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1. O6aacTb NpuMeHEHUSs

1.1. Hacrosmas  monuThka  ompeaenser  noaxonsl — DemepanbHOW  CIyKOBI
[0 AaKKpeIUTAllMM B OTHOIIEHWU MPOBEPKH KBaTU(UKAIMKU J1a0OpATOPUN IyTeM YydacTus
B MEKJ1a00pPATOPHBIX CIMUMTENBHEIX UCIIBITAHUAX 1a0opaTopuiil, OpraHoB MHCIIEKIHMA (B ciTydae
rie 9T0 NPUMEHHMO)?, B TOM 4HCJE, IMyTeM y4acTHA B MEXIa00paTOPHBIX CIHMUHTENHBIX
UCTIBITAHUSAX OTJIMYHBIX OT IPOBEPKHU KBATU(DHUKALIUU.

1.2. Hacrosuias noJuTUKa npegHazHayeHa sl T0JDKHOCTHBIX ul DenepanbHON CITyKObI
M0 aKKpEeIWUTAlUM, a TAKXKe I IOPUIUYECKUX JUIl U WHIWBUIYAIbHBIX MPEANPUHUMATEINCH,
AKKPEIUTOBAHHBIX UM MPETEHAYIOIUX HA MOTYYCHHE aKKPEeIUTAllui B HALIMOHAILHOM crcTeMe
AKKPEIUTAIMH, BBITIOTHSIIONIMX pPabOTBl 1O TPOBEACHUIO WCCICAOBAHUN (MCTIBITAHUI),
U3MepeHuii, oToopy npod, KaTuOPOBKE CPEICTB U3MEPECHHUIA.

2. HopMaTuBHBIE CCBLIKH
2.1. B Hacrosiel NoJIUTHKE UCTIOJIb30BaHbl CCHUIKM Ha CIEYIOIUE TOKYMEHTHI:

Ipuka3 Munskonompaspurusi [lpuka3 Munskonompassutus Poccun ot 24.10.2020
Poccun Ne 704 Ne 704 «O6 yrBepxkaenun Ilonoxenus o cocrase
CBEJCHUI 0 pe3ynbTrarax JeSITeTbHOCTH
aKKpEIUTOBAHHBIX JIMI, 00 W3MEHEHHMsSX COCTaBa
X paOOTHHKOB M O KOMIIETEHTHOCTH ITHX PaOOTHHUKOB,
00  HM3MEHEHMSAX  TEXHHYECKOI OCHAIIICHHOCTH,
MIPECTABIISEMBIX aKKpEeINTOBAHHBIMHU JUIIAMA
B ®DenepanbHylo cinyx0y IO aKKpeIuTaluu, MOpsIKe
U CpPOKax NpEACTaBICHUS AaKKPEAUTOBAHHBIMH JIUIIAMH

TaKUX CBEICHUIA B ®denepalbHYIO ciyx0y
IO aKKPEIUTAITU
r'OoCT ISO/IEC 17011-2018 MexrocynapctBennblii  cranmapr  ['OCT  ISO/IEC

17011-2018 (ISO/IEC 17011:2017, IDT) «Orenka
cooTBeTCTBUs. TpeOoBaHUs K OpraHaM MO aKKpeAUTAI|H,
AKKPEIUTYIOLIUM OPTaHbl 110 OLIEHKE COOTBETCTBUS

I'OCT ISO/IEC 17025-2019 MexrocynapctBennblii  cranmapr  ['OCT  ISO/IEC
17025-2019 (ISO/IEC 17025:2017, IDT) «O6muue
TpeOOBaHUS K  KOMIIETEHTHOCTH  HCIBITATENbHBIX
1 KaJIMOPOBOYHBIX JTAO0OpATOPHUIA»

! B uensx HacTosmero JOKyMEHTa MOJ JIabOpaTopueil Mojpa3yMeBaroTcs BCE BHBI JIabOPATOPHIA:
UCIIBITaTENIbHBIC, KATMOPOBOYHbIE, MEAUIIMHCKHUE, JTAOOPATOPHH, 3aHUMAIOIINECS 0TOOPOM TIPO0.

2 TOCT P CO/MDK 17020-2012 «Ouenka coorBeTcTBus. TpeGoBaHusi K paboTe pasiMuHBIX THIIOB
OpPTraHOB MHCIIEKLIMM» HE COAEPXKHUT TpeOOBaHMH B OTHOLICHWH IPOBEPKH KBaTH(UKALMK, OJIHAKO JUIA
UCIIBITAaTEIbHON JIeITEIbHOCTH, €CIIM OHAa BKIIOUYEHAa B OO0JIACTh AKKpEIWTAIMM OpraHa WHCIHEKIHMH, IOJDKHBI
yautsiBaThes TpeboBanus 'OCT ISO/IEC 17025.
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I'OCT ISO/IEC 17043-2013 MexrocynapctBennbiii  crangapr  ['OCT  ISO/IEC

17043-2013 (ISO/IEC 17043:2010, IDT) «OueHka
coorBercTBUS. OCHOBHBIE TpeOOBaHUS K IPOBEACHUIO
MIPOBEPKH KBATA(DUKAIIH

1ISO 15189:2022 MexnyHapoaHblii CTaHJapT ISO 15189:2022
«MenuuuHckue naboparopuu - TpeOoBaHUS K KauecCTBY

u  komnerentHoctH» (ISO  15189:2022 «Medical
laboratories - Requirements for quality and competencey)

ISO/IEC 17043:2023 Mexaynaponusiii  crangapt  ISO/IEC  17043:2023
«OreHka COOTBETCTBHUSI. Oo6mue TpeOOBaHM
K mpoBeaeHuio mposepku kBamudpukanun» (ISO/IEC
17043:2023  «Conformity  assessment -  General
requirements for the competence of proficiency testing
providersy)

ILAC G18:01/2024 JlokymeHT MexnynapoaHoi OpraHu3alNH

mo akkpemutanuu saboparopuii ILAC G18:01/2024
«PYKOBOI[CTBO [0 OmHCaHMIO oOJacreit AKKpCIuTauum»
(ILAC G18:01/2024 «Guideline for describing Scopes
of Accreditationy)

ILAC P9:01/2024 JloKyMeHT MexyHapoaHoi OpraHu3aluu
mo akkpeaurauuu jaboparopuii  ILAC P9:01/2024
«[Tomutuka  ILAC B OTHOILICHUH IIPOBEPKHU
KBAIM(UKAIMA W/WIM  MEXJIa00paTOpHBIX CIUYEHU,
OTIMYHBIX 0T TmpoBepku keamudukammm» (ILAC
P9:01/2024 «ILAC Policy for Proficiency Testing and/or
Interlaboratory comparisons other than Proficiency
Testing»)

2.2. Tlpu monb30BaHUM HACTOSIIECH MOJMTUKOMN CIIEYET MPOBEPATH ACUCTBUE CCHIIIOYHBIX
JIOKYMEHTOB. EC/IM CCBITIOUHBIN JOKYMEHT 3aMEHEH, TO MPYU MOJIb30BaHUHU HACTOALLEH TOTUTHKON
ClIelyeT PYKOBOACTBOBATHCSA 3aMEHEHHBIM (M3MEHEHHBIM) JOKYMEHTOM.

3. TepmuHsbl u onpeaeaeHusi, COKpaleHust

3.1. B Hacrosmeill MONMTHKE NPUMEHEHBl TEPMHHBI M ONPEICICHHS B COOTBETCTBHU

¢ I'OCT ISO/IEC 17025-2019 u I'OCT ISO/IEC 17043-2013, a Taxxe:

Ka1u0poBKa — COBOKYIHOCTHb OIEpalllid, BBINOJHAEMBIX B LEJX
OIpeIeIcHUs JIEACTBUTEIIBHBIX 3HA4YCHUI
METPOJIOTHYECKUX XapaKTEPUCTUK CPEACTB U3MEPEHNH;

Jaboparopus — Oprad, KOTOpBI OCYIIECTBISET OJUH WM HECKOJBKO
BUJIOB JICSATENILHOCTH: HUCIBITaHUS, KaJIMOpOBKa, OTOOP
00pa3IoB, CBSI3aHHBIN C MOCIEIYIOUMMH UCIBITAHUSAMU
WM KaJMOpOBKOMH;
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Me)KJIaﬁopaToprle — OpraHu3anys, BBIIIOJIHCHUC W OLCHHBAHHUC H3MepeHI/Iﬁ

1 WA UCHBITAaHUN OOHOI'O W TOro XC€ HJIHN HCCKOJBKHUX

MoA00HBIX 00pa3oB AByMs WK OoJiee J1abopaTopusMu
B COOTBETCTBUHU C 3apaHee YCTAHOBICHHBIMH YCIOBUSIMU

CJIMYIHUTECJIbHbIC HCTIBITAHUA

HALMOHAJILHBIN Opran — (enepanbHBIi  OpraH  HUCHOJHUTENIBHON  BIACTH,
M0 AKKpPeAUTALHU YIIOJTHOMOYEHHBII OCYIIECTBJISTh byHKIIUU
(Pocakkpenuramus) 0  aKKpeIUTallMM B  HAUMOHAIBHOM  CHCTEME

AKKpEJUTAIlMM B COOTBETCTBUU C TOCTAHOBJIEHUEM
[IpaButensctBa Poccuiickoii ®enepaunu ot 17.10.2011
Ne 845 «O DenepanbHOi CiTyKO€ 1O aKKPEAUTAITAI

npoBaiiiep NpoBepKH — oOpraHusanys, KOTopas HeCceT OTBETCTBEHHOCTb 3a BCE

KBaJIHpUKALHUHU 3a7ja4d 10 pPa3pabOTKE W BBINIOJHEHUIO TPOTPAMMBI
OpoBepKkH KBanM(puKauumum (B LEISIX  HACTOSIIEro
JOKYMEHTa T0JI TPOBAIEpOM MPOBEPKU KBATU(PHUKAIIMN
[I0JIpa3yMeBalOTCsl  IIPOBAWJEp, IpoBalaep NporpamMmm
npoBepKkH KBanudukanuu, mnposaiiaep MCH, muno,
BBICTYTIAIOLIEE B KauecTBE MpoBaiiiepa)

NMpOBepKa KBATU(PUKALMHA — OIICHMBAaHUE  XapaKTePUCTUKH  (QYHKIIMOHUPOBAHUS
YYaCTHMKAa IO 3apaHee YCTAHOBJIEHHBIM KPUTEPUSIM
MOCPEACTBOM MexI1ab0paTOPHBIX CIMYUTEIbHBIX
WCTIBITAHUI

(denepasbHOEe ABTOHOMHOE — (enepaibHOE aBTOHOMHOE yupexaeHne «HarmoHanbHbIi

YUYpeKaeHue, MHCTUTYT aKKpEIUTALU)

NMOABEI0MCTBEHHOE

Pocakkpeauranuu

3.2. B Hacrosmiell TOJUTHKE TNPUMEHSIOTCS CIEAYIONINE YCIOBHBIE O0O3HAYECHUS
U COKpAILCHHS

UCNIBITAHUS — MUCHBITaHUS, U3MEPEHUS M HCCIEAOBAHUS, IPOBOAMMBIC
nabopaTopusIMU
K — TpOBEpKa KBaTH(UKAIIHH, B TOM qHCIe

MEXJIa00paTOpHbIE  CIMYUTENbHBbIE  (CPaBHUTENIBHBIC)
WCIBITaHUS, BKJIIOYEHHbIE B IPOrpaMMy IO IPOBEPKE

KBaJTM (hUKAITIH
npogaiigep IIK — TpoBaiiiep NpoBEepKHU KBaTU(PUKALNN
MCH — MeXJabopaTOpHbIE  CIUYUTENbHBIE (CPaBHHUTEIBbHBIC)

HCIIBITAHUA, OTIIMYHBIC OT ITPOBCPOK KBaJ'II/I(bI/IKaHI/II/I

HCA — HalMOHAJIbHAS CUCTEMAa aKKPeIUTaIluN

1 TepMI/IHBI (CIIMYUTEIIBHBIE» N «CPABHUTEJIIBHBIC) B HaCTOHH.Ieﬁ TIOJIMTUKC ODKBHUBAJICHTHI.
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APAC — Asia Pacific Accreditation Cooperation Incorporated
(a3MaTCKO-THUXOOKEAHCKOE o0beIMHEHNE
10 aKKPEIUTAIIIHN )

EPTIS — FEuropean Proficiency Testing Information System
(eBporietickast nH(GOpPMAIMOHHAS CUCTEMA TI0 MPOBEPKAM
KBTI (DUKAITAN)

ILAC — International Laboratory Accreditation Cooperation
(MexxayHapoaHas —~ OpraHu3alus 10  aKKpeIUTaIlUuH
nabopaTopuii)

4. OOuume moJI0KEeHUS

4.1. VYyactue naboparopuii B mnporpammax [IK w/umu MCH, opranuzoBaHHBIX
npoBaiiiepom IIK — oaMH W3 BaXHBIX HHCTPYMEHTOB (CHOCOOOB) Jisi JAEMOHCTpaluu
KOMIIETEHTHOCTH M OOeCreuYeHMsl KayecTBa pe3yJIbTaTOB JIEATENIbHOCTU J1labopaTopHuu
Y HEOTHEMJIEMOM YaCThI0 MOHHUTOPUHTA JJOCTOBEPHOCTH PE3YJIbTATOB UCIIBITAHH/ KAJIMOPOBKH.

4.2. Yuactue B MCH paccmarpuBaercs TOJIBKO B TOM ciydae, KOIAa OTCYTCTBYET
BO3MOKHOCTH yudactus B [IK.

4.3. llonoxenusmu nynkma 7.7.2 TOCT ISO/IEC 17025-2019 ycTaHOBIEHO,
YTO J1JaOOpaTopusl AOJKHA OCYLIECTBIIATH MOHUTOPUHI CBOEW NEATEIbHOCTU IYTEM CpPaBHEHUS
C pe3yibTaTaMu JIpyTux J1abopaTOpHii, €CIU 3TO BO3MOXHO M MPUMEHUMO. Takoil MOHUTOPUHT
JIOJKEH IUIAHUPOBATHCSA, U €0 Pe3yNbTaThl JODKHBI aHAIW3UpPOBaThCs. OH JOKEH BKIHOYATH
(HO HE OrpaHUYMBATHCS) CIEAYIONINE MEPONPUATHS WIH OTHO U3 HUX:

—  yyacTHe B NpoBepKax KBalu(UKalUH;
— ydacTHe B MEXJIa0OpaTOPHBIX CIWYEHUSAX, OTIMYHBIX OT IPOBEPOK

KBTI (UKALINH.

4.4. Jlaboparopuu HEOOXOOUMO paccMaTpuBaTh BO3MOXKHOCTh yuyacTus B IIK kak
HanboJee MPeANOYTUTENBHBIH 1 HAIe)KHBIH BAPHAHT MOHUTOPUHTA’.

4.5. Jlaboparopun HEOOXOJMMO OCYLIECTBIATH MJIAHUPOBAHUE M MOHMTOPUHI y4yacTUs
B iporpammax 1K u () MCH.

[TnanupoBaHue TOMKHO YUUTHIBATh PUCKM M BO3MOXKHOCTH, CBSI3aHHBIE C JIAOOPAaTOPHON
JeSITeIbHOCThIO, B TOM YHCJE, OLIEHKY YPOBHS M NMEPUOJUYHOCTH ydacTusi B mporpammax [1K
u (mm) MCH.

4.6. PocakkpenuTaIysi IPOBOJAMT TOJMTUKY, HANIPABJICHHYIO HA CO3/IaHUE YCIOBUU LIS
oOecrieyeHns y4acTus JJabopaTopuil B mporpamMmax MpOBEpKH KBATU(PHUKAIMH, TPOBOJUMBIMU
aKKpEJIUTOBAHHBIMH B HaIlMOHAIBHOW CHCTeMe akkpeauTamnuu B coorBeTcTBuu ¢ [ OCT ISO/IEC
17043-2013 (ISO/IEC 17043:2023).

4.7. Pocakkpenuranusi TpPUHHMaeT BCe HEOOXOAMMBIE Mepbl Uil oOecredeHus
COIIACOBAHHOT'O NMOHMMAaHMsI BOIIPOCOB, CBS3aHHBIX C UCIOJB30BAaHUEM M OLICHKOW PE3yJIbTaTOB
[1K u () MCH B niporiecce akKpeIuTaliy U MOATBEPKIEHUSI KOMIIETEHTHOCTH JIaOopaTOpHil.

4.8. Pocakkpenuranus —nyoiuKyeT HMH(OpManuio O  IpoBaiiiepax, HMEIOIUX
akkpenutanuio B HCA, B peecTpe akKpeIUTOBAHHBIX JIUL, pa3MEIIEHHOM Ha 0(hULIHaIbHOM caiiTe
B UH(POPMALIMOHHO-KOMMYHHUKAITMOHHOW ceT «VIHTepHEeT», a Takke o0ecreunBaeT pa3MelieHue

IpUI0KeHN! 1 yCTaHOBJIEHBI NPUMEpPHI JOCTYIHOCTH cxeM 11K u
'Bup ly pumep y ITIK u MCH
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JOTIOTHUTEIbHOW MH(OpPMAaLMM O TaKUX IMpoBaiiepax W O pa3pabOTaHHBIX UMM Mporpammax
MPOBEPOK KBanudukanuu Jaboparopuid, peannzyemMbix mocpeactBoM mposeneHust [1K, B Tom
YHClIe ¢ UCIOJIB30BaHNEM MH(GOPMAIIMOHHO-TEXHOJIIOTUYECKUX pecypcoB (LU(POBBIX m1aTdopm)
denepanbHOr0 aBTOHOMHOTO YUPEXKICHHUS, TI0JIBEJOMCTBEHHOTO Pocakkpenuraiuu.

5. ¥Yuacrue nadoparopuii B [1K

5.1. Vuacrue nabopatopuii, akkpenutoBaHHslx B HCA, B mporpammax IIK sBusercs
00s13aTeNIbHBIM, TJ€ TaKas AEATeIbHOCTb JOCTYIIHA U IPUMEHHUMA.

5.2. JlaGoparopuu, akkpeauroBanuble B HCA, M mpeTeHIyromue Ha aKKpeIUTalHIo,
paspabarteiBator miuaH ywactus B IIK u (umm) MCH, ¢ yueTtoM pHCKOB U BO3MOYKHOCTEH,
CBA3aHHBIX C JIAOOpPaTOpPHOM JEATEIbHOCTBIO, YCTAaHABIMBAIOT IEPUOJUYHOCTh Y4aCTHf,
000CHOBaHME OXBaTa 00JaCTH aKKpEeIUTALUH, (POPMBI BEIEHU 3aMUCei 0 pe3ybTaTaM y4acTHs
B IIK u (wm) MCH, neictBusi npu MNOJYyYEHUU HEYTOBICTBOPUTEIBHBIX PE3YJIHTATOB,
akTyanu3anuio miaaHa yyactus B IIK, B ToM uucie B ciyyae U3MEHEHUS cOCTaBa paOOTHHMKOB,
NPUHUMAIOIINX Y9acTHe B paboTax B COOTBETCTBUH C OOJIACTHIO aKKpEAUTAIIMH, 000pyI0BaHUS,
UCMOJIb3YyeMOro JijIsl IPOBEACHUS MCCIENOBAaHUN (MCHBITAHWM) M U3MEPEHHH, METO/10B
UCCIJIEIOBAaHUM (MCIIBITAHUI) U MU3MEPEHUH, YKa3aHHBIX B 00JacTU akKpeauTauuu. Pe3ynbTaTsl
yuactus B IIK u (wiin) MCH 10mKHBI perucTpupOoBaThCsl, aHATU3UPOBATHCS U MCII0JIb30BAThCS
JUIsL yIIpaBJIEHUs J1aOOpAaTOPHOM JEATEIbHOCTBIO, a TAKXKE IO BO3MOXKHOCTU JJISi BHECEHUS
yIydiIeHui B paboTy 1abopaTopuu.

[Tpu onpenenenun ypoHs U nepuoauyHoctd ydactus B [IK u (mnmn) MCH nabopatopun
ClleZlyeT YYUThIBATh MOAXO0/Ibl, YCTAHOBJIEHHBIE NPUTOJCEHUEM 2.

5.3. JIabopaTopusi caMOCTOSTEIIFHO 00ECIIeYMBACT TTOUCK TIOIXOSIIETO HETIOCPEICTBEHHO
eit mposaiiaepa [1K, akkpeIMTOBaHHOT O B HALIMOHAIBHON CUCTEME aKKPEAUTALIMH B COOTBETCTBUU
I'OCT ISO/IEC 17043-2013 (c y4eToM 3asiBICHHOW/YTBEPKICHHOW 00JACThIO aKKPEIUTAIHH).
B cnydae orcyrctBus Takoro mpoaiinepa IIK naGopaTopusi BmpaBe MCIONB30BaTh HHBIE
MCTOYHUKHU IOMCKa IpoBaiaepa, myreM noucka nocpeacrsoM EPTIS w/unu APAC B kauectse
KaHIMJIATOB TakXe MOTyT ObITh paccMoTpeHbl mposaiifepsl [IK, akkpeauTroBaHHbIE HHBIMU
noanucantamu ILAC MRA.

5.4. JIaboparopus no npunsatus yyactus B IIK npoBoaut onenky mposaiinepa I1K, B nemsx
dopMupoBaHUsa JOKa3aTelbHOM 0a3bl [ TpPEAOCTaBICHHUS B HAIMOHAJIBHOW oOpraf
10 aKKpEINUTaLUH.

JlaGoparopuss  noikHA ~ OOECIEUMTh  COXPAaHHOCTb  JOKYMEHTAallsl U 3alMcei,
MOATBEPKIAIOIIUX KOMIIETEHTHOCTD npoBaiiaepa 11K.

5.5. JIabopaTopusi caMOCTOSATENBHO ONPEENsieT KpUTEPUH JOCTYIHOCTH U ymecTHocTH [1K.

Hampumep, 11K cunrtaercs 1oCTynHOM, eciu:

a) TpeIaraeTcsi KOMIETCHTHRIM mpoBaiiiepom [TK u HeoOXoauMas TOKyMeHTaIHsI
JIOCTYIHA JUIs MOHUMaHUsI paOOTHHUKaM JIabOpaTopuH;

0) He TpebyeT pa3paboTku oTAenbHON cxeMmbl IIK u pe3ynbpraTel MOTYT OBITBH
OpEOCTaBIEHbl B TEYEHHE KOPOTKOTO BPEMEHM OTHOCHUTENBHO MOTpeOHOCTeH
nabopaTopuu, PerIaMEHTUPOBAHHBIX B IUIAHE JUIS TPOrPaMMBbl MPOBEPKH KBATH(PHUKAIIUH.

IIK cumTaercss yMECTHOH, ecnu mpejcTaBisieMas 00JacTh aHaJIOIMYHA MPAaKTUYECKOH
JesTeNIbHOCTH JabopaTtopuu. B ciydyae oTeNbHBIX HCHBITAHUN WM METOJIOB M3MEpPEHUH, JUis
KOTOpbIX HenocTynHbl cranjgaptHele IIK, moxer ObiTh ymecTHbIM BbIOpaTh IIK, KoTOphIE
AQHAJIOTMYHBI 00JIACTH UJTU MOKPHIBAIOT BAXKHYIO YaCTh JAESITEIbHOCTH.
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5.6. PocakkpenuTanus Npu3HaeT, 4To CyLECTBYIOT ceKkTopa, rae yyactue B IIK moxeT ObITh
3aTpyJHUTENIBHBIM [0 IPUYMHE TEXHUUYECKHUX XapPAKTEPUCTUK HCHBITAHUN WM H3MEPEHUH,
orcyrcTBus cxeM [IK, manoro konuuecTa AeCTBYIOLIMX B CEKTOPE 1abopaTopuil U T.J.

B nexoropeix cdepax [1K moxer ObITh BO3MOKHBIM HIIM SKOHOMHYECKH 1IETIECO00pa3HBIM
TOJBKO JJIsl 4YacTM  INPOBOAMMBIX  HCIBITAHWNA/KAIMOPOBOK  (HAIpUMeEp, MCIBITAaHUS
Ha 2JIEKTPOMAarHUTHYIO COBMECTUMOCTb (3JEKTPOMAarHUTHYIO COBMECTUMOCTb) Ha IIPOCTBIX
00BEKTaxX JUIsl OTPAHUYEHHOr0 YMCia W3MEPSEeMbIX BEJIMYMH). B 3THX 001acTax NMpUroIHOCTh
JPYTUX MEP UMEET IIEPBOCTENIEHHOE 3HAUECHHUE.

5.7. B cinyyae HEBO3MOXKHOCTH W/WiH HelenecooopasHoctu mposenenus [1K maboparopus
JOJDKHA YBEJAOMUTH HAI[MOHAJbHBIM OpraH IO aKKpeauTauuud o0 yKa3aHHOM, B LEJSIX
COIJIACOBAHUS MHOI'O MEPOIPUATUS MOHUTOPUHIA PE3YJIbTATOB JESTEIbHOCTH.

5.8. ®opmupoBanme mmana ywactus B I[IK w (wm) MCH, Bximoyas BbIOOp
KOHTPOJMPYEMBIX OOBEKTOB M IoOKazaTeneil juist yuactus B mporpammax IIK, maboparopun
IPOBOJST C y4€TOM (HO HE OTPAHUYUBASCH):

® [IPUOPUTETHOCTH, BAXKHOCTH OOBEKTOB MCIBITAHUM M KOHTPOJUPYEMBIX
Hoka3aresel, 4acTOThl UCIOJIb30BaHUS METO/1a B TeKyILEeH paboTe;

®  C Y4eTOM CTENEHU PUCKA;

e nHamumuua nporpammbl [IK mnposaiinepa, coOOTBETCTBYIOLIEro TpeOOBaHUIM
I'OCT ISO/IEC 17043-2013 (ISO/IEC 17043:2023);

e HEO0OXOJMMOCTH MPOCISKUBAHUS JTUHAMUKUA HW3MEHEHHUS KaueCcTBa MCIBITAHUMN
OJIHUX U T€X K€ 0OBEKTOB M0 OJTHUM U TEM XK€ [T0Ka3aTelsIM;

e  BaIMJALMU U BepUPHUKALIMU METOAMUK;

e paHee MONy4YEeHHBIX pe3yiabratoB ydactus [IK w/mmu MCU (B ToMm umcre,
HEYJOBJIETBOPUTENbHBIX pe3ynpTatoB yuactus B IIK w/mmu MCH, npu Hanuuuu
BBISIBJIEHHBIX B mpouecce paHee mposeneHHelx [IK  w/mmu  MCHU  ¢akroB
HEYIOBJICTBOPUTEILHOIO Ka4eCTBa MTPOBEICHHS UCIIBITAHHIA).

5.9. Ilpu ¢opmupoBanuu 1rana ydactus B [IK u (mmm) MCHU mabGoparopun cnemyer
n30eraTh BKJIOUYEHUE METOAMK HCCIel0OBaHUN (MCTIBITAaHUI), U3MEPEHUH, KaTUOPOBKHU, €CIIH 3TO
YMECTHO U MPUMEHHUMO, 10 KOTOPBIM JlabopaTopust panee npuHumana yuactue B [IK u (i) MCU
B TEUCHHUHU IIUKJIA aKKPEIUTAIUH.

5.10. IIpu mosydeHNH HEYTOBIECTBOPUTEIBHBIX pe3ynbpTaToB ydacTus B [IK maGopaTtopus
JIOJDKHA YCTAHOBMTh MNpHUMHY HeycnemHoro ydactus B IIK wu paspaboraTh ajekBaTHbIE
KOPPEKTUPYIOIIME MEPONPUSITHS, C TOCIEIYIOIMEH OLIEHKOW PHCKOB U PE3yJIbTaTUBHOCTU
KOPPEKLIHN.

Pe3ynbTaTUBHOCTE KOPPEKTHUPYIOIIMX MEPONPUATUN JOKHA ObITh MOJATBEPKJEHA
MOBTOPHBIM y4yacTueM jaboparopun B [IK B BO3MOXKHO KOPOTKHE CPOKH.

5.11. JIaGopaTopusi NOKHA MPEAOCTaBIATh B PocakkpeauTanuio pe3ysibTaThl y4acTHs
B IIK, B TOM uucie, M HEyNOBJIETBOPUTEIBHBIE PE3YJIbTAaThl y4YacTHSl C LEJNbIO OLEHKU
MPEIPUHSITHIX HAAJIEKAIUX KOPPEKTUPYIOUINX IEHCTBUHN B TOPSJIKE, YCTAHOBIEHHOM NPUKAZOM
Munsxonompazeumus Poccuu Ne 704.

6. Yuacrue aaboparopuii B MCHU u aJbTepHATHBHBIX MeTOAaX IPOBeIeHUs
MOHHMTOPHHIA

6.1. B cmyuae otrcyrcTBus mpoBaiinepoB [IK B ompemeneHHOW 00JIACTH JEATEIBHOCTH
naboparopus, a TaKXKe IIOClieé YCIENIHOTO COTJIACOBaHMS HAIMOHAIBHBIM  OpPraHOM
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0 aKKpeIUTAINU JJa00paTOPHS BIIPABE OCYIIECTBISATH MOHUTOPUHT JOCTOBEPHOCTHU PE3yIbTaTOB
JESITEIBHOCTH ITOCPEICTBOM:

— yuactus B MCH,;

—  NPUMEHHB AIbTEPHATUBHBIC METO/IbI TPOBEJACHUS MOHUTOPHUHTA.

6.2. Ilpu paspaborke mnana ydactus B IIK m (mmu) MCH, B ToM uucie, B ciaydae
nepBOHavYaIbHOTO OoTcyTCcTBUs npoBaiiaepoB [IK B onpenenenHoil o0nacTu, a Takke ¢ y4eTOM
MIPUMEHEHHUs aJIbTEPHATUBHBIX METOJOB IPOBEICHHUSI MOHUTOPUHIA, IPUMEHSIOTCS MTOJIOXKEHUS
pazoena 5 nacmosaweti Honumuxu®.

[IpumeHeHre anbTepHATUBHBIX METOJJOB MOHUTOPUHTA CBOCH JIEATEIBHOCTH JOKHO ObITh
COIIACOBAHO HAIMOHAJIBHBIM OPraHOM I0 akkpeauTanuu. [Ipu 3ToM oleHka 000CHOBaHHOCTU
NpUMEHEeHUs JabopaTopuil  albTEPHATUBHBIX METOJOB MOHUTOPHUHTA  OCYIIECTBISETCS
HKCIEPTHOM TPYIIION B paMKax NpPEIOCTaBJIEHUS T'OCYJAapCTBEHHBIX YCIYI MO aKKpeIUTalHH,
MOJATBEPXKJICHUIO  KOMIETEHTHOCTH  aKKPEIUTOBAHHOTO  JIMIA, PACHIMPEHUU  00JacTu
aKKpEIUTAIMH, B TOM YUCJIE B YaCTH BO3MOXXHOCTH 00€CIIEUUTh IOCTOBEPHOCTH PE3YIbTATOB.

I[IpuMeHeHNe anbTepPHATUBHEIX METO0B BO3MOXKHO B ClTydae?:

— orcyrcrBug npoBannepoB IIK, B TOM uwmcie, akKpeAUTOBAHHBIMU HHBIMHU
noamnucantamu ILAC MRA;

— OTCYTCTBHUSl aKKpPEAUTOBAHHBIX B HALIMOHAJIBHON CHCTEME aKKpeIuTaluu
UCIBITATENbHBIX Jabopartopuid ¢ HeobxomumbimMu st MCH MeromamMu HUCHBITaHUH,
BKJIIOUEHHBIMU B 0011ACTh aKKPeIUTALIHIL .

6.3. JlaGoparopuss JOMKHA OOECIEYUTh COXPAHHOCTh JOKYMEHTAI[Ms U 3amucei,
NOJATBEPXKJAIOIIUX KOMIETEHTHOCTh opranuzaropa MCH, a Ttakke 0OOCHOBaHHOCTH
OPUMEHSIEMOr0 ajJbTEepHATUBHOTO METOJa M CHOCOOHOCTh YKa3aHHOTO MeToJa 00ecHeunuTh
JIOCTOBEPHOCTh PE3YJIbTATOB.

6.4. JlaGopaTopusi DOMKHA MPEAOCTaBIATH B PocakkpeauTanuio pe3ylbTaThl y4acThS
B MCU unu anbTepHAaTUBHBIX METOJIaX MOHUTOPHUHTA 110 AaHAJIIOTUU C nyHKmom 5. 13 nacmosaweii
Tonumuxu.

7. Hcnoan3oBanue Pocakkpenuranueii pesyabraTtoB [IK u MCHU

7.1. PocakkpenuTanus MOXeT MCIIOJIb30BaTh B LEJIAX OLIEHKU COOTBETCTBUS 3asiBUTENEH,
AKKpEIUTOBAHHBIX JIMI, HE orpaHuuuBasch, pesynbraTel [IK w/mmum MCHU, nonydeHHble
no nporpammam ITK u/wnn MCH, nposogumbiM?:

7.1.1. TlpoBaiinepamu mnporpamMMm mpoBepku kBanudukanuu (nposaigaepamu [1K),
akkpenutoBanHeiMiU B HCA Ha coorBerctBue TtpeboBanusm [ OCT ISO/IEC 17043-2013
(ISO/IEC 17043:2023).

! B npusiosxeHnn 2 yCTaHOBJIEHBI IPUMEPHBIE CXEMbI OLEHKH IPUTOHOCTH MEXIa00PaTOPHBIX CAMYEHHIA
¢ HEOOJIBITNM KOJIMYECTBOM YIACTHHKOB B TIPOIIECCE AKKPEAUTAIINH JTabopaTopuu

2 B KkayecTBe IIPUMEPOB  AbTEPHATMBHBLIX METOJOB  J1abOPaTopus MOKET  MCIOJIb30BaTh,
HO HE OIPaHUYNBAsICh, BUJIbI MOHUTOPHUHIA, ycTaHOBJIeHHbIe myHkToM 7.7.1 TOCT ISO/IEC 17025-2019

3 ANbTepHATHBHEIE METO/IbI MOHHTOPHMHIA OTIPEEIAIOTCS J1a00PaTOpHeEl C yUETOM OLIEHKHU CTENIEHH PUCKa
u otpaxarorcs B mmane MCHU

% PesynbTaThl NPOBEPOK KBATM(MKAIMH, PEAIM3YEMBIX MyTEM IMPOBENEHHS  MEKIA00PATOPHBIX
CITIMYHUTENBHBIX UCIBITAHUH, HE MOTYT OBbITh NMPHU3HAHBI JJS BO3BMOXXHOCTH HMX HCIIOJIb30BAHHS B LENSAX OLCHKH
COOTBETCTBHS 3asiBUTEJICH, aKKPESAUTOBAHHBIX JIML IPH HATMYMU IPU3HAKOB HEAOCTOBEPHOCTH TaKHX PE3yJbTaTOB,
B TOM YHCJIe, IPH HAJMYUH IPH3HAKOB, YTO MpOrpamMMa MPOBEpKH KBamu(UKaLUKu He Oblia MpOBeAeHa WK Oblia
npoBezieHa ¢ Hapymenusmu Tpebosanmii ISO/IEC 17043:2010.
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Ceenenus 00 akKpeIUTOBaHHBIX NpOBaiifiepax COJEpXkKaTcsi B peecTpe aKKpeIUTOBAHHBIX
T,

7.1.2. 3apyOexHbIMM  @IpoBaiiiepaMu,  aKKpPEJUTOBAaHHBIMM  Ha  COOTBETCTBHE
tpeboBanusm ISO/IEC 17043:2010 (ISO/IEC 17043:2023), B ToM umcie, npoBaitaepamu 1K,
aKKpEJIUTOBAHHBIMU ~ OpraHaMM [0  aKKpeAWTAlUM,  SBIAIOLMMUCA  IOANUCAHTAMU
WK KaHauaaTaMu Ha noganucanue Jloroopéunocteit o B3aumuom npusnanuu ILAC (MRA).

B Tom umcne, Moryr OBITH MCIIOJIB30BaHbl CBEACHUS O 3apyOeKHBIX NpoBaiinepax,
Ipe/ICTaBICHHBIE Ha MH()OPMALMOHHO-TEXHOJOIHYECKUX pecypcax (uupoBbIX IUIaTPopMax)
EPTIS u/ umu APAC.

7.1.3. IlpencraBieHue aKKpPEAWTOBAHHBIM JIMIIOM WM JIAIOM, IPETEHAYIOIIUM
Ha AKKpPEAMTAIMIO, YJIOBJIETBOPUTEIBHBIX pe3yJlbTaToB YydacTuss B mnporpammax [IK
opranuzoBaHHbIX nposaiinepamu IIK, n (mnmn) MCU paccmatpuBaercs Pocakkpenuranueid kak
JI0Ka3aTeIbCTBO KOMIETEHTHOCTH NpU NpUHATHN PocakkpenuTanuei pemeHus mno pesyibraTam
IIPOBEJCHUS MPOLIETYPbl AKKPEAUTALIUH.

7.1.4. B cnyuae orcyrcTBus npoaiinepoB [1IK B onpenenenHoi obnactu JesTeIbHOCTH,
akkpenuToBaHHbIX B HCA (Mnm oTCyTCTBHSI Yy aKKpEAMTOBAHHOTO INpoBaiiiepa KOHKPETHOMN
IpOTrpaMMbl), a TaKXKe B CIy4yae OTCYTCTBHS MJIM OOBEKTHBHONH HEBO3MOXXHOCTU NPHUBICUECHUS
3apy0eKHOTO aKKPEAUTOBAHHOTO IPOBajiepa, MPU3HAIOTCSA PE3Yy/IbTaThl yUacTHsl TabopaTopuu
B MCHU, nipeaycmotpennsie nyukmom 7.7.2 (0) T'OCT ISO/IEC 17025-2019, a Taxske pe3ysibTaThl
aIbTEPHATUBHBIX METOJOB B CiIy4ae IOATBEPKACHUS KX OOOCHOBAHHOCTUM M CIIOCOOHOCTHU
o0ecreynBarh JOCTOBEPHOCTb PE3YyIbTATOB.

7.2. PocakkpemuTtanus MPUHUMAET BO BHHUMaHHE (UCIIONB3YET) DPE3YNIbTaThl y4dacTHs
nabopatopuii, akkpenutoBaHHbix B HCA, B nporpammax I1K u (min) MCH, a takxke pe3yabTaThl
UCIIOJIb30BAaHUsl AJIbTEPHATUBHBIX METOJIOB, NPU MPOBEIACHUM MPOLEAYPhl MOATBEPKICHUS
KOMITIETEHTHOCTH aKKPEAUTOBAHHOTO JIMIIA, UHBIX MpPOLenyp, (peaeparbHOro rocy1apcTBEHHOIO
KOHTPOJIS 32 JIeATENbHOCThIO aKKPEIUTOBAHHBIX JIMII.

Pocakkpeauranys NpuHUMAaeT BO BHUMAaHME PE3YJbTAaThl y4acTHsl JIML, MPETEHIYIOIINX
Ha nonydyenue akkpeautauuu B HCA B kauectBe s1abopatopuu, B mporpammax [1K u (nmm) MCH,
a Tak)Ke pe3yJbTaThl MCIIOJIb30BaHMs AJIbTEPHATUBHBIX METOJOB, MPU MPOBEIEHUHU ITPOLEAYPHI
aKKpeIuTaIiH.

Pocakkpeauraiius npuHUMaeT BO BHUMaHUE, YTO y4acTue JabopaTopuu B ONpeEIEICHHOM
nporpamme IIK u (umm) MCH, a Takxke peanusaluio albTEPHATUBHBIX METO/OB,
C  YIOBJETBOPUTENIBHBIMU  pEe3yJbTaTaMU  MOXET  MPEAOCTaBIATh  JIOKA3aTelIbCTBO
KOMIIETEHTHOCTH JJ11 KOHKPETHOM 3a7auu, HO MOYET HE OTpa)kaThb CTA0OMIIbHYIO KOMIIETEHTHOCTb.

AHanornuHbIM 00pa3oM, ydactue B onpeaeneHHoii nporpamme [1K u () MCH, a taxke
peanu3alnuio albTepHATUBHBIX METOJOB, C HEYAOBIETBOPUTEIBHBIMU pPE3yJIbTaTaMH MOXKET
OTpaXkaTb CIy4ailHOE OTKJIIOHEHHE OT CTAaHAAPTHOIO YPOBHS KOMIIETEHTHOCTH.

7.3. Pocakkpenurtanmu npu aHanmse peszynaptatoB [IK um (mmm) MCU, anbTepHaTHBHBIX
METOJI0OB MOHHUTOPHHIA JIOCTOBEPHOCTH pE3YJIBTATOB JEATEIBHOCTH OCYLIECTBIIET OLEHKY
JIOKA3aTeIbCTB ~ KOMIIETEHTHOCTH  mipoBaiiaepa IIK  wiam  opranuzammii,  sBisoleics
opraam3atopom MCHU, ¢ yuerom nynkmos 5.3, 5.4, 6.3 u 7.1 nacmoaweu I[lonumuxu, a Takxe
000CHOBAHHOCTh NMPUMEHSIEMOTO aJbTEPHATUBHOIO METO/Ia U CIIOCOOHOCTh YKa3aHHOI'O METOJa
00ecreynTh JOCTOBEPHOCTh PE3YIbTATOB.

7.4. Pocakkpenurauus npu Hcnonb3zoBaHuu pesyiaptatoB I[IK u  (wm) MCH,
aIbTEpHATUBHBIX METOJI0B MOHUTOPUHTA IOCTOBEPHOCTH PE3YJITATOB JAESITEIIBHOCTH YUUTHIBAET,
YTO yKa3aHHbIE MEPOINPUATHUS BBINOJIHAETCS B paMKax IUIaHA MOHHUTOpPUHIA JIOCTOBEPHOCTU
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pe3yabTaTOB JEATEIBHOCTH J1a00OpaTOPUU M HE 3aMEHSET JPYTHX IMpoLeayp MO 00eCredeHUIo
JIOCTOBEPHOCTH PE3YJIbTaTOB UCIBITAHUM, & JOMOJHAET UX.

PesynbraTel yuactus naboparopuii B mporpammax I[IK wu (wmm) MCHU, npumenenus

aJbTEPHATHBHBIX METOA0B UCIOJIB3YIOTCA Pocakkpeaurauueil:
®  [IpU IPUHITUU PELICHUN 00 aKKpEIUTALMK U O IOATBEPKACHUN KOMIIETEHTHOCTH

AKKPEIUTOBAHHBIX JIMII;

e 1pu (GOPMHUPOBAHUM IPOTrPAMMBI BBIE3JTHOW OLIEHKH aKKpPEAWTOBAHHOIO JIUIlA

U OmpeesieHH/ N3MEHEHHH 00beMa IPOBEIEHUS] KOHTPOJIbHBIX HCIIBITAaHUH;

® [pU PACCMOTPEHHUH >KaI00 Ha Pe3ylbTaThl JAEATEIBHOCTH aKKPEIUTOBAHHOTO
nuna (B cllydae uX NOCTyIUIeHHs B PocakkpeauTaiuo).

[Ipu axkkpeauTaum W TOJATBEP)KIECHUM KOMIIETEHTHOCTH AaKKpPEAMTOBAHHOTO JIMIIA,
IIPOBEJCHUN KOHTPOJBHBIX MEPONPUATUN IPOBEPSIOTCS JTOKYMEHTBI, IIPEJOCTaBICHHBIC
nabopatopueit 006 ydactuu B nporpammax I1K, MCU, peanuzanuu aabTepHATHBHBIX METO/OB
MOHUTOPHHIA JIEATEIILHOCTH M OLEHUBAETCS COOTBETCTBUE BHIOPAHHBIX MPOrpaMM 3asiBIEHHOU
WIA JIeHCTBYIOEH 00NacTH aKKpeauTaluu, OOOCHOBaHME (OPMHPOBAHUS IUIAHA Y4acTHs
B [IK, MCH, npumeHeHne allbTEPHATUBHBIX METOJOB IIPOBEPSETCS BHINOJIHEHHUE TUIaHA y4acTus
B [IK unmu MCH no cpokam u oxBary 00s1acTu akkpeauTanuu, pedyapraTtsl yuactus B [1K, MCH,
aJIbTEPHATUBHBIX METOZ0B MOHUTOPHHTA.

7.5. Pocakkpeauranus OO0 NPUHATHS pEUIEHHs] 00 aKKpeAMTAalUW UM B HALMOHAJIBHOU
CHUCTEME aKKpEAMTAllMU OCYILECTBIJIAET OLEHKY IUIaHa, YKa3aHHOTO B nyHkme 5.2 nHacmosweu
Tonumuku ¢ y4yeToM 3asiBJI€HHON 00JacTU aKKpEeIUTALUH 3asSBUTENS, B LENAX MOATBEPKICHUS
PENPE3EHTaTUBHOCTH U yJIOBJIETBOPUTEIBLHOCTH ACATEIbHOCTH 110 yyacTuio B [1K.

HecoorserctBue mnana ywactus B IIK wnim MCU oOnactu akkpenautanuuu 3asiBUTENs
WIM aKKpEAUTOBAHHOIO JIMLA, a TaKkKe HE TMOATBEPKACHUE PENpPEe3CHTATUBHOCTU
U YJOBJIETBOPUTENBHOCTH JiesTenbHOoCTH 10 yyactuio B [IK u (mnn) MCHU, B Tom umciie ¢ yaetom
NPUMEHEHUS aJIbTEPHATUBHBIX METOJIOB, C BEICOKOH BEPOSTHOCTBIO MOXKET OBITh PACLIEHEHO KaK
OTCYTCTBHE MOJTBEP)KIEHUS JOCTOBEPHOCTH DPE3YyJIbTaTOB B TEUYEHHE ILMKIA aKKpPEAUTALUH,
YTO B CBOIO OU€pe/ib MOXKET MOBIIeYb ycTaHoBiIeHue HecooTBeTcTBust [ OCT ISO/IEC 17025-2019.

7.6. Tlpm nmonmy4eHUM HEYJOBIETBOPHUTEIBHBIX pe3ynbTaroB yuactus B [1IK u (nmm) MCHU
nabopaTopus JOJKHA TMPOBECTH MEPOIPHSTHS, YCTaHOBIEHHble nynkmom 5.10. nacmosweti
THonumuxu.

Pe3ynbTaTUBHOCTh KOPPEKTUPYIOIIMX MEpPONPUATHH J0JKHA ObITh MOATBEPXKICHA
MOBTOPHBIM ~y4acTUeM JabopaTopud B COOTBETCTBYIOIIEM MEpONPUATHH MOHUTOPHHIA
JESATEIIBHOCTH B BO3MOYKHO KOPOTKHE CPOKH.

7.7. Ilpu ouenke pesynbraroB yudactus jadoparopun B [IK, MCH, anbrepHaTUBHBIX
meronax PocakkpenuTanus y4duThIBaeT, B TOM YHCIE, NMPUMEHSIEMblEe METO/bl HCIBITAaHUNA/
KaTMOPOBKHM, HOMEHKIIATYpy M CBOWCTBA OOBEKTOB HWCIBITAHHI/ KadMOPOBKH, YACTOTY
MCIIOJIb30BaHUsI KOHKPETHBIX METO/IUK.

Pocakkpeauraiys MOXeT, B TOM YHCIIe, OPUEHTHUPOBATHCS Ha KPUTEPHUH, YCTAHOBJICHHbIE
nposaiinepom I1K, unu ucnons3oBaTh HOpMUPYEMbIE, TPUITUCAHHBIE U OIICHEHHBIE JabopaTopuen
MOKa3aTeIx TOYHOCTH.

[Ipu HeoOxomumoctu Pocakkpenutanus oOpamaercs k nposaiinepy IIK (aumy,
BBICTYIIAIONIEMY B KauecTBE IMpoBaiijiepa, B TOM YHCIE K JIaOOpaTOpUHU) 3a pa3bICHCHUSMH
1o pesynbraTaMm ydacTtus jabopatopuu B mporpammax 1K, MCHU, anbTepHaTUBHBIX METOOB
MOHHMTOPHHTIA JI€ATEIHHOCTH.

Koumponupyemviti sx3emnisap pazmewen 6 cemesoii nanke Pocakkpeoumayuu
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[Ipu BBISIBICHUM HEYAOBJIETBOPUTEIBHBIX PE3YyAbTAaTOB yuacTus B nporpammax 1K, MCH,
QTBTEPHATUBHBIX METOJOB MOHHUTOPHHTA JCSITEILHOCTH WM B CIydae €clid BbIOpaHHBIN
aNbTepHATUBHBIA METOJ HEe 00ecleynBaeT JOCTOBEPHOCTh pe3yiabTaToB, Pocakkpeaurtanus
B KQXKJIOM KOHKPETHOM CJIydae OLICHMBAET BBHIMOJHEHHUE JTabopaTopue mpaBmil OCYIECTBICHUS
KOPPEKTUPYIOIIHNX MEPOIPUATUI, YCTAHOBJIIEHHBIX CUCTEMOM MEHEI)KMEHTA KauecTBa. B ciayuae
BO3HUKHOBEHHUS COMHCHHI B KOMIIETEHTHOCTH JIA0OPATOPUU BO BPEMSI BBIC3THOM OIEHKH MOYKET
OBITh TMPOBEACHA JOMOJHUTENbHAS OJKCIIEPUMEHTaJbHasl IPOBEpKAa KadecTBa HWCIHBITAHUN
(n3MepeHuit, ucciieI0BaHui) WM KaTHOPOBKH.
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Ipunoxenne 1
Hoctynmnocts cxem IIK nan MCH
(CnpaBouHoOe)

1. Tlpm ompeneneHUH KPUTEPHUEB TOCTYMHOCTH M ymecTHocTH cxeMm IIK wam MCHU
IIPUHUMAETCS BO BHUMAHME CIENYIOLIEE:

1.1. TIK cumTaercs TOCTYIHO B cliydae:

a) ecnu nporpamma I1K pazpaborana u peanu3yercsi KOMIIETEHTHBIM IPOBaNIEPOM

[1IK, a Taxxke HeoOXoaumas AOKYMEHTALMsl MPEICTABIAETCS HAa HAIMOHAIBLHOM SI3bIKE

OopraHa — y4yacTHHKa UJIU Ha A3bIKE, KOTOPBIM MOHUMAET NIEpCOHAII 1ad0opaTopuu;

6) ecnu mporpamma [1K paspaborana B moiHoM 00beMe U pe3ylbTaThl MOTYT OBITh

IIPEJICTaBICHbl B TEUEHUU KOPOTKOI'O BPEMEHHU C YYETOM IUIaHa ydacTus jaboparopuu

B [IK niin MCH.

1.2. TIK umu MCH cuuTaeTcst yMECTHOMU B CiTydae:

a) ecan nporpamma [IK mnu MCH cooTBeTcTBYyeT 00JACTH aKKpPEAUTALUU 3asBUTENS
(aKKpeIMTOBAaHHOTO JIMIIA) B YaCTU METOJUK HCCIEIOBAaHUN (MCHBITAHUN), H3MEpPEHUH,
KaTuOPOBOK, OMPEIEIsIeMbIX XapaKTepUCTHK (TIOKa3aTelei), TMana3oHoB OMpe/IesICHuUS.

[MIpu orcyrcrBum mporpamm IIK mmm MCU s KOHKPETHBIX OOBEKTOB HCIBITAHHINA/
KaTUOpPOBKU J1abopaTopHsi MOKET NMPUHUMATh y4yacTHE B MpOrpamMmax, MPOBOJUMBIX IO TEM
Ke TOKa3aTelsiM, HO PAaCHpPOCTPAHSIOMUXCA Ha OMU3KHE O CBOMCTBAM OOBEKTHI MCIBITAHHIA/
KaTuOpOBKM WIJIM B MpOrpaMMax, B KOTOPBIX YYAaCTHHUKAMHU HCIIOJNB3YeTCS AaHaJOTUYHOE
o0opyI0BaHue.
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IIpunoxenue 2
YpoBenb u nepuoguuHocts yuactus B [IK u (miu) MCHU
(CnpaBouHoOe)

1. O01ue moJioxkeHne
[Ipu ompeneneHun TPUEMIIEMOCTH TUIAHA AKKPEAMTOBAHHOW J1abOpaTOpUU MO Y4YaCTHUIO
B IIK u (mmm) MCH, Pocakkpenuranusi MpUHAMAET BO BHUMAaHUE YPOBEHb U MEPUOIUIHOCTH
yuactusi B MCU OTHOCUTENEHO IEATETHPHOCTH B paMKax 00JacTH aKKPEIUTAINH, B TOM YHCIIC:
a) AaKKpeAMTOBAaHHOM  Jaboparopuu  cleAyeT OINpeAeNsiTh CBOMl  ypOBEHb
U TIEPUOJUYHOCTh Yy4YacCTUs IIOCJE TIIATEIBHOTO aHajIu3a JPYruxX MpeIpUuHUMAEMbBIX
UM Mep M0 00€CIIeYEHHIO TOCTOBEPHOCTH PE3yIbTAaTOB (OCOOCHHO TeX, KOTOPbIE CLIOCOOHBI
BBISIBJIAATH, KOJIMYECTBEHHO OLICHUBAThH U OTCIICKUBATH U3MEHEHUE 3asIBJICHHOM BEJIMYMHBI).
YpoBeHb ydacTus ciaeayeT CTaBUTh B 3aBUCUMOCTh OT CTEIIEHHU, B KOTOPOi ObLIN MPHHSITHI
apyrue wmepbl. Jpyrue Buasl Mep s 00€CIeueHHs] JIOCTOBEPHOCTH PE3YIbTaTOB
BKJIIOYAIOT, HO HE OTPaHUYMBAIOTCS NepeducieHHbiMu B nywkme 7.7.1 I'OCT ISO/IEC
17025-2019;
0) ypOBEHb pHCKa, MPEICTABJICHHBIM aKKpeIUTOBAHHON aboparopuel, CEeKTop,
B KOTOPOM yKa3aHHas JIabopaTOpHs OCYLIECTBIISIET CBOIO ACSITEIbHOCTb, WIIK METO0JIOTUS,
KOTOPYIO OHa HCIIOJIb3yeT MOXHO OINpEAENuTh, K IMPUMEPY, PACCMOTPEB CIEAYIOIIEE
MOJIOKEHUS:

— KOJMYECTBO U MEPUOAMYHOCTH MPOU3BENEHHBIX MCIBITAaHUN (HccleaoBaHui)/
KaJTMOpOBOK/ 0TOOpa 00pa3IoB/ H3MEPEHUN;

— JIMHAMUKY U3MEHEHHS COCTaBa pabOTHUKOB;

— OIIBIT ¥ 3HaHUS pAOOTHHUKOB,;

— MCTOYHHUKH METPOJIOTHYECKON MPOCIeKUBAEMOCTH (HampuMep, JAOCTYMHOCTb
CTaHJIapTHBIX 00pa3lloB, HALIMOHAIBHBIX ATAJIOHOB U T.I1.);

— W3BECTHBIE CTAOUIBLHOCTH / HECTAOMIBFHOCTh UCIBITaHUS (MCCIETOBaHMUI) UITU
TEXHUKH U3MEPEHUS;

— CTa0WJIBHOCTh aHAJM3UPYEMOTO BEIIECTBA M MATPHIIBI, a TaKXKe BIIUSHUE,
OKa3bIBAEMOE YCJIOBHSIMHU XPAHEHUS U TPAHCIIOPTUPOBKH;

— BaXHOCTb u KOHEYHOE MCIIOJIb30BaHNE JTAHHBIX UCIIBITAaHUHT
(uccrnenoBanuii)/kanuOpoBKH/0TOOpPa 00pa3IoB (Hampumep, CyAeOHO-METUIIMHCKAs
JKCIIePTH3a, MHIIEeBas 0€30MaCHOCTh U MEIUIIMHCKHE Tab0PaTOPHH OTHOCSTCS K cepawm,
TPeOYIOIINM BBICOKOTO YPOBHS YBEPEHHOCTH);

— YpOBEHb PUCKOB OT OMOJIOTHUYECKHU OMACHBIX 00pa3IoB, HCTONb3yeMbIx s [1K,
MCMH, u mepbl Ipes0CTOPOKHOCTH MTPH XPAHEHUU;

— KOJMYECTBO Pa3IMYHBIX HHTEPBAIOB KaTUOPOBKY;

— CJIOXHOCTh M HAJIEKHOCTh METOJI0JIOTHH;

— Korga TpeOyrTcs 3asBIEHUS O COOTBETCTBUM U BHOCATCA HM3MEHEHUS
B COOTBETCTBYIOIINE CIIeNU(PUKAIINH;

— PpUCKH ¥ BO3MOXXHOCTH, CBSI3aHHbIE C J1a00OpaTOPHON JesTeNbHOCTHIO,
B YAaCTHOCTH Te€, KOTOpBIE MPEAOTBPATAT WM CHU3SAT HEXKeJIaTeIbHbIC BIIHSHUS
U TOTECHIUAaJIbHBIE COOM B OTHOUICHUH JIA0OPATOPHOW IEATENbHOCTH U TMPUBEAYT
K YITY4IICHUSM;

— CTeleHb BATUIAIUU U/WIK BepUPUKAIUY;
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B) pasnuuHble BUAbl MCU, KOTOpble MOryT HPUMEHSTHCA aKKpPEeIUTOBAHHBIMU
naboparopusMu U KoTopble Pocakkpenuranus NpuHUMaeT B KayecTBe anbTepHaTUBhI 11K,
BKJIFOYAIOT:

— MCH, opraHu3oBaHHbIE CYIIECTBEHHBIM  KOJHMYECTBOM  J1abopaTtopuid
Ha pa30BOM WJIN IOCTOSIHHOW OCHOBE;
— opranmsanus MCH ¢ HeGONbIIMM KOMYECTBOM y4aCTHHUKOB,

r) PocakkpenuTtauus npus3HaeT, 4yTO CYLIECTBYIOT cekTopa, rae ydactue B [IK
u (unu) MCU moxeT ObITh 3aTpyJHUTENIBHBIM 110 IPUUYMHE TEXHUYECKUX XAPAKTEPUCTUK
WCIIBITaHUH (MCCIIeIOBaHUM ) Ui U3MepeHnid, oTcyTcTBus cxeM 1K u (mm) MCU, manoro
KOJIMYECTBA JICHCTBYIOIIUX B CEKTOPE J1a00OpaTOpuil U MO0 MHBIM IpUuMHaM. B HEKOTOphIX
ctepax 1K u (umr) MCU moxkeT ObITh BOZMOKHBIM HIJIM SKOHOMHYECKH 11eJIECO00pa3HBIM
TOJIGKO JUUIS YacTH TPOBOJUMBIX HCIIBITAHWN (HMCCIICIOBAHUN)/KaTuOPOBOK (HAIpUMED,
ucnbiTanusg Ha OMC (3J1IeKTpOMarHuTHYI0 COBMECTUMOCTh) Ha MPOCTBIX OOBEKTaxX IJis
OTPaHUYEHHOTO YHCIIa U3MEPSIEMBIX BEIMYHH). B 3THX 001acTsIX IPUTOAHOCTD APYTUX MEP
MMEET NEPBOCTENICHHOE 3HAYCHHUE;

) Jo0ble TpeOOBaHHWS B OTHOIICHUHM TMEPHOAMYHOCTH M THmax ydactus B 11K
u (umm) MCHU u3 npyrux HMCTOYHMKOB (TpeOoBaHUs 3akoHoJarenbcTBa Poccuiickoit
®denepalnuy, ycioBus HOTPEOUTENEH U UHBIE);

2. YpoBeHb 1 NEPUHOIUYHOCTH YUACTHA

[TepBoHayanpHO Ja00paTOPUM HEOOXOAUMO YUECTh CBOIO 00JIACTh aKKPEAUTALIUH, a TAaKXKe
MeTO/bI (METOMKK) MCHBITAaHUN (MCClienoBanmii)/ u3MepeHuii/ KamuopoBku/ 0TOOpa 0OpasIoB
Ha KOTOPBIE OHA aKKPEIUTOBAHA.

B Hanbonee mnepcHeKTUBHOM CLIEHApUM, AaKKPEIUTOBAaHHOW J1a0OpaTOpUU  ClEeAyeT
yuyacTtBoBaTh B oTAenbHBIX [IK 1 (m1) MCH 1 KaX10ro UCOIb3yeMOro METo/1a UCIIBITaHUH
(uccnenoBaHui) WM U3MEPEHUH M JJI KaXJO0M XapaKTepUCTUKH (KOMIIOHEHTa, MapameTpa),
u3MepseMoil B KaxioM oobekrte. [1pu aToM, Pocakkpenuranus mpu3HAeT, 4TO YKa3aHHBIE BBIIIE
MOJIO’KEHHUS HE BCET1a OCYILIECTBUMBI.

Pocakkpeauraiusi y4uThIBaeT, HPOBOJUMOM JabopaTopuell HASHTU(PHUKALMIO TPy
obnacteit pabOTHUKOB (OMpeAeNsieMbIX, KaK MHHUMYM, OJHHM METOJIOM HCIBITAaHUHN
(MccreoBaHMil) WM HM3MEPEHUH, COOTBETCTBYIOIIMMH XapaKTEPUCTUKAMH M OOBEKTAMH).
Pesynbrarsl, nonydennsie B pamkax I[IK u (wnmm) MCU nns ogHoit koMOMHanMM B Ipenenax
olpesielIeHHOW 0071acTH, MOTYT OBITh SKCTPANOJMPOBaHbl Ha JIpyrue KOMOMHAIIMKM METO/I0B
UCIBITaHUH (MCCIeI0BAaHUMN) UM U3MEPEHUHN, XapaKTEpPUCTUK U 0OBEKTOB, OTHOCSIIMXCS K TOU
e 0071aCTH TEXHUUYECKOW KOMIIETEHIIHH.

O6nacTh TEXHUYECKOW KOMIIETEHIIMM MOXKET COJIEpKaTh 00JIee 0AHOr0 METO/1a UCTIBITAHUM
(uccnenoBaHuil) WM U3MEPEHUH, XapaKTEPUCTHKHN MIIM 00BEKTa JI0 TeX MOp, MOKa MOKET OBITh
MIPOJIEMOHCTPUPOBAHA SKBUBAJIEHTHOCTh U COTMIOCTABUMOCTb.

OCHOBHBIM ~ aCIIEKTOM TIpU  OIpeJeNieHuH JlabopaTtopueil 00JacTh  TEeXHUYECKOM
KOMIIETEHIINH, SIBIISIETCS, KaK MPaBUJIO, OTCYTCTBHE PA3IMUHBIX TEXHUYECKHX KOMIIETEHIIUH.
PaznuuHble TeXHUYECKHE KOMIETEHUIUH OOBIYHO MOXKHO HAECHTH(HIMPOBATH, OCHOBBIBASCH

! JTaGoparopusm, opranusyommM mMexay co6oii MCH ¢ HEGONBIIMM KOJIMYECTBOM yYaCTHUKOB, CIIETYET
NpUMEHSTH cooTBeTcTBYtomue nosoxenus ISO/IEC 17043:2023, ecnu nx pe3yiabTaThl U OleHKa 3((GEKTHBHOCTH
OyAyT UCIIOTIB30BAHBI B KAYECTBE HHCTPYMEHTAa MOHIUTOPHHTA M IEMOHCTPAINH JOCTOBEPHOCTH MX PE3yIbTATOB.
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Ha MOTPEOHOCTSAX B MHBIX KBIU(UKAIMKM, OOY4EHUU W KCIIOJIb30BAHUM MHOTO 00OPYAOBaHUSA,
3HAHWUU WIH OIIBITA.

[Tpu ompexneneHun 00IACTH TEXHUYECKOM KOMIETEHTHOCTH MOKET OKa3aTbCs MOJIE3HBIM
PaccMOTPETh MOILIATOBBIN MOJIX0/I, HAYaB C METO/1a UCIBITAHUM (MCCIIEIOBAHUI) UM U3MEPEHUI
U Tepeis, 4epe3 XapaKTepUCTUKH, K OOBeKTaM. DJTO CBSI3aHO C TeM, 4YTO ¢ OoJbluei
BEPOSTHOCTHIO B TAHHOH 00J1acTH OyIeT HECKOIBKO OOBEKTOB M/WIIM XapaKTEPUCTUK, CBI3aHHBIX
C OJTHUM METOJOM UCHBITaHUH (MCCIe0BaHUMN) UM U3MEPEHUI, YeM Ha00OpOT:

— B OTHOILIEHUM METOJIa UCIIBITAHUMN (MCCICTOBAHMM) WIIM U3MEPEHUN: BKIIIOUYEHUE
pa3IMYHBIX METOJIOB UCTIBITAHUM (MCCIIEIOBaHMI) MIIH U3MEPEHUN B OJIHY U Ty e 00J1acTh
TEXHUYECKOH KOMIETSHIIUN BO3MOXKHO, XOTSI U HE SIBIISIETCS PACIPOCTPAHEHHBIM;

— B OTHOUICHMH XapaKTEPUCTHKH, MOAJICKAIIECH U3MEPEHUIO, ONPEICICHUI0 WU
UICHTU(PUKAIIMNA: MOXKET OKa3aThCs JOMYCTHMBIM BKIIIOYUTH 00JIee OAHOM XapaKTepUCTHKH
B OJIHY U Ty e 00JIacTh TEXHUYECKON KOMIIETEHIIUY;

— B OTHOIICHHH OOBEKTOB, MOJJICKAIIUX HMCHBITAHUIO  (MCCIICOBAHUIO)
U U3MEPEHHUIO: MOXKET OKa3aTbCs JIOMYCTUMBIM BKJIIOYHTH Pa3UYHbIE OOBEKTHI B OJAHY
U Ty e O00JacTh TEXHUYECKOW KOMIIETCHIIMH TPH YCIOBHH, YTO COOTBETCTBYIOIIHE
MaTpUIIbI, 00bEKTHI WJIM MaTepUabl UMEIOT SKBUBAJICHTHBIN XapakTep.

Pocakkpenuranus oneHMBaeT 000CHOBAHHOCTD U JIGMOHCTPALIUIO SKBUBAJICHTHOCTH OJTHOMN
U TOM k€ 00JIaCTU TEXHUYECKON KOMIETEHIIUU OoJiee OJHOMY METOy HCIBITAaHUMN (MCTIBITAaHUIN)
WIA U3MEPEHHH, XapaKTePUCTUKHA WM OOBEKTY C y4ETOM JaHHBIX O BaIHIAIMH METOAA WIU
HCIIOJIb30BaHUs TOTO K€ METO/1a UCIIBITAHUH.

«YpOBEHb y4acTus» MOXKHO CUHTATh OINPENEICHHBIM, IOCJIE TOrO, KaK aKKpeIUTOBAaHHAS
n1abopaTopus ONpPENEIUT 00JIACTH CBOEH TEXHUYECKON KOMIETEHIUH.

Pocakkpenuranus OIEHHBAET MPHEMIIEMOCTh NEPUOJUYHOCTH YYacTHs JT1abopaTopu,
OCHOBBIBASICh Ha YPOBHE pHCKA, C YYETOM YCTAaHOBJICHUS JabopaTopueil MHUHUMaIbHOU
NEPUOTUMIHOCTH YyIACTHS ISl KOKJOH 00JIACTH TEXHUIECKOH KOMIETECHITUH.

Pocakkpeauranus mpuHUMaeT BO BHUMaHHE, YTO B COOTBETCTBMM C nyHkmamu 7.7.1
u 7.7.2 F'OCT ISO/IEC 17025-2019 akkpeauToBaHHBIE JIAOOPATOPUH JTOJKHBI HIMETh TIPOIIETYPY
MOHHUTOPHHTA JTOCTOBEPHOCTH PE3yIbTATOB, B TOM YHUCIIE C YYETOM IUTAHUPOBAHHUS.

Taxum 006pa3oM, IpH OTIPENIEIIEHUH YPOBHS U MIEPHOAMIHOCTH Y4aCTHs, aKKpEAUTOBAHHbIE
naboparopun OyayT B cocTossHUM pazpadorats cBoi minan [IK u (umm) MCHU. O6bem
U COJIEp)KaHHWE STOr0 TUIaHa OyAyT 3aBUCETh OT OOCTOSITEIBCTB M OOJIACTH aKKPEAMTAIHH
OTJeNbHONW JlabopaTopuu. DTO clenyeT chelaTh 4acTblo oO0IIed crpareruu jgabopaTopuu
110 KOHTPOJIIO Ka4eCTBa.

Onpenenenue obaacTeil TEXHUYECKONH KOMIETEHTHOCTH MOXKET pa3inuyarbes JUIsl KaxX10ro
AKKpEIUTOBAHHOH J1abopaTopuH.

Pocakkpeauranusi npuHUMaeT BO BHUIMAaHHE BO3MOKHOCTh aKKPEIUTOBAHHOM 1abopaTopuu
00OCHOBATh TEXHHUYECKHE AapTyMEHTBI, KOTOphIe TPHUBEIM K TPUHATHIO PEHICHUS
00 «ompeieIeHHBIX 00JacTsIX», YpoBHE U nepuoanyHoctu yuactus B [1IK u (umun) MCU.

Pocakkpenuraiusi pekoMeHIyeT J1abopaTopHsiM JTOKYMEHTHPOBATH BHINICyKa3aHHbIC
000CHOBaHMS.

Koumponupyemviti sx3emnisap pazmewen 6 cemesoii nanke Pocakkpeoumayuu
CoxpaneHnHblil unu pacnevamannovlii 00KyMeHm He A6AAEeMCA KOHMPOIUPYEMbIM IKZEMNAAPOM



ITIOJTHTHKA
Pocakkpeoumayuu ¢ omnoweHuU yHacmus 1a6opamopuii u opzanos
UHCREKUUU 6 NPOBEPKAX KGANUPUKAUUU U 8 MEIHCTADOPAMOPHBIX
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