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Mpeaucnoswne

Llenu, oCHOBHEE NPWHLKNALL KW OCHOBHOA NOPAACK NpOREAeHHA paboT No MEMrocydapcTBEHHOR CTauH-
OapThaaumu yoTamoaneds: MOCT 1.0—92 sMewxrcocynapcTegsHan cucTeMa cTadjapTyaaumy. OcHOBHLIE
NanoweHda s 1 FOCT 1.2—2009 «MewrocynapoTagHHan CHCTEMA CTaAHOADTHIAUMK,. CTAHOADTE MERTooy-
OAQCTEEHHLIE, NRABWNE W PEKOMEHZALMK N0 MEXICCYIAPCTEEHHOR CTaHgapTHaauky. Npaeuna paspatoTes,
MOMHATAA, NPHUMEHEHKA, CBHOBNEHMA K OTMEHLI

CeeOoHHA O CTAHOapTE

1 NoOAroToOBNEH

Pagepankieiid rOCYJADCTEEHHBIM YHUTAPHEIM NPeINpHATHEM «BCepocCMACKWA HayYHO-HOoCNeaoBa-
TEMNLECHAA LUEHTP CTaHOapTHIAUMA, WHROPMAaUKK ¥ CepTUDWEAUWH CHpPRR, MATEQWMANCE W BRWECTER
(YT «BHWMLCMEx );

TEXHHNYSCENM HOMHTETOM Mo CTAMOAPTHAaUMK TK 339 «BeaonacHocTe CepEA, MATEDHManon ¥ BEWECTE
fenepansHoro areHTCTEA NO TEXHAYECKOMY DeryIIADORAHHID 1 METDROMNOT AN,

Mexrocy1apcTEEHHBIM TEXHMYECKHMM KOMMTETOM No cTasgapTraaumy TK 338 «belonacHoCTe ChIpsLA,
MATEDHANDE W BELWLECTED

2 BHECEH degepansHibibd argHTCTESM MO TEXHAYECEOMY PEMYTHPOBAHKKD 4 METPONOMK

3 MPHUHAT MesrocydapcTEEHHBIM COBETOM N0 CTAHOAPTHIALWK, METRONCTWA W CepTHUDHEALNMK
(npoTokon oT 9 Hoabps 2012 r. Ne 53-)

3a NpUHATHE CTAHOAPTA NPOroNoCOBani;

KDH TEDE HAMMEHOEAHHE CT DA Huq LTPEHE EGHI'.IHLI.IEHH\'.IE HAAMEHISAHNE HAUAOHEMNEEIID Oprasds
no MK {ACT 21486} 004 —147 no ME (ACS 3168 004—197 Mo CTARGRPTHIALAKA
ApMEHHR Al MuHakoHOMUEY FacnyBnngn ApMeHua
Eenapyce B MecocTangapT Pecny@nnen Banapyes
KeaaxeTaH Lo MecocTangapT Pecny@nnan KasasocTad
Kb praiscTaH HG K prescTangapt
Maongosa MO Mongoea-CrasaanT
FoccuAceas denspaLna R Poccrannapt
Tag=uKucTaH Td TagsHecTangapT

4 HacToAWWA cTAHOAPT MOSHTHYEH MEXOYHAPOOHOMY dokymedTy OECD series on Principles of Good
Laboratory Practice and Compliance Monitoring — Mo 15 — Advizory Document of the Working Group on
ood Laboratory Practice — Establishment and Contral of Archives that Operate in Compliance with the
Principles of GLP:2007 (PekomMeHgaTensHe A0KyMEHT paSosel rpynne No Hagnesaweld nagopaTopHon
NgaTrie. Opraddiayda 1 KOHTRONE ApXKBOE, JEACTEVIOWWE B COOTEETCTEMK C NpuHUKNEMI HaanEHaLL eI
nabopaTopHoi NpasTARK 2007, Ke 15 1wa Cepun 4okyMedToB Opraduaanidy 3KoHOMWYECKOrD CoOTPYOHMYECTEA M
paIenuTHA (O3CP) o MNpyHuknas Hagnesalield naGopaTopHoHE NPaETHEE W MOHKTODMHIE COOTRETCTEHS ).

MeaxgyHapogHei gokymedt paspaboras Faboved rpynnoi O3CP no GLP.

Mepepod C aHMARCKOND A3k (2n).

OhHUMANEHEIR JL3SMENAD MeXHOYHAROOHOTD DO MEHTA, HA OCHOBE KOTOROMS NOGroTOBNEH HACTORLLEA
MERTOCYAAPCTESHHLIA CTAHOAPT, UMeeTeA B PafepansHom areHTCTRE N0 TEXHUSECKDMY DEMYNHADOBAHMID 1
meTponorkn Poccrickoil Degepaumu.

CTeneHs COOTRETCTEMA — doedTHusan (IDT).

B HACTOAWMK CTaHOapT BHECEHD CNeOyIoWes PElakuMOHHOE MAMEHEHHE! HIMEHEHD HAWMEHOBAHNE
cTaHnapTa.

HanmeHosanuwe HAcTOAWErD CTAHOANTA MIMEHEHD OTHOCHUTENLHD HAMMEHOBAHKA MEMOYHAPOGHOMD
OCKYMEHTA B CBA3M C 0COGeHHOCTAMM NOCTPOBHAA MEXIOCY A3 PCTESHHON CHSTEMEl CTAHDAPTHMAA LKA

5 Mpykalonm PegepansHors aredToTEA Mo TEXHWYECKOMY PEMYIWDOBEHHI0 1 METRonordK o1 27 nexabpa
20121, Me 2151-CT Mewrocy0apcTEeHHER cTadgapT FOCT 318822012 pee0eH B 2 ACTEME B KAYECTES HALLH-
OHANBHOTD CTaHgapTa Poccunckon Seaepadiad ¢ 1 Akeapa 2013 .
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6 BEBEOEHEBMNEPELIE

Hudghopaayus of USMEWEHURX K HaCMORWeaMy cmardapmy nybnuxyemcs & exesodio bazdasasidon
UHODMAYLDHHOM Frazamene s Haluoranesee cmaddapmee, & MEKCT UIMeseMLD U ToNpagoy — & exena-
CAYMO U3FARa0MEY URDODMALUONNEY YRATAMENAX ¢ HayloHaneHwe cmandapme s B cnyuae nepecampa
(FAMEHED) LU OMMaHL HSCMOALWESD cmandapma coamaamomeyiiyes yaadomnemnus Bydem onyBaLuKoeaHo
8 @XSMECcAYHG Uadasaamom unghopMayuoNHomM yrazamens « Hayuoranenese cmasndapmeis. Coomesmomay-
WOLER UHGOPMAYUR, yasdoMIEHLE U IMEKCTE DAIMEIWanMcA makse 8 uiihapialuolinod cucmeame obweaan
NOLI0EIHUA — Ha OhuLLaAnEHOM cadme PedepansHoso a2eHMomas No MEXHUYECKOMY DeSyNUDOaaHUN U
MEMPAnoELY 8 Cemu MHmapHem

S CTannapTaHdopes, 2013

B PoccHickod DeaepauMid HAacTOALLMA CTAMOADT HE MOEET DT NONHOCTRI0 KK YacTUYHo BOCNDoKMaBe-
OEH, THDAMWPOBAH 1M DACNPOCTRAHEH B KAYeCTRe ODHUMANEHOMS KagaHuA Bel paipeweHdA DegepansHors
ArEHTCTES NO TEXHWHECKOMY PErYNHPOBAHKIO0 W METPONOAH
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BeepeHwne

Pabodan rpynna O3CP no sagnesxaled nabopaTtopHoi npaktyee (GLP) (ganee — PaBodaq rpynna) e
Aoge ceoers 17-ro coBewanna, nposeaeHHore 8 2009 1., opradvacBeana NpoekTHYK TRYNNY No04 PYEoBOACTROM
npeacTapdrens Hugepnakgoa r-ua Teo Xengepa (Mr. Theo Helder) ¢ yqacTHen NpegcTasuTenai Mepsiasun,
MTanun, Weeyns, Weeduapkn, BenrsoGpuTanky ¥ CoeguuenHsx WTatos. MNocne paccsoTDEHWA CYLWLECTRY-
HILLMX MaTEDHaNce No apEdBrpoBannig B pameax GLP rpynna pazpaotana nepeLi NPoeKT A0KYMEHTA, KOTO-
PLIA SR PRCCMOTREH Ha 20-M copeladdd Pabodel rpynnel g 2006,

Paboqan rpynna NpKHAna peweHde 0 TOM, YT0 CNegyeT pacnpocTRa | T NPOEKT COead 3 MHTE PECOBaH-
HER NPEOCTABMTENEN NPOMEBILLNEHHOCTA KW OPraqos PEMACTRALWH W NPHMaMa KHpoDMaUMK, W 4TO CTPaHE —
qneHsl O3CP aonsesl MOOroTOBNTE KOHCONAOWMPOBAHHSEIE HAUWOHANBHEE KOMMEHTADHW. BbiMK NonyYeHs
KOMMEHTAPKK OT ABCTRANKM, Beneran, Jadui, CuHnaasin, Mepmandd, Mpnadghd, Mapadng, Mrandas, Ano-
HHK, Koped, Higepnakgos, Cnopedad, Monaddd, Weedyy, Weehuapyid v Coaguueldsl Wraroa. 3atem
PaGouan ropynna paccMoTpena, BHecna Nonpaekd i 00o0puna NepecrMoTpeH BN BADHUAHT JOKYMEHTA Ha CBO-
em 21-m copwanun e 2007 1,

Ha copmecTHom 3acedadiuy KOMUTETA No XMMHYECHMM BelecTaam i Paboded rpynne No SMmMdHecsis
BEWECTEAM, NECTHLMIAM W BHOTEXHOMOMMK, COCTORBLIEMEA 25 Maa 2007 r., 0oKyMeHT SN ogobpeH, pero-
MEHA0BAH K CHATHIO CEKDETHOCTA M OoNySNMECEaHWES B capri gokymedTor O30 «Mpurumne GLP 1 modkTo-
PHHF COOTESTCTEMA® B KAYSCTES DEKOMEHIATENLMOrD JoKkyseHTa Padoden rpynne no GLP.

ADPXHBHDOBAHKE JANACEA M DaHHLIX, NPOHIBEASHHBIX B X008 HEKNAHWSECKHE MCCNeSoaaHKA MEaHUKH-
CROW M 3KONCMMYEcKoR DE30NacHOCTH, ABNASTCA BANHLM ACNekToM cooTeeTCTEMS MNprHukrnam GLP. Coxpane-
HKE NEPBUYHBIX 0aHHBEX ¥ NPOG, CEAIAHHBIX C KOHKDETHLIM MCCNE00BaHKEM W NONYYEHHbIX B X008 OaHHOM
HCCNEAOBARWA, ABNACSTCA EQUHCTREHHEIM COEQCTEOM, KOTODOE MOMET DalTh HCNONEIOBAHD ONA PEKOHCTRYE-
LKA HCCNEAOBAHMA, TEM CaMBIM NO3BONAS BEpHPHUAROBATE (NPOBEPWTE] WHBODMALMIO, BRIMCYSHHYIO B
IAKMIOUHTENEHEA OTYET, W NSOTREDAWTE COOTREETCTBME KOHKPETHOM Heocne oeaduA Npdryynan GLP.

Lene pyKoBOOCTEE, HANOMEHHOTO B HACTORWEM CTAHOAPTE, — COASMCTEME & YCTAHOBMEMHK COOT=
peTcTEMR Tpebosadkan Mpuugunoe GLP O3CF s obnacTw, Kacaoweica apxHBMpoaanina.

HacToAwees pYKOBOOACTED HE JAMEHAET KAKKE=-NHD0 TPeGORAHHA, HANMEEHHEE B HAUWOHANEHKEX NDaBKH-
Nax niunW 3aKoHoaaTenscTee, HaNPUMEep OTHOCALWECA K BREMEHHEIM PaMEaM apXHBMDOBAHKMA UMK Neprogam
HOAHEHHAA,
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M E X ' 0O C ¥ O APG CTIBTEMHH bl H C TAHOIAPT

NPUHLMMNEL! HAANEXALLER NTAEOPATOPHOM NMPAKTUKW (GLP)
OpraHMaIalKa M KOHTPONE APXMBOR

Frinciples of Good Laboratory Practce {GLF).
Establishment and Control of Archives

OatageegeHua — 2013—01—01

1 OBnacTe NPUMEHEHWA

HacToAWWA cTaHdapT YCTAHABNKBAET NOMOKEHMA, OTHOCALLMECA K SPraHdsa0 MK i KOHTROMN0 apLHBOB,
AKCNNYATHRYEMbIX B COOTEETCTEHM C MpHduynary GLP. HacToAW KA cTadgapT NpegHaisaqdeH 0nA Henonsao-
BAHKA MCNEITATENEHEMK LEHTDAMM, KEOTOPEM HeohxooMMe NDCEOAMTE paloTe B COOTRETCTEHK G [NpUHUMna-
M GLP, Gprasqiaul-ame, NpegocTagnaowHm- painveHLe BHasl NOASE0KKE, HANEHUMeD paboTaiwH M9 no
KOHTRAKTY, ApXME3RK, 0RT3HWIALWARMKA N0 00ECNEYaHMID KAYECTEa MNK NpeaccTaenAwrMe MT-yonym, a Tax-
HE COOHCOPAMM, OPTaHAMK MOHHTODHHME COOTEETCTEMA MpuHiurnam GLP W opradamu pervcTRauqy M npresma
HHDODMALHH.

Cpradraaumsi AoNKHE OCYLUECTEBMTE CUEHKY COOTRETCTEYVIOWME HOPMATHEHLIX TPeBoBaHMA C TOUKM 3pa-
HUA NoTpebHocTed croero Braveca. HeroTopeie ACNerTel YCTPORCTEA W 3KCNNYATAL MM ADXHMEa MOy T NoBNeYsE
obAIaTENLCTEA N0 COTMETEHKI0 CTPONTEMbHBIX HODM MK 3AK0H00ATENECTES, KRACAOWENOCA OGWECTBEHHOMD
INDABOOXPAHEHKA ¥ BE30NAcHOCTH. PYKOBOOCTES OTHOCHTENBHD JAHHLIX SCNEKTOR HAXOOWTCR 38 PabKasA
HACTOAWETD CTAHAapTA.

HoneTaTeneHee UEHTRE M ADYIHE OpTaHUIaUWY, BOBMEYEHHLIE B ADXHEMDORAHKE 3ANMCEA M DaHHLIX
[pE3VNETATOR) B COOTEETCTEBMM C TpeBoBaHHAMA [puHyunos GLP, MOnyT BuirpaTs OT WCNONEI0BAHHA NPA-
IHAMHBIX CTAHOADTOR YN PABNEHHA ADKKEMDOBAKMER, BRNIOYAA CTAHZADTE, NOCBRALLEHHBIE METALRHHLIM.

2 TepMHHE!I W oNpeaeneHdna

B HacToAwem cTaHdapTe NpMMEHEHE! CNEgYIOWME TEDMUHEl G COOTEETCTEYHILMMI ONpedeneHinamMiA:

2.1 apxws|archive): YoTasoene Han 3a0Ha WK NoMelwesH e [ Hanpumep, kabdueT, KoMHaTa, 30aHKE WNK
KOMNLHTEDAIMPOBAHHEAA CUCTEMA ) 4NA DEacNacHoro XpaHeHvA JanMcei W JaHHEIX.

2.2 nepcoMan apxuea {archive staffi: Nuuya, paboTamwwke Nog pyrKoBOACTECH ADXHBAPKYCA H HECYLLHE
OTEETCTBEHHOCTE 38 DY THHHEE ONepaury No apKHBKMDCRAHIED.

2.3 apxueapsye (archivist) MMuo, HazHaYeHHoe agMEHUCTDALWEA HCNLITATENBHOMD UEHTDE HWIMTH MCNki-
TaTenkHoN NNOWaGKEA 1 HECYLEE OTEETCTEEHHOCTE 33 YIPAENEHNE apXMBOM, T. 2. CNEPayLWMAMK M Npoueaypa-
W N0 SDNHBHPOBaH K.

24 INeKTPOHHBLIE APXABEI (electronic archives ) MoMewWeHHA W CHCTEME!, NPELHAIHAHEHMBLIE BNA NoO-
OEpMaAHMA W COXPaHSHAA ANSKTPOMMHE X AANWCENA B COOTREATCTEHK © TpuHuMnans GLP.

2.5 aneKTPpOoHHAA 3ANKCkL (electronicrecord): Boe voxodte NabopaTopHLIe 3andck ¥ AoKy MEHTAUWA, B
TOM YHCNE QaHHBIE, HANEAMYIO BEEOEHHEIE B KOMNEOTED Yepes NPpUSopHblR HHTepdrelic, KOTODLIE ABRNRKITCA
pEAYNETATAMK CDUMTAHANBHbIX HASMKOEHKA W JEATENLHOCTH, NEOBEAEHHLIX B X008 HCCNEeA0RAHKA, M KOTODBIS
HEOGXOOMME ONA PEKOHCTDYELMA W OUEHEN OTY2Ta O JaHHOM MCCNEL0BaHWH.

26 setaganHele (metadata): adHsie, onMceBa0WEE 3TRADY TR GOYTAX DaHHL X, YA BCEMD ONHCl=
BAIOLMXY CTRYKTYRY, INEMEHTEl JaHHBIX, BIEIMMOCEAZA W ADYVIME XADAKTEDHCTHEN JNEKTROHHBIX JANHCEH.

MagaHuwe ohuunansHoe
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2.7 murpauma (migration}: Mepegada (nepe«oc) aNekTROHHEE A0KYMEHTOE M3 0aHoro opMaTa, HoCH-
TEMA UMW KoMK TEPHAHPOBAHHON CHCTEME B QDY

2.8 mRageney cHcTembl (system owner): Moxagmep Mnd HaiHaYeHHos QoMTEHOCTHOR MU0 OTOena,
KOTODEE B HAWGONLWEA CTENSH BIANMOOSRCTEYIOT C CHCTEMOR MNW ABNRIOTCA BNA0EMBLEM CHOTEMi .

3 Ponu v 0BRAZAHHOCTH

3.1 CnoHcop

311 MpegnonaraeTcd, 4To CNoHcoR MIpaeT SKTUEHYIKD PONE B NOATESDHOEHWE TOTD, YTO BOE HEKMHHK-
HECKHE MCCNeqOBaHKMA MEOHLHHCKON 1 3KONOrM4eckol Gea0nNacHocTy NPOB0gATCS B COOTBETCTEMK C [pKHL M-
nami GLP. B ceAi C aTHM CNOoOKCop QOEeH 08eCneYkBaTs, YToD MaTEDHAaANE! W 3aMHCH, NOOTESOHOADLLME
NooBEE e HXE UCCNEeQOBAHWHA COrMACHD HODMATHEHEIM TREOOBAHWAM, COXDAMANKCE W NOO0EHWBANUCE B YENO-
BUAK, COBCNEYHMBAKLLLKY LENOCTHOCTE WX JaHHEIX 1 NOCTOAHHEIA QOCTYN K HAL.

3.1.2 Kpome TOro, 8cny 3anHdcH 14 MaTeprans: NepeaaloTcs Bo BNageHUe CROHCopa, TO UE CReqyaT Xpa-
HHUTE B apXHBax, oTeeYanwWx Tpeboaannan Mpyaygunon GLP. Cnodoop OonseH Takse obecnayYdeaTe, 4Tobsl
ATH MATEDAANK A JANKCH COXPAHANUCE HACTSNBLKO AN, HACKONEKD TOMS TR OYIOT COOTRETETEYIOWME SPraH bl
BNACTH. ADXMBHLIE M COXPAHAEMEIE MATEDWANE M IANKCH JONMHE BLITE GOCTYNHE 00A NPOREOEHHR HHCTIEK-
UMK B ofbidHsle paioyre Y4ack:. ECnY 3an|cK ¥padaTeA B anNesTOOHHOM BA0E, TO OHW A0NKHE E6lTe NPEICTAR-
nNeHe B yAoboddTaeMon 4nA NoNesIoeaTens Gope.

3.2 AOMHHACTPALMWA HCNBITATENLHOMD UEHTRA

3.2.1 AOMAHMCTPAUHA MCNETATENLHOTS WEHTPA HECET OTEETCTEEHHOCTE 38 NPeOoCTABNEHKE NOMELLE-
HWA ANA apXHEH DOBAHUA. ADMHHUCTDAUMA HCNLITATENLHOMD UWBHTRA TaKME HECET OTBETCTEEHHOC TR 33 HaaHa-
YEHHE ApXHUBARKYCA W NPH HE0SXOQHUMOCT — QONCNHATENEMOMD NeposHana ana paboTel B apiHeax. B ToM
CIYYaE, BENM SXHBADHYS NO KAKAM-TO MPAYHHEM HEJOCTYREH KNTH HE B COCTOAHKK BRINCNHATE CBOK oBA3aK-
HOCTH, CAE0YET HAIHAYKHT L PESEDBEHOM0 ARXHMBADHYCA. 3 TH HAIHAYEHWA OSMKHE BeITh BOKYMEHTUDORaH . TipK
HAZHAYEHW K APXHEADHYCE W DEISDBHOMD APKHEAPWYCE 30MAHKCTRAUMA WCNETATENLHOTD LeHTpa QonsHa
HabEraTe KOMENKWETA HHTEDECOE, YEIIAE DAINHYHA B BEMONHAEMBX KMH GYHELHAX.

3.2.2 AOMHHWUCTDAUMSE WCNETATENLHOMD USHTPA JoMmsHa 0GeCcneqdEaTe apXHadpoBaHie DopMUpye-
MbiE B ACNLITATENEHOM LUEHTPE 3andced i MaTeprancs, HeclXodrMblx GNa DEROHCTPYELMM MCCNedoRaH A, W
OCKYMEHTALHK, HEobX0OMMoE ONA QEMOHCTRPAUWA COOTRETCTEHS MCNBITATENLHOTO UenTpa MNpuHygunas GLP.

3.2.3 AOMHHUCTDAUKA HCNBITATENEHOMND WEHTEA DOMEHA TAKKE YCTAHABNKEATE COOTEETCTEYIOWKE Npo-
Ueaypl SpEHBRpOBAHKA.

AOMAHHCTRALMA MCNETATENEHOND LEHTRa A0nNKHa oDecneyYnBaTs GOCTYN K apsdBy{amM ) HCEMKDHMTenNsHD
Bl G paHHTMY YIONHOMOYSHHOMY (ABTODKHI0BAHHOMY ) Nepcoxany. JocTyn Qoresen KoHTDONHPoORaTLER, A Npo-
uedypa gocTyna QonsHa DolTe GoKyMeHTHRoEaHE. MNepooHany cnysbsl ofecnedenina SeaonacHOCT W TExXHK-
HECHOMY NEQCOHANY DOCTYN OOMIEH NPRLOCTABNATECA TOMNEKD B CNYy4ae HeolKodMMocTi (HanpuMep, B cny4as
YPEIALIYARHBIE CHTYALKMAY, | NDH 3TOM O0MHEEH TAEHE KOHTRONKPOBATLCA W 0Ky MEHTHROBATECSR.

3.2.4 AOMHHWUCTPAUMA HCMBITATENEROMND UEHTPA NPW HEOOXOOMMOCTH MOMET KHOODMADOBATE CNOHCD-
poB O TREBOBAHWAX # 0GRIAHHOCTAX, HAKNAOLIBAEMBIX B paskax GLP Ha cnoHCcopoB 8 OTHOWEHHA ApXHBADOS-
BaHHA.

33 ApXHAHOS NOMELEHWE, NPeAOCTARNASMOE NO HOHTRAKTY

Ecriv CroHcop WnK agMUHACTDALWA HCNEITATENBHOM LWEHTRE WCNONBIYIOT NPEAOCTARMNASKMbIE N0 Kok-
TRAKTY 2pXWMe ONS KPaHEHHA 2andcel WWNg Martepqancs WCCneldosaduA B COOTERTCTEMM C TPEGoRAHMAMM
MpuHyydnoe GLP, To AorosapdBakd L Mecs CTOPOHL OoM#HE oBecnedydiate cooTaaTeTEdE MNpriuWnan GLP.

3.4 AOMMHACTRALMA MCNLITATENLHOW NACWaaKK

AOMAHKUCTRAUWA HCNBITATENEHOR NNOWA0KA MMEET T e CDAIAHHOCTIA M HECET TY Me OTEETCTEBEHHOCTE,
YTO W AJMHHWCTPAUMA WCNETATENEHOMD WEHTPA B OTHOWE MWK APXHEHEX NOMEWEHHE M NpoUeayp.

3.5 PyroBOOMTENE HCCNEOAOBAHKA

PYHOROOMTEMNE HCCNEAOBAHWA HECET OTEETCTREHHOCTE 38 OReCNoYEHKE TOTO, YT BCE OTHOCALMECH K
WCCMEOoBaHKI0 ZAMACKH W MaTeprans BygyT NepeHecats B apxnolk) B X008 WCCNE4oBaMHR WK HeMegneHH
NOCNE 8r0 SA0SPIEHAA (3 TS NOCNE NPEKpALeHHA MCCNeN0EaHUA ). PyioBoguTens WCCNEd0RaHNA HECaT
OTBETCTEEHHOCTE 33 NONHOTY 3ANWceR ¥ MaTepHanoe UCCnNegooanua 1 oDacneEYeHHe TOMD, YTO BCE MATEDHAaN kI
ByayT apXHEMPORHE 00 WCCNEQ0BAHWA WK NDPY 33BEDWEHWA HCCNenanaHmna.

2

FOCT rocT31882-2012 CrpaHuua: 8/20

ERI[dd GostExpert.ru


http://GostExpert.ru/gost/gost-31882-2012
http://GostExpert.ru
http://GostExpert.ru

rocT 318822012

3.6 OTEeTCTEEHHEIA MCCNeQOBATENL

OTEETCTBEHHEIA MCCNEA0BATENE OOMHEH 0GECNEYNBaTE, YToDE 3aNKCH W MaTEpHank, 33 KOTORLIE OH
HECET OTEETCTREHHOCTE, BNk OTNRAENEHE PYROROOKTEN I MCCNEL0BIHWA KNM NEPe4aHs B A0HME C Cornaco-
BAHHEIM MECTONONMKEHWENM, CAMOE NOIAHEE — N0 IANEPLEHWK HCCNER0BAHIWA WNK ATana WoCNeanaaHKa.
COTRETCTEEHHEIR HOCNEZoBRATENE QOMEaH YyOeZOMWTE DYHOBOLUTENA WCCNeq0baHMA O 0aTe Nepedadi WK
APXMBMOOBEAHNA COOTARTCTRYIOLLAY SANWcai 1 MaTapKuano.

3.7 ApxMBapHyc

371 ApxMBapUyc HECET OTEETCTREHHOCTE 38 YNPABNEHWE, SNepaly W NPOUEAYDbLl ADXWBHDPOBAHKMA B
COOTEETCTEBMA C YCTAHOEMEHHEMHA CTAHJApTHEMK ONepauncHEeI npodeaypamd (COMN) 1 NprHusnania
GLP.

Ha CcCHOBAHMM 3TOM0 ARXHBARHMYE, B YACTHOCTH, Jorsed 00ecneqreate.

= KOHTROMNE OOCTYNA B apxde,

- OPraHUIaLMe CHCTEMEl MHOBKCHPOBAHKA ONA YyNOPAACHEHHOTO XPaHEHHA W NOWCKa O0KYMEHTOR W
MaTEQHUANGE,

= HAONewawHd KOHTRONL W ACKYMEHTHROBAHHE NEpedaqYs 3andced ¥ MaTepHancE B apxvdsl 4 Wa
APKHBOB.

3.7.2 B cnysanx, korga aosdnkaeT NoTpebHocTe B HECKONBEME COTPYOHMEDX ONA BulMONHEHMA 0 A3aH-
HOCTEA M0 ApXHBWDOBAHHED, OHH OOMHHE paboTaTe NO4 PYKOBOLCTECM M KOHTEONEM HAIHAYEHHOTD 3 pRHBADW-
yoa, CnegyeT NpUadHaTe, 49To NEd onpedengHHbx 0SGCTOATENEETEAX MOMET BOIHWKHYTE HEODKOOWMMOCTE
Nepelarte apXueaprycy KOHEDETHLIE 330341 N0 ApHBHPOBAHKKD, HANPUMED YNP3ENEHHE INeETROHHEIMK
IANWCAMK. COOTEETCTEYRLWE 330841, 0BAIAHHOCTH W OTBETCTREHHOCTE Q0MHHbl DbiTe ONDEOENaHsLl 4 Nog-
pobHo ondcans B COMM.

3.8 MepcoHan No HHOPMALWOHHLIM TeXHONorHamMm (MT-nepcoHan)

WT-nepcoHan, y$acTEYWHA B ONepaukax apxvEHd pOBaHKA (HANDHKMep, No 0DecneseHH 0 LenocTHOCTH
ANEKTROHKEX 32NWCEA ), Qomsed BelTe COOTRETCTEYVIOWKK oBnasom NogroToRNEH, 3 8ro JeATENLHOCTE O00-
HHA CODTRBETCTEOEATE TREDoBaHuAM Mpuuunnoe GLP. MNockoneky QeaTensH0CTE, KACcaMWancs apxdBipoBa-
HWA, ABNASTCA rNAgHol 0DA3IAHHOCTRIO ApXMBEaApUYCa, JanHell W T-nepcoxan B naeane gonxed paboTare nog
PYEOBOOCTEOM W KOHTPONEM apxuBapuyca. OOHako NOCKON LY NPAIHAHD, 4To TAKME CRPraHHIauMoHHbe CTRYH-
TYDbl HEGCYLLECTBMME B COBDEMEHHEIX KOMMAHKAR, COTPYIHAYECTEO MEROy apxuBaprycom M MT-nepcona-
nost gon#Ho Beite obecnedens gpyrHmy cnocobamM, HanpuMep ¢ nononeaosadwen SO0 MM NHCLMEHHLIX
porceopos of ypoade 0BCnyUBaHHS.

3.9 Nepcoxan cnyxbel obecnevyeHHA KavecTEa

MepcoMan cny#Ge obecnaYyeHin KIYecTia HECeT OTBETCTEEHHOCTE 38 MHCMNEETHPOBaHMWE BOEX ACNSKToR
APXMBMPOBAHWA B COOTBETCTEIK ¢ [MpuHLUMnamy GLP, 4To BEnioYaeT Nposepy oNepaudi ¥ npousayp no apxi-
BHPOBAHMIO, B TOM YHCIE NPOUESYD ONA HNEKTDOHHEX 3aMHCER, NOMELLEHWR, COXDAHASMBIX J3NKMCEA W MaTE-
pHAN0E.

4 ApXWBHbLIE NOMELWEeHWA

ADKABHOE NOMBLEHKME A0NKHO ObiTh CAPOEKTHPOBAHS W NOCTROEHO TAKKM obpazom, 4Tobsl Buina soa-
MOMHOCTE DAIMEBLATE TAM ADXHBHLIE JAMNWCH W MaTapuane:. OHo MOMET NpedcTARNATE COBOR OaHO UK
HECKONLKD 303 HWA, KOMHAT, CEAR0B MMM 3aNHPEEME X WEAQOR WNA OpYTHE MECT, 00eCneYHBan WKy QoCTaToH-
HEIA YROBEHE CRI0NACHOCTH. ADXMBHOE NOMELLEHKE OCNKHD Bl Te UanYeck Jalmweso, 4Tobe npeaoTepa-
THTE HECAMKUMCHADOBAMHLIA JOCTYN K XPAHAMBI JAMNWCAEM U MaTepuanam. O0fiaTensHsib ABMNASTCA
HCNCMNLA0BAHWE IAMECE MK ANEKTDOHHEE CHCTEM ONA BX003 B nosewe e, KoMNoHeHTs, 0Secned1eawme
HOAHEHHE YHURANEHEK 3NeTROKHEIX JANKMCERA, TAREe J0NHHE BRITE HIKYecki 33 WHWeH . KoMNe0Tapran-
POBAHHOE ADNABHOE NOMELWEMME DOTNHO MMETE 8 HANAYAH NPOLENY DRl GNA NPELOTEDAWEHAR HECAHKLKOMHA-
POBAHHOID DOCTYNA W 33Tl OT BURYCOE.

A0aHKE{A) HNA NoMEWeHE(A), B KOTOPOM{BIX] PACNONAragToA ApXHE, DOMEHE BbiTe NOCTRORHE! TAKMM
chpazomM, YTobE NPOTHEGCTOATE MECTHEM NOTSAHLIM YCNOBKAM W T. M. Ccoboe BHEMaHKe DOMEHO BeITE Y-
NEHo CReurfpruYeckitM MecTHEIM YCROBUAM, HANPHMED PHCKY HABSGHEHHA. CTRYETYDA apxMBa A0NHHE IaKn-
WATE CONEQHMMOE 0T HECEOEBOEMEHHOTD YEYILSHWA, HANDAMED NDH NEOTEYKE BOAANDOBO LK TPYD B a0Ke
pACHONOMEHKA ADNMBa. PACK BOIHKUKHOBEHIUA NOXMARA WM BADLIEA AOMKEH BulTe MAHUMWIMPpOoRaH. B BonsLwn-
HCTRE Cydace GygeT HE0DX0quMa YCTAHORKA CUCTEME! ABTOMATHYECKOMD NOMAPOTYIUSHAA UMK CUCTEMb
COHADYMEHWA OkiMa. AQMUHACTDALWA WCNETATENEHOMS UEHTPE MOMET TAKKE PACCMOTDETE BOIMOMHOCTE
YETAHOBEKH 3BTOMATHIMDORAMHOA CHCTEME NOMADOTYLIWEHMA, MUHHMMAIUDYIOWER pUcK nospexaerna. Ecnu
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CYWECTEYET PUCK 3JaTONNEHKA, Jor+Ha DTe NDeayCMoTReHa YCTaHoBKa QETEKToPa YOOBEHA BOgE WIMNK CHC-
Tea CNHea BOSkL.

APEHMBHOE NOMELWEHHE J0M#HD DblTh CHOHCTPYHPORAHD TaKMmM 0Gpaiom, HTolb NPegoTenaTT L NPOHKE-
HOBEHKE TPBIAYHOE W HACEKOMBIX-BRedMTENed. B cnyyae HeoBxodMMocTH CNeayeT BEeCTH NpoUeayped No
Gopele C BpeaHTENAMM.

Kpome Taro, B cny4as HeabXoaHMocTH TAKEE CNeayeT NpegyoMoTRe Te DEIE DEHOG ANEKTPONHTAHKWE 4nAa
BCEro OCORYOORAHKA, JABMCALLENS OT KPMTHYECKHX NEREnagos TeMNepaTyDsl (HANDHMED, XONOOHNEHAKOE W
MOPOIMNTEHKEDR).

4.1 Yocnopua apiHEHpOBEaAHKA

4.1.1 YonoawA padedd Jon#Hsl BeiTe paspatoTanks TakWa obpaaok, YToSe COXpaNaTe apXHBHbIE
MATEDHANE M HE OKa3bIBATE OTRHLATENBHOTS BOIASACTREMA Ha KEAYECTEO K UENOCTHOCTE XPaHHMbIX A2NHCEH W
mareprancos. Ang noagepHaqHda UenoCTHOCTIA HEKOTORRX 3aNKMCel 1M MaTepuancd B TEYEHHE KOHKDETHOMD
CPOEa{0B ) XpaHeHHA MoTYT NoTpeb0BaTeCs oCobRIE YONOBKA XpaHeHKA. Hanprsmen, LeNecooSpaius XpaHHTE
BNAMHLIE TRAHK, BNOKW W PEAEPERBE O0pasULl TECTHRYEMEX 00 BEKTOB OTOEMEHD OT BYMArd U TMCTONOMA4EC-
KKX cnangoa.

4.1.2 AnA oTOenEHEY Matepyianos MmoryT noTpeGoeaTecs ocobble YONOoBWA XpaHEHWA. K HHM MOryT
OTHOCKHTECA MATERHANl, TRPEGYICLLME APAHEHHA B 3AMOPOMEHHOM, CXNANLEHHOM UK BelCOXILIEM BIOE WM B
cpage, CeoBOOHOR OT NBTH W MardHMTHLIX MOMEX, K3K B CNyYase JNerTPoHHEE HOCHTENe . HeobxogrmocTe OCo-
Gklx YCNOBWA XPaHeHnA O0nmkHa Dbl T YEAI3HA B CTAHDADTHEX ONe paunoH e X NPoLeIypas CooTRETCTBYKIWE-
FO HCNBITATENEHOND LEHTRA.

4.1.3 Ecnd ocobeie YCNOBEMA XpaHeHins Ceind onpegencHsl, TO B 30HaX apXHBHOM0 XPAHEeHWA 00k b
BT BHEADE HIs! NPOLEDY DBl AKOMOMAHECKOrS MOHKTODUHIE, NOSTREDMOAIOWHE JOCTHREHWE YEAIAHHLIX YCNo-
BIA XDAHEHHA BpXHBOE.

4.1.4 Ecnd HCNoNsIYIOTCA CHCTEME! HEMPEDHBEHOND (ABTOMATHIMPOBAHHOMO] MOHWUTODKHHIA [KOTODRIE
MOMYT TAKHE ASACTEORATE B KAYECTRE CHIHANG TREROMH, AKTHEHDYICLLENoCA B CNYYAe, KOr4a 3a0aHHse yono-
BWA BEHXOOAT 38 VEAIAHHLIE NPEGENE], TO TAKHE CHCTEME Q0 HEl DErYNARHo 00 CNYXHBATECA, TECTUROBAT LA
W NPOBEDATECA, 8 TAKME G HHE J0NHHE CHAMATLCA W COXPaHATLCA 3aNKUCH B CooTREToTEMK G Mpruuxnammn GLP.

4.2 ABApHHHOR BOCCTAHOBNEHHE

MCNeITaTENLHEIE LEHTEE W pEB0TAI0WME N0 KOHTPAKTY APKHEHEIE ODTEHNIALNA Q0MHHE WMETE NPoLe-
Oypbl NG MUHAMAIALWA NOEPEMIEHHA SDXMBEHLIX 3aNMCER W MaTEDPHaNoE B peaynsTaTe HeGnaronpHATHEX
CoOBBITHA, K HAWGONEE YACTEIM W3 KOTOPEIX OTHOCATCA NOKAD, NOEPENOEHHE ANEXTRO0BODYQOBAHKA, INCTRE-
ManbHbLIE NOBPENAEHKA, SABMCALIME OT NOMOdL, AaToNNeHWe, Kpaxa ¥ caBoTaw. NMpoueaypsl MOMYT OXBATb-
BaTk NOANSKALME BHEADEHHI0 SALMTHEE MEpb, 8 TAKME GOCCTAHOBNOHME WANK  DeRoHCTRVELID
YTPAYEHHED WK NOBPEMIEHHER 3ANHCENR 1 MATEDHAMNDE, 3 TAKKE NOETORHOE BOCCTAHOENEHWE BeaonacHoc-
TH. Tnam QonMes BKNoYaTe B cefa MHQopManMio 0 NONe 3k KOHTAKTAX NPU BOIHHEHOBEHAW YPEIakMaR e
CUTYaLUME, MECTONONOMEHHH HEoBXoQUMOro oBopyYZ0BaHKHA, 8 TIKE OTHOCHUTENEHD BHECEHMBIX JANWCDN,
KOTOPEIE DOMHHE BKMOYATE B CaGA, HanpusMepn, OokyMEHTHROBaHHE COBLITIAN U MEpR, NPEONPUHATEE QN8 pas-
PELWEHUA CHTYAL MY ¥ BOCCTAHORNEHWA GEaonacHocTH.

5 BeaonacHocTb

51 ©ravyecHas v onepaunoHHan Be3loNacHOCTL

ADKMBHOE NOMEWEHWE JOMKHO MMETE KAK MINYSCHYRD, TAK ¥ ONEQRAUMOHHYI0 3EWMTY, YToGE npe-
AOTERATHTE HECAHKLWOHWPOBaHHER O0CTYN, 8 TADHE WIMEHEHWE KNW NOTERI0 COXPEHASMbIX JANKCEA 1 MaTe-
PHANCE. AOMHHWCTDAUKA MCNETATENEHOND LEHTRa ACMKHa oBecneyeaTs Be30NacHooTE NYTEM BHESDEHWA
COOTEETCTAYIWKS MED, onucaHHey B COMN wonuTaTensHors WeHTEa.

KouTpons BeIonacHocTia, HeoSxoawMeld ANA OrpaHWYEHMA JOCTYNE K ANSKTROHHEM SAMMCAR, KAK NpaBm-
no, oTNHYARTCA OT BWG0E KOHTDOMA, NEUMMEHAEMED K ZDYTAM THNEM 23anncei. MocKoneEy MHOTME 3NeEKTROHHLIE
HOCHUTENM MOMYT GhiTk MCNONEIOBaHS NOBTORED [HANPUMED, NEQEIENHCaHE], A0NHHE BT BHE e HE MAEDI
No oBECrEYaHHi0 AWK TE IANWCEH OT HIMEHEHWA UMK YOanaHua.

52 [JocTyn K apxuey

MeW HOPMANBHOW PAGOTE AEXHMBA OGCTY K HEMY DOMKHE KOHTRONKMPOBaTE ¥ OFPAHKYMBATE ADXHBAPKYC
W COTpYOHUEM apxHea. [nA apapyiiHorg AocTyna (ocobeHHs B Hepabodes BpEMA MNK B UENAX GeaonacHocTH)
ABAPKAHEIA NEPCOHAN MOMET BXOOHTE WKMNKM paboTaTe 8 apxMee Dea CONPOBOHAEHWA,. B NPOTHEHOM Chy4Yas
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NOCETUTENA O0MHHE CONDOROHAATLCR AQXMBAPMYCOM MITH COHMM M3 COTPYOHMEDE apxKBa. MNpoueny pe OCTY-
Na K 30HAM BDXKUBHOTS XDAHEHHA JOMEHE GbiTe QOKYMEHTHEOBEHE. 3aMHCE TAKUX NOCEWEHAA QonMHA BTk
coxpaneHa. A aNesTpoHHEX ApEHE0E YEIIAHHEE BbllUe OTPAHAYEHNA MOrYT HE NPAMEHATECA, OOHAKD Cha-
aveT naberaTe, Kak MUHWMYM, YOANEHWA WA HIMEHEHWA INEKTOOHHBIX 3aNdCed B INEKTROHHBIX apxHBax.
ANMAHWCTDALMA WCNBITATENBHOMD UEHTDA MOMET NPELOCTABNTE O0CTY « TONBKD ANA 9TEHWAR INEKTROHHBIX
aanuceld Dones WHpoKosy cooblecTay.

6 Mpoueaypbl NnpoBeAeHWA apXMBUPOBAHUA

6.1 CtaHpapTHbie onepaydoHHLIE NpoLeaypLI

B COM no apxHeH pOBIHHD A0NHHE DACCMATPHWBEATECA [FOE ATO NPMMEHKG) CNEeayiowHe BONpockl:
- OOCTYN EAQXMBAM,

= ONpeaeneHie W onMCaHue apxuea;

= NPoUeayDbl KHOSKCALMH, BKIOHAR 3NEKTROHHBIE 33MHCH,

= YCMOBWA XPAHEHKA 3anMcel i maTepranas,

= MPOUEOYDE NONYYEHRA NOONEHAWMY 3PXHBHPOBIHKIO IANWNCEA M MATEpHance,

= NPoLEeayDsl A0CTYNA, YOANEHKs 1 BOIBPATa 3anHcei W MaTepranos,

- 0GA3AHHOCTH ApXHBADMYCS M NEpCoMANa apXKea;

- BE30NACHOCTE SEXMBHOMD NOMELLEHHA 1 KPaEHHMBEIX B HEM 3ANKCENR 4 MaTEDHaNoR,
= pEMYNHMPOEaHKME MUKDCENHMaTA,

- CLOK KPaHEHIN,

= YOANSHHE apXUBHLIX 3aNHcel i MaTepranos,

- KOHTREKT NO NpeiocTARNEHMIO YENYT SPXHMBHPOBAHWA, BCIA 3T0 NDHMEHKMO!

= NEpeaada CNoHCopam WK TOETEMM NHUaM, @CNd 3TO NDHKEHAMO,

= ABADHAHOE BOCCTAHOBNEHWE,

= TpebosaHus K OSYHEHKIO ApXHEADHYCA W NePooHana apxMea,

= HACTOTA APKKBMPOEIHAA JANKMCEA, HE OTHOCALWMECA K HCCNe doRa Ak,

= MEQHOOWYHECKOe ODHORNEHWE ANEKTPOHRBLX JAMNWCEN,

6.2 JanWcH v MaTeprant, TpebyowWe XpaHeH A

K aanucam, TpebyiowMm XxpaHesina., OTHOCATCA 3anMcH Ha SyMamtbx HOCHTENAX, GoTorpadivy, MUKpo-
PUNbMel, MAKROMEMILK, KOMOBIOTERHEE HOCHTENH WHEODMALMK, SaNUCaHHBIE Ha OUKTOMOH HAGMOOeHKS,
IAMNACKA NOKAIAHWA ABTOMATHIWDOBAHHEIX NDHECDOE MK OPYIHME COEOCTEA XPaHEHWA, COOBDMALINE DaHHBIE,
MOMYYEHHBIE NP NPCBEASHNA HEETWHUYSCKWK MCCNegoaa A MegUUMHCKON M IK0N0rMYecki BesonacHocTH.

K statepuanam, TPeGyW MM COXDaHEHHA, OTHOCATCR BRAKHEE TEAHK, NapaduHoBbe SGnokH, Npobsl,
CRaALE, MasKH, TECTHUDYEMEE MATEDHANLIOODEIUE A T, 5. 3AMHCKH K MaTEDHANSE] MOMYT OTHOCWTECA K KOHKPET=
HEIM MCCITEA0BAHMAR, 3 MMEHHD DOHOMY AN HECKONEKAM MCCNES0BAHHAM,

6.2.1 3anMcH W MaTepHankl, OTHOCAWMECH K KOMKPETHEIM WCCNegoBaHnAM

CyLLBCTBYMT 3aNHCH M MaTepHank, CoadanHBe B X008 NPOBELEHAA OTAENLHOr0 MCCNeq0BaHMa B CooT-
BETCTEMMW C NMaHoM MCcnegoaasua. PyHoBoguTens KCCNe0BaHMA HECET OTEETCTEEHHOCTE 38 ohecnEHaHHe
NepeLaqn aHHeEX JanHced K MaTepruanos B apxXHe CaMoe No3JHes NOCNE 3a8epleHrA KCCNeLoBaHHA. [akH-
HEHE ZAMACKA MOMYT BbiTh NPOKHCNEKTMDOEAHE GNA NOCEEDEN DEIYNLTATOR KOHKDETHOM MCCNEL0BaHAA 1 ANA
COLER OUEHKK COOTEETCTEWA Mocnefosadus MNMpruyknam GLP. Hyxe npHeedeHs NPHMEDE OTHOCAWMECA K
KOHKDETHOMY HCCNEQOSAHMK JANKWCER 1 MATEDHANOE, KOTODLIE oMK Dbl TE COXDAHEHL] B ApXHBAX,

- MNaH MCCNE0oBaHHA, NEPEHYHEE JaHHEIE W AaKNKHHTENbHBIR OTYET KERO0MD HCCNEa0BaHKA;

= OpYrHEe OTHOCALHECA K MCONed0BaHHK M KOMMYHAKILAOH Hbl M CRA3RM JOKYMEHTE, HaNpUMED YESIOM-
NEHHa 0 QOCTABKE, 3anMcK TenedoHHBIX Neperosopos, axkck: WU T. 4.,

< 0GpadUH TeCTUpYEsMEX 1M cTaHgapTHe: obwerTor (cbpasuca);

= Npobes;

= CepTHgrEATE aHandaa.

6.2.2 3anNMcH W MaTepHanii HCNLITATENLHOTD UEHTPa

CYLECTEYHT JNWCKH W MaTEpHank, KOTOPLIE COIGaHEl B WCNHTATENLHOM UEHTPEMAE HCNLITATENLHOR
NACLWAAKE W MOMYT ST CNeUduMYHEIM M 4NA SAHOT0 HNA HECKONLEWK ACCNEZ0BaHKA, BLINCAHEHHDIX B HTkl-
TATENEHOM UEHTPE HA MCNBITATENLHGH NNoWANKE .

Takue 3anKcH 1 MaTeplans Moy T BbiTe NEOMHCNEKTHDOBAHSE! HA NDESMET BOIMOKHOCTI DEROHCTDYELIKK
HCCNEAOBAHWA W NPOBEASHNA 0GWER OUEHEM NOCTOAHHOND COOTRETETEMA MCNBTATENLHONS UeHTpa MpHHLM-
nad GLP. AOMUHHCTRAUMHE MCMBITATENEHOTD UBHTPA CNeayeT yEaaaTe B SO, Kak i ke GOMEHD Dbl Te BeINoM-
HEHC APXHEWDORAHKE ITHX ZANWCER M MATEDHANTE.
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Hicxe nprsegeHs NPHUMEDEl ZANMCEN ¥ MATEPHAN0E MCNETATENEHOMD WeHTPa, TRebyiowmns XxpaseH1a;

- ZAMWCH BCEX WHCNERLMA, BRINCMHASMBIX CMYyRE0R ofecneYeHds KasecTea;

-« QCHOBHEE NNaHel-rpagrin,

< DPradyIaUMoHHBIE CTRYRTYDER,

< NAAaMe ATAXANNOoWAOEM;

< IANWCH O KBANUGMKALWK, NOGrOTOBKE, ONslTE W QONMHOCTHEX WHCTRPYRLMAX NEpCoHana;

= ZANWCK WM oT4eTel ob obocnyruaankn m KankBpoeke annNapaTyped;

« DOEYMEHTALWA NO BANMAALNA KOMNE0TERUIMPOBAHHEL CHCTEM,

- MCToOpWMYEcKME raifnel BCex CTaHgapTHE X ONEDaLMOHHEBIK NPOULEayR;

< ZAMACH MOHWMTODHHME OEPYRAI0WER CPEOkI

- obpaauesl TECTUPYEMEIK M CTAHOAPTHLIX ODLEKTOR, KOTOPRIE MCNONEIYVIOTCA NpY NpceeaeH Boneea
YEM OOHOMD MCCNe 0BaHA

- CEpTHPHKATH aHANWAA, KOTOREE MCNONEIYIDT ONA Gonee Yem 0gHors HCCNeaoBaHKa.

6.3 MHgekcHpoBaHHie

Buenax ynopAanodeHHOMS XpaHe A M ELICTpOrS NOMCES 3anHoed i MaTeDHANCE, XPaHALLKMECA B apXHBax,
MpusyMnel GLP ToeByioT M MHOBKCHPOBAHHA. M CnoneayeMels CHCTEME WHOEKCHDOBAHWA JOMEHLI CNOCob-
CTEOBATE NOMAYHEHWD BoaR MHOPMaUMK 13 3aNMCEd HCCNeaTeanna  HCNBITATENEHOMD LeHTRa., Heobxoou-
MO GNA PEKOHCTRYELMK MCCNE Q0BaHWA

6.4 PaiMeleHHe 3aNACEl W MaTepyuanos B apxea

6.4.1 Mo 3aeepUeddd (B TOM 4HCNE NPekpaleH i) MCCNenoEA WA DYKOBOIWTENE MCCNEA0EARWA HECET
OTBETCTEEHHOCTE 3a obecnedeHne CRORBREMEHHOMND 3DKHBMDTEAHMA BOERA DOKYMEHTAUMK OO0 MCCNeaoBaHMH W
CRASAHHMBIX C HAM OaHHEX [DesyNeTaToR), 3anNHCcel 1 MaTepuanos, PykoBoguTene HCCNedoBa KA CoxpaHaeT
OTBETCTEEHHOCTE 338 UENOCTHOCTE SGORYMERTALKMA MCCNEL0BAHHA M CERSAHHLIX C HER JaHHLIX, JaNHCER 1 maTe-
pAance 0o Tex Nop, Noka ouk He SyOyT NPUHATE B APXHE. AOMUHHCTRAUMA WCNBITATENLHOro LEHTRa HeceT
OTBETCTEEHHOCTE 38 COXDAHEBHWE UENOCTHOOTH 3andoal ¥ MaTepHanos nNocne dx nepsiadd B apHde.
AOMHAHACTDEUAA HCTLITATENEHOMND UEHTRE QON#HHE obecnaqMEaTe, YTobk YCTAHOBNEHHBIA COOK NEpeaaqW
MaTEpHana oT DYKOBGGUTENR HECNEA0BAHWA K ApXHBARKMYEY CNPELENANCR 8 COOTESTETBMH C CYLLECTRY KL M-
A HALMOHAN BH LA DEMYNATHEHBIMK TOED0SaHMAMMK.

6.4.2 No nepeoayn aanvcel M MaTepyancs B apxXue DYKOBOOWTEMNs WCCMNEJoBaMHMA OOMMTHEeH HeCTH
OTBETCTEEHHOCTE 33 YCTAHOBMEHWE NEpE-HHA Noanesallny apxXHEMpOBaHKIO, NOOTEEKOAKWHY NTONHOTY
JANHCER M MATELHANCE K CDECNEYEHHE NONHOTO NEDEHOCA JANKCER M MATEDHAN0R B ADXHME. ADXUBADWUYC HITW
NEQCoHAn apXiBa QoNMeH NPOBE0HTE NONHOTY 3aNMCEA M MaTEPWanos No WX NPHEBTAA NYTEM CPABHEHKWA C
HHBEHTADHOMA ONHCEED W NOGTEEDOMTE KX NONYYeHHE,

6.4.3 AOMHHUCTPAULKA MCNEITATENEHOTO LEHTPA 0oMxHa 0SecnedynTe, YT0GkR HE OTHOCALMECH K WCCne-
OCBAHWI CNEUHdHYeCKRE JANMCH (HCNBITATENLHOM UEHTPA), TAKKE KaK 3aNHeH O TEXHKYECKOM obcnysBa-
Hil, zanuck ob oGydesdl NepocoHana, OpraHvlIauuoHHeX CTRYETYRAX W T. 4., XPaHdNUcE B apxdee Ha
perynapHoW ocHoee, onpegensemol COT HonuiTaTeneqorn wedTpa. Noouedype apxvBd pOBaHHA OaHHBIX
Jandced ¥ MaTepUManos A0MKHE BETe SHANOTHHHEl TEM, KOTODLIE NDHMEHAKTEA ANA 38NHEEHA 11 MATEpHANGE
HECMEqoBaHHEA.

6.4.4 Mpru MCCnedocBaHnAX, NPOBOOMMBEE HE HECKONbLEAX HCNBITATENEHEE MNOWAOKAX, NPoUedyDbl
ADXMBA POBAHKME IANWCEA W MATEDHANDE, COANANHEIE HA OTOENLHBIX HCNBTATENEHEE NNOWAGKaKX, JOMmEH
B TE COrMACOBANE 1 JOKYMEHTHDOBAHE OC AMA NDM MHALMHAPOBAHKM K MCCNeOsBaAHMA,

645 OTRETCTEEHHLIA HCCNEqOBATENL ACMHEH YEEAMMATE DYKOBCONTENA MCCNE0BAHKR O NEPEHoCE B
ANXME MATEPWanN0Ds HCCNeaoaaHna,

6.5 Nepegadya apXHBHBLIX MATEPHANOE

6.5.1 B HEKOTOPRIX CNYHARK MOKET BOIHKEHYTE HEODXOOMMOCTE NEPegaq apXMBHLIX JaNUCEr K MaTe-
DAANCGE M3 OQHONS ADXHEA B ADYTOR APXHE, MAEWIA MHOE PHIMHECKOE MECTONONOEEHKE . ADXHBADWYC, NEDe-
OAKWKHEA FANMCKH M MATERAANL, B TOM YHCNE INeETOOHHEIE AOKYMEHTEI, OoMes obecnedrBaTs Hanu4me
OOKYMEHTHPOBAHHONS COrNAWeHMa | NNada Nepedgady JadHsx Mesy aiMUHUCTRALMENR MCNEHTATENEHOMD
UEHTPA, AAMAHKCTRaUMEA WeHTDA, NONYHAIOWErs JaHHEE, W CNOHCOROM Neped HaYanom nobod nepegaqu.
DokymeHTayda QomsHa BENiYaTs & ceba nogpotH e CEe0eHMA O 3ANMCAX K MATEPWanNax. NogNexa s nepe-
Oade, KOHTAKTHEIE JaHHBIE/An0pec LeHTRa-NoNYYaTand, a TaHe CPeacTEa JOCTARKM MATEPHANGE W 3andcei
MEHKOY PACHONOMEHHBIMK B DA3NMYHEX MECTAX ORTaHHIALHAM,

6.5.2 Mognexalwe Nepsaadse 3anucy 1 MaTeprans AonHeE BuiTe 48 TES ONWCaHE B COOTRETCTRYIOLLEA
UENoYKE QOCTRBKA QOKYMEHTALKK, NOATCTOBNEHHOR SDXHBARMYCOM. TRAHCHODTH POBAHHE MATEDHMATIOE MEH-
Oy ABYMA DACNONOHEHH BIMH B DA3HLIX MECTAX OPFaHKIALMARMA M CEAIAHHYIO C 3THM NDOUECCOM KAHUENA DK

G
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paboTy cnegyeT NPoB0gMTE TaKMM 0DpasomM, YToOE MUHHMUIMDOBATE DUCK NOTERM WK NOBDEXIEHHA 3aNMCE R
H MaTEpHance.

6.5.3 Monyyatens Nepedapaemisy anMcel 1 MaTeprance QUILEeH yIoCTOBEPMTECA B MX COOTEETCTEHK
LENOHEEM ASCTARKN ACKYMEHTALWH, 8 NOCAE NOMHATHA NepelaBasiiby JANKCER W MaTEPHaN0E NoTYYaTens
DepeT Ha cebA OTRETCTEEHHOCTE 23 MX OO0 KA HME W XPAHEHWE DOMEHEM 00paa0M. Bog BOBNEYeHHEE B Npo-
LUECC NEpEefaqd CTORPOHEN J0NKHE COXPaHATE KONHH JOKYMEHTALWKM O LEN0YKE JOCTABEY COOTBETCTEY HILLMX
MaTepuancs. MNepeHos apXMBHBIX MATEPHANOE MEKTY KOMMOEOTEDWANDOBAHHEIMY APXMBHERMKA CUCTEMEANMNA
CRenyeT QOKYMEHTUDORATE M NPOBOONTE B COOTEETCTEMM C METDAUKOHHEM NIAGHOM.

6.6 MepHog XpaHeHHA

6.6.1 MNeprolk XpaHEHAA QOMTEHL CNPELENATE (K YHE ONDEOENAKT B HEKOTODLIX CTRAHAX | Derynupyi-
WKE OPrak: (ODTaHs PEMMCTRALWK W NpHema iidgopsagsi). NMepuog XpadeHH A oNDeaenaknT KAk MAHWMaNb-
HE NepHon BpeMerd, B TEYEHWE KOTODOTD DaHHEIE O0MKHE COXDEHATECA H OOMEHb DBTe QOCTYMHE ANA
NEOCKMOTRS, SCNK HCCNeQoBaAHKA GRI0NACHOCTH, KOTODRIE NOOOERHHBAKT DEMMCTRALMK HOBBIX KNH BbiNyCKS-
EMbiX Ha PRHOK NPoQyETeR, TReEYIOT BepudirkaurK. HACTORTENEHO PEKOMEHOYETER, 4TGB! JANKMCH | OpYyTHE
MATEPHANE, CEAZAHHLIE CNOLOEPHAHHEM TAKHX HCCNEZ0BaHKA DEICNACHOCTH, COXaHRANKCE 0 TEX NoOP, NoKa
CYLWECTEYET BEROATHOCTR SANDOCA OT PETYNHPYIOWME OBTAHOE Ha NposedeHHe ay 0 uTos cobmogeHnAa MpaHumn-
noe GLP cooTEeTCTEYRILWX HCCME D0BaAHWE.

6.6.2 NMpu BRINONHEHHWA PYTHHHLIX WHCIEKUAR HCNLTATENEHEE UWEHTDOSE, BENIOYaKWHE NpoaSaeHre
AYOWTOR MCCNE0BAHKA, OPraHbl MOHATODHHTA KA WX AHCNEKTORL, KaK NPABKMN0, Bei G pakT HCcneJoBa s,
IABEOUIEH HEIE MW HAXOQRWWECA B CTAOMM BEMONHEHAA C MOMERTS GROHYAHWA NDEQLIOYWER MHCMERLHEF KK,
KK @ HEKOTODEE CTRaMax, 48y Npede0y WwHs MHCNeKUW A Npobepos. Ecnd Cpokn XpaHeHua He Dund onpedensa-
HEd COOTEBETCTEY LM DEryMADYWIMM ORIaHOM, TO HACTOATENLHO DEKOMEHOYETCA XPAHKWTE 3EMUCK W MaTEpH-
ANsl B TEYEHWE HE MEHEE TREX LUHKNGE MHCNEKUKK, 4To0B NC3BONATE HHCNEKTOPAaM OUEHHBEATE COOTEETCTEKE
HCMBITATENEHOMS UeHTpa MNMpudddnas GLP. 0nA Tex MecnedosaqHii, KoTOpRIE HE oA NeMaT NoJade B peryrd-
PYIOLLKME GRTraHel, JOMYCKAETER, BCNM 3TO ONDABAAHS, YHRYTOREHWE {YAANSHHE) JAMMCER | MATERHANOB O KO-
EPETHOM HCCNEQOBAHKMK MO NPOWECTEH M JAHHOND MEpHoaa.

6.6.3 Cormacuo Npeuudnan GLP [1] «obpasey, RIATEIA ANA UENEA SHanA3a M3 ka0 NnapTiEd TeECTHpY-
emoro 0GEerTa, QoseH BelTe COXpaHaH QN8 Boax HCCNegoBaHMiA, 33 HCKNIKHEHHEM KpaTROCpoHH sx », OSpaa-
Lkl TECTHRYEMER M CTAHIADTHE X 00 bEKTOR MOMYT BulG PaKOBLIBATECA B TOM CNYYAE, 8CNK KAYSCTRO MaTEpKana
DOnNEWe HE NO3BONAET NROBECTH OUEHKY, DYEBROHG, YTO YCNOBHA XDAHEHHA JaHHepx 00pasuos gorsH bl DTy
ONTUMANEHE. ECNM 0Spasubl TECTHRYEMbIX K CTAHZADTHER 08 LEKT OB MNK oD yoaneHs 00 OROHYaHMA TpeGy-
EMOrD CPOKA XpaHeHdA, TO APHYMHE 3TOr JoNkHa DeMe 0G0CHOBAHA M QOKY MEHTMPORAHA.

6.6.4 CroponopTAWMECA NPoDEl. TAKME Kak MazkK KPOBK, MAOEHUNMIHDOBRHHbIE NPENARaTel W BRaMHBE
THAHM, TAKKE MOrYT BeBgakoBRBATLCR B TEX CNYHSAX, KOT0a K DONes HEBOAMONHKO BACCMATRHEATL N GLE-
HKBaT. [NA Npod, KOTOPEE HE NOPTATCA, NpUMERAETCA obles pYEoBOACTES NO OSPaLEHMID C NEobamd.

6.6.5 JNeKTpoHHEIR HOCHTENW MOTYT BulBpakoBHBaATECA, KOPQA HOCKHTENE caMm No cebe e noseonseT
NPOBECTH OWEHEY [M3-33 ANNEPATHEX WA NPOTRAMMHER NDOENER | NEH YCROBMK, 4TO YAANEHWE JanHMced agTo-
PHACBAHD, GOKYMEHTANERD OOODMNER0, ANEETROHHLIE 3AMNKCH NEDEHECEHL, & MOSLIE NOTEpKW 3andced Joky-
MEHTHROBAREI.

6.7 MNoWCcK apXHBEHLIX MaTEPHANOR

6.7.1 HeochxoauMo YCTAHOBHTE COOTRETCTRYIOWHE NPOUSAYDE NOWCKS ApXHEHEIX JANHCEHE 4 MaTepua-
noa. Jaduse NpoLedypel ACMHE: ONpedenaTs GDCTORTENECTREA, NPK KOTODLIX OHW MOMYT DbiTy YAANEHL M3
apxuea (HanpumMep, ONA MHCNEKUMOHHLDUDErYNTMPYIoWMX LEnel, No 3anpocy cnodcopa v 1. 4.). Mpousgype
SOMMHE TAKKE NOAPOBHD CNHUCEHEBATE, KOMY PRIDELLSHD MILIMATE JANUCH M MATEPUAT S, KTO MOMET C3HKLIMOMIA-
LOBATE YOANSHWE SAMNUCEA U MATEDUANOE W BDEMEHHON COOK, B TEYEHWE KOTOROMD JAMACK 4 MATEDUANR N0M-
HHbl ObiTh BOARDALLEHL] B ARXABE .

6.7.2 NMpocsoTp INEKTROMHEX 3aNUoei el BOAMOKHOCTIA HE MAMEHEHWA HMH YOANSHHWA aDXHEH pOBaH-
HOW 2ANEKTRPOMHEOR JANWUCH, MK BOCNDOGHIEEOEHWA C UCRONLIOBAHKEM GRYIOH KOMMNERTEDHIMPOBAHHON CHCTE-
Ml HE MOMET PACLEHUBATLCA KAK £ MIBNSYCHE S JANHCH.

G6.7.3 Mpuuusne GLP TpedyweT, 4Tobk NEQeMEelleHHe 3an4dceld i MAaTepHanoss BWa apKHBRIoe) Beino
H2ONEHALWM GDPaIoM 3aPErMCToHPoBEaKD. Heob oM Mo COI0A8ATE MEXAHHIME, NOIBONAIOWHE ADXUBADKY-
C¥ OTCNEMWEATE NELEMELLEHAE JaNKCEN 1 MATEDHANCE M3 ADXMBA U WX BOIBPAT X ONPegenaTe, KAKWe JanMcH
HE BLINA BOIBPALLEHE B APXKHE B YKAIAHHEH BpEMEHHOA oK. M0 B03EPAWEHMA B APXKE NONHOTA W HEMIMEH-
HOCTE 3AMMCER M MATEPUANOER NONEHS DbiTh NPCBENEHE ADXWBADNYCOM MW HAAHAYEHHEIM NDEOCTABMTENEM

MepcoHana apLMea. AGMUHWCTDALNA WCTILITATENEHOMD LEHTRA J0NAHE G TE NPOHHDOPMUPOBaHE O NoBLIX
HECOOTEETCTEMAX.
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6.8 Yoanewwe aannce M maTepManos

MNepagyoaneduest Ok AREMBHEE 3ANHCER 4 MaT2PUAN0s HeoDKOOMMO NONYHHTE CAHKL KD A0MAHAC-
TRALMA HCTLI TATENEHOM UEHTPA M, ecnik Heabxogume, cnoscopa. MNpuYrHBLl yianeHva gonsHs GeTs sagenac-
ToMpoEake. BoamowHo, ByaeT yenecoobpasHo cooblyvTe ob yaanaHdW ciyxbe obecnedeHya Kadaecrea.
¥ O0ANeHUe AaPKHBHED JAMNHCEA M MATEPUANCE D0NHHO BbiTE AOKYMEHTHROBIAHD.

7 ApxXvBEMpPOBaHMWE 3INEKTPOHHLIX 3anKcen

TpeboaaHKA K apXHBUPOBAHKGD ANEKTPOHHBX 3anUcel coBnaganT ¢ Tpefosadramt Angs pyrux TUNoa
IANHCER, OOHAKS CYLECTEYHT PACCHMATPHEARMEIE HUKE JONONMHHMTENBHEE OCoBeHHOCTH. TTO3TOMY BAMH,
YTOGE a0MHHACTDALMA KCNBITATENEHOND WeHTpa obecneqYnna Handyue cooTeeTcTayowrx: COMN ana apsdem-
pOBAHKMA ANEKTROHHEY HOCHTERSH B Beacnackol cpege GLP.

T4 MNpuHATHE pRLEHHA O XPAHEHWHA 3ANWCEA B INEETRPOHHOM BHOS

MPUHATHE PELEHWA O XPAHSHWK 3JANHCEA B INEETPOMHOM BUOE WMEET BaMHEIE NocneacTarA. Jonrog-
POYHDE XpaHMEHEE JNEETROHHEX ZANWCEN MOMET NOBNWATE Ha BeGOp HOCHTENA AAHHBIX, NOCKONBEKY Yy OWe-
HHE COCTOAHKA HOCHTENA JaHHBIX MONMET NPUOecTH ¥ G2I003BpATHOW NoTepe Janvcei. KowMnwoTepHan
TEXHOMNOMHA CTREMHTENEHD PAIBWBACTCH, W YCTRONCTEA YTEHWA GaHHE CHOCHTENEH, WHPOKD MCNONEIYE MBI
CEroqHA. MOryT BelTe HEQOCTYNHE B Gyaywen. INeKTpOoHHEES 3anUck CNeayeT XpaHuTe 8 fopMaTe, KoTop.IA
MOMHO MPOYHTATE B TEYSHUE COOTEETCTEYIOLLEND NEQMONE XDAHBHUA SANMCEN.

7.2 Hocutens ganHmx

Zanueu MoryT BelTe NePEHSCEHDb K3 KOMNEOTEDHIMDOBARHOHE CHETEME! HA HOCHTENL, HAMPMAMED MarHKT-
HYIO NEHTY, OWCKETY, KOMNEKT -0WCK MNW ONTHYECKKA QWUCK, KOTOPBIE 3ATEM NOMELRT B MaTEDHansHEIR apxye.
Mpouedypbl ApXHERPOBAMKE QOMEHLl BRNOYATE B CeBA paccCMoTPeHHE QONONHUTENEHLIX MED KOHTRONA 33
MEpEHOCOM JNEKTROHHEX JANMCEA OT CTADLIX HOCKTENER K HOBLIM. CNEgYET NPMHATE B0 BHHMAHWME BOIMOM-
HOCTE JOCTYNE 8 Gy OyLen K 0aHHB WM 2aNHCAM, XDaHALLMMCR Ha 3THX HOCHTaNAx. Boamommo, Heobxogymo
COAOARATE CNeUUansHble YeNoRHA XPaHEHHA, NESOYCMATPHBAIOWIWE, HANDAMED, J8WWTY 0T MarHHTHbIX
MCNEA.

7.3 JoHa apXHBHPOBRAHHMA B KOMNLIOTEPHIMPOBAHHOW CHETEME

INEKTOOHHEIE 3AMNWCA MOTYT ObiTe NEPEMELLIEHE M3 NPOWIBOICTBEHHON YACTI KOMNEOTERHIMpOEaHHOH
CHMCTEMEl B OTOENEHYI0 BE30NacHyI0 A0HY ARXHBHPOBAHKA TOW e KOMMNEOTEDHIMDOBAHHON CHCTEME {duan-
LECHKH PAaTENSHHYI0, HANPWMED DaAN0BkIE CACTEME 3AMNWCEA) NHE0 B DhiGENEHHYI0 SDXHBHYD A0HY {NOrISa-
KW PAILENSHHYIO, HANDWMED CHCTEMBl 3anHcH Gaisel DanHsx). 3andcK GONMHE BbiTe «33KDLITED TAKMM
OBpAI0K, HTOkE W HEBOIMOMHT BRN0 HEAAMETHO HAMEHWTE UMK YOANATE. APXMEWDOBaHHER TAaKMM oBpazom
IANUCH NOANEKAT KOHTPOMO HATHAYSHHEIM SPKHBEANMYCOM W O0NHHE GbiTe 0FLaTOM CPEACTE KOHTROMA,
IHEMBANESHTHRIX TEM, KOTOPEIE TPUMEHAT K JPYTHM THNEM 3anHce.

7.4 CucTema, NpegHaIHavueHHanA OnA aNeTPoOHHOTO ApKMEMPOBAHWA

JanKcH, KoTOPBIE JAXBATHEAKTCA W yNPAENANTCA KOMNLHTEDHOR CHCTEMORA, MOTYT BblTe NepeEHEcEHk
W1 HEE B OTOEMNBHYKD CUCTEMY, NPEAHAIHA%EHHYID ONA INEKTPOHHOMD apXUBHPOBEaHMA. TpM ATOM OOkl
MEPEHOCH TRCR BCE QAHHEE, TAK HWNH HWHEYE CEAIAHHEIE C DEROHCTRYRUMER MCCNE AOBaHUA: NEPRMYHEIE OaHHES,
META0AHHLIE, 3YOHTOPCKKE CNedel, SNEETHOHHRIS NOONACH, aNAapaTHOS W NDorpaMmMHoe ochecnaveHie, KOTo-
Piel@ MOIBONAKDT NONYYATE QOCTY KO BOEM JANUCEM B By0YLIWE.

B Tex cnydanx, Karaa apxvBapkyc ARNACTCA BafensUen CHCTEMEl INEKTPOHHOND apXHERPOBAKKA, 3T
chcTEMa Gy0eT HAaXoQWTECA Nog ynpaenakkden WT-nepcodana. ApKHBEApUYC, KOTOPLIA B KOHBYHOM CYETE
HECET OTBETCTEEHHOCTE 38 YNPAENEHHE SRNAB0M, MTPAET BANHYI0 DOMNE B OKSIAHKNA NOMOLK N0 0fecneq el
COOTEETCTOMA HODMATHBHEM Tpebopauuam. ASMUHWCTRAUMA MCNETATENEHOND LUEHTRAa JOMMHE, CregoBa-
TENBHO, NOIaG0TUTECA 0 TOM, 4Tofk 00ECNEYHTE COTPYOMHYECTED M BIAHMOGEACTEME MENOY APXHEANHYCOM 1
NEDCOHANGM NG WHDOPMALMOHHEIM TEXHONOMMAR.

Darveie WT-coTpyaHKen OoMEHE CNENoBaTe NPOUSOYDaM, COrMAcoBaHHEM © APEMBAPHYCOM WK
SOMHHACTRALMEA MCNEHTATENEHOTS UBHTPA.

7.5 OGcnysMBaHHME U COXPAHEHWE ANEKTPOHH LIX Zanucaid

ANEXTROHHELIE 33MMCH HAXOOATCA B ONACHOCTH BE3 MCNONEIOBAHWA NPOUECCS WX COXDAHEHKE, TApaHTH-
OYIKHLEro AOCTYN K aHHbIM B Syayien. JonsHe: DelTe YCTaHOBMEHEl NPOUeTY D ANA CDeCieYeHHA TOM, 4To-
Bkl HEODXCAWMAR KHDOPMALWA GENa NOMNHOA KW CNOCOBHOE ¥ BOCCTAHORMNEHKIO HA NPOTREEHA YRAIAHHOMD
Cpoka xpaseHian. Ecnd cpena zannck Tpebyet abpaboTed C Wenws Nepegaqdd CoXpaHeHHbIX 3Iandced B yaoso-
YrTaeMon dopMate, To HeohXoaMMo 0GECTEYHTE NOCTOAHHOE HANKYHE COOTRETCTEYIOWED oB0pyO0BEaHHA.

g
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Ecnu vanwyme takoro ofopyA0BaHHA HE MOKET DETE rapaHdTHROEaHD, CNeqyeT paccMoTPeTE BOIMOMHOCTE
NepeHoca AaHKEY C OOHOT0 HOCWTENA HE OpYTOA.

Ecnu BoaHuEaeT HEohXOOMMOCTe NEREHOCE INSKTPOHHCH JaNHMCH, TO JaHHEBIN NDOUECE MATPaLKMK 000-
HEH GbITE NOMHOCTEKD JOKYMEHTHDOBAH M BANWIKPGRAH, YTODS 0GECNEYMTE NONHEEA X TOYHEA TEPEHOC SRMIA-
HANbHBIX IAMAGCEA, NPEMAE YeM Te GyoyT NOTERAHEl KM YHUUTOMEHE. ECOW NEpeHoc 3aniceil Ha HOBRE
ANEKTPOHHEIR HOCUTEMA HEBSIMOMEH, TO HECDXCOMMO NEREHECTH MX Ha ByMaNHEe HoCUTann. OySnuposaHue
ANEKTROHHBIK ApXWBOD CNEOYaT PACCMATDMBATE KAK YACTE NNAHA COXPaHEHWA ApXHBa.

B OBecnedveHue KavYecTea

ADNABHEIE NOMELLERMA K NPOLECCEl ADXMEMPOBAH KA ABMAKTCA BAMHEIM KOMNOHEHTOM HCNBITATENLHOTD
uenTpa, cobmogawero Mpuuunne GLP. CnegosatensHo, GasHee acmerTs NoOQNexaT Py THHHEM MHCIEKLn-
A W ayauTam 8 OTHOLWEHWA KOHTRONA KadecTea. Mpogece Nepesoca apXuBHBX JANWCEA 1 MaTepManos Oon-
HEH HAXOOWTECA NoQ KOHTPOMEM C MOMOWEK NPOBEISHWA LENEBRX MHCN2KUMA ofecneye A KAYecTea.

9 ¥Ycnyrv apXxMBUpOBAHWA, NPeNoCTABNAEMbIE N0 KOHTPAKTY

MpaHuns GLP TpebyioT HanvY4s B MCbITATENLEHOM LeHTRe apxuea, obecnedraamwens DeaonacHoe
HOAHEHAE JANKCEH U MATEDUANCE. ADXKB, KAK NPABKN0, NpeaCcTABNAST CoD0N ADAMBHLIE NOMELLEHWA B NPege-
Nax caMorg WCNBITATENsHOrD UeHTPa, COHAKD HE WCKMMMASTCA HCNONLI0RARME ADXUBHEY ORraHAIaLKA,
NPeAoCTaRNAK AN YCNYTA N0 KOHTOAKTY (KOHTDAKTHEE 3RXHBHLIE ORIEHA3AUMK). B TaKol CHTYaUMK yE3IaHKE,
COOB0HALMEcH B HACTOAWEM AO0KYMEHTE, ACMHHE B PABHOA MEQEe PACNDOCTPAEHATECA HA KOMTPAKTHEE
APKMBHEIE ORTAHA3AUM K. KOUTPAKTHENE ApXHBHLIE OPradkad Wy BoRNEYEHE B NPOUSCCE, CERIAHHEE C NPoBeE-
OEHWEM MCCNaqosaHkiA B COOTRETCTEMI C TpEGoRaHMAMK Mpuuudnoe GLP 1, cnegosaTens o, Aon#Hs DeiTs
NPeiMeToM HHCNEKLWA B PAMKAX NDorpamMu oDecnedYaHKa KaYecTad, OoyWECTENARMLIX ODIAHAME MOHHTO-
pHHra, 4Tobbl OUEHWBaTE COOTEETCTEME MNpuHuMnan GLP.

Mp HCNONEI0BAHWA KOHTDAKTHE APKHEHEX OPraHMAaUMA HE0BX0OKMO YYUTRBATE CNedyiow«e dax-
TOPBI

9.1 KoHTpakTkl WHNKH QOroBopkl 06 YPOBHE CEPEUCHOMD OBCNYHHBAHWAA

HeobxodMmo Hanusue chruBaneEHoro GorcBopa, QeTanksupywero YpoReHe M yeNoRdA oScnykuea-
HKA, KOTOPERIE NPELOCTABRNAINTCR KOHTRAKTHOR ApXHaHod opradkaagred. DanHs i Jorosop JONHeH OXeaTel-
BATE OMNWCAHWE JANACEA B MATEQWMANOE, NOONEMILWMY ADNWEMPOBAHKIO, TRAHCIOPTUROBAHKIO 3anUced 1
MATEQWANGE B APXKHE, UENOYKY JOCTAREA, OCTYN K 38NHCAM M MATEDHANARM, XPAHHMbIE B KOHTPAKTHOW apXUe-
HOW OpradusauMn, NpeaocTaENASMBIE YCNYIA (HaNDUMED, DEMYNADH LIS NPOBEPKK KOHTEMHEPOE ONA BNaKHLIX
TEAHEA), FEa0NACHOCTL, YCNOBWA 1 COOK XDaHEHHA, METOALI HABNEYaHUA/ QOCTyNE ¥ ROIBPATA YOANSHAA, GeA-
TENLHOCTE ¥ OTEETCTEEHHOCTE CNYHER 0DECNEYEHNA KAYSCTES M ADYTHE NONOKEHHA, MAN0KEHHEIE B HACTOA-
wen cTaHgapTe. KoHTpakTHaA apxyMBHas OpraHydiauya JoMmeHa cnedoBaTe CooTEeTCTay oW COMN nMbo
cobeTREHHOW paapaboTee, NKMAD B chy4ae Wy oToyTeTEWA — COMN, npenocTaenAe M ki AOMAHKCTRaUMER
HCNBITATENERONS LeHTRa. JanHoE NOMOREHKWE O0MKHD BblTe OTRAMEHD B AOTOBODE,

8.2 Mept! gna obecneyeHWa QOCTyNa

NpoueaypaMi GOm0 BelTe ONpeaene o, Kakkm 0B0asos W Kor0a KpaHALKECA JaMUCH WHIK MaTepla-
Nt MOTYT BbiTh JOCTYNHE X enoavTopy. Toboe nonyYeHMe QoCTyNa K apXUBHEIM MaTEDHanam JomsHo BeiTe
0a06pEHo W AaA0KYMEHTHPOBEHD.

9.3 ¥YcnoeuAa XxpaHeHWs

YCONoBH A XDAHEHHR W NDoUedY Dk, NPAMEHREMES KOHTRAKTHOR ApXWEHCE 0DTaHWIALKER, O0NKHE CO0T=
BETCTECRATE CTAHOAPNTAM, KOTOPEE WCNONBEIYET APXWE WCNBITATENLHOrD UeHTpa, paboTamwKi B cOOTBaT-
ctedr ¢ MpuHupnamiy GLP. Oue BkniovanT B cefa Hazdadedde EBanvpuuMpoBaHHoro apxdeapuyca,
MACLAMEHHENR 1 YTEEPHAEHHEE SO, ONMCHBAKLLWE B R J8ATENEHOCTH, OTHOCALMECA K ADXUBADOBAHHAD, 1
NPeiccTARNEHHE NOAXOOALMY 30H AN Xpadernd, yToGs NOeoTELaWATE YXYOWEeHHE WNK NOTERH XpaHa-
WM¥CA ZAMAUCEA # MATEDWANSE,

8.4 Mucnexkuuu

HKoHTpakTHAR ApXUBHAR OPraHU3aLKEe NepUoou4eckl QOMHA NOOREOraTeCA HHCHEKUME cnywBoi obec-
MEdYeHrA KAYeCcTsa, 0eACTEYIOWEH OT HIMEHA WA N0 NODYYSHW KCNLITATENEHOMD LEHTDE KW CRoMcopa {coaT-
BETCTEEHMO ), 4TOGE OBECNEYHTE BRINONHEHKE YCNOBWA ASroaopa of ypopHe obcnyHeaqna U NOOTEEPOMTE

COOTEBETCTRBME CMCTEM M NpoLedyp, COrNacHo KOTODRIM paboTasT KOHTRAKTHAA APXHEHAA ODraAHMIALKA, YCTa-
HOBNEHHEIM COM W MNpssudnas GLP.
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10 3akpbiTHe apxXMBEa

10.1 CooteercTere NprHuMnam Hagnexawen NAGoPaToOPHON NPAKTHEN

Echi WCMBITATENbHBIA UEHTR WM OPraHdq3ag9Ma, B KOTODPbIX pAchOoNoMed apKui, NPexpalanT caoa
CYWECTEORAHWE WK 00 LABMNAKT CeBA GAHKDOTOM W HE WMEKT NEABONDEEMHHUKOE, ADXHEHbIE MATE PHANE SOMN-
HHE BelTe NepefaHsl B apxue cnodcopalos ) wcocnegoaanualian) [1] (nyser 10.4).

10.2 NMpeonpaHHMasMs e Mepisi

EcnM MCNBITATENEHER UEHTD MNK HCNLITATENEHAA NNcWagka Gonble HE HaMEepEHEl NOOOEENBATE
padoTy apXMea B CoOTEETCTEWHA C MNprHULKnamia GLEP 1Ny npespallainT CRoE CYLWECTRORAKKE, WNH 00 BABNAKT
cebn GaHEpoToOM, D0MHHE GblTe NPEANPUHATE CNE0YIOWWE ME Dl

- MCNBITATENEHBLA QEHTE DOMKEH CEOSBREMEHHD HHPODMHPOBATL O JAKPETHH SPXUEa HALKOHAMNEHLIA
OpraHd MOHHToOpHMHra cooTaaTeTena MNpruyunam GLP;

- AOMWUHMCTRAEUMA HCNBITATENEHOMD LWEHTEE SONHHA 0BecnedMTe CRopeAes HHPODMUDOBAHHE CNOoH-
COPOA O NPAHATOM PELLEHHN AAKERITE SPXHE MK BRIATH W3 Bradeca. CRoHCOpE! GONHbl 0GECNEYHTE NeEpeHoE
BCEX OTHOCALUMACA K HCCNEQOBAHWK 33NKOER W MATERDHANCE B ANETERHATHBHLIA apXHE, COOTEETCTEY LA
Mpdsunas GLP, 1 1y XpaHeHde 8 TEYEHWE NEpHoaa BLEMEHK, YCTAHOBNEHHOND COOTRETCTEYHILIMMK Opra-
HAMH,

- ONA IANKCERA, H2 OTHOCALLLMXCA K KOHEPETHOMY MCCNeoBalne (0SLerTy ), MNK 3anncei, OTHOCALLKECA K
HECMEQOBAHHARK, NOOOEDHHBAE MBI HECKOMBKAMA CNOHCORAMME, W NOONEMALWNL XPAHERMK B COOTBETCTEBHM C
Mpdsgrnass GLP, agMUHHCTDaUWA HCNBITATENEHOM UWeHTDE A0NHHa QOr0scpHTRCA OO CRIOHCODAMK O TOM,
war obecneYnMTe, 4Tobb JaHHEE IAMNCKH # MaTEpHan s XPaHWNMCE B TEYEHWE YEAIAHHOTO NEpHM0La BREMEHH B
apxMpe, cooTEeToTaYIoWE M MNpuHuunast GLP, nocne 3akpel THA HCNBITATENEHOMO LEHTRS AW apxdea. Joctyn
CNOHCODOE K 33NUCAM K MaTEDHANaM, OTHOCALLMMCA K MCCNedoBaHMIe, Doumes BeiTe COrnacoaas v JOEyMeH-
TARDBAM,

10.3 MpopegeHRe HHCMEKUWHE OPradamMd MOHHTOPHHra cooTeeTCTEWA MpuHyxnam GLP

Mecne Nepedoca apXMea B HOBGE NOMEWEHWE ODFaH MOHHTOPMHE COOTEETCTEA A Mpuuudnanm GLP, kak
MNEaBKNGg, CoYUECTENART HHCNEKTHDOBAMWE HOBOMD apxMea. B cnyyas NepeHoca IanKceld wnd MaTepuancs e
MOMEWSHAA, PACTONCHEHHEE Ha TEPDHTORMK APYIon cTpaHel, HEobxoanmo NporudopMrpoBaTe 0F aTomM
OpraHs MOHATORMNHME COOTEETCTEKA MNpyHyrnam GLP DaHH0A CTRaHE .

10
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