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MpepucnoBue

1 MOAMOTOBJIEH O6wectBom ¢ orpaHu4yeHHon oTBeTcTBeHHocTb « MEOWUTECT» (OO0 «MEOWN-
TECT») Ha ocHOBe CODCTBEHHOIO NepeBofa Ha PYCCKMIA A3bIK aHIMOSA3LIMHON BEPCUM [OKYMEHTa, yKa3aHHoro
B NyHKTe 4

2 BHECEH TexHu4eckum KoMWUTeTOM no ctaHgaptuzauum TK 436 «MeHemkMeHT KadecTBa 1 oblime
acnekTbl MEOWULIMHCKUX M3O0ENnUA»

3 YTBEPXXOEH W BBEOEH B OEWCTBWE MMpukasom denepansHOro areHTcTBa no TEXHUYECKOMY
perynvpoBaHuio u metponorum ot 3 mapta 2026 r. Ne 182-ct

4 HacTosiuii cTaHnapT SBnseTcs MoAMMULIMPOBaAHHBLIM MO OTHOLLEHWIO K AOKYMEHTY MexayHapogHoro
chopyma perynatopoB MeaUUMHCKUX 3nenuin « TpeboBaHUs K KOMNETEHTHOCTU 1 0ByYeHnIo ANSa ayauToOpPCKuX
opranmnzaumin» [IMDRF/MDSAP WG/N4FINAL:2021 (Edition 2) «Competence and Training Requirements for
Auditing Organizations», MOD] nyTemM nameHeHnss oTAenbHbIX pas, CCbIIOK, KOTOPbIe BbiOENeHbl B TEKCTE
KYPCWMBOM, a TaKXe NyTem U3MEeHEHWS ero CTPYKTYpbl Ans NPUBEAEHUS B COOTBETCTBUE C NpaBunamMu, ycra-
HoBrneHHbIMK B TOCT 1.5—2001 (nogpazgens! 4.2 1 4.3).

CBeeHnA 0 COOTBETCTBUN CCbINOYHBIX HAUMOHAasbHbIX CTaHAapTOB MEXAYHapOa4HbLIM CTaHgapTam, uc-
NONb30BaHHLIM B KAYECTBE CChINOYHBLIX B MPUMEHEHHOM MEXOYHApPOAHOM AOKYMeHTe, NpuBefeHsl B 4OMNor-
HUTENbHOM NpunoxeHun JA.

ConocTtaBneHue CTPYKTYpbl HAacTOsALWEro cTaHaapTa Co CTPYKTYPOM NMPUMEHEHHOro B HEM AOKYMeHTa
npyvBedeHo B OONONHUTENLHOM npunoxeHun 6

5 BBAMEH roCT P 57451—2017

lMpasuna npumeHeHuss Hacmosauweao cmaHdapma ycmaHoeneHs! 8 cmamse 26 ®edeparnibHO20 3aKoHa
om 29 uroHa 2015 a. Ne 162-03 «O cmaHdapmusayuu 8 Pocculickoli @edepauuur». MHopmayus ob us-
MeHeHUSIX K Hacmosuwemy cmaHdapmy nybnukyemcsi 8 exxe200HOM (10 cOCMOsIHUK Ha 1 AH8aps mekyuezo
200a) uHgopmayuoHHOM ykazamene «HauyuoHanbHeie cmaHdapmel», a oghuyuanbHbIL MEeKCm U3MeHeHUl
U rnornpaeoK — 8 exeMecs4yHOM UHGOpMauUOHHOM ykasamerne «HayuoHanbHble cmaHOapmebl». B criyqae
nepecMompa (3ameHbi) UNU OMMeHb! Hacmosawe2o cmaHdapma coomsemcmeytoujee ygedomneHue bydem
onybnukogaHo 8 bruxalwem 6biMyCKe eXeMEecssHHO20 UHEOPMAayUOHHO20 ykasamens «HauyuoHarnbHbie
cmaHdapmbi». Coomsemcmeyowas UHhopmayus, yeedomieHue U meKcmbsl pa3Meluaromesi makxe 8 UH-
ghopmayuoHHoU cucmeme obuiez0 nosb308aHuUs — Ha oghuyuansHoM calime @edeparnbHo20 azeHmcmea o
MEexXHUYeCcKOMy pezynuposaHuro u Memponozuu e cemu MiumepHem (www.rst.gov.ru)

© Odopmnerune. OIrBY «MHcTuTyT cTangapTusauumny, 2026

HacTrosLuit cTaHAapT He MOXKET ObITb MOMHOCTLIO UM YACTUYHO BOCMPOM3BEAEH, TUPaXMPOBaH U pac-
npocTpaHeH B kKadecTse oduumansHoro usgaHus 6es paspelueHus ®efepanbHOro areHTCTBa Mo TeXHWUYe-
CKOMY PEryriMpoBaHuio 1 METPOMOriK
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BBeageHue

Hactosiwmin ctaHgapT SABNSETcs OOHMM M3 Cepun OOKYMEHTOoB, paspaboTaHHbix MexayHapoaHbiM
cdhopymMoM perynsaTopoB MeauumHckux usaenuii (International Medical Device Regulators Forum, IMDRF) ¢
Lenbo BHEOPEHUS KOHUEMNLUMWM e0UHOro ayamTa narotoeuTtenei meguumHckx nagenuii (Medical Device Single
Audit Program, MDSAP). [1sa gokymenta — IMDRF/MDSAP WG/N3 1 IMDRF/MDSAP WG/N4 — gononHsoT
apyr gpyra. OHW HanpaeneHbl Ha ycTaHoBneHwe TpeboBaHWi K ayguMTOPCKUM opraHM3auusM M oTaenbHbIM
3KCnepTaMm, BbIMOMHSALWNUM ayauTel H2 COOTBETCTBME PErynmpyrlwmMm TpeboBaHusaM U WHble npoueaypbl B
pamKax 3aKkoHOOAaTENbCTBA B OTHOLUEHUN MEOMLMHCKUX M3OENUA, a TAKKe NPOYUX PEryNMPYIOLLMX NONOXEHUA
M NpeanMcaHyin B COOTBETCTBYHOLLEN 0bnacTu pucamkumm.

[ea pononHutenesHbix gokymeHTa — IMDRF/MDSAP WG/N5 n IMDRF/MDSAP WG/N6 — Taikke go-
nonHsT Apyr Apyra. OHW ycTaHaeBnNneaoT TpeboBaHMs K perynupyroLumM opraHaM 1 X 3KcnepTam B OTHOLLE-
HMW TOro, Kak OHW ByadyT OLEeHMBaTL COOTBETCTBME ayAMTOPCKUX OpraHu3aumii TpeboBaHUsM, YyCTaHOBNEHHbIM
B AokymeHTax IMDRF/MDSAP WG/N3 n IMDRF/MDSAP WG/N4.

B pononHenne pokymeHt IMDRF/MDSAP/WG/N11 onpegenaeT MeToq «rpagaunn» HeCOOTBETCTBUN B
pesynbTaTte OUEHKN ayauTOPCKMX OpraHM3aLMii CoO CTOPOHLI PErYNUPYIOLLMX OPraHoB, a Takke Kakum obpasom
AOKYMEHTUPOBAaTE MPOLLECC MPUHATUSA PELUEHW B OTHOLUEHUM YNONHOMOUYMBAHUS aygUTOPCKUX OpraHn3aLmnii
MINN OTMEHbI TAKOro YNMONHOMOYMBAHMWS.

Llensto HacTosAwero ctaHaapTa ABNseTca onpegeneHve TpeboBaHWiA K KOMMNETEHTHOCTM U 0DYYEeHWIo,
KOTOpble OOMKHEI BbiTe NPO4EMOHCTPUPOBAHLI U NOSOEPKUBATLCA YNONMHOMOYEHHEIMW aygUTOPCKUMKN opra-
HU3aUWsAMK 0118 NepcoHana, Y4acTBYHOLEro B ayauTax M3roToBUTENen MeguUMHCKUX M3OeNUii U MPUHATAM
peLleHnin. Perynvpyrowmin opraHd, ynonHOMOYMBLUWIA ayauTOPCKYI0 OpraHn3aumio, He JOMmKeH KBanupuuyupo-
BaTb, O400PSATE MMM MHBIM 0BPAa30M aTTECTOBLIBATL UMW NULEH3MPOBaTL ayaAUTOPOB.

TpeboBaHusa, cogepkallMecs B HACTOSLEM CTan4apTe, NpegHa3HaqYeHbl Ans nepcoHana, y4acTBytoLle-
ro B ayaurax, a Takke nepcoHana, npMHUMatoLero oOkoHYaTeNbHOe PeLleHne No pesyrnsratam ayauTa u3roto-
BUTENEN MEQULMHCKUX U3OENUA HA COOTBETCTBUE PEryNUPYOLLMM TpeboBaHUAM, M BKNKOYAKT B cebs:

- ONpefeneHne 3HaHWW, HaBbIKOB U XapakTEPUCTUK;

- KPUTEPUU PasNUYHbIX CTEMNEHEN KOMNETEHTHOCTU Ha OCHOBE POSen B ayautax U yHKLWAX NPUHATUA
peLLeHun;

- MOMOLLb B OLEHKE U PasBUTUN;

- NpefocTaBneHWe OCHOBLI ANS onpeaeneHuns notpebHocTein B 0byyYeHnu.
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HALUMWOHANBbHBLIU CTAHOAPT POCCUMUUCKON ®OEOEPALUMU

W3penua meguuMHCcKue

CUCTEMA MEHEOXMEHTA KAYECTBA

TpeﬁDBaHMﬂ K KOMNEeTeHTHOCTU U noaaepXXaHUK KOMNeTeHTHOCTU ANA ayOUTOPCKUX opraHuaauuﬁ,
ocyuwiecTBNAKOWKUX aygnuT M3roToBUTENen MegQULMHCKMX U3genun B Uensx perynmpoBaHuna

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

1 O6nacTtb NpUMEeHeHUsA

Oata eBegeHusa — 2026—12—01

HacToAwuin cTaHgapT NPUMEHUM K YNOMHOMOYEHHBIM PEryNUpYIOLLMM OpraHoM ayauTOPCKUM OpraHu-
3aUMAM, KOTOPbIE NPOBOASAT ayauThl N3rOTOBUTENER MEOMLIMHCKMX U3Oenwid ans uenen perynuposarHus. Co-
GrioaeHNe 1 BbINOMHEeHWe TpeBoBaHUI HACTOALLEro CTaHaapTa MOMOrYT CHU3WTb PUCK NMOSIBNEHUA NPOTUBO-
PEYMBLIX WM Hepe3ynbTaTUBHBLIX OLIEHOK WU3roToBuTenei, obecrnednmBas HeoBXOOUMY MPUBEPKEHHOCTb,
KOMMETEHTHOCTb, OMbIT 1 MOArOTOBKY NepcoHana ayauTOpCKOW opraHvM3auuu nepea npoBedeHreM ayauta

UKW OCyLUeCTBNeHWeM (PYHKLMM NPUHATUS PeLUeHNs.

CDYHKLWII/I ayaUTOPCKOW OpraHn3aumu, BKITHOYEHHbIE B obnacTtb NnPUMeHeHWA HacToAwero cradgapTa, a
Takxe pacnpegeneHne oTBETCTBEHHOCTU NpeacTaBrieHbl B Tabnuue 1.

Ta6nuuya 1— OyHKLMA W PONK NepPCcoHana ayaMTOPCKON opraHu3aumm

DyHKUMK

Ponk B ayaute

DYHKUMU NPUHATUSA PELLEHWI

YcTaHoBneHne Kputepues Keanudukaumm n npeqo-
CTaBneHve NONHOMOYMIA ApYyromy nepcoHany ans
BbINOMHEHUS KOHKPETHBIX BUAOB AEATENBHOCTH,
CBA3aHHbIX C cepTudmnKkaumen

He npumenumo

[Mepconan, oueHuBaKOLWMA
KOMMETEHTHOCTb NepcoHana

PaccmoTpeHve 3asBKWU N3roToBUTENS!, YTOBLI onpe-
[enuTb TpeByemyio KOMNETEHTHOCTb ayaMTOPCKOM
rpynnel, BbIGpaTh YNEHOB ayAMTOPCKON rpynmb K
YCTAHOBWTL NPOAOMKUTENBHOCTL ayauTa

He npnmeHumMo

[MepcoHan, ynpasnsawoLwmin
nporpaMmMow ayauta

OueHnBaHWe CUCTEMBI MEHEKMEHTA KavecTBa

PykoBogutens ayouTop-
CKOW rpynnel/aygutop™

He npumeHumo

OueHKa TEXHONOrMI, CBA3aHHLIX C NPOAYKUMen/
MPOLIECCOM (B CNyYasX, KOrga HazHa4yeHHbI pyKOBO-
OWTenNb ayaouTOPCKOM rpynnbl/ayaMTop He obnagaet
KBanugukaumen B NpUMeHAEMON TEXHONOMN)

TexHW4eckmin akcnepT

He npumeHumo

OueHuBaHWe TeXHUHECKON AOKyMeHTauun

PykosoguTene ayouTop-
Ckol rpynnei/ayanTtop/
TEeXHWYEeCKUiA akcnepT**

He npumeHumo

WzpaHue ocpmumnansHoe
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OkoHyaHue mabnuyst 1

DyHKUMK Pons B ayaute DYHKLMW NPUHATAR PeLUeHni

OueHuvBaHue perynupyiowmx Tpebosanuii Pykoeogutene ayauTop- He npumeHumo
CKOW rpynnel/ayguTtop/
TEXHUYECKUIA BKCNepT™™*

PaccmoTpeHve ayauTopckux ot4eToB Ans obocHoBa- He npumeHumo [Nepconan, ocylwecTBNsALWMIA

HWA peLleHnii o cepTudurkaumum aHanwa oT4eToB No ayanTy

1 NPUHUMAKLLMIA peLLeHne
0 cepTudmKaLmm

* Ksanudukauma B TEXHONOMMAX, CBA3aHHbIX C Npoaykuuvei/npoueccaMu, y4acTue B NpoBepseMon AesTenbHO-
CTU (CM. NpUnoxeHne A — 3HaHWe NPOVN3BOACTBEHHBLIX TEXHOMOMMIA N AONONHUTENBHBIX TEM, ECMIN NPUMEHUMO).

** Keanudmkauma B TEXHOMOrMAX, CBSA3aHHbIX C NpoaykuMen/npoueccamu, NpUMeHMMbIMU K obnacTtv ayauTa
MEAMLIMHCKUX U3AenuWii (CM. NpunoxeHue A — 3HaHne 0bnact MeguUMHCKUX W3AENWiA M AOMOMHUTENBbHBIX TEM, eCru
NPUMEHUMO).

*** KBanudurkauns 3HaHWA KOHKPETHLIX perynupytowmx Tpebosanmi B obnactu ayauTa (cm. 7.1).

2 HopmaTuBHbIEe CCLINKK

B HacToslLem cTaHOapTe UCNonb30BaHbl HOPMATUBHLIE CCbISIKM HA CNeaywme cTaHaapThl:

FOCT ISO 13485 Uzdenus meduyuHekue. Cucmembi MeEHEOXMEHMa kadecmea. TpebosaHus 0ns yenel
peaynuposaHus

FOCT ISO 14971 H3denus meduyuHckue. lNMpumeHeHue MeHedXMeHmMa pucka K MeQUUUHCKUM Uu3denusm

FOCT P UCO/M3K 17021-3 OueHka cooTBeTcTBUA. TpeboBaHus K opraHam, NpoBoasALLMM ayauT U cep-
TUhmKaumio cuctem MeHemkmeHTa. YacTte 3. TpeboBaHWsA K KOMNETEHTHOCTM ANA NPOBeAEeHUs ayauTa u cep-
TUUKALMKM CUCTEM MEHEIXKMEHTA KadecTBa

OCT P MCO 9001 Cucmembl meHedxmeHma kadecmea. TpebosaHus

MpumevyaHue — [lpu NONL30BAHWWU HACTOSILLUM CTAHAAPTOM LienecoobpasHo NpoBepuTb AeNCTBUE CCbINoY-
HbIX CTaHOapTOB B MHOPMALMOHHON cucTeMe 06LLero nonb3oBaHnsa — Ha oduumansHom cainte PegepansHOro areHT-
CTBa NO TEXHWYECKOMY PErynMpoBaHWIO U METPONOTMK B CeTU VIHTEpHET MK No exerogHoMy MHhopMaLMoOHHOMY yKasa-
Tento «HaunoHanbHble CTaHOAPTbI», KOTOPLIA ONyGNUMKOBaH MO COCTOSIHUIO Ha 1 siHBapA TEKYLWEero roga, W rno Bbinyckam
eXeMecAa4YHOro MHOPMaLMOHHOTO Ykasdatens «HaumoHaneHble cTaHaapTbl» 3a Tekylwuia rod. Ecnun 3ameHeH cCbinoYHbIn
CTaHdapT, Ha KOTOpbIM JaHa HedaTWpOBaHHAaA CCbiNKa, TO PEKOMeHOYeTCH WMCMoNb3oBaTk OENCTBYHOLLYI0 BEPCUIO 3TOMO
cTaHAapTa € Y4eTOM BCEX BHECEHHbLIX B AaHHYK BEPCUID M3MEHEHWIA. Ecnv 3amMeHeH CCbINoYHbIN CTaHAapT, HA KOTOPbIA
AaHa gaTupoBaHHasA CCbifika, TO PEKOMeHAYeTCHA MCNONb30BaTh BEPCUI0 3TOr0 CTaHAapTa C yKka3aHHbIM Bbille rogom yT-
BepxaeHusa (npuHATKUA). Ecnn nocne yTBep)OeHWA HACTOSALIEero cTaHAapTa B CCbiNOYHbLIA CTaHAAPT, Ha KOTOPLIA AaHa
[aTUpoOBaHHas CChbifKa, BHECEHO M3MEHEHWe, 3aTparMBatoLLee NonoXeHne, Ha KOTOPOoe [aHa CChifka, TO 3T0 NonoXeHue
pEKOMEHAYETCA NPUMEHATE Be3 yyeTa 4aHHOro M3MeHeHusA. Ecnv cebinoyHbIv cTaHaapT oTMeHeH 6e3 3amMeHbl, To nono-
XeHune, B KOTOPOM JaHa CCbifika Ha Hero, pekoMeHayeTcsl NPUMeHAThb B YacTW, He 3aTparnBatoLlLen 3Ty CCbINKY.

3 TepMuHbI u onpedeneHus

B Hacmosiwem cmaHdapme rnpuMeHeHsb! cneayfomue mepmMuHbl ¢ coomeemcmesytowumu onpede-
neHusamMu:
T

ayauT (audit): Cuctematuyeckmin, He3aBUCUMbIN M AOKYMEHTUPOBaHHbLIN NPOLECC NOMy4YeHWUs 3anvcen,
hrKkcMpoBaHns hakToB MMM APYrOA COOTBETCTBYHLLEN MHOopMaLMu U MX OOBLEKTUBHOMO OLEHUBAHWSA C
Lenblo YyCTaHOBMNEHWS CTENEHWN BLINOMHEHWA 3a4aHHbIX TpeboBaHMA.

[FOCT ISO/IEC 17000—2012, cmambs 4.4]

3.2 ayautopckasa opraHusaums (auditing organization): OpraHusauus, npoeogswas ayouT U3roToBu-
TENS MeAWULUMHCKOro M3denunsi Ha CcOooTBeTCTBME TpeboBaHMAM CUCTEMbl MEHEKMeHTa KadecTBa U Apyrum
NPUMEHUMBIM PerynupyroLLMm TpeGoBaHUSAM B OTHOLLEHUN MEQVULMHCKOIO U3genus.

MpumevaHue — AyauTOpcKas opraHW3auns MOXeT BbiTb Kak HE3aBUCMMOKN OpraHvW3aumen, Tak U camum pe-
TYNVPYHOLLIAM OpraHOM, KOTOPbIM NPOBOAMT ayauThbl Ha COOTBETCTBUE PErynvMpyHLWMM TpeboBaHUAM.

2




FOCT P 57451—2026

33

aygutop (auditor): Jluuo, obnagarowee NOATBEPXKAEHHBIMU NUYHLIMK KauyeCTBaMM WM KOMMETEHT-
HOCTbIO AN\ NpoBedeHus ayguTa.
[AdanmuposaHo uz NOCT P MCO 9001—2015, cmames 3.13.15]

3.4

KomneTeHTHOCTL (competence): CnocobHOCTb NPUMEHSATE 3HAHWA U HaBbIKWM 4N8 OOCTUXKEHWA HaMe-
YEHHbIX pe3ynLTaTos.
[TOCT P UCO 9001—2015, cmames 3.10.4]

3.5 nepcoHan, oueHMBaKOLWLNIA KOMMETEHTHOCTL NepcoHana (competence qualifier): Jlnua, ocyliect-
BMSOLIME cregyolume Buabl AeATenbHOCTU:

- MpoLecc onpefeneHus KpUTepueB KOMMNETEHTHOCTW ANA NepcoHana, y4acTBYKLEro B ynpaeneHuu
ayouTamu, NpoBedeHUn ayauToR U OCYLLECTBNEHUM MEPONPUATUA, CBA3aHHBIX C cepTuduKaLlmen;

- MpOLIeCChl NepBOHaYanbHOW OLEHKM KOMNETEHTHOCTU M MOCTOAHHOMO MOHUTOPWHIE KOMMETEHTHOCTM 1
3ahhekTUBHOCTK paboThl BCEro NnepcoHana, y4acTBYHOLWEro B yNpasieHn ayautamv U NpoBeaeHn ayauToB U
OPYTUX MeponpuaTUiA, CBA3aHHLIX C CepTUdMKaLMen, NpUMeHasa onpeaeneHHbIe KpUTEPUN KOMNETEHTHOCTH.

3.6 nepcoHan, ocyLWecTBNAILWMWA aHanM3 oT4YeTOB NO ayaAuTy U NPUHMMAIOLLIUNA peLueHne o cep-
Tucukauyuum (final reviewer): OnbITHBIA ayauTop, He NPUHUMABLUMIA y4acTUA B paccMaTpuBaeMoM ayauTe,
KOTOpPbI MPOBOAUT aHann3 pesynsLTaTtoB ayauTa U MOXET MPUHYMAaTh peLleHnst O cepTudmrKaumnm.

3.7 pykoBoauTent ayautTopckon rpynnel (lead auditor): Jluuo, oTBeTCcTBEHHOE 3a PYKOBOACTBO ayau-
TOPCKOW rpynmnon.

MpumMevyaHue — [laHHOE NULO PYKOBOOWT ayaAUTOPCKOM rpynmnoid, paspabaTteiBaeT NnaH ayauTa, NpoBOAUT He-
0bx0aMMblE COBELLAHNSA, CBA3AHHLIE C ayAMTOM, a Takke aHanuanpyeT 1 npeactasnsaet oduumansHbii oT4eT 06 ayauTe.

3.8 nepcoHan, ynpaensrLWmWi nporpammoil ayauta (program administrator): Iuuo, koTopoe nposo-
OWT pacCMOTpeHuWe 3asBKW Ha ayauT Ang onpegeneHns TpeboBaHWin K KOMNETEHTHOCTY ayAMTOPCKORN rpynnkbl,
Bbl6MpaeT 4yneHoB aynmopcxoﬁ rpynnbel U yCTaHaeBMBaeT NMpPOOOIMKUTENbHOCTbL aygnTa.

3.9 perynupyrowmii opran (regulatory authority): NocynapcreeHHoe yupexaeHwe, KOTOpoe YMosHO-
MO4YEHO Ha 3aKOHOOATENbHOM YPOBHE KOHTPOMMPOBATE MPUMEHEHWE UMW NPOAaXKy MeOQULNHCKUX M30enuin B
pamMKax cBoen HPUCOUKLUMN N MOXET NPUHUMAaTL MepbI BO:B,E[GIﬁCTBMH C uenb obecneyeHuns TOro, 4TO Megu-
LMHCK1e M3aenus, NpodaBaemMble Ha pbiHKe Nog WX pPUCOMKLUMER, COOTBETCTBYIOT TpeboBaHusAM 3akoHoada-
TenbCTBA.

MpumevaHue — Cm.[1].

3.10 TexHn4eckasa gokymeHTaums (technical documentation): [JokymeHTMpOBRaHHbIE JOKA3aTENbLCTRA,
06bIYHO ABNAKLLMECA pe3ynbTaTtoM paboThl CUCTEMbI MEHEKMEHTA Ka4ecTBa, KOTopble AEMOHCTPUPYIOT CO-
oTBeTCTBME 1U3aennda OCHOBHbIM NpUHUMNam 6esonacHocTU K qDyHKLI,VIOHaJ'IbHOCTM MegULUMHCKNX wa,qenmﬁ.

MpumevaHue — Cm. [1]u[2].
3.1

TexHu4eckun akcnepT (technical expert): Iluuo, NnpegocTaensatoLLee ayquUTOPCKOR rpynne cneunanbs-
Hble 3HAHWS UMK ONbIT B OTHOLUEHWW OpPraHM3auMu, NPoOyKUWMW, npouecca WM AesATenbHOCTW, a Takke
perynvpytowlee TpeboBaHuns, nognexalime ayauTy.

[Adanmuposaro u3 FOCT P MCO/MOBK 17021-1—2017, nyHkm 3.14]

4 0b6sA3aHHOCTU

Ay,D,MTOpCKaFI OopraHmM3auuna HeceT OTBETCTBEHHOCTL 3a CGOp 1 COXpaHeHue CBMOeTenbCTB, AEMOHCTPU-
PYRLWKUX, 4TO nepcoHan, y‘-IaCTByIOLI.IMIﬁ B ayJII,VITOpCKOI;I AeATenbHOCTU, COOTBETCTBYET TpeGOBaHMHM K KOMMe-
TEHTHOCTW U NOAAEPXaHWUKO KOMMNETEHTHOCTH, YCTAHOBNEHHBIM B HACTOALLEM CTaHOapTe.

Ay,D,I/ITOpCKaF! opraHM3auusa OorxHa MMeTb OJOKYMEHTUPOBAHHLIE npouenypbl:

- Aand nepBOHaqaanoﬁ KBaJ‘IMdDVIKaLMI/I nepcoHana (B COOTBETCTBUW C YCTAHOBMNEHHbLIMW B HACTOALLEM
CTaHaapTe Tpe6OBaHMﬂMM), y4acTBYHLLErND B aygUTOPCKON AEATENbHOCTW, Ha OCHOBE NPOAEMOHCTPUPOBaH-
HOW KOMMETEHTHOCTU;
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- obecneveHuns Toro, 4ToObl KOMNETEHTHOCTL NepcoHana, y4acTBYIOLWEro B ayAUTOPCKON AeATenbHo-
CTW, NOALEepKMBanachk Ha NOCTOSIHHOM OCHOBE;

- NpefocTaBneHus NEPCoHany COOTBETCTBYIOLLEN NOAAEPHKN N PECYPCOB, NPWU HEOBX0AUMMOCTH;

- BefeHus 3anucei ob 3TOW AeATEeNbHOCTU, BKMOYas MOANMCAaHHLIM KOOeKC AeATenbHocTu (cMm. [3],
7.1.6) ons kaxgoro Nuua, y4acTBYHOLLENO B NPOLECCe ayavTa U3roToBUTeNnein MeanUMHCKUX U3Aennii B Lensx
perynupoBaHus. AyaMTOpbI-CTaXepPbl MOMYT y4acTBOBaTb B ayaMTe NpuU YCNoBUW, YTO OHW ByayT NpoBoauTb
ayauT noa HabnwaeHnemM pyKoBoOWUTENS ayQuTOPCKOM rpynmbl.

Mpouecchl ayouTopcKO opraHn3aLmu No YCTaHOBNEHWKD U NOAAEPKAHWUIO KOMNETEHTHOCTH NepCoHana,
YYaCTBYHOLLEro B ayAMTOPCKON AEATENBHOCTH, NOANENAT OLEHKe CO CTOPOHBbI YNONHOMOYMBLLEID €€ perynu-
pYHOLLEro opraHa.

Mo 3anpocy ynonHOMOYMBLUETO PErynupyrLLEro opraHa ayguTOPCKWE OpraHu3auMv OOMKHbI Npefo-
CTaBNsATb 0OpaTHYO CBA3b O CBOEM ONbITE B OTHOLIEHUWM TPeBoBaHWIA K KOMNETEHTHOCTW NepcoHana, yda-
CTBYIOLLETO B ayAUTOPCKOW OeATENBHOCTH, C LEMbI0 YTOYHEHWUS KPUTEPUEB KOMNETEHTHOCTK M TpeboBaHWI K
oby4yeHuto.

5 MNpuBepKeHHOCTb GEeCnpPUCTPACTHOCTU U KOH(pMAEHLNANbHOCTH

Kaxxgoe nuuo, yyacTBylollee B ayAUTOPCKOM AeATENBHOCTU, AOMKHO NOANMCATL KOLEKC AeATENbHOCTU
(cm. [3], 7.1.6) n packpbITb NbBble NOTEHUMANbHbLIE KOHGNMUKTHI MHTEPECOB, BKMNHOYaa NpeablgyLLy CBA3b
C NPOW3BOOUTENEM UMK €ro NepcoHanomM. AyauTopckas opraHusauns OoMmKHa BHEAPUTL COOTBETCTBYIOLUNE
Mepbl 4NS yNpaeneHust npeanonaraemsiMy Unu pakTnyeckuMmm KoHIMKTamMm MHTEPECOB,

6 TPGGOBaHMH K nepBoHa4YanbHOMY YPOBHIO NOArOTOBKU

AyauTopckas opraHusaumns AomkHa NpUMeHATL COBCTBEHHbIE Npoueaypsl 4N oduumansHoro seibopa,
0byyeHus n ogobpeHus nepcoHana, y4acTByloLero B ayantax u yHKUMAX NPUHATAA peLLeHnid, MCNonb3ys
TpeboBaHWsA 1 KPUTEPUK, YCTAHOBIEHHBIE B HACTOSLLEM CTaHAapTe.

Hwxke npuBeaeHbl nepBoHavanksHele TpeboBaHus kK 06pasoBaHUIo, OMbITY U KOMNETEHTHOCTW, KOTOpbIe
AOMKHBI ObITb NPOAEMOHCTPUPOBAaHLI U NOAAEPKMBATLCA NEPCOHANOM, YHaCcTBYOLMM B ayauTax u (yHKLMUSX
NPUHATUA PEeLLUEeHUIA.

6.1 Heo6xoaumoe obpazoBaHue

PykosoguTtenn ayguTopckux rpynn, ayauTopbl M NepcoHan, ocyLwecTBNALWniA aHann3 oT4eToB no ay-
AWTY 1 NPUHUMAILLKMIA pelleHne o cepTudmKaummn, TEXHUYECKNe SKCMepTbl U NepcoHan, OLeHWBaoLWMWIA KOM-
NEeTEHTHOCTb NepcoHana, AoMKHbEl MMETL Bbicllee obpasoBaHne B 06nacTv MeanUMHbl, HayKu UK TEXHUKA.
MpegnoyTuTenbHbIE CNeuWansHOCT BKIHOYAKOT, Hanpumep:

- Bronorunio;

- MUKpoBUonoruio;

- XUMUHKD;

- Buoxmmuio;

- KOMMbIOTEPHBIE annapaTHbie U NPorpaMmmHbIe TEXHONOMMK;

- MaTepuvanoBsegeHue,;

- VIHXEHEPUWIO — 3MNEKTPUYHECKYI0, MEXaHUYECKYH, BMOMEeOULIMHCKYIO, KNMHNYECKYHD, BUOUHXEeHepHUIo;

- (hM3MONOrUI0 YenoBeka;

- MeguLUUHY;
dapmaueBTHKY;
hmanky 1 Guodpmanky.

MepcoHan, ynpaensoLwmin NporpaMmoi ayauta, AOMKeH UMETb, Kak MUHUMYM, cpeqHee obpazoBaHue.

O6nacTe NONy4eHHbIX 3HaHWIA, COOTBETCTBYIOLUMX BbiCLLEMY 0Bpa3oBaHuMio, JOMKHA ObiTe NEpBUYHON
OCHOBOW AN KBanMduKaumm B TEXHUYECKMX obnactax. JonycTuMa AeMOHCTpaLUus 3KBUBaNEHTHLIX 3HaHUIA
M HaBbIKOB B MCKMKYWUTENBHBIX CnyYyaax. AyaMTopckas opraHv3auuns AomkHa o60CHOBLIBATE M JOKYMEHTUPO-
BaTb NPUHVHBI NMPUHATAS ansTepHaTVBHBLIX TpeboBaHWM K 0Bpa3oBaHuto.
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6.2 Tpebyemeiit onbIT

MoTeHuManbHbLIE PYKOBOAWTENW ayAUTOPCKUX rPYNM, ayauMTopkl M NepcoHarn, OCyLUeCTBNAOLMA aHanu3
OTYETOB MO ayaUTY M NPUHUMAIOLWNIA peLLeHne O cepTUMKaLMM, TEXHUHECKUE IKCNEePThl, NepPCoHan, oueHu-
BaOLLMIA KOMNETEHTHOCTE MepcoHana, u nepcoHarn, ynpaensiowmin NporpaMmmon ayauTa, AOMKHbBI UMETb BO3-
MOXHOCTb NPOAEMOHCTPUPOBATL AOCTATOMHbIA OMbIT, MOATBEPKAAMLLMA HEOBXOAUMBIE 3HAHWA W HABbLIKK NS
YCMNEeLHOro BbINOMHEHWUS NOCTaBMNEeHHbIX 3a4au.

MoTeHUManebHble PYKOBOOUTENM ayOUTOPCKUX Fpynm, ayauTopsl U NepcoHar, NPUMHUMAaKLWMIA pelleHue
0 cepTUdMKaLMK, TEXHUYECKNE 3KCMEPThl, NEPCOHAN, OLEHNBAIOLWMIA KOMNETEHTHOCTL NEpPcoHana u nepco-
Harn, ynpaensioLLMin NnporpaMmoi ayamTa, OMKHbl MMETE HE MeHee YeTblpex NeT COOTBETCTBYIOLLENO ONbITa
paboTkl Ha NonHol cTaske. YcnelwHoe 3aBepLueHre apyrux chopmankeHbeix KBanudukauui (yyeHble cTeneHun)
MOXET 3aMEHUTL MaKCUMyM Tpu roga paboyero onbiTa.

B uckniounTenbHbIX cryyasx OonyckaeTcs MeHee NPOLOMMKUTENbHbLIN OnblT UM onbiT paboTbl B 06-
NacTsx, He yKasaHHbIX Bbile. Takue cryyau MOryT BKMKYaTh, HanpuMmep, onebiT paboTel B obnactu ayauTa,
KOHTPOINs Ka4eCcTBa WUINu AOMKHOCTW B PErYNUPYIOLLEM OpraHe, CBA3aHHOM ¢ NprobpeTeHnem 3HaHUiA O npak-
TUYECKOM NPUMEHEHUN CUCTEMbI MEHEIXKMEHTa Ka4ecTBa, NPUHLMUNOB U3rOTOBNEHUS MEANLIMHCKOro U3nenus,
BLINOMHEHWUS PErynupyoLmMx TpeboBaHU, a TaKkke OLEHKN COOTBETCTBUA W3rOTOBUTENER MEOULIMHCKMX W3-
Aenvin NPUMEHUMBIM CTaHAapTam Ha npouecchl. AyAMTOpCcKasa opraHu3auunst 4omKHa 060CHOBaTb U AOKYMEH-
TUPOBAaTb TaKNe Crny4au.

MepcoHan, KOTOPkIA NOTEHUMansHO MOXET NPUHUMAaTL pelleHne o cepTudmuKaumm, AomMKeH NPOaeMOH-
CTPUPOBaTL OMbIT W HABLIKW PYKOBOAMTENS ayOAUTOPCKOW rpynmbi.

MoTeHuManbHble TEXHUYECKME AKCNEePThl AOMKHbI NPOAEMOHCTPUPOBATL OMbIT U 3HAHWUS B PaMKaXx KOH-
KpeTHoro npouecca, 0 MeAWLMHCKOM M3AeNUU UMK TEXHOMOMMK, YTO KnaccuuumpyeTcs Kak TeXHUYeckue
3HaHUS.

MepcoHan, KOTopbIA NOTEHUMANbHO MOXET OLEHWBaTb KOMMETEHTHOCTb MepcoHana, OOMKEeH npoae-
MOHCTPMPOBAaTh OMbIT W HABLIKW PYKOBOAMTENS ayaUTOPCKOW rpynnkl  umeTb 6asy 3HaHWi B obnactu TexHo-
NOrUiA, a TaKke NPOEKTMPOBAHWA WU MPOM3BOACTBA U3OENNA.

6.3 TpeboBaHUA K NepBOHa4YanbHON KOMMNETEHTHOCTU

[ns KaHOWOAaToB Ha OOMKHOCTW PyKOBOOUTENS ayAMTOPCKON rpynmbl, ayaquTOpoB, TEXHNYECKWUX 3KCnep-
TOB W NepcoHana, KoTopbIiA MOXET NPUHUMaTL pelleHre o cepTudmrkauum, Heobxoaumel TPU OCHOBHbIE KaTe-
ropun KOMMNETEHTHOCTMU:

- ba3oBas KOMMETEHTHOCTbL: 06LUME HABbIKKU, NMUYHbIE KAa4eCTBa W NOBeAeHWe, MPUMEHUMbIE KO BCEMY
nepcoHany u pasBuBaemMble Ha OCHOBE ONbITa (HanpuMep, afanTUBHOCTL, YCUAYUBOCTL, KPUTUYECKOE U aHa-
JINTUHECKOE MbILLUMNEHNE, KOMMYHMKABENnbHOCTb U T. 4.);

- thyHKUMOHanNbLHaa KOMMETEHTHOCTL: 00LME HaBbIKW, MPUMEHMMLIE KO BCEMY MepcoHany, pa3BuBa-
eMble Ha OCHOBe OnbiTa M Heobxogumble ONS NPOBEAeHUs ayauToB (HanpuMmep, ynpaeneHue NpoekTamu;
yrnpaeneHue cpokamMu BbIMONIHEHWUS paboT; paboTa B KOMaHae; pesynbTaTUBHOE UCMONb30BaHWe NHopMaun-
OHHbIX TEXHOMOMA U T. A4.);

- TEXHU4YeCcKasi KOMNETEHTHOCTL: YHUKarbHbIe HABbIKWA, pa3BMBaeMble HA OCHOBE OMNbITa M CneLuansHbIX
3HAHWIA, NMPUMEHUMbIE KO BCEMY MepcoHany B 3aBUCMMOCTWM OT cdhepbl OeATENbHOCTU, Heobxooumon Ons
pelleHns 3agady B paccMmaTpuBaembix obractax (Hanpumep, perynupylouwve TpeboBaHWs, OLEHKa PUCKOB,
oxpaHa 3g0poBbs U obecnedyeHne BesonacHOCTM N T. 4.).

XapakTepuCTUKM U HaBbIKW, ONMNCAaHHbIE B TPEX KATEropuax KOMMNETEHTHOCTW, AOMKHbI OLEHUBATHLCH B
pamkax TpeboBaHWiA NepBOHaYanbHOMO YPOBHS, a Takke B xode 00y4YeHus 1 OpYrMX MeponpuUaTUiA Mo KBanu-
durKaunmn U HageneHuo NonHoMounaMn. Ha HayanbHOM 3Tane MOXeT OKasaTbCsH HEBO3MOXKHbLIM OLIEHWTb BCe
Tpw Kareropun. B 3Tom crniyyae ayguTopckas opraHM3aumsi AOMKHA OLEHNTb WM akTyanuauposaTb TpeboBaHus
K KOMMETEHTHOCTK Ha Dornee No3gHem aTtane npouecca obyyYeHus 1 Opyrux MEPONPUATUIA N0 KBanMuKaLmm
W HageneHuo NONTHOMOYUAMM.

6.3.1 BazoBas KOMNETEHTHOCTb

6.3.1.1 YecTHOCTb: crefoBaHWe CTPOrOMY KOAEKCY 3TUKM WM NOBedeHWs; BbIDOp 3TMYHOrO Kypca aei-
CTBWUIA 1 NPaBUNbHbIE NOCTYMKW JaxXe B YCNOBUAX NPOTUBOOENCTBUS; NnobyxaeHne apyrux Bectn cebs coot-
BETCTBEHHO; YECTHOE, CMPAaBEANMBOE N YBAKMTENBHOE OTHOLLUEHWE K NIOASAM; NMPUHATUE PELUEHWUA, KOTOpble
HOCAT OOBbEKTUBHBIN XapaKTep U OTpaxatT OTHOLLUEHWE K OPYTM N0ASM; NPUHATME Ha cebs OTBETCTBEHHOCTK
3a JOCTUXKEHWe Lenel B YCTaHOBMNEHHLIE CPOKW; NMPUHATUE Ha cebs OTBETCTBEHHOCTW 3a pelueHust U aei-
CTBUS, KaK CBOW, TaK W Kaxaoro n3 rpynnbl, KOMaHabl UM NogpasgeneHns; yMeHne y4nTbiBaTb CBOM OLUMBKM.

5
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6.3.1.2 OBBbEKTUBHOCTb: B3BELLUEHHAs OLUEHKa U YCTOWYMBOCTE K HEOOOCHOBaHHOMY BNUSIHUIO CODCTBEH-
HbIX MHTEPECOB UMM MHTEPECOB APYTMX NUL, NPY (DOPMUPOBaHUK CYXKOEHWUIA B COOTBETCTBYOLLMX 0BCTOATENb-
CTBax.

6.3.1.3 Kputnyeckoe 1 aHanUTUYECKOe MbILUSIEHME: MOUCK U OMNopa Ha NoaxoasALLyi, HAAEeXHYH U KOM-
NeTeHTHy0 MHopMaLMD ANSA peLleHns NpobrnemM 1 Npy NPUHATUKW PELLEHWIA; 30paBas Noruka U paccyaeHus
ANsi BbISIBNEHWS CUIbHBLIX U CrnabblX CTOPOH anbTepHATMBHBLIX PELUEHWA, BbIBOAOB MW NOAXOLA0B; MCMONb30-
BaHWe aHanm3a, CpaBHeHUA U MHTepnpeTauun nHdopmaumm ana opMUPOBaHNUS BLIBOOOB.

6.3.1.4 HaBblki MEXNUYHOCTHOrO ObLLEeHWs: HAacTpaMBaHne M nogaep:kka NnosMTUBHbIX pabovnx OTHO-
LUEHWUIA C pasnU4YHbIMK FPYNNamMn KOHTAKTOB; pesynbTatuBHas paboTa B Ka4ecTBe YneHa KomaHabl B npouecce
OLEHKM; YYET U NPUHATME BO BHUMaHWE MHEHUS BCEX 3aMHTEPECOBAHHLIX CTOPOH.

6.3.1.5 KoMMyHWKabenbHOCTL: BbipaKeHWe naen B SICHONM, KpaTKOW, TOYHOW W norudeckon dopme kak
YCTHO, TaK M NMUCbMEHHO, C YY4ETOM LENEBOW ayquTOpMK, XOpoLLee BrageHue sisbikom(amu) 1 npaBurbHoe
npUMeHeHWe COOTBETCTBYIOLWErO CTUAS AEMNOBOro NMcbMa, NYHKTYauum U rpaMMaTuki; BHUMaHWE K CKa3aHHOo-
MY; MOCTAHOBKA YTOYHAKOLLMX BOMNPOCOB, pe3toMMpoBaHne Unu nepedpasvpoeaHune gpas, 4tobel ybegutsca
B NPaBUNLHOCTU NOHUMAHWSA.

6.3.1.6 AganTMBHOCTb: AEMOHCTPaLUMsA CNOCOBHOCTM UCMONb30BaTh UMW YYWUTbIBATbL HETPAAMUMOHHBIE
MeToAbl; BHECEHNE M3MEHEHUI B OTBET Ha TpeboBaHus M 06CTOATENbCTEA.

6.3.1.7 HacTton4mnBoCTb: COCPeAOTOYEHME HA LOCTKEHWM LieNen.

6.3.1.8 BocnpunMM4YMBOCTb: MHCTUHKTMBHOE OCO3HAHWE M CNMOCOOHOCTb NOHUMAaTh CUTYaLMM.

6.3.1.9 HabniogaTenbHOCTb: akTMBHOEe HabnogeHMe 3a CNOXMBLLUMMKUCA 0BCTOATENbLCTBAMU U NMPOUC-
XOAALLMMU COBLITUAMM.

6.3.2 dyHKUMOHaNbHasA KOMNETEHTHOCTb

6.3.2.1 BnageHne WHOpMaLNOHHLIMK TEXHOMOMMAMMK: TOTOBHOCTb M CNOCOBHOCTL NPUMEHATL MHAOP-
MAaLMOHHbIE TEXHOMNOrMK AN AOCTUXKEHUA LieNen, UCrnonb3oBaHNE HOBbIX METOA0B W/UMM TEXHOMOTMIN B Kade-
CTBE COCTABHOM YaCTW OLIEHKM, MpaKkTUYeCcKue HaBbIKM UCMOMNbL30BaHWA 0a3 AaHHLIX PerynupyroLMx opraHoB
1 OYHKLUMOHATBHLIX CUCTEM.

6.3.2.2 YMeHne npoBOAUTb WHTEPBbLIOMPOBAHWE/ONPOCH!: NMMaHnpoBaHWe, NpPoBeaeHne U SJOKYMEHTK-
poBaHWe pe3ynkTaToB 0OCYXXAEHWIA ¢ OTAENBHBIMU NUAMKM TakuM 00pa3om, YToObl 4OCTUYL LEeNen OLEHKH;
CcrnocoBbHOCTL OnNpenensATs TOYHOCTL M JOCTOBEPHOCTb MHGOPMAaLMKM, MONMYyYEHHOW OT onpallMBaeMbIX ANs
NraHMPOBaHMA AanbHENLMX AEACTBUA; YMEHWE NONYYaTh akTyanbHyH0, HAAEKHYO M NONE3HYH MHOPMaLMIo
OT OTAENbHbLIX MWL Ha BCEX YPOBHAX MPOBEPSEMOW OpraHU3aLmni.

6.3.2.3 Pabota B KOMaHAe: NpeqocTaBneHne KOHCTPYKTUBHOW OBpaTHOW CBSA3W YneHam ayguTOPCKOW
rpynnbl; CNOCOBHOCTE BbISBMAATL NOTPEBHOCTU, HaBbIKM U METOAbl MOBbLILIEHWS pPe3ynbTaTMBHOCTU paboThl;
MOMOLLb B pelleHn npobnem, CBA3aHHbIX C Pe3yNbTaTMBHOCTLIO; CO34aHWe YCrOBMIA AN MakcMMarnbHOro
NoBbILIEHWA KBanuukaLmm aygutopa.

6.3.2.4 YMeHve pazpellatb KOHMIWKTLI: PAcMO3HOBaHWE MOTEHUMANbHLIX U pearbHbIX WCTOYHUKOB
KOHMUKTA Mexay NepcoHasnioM 3aMHTEPECOBAHHbLIX CTOPOH MPOrpaMmbl OLIEHKW; OOCTUXKEHWE pe3ynbTaToB
NOCPeACTBOM AUNMOMaTMYHOro obpalleHrs ¢ pasHornacMaMm 1 NoTeHuManbHbIMM KOHMKTaMK, peaynbTa-
TMBHaA pabGoTa u B3aUMOAeNCTBME C OAPYrUMU NULAMK 1 NogpasaeneHuaMn Ans paspeLleHns KOHIMKTOB.

6.3.2.5 PykoBogsiLwas ponb: NraHMpoBaHWe, OpraHn3auns, pyKoOBOACTBO, KOHTPOSb W OLEHWBaHWE pa-
00TbI ApYrMX COTPYOHWKOB, Ha3HaAYeHHbIX Ha NPOEKTLI NPOBEAEHNA OLIEHKN.

6.3.2.6 (pamMOTHOCTb NMUCbMA: CO30aHNE YETKUX U KpaTKUX OOKNaZAoB W Npe3eHTauuii, KOTopble OCHOBa-
Hbl Ha ODBEKTUBHBLIX OOKasaTenbCTBaX; UCNOMNb30BaHWE NpaBWi NPaBoNMcaHus, rpaMMaTukM U NyHKTyauum
AN NonyYeHUst NOrMYHOM M TOYHOWM NMUCEMEHHOW [OKYMEHTaL MM 1 B NEPENUCKE; JTOTMYHOE, CTPYKTYPUPOBaH-
HOe 1 nocrnenoBaTensHoe U3NoXeHue naen, nHpopMmaumy 1 coobLLEeHWIA, KOTOpbLIe MOTYT coaepKaTbk TEXHU-
YECKYH MHOPMaLMIO.

6.3.2.7 YnpaeneHve cpokaMu BbiNOfHeHWA paboT: oTcnexuBaHue nporpecca B OOCTUXKEHWM Lenewn,
CBOEBPEMEHHOE U pe3ynsTaTMBHOE BhINOMHEHWe 06s3aHHOCTEN.

6.3.2.8 YnpaBneHue OOKYMeHTaLMEN: BEAEHUE TOYHBIX U OOBLEKTUMBHBIX 3anncein hakToB U COoeNaHHbIX
HabngeHuA.

6.3.2.9 Y4eT KyneTypHbIX (0aKTOPOB: BHUMATENBHOE U YBAXKUTENBHOE OTHOLUEHWE K Pa3NUYHbIM KyIb-
Typam.

6.3.2.10 CamocToaTeNbHOCTL: CNocobHOCTL paboTaTh CaMOCTOATENbHO M aaanTUpPoBaTbea K Henpea-
BUAEHHBIM 0BCcTOATENLCTBAM NPYU MUHUMAMNBHOW MOMOLLM.



FOCT P 57451—2026

6.3.3 TexHM4YecKkan KOMNETEHTHOCTb

6.3.3.1 Perynupytowme TpeboraHus: 3HaHne perynupytowmnx tpeboBaHuiA ocyLLeCTBNSAOLWEro NpuaHa-
HWE perynupyloLwero opraHa, 4Tobbl gaTte OLEHKY NPUMEHEHWUsSI U COONIOAEHMS U3rOTOBUTENEM HOPMATMBHBLIX
NpaBOBbLIX aKTOB, MOCTAHOBINEHWI, MPaBWIT U CTAHAAPTOB NPUMEHUTENBHO K MEOULMHCKAM W3OENNAM.

3TV 3HAHWS QOMKHBI BKIHOYATE NPUHLMIBI M NpaBMnia NpUMeHeHUs TpeboBaHUI CUCTEMBI MEHEIKMEHTA
KayecTBa MEAWLUMHCKMX U3AENWUA B LeNsX:

- JOCTWXKEeHWS COOTBETCTBUSA perynupyowmm TpeboBaHusam;

- BHEOpPeHWs 1 NoaaepaHus npoLlecca MeHemXMeHTa pucka;

- obecnevyeHuns onpegeneHus opraHn3aunein COOTBETCTBYIOWNX TpeboBaHuin K NpoayKuMmM 1 ycryram
cornacHo FOCT P UICO/MOK 17021-3;

- obecneyeHuUs pe3ynsTaTUBHOMO AOKYMEHTUPOBAHWUS U KOHTPOSS B3aUMOLENCTBUA OpraHu3auun c no-
cTaBwmrkamm cornacHo FOCT P MCO/M3K 17021-3.

6.3.3.2 MeguuuHckne nsgenus v NPoM3BOACTBEHHAN cpeda: 3HaHWe MegULUMHCKUX U3AEeNWIn U CBSA3aH-
HbIX C HUMW NPOW3BOACTBEHHLIX NPOLECCOB, BKIOYas:

- TUNbI/BMABI MEOULMHCKUX U3OENWIA, BKIKOYAS X CNOXHOCTb, TEXHONOMN 1M KnaccuguKkaLmio no crene-
HW NOTEHUMANBLHOTO pUCKa NPUMEHEHWS;

- NpenycMOTPEHHOE Ha3Ha4YeHWe, TEPMUHbLI U TEXHOMOIMW, XapaKTepHble ANA JaHHON TEXHUYEeCKON 0B-
nactu cornacHo NOCT P MCO/M3K 17021-3;

- 6e30nacHOCTb M PUCKU, CBA3AHHbIE C MEOWULMHCKUMW M3AenvsMmu;

- MPOLECCHI ¥ TEXHOMOIMKU, NPUMEHAEMbIE N3TOTOBUTENAMKU MEOVNLUMHCKUX N3OEeNWiA;

- WHMPaCTPYKTYPY W cpeay ans (OyHKLMOHUPOBaHUS NPOLIECCOB, BAMSIOWMX Ha NPOAYKLUMIO W YCRyri
cornacHo FOCT P UICO/MOK 17021-3;

- NpenocTaBneHKe NPoLeccoB, NPOAYKLMN 1 YCNyr BHELUHUMK nocTaBwmkamu cornacHo FOCT P UCO/
M3K 17021-3,

- BNUSIHWE TUMa opraHv3auuu, pasMmepa, ynpaeneHusi, CTPYKTYpPbl, YHKUWA 1 B3aMMOOTHOLLEHUIA Ha
pa3BuTKe cornacHo fOCT P UCO/M3K 17021-3.

6.3.3.3 CtaHgapTel 1 MeTOAbI ayAMTa: 3HaHWe MEXOYHaPOAHO NPU3HAHHBLIX CTAHAAPTOB U METOAOB ay-
OuTa cucteM MeHemkmeHTa kadectBa (CMK) ona obecnevyeHus Toro, 4tobbl kaxaeln ayautop CMK obnagan
3HaHuAMKM cornacHo FTOCT P MCO/M3K 17021-3:

- 0 (hyHAAMEHTaNbHbLIX KOHLEMNUMAX U NPUHLMNAX MEHELKMEHTA Ka4yecTBa, a Takke MX NPUMEHEHWUN;

- TeEpMUHax W onNpefeneHuax, CBA3aHHbIX C MEHEOXMEHTOM Ka4yecTBa;

- MpOLEeCCHOM Mogxoae, BKMNoYasi COOTBETCTBYOLLMIA MOHUTOPUHT 1 U3MEpPEHME;

- ponu nuaepcTeBa pyKOBOACTBA B opraHu3auum u ero BnusiHum Ha CMK;

- NMPVYMEHEHWUW PUCK-OPUEHTUPOBAHHOIO MBILLNEHWS, BKITKOYAsA onpeaeneHve pUckoB 1 BO3MOXKHOCTEN;

- npumeHeHun umkna PDCA (nnaHupyi, aenai, NnpoBepsain, 4encTByM);

- CTPYKTypax M B3aMMOCBA3AX AOKYMEHTaLMW, OTHOCSLLENCS K MEeHeKMEHTY KauyecTea;

- WHCTPYMEHTax, MeTofdax, MeToguKkax, CBA3aHHbIX C MEHEeIKMEHTOM Ka4yecTBa, U X MPUMEHEHWUN.

7 TpeboBaHusA K 00y4eHUto

YPOBHWM KOMMNETEHTHOCTK, OMUCAHHLIE B NPUNOXeHWM B, ucnonbayoTca ana onpegeneHns TpeboBaHWi
K oByyeHunio 1 pazpaboTke nporpamm Ons nepcoHana, y4acTBYOLLEro B ayamTe 1 PyHKLUMAX NPUHATWA peLue-
HUIA.

Hwxe nepeyncrieHsl BUAblI AeATENBHOCTM, NPOBOAUMbIE ANA YCTAHOBMNEHUA NEepBOHA4anbHOMO YPOBHS
KOMMETEHTHOCTW U NOLAEPKaHMA KBanuukaumm.

7.1 ObazaTensHoOe oBy4yeHue

lMepcoHan, ocyLeCTBAAKLLNA aHann3 OTYETOB N0 ayaAUTY M NPUHUMAIOLLMIA peLleHne o cepTudurkaunm,
PYKOBOOWTENW ayaMTOPCKUX TPYNM, ayauTopbl U TEXHUYECKWE 3KCMepThbl AOMKHLI NPONTW NepBoHaYansHoe
uny NoBTopHoe obyyeHne, NpeanucaHHoe PerynupyroLLIMM OpraHoM B YCTaHOBMEHHbIE cpoku. [oBTopHOE 06-
y4YeHMe MOXET BKMoYaTh HOBbIE UM NePecMOTPEeHHbIe TPeBoBaHUsA, KOTOPbIE He BbINK YacTbio NpeabIayLLero
0by4eHus, 1 MOXeT BbITb BKIHOYEHO B €XXerofHble Yachkl HenpepbIBHOMO NpodeccnoHansHoro passuTus (HMP).

AyouTopbl, pyKOBOAMTENW ayaUTOPCKUX TPYNn, ayauMTopbl M NMepcoHar, OCyLeCTBNSAIWMA aHanna oT-
YETOB MO ayaAuTy W NPUHUMAIOLLMIA PeLLleHne O cepTudmKkaLnm, SOMKHbI YCNewHo NPouTK cnegytowme Buasl
oby4eHWa 4o Ha4Yana camocToATENbHOW paboThl B ayAMTOPCKOM opraHnsaumu:
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- He MeHee 40 akagemMMyeckMx YacoB N0 Teme ayauTa CUCTEM MEHeMKMeHTa KadecTsa
(cm. FOCT P MCO 9001), Bkntoyasa He MeHee 8 4, NOCBALLEHHEIX TPeBOBaHUAM CUCTEMbBI MEHEKMEHTa Ka-
yecTBa MeguumHcknx magenuin (cm. FOCT ISO 13485). [Ina yxe kBanuduuMpoBaHHbIX ayguTOpPOB CUCTEM
MeHeMKMeHTa KavyecTBa — He MeHee 8 4 no TpeboBaHUAM CUCTEMbl MEHEIKMEHTA Ka4yecTBa MedWLMHCKNX
WU3nernuia;

- 32 akageMMYeckux vaca no perynupyrowim TpeboBaHuaM K MeaMLMHCKUM W3AENUAM U ayauTy Ha
COOTBETCTBME 3TUM TPeBOoBaHWAM UKW 3KBMBANEHT Takoro oby4yeHns, copasMepHO MMELLEMYCS ONbITY 06-
y4aemoro;

- 8 akageMMyecKkmx 4acoB No NPUHLMNAM MEHeIKMEHTa puUcka, NPeanoyTUTENBHO CBS3aHHbIM C Npo-
eKTUpOBaHWeM MeauuMHCKoro uzgenus (cMm. FOCT ISO 14971) n nx NpUMEHEHUEM B CUCTEME MEHEIKMEHTA
kadectBa (cMm. FOCT ISO 13485 u [4]);

JTiobble ansTepHaTUBHBIE CBMOETENbCTBA IKBMBANEHTHOro obyyveHus wnv nogaepxaHua npodeccuo-
HanbHbIX HAaBbIKOB AOMKHLI BbITb 0BOCHOBaHbBI U 3a00KYMEHTUPOBAHbI:

- crneuuansHoe obyyeHune, 3a00KYMEHTUPOBaAHHOE B NnaHe oby4eHWs WM BKIOYaloLLee COOTBETCTBYIO-
LMe NpoLeaypbl CUCTEMbI MEHEIKMEHTA Ka4eCcTBa ayAMTOPCKON OpraHu3aumm, 4OCTaTOMHOE KONMUYECTBO ay-
AWTOB, MPOBEAEHHbIX CTAXKEPOM MO PYKOBOLACTBOM W HAONOAEHUEM PYKOBOAUTENS ayOUTOPCKON rpynnbl, A0
npoBeAeHns KkBanudmkaumoHHoro ayauta. Konvyectso ayauToB, B KOTOPLIX y4acTBoBan obyvaemelin nepes
KBanurKaLoHHbIM ayauTOM, ONPEeAEnsieTCH Ha OCHOBE KPUTEPUEB KOMNETEHTHOCTM ANS STUX PONen 1 ycTa-
HaBNWBaETCH NEPCOHANoM, OLEeHUBAIOLLIMM KOMNETEHTHOCTL NepcoHana ayAuToOpCKON opraHu3aumn (cM. pas-
gen 8).

[ns nogTeepXaeHWs BbINONHEHWS JAHHOrO TpeboBaHns, ayauTopckas OpraHn3auns MoXeT UCnonb3o-
BaTb CBUIETENLCTBA ayAUTOB, NPOBEAEHHbIX B paMKax ApYyron ayaquTopCKOW OpraHn3auuu.

TexHu4eckne aKcnepThl AOMKHbBI YCNELLHO NPOATH credytolee obyyeHne nepes BeiNoNHeHWeM paboThl
nog pyKOBOACTBOM PYKOBOAWTENS ayaAUTOPCKOW rpynibl ayauTOPCKON OpraHn3aumu:

- ANA KaX[0ro NPU3HaHWa B KAaTErOpuK, HE3aBMCUMMO OT TOTO, SBMAETCA MW 9TO NEPBOW UMW NOCNenyo-
LLEeW KaTeropyen TEXHUYECKMX 3HaHWIA, ayanMTopcKasa opraHn3aunsa AoMmKHa AOKYMeHTaneHO NoATBEPAMTE Ha-
nn4Me y TEXHUYECKOrO SKCNepTa B KATErOpUM TEXHUYECKUX 3HAHWIA COOTBETCTBYHOLLER NOArOTOBKM U 3HAHWA.
Hanpumep, obydeHne TpeboBaHMAM COOTBETCTBYHOLLMX CTAaHAAPTOB Ha NPOAYKLUMWIO, NpoLecchl (Mnn obyyeHve
APYrMM crneuunanbHbIM cTaHgapTaMm, YCTaHOBIMEHHBIM Perynvpyowum opraHom), obyveHne TpeboBaHusaM K
NPOAYKUMM UMK TEXHONOMMYECKUM Npoueccam, obydeHne KNMHWYECKMM NoKasaHusaM ANns onpeaeneHHon ka-
TETOPWUN NPOOYKUAWN U T. O,

CneumnansHoe oby4yeHune, 3a00KyMEHTUPOBaHHOE B NnaHe oby4eHns, BKIoYas COOTBETCTBYIOLLME NPO-
Lieaypbl CUCTEMBI MEHEAXMEHTA Ka4YeCcTBa ayAUTOPCKOW OpraHn3auun Ans OLEHKA CBA3aHHbIX C NpoayKunen/
npoueccammn TEXHOMOMMIA, a TakKe OLEHKY CBWAETENbLCTB HanM4Msa agekBaTHOW TEXHUYECKON AOKyMeHTauum
Ha NPOAYKLMIO B COOTBETCTBUK C pPerynupytolmmm TpeboBaHnsmu.

MepcoHan, ynpaenawLLmMiA NporpaMmMon ayguTa, OOMKEH YCNeLwHo NpoiTn cneynansHoe obyyeHue, 3a-
AOKYMEHTWPOBaHHOE B NnaHe oby4YeHWsi, MO COOTBETCTBYIOLUMM NPOLEAypPaM CUCTEMbl MEHEeOXMEHTa Kade-
CTBa ayAUTOPCKOWN OpraHu3aumm.

MepcoHan, oueHUBALIMIA KOMMNETEHTHOCTL NEPCcOoHana, AomKeH ObiTh ONbITHBIM PYKOBOAUTENEM ayau-
TOPCKUX rpynn 1, crnefoBaTenkbHo, AOMKEH NPOWTK 006A3aTeNbHYI0 HavanbHy NOArOTOBKY ANS 3TWUX PONewn.

7.2 NocToAHHOe NpocheccuoHanbHoe pa3BuTue

B cooTBeTCTBMM C KOOEKCOM AeATenbLHOCTU (M. [3], 7.1.6), nepcoHan, y4acTBYOLWWA B ayauTe 1 yHK-
LMAX NPUHATUS PeLUeHUA, OOMMKEeH CTPEMMUTLCS MOCTOSIHHO MOBbILWATL CBOK KBanudukaumio, pesynsratue-
HOCTb M Ka4ecTBO paboThbl.

PykoBoguTenu ayouTOpPCKOW rpynnbl, ayauTopbl W MepcoHarn, oCyLUecTBALWMIA aHann3 OTY4ETOB MO
ayauTy 1 NpUHUMalOLWMIA pelleHre o cepTudoMKauuin, a Takke nepcoHarn, oueHWBatoLWMin KOMNETEHTHOCTL
nepcoHana v ynpaensoLMiA NporpaMmmMon ayauTa, OOMKHbI BbINONHATE TpeboBaHUsi K HEMPEPLIBHOMY Npo-
deccroHanbHomy passutuo (HIP):

- 6 4 npodheccMoHanLHOro Pa3BUTKA B rof;

- 8 u exerogHoro oby4YeHnsi N0 M3MEHEHHLIM PErYNUPYIOLLKMM TpeboBaHMSM U OBHOBMNEHHBLIM PYKOBOAS-
MM JOKYMEHTAM, KacaloLwMMCs perynmpyowmx TpeboBaHuin, Unm 03HakOMMEeHWe ¢ 3KBMBaNEHTHON UHGOP-
Maunen.

Obsi3aTensHoe exerogHoe obyyeHue MU NepenoaroToBKa No BHYTPEHHUM MpouenypaM ayauTopcKOn
opraHv3aumu, a TakkKe NoAroToBKa K ayaMTam M y4acTWe B HUX He 3acCUMTLbIBAKTCA B Yacbl HEMPEPLIBHOMO
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npoteccMoHanbHoro passuTua. [Ana uenein HenpepbiBHOrO NpodeCcCMoHanbHOM passuTS NposegeHHoe 06-
y4YeHWe OOMKHO NOAAEepKMBaTb UMK PacLUMPATE TEKYLLY KOMMETEHTHOCTb B COOTBETCTBUM C BbIMONHAEMOMN
ponbio unun yHKuMen. NepcoHany ¢ LWKMPOKMM CNEKTPOM KOMMETEeHLMIA MOXKeT noTpeboBaTbesa bonbLue Yacos
HenpepbIBHOMO NPOdIecCUoHanbHoro passuTis. AyauTopcKMe opraHn3aumn He JOMKHbI AonyckaTb NepeHoca
4YacoB HenpepbIBHOrO NpoheccMoHansHOro pa3BUTUA Ha nocneaytoLme rogbl.

8 TpebGoBaHuA K onbITY ayauTOpa, TEXHUYECKOro aKCnepra U nepcoHana,
OCYLLECTBNAKOWEro aHanm3 oT4eToB MO ayaAuTy U NPUHUMAaKOLWLEro peleHne
o0 cepTudnkaummn

[nsa BbinonHeHus TpeboBaHMn HeOBXOAMMO OOKYMEHTaNbLHOE NOATBEPKAEHWE YCMELIHOro NPOXoXae-
HUA obAsaTtensHoro obyyerus (cm. 7.1). Jliobbie ansTepHATUMBHLIE CBUMAETENbLCTBA SKBMBAMNEHTHOIO OMbITA,
nonyyYeHHble ApyrMMu cnocobamu, AomkHbl ObiTb 060CHOBaHbI U 3a0KYMEHTUPOBaHbI.

8.1 AyauTopsbi-CTaXepbl, ayaUuTopbl, PyKOBOAUTENWU U KaHAWAATLI B PYKOBOAUTENU ayAUTOPCKUX
rpynn

8.1.1 Ayoutop-cTaxep: 4O NPOBEOEHUSA He3aBUCMMOro ayauTa ayguTopbl ByoyT paccMaTpuBaTthbes Kak
ayouTopbl-cTaxepbl. YTobbl ObITh KBANUMMMLMPOBAHHLIM B KAYECTBE ayauTopa, ayauTop-CTaKep A0MKEH Npu-
HSTb y4YacTMe B KadecTBe 4YneHa ayauTOPCKOM rpynnbl B ayauTax obLiei npodomkuTensHOCTBI0 He MeHee
20 ayguTopcknx aHen. AyanTop-cTaxep AOMKEH HaXoauTLCA nod HabnaeHMeM PYKOBOAUTENS ayAUTOPCKON
rpynnbl. [JaHHble ayguTbl OOMKHLI NPOBOOMTLCA B TedeHue 12 MecaueB, U Kak MMHUMYM OBa U3 3TUX ayaAUTOB
JOMKHbI BbITh cepTUMUKALMOHHBIMWA UMK pecepTUNKaLIMOHHBIMMU.

8.1.2 Ayautop: nocne ycnewHon ksanupukaumm ayautopbl AOMKHbLI NPOAEMOHCTPUPOBATL y4acTue Kak
MWHMMYM B LLECTW ayaMTax obLen NnpogomKMTENbHOCTLI0 He MeHee 15 ayaMTOPCKMX OHEN B TEYEHWUE KaKgo-
ro nocneaytowero 12-meca4Horo nepvoga. Ana noaaepkaHna HeobXoAMMOro onbITa U KOMNETEHTHOCTM, Kak
MUHUMYM [Ba U3 3TUX ayAUTOB OOIKHbI BbiTe cCepTUMKALWMOHHBIMKU UM pecepTUdUKaLNOHHEIMUA.

8.1.3 PykoBoguTenb ayouTOPCKOM rpynnbl: Nocne ycrnelwHon kBanvdukauum, ayanTtop MoxeT BbiTe pac-
CMOTPEH Kak KaHaMaaT Ha porb PYKOBOOAUTENSA ayauTopckow rpynnbl. OH JOIMKEH NPOLEMOHCTPUPOBaTE He
MeHee 15 gononHUTENbHBIX OHEW ayouTa Ha MecTe, BO3rMaBnsas ayauT, MpyU 3TOM HE MEHee Tpex U3 3TUX
ayouToB AOMKHbI ObiTb CEPTUMUKALMOHHBIMKA UMW pecepTUdUKaLNOHHbIMA. [JaHHble ayauTbl OOMKHbI ObiTh
npoBefeHbl B TedeHne 12 mecaues. Kanaugat MoxeT OblTb KBanuuuMpoBaH Ha BbINOMHEHWE PO PyKo-
BOAWTENS ayaAUTOPCKOW rpynmnbl TONBKO MOCMEe TOro, Kak KBanuULUUPOBaHHLIA PyKOBOAUTENL ayaMTOPCKOWN
rpynnbl 3a40KYMEHTUPYET YCMNeLIHOe NPOBEAEHWNE KAXKA0ro ayanTa nog ero HabngeHuem.

PykoBoguTene ayauTopCcKOW rpynnbl AOMMKEH NMPOAEMOHCTPUPOBATL yYacTMe HE MeHee YeM B LUECTU
ayouTax obLuen NpooomKUTENBHOCTLI0 HE MeHee 15 OHel B TedeHne Kaxkaoro nocnegyrowero 12-mecsyHoro
nepvopa. He meHee AByX U3 3TUX ayQUTOB A0MKHbBI ObITh CEPTUMKALMOHHEIMU WU PECEPTU(UKALIMOHHBIMMU.
He meHee AByX 13 3TUX ayaUTOBR JOMKHLI BblTb NPOBEAEHbI B KAYECTBE PYKOBOOUTENSA ayaUTOPCKORN rpynmnkbil.

[na nogTeepXaeHWst BbINONHEHUST AHHOMO TpeboBaHUA ayouMTopckas opraHu3aumns MOXeT MCMonb3o-
BaTb CBMAETENLCTBA ayAUTOB, NPOBEOEHHLIX B paMKax ApYron ayauTopcKOW opraHmnsaunm,

MpumevyaHmne — [lepcoHan, OLUEHMBAIOLLMIA KOMMETEHTHOCTE NEpPCcoHana U COOTBETCTBYHOLLMIA NepBoHaYasb-
HblM TpeboBaHWUAM K KOMNETEHTHOCTU PYKOBOAUTENS ayaMTOPCKOW rpynnbl, He obsa3aH nogaepxueate TpeboBaHWUA K KO-
nn4ecTey ,D,Heﬁ Bbl€3OHOIO ayanTa B TEHEHWUE KaXO0ro nocnenyrwuwero 12-mecsaAYHoro nepwoga, ecnn ux porb B opraH13a-
Lmmn 0BbIYHO He CBA3aHa C ayAuTOM, HanpuMep ecnv NULO, OLIeHWBAIOLLEE KOMNETEHTHOCTb, SABMAETCA MEHeXepoM WUnn
PYKOBOAWUTENEM.

8.2 TexHM4YecKHne IKcnepTbl

Mpy nNepBoOHaYanbHOW KBanuuKkaumm TeEXHUYeCKMe IKCNepTbl AOSMKHbI NPOAEMOHCTPUMPOBaTE yrnyo-
NEeHHoe 3HaHMEe KOHKPETHOro npouecca, MeouUMHCKUX W3Oenuidi Unu TEXHOMOruK, Knaccuduumpyemon kak
«3HaHWe TeXHOMNOorMn».

Mpu pegkom MCNONbL30OBaHMKM YCNYT TEXHUYECKMX 9KCMEepPTOB ayaMTopckas opraHusaumsa aomkHa ybe-
OWUTBCS, YTO 3HAHWUS IKCMEepTa B OTHOLLIEHWUM KOHKPETHBIX MPOLECCOR, MEAULMHCKUX U3OEMWIA UM TEXHOMOTWI
BKITHOYAIOT aKkTyarnbHbIe NPUMEHNMbIE CTaHAapThl M JOKYMEHTbI B OTHOLLEHWMW NEPEeqoBON NMPaKTUKN.
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8.3 MNepcoHan, ocyLecTBNAKLWMWA aHan13 OTYeTOR MO ayaUTY U NMPUHUMAKOLWWIA pelleHue
0 cepTuUcrKauumn

MepcoHan, ocyLecTBNAIOLWMIA aHanvMa OTYETOB MO ayauTy Y NPUHUMAIOLLMIA pelleHne o cepTudmKaLmm,
OOMKEeH UMETL OMbIT NPOBEAEHWA ayaAUTOB U3rOTOBUTENEN MEOULIMHCKUX W3AENUA B Lensx perynupoBaHms 1
COOTBETCTBOBaTb BCEM TpeboBaHMAM K pyKOBOOAUTENIO ayqUTOPCKOW rpynnbl UM MMETb 3KBUBANEHTHbIM ONbIT
paboTbl B Ka4eCTBe PyKOBOAUTENS ayaMTOPCKON rpynmbil.

8.4 TexHM4YecKkue 3HaHUA

TexHu4Yeckne 3HaHust MoryT BbiTb KATEropupoBaHsbl, KNaccuguUMpoBaHbl UMM KOAWPOBaHbI Perynupyo-
WKUM opraHoM. AyauTopcKas opraHu3auns AOMKHA ONpefenuTe METOA NPUCBOEHUS! KAaTeropumn TEXHUYECKUX
3HaHWI ¢ y4eToM TpeboBaHWi YNONMHOMOUYMBLLENO €€ PEryNMpYHLLEro opraHa.

AyanTopcKkMe opraHnsaunn AOoMKHbI JOKYMEHTMPOBATL TEXHUYECKWE 3HAHWUA CBOWMX ayauTOpPOB, PYKO-
BOAMTENEN ayAUTOPCKUX MPYMI, TEXHUYECKMX SKCMEPTOB, NepCoHana, OCyLEeCTBNALErO aHanu3 OTYETOB Mo
ayauTy WM NPUHMMALOLLErO pelleHne O cepTudMKauuM, U MWL, OLeHUBaLWMX KOMNETEHTHOCTbL NepcoHana.
3TOT YYET TEXHUYECKUX 3HAHWUIA QOMKeH NOAAEPKNBATLCH B aKTyanbHOM COCTOSIHUM M, K&K MUHUMYM, UCMNONb-
30BaTbCH NEepPCOoHaNoM, YNpasnsawLWwyumM NporpaMMon ayanTa ans Ha3HadeHus! ayouTopoB U TEXHWUYECKUX 3KC-
NepTOB Ha KOHKPETHbIe ayanThl. B npunoxeHun A npyBedeH Npumep Knaccudmkaumm TeXHUYECKUX 3HaHWA.

9 OueHKa KOMNeTeHTHOCTH

9.1 Kputepmm oLleHKM KOMMETEHTHOCTU

YpOBHM KOMMETEHTHOCTM NepcoHana, ynpaesnstowero nporpaMmon ayavuTta, ayauTopoB U pykoBoauTe-
newn ayouTOPCKMX Py, a Takke NnepcoHana, oCyLUeCTBNAKLLEro aHanua oT4eToB No ayanTy U NPUHMMAatoLLLe-
ro pelleHve o cepTudmrKaymn, TEXHUYECKUX SKCNEPTOB PasnMyakTCH U 3aBUCAT OT UX PONen B AeATEeNbHOCTH
no cepTudunkaumu.

AyouTopckas opraHvsauusi OOMmKHa WMETb MPOLECC YCTaHOBMEHWUS KPUTEPWMEB KOMMETEHTHOCTWU Ans
nepcoHana, y4acTBYHLLEro B yNpPaBneHnun 1 NpOBEAEHWUM ayaUTOB, a TaKKe B CEPTUMMKALMOHHON OeATenb-
HOCTW. [aHHble KpUTEPMM OOMKHbI BKMNOYATE Kak MUHUMYM KPUTEPWUM, YKazaHHblIE B HAcTOALWEM cTaHOapTe
M KPaTKO U3NOoXeHHble B npunoxeHun B. MNepBoHaYanbHbIA U TEKYLLWA YPOBHU KOMMNETEHTHOCTH, Tpebyemblie
ONSA KOXKOO0W ponu, Takke onMcaHbl B MpUNoxeHun B.

AyanTopcKMe opraHuaaumm OOMKHbLI UCMONb30BaTh KPUTEPUN KOMNETEHTHOCTU ONA pa3paboTki 1 akTy-
anusauuy nnaHos oby4YeHnsa nepcoHana, ynpaensawLwWwero nporpaMmoni ayauTa, pyKoBogutenei ayauTopcKmux
rpynmn, a Takke nepcoHana, OCYLLEeCTBMAKLIEro aHanu3 OTYETOR MO ayauTy M NPUHUMAKOLLErO pelleHue O
cepTudunKkaumm, ayguTopoB M TEXHUYECKUX IKCNEepToB, C Lenbio obecneveHnss He0bXo0OUMOro YPOBHSA KOM-
neTeHTHoCTH. MNpouecc obyYeHna MOXKET BKMOYaTh: opmMaribHoe 06yYeHWe HaBblkaM OLeHKW, ONbIT OLEHKN
Ha paboyem mMecTe, MeponpuaTUSa Mo NPOdPECCUOHANBHOMY Pa3BUTUH, WHCTPYKTaX M HACTaBHWUYECTBO CO
CTOPOHbI PYKOBOOUTENEN U T. .

Jlua, oueHnBaroLne KOMNETEHTHOCTb, AOMKHbI BbITb ONLITHEIMW PYKOBOOUTENAMKU ayqUTOPCKUX rpynn
M COOTBETCTBOBATL TPeOOBAHUAM K KOMMETEHTHOCTU AN1F 3TUX ponei.

9.2 MeToabl OLEHKU: NepBOHa4YarnbHas U NOBTOPHAaA OLEHKHK

AyauUTOpCKME opraHnsaL i OOMmKHbI OLIEHMBAaTE KOMMETEHTHOCTL PYKOBOAUTENEN ayauToOpCKUX rpynm, a
TaKKe NepcoHarna, OCyLecTBMSWEro aHanua OTYeTOB No ayguTy 1 MPUHUMAalOLLEro peLleHne o cepTudmka-
LMK, TEXHNYECKUX IKCNEPTOB M ayaMTOPOB, MCNOMb3ysi KOMBUHALMID METOA0B MOHWTOPUHIA, KOTOpPbIE MOryT
BKMHOYATL!

- aHanus 3anucei ayquToB MU MHCNEKUMIA, 0ByYeHWs, NoAroTOBKM U T. A.;
0BpaTHylo CBA3b OT NPOBEPAEMbIX M3rOTOBUTENEN, KONMNEr 1 PyKOBOAUTENEN;

WHTEPBLIO;
HabniogeHne 3a BbINONMHEHWEM;
TecTMpoBaHue.
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9.3 NoBTOpHas oueHKa

AyauTtopckas opraHusaums obasaHa NpoBoaUTL OLIEHKY PYKOBOOWTENER ayAMTOPCKUX rpynm, a Takke nep-
COHana, OCyLLIEeCTBMNALLMX aHANU3 OTYETOB MO ayaUTY U NPUHUMAIOLLIMX PeLleHne O CepTUdIMKALMM, TEXHUYE-
CKMX SKCNEPTOB M ayAWTOPOB Ha NpedMeT NoAOepKaHUsa UX KOMNETEHTHOCTM HE pexe OOHOro pasa B TpU roga.

AyouTopckas opraHv3auns OOoMmKHa NOATBEPXKAaTh HABLIKM M NMUYHLIE KavyecTBa pyKoBoaWTenen ayaum-
TOPCKMX PYNN 1 ayauTOpOB NOCPENCTBOM NPOBeAeHWs ayavTa noa HabnoaeHwem Kaxabie Tpu roaa.

10 NopTeBepXxaeHue cobngeHNA Kogekca AeATeNbHOCTU

CoTpygHukn, yqacTeylolwme B ayauTe, 0basaHbl exerogHo NoATBepxaaTh CBOK MPUBEPKEHHOCTb KO-
nekcy gestensHoctu (cm. [3], 7.1.6). Takoe NoaTBep)aeHWe MOXKET DbITe 0OPMITEHO B BUAE NOANUCAHHOMO
COTPYAHMKOM JOKYMEHTa, KOTOPLIA CrieyeT XpaHWTb B ero IMYHOM Aene.

11 3anucu 0 nepBOHa4YanbHbIX TpeboBaHMAX, OLLEHUBAHUN N MOHUTOPUHre
KOMMNETEeHTHOCTHU

AyouTopcKme opraHu3aLyi OOMKHbLI NOAAEpKMBaTh B pabodyem COCTOSIHMM 3anucu, CBSI3aHHbIE C OLeHU-
BaHMeM W NoaLepKaHWeM KOMMETEHTHOCTM nepcoHana. ®annbl ¢ AaHHLIMU O KOMMNETEHTHOCTW ayauTOpOoB 1
3anvcK No y4acTuio B ayauTax [0MKHbI OTpaXaTk COOTBETCTBME ayAUTOPOB TpeBGoBaHMAM HACTOALLEro CTaH-
JapTa W BKMKYaTh:

- UMS, JOMKHOCTb M KOHTaKTHYH MHIOpMaLMIo ayamTopa;

- nepBoOHaYanbHoOe 1 nocneaylolliee 0GpasoBaHue;

- pesynbTaThl OLIEHKM KOMMNETEHTHOCTU ayauTopa B PONv PYKOBOAUTENS ayauTOPCKOM rpynmbl UM nep-
coHana, OCYLLECTBINALLENO aHan13 OTYETOB No ayanTy W MPMHUMAIOLLErO peLleHne O cepTuduKaLmum, TeXHU-
YecKoro aKcrnepTa Wnn ayauTopa, B COOTBETCTBUM C TpeBOBaHWAMM HACTOSALLIErO CTaHaapTa;

- OMbIT NPOBEAEHUs ayauTOB, UHCMEKLWIA UM UHBIX OLIEHOK;

- y4acTue B 0By4eHnn 1 ero pesynsrarhi;

- 06beM NpPoAeMOHCTPUPOBAHHOW KOMMETEHTHOCTU AN NPOBEAEHUA ayauTOB, BKNoYaa niobble orpa-
HUYEHUA (HanpuMep, CBSA3aHHbIE C NPedblayLIMM OMbITOM paBoThkl C M3rOTOBUTENEM, KOTOPbLIE MOTYT paccma-
TPUBATLCA KaK KOHMMNKT MHTEPECOB);

- 3anucK no y4acTvio B ayauTax.

Ayoutopckas opraHv3aums, no 3anpocy, AoMKHA NPefoCTaBNATh AaHHbIe 3aMUcK perynupyowemMy op-
raHy, KOTOpPbIA OCYLLECTBWUI €€ YNOMHOMOYMBaHME. AyaAUTOPCKas opraHu3aumnsi JoMmKHa BECTWU PEecTp pyKo-
BOAUTENEA ayaWTOPCKMX TPYMM, ayauMTOPOB W TEXHWUYECKMX 3KCMNEepTOoB. [aHHbIii PEecTp [AOIMKEH eXerofHo
aHaNM3npPOoBaTbCA M aKTyannanpoBaThcs No Mepe HeobXoauMOoCTH.

12 Koppekuus

AyOouTopckas opraHu3auusl OIMKHa NMpUOCTaHOBUTL AEWCTBME MOMHOMOYMIA NepcoHana, He CooTBeT-
cTBYlOLLEro TpeGoBaHWAM No NOAAEPKAHUIO KOMNETEHTHOCTW UM NPOANEHMS NONHOMOYNIA. AyauTopcKas op-
raHM3aLus OOMmKHa NoAroTOBUTL MaH KoppeKuun Ans BOCCTaHOBMNEHWUsA COOTBETCTEMS. B nepuron nposeneHus
KOPEKTUPYIOLLIMX MeponpUATU OaHHLIA ayauTop He MOXEeT y4acTBOBaTh B ayanTax, 3a UCKII0YEHNeM cryyaes
paboTbl Noa HabngeHWeM, Korga aTo HeobXxoaMMOo B pamkax peanvaauuy nnaHa KoppekuuMn unu Ans Bbl-
nonHeHus TpeboBaHuii K ONbITY ayauTOPCKON AeATENbHOCTU. B Takmx criyyasx nuuo, B OTHOLIEHWU KOTOPOTo
NPOBOAUTCH KOPPEKLUMS, He AOMKHO BLICTYNaTk B KAYeCTBEe pyKoBOOUTENs ayaMTOPCKOW rpynnbl Unv nuua,
OCYLLUECTBMSOLWEND aHanua oTY4ETOB NO ayauTy U NPUHMMALOLLEND pelleHne o cepTudmKaumm.

[lns BOCCTaHOBMNEHUsI MOMHOMOYUIA ayAUTOPCKasl OpraHu3aLms 0OMmkHa HasHauuTL Habnwaatens 3a ay-
OWTOPOM, B OTHOLLEHUM KOTOPOro NPOBOAMTCS KOPPEKLWS, NpKU NpoBeAeHUN MM MNOIHOro ayauTa.

TexHUYecKMin aKCNepT OOMKEH NPONTM OUEHKY noa HabniogeHWem, a ero NonHOMOYUA NOATBEPAWTb
NNLO, OCYLLECTBNALIEE aHanus 0TYETOB MO ayauTy 1 NMPUHMMAIOLLEE PeLLEHWe O CePTMMUKaLMM Ha OCHOBa-
HWW pe3ynkTaToB 3TOr0 aHanuaa.
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A.1 lMepeyeHb rpynn, nogrpynn MeavUMHCKUX U3OENUA 1 COOTBETCTBYIOLMX 0BrnacTeill TEXHUYECKMX 3HAHUIA Mpu-

BedeH B Tabnuue A.1.

Tabnuya A1

MpunoxeHne A
(cnpaBo4Hoe)

Mpumep knaccndukaLMm TEXHUHECKUX IHAHUIA

Mpynna MeguuMHCKMX
n3nenun

Mogrpynna MeauLMHCKMX
u3nenun

O6nacTb TEXHWUYECKNX 3HaHWIA

HeakTuBHbIE
MeaNLMHCK1E W3-
nenvsa

HeakTuBHbIE UMNNaHTaThI
(ncknoyan 3ybHble uMnnax-
TaTbl)

HeakTuBHbIE CEpAEYHO-COCYANCTLIE MMNNAHTaTHI.
HeakTuBHbIE OpTONEAMYECKME UMNNAHTATHI.
HeakTuBHbIE UMNNAHTaTbl MATKUX TKAHEN.
HeakTnBHble (DyHKUMOHANBHBIE UMNaHTaThI

MeguumHckue nagenus ans
yxoga 3a paHamu

MepeBA30YHBIE MATEPUANBI U NOBA3KK.
LloBHbIA maTepuan.
Mpoure HeaKTMBHBIE CPEACTBA AN yXoAa 3a paHamu

HeakTuBHblE CTOMaTONOMM-
YyecKkune n3genus

HeakTuBHoe cTomaTtonormyeckoe obopynoBaHue U MHCTPYMEHTEI.
Cromaronoruyeckve Matepvans.
CTomaronorvyeckie UMnnaHTarsl

HeakTvBHbIE MegULMHCKME
n3aenust obLero HazHave-
HWUA

HeakTuBHble U30enus Ana aHecTe3nu, HEOTNOXKHOW NOMOLLM 1
WMHTEHCMBHOI Tepanuu.

HeakTuBHble M3genus Ans MHbeKUWA, MHAY3WA, nepenveaHns
KPOBMK W fManusa.

HeakTuBHble opToneauyeckMe 1 peabunuTaunoHHbIe U3aenus.
HeakTuBHble M3MepUTENbHLIE U3Oenus.

HeakTuBHbIE odhTanbMonorMieckne M3aenus.

HeakTuBHblE MHCTPYMEHTHI.

M3nenuns ans KoHTpauenuuu.

HeakTuBHble n3genus ana AesnHtekLmMm, O4UCTKM U ONonacku-
BaHWs.

HeakTuBHble M30enus Ans 3KCTPaKoprnoparnsHoro onnogoTeo-
penus (QKO) 1 BcnomoratenbHbIX penpoayKTUBHBLIX TEXHONOr WA
(BPT).

HeakTuBHblE M3aenus, NnpeaHasHavyeHHbIe ANsA npvemMa BHyTPb

,D,pyrme HeaKTuBHbIE Megn-
LUWHCKWe nagenna

B cooTteeTcTBUM CO CFIELLI/‘IQ)VIKELI,VIHMVI
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lMpodomkeHue mabnuuybi A. 1

FOCT P 57451—2026

Mpynna meguumHCKUX
uagenuia

Moarpynna meanLMHCKMX
nagenui

0BnacTb TEXHUYECKMX 3HAaHWIA

AKTUBHbIE He-
VIMMNINaHTUpyeMble
MeauLUHCKne
n3genus

Wagenua ong MOHUTOpUHra

AKTUBHbBIE M3OENWS ONS MOHUTOPUHIA XXU3HEHHO BaXHbIX (OM3NO0-
NOrMYECKMX MapaMeTpoB.

AKTUBHbBIE M3AENWS ONS MOHUTOPUHIA HEXWU3HEHHO BaXHbIX
U3MONOrMHEeCKUX NapamMmeTpoB

Wapnenua ons Buayanuaa-
umm

Wapenusa ons Buayanvsaumu, MCNonb3ayrLMe NOHM3NpYHoLLee
nany4eHue.

Wapenus Buayanusaunm, He UCMonb3yrLIMe MOHW3MPYHOLLEE U3-
ny4eHune

Wapenus ansa ny4eBon u
TepmMoTepaniu

Annapartbl, UCNONb3YHLLIME MOHU3VPYIOLLEE U3NYYEeHNe.
Annapatbl, He UCMONb3YOLLME UOHW3NPYIOLLEE U3MYYEHWE.
Annapatbl ANA TepMoTepanuu,

Annapatbl 4NA NMTOTPUNCUA

AKTUBHbIE HEMMMMAHTU-
pyeMble usnenus obLuero
Has3HauyeHus

AKTVMBHbIE M3AENWA AN UCKYCCTBEHHOMO KpOBOOGpaLLEeHWs,
WHdy3un 1 remacpepesa.

AKTVMBHbIE M3AENWA ANS PECTIMPATOPHOW Tepanuu, HapKo3HO-Abl-
XaTenbHblE U runepbapuyeckue.

AKTVMBHbIE M3AENWA AN CTUMYNALUKA U MHIMBUMPOBaHWA.
AKTMBHbIE XMPYPrUYECKUE N3OENUS.

AKTMBHbIE OhTanEMONOrMYyecke M3nenus.

AKTMBHbBIE CTOMaTONOMMYECKWE N3AENUS.

AKTVMBHbIE M3AenWs ANs Ae3nHEKUMM 1 CTEPUNM3aLINKN Mean-
LIMHCKUX U3AENUIA.

AKTVMBHblE pEabUNUTAUMOHHEIE 3AENWA U aKTUBHBLIE NPOTE3bI.
AKTMBHbIE U3AENUA ANA NO3MLMOHUPOBAHWSA U TPAHCTIOPTUPOBKA
nauueHTa.

MporpammHoe obecrneveHune, BKN4an paspaboTky nporpaMMHo-
ro obecneveHns Ons MeqULMHCKUX U3AENWIA.

AKTMBHbIE M3AENWA ANS SKCTPAKOPNopansHOro OnnogoTBOPEHUs
(3KO) n BcnomorarteneHbIX penpoayKTUBHbIX TexHonoruii (BPT)

Lpyrve HemmnnaHTupye-
Mble MeaWUUHCKME U3Oenus

B cooteeTtcTBMM CO cneyudurkaymamm

AKTUBHbIE UM-
nnaHTMpyemble
MeauUUHCKne
n3genus

Wapenua ona cTumynauvm
nmnn MHFMGMDOB&HMH

Wapnenua ona BBoaa nekap-
CTBEHHbIX U MHbIX BELLECTB

Wapenus, samewaiolme
WK 3aMeHsLLIME YHKLUN
opraHoB

PagnoakTueHble UMNNaH-
Tatbl AN BHYTPUTKaHEBON
ny4esoun Tepanun

LOpyrve akTUBHbIE UMMNNaH-
TUpYEMble MeAULIMHCKNE
n3genus

13
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OkoHyaHue mabnuusi A. 1

Mpynna meauumHeKnx
nagenvin

Moarpynna meauLUMHCKMX
nagenui

ObnacTb TEXHWYECKNX 3HaHWUM

MeauuuHckne
n3nenus ana aua-
THOCTWKW in vitro

PeareHThl, Habopbl pearex-
TOB, KanMbpoBoO4YHbLIE U
KOHTPOIbHbIE MaTepuansl
ONs QUarHocTUKK in vitro

KnuHuyeckas xumus.
MMMYHOXUMUS.

lematonoruns.

Mwkpobuonorus.
MHpeKLMOHHaa MMYHOXUMUSA.
McTonorma/unTonorus.
leHeTMYecKoe TeCTUpOBaHWE

Mpubopsl, obopyaosaHue 1
nporpaMmmMHoe obecneyeHune
ANs AMarHocTukK in vitro

MepuuuHcke nanenus
ANa AMarHocTUKK in vitro,
npeaHasHaYeHHble Ans
WCMNOMNb30BaHUA Ha MecTe
HaxoXaeHusa nauneHTa

Wapenus ons gomMallHero npUuMeHeHWA.
Mo MecCTy HaxoxgeHuda nauwneHTa, oTnuYHble OT n3genuin ans
AOMallHero npuMmeHeHuna

[pyrue meguumHckme 13-
[enna ans AMarHocTUKK
in vitro

B cooTteeTcTBUM CO CHELI,I/‘I(bMKaLI,VIHMVI

MenouuunHckmne
n3genus, co-
Jepxague unu
ucnoneayLme
cneunduyeckme
BELUEeCTBa UINn
TEXHOMOrMun

MeauywHckoe nagenue, co-
OepXallee nekapcTBeHHbIe
unu 6MonNorMyeckn akTme-
Hble BELecTBa

MeauumuHeKne usnenus,
cofepallne U1 UaroTos-
NEHHbIE C UCMOMNb30BaHUEM
TKaHel XUBOTHOrO NPoMc-
XOXAEHUS!

MeauumuHcKue nagenus,
cofepxallime Npou3BoaHLIe
KPOBM YeroBeka

MeguunHckue nsgenusa c
MCMoMb30BaHWEM MUKpOMa-
LUMH 1 MUKPO3MNeKTpomexa-
HUYECKUX CUCTEM

MepuuwrHckue nagenus, co-
Aepxalyme HaHomaTtepuan

MeguumHcKme napenus,

B KOTOPbIX MCMONB3YOTCA
BUONOrNMYeckn akTMBHbIE
NOKPLITWA UM MaTepuansl,
KOTOpLIE NOMHOCTHH U
BonbLuen YacTblo abcopbu-
pyOTCA OpraH1M3Mom

A.2 lNMpumepsl 3HaHWIA NPON3BOLCTBEHHbLIX TEXHOMOMMIA:
- TEXHOMOrM1 NPoN3BOACTBA TOHKUX W TOMCTLIX MMEHOK;
- TEXHOMOMW NPOW3BOACTBA MUKPOANEKTPOHUKMN;

- TEXHOMOrM1 NPON3BOACTBA MUKPOMALLWH;
- acenTtuyeckasn o6paboTka;

- TEXHOMNOIMKM CBapKu;

- TEXHOMOMMK NPOW3BOACTBA KEPAMWKW M 30MNb-reNeBblX MaTepMarnos;
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TEXHOMOrMK NPOM3BOACTBA NONMMEPOB (IKCTPY3Us, NUTLE NOA AaBNEHNEM U T. A.);
TEXHOMOrMKM NPOM3BOACTBA MeTansoe (NMTbe, hopmoBaHue, TepmoobpaboTka n T. 4.);
TEXHOMOrMU NPOU3BOACTBA TEKCTUNS U BOIOKOH;

TEXHOMOTMKN YNakoBbIBAHWS.

A.3 MprMepbl 3HaHWIA OONONMHUTENBHBIX TEM:

3HaHWe METO[OB CTEPMMM3ALIMK U Banuaaluvmn JaHHbIX NPOLIECCOoB;
3HaHWe MUKpPOBMONOrMn 1 MOHUTOPUHIa BUOHAarpY3Ku;

3HaHve BUOCOBMECTMMOCTU W €€ OLEHWBAaHUS;

3HaHWE NPOLECCOB B YUCThIX NOMELLEHWUAX;

3HAHWE MOHUTOPWHIA U YNPABMEHWUS NPOU3BOACTBEHHOW CPENO;
3HaHWe TEXHONOrUn YNaKoBbIBaAHWA;

3HaHWe UCMbITaHWM Ha CTabUNbHOCTL;

3HaHWEe METOO0B MeHeMKMeHTa PUCKa;

3HaHWe MeTO[0B OYNCTKM U Ae3nHdeKUnn;

BUONOrMYecKoe OLEHUBaHNE MEANLIMHCKUX U3OENUiA;
KMNWHWYecKas OLeHKa MeaWLMHCKUX U30enui;

hU3nYECKoe 1 XMMUYECKOE OLIEHWBaHNE MEOWULIMHCKUX U3OEenuii;
3HaHWe MeTOO0B Banuaaunn npoueccos;

MeToAb! Banuaauuu NpUMeHeHns nporpammHoro obecnedveHms.

FOCT P 57451—2026
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Mpunoxexne B
(cnpaBo4Hoe)

Mudopmaumnsa o KOMNeTeHTHOCTU. YPOBHU KOMMNETEeHLMIA

MepcoHan, ynpaensaowmin NporpaMMoit ayauta, pykoBOAWUTENW ayaAWTOPCKUX TPynm, ayauTopbl UMM TEXHUYECKUE
3KCMNEepThI AOMKHLI AOCTUYb YPOBHSA KOMMNETEHTHOCTK MO Kax Aol 6a30Boi, (OyHKUMOHANBHOW N TEXHUYECKOW KOMNETEHLUN
B 3aBMCHMMOCTK OT UX POMfK U B COOTBETCTBUM C Tabnuuamu B.1 — B.4.

Ta6nuuya B.1

YpoeeHb
BaxHocTb TpeboBanue Ko ettt TiA
KpuTu4ecknin HaBbIK UKW 3HaHWe Obsa3aTensHo OMKHO ObiTb 3
BaHbIM HaBbIK UMW 3HaHWE HomkHo 6bITb 2
MonesHbI HaBbIK UMW 3HaHWE MpegnoyTuTENnbHO UMETL 1
Tabnuuya B.2 — ba3oBble YPOBHW KOMNETEHLMA
Mepcowar, PykoBoauTenb ayanTOPCKON
o rpynnel, NnepcoHarn, )
ynpasngaoLwmin - TexHu4eckui
BasoBble kKomMmneTeHUMn NDOrpaMMoii OCyLUeCTBNAKLWMA aHannm3 oT4eToB Ay,ClVITOp akcnepT
parp b no ayauTy v NPUHUMAIOLLMIA p
ayaura
peleHne o cepTUduKkaumm
YecTHOCTB ) 3 3 3
OB6LEKTUBHOCTL 3 3 3 3
Kputuyeckoe n aHanuTnyeckoe 3 3 3 3
MbILLUNIEHUE
MeXnNUYHOCTHbIE HaBbIKK 2 3 3 2
KoMMyHMKabenbHOCTb 3 3 2 2
ApanTUBHOCTbL 2 3 3 2
HacronumeocTtb 2 3 3 3
BocnpuumunsocTs 2 3 o 2
HabniopartenbHOCTb 1 3 3 3

ayguTa.

* [NepcoHan, ynpaenswLwWwWiA NporpaMmmoii ayamTa, OOMKeH UMeTb 3-i1 YpOBEHb TEXHWYECKOW KOMMNETEHLWA B CO-
OTBETCTBUW C MONWTUKaMU U nNpoledypamMu ayauTOpCKOW opraHu3annn AN OLEHKW 3asBKW, onpedeneHus Heobxoam-
MOW KOMMNETEHTHOCTW ayAWTOPCKON rpynnbl, 0T6opa YneHoB ayauTOPCKON rpynnkl U onpeaeneHns NpoaormKuTensHOCTI

Tabnuya B.3 — YpoBHU hyHKUMOHANBHBLIX KOMMAETEHLWIA

- , PyKoBOAMTENb ayaMTOPCKOM rPynnbl, NepcoHar,

eXHU4ecknmn %

TexHU4YecKkne KoMneTeHLMM okonsET OCYLLECTBAAKLWIA aHANU3 OTYETOB MO ayanTY AyauTop
1 NPUHMMAKLLMIA PeLLeHne 0 cepTUdmKaunn

Perynupytowme TpeboBaHms 2 3 2

MeauumHckue nsgenva u npous- 3 3 3

BOLCTBEHHAs cpeda

CraHgapTel U MeTOAbI ayouTa 1 3 3

CTaTUCTUYECKUIA aHanu3 1 3 2

* TexHUYeCcKWin aKCNepT JoMKeH MMETE 3-11 YPOBEHb TEXHUYECKON KOMMETEHLMUW B CBOE(1X) 0BnacTu(sx) 3HaHUIA.
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Ta6nuua B.4 — YpoBHU TEXHNYECKMX KOMMETEHLIVIA
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PykoBoguTENb ayAMTOPCKORA rpynikl, NepcoHar,

TexHu4eckue KomMneTeHuun Te::clf_:ge(:}K,MH OcyUJ.ECTBnﬂEDLIJMI;I aHanua OTHETOB NO ayauTy Ay,D,VITOp
p n I'tpHHVIMaiOLIJMFI peweHue o cep‘rmcbmaumm
Perynupytowme TpebosaHus 2 3 2
MeguumHcKkMe 13nenus u Npous- 3 3 3
BOACTBEHHas cpeaa
CtaHgapTel U METOALI ayauTa 1 I 3
CTaTtMcTMYeckm aHanus 1 3 2

* TeXHUYECKUIA IKCNepT AOIMKeH UMETh 3-1 YpOBEHb TEXHUHECKOWN KOMMNEeTeHLMW B CBOeR(1x) oBnactn(ax) aHaHui.
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Mpunoxexue AA
(cnpaBo4Hoe)

CeBefeHnsA 0 COOTBETCTBMU CCbINMOYHbLIX HALMOHAaNbHbIX CTaHOapPTOB MeXAyHapoaAHbIM CTaHOapTaMm,
UCNONb30BaHHLIM B Ka4eCTBe CCbINIOYHbIX B NTPUMEHEHHOM MeXOYHapo4AHOM OOKYyMeHTe

Ta6nwuuya OAA

Obo3Ha4YeHne CCbINOYHOro CreneHb Obo3Ha4vyeHMe 1 HauMeHoBaHue COOTBETCTBYHOLLEro CCblNMOYHOro
HauWnoHanbHOro ctaHgapta COOTBETCTBUA MEXAYyHapoaHOre ctaHaapTa
MOCT P WCO/M3K 17021-3—2021 IDT ISO/IEC 17021-3:2017 «OueHka cooTeeTcTBMA. TpeboeaHus
K opraHam, MpOBOASALLMM ayauT W CepTUdMKauMIo CUCTEM
mMeHegkMeHTa. YacTe 3. TpeboBaHUs K KOMNETEHTHOCTW Ans
npoBefeHus ayauta 1 cepTudmnkaLum cucTem MeHeIKMeHTa
KadecTBa»
Mpumevanne — B HacToAwen Tabnuue ncnonb3oBaHo crneayiowlee ycnoBHoe obo3HaveHe CTeneHn co-
OTBETCTBUA CTaHOapTa:
- IDT — naeHTUYHbIA cTaHaapT.
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Mpunoxexne OB
(cnpaBo4Hoe)

ConocraeneHue CTPYKTYpPbl HAaCTOALWlEero craHgapra co CTPYKTyPOﬁ npUMeHeHHOro
B HEM MeXOyHapogHOro AoKyMeHTa

Tabnwua 0OB.1

CTpyKTypa HacTosiLLero ctaHaapTa

Crtpyktypa gokymeHta IMDRF/MDSAP WG/N4FINAL:2021
(Edition 2)

1 OBnacTb NPUMEHeHNs

1.0 O6nacTe NpUMeHeHnst

2 HopmaTtuBHbIE CCbINKK

2.0 Ccbinkm

3 TepMuHbI 1 onpegeneHns

3.0 OnpegeneHun

4 ObasaHHoCTK

4.0 O6aszaHHOCTH

5 MpuBepeHHOCTb BECNPUCTPACTHOCTM U KOHDUOEHLM-
ansbHOCTH

5.0 MNMpuBepeHHOCTb BeCcnpUCTPacTHOCTM U KOHDUAEH-
LMansHoOCTU

6 TpeboBaHWA K NepBOHa4YansHOMY YPOBHIO NOATOTOBKM

6.0 TpeGoBaHWA K NepBOHa4YanbHOMY YPOBHIO

7 TpeboBaHus K 0By4eHno

7.0 TpeBoBaHus K 06y4eHno

8 TpeGoBaHuUa K OMbITY ayAMTOpa, TEXHWYECKOro 3KCnep-
Ta M NepcoHana, oCyLIeCTBNALIEro aHanua OTYEToB Mo
ayauTy U NPUHYMAIOLLErD pelleHne O cepTUdUKaLmm

8.0 TpebosaHua k oBy4eHunto

9 OueHKa KOMMNETEHTHOCTU

9.0 OueHka KOMMNETEHTHOCTH

10 MNoaTteepxaeHve cobrogeHns Kogekca OeATeNbHOCTH

10.0 MNogTeepxaeHWe Kogekca 4eATENbLHOCTU

11 3anucuK o nepBoHaYanbHbIX TpeOOBaHUSIX, OLEHUBa-
HWUM 1 MOHUTOPUHIE KOMMNETEHTHOCTH

11.0 3anucy nepeoHaYanbHbIX TpeboBaHWN, OLIEHKU
KOMMNETEHTHOCTM U MOHWUTOPWHT

12 Koppekuus

12.0 Koppekuus

MpunoxeHue A MNpumep Krnaccuukaumm TEXHUYECKMX
3HaHWA

MpunoxeHne A Mpumep Knaccugmkaumm TEXHUHECKNX
3HaHWUA

MpunoxeHune B NHpopmauusa o KOMNETEHTHOCTH. YpoB-
HWU KOMMNETEHLUWA

Mpunoxenne B ViHdopmaunsa 0 KOMNETEHTHOCTH

MpunoxeHue JA CeefeHWsi 0 COOTBETCTBUM CChINOYHbIX
HaLMOHanNbHbIX CTaHAAPTOB MEXAyHapoaHbIM CTaHaap-
Tam, UCNOMb30BaHHLIM B KAYECTBE CChINOYHbIX B NpUMe-
HEHHOM MeXyHapoAHOM AOKYMeHTe

MNpunoxeHne b ConocTaeneHue CTPYKTYpbl HAcTosA-
Llero cTaHgapTa Co CTPYKTYPOW NPUMEHEHHOTO B HEM
MeXayHapoaHoro AoKyMeHTa

BubGnuorpadus
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Bu6nuozpadus

Principles of Conformity Assessment for Medical Devices (lpuHyuns! oyeHku coomeem-
cmeust MeduyuHcKux uzdenud)

Principles of Conformity Assessment of In Vitro Diagnostic (IVD) Medical Devices [[TpuK-
yunsl oueHku coomeememaus meduyuHckux uzdenuli 0ns duazHocmuku in vitro (IVD)]

Requirements for medical device auditing organizations for requlatory authority recognition
(TpebosaHusi Kk opaaHu3ayuaM, ocywecmeansiowum ayoum uszzomosumenel MeduyuH-
cKkux usdernut, 8 Yenax yrnoTHOMOYUGaHUs PecyupyowuMu opaaHamu)

Implementation of risk management principles and activities within a Quality Management
System (MHmeepayus deamenbHOCMU U MNPUHUUNO8 MEHEOXMEHMA puUcKa e cucmemy
MeHedxxMeHmMa Kkayecmea)
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