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Mpegucnoeue

Llenu v npuHukne ctasgapTuiauyy B Pocoubcroil Segepayuu yeTavoeneHsl feagpanbHsi 3aK0H0M
oT 27 gexabpa 2002 r. Mo 184-03 « O TexHHYECKoM DerynpoBaHM:, 3 NDAEUNE NPHMEHEHMA HALMOHAN:HEBIX
cTangapTos Pococudckol @egepagun — MNOCT P 1.0—2004 «CrangapTuzauna B Pocorircskoid Tegepauma. Oc-

HOBEHBIE NONO#EHARD
CaegeHMA 0 cTadgapTe

1 NOOroTOBNEH Nabopartopwed NpoGnes KNMHWMKD-NabopaTooqoil QuarsocTikd Mocsoackol MemuuKkH-
CHOM akagesan W, 1. M. Ceqexoaa Ha ocHoBe COBCTREHHOND BYTEHTHYHOD NEPEa0Oa CTAHAANTE, YKAIAHHOM
B NyHKTE 4

2 BHECEH TexHu4ackMm KOMUTETOM No CTaHgapTHaaumy TH 466 «MeguumHCKwe TEXHONOMMMD

3 YTBEPWEH W BEEAEH B AEACTEBUWE Mpukasom SanepansHor areHTCTES N0 TEXHHYECKOMY Dery-
NUPOBEIHMAID W METRONCrMW OT 9 gexadpa 2009 r. Ne 628-cT

4 Hactoswui cTaH0apT aeHTHSeH MexgyHapogHomy crangapty MCO 15189:2007 «MNabopaTtopun Megu-
UMHCEIME, HACTHEIE TREGOBAHMA K KAYSCTEY M KOMNETEHTHOCTH: (IS0 15188:2007 «Medical laboratories — Particular
requirements for quality and competances ).

HammeHoBaHKWe HACTOALEND CTAHOARTA HIMEHEHD OTHOCHTENBHO HAWME HOBAHWA YHAZAHHOMD MENOYHA-
pOOHCIS CTaHQapTa GnA npuesgeHnA B cooTeatcTene ¢ FOCT P 1.5—2004 {nyukT 3.5).
Mp# NpHMEHEHAA HACTOALYEND CTAKQAPTA PEKOME HOYETCA HCNONLIOBATE BMECTO CCLINOYHBX MENTYHE-

POOHEX CTAHLAPTOR COOTEETCTEYIOLIME MM HALWOHANLHEIE CTaHgApTel Pocowickol degepayun, cagaeHus o
KOTOPLX MPUEEAGHE! B AONONHATEMLHOM NPANoHEHWA D

5 B3AMEH MOCT P MCO 15189—2006

Mrchopaaiiun 0f UaMeHEHLIAY K HACMOALYEMY cmakdapmy nyimuKyemca & exeasodto usdaaaemon ukibap-
MAULDHHOM YKaiamens «Hayuosansssie cmaddapmsiy, a MEKcm UIMesesul U MoNpasor — 8 WeMaciuHo
UIdaaaenblx UHGHODMAELUOHKEX YRaIamEenax « HaluoHansHee cmandapmeds. B cny4ae nepecdompa (Iame )
LU OMMEHE HACMOALLEa0 cMakdapma coomaamemayoies yesdounaiue Gydem onyinukosant @ akaMacsy-
HO Uadaeaemon UHhoDMaLUoHHoM Yicaaameane sHauuonansHee crmaddapmeds. Coomaamemayiownas uwgop-
MavLue, yeedoMTeHLUE I MeKcMs! DaaMetyaiomcs Make & UHhoDMaLLoHHoN cucmeme obLLes0 NoMsI0aaHUA —
Ha chuyuansron caime TedepansHo S2EHMCTIEA 10 MEXHUYECKOMY DE2YIUDOGAHLID L MEMDaTo2uL

S CTaHnapTiuadeopss, 2010

HacToRWWA CTAHAART HE MOMET BTk MONHOCTEK MK YACTHYHD DOCNPOMIBEREH, THDEMUPOBAH W pacnpo-

CTRaHEH B KA4ECTEE 0MUMANEHOND MATAHNA 63 paspeweHMA GenEpankLHOND araHMTCTEE N0 TEXHMHECHDMY DEry-
MMpOBAHMIG A METPONONAN
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Beeneuune

Hacroawmii crasgapT, Brncqaniusi 8 ceba ocHOBHBIE HOPMaTHEHLIE nonoxedws WMCOM3K 17025 w
MCO 2001, conepmut TReCOBAHWUA K KOMNETEHTHOCTI M KAYECTEY, KOTOPLIE DOMHHE BilTe NDUCYILK MEOULMH-
cran nafopaTtopuAn. JonyckasTeA YCTAHOBNEHWE CRELWANsHEX NPEEMN UNKM TReG0BAHMA N0 OTHOWEHWKD K HEKD-
TOPEI JANNGMUPOEAHHEIM CIELWANWCTAM NPUMEHWTENEHD K WX BHIY NEATENEHOCTH M OTEBETCTE@HHOCTH B BaHH0H
ofnacTa.

hMeaguuurcire NatopaTopHsle Yoy WMEINT CYLLBCTBEHHOE IHAYEHHE ANA OOCNYAMBAHWA NALKEHTOR 1
MO3TOMY J0MMHE YO0ANETEOPATE NOTREEHOCTAM NALMEHTOR W KNHHHHSCKOND NePCOHaNa, OTBETCTESHHOMD 38 OKa-
AEHAE MEMLMHCKOA NOMOLIK NALKWEHTaM. TakMe YNy BENKYAINT B ceba NnpegocTaanaqie HeoBxoo MMl MaTe-
pYanoe, NoArToBKY NALKWEHTOR K NDOREAEHHM HCCNEOoBaHWRA, MASHTWDKKALKI NALMEHTOR 1M BIATHE Y HIKX Npod,
TRPAHCNOPTHROoBaHKE, XpadHenns, oSpaloTRy W MCCNeJoEaH e ENHHKYECKMK Npod CNocneqyiowumM NoaTEeDH-
OEHHEM, MHTERNPETALAEH, COOBLIEHIBEM DaIyNETATOR MCCNEL0BaHKA W KOHCYNETUPOBAHWEM MO HAM NpK cobmio-
Oerud TpeboraHuia De30nacHoCTH 1 3THKM B MedWUMHCKOR nabopaTopHod paboTe. MenaTensHo, YToDb Megu-
LMHCHIAE NafopaTopHiEe YCnyrd BInoYand e cefa oScnenosasMe nauneHTos NpM KoHCYNETauWMAY W uTobke nato-
PATOPHM SKTHEHO YHACTEOEANA HE TOMEKG B AMArHOCTHKE 1 NEYEHMH BoNkHEX., HO W B NPegyNpexneHnM Sones-
Hel. Kawgan naboparopuA A0MeHaE NpeqocTaEnATE paboTanweny B Hel NepooHany BOIMOMHOCTH AnA obpaso-
BAHWA W HAay4HbIX MCCNeAcBaiuA. MockonsKy HACTOALWMA CTAHAAPT NPeaHA3Ha4eH 4NA NPHMEHEHWA BO BCEX
OBLLENPUIHAHHLIX B HACTOALLEE BPEMA OAMCUMNNUHax nabopaTtopiol MeqMukHel, paboTHye gpyrad ciywd |
OMCLIMINAH MOCYT TAIOKE B0 MCNoNEI0EATE W CNEA08aTE ey, OpraMsl, YNoNHOMOHEHHEIR OLEHWBATE KOMMNETEHT-
HOCTE MEJULMHCKME NAaGopaTopHi, MOryT MCNONE3I0BATE HACTOALLWA CTAHOAPT KaK OCHOBY ONA CBOSH JeATemNk-
HOCTH.

MpagnoytureneHo, yTobe NatopaTopry, MOTOBALMACH K SKKDE TN (MK capTrduicagma), obpawanice
B Opras No aEkpeQuTagEiE (W No CepTHsEaUmnK ), K0TopRR O2RCTEYET B COOTEETCTEMMA C HACTORLLMA CTAHIADTOM
W yHUTRIBAET cnaundiuseckne TpeSoBaHUA K MENMUMHCIMM NabopaToprAM.

ConocTaanese CTRYETYDE W HYMEDALMA CTRYETYDHEN JNEMEHTOR HACTORWEND CTAHOANTS W MEMIyHaPo0-
Hilx cTaxgapTos MCO 3001:2000 1w MCOM3K 170252005 nprBeSEEH0 B NDHNOEeHKA A,

Dawwoe BTopoe wagaxwe ctasgapta MCO 15189 oTmerneT W 3aMEHAET NEPEDE W3OAHWME, HOTOPOE TRXHMSEC-
KM NERECMOTREHD B LENAX OOCTHMEHHA Bonee NONHOMD COOTRETCTBWA NONGHEHHWAM BTODOND WAOAHKA CTAH-
napTa WCO/M3K 17025,

BrigeneHHLe KYPCHBOM CHOCKM B TEHKCTE HACTOALLEND CTaHZapTa NPHBEOEHE ANA NOACHEHNA HEHOTODEX
MONGHEHAR NPAMEHBHHOM B HEM MeXIyHapooHoro cTakgapta MCO 15189:2007.
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HAULMOHANBHBIA CTAHOAPT POCCHMWCKOMW OEAEPALUMNMK

NABOPATOPUWA MEOULIMHCKUE

YacTHie TPBEOBEHHH K KAYECTRY M KOMNeTeHTHOCTH

Madical laboratorias.
Particular requirements for quality and competencs

Dara esensHian — 2010 — 09 — 1
1 OBnacTb NpMMeHeHWA

HacToawma cTasgapT yCTaHABNMBART YacTHEe TREGOBAKMA K KAYECTRY M KOMNETEHTHOCTH MEJMLIMHCKIX
nabopaTooui.

HacToaw WA cTaHaapT NpeaHazHades AnA NPHMeHSHHA MEWLMHCKIMK NabopaTopyAmMy Npy paapaboTee
WX CHCTEM MEHEIXMEHTA KAUSCTEA M OLEHIKE CODCTREHHOA KOMNETEHTHOCTH, 3 TAKKKE ANA MCNONLIOBAHHWA Opra-
HAMK AFEDEIATALMM NP NOSTESDHOEHMA MM NPHIHAHWK KOMNETEHTHOCTH MEOHUMHCKHX NadopaTop«i.

2 HopMaTHEHbIE CCbINKK

B HacToAWeM CTAHOAPTE MCNONLI0BAHE HOPMATHEHBIE CCBINKM HA CReyOWKe CTaHOaADTEL:

WCO 31 (ece yacTd ) BenwuisHe M eguHULbLI

WMCOMIK Pywoponctes 43-1 BHeWHAR OUEHKS K3YSCTRS C NOMOLLLID MEXNabopaTopHEX CRaBHEHMA. HacTe 1.
PaapaboTa n OCYLUECTRNEHWE CUCTEM BHELWHER OUEHKK KA%ECTRa

WCO S000:2005 CycTemMel MEHEDHMEHTA Ka4ecTRa. OCcHOBHLIE NONGHEHWA ¥ CNOBADE

WCO 8001 : 2000 CHcTaMel MEHBONMEHTA KawacTea. TpeGoBativa

WMCOMISK 17025:2005 Cowmwe TpebosanikA K KDMNETEHTHOCTI MCNBITATENHBEX 1 KanKubposodHex Nabopa-
TOpVEA

3 TepMHHLI W onpedeneHnA

B HacToAweM CTAHOADTE NPWMEHEHL CNEQYRLLWE TEDMHHE! C COOTEBETCTEYIOLLIMMI ONPEedenaHaAMM,

3.1 axkpaguTauma (accreditation): Mpousaypa, ¢ NPWMEHEHWEM KOTODPOR YNOMNHOMOWES HHEIR ORTaH NpORG-
IAT OPMANEHOE NPWIHAHWE KOMNETEHTHOCTA ORFraHM3aALMA MW HIMYSCKOro NMUa ANA BeINONHEHKA Cneugudis-
HECKOW 3a0a4H.

3.2 TOYHOCTL HaMepeHKHA (accuracy of measurement): CTeneis BNU30CTA DEIYNETATE MAMEDEHHA K MCTMH-
HOMY JHAYESHAD WIMEDABMOA BENAYMHEL.

[1, nyHET 3.5]

3.3 Buonorvyecknid pedepeHTHEIR MHTepean (biclogical reference interval. reference interval): LlauT-
paneHER 25 Y-Hei MHTepRAN pacnpeganaHna pedepeHTHEN IHEUEHHA.

NMpumedyadwal— MNpUMeHeHWEM 3TOM0 TEPMUHE MCENIOYSETCA ynoTpednedys HEKOPPEKTHOM TEpMUHA
#HOPMANEHEA YPOBAHLE.

NMpuumeyanue 2 — DHwanpuHATO ONPERBNATE PedMEPEHTHEIA WHTEPEAN KAK USHTPANLHEIA 85 Ye-Huil
wHTEpEaN. MHeE paasapsl WNKM ACHMMETDWMHOE DAIMaLLSHWEe pedbapaHTHOND MHTEPBANE MOMYT COOTEETCTEOBATE OGO-
Biira crmpsanm [2].

1 Jamamen, gedcteyet WCO 3001:2008. B HacronwamM CTAHOAPTE NPMBEOSHa cobka Ha WMCO 9001:2000,
T. K HECTORWMA CTEHOAPT ABNASTCA WOSHTHUHLEG NO OTHOWEHAGD K gascTeyiowany MCD 15188:2007.

Hapanwe odHunansHoe
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3.4 wccnegoBadme (examination): Komnnexkc onepauuri, 00wekToM KOTOPREX ABMASTCA ONpegdeneHne aHa-
YEHWA MMM XapaKkTe pUCTHES CBORCTE.

Mpumedya e — B HEKOTODE QUCLMNINMHAX (HENPAMED, B MARPOSWMONoreM) MocnenoeaHwe npaacTaensar
cofoR COBOKYNHYH QBRTEMNLHOCTL, COCTORALLYID M3 HECKONBEMXE TACTOB, HIBNOEHKWA WNK HaMepaHnid.

3.5 naBoparopHble BoaMoxHOCTH (laboratory capability): MarepuankHee, TEDDUTOPHANEHBIE W WHGROD-
MALUMOHHLIE DECYDCE, NEPCOMAN, B0 YMEHHA W IHAHWA, NPegOCcTaENAEMENE ONA NPEanonarasmex Heonegoea-
HIAR.

NMpume4andna— Ousska NEGOpaTOPHLI BOAMDKHOCTER MOMET BHNEMETE B Ce0R PEAyNLTATLI NPEOWBCTEYH-
Wero y4acTMA nabopaTopus B MecknabopaTopHeld CNMYEHWAX, B CXEMAX BHBLUHEA OUEHKM KEHECTEA MMM B NpOrpamaMa
WCTNEITAHWA, AWM BOB YEAIEHHOE B COBOKYTMHOCTH ONA OEMOHCTPALUWMH CTENEHW HEONPEOSNSHHOCTH MAMEPEHME, npage-
na oOHapyseEHHR 1 T. 0.

3.6 sapanyiou Wi naboparopuei (laboratory director): KoMneTeMTHOR NMUO, OTBETCTEEHHOE 38 nabopaTto-
PHED ¥ YNDABMNAKLEE &l

Mpumeysadwuwa 1l — OnA yaned HACTOALLEM CTEHAARTE — NHMUO KWNK MWUE, KONNBKTMEHO NPU3HAHHLIE KaK
PYKOBOOCTED NADOPATORUM.
Mpumedaduna Z — HaumoHansHsg, pErdoHaNsHeIE W MECTHEE NPABKMNE MOrYT TpebosaTes onpagansHHon

reanndmkagme 1 obpaloaaruA.

3.7 pyxonopcTeo nabopatopun (laboratory managament): MU Wny NKUE, KOTOPEE YIPEENAKDT JER-
TENLHOCTRD NAGOPaTOPKK, BOIMABNASMON JaBedyiowmm NabogaTopred.

3.8 vamepenme (measurement): KoMnneks onepauqi, BenoNHASMBE ANA ONPEOeNeHHA JHAUEHWA BENW-
Wb

[1, mywmer 2.1]

3.9 meguumnHckan nadopatopua (medical laboratory, clinical laboratory): NMafopaTtopyA, KOTOpaA NpoBo-
OWT BHONOMMHEciie, MKpoSMoNorMHEcking, MMMYyHONOMHYSCKWE, XMMWPHECHAE, MMMYHOMBMaTONOTHHECHAS, rema-
TONOrHYeCKHE, BHOQHaANYecs e, UWTONOMMYECHHE, NATONSMAYECRAE WK OpYrae BeCnedoBaHuA MaTEpHANOR M3
OpraHKamMa YenoBexa Ona NoNyHeHna WHEOpMaLMKE ONA OUEarsoCT M, NPenynpesaeHie | NedeHrn GonezHEM MM
OUEHEM COCTOAHKMA 30000BLA YENOBEKE W HOTOPAR MOMET OK33aTk KOHCYNETATHEMYIO MOMOLE OTHOCHTENEHD
BCEX ACNEKTOR NabopaTopHelX MCCNefoBaHWA, BEMIOYAR HHTEPNPETALMID Pe3yNeTATOR # PEXOMEHIALMWKD QaNk-
HEHLLAK HE00X00MsMBEE WCCMBA0RaAHMA.

MpumedaHne — 3THLCCNEAOBEHWA TAKHE BKNKH2I0T B CaDA NPOUSAYDE AR ONDENSNEHWR, KIMEDEHNA WAk
WHBIS OMUCAHWMA NPWEYTCTBMA WNA OTCYTCTBMA PAINWYHEIX BELUSCTE MAW MUKpOOpraHWamos. Mogpaznanasmy, EOTOpBIE
TOMLKD cODWPEDT A MOToEAT OBPa3YEN MM JeACTEYIOT B KEHECTES NEPeCEINOHHEL WK PECNPESENETEMLHEIX LEHTDOR, HE
MOCYT OkiTh PARCCMOTREME] KEK METHLMHCKNE 1A KMIMHWHBCHE NaD0DaToOpKN, XOTH OHK MOFYT BXOOMTE B COCTAR BOnbLIKK
natopaTopHBl CETER MMM CHCTEM.

310 npoueaypsl NOCNe UCCNeAOBAHKA, NOCTAHANMTAYECKMA 3Tan (post-examination procedures, pos-
tanakytical phasa): MpoUanypes!, XPOHONOTHHECKE HAYMHAIOWIWECA NOCNE KCCNE RO HAA, BRMNYaR CHOTAMATWIE-
LIk, HOpsyTTHDOBA HAS 1 WHTEPNPETAUWIO, DAIPELUSHKE K BsI0a4e, OROPMNEHKE W NEpedady PesyNsTaTos WCCne-
OOBAHKA W XPAHEHWE HCCNEBNoBaHHBLIX NpoG.

311 npouegypisl Nepen MCCNeAOBaHMEM, NPeaHANMTHYBCKMA aTan (pre-axamination procedures,
preanalytical phaze): Mpoyenypsl, XPOHONCTMYECKH HAYMHAIOWKWECR C HAIHAYEHWA KNHHULWCTOM WCCNegoea-
HIWA, BEMOMEHHA MCCNEA0BAHKA B 3ARBKY, OXBATHIBAIOWMWE NOOrOTORKY NaLWEHTa, BIATHE NEpRAYHOR Npoisl,
TPAHCNORTHROEaHWE 88 B NabopaTopHed 1 3aKaHYMBANNLLMECA HAYANOM NPoUEayRsl MCCNB10BaHHA.

312 nepauuyxan npoba, oBpaszey (primary sample, specimen): CgHa Y4acTe WNKW HECKOMNLKD YaCcTed,
BOATED M3 CHOTEMEL '

MNMpuumavaHwea 1 — MHorma sMacTo NeperdyHoR npobsl (MAW 88 YacTi) ynatpabnmaT TepMyH aobpaleus Kak

npofy, NOOroTORNEHHYD GNA NEPECcENKY B NabopaTopun MAK NoMy=aaMys NabopaTopHeR M NPEgHAEHEHEHHYO QN8
WECNBAaBaHWA.

3.13 panuwumHa (guantity): CRoRCTED ARNSHKA, TENA WNK BEWECTEA, KOTODOE MOMET DRTE DAINWYHMO
KAYECT BEHHO W ONPEAENEHD KONKWYECTREHHD,
[1, mywT 1.1]

VMo crecTemol 8 NABOPaTOPHON MEOWULMHE NOHBMEDT MBTEDKHAN, 143 KOTOPOMD BaAT obpasey, T acTe DWOROrM-
HECHAE METEPUAN NAUWEHTE (EPOBL, MOME, CMB0HE, THEHE W T. 0.).

2
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3.4

CHMCTBMA MBHOIKMEHTA KadyacTEa (quality managemant system) CucTema MeHe@iIMaTa ona ynpas-
NEHHA W KOHTPOMNA OPraHN3ALMH B OTHOLLEHWK KAYecTea.
[MCO 2000, mymur 3.2.3]

Mpumedadue — OnA LENEA HACTORLLEND CTAHOAPDTA TADMMH «KaYSCTBOR, YNOMAHYTEIR B JAHHOM Onpenana-
HHMM, OTHOCHTCA M K MEHEQMMEHTY, W K TEXHAYECKDA KOMNETEHTHOCTH.

3.15 scnomorarensHan (cyGnogpag+an) naGoparopua (refemal laboratory): Beewwas naGopatopHA, B
KOTCRYE OTCENAKT NPoByY ANA NEoueay Pkl JONoNHUTENSHOM MK NOOT BepHAaHNULETD WCCNEO0BaAHKA K CoobLye-
HIAA pasynsTaTa.

3.16 npoba (sample). OaHa |unu HecKoNBKD YacTel, KOTOPRIE BIATE M3 CUCTeMEI, NPEOHAIHAYEHHEIE ONA
NONY4eHA MHOOoPMaLIAH O CHCTEME 1 YaCTO CIYHALLIWE OCHOBAHWEM ONA NPHHATHA PELLEHWA O CUCTEME WK 0D
B NeATENBHOCTIA,

Mpumep — O6LeM (MOPULA) CRIS0POMKY, BIRMEBD LT GoMbiUez0 0OLEME CLIBODOMKLL

3.17 MeTponordYecKan npocnexneasmocTe (metrological traceability): CeoRcTeD peayneTaTa HIMape-
HWA Wi 3HAHEHKA ITANOHE, 3aKNNHANWESCH B BOIMOKHOCTH YCTAHOBNEHMA B0 CBAIM C COOTBETCTRYHHLMMA
aTanoHasi, 0sMHO MERIYHAPOOHLIMA UMW HALMOHANLHEIMK, NOCHPEACTBOM HENPEPEEHON LEMH CRAYSHHA, Hie-
FOLYMK YETAHOBNEHHEIE HEONDEIENEHHOCTH.

[1, mywer 6.10]

3.18 npaBMNEHOCTL MaMepeHnA (trueness of measurement) CTeneus BNU0OCTY CPBOMETD AHAYEHHA,
MORYHEHHON HE OCHOBAHHM BOMbLUIGH CERMW DEIYNETATOR WIMEDEHIAN, K HCTHHHOMY JHAYEHAIG.

NMpumeyanne—No MCO 3534-1, nymer 3.12 [3].

3.19 HeonpeaeneHH ocTE HaMepexua (uncertainty of measurement): MapameTp peayNETATA WAMBDEHKA,
¥ADAKTEPHIYIOLIAR AWMCNIEPCHED IHAHEHWA, KOTOPEE MOTYT BilTh 0BOCHOBESHHD MPWUNWCAHE WIMEDAEMON BEMASHHE.
[1, nyHET 3.9]

4 TpeGoBaHWA K MEHEOMMEHTY

4.1 OpravHIauma W MEHEIHMEHT

4.1.1 MegvurHesas nabopaTop«A MM OpraHusalns, YacTe KOTOPo [ REMEAETCA NafopaTopua, GonsHa BTk
YETHD ONDeOenaHHoR NPAR0EoA eMHHLEA.

4.1.2 MeguuuHcive NadopaTopHeEe YCnyr, BENcYaA CoOTRETCTEYIOW YK MHTERNPETALMED W KOHCYNETaLWM-
OHHER YCIYTH, Dokl BeiTs NpeaHaIHasetsl 4NA yA0ENeTROpeHUA NoTpefHoCTER NALUMEHTOR W OTBRETCTBEHHOTD
38 WX NEYEHWE KNAHMY8CKOT NepeoHana.

4.1.3 MaouwumrHckan nabopaTtopua (Danee — nabopaTtopiA) SoMKHa COOTEETCTROBATE TReDOoBEaIHMAM Ha=
CTOALLETD CTAHGAPTA NPH BRNONHEHHK paloT Ha MecTs CEDEro NOCTORKMOrD PACcNoNOMEHMA UK B MHOM MEBCTE,
BHE CROETD NOCTOAHHOND PACMONOHEHKA,

4.1 4 Pacnpefanesie OTEETCTREHHOCTH MERTY COTRY.OHMEaMM NA0ODATOPHM 33 YYaCTWe B MCCNEnosaH1Ax
NEPBM4HL NPOD UMK BNAAHKE HA 3TH HCCNBA0BaAHWA GOMKHD DT YETHO YCTAHOBNEHD, YTODE MaeHTURUUMpo-
BATE KOHNAET WHTEPECoa. MUHAHCOBLIE WNW NONWTHYSCKKE COOBPAMEHWA (HaNPKMED CTHMYNUpOBaHHE) HE
LOTHHE! BAMATE HA NDORE0EHE MCCNaoBaHMA.

4.1.5 PyroBoAcTEO Natoparoprd GOMwHD HECTH OTEETCTBEHHOCTE Ja paspaboTry, BHEOPEHNE, NOO0eDHa-
HIAE M YIYHILIEHHE CHCTEME YTIPaBNeHHA kaqacTeom. Mpr aTom aomsmHo Beime yyTexo cnegyowes:

a) oGecneyeHe pyKoBoOCTEOM NabopaTtopuM BeINONHEHHA BoeM NabopaTopHEM NEPOoHANOM CBOMX oha-
3AHHOCTEA NYTEM YNPAENEHUA EATENLHOCTED W NPEN0CTARNEHHA PECY PCOE,

b) obecneyeHse HE3ABMCHMOCTIA DYKOBOOCTES M NEQCOKANE OT N0GoTro HEXENATENLHOMND BHYTREHHED KW
BHELHEND KOMBEDUYECKOrs, (IMHAHCOBOTD MMM MHOMS GAENEHUA 1 BITHAHWA, KOTOPLIE MOTYT HeBNaronpUATHO CKa-
JATECA HA KAYECTEE MX PaboTe,

C) NOPAGOK 4 NPOUENYPE AR 0Becne4aHnA KOHGUISHLMANEHOCTA KHOPMa LMK (CM. NpunoseHre C);

d) NopASOK W NEpoUenypil ANA NpeaoTBRaWEHHA BORNSYEHMA B MoByio QeATENEHOCTE, KOTODEA MOrna Gl
YIEHBLWTE JOBEDKE K KOMNETEHTHOCTH NabopaTopuy, ee DECNDUCTPACTHOCTI, CNDEREANKBOCTI MM ONEPaTHE-
HOW ENODCTHOCTH,

@) OpraHaaLMoHHaA K YNPaBNEHYECKan CTRYITYPa NabopaTopiid M 88 BEaWMo0THOWEHIA © NinBol apyro@
OpraHu3aUWei, C KOTOPOR OHa MOKET BIaHMOOBACTRORATE,
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f] yCTaHoOBNEHHAA OTEETCTEEHHOCTE, NPABEA W B3AMMOOTHHUSHMA BCENO NepcoHana;

g) aNBKBATHEE YMEHWA BCEID NBPCOHANa W COOTBETCTEYIOW WA HAJ30P 38 8ro KBanWguKaLmWen 1 ypoBHEm
OTBETCTBEHHOCTH CO CTOPOHL KOMNETEHTHLIX N, OCEBEAOMNEHHEBE OTHOCHTENEHD LENeH, NEoUeLYD M OLEHKM
pEayNETATOs COOTEETCTEYIOLWMK METOOME HCCNEO08aHNA,

h} TEETCTEEHHOCTE TEXHWYECKOrD PYKOBOOCTES 38 TEXHWYECKDE OCHAWEHE 1 cHabMeHne pecypcamM,
HeofxoauMe i gnA ofecnedexna Tpebyemons kyecTea nabopartopHisx NPoUEIyD;

i} HAIHAYEHWE OTRETCTEEHHOM NO KEYECTRY (MEPCOHANLHO HAAHAYEHHOND) C BOINArasMBbIMA HA HEMD OTBET-
CTEBEHHOCTE, NPABOM PACCMATEHEATE COOTRAETCTEME TPEBORAHMAM K CHCTEME MEHEIMMEHTE KaYecTea 1 obR-
IAHHOCT B MHPOPMUDOBATE PYKOBOACTREO NASOPATODMH HENOCHEOCTEEHHO HA TOM YDOBHE, HA HOTOROM NPHHIME-
HOTCA DEWEHWA N NONWTHEES M pecypcam nabopaTopuu,

i} pacnpafenaHue OTRETCTBSHHOCTW 33 OCYILBCTANSHWE BOEN KMOYEBE (hyHKLWA, NPHHUMAER B0 BHAME-
HUE, 4TO OTOENLHEIE COTRYIHAKM MOTYT BRMNOMNHATE Bones oaHod dyHKLMM 1 B HeBoNsWoA NatopaTopui MoseT
OKS3aTRCA HERAUWNOHANEHO HAIHAYATE IAMECTHTENENA MO KEWA0A OYHELMA.

4.1.6 PywosoacTao nabopaTopus OonH0 00ecneqn T OcyLScTRNEHHE NPOLECCOR KoMMYHUKaLMWA & nabo-
PATORMM M KX MCTIONB30BAHVE B MHTepecax adihekTHEHOM yHKLMOHMDOBAHMA CCTEME| MEHETHMEHTA KAYECTEA.

4.2 CHCTeMa MeHeIEMEHTa Ka4YecTBa

4.2.1 MNonuTuea, NPoUECchl, NPOrpanssl, NPOWETYDE W WHCTDYHLWK A0MEHE GbiTs copMynipoaaHs 8 co-
OTBETCTEYHILME DOKYMEHTAX W cooBileHbl BCEMY YLSCTEVIOWEMY B MX BEINOMHEHWM NepcoHany. PykosogcTas
O0MeHD GBTh YBRPEHD, YTO TPEE08aHKA JTHMX GOKYMEHTOE NOHATE! M BRNOMHAIOTCA.

4.2 2 CvcTesma yNpasne KA Ka4eCcTEOM Q0MHHA BENKYaTE B cebR, HO HE ONpaHrYHBATECA ATHM, BHYTDHMNa-
BopaTtopHei KOHTPCNE KAYECTES M YHACTHE B OPraHWaoBEaHHEE MenabopaTopHsx CIMUEHWAK, TAKKE KaK CXEMb
BHELLHER OLEHKM KAYeCTREA,

4.2 3TonMTrKa ¥ 3303491 CUCTEMBl MEHEIEMENTA Ka4ECTEA QoMM DeiTe onpegenadsl B MonoweHan o
MOMMTHES N0 KEAYECTRY PACNOPAKEHWEM PYFDBOOCTES NAGopaTopii i JOKYMEHTHEOBAHE! B PyioaodcTee No kade-
cTEY. 3Ta NOMATHAES J0MHHE GeiMs YETHOR, NErKoOOCTYNHOA NEPCOHANY W O0MHHA BNI0HaTs B CE6A cneayowes:

a) ofwpwe ceegeHus of yonyrax, KoTopele NadopaTopus HAMEPEHa NPEACCTABNATE,

b} aaseneMue pyropogcTea naGoparopuy 0 ypOBHE YCMyn, NpeaocTaEnAemsnx nabopatopua;

C) 330240 CUCTEME MEHEHMEHTA KABECTRA,

d} TpeGopanme, YTODM BECE NEPCOHAN, CERIAHHBIA C BRINOMHEHHENM MCCNeA0BaHWi, Bein O3HAKDMNEH C
OCKYMEHTALMEA NO KASECTEY W NOCTOAHHO NEWASDHKBANCA YCTAHORNESHHEX NOMMTHKM KW NpOUEOYD:

&) 0bA3aTeNECTRS NAaboPaATOPHK NDHOEDHKBEATRCA NPARMNEHCN NabopaTopHOA NDAKTHIM, 00eCHeYMBaTE Ka-
YECTEO CEOMX MCCMBA0BaHWA M COOTEETCTROBATE CHETEME MEHEIHMEHTS KAYECTRS,

f) oBAaarenscTRO pyKoBSOCTES NabopaTopii YUUTRIEATE TPEBOAaHWA HACTOALLEMD CTAHOADTA.

4.2.4 PyroEOOCTED MO KAYSCTEY OOMKHD CORBPMATE ONMCAHME CHCTEMB! MEHEKMEHTE KAYECTEE W CTRYH-
Typhi OOKYMEHTALMK, HCNONbIYEMOH B CHCTEME MEHEIHMEHNTA Ha4ecTEA. PyKoBOACTRO NO HAYECTREY JOMEHO
TAKHE COOBMMKATE Lo HA HEOBXODNMEME NPOUENYDE, B TOM JHcne TexHuueckue. JonsHa BulTe coBniogeHa
CTRYKTYDE OOKYMEHTALWKA B CHCTEME MEHEKMENTA kadecTea. B PyKoBOOCTEE N0 KAYECTRY A0MHSE DRTE onpe-
[OENeHE OTRETCTERHHOCTE TEXHWYECKON FYKOBOACTES M OTBETCTEEHHOM N0 KA4ECTRY, B TOM YMCNe WX oTBET-
CTEEHHOCTE 38 obecnese Hue COOTEETCTEMA HACTSALLEMY cTaHaaRTY. Mepconan gonmeH BelTe NPOHHCTRYKTHRO-
BaH OTHOCHMTEMBHO MCNONB3I0BEAHKA PyKoBOOCTEA N0 KAYECTEY W BCEX YNOMAHYTEIN B HEM JOKYMEHTOR, 8 TAKKE
OTHOCHTEMNEHO TReGOBAHWA NO WX NpMMEHEH0. PyRoBOACTRO NO KAYECTEY CNEOyeT CONep#aTs W 0GHOBMATE NoL
HaOI0POM U NOE OTRETCTEEHHOCTE [ca. 4.1.5, nepedyncnedHa ij] nuua, OTERETCTREHHOND 33 KAYBCTED PYHDAO0O-
cTaom nabopaTopun. PYKOBOACTES NO KAYSCTEY MOMET COOSDHMATE CREOYVIOWNE Pa3fenk:

a} BBEaeHHE,

b} onMcaniae MeauLWHCKR NaBopaToplil, @8 NPaB0ane NONOMEHWE, PECYDCE, OCHOBHEE 0GAIAHHOCTI,

C) NOMNWTIHES N0 KE34YSCTEY,

d) oparoBaHke M NPAKTUYECKan NoOAroTOEKa NepCoHana;

&) obacnedsHuE KIUSCTEA,

f) ynpasnes-e QokyMeHTALMER;

Q) 3anHCcH PEIYNLTATOR, HX COOSMHaHHE B NOPALKS ¥ apXHEX POBAHINE;

i) noMeweHds W cpana;

i) MECTDYBMARHT b, DEAMEHTEI WHMK YNESENEHWE CHADMEHWEM,

I NogTESHOEHWE METOOKME MCCNeLoBaHKA,

k} BaaonacHooTe,

I} npegynpexaeHMe 3arpAIHEHUA OHPYEAIOWER Cpedbl [HanpUMep, TPAHCNODTHROBAHKWE, YOANEHWe pac-
KOAHED MATEPWANOE M OTROO0E, B AONONHEHWE W B OTMHYME OT YKa3aHHOM B NepadrcneHdax by W il

4



MoCT P MCO 15189—2009

M) HaY4YHEIE KCCNEN0BAHKA W PA3PatoTEa (BCNK NEMCYLLE),

n) NEpEYeHE METOOWK MCCTER0BAHKA;

O] 3aNPOckl HA KOCNEO0BAHKA, NEREXYHEE NPObLl, BaaTHe W obpaboTa nabopaTopHel NpoG,

) OUEMES W NOATEBEDHOEHWE DETYNETATOR,

) KOHTPONE KAYBCTEE {BKMOYAA M nabopaTopHLIe CNMHEHNR),

r} nabopatopian MHOODMALMOHHAR CHCTEME (CM. Npunoseqre B,

3} OTHETHOCTE O PEIYNETATAN;

{) AERCTEMA NO YCTPAHEHWID HEO0CTATHOS M YODBNETEOPEHHIO NPETEHINEA,

U) CBAIL M ODYTHE BIAHMOSEIRCTEHRA C NALWEHTAMEA, METHLMHCKMMA DABOTHUEEMKA, BCNoCMOFATENEHEIMM {Cy G-
NOAPAOHEIRKE) NA00PATORHARMM W NOCTABLLMKAMIA,

V) BHYTREHHNE NPOBEH,

W) 3THKA (CM. MpunoxeEHue C).

4.2 5 PyxoRocTeo NadopartoprK GONMKHO YCTAHOBWTE M BHEODMTE NPOrpamMy, KOTORaA NOCTOARHD OTCNe-
MMBAET M QEMOHCTPUPYeT coBCTEeHHY kanubpoary (nosepiy) W dyHIUWOHKMPOBaHWE NPUEoPOE, pEArEHTOR H
AHANMTHHECKIAN CHCTEM. CNeyeT TAKE HMETE B HANWYHH 0KYMEHTHDOBAHHYIO0 M PEMMCTDHPYEMYIO NPOrpamMay
NPoEUNAKTMYSCKOro OCMOTDE W EANWBpoR (Ch. 5.3.2), KOTOPanA, K3k MUHUMYM, COOTEETCTEYET DEKOMEHOALIMAR
MArOTOBATENEA.

4.3 ¥Ynpasnesnws OoKyMaHTaLWe R

4.3.1 NafGoparopus 0oNMHA ONDELEnHTE, BOKYMEHTUR0BATE W coBNNOaTs NPOUeSYDSE YIPERMEHUA BCRMH
OOKYMEHTAMHA M MHPOPMALUER (13 BHYTREHHAK W BHEWHHX MCTOYHKKOB ), KOTOpbIe 0GpazyioT JoKYMEHTALWID B8
CHCTEME] MEHEHMEHTS KA4ECTES. Ko Kasnono 13 37K KOHTPOMNBHEX O0KyMEHTOR BOM#HEl GolTs ApXMBMDOBa-
Hisl ANA NOCASAYKOWETD OBPALLEHUA K HWM 33 CNPABKAMM, 1 3aBe0yI0LHA nafopaTopield AonWeH onNpetendTe
MEQWU0D WX XDAHEHWA. STH KOHTRONEHBIE O0YMEBNT B MOMMO COXDAHATE Ha DAINMWHHED HOCHMTENAK, B TOM YHCNe Ha
Bymare nnu B MHOR dopme. JomsHel GbiTe NAMEHEHE HALUWOHANEHBIE, DEMMOHANEHLIE W MECTHRE NPABMNE Xpa-
HEHWA DO MEHTOR.

NMpumeyanuweae — B aTom KOHTEKETE NOS TEOMUHOM GA0EYMEHT: NOHMMAaOT NoByio Medopmagusn wnn
MHETPYELMED, BRNOMAR 33ABNSHWE O NOMMTHIES, y4aDHMK, NpOULSnypel, TEXHIYECKHE YENOBKA, kanMbpoBoMHER (Fpamyvpo-
BiMHLIE) TABAMULE, Buanorudackie padhapEHTHRE WHTEPBANLI W HX MCTOMHWKEM, HAPThi, NAESEATL, JAMETHA, CNPSBKW,
NPOrpaEHos 'l:ﬁEl.‘.ﬂB‘-EHHEr. PRCYHEH, NitdHbl W JOKYMEHTE BHELWHEID MPOMCXOMOEHWR, TaRME K3 Npaedng, craHasp-
Tl MNHW METOOQWEH MCCEgoeSdHEA.

4 3.2 NprHATEIE NPOLETYDE A0MHHE FEPEHTIIPOBaTE, YTO!

a) BCE OOKYMEHTE, BEMYLLEHHBER ONE NabopatopHorg NepCoMana Kayk YacTe CUCTEM B MEHE THMEHTA Kaue-
CTEE, NPEaBapUTENEHD NPOCMOTREHE! I YTESDHEEHE! YONMHOMO4EHHEIM NBDCOHANOM;

b) BEAETCA CIMCOK, PACCMATRMBAEMEIR TAIKE KaK MYPHAN KOHTPOMA O0KYMEBHTOR, B KOTOPOM YTOHHAIT
TEKYLLHA NEPECMOTD BOKYMEHTOR M WX DACHPEENEHHE,

C} ONA SKTHEHOMD MCNONLIOBAHWA B COOTEETCTEYHILEM MECTE NOCTYNHE TONEKD O8RCTEYIOWAR BEPCHA
COOTEETCT BYIOUWIMX J0KYMEHTOR;

d} OOKYMEHTEl MEPUOOHYECKA NPOCMATDHBAKTCA, PEBUIYIOTCH, NPW HE0DXOOWMOCTH, M NMOOTES 00T CH
YIOMHOMOYEH HEIM NEQCOHANOM;

&) YCTADEBWWE MNA HEBEDHEIE AOKYMEHTE! HEMEINEHHD HILIMAKTCR W3 BCEX MECT WX WCNONBIGBAHHA WNH
HMHBIM 00pAZ0M NPESOTERALSIOT WX HEONPABTAHHOE NDUMEHEHILE

fiXpaHeHiE NNy apXHEADOEaHNE WILATEIX GOKYMEHTOE OPradMIcBaHo Takdm 00pason, YTo NPEgoT BpalleHs
X HENPEOHAMEDEHHOE NPUMEHEHHE,

g} ecni naboparopHan CUCTEME KOHTDOMNEHON FOKYMEHTALWA DONYCHEET HCNPABMNEHHE JOKYMEHTOR BY4-
HYH BMECTO WX NEpEIgaHKA, To NPoUsayps: M NHUE, YIONHOMOYEHHES BHOCHTE TAKWE HCNPABNEHHA, onpege-
Nexbl, KCNPABNEHAA HETED OTMEYESHEI, YKAIAHE W ATHPOBAHE! M NEPECMOTREHHENR Q0KYMEHT Chopailm obpa-
3o GyO0eT hopMansHo NEpEKanaH;

h) npoueaypel, YCTAHOBNEHHEE ONA BHECEHHA HAMEHEHWA B QOKYMEHTE, COOBDMALYMECH B KOMNLIOTEDH-
AOBAHHORN CHCTaME, SETHD paspaboTaikl 14 WK OCYLLSCTANSHWE KOHTPOMMDYETEA.

4.3.3 Bce OoHyMEHTE, OTHOCALUWECH K CUCTEME YNDaBNeHUA KEa4YecTEON, O0MHHE BbiTe eauHoobpasig
ofOpMNEHEl M CO0SEMATE CINe Oy IoLIBE:

a) HAUMEHOBAHWE:

b oaTty BeINYCKE UNK NOCNEAHErD NEPECMOTA, MNA HOMED NEPECIMOTOA, MM BCE NEPEYMCIIEHHOE;

C}HMCND CTPAHWL (B0 3TO NEHMEHARMO);

d) AaBTOPCTED MANAHKR,

&) MOBHTADWNKALMED HCTOUHMES.
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4.4 PaccMoTpeHHe KEOHTDAKTOB

4.4 1 B cnyuanx, korga nabopaTtopua 3as8moYaseT KOHTPAKT Ha BeINOMHEHWE MeqWuUMHCKKX NafopartopHesx
YEMYT, DortEHsl BeiTe paipaboTadel M OCYLLECTREHE NPOULESaYDR AN PACCMOTPEHWA KOHTPaKTOR. MNOpAGOK M
NPOUEOYDE 3TOMO PACCMOTDEHNA, BEOYLLWE K MIMEHEHHM OPraHHIaL MK MCCNenoBa KA KN KOHTDAKTOR, JOMHHE
OGECNEYMBATE CNEgYIOLLEE:

a) TpeboBaHWA, BENKYEA MCNONLIVEMBIE METOOE, AOMHHE GbiTe COOTBETCTEVIOWMM 0DDSI0M CNpEemane-
Hisl, OOKYMEHTHUDOBAHE W NOHATHE (Ca. 5.5];

b} naboparopua O0MKHa pACNONAraTs BOIMOMHOCTAMK W DECYDCAMK ONA BENONHEHKA TpebosaHni;

C) BeBpasHbIe METOOL AOITEHE! YOOBNETRODATE TREHOBaAHWAM KOHTEEETA M KNMHAYECKHM NoTpeGHocTAM
(s, 5.5).

PaccsmoTpeHie Bo3MOKHOCTER [nepeducnedne b)) 0oMmsHD YyCTaHoBHTE, YTo Nadopatopua obnanaet Heoh-
XOOWMEIRK (DNIMHECKHMH, KAOD0BLIMK U MHDODMALWOHHEMK DECYDCaMA M YTo nabopaTopHet nepcosan pacno-
NAraeT IHAHKUAMA 1 YMEHUAMK, HEOBXOOMMEIMA 0N BRINCIHEHHA TpeByYeMen MCCneaoaanui. MNpr pacCaOTREHUH
CREAYET Y4UThIBATE PEIYIETATE NPEOWECTEYIOWEND YHacTHA B NPOrPaMMax BHEHER OLEHKM KE4aCcTEa C M-
NONLICEAHAMEM NP0 C MIBBCTHLIMK IHAHEHHAMK, YTOGE YCTAROBWTE HEONPESenNeHHOCTE MAMEBPEHIR, NPegen
OEHAPYHEHWA, QOBEDUTENEHLIS HHTEPBANE W T. 1.

4,42 3anich O pEIYNETATAX BCEX DACCMOTDEHWA, BKMOMAA CYILECTREHHEIE MIMEHEHWA M COOTRETCTEYIO-
LyMe COrNacoBaHua, JoMyHe BT coXpaneHe (oM. 4.13.3).

4.4.3 PaccmoTpesse BOoasMosHOCTEN A0IMEHD OXBaThIBATE Nobyio paboTy, oTHOCAWYIOCA K NabopaTopHu
{cea. 4.5).

4.4 .4 KnueHTe (HanpaMep, KNAHWLHCTEL, GPraHb! 30pasooxpaHdEHnA, MEIHIWHCHHE CTRAX0BLIE KHOMIAHHM,
hapMaLEBTHSECHMBE KOMEAHMK) 00MKHL ki Te MHOOPMHpoBaHEE 0 M0G0 OTENOHEHHK OT KOHTRAKTA.

445 ECniA KOHTREET NOCNe Hadana paboTsl No Hesy HYROSS8TCA B yNYyYIWaHHKH, NROUGCE paccaMoTpeH A
KOHTpaKTa Qonsed ObTe NOBTOPEH W O Mobos YNyYyiedd AomeHo GeiTe COOBIEHD 3aUHTEDECOBAHHEIM
CTOROHAM.

4.5 MeonenoBalia BO BCNOMOraTankHLIX (CyBnoapaaHLIX) nadopaTopuMa

4.5.1 NaBoparopya KomsHa MMeTs 3 qarTHBHEIE JOKYMEHTUDOESHHSIE NPOLEOYDSE OLEHKM M Baibopa BCno-
mMorarens+Hoi (cybnogpAagHoi) naGopaTopri M KOHCYNETAHTOR, KOTOPENE MOTNM Bkl AaTE AONOMHWTENEHYI0 OLEHKY
MO FMCTONATONOTMYECHAR, LIMTONOAYECKAM | ODYIMM WecnenosaHuam. Pykoaoacteo nabopatopui, No cormaco-
BAHWID C NONEBICEATENAMKA 88 YOIy, QONKHO BRITe OTEETCTEEHHS 33 BoIGOD W OTCNEMUBAHWE KaYeCTRa paboTel
BCNOMOraTenkHbiX (CyBnoapAgHLIX) NaGopaTopMia M KOHCYNBETAHTOR W QONKHO BulTh YBEDEHD B KOMNETEHTHOCTH
BCTOMOraTENE s (CyGnoapAaHex) naGopaTopril i KOHCYNETAHTOR OTHOCUTENEHO BENONHEHKA Tpedyamblx uc-
CREN0BEIHWA,

4.5.2 OTHOWEHWA CO BCNoOMOraTensHoH (cyBnoapagHon) nabopaTopHeRn CNeayeT NepuogHYecki NepecmaT-
PHBATE C© UEnb yOeOuTECA B TOM, YTOD

a) TpefoBaieA, BEMIOYEA NPEaHANK THHECKHE # NOCTAHANWTIAYECKAE NPOLUE Ty, A0SKESTHD CNPEfenieHk,
AOKYMEHTADOBAHE! M NOHATE

b) ecnomorarensyan (cyBnogpagHan) nabopatopua cnocofHa yaoBNeTBOPATE TReboBaHnAM W HE CyLle-
CTRYET KOHGENWKTA WHTEPECOR,

C) BsI00p METOO0E MCCNEO08aHAA COOTEETCTEYET NPEONONAraEMOMY HCNOMNE30BIHMIO,

d) oxuoaeman CTEETCTEEHHOCTE 33 MHTEDNPETALMI0 Pe3yNLTATOE MCCNENoBaHMA ACHD ONpeaeneHa.

MaTtepuans Tak pACCMOTREHWA CNENYET XPaHHTE B COOTRETCTEMH € HALMOHANEHEIMIA, PEMMOHANBHEIM W
MECTHEIMM TREGOB AHHARIA.

4.5.3 NaBoparopyA QoniHa MMEaTs NEpeYaHs BCEX BCNOMOraTensHis (cyGnoapanHex) naboparopui, yo-
NYTaMu KOTOPBX 043 NoNes3yeTeA. B nepeyse nomsHsl Seimh yiasans Boe Npobsl, koTopee BuiNk MocNeqoRaHisb B
Apyroi naBopaTopyd. HassMeHosadWe W agpec nabopatopHy, OTBETCTEEHHON 33 DeayNETAT WCCNaAoBaAHKWA, A0IHH-
Hizl Bkl Tl NpEOCCTARNEHE NONBI0BATEN0 yoenyrk. OyGnukaT nabopaTtopHors oTYETa AoMEeH DbiTe BEMOHEH KaK B
WCTORHIO BOMEaIHK NaUWEHTA, TAK W BHECEH B NOCTOAHHENA 3y pHAN (3N KTEOHHYID BEDCHI0) NatogaTopui.

4.5.4 NabopaTop«A, NONE3YI0WEACA YCMYTaMd BCnoMoratensHon (cyBnogpantoid) nabopaTopuM, HecaT
NOMHYH OTBETCTESHHOCTE 33 NPEOOCTABNEHWE 3AKATHMKY Pe3yNLTATOR HCCNEOOBAHWA, BLINONHEHHLIX BO BCNOMO-
rarensHoi (cyBnogpagsoi) naboparopid. Ecnn omyar of wccnegoeasidy roTosuT naboparopua, nonssy0wanc
YOIy raM1 BCnoMoraTeneHod (cyGnoapaaHon ) nabopatopii, aToT OTHET J0MEeH COABDMATE BOE CYLBCTREHHLIS
ANEMEHTRI PEIYNLTATOR, COCBLLEHHEDX BCNOMOrATENLHOR (CyBnoapAnHoi) nabopatopuai, Bea HaMeaHEHMA, KOTO-
Pt B0 Gl NOBNHATE HA KIMHWHECKYI0 HHTEPNDeTaLIo.

MoryT BeiTe NPUMEHEHE HALWMOHANBHEIS, PEMTMOHANEHBIE U MECTHEIE NEABMNA,
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Oauako He 06A3aTENLHe, YToG6I OTHET OCHOBHOR NAGOPATODHKM HOCNOBHO COCTEETCTEORAN OTHETY BCIOMO-
raTensHoi {cyGnogpagHoi ) naBopatopui, 8cnv HALWOHANEHEIEMECTHEIE JAK0HE! M NPARMNA He TReDysoT aToro.
Japanyiowmni natoparopuei MomeT MaBpaTe (oMY A0NONHUTENEHBY HHTEDNDETHDYIOLLIME JAMEYAHWA K OTYaTY
BCNOMOraTensHoH (cy@nogpraHoi ) naGoparopui B coOTEETCTEMM C DAHHEIMN O NALWEHTE U ADYTRK MEOWULMHG-
KHMH JaHHBIMW. SBTOD TAKMK A0NOMHATENEHEY ZAMEYAHANA JONHEH Bl Th YETHO YRa3aH.

4.6 MpuobpeTeHne YCAYT K Ianacos

4.6.1 PyropogcTeo nabopaTopuy JOMHHO YCTAHOBNTE M QOKYMEHTHDOEETE NONMTHEY W NPOUEOYDE ONA
BeGopa i NPUOBPETEHHA BHELLHKX YCMYT, NOCTaBky 0B0pyO0BEAHIKA W PACKOTHEN MATEDKaNon, KOTOPEE BIWAKT
Ha KaYECcTRS YenyT naboparopui. MNocTaenAemEe M0enta GonHel COOTBETCTROBATE NAbopaTopHsiM TpeboBa-
HUAM N0 Ka4ecTey. HaunoHaNeHLIE, DEMUMOHANEHEE W MECTHLIE NPESKUNE MOryT Tpef0BaTs PErMCTALMK NOCTAaR-
NASKLIX W3EnyA. JomsHes Deme paipaboTaHs NPOLUSOYPG! M KDMTEDAA ONA MHCIE KWK, NEHEME WK OTKE3a W ANA
¥PAHEHUA PACKOIHE MATEDKANOB.

4.6.2 Nocraensemoe oBopyGOBaHME 1 PACKDOHEIE MATEDHANI, KOTOPLIE CNOCOGHE NOBNWATE Ha KAYSCTED
Yonyr nabopatopuu, He QomsHel BkiTe MCNONBIOEAHE 00 TEX NOD, NOKA OHK He ByayT NpoBEpeHsl Ha COOTBAT-
CTEHE TReDoBaMWAM CTAHOARTOR MNKW CNDERENeHHbLIM TREG0BAHHAM, YCTAMOBNEHHE M METOQUKAMA ANA OaHHELX
WCCNeaoBaHri. 3TO MOHET Bl Te O0NONHERD HCCNEZ0BaHKEM KOHTPONEHRIX NPOE W OUEHKDA NQHEMINEMOCTH Da-
AYNLTATOR. MoMeT BhiTh HENONLIOBAHA TAKKE GOKYMEHTALWA, COOSPMALLAR CEEAEHWA O COOTRETCTRMH CHCTEME
RMEHEHMEHTE EAYECTES NOCTABLLMEA.

4.6.3 DonmsHa CylWecT BoBaTE CMCTEMa HHEEHTAPHOMD KOHTPONA 3anacos, PErMcTpayna KOHTRONA BHELLIHMY
YEIYT, NOCTABMASMED W NPUOBDETASMEN TOBIDOD A0MKHE OkiTe paIpaBoTaHa W NPOBENEHS 33 NePHOOE BDEMEHH,
HOTOPBIE ONPEIenEHs CUCTEMOR MEHEIHMMEHTA KaYECTEa. B 3ToR cHcTeme DomkHed DbiTe OTMEYEHE! HOMEDS
NAPTHA BOEK COOTBETCTEYIOWMX DEaraHT 0B, KOHTRONLHEX MATEPHAN0E 1 KEanubpaTopos, OaTkl WX NONYHEHUA B
naGopaTopdd M JaTel NpMMEHEHHA B paboTe. Bog 3TH ASHHBIE KOHTRONA OMHHL DACCMATDHEATRCH PYKOBOL-
CTBOM NabopaTopem.

4.6.4 NaBopaTopwa QONHHA OUEHHBATE NOCTABWMKGE, NOCTARKY W YCIYTH, KOTODEIE BNHAKT HA KAYSCTED
WCCNERoBaHKA, i Q0MEHE XPAHHTE PE3yYNETATE TAK0A OUEHEN, 3 TAIHE CNMCOK NOOTEEHOSHINA ITHE CLUEHOE

4.7 KoHcynsTauMoHHBIE YCYTH

Mpoteccuonansibi naGopaTopHbiA NEPCOHAN JONHEH NPE00CTARNATE KOHCYNETALMA OTHOCH TEMEHO BRSO
pa MCCNEgoBaHKR 1 MCNONEIDBAHMA YEMYT, BINHYAA YACTOTY NOBTOPEHUA HCCNBO08aHWA W Tpabyemisil TN Npo-
Bisl. Mp HEOEXOGUMOCTIA MOMET DBITe OCYLLEBCTENEHA MHTEDNPETALWMA DEIYNILTATOR WOCNEJOBRAHHA.

Donsss NPOBOAWTECA PENYMADHLIE COBELWAHKWA NAGopaTOPHOND W KNMHWYECKONo NEDCoOHANa OTHOCHTENEHD
MCNoNE3I0RAHKA NabopaTopHeX YCOyT M ANA KOHCYNETALUWA N0 HayYHsIM npodneman. PaboTHuim nabopatopuM
O0MMHE YHACTBOBATE B KMMHHHECHHE KOHEREHUMAN, BRICTYNAA KOHCYNETAHTAMI N0 3D GeXTHEHOCTH NPMMEHE-
HIA NabopaTopHeX HCCNEOOBAHMA KaK B LEM0oM, TSK M NP KOMKPETHBL ciydasy zabonesamwuii

4.8 MpeTexani

NaGopaTopus 0oM#Ma palpatoTaTe NOPAOCK W NPOUSOYPE PACCAMOTDEHHA NPETEHINA, Hanod W apyrix
obpawEHUEA KNAHWLACTOR, NALWEHTOR WM Apyrvx cTopod. Nopaook ¥xpaHeEHnA 33perMcTPUPOERHHBLX MPETEHINEA M
Anoh, MCCNnoBaHKA W MED MO HCNDABNEHWID HEOOCTATHOR, NPaNPUHATEY NabopaTtopyed, JoMKed cCOOTBRT-
CTEOSETe TPeGoBaHMAM HACTOAWEM cTaKnapTa [ca. 4.13.3, nepeyMcnedye i)].

Mpumedad e — NafopaTtopmn JONXHE CTREMATECA MOMYHETE OT NONS30BATANSA CEOMX YOIyT ODpaTHY
MHPOPMALMIO KaE NONGMMTENLEHOND, TAK W OTPULATENLHOM XapakTapa NPaMMyLUSecTEEaHHD CHCTaMAaTHHECKMM obpadom
(HENpUMED. NYTEM anpocos).

4.9 Ynpapneude B cly4adX BeIARNEHKA UCCNEOOBAHKMA, HE COOTBETCTEYHILWMX YCTAHORNEHHLIM
TpeboBaHHAM

4.9.1 PyxopogcTeo Nnaboparopuy QonMHo ONpeaendTs NOpASOK W NPOLUE LY Dk, NOOMENEWIAE MCHoNHEHUK,
Koroa oOHapyYMEHD, YT0 HEKOTODEE SCNEKTh WCCNEROEAHKA HE COOTEETCTEYHOT YCTAROBMEHHBIM NPOLUBIYDAM WM
TpefoaaHHAM CHCTEME] MEHELKMEHTS KAYECTEA, MK 3anpocam knikykucToa. Mpy aToM aomeHo GeiTe YCTAHOB-
NaMo, 4To:

a) 0boaHa4YeH NepcoHan, OTEETCTEEHHEIR 38 paIpellaHHe NpodSneme;

b) onpegeneHsl QEACTRNA, KOTOPLIE QONHHE BeTE NPeNPHHATLL,

C) OUEHEHD MEOULMHCKOE IHAYEHAE MCCNeO0BAHWA, HE COOTEATCTEYIOWETD TREGOBAHHAM, 1, NDH HeoBXD-
TAMOCTH, EMMHALWCT, HATHIYHBILIAA MCCNeqoBaHHE MHOpMUDOaaH,

d) Npouece MCCNeqoBSHMA OCTAHOBNEH W DE3YNETAT, @CNK HeoGXogUMD, AHHYNKMpOBaH;

&) HEMEBANEHHD NP ONPUHAT B KODDEKTHDYIOWIWE DERCTRIMA,

)y e BblOaHHsIE DeIyNETATE MCCNEN0EAHMA, HE COOTRETCTEVIOLLEND TReGoBaHMAKM, OTOIBAMHE! WMNA COOTRET-
CTEYHOLLAM O5pa30 MISHTHEHUHPORAHSEI, NPA HEOGXOONMOCTI;
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g) oNpefensHa OTEETCTEEHHOCTE 38 PaIDelleHNE Bo300HOBNEHHA MCCNEqIEaHNA,

h) KaasIi ANKI00 HECOOTBETCTRMA TREDOBAHKAM QOKYMEHTHPODAH M JADErHCTPUPOBEH, 3TH JaHHEE YEPas
VETAHDBMEHHBIE BEMNYIADHEE NEDHOOE BEMEHN DACCMATRMEAKNTCA DYHOS0ACTEG NABODETODHE ONA oG HADYHE-
HIWA TEHOEHLMA M NDWHATHA NDE0yNDeM a0 My DEiCTRMA.

MpuaayadwWe — MoonenoeaHns WNKM ASACTBMA B DAANWYHLIX painenax pabore, He COOTEETCTEYHILLME
TPefoBaHWAM, MOFYT DbiTh YETAHOBNEML PAANWNHEIMK NYTAMW, BEAKMAR NPETEHIMN KNWHKLMETOR, NOKAZATENN KoMTPO-
MR ¥a4acTea, kanwipoeky npubopos, npoBepky DacCXOOHLL MATERHANDE, KOMMEHTEPHK COTRYOHWKOE, NpOoBEpEY 28MH-
CEM W COpTHRHKATOR, AHANMA GO CTOPOMB! PYKOBOOCTES NAbopatopui, BHYTPEHHWA 1 BHELWHWA Sy0uT.

4.9.2 Ecnu yCTAHORNEHOD, YTO MCCNEA0BAHKA, HE COOTBETCTRYIOWWE TPEOoBaHMAM, MOTYT MOBTORMTECA WITH
BCMA CYLYECTRYET COMHEHWE OTHOCHTENLHO COOTRETCTEMA NOPROKE M NPOUeaYD B NabopaTtopsi NpUBeJEHHEIM B
PyHOBOACTEE NO KEYECTEY, SOMEHE! BbTh HEMEBONEHHO NPUMEHEHEI NPOUSOYPE! ONA MAEHTWDWKALIMA, JOKYMEHTI-
POBAHWA M YCTEAHEHIRR MCTOUMMES OTENOWE HIAl (ca. 4.10).

4.10 KoppekTvpyowme neRcTERA

4.10.1 Mpousaypl KOPPEXTADYIOLLMK OERCTBHA QONHHE BENCHETE B CRGA M3Y4EHWE NDWUMHE] MK NPWYUH,
BRIIBABLLME NpoGnems. ST0 JOMEHD NDMEBCTH K OCYLUECTENEHMIO NPEgyNPesauHx JedcTewiA. KoppesTHpyio-
LA E GEACTREWA OOMEHL COOTBETCTREOBSTE IHAYUMMOCTH NPOENEMel H DbiTh CODAIMEDHEIMA C BOIMOMHEM DHCKOM.

4.10.2 PykoRoOcTeo natoparopii OoMmHD A0KYMEHTHPOBATE M OCYLLECTENATE BOE TPEGYEMBIE HIMEHEHIA
B ONepaTHBHEX NPOLEOYpa, HOTODEE BELITEKAMHT M3 KOPPEKTHDYIOWME QERCTBHA,

4.10.3 PynopoacTao NadopaTopid OoniHo OCYILECTENATE NOCTOAHHEI KOHTRONL 338 PEIYNETATAMA NPar-
MPHHAT X KOPDEKTHDYIOWMY A8RCTEMA, YTODb 00ecnednTe apdhesTHRHDE NPE0O0NEHHE BOAHMKLLKX NpoGneam.

4.10.4 Ecnu oueHia HECOOTEETCTENA UNK MIYHEHWE B DEMKAX KODDEXTURYIOWMX D8ACTEWA BLI30EET COMHE-
H1e B 3herTMBHOCTIA MMA COOTRBETCTEMW NOPAAKA W NPOUEOYD MMM CUCTE Ml MEHEIMMEHTA KA4YECTEA, DYKOBOS-
cTE0 nabopatopyi A0MKHO OPraHKMI0BaTE NPOBERKY 3THX CDEep OEATENLHOCTH cornacHo Tpefosanuam 4.14. Pe-
IYNETATE KOPPEKTUOYHHUME JERCTBIA JoMEHE BolTh DACCMOTPEHL DYKOBOACTEOM NabopaTopHK.

4.1 Npegynpexnanune AsHcTBMA

4.11.1 JomsHs! GbiTe YCTAHORNEHE! NOTEHUWENEHEE MCTOMHAKM HECOOTBETCTEMA M HEOGXOAMMEIR YITyHLLIE-
HWA KK TEXHMSECKOND XapaKkTepa, Tak M CRAIaHHLIE C CHCTEMON MEHEaMMeHTa. Ecnn HeoDxoOumbl Npemyn pe-
Oal0LWe OSACTEMA, TO JonMeH BeiTe pasapaboTad M OCYLUeCTRNEH Nad ASACTEMA W OTCNEMEHD 70 BBINDNHEHHE
ANA CHKEHNA BENOATHOCTIH NORENEHUA NOA0GHEX HECOOTBETCTAENH, A TAIKE COZ0aHL BNarmnpUATHEE YCNoBMA
ANA BOIMOEHOTD NPOBELEHAA YIS HWIA.

4.11.2 Npouenyped NPEnyNPEsIanLIME ABACTBHEA D0MHHE NDSOYCMETRRBATE HHALWMDOBAHNE TaKAN DEki-
CTRWA M GCYLUBCTEMNSHWE KOHTECNA WX 3DMeHTHEHOCTH,

MpurMmesadue 1 — MNoMAME NEPECKMOTDE ONARATHEHEIX NPOUSAYD. NPEOYVIPEMOSOLINE OSACTERA MOTYT
BEN¥HATE B CA0A aHANW3 OBHHLE, SHANKI TEHABHUWA ¥ PUCKOE H BHELWHIOH OLUSHKY KR4acTBE.

NMpumedadna 2 — MNpagynpaaiaowne OadcTEMA ABNAKTCA CHOPEa NPOLUSCCOM MILCKEHWA BOIMOHHOCTaR

YIMPHLUEHKHA, $OM pEasumed Ha obHapyxeHie npobnas WNKW NPpaTaHadin.

4.12 ¥YnyuweHna

4.12.1 PyxopogcTeo nadoparopid J0MHHD NepHogMYeckl NepecMarprBaTs onepaTiaHsLe NpoUesypi, KaK
ATO ONPEOENEHD CHETEMOR MEHETHMEHTA KAYECTEA, YTODE! BRIABMATE NOTEHLMANBHEIE MCTOUHHEM HECOOTRET-
CTENA WK APYTHE BOIMOHHOCTH YITYHLLEHKA B CHCTEME MEHEIHIMEHTA KAYECTEE MM B TEXHONOMMYECKDN NpakTia-
K. Mnaks MEp N0 COBEPLUSHCTEOAAHWIK BOMHHE! BbiTs paipadoTaHk, 40KyMEHTHPOBAHE M OCYLLBCTENEHL COOT-
BETCTEYIOWMM opaaom.

4.12 2 MNocne oCcyLUSCTRNEHWA 3anNanMpoBaHHEDR Map DYHOBOACTE0 NaBopaTopi N0MIHD OUESHHTE Mhdiak-
THEHOCTE HX BEINONHEHAR MyTeM TIWATENEHOMD PACCMOTPERWMA WK NPOBEAGHWEM NPOBEMHM COOTRETCTBYKLLEND
paszgena JeATensHoCTH naboparopum.

4123 PeayneTaTel AeACTEWA, NDESANDWHATEN NOCNE NPOBENEHHGTC WIYHSHWA, A0MHHE BT BHOBE pac-
CMOTREHBI DYECROOCTROM NADopaTopri ANS OCYLBCTRNEHKA BCEX HEOOXOOUMELX MIMEHEHKH B CHCTEME MaHed-
HMEHTA KAYECTEA,

4.12 4 PywoRoacTE0 NASopEaTODUN JOTEHD NPUMEHAT b NOKAZATENN KAYECTEA ANA CHOTEMATUYSCKITG OTCNE-
HMEAHUA 1 OLEHEW Y4aACcTHA NabopaTopuu B OKAIAHKA NOMOWM nauMenTaM. Ecnu nporpamma ofHapysmeaeT
BOIMOMHOCTH YITYHLLEHHA, PYFOBOOCTEO NabopaTopyi ROrmEH0 NPMHATE BhITEXAI0LLWE M3 3TOM HOHEDETHBIE MEpLI.
PykopoacTes nabopatopun 40N Ho oDecneqnTes yHacThe NatopaToprn 8 yiyHiuaHne Ka4ScTRa MEQHLMHCKOR
MNOROLLYA, 4TO SONKHO NPOARNATECA B CYLUECTEEHHEX 0ONACTAX W PE3YNETATAX NOMOLLK NALMEHTAM.

4 12.5 PywopoOcTeo naGoparopii OoMeHD NpeaocTaanATs COOTBETCTEYIOLWE BOIMONMHOCTH 0BpasoEaHtA
W ofiyseHMA Boaly Nepcodany NabopatopuM, a TaKke, M YMECTHD, NOTReDWTENAM NabopaTopHsN YT,

g
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4.13 ¥YnpagnexHwe 3anncamMmM

4.13.1 B nabopaTtopin gomeHel GeiTe paipaboradsl W 0CYWBCTENEH L NPOUETYPE AR WASHTHDMIKELIA,
cGopa, MHABKCALMW, DOCTYNA, ¥PAHEHHA, BEOeHA W GeaonacHorn yoaneHuA sanvced B oBNacTi KaqecTea
TEXHOMOrMA.

4.13.2 Boe 3anuc ormesbl kT NEMKOYATISMBIMKA M Q0MEHE XPAHUTRCA Takvu obpazom, yTobsl BTk
NETKOROCTYNHBIMK NpW HEOBXOAKMOCTI. 3aNMCK MOMYT XPaHKTECA HA MOGoM NOOXOAALLENM HOCHTaNE, Onpeade-
NEHHOM HALWOHANEHBMIA, DETA0OHANEHBIMKA MTA MECTHRIMK IKDHOVMHECKMEA NDEBKNEMA (CW. NprsMeYaHne K4.3.1).
DonmHe BeiTe NDEOOCTARNEHEE oMELEHNA, DBECTeYMBaIOWLWE BEI0NACHOE XDAHEHWE, MPEOYTIDESTEHXE MO DYH,
YTDATEl M HECAHKLWOHWPOBAHHOTD OOCTYNS K ATHM A0KYMEHTIR.

4.13.3 B nabopatopri gormkes BeiTe yCTAHOBMNEH NOPASOK, ONpedenAkilMi ONHTENEHOCTE XpaHeHHA pad-
MHYHBIX AOKYMEHTOR, OTHOCALMXCA K CHCTEME MEHEIMMEHTA KA4ECTEA W pe3yneTaTam wconefosanwid. Cpok
KPAHEHWA ACMEeH BeITe CNPeaeneH xapaKkTepoM HCCNefoBaHUa MM CNeUMansHskW TPEBoBaHMAMK KaMaoro
MpoTOKCNAE.

MoryT GeiTe NDHMEHEHE! HAUWOHANEHESE, PEMMOHANBHBIE W MECTHRIE NDEBKNE,

TH DOKYMBHTE MOMYT BEM0HATE B Ce6A, N0 MeHbIWeH Mepa, CNeqyioL|eea:

a) DopMBl JANDOCOR (HAIHAEHKA ) AHANKI0R (BKNIOYARA KADTE NALMEHTOS WK TOMNBHD MEOALWHCKHE HA3Ha-
YEHWA, BCNW OHW MCTICNBIYINTCA KaK opMEl 3aNpOCos HA aHanKas j;

b) peayneTaTel WCCNEOOBEIHWA W OTYETE O HWX]

C) pacneYyaTten peaynsTaros,

d) METOAMKK MCCNeQoBaAHWMA,

&) nafoparopHsle patoHMe MyDHAMs! MM 3aMKCH;

f) 3anycK o NOCTYNNEHHAK,

) KanMBpoBOYHEE QaHHEE W B0 rUMEHTE NepeBoOa;

h) 3anMci o pE3yYNETATAX KOHTDOMNA KSUSCTRA;

i) NPETEHAMK K NDHHATEIE MEDE;

) oTHETEI BHYTPEMHEND W BHELWHETD ay0MTa;

K} peayMsTATE BHEWUHER OLSHKK Ka4ecTBa | MesnabopaTtopHeg CrddeHHR;

I} 2anmck ob ynyJlleHus kEa4ecTea;

m) 3anucu no obcmywreado Nnprbopos, BEMNNYAA DaHHBIE BHYTPEHHEN W BHewHed kanwd posm,

N} OOKYMEHTALWIO & NAPTHK W CEPTHHHEATE NOCTABKM PACKOIHLIX MATEDHANDE, BNOMEHARY B YTIAKOBKM,

O) PEMMCTRALMI0 HECHACTHRI CYHASE W NPWHATEX QEACTRHA;

0 3annck of ofyUEHMA N KOMNETEHTHOCTI NepooHAnE.

4.14 BHyTpaHHHE NPOBEPKA

4.14.1 [Ina noOTEEDHMOSHHA COOTEETCTEMA JEATENEHOCTH NabopaToprK TpeDoaamHMAM CUCTEME! MEHEDK-
MEHTS KA4BCTES B CHOKM, YCTAHOBNEHHES 3TOH CHCTEMOR, 0M#HE BbITh NPOBEOEHE! BHYTPEHHKE NPOBEDKM BCEX
ANEMEHTOR YKAIAHHONR CUCTEMEI KaK YNIPABNEHYECKWX, TaK M TEXHONOrMHeckix. BHyTpeEHHAR npoBepra aomsHa
MAOCNEACEATENEHD PACCMATRMBATE 3T AMNEMEHTE| MM OCOBOM BHAMAHKM K yHACTEAM, KPHTHUYECKA BAMHKEIM BNA
OKA3AHMA NOMOLLM NALKEHTAM.

4.14 2 AynWTel A0MmEHs! BT HOpMansHD CNNaHWPOEaHE, GPraHHMI0aaHs i NPOBENaHE KEANWDKLpOBaL-
Hisih YIIOMHOMOHEHHEIM N0 KAYSCTEY WK YTIOMHOMOSEHHEIM KEENWDULWPOBAHKER COTPYAHWEOM. [pOREpAKLMA
HE JOMHEEH KOHTPONKMPOBAaTE coBCTREHHYD paboTy. MpousayPE BEHYTREHHKX NPOBEPOK A0MKHE BkITs ONpefens-
Hisl, AOKY MEHTHDOBAHEI, BENIOYAA THN NPOBSDKA, YACTOTY, METOOONONAKD | Tpebyayio AoRyMaHTaLM. B cnyyae
OBHAPYHEHWMA HELOCTATHORE WMWY BOAMOMHOCTEN COBRDLIEHCTREOBaHKMA NabopaTopua DoMHHA NPeanpHHATE Kop-
PEXTHDYIOWME MKMW NDeayNDENaLWE DRACTENA, KOTOPBLIE A0MKHE! GbiTh OTPAKEHE B OKYMEHTAX M NQOSE0E-
Hisl B COMMACOBAHHEIA NEPHOS BREMEHA,

MeproaruyHOCTE NPOBEPKKA OCHOBHELX 3NSMEHTOR CHCTEME MEHBIHMEHTA KaYeCcTEa 00kIYHD COCTABNART
oauH rog.

4.14.3 PeayneTaTkl BHYTPEHHIAK SyIMTOE CNEnyeT NPEACTaEMNATE Ha PACCMOTPEHWE DYROBOACTES Nabopa-
TODHAL.

4.15 AHanwa co cTopOHLI PYKOBOACTBA

4.15.1 PyropoacTeo nafopatopyi AONMHO CHCTEMATHHECKA NBPECMaTPHBATE NabopaTopHylo CUCTEMY ka-
HETHMEHTA KAUECTES W BCE B MBTULMHCKAX YT, BENI0YAA KCCNEA0RaHMA N KOHCYNETATHEHYIO OEATENE-
HOCTE, YTODE! PORCNEYHBATE MX NOCTOAHHY IO CTAGMNEHOCTE M DO eKTHEHOCTE B OKAISHM M MEQHLMHCEDR MO MO
MALMEHTAM W BHOCAT b HEOEXOOMMEIE MIMEHEHUA WMA YIYYLWeHWA, PeayneTares TaKorno NepecmoTpa AomwHE Deme
oPopMNEHEl B BALE NNaHa, BEMOYIIOWEr0 B ceda uenu, 00 bekTe M Nporpammsl QeRcTeMi. ObsluHo TaKoe pac-
CMOTDEHWE OCYLLECTRNAINT O0WMH pas B kambe 12 mec.
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4.15.2 PaccmoTpesie pyHOBROOCTEOM QONMHO 3aTRarkeaTe, No MEHbLLUER MEDE, Cegyiowes:

a) NposepEy BLINCMHEHWA PEROMEHTALMEA NPEOWEeCTRYIOWEND aHANMaa;

b) x00 NpeanpMHATEX KOPPEKTUDYVIOWME JeACTRENA | TpeyaMele NpaaynpeskIaiwMe OencTBHA;

C) OTYEThI CTEETCTEBEHHBLIX MALL,

d) peayneTaTsl NOCHENHAE BHYTREHHKK NDOaEpOK;

) OUEHKY CO CTOPOHE BHELWHWY 0pras1aaliaf;

) peayNETaTEl BHELHEA CUBHKH KAYECTES W MEMNaGopaToOpHbLIX CRMYeHHA Opyrax GopM;

g} mobele vasereHuA B 00 LeMe 1 THIE NpoBogMMoi paboTel

1) 3aMeEaHAA W NPETEHIMK &0 CTOPOHE! KNHWHALKMCTOR, NEUWEHTOR M ADYIHX CTOROH;

i} noKaIaTenW KAYECTREE ONA CNEsEHHA 338 BKNaOom NatopaTopyid B OKAISHWE NOMOLLK NALMEHTAM;

j) HECOOTBETCTEMA TRpaGoaaHAM;

K} MOHMTORMH BpaMaHd 0G0poTa NabopaTopHor TecTa;

|} peaynNeTaTh NPOUECCA NOCTOAMMOID YIYHLWEHWA;

m) oLeHky NOCTABLLMKDE.

B nepwon paspaboTik CHCTEME! YNDaRNEHWA KIHECTEOM MOryT BiiTk HEoGK oMMl BONea HYacTeE NepacoT-
Pl 3TO OOMMHED NOIEONATE K3K MOEHD PAHBLUE NPEONDMHUMATE MEDEl Ha TexX yyacTiax paboTw, rae SyoyT
TpaBoBATECA YNYHIUEHWA B CHCTEME MEHEIMMEHTE KEYECTER UMK ADYIHK CTOPOHAX ABATENEHOCTA NadopaTopHu.

4.15.3 KauecTso W cTEneHe COOTBETCTRMA YHaCTHA NaBoparopii B oKA3AHWA MENMUMHCKDR NOMOLLM NatiW-
EHTAM Q0MHHE BblTh B BOIMOMHD BoNsWal Mepe oTCNEEHs W 00 BEKTHRHD OLEHEHE.

MpumedaHne — Heobxogumes SEHHLIE SOMMHL COOTEETCTEOBATE THNY MMM MECTY pacnonoEeHds nabopa-
TopuK (BONALHWLA, ¥AMHWES N BonomoratansHan naboparopus).

4.15.4 ObHapyseHHse dhanTe 1 2ACTENA, NPEANPHHATEE B DEGYNETATE AHANKIA CO CTOPOHE! DYKOBOOCTES
NaGOEEaTODHK, JOMEHE BRiTe 3ApEricTpHpOBaHE, W NAGOPATORHEIA NEPCOHAN ACHEH BeiTe MHPOPMUDOBAH O pE-
AYNETATAX AHANMIA W NPHUHATEEX pelLeHWAx. PyxoeoncTeo NabopaTopui 0OMEH0 00eCeYTE NPUHATHE HeoBxogu-
MbIX MED B COOTEETCTEYHILUENM OOLEME H B COMMACCBAHH LA NEDWOD BREMEHH.

5 Texunueckue TpeGoBaHuA

5.1 NepcoHan

5.1.1 PykomoacTee NaSopaTopMi OOMAHD MMETE OPraHH3aLMOoHHER NNaH, CNMCaHne DaAcnpenensHds nep-
coHana u paboT, KoTopsEe oNpedenseT KBanuduEalmo M 0BA3aHHOCTH BCEX COTPYIHUKCE.

5.1.2 PyxosoacTed NabopaTopdy SOMKHE BECTH yHeT COOTESTCTRYIOWEN 00pasoeaTeneHon 1 Npodeccuo-
HATNHOH KB AMMDAKELAW, YMEHAR, ONBLITS W KOMIETEHTHOCTH BCAMD NepooHana. 31a vihophaums AomeHa Beime
NEerKo0ocTYNHA COOTBETCTEYIOLMA COTRY.OHMKIM W MOMET BEMOSATE B cada:

a) CcepTHMEAT WMNKW NWUEH3KED, 8CNK 370 TpebyeTcA;

b) cnpasxi ¢ npegWecTBYOWETD MecTa pabioTel,;

C} onMcaHne paboTel,

d) pervcTpauMio JaHHE O HENPEDE BH0M 060a308aHUA M NORBILUEHMA NPOdMECCHOHANEHOND YDOBHA,

&) OLEHKY KOMNETEHTHOCTIA;

T} CEEOEHAA O HBCHACTHLIX CIYYARY.

Opyras uethopMauma, NpeIHAIHA%EHHAR ONA YNOTHOMOSEHHSEX ML, MOXET KACATECA COCTOAHWA A00p08EA
NEPCOHANa B CBAIM C BPEQHOCT LI HA NPOM3B0ACTEE M COCTORHMEM MMMYHKIALMM.

5.1.3 NaBopaTopiA on#Ha BoarNasATECA NALOM KA NALEMIA, HECY WM OTBaTCTBEHHOCTE 33 WCNoNHE-
HWE OBAIAHHOCTEN W OONaoaI0LMMK KOMIETEHTHOCTRED 4NA 0DecnaysHiA BeINONHEHIXA NPEROCTARNREME Nabo-
pATOPWER YCNyT.

NMpuumeyaduwe —B aaHHOM CNYUSS OO EOMMTETEH THOCTEHY NOHMMEEOT K3k peayNETaT Gaaceoro, Nocnequnnom-
HOM, HENPEpLIEHOND OOPAZ0EAHMA, TAK M YMEHWA W MHOMONETHAR ONLT paboTel B MEQUUMHCKOA nabopaTopum.

5.1.4 OTRETCTREHHOCTE 3ABEAYI0LLERD NAaboPaATODWMER MMM ¥TONHOMOSSHHOMD NWLE 0MHHa Npe0ycManpu-
BATE NPOMESCCHOHANEHYID, HAYHHYID, HOHCYNETATHRHYIO, CPraHHIALMOHHYID, OMHHHCTRATMEHYIO W 00paIosaTes-
HyI0 CTOPOHE. Bo@ 3T0 gonwHo CoOTERTCTROBATE Yonyram, npeaoctasnAasesiM nabopatopuain. 3asenyiowmi
NAGOPETORMER MK YNONHOMOYEHHEIR B OTHOLLEHAA K2HI0A 330344 0MKEH HMETE COOTBETCTBYHOLLYKD NOOroTos-
Ky W OCHOBE!, NO380NAIOWWE HECTH OTEETCTEEHHOCTE 38 CNeayoLwes:

a) KOHCYNIETHDORATE Tex, KTO 3anpallMeacsT MHPopMaLMo o BsBope TecToR, MCNoNs30EAHWK NabopaTopHsx
YCMyT 1 00 MHTepnpeTaUME NabopaTopHEX DaHHEX,
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b) BRCTYNaTE B KAHSCTES AKTHEHOND 4NEHa MEQUUMHCKOTD NEPCoHANE TOM YHPENaeH A, KoTopoe nabopa-
TopKA OBCMYHUBAET, BCNK 3TO BOIMOKHD B CYLLECTEVIOW KK 0BCTORATENBCTRAX,

C) NoQn8pHWBATE CEAIE W ADMEKTHEHD COTDYAHMYATE (BEMIOYEA KOHTDAKTHLIE OTHOLEHWA), BCNH HBoBX0-
O TE TR

1) C COOTBETCTEYKLWMMA AKKDEONUTYIOWNBMIA M DENYNADYIOLMMIA CpraHamm,

2) C COOTRETCTRVIILLMMK A0MAHKCTEATHEHEMN OMHLMANEHEIMNA TMLUSMA,

3) ¢ MEQWUMHCEMM COODWECTROM,

4) c 0BCNYHUBREMEIM HACENEHHEN;

d) oNpegenATe, OCYLBCTENATE M OTCNEMMBAT L COOTEATCTEME TPEB0BAHKAM BEINONHEHHX MCCNEN0BAHIA 1
KEYECTEA MEAVUMHCKMX NabopaTopHbIX Yonyr;

@) BHEAPATE CUCTEMY MEHEIKMEHTA KE4YECTRE (JaBanyiowmi nabopaTtopuei U cneyuanycTel nabopaTopw
O0M#HE YHACTECEATE B patoTe PAINMUHE KOMUTETOR No YITYYLLSHKID KEUBCTEA B yJDERAEHWA, BCNW 370 Tpaby-
aTcAj;

f) oTcnexweaTe Beo paboTy, BsINONHAEMYI0 B Nabopartopui, 4Tobsl cNpeqenaTe, HACKONLKD QOCTOREDHBIE
[AHHEIE OHA BLI03ET,

Q) oBecneaYrBaTE HAMWYWE QOCTATONHD KEANWEDHUKPOBAEHHOND NEPCOHANE C ANEKEETHO NONTEEPHOEHHEMH
AHAHMAMEA K YMEHWAMA, YToDR YOoENeTEOPATE NOTRebHoCTAM NaBopaTopum;

) NNAHWPOEETE, YCTAHABNWBATE 330344, PAIBHBATE W PEIMELLATE DECYPCH! COOTEETCTEEHHD MEOHLIMHCKIAM
NOTREGHOCTARM,

i} ocywecTENATE 3 DesTUEHOE NMUHKCT PUPOEIHIBE MEIMLUMHCKKMA NabopaTopHBIMIA YENYTamMK, BRMIOYan
GHIHET, NNEHUDOBAHAE W KOHTDONE C OTRETCTEEHHLIM (DUHAHCOBEIM YNPAENEHWEM B COOTEETCTEMK C NDEONHCIN-
HOM EMY B YYPEHIEHNA OOAIAHHOCTED,

|} ocywecTENATE ofpajopaTenkHBIE NPOMPaMME! GNA MELUUMHCKOMD 1 nabopaTopHoro nepcoMana W yya-
CTBOBATE B 00pa3caaTensHeX NPOrPaMMa YUDeHaeHHA;

k) NNaKMpoBaTE i HANPAERNATE HAY4YHEE MCCNEROBAHWMA B COOTRETCTEMM ¢ BOIMOMHOCTAMK NabopaTopHu,

I} BeifiMpaTs BCcnNoMOraTensHele (cyBnoapAnHee) NabopaTopul W OTCNENWMEATE KAYSCTEO YOTYT B HHX,

m) ofecne4uears Ga3onacHocTs B NnaBoparopyi B COOTEETCTEMA C TRED0BAHMAMK NaSopaTopHON NDAKTHEA
M NPWHATLIBK NPAEMNEMM;

N pacCMaTpMBaTE NOGYI0 NPETEHIMKD, JANPOC MMM NPEANcKEHNE CO CTOPOHE NoNsaosaTenai nabopatop-
HisiX Yy,

) 0OECNEYHMBATE BRICOKKA MOpaNsHER Oy NepooHana.

Zapeqyrwsid NaBopaToprei He JOM4es BRNOAHAT B BCE 3T iy HKLMK 2AMHOMHYHO. DOHaKD MMEHHD JaBeE-
OyiowmMiA nafopaTtopseid 0TEEYaeT 33 BCK A8ATENEHOCTE NAGOPATOPHK W PYKOBOACTED @10, DDacneqmBan Kaqe-
CTRO YCYT, NPEO0CTARMASMED NALKEHTAM.

5.1.5 A BenonHEHKA 3aNpaLUmMEasMod paboTe M OCYLWECTENEHMA OPYrE DYHKLMA CHCTEME MEHEIH-
MEHTS KAYECTES NabopaTopka OOMHHA pacnonaraTs a08KBaTHEIMK PECYDCAMH NepcoHana.

5.1.6 MNepcosan Qon#MeH NpoRTH HeoBXo0uMyIo NOSroToRKY ONA 0BeCne4YeHWA KAHeCcTRa NPeqoCTaRNAEMELX
AR YEMYT M YIPABNEHMA KA4SCTEOM ITHX YCNYT.

5.1.7 PynoaoncTao NaGopatopqi QoMo yNonHOMOUHTE CNalHants+o noaobpansii napooHan ana ssinan-
HEHWA KOHEDETHBIX paboT No e3aATH Npob, NPpoBEOeHHID MCCNenoBaHra 1 paboTe Ha ohopyaoBaAHUK CNELWANE-
HisIX BAOR, BEMKHEA MCNoNEI0BAHNE KOMNSINTEDOR B NadopaTtopHod MHDOpMALMOHHOH CHCTEME [CM. MDUNoNE-
HWE B).

5.1.8 Jonwes SeTe YCTAHORNEH NOPAGOK, KOTOPERA ONDEASNRAET, KTO MOKET NONBICEATECA KOMIBIOTEDHORA
CHCTEMOR, KTO MMEET QOCTYT K JaHHBIM NaLMEHTOR H KOMY PEIDeLUEHD BEQIMTE M HIMEHATE PeayNsTaThl HCCNeno-
BAHMA NBLWEHTOS, KODDEXTHPORATE CUBTA MM MOOWHMUKMDOBATE KOMNLOTEDHEBE NROMDEMME (CM. NPUNOKEHHA B
).

5.1.8Nepcoxany Bcex ypoBHed NomHa BeTe 40CTYNHA NPOrpaMMa HenpepEeHoro oGpasnaaHua.

5.1.10 Cryskaiiive No kil GibiTe ofyuaksl NpABKNaM NpeaynpesaeHdA KW YCTPaHEHWA BNHAHKE cnysai-
HiBlX ABADWH.

2.1.11 KosMneTenTHOCTE KEQoro NHUa ONA BeINONHERWA NPEanUcaHibx oFA3aHHOCTER JormsHa DTk oue-
HEHa nocne ofy4edua 4 NOOBEprHyTa NEpHOgWYeckol nposepie. MNMoaToOpHOE 0ByYEHWE W NPOBEPKY CNEOyaT
MPOBOAN T N0 MEPE HEOGXOAWBOCTIA.

3.1.12 MNepconan, ocyWecTENALLWE NPOdEcCHOHANEHYIO OLEHKY NDARUNEHOCTIA MCCNEQDEAHWA, OOrmHeH
WMETE KK COOTRETCTEYHLLMWE TEODETHYECHHE W NDAKTHYSCHWE OCHOBE, TAK 1 onbIT. MpoheccHoHaANBHOE CY#HOE-
HNE MOWET DTk BEPAMEHD KAK MHEHWE, MHTEDNDETALKA, NDOrHO3, CUMYMALKMA, MOLEMNs W 3HAYEHHE M O0MMEHD
OTBEHATE HALMOHANEHEIM, PEMADHANBHEIRA WK MECTHEIM NDEEATEM,

11



MOCT P MCO 15189—2009

MepooHan omeH NPAHMMATE YHACTHE B DEryNARHOM NPOEeCcHOHANEHOM YCOBEDLWEHCTEOBAHKM MNW Opy-
X NP CCHOHANBHBLE KOHTAKTAX.

5.1.13 KoHduoeHUuMansHOCTE KHPOPMALIMIA, KACaHILULBACA NALUWEHTOR, OOMKHA COGMKOATRCA BOEM NEpoD-
HANOM.

5.2 MoMewaHAA 1 YCNOBMA OKPYHaKLWeR cpakl

5.2.1 Naboparopua OoMeHa MMETE NOMELWEHKE, NOIBOMTAIDLES BRINCNHATE pAaboTy, He YXyILUAR 88 KaYe-
CTBA, NPOB0OMTE NPOUSOYDEl KOHTRONA Ka4ecTea, 00ecneyqeaTs He3onacHocTs Nepcosana W ofcnykusanue na-
UMeHToR. 3apenyioMi nabopatopuen Qorm«eH onpefensTs Qe EaTHOCTE NOMEWEHMA. Pecypcel GoniHs STk
B KOMNW4ecTEE, HEoDXoOHMoM GNA oGecneveHitn JeATeNLHOCTH Nabopartopyrd. MartepraneHsie pecypce nabopa-
TOPMM CNE0yeT XpasnTe B Gy HHEWOHANEHD YO0GHLIX W HAOEHHED YCNoBWaAx. TAKME M YCNOBWA BONKHE BRITe
ofeCnEYeHsl ONA BIATHA NepaMYHsIX NpoD W MCCNenoBaHKi B MECTaX BHE MOCTOAHHOD padsMeleHua Nnadopa-
TORHM.
5.2.2 Nna obecneverna addekTuerol paboTel B NabopaTopiik JoMmeHs GhiTs oNTHMUIMpOBaHE yaoboTea
ONA COTRYOHAKOR 14 CEEOEH K MAHMMYMY DHCK TPREM W NPOdeccHoHanNkHLX 3abonesaHyi. MaureHTsl, COTPYAHW-
KM WM NOCETATENA AOMsHE GEiTh 32UMILEHE 0T BOIMORHEX ONACHOCTEM,

5.2.3 Bonyyas npeaocTaBNEHnA MECTA ONA BIATHA NeparYHER Npoh 00MmeHE GhiTe NDEIYCMOTREHE! KOM-
DOpTHEIE M YO0GHEE NOMELLEHIA ANA NALKXEHTOR C ONTHMANLHBIMK YCNOBUAMK ANA BIATHA npob.

5.2.4 YeTpoRCTRO NOMEWEHMA NaGopaTopui ¥ YCNoRMA B HeR O0MEHsl cNocoBCTE0RATE BRINONHASMEIM
Jafaqass. OOCTaHOBKA B NOMELWEHHAX 4NA BAATHA NPod 1M ANA MCCNegoBaHWi HE A0ITHHA OTPHUATENEHD BIMATE
Ha PE3yMETATE MW YXyAWETE Tpebyemoe ka4ecTeo N0GbX MaMepeH1A.

NabopaTopHsbIe NoMELIEHWA ONA WCCNeqoBaHKE OOM*HEl CERCNEYMBATE NPABUNEHDE BRNOMHEHWE WCCNE-
AcBanuia. [na 31oro Heoxogumsl MCTOUHMEN JHERTHK, OCRSLLEHWA, BEHTHIALMK, BOOE, YOANSHWe OTXO008 1
WCNONB30EAHHEX MATEPHANDE W COOTEETCTEYIOWME yCnoewA cpeisl. labopatopua AoMmsHa pacnonarars npo-
UeOypani ANA NPOBEPKA OTCYTCTEMA OTPHUATENLHOND BNHMAHKMA Cpedkl Ha npoBeneqwe ciopa npol u ofopygo-
BaAHKE.

5.2.5 NaBoparoprA A0MHa OTCRMEMBATE, HOHTPONUPOEATE W PETMCTRUDOBATE YCNOBWA OKDYHEI0WER Cpa-
Akl KAK ITore TReGyIoT COOTRETCTRYIOWME NPABKAE, MK KOMDa 3TH YCNOBMA MOMYT NOBNHATE HA KA4SCTRO PesyTk-
Tatoe. JonwHo BelTe YOSNEHD BHUMAHWE CTEPHNBHCCTH, 3ANBINEHHOCTA, ZNEKTROMArHUTHEIM NOMEXAM, DATWa-
UMM, BAAHHOCTH, CHAOMEHWD ANeKTROAHERTMER, TEMNERaTYDe, YDOBHAM 38YKI U BUGDALMK NPHMEHHTENEHO K
COOTEETCTEYIOWER TEXHUSECKOR O8ATENBHOCTH.

5.2.6 Oommel Geime COOTRETCTEYIOUWMM 00paiom pasgeneHl Te CeruwuM NadopaTopui, B KOTOPEI OCYLLE-
CTAMASTCA AEATENEHOCTE HECOBMECTAMBIX BIOOS. [onsHse SeTe NPEqNpUHATE Mapbl BNA NPeLyNPELEHA Ne-
PEKPECTHOMD 3arpRIKEHKA,

Mpumeps: — Kozda uccnedosanus npedemasnarom cobold ONacHOCTs (HaNpUMep, MUKCBaKM epUONOSUR,
paduonyrnudsr u m. 4.); xoada peayNLMamsLl Pabome MO2YM GbMs UCAOPYeNES U328 MOS0, Yo 0Ha Mpoaocdum-
CH HE 8 OMAOenEHOM MOMELWeHUL, Kak APU AMINLHUKALYLIL HYKTeUHOELIX KUCAom; koada dnr pabomsl mpebyem-
CA cnoxodwan ofcmanoera, 53 omenexaoWuy haKmopoe, Kak, HANPUMED, JNR WUIMoNamoIoauyecko20 ckpu-
HUHZa; wTy kozda paboma mpeSyem KoOMMPONUpYyerod cpedial, kaK Gnn BOMLWLY UHGHODMALLOHHEDX CLUCITIEM.

5.2.7 OQocTyn K aosaM, cnocoSHLIM ROEMNWATE HA KAY2CTED MCCNEO0BRAHKA, W MCNONLI0RAHWE ATHK 30H
ACMAHE GalTe KOHTEOAWEYEMBMA. [INA oxpade npob W pecypcos o7 HECAHKLMOHWPOBAHHOND O0CTYNS O0MHHE
Gl Tl NEEANPHHATE COOTBETCTEYIOLIME MEpk.

5.2.8 CHCTeMel CBAIM BHYTDH NabopaTtopyu O0MKHE! COOTEETCTROBATE DAIMEpy M CAOMHOCTH YCTPORCTEA
MOMELLEHHA W 3 pesTHBROR NepetaYe coobLyEHMA.

5.2.9 HeoSxoaMs0e NpOCTREHCTED M YCNOBMA A0MHHE BRiTe NpenocTasneHe Ang oDacrnaqdeHA CoXpalHD-
CTH NpoG, CNARO0E, TMCTONOMNAYe CEy BNosos, MUEDOORTaHM3Moa, OOKYMEHTOoR, Dainoe, pYKoBEORCTE, obopyao-
BAHWA, PEAreHTOR, NAopaToRH MX PAcKOOHBIX MATEDHANOE, PEMMCTPALMOHHENX MYDHANOE 1 DE3yNETATOR MCCne-
LOEEHNA.

5.2.10 PaBoyan 30Ha SONMHa CONeHaTECA B YUCTOTE W NOPAGKE. XDaHEHIE W YOANEHWE ONAcHbLIX MaTe-
PHMANGE SOMHHE BhiTh ONpeneneHs CoODTRETCTEYIOWMMM NpaBrnam«. HeoGxoommel Mepsl 4NA NoOoepsaH9A co-
OTBETCTEYIOLEND NopAgra B naGopaTtopui. B aTix uanax gomkHel BelTe 0CYLIBCTENEHE COOTRETCTBYIILWE Npo-
wenypsl M obydende nepcodana.

5.3 NabopatopHoe obopypoBaHne

MNMpumavyaduwe — [OrA LeNsd HACTORWErD CTAHSAPTA B NoOMATHE «naboparopHos oBopynoBAHMEY BEMIOYEHE
npuiopsl, CTAHAAPTHEE 0DpAE, PACKOOHEIE MATEDHANL], PEAMSHTE H AHANWTWHECKNE CHOTEMEL.
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2.3.1 NabopaTopua QOMEHa OeTE OCCHALLEHE BCEMMH NpeamMeTamid 0BopygosaHiua, TPebyoWMMUCA ONA Oxa-
3aHuA Yoy (Bemouan chop neperqHsx Npob, nogroToexy W obpaboriky npof, HocnenoBaHMA 1 xpadasse). B Tex
CIy4aAx, Korga nabopaTopkA Hy#0aeTCA B MCNONLI0BaHWH OD0PYI0BAHKA, HAXDOALLENOCA BHE 88 NOCTOAHHOND
KOHTPONA, pykoangeTeo nabopatopws JonwHo obecneynTs cofinoesme TpeSosaHWil HACTOALLEMD CTaHaapTa.

Mpy eeBope obopyaoBaHWA A0MEHEl BeTE NPUHATE BO BHWMAHWE DACKOD IHEDIMIA M ByoVILKE OTXOOk
{oxpaHa OKpYSEWER CPaabI).

5.3.2 MNpx ycTaHOBKE M NOBCEOHEEHOM NPUMEHEHHKH 0bopyOoBaHKMe JOMEHD COOTRRTCTROBATE IKCIYATa-
LIMCHMEIM TPeBoBaHMAM M CNEUMDOHEALMAM BeINONHAEMEX C Br0 HCHONBI0BAHHMEM WCCNELOBIHKA.

PyropoOcTeo nabopatopyi AomuHo paspaboTaTs Nporpammy, NpegycMaTpUBaIOLWL Yo PEryNARHYI0 NPoBEp-
Ky W OLEHIY KEanWEpoasid M dyHELWE npHEopoE, PearaHTon M aHanUTHHaCkx cUcTem. Take aomma GiiTe 10Ky-
MEHTHPOBAHEA W OCYLUECTENEHA NPOrpamMa npodunakTvyeckoro oGonyxueasua npuiopos (oM. 4.2.5), cooTBET-
CTBYIOLIARA, KAK MEHAMYM, PEKOMEHOALNAM NITOTOBMTENEH.

VIHCTPYHUMW MAroTOBMTENEH, ONepaTHEHLIE DYKOBOACTEA WNKM JOKYMEHTALWA ADYIHX BII0S MOMYT BhiTe MC-
NoNs30BaHL ANA PaspatoTrM TpebosaHi, COMAaCcoBaHHEX C HAANEHALMMI CTAHOADTAMW, MITH ONA YTOUHEHHA
TReBoBaHKA N0 NEPHOOMUYSCKDRN KANWDDoaKE.

5.3.3 Kaxnwi@ npegmeT chopy0oBa WA SOrweH DM NOMEYEH UMW KAKHM=-TO 05pa30M MOeHTWDkuLMpoaaH.

5.3.4 Qonuso GelTe OpradMaoBaHn BEOsHNE QoK MEHTaLMA (NPOTOKON0B) NO KAKGOMY NpaameTy obopyno-
BAHWA, HCMONLIYEMOMY ONA BRINCAHEHUA MCCNefoBaHWA. 3TH NPOTOKOMN:! A0MKHE BEMCUATE B ceBA, No MeHE-
LUEH MEpE, CNegyiowes:

a) ugeHTwpKrkEaumo obopynoaanua;

b} HAWMMEHOBAMNE MATOTOBUTENA, THN OEHTIHWKALNA M CEPMAHEE HOMED MK ADYNI0 WDEHTAMKELM,

C) KOHTAKTHOE MU0 WaANOTOBMTERA M HOMED Bro TenedoHa;

d) pary nonydeHH 14 gaTty BEc0a B OeRCTRME,

£) paIMELLEHHE B HACTOALLEE BREMA, NPH HEODX00MMOCTH,

) YCNOBMA NDW NROMYYEHAR (HAaNpUep, HOBDE, BbiBlee B yNoTReGnaHMi WK BOCCTAHORMEHHOE |,

) MHCTPYKLIMA HATOTOBWTENA, BCNH MMEIOTCA, WK CNPARKY O MECTE WX HAXONIEHHA,

) NpoToRONS AKCANYATaLWOHHEX XapaKTapucTiK 050Dy a0EaHKA, NOOTESEMIAI0WIWE NPUIOGHOCTE 0Gopy-
AOBAHWA K WCNONBEI0BAHWID;

i} CErOOHALLMER COCTORARKE M MNAHWDOBAHKWE HCNONBEI0BAHWA B ByayLLEM;

1 onMcaHMe NOBPENTEHHA NA HARYLIEHAR dYHILMOHNPOBAHUA, MOTMKE AR Nk peonTa obopy0oBaHIRA,

k) npeanonarassyio GaTy 3amMeHEl, BCIH BOIMOEHO.

MpoToKOML! OLEHKK IKCINYATALUWOHHLD X¥SPaKTENHCTH, YNOMAHYTEIE B NEREYHCNEHHK h), DonkHLl Conep-
MATE KONWA Z3KM0HEHNACEpTHMKETOR 060 Boex KanuBPOoBKaX WIANK NOBEPHAX, BKIHAA 0aTs!, BREMA M PEyT-
Tamkl, KCTHPOBKH, KDUTEDMW NDPUEMIEMOCTH, JaTy cneqyrel kanatpossy WY NOBENE, 3 TAOHE YacToTy
NOBEPOE MEXOY CAPBNCHEM oBCmyHMEaHram kanBpoEkoi CODTEETCTREHHD, B LBNAX BhINONHEHNA NONHOCTE
WIMK YACTUYHD 3T TRES0BaHWA. MHCTRYKLIMA MAroTOBHTENA MOryT BT HCNONLI0BAHE ANA YCTAHOBNEHWA KDUTE-
PHER NPHEMNEMOCTH, NDOUEOYD W YACTOTE NOBEPOK COCTOAMHA MMM KANMEpOBKM/NOBEDKK COOTRETCTBRHKD, KM M
TOMD, W GEYIOrD B LENAX BRENCNHEHAR NONMHOCTE KK Y3cTHYHD 3THX TReS0saHWH. 3TH NPOToKOL! A0MHHE BeTE
AOCTYNHE NPA BeiB00E 000DYR0BAHKA M3 IKCTUTYATALMK WK B NoGoe OpyIoe BReMA COMacHD HOPMaTHB MBI WM
MPAB0AEIM OCKYMEHTaM.

5.3.5 O8opyooBaHHe QoMKHO DTk KCNONEIOBAHD TONEKD BOMYILEHHEM K DaboTe Ha HEM NEpCOHaNoMm.
TNeRcTayIOWWE MHCTRYELHA N0 KCNONLACGEAHKID OD0pYA0BAHKMA 1 yXOOY 38 HHM (BEMNIDYAA Boe NOCoDKA 1 yKaia-
HIA M0 NPAMEHEHWIO, NPEO0CTABNSHHEIR KIMOTOBUTANEM 0B0pYAOBAHKA) BOMHHE Dbl Te NETK0O0CTYNHE Nabopa-
TOPHOMY NERCOHAMNTY.

5.3.6 OBopyooBaHke cNeqyer CoOep#aTs B yonopuax, ofecneynsamwmx SesonacHyo pabory. 3To kaca-
BTCA DUEHKH NEKTRWYECKDN Ga3onacHocTH, YCTPORCTE SKCTREHHOR oCTaHoakr W Beannackoro coaapmaHta |
YOANEHAA KMMHEATOR, DAOHOAKTHEHBIX 1M GHONONAYECKIY METEPHANcE JOMYLUEHHLIMIA K 3THM NDOUSOYDEaM NHLa-
ni. TEXHHYECKME YENOBAA HIMA HHCTRYKLAN HITOTORMTENEHR, UM 1 TO, W OpYToe A0MHHE, COOTBETCTEEHHO, BeiTh
MPHMEHEHEI.

5.3.7 MNpu oGHapywerws gederros 0Sopy0oBaHne SOMKHO GkiTe HILATO K3 YNOTPEGNEHNA, YETHD NOMEYEHD
i PACTONOHEHD B COOTRETCTRYIOWEM MECTe 00 BOCCTAHOANEHWA paBoTocnocoBHOCTH U ABMOHCTDELMWM NyTew
KAMMGPoRKA, NOBEDKK MKW MCNBITAHWA 810 COOTBETCTRNA KPMTEDHAM NPUEMNEMCCTH. [TabopaTopua AormsHa uay-
YUTE BNAHKE oBHapyxeHHoro gediesTa Ha NPeSUECTEYHLIWE MCCNEA08AHHA M OCYLBCTBHTE NPOLUEOY DS, YHa-
aHHER B 4.9 NabopaTopus 0onKHa NDMHATE ONPAEGAHHENR MEDL! ONA 0SeIaparMBaHuA 0B0pYQOBAHKA Nepeas
Mo MCNoNEIoBaHWEM, BOCCTAHOENEHHEM PABoTOCNOCOBHOCTH KNK CNKCAHWEM.

5.3 8 MepeyeHe Map, NpEONPUHATEE N8 YMEHLLBHWA 3A3rPAIHEHNHA, 00MeaH BiTe NDELOCTARMNEH NWLY,
pafoTamuany C MCNONLI0BAHKEN QanHoro obopyooeaHka. NabopaToprA JOMEHa MMETE NOOXO0ALIES NOMELLE-
HWE ONA BOCCTAHOENEHWA paboTocnocoGHoCT 0DOpYA0BaHMA, 8 TAIOKE MMETE YCTROWCTEA JaUWTRl NepCOHana.
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5.3.9 Nepfoe 0bopyQoBadue, HAXOOAWEECA N0 KOHTRoNEeM Nadoparopy v Tpedyowes ENWGEOEKM 1KNH
NOBEQEA, BONHHD BbiTh NOMEHEHD KNK Mk 05paiomM KOAUMPoBAHOD, YTOBE! 0B0IHAYWTE COCTOAHME KANWEDOBKK
W NOBEPKK 1M AaTY NPOSEASHWA NOBTOPHCH KANWEPORKM WMWY NOBEDKA.

5.3.10 Ecnu ofopynosadue Seino MIEATO M3-N0/J HENOCHeOCTBEHHOND KOHTRONA NEG0PaTOPMIA, NOOBEDTHY-
TO PEMOHTY MW TEXHWHECKoMy obcyraaHmo, nabopaTopuA nepen Bo3oGHOBNEHHEN paboT Ha HeM NoMwHa
yOEQUTECA, YTo 0BopyO0EaHWE NPDEEDEHD 1 YO0ENETEODHTENEHD (YHELIOHADYET.

5.3.11 MNpr HCNONBE3CBAHAK KOMMNBIOTEROR MINA SETOMaTHYECKMX aHanuaaTopos anq cbopa, obpaboTiM, pe-
FHCTRALMM, NEDE0EYH, XPAHEHAA KNA NOMCKS JaHHBIX MCCNEAoBaHUA nabopaTtopra gonsHa obecneu TE CNetyo-
Lyea:

a) KOMNBIOTEPHLIE MPorPaMMEl, BIMTIOHEA BCTROBHHLIE B 000DYA0BAHWE, A0MHHE! HbiTh O0KYMEHTHPOBAHE K
OLEHEHE! KAK NPWIOOHEE ONA WCNONLS0EAHNR,

b} porskHe! Beme paspaboTadel M BHEADEHE NPOLEAYEE! ONA 3ALWTE COXPAHHOCTH JaHHLIX B M0Goe Bpamea;

C} KOMMNBKTERL M AETOMaTHYECKoE 0D0pYO0BaHWE A0M#HEl COOBPXATECA TakkuM obpaiom, YToOu! Beno
ofecne4eHo WX HOpMaNEHOS YHKUMOHKWPOBAHWE W BeinK COGaHE YCNOBMA CHPYHMAIOWEN CPE0E 1 ONepaTHe-
HOM paboTel Ha HKX, HeCEXOOKMEIE ANA COXPAHEHWA B LENOCTHOCTH SaHHEX,

d) KOMMBIOTERHLIE NPOTPAMME H YCTAHOBRNEHHERA NOPANOK QOMeHE 00BCNE4MBATE JALLIMTY OT HECAHKLIMOHM-
POBSHHONG OOCTYNE, OT NOBDENOSHAR M DAIPYLLEHMA CIYSaRHBIMK WK HE DONYLLEHHBIMK K PAGOTE HE KOMMNED-
TEpax NALAMIA.

. Tarke npunoxednes B.

5.3.12 B nabopaTtopuy JomeHsl SRTE NPpeaycMoTpeHs Npouenypel AnA SGesonacHore obpawenna, Tpasc-
NOPTUDORAHKA, XPAHEHWA M MCNONE3CEaHKA oBopyYOoRaAHMA, ONA NPENoXPaHEHMA BM0 OT JArPAIHEHHA W NOPYW.

5.3.13 [nA cny4aes NoBLILLEHWA SHEYEHHA KEanWEpoBoHHEX {rPaayHPOR0YHED) KODEULWMEHTOR B PaIyik-
Tare kanuipoark NatopaTopyA QOMEHA Npe LY CA0TPETE NpoUegypesl, ofecneyneanine obHoBNeHHE NoNpasoq-
HEEE oD MLMEHTDR,

5.3.14 O8opya0BaHWE, BEMNIOYAR KOMNBIOTEDE W KOMNBIOTERHEE NROrpamMMel, CTAHOapTHEE 06pa3usl, pac-
XOAHBIE MATEDHANL, DEATEHTE W AHANATHYSCHKE CHCTEME!, DOM#HO BbiTh 3AWMILEHO OT NONPABOK W NOSOENOK,
KOTOPEE MOTYT MCXAIMTE PEIYNETATE MCCNeaosaHIA.

5.4 MpeaHanuTHYecKkHe NpouUsaypkl

5.4.1 dopaa 3anpoca Ha KCCNeA0BaHHe O0MTEHA COREPMATE MRPoOpMAaLKID, DOCTATOMHYIO ANS WOeHTHW-
KALIMM MALWEHTA ¥ 3aNDALMEANWIEND WCCNeN0SaHWE NWLLE, 3 TAKHE COOTEETCTEYHILME KNTAHWYECKHE NAHHEIE,
OorHis GbiTe Y4Tetbl HALWOHANSHEIE, PEMMOHANEHSEIE M MECTHSIS NPABUNE.

B dopmy aanpoca Ha Gymare WnM B INEKTROHHOM BIWAE O0MkHbl SkTe BHECEHE, NO KpaliHed Mepea,
CREOYIOLME GAHHEIE:

a) MaEHTHOWKALMA NALMBHTA,

B} MMA MK MHAR MOEHTAGMEALMOHHAA KHDODMALKA O BRAEYE MKW MHOM NALE, 33K0HHD WMEIOLEM NpEaD
IANDALMBATE HCCNEOOEIHAE MK HCNONEIGEATE MEOWLWHCKYID MHOPMALIMID, 8 TACKE MECTO HAAHAYEHWA ANA
CoOODWEHKA DeayNETATA, agpec 3anpawnEaiWLero MOCNefoBAHKE BRaYa QOnMHeH DeiTe COCTABKOR YaCTRID dop-
Wbl 3ANPOCA;

C} THN NEPEHYHOA NEOOE WM SHATOMAYECKOE MECTO BIATHA oGpasua;

d} aanpalwrBasMoe MCCNEN0saHNE,

&) KNMHK4eckan MHpopMauma o GoNsHoM, BRNDHAEA, KaK MAHUMYR, NON K JaTy POXOEHNA, [NA LENA WH-
TepnpeTaLmM;

f) gaTa v Bpesa BIATHA NEpBKUYHONE NDOoE;

Q) garTa 1 BpenA nonyYeHHA npobe e nadoparopun.

Bua hopsdel 3anpoca (3NeKTRoHHER WNM Ha Gyiara) 1 cnocob cooblieHHa aanpoca B Nabopa TO0 00r-
Hist BbiTl COMAcoRaHsl C NONLI0BATENAMA NADODATOPHBX YT

5.4.2 CneyvansHbE MHCTRYELIMK N0 BARTHID NEpBMYHoR Npobsl 1 obpawenvio ¢ kel Ao s Bems 0okymeH-
THROBAMS!, BEa0EHE B AGACTEWE DYROBOACTAOM nabopaTopii (oM. 4.2.4) W NepanaHsl NHUAM, OTEBETCTBSHHEIM
33 BIATHE NEPEUYHOR NPodkl. 3TH HHCTDYHLMW QOIDHE! GRTE BENOYEHE B PYKDBOOCTED N0 BIATHD NEPBAYHOR
npodil.

5.4.3 PyroBOOCTEO MO BIATHE NEPEWYHON Npobal OOMEHD BKMKDYATE B C86A CReny e

) KOMMK MK CCBINKK Ha!

1) nepeyers Npagnaraghelx NASopaTopHLIX MCCNeaoaaHua,

2) conTRETCTRYIILME CHhOPME], SCMIA NPHUMEBHAINTCA,

3) HHCDODMALEARD MM MHCTDYELLMK ANS NAUMEHTOR OTHOCHTENLHD MX CODCTREMHOA NOQroTORKM Nepel Baq-
THEM NEPBAYHOR NpoEk,
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4) nHpopMaLnio ANA Nons3ceatensi NatopaTopHiD YNy No MESHUWHCKMM NOKasaHrAM U BxIGopy goc-
TYTIHLIX MPOLESyR;

b} npouenyes:

1) ONA NOOroTORKH NALWEHTA (HANDMAMED, MHCTOYHKLMK AMA BPAYEE 1 MESALMHCEHX NPOUENYPHLIX CECTER),

2) Mae TR KAUMK NeparHs Npobl,

3) B3ATHA Nepar4HoN Npobe (HanpuMep, neboToMWA, NYHKLWA KOWM, KDOBL, BOo4a W OpyTve Duonorwec-
KB MHOKOCTH) C ONACAHKEM KOHTEAHEDOE ANA NEPEWHHOE NpoGs! W HEoDXoOWMEIX QoGaBoK;

C) MHCTRY KL

1) No 3anonHeHHo opME 3aNPOCE Ha ByMare UK B aNeKTPOHHOM BlIOe,

27 TNy W oD beMy NEpBAYHG R NPobe, KOTOREA AOMEHE GbiTe BIATA,

3) TOUHOMY BDEMEHIA BIATIA, BCNW 3T TpebyeTcHA,

4) moBeiv cneywansHeM TpebBosadiaM oopalleHna C NPoGoR MeXIy BPEMEHEM BIATHA W BDEMEHEM O0C-
TaeBk B naGopatopuio (TpeGoRaHMA K yCNOBWAM TPAHCNODTHROBAHMA, OXNAMOEHUA, COTPEBAHMA, HEMEONEHHON
nocTagke WT. 4.);

5] MADKKDOEKS NEPEMYHON NPoDEl,

6) ENAHAYECKDR MHEOpMAaLMH (HanpuMep, DaHHsIM O BEEZEHUN NekapcTea),

7) NOAUTHBHON MOEHTIWMKALMK, B AETANAX, NAUWEHTA, ¥ KOTOPOMD BIATA Neped4Han npoba,

8) perucTpauKi NHUAa, BIABLWSro NepauYHYe Npody,

9) Gel0nacHoMy YIANeHHIo MATEPHMANOE, MCNONBIOBAHHBIX ANA EIATHA NePEHYHOA NpodL!;

d) MHCTRYKLMM:

1) No XpaHSHAD WCCneayamMiix npod,

2) BpeMEeHHEIM MHTEDBANAM ANA 3ANPALLMBIEMEX SONOMHATENEHEX HCCNE08aHMA,

3) DONONHUTENLHEBIM KCCNSTOBIHHAM,

4) NOBTOPHLIM MCCNEN0EAHWAM, BEIBAHHSIM AHANUTHYECKHMA HEOOCTATEAMM MM OANEHEALLIMMA MCCNano-
BAHKAMN TOM %8 NepaMYHOR NpoGE.

5.4.4 PykoBOOCTEO NO BIRATHID NEDEM-HOA NPOGE! OOMHMO DM JOKYMEHTOM CHCTEME MEHETHMEHTA Kaqe-
cTea (oM. 4.3.1).

5.4.5 Nepawexan npoba norseHa GelTs NPOCNEMEHS Ha GCHOBAHWM (DOPMBI 3aNPOCa A0 MO HTWHUMDORSH-
HOMo nayreHTa. NMepanuikie Npobel B3 HeoSXOOMMOR KOEHTWDKMKALWK HE QONKHE! BelTe NPWHATE W oBpaboTa Ll
B NabopaTopmie.

B cny4any HeqeTrol MOBHTWRUEaLMM NepRMYH0A Npobsl Mny HecTabunsHOCTH SHANWTOR B NEpanYHoi npo-
B (CNHHHOMOANDBAA MAOKOCTE, BIUONTAT W T. 4.} 1 HEBOAMOKHOCTH NOBTOPEHHA BIATHA NPOG! MW KDMTHYECHOMD
COCTOAHMA NAUMEHTA NaBopaTopMa MOMET WCCNegoBaTe Npody, HO He Bel0ABATE PEIYNETAT 00 TEX Nop, NoKa
HAIHAYMBLLIMA MCCNE00EaHME BpaY UK Nuuo, Gpaswes nepanymye Npody, He Bo3sMET Ha cadA OTBETCTBEHHOCTE
3a vgeHTrdguEaL o Npobel MNM 33 NpegocTaEneHke HeobxoguMol HHPODMALMK, WNK 1 TO, ¥ DYI0E, ¥ B TAKOoM
CAYYaE NoANHcE NAWE, BIABUETD OTEETCTEEHHOCTE 38 WASHTWEDHKALMK NEpEMYHOR NPOGLI, BOMKHS BRiTh BHECE-
Ha B dpopMy 3anpoca. Ecnu ati TpeGoBaHMA NO KakMi-nwho NpHHMHaM He Dbl BRINONHEHE!, OTEETCTEEHHOE AMLD
O0MEHD GhiTe YEAZAHD B OTYETE 00 MCCNeQoBaHkK, 8cnk oHO Geino nposegeso. MNpobk, OCTARNEHHLIS GNA Oark-
HENLNE WCCNENoBEAHWA (HANPHUMED, Ha BUDYCHBIE SHTHTENA, METABONWTE, OTHOCALWMECA K KITAHWIECHDMY CHHO-
POy}, TACKE OOMEHE DBiTh MOEHTHMLMEDBA HE.

5.4.6 Nabopartopya OOMEHa OTCIERMBATE TRaHCNOPTMPOEaHWE NPol B NaGopaTopHia Tak, YTo0b! OHKM BbLK
AOCTARNEHEL

a) B Npenanax BpeMeHl, COOTEATCTEY LTS NPUPONES JanpauMEaaMore HCCNeaoBaaHHA i COOTBRTCTEYIO-
LYEA NAtooaTopH O SUCLIAMTTAKHE,

b} B Npagenax TEMNEpaTyPHOND MHTEPBANA, YNAIaHHOM B PYKOROOCTEE N0 BAATHED NEpEMYHOR NpoGsl U
MpeAHaIHAaYeHHorD 4ng oBecnedesma CoXpaiHocTIA Npobibl,

c)cnocobomM, KOTOpRIH oBacneureaeT Be30nacHOCTs NepeaniywWia, oBLWecTaa M NoyYanwean npody nabo-
pATOPKK B CODTRETCTRMM C TPED0RaHMAMA HALWOHANEHED, PEMMOHANEHBLX MK MECTHEX NPABWMN.

2.4.7 Boe nonyqeHHsLIg NEpBHYHLIS ND0EE Q0MEHE BiTe 3ApErMCTPMPOBaHE B My PHANE NpHema, paboqwms
TETPAQAX, KOMABKITERE MK MHOR CPAaBHUMOR cucTeme. [aTta v BpeMA nonyyeHua Npobbl, KAk M JaHHEE O NWLE,
MPHMHARLLEM NPoSY, A0M#HE BETE 3aperMcTRMpoRaHEL

5.4.8 KpuTepun QN8 NpHEMa N9 OTES3E B NDAEME Nepayr4ibix npod aonmHs GelTe paspaboTasHbl M JOKYMEH-
TansHo ofoprMieHs. Ecnn nprMEATa cCOMHMTENEHAA Npoba, B okoHYaTenkHos 0T4HeTe 0f MCCnNeqoBaHuM DonwHa
BiITh YyRAIAHA NEHYMHA COMHEHHUR W OTMEYEHE HEOEXOOKMOCTE OCTOPOMHOCTIA NPH MHTEDNDETALWM PEayNETATa.
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5.4.9 NNabopaTopHAa QoNKHa NEpHoOMYeckH NepecMaTprBaTeE Tpebyemele 0bbese NpOD BEHOIHOH KDOBK
(W Npod OpYrx MaTepranos, HanPUMEeD CNMHHOMOIroBOR MUOKOCTI), YToDsl HE QONYCKATE BIATAA HegOcTa-
TOUHBE MITA WANMLLHAY 0B LeMoB npob_

5.4.10 YNonHOMOYEHHEBIA NEpCoHan JOMEeH CHCTEMaTHYaCKH NepEcMaTPUBaTE 3anpockl W Npobe KU pe-
LWATE, KAKWE MCCNEgOBAHNA W KSKMBMN METOOAMA JONHHE BRTe BRNONHEHSI.

5.4.11 NabGopatopiA DOMEHa HMETE OOHYMEHTHROBAHHEIE NDOUETYPEL AMA NDMEME, MaprupoeiM, obpaboT-
KM 1 COOOLLEHWA DEIYNLTATOR B OTHOLLSHWK TEX NEPEMYHEIX NPoS, NoNyYasme MatopaTopren, KOTopLIE NoMEYE-
Hisl KK HEOTIONHEIE. JTH NPOUEeLY Pkl SONMHE COOEMKaTE O8TarM CNeuwansHod MapkMpoari dopK 3anpoca |
NEpBsHsx NPoD, MExaHnIM NEpegagqE NepeuHoRl npobis B 30HY HCCNeAoBaHKA, cNocobikl Wk BeicTpoll obpaboT-
KM, KOTOREIE O0NMHE DT HCNONB30EaHS], M CNELNANbHEE KPUTEPHA OTSETHOCTH.

5.4.12 MNopuyre, CTOENEHHBIE OT NPOS, QOMKHE BbiTe NPOCNEKEHR 00 NEPEMYHOR Npobkl.

5.4.13 NaGopaTopka OONKHE WMETE NHCEMEHHD ODOPMISHHEIR NORASOK YOTHBIX SAMPOLOE HA WoCNeqo-
BAHWA.

5.4.14 Npohel QONHHE XPAHHTECA YCTAHOBNEHHOS BPaMA B YCNOBWAK, 0Gecnedneas My cTabuneHOCTE
CEORCTE NPoG M BOIMOMHOCTE NOBTOPHON WCCNBR0BAHKA NoCne coobWEHnA PaIyNETATOR MMM A0NCMHWTEMNkE-
HBIX MCCNEO0BaHWA.

5.5 AHanuTHYeCKHE NpoUeayphl (MeTOQUKK)

MpumeyaHne — HeKDTODEIE HAHBCNSMVI0WME NONOHEHWR MONYT BalTh NDUWMEHMME HE B0 BOEX QWCLMNNEHEY
nabopatTopHoR MEedMUyKHEL.

5.5.1 NaGoparopra GONMHE MCNOMNBE20BATE AHANWTHYSCKWE NpOoLenypE (METoLKKK ), BKiowan Bxbop/aas-
THE NopLUHA NpoSel, KOTOPRE OTBEYAIDT NOTReDHOCTAM NoNk3oBaTened nabopaTopHe: YCMYT W COOTRETCTEYIOT
CYLHOCTH MoCneqoeanua. NMpeanodresne GomiHo BeiTe 0TOaHO TEM METOMKAM, KOTODLIE NPHEBNEHS! B YTRED-
HAEHHBI PEHOMEHOBAHHELE YUBBHWEAYX, NOHIHAHHLE HYDHANLHBEX CTATEAX UMW B MeXOYHAPOOHBE, HALWD-
HEMsHBX WA PEMMOHANLHBX HOPMATHEHBX AokyMeHTax. MaTogukk, paipaboTankee B 0asHoi nabopaTopu«, B
CITy4aE NPUMEHEHWUA HOMEHE! NOMYHHTE NONHOCTEID oKYMEBHTHROBEHHOE NOOTESRHGEHHE NDUIOAHOCTIA ANA Nped-
NOMATAEMOTS MCNONBACRAHKWA.

5.5.2 NabopaTopHa O0MKHA MCNONE20RATE TONRKD T8 METOOMEN, KOTOPEIE NOMNYYWNA NOOTEEpHASHHE NpW=-
FOOHOCTH NPOUEOYDE AHANK3A 48 NPeANoNaragsons MCNoNb3Io8aHuA. NMoaTBepH#aeHne QOMHHE DBTe HACTONE-
KO TLYATENMEHBLIE, HACKONLKD 3TOMD TReGyeT NpeJHAIHAYEHNE HCCNeoBaAHKA WNK OENACTE MCNoNB3ICRaHWA. Nabo-
pATORMA OONHHA 3aQETHCTPMEDEATE NONYYEHHBIE PEIYNETATE M METOOWEW, MCAONLI0BAHHSE ONA NoOTBEH0E-
HIA.

MeTogs 1 npouenypel, k3GpaHHbE GNA NPUMEHEHMA, D0MEHE BT OUEHEHE W Q0MEHE NPOAEMOHCT DIPO-
BATh YOOENETEODMTENEHEN DEIYNETATE MNBPEA KX WCNONEIOBAHWER ANA MeqHIUHCKWK MCCNeaoBaHwi. PaccioT-
PEHWE METOQWE 3ABEAYVIOLAM NAD0PATORWMEN MMM HAIHASEHHEIM WM NALOM JOMMHO OCYILECTRNATECA KAk NEpB0-
HA4ANEHD, Tak 1 nepuogrseck (00:4YHD exaraqHo). PeaynsTaTsl TAKon paccaoTPeHUA QOMHE GbiTh OKYMEH-
TUPOBAHEI.

5.5.3 Broe MeToOMed 0onkHE BeMe ohopmieHs! B B0 O0KYMEHTOR, KOTOPRIE OOM#HE GbiTh JOCTYTIHL HA
pafoHME MECTAX COOTEETCTRYIOLEMY NepPCoHANY.

DokyMEeHTE N METOOMEAM W HEO0XOOUMEBIE MHCTRYELMM DOMsHS GaTh MaN0oxeHs Ha 0DWEeNpUHATOM AdkKe
nNepooHana NatopaTopuiE,

KapTodKK ¢ TEKCTOM MK Nogo0HsIe MM opME, B KOTODBIX CYMMADOBANE KNKYEBARA MHQROPMALWA, MOryT
Bl T MCNONEI0BAHE HA paDoYWx CTONax ANA GRICTROR ODHMEHTALMK, OOHAKD NONHOE COLeDHaAHWE MHCTDYELK
O0M#H0 BEiTE AGCTYTHO MPH HE0GX00MMOCTIA NONYSEHUA CRpas. Coaemiante KapToHes 1k nogobHes dopm
OCE#HD BbITh MIEHTHUHEIM NONHOMY COOBMHAHMID MHCTPYELMK. Boe nogobHeie cokpalleHHbIe ZandcH npouenyp
O0MT#HE GbiTh YACTBI0 CHCTEME! YNPARNEHWA DOKYMEHTaLMER.

MeTogukn QomeHe! BelTs OCHOBAHB! HA WHCTRYELMAX M0 NPAMEHEHIRI0 [HATDUMED, BNOMEHHBE B YNIAKORKK ),
HANMCAHHBIX WATOTOBMTENAMIA, NP YCNOBKWK, YTO 3TH WHCTPYKLMW COOTEATCTEYIOT 5.5.1 i 5.5.2 W onKCkIBa0T
METOAMEA TAK, KAK OHK JOTHHE SbiTe BEINONHEHE B NAGOPATOpHKM, W NPEOCTARNEMSEI HA AZLIKE, NOHATHOM ANA
nepcoHana natopaTtopuia. MoBoe oTKNoHEHWE QOMEHD DRITh DACCMOTREHG M A0KYMEHTMPOEAHC. JononHUTENEHARA
WHHOPMALMA, KOTOPEA MOrna Bl NOTPEBoBATLCA ANA BEINONHEHXA MCCNSA0BAHIA, TAIKE A0MKHE BETe JoKyMEH-
TupoeaHa. Kaxnas Horaa BepcHa HaBopa ANA MCCNE0oEAHKA OO IHAUMTENEHEIMH HIMEHEHNAMN DEATEHTOR MW
NPOYeyP AomiHa GuTe NPOBEMEHA B OTHOLWEHWA B8 JKCMYaTAUMOHHE KAYECTE W NPWIOOHOCTH ANR NPagnona-
raeMoro NpMMeHesus. Boe METOOMYECKIE MAMEHEHWA JOMHHE BbiTe QATHDOBAHE! M PAIPELEHE! K MCNONBI0BE-

HiAkD, ka nioBan apyran Npousaypa.

16



MoCT P MCO 15189—2009

B nononHasHe K QoY MEHTANLHOMY KOHTROMKD HOSHTWEDWKATORO0E QOKYMEHTALMA BOMHHA BEMOHETE B caa
ChEegysLee:

a) Lenk WeCneno BEaHrR |

b NpUHLMN METOQKKK, MCNONEIOBAHHOA ONA KCCNEN0BAHWA,

C) XaparKTepUCTHEN (HANDHMED, NHHEAHOCTL, NPEUHIMOHHOCTE, TOUHOCTE, BLIDENEHHARA KaK HEONDEDens -
HOCTE MIMBEHAA, NPE0EN oBHaDYHEHIAR, HHTEDBAN HAMEDEHKA, NDABANEHOCTE WIMEDEHAR, AHANUTHHECKIA YyR-
CTEWMTENEHOCTE M AHANWTHYECKAR CReuwbuHOCTs ),

d) cucTemy, M3 KOTOPOHR BIATA NepeMdHan npoba (Hanpumep, NNaiMa, ChiBOPoTEE, Mo4a);

&) TWN KoHTEeRHepa 1 0oGaBok;

fi Tpebyermos 0bODYA0BAHIE W DEaraHTR,

Q) KANMEDOBOYHEE NPOUEOYDE (METRONOMMYECKAR NPOCNEMMBIEMOCTE);

h) aTanbl METOOMIA;

i} NpoUEAYPLl KOHTPONA KAYECTRA;

) nosexy (HanpUsEp, NUNeKIKA, MEMoNua, BUNADYEHHE MHUA) W NEPEXPECTHLIG RAKLIAA,

K} METOOWKK PACYETA DeIYNETATOS, BKMOHYAA HECNDEQENEHHOCTE HIMBDEHHS,

I} Bronoryeckre pedepeHTHEIE MHTeDEANR

m) coobwaemee B OTYETAX MHTEDBANE PEIYNLETATOR MCCNEq0BaAHMWA;

) TPEBO#H b 2/KPATUHECHNE IHAYSHNA, BCIW 3TO HEOGXOOMMO]

) NabopaTopHy HHTEDMPETALM,

q) NpegocTepesaHHe of onacHocTAx;

F} NOTEH WA bHLIE MCTOHHMRK OTENOHEHAA

MeToaus MoryT OuiTe NPEOCTARNEHSE B ANSKTPOHHOR (DoOpMe, &Cni OHK COOSMMAT YEAIAHHYID Bl HH=
dhopmatao. TpebGosanua No yNPaene WD GOKYMEHTALWEA NDAMEHUMB] W K I0KYMEHTEM B ANSKTDOHHOA opMe.

Zapenywni nabopaTopreld OTRETCTEEH 33 NONHOTY M TLWAT BNBHYIO NDOBEDKY COOEPHMAHWA METOOWK MC-
CReRoBIHHA.

5.5.4 XapakTepUuCTHEM BbNONHEHWA ONA KEEMO0A NPOUSgyDEl, MCNoONEIYEMOR B MCCNEO0BAHKK, O0MHHLI
COOTEETCTEOEATh NPEAHAIHAUEHHID 3TON NPoUeaYDEL.

5.5.5 BUONOIAYECHAE peepenTHRE UHTERRANL CNENYET NEpUoOHSECil NepecMaTpreaTs. Ecnu naboparo-
PWR UMEET OCHOBAHWA NONAraTh, YTO DaHHEIR pedepeHTHER MHTEPBAN BoMBLLE HE COOTBETCTEYET pedhapaHTHOR
MOMYNALAA, DON#HE BeTE NPEANPUHATE MCCNES0BARWA C AANLHEAWMMA, NOKW HE0OX0OUMOCTI, KODDEKTUEEMA.
MepecsoTp Guononmeciki pedepeHTHLIX MHTERBAN0E TAKHEe QOMNAMEH WMETE MECTO, KOrna nabopaTtopua name-
HAST AHANWTUHSCHIAR 1A MPEaHaANKTHYSCKKE NPOLSAYDEL.

5.5.6 Naboparopua AOMEHA MMETE NEPEYSHE NPAMEHABMBIX SHANWTHHECKAX NPOUELYD (METODMK), BRMID-
yaa TpeboBaHnA K NepBMHHEM Npobam ¥ COOTRETCTEYIOWKME XapaKTEpUCTHENA | TReDoBaAHWA K BhINOMHEHAND MC-
CNEgoBaHMA, AOCTYTHLIE NONB30RATENAM nabopaTopHeIX YCNyT No MX 3aNpacy.

5.6.7 Ecnu naBopaTopiiA NpeanonarasT WikeHITE aHanHTAYSCckig NPoUeyDil Takk 0BDasomM, 4To Pesy -
TATE ¥ MX MHTEDNDETAUMA MOrmK Bsl CYLUECTREHHO MIMEHHUTBECA, 3TH KIMEHEHKA 00 WX BEEOEHHA J0MEHEl DRTE
0EBACHEHE NOMNLI0BATENAM NAG0PATOPHENX YCIMTYT B NMCEMEHHOA dhopme.

Mpumedadnwsa — 3Td TpeboBaHMA MaryT GeTe QONONHEHE PANMYHBIMK CNOCODEMH B JSBMCHMOCTH OT
MECTHEY YEMOBHA, BENIOYAR PACCLINKY NHCEM, HENONL3OBAHWE NABOPATORHEX HAOSHME MMM 4YacTe caMux CoobweHuR o
PEAYNETETEX.

5.6 OfecnevyeHWe Ka4ecTEa AHAMUTHYSCKMX Npousayp

5.6.1 NaGopaTopHa QONHHA pa3paboTaTe CUCTEMY BHYTPUNE0opaTOPHOID KOHTDONA KaYeCcTEa, KOTopan obec-
MEYMBAEST NOAOEQHAHKE TReEYEMOTo KadecTea peayneTaTon. Bawso, yTobkl CHCTEME KOHTPOMNA NPEgocTaRnAna
NEPCOHANY MPOCTYE, RCHYID W NOHATHYI0 MHDOPMAELUWID, HA KOTOPOR OCHOBBIEAIOTCA TEXHUHBCKWE W METWLMHC-
Kue peweHnA. Ocobos BHAMAKKE DOMKHD BbiTe VOENEHD WCKMKHYEHHI0 ownbox B npoyeccee oBpadoTd npod,
3aNpocoB, aHaNKane, oTHEToR O Pe3yNETaTax v T.4.

5.6.2 NaboparopyA QomeHa YCTAHOBWTE (DAKTHYECKYI0 W BOAMOMHYI0 HEONPEOeneHH0CTE PeaykTAToR,
DNomHbl BeiTe MPHHATE! BO BHUMAHWE BEEHER KOMMBOHEHTE HECNPELENeHHOCTH. WMCTOUHMESMK HEOMPESENEHHD-
CTI MOMYT BblTh BaATHE NG, mogroToska npob, oTdop nopuwi npof, anuBpaTtopsl, CTAHOARTHEE 0GpasLs., Ho-
nonsayemos ofopyaoaaque, yCNoBHnA okpyYSaI0WEN CPaasl, YCNoBKMA B3ATHA Npobel, cMmena onepatopa.

5.6. 3 Mporpamma KaNHBROBKA CHETEM HAMEDEHWA W NPOBEDKM NPABKNLHOCTH A0MHEHE ORITe COCTABMEHS M
BiNonHeHa Tax, 410 Guina obecnevaya NpoCNEsMEAEMOCTE A0 S0UHAL W NyTeM CpaBHeHNA © DUSMYECKuMK
KOHCTAHTAMM MM DYTHM YCTAHOBNEHHEIM CNocoBom. Korga HM OOMH M3 3THX cnocoboB HEBOIMOMEH, OOMMHE
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OslTh MCNONL30BAHL] GEYTWE CPEOCTEE YCTAHORNEHWA JOCTOBEPHOCTH PEXYETATOR, BIMIHAA, M0 MEHLLLEA MeDe,
CRETyRLyAE:

a) y4acTHe B NogxoaaLLen NpOrPaMMe MeXNatopaTopHEIX CIIWYeHWIA;

b) cnoneacsaHne CooTEETCTEYVIOWME aTTECTORAHHBIE CTAROAPTHEE 00palon;

C) MCCNEeOoEAHKE WK KEANWBR0EKA NO WHON METOOHKE,

d) OTHOWEHME MAMEDEHWA BIANMOCEAIAHHSX BEMNEMH,

) B3aMMHOE COrMACOBAHWE ATANOHOE MMM METODOBR, KOTORGIE YETKD YCTAHOBNEHE!, OXAPAKTEDHIDBAHE M
BIAMMHO NPHIHAHE! BLEMK CTODOHAMA;

f) DosyMEHTALMA AHHBE OTHOCHTENEHD BRATeHTOR, METOOHE HNK AHANUTHYSCKME CUCTEM, CBEOEHWMA O Npo-
CNERNBAEMOCTH KOTODGLIX NPESOCTABNEHE] NOCTABLLMKGM WK MArOTOBMTENEN.

5.6 4 NaBopaTopya OoMHa y4acTEoEATE B MEMNabopaTopHes: CNMYEHHAK, OPraHMIoBaHHEIX CHCTEMEMM
BHELUHEA OLUEHKM KaueCcTEa. PykoponcTeo nabopaTtopuy QOMKHD OTCNERWBATE PEIYVNETATE BHELLHEN OLUSHIM Ka-
YECTEA W YYACTEOBATE B NPOBEOeHHH KOPPERTHRYIOWME OEBACTEHIA B CNYYaAX, KOT0A HOHTRONEHEIE KPHTERMA He
AocTuriyTel. Mporpamme MexnabopaTopHei CNMHEHAE 0MKHE] B OCHOBHOM COOTRETCTROBATE YCTAHDRMEHHSIM
Tpaboaanuam (MCOM3K Pykorogcreo 43-1).

MporpamMssl BHELUHER CLUEHKW KE4NECTER JOMMHEl, HACKONEKO 3TO BOIMONMMO, YCTAHABMWEA T KIWHNYECKH
BEWHLIE 33034, KOTOPEIE KMHTHRYIOT Npofsl NAUWEHTOR M NOIBONAINT CLEHWTE BECE AHANWTHHECKHA NPOLBCE,
BEMO4AR NPE- M NOCTAHANWTHYECKHE NPoLeoyDE.

5.6.5 Ecni HET yTREDMIEHHOA NpOrpamMsiel MENNaGopaTopHsD CIMYEHHA, B NnaGopaTopyK onmweH GeTe
paspaboTaHd MEXaH M ONPeqens A NDUEMNEMOCTI METOOWE, KOTOPBIE HE OUEHEHE WHbiM 0Bpazom. Mo Boaso-
HOCTH, B 3TOM MEXAHWIME O0IEHE! GbiTe MCAONEI0BAHE MATEpUANK No obMeHy NpoSam9 . apyrod naGoparo-
pred. PykoeogcTeo naGopaTopiia QOMKHD OTCAEMMEATE PE3yTETaTh MEXNalopaTopHOro CNMYEHHA M y4acTeo-
BATE B NPOBEASHKW W PETMCTDALMMK KOPPEKTMPYROLWME BENCTEMA,

5.6.6 B 0THOWEHHMA MCCNER0BAHWA, BRINCMHEHHLIX C NPUMEHEHNEM DaINUYHBR METODWE MNK oSopy1oaa-
HWA MW B ODYTOM MECTE, MK B CMY4Ya8 COMETAHMA BCEX 3THX PA3NM4Wi, 0onweH OsiTe ONpenenaH MexaHikiam
NPOBEPHI CRABHMMOCTIA PEAYNETATOR Y4B PES KNHHUHECKH COOTEETCTRYIDWME MHTepBansl. Takyio NpoBepky Credy-
&T NPOBOANTE NEPUOAWYECHH COCTRATCTREHHD XADAKTEIMCTIKAM METSOMK UMK NpMEopoR.

5.6.7 NaGopaTtopka OormeHa OKYMEH THROBRATL, DEMCTDNDOBATE DEAYILTATh ITHX CIMYEHR C YEIIAHME M
BEIABNEHHSLX HEAOCTATHOR W BEICTPO NPEgNPHHUMATE KOPPeKTHRYIoWWE NefcTEMA. 3anucy of aTHx AedcTBIAK
OOTTEHE BBITE COXpaHEHE,

5.7 NocTaHANMTHYBCHWE NPpOUSaY D

5.7.1 ¥YnonuomMoueHsbIA NeEpCoHan A0NMEH CUCTEMATHYECKH NPOBEATE PEIYNETATE UCCNEN0BaHKA, OLEHW-
BATE HX COOTEETCTEME C KNMHWYECHDA MHDODMALWER OTHOCHTENEHD MNALKEHTA W 1ABaTE PAIDELISHWE HA BROAYY
pEIYETATOR,

5.7.2 XpanaHie nepandien npofd 1 apyni nabiopatopysn npod GomsHo co0TREETCTROBATE YCTAHOBNEHHOMY
NopALKY.

5.7.3 belonacHoe yHHYTOMEHWE NPoG, KoTopEE He TPeBYIOTCA ONA AaNsHeALUME MCCNBA0BAHWA, JOMKHD
GilT NPOBENEHC B COOTESTCTEMM C MECTHLIMM NPABHNANMK MK PEKOMEHTALMAMK CNy#isl N0 YAANSHWIO OTXOROR.

5.8 OTUaTHOCTEL O PEIYALTATAX

5.8.1 PykopofcTeo NabopaTopi OTEETCTEEHHO 34 B0, NPE0CTARNMEHKA OTYETOR O PEIYNETATAX WCCNegoaa-
HIWA. Bua npegcTaRnesta OTYETa [ANeKTPoOHHBIA MK Ha Gy MaxHoM HoCHTene ) u cnocol nepega-qy wa natopaTo-
PHH AOMHHE! BETE COMAaCcoBank © NeNLICEATENAMK NAB0PATOPHBIX YNy

5.8.2 PyworogcTeg NabopaTopiik OenuT OTEETCTEEHHOCTE C AaNPallHBaLUMeM HoCNBaoaaHue 3a obecnaya-
HKE NONy4eHHA OTYETA COOTEETCTEYIOWMM NHMU0M B COMMacoBaHHENE CROKK,

5.8.3 PeayneTaTsl HCCNefosaHiua 00MiHE BeiTe NPEOcTaABNEHs YETHD, B3 owWboN B HANUCAHKK M Nepena-
Hisl LY, YNOMHOMOYSHHOMY MONYYaTs M KCNONBIOBATE MELMUKHCEY IO MHdopmaus9n. OTYeT o peayneTaTax qon-
WEH TAKE COOEDEATE, N0 MEHBLENR MEDE, CREaYIoLEe:

a) ACHDE, HEABYCMLICNEHHOE YRAIAHWE HA NPOBENSHHDE MCCNEN0saHWe, BRIIOYAA COOTRETCTEYMHILWE Ma-
TOOMEM MIMEDEHKA,

b) HaumeHoBase NabopaTopuy, KOTOPaR NPELCTABNRET OTHET;

C) OAHOIHAYHYIO HOEHTHDMKALWID W MBCTOHAXOWIEHAE NALWEHTA, BCMH 3TO BOIMOMHD, W MBCTD HAZHAYE-
HK1A OTYETA;

d) thamunMe 1K gpyryse 0OHOIHEYHY WISHTMOWUKELWIo NULAE, 3aNPOCHBLLETD WCCNeoaam1e, W eng
anpac;

&) 0aTy 1 BpEMA BIRATHA NEpaMYHOR NPobsl, BCNW 3TH JaHHBIE MABECTHLI W CYLUBCTREMHE ANA OKE3AHMA
MORMOLLEM NALWEHTY, 1 BpaMA Nonyselus npobsl nabopatopueia;
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) paTy ¥ BpEMA Bl0a4H OTHETE, BCNH ITH QaAHHLE HE COOBPHATCA B OTHETE, OHM J0MKHE! GbiTe Nerkogoc-
TYTIHE NPKY HEoEX00MBMOCTH,

Q) MCTOUHHE NPOGE 1 CHCTEMY (MCCNEnyenbii BUoNorwyecwi MaTepuan MK TUN Nepar4HoR Npobisl);

h) peaynsTaTte MCCNeQOBaHKA, BEIpaKeHHEE B eguHALax CH Nk B eQMHMLEX, NPOCNEMMBIEMBIX 40 80M-
Hi CA (T 31),

i) Buononweckve pedepeHTHEIR WHTEDEANEL, SCNH CHW NPRMEHRIOTCA;

JPMHTEpNDeTaUMK pesyNETATOR, KOTOa 370 TpebyeTcA;

k) Mitmle KOMMEHTADWA [HANDUMED, KE4ECTED HNK A0EXBATHOCTE Nepar4HoN Npolkl, KOMDA 3T0 MOMET NoCTa-
BITE N0 COMHEHWE PEIYIETAT HCCNEROBAHKWA, PeIyNLTATEIMHTERNPETALWA OT BCNoMoraTansHes (cybnoapaa-
Histxt) NaGopaTopyi, MCNONEIoBAHKME PaIpataThiBaEMbIX NPOUELYD]; B OTHETE O0MEMHE OkiTk YHAZEHEI BCCNBO0BE-
MR, KOTOPEE BbiNM NPOBENEHE KAK H3CTE HAYHHO-HOCNSR0BATENECHAY NPOMPEaME M ONA KOTODL He Gk NpanLAs-
Nkl CNeyWbnYacie TREGOBEAHMA K KAYaCTEY WaMeDeHHA, a Takke, ecni TpebyeTen, MHbopMaUlWMa o npageane
O0HADYHEHNA W HEONPEOENEHHOCTIA MAMEDEHWE DoMKHa DT NPEILARNEHE NO 3ANPOCY;

[} yrazasme nHua, ynonHomMo4eHHo Bslgasars OTYeT,

1) OpMIMMAN W KOPPEKTHROBAHHEG DEIYNETATE, BCMHN 3TO TREBYETCA,

N) NOANKCE NHLE, YNONHOMOYSHHOTD NPOBEDATE MNK Bl 03EaTE DEIYNETATE, NPK BOIMOHHOCTH,

NMpiamedadue 1 —B oTHOWEHWA NEPAYUENEHKA | ) — NPK HBHOTOP X OBCTORTENLETEAX MOMET GbiTk WBNSt0OG-
pPaEIH0 PACNPOCTREHATE NEPEYHM WNk Tabnwls Buonomqeckny peepeHTHLIX HHTEPBAN0E B MECTAX, [N B0 NOMM3088-

TenM NaBopaTopHs YEMYT MOMY-AET OTYETE O PEIYNETATAX WCCNBR0eEaHE.
Moumeswadke 2 — COrNacHD HALMOHANBHLIM, DETMOHANEHEM WM MECTHEIM NpaBAnanM moseT Tpefosatees

YHAILIBATE HESMMEHOBAHWE W MECTO PACNONO¥EHWE MECNBNOBABIIEA (MM BCROMOMATENLHOR, cyBnogpRgHoln) nabopa-
TOR#HW B OHOHETENEHOM OTHETE.

5.8.4 Npr oNHCaHMA NPOEELEHHEL HOCNESOBAHKA HEODXOOKMMD NONLI0EATECA CNOBADENM, DEKOMEHZOBAH-
Hisild CHOR KMA HECKOMEKAMA U3 NEPEYWCTE HHBL HAME OIS MAMM!

= MenayHapooHeiM COBETOM N0 CTAMOAPTUIAUMA B rasmatonoruk, MCCT (Intemational Council for Stan-
dardization in Haematology, ICSH),

- MexayHaponHem obliecTeosM No resMatanondd, MO (Intermational Society of Haesmatology, 1SH),

= MenmyHapoqroi degepauqen KMHAHECKOR XMMHM W NaSopaTopHoi MeguuusEe, MM (International
Federation of Clinical Chemistry and Laboratory Medicine, IFCC);

= MenayHapoqHbki CONI0M TEODETHYSCKDA W NPMKNANHDR XA, MCHMX (International Union of Pure and
Applied Chemistry, IUPAC);

- MexgyHapogHeim ofwecteon no TposBoaam W resmoctaay, MOTT (International Society of Thrombosis
and Haemostasis, ISTH);

= EBDONEACcKMM KOMUTETOM NO CTaHgapTiaaukk (European Committee for Standardisation, CEM).

CooTEaTCTEEHHD, ONUCAHKA W PEIYNETATE A0MKH CNEN0EITE HOMEHENATYDE, PEKOMEHQOBIHHOA COHOR
MM HECKONEKAMA K3 MEPEYMCTIEHHEX HHHE OPraHAIALMAMIA.

= MesoyHapooHeM o030 DHOXMMMKA M MonekynApHoR Suonomd, MCBME (Intermational Union of
Biochemistry and Molecular Biology, IUBME);

= MenkayHapoaHein comaoi MkpoBuononacids ofilecta, MCMO (International Union of Microbiological
Societies, IUMS);

= MenayHapogHeM COKaoM MuMMyHononueckny obwecrs, MCHO (International Union of Immunological
Societies, UIS):

= Konnagsem asepusancinx natonoros (SNOMED International, College of American Pathologists);

- BoemupHol opraduiauwei agpascoxpanedud, BO3 (World Health Organization,WHO).

5.8.5 Ecnu kavyecTBO NOMyHeHHOA NepEMYHON Npobsl SN0 He NoOXoOALMM ONA MCCNeqoBAHMA KN MOrmo
Gl NOCTARMTE PEIYNETAT NOA COMHEHWE, 3TO QOMHHO BRTE OTMEYSHD B OTHETE.

5.8.6 Konwy Mni anexT poHHE 2 BEpCHH OTHETOR O PEIYNLETATAX J0MEHEl XDAHHTECA B NaGopaTopMi TaKMM
ofpaaom, KOToOpRI obecnedreaeT DelCTpoOR BOCTREBORAHIE WHDOPMaLMKA. DNWTENEHOCTE NBDWOOA XDEHEHWA MO-
WET BADEMPOBATE, OOHAND COODUEHHSIE DEIYMETATE LOMAHS XPAHMTECA TAK 40NN, KAK 3TO AMKTYETCH ME0MLIKH-
CEAMM NOTRE0HOCTAMIA MM HEUWOHANEHLIMKA, DEMA0HANEHBLIMA WA MECTHbLIMM NPaBATEMA

5.8.7 NabopaTopus QormeHa MMEeTs NPoUenypsl HEMEINSHHOND MIBSLEHWA BPaYa (MK DYIoro KNHHUYec-
HOMD MEpCoHana, OTRETCTEEHHOTD 33 NedeHre DoNsHOTD), KOrma peaynsTaTsl WCCNEA0RAHWA N0 CAOHM KDUTHYEC-
HIM CEORCTESM NONaGaKT B MHTEDBAN 4 TREBOrAH MMM «KDWT MHECK08 COCTORAMKWE . 3TO OTHOCHTCA M K DEIyNLTa-
Tam, NOMy-EHHER MDA KCCNEA0aaHWK Npod BO BCNoMOraTensHol [cyBnoapAoHoi) nabopaTopyi.

5.8.8 [InA yOoRNETRCDEHWA MECTHE KNMHUeckio: noTpedHocTed nabopatopyA JorisHa onpeienidTE KpUTIA-
SECKHE NAapaMeTRel BUONOIMYEcKoND MATEPWANE M KX TRRBOHHEE M KPHTHYECKHE MHTEPBANL NO COrMACoRAHMIO C
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KMHHALMCTaMA, NONEIYIOWHMKCA Yonyrasmi nadopatopud. 3T0 OTHOCHTCA K MCCNSd0BaHHAM BOEX BMA0E, BHMD-
HaA HOMUHANEHERE (KNAcCUMKSLWOHHEIE) 1 ODOWHANEHEIE (NOPANKOaEIE ) NOKAIATENN.

5.8.9 Ecnu peaynkTaThl MCCNeAoaaHna Belnu NEe0cTasne e KK NpoMecsy ToUHER oTYeT, naboparopua oba-
JaTenkHo A0N#HAE NPEACCTABHTE M OKOHYATENBHEIA OTHET TOMY, KTO 3anpallvBan NCCNeqoBaHue.

5.8.10 3anwcuk o OBACTEMAX, NPEANPUHATEX N0 PEIYNETATAM, OTHOCAWMMOR K KDUTHHBCKOMY HHTepBany,
OOTEHE BelTe CoXpaHeHe:. B X aomsHel BeTe YHaZaHe! 4aTa, Bpema, OTRETCTERHHEIR COTPYIHK NaBopaTopu«,
NML0, KOTopoe BslNo MaseweHs O peayNBTaTe, M PE3YNETAT MecCneaoealma. Boe TRYQHOCTH, BOIHWELLIME NpM Bbi-
NONHEHHH ATHX TReSoEaHKMA, QomKHE BT 32RErHCTRMPOBAHE M PACCMOTREHS! NP NPOBEpKE.

5.8.11 PyxosoacTeo NabGopartopii NG KOHCYNETALMM C 33Ka5ME0M WCCNea0BaHua OOMKHD YCTAHOEHTE NPo-
OOMEMTENBHOCTE BREMEHM OT HAIHAYEHMA HCCNEO0BaAHMA 00 NONYYEHWA CKOHYATENEHOM pe3yNsTaTa (BpemMA
0GopoTa TecTa) 4ANA Kakaors M3 BNA0E HCCnegoeanni. Bpenma obopoTa TecTa QONHHO COOTEETCTROBA TR KITHHM-
YECHIM NOTREEHOCTAM.

[omwed GeiTs yCTAHORNEH NOPALOK HIBEWEHKA IEKaI4MKE 00 OTCpOYKE HoCnefoeadkA. Bpems oSopata
T2CcTa M Cnocofel oGpaTHON CEAIM C KNMHULMCTOM N0 TaKOMY NOBOOY O0MHHE BMe OTCNEMENL, 3APErMCTRMposa-
Hil W NPCaHanMaMpoBanesl pyrRoeoacTeoM naboparopuu. Mpy HEoBX0OUMMOTTH, B OTHOWESHKK BbABNEHHEIX NPO-
Gnem OonwHel GETs NPESNDHHATE EODPeXTHDYIOW WE NeRCTEMA.

3TO HE OIHAYAET, YTO KNMHHYECHHA NepCoHan cneayaT MHpopMHDoEaTs 060 BoEX CNY4aRN Z80BDKIM Bll-
MONHEHHAA MCCNENoBaHUA, 8 MWL B TEX CHTYALMAX, KOMNA TAKAA OTCPOYKA MOKET NOBPEOMTE NEYEHMD NALWEHTS.
NorwHa Ouime paspaborada npouegypa, 0becnaduMBEIsLUan CoTRYOHWYECTRD KNMHWLSCKorD M nabopatopHon nep-
coHana.

5.812 Ecnw peaynsTaT MCCNeRoBaHKMA, BeINGNHEHHOND BO BCnosMoratensHol (cyBnogpaamod ) naGoparo-
pHH, MOAMEWHT NEDECHETY (Nepeecay B APYTHE B0UHWLL, NPWHATEIE B OCHOBHON NAGoRaTOpUK), QOMHHE DbTh
NPHMEHEHEI NPOUENYDE NDOEEDKKA NPABKNEHCCTI ATOMS NEPECYeTa.

5.8.13 NaGopaTopkA gomika pacnonarats YeTio A0KyMEHTHROBAHHEMKE NDOUEOYPamMK ANA Bsl0ayM pe-
YNETATOR MCCNEN0EAHMA, BHMOYAR A8TANLHOE YEIIAHKE MWL, OTBETCTEEHHLIX 38 B0aqy DeaynsTaToa, M iy —
nony4arensi pesynsraros. JonkHe GuTe paspafoTads: Npaamna gnA BeEEadYl peaynsTaTos HeNnoCpeaCTEEHHO
NALEHTIM.

5.8.14 NaGopaTopua A0MKHa paapatoTaTe NOPALOK W NPAKTAEY, KOTOPREE oBacnadreand Owl napanaqy pe-
AYNETATOR MO TENSPOHY M N0 ADYTHM ANSKTROHHLIM CPEOCTEAM CEAZM TOMBKO YIOMHOMOYEHHBI NOMyYaTENAKM.
PeaynesTarsl, nepajaiHbe yCTHO, SOM#Hs Bal Te NOOTBE PMHOEHE JADETMCTRUDOESHHEIM OTHETOM,

5.8.15 NabopaTopHa GOMKHS WMETe B MACLMEHHOM BXOE NOPADOE M NDOUEaYDEl WakeHeHMA oTdaTos. [on-
Wb GBTh ZAPErUCTRHMDORAH LI BDEMA, O3Ta W WIS NHUS, OTEETCTREHHOND 33 MIMEHeHWE. [1D1 BHECEHHIA MAMEHE-
HUE DM MMHAN LIS 33NHCH QoMHHE: BETe coXpaHeHbl. QpUrMHanisHee aNeTROHHLIE GOKYMEHTE CABOYET COXpa-
HATE W HAMEHEHIA BHOCHTE © NOMOLLLI COOTRETCTEYIOWEA PEOaKTORCKON NPOUSaYDL TAK, YTOBs! OTHET YaTHD
VEAILIBAN BHECEHHLIE HIMEHEHHA.

5.8.16 PeayNbTaTsl, KOTOPGIE Golri y4TEHE! MPM NDHHATAR KIAHAYECHHY DELLEHIXA 1 DEBU30BAHEL, CNEaYeT
APAHUTE B NOCNENYIoWeM obLLEM OTHETE C HETHIAM YRaIaHWEM TOrD, YTO OHW NOABEPIMWCE NepacmoTy. Ecnu
CHCTEME OTYETA HE MOHET (DUKCHPOBATE YIYYLLEHWA, MIMEHEHMA UMK NONPABKK, JOMMeH BbiTe MCNONLIOBAH
HYDHAN NDOBEDOK.
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MpunoxexHne A
{oBA3zaTensHoe)

ConocTaBneHMe CTPYKTYPhl HACTOALLEND CTAHAAPTA CO CTRYKTYPAMM MeXAYHAPOAHBIX CTAHAAPTOR
WCO 9001:2000 n MICOMM3K 17025:2005

Cravpaptel capuin MCO 8000 Rens0TCR MCHOOHLIMM QOKYMEHTAMKM ONA CTAHOEPTOR CUCTEMED MEHETHMEH-
Ta kaqecTea. TaGnuua A1 HNNHCTRUPYET KOHUENTYBNEHEE  SIAWMOOTHOWEHKA MEXLY HIBCTORWMM  CTAHOAPTOM W
WSO 90012000, XoTA MHOME NONOMEHAA CHCTEME MEHEOMMEHTE KEMECTER, B TOM YWENEe OTEETCTEEHHOCTE PYKDBOO-
CTEd, OP¥MEHTALMA HE nOTpEGWTENR, OOKYMEHTANBHEIR KOHTROML, PECCMOTPEHME DEIYNLTATOR PYKOBOOCTEOM, BEAKSE-
Hbl B SEHHOE M30aHWE HACTOALIEND CTAHOAPTA, BOAMOMHO GOMbLIWes COOTBETCTEME © WCXOOHLIMK capusme MCO 9000
By et BOCTUMHYTO NPW CREOYOWENM NEpEcaTpe.

DopMaT HACTORLWEND W3dadWA bonae Tousdo oTpaxaeT dopmar MCOM3IK 170252005, wenone30eaHHOM HaK
MOgENE CTPYKT YRR HACTORALEBND CTAHOSPTE © yYBToM Cneurdmi MegnuvHcEny (Envbmdeckud) naboparopud. B tabmm-
L& A2 NpEOCTASNEHD CONOCTARNSHWE CTRYETYR 3TMX QOKYMEHTOR.

TaGnuya Al — ConocTagnadHe CTRVETYPR W CTOYKTY MBI ANEMEHTOR HACTORALLAM CTAHROARTA CO CTRYKTYDOA CTaH-
mapra MCO 2001:2000

Crpykrypa MCO B001:2000 CTpyETypa RacTORWEro cTamgapra

1 OBnacTs NPUMEHSHNE 1 OGnacTe MpUMEHEHER

1.1 Obwme noncekaHmMa —

1.2 MNpurMaHeHaa —

2 HopMaTtTHBHEE CobINEW 2 HopMmaTHEHLIE CobinkW

3 TepmiHel ¥ ONpaOeneHa 3 Tepmukb W onpeganaHns

4 CHcTeMa MeHeQ#MEHTA KBHacTea —

4.1 OBuwwe TpabosaHun 4.1.5
4.2 ChcTamMa MeHEORMEHTS ES48cTEa
4.2 TpebosaHHA K AOKYMEHTEM 4.3 ¥npagneHwe QoKymeHTauuel
51.2

5.4 MNpeasanaTyHeckMe NRoUSaYpel

427 OBwme nonoseHiR 4.2.3
4.2 7 PywoBOQETEO NO KAYECTEY 4.2.4
423 KoHTponke OoyMEHTOR 4.3 ¥npagneHwe QoKymeHTauuel

4.13 YnpasnaHwe Janycamm
5.3 NabBopatopHos obopyooeaqme

424 KoHTpons SosyMEHTANLHOR PErdcTpaundd 4.13 YnpasnadHwe Janacamm
5.8 Om4eTHOCTE O pelynsTarax

4 OTeaTCTREHHOCTE PYROBOQCTES —

5.1 ObRzaranstTea pyRoBOOCTEA 4.1.2
4.1.5, nepeducnaedyd a) u h)
421,423

"I Jamewen, aedcteyet WMCO S001:2008. B HacTorwes cTAHOapTe NpWBenada coenka Ha MO0 S001:2000,
T. K. HECTORLUMA CTAHOAPT ABNABTCA WOBHTHMYHLIM NO OTHOWSHKMID K gadcTeyoweany MCO 15188:2007.
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MpodomeeHus matnuus A7

Crpykrypa MCO 8001200

CTpykTypa macToRujers cTangapra

5.2 Opuedrayus Ha notpeburans 41.2
523
5.4.2

5.3 NManuTuka 8 abnacTi Ka4ecTea 415423

5.4 MnaduposaHdune —

541 ObbeKTe Ka48CTES 423

5.4.2 Nnasuposasye cHCTEME YNPABNEHNA Ka4ecTaOM 415

5.5 OTeaTCTEEHHOCTL, MOMHOMOYXA KW CBARIN

5.5.1 OTeaTcTRBEHHOCTE W NONHOMOMHA

4.1.5. nepeuwcnerua f)
513
514

552 MNpepcTrasneqHne pykoBoOcTea

4.1.5, nepesvcnesue i)

5.5.3 BHyTPpEHHWE CHASM

421
4.2.4
528

5.6 Paccumatpeduws pykoBOOCTBOM

5.6.1 OBwwe NonoMaHis

4.15 Adanu: co cTopodel pykoBOACTEA

5.8.2 NavHele gnA paccMoTpeHs 4152
5.6.3 Peaynsrans paccmoTpaHma 4.15.3; 4.154
57.1

G ¥YnpasnaHue pacypoamu

6.1 Obwra NonoseaHAA

4.1.5, napayucnanke aj

6.2 Muopckwe pacypsl

6.2.1 Obwwe NonoHaHus

4.1.5, napayucnasvea g
5.1 MNapooHan

6.2.2 KoMNeTeHTHOETE, 3HAHHMA M yMEHHA

1
1
L
AN

LRChChCh
mt w0 R

o
2

6.3 MuhpacTpykrypa

4.6 MNpwobpeTeHwa yonyT K 3anacos
5.2 MNomelyeHHA W YONoBKMA OKpYREIWERA Cpeak
5.3 NabopatopHoe obopygosaHe

6.4 Pabowan cpena

5.2 MomewaHua K YCNoBHA ORDYHEWaR cpagsl
5.3 NabopatopHos obopyosaHE

T PeanuiaumA npogykta

7.1 MNnanvvposaduws peanqu3auMe NpoayeETa

4.10

5.2 MowmeweHWA ¥ YONOBWA OKpYRAKWER Cpenkx
5.3 NabopatopHoe obopygosaHe

5.6 OTeaTHOCTE O paaynkTaTax
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Crpyerypa MCO 80012000

CTpyrTypa HACTORWArD CTAHKAPTA

7.2 MNpoustohl, OPWEHTHUPOBAEHHLIE Ha noTpedurans

T.21 Onpagenedwe Tpefosaqei © npooykTy

4.4 PaccmoTpaHus HOHTREETOR

T.2.2 Paccrmotpedue Tpeboeadnil & npagykTy

4.4 PaccmoTpaHMs HOHTREETOR

7.2.3 CeAak ¢ noTpeburannmu

4.7 KorcynbTayuoHHbIe Yoy

4. 8 MparteHand

4.7 KorcynbTayuoHHbIge Yoy

4_8 Mpartexsand

5.5.6 ObecnaqeH1e KAHSCTES SHAMWTIHECHI NPOUSayD
5.5.7 MNocTaHanuTwdecEda npousnypel

5.8 CooblleHwe peaynstaton

7.3 Pazpabotea v pasavTHe

7.3.1 PaapaGotia ¥ pa3eMTHE NNEHMpOBaHMA

5.2 NomaWweHWA W YyCNoEMa OKpysE0LWERA cpenw
5.3 NMaBoparapHoe obopynosaHwe

T7.3.2 McxogMele QaHH=E ONA paspaboTed W passvTHA

7.3.3 PaaynuTats papabortiu M paseuTiA

7.3.4 Ouexka papaboTin 1 paIsnTHa

7.3.56 Nogreepxgaqve pazpabomiu v pasanmva

7.3.6 KonTpank 38 MIMBHEHWRMKM B paspabatea 1 passuTiin

T4 MpuoBpataHwe

741 MNpouysce npuabpaTaHda

451
4.5 MpuobparaHne yonyr ¥ 3anatos

T.4.2 Wudoprauws o nprobpaTtasmn

T.4.3 BepwhusaumA npuolpaTedHeX NpogykTos 4.6.2

553
7.5 CHabweHme NpoaysuMen | yonyramum —
7.5.1 KoHTpone cHaDwaHMA NPOOYEUMER M YOMyTaMA 425

5.2 NomelweHuwA W YyCNoeMa OKpysEs0Wed cpenw
5.3 NaBoparopHoe oDopynosaHwe

5.4 MNpeaHanuTH4EcKME NPOLEaYpsl

5.5 AHANUTWMBCEHE NPOUSOYPE (METODMEM)

5.7 MNocTaHanuTMHackMe npousnypkl

T.5.2 Noarespsgaqye npousccos cHabmasMA Npoaykuwen

5.3 NMaBoparopHoe obopyaosaHwe

[ERT =T 5851
55.2
7.5.3 Magumidwkayna 1 NpocnexHeasmMocTs 545

5.6 DbacnaqeHe EaYSCTES BHANWMTHYSCKUY Npousayp

T7.5.4 CobcreeHHocTs noTpeduTans

7.5.5 CoxpaneHme npogykra

5.5 AHANUTWMBCEHME NPOUSOYDE (METODMEM)
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Owonyanue mabmus A7

Crpynrypa MWCO 8001300

CTpykTypa MACTORUErD CTaKgapTa

T.6 KoHTpone yCTpORCTE MOHUTODMHTE W HIMEDEHWA

425

5.3 NaBopatopdos obopygoeada
5.6 OBacneveHws HSYECTEA BHANMTVHECKUY NpoUSayp

8 MamapaHme, aHANKI W COBEPLUBHETEOBAHNE

8.1 Obwka NoNosKEHMA

4.8 YnpaanaHwe B CAy4ERN BREIABNEHNA WCCNEOOBEHWA,
HE COOTEETCTEYHALME YOTEBHOEMEHHLIM TpaBopaHuAmM

8.2 MobaTopiHr 1 MamapeHus

5.6 ObBacnedeHws HAYECTEE BHANWTVHECKHE NPOUSaYD

.21 YpoanereopeHwne notpabumans

4.8 Mpetanan

.2 2 BryTpasHAA ayomt

4.14 BHyTpeHHME NPOBSpKM

8.2.3 MoHMTOPHHT ¥ MIMEDEHWE NPOUBCcCos

425

8.2 4 MoHHTOPMHT 1M HAMBDEHME NPOOYKTE

5.5 AHANUTHHECKWE NpOUBayDEl (METOQHEN )
5.8 ObacneveHws KEHBCTES BHANMTWHESKHY NpOUELYP
5.7 NocTaHanUTUHackke npoueaypsl

8.3 KodTponk NpoaykTa, He CooTEETCTEYIoWEM TpebosasmAmM

4.9.1
492
410 KoppeeTupyisuiue 0eRcTeMR

8.4 AHanva naHHLn

491
4121
4122

8.5 CopapluaHCTROBAHKE

851 MocToAHHOE COBEPUSHCTBOBAHWE

4.12 ¥nyqueHwe

.52 Koppesmwpysolyua mMepes

4.12.2
4.12.3
410 KoppeeTupyiolyme A8RcTEMR

5.3 NpagynpeguTensHeE Mepsl

4.11 MNpaaynpesganowwe AedcTEuA

Tabnuwya A2 —ConocTaenaHiag CTRPYRTYREI M CTRYKTYDHEIX SNSMEHTOE MENyHApoaHon ctangapta MCOMSE 17025:2005

W HACTORLLEND CTaHOapTa

Crpyerypa WCOMIE 170252006

CTpykTypa HACTORUETD CTAHOApTA

1 DBnacTe NpUMEHEHAA

1 DGnacTe NPMMEHEHKA

2 HopmatveHBI® CobiNkM

2 HopmaTtWeHbIe CoLUNKKM

3 TepMuHLl 1 oNpEganeHieA

3 TepmuHbl W ONPEgANSHWA

4 TpeboBaHWA K MEHEEEMEHTY

4 TpeSoBaHwA K MEHSTHMEHTY

4.1 OpraHy3aauma

4.1 Opradmzayun 1 MEHEIHMEHT

4.2 CucTaMa MeEHedMMEHTa

4.2 CucTema MeHEQsMEHTA Ka4acTea

4.3 ¥npasneHwe QOKyMEHTaUMEN

4.3 YnpagneHue OO0KyMEHTELMER
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Orowuatue madnuyer A 2

MoCT P MCO 15189—2009

Crpysrypa MCOUM 3K 17025:2005

CTIpYETYpa HACTORWErD CTANGARTA

4.4 Ananua 3anpocos, 3FRA0K HA NOCTABKY W KOHTDAKTOR

4.4 PaccmaTpéHne KOHTPaKToR

4.5 JaxnwoqeHne cybnogpRooe HE NpoBeOgaHWE WCNLITa-
HWA 1 kErmMEpoBKK

4.5 Mecneposarns 8o BEnomoraTensHwx (cybnogpra-
HLX) nabopaToprAx

4.5 MNopy4aHe MCNBITEHMA W kannbposor

4.5 MconegoBadna 8o BenomOoraTensHex (cybnogpra-
Hblx) NAGopaTOpMAX

4.6 NMpuwoBpaTaHwa yonyT W Janacos

4.6 NpuobBpeTedws yonyr W sanacos

4.7 DBcny#vBaHNE ISHAZ4ME0R

4.7 KoHoynsTayMOHHLE YOmyng

4.8 Mperasann

4.8 NMpetesan

4.9 ¥YnpasneHwe paboTamy no WCNBITAHWAM WHNK Kanmb-
pOEKE, HE COOTRETCTEYHLLMMA YOTEHOBNEHHEM TpeOoaa-
HARM

4.9 ¥Ynpasnasme B CRyY4aRy BLRAMRSHNA WOCNEaoBaHHA,
HE COOTESTCTEYHOWME yCTAHOBNEHHLIM TPeDoBaAHNAEM

4.10 ¥nyuueHwe

4.12 YyueHne

4.11 Hoppesmvpyiowmwe AeAcTENA

4.10 Koppestupyime O8RCTEARA

412 MNMpegynpesaaowwe QeRcTarA

4.11 MNpagynpesoaowmws JeRcCTERA

4.13 ¥npaeneHye 3anmcsami

4.13 YnpasneHwe JanvcamMW

4.14 BeHyTpEHHWE NpOBSpHA

4.14 BuyTpeHHMe nposapsl

4.14 Axann:z co cTopoHel DyHOBOOCTEA

4.15 Axanuwa co cTopoHel pYHROBOACTEA

5 Texnwdyeckue TpeboBaHwR

5 TexHwsecewe TpebosBaHmA

5.1 Obwre nonomeHwA

5.2 Napooxan

5.1 Napcoxan

5.3 MomeweHUR W YCNOBMA OKDYEERIWEA Cpeak

5.2 MNomewBeHHA 1 YCNOBWA OEpY AR Cpe ksl

5.4 Marodsl MCN=TaHKWA W kBNUEPoBIA. 8 TAKEe  OUBHKA
NPWFOGHOCTA METOR08

5.5 AHAMTHHECKME NPOLBaYPEl (METOOMEN)

5.5 OBopyaoBaHise

5.3 NaBopatopHos obopyoosaxie

5.6 MNMpocnaxuBaemocTs MIMEDEHWA

5.6 ObecnevaHMe HEYSCTES AHANWTMHECKAY MpOLSayD

5.7 Orbop obpaagos

5.4 MNpeaHanuTHHEcKME NROLSSY P

5.8 ObpaweHue ¢ oDbEKTAMM HCALITEHWMA W KEAMMDPOBKK

5.9 ObacnaysHWE KB4ECTES PEIYNLTATOR MCNBITAHWA 1 Ka-
nuBposmM

5.6 ObecnevaHMe HEYSCTES AHANWTMHECKAY MpOLSayD

510 OrueTHOETE: O paynsTaTay

5.10 OTUeTHOETL O PEayNLTATAX
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Mpunowenne B
(cnpasouHoa)

PakoMaHAALMK NO JaUMTe NAGOPATOPHI WHDOPMALWOHHLI CHETEM

B.1 OBiyme nonomeHHa

B.1.1 Peaymetartsl MoCnenoBaHwd U nHchopMauma RENAINTCR NPOOYETAMK GEATENLHACTH naboparopyu. Mockonk-
Ky KOMMSOTEQHLE CUCTEMBl MOryT BbiTh NOBPEMAEHE M NOABEPIHYTE PAZNMYHEM BMELATENLCTEAM, O0NMEH DuiTe
YCTAHOBRNEH NOPROOK 3ALWLMTE NALWMEHTOR OT yWapha, NpWHOGMMOND NOTEREA MNW MCEREREHMEM O3HHbIK.

MpveageHHHE B HACTORLLEM NPMNOHEHHH DEEOMEHOALMK HANPABNSHN HA OOCTIOHAHKE BHCOKOIO YDOBHRA
LENOCTHOGTH OaHHex MHBODMALMKY B NabopaTopHby MHGOpPMaUNoHHLER crcTemax (ganss — WG]

MpumadaH e — 3TH PEXOMEHABLMH HE MOMYT ObiTe NDMMEHEHLI:

- K HACTOMNLHLIM KEMLKYNATOPaM;

- HEBOMELHM NPOrPEMMADYEMEIN  TEXHEHECKMM KOMLOTERAM;

- BHELHEMY KOMMLOTEPHOMY ODCIMYHRMBEHM,

- KOMMBETEPAM, KOTOPRIE WCNONEIYHTOA TONLKG GNA NEYETAHWA TEKCTOR, B KA4ACTEE ANEKTROHHLE TAGNKL WK
anA NogobHelx MOHOLUENSBLIE gyHKLRME,

= MHEDONPOUSCCOPaM, ABNRIOWMMEA HEOTLEMNEMOA YaCTLD NpUubopa ONR MOCNERoBaHWA.

B.2 Orpyxawwan cpega

B 2.1 KomnesoTepHble yCTPOACTEE W obopynoBaHME CNegyeT COOapHaTe 8 YMCETaTa, paboTocnocobHoM COCTORHAM
W PEIMELETE B MECTAX, WCNOEWA OKPYREOWER cpagkl KOTOPLIX OTEEHET TEXHHYECKAM YENOBMAM WArOTOEMTEnA.

B 2.2 KomMnoHeHTs KOMNBHITEPE W 30HEl XpAHEHHA O0NHHL GeiTh NErKOOOCTYTIHE OMA CRESCTE NOMAPOTYLIEHWA.

B.2.3 Nposoga anu kafend somnsoTapa, PEcCNONDMEHHEE B NPOXOAHEIX NOMEWEHHAY A0MHE BHTE 3a0MesHm.

B 2.4 Nonsed Deime 0DBCne4deH HEOTENOHSEMBIA WCTOHHME SMEKTROMMTAHNA.

B.2.5 YorpodcTea, cogspsawme MHopMELWD, 0ortiHel BhiTe 38WMILEHE OT HECAHKLMOHUPOBARHOM OOCTYNA.

B.3 Py4Htie npousgypsl

B.3.1 NanHoe pyxosafcTed No KOMALKTEPHEM NPOUSOYPAM (BOZMOMHD M B SNBETPOHHOA dhopmMa) QonsHo BeiTs
NPEOOCTEBNEHD NEPCOHAMNY, KOTOPSIA  J0NYWEH K pafoTe Ha xoMnboTaps.

B.3.2 labopatopHoe pyros0icTEO O KOMALIGTEPHLIM NPOLEOYPaM CAEAVET NepecMaTPHEATE “apEe3 YETaHOB-
NEHHEE WHTEPBANE BpamMeHd. MepEcMOTPEHHOS DYROBOOCTES JOMMHO ObiTe NOSTEEPHOEHD 3@se0ywwm nafoparo-
PHEH WAKM M0, HA3HAYEHHLDA ONA 3100 diyHwe.

B.3.3 Dol Geith paapaboTaHsl NHCEMEHHLE NPOUeypel N0 3a0MTE QSHHEE WM sOMNsoTapHors oiopynosa-
HHMA, WM TOM W Opyrorn 8 Cny4ae BO3ropaHuR WM NOBPEHOSHUA BNNAPETHOM WK NROFPEMMHOND oBEcnEYeHHR.

B.4 OxpaHa cHCTEMEI

B.4.1 KomneoTapHele nporpamMMisl AonsEHsl GbiTh COOTEETCTEYHWMM 0EPA30M 3AWLIMLILEHE! OT NOBPEEOSHWA MK
PAIPYIWEHWA NP CAYHEAHOM MO HECAHKLWOHMPOSSHHOM WENOML30EEaHWA.

B4.2 Norked DuiTe YCTAHOENEH CTROMME NODAOOK BbIOSYM DAADSLUEHHWA HA WCNONL3DESHWE EOMNLIOTERHOA CHC-
Tamel. JonsHo Dame YaTiD onpeganaHo, KT MMEaT Npasd A0CTYNa K aHHLIM NaUMEHTOR W KTO MMBET NPass BEOOMTE M
WIMEHATE PEIVILETATE, WIMEHATE CHETA W NPe0bpasiELIBATE APOrPaEMMEL

B.4.2 Ecrm wepea MG soaMomeH AOCTYN K GakHbM A0YMMX CHCTaM (Hanpiemep, QapmMaussTiHectii 1N wagu-
LYMHCKM OEHHBIM ), OOMEHE BEITe MDEONPUHATE COOTBETCTEVHILWE MEDE! HOMNLETEPHOR J2WWTE OT HEPAZPEWaHHO
AOCTYNA K 3THM JaHkem depes NAC. MAC ke porsss NOSEONSTE NOOBEPrETE ONACHOCTH JBUHTY OPYTHE CRCTEM.

B.5 Beoa 0aHHkIX M OTYETEI

B.5.1 JadHHsie NauveHTos B OTHETAN W HE SHPAHEX GON#HL DbiTh CEBEPEHL ¢ BESOSHHEIM OpUrMHEnos, 4Tobe
yOBOWTECA B8 WX LBNOGCTHOCTH Y8pal OnpeasnsHHLIe MHTEPBANsl SpemMaly nyTem obHapyxeHMA ownbor B napagaqe,
XparaHal W obpaboTee GaHHkIx.

B.5.2 MpKH HANM-HA MHOMAE KONWA Tatnuy B cucTems [Hanpumep, Guononmqecons pedhepEsTHEIE MHTEPBANE KaK
8 MMHC, Tax ¥ 8 BonbHMHHOR MHGOPMALMOHHOR CHCTEME] M CNEYeT NaEpHOQMHecEd CPABHHEATL Menay cobol, 4Tobw
YEEAMTECR B MOBHTHYHOGCT BCAX WENONeIyemelx tonwi. Ha pabosam Macte onwHel BuTe B HANWYMK COOTESTCTEYHLWLME
AOKYMEHTE!, DEernaMaHTUIOWWa NpoLect KONMPOBAHWE MNK CRABHEHMA.

B.5.3 JomuHa CYWeCcTEOBATE JOKYMEHTELMA, YCTAHABNWMESNWEA NEPHOOMYSCKMA NBRECMOTE PacyeTos, Npoeaiu-
Mblx EOMOBHKTEPOM © OAHHEMHA NELGHEHTOE.

B.5.4 JanHwe Ha swxoge vz [T B dopme meguunHcEiy OT9ETOR NPegcTasnAnT cooi JaHHLE HENOCPeOcTRSH-
HO O NededHud naguaHTa. CooTeaToTESHHO, JaBagywyA nafopaTopwed DoMmead NOOTESpEAaTE 4 NepecMaTpWBAETE
coQepsaHwE | hoprar NatopaTopHEX OTYETOR C UMk yOBOMTECH, YTO OHW =bdexTvess oTpasaT nafoparopHeie
pEyNETATE W COOTEETETEYINT NOTPEEHOCTAM MEOWLMHCKOND NEPCOHANS.

B.5.5 NaHHbe, BESOEHHLE B ROMALIOTEQHYD CHCTEMY DyYYHEIM WM SETOMETHHECHHM METOOoM, AOMmEHE Bime
NposepeHEl ONA NOOTESHASHWA MY NPEEMALHOCTA NEPEN OHOH4ETENEHLIM APMHATHEM W BLUGEYER KOMNSOTER0M.

B5.6 Boo paiynsTars AomsHs DbiTs CBOpaHE C 33PAHEES ONPEENEBHHEM YPOBHEM ANA MCCRE00BAHMA SAHHOM
BMaa, 4Tob6l oBHapYHuTE Wx ABCYpOHOCTE WMNW HeNpaeaonoaobHOCTE NBPEA NPUHATHEM W BelOA4ER DEIYNLTATOR
HOMMEHITEPOM.
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B5T CucTema sbifaqs peaynsTaros JonsHa coofaTs KOMMEHTADNK CTHOCHMTENEHD KaHEcTaa NPobhl, KOTODLE
MOTYT NOBAMATE HA TOYHOCTL PEAYNETATOR MCCNEO0BSEHWMA [HANDWMED, NHNEMUHECEHE, FEMONMIMPOESHHEES NPode), W
HOMMEHTAPHK N0 WHTERNPETALWY TEKWX Pe3ynLTaTos.

B58 Oomsed Gute paipaboTad MEXaHUIM ayauTa, Nosonacayui nabopatopun MaeHTsdiUMpoBaTE MMy, BOTO-
pie BEEMHM WM ENO0W3MEHMIN GAHHEE NaWMEHTE, KOHTPONLHLE BERNE WK KOMNEKTEPMEIE NPOrpaMMLL.

B.& MNMowck W XpaHeHWs JAHHLIX

B.6.1 CoxpaHeHHuE J8HHLIE O PE3YNLTATAY HCCNER0BaHWA NEBUMSHTE (anes — peaynLTaTH NAUMeHTa) M apime-
HAR WHPOPMALMA GOMEHE DuTh OOCTYNHBLL NPOCTOMY W HECNOHKHOMY MOWCKY B TESEHWE BREMEHN, CODTEATCTAYHMLED
naTpefHOCTAM NEYEHKA NALYWaHTA.

B.6.2 Homneiorep gonsed Geme cnocobed NONHOCTLH BOCNPOWIBECTY BPXMEMPOBAHHLIE PEIYNLTATE MCCNefoea-
HHA, BENHER BnononMeciid padreparHTHLA HHTEPBAR, NPHMCYLWWA SaHHOMY MCCNEO0BaHHI, KaK 1 Mbhie OTENOHEHWRA,
NOWMEYEHAR MM 3AMEHSHIAR MO WHTEPNPETALMY, OTHOCALUMECR ¥ PE3ynLTaTY, 8 TAOHE HBONPE0SNSHHOCTE HAMBPEHHR
BO BESEMA 800 NpOoSSgeHna.

B6.3 [adHus naumeHTsa 1 nabopaTopad aomkHe GeiTh SO0CTYAHG ANR NOWCKE B PEMUME oH-NaiH B oboaHaqeH-
HEA NEPHOD BpEMEHW, 3ABHCRIGAA OT NoTpebHoCTEA DaHHOR opraHmzaUMe.

BG4 Cpegctea, HA KOTOPLIX XPAHATCH O3HHEE, HAK NEHTH, TAE 4 AHCKW, AONMHE BLiTh COOTEETCTEY W MM
cOpasoM MapKMpOBaHL, COXPAHEHE W 3RLMILEHE] OT NOBPEEOEHHA W HECAHKUMOHKPOBAHHOND WCNONLIOBAHMA.

BE5 [omwua cywectacsars sdubaxtuaHan obpatHan cafak ANA NPEOOTEPALISHWA YTPAaTE QaHHLN O PedyNETATAX
NAUMEHTOS B CAy4a8 nedaTa koMALINTepa MNW NPOrpaMMHOTD obecnaqyaHmA.

BE.E CHcTemel KOMALKTERHOR TPEEGM (O0LIMHD OCHOBHAR KOMNEOTERHAR KOHOONL, OTDAMAKALER COCTORHME
BNNAPETHOND W CHCTEMHOM ObEcnEYeHHA] CRegyaT PEryNAPHO NPOBEPATE M MCNEITEIBETE HE NPESMET WX HOPMAaNEHOTD
HYHHUMOHNPOBAHWA.

B.7T AnnapaTHoE W NporpaMmHoe obecneveHve

B.7.1 Qonsts BeiTe B HAAWHKKA B NHCLMEHHOM BHOE METOOWEM M NONHAA PErMETRALMA Boans npodunaskmadatxon
oBCNyHHMBAHKMA ANNApaTHArS ODecneqYaHmA.

B.7.2 NMC pomuHel BeTe NpoBapeHsl NOCHE HAXAOMND BOABPATA MNW BOCCTAHOBNEHWA GAANCE C GAHHLIMK C
anes YEeauMThcR, Y4TO HE NPOWMI0WNG HEMENSTENLHEX MAMEHEHNA.

B.7.3 Ownbmd, obHapyaHHbIE NpM KonMposaHi, SofikHel DeiTh AOKYMEHTHPOBAHE © YRE3AHWEM NPESAPHHATRX
MED MO WCNDEBNEHAK, ¥ 0 HUX O0HHo BeiTe CODOWEHD OTBETCTEEHHAMY Ny & NabopaTopw.

B.7.4 Mobbe vameHeHirA B AaNNAPATHOM W NpOrpamMMHoM oDecneYaHMy OonsHel DeiTe yTOMHEHL!, NOATEEDMOEHL
¥ NONHOGCTER AOKYMEHTHPOBaHE G UENED YAOCTOBAPWTE NPHEMIEMOCTE W COOTEBATCTEME WIMEHEHNA.

B.7.5 3asanyouwmin naboparopved MNW BR0ENEHHOE A 3TOR iyHELMK NS HECAT OTEETCTESHHOCTE 38 TOMHOE M
athEkTHEHDE NPENOCTIENSHWE PEAYNETATOR MCCNEN0BAHNA Z3HAZABLLIEMY MX KNMHULWCTY W NPOBSQRET BCE MAMAHEHWR
B HOMMBHOTEPHON CHCTEME, KOTOPEIS MOrMM Bhl NOBAWATE HA NaqeHwa DoNLHOM.

B.T.6 MNocne yETAHOBEK MW KIMBHEHHWA W MOOMBUEELWA NpOrpasMMmel 4omiHel GuiTe NPOBEPEHE B OTHOLWMEHAW WX
NPEEKNLHOM YHKLWOHUPOBAHNSA.

B.7.7 Uany nporpame, cnocol @8 GyHEUMOHUPOBAHKWA M BE3aMMOOSRCTEME C OAPYIAMK NPOrpaMeany GonEHes
DT ACHO YOTAHOEMAHE. CTENEHE SETANWIALNW CBaReHHA 0omHa Beite agessathol, 4Tobkl cnocolcTeoneats NOMCKY
HEWCNPESHOCTERA, MOOMPUEALMA  CHMCTEME MAKW NPOFPEMMUPOBAHWA, BCAKW AT0 NPHNEMNEM0, BLINONHASMEL ONepaTo-
pOmM HE KOMALMTERE.

B.7.8 BiaMmogedcTEHEe € EOMMNLEOTERHOA CHCTEMOR QOMHHO OBNErdWTe OCBOBHWE HOBOR WMNW MOOMGMEALMK
crapaid NAC.

B.T9 B nabopatopin SomeHD GeiTh HAZHEMEHO NALUD, KOTOROMY CHEgyeT HemMaanasHD cooblUaETe O CYLecTaEH-
Hbl HEPYLUEHWAR B fyHHYMOHMPOBSHAN KOMNLIOTEDHOR CHCTEML.

B.8 O6cnymueanie NnabopaTopHbIX HHOPMALNOHHED CHCTEM

B.B.1 Bpems npocTon, BelagaHH0e Heobxodumen obenysmeadvan MAC, gomwHo Beite CRNEHMPOBAHD TaK. YTO-
Bkl CHSCTH 40 MAHWMYME CPOK NPEKPALLEHMA OBCNYRHEAHNA NABLUWBHTOE.

BA2 NormkMbl BeiTe B HAMMHAK B NWCEMEHHOM BHOS METOOMEM OTHOCHMTEMLHD NOBEOSHMA NPW BLIKNEMHMEHHE W
BOCCTEHOENEHMW paboTel BCER CHCTEMEl MMM B8 YACTH. NS 0DECNAYEHMA COXPAHHOCTH OaHHEX, HEMPEPLIBHOGCTH NPpega-
crapneHus naboparopHeix Yyonyr W NpasansHoM dyHiwosdposadin [TMC nocne BoccTaHOBNEHWA @8 paboThl.

B.8.3 Nom#Hel ObiTe B HANAYMKA B NACLMEHHOM BHEE METOOWMEM OTHOCHMTENLHO NOBESEHMA NP NPOCTOS OpYTHY
CKCTEM, B YBCTHOCTH, DOMbHEHHOR  MHGOpMALKORHOR CHCTEMBl, A oecnedeHrn  LENOCTH OaHHbE NAUMeHToS.
Domesel Beme GOCTYNHE METOQNIA ONA ROOTEEEHOSHR OTERBITHA QPYIAX CHCTEM W ONA JSMELLEHWA WK 0BHORNEHNA
thainoe © SaHHEMNA.

B.8.4 HeaannaHMpOBAHHEIE BEEMOYSHUA KOMNBIOTEDE, NEPMOOK «3HBHCAHMAR CHCTEME: {BPEMR OTBETA) W OpYy-
rue npofnemsl 8 pabote KOMNBOTEPA AaMmiHe! BETe QOKYMEHTHROBAHE], BENKHAA NPWHUHE! HADYIWEHWA & paboTe M
MAMHATES MEPE MO HCARSBNEHMID.

B.A.5 Jomkssl BuiTe pRapaboTadkl MACEMEHHLE MNEHE ANA HENPaOEMASHHEY OBCTORTANECTE No NpEgocTaEmna-
HMED WCORE NP HANAYGAA JePerion B KOMALOTEQHOR CHCTEME, YToDL PEaynLTaTE HCCNEO0BEAHUE NAUKeHTOR Bhinw
coobuaHs GucTpeiM M yaoBaeiM cnocoBaom.

B.8.6 DoneHa BACTHCE PEMMCTRAUMA, OTPEMAKWERA pefyNAPHOS TaXHWYEcKkos oOCMYyEHEAHWE W NOIBONMAOWAR
OCNEPATORAN OTCMENMEATE Mobkie paboTel, NPOEEAEHHLIE HE KOMNLOTEDHOR CHCTEME.
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Npunokenne G
({cnpaeouHoa)

3THKA B NaBopaTOPHON MEaWLHHS

C.1 OBuwme nonoMeHHa

MpodeccnoHaneseld NBPCOHAN NAboOPATOPWM CER3AH STUYBCHMM KOOSECOM CBOBA npodeccrn. B painuuHex
CTPaHAX MOFYT CYLWBCTEOBATE 0Cobea Npasuna ik TpeioBaHMA ONA HEKDTOPEIX MNK ANA Boed NPaOCcTaABMTENnal npodac-
CiM, KOTOpee Aormedsl cobnoganscA (Hanpumap, o, [4]).

Maptokan, oTESTCTESHHERA 38 YNPASaNaHHe MEaWLWMHCROR nabopaTopuwaid, AOMEH NPUHATE pewaEMe, 410 nogod-
HO APYTHM APEOCTAENTENAM MEOMUMHCKDN NPOEECccHN, OH DOMKEH HECTW OTBETCTEEHHOCTE CEBEPX MUHWMANbHLN Tpa-
BosaHMi 3akoHa. MpUeMEMan NDEKTHES PAINWHYAETCR B pasHe cTpadax. Nabopatopia fonsHa onpedaniTs, 4To
COOTBETCTAEYET &8 COGCTEEHHOMY NONHEHMICG, M BRNKMATE 3TH gasHee 8 PykosoncTeo no sasectay. abopaTtopue oons-
Hil NOOOSPHMHBATE CBOK PEMYTALMK W HE SOMHHL YHACTEOBETE B SEATENEHOCTH, OMPEHWSEHHDA JAKOHOM,

C.2 OcHOBHLIE NPHHLMAL]

C.2.1 DeHOBHOA MPUWHLMA 3THEW 30PaB00NPaHEHHR COCTOUT B TOM, 4TO GNamnomyyie NauMeHTa ASNRETCH Bxcluai
Lensd. DOHEKD B3aMMODTHOWEHMA Mexny nabopatopwaid 1 NALMEHTOM OCNOMHEHE TEM, YTO CYLWEBCTEYET HOHTDAKT
MEXOY 3aKa34MKoM M NabopaTopwed. XOTA 3TH BISMMOOTHOWEHNA [HEPEORD, HOMMEQDYECKDMD XBPEKTERA) YES6TO pac-
CMETPHBAIOTCA Kay Bones smeHem, obsagTenscTea NADOPATODMH OOMHHL HEWIMAHHD ODBCNEYMBATE NpHOPATET Gna-
ronany4Ms i MHTERECOE NAUWMBeHTA.

C.2.2 NaBopatopuA gormeHa oBCmypHMBEaTE NAUWeHTOR AobpocoBecTHO W D3 AMCEPMMUHALIN.

.3 Coop mHdropManmm

.31 NaBopatopuv Qo CoDWPaTE ASEKBATHYID WHIROPMALMG AA8 NPEBMALHOR MOeHTMMKaLMK NaLsesHTa,
yTofe 0BECHBYMTE BENONHEHWSE 3ANPALMBSEMEIX WCCNEA0BEHWA W OPYrMx NabopaTopHelx NPOLSAYD, HO HE SOMEHE
COBMPAaTE MANMLWHEDK NEPCOHAMLHYI0 WHHOPMALWED.

Mayuedt gomed BeiTe oceaaoMneH O cobupaswmol nadopymaumy v yenax ee chopa.

C.32 Murepéecs Ba0nacHoCTH NEPCOHANE W NAUWEHTOR AANAaT onpasgaHHel chop wadopMalue, konma cyuwe-
CTEYET ONACHOCTE KOHTaKTHRX dabonesadnid. PywoBogctao nabopartopus Bnpaee onpeOanATe, kEKas dHdopMaumns
naofxogwiia ANA BLICTABNEHWR C4aTa, UHARCOBOM AYQHTA, YNPAENEHWA PECYPCaMA MW MX WCNONLI0BAHWAL

C.4 BanThe neparYHbLIX Npod

C.4.1 Boa npousaypsl, NpEanprHMMESMEE B OTHOWEHWW NALWSHTE, CREQyeT NPpOsO0gMTE © Bro eegqoma. B otHowe-
HM BONBLUMHETES Py THHHLE NABOPETOPHLY NPOUSOYD COMACKE NBUMBHTA MOMET GeiTh NOMYYEHD, KOMA OH cawm obpa-
waateR B nafopatopues © GNaHKoM 3anpoca HE HOCNESOESHMA U J00POBONLHD COMMBIUSETCA HA NPOBENEHWE NPOUSY-
[, HEMPMMED BEHEMYHOUMW. [BUWMEHTEM, HAXODALWMOR HA NEYeHud 8 GOMsHRLE, 00MHHa OeiTe NPEOGCTEENEHA BOI-
MOMHOCTE OTKAIATECH OT NPOLSaYRE.

CrnedwansHss Npouenypel, BEANHEA HaMbones neeaaMBHbe WX cnocobel, Tpabywr Gonas geTansHoMm obbRcHe-
HHA W B HEKDTOPBIX CAYHARY — NUCEMEHHOM COMAatHA. 3T0 MENATEnsHO, KOMHA CYLUSCTEYET BEPORATHOCTE BOIHWKHOBE-
HMA OCNOMHEHAR NOCNE NPOBSSEHUA MPOLELY D,

B HEOTNONHLI CHTYALWAX, KOMOa NOMyYUTe COMAEcHE NALMEHTE HEBOAMONHE, NPE NPOSEOEHMH HEoDXOgHMED
NPOUEOyD CRegyaT pyHoEoacTEOBATECH HAMBLICILUMMK  WHTEPECAMN NALMEHTE.

C.4.2 HexoTopeld MCCNEOOBAHMA [HANPEMER, HEKOTOPLIE MEHETHHSCKME HNW CEPONOrW-HECKHE WCCREODEAHMA)
1AOEYT TREO0EATE CNEUMaNEHEE KOHCYNETAUWA. OOkMHO 370 OCYLUBCTRAASTER KAMHAHSCKMM NEPCOHANOM W 3anpawm-
BAKILLMM WCCNE0BAHWE BREYOM, OOHAKD Nabopatopra QoneHa NPSOyCMOTPETL, 9To0E PE3YNETATH, MMEKILLWE C8[ea3-
HiE MOCHNASCTEMA, HE Dbk HENOCPSOCTEEHHO NEpagaHsl NaywaHTy ez NPEOBAPHTENLHOA SOAKBATHOR KOHCYNLTALMEA.

C.4.3 Nomewerns ana NPEUEMa NAUWEHTOE W BIATHA ¥ HAX GHoMaTepuancs aookHo Bumh yooDH=M ¥ COOTRET-
CTEORATL TWNY OTEMpasMoR NPodsl U TPEGYEMOR WHPOPMELIAK.

C.4.4 Ecnw nepeddsans npoba noctynaet 8 nabopaTopuid B COCTORHMM, HE NO3BONAKIWEN BLMONHATE 3aKE33H-
HOS WCCNBOO0BAHME, OHA O0MEHE ObiTe OTOPOWEHA, & 38X332BWWA  HCCnedosaHMe spad nonsed Bute of aTom
YEAOOMNEH,

C.5 BrinonHeHwe HCCNEOOBAHWA

Bee nafopatopHe WOCNeqoBaHUA OOMmiHL BeiTe BENONHEHL! B COOTEETCTEWK ¢ YCTAMOBNSHHLIMK CTAHASPTaMM
W HE YPOBEHES YMEHHE ¥ HOMOSTEHTHOCTI, OMMgasman ot npodeccioranas.

NMioban dabprraukA PEIYNETATOR COBAPLEHHD HEMNDWEMTEMA,

B curyauyuAx, KOrQa NaTonor iy NabopaTopuA MomaT onpagendts obvan paboru, HeobxogrmoR ana BeiNanHe-
HHA BAKS3EHHOM WCCNBOOBAHWA (HANDKMED, wMCN0 BNOKDE, KOTOPLIE QoMmHHel OuiTe BHPE1aHE M3 o0pasya THaHN),
Beibop porskeH DbiTh APOAMKTOBREH CRALMEMKOR KOHEDETHON CUTYaLNN.

C.6 CoobuweHme pesynsTaTtos

C.6.1 PaaynbTatel MCCMEQDEaHMA, OTHOCRLUEMDGCA K ONpadeneHHoMY NALMaHTY, RERANTCA KoHbOaHUWaNsHBIMK
oo TEX Nop, MOKa MX ornawedwe He Dynert paspewedHo. Peaynstats 0bbiUHO gortsHel GeiTe cOODWEHE 3aKa3aBaLLEMY
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WCCNEoeaHHE BRAYY W MOryT ObiTh NEpagaHsl ApYaM CTOROHEM © COMACHA NAUMEHTE MNKM No TPEGOBEHMID 3aK0HE.
PeayneTatsl nabopaTopHbl WCCNE0oBaHWA, OTABNSEHHLIE OT NEPCOHANLHLIY CEESAHHA O NEUWEHTE, MOMYT ObiTe WENOML-
BOBaHE ANA Uanel anMgesMronoriHeckons, JemMorpadii«echorg unM MHoR CTaTHCTHHECKOND aHanmaa.,

C.6.2 Paleysn OTHOCWTENRHD NEPENaYM PEIYNETATOE WOCNEOOBSHWE ADYrMM CTOROHAM (HaNPUMED, BRaYy-KOH-
CYNETAHTY, K KOTOPOMY OOPaTHNGA NAGHEHT ) SOMHHEl DbiTe TILATENEHD OODMIEHE & YHETOM MeCTHeE obcToRTENLCTE.
NaBopatopus QOrTHHE MMETE OBTANLHEIE OMMCAHEA NPOUSAYD. HSoDXomuMLE Npd oBpaboThs pasnMUHLEE 3aNPOCOE, M
ata wwuthopMagns gonsHa DeiTe goBEOeHA A0 CEEOSHWA NAUWMEHTE NOo and sanpocy.

C.6.3 B pononHadue K npasuneHony coofllaHmn peaynstatoe nabopatopns OoMmeHa obacnaqnTs, HackonLEs
AT BOAMOMHD, WX TOYHYH WHTEPNPETALWO W NPEBAMNLEHOE WGNONL30EAHNE B MHTapecax NayMaHTa. KoHoyneTauma cna-
LMAMMETA OTHOCHTENEHD BDO0Pa ¥ MHTAPNPETALMN HCCNBADBAHWA RBNSETCA YACTLK Yenyr Nabopatapi,

C.T XpaHeHHe W COOSpHAHME MEQHLMHCHAE OOKYMEHTOR

C.7.1 NaBopatopyis gonsHa obecnaqwTe, YToDL ApH xpasesnn nedhopranun Beiin NpaanprHATH ONPAaBHaHHLIE
MEQEl ANS NPegynpesEedds 8 YTPETE, HECAHKUWMOHWPOBAHHOM QOCTYNE, NOOOSMEE WM MHOMD HENPaBMNLHOMN Wo-
MONEIOBAHWA MHDOPMELMI.

C.7.2 CPosM XpaHEHEA METMUMHCEAY QOKYMEHTOE B PEIHLK CTPEHAX MOMYT OuTh YOTAHOBNEHE B CODTEETCTEMM ©
PAZAMHHEME YETABHLIMK UMK 3AK0HOOBTENEHLIMKY TpebosaHUAMM, U 3TH TpeboBaHuA HeoBxaguMo yYUTLIBATL HADAAY ©
NPEBEKMNEMK, H3GaBE3EMEIMK COOTBETCTEYVIOWMMKA NPodecCHOHANBHEIMKY OpFrEHMIaLMAME.

MecTHmE YyonoaWA, B YECTHOCTW NOTPESHOCTH KNMHWLWCTOE B NabopaTtopHb JaHHLI. HOTOPLIE O0mEHe Beme
CONOCTAENSEHE C WX CODCTEEHHEMIA OOKYMEHTAMMY, TAOKE OQO0MEHE BbTe NPUHATE B0 BEHWMEHWE.

C.7.3 B oTHOLWEHHA NPOUSOYD HEKOTODEX SHODE (HAMDMMED, FWCTONOMMHECKHY MCCNBO0BAHHA] 3AK0HOSATENEHD
MOTYT DkiTe YCTAHOBNEHE! GOMNBE AMATEMNEHEIE CROKA XDAHEHIEA ONPEOSNEHHE J0KYMEHTOE KNH MATEPWANOR, Yam B
OTHOLLEHMIA Oy SOEMEHTOR 1wk mpod.

C.7.4 Nabopatopws GoMsHe paapabathlgars CBM CODCTEEHHEE MPOTOKOMNE OTHOCHTANEHO XPAHEHNR DOKYMEH-
TOB © YHASAHMEM SDEMEHA, B TEMEHWE KDTODOMD O0MMHEl XPAMHTECA PEIYNETATE PRINWHHLE WocnefosasMa. Cuctama
EPEHEHMA SOEYMEHTOR O0NHa oDecneqwsaTs yoodHuA O0CTYn, KOMma 370 NOTReOyeToR, AN YNoHHOMOYSHHLLE Nny,.

C.8 JocTyn K MeQMLMHCKIM NaBopaTopHbIM SOKYMaHTaM

C.B1 TpebopaHun x QOCTYIY K MEGHUWHCKMM NaboparopHLim QOKYVMEHTAM DAXTMYAKTCH B patHey crpaqax. Joc-
TYN NALGMEHTA & O0syMaHTaM 00bMHO OCYLYECTENASTCR Yeped BpaYa, HANPaEUBLLerD JANPOC Ha Mconenosaxte. Bo MeEo-
X cTpadax goctyn obsaqHo NpegocTaRnAaT:

a) Ny, I8Xa3asleny HECNERoeaHme;

b) naGopaTopHoMy NEPCOHANY, BCAM 370 TpedyeTcR ANS BLINGMHEHMA WX ODAZAHHOCTER,

C) ARYIMM YNOAHOMOYEHHEIM AHLEM.

MNpasa gaTeld ¥ YMCTBEHHD HENCNHOUAHHLIX MO8 TAKHE NO-DAIHOMY OnpafenaHsl B pasHs cTpadax. Madop-
MEUWA O 300p0BLE WHOMOA MOMET OuTe WILATA ¥ NUUE, KOTOPOS ODLIMHD WMEET Ha HES Npasc. 3T0 MOET OuTe
pbycnopnako TpefoBaHUAMY 3AKOHA MAW NH4HOW DE30NACHOCTA, A TAKHES, KOMGE O0DCTYN MOHET noenede 3a cobol
PACKDLITE COCTOAHMA J8N APYIAX M.

C.B2 Naboparopun AomHa pazpabortate NpOTOROMN OTHOCHTENLHD OBpAEWEHMA & PAZNWHHEIMK JANPOCAMA B
COOTBETCTEMM © MECTHEMH 23H0HAMW W YCROBMAMM.

C.9 Menonszoaanwe Nnpot ANA WeNeld MCCNeqoBaAHHA, OTNHYAIDLWMICA 0T 3aKa2aHHLI

Henonsaoeanve npobd QNS WHbIX UBnNei. YaM 33xa3adHse mocneqosamis, Gea npegsapuTensHOro cornacosa-
HWA, BO3MORHO TOMLKD HA YENOBMAX BHOHWMHOCTH WNK B CMBLWAHHEX npobax.

NaboparTopuw/y4peXosHHA JOMEHE MANOKKTE B fOpMe DoKYMEHTA NOpAQoK oBPaWsHMA ¢ He3aNpoOWeHHOR
WHBOpMELMER [HANPpUMEE, KCCRBOOBAHMA, NPOBOAHMENS AMA YTOMHEHHA DEHEES NANYYSHHLIX pasynLTaros n: npob,
HOTOpLIE MOryT GETh MOSHTADHUMPOEaHE), NDVHAMER B0 BHAMEBHME NoNOKeHwA 3asoHa. JomnsHs Gute cobnooeHs:
TpeboBaHNA COOTEETCTEYHILMY HALMOHANLHEX, PEMMOHANEHEIX W MEBCTHLIX NDEEMN, A TAKKE YCTAHOBKW STHHECKHE KOMMN-
Tatae. Cm. [4].

C. 10 DiHAMCOELIS COMALIBHWA

G101 Meguuusckwe nabopatopys HE QOM#HLE BXOAMTE B MHAHCOBRE COMMNBWeMNA C 38KA3EIBAKILIWME MCCHa-
DOEBAHWA BPEYEMM WM IMHAHCOBEIMK SrEHTCTEAMM, BCNW TAKWE COMBIWEHWR  OHAZLIBAKT DABMNEHWE HE JANPOCKMBLLEND
WCCNEAOBEHWE HMIW HE NALUWMBHTA MAW MELWWSHKT HE3AEMCHMON DUBHKE BPEYOM TON, YTO NYyHLUE ONA NBUWEHTE.

CA02 Ecnu 310 BO3MOXHO, NOMELEHWA, B KOTOPLEX NPOBOOAT BIRTHE Nepeaqkol npodsl, OomkHel BelTh NONHO-
CTH] HEZEBUCHMEl W OTOENEHE 0T NOMELLEHWA BpE4a, 38KA3ER1UEMN MCCNSJ0BaHWA, 8 KOMME 3T0 HEBOIMOMHO, dHHaRcO-
BEE COMMALWSHWA JOMHHE CNE0osaTte ofuHHOR KoMMEPHECcHDR NPEKTHIE.

C.10.3 NabopatopHy oormeHsl Ha0eraTe CUTYELMA, KOO8 MOMET BOEHMKMYTE KOHGIMMET wHTapacos. B npoTHeHom
CIY-4E8 MHTEPECk! 40M#HE DbiTh GIMAWEHE! W S00EHE DbiTh NPEANPHHATE MEDE], HeoDXOOWMEE ONA YMEHBLLIEHWA WX
BAMAHWA HE ODLEKTHEHOCTE PEIYNLTATOR WCCNeNOBAHMA.
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Mpunowexne D
{cnpaeouHoe)

CeaasHMA © COOTRETETEHW HALWOHANLHLIX CTAHAAPTOR
PoccHicEol Dogepauii CChINOYHLIM MENOYHAPOAHEIM CTAHAAPTAM

TaGnuwy a DA

DHo3HauEHRE SCRNOoYRnIO MEKOYHE-
POQHAre CTANSARTE WNd GRYToro
HOpMETHAHGTO AOKyMBHTA

DEadmEuenHe # HAWSEHROBEAHHE COOTEETOTEYOLLSMD HEGMOHANEHOMD
CTAHOAQRTE HOH GQEYIOID HOPMETHEHORD QDEYMEHTE

WMCO 31(eoa yacTi)

MOCT P 8.417—2002 TocygapcTBEHHAR CHCTEME 0DACNEYEHWR BOMH-
CTEA WamepaHWA. EQWHMUL BEnnyuH

WMCO/M3K PyrosogcTteo 43-1

WMCO 8000:2000

M2CT P MCO 9000 — 2008 CHcremsl MeHagmeHTa kasecred. Ocxoe-
HbIE NONOMEHUA W ENDBapk

WMCO 8001:2000

MCT P WD 9001—2008 CucTeMs MaHeaHMeHTa kavecTea. Tpaboea-
HHMA

WMCOIM3K 17025:2005

MCT P WCOM3IK 1T025—20058 OOwme TpeboeaHma K KOMDETEHTHOC-
TH MCNBITATENEHLX W EMMBpOBOMHLIX  NABOPATORHA

* COOTRETCTEYHLWWA HALWMOHSNLHLIA CTAHOAPT oToyTeTEYeT. 00 €ro yTEe[oHISHUA PEROMEHOYETCR MCNamnbLIo-
BSTE NEPEB0 HA PYCCHWA R3LE QAHHOM MEsOyHApoaHoro cradpapta. Nepason JSHHOMD  MEsOYHADOAHOM CTaH-
NapTE HEX0OWTCH B PenspansHon MHPOPMALMOHHOM (HOHSE TEXHHYSCKHE PRrMAMEHTOR W CTAHOEPTOS,
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