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BeepeHue

HacToRAWwWA cTaHgapT ARNASTCA OOHAM M3 CEPUKM QOKYMEHTOR, paipaboTanHsx MexgyHapogHse dopy-
MOM PEryNATORO0S MEdWUHHCKWX naaandi (Intermnational Medical Device Regulators Forum, IMDRF) ¢ uenein
BHEODEHKA KOHUENLWH 80MHOr0 ayQnTa WaroToauTenei meguuMHckny nanenna (Medical Device Single Audit
Program, MDSAP). Osa pokymenta — IMDRFE/MDSAP/WGMNS w IMDRF/MDSAP/WG/N4 — pononusioT opyr
aApyra. OHW HaNpaBNexsl Ha yCTaHoBNeHWe TpeSoBaHKi K ayQUTORCKMM OPraMMIaLMamM U 0TAENEHEBIM IKCTED-
TaM, BLINCAHADWMKM ayOUTe H3 COOTESTCTEME PErYNAPYILWKMM TReS0BaHKAM 1 MHBIE NEOUSAYPE B PaMKaX
JAKOHOATENLCTEA B OTHOWEHKA MEJULMHCKWX HANENWA, 8 TAKKE NPOYMK PEryNHPYLMY NONOKEHWA |
npeanicaH|in B COOTEETCTEYIOLWEA 0DNacTH INDUCTMELIMIA.

[ea gononHATENeHEX JokymedTa IMORFMOSAPMWGIMNG 1 IMDREFIMDSAPMW GING Takke QoNONHAKT
apyr apyra. OHY YCTAHARNKBAKOT TRE00BaHUA K PEryNUPYIoWMM OpraHas | MX SKCNepTam B OTHOWEHKA Toro,
Ka oW BY0yT OUEHHBATE COOTBETCTEME ayQWTOPCKHX OpraHKiauwi TpedfosanqaM, yCTAHOBNEHHEIM B QORY-
meHTax IMDRF/MDSAPWG/NI w IMDRF/MDSAPAMNG/NG.

B pononHexke ackymadT IMDRF/MDSAP/WGEN 11 onpaoenseT MeTod arpafauis HeCcOOTEETCTEHH B
PEIYNETATE OLUSHKW 8y AHTOPCKNY OPraHn3Iag i co CTOPOHE DEMYNHPYROWWX ORradose, 8 TaKKe kakumM obpasoM
OOKYMEHTHPOBATE NPGUECE MDMHATHA PEWEHRA B OTHOWEHKA YNONHOMOHHESHAA ayIMTOPCKME ORraduIalni
WA OTMEH B TAKOTD YNONHOMOYKBAHKWA.

Danuan nogbopra aokymedTos IMDRF MOSAP ofecnedut NnocTpoeHKe ocHoBHB X Gnokos Tpebosanui,
YCTAHABNMBAKNLME BQUHEIE NPMHLMNELANA NPHU3HAHWA K MOHWUTODMHNE OPraHdnaauvi, BeNoNHAKMLME 8y OHTE 8
UenAx PeryNdpoBaHMA M OPyrie CBA3IAHHLIE C 3THM DYHKLMA. B HEKOTODEX MPHCOMKLMAY NPOUECs TAKOMo
NpHIHAHWA HAILIBAETCA YNONHOMOUHBAHWEM, HOTWHMKALMENA, pEricTPaLMEN WNKM AKKpEoUTaLHER.

IMDRF paapaboran MDSAP ona coneRcTBMA 1M NOOOeDHEY 80MHEIX MEROYHAPOOHEX NOAX000B K CHC=
TemMan perynupoBaHdiA, roe ato ecamomHo. B pameax atoro IMDRF crpeMmuTca Haity Ganadc mexay oTeet-
CTEEHHOCTRH PEryNUpYIWMY Opradoe AnA cbecneqveHHa 2aluThl rpaxtaq, B TO ME BpEMA HE Co3naBan
HECOOCHOBAHHEIE NEPErpagsl 4NA ayOMTOPCKME OPTaHN3aUNA 1 MESWMUMHCKOA NPOMBILLNEHHOCTA. Perynupyio-
LME OPraHsl MOrYT YCTAHARNKBATE ACNONHMTENEHEE TPeGoBaAHKMA NOMUMO TpeBosaHuil HACTOAWErD CTaH-
0AapTa, ecNW TAKWEe TPeboBaHNA HeOBX00MME: B pAMEAX HALWOHANBHOMD 3AK0HO0ATENLCTREE.

Llensio HACTOAWErS CTangdapTa ARMAGTCA ONpedeneHle KOMIETEHTHOCTM U TpeboeaHni K obydeHne
NepCoHana, KoToPbIE AOMKHE BelTe NPOOEMOHCTRHDORAHE! Y NONHOMOYEHHEIMA 2YQWTORCKMMK OPraH3aLua-
MU, YHACTEYIOLMMA B 3YOHTaX Ha COOTBETCTEME PENYNHPYIOW MM TpeGoRanHam. Mpuakanwmialue ) perynmpyio-
LWk [1e ) oprad{sl) HE MOMET{IYT} kEanupUUKMDoBaTE, CAHKLWOMMPORATE UMK, B MHOM CRYYae, SaKKpeIuToBaTE
NHBa NMUEHIKPOBATE 8y OWUTOROR.

Tpeboravna, cOOepHAWMECH B HACTOAWEM CTaHgapTe, NPeIHAIHaYeHs ANA NEpCoHana, y4acTeyi-
WEro B ayAMTax, 4 Takke NepCoHana, NPUHUMAINILErs OKOHYATENBHOE DelLeHUE MO De3yNBETATAM ayauTa
WAroTOBMTENEH MEOHMUNHCKWX WIQENKA Ha COOTBETCTEME DENYIIHPYIOWMM TpeloBaHuAM, ¥ BKNK4aeT B ceba:

= ONPEOeneHne IHaHHA, HABLIKOE M X Ka4ECTBEHHEX NPUIHAKOE,

- KPMTBPHA PAANHMUHBIX CTENEHEN KOMNETEHTHOCTH Ha OCHOBE DYHKLUWA B NEATENLHOCTH N0 NpOBEOE-
HHID AYAMTa M NPHHATHA PELWEHWA No peayNeTaTaM ayguTa,

- OKAIAHHE NOMOLM B OLUBHHUBAHWA M PA3BHTIAK,

= pbecneyexue OCHOBEI GNA oNpefensHMa NoTpebHoCTeR B NOArCTORKE.
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HAULWOHANBHBIWA CTAHOAPT POCCMACKOW OGOEOEPALMMK

W3JENUA MEOULIMHCKME

CHCTEMA MOHEOKMENTA KaYeCTRA.
TpeGoBaHMA K KOMNETEHTHOCTH K NOAASPHIAHMI0 KOMNETEHTHOCTH AMNA ayAUTOPCKMX OPraduaaLMi,
OCYWECTBAAKLIMX aYOUT MAroTOBWTENEH MEOWUMHCKHX 3AeNWA B LenAX peryniposaHma

Medical devices. Quality management system. Reguirements for competence and maintaining of competence
for audit organizations that sudit medical devices manufacturers for regulatory purposes

Data geenesdda — 2018—03—01

1 O6nacTb NPUMEHEHKWA

HacToAWMA CTAHOAPT NPHMEHKM K ODHLMANEHD NDHIHAHHER (YNONHOMOYEHHEIM) 8y QMTORCKKM Opra-
HU3ALMAM, KOTORLIE NPOBOLAT AYOWUTH HATOTOBHTENEH MEeQHUWHCKKMX M3Nennid ona yenel perynipoBasia.
Cnegopakie HacTOAWEMY CTAHAADTY W BhiNONHeHWe @ro TpeGoBaHuA NOMOrYT CHUAWTE DUCK NOABNEHIAA
NEOTHEOPEYNEEI WK HEPEIYNETATABHLIX OLEHOK MArOTOBUTENEA, oBECNeYMBaR HEOBXOOMMYI0 NDHUBEDNEN-
HOCTE, KOMAGTEHTHOCTE, ONBIT K NOOFOTOBKY NEpCoHana ayQuTopcKoR opraHMIaumMi Nepel NpoRsneHIna
AYAATA MMM OCYLWBCTENEHAEM EYHKLAN NPUHATHA DELWLEHNA.

DYHELIMK Ay OUTODCKDA OOraHUaaLnY, BENIOYEHHEE B 0GNacTe NPUMEHEHMA HACTOALMEND CTaHgapTa, a
Tawe pacnpefqensHie oTEETCTEEHHOCTI NpeacTaaneHs & TaGnuue 1.

TaBGnuya 1

Py HEUHA Mpr aygute Mp# NpHERTHH PEWEHKAR
AHANW3 3IBAEKE WIrOTOBMTENA AnA anpeganesds He NpAMEHAMD P':.'D:I:IEJD.'J.HTEI'Ib NEOrpas s
TpeGoBaHWA K HEANWHWKAUWH TRYNNE BYAWTOPOR, BYOUTA

Beopy UNEHOE rPYNNLI 4 CNPEOEnEHRA NPoOONK-
TENLHOCTH AYAWTE

CDHUEHHEEHNE CHCTEMEl MEHEHMEHTE KEMSCTES PyzosofuTent  rpynnel  No | He NpaMesiss
BYOUTY/ByguTOR

OUEHHBEHWE TEXHONOIWA, CBRIBHHLIX ¢ NPOAYHYH- | TexHWHECKHE 3KCRepT He npuMesimo

eRinpouysccame

GUEHWEEHWE TE XHWYECKDA Q0KYMEHTALNK TexHUEcEnR 3KCNepT He npuMesnsc

JueHHEEHHE parynHpysu W Tpetoeannd Beayuun  ayawroplaydutop! | He npeMesnmo
TEXHWYECKMA SKCNapT

OpofpeHne pesynsTaToE He npumMesiso PykoaoquTens aydHTopCKDH

OPTEHHIELUUA

2 HopmaTHUBHLIE CChINKK

B HacToAWeM CTaHOAPTE WCMNONB30BAHEI HOPMATWEHLIE CCEUTKM HA CNegyoWMe MemdyHapodHbie
OOKYMEHTE M CTAHOARTEL:

GHTF/SG1/MTE: 2012 MNMpUHLANG! OLEHKK CODTRETCTRMA MEeJUUMHCKKE Hanenuwid (GHTF/SG1/NTE:2012
Principles of Conformity Assessment for Medical Devices)

Wapanue ofMyMENEHOE
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IS0 8000:2015 CucTemMe! MEHEIHMEHTE KA4ECTEA. DCHOBHLIE NONCKEHKWA W cnoBaps (IS0 80002015
Quality management systems. Fundamentals and vocabulary)

ISONEC 17000:2004 Ouyewxa cooTeeTcTEMA. Cnopaps ¥ obwwe npuuywne (ISOVIEC 17000:2004
Conformity Assessment. Vocabulary and general principles)

ISEWIEC 17021-1:2015 Ouexka cooTEeTCTEMA. TpeboBalnA Kk opralam, NpoBoOALWMM ayOuT H cepTidit-
KALMD CWCTeM MeHegwmenTa. Yacte 1. TpeGomawua (ISOMAEC 17021-1:2015 Conformity Assessment.
Requirements for bodies providing audit and certification of management system. Part 1: Requirements)

ISWIEC TS 17021-3:2013 Ouexka cooTeaTeTEKA. Tpefosanua K oprada, NpOROIALMM 3y 0T 1 CEpTH-
DHEALMID CHCTEM MeHaMeHTa. YacTe 3. TpeboBaHKA KOMNBTEHTHOCTIA ANA NPOBESEHHA Ay OMTa M CcepTHdiM-
KALAW CUCTEM MEHBOxMEHTE KadecTea (ISONEC TS 17021-3:2013 Conformity Assessment. Reguirements for
bodies providing audit and certification of management system. Part 3: Competence requirements for auditing
and certification of guality management systems).

3 TepMKHBI W ONpegeneHHA

B HACTOALWEM CTAHAARTE NPUMEHEHEI CIEOYIOLLHME TEPMUHE! C COOTRETCTRYIOLUMMM ONpegenaHHAMK:

3.1 ayawnt (audit): CHCTEMaTWYECKMA, HEIABMCHMEIR W OOKYMENTWDOEAHHEIR NPOUBCs Nony4YeHHA
IANUCEN, PUECUPOBaHKMA (DAKTOR WNK APYTOR CODTEETCTRYIOWEH MHbopMalkKy M X 0B wekTHEHOMD OUEHUER-
HHMA C LENE0 YCTAHORNEHWA CTENEHW BEINONHEHWA 38 0aHHBX TpeboaaHMi.

[MCO 17000:2004]

3.2 ayauTopcKan opranmaauua (auditing organization): OprasdIagus, NpoB0OALLAA ay¥OMT KArOTOBM=-
TENA MEGUUMHCKOND MAgenua Ha COOTBETCTEKME TPeBoBaHHAM CUCTEME MEHEIMMEHTA KAYBCTEA M OPYTHM NpH-
MEHHMBIM PEMYTTHPYIOWWM TPEBOBAHWAM B OTHOLWEHWH MEOHLWMHCKOND WA0ENHA. AyAUTOPCKaA OpraHMIanMa
MOMET BbiTe HAK HE3ABMCHMMON OPraHMaauUMei, Tak M camumM PeryNUpyIoWMM CpraHoM, KOTORbIR NpoaoguT
AYOMTEE HA COOTBRTCTEME DEMYNHMPYICLLAM TREGOBaHMEM.

3.3 ayawutop (auditor): Myugo, obnagamwes KOMNETEHTHOCTEIG ANA NPOBEO8HWA ayOuTa.

[MCOS000:2005, ctater 3.9.9]

3.4 HOMReTEHTHOCTL (competence): BepakeHHbI2 MHYHEIE KAYeCTEA U CNocOBHOCTE NPUMEHATE CBOM
IHAHKA W HABBIKK.

[MCO9000:2005, craten 3.9.14)

3.5 cneunanueT No 3aKnouYnTenLHoMY ananuay (final reviewer) ONeITHEA ayouToR, KOTOREIR He
NEMHAMAN YH3CTHE B aYaOMTE M KOTOPBIH BLINONHAET AHANM3 PEAYNLTATOR ayOMTa W 33BEPWAST WX KNAcoH-
hHKaLMA0.

3.6 pykoBOOWTENE MPYNNB ayauTa (lead avditor): NMuo, OTEETCTEEHHOS 33 PYKOROOCTRO MpYNNoA No
ayauTy. PYKoBOQWTENE MpyNnsl No ayadTy pyKoBoduMT paSoTol rpynne No ayquTy, roTOBWT Mnad ayoura,
NpORCOWT NOLIE COBELLAHWA, CERIAHHLIE C ayJUToM, 3 TAKKE DACCMATPHAAET K yTEep#OaeT oMyMansHoe
AYOMTOPCKDE 3AKNHHEHNE.

3.7 apMMHHCTpaTOPR NPOrpamMmmMil ayawra (program adminigtrator): lIvgo, k0Topoe NPpoROOMT aqania
3AABKH Ha AYOMT C UENLEH ONpegensHif TpebosaHni K KOMNETEHTHOCTH IPYNNL N0 ayauTy, OCYLEeCcTBNAGT
BbIGOp WNEHOB FEYNNB NS ayQuUTY W onpeaenaeT NpogoEuTensHOCTs Y AuTa.

1.8 peryndpylolMi oprad (regulatory authority): TocyoapcTee HHsIR Oprad Mnd Apyroe iopWaMyeckos
NULUO, KOTOPOE OCYLYECTENAST JAKOHHOE NPAB0 KOHTPONKPOBATE HCNONLIOBAHWE KITH NPOGANY MEQWLMHCKMX
Wagenyii B Npeaenax CEOER KPHCOMKELKK, M KOTOPOE MOMET NPHHUMATE NPHHYONTENSHEIE MEPE 4NA odecne-
YEHWA COOTBETCTEMA MEOMUMHCEMX Wagenui TpebosankaM 3aKkoHO0aTeN:CTRA, NPOSABAEMbIX B Npagenax
CEO2HA IDPWCOMELMA.

[GHTF/SG1/NTE:2012]

3.9 TexHWYeckan aokymeHTauWAa (technical documentation): JokyMeHTHpOBaHHBIE CEWOETENBECTEA,
KaK NPABKUNG, BelX0 CHCTEMEl MEHBKMEHTA KAYECTED, KOTOPRE ABMOHCTPWDYIOT COOTBETCTBWE HALENHA
0B MM NpUHLMNAaM chacnedeHns BesonacHoCTH M YHKUMOHANBHBIX X3DaKTERHMCTAR METHMLWHCHNX M3Oenii,

[GHTF/SG1/NTE:2012 u GHTF/SGE 1/N46:2008]

3.10 TexHu4yecKHMiA akcnepT (technical expert): NMMuyo, cbnagawwes cneUHaNbHBEIMA IHAHHMAMK HNW
OMNBITOM, HEOBROMMMLIMIA TDYNNE NO 3YANTY.

[WCOS000:2005, cTaTeq 3.9.11]

NMpumeuas ne —pUEEAsHHEIE B HECTORLYSM DA3SENE ONPEOENEHHA MOTYT OTNHYETECA OT ONpedenaHHiA,
npWesneHHsx & MCO 90012015

2
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4 OTBEeTCTEEHHOCTL

OTBETCTERHHOCTE ayQWTORCKDW OpraHnaauMu JaknoYaeTca B cbope W COXpaHeHWH CBMAETENLCTE,
NoATEEPHOAKILAY, YTO NepCoHan, YYacTBYIOWWA B 3yOUTORCKON ASATANLHOCTH, OTESHAET YCTAHOBMEHHLIM
TpEOOBAHWAM K KOMNETEHTHOCTH, COAEDMALLMMCA B HACTORLLEM CTAHAAPTE.

AYOMTODCKAA OPraHWIaLMA OMEHa MMETE GOKYMEHTMRORAHHLIE NpoUenypel AnA: (1) nepeoxasansHol
KBAMWCPUKALIMK NepPCoHana, YYacTRYIOWers B ayaMTopCcEoR AeATENLHOCTH, HA CODTRETCTEME TpeboaanuAm,
COQEPHALMMCA B HACTOALWEM CTAHAAPTE, M HA OCHOBAHWK NPOASMCHCTRUPCEAHHOR KOMNeTEHTHOCTH, {2)
ofecneqeHnA KOMNETEHTHOCTH NEPCOHANE, BOBNEYEHHOID B ayWTOPCKYI0 NeATENsHOCTE, Ha NOCTOAHHOR
ocHope; (3] obecneyeHua NepcoHana Hagnexallein nooaepwEDA 1 DecypCcamK Tam, rae 3To HyXHD, 1, (4]} Bege-
HWA Y4ETa ATHX EMACE QEATENEHOCTH, BEMNIOYEA NoANHcaHHElR Kogexc nosagedda (oM. IMDRF MDSAP WG N3,
n. 7.1.6) ona gaxaoro NWULE, Y4acTEVIOWEND B NPOLECE NPOBELEHHA DEryIMPYIOLLEero ayouTa. Ay WTORbL-CTa-
HMEDB MOTYT OBTE BHAKYEHE B rPYNNY No 3ygWTy, HO HE OCYLECTBNAKT ayquT Ge3 KOHTPONA GO CTOROHB
PYKOBOAMTENA TPYTINGI MO ayaMTY.

NMpoueccsl ayAUTOPCKOR GPraHMIaLMK 4NA YCTAHOBNEHWA M NOALEDHAHWA KOMNETEHTHOCTH NepCoHana,
YHACTBYIOLWEND B ayAWTOPCHOW JeATENEHOCTH, NOANERAT PeryNAPHON OUEHKE GO CTOPOHE YNOMHOMOYEHHO-
rofbix ) perynupyowero{ux} oprasaloe).

Mo zanpocy yNoNHOMOYEHRHOM{ kX | perynupyrowero{x ) opraqaion) ayguTopCHHE OpraHH3Ia50 MM OOMHH b
obecneymTe OBpaTHYI0 CBA3E O CRBOBM ONBITE B OTHOWEHWW TpeBOoBRaHWA K KOMNETEHTHOCTH NEepcoHAna,
YYACTBEYIOLErD B ayAMTOPCKDA OEATENEHOCTA © LeNBI yTOUHEHNA KPUTEDMEE KOMNETEHTHOCTH  TpaboaaHui
K oByYeHMIo, ONPEOENEHHLIX B HACTORLLEM CTAHOADTE.

5 ObecnevyeHue BECNPUCTPACTHOCTH W KOHbMAEHUWANLHOCTH

Kawgoe nuuo, yHacTeywes B ayoWTOPCKOR OeRTeNsHOCTH, QOMEHS nognucaTe Kogexc noeegeqa
(em. IMDRF MDSAP WG N3, n. 7.1.6) 4 cooblaTe o Mobbix NOTEHLKANRHELR ROHGNMETAR HHTEDECOR, B TOM
YMCNE NPeqecTBYHWME OTHOLWEHUAX C WAFOTORMTENEM WNM 870 NepcoHanomM. AyaMTOpPCKan OpraqKaaLka
[OMAHA OCYLWECTENATE HAANEKALME Mapkl, 4TOBR YNPaBNATE NPEgNONarasMsbig MKW PeansHbB KoH K-
TamMK MHTEpECoR.

6 TpeboBaHMA K NepEOHa4ansHOMY YPOBHI NOAroOTOBKW

AYOMTODCKAR OPraHWIaLKA OOMEHE NPMMENATE CBOM COBCTEEHHBIE NPOUSAYPE ANA OOUUMATNEHOMD
oTBopa, NoAroToBsH ¥ 000GpeHUA NepCoHANA, YSACTEYIOWEND B NPOBSREHMA 3yJ1Ta M NPHHATUK PELLUEHAR B
COOTRETCTEMA ¢ TPEB0BaHIUAMM 1 KDWTEDMAMH, COABPXALLMMKWCA B HACTOALLEM CTAHOADTE.

Hume NpuBeaeHs HeoBX00MMES YCNOBRHA B OTHOLWEHMK 00PaIoBaAHMA, ONBITA W KOMNETEHTHOCTH ONA
LEMOHCTDAUMK W NOLOSEaHIA NEPCOHANDM, YHACTBYIOLMM B NDOBEASHUN Y LMTOR M NPUHATIAN DELISHWA.

6.1 NeproxavansHoe obpazoBaHue

PykoBoOMTERM FPYNN NGO AYOWTY, Y AHTOPE], CRELUMANMC TRl N0 SKMTOYUTENEHOMY SHANKTY W TEXHHYSCKWE
AXCNEPTEl GOMHHE! MMETE JUNNOM YHUBEDCHTETE MK MHETUTYTA CO CNeUManKIayued B MEQUUHHE, BCTECTBEMH-
HisiX HAYEAX MNK MckeHepHoM gene. Hanbonee npeancyTUTENBHEIMA CNELUWANMIALUMA MK RENAKTCA:

- BRONoraa;

- MUEpOGUONOIAA;

= XHMMKA,

- BHONHMHRA,

= KOMNBIOTEPHEE TEXHOMOMHM,

- MaTepUMancBeneHe;

- WHMEHEPHOE O8N0 ANeKTPOTEXHHKE, MALIWHOCTROEHWE, BUOMEAWLUMHCKAA WHMEHEDUA, GUOoWHME-
HEDHA,

- (PUIKONCTMA YeNoRERa;

= MEOMUMHA;

- hapmayna;

- thrakka 1 GuodhHanea.

AQMUHUCTPATOPE! MO NPOFPAMME aYAWTa A0MMHE, KAK MUHHMYM, HMETE QUNNOM © cpegHem obpaao-
BAHKH.

TpeGopaHWe k¥ OGPAI0OEAHKIG OOMEHD CNYHHTE OCHOBOW OMA KNAcCcHOUKALUWH TEXHWYECEWK IHAHHA.
OoHaKD, B MCKMOYMTENBHBIX CNYYAAX, MOXET DbiTe NPHEMNEMOR J8MOHCTPALMA JKBMBANEHTHEX IHAHWA K
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HABLIKORE. AYAWTOPCKAA OPTAHUIAUMA B TAKOM CMTYYae AOMKHA 0G0CHOBRBATE M JOKYMEHTHDOBATE NPUYMHEI
MNEUHATHA ANETEPHATABHLIX TpeDoBaHKA K oBpasoeaHmMio.

6.2 MpUobpeTeHHEIA ONLIT

MoTeHuManbHble PYKOBOOMTENK TPYNN NO ayQuTy, ayOWTOopE, CNeUWandcTel Mo 3aKNIOYUTENEHOMY
AHANKIY, TEXHWYECKWE CMNEUMANWCTh ¥ aAMUHACTRATOPEl NPOTpaMMbl O0NHHE 00Nagate OOCTATOYHEIM
NpEKTHYECKMM CONBITOM, YTO0E GbITh B COCTORKWK NPOOEMOHCT PUDOBaTE HEODXOAMMBIE AHAHMA M HABKLIKK ANA
YCMELWHOro BEINONHEHKA NOCTABNEHHLIX 33034,

MoTeHUMANEHEE PYKOROOMTEMW TPYNN aYaMTa, ayAHTOPE, CNELWANKCTE NO 3AKMNI0YMTENEHOMY AHANKIY
W TEXHMYECKHE CNEUMANMCTEl JONKHBEl MMETE HE MEHEE YEThipeX NeT COOTBETCTRYIOWEND NPaKTHYeCcKoro
ONeITa. YCN@WHoe 3aB28pWeHte Opyrvy BuOcs o UMansHoR KBANWEHUEILMK (NONYYeHHe YYeHoR cTanamHm)
MOMYT 3AMEHWTE HE Gonee Tpex NeT onbiTa paboTel.

B HCENIOYMTENEHEIX CAYYaAK BMOHKET DbiTe NPHEMNEMLIM BONEE KPATEHA ONWT paBoTel MOW ONET pagoTe B
0BNACTAX, HE YKAZAHHEIX BeiUe. TAKKME CNYYaH MOTYT BETIOYATE, HANPUMED, oNBIT PABoTE OTAENBHBE UL, B
0GNACTH ay0uTa, KOHTPONA KAYECTEA MMM MCTICNHEHAA HMH QOMTEHOCTH B PErYNAPYIOWEN OpraHe, B CBAIM C
Yk OHK NPMoBpend ¥ NpoAeMOHCTRRPOBaNK MyGokKue aHAHWA NPMMEHEHAA CUCTEMBE MEHBOHMEHTA KaYac-
TEA, NPHHUWNCE MAFOTORNEHWA MEeOWLMHCKOND MAOEnUA, NDUMEHEHHA PEryNKPpYIoWXX Tpeboranri, a Tawse
OUEHEW COOTBETCTBMA MATOTOBMTENEH MEQHUMHCENX WIOENWA CTAHOAPTaM ¥ DEMYNHDYIOWMM TpeboBaHuam.
Ay QUTOPCKAA OPraqMaaLMea AonyHa oboCcHOBATE M AOKYMEHTHROBATE TAKWE CyYan.

CneynanycTel No 3aKMKOYMMTENEHOMY AHANKIY A0MN¥HLL NPOAEMOHCTDHROBATE CONBT M HARLIKWY DYKOBO-
AMTEMA FPYNNE N0 ayauTy.

MoTeHUManEHEE TEXHHYSCKHE IKCTIEPTR QOITKHL NPOSJEMOHCTPHPOBATE NepegOB0R ONBT W 3HAHWA B
pPAMEAX KOHKPETHOMD NPOLECCa, MEQWULKHCKOTD HAOENKWA WNH TEXHONOMMK, YTO KNACCHDULKDYETOR Kak TeXHM-
YEBCKME IHAHKWA.

6.3 TpeGoBaHWA K KOMMNETEHTHOCTH

CylecTayeT TPW KaTEropHK KOMNETEHTHOCTH, KOTOPME HEeoBX00MMel ANA NOTEHLWANBHEN DYKOBOoH-
TEnei rpynn no ayauTy, ayQuTopos, TEXHHYECKH X JCNEPTOR W CNELUANWCTOR MO 33KNIOYHTENEHOMY aHANWIY!

- Bajoean KOMNETEHTHOCTE COMBTaHWE O0LLMX HARLIKOE, NWHHEX KAYECTE M NOBEIEHHA, NDHMEHAMEIX
KO BCEMY NEPCOHAaNnY W BelpaboTaHHeX Ha OCHORE ONWTA (HANDHMED, A0ANTHEHOCTL, TRYQOMOGKE, KPHTK-
YBCKOE M AHANKTHYECKDE MEILNEHWE, 0BWWTENEHOCTE M T. O.).

= DYHHUWMOHANEHAR KOMNETEHTHOCTE! ODLWE HABLIKKY, TDUMEHMMEIE ONA BCEMD NEpCoMana, aspatoTas-
HBlE& HA OCHOBE ONBITA, W HeoDXOOWMbIE ANA NPOBSLEHWA AyOWTOR [HANDWUMED, MEHEIMMEHT NPOEKTOE,
MEHEDHMMEHT BpeMeHy, pafioTa B koManae, peayneETaTUEHOE MCNONEI0BAHME HHEDOPMALWOHHELR TEXHOMOMA
nT. 4.l

= TexHHYecKan KOMNETEHTHOCTE! YHMKANEHEE HABLIKK, BRipaboTaHHBIE HA OCHOBE ONbITA ¥ CNEUNaNk-
HiIX IHAHMEA, NPAMEHHMEX K NEDCOHANY B 32BMCAMOCTH OT COhepil OSATENEHOCTH, HeoGX00IMEE ONA DeLLeHNA
NpegMeTHeX DBnacTel (HanpUMep, pEryNUpyowWMe TpeboBaHMA, OUSHKE DUCKOR, BOAOSACTENE Ha 300POBLE M
GesonacHoCTe M T. 4. ).

XapakTepucTUEM M HABEIKW, ONACAHHLIE B TREX KATENODHAX KOMNETEHTHOCTIA, DONKHE BbiTh CLUEHEHE! KK
YacTe TpEGoBaHMA NEPBOHAYANEHOND YDOBMA, 8 TAIOKE NOCPENCTEOM NOAroTORKK M ADYTWX BMO0OE GeATEMNEHOC-
TH MO NPWaHaHKD. Ha Bxoge MOeT OKalaTeCA HEBOIMOMHEM OUSHWTE BCE TPW KaTeropyud. B atom cny4ae
AYOWTOPCKAA OpPradHnaagWa OoMHHa OUSHWBAaTE W 0GHOBNATE TPEGOBAHWA K KOMNETEHTHOCTA Ha Bonea
NO3AZHEM ITANE: B NPOUECCE NOATOTORKA M ODYTHX BUOAX ASATENEHOCTH Mo NPHIHaAHKI0.

6.3.1 BazoBan KOMNETEHTHOCTE

1 MpodreccionansHan KOMNETEHTHOCTE: NPULEPMWBAETCA CTPOMRCro KOAEKCA 3THEM W NOBEOSHWUA!
BeIGUPAET ITUHECKUA Ky PC ASACTEHA 1 QENAET NPABMMNEHLIE BELW 03HE B YCNOBWAX NPOTUBOOEACTEUA; MOGYH-
AaeT Opyrux Bectr cebn cooTReTCTEEHHO. OTHOCKMTCA K MOOAM HECTHO, CNPABEgNHED M C YBAKEHHEM; NDHHKM-
MAET PELWEHWA, KOTOPEIE HOCAT OB LEKTHBHEIN XApaKkTep M OTPAXAKDT OTHOLWEBHWE K ApyruM niogaM. BepeT Ha
cefA oTBReTCTBEHHOCTE 33 AOCTHMEHKME Leneld paboTel B NPHUHATEE CPOKM, NPWHUMAET Ha ceda OTRETCTEEH-
HOCTE 38 PEWEHHA W OeRCTEWA KaXO0MD M3 TPYINE, KOMaHDE KK NO4Pa3geneHua; YHMTCA Ha ownbrax.

2 O0BeKTMBHOCTE: A8NaeT BIBSEHHYH OLEHKY COOTBaTCTEYMW MK OBCTORTENLCTE M HE NCNBTRBAET
HEeobOCHOBAHKHOTD BMMAHKA COBCTREHHEL MHTEDECOR WK ARYIMX NUL B POPMUDOEAHIA CYHTEHMA.

3 KpMTHYECKDE M aHANMTHYECKOE MBILLNEHWE: MALICKMBAET aKTYaNksHY D, ACCTOBEDHYIO M KOMNETEHTHYH
MHROPMaUMI0 GNA pEWeHHA Npobnem n NPKUHATHA peweHrid. MononeayeT 30paeys NOMMKY M PACCYHOEHWA,
YyTobk CNPeqendTe CUNbHbE W cNadble CTOPOMEl anbTEPHATHEHLIX PELUEHHA, BLIBOJOE MW NOOXCOO0B.
McnonsayeT paccywaeHla GNA 8HanK3a, CpaBHEHWA M MHTERNPeTaL K MHbopMaumri, 4Tobs AenaTs BulBoOs.
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4 Me#nNruiHOCTHLE HABLIKA! YCTAHABNKUBAET W NOOOSPHHEIET NOIUTHEHEE DA00YHMe OTHOLWEHWA C pad-
NWHHBIMA TEYNNEMA KOHTaEToR. PeayneTartvene paboTaet 8 KA4ECTEE YNeHa KOMaHOE B NPOUEcce OUSHKK.
MpHaHaeT U YIUTEIEAET MHEHHA BLEX 3AMHTEDECOBANHLIX CTODOH NPOTDaM Ml GUEHKH.

5 OOWMTENEHOCTE: BhDaxaeT UMK NPEJCTARNAET MOSK K3K YCTHD, TAK W NWCEMEHMO, B ACHOR, KPaTKOH,
TOHHOW 1 NOMMYecKod MopME C yHeToOM LUENeBoil ayquTopHn. Xopowo anageaT AJEKOM{amH) W HCNonNeayaT
COOTBETCTEYIOWWA CTUNE J8N0R0I0 NKChMA; NPABKNEHO MCAONEIYET IHAKW NPENUHAKWA, NpoBepReT opdiorpa-
M0 M NALLET FPaMMaTH4ECKH NPAEHNLHD. BHHMaTeNsHo CNyWaeT; 3agaeT yToHHAIOWME BONpocs i obobwa-
&T UNK NePeCcKasEHIBRET CKAIaHH0E ARYTMMN, HToOE NPOBEDHTE NOHHUMAaHKE.

6 AQanTUBHMOCTS: O8MOHCTPUDYET CNOCoBHOCTE MCNONEI0EATE WK PACCMATPHEATE HETRAOWLMOHHLIE
METOOLI; BHOCHT MAMEHEHWA B OTEET HA NOTREOHOCTH U 0BCTOATENLCTRA.

7 HacToluuBocTe: NPOABNAET YNOPCTED W ODHEHTALIWI AN OOCTHREH WA LIENH.

i BoCnpryMYWBOCTE: HHTYHUWA W CNOCcoBHOCTE NOHKMMATE CHTYaLNK.

9 HabniopaTensHocTe: akTuaHoe Habnmoaesue akTHLSECKo R OXDYHaI0WEH CPebl M O8RTENBHOCTH.

6.3.2 ©YHKUMOHAMNLHAA KOMNBTAHTHOCTE

1 WMndropmadmorHble TEXHONOTMK, FTOTOBMOCTE W CROCODHOCTE NDHUMEHATE INEKTROHMBIE TEXHONOTHK
ANA QOCTUHEHWA LEnd paboTe, MCNONLIOBATE HOBLIE METOOE WMIMH TEXHONOTMK B KAYSCTEE COCTARMOR BACTH
OLEHKK W NDAKTHYSCKIE IHAHHA N0 MCTONLIDEAH WG PEMYNMDYIOWHE W QyHELKMOHANEHEX 533 0aHHEN M CHCTEM.

2 ¥meHue NpoBOOHTE MHTE PERIOWDOBAHKWE/ ONPOCE!: NNAHKPYET, NQCBOOMT W DOKYMEHTHUDYET peaynkTa-
Th OBCYHOBHANA C OTHENEHEIMK NHUAMKA TakuM obpason, yTobbl BOCTHYL Lened OLUEHKK, yMEET ONPeaenaTy
BOCTOREDHOCTE MHODMALMKA, NOMYYEHHOR OT HHTEDELOUDYEMBIX MWL W NOTEHUHaNEHEX NOKA3aTened ana
NPUHATHR danskedwmny gedcTarid. OGnagaeT keanwpuEayrei 8 nonyYeHdl aKTyansHod, QoCTOREPHON 1
NoNE3HOA MHDOPMALWH OT OTOSNEHES ML HA BCEX YDOBHAX B NPOBELASMON OPraHHIaLmMi.

3 Pabota mkomaHge: obecnevykBasT KOMCTDYETMBHYIO 0SpaTHYIO CEBAIE C YNEHAMA KOMaHO LI NO OUEHKE.
YMEeT BaIABNATE NOTREEHOCT, HABLIEW M METO AL ANA NOBLILLEHHMA NPOWAB0GHUTENEHOCTH, OKA3LIBIET NOMOLL L
B pawedt npobned ¢ NpoMABoOWTENLHOCTR. OBecnewyMBasT YCNoORMA ANA MAKCHMANLHOMD NOBLIWEHMA
KEANWMKaUMK ayanuTopa.

4 Yiedns paspewate KOHGNAKTEE NPH3HAET NOTEHUWANBHEE W PEaNbHBE HCTOUMHMKN KOHGDNMKTa
MEXIY NEPCOMANGM IaMHTEDECOBAHHBIX CTOPOM NDOrPaMMe: OLWEHKK. [OCTMrAeT pe3yNeETATOR NOCPEACTROM
AMNNoMaTHHeckors o0palleHya ¢ paIHorMacHRMK M NOTEHLWANEHEIMKA KoOHGNWETamy, adderTeno paboTaeT
W BIAHMOOERCTRYET C APYTHME NHLEMIA M NOODasnen eHHAMK ANA PAIPEeLUEHKA KOHGMAKTOR.

5 KoWTpone: NNaHWpyeT, OpraMMIyeT, HanpasnAeT, KOHTPONWDYET W GUEHWBaeT paboTy OpyIvx Npoes-
TOB, NPEgHAIHAYEHHEIX 0NA NPOBE0EHARA OLEHKH.

6 [MHCEMEHHAR MPAMOTHOCTE. COJOAET YETKWE M KPATKHE OKNA0K M NPEIEHTALMN, KOTODLIE OCHOBAHE
Ha 00 LENTHEHEY O0Ka3aTENECTRAX. MononsayeT npasuna npasonucaMya, reaMMaTHin | NYHKTYauus ona
NOFYYEHAA NOMMHHOA H TOYHOR NACLMEHHOR O0HYMEHTALWA W Nependcid. NTorvdHe, cTRYKTYRUPOBAHHD W
NocNefosaTensHo WANaraeT vged, iHuhopMaurio 1u cooblWeHra, KOTOPEIE MOMYT COOBPMATE TEXHHYBCKUE
MaTEpHank.

T MeHe#MeHT BRaMaHi MOHMTODWHT NROMPecea B OTHOWESHWK UenNed 1 BeINoNHEHWA 08R3aHHOCTEH
CROSBpEMEHHD W MDhekTHEHEM 0Bpa30nm.

8 MeHeo#mMeHT 3aNMcel: BEOSHWE TOYHEBX M 00 BeKTUEHBIX 3aNHCeR (axkTos i HabmogeH WA

9 BoCnpWHMMHYMBOCTS K OPYTHM KyNETYREM: BHUMATENEHOE W YEAMHTENLHOE OTHOLLEHHE K DAINNHE M
KyNbTYpam.

10 CaMoCTOATENLHOCTE: YMEHWE paboTaTe CAMOCTOATENEHO W AAANTUERCRATECA K HENPEBNIEHHEIM
OOCTOATENLCTEAM NPA MAHAMATEHOR NOMOLLM.

6.3.3 TexHW4YECHKAA KOMMNETEHTHOCTE

1 Perynupyiolwye TpeboBaHWA: AHaHWE Derynupyiol s TReBoBaHWA Oy WaCTRNAWETD (M) NpHaHa-
HWE DEryTADYIOWEroMx) pradaos) £ MeguLWHCKAM W30SNUANM, 4ToDEI 0aTh OUEHKY NPUMEHEHUA W cofBnnge-
HWA 3AKOHOE, NOCTAHOBNEHKA, NDABMN W CTAHOADTOR, BEMI0YAA IHAHKHE NTPUHLMNOE NPUMEHEHKA TReBoRaHKi K
CHCTEME MEHEOMMENTA KIYECTEA ANA MEAUUWHCKMX MIOENWA, TPEGoBaHWE K CHCTEME MEHELKMEHTA PUCKS
W ap.

2 MeoMuvHCKEWME HW3OENWA! IHAHWE MESHUMHCEWMX WAOENWA ¥ CRAIAHHON C HMMW NPOW3IBOOCTBEHHON
QEATENLHOCTH, B TOM YKMChe:

= WX NPegnonaragmMoro NpuMeseHmua,

- BAOOB MELHLIHHCKMY WAOEMHAH, BEMIOYaA X CNOMHOCTE, TEXHONOTHKD M KNAcCHDUEaLMWIG DUCKOB;

- Ge30NacHOCTH M PHUCKOB, CBRIAHHEIX C MEIHLMHCKHMA KIOENHAMH

= NPOUSCCOB M TEXHONOMWA, MCNONEIYEMEIX MAFCTOBMTENAMA MEDUUMHCKHX M3ZenuA.

3 CraunapTel U METOOL NPOBEASHWA AyOWTA IHAHWE CTAHOADTOR W METOOOE NPOBEABHWA ayauTa
CHCTEM MEHEIHMENTA Ka4HecTEa.
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4 CTaTHCTHUECKMA AHANWI. IHAHWE OCHOBMBIX NOHATHA TEODUM BEDOATHOCTH W MATEMATHYECKON
CTATHCTHEN, BEMKIHAA CPBIHEE aHAYEHNE, MEOWaHY, O0BEPUTENLHLIR HHTEPEAN W CTAKAAPTHOE OTKNGHEHWE, W
KEK AT NOHATUA COOTHECEHRI C PENPEIEHTATUEHO A BRIGODKON M AHANKMIOM TEHOSHLUMA.

7 TpeboBaHuA K NOAOEPHKAHUID KOMNETEHTHOCTH

YPOBHKY KOMNETEHTHOCTH, ONMCAHHENE B NPMNOXMEHMK B, MCNoNsayioT onA onpegenesua TpeboBaHKE K
nogroToBke W paspafoTke NporpamMs ANA NepcoHana, yYacTEYKLWEro 8 NpoBedeHHd aygHuToR M NPHHATHAK
DELLEHMA.

Huxe npMeegeHsl MeponpDUATHA, NPOBOOWMEE ANA YCTAHOBRNEHWA NepBEOHAYANEHOR KOMNETEHTHOCTH
W NoASepHaAHKA NPodeccHOHANEHLIX HABLIKDE,

T.1 ObGazaTensHan nepEOoHaYankHana NoOOroToBKa

CneuwanucTel NO 3aKMIOYMTENEHOMY aHANKIY, PYKOBROOMTENH MPYNMN NO ayOuTy, ayauTopel U TeXHH-
YECKME IKCNEDTsl OMEHE NPOXOOKMTE HOBLIE BUOM NOGrOTORKK, NPeanMCaHHBE NDHIHAIOWMM{K) perynupy-
MOWKM{KM) oprasomM{aMi] B HA3IHAYNEHHBIE CPOKM. TaKkas NOOroTOBKA MOMET BHMKMATE HOBLIE MMM
NepecMoTReHHEIE TREBoRaHKA, KOTOPBIE HE BhINK YaC TR NpeaBIOYILEeH NoAroToRKM COTPYOHWES. 3Ta noaroe-
TOBKA YHWTHIBAETCA NPH NOOCHETE YAcoB EXEroOHorD HENPEPLIBHOM NpodeccHoHaneHoro paladtia (HIP).

CneyqanycTal No SEKMOYMTENEHOMY AHANK3Y, PYKOBOOWTENW TPYNN NG aygnTy 1 ayQUTopsl DONHHEI
YCMewHo 33BeUMTE NoAroTOBKY 00 Ha4ana BeINONHEHWA CAMOCTOATENEHON paboTel ayoMTOPCKDA opra-
HH3ELIMM:

= 404 NocaroTOBKK MO CHCTEMaM MEHEIHMEHTa KaYecTea (Hanpymep, MCO 9001), B TOM YHCne HE MEHEE
8 4, NOCBAWEHHBIX AONONHWUTENEHEIM TREEOBAHWAM K CUCTEMAM MeHESMMEHTA KAYECTEa MEegWLMHCKAX
wagenuia (Hanpumep, MCO 13485). B Tex cny4qanx, ecny ayauTops ywe ofnananT Keanwiuiaguei AnA ayoura
CHCTEMBl MEHEIHMEHTS KAYEcTBa, — He MeHee § 4 NogroToBky No AONONHKTENEHEIM TReGoRAHWAM K CHC-
TEMAM MEHELHMEHTE KAYECTES METMLIMHCHUY HIOENHA;

= 32 4 NOQroTOBKM NO PErYIMDYIOLWLKM TREB0BAHKAM K MeJMLAHCKAM WI0eNUAM W ayIuTY Ha CoOTEeT-
CTEWE ITHM TRPEDOBAHHAM MINK IKBHBANEHT TAKOH NOOQroTORKM, NNKDGC ACCTATOMHOE KONWYECTED ACNONHMTENb-
HOTD BOEMEHA ANA Ka¥I10r0 MHOHECTES PEryNApYIoLLMx Tpeboaaduil B paanWuHb IKPMCOWELIMAY B DAMKAX
NpM3HAHKMA 3YONMTOPCHON OPTaHKMIALMK W COPAIMEDHD MMBIOLLEMYCA ONEITY obyyaemoro,

= B4 nogroToBxK Ne NPUHLMNAM MEHELMMEHTA DPUCKE, NPEANOYTUTENEHG CBAIAHHEIM C NPOEKTHPOBAHK-
2M MEOKUMHCEOTD Wagenua (Hanpamep, WMCO 14971), 1 ux npMMEHEHWMEM B DaMEAX CUCTEME MEHEIKMEHTS
kadecTea (Hanpusmep, MCO 13485 1 GHTF/SG3MN15RE).

Mofble ansTepHATMBHLIE CEMOGTENLCTEA IKBMBANEHTHOW NOArOTOBKM C NOMOWLK Apyrx cnocobos
ACNHHE GhiTe 0BCCHOBAHE! M GOEYMEHTANBHO NOQTEEDHLEHE:

- NpeayCMOTPEHHAR NOAMSTORKA, ACKYMEHTHPOBAHHAA B NNaHe NOONSTORKA, W B TOM YMCNE B COOTRET-
CTEYIOWKMX NPOLEAYPAX CUCTEME MEHELHMENTA KAYECTRA Y OHTOPCKON OpTaHuIanMH, a TAKKE JOCTAaTONHOe
KOMWUYBCTED aYQWTOPCKHE NPOBEROK © YYACTHEM 0BYYaEMOro, BENIOYAA JOCTATOYHOS KONHYSCTRD Sy QMTOR,
NECBEAEHHBX C YYacTHeM oDyH3emMoro Nod KOHTPONEM W Nog HatnKosHWeM pYKDBOOUTENS FPYNNLI ayJKTa
(cwm. 8).

AyOUTOPCKAR OpTaHnIaunA MOMET MCTIONE3ICEATE CBHABTENLCTEA COOTBETCTRYHILMY ayaWMTOR, NpoBE-
AEHHBIX B ADYIOH Y AMTODCKOR OpradaayrK, YToG:H NpoaeMOHCTRMPOBATE BRINONHEHWE OaHHOMD TpeboraHuA
K NOOroTOBKE.

TeXHAHECKHE IKCNEDThl JOMMHE YCNELWHD JaBSPIWKTE CRadyLyio NOAroTOBKY NEPe] BRNOMHEHAEM
CaMOCTORATENBHON paBoTel ANA ayAMTOPCKON OpraHN3aLuK:

- ONAKAKAOTO NPUAHAHWA B EATErOPHH TEXHWYBCKHUX IHAHWA HE3ABKCHMS 0T TOTO, ARNASTCA N TpeboRa-
HHE NEpBLIM B CNWCKE TReDoBaHKA WNM O0HUM W3 NOCNEQYIOW MY, NOGNENALLWY KEANApUEALMK, 3y QUTopCckan
OpraHA3IaUWA SONKHA JOKYMEHTUPOBATE [OKAIATENBECTEA COOTBETCTBYHALENA NOOrOTOBKM W aHaHWiA ana
TEXHHYECKOND JKCNEDTA B KATErODHH TEXHUYECKUX SHAHKA. IT0 MoeT BblTe BRINONHEHD B IOPME NOLTOTORKMH
ng TpeGoBaHWAM COOTBETCTEYIOWHMX CTAHGAPTOB, NOGrOTOBKA NO XAPAKTEPMCTHEAM MMM TpeGoBaHWAM K
NpOOYELANR MK TEXHONOrMYecku Npoueccasm NGB0 NogroToBKKM MO KNAHWYECKKM NOKa3aHMAM ONA BHAa
NPOOyKLUMA M T. 0.,

= 32 4 noaroToBKM No NPaBMNam NPWMEHEHUA MEAHMUMHCKOTD MIQENHA KNK IKBWBANEHT TAKOH NoQraToe-
KK, MMOC ACCTATOMHOS KONWYECTEO OONCMHUTENEHOMD BREMEeHH ONA HARO0rS MHOKECTEA ey My Ly
TpefosaHuil B PAINUYHBIX HPUCOMKLWAY B DAMEAX NPUIHAHWA ayQMTODCKOR OPraHMzalMi ¥ CoOpasMepHo
WBEMLLEMYCA ONBITY ofyHasmoro;

i
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= B YNOOroTORKM NO NPUHUMNAM MEHEIKMEHTA DUCKS, NPENOYTHTENEHD CEAIAHHBIX C NDCEKTHPORAHKN-
&M MEQWUUMHCKOND Wagenuna (Hanpumep, MCO 14897 1), W MX NpUMEHEHHEM B PAMKAX CHCTEMb| MEHEIHMEHTA
kauecTea (Hanpumep, MCO 13485w GHTF/SG3/N15RE);

= NPEOYCMOTREHHAA NOOrOTORKA, AOKYMEHTUDORAHHAA B NNAHE MOATOTOBKN M B TOM YMCNe COOTRRTCTRY=
IOWMX NPOUEeqyRas CHCTeME MEHEOHMEHTA KAYECTEA AySNTOPCHOH OPraHnaannM, QOCTATOUHOE KONHYECTRO
NPOBEIEHHLIX AHANHIOE TEXHWHECKOR OOKYMEHTALMW, BLINONHEHHLIXY C yYacTHem ofydasmors, a Taoke
QOCTATOUHOE KOMKYECTED aHANWI0E TEXHWYECKOR QOKYMEHTALWW, BuINOGNHEHHBX oDyYagMbiM W NPOLWEIWHMX
AXKCMBPTHYH OUEHKY ONBITHOMD TEXHWUYBCKOID 3KCNEPTa N0 KBanUgMKaLMK ANA BeINONHEHWA HE3ABHCHMOrD
AHANKIA TEXHWYSCKONA DOKYMEHTALMMK.

AYOMTOPCKAA OPraH3auMA MOXET HCNONLIOBEATE CEBMOETENLCTEA AHANMIA TEXHWYECKON QOKyMEHTa-
KM, BRINOMHEHHERX B OPYION aYOUTOPGKOR OpraHuaauUmi, QNA BeNoNHEHHA 0aHHero TpeBoBaHWA K NoQroToBKe.

AQMHHUCTPATOPLI NPOMPAMMEl JOMKHE YENSWHD 3aBepUHTE NPeayCMoTPEHHYD NOQroTOBKY, 3300KYy-
MEHTHMPOBAHHYIO B Nnade NpodeccHOHanLHoR NOAroTOEKH B COOTBETCTEYIOWWY NPOUeaYPax CUCTEMb
MEHBOKMEHTA KAYECTES AYAHTOPCKON OpraHMIaLMiu.

7.2 NporpaMma HENpepPLIBHOrO Npode CCHOHANLHOMD PAIBHTHA

B cooTeeTcTEMW ¢ Kogekcom nosegexna (oM. IMDRF MDSAP WG N3, nyuer 7.1.6), nepcoHan, y4acTey-
OLMA B NPOBEAGHHK 8y AMTa W yYHELMK NDPWHATHA DELLEHWA JOMMHE BIATE Ha ceba ob6A3aTensCTRO NOCTO-
AHHO NOBBIWATE CEOI0 KBANKMMEALMED, PEayNETATHEHOCTE M KAYECTED paboTel.

PyroBOOUTENW MEyNn No ayguTy, ayauTopsl, CELUanMCTl N0 J3KMHHTENEHOMY GHANW3Y, TEXHUHSCHE
IKCNEPTER M A0MUHUCTPATO PR NPOrPakMBl QOMHHE BRNONHATE Tpebosaxue HIP:

= B Y NOBLILWEHWA KBANMDHEALAA B rog, |1

= 84870000 MIMEHEHHMAM PErYNUEYIOWKX TREGoBaHWA W 0DHOBNEHWIO COOTEETCT BYIILLMX PYKOBOO AL
LORYMEHTOR B 0BNacTH pErYNHPOBAHKA, UMK JKBUBANEHT TAKONA NOQrOTORKA.

JfR3aTenNesHan eXerodHas NepencaroTORKa MNM NepencaroToRKa No BHYTREHHNM NPOUE0YRaM ¥ npo-
WECCAM ayaMTORCKON ORraHMIaUMK HE 3acH MTRBAETCA B cyeT Yacoa HIMP. AyauTopckue NpoBEREK MNH BINGA-
HEHHBIE pAb0oTeI TaKKEe He 3acYMTRIBAKTCA B Yack HIP. Yrobel sacuutaTe yack HMP, nogroTtoaka gonsHa
NOA0SpHHUEATE, MMM YERNHYUEATE CYLECTEYKHLUME KOMNETEHUMM, MNK NpenycMaTpMBATECA ONA NpuobpeTe-
HHA HOBBIX KOMINETEHLMA, MMEKLKY OTHOLWEHWE K 0DAIaHHOCTAM W OTRETCTREEHHOCTH B X008 ay4UTOR WMNKk
PYHELWAM B NPOLESCCE NPHUHATHMA pelledni. MNMepcoHany ¢ WWpoKoR cepod KOMNETEHLWA MOXeT noTpebo-
paTecA Gonewe vyacos HMP B rog gnAa noogepHaHya M KOMOSTEHTHOCTE. AYOUTOPCKKME OpPradnaauun He
[OMaHB AOMYCKATE BKNCYEHWE NEPEHECEHHBIX ONONHUTENBHBIX Yacos B Yack HMP e nocnegyiowme rogkl.

8 TpeboBaHMA K HAKOMNMNEHHOMY OMbITY AYAUTOPOE, TEXHHYECKHUX 3HCNEpToB
W CMELWanUCTORE NO 3aKNYUTENLHOMY aHaNW3y

JonsHo MMETE MECTO OOKYMEHTANBHOE NOOTBEDKIEHWE YCNELWHOTD OKOHYaHUA 0BR3aTeNLHOR Nepao-
HAYANLHONA NOGroToORKY (Csd. 7.1} A0 HAYANa BRINONHEHWA CNEdyL Uy TPeGoBaHHA.

8.1 AyOMTOpLI-CTAMEPL, AYARTOD LI, PYKOBOAHTENW-CTAMAP LI FPYNN MO aYAWTY H PYHOBOAWTENH

rpYynn no aya Ty

Jo npoeefeHus HeIaBMCHMOND ayauTa ayjuTops GyoyT paccMaTpuBaTLCA KaK ayaAWTOopbl-CTAMepk.
Yrobk ObiTe KBANWMMUMPOBAHHEM B KA4YECTBEE ayaWTopa, aygwTop-CTAXED O0MMEeH NDHHATE Y4acTHe B
KAYECTEE YNeHa ayIUTopCKod rpYNNk He MeHee 20 ayauToosel « Ha MecTes. AyQuTop-CTAMED JOITEEH Hax0-
AWTLEA Nog HABNKAEHWEM PYROBSOWTENA TRYNNBl N0 3YAUTY. AYNUTODCKWE NPOREDHM O0MEHb BeiTe NpoBERE-
Hel B TedeHWe 12 Mec, W No KpadHed Mepe OB8 WA 3THX NPOBEpOoE O0MKHE ObiTe NEpEOHAYANEHEM WK
NOBTOQPHEIM ayOUToMDECEpTHDHEILHER.

Ay OMTOpS A0NHKHE NPOSEMOHCTPWDOBATE YHACTHE B HE MEHEE YeM LIECTH ayqnTax obweld npogonmn-
TENEHOCTEN MAHUMYM 15 QHel ayquTa B Kawasi NOCNeayiowmWi 12-meca4Hsi nepuo. Mo kpadtel mepe Oea
W3 ITHX Ay OWTOR OOMHHE! ObiTh NEPEOHAYANSHEIMA KNH NOBTOPHEIMKA 2y 0UTaMW pecepTUMEALMAMK B LEnNAx
NoaoepwaHHa HeODXoQUMOND ONBTA W KBANKEKUKALLMA.

Mpexoe 4em NoNYYMTE NPM3HAHWE B KAYECTRE PYHROBOOMTENA MPYNNB N ayAUTY, PYKOBOOWTENK-CTAME-
Pl TPYNN N0 YQWUTY A0MKHE YCNBLWHD Ja8epLnTe Boe TpeSosaHwa ANA ayJWTopa, yKalaHHse Beiwe. Pyroso-
AUTENH-CTEMEPsl TPYNN No ayouTy OOMEHE NPOASMOHCTpUpOBaTE cebA, no kpahned wmepe, ewe
[ONONHATENEHO B TEYEHWE 15 ayQnTOOHER ©HA MEBCTE » KAK DYKOBOAMT BN MRV MO ayAMTY, W KAK MARMMYM TR
W3 3THX aYOWTOR AOMHHE AENATLCA NEPBEOHAYANEHEIM MMM MOBTORHLIM 8y OHTOoM/ DECEpTUOMEALMEN, KOTOPLIE
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O0nN#HE GbiTs NpOEEAEHE B Te4aHWe 12 mec. PyKOBOQUTENW-CTAME P! NDYNN N0 ayOUTY KEANUGUUMPYIOTCA
Kak DYKOBOLUTENK FPYNN No ayOWTyY TONBKD NOCNE YCNELWHOMD YYacTUA B ayQuTe, Y4T0 JOKYMEHTANsHO Nog-
TEEPWAAET KBANMGHMUWDOBAHHLIA PYKOBOOHTENE MRYNMNbLI NO aYAHTY.

PykoBOAMTENL MPYNNE NGO aYAUTY GOMHEEH NPOASMOHCTPHPORATE YYACTHE HE MEHEE YoM B LISCTH ayIM-
Tax obwed NpoooMsMTENEHOCTED MAHRMYM 15 DH2R B KaXO6IA NoCne QYW Wi 12-MecAqHblid nepuog. Mo kpail-
HER MEPE ABA M3 ITHX aYQHTOR QOITEH b DETE MEPROHAYANBHBIM KINTH NOBTOPHBIM ayaAHTOM/ pecepThiMEaLMER.
Mo kpafien Mepe OBa K3 3THX AYAHTOE ACNHHE BETE NPOBEQEHL B KAYECTEE DYKOBOOWTENA MRYNNSL NO ayauTy
B LEenAX NoO0e paHiua HeoBRonuMoro onelTa M KBanubMEaLMi9.

OneiT paBoTel K aYOMTOR B ORHOR aYAHTOPCKOR OPraHM3auMl MoRaT OulTe NEpeHEcaEH B ADYTYIO aya4-
TOPCEYI0 ORraHW3ALM 0, NOKA COXDaHAETCA HAZNEXALLAR OOKYMEHTALNA.

B.2 TexHWYBCHME IHCNEPThI

TexHHYECKHE IKCNEPTH JONMHE JEMOHCTPMDORATE NePeaoBoH ONGIT N0 KOHKPETHOMY NPOUECCY, Mequ=
LUHHCKOMY H3DanHio MK TEXHONoTMK, YTO KNaccuguUUpyeTCR KaK TEXHONOT M4ECKHE 3HaHA. Marcusym 10 %
TEXHHYECKWX IKCNBPTOR TPeSyYeTCA ONkLIT, KOTOPLIA MOMET BbiTh NONYYEH B Nepiol NoNyHeHns obpaloeaHmR,
yto TpebyeT nogpobHelx NMCEMEHHBIX OGOCHOBaHWA. [INA NPUIHAHKMA B NepPBON TEXHWUYSCKOH KaTeropiM
AHAHWA TEXHWUBCKMA IKCNEDT QOMEEH YCNEWHD TPHUHOE OCYLLECTBATE aHANWI TEXHWUYSCKOW A0KYMEHTALWH.
B kauecTee ansTEPHATHWEE MOTYT BbITh NPOREAEHE AHANMABI JOCEES NPOBKTOR (MMM WX JKBMBANEHTOR) B COOT-
BETCTEYIOLWEA TEXHWSECKDA KATETODWM IHAHMA, YTO MOMET 3ACHMTHBATLECA N0 AaHHoMY TpeboBanwo. Yse
OHLMANBHO Og05 pEHHAR TEXHWYECKAA AOKYMEHTAL WA MOMET Bl Te TAKKE UCNONEICBAHA ONA LENed NpHaHka-
HHUA. [Ng NPHIHAHWA B GONONHUTENsHOW TEXHMYECKON KATEM0pMM 3HAHKA TEXHAYSCKHIA IKCNEDT OOMKEH Npag-
CTABWTE AOKAZATENBCTEA COOTRETCTEYIOWEH W OJOCTATOMHOW NOOroTORKM NO NPOSYELNM, IHAHWAM WKW
onBITY.

TexHWHECKHE IKCNEPTH AOMMHE EMEN0IHC BhINONHATE MATE SHANWI0E TEXHWYECKON A0KYMEHTALNH.
EXErogHo KaKk MUHHMYM TDH M3 NATH TEXHWYECKMX aHaNM30R A0MKHE NPeacTARNATE ool aHanua o cywecT-
BEHHLIX HIMEHEHHAX B TEXHAYECKOH O0KYMEHTALMA K NPOOYELMM.

[NA TeéXHONOMMYECKHX NPOLSCCOR TEXHWHECKNE IKCNE PTE EHETOAHD BOMGHHEI BEINONHATE NATE AHANWA0E
38 NPEOEnamMd NPOMIBOACTESHHON NNOLIAMKA MK £HS MECTE: .

CneudanycTel No 3akN0YWTENEHOMY AHANKIY AOMHHE WMETE 088 ro4a onbITa paboTel B DETYNWDYOLLMK
AYOMTAX WArOTOBWTENEA MEOULMHCKKE MAOENHA W YCNEWHD BRINONHATE Boe TpeDoBaHWMA K DYKOBOOWTEND
rEYNMNE NO ayguTy.

CneyranycTal Mo 3akn0YMTeNsHOMY aHaNKay, YNoNHOMOYEHHEE KOHTDONWPOEATE NOArOTOBKY W OgMLM-
aneHoe opobpeHWe, NPUOCTAHOBNEHWE WNM OTABIE NPUIHAHWA TEXHWYECKWX IKCNEpTOR, OOMMHL MWMETE
AOCTATOMHBIA CTAXONGIT B AHAMW38 TEXHNYECKON SOKYMEHTALMIA.

TEXHAHECKNE IHAHWA MOrYT ObMe KNAcCHDUUMPOBAHE UMK KOOXWPOBAHE! PETYTIMPYIOWKMA OpraHamMH.
Ay QUTOPCKSA OPradKu3aLMa NOMKHE onpefenyTe cnocob YeTAHoBNEHWA TREGOBAHWA K TEXHWYECKAM SHAHHAM
C YHETOM TPEGOBAHWA K NPHIHAHAID WX PEryTHDYIOWAMIA) Oprasos(i).

AyOMTOPCKAA OPraHK3auna AOMKHA PETHCTRUDOBATE TEXHMYECHHE IHAHWA CEBOWX AYQUTOPOR, PYKOBOAM=
TENEA rpYNn No aygnTy M TEXHWHECKKY IKCNERTOB. JTH 3ANHCH 0 TEXHUYECKHY IHAHWAX QOMAHBl NOCTOAHHG
OSHOBNATECA W MCNONEICEATECA AGMUHHCTRATOROM NPOTEaMMEl ANA HAIHAYEHWA BYOHTOPOR K TEXHHMYECKNK
HCTIEPTOR ONA KOHKPETHRIX Y IRTOB.

Mpumep EnaccHdHKaLMA TEXHAYECKUX aHAHWA NPHESOEH B NPUNOKEHMH A

9 G'I.I,EHHH-HHH& KOMMNETEHTHOCTH

5.1 Kpurepuu oLgHHBAHWA KOMNETEHTHOCTH

¥ POBHN KOMMNETEHTHOCTH A0MUHWCTRATOPE NPOTPaMME, PYHOBOLMTENA MPYNNkl N0 ay ATy CleuManycTa
No 3aKMOYMTENEHOMY AHANKWIY, aYOUTODa W TEXHWYECKOrD JKCNepTa ByayT OTNHYaTECA U J3BMCETE OT KX
DYHELMIA B NPOrpasMMe OLeHKIA.

Y poBEHE HAYANEHON M TEKYLLEA KOMNETEHTHOCTH, HEoDXoOMMBIR ONA KEa0A DyHELKKA, ONWcaH B Npuno-
weHaM B. AyquTopCcKHe 0pradMaayin GoMckHel HCNoNs3IoeaTE 3Ty MHgopmau e ona paspafoTes v nogaepsxa-
HHA y-efHeIX NNakos ANA agMUHWCTRATOPOR NPOrpamMisl, PYKOBOQUTENEHA FPYNN No 8y OuTy/ cneywanicTos no
IAKMHOYUTENEHOMY AHANKIY, AYOAWTOPOR M TEXHUYECKNX JKCNepToR OnA obecneyeHua JoCTWKEHMA HeoDxoaM-
MO YPOBHA KOMNETeHTHOCTA. Mpouece oDy4eHWA MOKET BENICYaTE B ceba diopmManbHy oUeHEy HABLIKDS,
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noaroToaky W 06paIoBaHKA, oUeHKy ONneETa paBoTel, OBATENEHMOCTA NO NPOECCUOHANEHOMY DaIBUTHIO,
MHCTPYKT Y MEHEIMMEHTY M HACTABHWYECTEY W 0D,

9.2 MeTofkl OUaHHEAHWA: NEPEOHAYANLHOE U NOETOPHOR OLEHHBAHWE

AYOWTORCKWE OPraHWIALMK DOMKHE OUEHWEATE KOMNETEHTHOCTE PYKORBOAMTENER PYNN NG ayaMTy/cne-
LWANKCTOR N0 JAKNNYMTENEHOMY AHANMIY, TEXHUMYECKMK IKCNENTOR W ayOWTOPOR, WCNONBIYA COYaTaHWe
METOOOE MOHUTODHHTE, KOTOPGLIE MOTYT BENKOYATE:

- @HANM3I 3aNKCER No ayauTy UMM MHCnekyram, obpailoeaHdio, NOLroToBKE NEPCOHANEa M Ap. |

- oBpaTHYK CBAIL OT Ay JUTHPYEMbIX NATOTORKTENEHR, KONMNET 4 PYHOBOOUTEMENA;

- MHTEPEEID;

= HAGMOOEHHE 38 BRINOMHEHHEM,

- TECTUDOBAHHE.

9.3 MNoBTopHOR OUBHMBAHWE

AYOUTOPCKAA OPraqHH3aUMa JOMEHA OLEHNBATE PYKOBOOHTENEN rpynn ayQMTa/CNeUManHcToR Mo 3aknko-=
YUTENLHOMY AHANMY, TEXHUHECKWX JHCNEDTOR W aYOMTOPOR ONA JaNkHEeRLWEND NPUIHAHKMA KOMNETEHTHOCTH
Mo KpaRHeR MEDEe KEOEE TRK roga.

AYOMTODCKAA OPraHM3anMA GONHA NOATESPHAATE HABBIKK M NM4HEIE KA4ECTEA PYKOBOOWTENEA rpynn
ayauTa | ayaMTOopoB NoCHeACTEOM HAGMoaaTeNLHOro ayOuTa KaaLIe TPKW roaa.

10 MNoareepkOEHWE KOOeKca NOBEOEHWA

COoTpYOHVER, YHACTEYIOLLME B ayQWMTe, DOMHHSE EXerogHo NoITEEPHMIaTs CROI0 NpHBEpHe HHOC T Kogex-
cy nopegedua (cMm. NyHeT 7.1.6 IMDRF/MDSAPWGIMNZ). Takoe noaTEepHOSHWE MONET DeiTh o{3OpMNEHD
8 (hopae NOONACAHKOID IARBNEHWA, KOTOPOE CNEAYeT XPaHWTE B NWYHOM Jene COTRYQHWEA.

11 3anwcu o GazoBom oGpaz0BaHWM, OUEHWBAHMW KOMNETEHTHOCTH
W MOHWTOPMWHIe

AYOWTOPCKWE ORTAHKIALMM O0NKHE NOAOBEKMBATE AKTYANBHOCTE W TOMHOCTE 3ANWUCEA, CBAIAHHBIX C
OUEHHBAHHEM 1 NOASEMHAHWEM KOMNETEHTHOCTH. Palnbl KOMNETEHTHOCTH aygWTOPOR M JaHHbIE ayauTa
[OM#HB! JEMOHCTDHPOBATE, KakMMm obpazom ayguTops oTEEYanT TpebopaHHAM, COQBpMALMMCA B HACTO-
ALLEM CTAHOADTE, M ACMKHE BKNIOUATE:

- WMA ayOuTopa, AOMMHOCTE, 8 TAKME KOHTAKTHYIO MHGOopMaLMI;

= Ha4aneHoe u nocnegyowee obpaloeaHne,

= pesynsTaTk OUEHHBAHWA KOMNETEHTHOCTH ayqMTopa B pOny pyKOBOQUTENA MPyNNsl ayguTa/cneywa-
NWCTA NO 3AKMOYATENBHOMY AHANKIY, TEXHHUYBCKOID JKCNSQTA WNK AyQUTOpa B COOTRETCTEMK ¢ TpeBoRaHW-
AMKH, COASPRRALIMMKCA B HACTOALEM CTAHOADTE,

= ONsIT 3y0uTa WHCTEKLMM OLEHKM,

= YHACTHE B ODYHEHWK W @r0 PE3yNbTaTHI,

- 0GNacTs NPOGEMOHCTPHPOBAHHOW KOMNETEHTHOCTH ANA NPOBEOEHWA YO TOR, B TOM YACTIE NPW HANMK-
YHKM KAKWX-NWG0 OFpaHWYeHHA (HaNpHMEep, BCNeacTEMe NpefpMayLiens ONeBTa ¢ WarGTOBWMTENEM, KOTORRIA
MOMHO PACCMATPHEATE KaK KOHENMKT MHTepecoB),

= MEpevYeHs NPOBeNEHHBX AYIUTOR.

AYOMTOPCKAA CPradk3auna QoHa No 3anpocy NDeacTABMTE 3T 33NMCH NPMAHAILWEro(MX) 82 Perynn-
pyloWana(yx) opradalos). AyouTopckan oprasvaauua 0GAsaHa BECTH PRECTD PYHOBOOMTENER rpYNN ayauTa,
AYAWTOPOE WM TEXHWYSCKHE IHCNEpTOR, PEecTp DONMeH exerogHo aHaNHIMpoBaATECA M OBHOBNATRCA N0 MEpE
HEOGXOOUMOCTIA.

12 YcTpaHeHWe HapyLWeHWA

AyOuTopCKan OpraHrIaLMA A0MKHE NPHOCTAHDENTE NPUIHAHWE COTRYIHUKOR, KOTOPEIE HE COOTEETCTEY-
10T TpeGoaaHnAM ONA NOQAE PHAHWA KOMNETEHTHOCTH UMK BOI0GHOBNEHHA NPUAHAHWA. Ay ONTODCKAR OpPTaHn-
2AUMA OONKHA NOOrCTOBMTE NNAH YCTRAHEHWA HADYLWEHWA C LENbID BOCCTAHOBNEHWA CTATYCA COTPYOHHKA.

9
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Korna ayouTop MaxogWTeA B CTa0MA BOCCTAKORNEHWA CTATYCA, OH MW OHA HE MOMYT YYacTEOBATE B NPOBEpKAX,
KDPOME TEX CIYYaeR, KOT0E ATO HEOEX0OHMO B DAMKAX NNEaHA YCTPAHEHKA HAPYLLEHWHA 1 No0 HaGn0eH e M, Ky
ONA BRINOMHEHAA TReGORAHWA K ONBITY NPOBE0EHHA YQWMTA, ONpedeneHHLIX B HACTORWEM cTaHaapTe. B Takux
CNyUYany COTPYOHMK B CTagMM BOCCTAHOBNEHWA CTATYCE HE MOMET BLICTYNATE B KAYBCTEE PYKOBOOMTENA
FEYNME 3YOWTE MM CNELMENUCTE N0 JAKMNCYHTENBHOMY HANNHIY.

AyOUTODCKaA OPraHMaauWa AcnxHa Habnogate, HACKONBKS YCNBWHS ayOWUTop BRNOMNHABT NONHBI
ayauT, YyToSe NprasaHe Geno BOCCTaHORNEHE.

BriNoNHAGKMEIE TPeGOBaHMA K TEXHWYECKOMY JKCTIERTY CNeayeT oUSHMBaTE W NOATEEpNAATE CreumHa-
THCT MO 32KMOYHTENEHOMY AHANNIY HA OCHOBE PEXYNETATOR ATOMD aHANWIA.
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NMpunoxerne A
(cnpasoyHOe)

Mpumep KnaccH@UEILMA TEXHHYSCKHX JHAHWA

TafBnuya A1 — Mepewess rpynn, NOATEYNn MedHUMHCKHRE WIOENHMA M COODTEETCTEYHIWME ofnacTel TexHHYSCKHX

SHEHWR

T s MEguUHHCDHE
nAgEnHn

Mogrpynna sequyuECEEx
HIDENHHA

OEnacTa TEXHMMECKEL SHAHAR

1 HeakTHeHbia B -
LUHHCKHE HALENHA [Kpome
wagenni ana in witro nu-
ArHOCTHEM)

1.1 HeakTMBH&iE WMNNaHTa-
Tl [McEMHan aybdawe WM-
NNAHTATE)

HeakTuEHsIE CB PAESHO-COCYOMCTHE WMNMABHTATEH

HeakTuEHBIE O pronegusecEde MMNNaHTaTel

HeBKTHEHEIE MMNNEHTATH MAMKMX THAHEA

HeaKTHEHLIE BYHELWOHENEHES WMNNEHTATE

1.2 Meguunscime
LA MEMEHHA PaH

wagenwa

MNepeeAsoyHble METEDPWANE W NOBAIKA

LloaH=iR MaTepuan

Hpnqna HESKTHEHBIZ HIAENWA ONA NeY8HAA paH

1.3 HeauTveHsie 3ylHee Wm-
nNaHTaTsl

HeakTUBHOE CTOMATONGMAYECHOE EIEDFI'Q,I'IIDEEHHE H
MHCTRYMEBHTH

CromMaTonornyeckHs MaTepHane

CTOMATONOMMYECKHE WMNNAKTATH

1.4 HeakTHEHBIE MEqHLMH-
ckHMe n3gendA ofuero Haasa-
HEH WA

HeaKTUEHLIE MEOWUMHCKHE WALENEA ANA GHECTEINH, He-
OTRORHOA NOMOWM W MHTEHCHBHORA TEPEN M

HeBKTHEHEIE MEBQMUWHCKME WAOEeNHA ONA UHBSHYWA,
BENMBEHWA, NEpEnNMEaHAN KPOBEHA W QHan1aa

HeakTHEHsIE OPTONE0M-eCcEkHe ME0MUHHCERE H3OenHA W
MEeJHUHHCEWE Hadenda AneA FIEEﬁHI'IHTEth

HeakTHEHLIE HaMe PHTEMNEHEIE MEQHURHCKWE HaganEa

HeakTHEHRI& 0P TANeMONOMMYE CEHE MEAHGHHCKRE W3-
nasa

HeaKTHEHEIE MEOuUNHCKHE W HCTPYMEHT R

MeguuMHCEHE WADenna GNA KOHTREYE NLUK

HeaKTHEHR& MEQHUMHCEWE HAJENHA QNA JeidHEEeEHN,
IHrHe HEYaokaA EIEFIE'EEITEH A CTEDHNHIELWA MeOWUWH-
CKMX W3Oendn

HeaKTHEHBIE MEQMLHHCKHEE WI0ENWA 4NA ECTREL0DNO-
PanNeHOrD CNMOGOTEODEHWA W WCEYCCTESHHOMD ONnoaonT-
BOpEHHA

1.5 fApyrve HEeaKTHEHLE ME-
OUUHMHCEME W30ENWA

B cooTEBTCTEMM CO CREUu KL MAMIA

2 AKTMEHRIZ HE WMNNAH-
THRYEMEIE MELULUMHCEWE
W3genna  {KpomMe  wage-
NMA ONA i WIS JWarHoG-
THEHA)

2.1 MegHUWHCEME  H3genwa
ONA HOHTPORA OW3IMONOrMYec-
KMX NoKasaTensai

ANTHEHEE MEJWUWHCERS MATENHA ONA KOHTPONA #HA3-
HEHHD BEMHLIX PHIAONOrMYECKAE NoOK3IaTenan

AETHEHEIE MafWUWHCEWE M30BNWA ONA KOHTRONA HE HK3-
HEHHD BEXHBIX PHIACNOrMHECKRE NOKEIaTenan

2.2 MeasMunHCEME
A BH3YENWIAYHN

Hagennas

MegsuWHCEHE WADenKA gna BH3YANHIAUAK, HCNONEIYER-
He WOHHIWPYHWes Wanyuedds

MegduHHCKHe WE0ENWA QNA BA3YaNnHIaLAY, HE WCNoNs-
AYRILUME MOHMINDYIWES MENYHRHHE
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Npodonwerue madnuys: A. 1

Fpynna megHumEcEnx Nogrpynna MegUUMHEERE

_ : DENAcTs TEXHAYECERR IHIHH
HIOEMNHA Higenmue

2.3 MeguuynHocEme MWagenwa | MeguusHCKMe H30EenWA gna AyHEB0R TEPANWK, HCNONEIY-
AN NyYEEDR TERENAH W TEN- | BDWHE WOHHIMPYH W EBS HANVHEHHE

NoneseHns MequUWHCKWE MIOENUA GNA Ny4eB0d TEPanNWK, He Wo-

NONB3YH WHE AOHWINPYIDWSe Wany-eHHne

MenMusHCKME W3ZENHA ANA TENNONBYEHHA

MenvusHCKME WATZENHA 4NA AMTO TEHAMCHE

2.4 AKTHEHGLIE HE WMNNAHTH- | AKTHEHSIE MEQUUXHCEME HAOENUA ANA IKCTPAKOPNODAaNs-
pyeMEE MEORUMHECEHE W23O8- | HOMD k‘;.'ﬁl:lBl:lGﬁFlE Ll B HWA ., BHYTPUEEHHOMD BENHAEHWA W adia-
nnA obWers 48 3HEYEHEA peaa

AKTHEHEIE HAPKOZHO-AbIXATENbHHE, !’HHEPEEE‘HWECKHE ]
MEAMYWHCKHE W308nNWaA ONA pPECNUPATOPHOA TEMREN AW

AKTUEHBIE MEQHLWHCHHE HIOSNAA ONA CTHMYNALWAE W WH-
rubmpoBaHues

AHTHEHBIE XWPYRTHEYECKHE MEOHUAHCKHE W30 anHEa

AKTHEHEIE O TANBMONOMHYECKHE MEOHLMHCKHE Hagenna

AKTHEHEIE CTOMATONOMMYMECKHE MEIMLHHCKHE W30S8MmWA

AHTHEHEIE MEOWUWHCKHE WIOENHA ANA AE3HHPSKLWKA |
CTEPHNHIALWA MEGHUNHCEMA H30enHa

AKTHEHEIE MEQMLWHCKAS M3OBNHA QnA FIEEEIHJ'IHTELI.HH M
AKTHEHEIE NPOTEILI

AKTHEHEIE MEOWUUWHCKAE WINBNWA ONA NOSMYWOHWpOES-
HWA W Nepes03kd NayUeHTOoR

Mporpamusoe oBecnesesne

AKTHEBHEIE MEOWUHHCKHE W3OEnHA ANA ICTPAKZpPNORans-
HOMD ONNOQOTEOREHWA W MCEYCCTEEHHOND CNRoQOoOTEORE-
HWA

3 AKTHEHEIE WMNMNAHTH- 3.1 AKTHBHBEIE HMNNaHTHPY- AKTHEHRIE HMNASHTHRYEMEIS MEJULHHCKME WINan«Ea gna
pPyeMEE S0 WLHHCEHE EMbE MEOWUHHTEME HIOenHa CTHMYNALWH # WHrMBWpOEaHHA

H3Oends AHKTHEHBIE HMNNAHTHRYEMEI2 MEQWUHHCKHE U3IQEnNEa Qna

BEO0E NEKAQCTEEHHBIX H MHEX BEILECTE

AKTUEHEIE MMNNEHTHPYEMEE MEOMLWHCKHE WA0ENWA Nog-
Aep=EWBESDLHE, IAMElianWne WNK JaMeHAiLWe dyHE-
YW Gprasmasa

PagroBEKTHEHEIE MMINNEHTATL ON& BHYTRWTEEHEBOR Ny-a-
BO@ TERANHA

4 Megsudsckwe  Mage- | 4.1 PearedTel, safopei pea- | MeguuMHCKME WIRENWA ONA KNWHWKD-AMArHOCTEYECKUE
N4A  ANA  AWMAMHOCTHEW | reHToE, kKanWipoBoqsbe M | SHOXWMWYECKMX HCCNEAOBEHHEA

It wilro KGHTPONEHBIE MATEpHAaN:!

MegUUHMHCKME WIOENWA ONA  KNWHWKG-0HEMHOCTHYECHMY
AN#A QHarHocTHEM in vilra

WMMYHOC WM MY LU MCCNefoBaAHWA

MeguuMHCKHE WAIZENWA ONA KNHHWKD-0WErHOCTHYeCku
FEMATONOMWYECKME HoonejoaaHWRA

MeguusHCKME WIRENWA ONA KNWHWKD-AWErHOCTHYECKUY
MHKPOSHONCIMYECKMY MCCNEgoBaHHA

MeguuwHCKME WIGenWA ONA KNWHWKD-0WErHOC THYECKUY
HHEM B MOHHE X AMMYHO X MHYECKUY HCCNa]oBaHHA

MeguusHCEME WIgenns ONA KNWHWKD-0WErHOCTEYackuy
FHCTONOMMHECKAX W YATONOrWYECKHE MCCNeaoeaHni

MeguuwHCKkMEe W3Zenns ONA KNWHWKS-AWErHoCTEYaskux
TEHETHMBCKWY MCCNefoBEaHdRA

MNpubope, oBopynosaHne W NporpasKios ofecnedeHne
ONA QUErHOCTHEA in witro




OxoHyuaHUE madnuie A1

rocT P 574512017

Mpymna MEgMUHRCERX

Maagrpynna MeanyHncEnx

OENAETE TENHAMBCRAL AHAHWA

MAGEARA HAGENAA
4.2 MNpubopw. ofopyooea- | MeguuMHCKME WIOENWA ONA OWATHOCTHEW N wiro gne
HWE W NporpasmHos ofecne- | MCNONL3I0BEAHWA B AOM3LWHWE YCNOBHAX
HeHME  ONA  OMErHoCTHEH
in vitre

4.3 MeonunHCEWE HW30ENWA
ONA  AHBTHOCTHER i wilro
afinuas NayweHTa

MegnuWHCEME HAgENHA ONA QHEMHOCTHEE 0 vitno eGnwan
NaUWEHTa KpoMEe M30ENWA 4NA WCNONEICEAHWA B B0MaLL0-
HHX Y¥CADBEWAX

3 MeguynHCEHe Wine-
NHA, CcoOspHauide WnAa
WCNONEe3yWHe ocolue
BEWSCTEE WNKW TEXHONO-
THw

5.1 MeoHMUWHCEME M30ENWA,
COASPHELLME MW HENONb3Y-
WKW We ocofbe BRWBCTES MKW
TEXHONOMHMY

MegnuMHCKHe HIOENW#, COQBMKALYHME NEXEBPCTEEHHEIE
unu Bronormuecks BKTHEHEIE BELWSCTEA

MeaMUWHCK®E M30ENHA, cCoepHallWe WnA Nponassnes-
Hel&® C ACNONLI0BEHHEM TEEHER HMHEOTHOMD NpoMCXOMOe-
Hi#s

MegnuKHckHe
KPOBM HenoBEHA

HIgendA, CojepxawMe nMpoWHIBDgHEEe

MegruMHCKHEe HIOSnNKA, B E0TODRX HCNONb3YETCA MUWEpO-
MBWHHE ¥ MAEPOSNEETPOMELaHWYBCENE CACTEMBI

MeaaruMHCKHe Hi0enus, codepHaiiHe HaHoMaTepHan

MegMUWHCKHE HATENHA, B KOTOPEIX MCNONB3YOTCA Gwono-
rMHECKH SKTHEHLIE NOKPLITHR MUNKW MATEPHANE, KOTORBIE
NOMHOCTEH WK Bonbwel vacTen abcopbupyoToa opra-
HEZMOM

TexHONIrMW NPOM3B0ACTE ME QUUHHCKME HAgend i

OEnacTe TAXHHMBCEAL IHARNAA

ToHEONNEHOYHEA W TONCTONNEHOMHARA TEXHONOM WA

TexHONOrMK NPOMIB0OCTEA MEKDOINSETROH KA

TexHONOrMM NPOMIE0OCTES MEKDOMAEL WH

Mpoyeco acentiqieckod oBpaBoTrm

MeToAbl CEEPEM

TexHONOrMH NPOWZE0OCTES KE PEaMKEA W 30Nb-renegew s MaTepHanoa

TexHONOTMK NPOWIBOACTES © MCNONBI0OBAHHEM nondMepos {NpectcoBaHWEa, NUTEE NOY JEBNEHKMEM A NPO4. )

TexHONOrMK NPOWIE0OCTES METANNE {oTnHBeEa, QopMOEEHWE, TEpMHYECKAR Df‘pﬁﬂlﬂThE W Npo. |

TexHONOTMM NPOWIE0ACTES TEKCTHNA W BONOKHA, NNeTEHHa

Cnocole ynakoBkM
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Cneunanexbe 0SNACTH TEXHUYECKHXY AHAHRI

OBnacTs TEXHASECKMY IHAHKHA

MeToow cTEPMNHIALMA W WX BANMSAYKA

I'.1|-u:|:-{:|h'-|-mn|:|'|.1n W EOHTRONE Buonorusecoh HANeYIEM

EMOCOBMECTHMOCTE M 88 OUSHEa

OBpafoTHE YHCTLIX NOMEWLBHWA

MOHWTOP®HT DEpYEAKLWER CREAE! W KOHTPOME

TexHOMND MM WaxosKd

MeTogw TECTAPOBAHHEA HE cralfunsHocTe

MeToow MeHeg®mMEHTa pUCKa

MeToow OHHCTEM W Oe3nHE KLY

OyeHuBEaHWe BHoONOTMMECKOND BeRCTEWA MEOWUMHCKUY W30EnWA

KN#HHHECRAR DUEHEE MEQHUWHCEWYE HAOenHd

E".-,E HUBSHHE (PUINHSCHOND W X MANECKOrD ABRCTEWR MEIH UHHCEME HagaenAd

MeToow BanWABLWK NpOYBCCOR




YPDEHH- EOMMNETEHTHOCTH

Mpunomenwue B
(cnpasoyHOe)

WHpopMauMoHHaA KOMNETEHTHOCTE

rocT P 574512017

AOMUHHCTRETOPY NPOTPEMME, PYKOBOOMTENKH MPYNNL N0 8YAUTY, SY4UTORY MNK TEXHWYECKOMY SECNSpTY GNA A0c-
THHEHHA HECTXOOUMO@ KOMNSTEHTHOCTH B 3ABWCHMOCTH OT YPOEHA NERBHYHOR, yHEYHOHANEHOW W TEXHUYE CROA KOMNEe-
TEHTHOCTH @ 0T BEINOAHAEMOR WMH 6 YHEUWK TReB Y0 TCA YPOBHE KOMNSTEHTHOCTH B COOTEETGTEMH C HAEE NDHEEQEHHLIME

Tafinuuamn.

SHayaHHE Tpebyarca ¥ pOBEHE KOMASTEHTHOCTH

EpATHYECKH BARHEE HABBIKA W ZHAHHA Of@AzaTensHo 3

BamHbEe HEBEKW ¥ IHAHWA HenaTensHo 2

MonesHse HEBLIKM ¥ IHEHWA MpeanouTHTENEHD 1

YpoeH# Ba30B0A KOMNETEHTHOCTH
il L JBEMHOYATENLHDMY 3HINAIY : el

MpogeccwonansHaA 3THES 3 3 3 3
OfeaaTHEHDCTE 3 3 3 3
EpHTHHECKOE W BHANWTHYEC- 3 3 3 3
KOB MBI LLNEH#E

KoMmsmysuEafensHoCTs 2 3 3 2
OBWMTENEHOCTE 3 3 2 2
AQENTHEHOCTE 2 3 3 2
HacToluMBocTe 2 3 3 3
BHHMATENEHICTR 2 3 3 2
HafBnwaaTensHooTe 1 3 3 3

12
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YpOoBHN @YHELWOHENBHDA KOMNETEHTHOCTI

Pyropagutens rpynne no _
¥ ; AOMHHHCTPATOR MO : e TeExraaEcani
Dy HELMDHANLHAA EOMNSTEHTHOCTS ‘ AYARTYCRELHANKBET W Aygutop
NPOrpaMmMe aygAaTa IChepT
FALNOYHTENER TR AHANTHIY
WHpopMBLHMOHHBIE TEXHOMOTHK k| 3 3 2
¥MEHWE NPOBOGMTE ONPOCE 1 3 3 2
Pafiora B kOMaHge 2 3 3 3
YMEHWE PAIPEWATE KOHD NHKTES 3 3 3 2
HabBnwoarensHocTE 1 3 1 1
MuceMEHHAR FPAMOTHOCTE 1 3 2 2
MeHeQ=MEHT BpaMeHH 2 3 3 2
MeHeQEMEHT 33NUCER 3 3 2 2
BocnpMeMYWEDCTE K QRYIMM KYNETYpaM 1 3 3 3
CamocToATENEHOCTE 1 3 3 g

YPOBEHW TEXHRYESCKDA KOMNETEHTHOCTH

PysosnguTeEns Fpynn. na
Texnusecrii ¥ 3 P

T EXHAYBECKAR KOMAETEHTHOCTE AranBpTs ayauTyCNeEYnanycT no Ayantap
IAKMDHATENEHOMY AHANAAY

Perynupyiowse Tpefosanna 3 3 3
MegHuMEckde Wagenna 3 3 3
CTaHOapThi NO BYOWMTY W TEXHONOMMA BYAWTE 2 3 3
CTarmcTHHECKMA BHaMWI 1 3 3

* AQMUHUCTPETOPLI N0 NPOrpaMMe BYOWTE OONHHE WMETs TEXHWYECKWA ypoBaHb KOMNETEHTHICTH 1 B NONWTHEE U
npoyeaypas ay MTGPCEOR ORrEHM3ALMM, B OLEHKD 38AEBKM, ONpE0ENEHAW HEO GxoaMMoR BOMNETEHTHOCTM Meynne No ayom-
TY, DTEL‘IP}' MMeHoB NEYNNBE MO 8YORTY, &8 TREHE ONPpegenesHdd Npo0oHNTENbHOCTH 8y QWTa.

" TexHdYeckMA AECNEPT 4O0NEEH WMETh YPOEEHL 3 N0 TEXHWYECHDA KOMNETEHTHOGTH B CEOEA ofnacTi SHEHHA.
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MpunoxeHne QA
(cnpasoYHoe)

CBaAaHHA O COOTHATCTEMN CObLINOYHLIX MEMOYHAPOAHLDL CTAHAAPTON
M OOKYMEHTOR HALWOHANLHLIM W MEXIOCYAAPCTREHHLIM CTAHAADTAM

TaBnuwya OA.1

OBoIsANEHNE CORNOYHINT
MERQYHAPOAHON CTANAARTA W
AOKyHEHTA

Crenens
ConThE TETRHA

DErInavsHBE 0 HIHMEHOBAHNE CODTRET CTEYDUEND HlMoHANLHOra
W MERTECYOAFITEEHHETD CTaH O ERT

GHTFSGUNTE:2012

IS0 9000:2015 o7 FOCT P WCO 9000—2015 «Cucremsl MEHEOHMEHTAE KEYECTEA.
DICHOBHEIE NONOHEHWA W CNOEADED

ISOAEC 17000:2004 10T FOCT ISONEC 17000—2012 aOueHka cooTeeTcTeMA. CnoBaps W
ofune NPUHLMNES

ISOAEC 17021-1:2015 - .

ISOAEC TS 17021-3:2013 10T FOCT P 56853—2016 «Oyexka cooTeeTCTEMA. TpedoBaHNA K Opra-

HEM, NPOEOOALLMM S¥ANT M CEPTHQMKAL MY CHCTEM MaHeIKMaHTa.
YacTe 3. TFI-EE-I:IEEHH:H KEZMNaETEHTHOCTH 4NA NpoEe0eHRMA BYIWTa A
CEpTHHEILMA CHOTEM MEHEIMMEHTa Ka4aCTRa

BETCTAEMA CTAHLAQTOA!

* CooTRETETEYHLHA HAUWOHENEHER CTAHAAPT oTeyTeTEyeT. [0 810 NPUHATHA PEKCMEHOYETCR MCNONE3088TE Ne-
pESOM HE PYCCHMA RIBK QEHHOMD MEELYHEPOLHOMD O0CYMEHTE.

n pHMEYAHWE— B HacToAwed TaBnuue MCNoNe3I0BEHO cneayujes yonoaHre ofoiHaveH#we CTENEHW CoOT-

- IDT — woesTHYHEIA cTAHQapPT.
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