 06CAYXMBAHUSA

Heo6xoAMMO Hanuume oguULManbHOTO A0TroBOpa, AeTanu3vpyLero YpoBeHb W YCIOBUA OGCYXU-
BaHWA, KOTOpble MPeAoCTaBATCA KOHTPaKTHOW apXuBHON opraHusaumeil. [laHHblii AOrOBOP AO/HKEH OXBa-
TbiBaTb ONUCaHWE 3anucein U maTepuanos, Noa/exalinux apxMBMpOBaHNIO, TPAHCMOPTUPOBaHMIO 3anuceli 1
MaTepuasioB B apXvB, LENOoYKy AOCTaBKM, JOCTYN K 3anucsim W MaTepuanam, XpaHuMbIM B KOHTPAKTHONR ap-
XUBHOW OpraHv3aumn, npegocTasnsieMble YCnyru (Hanpumep, perynsapHble NpoBEPKV KOHTEiHepOoB ANs Bax-
HbIX TKaHel), 6e30MacHOCTb, YC/I0BUSI U CPOK XpaHeHWs, MeToAbl W3BneyveHus/goctyna u Bosspatalygane-
HUA, 0eATENbHOCTb U OTBETCTBEHHOCTb CNYX6bl 06eCcneyeHunst kayecTsa u Apyrne NnooXeHNs, N3NTOXEHHbIe
B HacTosALeM cTaHAapTe. KOHTpakTHas apxvMBHas opraHvsauvs Ao/mkHa ciefoBaTb COOTBeTCTBYOWM CONM
nn60o cobCcTBEHHON pa3paboTke, NnMb6o B cnyyae unx oTcyTcTBuA COT. npefocTaBnseMbiMU agMUHUCTpaLue
UCnbITaTeNbHOTO LeHTpa. JJaHHOe MOI0XKEHME [OMKHO GbiTb OTPAXEHO B AOTOBOpE.

9.2 Mopsbl ana obecneyeHns goctyna

MpoueAypaMu AO/MKHO GbiTb ONpPeaesieHo, KakumM 06pasoM W KorAa XpaHswueca sanucu uunm marte-
pvanbl MOTyT 6bITb A4OCTYMHBI UX Aeno3uTopy. /lloboe nonyyeHne goctyna K apxmBHbIM MaTepuasiaM AO/MHKHO
6bITb 0,06PEHO 1 38,0KYMEHTNPOBAHO.

9.3 YcnoBusa xpaHeHus

YcnoBusi xpaHeHus 1 npoueaypbl, NPUMEHsAeMble KOHTPAKTHOW apXWBHOW opraHusauneid, fo/mKHbI Co-
0TBETCTBOBATb CTaHjapTam, KOTOpble UCNOMb3yeT apXuB WUCMbITaTeNIbHOrO LeHTpa, paboTatLmii B COOTBET-
ctBumn ¢ MpuHuyunamn GLP. OHu BKAtoYaloT B cebs HasHauveHve KBannmumpoBaHHOrO apxvusapuyca, nuchb-
MeHHble 1 yTBepxeHHble COIll. onucbiBaolwme BUAbl AeATENbHOCTU, OTHOCALLMECA K apXUBUPOBAaHWUIO, U
npefocTasfieHe NoaxXoAAWMX 30H AN XPaHeHUs, YTOObl NpefoTBpallaTe yXyAWeHne WA NoTepro XpaHs-
LMXCA 3anncein u marepvasnos.

9.4 WHcnekuunn

KoHTpakTHas apxvBHas opraHusauus Nepuofuyecku Ao/HKHa NoABepraTbCs MHCNeKLMn cnyx6oi obe-
cneyeHus KayecTBa, feiiCcTByloLEel OT MMEHU MW NO MOPYHYEHWUIO WCNbITATENBLHOMO LEHTpa WaM CroHcopa
(COOTBETCTBEHHO), 4TOGLI 06eCcneunTb BbINOSIHEHNE YCI0BUA A0roBopa 06 ypoBHe 06CNyXMBaHNA 1 NOATBEP-
ANTb COOTBETCTBME CUCTEM U Npoueayp, COrnacHoO KOTopbiM paboTaeT KOHTPakTHas apxvBHas opraHusauus,
yctaHoBsieHHbIM COTI u MpuHuunam GLP.

10 3akpbiTue apxuBa

10.1 CooTBeTcTBMe MpuHuMnam Hagnexatieii na6opaTopHO NpaKkTUKm

Ecnun ncnbiTaTenbHblid LEHTP WK OpraHu3aums, B KOTOPbIX PacnosiokeH apxvB, NpekpaliatT CBOe Cy-
LLleCTBOBaHNe Un 06bABNAIT cebs1 6aHKPOTOM U He MMEIOT NPaBONPEeEMHUKOB, apX1BHbIE MaTepuasbl AOXK-
Hbl 6bITb NepefaHbl B apxme cnoHcopa(oB) uccnegosanna”) [1] (nyHkT 10.4).

10.2 MpuHMaemMble Mepbl

Ecnu ucnbiTaTenbHbIA LEHTP WA UCMbITaTelbHas naolaska 6onblle He HaMepeHbl NoAAepPXNBaTh pa-
60Ty apxvsa B COOTBETCTBMU C MpuHuunamu GLP, nnu npekpawaioT cBoe CyLecTBOBaHUe, Uin 06bABNAoT
ceba 6aHKPOTOM, [O/DKHBI ObITb MPUHATLI CReayoLne Mepsbl:

- MCMbITATENbHbIA LEHTP A0/HKEH CBOEBPEMEHHO MH(OPMMUPOBATL O 3aKPbITUN apXnBa HaLWOHaNbHbI
opraH MOHUTOpPUWHra cooTeeTcTBuA MNMpuHumnam GLP.

- agMMHUCTpaUMA UCMbITaTeNbHOro LieHTpa Ao/HKHa ob6ecneynTb ckopelillee MHOPMUPOBAHNE CMOH-
COPOB O NPUHSATOM PeLIeHNM 3aKpbiTb apXMB UK BbIATK N3 6U3Heca. CNoHCOpPbI A0/KHbI 06ecneynTb NepeHoc
BCEX OTHOCALLMXCA K UCCNefoBaHWI0 3anuceli 1 MaTepuanoB B aibTePHATUBHbIA apxvB, COOTBETCTBYIOLLUI
MpuHumnam GLP. n ux xpaHeHve B TeyeHne nepuoja BpPeMeHW, YCTaHOBMIEHHOTO COOTBETCTBYIOLWNMY Opra-
Hamu,

10
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- OS5 3anuceil, He OTHOCSLLMXCS K KOHKPETHOMY UCC/IeA0BaHU0 (06BEKTY), UM 3anuceil, OTHOCALLMXCS
K MCCnefoBaHusaM, NoALEPXNBAEMbIM HECKOMIbKMMU CMIOHCOPaMU 1 NOAMEXALLUX XPAHEHNIO B COOTBETCTBUN
¢ MpuHumnamn GLP. agMUHUCTPaLMSA UCMbITATeIbHOrO LieHTpa fO/KHA A0r0BOPUTLCSA CO CMOHCOPamMu O TOM.
Kak 06ecrneuntb, YTo6bl AaHHbIE 3aNNCK U MaTepUasibl XpaHUIUCH B TEYEHWE YKa3aHHOTo Neprosa BPeMeHW B
apxuBe, cooTBeTCTByOWEM MpuHumnam GLP. nocne 3akpbITUA UCNbITATENBHOIO LEHTPA MM apxuBa. JocTyn
CMOHCOPOB K 3anucsiM 1 MaTepranam, OTHOCALLMMCS K UCC/Ie0BaHNIO, AO/DKEH GbiTb COrNacoBaH v JOKYMeH-
TUPOBaH.

10.3 lpoBeaeHMe MHCNeKUuii opraHamm MOHUTOpPUHTa cooTBeTcTBuA MNpuHuynnam GLP

lMocne nepeHoca apxusa B HOBOE MOMeLLeHne opraH MOHUTOPUHra cooTeeTcTemA MpuHuyunam GLP. kak
npasu/o, OCyLlecTBASAET NHCNEKTMPOBaHNE HOBOrO apxuBa. B cnyyae nepeHoca 3anvceii uav matepvanos
B MOMELLEHUs, PaCnO/IOXEeHHbIe Ha TePPUTOPUMN APYroli CTpaHbl, HEO6X0AUMO NPOUHGOPMUPOBATL 06 3TOM
opraHbl MOHUTOpPUHra cooTBeTcTBUA MpuHumnam GLP gaHHOW cTpaHsbl.

1n
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