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MeTtponorua v Jlabopatopus
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Camoe BaxHoe ans MeTpoJsioros n cneumnanamncToB na60paTopm71

O06 nameHeHMn TMNa akKpeaAUMTOBaHHOIO
nvua B PIr'nC PocakkpeanTtauum

1 ceHTab6psa 2022 r. B cooTBETCTBMM C TpeboBaHnamun n.4 MNpaBun ocyLeCcTBNEHNA akkpeauTaLmm
B HaLlMOHANbLHOW CUCTEME akkpeanTaumm (yTeepxaeHsl [octaHoBneHnem NpaButenscrea
Poccuickon ®enepaumm ot 26 Hoabpa 2021 . N 2050) n o6pasuom 1, obpasuom 1.1.
Mpunoxenus N 1 k Npukasdy MuHakoHompassutmua Poccnm ot 16 aBrycta 2021 . N 496 Bcem
akkpeauToBaHHbIM nNuuam ¢ Tunom «OpraH no cepTudmkaunm NpoayKLmMm, NPoLeccoB U YCIyr»

B ®I'MC PocakkpeguTtauumn 6yaet nameHeH tmn Ha «OpraH no cepTudmkaummn NnpoayKumm».

OpraHusauusam, akkpeguToBaHHbIM B Ka4eCcTBe opraHa no ceptudmkaumm npoLeccoB 1 yCnyr,
HeobxoaMMo HanpasuTb B PocakkpeanTauuio oduumanbHoe NMCbMOo U yBeAOMUTb, YTO
aKKpeaMTOBAHHOE NULO OCYLLECTBAET OeATENbHOCTb TOMbKO NO cepTnduKkaLmm NpoLeccoB

M YCNyr, yka3aB YHUKarbHbI HOMep 3anvcu B peecTpe akkpeanToBaHHbIX nuu. [JaHHyo
MHpopMaLMIO crieqyeT Takke HanpaBuTb B Cnyx0y TexHnyeckon nogaepxkn ®rC yepes
MHTepakTuBHbIM nomMoLHKK (PaboTa ¢ peecTpamu — PeecTp akkpeauToBaHHbIX nNuy, — BHeceHne
N3MEHEHWI B KapTOYKy aKKpeaAMTOBaHHOIO nNuua).

Mpy nogaye 3asBNeHNN Ha akkpeauTaumo, NOATBEPXKAEHNE KOMNETEHTHOCTH, paclumpeHme
obnacTtu akkpeautaumm ¢ 1 ceHTsabpsa 2022 r. He06xO04MMO YKa3blBaTb KOPPEKTHBIN TUM
aKKpeanToBaHHOIO nvua B obnacTtun akkpeamtaumm, opmmpyemon B KoHdurypatope obnacremn
akkpeautTauum.

UcmouHuk: fsa.gov.ru
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B npodeccrnoHanbHom cucteme «basoBble HOpMaTUBHbLIE AOKYMEHTbI. JlabopaTopusa»
npeacrtaeneH cneunanbHbii cepBuc «MHpopmauns PCAx». B pasgen BknoyeHbl Matepuansl Ans
1L, aKKpeaMTOBaHHbIX B HALUMOHAarbHOM cucteme akkpegutauum Poccumn, — Tematuyeckue
noabopKN NHPOPMAaLIMOHHBLIX JOKYMEHTOB 1 nucemM defeparnbHor cnyxbbl No akkpeanTaumm.

Takke cepBUC coaepaT pa3bsACHEHUS M OTBETbI HA aKkTyarbHble BOMPOCHI NOATBEPXAEHMS
KOMMEeTEeHTHOCTU, ucnonb3oBaHus PriC Pocakkpeautauum, NpUMeEHEHNsI SKBUBANEHTHbIX
CTaHOaPTOB U MNOMOXEHMI HOPMAaTUBHO-NPaBOBbLIX akToB. [oaGopkM perynsapHO NOMOMNHSTCS
HOBbLIMUW Pa3bACHEHUSMW.

—

Texakcnept: BCEro AOKYMEHTOR |  HOBHIX  M3MEHEHHBX  BCTYNAT B CHNY  CKOPO BCTYNAT B CuIly
ba30Bble HOPMATHBHBIE JOKYMEHTI. 857037 4290 8544 2194 1570
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HoBble nocTynnexus CEWTREPE21 OKTAEPB21 HOAEPSZ1 EKAEP21 AHBAPH22 OEBPATS2A WIAPT22 ATPENS22 MAU22 WIOHS22 WIOMb-ABIVCT22
8 npopykT

O6paTtute BHUIMAHHKE!

HogocTn ° BeCnnaTHblii BEOWHAP AN1A CNELMATMCTOB XAMUHECKOH NPOMbILINEHHOCTH
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° HoBble W BB03A 1 npomyKLun, ii OLEHKE COOTBETCTEUA 00AIaTENE
CUCTEMA MEHE/DKMEHTA
POGAKKPELVTALIAN HOBOGTM AKKPEMTALIMM
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[y BrnrounTs meyxoromswii pexam

MPUKA3bI POCAKKPEAUTALIMA

BOMPOC-OTBET PABOUVE MHCTPYKLMN

OcTtaBanTechb B Kypce caMbIX BaXXHbIX HOBOCTeN B cdpepe meTporiornm n naboparopum
C nomMoLbio cuctemM «TexakcnepT»!

Cocrtag npopnykta

° o | Mpasina ficTams ¢ it CBOPa  XpaHeHHs uHbopraLm OIC Pé

o Buagocemuuapy e VTBEPKAEH NepeyeHt 00NacTel akKpEaUTaLMH CEPTU(MKALUMOHHLIX LEHTPOE M MCTILITATENLHEIX Nad

o BHECEHbI N3MEHEHNA BO BPEMEHHBIA NOPRAOK OCYLIECTBNEHUA aKKPEANTALMNA

HOBOE B nponaykre!

MUCBMA POCAKKPEAUTALIMKA

ii NONPOBOBATE BECTITIATHO

HoBas aBTopckas popma Ans ncnbltatesibHbIX
naboparopuu
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B cuctemy TexakcnepT BKNo4eHO PyKOBOACTBO MO PACCMOTREHMIO »anob (NpeTeH3um)
B UCNbITaTeNbHbIX Jabopatopusax (LeHTpax).

MexrocyaapcteeHHbii ctaHgapt FOCT ISO/IEC 17025-2019, Tak e Kak 1 MeXayHapoaHbIn

ISO/IEC 17025:2017®, He cogepXuT TpeboBaHMn O BbINOSTHEHUM NOSTOXKEHUI KakUX-Nnbo
KOHKPETHbIX JOKYMEHTOB MO CTaHOapTM3aL MM Npy pacCMOTpeHn xanob (npeTeH3nin)

B UCNbITaTeNbHbIX Nabopatopusx (LeHTpax), a HaumoHanbHble Kputepun akkpegutauumn

He codep)XaT CCbINIOK Ha Kakon-nMbo HOPMAaTUBHbLIV UMW MPABOBOW aKT, pernmamMmeHTUPYoLLI
Takyto pabory.

CopepxaHue PykoBoacTsa:

o O6LWme nonoxeHus

e TepMuHbIl, oNpeaeneHns 1 CokpalleHns

¢ [lpouenypa paccmoTpeHus xanob (NnpeTeH3unn)

e Bubnuorpadgus

e [Mpunoxenune 1. XypHan y4deTa xanob (npeTteH3un) B ucnoitTatensHon naboparopun
e [lpunoxenwue 2. XKanoba (npeteH3uns)

e [lpunoxeHwe 3. ANroputTMm gencTBus ucnblTatenbHon nabopartopum Npu NOCTYNeHUn
Xanobbl, NpeTeH3nn

ABTOp Matepuana: KpukyH Bacunui Muxannosud, coBeTHUK ['eHepanbHOro gupekropa
Accounauum no ceptudmkaumm «Pyccknin Peructp», K.T.H., CTapLMi Hay4HbI COTPYAHNUK,
ayauTtop B CC Pycckun Pernctp (1ISO 9001, ISO 13485), TOCT P UCO 9001, CAC
O6opoHcepTudmkat n COC BoeHHbin Pernctp (MTOCT PB 0015-002).

Mowuck 1 3aN0NHEHNE HYXKHBIX (POPM AOKYMEHTOB 3aHMMAET O4EHb MHOMO BPEMEHU. A Bedb eLle
HY>XHO YOOCTOBEPUTLCS, YTO AaHHas hopmMa COOTBETCTBYET TPeGOBaHNAM 3akoHOAATeNbCTBA UK
cTaHaapTy opraHnsaumun. C noMoLLbo NPeaCcTaBneHHbIX B cUcTEMax « TexakcnepT» o6pasuoB

1 hopM Bbl MOXETE peLlaTb 3TU 3aga4m ropasao beicTpee.

MepeiiT kK PykoBOACTBY Bbl MOXETE NMOCPEACTBOM UHTENEKTYaNbHOIO NMoucka no Ha3BaHuio
maTtepuana.
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PYKOBOACTBO N0 PACCMOTPEHMIO #anob (MPETEeH3Hil) B UCTIbITATENBHLIX NaGopPaToOpPHAX ‘

o Buumanue!
Bonee noapobHo aencteua MI no paccMoTpeHU xanod (MpeTeH3una) U ux nocnead
B NPUNOXEeHWM 3 B BWOe anroputmMa gedictenit nepcodana MIN npn noctynneHna xanobi - ABNAGTCA ABTOPCIAM MATEpMANOM,
HOCHT MakcumansHo ofLUWiA xapakTep W ANA KoHKpeTHoW MIT pomxeH OwiTe aopabor, WCTONB30BaHHE KOTOPOTO HOCHT FOBPORONLHLIA
MioBblM NpreMnembiv cnocoBomM AOMKHE! DbiTe YYTEHbl Cneldduka WCMLITaHA 0 O xapakTep;

CBAZAHHEIE C YTBEPXASHHON obnacTeko akkpeguTaunm KN (ee npoektom). ® R B A L A=l
(axTyanuzaumm), yrazaHHyo B

* MOXET DbITb M3MeHeHa NpH npaxl

HacroAwan dopma (obpazey):

MPUMEHEHHH.

2. TepMUHbI, ONpedeneHns U COKpaLleHns

2.1. B HacToAwWeM PyKOBOACTEBE NPUMEHRIOTCA CNeAyHLLNE TEPMUHEI C COOTBETCTEYIOLWMU ONPeAeNeHUAMK:

Tepmit Onpeaeneqne
BocnponsscauMocTb pesynsTatos XapakTepucTHKka PesynLTaTos HCMbITaHwie, onpefenaeman GNM30CTsI0 PESYNbTaToR
MCTBITAHMI MCMEITAHMIA OOHOMO W TOrO ke oFLekTa No eOHHLIM METOQUKAM B COOTEETCTEMH C

TpeGOBAHUAMM ORHOTO W TOTG KE HOPMATMBHOTO AOKYMEHTA C NPHMEHEHHEM
PAa3NH4YHbIX 3K3EMNNAPOB OﬁOpyﬂOBaHMﬂ Pa3sHbiMK ONepaTopami B pasHoe Bpema
B pasHbix nadopartopuax [0.3.4 TOCT P 51672-2000]

BHyTpuraboparopHoe crudeHne OpraHn3aLus, BLINONHEHNE H OLEHHEAHNE WIMEPEHNA UM UCTIBITAHUA OOHOTO K
(intralaboratory comparison), BHYTDEHHWIA | TOTO e UM HECKOMBKIMX NOA0GHLIX 00pa3Los B Npedenax oAHOR NadopaTopHu B
KOHTPOIb Ka4eCTBa COOTBETCTBHM C 3apaHee YCTAHOBIEHHBIMU YCTIOBUSAMM

Poccuitckie Nadoparopu YacTo NPUMEHAKT TEPMUH "BHYTDEHHMIT KOHTPOME
Ka4ecTea", KOTOPLIA MOKHO CHMTETE MOEHTHYHBIM TEPMHHY "BHYTPHNaGopaTopHoe
CIIMYEHNE" NPY YCIIOBMM BBINONHEHNS TPEDOBAHMI, H3NOKEHHBIX B pasgene 7.7
MOCT ISO/EC 17025-2019 [1].

B npunoxennm 3 K HaCTORLEMY PyKOBOACTBY MCMONb3YETCA COKpalieHue "BCU™

[lCCTOBEPHOCTE PE3YNLTATOS MCMbITaHWA | CBOMCTBO PE3YNLTATOR MCNLITAHMIA, BKNIOYaIOLLEE BOCNPOM3BO0UMOCTh
(CXOAMMOCTB) M METPONOTMYECKYH) NPOCTEXMBAEMOCTD UX PESYNLTATOB.

MpuBeneHHoE onpefeneHne J0CTOBEPHOCTH PE3yNbTaTos WCNbITAHWIA KaK
CBOACTSA pe3ynsTatos WCMbITAHNI BKNOMAKLLEE BOCNPOW3BOAWMOCTD

[y Brriawus eyxokonkeil e

Ewe He paboTaeTe ¢ cucteMamu «TexakcnepT» Ansi MeTpororos u na6oparopuin?

ﬁ' MOMPOBOBATL BECTNATHO

Bonpoc-oTBeT

KpukyH Bacunut
Muxatnosuy

Bonpoc:

MoonexuT nu akTyanuaauum BcroMmoratenbHas nutepartypa B opraHe
MHCNekumm (BKrtodeHa B 0bnactb akkpeantTaumm) — c6opHUKHY,
crnpaBoYHble MaTepuanbl, y4ebHasi U HaydHas nuTeparypa, unm
aKkTyanuaauum nognexart TOoNbKO HOPMaTMBHO-NPAaBOBbLIE aKTbl

N HOPMAaTMBHbIE AOKYMEHTbI?

Ecnn ga, 1o B kakom nopsigke (Kyaa nucatb 3anpochl, KTo
aKTyanuamnpyer, Kak 4acTo 3To HeobxoamMmo genatb)?

OTBeT:
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B cootBeTcTBUMM ¢ _MeToanyecknmu pekoMmeHaauuamu (yTeepxaeHbl npukasomM Pocakkpeouraumm
o1 25 nekabps 2019 rona N 277 ) B obnacTb akkpeguTaumm opraHa MHCMNEKLMU «He A0MnycKaeTcs
yKa3blBaTb AOKYMEHTbI, KOTOpbIE HE cogepXaT TpeboBaHus K 06bEeKTY MHcnekumm» (1.9.2 )

1N HeobXxoauMO BKMNoYaTh «JOKYMEHTbI, yCTaHaBnueatowmne metogbl nHenekummy (1n.10.1 ).
CnepoBaTternbHO, BKHOYEHHbIE B 001acTb akkpeanTauumn JOKYMEHTbl He MOryT ObiTb pasgeneHsol
Ha kakne-nmbo rpynnbl NO BaXXHOCTU, B TOM YMCIIE U HA «BCMOMOraTenbHY0 nuTepaTtypy».

Bapuant A TOCT P UICO/M3K 17020-2012 TpebyeT aktyanusauum [8.3.2 6)] npumeHsiemon
«BHELUHeN» OKYMEHTauun 1 «npegoTepaLleHnst HenpeaHaMepeHHOoro UCMNorb30BaHNS
yCcTapeBLUMX JOKYMEHTOB» [8.3.2 X)], aHanornyHoe TpebosaHue coaepxutcs n B [OCT P CO
9001-2015 (BapuaHT B).

Takum o6pasom, Bce BKIMOYEHHbIE B 06MacTb akkpeauTaLum JOKYMEHThI Moarnexar akTyanusaumm
no mepe HeobXxoAMMOCTI, OOQHaKO creayeT yunTbliBaTh TpeboBaHNs Pocakkpeautaumm K nopsiaky
BHECEHUSI UBMEHEHUI B YCTaHOBIEHHYIO (YTBEPXKAEHHYI) obnacTb akkpeaMTaumn. [JokyMeHTbl
noanexar akTyanusauum npu oTMeHe paHee AeNCTBYIOLMX U BCTYMNNIEHUN B CUMY BHOBb
NPUHATBIX JOKYMEHTOB (BKIOYas BbIXO4 HOBOW pefakummn), He3aBUCUMO OT UX BuAa (OOKYMEHTbI
No cTaHAapTM3auuK, HOPMaTUBHbIE Y NPaBOBLIE aKkTbl, PA3NMYHOrO poaa CNpPaBOYHUKM).

EOWHOro nctovHMKa nonyvyeHns He TONbKO akTyann3npoBaHHbIX JOKYMEHTOB, HO 1 MHGOpMaL MK
06 nx akTyanu3sauuu He cylecTtsyeT. OpraHy nHcnekunmn HeobxogmMo CaMoCTOSATENBHO, UCXOASA
N3 KOHKPETHOW 0bracTu akkpeamTauun, OTCrnexmsaTb akTyanbHOCTb JOKYMEHTOB. CyLLEeCTBEHHYIO
NMOMOLLb B TAKOM MOHUTOPUHIE MOryT okasaTb yHuBepcarnbHble [NCC/NCC (Hanpumep
«KOOEKC») n cneuynanuaunposaHHble [NNCC/UCC (Hanpumep «OxpaHa Tpyaa»).

ObocHosaHUue:

MeToaunyeckmne pekomeHaaLum nNo onncaHmio 0bnacTy akkpeanTaumm opraHa UHCNeKuum
yTBepXaeHbl Npukazom PocakkpeauTauum ot 25 nekabpa 2019 rona N 277.

OCT P UCO/M3K 17020-2012 «OueHka cooTBeTCcTBUA. TpebosaHus K paboTe pasnuyHbIX TUMNOB
opraHoB uHcnekuuny (Mepensnanue).

OCT P UCO 9001-2015 «Cuncrtembl MeHemxMeHTa kayecTBa. TpebosaHuay ([lepensaaque).
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