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[peaucriosune

1 NOAIOTOBJIEH Jlabopatopuen npobrnem  KIMHUKO-riabopaTopHOM
avarHocTkn HAN obLuecTBeHHOro 340pOoBbs U YrpaBrieHNs 34paBOOXpPaHEHNEM
6OY BIO "MepBbin MOCKOBCKMIA rOCY0apCTBEHHbIM MEQULIMHCKUIA YHUBEPCUTET
nm.M.M.CeveHoBa" MuH3gpaBa Poccum Ha ocHoBe COBCTBEHHOIO ayTEHTUYHOrO
nepeBoga Ha PyCCKUWM A3bIK CTaH4apTa, YKa3aHHOro B MyHKTe 4

2 BHECEH TexHuyeckum KomuteToM no cTaHgaptmsaumm TK 380
"KnmHnyeckne nabopaTopHble UccrnegoBaHUs W MeauuuMHCKME usgenusa ans
ANarHocTuku in vitro"

3 YTBEPXOEH W BBEJOEH B [OEWCTBWE Mpukasom deaepanbHoro
areHTCTBa MO TEXHUYECKOMY PErynmpoBaHnio U meTpororuu ot 27 anpensa 2015 r. N
297-cT1
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4 Hactoaumn cTaHOapT WOEHTMYEeH MexayHapogHomy cTaHgapty WCO
15189:2012* "MeguumHckne nabopatopun. YacTHble TpeboBaHWS K KadecTBy U
komneTeHTHocTU" (ISO 15189:2012 "Medical laboratories - Requirements for quality
and competence").

* [docTyn K mMexayHapogHbiM W 3apybexHbiM OOKYMEHTaM, YNOMSHYTbIM B
TEKCTe, MOXHO NosyynTb, obpatmemMch B Crykby nogaepxku nonb3oBareneu. -
[MpumevaHne ns3rotoButens 6asbl AaHHbLIX.

[P NpUMEHeHUM HaCTOALEro CcTaHdapTa pPeKoMeHOyeTCA MWCMonb30BaTh
BMECTO CCbINIOMHbIX MEXOYHapOA4HbIX CTaHOapTOB COOTBETCTBYKOLWME UM
HauWnoHarbHble cTaHgapTbl Poccuinckon dPenepaunn, cBedeHUs O  KOTOPbIX
npuBegeHbl B JOMOSHUTENTbHOM npuroxeHun A

5 BBAMEH[OCT P NCO 15189-2009

lpasuna npumeHeHusi Hacmosweao cmaHOapma ycmaHossneHbl 6 [OCT P
1.0-2012 (pasden 8). MHpopmayusi 06 UdMeHeHUsIX K HacmosiweMmy cmaHdapmy
nybriukyemcsi 8 exe200HOM (110 cocmosiHuto Ha 1 siHeapsi mekyuw,e2o 200a)
UHgbopmayUuoHHOM yka3damerne "HauyuoHarnbHble cmaHOapmbl”, a oguyuarbHbIl
meKkcm U3MeHEeHUU U r10rpasokK - 8 eXeMECSIYHOM UHGOpMaUUOHHOM yKa3lamersie
"HauyuoHarnbHble cmaHdapmbl”. B criydae nepecmompa (3ameHbl) uriu OmMeHsbl
Hacmosweao0 cmaHO0apma  coomeemcmeyuwee  yeedomrieHue  6ydem
onybrnukogaHo 8 bnuxalweM 8bIryCcKe exXeMecssYHo20 UHOopMalyUOHHO20
ykaszamerss "HauuoHarnsHble cmaHdapmbl”. Coomeemcmeayrouwias UHgopMayus,
ysedomMsieHUe U meKcmbl pasMewjarkmces makxe 8 UHGhopMayUoHHOU cucmeme
obuwezo rornb3o8aHusl - Ha oguyuanbHoM catime ®PedeparibHO20 azeHmMcmea ro
MEeXHU4YECKOMY peayiupo8aHuro U Memporioauu 8 cemu MIHmepHem (www.gost.ru)

BBenenune
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HacTtosuwmn cTtaHgapT, ocHoBaHHbin Ha WCO/MOK 17025 n UCO 9001,
yCcTaHaBnMBaeT TpeboBaHMs K KOMMETEHTHOCTM U KayeCcTBY, KOTOpble SBMSKOTCSA
YacTHbIMK ANs MeauuMHCKUX nabopartopuii. MNOHATHO, YTO Kaxaasi cTpaHa MOXeT
MMEeTb CBOM COOCTBEHHble cneuudmyeckme perynmpyroume OOKYMEHTbl  Unu
TpeboBaHWsi, NPUMEHNMbIE K HEKOTOPOW YacTu UM KO BCeMy NpodheCCroHarbHOMY
nepcoHany u ux 4esTenbHOCTU U OTBETCTBEHHOCTN B 3TOM 0bnacTu.

MeguunHCKkne nabopaTopHble YCNyrM MMEKT CYLIECTBEHHOE 3HadYeHue Ans
MOMOLLY MNauueHTaM U MNO3TOMY LOSMKHbl ObiTb AOCTYMHbLI ANA YAOBMETBOPEHUS
noTpebHOCTEN BCEX NALUMEHTOB U ANS KIMHUYECKOro NnepcoHarna, OTBETCTBEHHOMO
3a oOKasaHuMe nomMouy 3TUM nauueHTam. Takme ycnyrn BKAYakwT B cebs
odopMrieHMe 3anpocoB Ha MWCCrenoBaHus, MNOLFOTOBKY MaUWMEHTOB, B3ATUE
06pasLoB, TPAHCNOPTUPOBKY, XpaHeHNe, 06paboTKy 1 uccregoBaHne KIMHUYECKNX
nNpo6, coobLieHne pesynbTaToB C NOCNEAYIOLEN MHTepnpeTaLmen, KOHCYbTaunen,
Hapsigy ¢ cobrogeHnem 6e30rMacHOCTU N 3TUKU MEAULMHCKUX nabopaTopHbIX
YCIyr.

XKenatenbHo, 4TOObI MeguUMHCKME nabopaTopHble ycnyru Bkrtodanu Obl B
cebs ncenegoBaHMsa NaumMeHTOB B Crlydasdx KOHCYnbTauun, 1 4Tobbl labopatopum
y4acTBOBasM He TOMbKO B YCTAHOBIIEHUN AMarHo3a U HasHa4yeHun fedebHbIX Mep,
HO W B npeagynpexaeHun oOonesHen. Kaxpgas nabopartopusi AOOSpKHA Takxke
npeaocTaBnATb paboTatoemy B He NepcoHarny BO3MOXHOCTU Ansi obpa3oBaHus 1
Hay4HbIX MccnenoBaHuin. [lOCKOMbKY HacToAWMKA CTanHgapT npefHasHadeH Od
NPUMEHEHUST BO BCEX OOLLUENPU3HAHHBLIX B HacTosiWee Bpems AucuMniMHax
nabopaTtopHoOM MeOuUWHbI, PaboTHUKN OpYrMX Cy0 WU AUCUMNIMH, TakuX, Kak
KIMHM4YecKkas uanosnormsi, MeauumHcKas Busyanusaums u MmeguumnHckaa domsumka,
MOryT TaKXe ero ucnosib3oBaTthb 1 CregoBaTb eMy.

Kpome TOro, opraHbl, YMNOMHOMOYEHHbIE A7 OLEHKM KOMMETEHTHOCTH
MeOULMHCKMX Jlabopatopun, MOryT WCMNOMb30BaTb HACTOSAWMW CTaHOapT Kak
OCHOBY CBOeW aeaTenbHoCcTU. Ecnn nabopatopus CTpEMUTCS K akKkpeguTaumm, oHa
AO0SPKHA BbIOpaTh akKpeauTyoLWmMin opraH, KOTOpbIA AENCTBYET B COOTBETCTBUN C
NCO/MOK 17011 1 npuHMMaeT B pacyeT vacTHble TpeboBaHUA K MeaULMHCKUM
naboparopusm.

HacTosuwmn ctaHoapT He npeaHasHadeH 6biTb MCMOMb30BaHHbIM ANs Lenen
cepTuguKkaumm, ogHaKo, BbINOMHEHME MeauuMHCKoW nabopaTtopuen TpeboBaHui
HacTosILLEero cTaHgapTa o3HadaeT, 4To nabopatopusi COOTBETCTBYET Kak
TpeboBaHMAM TEXHUYECKON KOMMETEHTHOCTW, Tak U TpeboBaHMsIM CUCTEMBI
MeHe)XMeHTa KayecTBa, YTO HeobXoaMMO AN NOSYYEHNS] TEXHUYECKN HaLEeXHbIX
pesynbTaTtoB. TpeboBaHMs cUCTEMbl MeHeOXMeHTa KadyecTBa B pasgene 4
N3MOXEHbI A3bIKOM, COOTBETCTBYIOLLMM Oonepaumnam MeguunHCKon rabopatopum u
otBevatoT npuHuumnam MCO 9001:2008 Cuctembl MeHeoXMeHTa KadecTBa -
TpeboBaHMA M COOTBETCTBYIOT €ro nogxoasumm tpedoBaHusam (O6beanHeHHoe
KommioHuke IAF-LAC-ISO, nsgaHHoe B 2009 r.).

Koppendauua mexay pasgenamu v nogpasgernaMmm  HacTOsIWero TpeTbero
nsganHna NMCO 15189 wn pasgenamm NCO 9001:2008 1 MCO/M3IK 17025:2005
npeacTaBrieHa B NpunoXxeHnm A HacTosiLLEro cTaHgapTa.

[IOKyMeHTbI MO BOMpocam OKpyatoLen cpebl, CBA3aHHbIM C AeATENbHOCTbIO



MeguunHCKON nabopaTtopun, OObIMHO CCbINATCA Ha HACTOSAWMW CTaHOapT u
KOHKPETHO Ha NMyHKTbl 5.2.2, 5.2.6, 5.3, 5.4,5.5.1.4n 5.7.

1 O6nacTtb npumMmeHeHusA

Hactoawmin ctaHgapT ycTaHaBnMBaeT creunanbHble TpeboBaHUA K Ka4yeCcTBY U
KOMMETEHTHOCTU MeaMLIMHCKMX nabopaTtopui.

HacTtosumn  ctaHgapT MOXeT  ObiTb  MUCMOMb30BaH  MEeAULUMWHCKMMUN
nabopaTtopusiMn ans paspaboTku CBOMX CUCTEM MEHEMKMEHTa KayecTBa U Ans
OLEHKM cCcoDOCTBEHHOM KOMMNeTeHTHocTW. CTaHgapT MOXeT Takxe OblTb
MCMNOMb30BaH ANs MOATBEPXKOEHUA UMM OLEHKU KOMMETEHTHOCTU MeOULMHCKUX
naboparopuin Nonb3oBaTensaMn flabopaTopHbIX YCIyr, perynmpyowmmMm opraHamm
BlAaCTU U opraHamMu akkpegutauun.

[MpumedaHne - MexagyHapogHble, HauMoHanbHble UM perMoHarnbHble rnpaBuna
nnnm TpeboBaHUA Takxke MOryT OblTb MPUMEHEHbI K OTAESlbHbIM acnekTam,
CBS13aHHbIM C HACTOSILLMM CTaHOapPTOM.

2 HopmaTtuBHbIe CCbINKU

B HacTosawem CTaHOdapTe 1UCnoJsib3o0BaHbl HOPMAaTUBHbIE CCbIJTIKK Ha crieaylume
HOPpMaTuBHbIE ﬂOKyMeHTbI*Z

* Tabrnmuy COOTBETCTBUSA HaLMOHAmbHbIX CTaHOAPTOB MeXayHapo4HbLIM CM. MO
ccbinke. - MNpumevaHne nsrotoButensi 6asbl AaHHbIX.

NCO/MOK PykoBogctBo 2 CraHgapTu3aumd W CBs3aHHble  BUAbI
peatenbHocTn. O6wmn cnoeapb (ISO/IEC Guide 2, Standardization and related
kinds of activity - General vocabulary)

NCO/MOK PykosoactBo 99 MexayHapogHbli METPOSIOrMYEeCcKM  CrioBapb.
OcHoBHbIE M 06LMe MoHATMA K cooTBeTcTBYOWME TepMuHbl (ISO/IEC Guide 99,
International vocabulary of metrology - Basic and general concepts and associated
terms (VIM)

NMCO/MOK 17000 OueHka cootseTcTBMA. Cnosapb M obume TpeboBaHUA
(ISO/IEC 17000, Conformity assessment - Vocabulary and general requirements)

NCO/M3K 17025 O6wupe TpeboBaHMs K KOMNETEHTHOCTU UCMbITATESbHbIX Y
kanmbpoBo4vHblx nabopatopun  (ISO/IEC 17025, General requirements for
competence of testing and calibrating laboratories)

3 TepMuUHbI 1 onpeaeneHus

B HacTosilwem cTaHgapTe npuUMEHEeHbl TEPMUMHbl U COOTBETCTBYHOLLME
onpegeneHus,  yctaHoBneHHole WCO/M3K 17000, WCO/M3K 17025,
Pykosogcteom MCO 99:



3.1 akkpeauTauma (accreditation): lNpouenypa, nocpeacTBOM KOTOPOW OpraH
Brnactu odmumanbHO nNpu3HaeT CMNOCOOHOCTb  OpraHm3auun  BbIMOMHATb
crneumndmyeckme 3agadun.

3.2 Kpumyeckun wuHtTepBan (alert interval, critical interval): WHTepBan
pe3ynbTaToB WUCCedoBaHUA ONA TPEBOXHbIX (KPUTUYECKMX) TecTOB, KOTOpPbIn
yKasblBaeT Ha HENoOCPEeACTBEHHbIN pPUCK AN NauueHTa BO3HWKHOBEHUS
NOBPEXOEHNS UITN CMEPTH.

[MpumeyaHus

1 MHTepBan MoxeT OblTb OTKPbITBIM C OQHOIO KOHLIA, KOIa YCTaHOBIEH TOMbKO
MOpOr.

2 JlabopaTtopua onpegensieT nepedeHb KpUTUYECKUX TeCcTOB Afs CBOMX
NaLMeHTOB 1 NONb30oBaTENEN.

3.3 aBTOMaTM4eCckun BbIOOp U Bblaada pe3ynbratoB (automated selection
and reporting of results): [lpouecc, C NOMOLWBO KOTOPOro pesynbraThbl
nccnegoBaHMiA NauneHTa NocTynarT B labopaTopHyo MHOPMALMOHHYKO CUCTEMY
N CpaBHMBAIOTCHA C ONpeaeneHHbIMK flabopaTtopmen KpUTepusamMmm NnpuemMnemMocT n
B Cliyyae ecnv pesyrbTaTbl OTBEYalT ornpenerneHHbIM  KPUTEPUSM, OHM
aBTOMaTUYECKM BKNOYAOTCA B BnaHk oTyeTa o pesynbTatax 6e3 OonoNHUTENbHOM
OLLEHKM NepCcoHarom.

3.4 buonornveckun pedepeHTHbIN UHTepBan (biological reference interval,
reference interval): CneundmumnpoBaHHbIM MHTEPBAN pacnpegernieHnss 3HadeHun,
NOofy4YeHHbIX B BUonormyeckon pegepeHTHOM nonynswuun.

lMpumep - UeHmpanbHbili 95%-HbIU 6uono2uyeckuli peghepeHmHbIl
UHMepeasn Osisi 3Ha4eHuUll KOHUeHmpauuu uUoOHa Hampusi 8 CbI8OPOMKe U3
nonyssyuu npeornosioXumesibHO 300P08bIX 83POCIIbIX MYXYUH U XeHUWUH
cocmaeJsisiem om 135 mmornb/n do 145 mmonb/n.

[MpumeyaHus

1 PedepeHTHbIN MHTepBan obblYHO onpeaensaT Kak UeHTpanbHbln 95%-Hblin
WHTepsan. [pyroM pasmep uiM acuMMeETpUYHas Jokanmusauuns pedepeHTHOoro
MHTEepBara MoryT COOTBETCTBOBaTb OCODbLIM Cliy4asMm.

2 PedepeHTHbIN MHTEpBay MOXeT 3aBUCETb OT Tuna nepBUMYHOro obpasua u
MCMNOSIb30BaHHOW NpoLenypbl UccriefoBaHus.

3 B HekoTOpbIX cny4vasix BaXeH TONMbKO ofunH 6uornornyeckmn pedoepeHTHbIN
npeaern, Hanpumep, BEPXHUW npegen, X, 1 Takum obpasom, COOTBETCTBYHOLLMI
Bronornyecknin pepepeHTHbIN MHTepBar MOXET ObITb MEHbLUE X UMK PaBEH X.

4 Takve TepMuHbI, KaK "HopMarbHbIN ps4”, "HopMarnbHble 3Ha4YeHns", ABMAKTCS
HeonpeaeneHHbIMU U MO3TOMY HE PEKOMEHYIOTCS A8 NPUMEHEHNS.



3.5 KoMmneTeHTHOCTL (competence): [NpoaeMoHCTpMpoBaHHAss CNOCOBHOCTb
NPUMEHSATb 3HAHUS U YMEHWSI.

[MpumeyaHne - [loHATME KOMMETEHTHOCTM oOnpeaeneHo ucxoas M3 o0Lero
CMbICIia HacTosWEro ctaHgapTta. YnorpebneHne aToro crioBa MoxeT ObiTb 6onee
cneumdmyHbIM B Apyrnx gokymeHTax NCO.

[ISO 9000:2005, onpeaenexuve 3.1.6]

3 . 6 AOKymMeHTMpOBaHHas npoueaypa (documented procedure):
Cneuundmyeckmn cnocob BLINOMHATL AEATENbHOCTb MM MPOLLECC, KOTopble
AOKYMEHTUPOBaHbI, BHEAPEHbI U cobritogaroTcs.

[MpumeyaHus

1 TpeboBaHuns OnNa OOKYMEHTMPOBAHHOW Npoueaypbl MOryT ObiTb MU3NIOXKEHbI B
OLHOM JOKYMeHTe unn 6onee 4Yem B 04HOM JOKYMEHTE.

2 AnantuposaHo 13 MCO 9000:2005, onpeaenexue 3.4.5.

3.7 nccnepgoBaHue (examination): Komnnekc onepauun, 06bHEKTOM KOTOPbIX
ABMSIeTCA onpeaesieHne 3Ha4YeHUs U XapakTePUCTUKN CBOMCTB.
[MpumeyaHus

1 B HekoTOpbIX AgucumnnmHax (Hanpumep, B MUKpobuorormn) mccrenoBaHue
npeacTaBnaer cobon OeATenbHOCTb, COCTOALLYH M3 HECKOSbKMX TeCcTOB,
HaboaEHUA NN N3MEPEHUI.

2 JlaGopaTopHble UccrneaoBaHusl, KOTOpble OMpeaensaloT 3Ha4yeHne CBOWCTBA,
Ha3bIBalOTCA KONMMYECTBEHHbIMKW, T€ WCCIefoBaHUs, KOTopble onpenensioT
XapaKTEepPUCTMKN CBOWCTBA, Ha3biBalOTCA Ka4eCTBEHHbIMU.

3 JlabopaTopHble uUccregoBaHWs 4acTO HasbliBaAT TakKXke aHanM3amu unu
TecTamu.

3.8 mexxnabopaTtopHoe cnu4yeHue (interlaboratory comparison): OpraHusauus,
BbIMOMHEHNE W OLEHUBAHNE N3MEPEHUIN UM TECTOB OAHUX N TEX e UM CXOLHbIX
OOBLEKTOB B OOHOM WM HECKOMbKUX rabopaTtopusx B COOTBETCTBUM C
npeaBapuUTenbHO onpeaeneHHbIMU YCIIOBUSIMM.

[ISO/IEC 17043:2010, onpenenenue 3.4].

3 . 93aBeayowmn nadbopartopuen (laboratory director): Jlvuo (rmua),
OTBETCTBEHHOE 3a NlabopaTopuio U yrpaBnsioLLEe elo.
[MpumeyaHus

1 Ona uenenm HacTosWero cTaHgapTa - JMUO WM Nnua, KOSNeKTUBHO
NpU3HaHHbIE KaK pyKoBOAUTESNb NnabopaTtopun.

2 HaunoHanbHble, pervoHarnbHble W MeCTHble npaBuna Moryt TpebGoBaTb
onpeneneHHon keanudmkaumm n o6 pa3oBaHns 4aHHOro nuua.



3.10 pykoBoactBo nabopartopum (laboratory management): Jluyo (rmuya),
KOTOpPOE PYKOBOAUT W ynpaBnsaeT (PyKOBOAAT W yNpaBnsoT) OeATeNlbHOCTbIO
naboparopuu.

[MpumedaHne - TepMmuH "pykoBoACTBO Jlabopartopumn” sBNSETCS CUHOHUMOM
TepMuHa "Bbiclee pykosogcteo" B ISO 9000:2005.

3.11 meanumHcKaa nabGopatopus, KnuHuYeckass naboparopusa (medical
laboratory, clinical laboratory): Jlabopatopusi, KoTopass npoBoAUT BUoNorMYeckue,
MUKpobuonornyeckme, MMMYHOSorm4eckme, XMMUYEeCKume,
MMMYHOreMaTonormieckmne, remartoriormndeckue, dbnodmandeckmne, LUToONormdeckme,
rMCTONaTosIoNMYeckne, reHeTU4Yeckne U apyrve MccrnegoBaHus mMatepuarnos U3
opraHM3Ma 4eroBeka B LENax MofyvyeHust MHGopMauuMM Ons  AuarHOCTUKW,
npeaynpexgeHns 1 nevyeHns 6onesHn UM OLLEHKN COCTOSIHMSA 340POBbS YeroBeka
N KOTOpasi MOXET OKa3aTb KOHCYMbTATMBHYHO MOMOLLp OTHOCUTENbHO BCEX
acnekToB flabopaTopHbIX UCCEeLOBaHUA, BKIOYas MHTEpPNpeTaumio pe3yrbTaTos U
peKoMeHaaunio ganbHENLWMX He06X04NMbIX NCCRea0BaHNN.

[MpymeyaHne - 3TN MccnegoBaHusa Takxke BKIYaloT B cebs npouenypbl Ans
onpeaeneHns, U3MepeHust UM WHble OMUCaHWsl MPUCYTCTBUS WM OTCYTCTBUSA
pa3fMYHbIX BELLECTB UM MUKPOOPraHN3MOB.

3.12 HecooTBeTCTBUE (NONCconformity): HeBbINONHeHe TpeboBaHW.

[ISO 9000:2005, onpeaenexue 3.6.2].

Mpumeyanne - [pyrme 4acTo MpUMEHAeMble TepMUHbI: HebraronpuaTHoe
cobbiTre, owmbKa, MHUNOEHT, Cy4anHOCTb.

3.13 nccnepoBaHue no mecty ne4vyeHun (point-of-care testing, POCT, near-
patient testing): ViccnenosaHue, BbINONMHAEMOE BO3fe NauneHTa unmM B MecTe ero
HaxoXOeHUs, ¢ pesynbTaToM, Nofly4eHHbIM HeMeOIEHHO U, BO3MOXHO, BeayLLWM K
N3MEHEHWIO NeYeHns naumeHTa.

[ISO 22870:2006, onpenenenuve 3.1]

3.14 npoueaypbl nocrie uccrieaoBaHusi, NocTaHaNUTM4Yeckunm atan (post-
examination procedures, postanalytical phase): [Mpouenypbl, XpPOHOMOrMYECKN
HayMHalowmecs nocrne WccreaoBaHus, BKIIOYad pPacCMOTPEHWE pesynbTaTos,
XpaHeHne Ouornormdyeckoro martepuana, yaaneHne npobbl M OTXOAOB;
dopMaTMpoBaHue, UHTepnpeTauumo, odopMiieHMe W Bblgady pes3ynbTaToB
nccrnegoBaHUin, NX XpaHeHue.

3.15 npoueaypbl nNepen uccnegoBaHWeM, npeaHanuTM4yeckun atan (pre-
examination procedures, preanalytical phase): [Mpouenypbl, XPOHOMOrMYECKN
HayMHaluWecss C Has3Ha4yeHus  KIMHULUCTOM  UCCRedoBaHWs,  BKITHOYEHUS
nccrnegoBaHnst B 3asiBKY, MNOAroToBKa MauWeHTa, B3ATME MEepPBUYHON Npobbl,
TPaHCNOPTUPOBKY ee B Jlabopatopuio M 3aKaH4YMBalOLMECS  Ha4vasriom
nccnegoBaHus.



3.16 nepBuYyHas npoba, obpaseu (primary sample, specimen): [OuckpeTHas
nopumsi 6GMONOrM4eckon XMOKoCTK, BblAbIXaeMoro BO34yxa, BOMOC WM TKaHEW,
B3sATas AN WCCredoBaHus, W3YYeHUs UM aHanmm3a OOHOM WM HECKOSbKUX
BENMYMNH UM CBOMCTB, KOTOpPbIE NpeanonaraeTcs npunmucaTth Leriomy.

[MpumeyaHus

1 Paboyas rpynna no rrnobanbHOM rapMoHu3aumm WCNonb3yeT TepMuH
"obpaseL" B pyKoOBOOALWMX AOKYMEHTAxX MO rapmMoHusaumu, obosHayas npoby
BMONOrMYECKOro  MPOUCXOXOEHUS, MpedHasHa4yeHHylo AOns  UccrnegoBaHuss B
MeauLMHCKon nabopatopuun.

2 B Hekotopbix pokymeHtax MNCO u CEH "obpasey" onpegeneH Kak
"Gronornyeckasi npoba, B3sTasd n3 Tena yenoseka".

3 B HeKkoTOpbIX CTpaHax TepMuH "obpasel” Mcrnornb3yeTcss BMECTO NepBUYHON
npobbl (MM ee nopumn), KoTopas SABMAeTca npobon, noaroToBfIEHHOM NS
nepechbIsiki B naboparoputo (Unn nonyvyaemyto iabopatopuen) n npeaHasHa4yeHHyo
ANs uccneaoBaHuS.

3 .1 7npouecc (process): COBOKYNHOCTb  B3aMMOCBSI3aHHbIX WU
B3aUMOLENCTBYIOLLMX OENCTBUI, KOTOPbIE NPeobpasdyoT BXoAbl B BbIXOAbI.
[MpumeyaHus

1 Bxogbl B npouecc 06bI4YHO SBMAOTCSA BbIXO4AMM U3 APYrMX NPOL,ECCOB.
2 AgantuposaHo n3 MCO 9000:2005, onpeaeneHne 3.4.1.

3.18 kayectBO (quality): CTeneHb, C KOTOpPOW psg NPUCYLLMX XapaKTepUCTUK
YOOBIETBOPSAIOT TPEOOBAHUAM.
[MpumeyaHus

1 TepmuH "KayecTBO" MOXET NPUMEHATLCA C MpunaratenbHbiMu  "nnoxoe”,
"xopoLluee", "bnecTsilee".

2 '"lpucywee" Kak npoOTMBOMOSIOXHOE "MPUNMCaHHOMY" MOXET O3HadaTb
NOCTOSAHHYH XapaKTEPUCTUKY.
[ISO 9000:2005, onpeaenexuve 3.1.1]

3.19 uHamukatop kKa4vectBa (quality indicator): Mepa cTeneHu, c KOTOpOW
COBOKYMHOCTb MPUCYLLMX XapaKTEPUCTUK yO0BreTBOPSET TpeboBaHMAM.
[MpumeyaHus

1 Mepa MoxeT 6bITb BblpaXeHa, Hanpumep, kak % gocturHytoro (% B npegenax
YyCTaHOBIEHHbIX TpeboBaHun), % aedekToB (% BHE yCTaHOBIIEHHbLIX TpeboBaHWi),
AedekTbl Ha MUIIMOH crnydaeB Uk B ckane LWecTb curma.



2 'HaukaTopbl Ka4ecTBa MOMyT M3MEPSATb CTENEHb COOTBETCTBUSA OpraHM3aumm
noTpebHoCcTAM 1 TpeboBaHMAM Nofb3oBaTeNien M Ka4eCTBO BCEX OMNepauVoHHbIX
NpoLeccos.

lMpumep - Ecnu mpeboesaHuem siernissemcsi nosiyd4eHue siabopamopuel
ecex npob MOYU HEKOHMaMUHUPOBaHHbIMU, MO YUCJIO OSYYEHHbIX
KOHMaMUuHUpoOe8aHHbIX MNpob Kak % ecex nosly4eHHbIX npob (npucywas
Xapakmepucmuka rnpouyecca) cryxum mepoli Kadecmaea ripouyecca.

3.20 cucrtema MeHeaxMeHTa KadectBa (qualty management system):
Cuctema MeHe)KMeHTa ynpaBrieHNs1 U KOHTPOMA AeATeNbHOCTU opraHM3aumnm ans
obecneyeHnsa kayecTBsa.

[MpumeyaHus

1 TepMmunH "cuctema MeHeO)XMeHTa KayecTBa", WCMOSfb30BaHHbIN B 3TOM
onpegeneHnun, CBs3aH C OOWMM ynpaBneHueM OeATeflbHOCTblo, NnocTaBKkamu W
MEHEe>KMEHTOM PecypcoB, MpoueccaMmn npeaHanmTUYecKkoro, aHarmTU4ecKoro u
NoCTaHaNIMTMYECKOro 3TarnoB, OLeHMBaHMEM N MOCTOAHHBIM COBEPLLEHCTBOBAHUEM.

2 AnantuposaHo 13 MCO 9000:2005, onpeaenexue 3.2.3.

3.21 nonutuka Ka4ectBa (quality policy): O6wme HamepeHna 1 HanpaBneHUs
aeaTenbHOCTN nabopaTtopun, OTHOCSAWMECHA K KavyecTBY, CEOPMYNMPOBaHHLIE
pyKOBOOCTBOM nabopatopun.

[MpumeyaHus

1 OBbIYHO NONMTMKA Ka4ecTBa COOTBETCTBYET OOLIEN NONMTMKE OpraHM3aLmnm u
yCTaHaBMMBaET paMKu COBOKYMNHOCTU Lienen KadecTaa.

2 AnantuposaHo 13 MCO 9000:2005, onpegenexue 3.2.4.

3.22uenn Ka4vectBa (quality objective): >Xernaemoe wu wuenenonaraemoe,
OTHOCSILLEECS K Ka4ecTBy.
[MpumeyaHus

1 Llenm kayecTBa 00bIYHO OCHOBAHbI Ha NMONMUTUKE KadecTBa nabopaTopun.

2 Uenn kayectBa OObIYHO YCTaHOBMEHbI A5 COOTBETCTBYHOLMX (OYHKLUA U
YPOBHEN B OpraH13aLuu.

3 AganTtunposaHo n3 MCO 9000:2005, onpeaeneHue 3.2.5.



3.23 BcnomoraTtenbHasa (cyonoapsaHasa) nabopartopus (referral laboratory):
BHewHaa nabopatopud, B KOTOpPYH OTCbiNawT nNpoby And npoBeaeHus
nccnegoBaHus.

[MpumedaHne - BcnomoraTenbHyto nabopaTtopuio pykoBOACTBO fabopaTtopum
BblbMpaeT ONs HanpaBneHuss B Hee nNpobbl MM 4acTu Npobbl U NpoBeLEHUS
nccrnegoBaHnst UM B Cliydae, Korga He MOXeT ObiTb BbIMNOSIHEHO PYTUMHHOE
nccnegoBaHue. Takasa naboparopus oTnmyaeTcs oT fnabopaTtopum, OTHOCSLLENCS K
cucteme OOLLECTBEHHOro 340POBbs, TOKCUKOSOMMKN, pErMcTpaunm onyxonu, unm ot
LeHTpanbHon ffabopaTopun, HanpasneHne NpPob B KOTOPYO TpebyeT CTPyKTypa nnm
npasuna.

3.24 npob6a (sample): OgHa nnn HecKkonbKO YacTen (nopuumi), KOTopble B3ATbI
N3 NepBMYHON NPOOBLI.

lMpumep - O6bem (Mopuyusi) cbiBOPOMKU, 83siMbIl U3 60n1bwWe20 o6bLema
CbI8OPOMKU.

3.25 Bpema obopoTa Tecta (turnaround time): Nepuog BpemeHn mexay AByMS
cneunmumMpoBaHHbIMU TOYKaMK - Ha3Ha4YeHMEM UCCreaoBaHUSA U Bblgaden ero
pesynbTaTta, BKMYaa npeaHanMTU4ecKuin, aHamMTUY4eCcKnin U nocTaHanMTU4eCcKun
npoLeccsl.

3 .26 Banupauna (validation): [logoTBepxaeHne, nyTem npegocTaBreHns
0O BbEKTMBHBLIX [OKa3aTeNnbCTB COOTBETCTBUS TpeboBaHMAM npeaHasHa4YeHHOro
NPUMEHEHUS U UCTOSb30BaHWUA.

[pumeyaHve

1 TepMuH "BanungmnpoBaHHbIN" ncnornb3yetca  Onq 0603Ha4YeHus
COOTBETCTBYIOLLEro ctatyca.

2 AnantuposaHo 13 MCO 9000:2005, onpeaeneHue 3.8.5.

3.27 Bepudukauma (verification): lNoareepxaeHne, nytem npegocTaBreHUs
006 BbEKTMBHbIX A0Ka3aTeNbCTB BbINOSIHEHNS CneLndmumMpoBaHHbIX TpeboBaHuN.
[MpumeyaHus

1 TepmuH  "BepudmuMpOBaHHbLIM"  UCnonb3yeTcss  Onad  0bo3HaveHus
COOTBETCTBYHIOLLEro ctaryca.

2 [NoaTeepXaeHne MOXET BKIloYaTh Takue BMUAObl 4ENCTBUN, KaK:

- BbIMOSIHEHWE anbTEePHATUBHbBIX PacyeTOB,

- CpaBHEHME HOBbIX cheuyudwmkaumm ¢ nNogobHbIMM  AOKa3aHHbIMU
crneundmkaumnamn,

- NpoBeAeHne TeCTOB U AEMOHCTpaL N,

- NpoBepKa OOKYMEHTOB neper 1X BbIMYyCKOM.

[ISO 9000:2005, onpeaenexue 3.8.4]



4 TpeboBaHUA K MEHEKMEHTY

4.1 OpraHm3auma n OTBETCTBEHHOCTb MEeHeaAXXMeHTa

4.1.1 OpraHusauus

4.1.1.1 O6Lwwme NnonoKeHus

MeguunHckaa nabopaTtopus (ganee ynoMmHaemas Kak "naboparopus”) gormkHa
COOTBETCTBOBATb TPEOOBaHMAM HACTOSILEro ctaHdapTa npwu BbINOSIHEHMM CBOEW
paboThl B YCIOBUAX NOCTOAHHOIO pasMeLleHns nnm B MOBUMbHbIX YCIIOBUAX.

4.1.1.2 KOpnaunyeckoe nmuo
JTabopatopusa unn opraHusaumns, 4YacTblo KOTOpou sBRsieTcs naboparopus,
A0SPKHA HECTU HOPUANYECKYI0 OTBETCTBEHHOCTL 3@ CBOK AEATENBHOCTb.

4.1.1.3 3Tnyeckoe noseaeHne
PykoBogctBo nabopatopum  OOMPKHO  YCTaHOBUTbL  MOPSIAOK,  KOTOPbIN
obecrneymBaeT criegytoLLee:

a) OTCyTCTBME Yy4acTus B NMoboON AeATenbHOCTKU, KoTopada cnocobHa CHU3UTb
AoBepue K KOMNEeTEHTHOCTU nabopartopum, 6ecnpucTpacTHOCTU, CrpaBeniMBoCTU
NN onepawMoOHHON LLENOCTHOCTMU;

b) pykoBoacTBO M nepcoHan cBO6OAHbI OT HeENpUEMSIEMbIX KOMMEPYECKUX,
PMHAHCOBBIX N MHbLIX AABIEHUA U BIIMAHWUIA, KOTOpblIEe MOrnn 6bl HebrnaronpusaTHO
BO34ENCTBOBATb HA KA4e€CTBO NX paboThl;

C) NP1 BO3HWUKHOBEHMM NOTEHLMAINBbHOIO KOH(IIMKTA KOHKYPEHTHBLIX MHTEPECOB O
HMX QOIPKHO ObITb OTKPBLITO M COOTBETCTBYHOLMM 0O6pa3oM 3asiBEHO;

d) mMMeloTCcs COOTBETCTBYWOLLME MNpoLedypbl, obecneuynsarolme obpalleHve
nepcoHana C 4eroBe4vyeckumu npobamu, TKaHAMU WM OCTaHKaMWU COrMacHO
COOTBETCTBYHOLLMM TPeOOBaHNUAM 3aKOHa;

e) cobnogaeTca KoHmaeHLnansHOCTb MHdopMaL U,



4.1.1.4 3aBenytowmn nabopatopuen

JTabopatopusa gorpkHa PyKOBOAUTBCS NMLOM MM nvuamu, obragarommm
KOMMETEHTHOCTbIO N HECYLLMMWN OTBETCTBEHHOCTL 3a NPEeAoCTaBsieEMbIE YCNyrn.

OTBETCTBEHHOCTbL  pykoBoauTens  nabopatopum  OOfbkHA  BKIOYaThb
npodeccmoHarnbHbIe, Hay4Hble, KOHCYbTaTMBHbIE, OpraHn3aL M oHHbIE,
agMVHUCTpaTMBHbIE U ObpasoBaTenibHbie BOMPOCHI, OTHOCSILLMECS K YCIyram,
npegocTaengemblm laboparopuen.

3aBeayoumin nabopatopmen MoOXeT nopyvyatb n3bpaHHble 06A3aHHOCTUN n/nnu
OTBETCTBEHHOCTb KBanMMUMPOBaHHOMY NepCcoHary, 04HaKo COXpPaHATb 3a cobon
OKOHYaTenbHYl0 OTBETCTBEHHOCTb 3a obwume onepauMm W agMUHUCTPALUIO
naboparopumu.

O65a3aHHOCTM N OTBETCTBEHHOCTb 3aBeayoLwero nabopartopmen 4omkHbl ObiThb
AOKYMEHTUPOBAHbI.

3aBeayoumin  nabopartopmen (UM OTBETCTBEHHbIE 3a  ornpedesieHHble
06513aHHOCTN) OOMKHbI 0bnagatb HeobXxooMMOM KOMMETEHTHOCTbIO, MpaBamMu U
pecypcamu, 4ToObl BbINOMHATL TpeboBaHUSA HAaCTOSLLEro cTaHAapTa.

3aBeayoumin nabopatopuen (Mnv OTBETCTBEHHBLIN/OTBETCTBEHHLIE) [AOSDKEH
(BOSMKHBI):

a) ocyllecTBnsATb 3hdeKTUBHOE ynpaBrneHne MeauuMHCKUMn nabopatopHbIMm
ycryramu, BKIoYas nnaHMpoBaHue OtogkeTa v ynpaereHve wmHaHCMpOBaHMEM, B
COOTBETCTBUU C [OBEPEHHOM EMY OTBETCTBEHHOCTbIO;

b)  9dxpeKkTMBHO  OCYWECTBNATb  KOHTaKTbl C  COOTBETCTBYHLLWMMMU
aKKpegouTauMoHHbIMM U perynupyrouyMn - areHtctBamy,  odomumarnbHbIMU
aOdMVHUCTPATUBHBLIMUA opraHamu, coobLecTsoM 3paBoOXpaHeHus,
obcnyxkMBaeMbiM1 NaumMeHTamMm N ydacTHUKaMn dopMarbHbIX COrfalleHun, npu
HeobXxoaNUMOCTH;

c) obecneunTb HanMMyYMe COOTBETCTBYIOLIEN YMCIIEHHOCTU MNepcoHana,
obnagatowero obpasoBaHMeM, NOAFOTOBKON M KOMMETEHTHOCTbLIO, HEOOXOAUMbIMM
A9 OKasaHus MEeAULMHCKNX NlabopaTopHbIX YCiyr, OTBeYarLWwmx noTpebHOCTAM U
TpeboBaHMsIM Nonb3oBaTenewn;

d) ob6ecneuntb BHeApPEHNE MONUTUKM Ka4ecTBa,;

e) co3gaTtb 6e3onacHble ycroBusa paboyen cpeabl, COOTBETCTBYIOLLME XOPOLLEN
NpakTMKe U NpMemMnemMbiM TpebOoBaHNSM;

f) coTpyoHnyate ¢ MeQULMHCKMM NepcoHarioM OOCy>XMBaeMOW OpraHusaumu,
€CI1 3TO NPMEMSIEMO N OCYLLECTBUMO;

g) obecneuntb NpeaocTaBliEHNE KIMMHUYECKOM KOHCYNbTauun B OTHOLLEHWUU
BbibOpa mccrnenoBaHus, UCMONb3oBaHNA flabopaTopHbIX YCIyr U MHTepnpeTauum
pe3yrnbTaTtoB nUccrieqoBaHni;



h) BbIGUpPaTL N MOHUTOPUPOBATL NOCTABLLMKOB;

i) BbIOMpaTh BCcnomoratesibHble abopaTtopum M MOHUTOPUPOBATb KayeCTBO WX
ycnyr (cMm. Takxe 4.5);

j) NpegocTaBnNAaATb NporpaMmmbl NPOgeCcCMOHanbHOr0 COBEPLLEHCTBOBAHUSA A1
nabopaTtopHOro nepcoHarna W BO3MOXHOCTW Yy4acTBOBaTb B HayydHOW WU MHOW
AEeATEenbHOCTN NpodeccuoHarnbHbIX NabopaTopHbIX opraHn3aLui;

k) onpemenuTb, BHEOPUTb WM MOHUTOPUPOBATb CTaHOAPTbl BbIMOMHEHNUS U
yny4LLIEHNS KadeCcTBa MEAULMHCKIMX NTAabOopaTOpPHbIX YCNyT.

[pmedaHre - OTO MOXeT ObiTb OCYLIECTBEHO, Hanpumep, Yepe3 KOMUTETbI
MO COBEPLLEHCTBOBAHMIO KA4€CTBa OCHOBHOW OpraHM3aLuu;

) MoOHuTOpUpoBaTb BCK paboTy, BbLINOMHAEMYO B nabopatopun, YTOObI
onpenennTb, YTo Oblna BolpaboTaHa KIMHUYECKM BaxkHas nHdopmMauus;

m) paccmatpuBaTb o6y  xkanoby, 3anpoc  wnM  NpeanioxeHue ot
nabopaTopHOro nepcoHana u/wnu nornb3oBaTternen (CM. Takxe 4.8, 4.14.3 n4.14.4);

n) paspabotatb M BHeOPUTb NflaH Ha HenpeaBuaeHHble OBCToATENbCTBA,
4YTOObl OBecneyYnTb [LOCTYMNHOCTb CYLUECTBEHHO BaXHbIX MWCCregOBaHUN npwu
9KCTPEHHON NOTPEBHOCTM B HUX UM NPU OPYrMX YCIOBUSIX, Korda flabopaTopHble
yCIyr orpaHuyeHbl U HEQOCTYMHbI.

[MpumeyaHne - [InaHbl Ha HenpeaBMOEHHbIE OOCTOATENbCTBA OOSDKHbI
nepnoan4eckn NCnblTbiBaTbCS;

0) NMraHMpoBaTb WM YNPaBfATb Hay4YHbIM UCCedoBaHMeEM U pas3paboTkon, Korga
9TO HeobxoaAuMO.

4.1.2 OTBe TCTBEHHOCTbL PyKOBOACTBA

4.1.2.1 O6a3aHHOCTUN pyKOBOACTBA

PykoBoacTBo nabopaTtopum OOMKHO MpeacTaBnaATb AoKasaTenbcTBa  €ro
obsa3aHHOCTEN No pa3paboTke M BHEOPEHUO CUCTEMbI MEHEMXKMEHTA KayecTBa U
MOCTOSIHHOMY €€ YIyYLLEHUIO NYyTEM:

a) VHJopMUpoBaHUs rabopaTopHOro rnepcoHarna O BaXHOCTU COOTBETCTBUSA
noTpebHoCcTAM 1 TpebosaHuAM nonb3oBatenen (cm. 4.1.2.2), a Takxe TpeboBaHus
akkpeguTaumm n npasurs;

b) yTBEpXOEeHUs NnonuTukK KadecTtsa (cMm. 4.1.2.3);
c) obecrneyveHns ycTaHOBIEHUS Lienemn KadecTsa 1 nnaHuposanua (cm. 4.1.2.3);

d) onpegeneHns OTBETCTBEHHOCTHU, NpPaB 1 B3aUMOOTHOLLEHUA BCEro nepcoHana
(cm. 4.1.2.5);



€) YCTaHOBMNEeHUSA NPoLLeCCOB KOMMYHUKauUMn (cMm. 4.1.2.6);

f) Ha3Ha4yeHMs OTBETCTBEHHOro NO Ka4yecTBY (NEepPCOHarnbHO Ha3HA4YEHHOro) (CM.
41.2.7);

g) NnpoBeaeHnst 063opoB pykoBoacTea (M. 4.15);

h) obecneyeHnss KOMNETEHTHOCTU BCEro nepcoHana Ans BbINOMHEHUA CBOWUX
obsasaHHocTen (cM. 5.1.6);

i) obecrnedeHns OOCTYNHOCTU afekBaTHbIX pecypcosB (cMm. 5.1, 5.2 n 5.3) anga
BO3MOXHOCTWN [OSPKHOTO OCYLLECTBMIEHUSI MNpeaHanMTUYeCcKon, aHanmTUYecKon u
nocTaHanMTuyeckon gestensHocTu (cm. 5.4, 5.5, n 5.7).

4.1.2.2 MNoTpebHOCTM nonb3oBaTesnien

PykoBogcTtBo nabopatopum OOSPKHO obecneynTtb, 4ToObl nabopaTopHble
yCryry, BKMKOYas COOTBETCTBYHOLUME YCIYrM NO KOHCYMbTaUUAM U MHTepnpeTaumu,
COOTBETCTBOBaNM MNOTPEOGHOCTAM NaUMEHTOB M TeM, KTO MOMb3yeTcs ycrnyramm
nabopatopum (cM. Takxe 4.4 n 4.14.3).

4.1.2.3 Nonntnka KayecTtBa

PykoBogcTBO nabopatopum OOSMKHO ONpeaennuTb HamepeHnss CBoen CUCTEMbI
MeHeQ)XMeHTa KadecTBa B MOMMTMKE KadecTBa. PykoBoacTtBo nabopatopum
JOIDKHO obecnedynTb, YTOObI NONMTUKA KayecTBa:

a) COOTBETCTBOBAra Lensm opraHm3aLuy;

b) BknoYana YCTPEMSIEHHOCTb K XOpolwlen nabopaTopHOM MpaKkTUKe, K
nccnegoBaHnsiM, KOTOpble OTBeYalT MpedHasHa4YeHHOMY MCMOSb30BaHMO, K
COrMacoBaHHOCTU C TpeboBaHMAMM HACTOAWEro cTaHgapTa W MOCTOSIHHOe
COBEpLLEHCTBOBaHME KadecTBa flabopaTopHbIX YCIyT;

C) onpegenana paMKkn ans yCTaHOBIIEHUSI U NepecMoTpa Lernen KayecTsa,
d) 6bina n3BecTHa 1 NOHSATHA B OpraHn3auuu;

e) nepecmaTpmBanach A NOCTOSAHHOW NPUrOAHOCTW.



4.1.2.4 Llenn ka4yecTBa 1 NrnaHMpoBaHue

PykoBogcTtBo nabopaTtopun LOSMKHO YCTaHOBUTbL LMW KadecTBa, BKIOYasd
Heo6X0ANMMOCTb COOTBETCTBOBATL NOTPEOHOCTAM M TpeboBaHMAM Nosib3oBaTenemn
NpY OOSPKHBIX (PYHKLMSIX N YPOBHSAX BHYTPU opraHmn3auuun. Llenn kadectBa AOSMKHbI
ObITb N3MEPUMbI U COOTBETCTBOBATb MOSNIUTUKE Ka4yeCcTBa.

PykoBogctBo rniabopatopun [OSMKHO obecneyntb, 4TOObI  NfiaHMpoOBaHWe
CUCTEMbl MeHeOXMeHTa KadecTBa COOTBeTcTBOBaro TpebosaHusMm (cMm. 4.2) n
uenaMm kKadectBa. PykoBoactBo nabopatopum  OoOmkHO obecnevntb, 4YTOObI
LEenocTHOCTb CUCTEMbl  MeHeXMeHTa KadyecTBa noggepiuvBanacb  npu
NNaHUPOBaHUN N BHEAPEHUN U3MEHEHUIN B CUCTEMY MEHEXKMEHTA KadyecTBa.

4.1.2.5 OTBETCTBEHHOCTb, NPaBa 1 B3aMMOOTHOLLEHMS

PykoBogcTtBo nabopatopum OOSmMKHO obecnednTb, 4YTobbl OTBETCTBEHHOCTD,
npaBa M B3aMMOOTHOLLEHUST Bblnn onpeneneHbl, AOKYMEHTUPOBAHbLI U COOBLLEHDI
BHYTpWM nabopaTopHOM opraHu3auun. ATO AOIPKHO BKIYMaTb HasHaveHue nuu,
OTBETCTBEHHbIX 3a KaXayto nabopaTopHyto (PyHKLMIO U Ha3HaYeHMe 3amMmecTUTenemn
AN KIMOYEBbIX JNL, PYKOBOASALLETO U TEXHUYECKOro nepcoHana.

[MpumedaHne - [NpusHaeTcs, 4TO B HebosnblmMx flabopaTopusx COTPYLAHWUKK
MOIYT MMETb HECKOSIbKO (PYHKLUMA W Ha3HadYeHue 3amMecTuTerien AOns Kaxgom
dYHKLIMN HENPAKTUYHO.

4.1.2.6 KommyHukauum

PykoBogcTBO nabopatopum OOSMKHO UMETb 3dhpekTMBHbLIE CpeaCcTBa CBSA3M C
nepcoHanom (cm. 4.14.4). 3anucu npeamMeToB COOBLIEHMN N COBELLAHUA OOSPKHbI
XpaHuTtbcs. PykoBoacTtBo rnabopatopun [OimkHO obecnevntb, 4TOObl  Oblnu
YCTaHOBIEHbl COOTBETCTBYIOLLME MpPOLIECCHl CBA3M Mexay nabopatopuen wu
0B CnyXMBaeMbIMN YYpPEXOEHNSMN 30paBOOXPAHEHNST U YTO CBA3b obecnednBaeT
9beKTMBHOCTL  JTabOpaTOpPHOrO  MpeaHanMTUYEecKoro,  aHanmMTU4eckoro W
NOCTaHaNMTMYeCKOoro NPoLLeccoB 1 CUCTEMY MEHEI)KMEHTA KayecTBa.

4.1.2.7 OTBETCTBEHHbIN MO Ka4eCTBY
PykoBoacTBO nabopartopumn OOMKHO Ha3HauYUTb OTBETCTBEHHOrO MO Ka4yecTsy,
KOTOPbIA OOSMKEH UMETb, HE3AaBUCUMO OT ApYyrMx ob6si3aHHOCTEN, AenernpoBaHHbIe
OTBETCTBEHHOCTb M NpaBa, BKro4varoume B cedbs:

a) obecrneyeHne, BHegpeHME M NoddepXaHue NpoLeccoB, HEOOXOoOUMbIX A5
cCUCTEMbl MEHEe)KMEHTa Ka4yecTBa;

b) nHopmMUpoBaHMe pyKkoBOACTBA flabopaTtopmm Ha YpPOBHE NPUHSTUS peLLEHWIA
No NONUTUKE, LensiM KadecTBa U pecypcam O BbIMNOSIHEHUN CUCTEMbI MEHEL)KMEHTA
KadecTBa 1 Nobor NoTpebHOCTM ee COBEPLLUEHCTBOBAHUS;

c) obecneyeHne nNOOAEPXKKN COODLUEHUA O Hyxgax W TpeboBaHusAX
notpebuTtenen BHyTpKn nabopaTopHON opraHn3aumu.

4.2 Cuctema MeHeaO)XMeHTa KayecTBa



4.2.1 O6wme TpebOBaHUA

JTabopaTtopua  gorkHa  YCTaHOBUTb, [OOKYMEHTMpPOBaTb, BHeOpUTb W
nogaepXvMBaTb CUCTEMY MEHEIKMEHTa KayecTBa W MNOCTOAHHO ynyywatb ee
9(hpekTMBHOCTL B COOTBETCTBUM C TpeboBaHMSAMM HACTOSLLEro CcTaHaapTa.
Cuctema MeHeKMEHTa KayecTBa AOSPKHA AEeNCTBOBATb Afs MHTerpauum BCeX
npoueccoB, HeOOXOAUMbIX AN BbINOMHEHUSI MONMUTUMKU WU LEenen KadectBa W
oTBeYaTtb NoTpebHOCTAM 1 TpeboBaHMSM Nonb3oBaTenemn.

JTabopartopua gorkHa:

a) onpeoenutb nNpouecchbl, HeobxoauMMble ON9 CUCTEMbl  MEHeoKMEHTa
KadecTBa 1 obecnevunTb UX NpMMEHEHNE BO BCen nnabopatopuu;

b) onpegenntb NnocnegoBaTenbHOCTL M B3aMMOAENCTBME 3TUX NPOLLECCOB;

C) onpeaenutb KpUTepum U MeToabl, Heobxoaumble ana obecneveHuss Toro,
4YTOObLI 1 Onepauunun, U KOHTPOSb 3TUX NpoLeccoB ObIN 9EKTUBHBI;

d) obecneuntb OOCTYMHOCTb pecypcoB W mHdopMauuu, HeobxoauMbixX A5
nogaepxaHus onepaumi 1 MOHUTOPUHIA 3TUX NPOLLECCOB;

e) MOHUTOPUMPOBATb U OLUEHNBATb 3TU NPOLIECChbl,

f) BHeopuTb OencTBusi, HeobxoouMMmble ANs OOCTWKEHUS 3anfaHUPOBaHHbIX
pe3ynbTaToB 1 MNOCTOSIHHOIO YryYLLEHMS 3TMUX NPOLLECCOB.

4.2.2 Tpeb6oBaHMA K AOKYMeHTaLumn

4.2.2.1 O6Lwpme NnonoxeHus
[ OKyMeHTauunsa CUCTEMbl MEHEXKMEHTA Ka4eCcTBa A0SPkHa BKIoYaTh B Ceb4:

a) 3asBrieHMe O normTuke kadectBa (cM. 4.1.2.3) n uendax kadecTtsa (CM.
4.1.2.4);

b) pykoBoacTBO Mo KadecTBy (CM. 4.2.2.2);
C) npoueaypbl 1 3anucu, Tpedbyemble HAaCTOALLWM CTaHAapTOM;

d) pokymeHTbl M 3anmcu (cMm. 4.13), onpegeneHHble nabopaTopuen AOns
obecrneyeHnsa IPPEeKTUBHOCTU MNMAHUPOBAHUA, BbIMOSIHEHUS W KOHTPOSA 3TUX
NPOLECCOB;

€) KOnMuM COOTBETCTBYIOLLMX MpaBwusl, CTaHOAPTOB M APYrMX HOPMaTUBHbLIX
[ OKYMEHTOB.

[MpumedaHune - [JokymeHTaumnsa MoxeT 6bITb Ha cpefe nobon dopmbl Unn TMna,
KOTopasi Jferko [OCTynHa W 3awMmueHa OT  Hepas3peLUeHHbIX W3MEHEeHUA W
HeXXenaTteslbHOro NoBpPeXaeHns.



4.2.2.2 PykoBoaCTBO MO Ka4ecTBY
JTabopaTtopua posrkHa paspabotatb M BECTM PYKOBOACTBO MO Ka4yecTBy,
KOTOpOE BKMOYaEeT B cebs:

a) NormTuKy kadyecTsa (CM. 4.1.2.3) nnm cCblfIKy Ha Hee;
b) onncaHue obnact NnpUMeHeHNs CUCTEMbI MeHe)KMeHTa Ka4yeCTBa;

C) NpeacTaBreHne CTPYKTYpbl opraHM3aunm n pykoBoacTBa flabopatopumn u ee
MecTa B OCHOBHOW opraHm3auuu;

d) onucaHue ponen n OTBETCTBEHHOCTU PyKOBOACTBa NabopaTtopun (BKroYas
3aBefytoLlero nabopatopmen n OTBETCTBEHHOIO MO KavyecTBYy) Ans obecneyeHud
COOTBETCTBUSA C HACTOSILLMM CTaHOaPTOM;

€) onucaHue CTPYKTypbl U B3aMMOOTHOLLUEHWIA OOKYMEHTaLWN, NCNOMNb3yeMOn B
cUcTeMe MeHeoXMeHTa Ka4yecTBa;

f) BOKYMEHTMPOBaHHbIE NOSIMTUKK, YCTAHOBIIEHHbIE AN CUCTEMbI MEHEKMEHTA
Ka4eCTBa, W CCbIIKW Ha PYKOBOOSLLYD M TEXHUYECKYHD OeATernbHOCTb Ans ee
NOA4EPXKKN.

Becb nabopaTopHbli nepcoHan OOfkeH WUMeTb JocTyn UM ObiTb
NPOVHCTPYKTUPOBAH OTHOCUTESIbHO MCMNOSIb30BaHMUS U MPUMEHEHUS PYKOBOLCTBA
MO Ka4YeCTBY U CCbISIOMHbIX 4OKYMEHTOB.

4.3 KOHTpOINb 4OKYMEHTOB

JTabopaTopua [ormkHa KOHTPONMpoBaTb AOKYMEHTbI, Tpebyemble CUCTEMOW
MeHeQ)KMeHTa KayecTBa, W obecneynTb npefoTBpaLLEHME HeXenaTerbHOro
NCMNOMb30BaHUA NOBOro yctapesLUero AoKyMeHTa.

[MpumeyaHus

1 [OKYMEHTbI, KOTOpble AOSPKHbI noasiexaTb KOHTPOS0, MOryT OblTb OY€Hb
BapvabesnbHbIMY B 3aBUCUMOCTM OT BEPCUKN UK cpoka. Npumepamm MOryT CIy>XUTb
3asBrieHNs O NONUTUKE, NHCTPYKL MM MO NPUMEHEHUI0, paboyme KapTbl, Npoueaypsbl,
cneumdmkaummn, dopMbl, KanmbpoBoYHble Tabnmubl, Guonornyeckme pedepeHTHbIE
MHTEpBarnbl W WX WUCTOYHWKW, Tabnuubl, MOCTEpPbl, 3aMeTKW, MeMOpaHAyMbl,
AOKYMEHTALMA KOMMbIOTEPHbIX MPOrpamMMm, PUCYHKW, MNaHbl, COrfaweHns wu
OOKYMEHTbl BHELLUHErO MNPOUCXOXOEHUS, Takue Kak npaBwuna, cTaHaapThl,
CNPaBOYHMKMN, U3 KOTOPbIX B3ATbI ONMCaHUS Npoueayp uccneagoBaHuii.



2 3anucu, cogepxawpme uHdopmMaunio o6 OTAEeNbHOM MOMEHTE BPEMEHM,
yCTaHaBMMBAIOLLYO OOCTUrHYTblE pe3ynbTaTbl UK COAEepKallyto OoKa3aTenbCTBa
Npoun3BeaeHHON AeATENbHOCTN, COXPaHAEMbIE B COOTBETCTBUM C TpeboBaHUSIMN,
npuBegeHHeiMu 4.13, KOHTporb 3anucen.

JTabopaTtopua gomkHa WMETb  OOKYMEHTUPOBAHHble  npoueaypbl  Ans
obecrneyeHnsa COOTBETCTBUS CreaytoLMM YCIIOBUSIM:

a) Bce gokymeHThI, BKoYas cogepxalmecs B KOMMNbOTEPU30BaAHHON CUCTEME,
M3OaHHble Kak 4YacTb CUCTEMbl MEHEMKMEHTA KayecTBa, pPacCMOTPEHblI U
04006 peHbl YNONTHOMOYEHHbIM NEPCOHANIoM Nnepes Nx BbiMyCKOM.

b) Bce AOKYMEHTbI nOEHTUMLMPOBAHbLI U UMEIOT:

- HAMMEHOBaHWe;

- e4MHO0BPa3Hy NOEHTUGMKALNIO HA KaXO0n CTpaHuLe;

- paty Bblnycka n/mnm Homep U3gaHus;

- HOMep CTpaHuuUbl U3 obLiero Yncna ctpaHuy (Hanpumep, "ctp.1 13 5", "ctp.2
n3 5");

- aBTOPCTBO MU3JaHuS.

[MpumeyaHne - "M3sgaHwe" o3HavyaeT oguvH M3 BbIMYCKOB, OTMNeYaTaHHbIX B
pa3Hoe BpemMs U codepXawmx U3MEHEeHUd W ycoBeplueHcTBOBaHuSA. "M3paHue"
MOXHO paccMaTtpuBaTtb Kak CMHOHUM "nepecmoTpa” unm "Bepcun’.

c) [laHHble aBTOpPM30BaHHbIE M34aHUSA N UX PacrpOCTpPaHEHNe NOEHTUNLNPYOT
C MOMOLLbIO NepeyHs (Hanpumep, PermcTp 4OKYMEHTOB, XXypHar, MHOEKC).

d) Tonbko AencTBylOLME, aBTOPU3OBAHHbIE U3OAHUS  MPUMEHSIEMbIX
[OKYMEHTOB MMEKTCH B MECTE MX UCMONb30BaHMSI.

e) B cnyyae, ecnm cuctemMa KOHTPOSs OOKYMEHTOB rabopatopun paspeluaet
BHOCUTb WCMNpPaBneHnst B AOKYMEHTbl OT PYyKW, Ha CPOK OO0 HOBOMO W3daHust
OOKYMEHTa, npouenypbl W paspelleHns Takux WCMpaBfeHUA OOMmKHbl OblTb
onpeaeneHbl, UCMpaBMeHNs YEeTKO MOMEYEHbl, CHabXeHbl UMeHaMM M gaTamu, U
ynyJleHHoe Wu3gaHMe [OOKyMeHTa [OIkHO OblTb  OCYLEeCTBIIEHO  Yepes
YCTaHOBMEHHbIV NEPUOL BPEMEHN.

f) MameHeHus B JOKYMEHTEe LOSMKHbI ObITb OEHTUGMLNPOBAHDI.
g) JoKyMeHTbI XpaHAaTcAa B doopMe, OCTYNHOW AN YTEHUS.

h) [OKyMEHTbl nepuoguyeckn nepecMaTpmBaloTCsd U MOOEPHUIUPYHOTCS C
YacToTon, obecnevnBaroLLEN COXpaHEHNE X NPUTOLHOCTMN.

i) YcTapeBwMe KOHTPONMpYyeMble [OOKYMEHTbl OaTUPYT U OTMEYarT Kak
ycTapeBLUME.



j) Mo kpanvHen Mepe ogHa KOMUSA YyCTapeBLUEro AOKYMEHTA COXpaHSeTCs B
TeyeHne OrpeferneHHoro nepuoga BPeMEHM WM B COOTBETCTBUMM  C
COOTBETCTBYHLUMMN YCTAHOBIEHHbIMU TPpeboBaHNSIMI.

4.4 CornaweHue o6 ycnyrax

4.4.1 YctaHOBreHue cornaiwueHma oo ycnyrax

JTabopaTopua formkHa UMETb JOKYMEHTUPOBAHHYO NpoLuenypy YCTaHOBIIEHNS U
nepecmoTpa corrnalleHns o NpeaocTaBieHn MeaULMHCKMX NnadopaTopHbIX YCIyT.

Kaxgbin 3anpoc, NpuHATBIN flabopaTtopuen Ons npoBefeHust uccrieqoBaHUsS
(nccnegoBaHun), OOMKEH ObITb NPeLyCMOTPEH COrnaLleHneM.

CornaweHms o npegocTaBneHNN MeULMHCKUX fTabopaTopHbIX YCyr OOSMKHbI
npegycMmatpmBaTtb 3anpocbl, UCCredoBaHUss U OTYeTbl. B cormaweHun OormkHO
ObITb YCTAHOBIIEHO, Kakas WHopMauua LOfkHa cogepXaTbCsa B 3arnpoce And
obecrneyeHnsa BbIMOMHEHNS COOTBETCTBYHOLLENO MUCCEgOBaHUA U MHTeprpeTauum
pesynbTaTta.

[pw BCTynneHnn nadopaTtopumn B COrfalleHne o npeaocTaBneHnm MeguLnHCKNX
nabopaTopHbIX YyCNyr A0MKHbI 6bITb CODNOAEHBI CreaytoLme YCIoBUS:

a) TpeboBaHWs KNMEHTOB, MONb3oBaTenen M opraHMsatopa npesocTaBreHUs
MeOULUMHCKMX JlabopaTopHbIX  YCIyr, BKMOYas nognexaume  BbIMOSHEHUO
NpoLecChbl MUCCeaoBaHUW, LOMkHbl OblTb onpegeneHbl, OOKYMEHTUPOBaHbl U
MOHATHbI (CM. 5.4.2 1 5.5).

b) JlabopaTtopus gosmkHa MMeETb CNOCOBHOCTb U pecypcbl ANd TOro, YTobbl
COOTBETCTBOBATb TPEOOBAHUAM.

c) JlabopaTopHbI nepcoHan AoSMKEH UMETb YMEHUS U 3HaHUS, Heobxoaumble
A0S BbINOMNHEHWS npeanonaraeMbix UccregoBaHu.

d) N3bpaHHble npouenypbl UccrnegoBaHnin OOSPKHbI COOTBETCTBOBAThL M ObIThb
CNocoOHbI YA0OBNETBOPUTL NOTPeObHOCTU Nonb3oBartenen (cm. 5.5.1).

e) KnneHTbl 1 nonb3oBartenn OOIMKHbI ObiTb MHGOPMMPOBaHbI 06 OTKIOHEHUSX
OT COrnaLleHusi, KOTopble MOryT NOBMUATL Ha pe3yrbTaTbl UCCINEAOBaHUNA.

f) ODomkHbl ObITb caernaHbl  CCbIKM  Ha Nobyo  paboTy, MopydYeHHYo
naboparopven BcnomoratenbHon nabopaTtopum U KOHCYIbTaHTY.
[MpumeyaHus

1 3akasumkamy 1 nonb3oBaTens MM MOTyT ObiTb KIMHMLMUCTBI, OpraHn3aTopsl
30paBOOXPaHEHNs!, OCYLLECTBIAIOLLASA NMaTeX TPETbEN CTOPOHOW OpraHM3aLms Unm
areHTCTBO, dpapMaLieBTUYecKass KOMNaHusa 1 NauueHTbI.



2 B cnyyae, Korga 3akasymMkoM SIBMSIETCS NauMeHT (Hanpumep, Korga nauueHT
MMEET BO3MOXHOCTb HEMOCPEACTBEHHO 3aKa3sbiBaTb UCCIe40BaAHME), U3MEHEHWS B
ycnyrax OOipkHbl ObiTb OTpaXeHbl B MOSICHUTENbHOM OOKYMEHTAUUM K oTyeTax
naboparopumu.

3 JlabopaTtopua He p[orpkHa BCTynaTb B (OMHAHCOBbIE OTHOLUEHWA C
NPaKTUKYHOLWMMN BpavYaMn Ui oMHaHCUPYIOLWMMK areHTCTBaMn B Crlydae, Korga
9TW OTHOLLEHMSI OENUCTBYIOT Kak CTUMYN A58 3aKasa UccreoBaHus Uin BAMSIKOT Ha
He3aBMCMMOE CYXKOEHME Bpada O TOM, YTO SABFAETCA NyyLlumm ANs naumneHTa.

4.4.2 NMepecmoTp cornaweHna o6 ycnyrax

[MepecMOTpbl COrnalleHnn O npeaocTaBreHMn MeOMUMHCKMX nabopaTopHbIX
yCcryr OOIPKHbl BKMoYaTb B ceba BCe acnekTbl cornaweHuns. 3anmcu o6 9Tux
nepecMoTpax OOMMKHbI BKIoYaTb B cebs noboe n3MeHeHne cornalleHnsa n nodoe
OTHOocsLeecsa K geny obcyxaoeHne. B cnyyae, Korga corfnalleHne HyxaaeTcs B
yrnyyLlleHMM nocrie Hadana okasaHusi ycnyr rabopartopuen, npouecc nepecmoTpa
cornawleHmst gorkeH 6biTb MOBTOPEH M O fobon nonpaBke crieqyet coodwmTb
BCEM 3aeMNCTBOBaHHbIM CTOPOHaM.

4.5 UccnepoBaHne BO BCcromMmoraTtesnibHoOM naboparopum

451 BbiGop U oueHMBaHMe BcnomoraTtenbHbIX Jlabopartopum W
KOHCYINbTaHTOB

JTabopatopusa gormkHa UMEeTb AOKYMEHTUPOBaHHYK npouenypy Ans Boibopa m
OLEHMBAHMSA  BCMNOMOraTenbHbiX  flabopaTtopuin,  KOHCYNbTAHTOB,  KOTOpble
BbICKa3bIBalOT CY)XXOEHMSA M MPOBOAAT MHTEPNPETALMNIO CIIOXHbIX UCCedoBaHWN B
nodon gncumunimHe.

[Mpouenypa gorrkHa obecnevnBatb COBMOLEHME CreaYOLWMX YCITOBUIA:

a) NlabopaTtopusi, ¢ KOHCynbTaunen Ona nonb3oBaTtenst nabopaTopHbIX YChyr,
Korga 3TO NpuemriemMo, OTBETCTBEHHA 3a BbIGOp BComoraTensHOM nabopatopun u
KOHCYIbTaHTOB, MOHUTOPMHI Ka4eCTBa BbINOSIHEHUSA U obecnevyeHmne COOTBETCTBUS
KOMMETEHTHOCTN BCMOMOraTesbHbIX NabopaTtopuin U KOHCYNbTaHTOB, HEOOX0ANMOWN
AN BbIMOSTHEHMS 3anpaluMBaEMbIX NCCRea0BaHNN.

b) OTHoweHns c BcrnoMmoraTesrbHbIMM flabopaTopusiMM U KOHCYNbTaHTaMu
NepUOANYECKN  MNepecMmaTpuBaloTCA U oueHmBarTca Ansg  obecneveHus
COOTBETCTBUA onpeaesieHHbIM pasfenam HacTosLWero ctaHgapTa.

C) 3anucu o Taknx Nepmoandecknx NnepecmoTpax CoOXpaHsTCA.

d) Pernctp Bcex BcrnomoraTenbHbIX flabopaTtopur U KOHCYSbTaHTOB, MHEHUS
KOTOPbIX Dbl 3anpoLLEHbl, MOALEPKNUBAETCA.



e) 3anpocbl M pesynbTaTbl BCEX OTOCMNAHHbIX BO BCMOMOraTesibHble
nabopatopun Npob COXPaHAKTCA B TedeHune 3apaHee OnpeaerieHHoro nepvoaa
BPEMEHMW.

4.5.2 NpepocraBneHue pe3ynbTaToB UCCrea0BaHUN

Ecnn 910 He ycTaHOBNEHO MHbIM 06pa3oM B corfnalleHn, OTBETCTBEHHOCTL 3a
npegocTaBfieHne pesynbTara BCroMoraTenbHon nabopaTtopuen  3aKkasyuky
nccrnegoBaHMst HeceT OCHoBHasi nabopatopua (a  He  BcnomoraTesibHas
naboparopus).

Ecrnn otyeT 06 nccnegosaHum rotoBUT fiabopaTopusd, Nosb3yoLwasaca ycnyramm
BCNomoraTenbHOM nabopaTtopuu, OSTOT OTYET [OOMKEeH codepxaTtb Bce
CYLLECTBEHHblE  3fIEMEHTbl  pe3yrbTaTtoB, COOBOLUEHHbIX  BCMOMOraTesbHOW
naboparopuen Nnm KoHCynbTaHToM, 6e3 M3MEHEHUIN, KOTOpble MOrMN Bbl NOBUATL
Ha KIMHWUYECKYHD WHTepnpeTauutio. B oTtyeTe AomkHO OblTb YyKasaHO, Kakue
nccnegoBaHnst BbIMOMHEHbI BCOMOraTeibHOW flabopaTtopuen U KOHCYNbTaHTOM.

ABTOpP NMOBbIX 4ONOSNHUTENbHbBIX 3aMeYaHuU OOMKEH BbIiTb MOEHTUMLNPOBAH.

JTabopaTtopun OomkHbl NPUMEHATL BCe Hanbonee nogxoaslume cpeacTsa ans
coobLUeHNsT  pe3ynbTaToB  UCCIe4OBaHUA,  BbINOSIHEHHLIX  BCMOMOraTeslbHOW
nabopaTtopuen, npvHMMas BO BHUMaHMe BpeMsi o00opoTa TecTa, TOYHOCTb
N3MepPEHN, NPoLLECChl TPAHCKPUNLUKN N TPeBOBaHUA K YMEHUIO MHTEPNPETUPOBATb.
B cnyyae, ecnm ana npaBunbHOM WMHTEpRNpeTauun MU MPUMEHEHUSI pPe3ynbTaToB
HeOOXOANUMO COTPYAHUYECTBO MeXOy KIMHULMCTaMU WU COTpyaHMKaMm obeunx
naboparopuit, 3TOMYy npoUeccy He OOSMKHbI MelwaTb KOMMEpYecKMe umm
domHaHCcOBbIE CO0b paXkeHus.

4.6 BHewHue ycnyrn n noctaBKku

INNaBopatopua gormkHa UMeTb OOKYMEHTUPOBaHHYK npouenypy Ans sbibopa u
3aKynoK BHeLUHMX ycryr, obopyaoBaHWs, peareHTOB M pacxXOLHbIX MaTepuarios,
KOTOpPbI€ BINSKOT Ha Ka4eCTBO ee ycrnyr (CM. Takxe 5.3).

INaBopatopua gormkHa BblbMpaTb U NPOBEPATL MOCTaBLUMKOB, OCHOBbLIBAsCb Ha
NX CNOCOBHOCTU NPefocTaBnATb BHELLHWE ycnyrn, obopyaoBaHuWe, peareHTbl U
pacxofHble maTtepuarbl B COOTBETCTBMM C TpeboBaHuAMKU rabopaTtopuun, O4HaKo,
BO3MOXHO OKaXeTCsl HeobXxoauMMbIM COTpyAHMYaTb C APYrMMU noapasgeneHnsMmm
NN PyHKUNAMM 4N BbINONHEHUSA 3Toro TpeboBanuna. [ormkHbl ObITb YCTaHOBSEHDI
Kputepun ansa Takoro Bolbopa.

[MepeyeHb BbIBpaHHbIX N 0006pEeHHbBIX NOCTaBLLMKOB 060OPYAOBaHNS, peareHToB
N pacxogHbIX MaTepuarnos JOIMKEH COXPAHATLCA.

3aKyrnoyHas WHopmauua [OofmkHa onucbiBaTb TpeboBaHMA K 3aKkyrnaeMomy
NPOAYKTY Unn ycnyre.

JTabopaTtopua [orkHa MOHUTOPUPOBATb  BbIMOSIHEHME MNOCTABOK, YTOObI
obecneunTb nocrenosaTesibHOE COOTBETCTBME 3aKynaemblX YCrnyr unm obbekToB
YCTaHOBJIIEHHbIM KPUTEPUSIM.

4.7 KoHCynbTaTUBHbIE YCNYTIU



NabopaTopust OorkHa YCTAHOBUTb MOPSIAOK CBA3W C Monb3oBaTensMu o
crneayoLwmMm Bonpocam:

a) KOHCyrnbTMpoBaHMe No BbIOOpY uCCnegoBaHUA W UCMONb30BaHUIO YCIyT,
BKMoyasa Tpebyembin Tun npobbl (CM. Takke 5.4), KNMHUYECKMe MnoKasaHusa u
OrpaHU4YeHns METOOMKM UCCNEeLOBaHUA U YacTOTY Ha3HaYeHU UcCneaoBaHns;

b) KOHCYNbTUPOBaHME NO NOBOAY MHOMBUAYAIBHBIX KIMHUYECKUX CITy4aEeB;

C) npodeccuoHanbHOe  CYxOeHune No  WHTepnpetTauun  pesynbTaTtoB
nccnegosaHu (cm. 5.1.2 n 5.1.6);

d) cnocobcTBoBaThH 3OPEKTUBHOMY MCNOSb30BaHMIO YCIyr nabopaTtopuu;

€) KOHCYNbTMPOBaHWE MO Hay4HbIM M NOMMCTUYMECKMM BOMPOCaM, TakUM Kak
CIny4Yaun HeCOOTBETCTBUS NPObbI KPUTEPUSIM €€ NPUEMIIEMOCTMW.

4.8 PaspeweHune xanob

INNabopatopua pgorpkHa UMETb  OOKYMEHTMPOBAHHYKO — npouenypy  And
pearMpoBaHnst Ha Xanobbl UMM Opyrve OT3biBbl, MOSyYEHHble OT KIMHULUCTOB,
NauneHToB, NTabopaTopHOro nepcoHarsa unm gpyrmx ctopoH. Cnegyet BeCcTu 3anucu
060 Bcex xanobax, nx nsyv4eHun n npegnpuHAaTbix 4encTeusx (cM. Takxe 4.14.3).

4.9 NpeHTU(pMKaLUA U KOHTPOJIb HECOOTBETCTBUMN

NNabopatopusa gorrkHa UMETb  OOKYMEHTMPOBAHHYKO — npouenypy  Ansd
naeHTudmKkaunum n ycTpaHeHnss HECOOTBETCTBMI TpeboBaHMAM B NMOGOM acnekte
CUCTeMbl MEHeXXMeHTa Ka4yecTBa, BKIio4asa npeaHanMTUYeckun, aHanmMTu4ecknmi un
NOCTaHaNMTUYeCKnn NpoLecchl.

[Mpouenypa normkHa obecnevnTb, YTobbI:

a) OTBETCTBEHHOCTM M MNpaBa MO ObpaleHU0 C HEecOOTBETCTBUAMM Obliu
0603Ha4eHbI;

b) 66111 onpeaeneHbl HemeaeHHbIEe ENCTBUS;
C) cTeneHb HECOOTBETCTBUA Bbina onpeneneHa;

d) wuccnegoBaHnst OblIM  OCTaAHOBMEHbI W OTYETbl OblNMM  M3BATHLI, €Chu
Heobxoanmo;



€e) MeguUMHCKaa 3Ha4YMMoCTb JoBObIX HECOOTBETCTBYOWMX TpeboBaHUAM
nccnegoBaHuii Obina ydTeHa, n, Npyu HeobxoaMMOCTHN, Ha3HaYMBLLNE NUCCTIe40BaHNS
KIMMHALUMCTBI M OpyrMe fuvua, OTBETCTBEHHbIE 3a MCMNOSb30BaHWE pe3ynbTaToB
nccnegoBaHnin, 6b1M MHOPMUPOBAHDI;

f) yxe BblgaHHble pesynbTaTthl boro HeCooTBETCTBYHOLENo TpeboBaHNAM 1nm
NOTEHLMaNbHO HECOOTBETCTBYIOLWIEro TpeboBaHMSAM UCCneqoBaHNA OOMKHbI ObITb
OTO3BaHbl WM COOTBETCTBYOLWMM  006pasoM  MOEHTUULMPOBaHbI,  Npwu
HeobXxoaNUMOCTH;

g) OTBETCTBEHHOCTb 3a paspelleHne BO30OHOBUTH uccregoBaHus 6Gbina
onpeneneHa;

h) kaxgblM 3nu3og HecooTBeTCTBUA TpeboBaHMAM [OOKYMEHTUPOBaH W
3aperMcTpupoBaH, MO 3TUM 3anucsiM  4Yepe3 YCTaHOBSEHHble perynsipHble
NMHTepBanbl NPOU3BOAUTCA NEpPecMOTp AN ODHapyXeHus TeHOeHUMW N Havana
KOPPEKTUPYIOLMX OENCTBUN.

[MpumeyaHne - HecooTBeTcTByOLME TpeboOBaHUAM UCCe4oBaHUA UM
OENCTBUA NPOUCXOOSAT B Pas3fU4HbIX 30HaxX U MOryT ObiTb MOEHTUULMPOBaHDI
PasnMYHbIMU MYTSAMU, BKIOYaa Xanobbl KMHULUCTOB, MoKasaTenn BHYTPEHHEro
KOHTPOIA Ka4yecTBa, KanMbpoBKY WMHCTPYMEHTOB, Y4e€T pacXofHblX MaTepuaros,
MexrnabopaTopHble CrMYEeHWsi, 3aMeyaHus nepcoHarna, MpoBEpPKY OTYETOB U
cepTndmKaToB, MNPOBEPKN PYKOBOACTBa nabopaTopun, BHYTPEHHUME W BHELUHWE
ayaouThl.

B cnyyae, korga Obino onpeneneHo, YTO HecoOTBeTCTBUS TpeboBaHMSM B
npeaHanMTU4ecKoM, aHarMTU4eCKOM W MOCTaHanNMTUYEeCKOM npoleccax MoryT
NOBTOPUTBLCH UMM KOIga CYLIECTBYET COMHEHME B YBEpeHHOCTW rabopaTtopum B
CBOEN CODCTBEHHOM MEeTOAMKe, nabopaTopHbI NepcoHan AOSPKeH NPeanpuHATb
OeNCTBUA Ana  vaeHTudmKaumm, OOKYMEHTMPOBAHUS W YCTPaHEHUA MNPUYMHLI
(npuynH). KoppekTupyouwme OenCTBUA, KOTOpble crneayet NpeanpuHATb, OOIPKHbI
6bITb onpeaerneHbl U JOKyMeHTUpoBaHbl (CM. 4.10).

4.10 Koppektupyriwme aeucTBus

JTabopaTtopua [gorpkHa NPeanpuHSATb  KOPPeKTUpYowme OenUcTBus  Ans
YyCTPaHEHUA HECOOTBETCTBUA TpeboBaHusaM. KoppeKkTupyowme OENCTBUS OOIMKHbI
BOCMpenATCTBOBaTb 3dhdpekTam BO3HUKLLMX HECOOTBETCTBUN TPEOOBAHUSAM.

JTabopaTopua JorrkHa MMEeTb JOKYMEHTUPOBAaHHbIE npoLueaypbl Ans:

a) pacCMOTPEHUss HECOOTBETCTBUI TPeOOBaHMSAM;
b) onpeaeneHns UCTOYHUKA NPUYUHBI HECOOTBETCTBUS;

C) OLEHMBaHUA NOTPEOHOCTM B KOPPEKTUPYHOLLMX OEUCTBUSAX, A4S TOro, YToObI
obecneynTb NpegoTBpaLleHne NOBTOPEHNS HECOOTBETCTBUIA;



d) onpeneneHns n BHegpeHUst HeobXxoaMMbIX KOPPEKTUPYHOLLMX OENCTBUN;

€) percTpaumm pesynbTaToB NPeanpUHATLIX KOPPEKTUPYHOLLMX LENCTBUNA (CM.
4.13);

f) paccmoTpeHus addeKTUBHOCTU NPEAnPUHATBIX KOPPEKTUPYIOLMX OENCTBUN
(cm. 4.14.5).

[MpumeyaHne - [denctsus, npeanpuHATbLIE MPU HECOOTBETCTBUM  OJid
YMeHbLleHMs ero adpdpekta, HasbiBalTCA "HemenneHHbIMU" OeUCTBUSAMWU. TOrbKO
AencTBue, NpeanpuHAaToe ONA YCTPaHEeHUA UCTOYHMKA MPUYUHBI BO3HUKHOBEHMUS
NpobrnemMbl, BbI3blBalOLWEN HECOOTBETCTBMUS, HasblBaeTcsa "KOppeKTupytowmm"
AENCTBMEM.

4.11 lNpepynpexgaowme oenMcTBUA

JTabopaTopua [orvkHa onpegenntb OeucTBue ANs YCTPaHEeHUst NPUYUHDI
NOTEHLMANbHOrO HECOOTBETCTBUS TpeboBaHuAM, 4TOObl npeaynpeguTb  ero
BO3HMKHOBeHMe. [lpegynpexparowme LOENCTBUA  LOOSPKHbI  COOTBETCTBOBATH
addekTaM NoTeHumanbHbIX NPobrem.

JTabopaTopusa gorrkHa MMEeTb JOKYMEHTUPOBAHHYO Npouenypy:

a) paccMOTpeHMs NabopaTopHbIX AaHHbIX U MHAoOPMaUMM Ons onpeaeneHus
CYLLECTBOBaHUSI NOTEHLMANbHOrO HECOOTBETCTBUSI TPEOOBAHUAM;

b) onpegeneHna  UCTOMHMKA  NPWYMMHBL  (MPUYKMH)  NOTEHUManbHbIX
HEeCOOTBETCTBUM;

C) OuEeHMBaHMS  HeobXOoOMMOCTW  Mpeaynpexgarwmx AOencTBun  Ans
npeanoTBpaLLeHUs BO3HMKHOBEHUSI HECOOTBETCTBUM;

d) onpegeneHnst U BHegpeHUs HeOBXoAUMbIX NpeaynpeXxaaroLmx 4eNCTBUI;

e) perMcTpauum pesynbTaTtoB NPeAnpPUHATLIX Npeaynpexaatomx 4encTBun (Cm.
4.13);

f) paccmoTpeHunss  adeKTUBHOCTM  NPEeanpPUHATBLIX  NpeaynpexgatoLmx
AEenCTBUN.

[Mpumedanne - [lpegynpexparollee OenucTBue SBMFETCA  NPOAKTUBHbLIM
npoueccoM Ang naeHTudmKaumm BO3MOXHOCTM YryYLLEHWS, CKOpee, YeM peaKLus
Ha wuaeHTudmkauuio npobnem unn xanob (To ecTb HecooTBeTcTBUKM). Kpome
nepecMoTpa onepaTuBHbLIX Mpoueayp, npegynpexjaloume OenucTBua  MoryT
COCTOATb B aHanM3e faHHbIX, B TOM YMCre aHanmae TeHOEHL NN U PUCKOB, a TakKxe
BHELLHEN OL,eHKe Ka4YecTBa.

4.12 NocTosIHHOE ynyulleHue AeATeNbHOCTU



JTabopaTopHbI NepcoHasnt MOCTOSHHO ynyylaeT 3¢PEeKTUBHOCTb CUCTEMDI
MEHEMKMEHTA KayecTBa, BKMYas NpeaHanuMTUYecKun, aHanuMTU4ecKnn wu

NOCTaAHaNMMTUYECKUA  MpPOLECcChbl, MNyTEM  MCMOMb30BaHWs  PaCCMOTPEHUI
PYKOBOACTBOM ANl CpPaBHEHUS1  OEWCTBUTENbHOTO  YPOBHS  BbIMOJTHEHUS
nabopatopum Cc OLEHEHHON  OeATenbHOCTbH, KOPPEKTUPYIOLLMX U

npegynpexgarumx JeNCTBUN C UX HaMEPEHUAMMU, KakK YCTaHOBSIEHO MOSIUTUKOMN
KadyecTBa M UensaMM KadecTBa. YnyduweHue AOeATenbHOCTU AO0SPKHO ObiTb
HanpaBSieHO B 30HY BbICLLErO NPMOpUTETa, OCHOBAHHYIO Ha OLLEHKe pucKa.

HormkeH 6bITb pa3paboTaH, OOKYMEHTMPOBAH M BHeApPeH NfiaH OENCTBUA MO
YNyJLLEHNIO OeATeNlbHOCTU. OPEeKTUBHOCTb MPeanpuHATBIX OEACTBUW [OSDkKHA
ObITb onpedeneHa C MOMOLLBIO MPULESIBHOIO PacCMOTPEHUs WM ayguta
COOTBETCTBYIOLUMX 30H AeATeNbHOCTU (CM. Takxe 4.14.5).

PykoBogcTBO nabopatopum [OMmkHO obecneuntb ydactue nabopartopum B
AENCTBUSX MO NOCTOAHHOMY COBEPLLEHCTBOBAHUIO OEATESNTbHOCTU, HanpaBieHHOMY
Ha ynydlweHne ucxodoB reveHnss 6GonbHbiX. B cnyydae, korga nporpaMmma
MOCTOAHHOIO YnyyleHus OedaTeNbHOCTU uaeHTUMumpyeT BO3MOXHOCTUM ONd
YCTPaHEHUS HEeLOCTaTKOB, PYKOBOLCTBO flabopaTopun AOSPKHO 3aHATbCS UMM,
He3aBUCUMO OT TOr0, Kak OHU BO3HUKIIN.

PykoBoacTtBo nabopatopun [OIMKHO WMHGOpMUMPOBATL MepcoHan o nraHax
YNy4LeHUs U CBA3aHHbIX C HUMUK 3aJa4ax.

4.13 KoHTponb 3anncen



JTabopaTtopus AOormkHa NMETb AOKYMEHTMPOBAHHYIO npouenypy
noeHTudmkauun, cbopa, wWHOEKcauuu, [[OCTyna, XpaHeHusl, noanepXaHus,
ncnpaeneHnsa n 6e3onacHoro yaaneHnsa 3anmcemn no KadecTBy U TEXHUKE.

3annucn [orkHbl  co3gaBaTbCsl OOAHOBPEMEHHO C  BbINOSIHEHMEM  KaXKOom
AesaATenbHOCTHN, KOTopas BIIMSIET HA KAa4eCTBO UCCIIed0BaHuS.

[MpumedaHne 1 - 3anucu MoryT XpaHuUTbCa Ha HocuTene nbon opmbl 1 TUNa,
NO3BOSIAOLLEM JIETKUW SOCTYMN U 3aLMUTY OT HECAHKLMOHUPOBAHHOIO U3MEHEHUS.

[aTta n, ecnn HeobxoanMMo, BpeEMS BHECEHUSI U3MEHEHUA B 3anucu OOSMKHbI
ObITb OTMEYEHbI, KaK N NOeHTUOUUMPOBAH MepcoHars, BHECLUMA NU3MEHEHUS (CM.
5.8.6).

JTabopatopusa gorpkHa onpegenuTb Nepuod BPEMEHW, B TEYEHME KOTOPOro
3anncK, OTHOCAWMECS K CUCTEME  MEHeOKMEHTa KadecTBa, BKIo4ad
npeaHanMTUYeCKNin, aHarMTU4YECKMN N MNOCTaHaNMUMTUYECKUN NPOLLECChl, OOSPKHbI
COXpPaHATbCA. OnNMTenbHOCTb BPEMEHU XPaHEHUs1 3arnnucer MOXHO BapbUpOBaTb,
O[HaKO, COOOLLEHHble pe3ynbTaTbl OOSMKHbI XPaHUTLCSA CTOSIb A0SO, Kak 3TOro
TpebyT MeaULMHCKNE YCIOBUS U TpebOBaHUA peryrnmpytowmx JOKYMEHTOB.

[MpmevaHmne 2 - YcTaHOBIiEHHasi 3aKOHOM OTBETCTBEHHOCTb B OTHOLLEHUMU
HEKOTOpbIX npoueayp (Hanpumep, rmMcToNormMYyecknx UCCneaoBaHuin, reHeTUYEeCKmX
nccrnegoBaHnii, neguaTtpuyeckux uUccrnegoBaHuin) MoxeT TpeboBaTb COXpaHEHWUs
onpeaernieHHbIX 3anucen B TedeHne 6onee AnMTenbHOro BpEMEHN, YEM OCTarlbHble
3anucu.

[MomeLLeHns, NpeaocTaBnsaeMble ONA XPaHeHUs 3anucen, OOrmkHbl obragaTb
COOTBETCTBYHOLLMMM YCIIOBUSIMW Cpefbl, npeaynpexgarowyMn  noBpexaeHue,
paspyLLleHne, yTpaTty 3anmcerh UM HeCaHKUMOHWPOBAHHLIA LOCTYN K HUM (CM.
2.5.6).

[MpumedaHne 3 - [1na HEKOTOPbIX 3anMcen, 0COBEHHO XPaHUMbIX B 3NIEKTPOHHOWN
dopme, Hanbonee 6e3onacHbIM CNOCOHBOM XpPaHEHUS MOXET OblTb UCNOMb30BaHWE
NPOYHOM cpeabl N pa3MeLLeHne BHe nabopatopum (cm. 5.9.4).

OTU 3anuUcK JOIMKHbI BKItoYaTb B cebs, N0 MeHbLLEN Mepe, crneayloLlee:

a) Bbl60p N gedaTerilbHOCTb MNOCTaBLUMKA, a TakKXe M3MEeHEeHUA B MNnpoBepeHHOM
nepe4vyHe rnocTaBLLUNKOB;

b) 3anuncu o kBanudmkKaumm, TPEHNHIE N KOMMETEHTHOCTM NEPCOHana;
C) 3anpocChbl (HAa3Ha4YeHWs1) UCCneaoBaHUA;
d) 3anmncu o nocTynneHnax npob B naboparopuio;

e) HopMaLms 0 peareHTax U Matepuanax, UCNnosib30BaHHbIX AN BbIMOMHEHWS
nccregoBaHui (HanpuMep, NapTus peareHToB, CepTUMKaT NOCTaBKU, BIIOXKEHWE B
YNaKkoBKY);

f) >xypHanb! nnm BegomocTu paboThl nabopatopuu;

g) pacnevartku Ha npnbdopax n coxpaHsiemble AaHHble 1 MHopMaL S,



h) pe3ynbTaTtbl UCCNeA0BaHUN U OTYETbI O HUX;

i) MaTepuanbl OOCNyXMBaHMA NPUOOPOB, BKIOYas AaHHble BHYTPEHHEN W
BHELLHEN KanMbpoBKU;

j) KanMB pPoBOYHbIE AaHHbIE U KOI(GMLNEHTBI NEPEBOAA;
K) MmaTepunanbl KOHTPONS Ka4yecTBa;

) MHLMOEHTBI U NPUHATBLIE MEPHI;

m) aBapun 1 NPUHATbLIE MEPBI;

n) 3anMcu MeHegXKMEHTa PUCKa;

0) UWOEHTU(MKaUMs HEeCOOTBETCTBUA W MpeanpuHATble HeMeasSieHHble U
KOoppeKkTupyowme 4eNCTBuS;

p) NpeanpuHATLIE Npeaynpexaatowme encTBus;
q) *anobbl 1 NpeanpUHATbIE ENCTBUS;
r) Matepuansl BHYTPEHHErO 1 BHELLHEro ayauTa;

S) BHEWHAA oueHKa KadecTBa/MexnabopaTopHble CrMYEeHUa pesynbTaToB
nccnegoBaHui;

t) 3anucm o geATenbHOCTU MO YIyYLLEHNIO Ka4eCcTBa;

U) NPOTOKONbl COBELIAHUIA, coAepXallme 3arnucyu O MNPUHATBIX PELUEHUsIX
OTHOCUTENbHO AEeATENbHOCTU CUCTEMBI MEHEI)KMEHTa KayecTBa nabopaTtopuu;

V) 3anucu 0 pacCCMOTPEHMN PYKOBOLCTBOM.
Bce aTu 3anucm 0 KavyecTBe WM TEXHOMOMMAX LOMMKHbI ObiTb LOCTYMNHbI AN
pacCcMOTpPeHNs1 pykoBoACTBOM flabopartopuu (cMm. 4.15).

4.14 OueHnBaHMe U ayauTbl

4.14.1 O6Lwme nonoxeHus

JTabopatopusas oorpkHa 3annaHMpoBaTh M BHEAPWUTb MPOLLECCHI OLEHMBAHUSA U
BHYTPEHHero ayauta, Heobxogumble:

a) ON9 OeMOHCTpauuu BbINOSIHEHMUS MNpeaHanMTUYECcKoro, aHanmMTU4eckoro,
NOCTaHArNMTMYECKOro W nogaepxuBalolLmMx MNpoLeccoB B COOTBETCTBUM C
noTpebHocTAMM 1 TpeboBaHMAMM Nonb3oBaTenen;



b) ona obecnevyeHnss COOTBETCTBUS CUCTEME MEHEOKMEHTA Ka4eCTBa;

C) 4S9 MOCTOAHHOrO YryyLleHNA CUCTEMbl MEHE)KMEHTA KayecTsa.

Pesynbtatbl [OeATENbHOCTUM MO  OUEHMBaHUMIO U YIydlWeHWo  cnegyet
MCnosnb3oBaTb Kak WH(OpMauunio Ha BXoLe B pacCMOTPeEHME PYKOBOACTBOM (CM.
4.15).

[pymedaHne - B OTHOLWeEHUN OeATenbHOCTU no yrydweHuo cMm. 4.10, 4.11 u
4.12.

4.14.2 NepunoanyecKkmm nepecMoTp 3anpocoB U NpUrogqHoOoCc™ Tpe 6oBaHUN
K npoueaypam 1 npo6am

YNONMHOMOYEHHbIA  NepcoHan AOOIPKEeH  Nepuoaudeckn  nepecmaTpuBaTthb
nccrnegoBaHnsi, BbIMOMHEHHble nabopaTopuen, 4YToObl YOAOCTOBEPUTHCH B UX
KITMHNYECKOM COOTBETCTBUM C NOSTyMEeHHbIMU 3anpocamu (HasHaYeHUsIMM).

JTabopaTopua gorrkHa NepuoanYeckn nepecmatpmatb TpeboBaHnsa K 06bemy
npo6, ycTponcTBaM Anst ux cbopa, KOHCcepBaHTaM [Afs KPOBW, MOYW, LpPYrux
BMONoOrMYECKNX XMOKOCTEN, TKAHEN U OPYrMM Tunam npob, npu HeobxogumocTw,
4YTOObI OBecneynTb, YTO He cobupaeTcs HU HeOOCTaTOYHbIM, HU U3ObITOYHbLIN
obbeM npobbl U 4YTO Npobbl cobpaHbl AOMKHbIM 06pa3oM Anst COXPaHHOCTU
nccrnegyemMoro aHanuTa.

4.14.3 OueHKa OT3bIBOB MoJsib3oBaTeneun

JTabopaTtopusa gomkHa codbupaTb MHGOPMaLMIO O BOCNPUATMM NONb3oBaTeNsIMn
COOTBETCTBUA ee ycnyr noTpebHocTaM u TpeboBaHuaM nosnb3oBatenen. Metoabl
NOMy4YEHNUST U UCMOMb30OBaHNA Takou MHAOPMaUUM OOSMKHbI BKMOYaTb B cebs
COTPYAHNYECTBO C MNOMb30BATENSAMU UMM UX MPEeacTaBUTENSMU B MOHUTOPUHIE
nabopaTopHbIX NCCeaoBaHWA, COXpaHAa 3Ty MHGopMaumio KoOHdMAEHUManbHo oT
apyrmx nonb3oBatenien. B 3anmucsax pomkHa ObiTb  OTpaxeHa cobpaHHas
MHJpopMaLMs U NpeanpuHATbIE 4eNCTBUS.

4.14.4 NpepnnoxeHusa nepcoHana

PykoBogcTBO nabopaTtopun LOSMKHO NOOLLPATL NEPCOHan K NpeasiokeHnsiM no
ynyyLieHuto noboro acnekta aeatenbHoCcTU nabopatopun. MNpennoxeHna OOrmKHbI
ObiTb OLEHeHbl, BHEAPEHbI M yCTaHOBMeHa obpaTHas CBSA3b C COTPyOHUKaMW.
Crnegoyetr BecTU 3anucu O MNpeanoXeHUaX COTPYAHWKOB W OENCTBUSIX,
NpeanpUHATBIX PYKOBOLCTBOM.

4.14.5 BHyTpe HHUIX ayauT

JTabopaTtopua [gorkHa 4Yepe3  3anfiaHUPOBaHHbIE  MPOMEXYTKM  BPEMEHMU
NPOBOAUTL BHYTPEHHME ayauTbl, 4TOObl OnpenenMTb, HACKOSMIbKO BCe BuUAbl
AesATeNbHOCTU CUCTEMbl MEHEeOXXMEHTa KadecTBa, BKIHOYas npeaHanMTuyieckun,
aHanNMTU4eCcKnun 1 NocTaHanMTUYECKUN dTanbl:

a) COOTBETCTBYHT TpeboBaHWSM HacTOSALWEro ctaHgapTa v TpeboBaHUSAM,
YCTaHOBIEHHbIM flabopartopuen;



b) BHeapeHbl, 3¢deKTUBHBI 1 NOALEPKMBAIOTCS.

[Mpymeyanue 1 - Linkn BHYTpeHHUX ayauToB OObIYHO A0SMKeH ObITh 3aBepLUEH B
TeyeHne ogHoro roga. Her HeobxogumMocTW, 4TOObl BHYTPEHHME ayOaUTbl
oXBaTblBanM B TeyeHue roga rnyboko BCe 3fieMeHTbl CUCTEMbl MEHEMKMEHTa
kadyecTBa. JlabopaTopus MOXET COCPedoTOuUTb BHUMAHWE Ha OTAESbHbIX BUOaXx
AEeATENbHOCTN, B TO Xe BPEMS HE UTHOPUPYSA OCTarbHbIE MOMHOCTHIO.

AyouTbl  OOKHbI  NPOBOAUTLCSA  MOAFOTOBSIEHHBIM  NEPCOHaroM, YToObl
OLEeHMBaTb YyrpaBfeH4YeCKMe W TEeXHOSormyeckme npoueccbl B CUCTEME
MeHeQXMeHTa KadecTBa. [lporpamma ayauTta [oSfPkHa Yy4duTbiBaTb cTaTyc u
BaXHOCTb Mnpouecca W nNpoBEpPSEMble TEXHOSMOMMYEeCcKMe U yrpaBrieHYeCKne
obracTu, nognexawme ayauTy, a Takxke pesynbtaTbl NpealecTBOBaBLUErO ayauTa.
Kputepun ayauta, obrnacTu NpoBepKM, YactoTa W MeToabl [LOMKHbl ObiThb
onpegeneHbl U JOKYMEHTUPOBAHDI.

[Mpn BbIBOpPE ayanToOpOB M MPOBELEHUM ayaAUTOB LOSMKHbl OblTb obecnedeHbl
cobntogeHne 06 bLEKTUBHOCTN M BeCnpmUCTpacTHOCTM npouecca ayguta. AyauTopsl,
HaCKOfMIbKO 9TO MO3BOMSAOT PEecypCbl, [AOiMKHbl ObliTb HE3aBUCUMbIMW  OT
AeATenbHOCTN, KOTopasi MOABEpPraeTcs ayauTy.

Mpymeyanue 2 - Ona pykosogctea cm. MCO 19011.

JTabopaTtopna  gorpkHa  UMETb  JOKYMEHTUMPOBAHHYK  npoueaypy Mo
onpegeneHnio OTBETCTBEHHOCTU U TpeboBaHUN NO NSIAHUPOBAHUIO N NPOBEAEHUIO
ayamToB, a TakxXe Nno coobLUEeHMIO pe3ynbTaToB U BeeHuto 3anmcen (cm. 4.13).

[NlepcoHan, OTBETCTBEHHbIM 3a o0bracTn, noABepriumecs ayauTy, OOSPKEH
obecneynTb BGbLICTPOE OCYLLUECTBMEHME OEWUCTBUW B Cry4vyae, ecnm obHapyXeHbl
HEeCOOTBETCTBMS TpeboBaHuaM. KoppekTupylowme [enUcTBUS OOikHbl  ObiTb
npeanpuHATbl  ©6e3  HeonpaBOaHHOWM OTCPOYKM AN YCTPaHEeHUA  NPUYUHDI
obHapyxeHHbIX HecooTBeTcTBUM (CM. 4.10).

4.14.6 MeHegXXMeEHT pucKa

JTabopaTopua gorkHa oueHUTb BKrag pabodero npouecca v noteHunasnbHble
HegoCTaTKu  pesynbTaTtoB  WUCCIiegOoBaHWA, €CrM OHWM  MOryT MOBSMATL  Ha
6e3onacHOCTb NauMeHTa, N OOIPKHA M3MEHUTb NPOLECCHI, YTOObI YMEHbLUNTL UM
YCTPaHUTb PUCKU, @ TaKXXe JOKYMEHTMPOBATb PeLLeHUs U NpeanpuHATLIE 4eNCTBUS.



4.14.7 UHaukaTopbl KayecTBa
NabopaTopusa gormkHa YCTaHOBUTb MHOMKATOPbI Ka4ecTBa, YTOObl OTCNEXMBaTb
N OUEHMBATb Ka4yeCTBO BbINOMHEHUS B OTHOLUEHUM KPUTUYECKUX acneKkToB
NpeaHanmMTUYecKoro, aHarMTUYEeCKOro 1 NoCcTaHanMTM4YeCcKoro NpoLLeCCOoB.
lNMpumep - HYucno Henpuemnembix npob, 4Yucno owubok pez2ucmpauuu
u/unu npuema, 4ucJIo npasusibHbIX OM4emos.
[pouecc MOHUTOPMHIa MHONKATOPOB AOIPKEH OCYLLECTBNATLCS B COOTBETCTBUM
C nnaHoMm, BKMYawWwWMM B cebsA ycTaHOBMeHWe LUenen, MeTOLONOoMMio,
MHTepnpeTauuno, nNpeaensl, 3annaHMpoBaHHble OENCTBMS U NPOAOIPKATENBHOCTD
N3MepeHust.
NHonkaTopbl OOIMKHBI NEPUOANYECKN NepecMmaTpuBaThbCcs, YToObl obecnevnTb
NX NOCTOSIHHYO NPUrOAHOCTb.
[MpumeyaHus

1 MHOoukaTopbl KayecTBa ANsi MOHUTOPUHIa HeuccreaoBaTenbCKMX Npoueayp,
Takunx kak nabopartopHasi 6e30nacHOCTb M NOMELLEHMS, NoNHoTa 06opyaoBaHMS U
[OKYMEHTbI nepcoHana n 3ddeKkTMBHOCTb JOKYMEHTOB CUCTEMbl KOHTPOMS, MOMyT
OblTb OCHOBaHbI Ha Pa3fIM4YHOM NMOHMMaHUM MEHEOKMEHTA.

2 Jlabopatopua pgorkHa paspabotatb  MHOMKATOPbl  KadecTBa AN
CUCTEMAaTMYECKOro OTCrEeXMBaHMS U OLeHUBaHNS BKaga nabopatopum B fieyeHune
nauneHTa (cm. 4.12).

JTabopaTopus, MO KOHCYrfbTauuM C NOfb3oBaTeENsAMW, AOSPKHA YCTaHOBUTH
Bpema ob6opoTa TecTa A9 Kaxaoro M3 CBOMX WCCRefoBaHMM C  y4eToM
KIMMHM4Yecknx notpebHocTen. Jlabopatopusi OospkHa MNepuoguyeckyn OLeHUBaThb,
HaCKOSbKO cobntogaeTcsl yCcTaHOBMEHHOE BpeMa obopoTa TecTa.

4.14.8 NMpoBepKKN BHELLHUMU OpraHu3aumusamMmn

B cnyyae, ecnM npu npoBepke BHELUHEW oOpraHusaumen B rabopartopuu
BbIABNSIETCS HECOOTBETCTBME TPeboBaHNSM UM NOTEHUMarbHOe HECOOTBETCTBUE,
naboparopus 4oSPKHa NpeanpyHATL HEMEASIEHHbIE OENCTBUSA U, eCcnin Heobxoanmo,
KOppEKTUpYoLLMe OENCTBUA UK npegynpexgarowme genctemns onsa obecneveHums
MOCTOSIHHOrO COOTBETCTBMS TpeboBaHMAM HacCTOAWEro craHgapTa. XpaHuMble
3anvcu OOSPKHbI coagepXaTh AaHHble NPOBEPKU U NPennpuHATbIE KOPPEKTUpYoLWwme
N Npegynpexagarowme oencTBUs.

[MpumeyaHne - [llpumepamy  NPOBEPOK  BHELWHUMW  aKKPeaUTYHLWMMN
OpraHus3aunamMm SBNSIOTCA OLEHKW akKpeauTauuu, WHCNEKUUU peryrnvpyrowmx
areHTCTB, MHCMEKLIUN OPraHoB 3 paBOOXPaHEHNSA N CaHUTapHON 6e30nacHoOCTH.

4.15 PaccmoTpeHue pykoBoACTBOM



4.15.1 O6Lwme nonoxeHus

PykoBoacTBO nabopatopum LOSMKHO nepecMaTpmBaTb CUCTEMY MEHEOKMEHTa
KadecTBa 4epe3 3anfaHupoBaHHble WHTepBanbl, 4TobObl obecneuntb ee
NOCTOSIHHYIO MPUrogHOCTb, afeKBATHOCTb, 3GEKTUBHOCTE M NOLOEPKKY FEeYEHUS
OOnbHbIX.

4.15.2 Bxon B paccMoTpeHue
Bxoa B paccMoTpeHne pykOBOLACTBOM AOIPKEH BKIHOYaTb B cebs MHdopMaLmto
0 pesyrnbTaTax OLeHMBaHus, Mo KpanHen mepe, criefyroLLero:

a) nepvogu4eckoro nepecMoTpa 3anpocoB M TpebosaHuM K npouedypam U
npobam (cm. 4.14.2);

b) oueHKkn oT3bIBOB nornb3oBartenen (cm. 4.14.3);

C) NpeasioKeHUn CoTPyaHNKOB (CM. 4.14.4);

d) BHyTpeHHux ayauntoB (cMm. 4.14.5);

e) MeHegXMeHTa pucka (cm. 4.14.6);

f) ncnonb3oBaHna MHOUKATOPOB KayecTsa (CM. 4.14.7);

g) MPOBEPOK BHELLUHMMW opraHn3auusmm (cm. 4.14.8);

h) yyacTusa B nporpammax mexrabopaTtopHbix crmdernn (BOK) (cm. 5.6.3);
i) MOHUTOPWHra U paspeLLeHnst xanob (cm. 4.8);

j) ocyLLeCTBrEHNs NOCTaBOK (CM. 4.6);

K) naeHTudmkaumnsa n KOHTPOsib HECOOTBETCTBUI (CM. 4.9);

|) pesynbTarbl MOCTOAHHOIO yrydwieHus (cm. 4.12), Bkrtovas TeKywmi cTaTyc
KoppekTupytomx aenctenm (cm. 4.10) n npegynpexgarowmx genctenm (cm. 4.1);

m) npocrexuBaHne OeNcTBUA  nocne  nNpeablaywero  pacCMOTPeHus
PYKOBOACTBOM;

N) U3MEHeHWs1 B 00beme 1 obnactu padoTbl U NPeanorioKEHNsT O TOM, YTO MOITIO
NOBMMATbL HA CUCTEMY MEHEKMEHTA Ka4eCTBa;

0) pekoMeHOauuM no YnyudlleHWo OeATEenbHOCTW, BKIoYasi TEXHOormveckue
pekoMeHaauun.



4.15.3 [lesaATeNIbHOCTL MO PACCMOTPEHUIO

[Mpy paccMmoTpeHun gorrkHa O6biTb NpoaHanM3npoBaHa BXogHast MHopMaums o
NPUYNHAX HECOOTBETCTBUA, TEHOEHUMSX U npumepax, KOTOpble YKa3biBalOT Ha
npobrnembl npouecca. 3TO pPacCMOTPEHWE OOIPKHO  BKIOYMaTb  OLEHKY
BO3MOXHOCTEM ANA  yNy4ylweHuss Wn HeobXoAMMOCTb W3MEHEHMM B CUCTEME
MEHEeKMEHTA KadecTBa, B TOM YNCTIE NONUTMKM Ka4eCcTBa U Lenen kayecTaa.

KauecTBO 1 NpaBOMEPHOCTL y4acTus nabopaTopum B NEYEHUM NALMEHTA TaKxke
OOJSDKHbI, 4O BO3MOXHOW CTENEHU, ObITb OLEHEHDI.

4.15.4 Bbixoa U3 paccMoOTpeHUA

Bbixog “3 paccMOTpeHust pyKOBOACTBOM AOSMKeH ObiTb BKIMOYEH B 3anucwy,
KOTOpble JOKYMEHTUPYHOT Mobble NPUHATLIE PeLleHna U NPeanpuHATLIE OENCTBUS
BO BpPeEMSI paCCMOTPEHUA PyKOBOACTBOM, 3aTparMsaroLLme:

a) yny4lleHne CMCTeMbl MEHe)KMEHTA KayecTBa U ee NpPOLLEeCCOB;
b) ynyyieHne obcnyxmBaHna Nonb3oBaTenen;

C) noTpebHOCTUN B pecypcax.

[MpumedaHne - WHTepBan Mexay pacCMOTPEHUSIMA PYKOBOACTBOM [OSDKEH
6biTb He 6ornbwe 12 Mec, OAHako, B Cllydae, ecfiM cucTeMa MeHeLKMeHTa
KadyecTBa yCcTaHaBfMBaeTCs, MOryT OblTb NPUHATHI 6oree KopoTKMe UHTepBarbl.

BoiBoobl M gencTBusl, npeanpuHMMaemble B pesyrnbTaTte pacCMOTPEHUS
PYKOBOOCTBOM, A0SPKHbI ObITb 3aperncTpupoBaHbl U COOBLLEHLI MepcoHarny.

PykoBoacTeo naboparopum AOITKHO obecneyunTb BbINOSITHEHNE
npeanpuHMMaeMbIX 4ENCTBUN B TEYEHME ONpeaeneHHoro nepuoga BpeMeHM.

5 TexHn4yeckne TpedboBaHus

5.1 NepcoHan

5.1.1 O6Gwme nonoxeHus

JTabopaTopua JormrkHa MMETb JOKYMEHTUPOBAHHYIO NpoLeaypy Ans ynpasrieHns
nepcoHanoM, 4Tobbl OOKYMEHTanbHO NOoATBEPXOaTb COOTBETCTBME  BCEX
COTPYAHNKOB TPEOOBAHNAM K X KOMMETEHTHOCTMW.



5.1.2 KBanud nkauma nepcoHana

PykoBoacTBO flabopatopun AOSPKHO YyKasaTb B JOKYMEHTe KBanmdmkauuto
nepcoHana Ha kKaxgom pabodyem MecTe. KBanudmkaums [OrmkHa oOTpaxaTb
COOTBETCTBYHOLLEE obpa3soBaHue, oby4eHue, onbIT, Heobxoaumble
AEMOHCTPUPYEMbIE YMEHNSA N COOTBETCTBME BbINOSTHAEMbIM 3a4a4aMm.

[NepcoHan, BbIHOCALWMIA CYXOEHUS MO pe3yrnbTaTaM UCCeqOoBaHUSA, OOSDKEH
NMETb COOTBETCTBYHOLLME TEOPETUYECKUE U MPAKTUYECKME OCHOBAHWS U ONbIT.

[MpumedaHne - lMpodecCUoHarnbHbIE CYXOEHUA MOTYT ObiTb BblpaXeHbl Kak
MHEHWUd, WHTepnpeTauuu, npeackasaHus, CUMynauuu, MOLENM W 3HAYeHus, u
AOSPKHbI COOTBETCTBOBATb HALMOHAlbHbIM, perMoHanbHbIM U MECTHBIM MpaBuiam
1 npodeCccroHarbHbIM PyKOBOLCTBAM.

5.1.3 OnucaHune paboTbl
JTabopaTopusa gormkHa MMEeTb OnNUcaHna paboTbl, KOTOPbIE OOIMKHBbI CoaepXaTb
onucaHnsi OTBETCTBEHHOCTU, NpaB 1 3a4adv assi BCero nepcoHarna.

5.1.4 BBegeHue nepcoHana B cpeAly opraHnsauum

JTabopaTtopua pormkHa WMMETb NporpaMMy BBOAA HOBbIX COTPYAHMKOB B
opraHuM3auuio, oTaeneHne UM 30Hy, B KOTOPOW COTPYAHUK ByaeT paboTtaTb, CPOKK
N ycnoeusi paboTbl, NOMELWEHUA ANs nepcoHana, TpeboBaHWA K 300pOBbH U
B6e3onacHoOCTK (BKMOYasi MOXapHyl M B criydae aBapuum), npodeccuoHasbHble
MeaULUHCKNE YCIyru.

5.1.5 Oby4yeHune
INNabopatopusa gormkHa NpoBoAUTb 0bydYeHne BCero nepcoHana B CreaytoLmx
obrnacTax OesTenbHOCTU:

a) cnMctema MeHegXMeHTa KayecTBa;
b) nopy4eHHble COTPYAHMKY NPOLLECCHI U NPOLLEAYPbI;
C) ncnornb3yemas nabopatopHasi MHOPMaLMOHHAA CUCTEMA;

d) 3gopoBbe 1 6e30nacHOCTb, B TOM YMCre NpeaoTBpaLLeHNe un orpaHnyeHme
9dbeKTOB HEDNAronpUATHBIX MHLUUOEHTOB;

e) 3TUKa;

f) KOHMAEeHUWaNbEHOCTE MHGOPMaLIMK O NaLUeHTaXx.

[MepcoHan, KoTopbIn Npollen obyyeHne, OOIMKEH Nepnoandeckn nogBepraTbCcd
NpoBepKe.

O PEKTUBHOCTb nporpamMmmb 0by4eHus OOIPKHa nepnognyeckin
nepecMaTpmBaTbCA.



5.1.6 OueHKa KOMNEeTeHTHOCTH

[Mocne npoBefeHnsi cooTBeTcTBylOWEro obydyeHus rabopartopusi [OrmkHa
OLEHUTb KOMMNETEHTHOCTb KaOoro COTpyaHuKa, 4ToObl MPOM3BECTM MOpydYeHue
yrpaBreHYECKNX UM TEXHOSMOMMYECKUX 3aa4 B COOTBETCTBUM C YCTAHOBIIEHHBIMU
Kputepmnsamn. MNepeoLieHka AormkHa NPON3BOAUTLCSA Yepes perynsapHbie UHTepBarel.
[Mpn Heo6GXx0ANMOCTU LOSMKHO NPON3BOAUTLCS NOBTOPHOE OOYyYEHNE.

[MpumeyaHus

1 KomneTeHTHOCTb nabopaTopHOro mnepcoHana MoxeT OblTb oOueHeHa C
MOMOLLBIO JIIOBON KOMBMHaAUUM NN BCEN COBOKYMHOCTWU Crieayroumx noaxonoB B
TeX Xe yCroBuax, 4To n obblyHasa paboyas obcTaHoBKa:

a) npsiMoe HabnogeHne 3a PyTUHHBIMKW NpoLeaypamMmn 1 npoueccamm, BKovas
BCE NpeaoCTOPOXHOCTU, 06YCroBEHHbIE 6€30MacHOCTbIO;

b) npamoe HabniogeHne obpalweHns ¢ 0bopygOBaHMEM W MPOBEPKU €ro
JOYHKLMOHNPOBAHNS;

C) MOHUTOPWHT perMcTpaumm n coobLLEHNS pe3ynbTaToB NCCea0BaHNN;
d) nepecmoTp pabo4nx 3anncen;
€) OLeHKa YMeHUs paspeLlaTb Npobnemsi;

f) uccnepoBaHMe — cneuuwanbHO — MPUIOTOBIIEHHBbIX  Mpob, TakMx  Kak
npegBapuTenbHO  MCCreaoBaHHble NpoObl, MaTepuanbl  MexnabopaTopHbIX
CINMYEHWI NN pacLUenseHHble NPoobl.

2 OueHKa KOMMETEHTHOCTM BbIHOCUTb NpodbeCCuoHarbHble CYXXOEHUs OOoSPKHa
ObITb OCyLleCcTBNEHa TakMm obpa3oM, 4YTOObl COOTBETCTBOBATbH MOCTaBIIEHHOWM
Lenu.

5.1.7 NpoBepkKa BbINONTHEHUS1 0O6SA3aHHOCTE N NepPCOHariom

B nononHeHne K oueHKe TEXHUYECKOM KOMMETEHTHOCTU, NabopaTopus LOrmkHa
obecneuntb, 4TOObLI NpoBepka BbLIMOMHEHUST 00S3aHHOCTEN  MEepCcCOoHariom
ocywlecTBrsfiaCb C y4eTom noTpebHocTen nabopatopum W COTpyAHWKA ANd
nogaepXaHusa N ynyyleHust KadecTBa ycnyr, npegocTaBnseMblX notpedutento, a
TaKkXke CTUMynMpoBara NpoAyKTUBHbIE pabovne B3aMMOOTHOLLIEHWS.

[MpumedaHne - [MpoBepka BbINOHEHUA 0653aHHOCTEN MEepcoHasioM [LOShkHa
BKIIIOMATb N COOTBETCTBYIOLLEE 06yYeHme.



5.1.8 MocTtosiHHOE oGpa3oBaHue ] npod eccnmoHanbHoe
coBepLUeHCTBOBaHMe

[lporpamma nNOCTOAHHOrO oOOpasoBaHus AorpkHa ObiTb  AocTynHa  And
nepcoHana, KOTopbIM y4acTBYeT B YyMNpaBfieHYECKMX M TEXHUYECKMX MpoLeccax.
[MepcoHan o0043aH NpuvHMMAaTb y4acTMe B  MOCTOSSHHOM  OOpa3oBaHWN.
OdEKTMBHOCTb MporpaMmbl MOCTOAHHOIO 06pasoBaHMs AOPKHA NEepUoanNYecKu
nepecMaTpmBaTbCA.

[MlepcoHan [ofkeH y4yacTBOBaTb B perynspHoOM  NpodeCcCuoHasribHOM
COBEPLLEHCTBOBAHUM UMK ApYrMX BuOax AesaTenbHOCTHN, CBSA3aHHbIX C Npodeccuen.

5.1.9 [lokymeHTauusa o nepcoHane

Crnenyet BeCTW [OOKYMEHTAUMIO O COOTBETCTBYHOLEN 0OOpasoBaTenbHOM U
npodeccroHanbHOM KBanudmkaumm, odydeHnn, onbiTe U OLEeHKE KOMMETEHTHOCTU
nepcoHana.

OTa QOKYyMeHTaumna AospkHa ObiTb LOCTYNHOM AN MMEKOWMX K HEN OTHOLLEHME
COTPYOHWKOB W copepXaTb, MNpyM HeobXoAMMOCTM He OrpaHu4mMBasiCb 3TUM,
criegyroLlee:

a) obpasoBaTesibHYI0 U NPoheCcCrMoHanbHy0 KBanngukawmio;

b) konuto cepTudmkaTa nnm NMUEH3NN, eCnin 3TO NPUEMIIEMO;

C) onbIT Npeablaywen paboThbl;

d) onncaHve paboThl;

€) BBeleHNe HOBbIX COTPYAHWKOB B SlabopaTopHYo cpeay;

f) obyyeHne 3agavyam Ha gaHHOM paboyem mecTe;

g) OLLEHKN KOMMETEHTHOCTW;

h) LOKYMEHTbI O NOCTOSTHHOM 06 pa3oBaHMM U OOCTUNKEHUSX;

i) NpOBEPKM BbINOSTHEHNST PAabOTbl COTPYLHUKOM;

j) coobLieHns 06 aBapusx U BO34ENCTBUM NPON3BOACTBEHHbIX BPE4HOCTEWN;

K) cocTodHMe MMMYyHM3aL MK, €Cin 3TO MMEET OTHOLLEHME K NPON3BOACTBEHHbLIM
06s3aHHOCTAM.

[MpumedaHne - [JoKkyMeHTbI, NepevncrneHHble Bollle, He 06s3aTenbHO XpaHUTb B
naboparopum, OHU MOIYT XPaHUTbLCS B APYroM MeCcTe, HO OOIPKHbl ObITb AOCTYMHbI
Npy HEODXOAMMOCTU B HUX.

5.2 [NomeleHnna 1 yCNOBUSA OKpYXKaloLen cpeabl



5.2.1 O6Gwme nonoxeHus

JTabopatopua gormkHa WMMETb MPOCTPAHCTBO AN CBOEro pasMeELLeHus W
BbINOMHEHNS1 paboTbl, KOTOpoe npucnocobrneHo ana obecnedyeHust KavyecTsa,
6esonacHocT M 3GEKTUBHOCTM YCIyr, NpeaocTaBfdeMbIX MNOMb3oBaTensm, a
TaKXXe COXpaHeHUs 300poBbs W  0Oe3onacHOCTM nMepcoHana, MnauueHToB U
nocetutenen. Jlabopatopusi AoOrmkHaA OLEHUTb U ONpeaenuTb OOCTaTOMHOCTb WU
adeKBaTHOCTb NPeaoCcCTaBfeHHOro MOMELUEHUs] ONS BbINOSIHEHNA CBOEn paboThl.
Korga aTto npumeHuMmMo, nogobHble yCroBuA OOMkHbl ObiTb CO34aHbl AN B3ATUS
NepBUYHBIX NMPOO W BbLIMOMHEHUS UCCREAOBaHUN BHE MNoOMeLleHnsa naboparopun,
HanpuMmep, Npy BbIMNOSIHEHUN UCCNEAOBaHUA MO MECTY flevyeHust nog Haa30poM
naboparopum.

5.2.2 NomeweHna naboparopum n odpuca

[MomelleHna nabopaTtopum M OTHOCSLLEroCs K HerW odmca OO0SKHbl co3faBaTtb
o6 CcTaHOBKY, NPUrOAHYI0 ANA 3aday, KOTopble A0SMKHbI 6bITh BbINOSHEHLI, A5 Yero
AOIPKHbI BbITh YAOBETBOPEHDI CreaytoLme YCIoBUS:

a) [ocTyn K 30HaM, BNMSIOLLMM Ha Ka4eCTBO MCCRea0BaHNIN, KOHTPONMPYETCS.
MNpumeyanne - KoHTpormb [ocTyna [JOSKeH yyuTbiBaTb 6e30MacHOCTb,
KOH(pMAEHUManNbHOCTb, KAYECTBO U LUMPOKO PaCNpOCTPaHEHHYHO NPaKTUKY.

b) MeguunHckas mHdopmaums, npobbl NauMeHTOB M pecypcbl nabopaTtopum
OXPaHATCA OT HECAHKLIMOHNMPOBAHHOIO JOCTYnNa.

c) [lomelweHne OnNa wuccrnegoBaHUM MO3BOMSET MNPaBUbHO  BbIMOMHATD
nccnegoBaHuns. JOTO  npedycMaTpuBaeT  WCTOMHUMKM  3HEPrnK,  OCBELLEHWUE,
BEHTUNALWNIO, 3alLMTY OT Llyma, BOAOCHAbXeHune, yaarneHne OTXO4O0B M YCIOBUS
BHELLHeN cpefbl.

d) Cuctema cBA3M BHYTpM nabopaTtopum COOTBETCTBYET pasMmepy WU
KOHCTPYKUMM  nomelleHna ana  obecnedeHna  addpekTMBHOWM  nepenayu

NHJpopMaL K.

e) besonacHocTb nomelweHun u obopydoBaHns obecrnedyeHa W UX
dbyHKLIMOHMPOBaHNE NepMoanN4eckn NpoBepsieTcs.

lMpumep - O6opydoeaH aeapuliHbil 8bIx00, cucmemMbl C853U U
3KCMPEHHO20 ornoeseuw,eHuUsi OJsisi XOJIOOHbIX KOMHam U Xo0Jio0uJIbHUKOS,
pasMmeuw,eHHbIXx 8He paboyell 30HbI, docmynHocmb Aywel u ycmpoucme 0ornsi
npoMbi8aHUs 2/1a3 npu 3KCmpeHHoU Heobxodumocmu.



5.2.3 NomelwweHUA Ans XxpaHeHusA

[NomeLLeHna 1 yCcroBus, NpesocTaBlieHHbIE ONA XPaHEHUS, OOSPKHbI MOCTOAHHO
obecrneymBaTb LEMOCTHOCTbL MaTepuarnioB npob, OOKYMEHTOB, 00OopyaoBaHus,
peareHToB, pacxXxofHblX MaTepuarnoB, 3anucen, pesynbTaToB U ApYrMX OOBLEKTOB,
KOTOpble CNOCOOHbI NOBNUSATEL Ha KaYeCTBO pe3ynbTaToB UCCNE0BaHUIA.

KnuHnyeckne npobbl M martepuansl, UCNoNb3yemble B npoueccax
nccnegoBaHnsl, OOSPKHbI XPaHUTbCS Takum obpasoMm, 4ToObl nNpenoTBpaTUTb
NepeKkpecTHY0 KOHTaMUHaLMIO.

[MomeweHna [nsa XpaHeHWs U ydaneHust onacHbIX MaTepuarnioB  OOSPKHbI
COOTBETCTBOBATb YPOBHIO OMNACHOCTM MaTepmarosB U YCTaHOBSIEHHbIM B OTHOLLEHUN
HUX TPeboBaHUAM.

5.2.4 [lomelweHUA ANA nepcoHana

HomkeH ObITb agekBaTHbIA OOCTYN K YMblBanbHWKaM, YCTpPoOMCTBaM ANid
NUTbEBOM BOAbl W MOMELUEHUAM LN XpaHeHUs1 3awuTHoro obopyaoBaHus u
oaexabl Ans nepcoHara.

[MpumedaHne - T[pu  HanMmMyum  BO3MOXHOCTM, nabopatopuss  [OrpkHa
NpenocTaBUTb MOMELLEHUA LS9 TakuMx BWOOB [OEATENbHOCTU nepcoHana, Kak
COBEeLLAaHMS U CIMOKONHOE N3y4YeHue, 30Hy oTAblXa.

5.2.5 NomelweHna ansa B3A™A Npod naumeHToB

[MNomeLlleHnsa ons B3aTMS NPob NauneHToB AOMKHbI UMETb OTAESNbHbIE 30HbI A1
npuema/oxumaganns u ana B3atua npob. [orkHbl OblTb Y4TEeHbl HeobxoauMble
ycrnoBusa ans yaobctea, komgopTa 1 noTpebHocTen NaumeHToB (Hanpumep, 40CTyn
ANS UHBaNMAoB, NOMELLEHWe TyarneTa) U YCIrioBUS pasMeLLEHNS COOTBETCTBYHOLLMX
CONpOBOXaaoLLMX NN, (Hanpumep, NOBOALIPS UMM NepeBogYMKa).

[NomelleHns, B KOTOPbIX NPOU3BOAUTCS B3ATUE Npob nauyueHToB (Hanpumep,
doneboTomus), OOSMKHLI MO3BONATL MPOBOAUTL B3ATME MNPOobblI TakuMm obpasom,
YTOObl HEe W3MEHUTb pe3ynbTaT M 4YTobbl He MNOBMMATL HEGNaronpUATHO Ha
Ka4yeCTBO MccregoBaHus.

[MomeweHua aOna B3ATMA nNpobd OO/MKHbI MMETb U NnoggepXuBaTthb
COOTBETCTBYHOLME CpeacTBa MNepBOM MNOMOLWM A58 HyXO nNauuMeHToB W And
nepcoHana.

[MpumedaHne - HekoTopble MOMELLEHMST MOTYT HYXOaTbCHA B COOTBETCTBYHIOLLEM
obopyagoBaHUM LN peaHMmauuu, YTO MOXET OblTb NpegyCMOTPEHO MECTHbIMU
npaBunamm.



5.2.6 CopepxaHue nomMeLLeHMIA 1 YCITOBUSI OKpYyXatoLen cpeabl

B nomelLeHnsx nabopatopum OOMPKHbI NOALEPHUBATLCA (DYHKLIMOHASbHbIE W
HagexHble ycrnoBusi. Paboyme 30Hbl OOMMKHbI ObiTb YMCTLIMU U coOepXaTbCHA B
cocTosHun, obecnevmBatoLiem yoobcTeo ana pabotbl n 6e30nacHOCTb NepcoHana.
JTabopaTopusa gormkHa oTcrexvBaTb, KOHTPONMPOBaTb U PEMMCTPUPOBATL YCIIOBUS
OKpy>XatoLLen cpefbl, HACKOMbKO OHWM OTBEYAOT YCTaHOBSIEHHbIM TPeOOoBaHMSAM UM
HACKOSIbKO OHM MOIYT BIIMSATb Ha Ka4yecTBO Npob, pesynbTaTbl U/mMnm Ha 300pOBbE
nepcoHana. [ormkHo ObiTb yOeneHo BHMMaHWE TakuM diakTopaMm, Kak CBET,
CTEPUSTBHOCTb, Mblflb, HENPUATHbIE WM OMacHble [OblMbl, 3NEKTPOMarHUTHoe
BO3JENCTBME, paamaumsl, BraXHOCTb, 3SIEKTPOCHabxeHne, TemnepaTypa, ypOBHU
lwyma n Bmbpauum, n opraHMsaumnsa NOrMCTUKW, B TOW CTEneHu, YTobbl 3TO He
BNMSANO Ha pe3yrnbTaTbl UM HE BO34ENCTBOBASIO Ha Ka4eCTBO UCCea0BaHUI.

HomkHbl ObITb 3CPEKTUBHO pa3gesieHbl 30Hbl, B KOTOPbIX OCYLLECTBIIATCA
HeCOBMeCTUMblE BUAbl AeATenbHOCTU. [ormkHbl 6biTb NPUMEHEHbI npouenypsl,
npeaoTBpallaolme NepekpecTHY KOHTaMMHaUWIo, B Crydae, Korga npoueaypa
nccrnegoBaHnsl CBsi3aHa C PUCKOM HaHeceHus Bpeda wnM Korga pabota Moxet
NOBMMATL WM camMa oOKasaTbCA nog BMAHMEM, He O6yaydnm oTaeneHa ot
HECOBMECTUMOrO BMaa OeATENbHOCTH.

JTabopaTopua gorpkHa obecneymBaTb CMHOKOMHYO UM HENpepbIiBHYO pabodyto
06CTaHOBKY.

[MpumedaHune - lNpyMmepamm CNOKOWMHOW U HenpepbiBHOW paboTbl MOryT ObiTb
LMTONATONOMYECKUA  CKPUHUHE, MUKpOCKoNua Ans  auvddepeHumaumm  KrneTok
KPOBW N MUKPOOPraHN3MOB, aHann3 AaHHbIX peakLnin CEKBEHNPOBAHUS U MPOCMOTP
pe3ynbTaTtoB MyTaLUin MOSIEKYIT.

5.3 llabopaTtopHoe o6bopyanoBaHMe, peareHTbl U pacXxogHble
MaTepuanbl

[MpumeyaHus

1 [Ins uenen HacTosILero cTaHgapTa K nabopaTopHomMy 000py0BaHUIO OTHOCAT
CaMM MHCTPYMEHTbl U WX MNPOrpaMmmbl, CUCTEMbl M3MEPEHUA N nabopaTopHble
MHJPOPMaLMOHHbIE CUCTEMDI.

2 K peareHTam OTHOCAT pedepeHTHble MaTepuarbl, KanmbpaTopbl, MaTepuarbl
ANs KOHTPONS KavecTBa, pacxogHble Martepuarbl, BKIIOYas nutatesibHble cpeqbl,
HaKOHEYHWKM MUMNETOK, CTEKINAHHbIE Crnanabl U T.0.

3 CM. 4.6 ona nHdopmaumm, kacarwenca solbopa n npegocTaBfeHns BHELLHNX
ycnyr, 06opyoBaHuNA, peareHToB, PpaCXO4HbIX MaTepmarnos.

5.3.1 O6opynoBaHue



5.3.1.1 O6wme nonoxeHus

JTabopatopusa gormkHa MMETb OOKYMEHTMPOBAHHYK npouenypy ans Bbibopa,
3aKyrnok 1 obpalleHnsi ¢ 00opyaoBaHUEM.

JTabopaTtopua pforkHa OblTb OCHalleHa BCeMM Bugamm o0b6opyaoBaHUS,
HeoOXoOAUMbIMM AN BbIMOMHEHMSA YCNyr (BKMtoYasi B3ATME MNEPBUYHOM Mpobbl,
noarotoBka npobbl, obpalieHne ¢ npobown, nccrnegoBaHue U XxpaHeHue). B Tex
cnyyasix, korga naboparopusi HyxxgaeTca B 060pyaoBaHUN, HAaXOO4ALWEMCS BHE ee
MOCTOSIHHOrO  KOHTPOSis,, PYKOBOACTBO rfabopartopum  OOfPKHO — obecneynTb
BbIMONHEHWE TpeboBaHUM HAaCTOSALLIErO cTaHaapTa.

JTabopaTopua formkHa 3aMeHsaATb obopydoBaHWe, ecnn 9To Heobxogumo Ans
obecnevyeHns ka4ecTBa pe3ynbTaToB NCCRe0BaHNS.

5.3.1.2 NcnbiTaHne npuemneMocTy obopyaoBaHUA

[Mpn ycTaHoBKe 060OpyaOBaHUA M 4O €ro UCMonb3oBaHNSa nabopatopust 4OrmkHa
BepudmumpoBatb, 4TO oObopygoBaHMe CrnocobHo obecneduntb Tpebyemble
yHKLMOHAsbHbIE XapaKTEPUCTUKM M YTO OHO COOTBETCTBYET TpeboBaHUsM
noboro Npeanonaraemoro nccrnegosannst (CM. Takxe 5.5.1).

[MpumedaHne - 3TN TpeboBaHUA MNPUMEHAOTCA K 0OOpyaOBaHWUIO, KOTOpoe
NPUMEHSETC B Jrlabopatopun, BPEMEHHO MWCMoMb3yeMOMy ODOpyOOBaHUIO U
0bopyaoOBaHUIO, MCMOMb3yeMOMY B COYETAHUM C MOBUIMbHBIMK YCTPONCTBAMM,
NPUMEHSIEMbIMU OPYIMMU COTPYAHUKaAMK, YNONHOMOYEHHbIMM NTabopaTopuren.

Kaxgbin npeameT obopynoBaHust O0mkeH ObiTb OQHO3HAYHO MNOMEYEH,
CHabxeH 0b603HaYeHneM Unu gpyrum obpasom MaeHTUPULMPOBaH.

5.3.1.3 NHCTpyKUMs No npuMeHeHno 06opyaoBaHums

O6opynoBaHne Bcerga A0MKHO NPUMEHATHCHA 00YYEHHBIM U YNONIHOMOYEHHBIM
NepcoHarom.

NHCTpYKUMM NO npuMeHeHuto, 6e30nacHOCTU M NogaepXaHuio B nopsiake
obopyaoBaHUA, B TOM YUCHE pasfinyHble Nocobust 1 pykoBoACTBaA MO NPUMEHEHUIO
obopyaoBaHud, paspaboTaHHble N3roToBUTENEM, A0IPKHbI ObITb N1Erko 4OCTYMHbI.

JTabopaTtopua pforkHa wWMEeTb npoueaypbl no  6e3onacHoMmy oOpalleHuto,
TPaHCNOPTUPOBKE,  XPaHEHUMIO U UCMOMNb30BaHMKO  obopyaoBaHMA  Ans
NpeaoTBpaLLEHNSA €ro 3arpAa3HEHNsT UM NOpPYN.

5.3.1.4 KannbpoBka obopyaoBaHUA 1 METPOSIOrMyeckas npocrexmBaemMocTb

JTabopaTopua gorrkHa MMEeTb OOKYMEHTMPOBAHHYIO Npoueaypy no Kanmbposke
obopyaoBaHUA, KOTOpasi nMpsSMO WM KOCBEHHO BIMSAET Ha pesynbraThbl
nccregoBaHns. OTa npouenypa BkoyaeT B cedba crnefyrollee:

a) y4eT yCroBuiA NCMONb30BaHUSA Y UHCTPYKLMM N3rOTOBUTENS;

b) perMcTpaumto  METPOSIOMIMYECKON  MNPOCEXMBaeMoCcTM  KanubpaTopa
(cTaHgapTa nsmMepeHnst), KanmbpoBKK 1 NPOCTEXMBAEMON KanMbpoBKN NpeaMeToB
obopyaoBaHuS;



c) Bepudwmkaumio TpebyemMor TOYHOCTU M3MEPEHUS U  OYHKLMOHMPOBaHUS
CUCTEMbI U3MEPEHNS B OnpedeNieHHble MHTepBarbl;

d) perucTpaumo KanmbpoBKKN N JaTbl pekanMbpoBKY;

e) B crnyyae ecrv KanubpoBka nNpUBOOUT K MOBbILIEHUIO COBOKYMHOCTU
dhakTopOoB KOppekLmn, obecnedeHne 0GHOBNEHUSI paHee YCTaHOBMNEHHbIX bakTOpOB
KOppeKLuu;

f) rapaHTUn npegynpexaeHns NOAroHKN MUK NOMeX, KOTopble MOryT U3BPaTUTb
pe3yrbTaTtbl UCCcrieqoBaHuS.

MeTporormdeckasi NpoOCMnexvMBaemMocTb AOibkHa OblTb npoBedeHa OO0
pedepeHTHOro MaTtepuana unum pedepeHTHOM MeToAMKM Hauboree BbICOKOro
AOCTYMHOrO YPOBHS.

[MpumedaHne - [oKymeHTauus O MpOCreXnMBaemMocTn KanmmbpoBkM OO0
pedepeHTHOro MaTtepvana unum pedepeHTHOM MeToaMKM Hauboree BbICOKOro
YPOBHSI MOXeT ObiTb nNpefocTaBfieHa CUCTEMOM WUCCrenoBaHUs U3rOTOBUTENS.
Takasg OOKyMeHTauus npuemriema, rnoka cuctemMa uccrieoBaHna U3rotoBuUTens u
MeToaMKa KannmbpoBKU NPUMEHAIOTCA 63 N3MEHEHNSI.

B cny4yae, Korga 3TO HEBO3MOXHO UM HE COOTBETCTBYET YCIIOBUSAM, OODKHbI
OblTb NPUMEHEHbl ApyrMe cpencTBa MNPOBEPKN LOCTOBEPHOCTUM pe3ynbTaTos,
BKIHOYas crieyroLlee, HO He OrpaHnYmMBasiCb 3TUM:

- UCNOSMb30OBaHWe CepTUPMUMPOBaAHHBIX (aTTecToBaHHbIX) pedepeHTHbIX
MaTepuaros,

- UccrnegoBaHve Unu Kannmbpoeka Apyron METOOMKOMN,

- B3aMMHOe CcorflacoBaHMe CTaHOapTOB WM METOLOB W3MEPEHUsi, KOTOpble
YEeTKO YCTaHOBIIEHbl, CMeundMUMPOBaHbl, OXapakTepu3oBaHbl WM B3aUMHO
corriacoBaHbl BCEMU y4aCTBYOLLMMU CTOPOHAMM.



5.3.1.5 lNogaepxaHre U BoccTaHOBEHNE 060pya0BaHNS

JTabopaTopua gormkHa UMETb AOKYMEHTUPOBAHHYHO NMpoLenypy NpeBEeHTUBHOMO
cogepxaHna  obopyooBaHusi,  KOTOpasi  OOfKHaA, MO MEeHbllen  mepe,
COOTBETCTBOBATb MHCTPYKLMSM N3FOTOBUTENS.

JTabopaToputo cnenyet copepxatb B 6e30nacHbiX paboymx ycrioBusIX U B
paboyem nopsigke. [domkHa OblTb MCCregoBaHa anekTpudeckast 6e30nacHOCTb,
aBapuiHasi OCTaHOBKa YCTPOMCTB M Oe3onacHoe obpalleHne C XUMUYECKUMM,
paguoakTMBHbIMM M OUOMOrMYECKMMM  MaTepuanamm Un  yTunmsauus KX
YNOMHOMOYEHHbIM nepcoHanoM. [ormkHbl 6bITb UCNOMb30BaHbI, MO MEHbLLEN Mepe,
NNaHbl U UHCTPYKLUN U3rOTOBUTENEN.

B cnyyae, ecnm oOHapyxeHbl AedekTbl 0b6opynoBaHus, LOMKHO ObITb
NpeKpaLLeEHO ero ncnonb3oBaHne 1 gedekTHoe obopyaoBaHNe LOSMKHO ObiTb YETKO
oTMeyeHo. Jlabopatopusi He LOfmkHa UCNoNb3oBaTh AedekTHoe obopyaoBaHne 4o
Tex nop, Noka OoHO He ByaeT McnpaBneHoO U C NOMOLLLK Bepudmkaumm He Gyaet
A0Ka3aHo, YTO OHO COOTBETCTBYET YCTAHOBJSIEHHLIM KPUTEPUAM MNPUMEHUMOCTMW.
JTabopaTtopua pormkHa u3yunTb BInsHME MObObIX OedeKToB 0b6opyaoBaHUA Ha
NPOV3BEAEHHbIE paHee WCCcrnegoBaHuUs W NPeanpuHATb  HeMeOseHHble  Unu
KoppekTupytowme aenctems (cm. 4.10).

JTabopaTopua [orpkHa NpeanpuHSATb pasyMHble Mepbl ONS AeKOHTaMuHauum
obopyaoBaHUA nepen ero UCnosfb30BaHMEM N BOCCTAHOBIEHMEM, NPeaoCTaBUTb
MEeCTO N5l pEMOHTa 1 HeobxoaMmoe 3alLmMTHOe obopyaoBaHMe ONs nepcoHana.

Ecrnn obopygoBaHue He Haxogunocb MNo4 HENOCPeACTBEHHbIM KOHTPOSEM
naboparopuu, TO 40 Havarna ero Ucrnosfb30BaHUA A0MKHbI ObITb BEpUMLMPOBaHbI
ero (pyHKLMOHarnbHblEe XapakTePUCTUKM.

5.3.1.6 CoobLweHna o HebraronpuaTHbLIX MHLMOEHTaxX C 000pygOBaHNEM

HebnaronpuaTtHble WMHUMAOEHTbI U aBapun, HENOCPEenCTBEHHO CBSI3aHHbIE C
onpegeneHHbiM 0bopyaoBaHNEM, OOSMKHbI ObITb MCCegOBaHbl M O HUX OOSDKHbI
ObITb MHOPMUPOBAHBLI U3TOTOBUTESNIM M COOTBETCTBYHOLLME OpraHbl BriacTu, ecrin
9TO OKaXXeTCHA HeOOXOAUMbIM.

5.3.1.7 JokymeHTaumna o6 obopygoBaHum

[omkHa BECTUCH AOKYMEHTALMSA O KaXaoM npegmete obopynoBaHus, KOTopoe
BNUSIET Ha XapaKTepPUCTUKN nccrnegoBaHns. [JokyMeHTbl 06 06opyaoBaHUn 4O PKHbI
cogepxaTb, N0 MeHbLLEN Mepe, crneayoume CBeLeHNS:

a) NOeHTUYHOCTb 06opyaoBaHWS;

b) HanmeHoOBaHVWe W3rOTOBUTENS, MOAESlb U CEPUMHBLIA HOMEpP WM apyrue
NPU3HaKK 4119 naeHTudmkaumu;

C) KOHTaKTHasa MHopmaumsi 0 NoCTaBLLMKE U N3FOTOBUTENNE;
d) naTta nonyyeHuna n gaTa BBoga B LENCTBUE,;

€) MecTo pasMeLleHuns;



f) cocToaHme npu nony4yeHnn (HOBOE, NCMONb30BaAHHOE, BOCCTAHOBIIEHHOE);
g) NHCTPYKL MM U3rOTOBUTENS;

h) 3anuMcu, KoTopble NOATBEPXKOAOT MNEpBOHAYanbHyld NPUEMIEMOCTb
obopyaoBaHUs Anst NPUMEHEHMSI B MOMEHT ero NoCTYNieHnst B nabopaTopuio;

i) npousBegeHHble OenUcTBUA Mo noagepXaHuto obopynoBaHus B paboyem
COCTOSIHUM U MaH NPEBEHTUBHLIX OENCTBUN;

j) BOKyMeHTaums o pyHKLMOHAarbHbIX XapakTepUCTUKax 06opyaoBaHMs, KOTopast
noaTBePXOaeT NPMMEHMMOCTb 000PYyA0BaHNS B HACTOSLLEE BPEMS;

K) noBpexgeHve wnn HapyweHue QyHKLUNOHMPOBaHUSA, Mogudmkaums wunm
pPEMOHT 0b6opyaoBaHUS.

[okymeHTauuna o6 obopyaoBaHUM, OTHOCALIASACA K MEPEYUCTIEHNIO j), OOIMKHA
cogepxatb Konunm oTyeToB/cepTuUdmKaTtoB 000 Bcex KanmbpoBkax w/unu
BepudmKaumnsax, BKMYass B cebs gaTtbl, BpeMs U pesynbTaTbl pPeryrmpoBKN,
KpUTEpUN MNPUEMNIEMOCTU W [OOIPKHble OaTbl Crneaylowen KanbpoBku w/vnm
BepudmKaumm, YTobbl BbIMNOMHUTL YAaCTUYHO U MOMHOCTBLIO 3TN TpeboBaHus.

OTU [OOKYMEHTbl AOSPKHbI NoAAepXMBaTbCs W LOMKHbI ObliTb OCTYMHbI B
TeYyeHne BCero nepuoga »m3Hm obopyaoBaHus nnv bonee OnMTemnbHbIM Nepuos
BPEMEHWN, KaK 3TO YCTaHOBIEHO B npouenype KoHTponst 4OKyMeHTOB fnabopatopum
(cm. 4.13).

5.3.2 PeareHTbl 1 pacxoaHble Matepuanbl

5.3.2.1 O6wme nonoxeHms

JTabopaTtopua [orrkHa WMMETb  OOKYMEHTUPOBaAHHYKO npoueaypy npvema,
XpaHeHus1, uccrnegoBaHna nNPUEMMNEMOCTM W MEHEOKMEHTA WHBEHTapusauum
peareHToB N pacxo4HbIX MaTepuaros.

5.3.2.2 PeareHTbl 1 pacxogHble matepuaribl - NpueM U XxpaHeHue

B cnyyae, korga nabopatopus He SBMSETCA NPUHUMAIOLWEN OpraHn3aumen, oHa
AOIPKHa YOOCTOBEPUTBLCH, YTO MECTO Afs pasMeELLeHWA rpuema peareHToB
pacnonaraet agekBaTHbIMM BO3MOXHOCTAMM [ONI9  XpPaHEHUS] U COOEPXKaHUS
3aKynaemMblx NpeaMeToB, CMOCOOHLIMU NPeAOTBPaTUTL UX NOPYY NN pa3pyLLEHE.

JTabopaTopua [OOPKHA XpaHUTb  MOSyYEeHHble peareHTbl UM pacxofHble
Marepuarbl B COOTBETCTBUN CO creundmkaumnsaMmm n3rotoBuTens.



5.3.2.3 PeareHTbl 1 pacxogHble matepuaribl - UCMblTaHWUe MPUrogHOCTH

Kaxxgaa HoBast goopma Habopa peareHTOB C M3MEHEHUSIMA B peareHTax Wunm
MeToaMKe, U HoBas NnapTus UM npuobpeTeHne OomkHbl BbiTb BepdmLNPOBaHbI
B OTHOLIEHUN (YHKLMNOHANBbHbLIX XapaKTeEPUCTUK nepen WCnofib30BaHWEM s
nccnegoBaHUN.

PacxogHble martepuarnbl, KOTOpble BIMSAKT Ha pes3ynbTaT uUccregoBaHus,
AOIPKHbI ObITb BEPUPULMPOBaHbI B OTHOLLEHUN (DYHKLMOHAMbHbBIX XapakTepUCTUK
nepep ncnonb30BaHNEM A9 UccriefoBaHn.

5.3.2.4 PeareHTbl 1 pacxofHble matepuarbl - MEHEXXMEHTA MHBEHTapu3aLuum

JTabopaTopusa gormkHa BBECTU CUCTEMY KOHTPOSIA MHBEHTapmU3auumM peareHToB
N pacxogHblx MaTtepuanoB. CucTeMa MHBEHTAPHOIO KOHTPONS OOShkHa OTAENUTb
HEeMNpOBEPEHHbIE N HEMNpuUeMrieMble peareHTbl U pacXodHble mMartepuarbl OT Tex,
KOTOpbI€ MPUroAHbI 4S9 UCNOSTb30BaHKS.

5.3.2.5 PeareHTbl 1 pacxogHble matepuarbl - UHCTPYKLUU NO NPUMEHEHNIO
NHCTPYKLMM NO MPUMEHEHUIO peareHTOB W pacxogHblX MaTepuarioB, B TOM
Yucre NnpegocTaBfieHHbIE U3rOTOBUTENAMM, OOSMKHbI ObITb JIErKO AOCTYMHbI.

5.3.2.6 PeareHTbl U pacxogHble maTtepuarnbl - COODLLIEHNS O HEBNAronPUATHLIX
MHUKMOEHTax

HebnaronpuatHble  MHUMOEHTBI W aBapuu, KOTopble  MOryT  ObITb
HEenocpeaCTBEHHO CBS3aHbl C OnpegeneHHbIMU  peareHTaMn W pacxogHbiMU
Matepuvanamu, OomkHbl OblITb  UccregoBaHbl M O HUX  OOMKHbI  ObITb
NPONHAPOPMMPOBAHBI U3FOTOBUTESTN N COOTBETCTBYHOLLME OpraHbl BriacTu, €CIin 3TO
OKaXkeTcHa HeobXoaUMbIM.

5.3.2.7 PeareHTbl 1 pacxogHble matepuarnbl - JOKyMeHTauus

B OTHOLLEHUN KaXOoro peareHTa U pacxogHOro matepuarna, KOTopbiv BIfMSIET Ha
JoyHKLMOHarnbHble XapaKTepPUCTUKN nccriegoBaHun, AO0IDKHA BECTUCH
OOKYMeHTau s, KoTopasa JorkHa coaepxaTtb, Mo MeHbLUE Mepe, criedytoLlee:

a) UOEHTUYHOCTb peareHTa Unm pacxodHoro marepuvana;
b) HaMeHoBaHWe U3roTOBUTENS 1 KOA NapTUM UMM HOMEP 10Ta;
C) KOHTaKTHas MHOPMaLUS O NOCTAaBLLMKE U U3TOTOBUTENE;

d) marta nonyveHusi, Cpok rogHOCTW, AaTa BBOAA AN UCMOMb30BaHWSA, U, eCnu
HeobxoaMMO, AaTa NpekpaLleHNst UCMoNb30BaHWUS;

€) COCTOsIHME NPW NOMy4YeHUU (HanpUMep, NPUrogHbIA UM UCNOPYEHHbLIN);
f) NHCTpyKL MM M3roToBUTENS;

g) [OOKYMEHTbl, KOTOpble MoATBepXaalT nepBOHaYarbHyt MPUrO4HOCTb
peareHTa Unm pacxo4Horo marepuana ans Cnosb30BaHus;



h) OOKYMEHTbI O OYHKLMOHaNbHbLIX XapaKTEePUCTUKAX PeareHTOB Ui PacXOo4HbIX
mMaTepuaroB, KOTOpble MOATBEPXKOAT WX MPUrOAHOCTb AN UCMONb30BaHMS B
HacTosiLee Bpemsi.

B cnyyae ecnm naGopatopust ucnonb3yeT peareHTbl, NOArOTOBMEHHbIE WK
CKOMMIEKTOBaHHbIE Ha MeCTe, [AOKYMEHTbl [AOfbkKHbl coaepxaTb, MOMUMO
NepeYmcreHHoN Bbllle MHopMaL K, CBeAEHNS O NMLUE U Nnuax, Npon3BoaMBLLNX
NOArOTOBKY M AaTy NPUroTOBIIEHMSI.

5.4 lNpeaHannTn4yeckune npoueccobl

5.4.1 O6wue nonoxeHnsA

JTabopaTopuna gormkHa MMETb AOKYMEHTUPOBAHHYHO Npoueaypy v nHdgopmaumo
ANs  npeaHanmMTUYecKUX npoueccoB, 4YTobbl obecnevmBaTtb  BanMOHOCTb
pe3yrnbTaTtoB UccrieqoBaHn.

5.4.2 UHcpopmauua AnAa naumeHToOB U Nonb3oBartesien
INNabopatopua gorpkHa umeTb MHOpPMaUMo, OOCTYMHYK AN9 MNauneHToB Wt
nonb3oBarenen nabopatopHbIX ycnyr. MHdopmaumsa gormkHa BKItovaTh B cebs:

a) MecTo pasMeLleHust nabopartopuu;

b) BMObI KNMHUYECKMX YCITyr, NpeaoCcTaBnsemMbix rlabopaTopuen, B TOM Yucre
nccnegoBaHust, OTCbiNaemble B Apyrne nabopatopuu;

C) Yachbl paboTbl flabopartopuu;

d) nccnegosaHus, npeanaraemble nadoparopuen, Bktodasa, ecnm Heobxoanmo,
NHpOPMaL MO, OTHOCSLLYHOCS K HeobxoanmbIM npobam, 06beMbI NEPBUYHBIX NPOD,
cneumvarnbHble npefocTepexeHns, Bpems obopoTa TecTa (4TO MOXeT ObITb
BbIMOSIHEHO B OCHOBHbIX KaTeropusix TeCTOB WM Ans rpynnbl MCcriegoBaHun),
Brnonornyeckne pedepeHTHbIE NHTEpPBaribl U 3HAYEHUST KIMHUYECKNX PELLEHWI;

€) NHCTPYKL MM NO 3anosiIHEHMO hopMbl 3anpoca (HasHadYeHuns);
f) NHCTPYKLUMM NO NOAroTOBKE NALUMEHTa;
g) VHCTPYKL MM NO B3ATUIO NPO6 nauueHTa;

h) MHCTPYKUMM MO TpaHCNopTUPOBKE Npob, B TOM 4ucrie nobble cneuuanbHble
NoTpebHOCTN OB palLEeHUs:;

i) nobble TpeboBaHMA WUMETbL corfacne nauueHTa (Hanpumep, cornacue
PaCKpbITb KIMHUYECKYI0 MH(OPMaLMIO M CEMEWHbIM aHaMHEe3 COOTBETCTBYHOLLMM
MeLULMHCKUM paboTHMKaMm, obpalleHme K KOTOpbIM HEOBX0ANMO);



j) KpuTepun nabopatopun Npu NpUemMe n oTkase B npneme npobol;

k) nepeveHb WM3BECTHbIX (PAKTOPOB, KOTOPbIE CYLECTBEHHO BIMAKOT Ha
XapaKkTEPUCTMKN NCCINEAOBaHNS UMM HA MHTEPNpPeTaLnio pe3ynbLTaTos;

) AOCTYNHOCTb KIMMHMYECKOW KOHCYIbTaLMU NPy Has3Ha4YeHUM UCCregoBaHus U
NHTepnpeTauun pesynbTaTos.;

m) nonuTrka nabopaTtopmm No 3almTe NePCoHanbHON NHdopMaLnK;

n) npoueaypa nabopartopmm B OTHOLLEHWUN Xanob.

JTabopaTopua [ormkHa UMETb MHAGOPMaUWU, LOCTYMNHYHO AN MauneHToB W
nonb3oBaTernen, BKMOYalWy B ceba pasbsCHEHME KIMHUYECKUX npouenyp,
KoTopble  AOmMkHbl  OblTb  BbINOSIHEHBI, 4YTOObI  UMETb  BO3MOXHOCTb
MHPOPMMPOBAHHOIO  cornacusa. BaxHOCTb npedocTaBreHus WMHopmauum o
nauueHTe N ceMbe B OnpeferneHHbIX cutyaumsx (Hanpumep, 4na uHTepnpetaumm
reHeTMYeCKnX pesyrbTaToB) AOIMKHA ObITh pa3bsACHEHa NaUWEHTY U NOSb30BaTENIO.

5.4.3 UHpopmauuna o hopme 3anpoca (HasHa4yeHUs)
B dopme 3anpoca mnm ero anekTpOHHOM 3KBMBAaneHTe AOSPKHO ObiTb MecTo
A5 BKIMOYEHN, MO MeHbLUEN Mepe, criefyroLen nHopmMaLnm:

a) wuaeHTMdmKauus nauymeHta, B TOM Yucre nof, AaTta poXxgeHus,
pasMeLleHne/geTanm KoHTakTa ¢ naumMeHToOM 1 YHUKanbHbIA ngeHTudgukaTop.

[MpumedaHne - YHuKanbHast MoeHTumkaumsi CoCToUT u3 OYKBEHHOW W/nmu
LMdpoBON naeHTUdmMKaummn, Takon Kak HoMmep OOonbHULbI, HOMEpP NepcoHarbHOro
MEANLNHCKOrO JOKYMEHTA;

b) umMa nnu gpyron yHuUKanbHbIA MOEHTUAMKATOP KIMHULMCTA, opraHu3artopa
3[1paBOOXpaHEHUs UnuM gpyroro nvua, yrnorHOMOYEeHHOro Ha3Ha4vyaTtb uccregoBaHud
NN UCNosb30BaTb MeULNHCKYIO MHGpopMaL Mo, BMECTe C npegHasHayeHnem ns
oTyeTa U geTanen KOHTaKTa;

C) TvN nNepBMYHOW MpPOObI K, Korga 3TO Heobxoaumo, aHaTOMUYecKkoe MeCTO
opraHa,;

d) Ha3Ha4yeHHOe UccneaoBaHueE;

€) KITMHUYECKN BaxHas WHopmaunst OTHOCUTESNbHO NauMeHTa M HasHayvyeHus,
AN uenen BbINOSIHEHNST UCCefoBaHUS U MHTepnpeTauun pesynbraTta.

[MpumeyaHue - NHdopmauusi, Heobxoammasa Anst BbINOMHEHUA UCCNEeA0oBaHUS Y
MHTepnpeTauun pesynbtara, MOXeT COCTOATb W3  POAOCIIOBHOM NauMeHTa,
CEeMENHOro aHamHe3a, AaHHbIX N NyTEeLWeCcTBUAX U BO3LENCTBUSX; nepeaaBaeMblX
BGonesHsx, ApYron KIMMHUYECKN BaXKHOM MHAopMaLun. Takxe MoXeT ObiTb cobpaHa
JomHaHcoBas MHopMauna ON9 uenen BbiCTaBleHUs cyeTa, MHAHCOBbLIN ayauT,
MEHe)XMEHT pecypcoB W rnepecMoTp yTurmsdauumn. [laumeHt poskeH 6biThb
OoCBegOMIEH O cCOBpaHHOM MHApOpMaLLUK 1 Lenax, ANnst KOTOPbIX OHa Obina cobpaHa;



f) pata, ecnm 910 HEO6XOAUMO, BpeMsi, Korga Obina cobpaHa nepBmnyHas npoba;

g) Aata v Bpemsi nonyyeHnst npoobbl.

[pymeyaHne - dopmar HasHayeHus (Kak nedaTHbI, TaKk U SJIEKTPOHHLIN) U
Ccnocob, KOTOpPbIM Ha3Ha4YeHwe OOIPKHO ObITb nepegaHo B nabopatoputo, LOMMKHbI
6bITb onpeaerneHbl Npy 06CyXaeHUn ¢ Nofb3oBaTeneM nadbopaTopHbIX YCIyT.

INaBopatopua [ormkHa MMETb OOKYMEHTMPOBAHHYKO Mpoueaypy AN YCTHOro
Ha3Ha4YeHUs1 UccregoBaHUA, KOTopas BKIOYaeT B cebs noareepxaeHne dopmMon
3anpoca unnu afneKTPOHHOro 3KBMBareHTa B JaHHOe BpeMs.

INNaBopatopua aosmkHa CTPEMUTLCA COTPYAHWYAaTb C Mosib30BaTenaMu Unm nx
npeacTaBUTENAMN B MPOACHEHUN Ha3HaAYeHUs 119 Nofb3oBaTens.

5.4.4 B3atve nepBUYHOM NpoOLI N oOpaLleHne ¢ Heun

5.4.4.1 O6Lwme nonoxeHus

JTabopaTtopua gormkHa UMETb  AOKYMEHTUPOBAHHYK  npouenypy  Ans
NpaBUIbHOIO B3ATUSA NepBUYHBIX NPO6 1 obpalleHns ¢ HUMKU. [JOKyMEeHTUPOBaHHbIE
npouenypbl OOMKHbI 6bITb AOCTYMNHbI COTPYAHMKaM, OTBETCTBEHHbLIM 3a B3ATUE
NepBUYHbIX MpPod, HEe3aBMCMMO OT TOro, SBMASKOTCA WM HE SBMSIOTCA OHU
coTpyaHukamu nabopatopun. B crnydae, ecnm nonb3oBaTtenb TpebyeT OTKIIOHEHUS
NN JOMONMHEHNS K JOKYMEHTUPOBAHHOW nNpoueaype And B3ATUs, 3TO A0SPKHO ObITb
3apermcTpmMpoBaHO WM BKIKOYEHO BO BCE [OKYMEHTbI, coaepxalme pesynbraTbl
nccnegoBaHnst, U OSMKHO 6bITb COOBOLIEHO COOTBETCTBYIOLLEMY NEpPCOoHarny.

[MpumeyaHus

1 O60 Bcex npoueagypax, BbINOSIHEHHLIX  MAUMEHTY, Heobxoanumo
NHopMmnpoBaTh nauneHTta. [na 60onbLWMHCTBA PYTUHHbBIX NabopaTopHbIX npoueayp
cornacMe MoXeT OblTb Monyd4eHo npu obpalleHMnm camoro naumeHTa B
nabopartopmto ¢ OpMOM Ha3HaAYEHUA W >KenaroLlero noaBeprHyTbCs 06bIYHOW
npouenype B3ATUSA, Hanpumep, BeHenyHkuuu. [lauymeHTam, Haxogdwmmcs Ha
BonbHNUYHOM KONKE, MOXET BbITb NpegocTaBfieHa BO3MOXHOCTb OTKa3aTbCs.

2 [Ona npuvema wun B3aTMa nNpob OOmMKHO ObITb Co3daHbl  YCroBUS
KOH(pMOeHUnansHOCTU, COOTBETCTBYOWME Tuny cobupaemon uHdopMauum u
B3ATbIX NEPBUYHbIX NPOO.

CneumarnbHble npouenypbl, B TOM Yucrie 6oree MHBasnBHbIE UM CBSA3aHHbIE C
PUCKOM BO3HWKHOBEHMSI OCJIIOXHEHMW, MOIYT HyXagaTtbcad B 6onee gertanbHOM
0O BbACHEHUN N, B HEKOTOPbLIX CyYasx, B NOSy4eHUN MMCbMEHHOMO Corracus.

B 3KCTPEeHHbIX CUTyaunax MOXeT OKa3aTbCHA HEBO3MOXHO MOSMy4nUTb corracue,
B 9TMUX 0BCTOATENLCTBAX MNPUMEHUMO MPOM3BECTU Heobxogumble mnpouenypsl,
BbINOSIHEHNE KOTOPbLIX OTBEYaET MHTepecaM naumneHTa.

5.4.4.2 N'HCTPYKLUMM NO aKTUBHOCTW Nepes B3ATMEM Npob
JTabopaTopHble WMHCTPYKUMM MO aKTUMBHOCTW nepeq B3ATMEM MPoO OOSMKHbI
cogepxaTb criegyroLLee:



a) 3anonHeHne opMbl Ha3HAYEHUS 1 SNEKTPOHHOTO HA3HAYEHUS;

b) nogrotoBka nauweHta  (Hanpumep,  VHCTpyKuuuM  doneboTomMuCTy,
OTBETCTBEHHOMY 3a B3sTME Npob, NnauneHTam);

C) TUN 1 pasmep NepBMYHON NPobbI, KOTopasa AOiMkHaA OblTb B3STa, C ONMCaHUEM
KOHTEMHEPOB AS181 NepBUYHON NPobbI 1 Ntobble Heobxoaumble fobaBky;

d) cneunansHoe pacnucaHune B3sTus Npob, korga 3To Heobxoanmo;

€) KnMHM4yeckas MHgopmaumsi, OTHOCALLAACS K B3ATMIO NPob Mv BRmsoLwasa Ha
HEero, Ha XapakKTepUCTUKM MWCCreaoBaHUA WM  UHTeprpeTaunto pesynbraTta
(Hanpumep, UCTopua BBEAEHNS npenapara).

5.4.4.3 IHCTpyKUMA NO OeATENbHOCTU B3ATUS
NHCTpYKLMM NO OENCTBUSM A58 B3ATUSA NPO6 A0SMKHbI CoOAepXaTb crieaytoLlee:

a) onpegeneHne wnaeHTUUKaUMM nauueHTa, y KOTOpPOro B3siTa NepBUYHas
npoba;

b) noaTBepxgeHue TOro, YTO MaUMEHT COOTBETCTBYET MNpeaHanMTUYeCKUM
TpeboBaHUAM [Hanpumep, COCTOSIHME HATOLIAK, NMpPUeM nekapcTB (Bpemsi npvema
nocneaHen Oo3bl, NpeKpalleHue), B3sTue npob B npegonpenerieHHoe Bpems,
MHTepBarbl BpeMeHU U T.M.];

C) WHCTPYKUMM MO B3ATUIO NEPBUYHBIX NPo6 KPOBM U OpPYrMX MaTepuarnosB C
ONUCaHWEM €EMKOCTEN AOnsl B3ATUS NEPBUYHbIX Npod n nobbiM HEOOXOAUMBIM
OJENCTBUAM;

d) B crnydae ecnm B3ATUE NEPBMYHON NPOBOLI ABMNSETCS YacTbl KIMHUYECKOW
NPaKTUKKN, MHAGOPMaLUNA U MHCTPYKLMM OTHOCUTENBHO E€MKOCTEN ANA NnepBUYHOM
nNpobbl, MObbIX HeobxoaumbIX Ao06aBOK, fOObIX HeobxoauMbIX npouenyp w
YCIOBUWN TPaHCNOPTUPOBKN MNpob A0mkHbl ObiTb  onpefeneHbl M COOOLLEHbI
COOTBETCTBYHOLUEMY KITMHNYECKOMY NepcoHarny;

€) WHCTPYKUMM MO MapKMpOBKE MNepBUYHbIX MNpod CcnocoboMm, KOTopbIN
obecrneymBaeT 6e3yCNoBHYO CBA3b C NaLMEHTaMM, OT KOTOPbIX B3ATbl NPOObI;

f) permctpauuio mnoeHTMdmKauun nuua, B3SBLUErO NEepBUYHY0 npoby, aarty
B3ATUA N, €CIM HeOBX0AMMO, PErMCTPALIUIO BPEMEHU B3ATUS;

g) VMHCTPYKLWUM NO NMpaBWUibHbIM YCIIOBUSIM XpPaHEHUS nepen oTrnpaBkon npob B
nabopaTtopuio;

h) 6e3onacHas yTunmsaums matepuaroB, UCNOSb30BaHHbIX ANs B3ATUSI NPO0.



5.4.5 TpaHcnopTMpoBKa NpoobI

NHCTpyKumn nabopatopym NO AeUCTBUAM Mocre B3ATUA Npobbl  OOIMKHbI
npegycMatpmBaTtb yNakoBKy Npob Ans TpaHcrnopTupoBKW. JlabopaTtopus gorkHa
NMETb AOKYMEHTUPOBAHHYIO Npoueaypy AN MOHUTOPUHIa TPaHCNOPTUPOBKKU Npob,
obecrneymBaroLLyto, YTO OHM TPAHCMNOPTUPOBAHDI:

a) B npegenax Ccpoka, COOTBETCTBYHLIErO MNpupoae  Ha3HAYeHHOro
NccneaoBaHnst U OOIMKHOMY BMAY NabopaTopHbIX UCCNeaoBaHU;

b) B npegenax TemnepaTypHOro nHTepBara, ycTaHOBNEHHOIO A1 B3SATUS NPob n
obpalleHMst C HUMKM N C nNpeanucaHHbIMU KOHCepBaHTamMu Ana obecnedeHus
cTabunbHoCTM Npob;

c) cnocobom, KOTOopbIn obecrneymBaeT LEeNOCTHOCTbL Mpodbl M 6Ge30nacHOCTb
ANS nepeBo34vKnKa, OKpyXawuwen cpedbl n nonyyalowmn npody nabopatopun B
COOTBETCTBUWN C YCTAHOBMNEHHbIMU TPebOBaHNSAMMN.

[MpumedaHne - Jlabopatopusi, KOTopasi He ydacTByeT BO B3ATUN MEPBUYHOWN
NpoObl 1 ee TpaHCNOPTUPOBKE, AOMKHa C ydyeToMm 5.4.5 nepeuucneHve c), npu
nonyyeHnn nNpobbl C HapyLEeHHOW LEeNOCTHOCTLIO UMM nogBeprarowen onacHoCTU
NepeBO34MKa, OKPYXaloLLyt0 cpeny, HeMeasieHHO CBSA3aTbCA C  MOCTaBLUMKOM
npobbl M MHGOPMUPOBATL OTHOCUTENBHO Mep, KOTopble AOMMKHbl  ObITb
NpeanpuHATLI BO M3bexaHne peuvanea.

5.4.6 NMprem npobGblI
[Mpouegypa nabopatopum No npuemy nNpobbl AormkHa obecnednBaTb
cobriogeHve crneayowmx yCroBUi:

a) Mpobbl 04HO3HAYHO NPOCHEXEHbI C MOMOLLLID Ha3HaAYEeHNs U MapKUPOBKKU A0
NOEHTMAMUNPOBAHHOIO NaUVeHTa unm mecTa.

b) [lNpumeHaoTca paspaboTaHHble W OOKYMEHTMpOBaHHble flabopaTopuen
KpUTepum npuemMsieMocTn Unm otkasa B npmeme npoo.

c) B cnyyae Hanmumna npobrnem ¢ uvaeHTUdmKaumen nauueHTa wunm npobsbl,
HeCTabunbHOCTU  MpoObl, BbI3BAHHOM  OTCPOYKOW  TPAHCMOPTUPOBKU UK
HECOOTBETCTBYIOLLMM KOHTEMHEPOM, HELOCTATOYHbIM 06beMOM Npobbl unn Koraa
npoba sBnseTCa KIMHUYECKU KPUTMYHOW MM HEBOCCTAHOBMMOW M nabopaTtopus
NLLET BO3MOXHOCTb 0bpaboTaTb Npoby, OKoOHYaTeSbHbIN OTYET OOMKEH YKa3blBaTb
Npypogy npobrnem K, ecrnm 3TO nNpuemMrnemMo, NpeaoCcTePEXEHUs, KOTopble
HeobXoANMO y4UTbLIBaATbL NPU MHTEpNpeTauun pesynobraTta.

d) Bce nony4deHHble Npobbl pErMCTPUPYIOTCA B XXypHare nocTynsieHns, paboyen
Tabnuue, KoMnbloTEPE UNM OPYrMX cuctemax. [lata n Bpems nocTynneHus n/mnm
permctpaumm npob AorkHbl ObITb 3aperncTpupoBaHbl. Korga 9TO BO3MOXHO,
NOEHTMYHOCTb NNLA, NPUHABLLIErO NPOoBY, Takke A0SPkHA ObiTh 3aperncTpmpoBaHa.



€) YNOrHOMOYEHHbIN NepcoHan AOIMKEH OLEHUTb MoslydeHHble Npobbl, YTOOLI
obecrneynTb, YTO OHU OTBEYalT KPUTEPUAM NPUEMMEMOCTU, COOTBETCTBYHOLLMM
Ha3Ha4YeHHOMY UCCreLoBaHUIO (MCCNeaoBaHNsaM).

f) B cnyyae, korga 9TO COOTBETCTBYET, AOSPKHbI ObITb MHCTPYKLMM MO MpUEMY,
MapKMpOBKe, UccregoBaHMio U coobleHnio o npobax, cneymanbHO NOMEYEHHbIX
KaK 9KCTpeHHble. VIHCTPYKUUN OOSMKHbI coaepXaTb AeTanun nmobon crneuunansHom
MapKUPOBKN POPMbl Has3HayeHusi 1 nNpobbl, MexaHM3M nepeHoca Npodbl B 30HY
nccnegoBaHnss B nabopatopun, 5obon  BbICTPbIA  cNOCO6  OCYLLECTBIIEHUS
npouecca AOimkHbl ObiTb MCNOMb30OBaHbl U OOSMPKHbI COOTBETCTBOBATH JHOOLIM
cneynanbHbIM KpUTEPUSM OTHETOB O pesyribTaTax UccreqoBaHun.

Bce nopumn nepsuyHon Npobbl OOMKHbI OblITb OOHO3HAYHO MPOCNEXEHbI A0
OpUrMHanNbLHOW NePBUYHON NPOOBLI.

5.4.7 NMpeaHannmyeckoe obpalieHUe, NOAroToBKa U XpaHeHue

JTabopatopusa gorrkHa MMETb MpoLeaypbl U COOTBETCTBYHOLUME BO3MOXHOCTMU
Ana 6esonacHoro obpalleHns ¢ npobamu 1 NpeaoTBpaLLEHNa NopYKn, yTpaTbl Un
NOBpPEXOEHNST BO BPEMSI MpeaHanMTM4Yeckoro atana npu obpalieHnm, NoaroToBke u
XPaHEHWM.

JTaBopaTtopHble npoueaypbl AOIMKHbI BKOYaTh B cebsa npeaensl BpeMeHn Ans
Ha3Ha4YeHWs1 OMONMHUTENbHBIX UCCNE4OBaHUA 1 NMOCNEAYHOLMX UCCNeaoBaHUA TOM
e nepBnYHON NPOOBHLI.

5.5 AHanunTnyeckue npouecchol

5.5.1 Bbi6Gop, Bepucpukaumsa u Banugaumus npoLeccoB uccrnenoBaHus

5.5.1.1 O6Lwme nonoxeHus

JTabopaTopua gospkHa BblbpaTb METOAMKM MCCRenoBaHUs, KOTOpble MMEKOT
xopoLlee noaTeepxgeHue ans npegHasHadeHHoOro ncnosnb3oBaHus. aeHTUYHOCTb
nmMua, KOTopoe  BbIMOSMHAET  MNPOLEecChbl  UCCredoBaHWUsl, OOimkHa  OblTb
3aperncTpmpoBaHa.

CneuundmumnpoBaHHble TpeboBaHUa (GPyHKLMOHAMNbHbIE XapaKTepUCTUKK) Ans
KaXKOon MEeTOAMKM MCCriegoBaHUs LOSMKHbI COOTBETCTBOBATbL NpefHasHaYeHHOMY
NPUMEHEHMIO 3TOro UCCNeaoBaHuS.

[Mpumedanne - [pegnodyTUTENbHLIMU - ABASKOTCA  METOOUKWN,  KOTopble
cneumdmunpoBaHbl B MHCTPYKLUMAX MO MPUMEHEHUIO MELULMHCKUX M3genun angd
AVArHoCTUKWiIin  vitro WM Te, KOTOpble OblM  ONyOnMKOBaHbl B
YCTaHOBIEHHbIX/aBTOPU30BaHHbIX y4eOHMKaX, 0B630pHbLIX TEeKCTax Wnn XypHanax
WM B MEXOQYHAPOAHbIX COrfacoBaHHbIX CTaHgapTax WM PyKoOBOACTBAX,
HaLMOHasbHbIX U perMoHarnbHbIX NpaBuax.



5.5.1.2 Bepudwmkauus MeToguk nccregoBaHngd

BanngnpoBaHHbIe MeTOaNKN ncernegoBaHui, NPUMeHseMble oe3
mMoamndmkaumm, OOSKHbl ObITb MOABEPrHYThbl HE3aBUCUMOW BepudmKkauum nepepq
BBEJEHMEM B NOBCEOHEBHOE UCMOSIb30BaHME.

JTabopaTopua p[osrpkHa nonyyduTb OT W3FOTOBUTENS WM OT  paspaboTyumka
MHJpopMaLMIO, NOATBEPXKOALLYI0 PYHKLMOHAlbHbIE XapaKTePUCTUKN METOO UK.

HesaBucumaa Bepudwmkaumss nabopatopuen [OrvkHA NOATBEPAUTL MyTEM
nony4yeHnss OOBEKTMBHbLIX  AokasaTenbCcTB (B opme  (PyHKLMOHAMNbHbIX
XapakTepUCTKK), YTO METOAMKaA COOTBETCTBYET 3asiBfIEHHbIM XapaKTepUCTUKaM
BbIMNOMHEHUS UccneaoBaHnsa. 3asBfieHHble  (OyHKLMOHAMbHbIE XapaKTEPUCTUKN,
noaTBepXOeHHble B rnpouecce BepudmKkauun, OOSPKHbl COOTBETCTBOBATL
npegHasHa4YeHHOMY MPUMEHEHNIO Pe3yrbTaToB UCCIeL0BaHUS.

JTabopaTtopua pgorkHa [OOKYMEHTMpoBaTb npoueaypy Bepudwmkaumm wn
3aperMcTpuypoBaTh MOfyyYyeHHble pesynbraTbl. [lepcoHan, obnagatowmn Ha 3TO
NnpaBoOM, OOIMKeH rnepecmaTpuBaTh pesyrbTaTtbl BepumKaunum n permctpupoBaTtb
pe3yrnbTaTtbl NepecMoTpa.

5.5.1.3 Banmpauusa metoauk nccregoBaHus
JTabopatopusa porrkHa npoM3BOoAMTb BanvMaauuio METOAMK UccrenoBaHus,
NOJSTydEHHbIX U3 CregyoLwmX UCTOYHNKOB:

a) HecTaHOapTHble MeTOAb;
b) meToabl, paspaboTaHHble nabopatopuen;

C) CTaHdapTHble  MeToAbl, NPUMEHEHHbIE  BHe  obracTu  CBOEro
npegHasHa4YeHHOro NPUMEHEHUS;



d) BananpoBaHHble METOAbI, NOABEPrUMECs MOAUUKaL UK.

Banvpauna gorkHa ObiTb HACTONMbKO MHTEHCUMBHOW, HAcKOfbKO Heobxoammo,
YTOObI MNOATBEPAUTb MNyTEM MpPenoCTaBfieHMs OOBLEKTMBHLIX AoKa3aTenbCTB (B
dopme yHKLMOHaSbHbBIX XapakTepUCTUK), YTO cneundmyeckmne TpedoBaHuns aOnd
npeaHasHa4YeHHOro NPUMEHEHUs NCCriejoBaHUs BbINOSTHEHDI.

[pumeyaHne - OyHKUMOHASbHbIE XapaKTEPUCTUKM METOAUKM UccriefoBaHUA
OOIDKHbI BKMoMaTb B cebs gaHHble O TOYHOCTM WU3MEPEHUs, MNpPaBUIbHOCTU
N3MepeHusi, NPeLN3NOHHOCTU U3MEPEHNSA, B TOM YUCTIE NOBTOPAEMOCTU N3MEPEHUS
N MPOMEXYTOYHOU NPELU3NOHHOCTU U3MEPEHUS, HEeOomnpeaesieHHOCTU U3MeEpPEHNs,
aHarMTMyeckom cneuuuUHOCTM, BKIIOYaa  UHTepdepupyroLme  BeLLeCTBa,
aHanMTUYecCKo  YyBCTBUTENbHOCTW, npedene obHapyxeHus W npegene
KOINMMYECTBEHHOIO  OMpeaeneHns, WHTepsBarne W3MEPEHUs, OnarHOCTUYECKOMU
cneundmryHOCTM 1 ANarHOCTUYECKON YyBCTBUTESTbHOCTM.

JTabopaTtopua [orrkHa [OOKYMEHTMpOBaTb METOAWUKY, MWCNOoMb3yemMyto Ons
BanmMgauuu, U 3apermcTpupoBaTb MOSfyYeHHble pe3yrnbTatbl. YMNONIHOMOYEHHbIN
nepcoHasn LOSPKeH rnepecMaTtpvBaTthb pesyrnbTaTbl Banupauuvm U perMctpupoBaTthb
pe3yrnbTaTtbl NepecMoTpa.

B cnyyae ecrm B BanmmoupoBaHHYIO METOAWMKY WCCNeoBaHUS BHECEHbI
N3MEHEHUNA, BIIMAHNE TaKUX U3MEHEHWN OOSPKHO ObiTb LOKYMEHTMPOBAHO W, Mpu
HeobXoaMMOCTU, AOMKHA ObITb BbINOMHEHA HOBas Banvaauus.

5.5.1.4 HeonpeneneHHOCTb nsmMepeHusi 3Ha4YeHNN N3MepPeHHON BENNYMHbI

JTabopaTopua gorrkHa onpeaennTb HeonpeaeneHHOCTb U3MEPEHUS AN KaXKaom
METOAMKN U3MEPEHNA B aHanMTu4eckon doase, MCMosib3OBaHHOM AN OT4yeTa o
3Ha4YeHNAX M3MEPEHHOM BeNMYUMHbI B npobax naumeHTta. Jlabopatopusi gormkHa
onpenennTb TpeboBaHus JoyHKLMOHaNbHbIX XapaKTEePUCTUK ans
HeonpeaeneHHOCTU U3MEPEHUS KaOoW METOAMKM WU3MEPEHUA W pPeryrapHo
nepecMaTpmBaTthb OLEHKN HeonpeaeneHHOCTN N3MEPEHNS.

[MpumeyaHus

1 KOMMOHEHTbl HeonpeaeneHHOCTU COYEeTaloTCA C NMPOUCXOAALLMM MNMPOLLECCOM
N3MEPEHMsl, HauyMHasa OT BBoda NPOObI B Mpoueaypy M3MEpeHUs U 3akaHduBas
Bbla4elt U3MEepPeHHOro 3Ha4eHus.

2 HeonpeneneHHOCTN M3MEpPeHNss MOryT ObiTb pacCyuTaHbl, WCMOMb3ys
3Ha4YEHMA BENMUYMHbI, MOJlyYEHHbIE C MOMOLIBI0 W3MEPEHMS MaTepuana Aans
KOHTPONA KayecTBa B YCIMOBUAX MPOMEXYTOYHOW MNPELU3NOHHOCTU, KOTOpbIE
BKMIOYAIOT B CEOS1 MHOMME PYTUHHbIE M3MEHEHWsI, BO3MOXHble B CTaHOAPTHbIX
onepauuax npoueaypbl U3MepeHusi, Hanpumep, N3MEHEHUs1 B NApPTUSIX PeareHToB
unn  kanmbpatopa, Y pas3nMyHbIX OMepaTopoB, B rpadwmke obcnyxvBaHus
MHCTPYMEHTA.



3 [llpumepamn NpaKTUYECKOM MONEe3HOCTU OLEeHOK HeonpenesieHHOCTU
n3mMepeHna MoryT ObiTb NOATBEPXKOEHNE COOTBETCTBUS 3HAYEHUI NaLMEHTA Lensam
Ka4ecTBa, YCTaHOBIIEHHbIM flabopaTopuen, M 3Ha4yMMoe CpaBHEHME 3HaYeHUs
nayuMeHta cC npeabiaylmM 3Ha4YeHMeM TOro >Xe Tuna WM 3HadeHueMm [Ond
KITMHUYECKOro peLleHus.

JTabopaTtopua [ormkHa YYUTbIBaTb HEONpeneneHHOCTb  U3MEpeHus npwu
MHTepnpeTaunun 3Ha4YeHnd U3MepeHHoOW BenunyuHbl. [lo 3anpocy norb3oBaresnd
naboparopust MOXeT NpeaCcTaBnsaTb OLEHKN HeonpeneneHHOCTU U3MepPEHUS.

B cnyyae, ecnm wuccnepoBaHus cogepXar  dTan  U3MEpPEHUd, HO  He
NPeacTaBnAlOT  3HAYeHWe U3MEPEHHOW BENWYUMHbLI, JlabopaTopua  OOorpkHa
paccynTbiBaTb HeonpenesieHHOCTb CTagun U3MEPEHUHA, TMOCKOSIbKY 3TO MOXET
ObITb NOMNE3HO OS5 OLEHKN HaOeXHOCTU METOAMKN UCCIeqoBaHUA U BNUSIET Ha
coobLaembln pesynbTar.

5.5.2 bBbuonornyeckue pedepeHTHbIe MWHTepBanbl Wunun 3Ha4vYeHus
KIMTMHU4YE CKOro pelueHus

JTabopaTopua gospkHa onpeaenuntb Guonornyeckme pedepeHTHbIe UHTepBarbl
WM 3HAYEHUA  KIMHMYECKOro  pelleHusl, [OOKYMEHTMpoBaTb OCHOBY AN
peepeHTHbIX MHTEPBASIOB UMK 3HAYEHUS KITMHNYECKOIO peLleHnst 1 coobumTb 3Ty
MHEpOpMaLMIO NONb30BaTENSIM.

Koraa 6uonornveckne pedepeHTHbIE MHTEpPBarbl UM 3HAYEHUSA KIMHUYECKOro
peLleHns nepecTtawT COOTBETCTBOBATb obcnyxmBaemMon nonynsuuu,
HeobXxoOuMblE  M3MEHEHUS  OOfmKHbl  OblTb  npou3BeaeHbl U COOOLEHDI
nonb3oBaTensim.

B cnyyae, «korma nabopatopusi  U3MEHSIeT  aHanuMTUYeckue  unm
npeaHanuTU4YecKne npoueaypbl, OHa [OfkHa NepecMOTPeTb CBSA3aHHbIE C HUMMU
Buonornyeckne pedepeHTHbIE MHTEpPBarbl UMM 3HAYEHUS KIMHUYECKOrO peLLEHNS.

5.5.3 [lokymeHTauua metoauk uccnenoBaHus

MeTogukn wuccnegoBaHnst OOMMKHbl ObiTb AOKYMEHTUpoBaHbl. OHWM  OOIMKHbI
ObITb HanucaHbl A3bIKOM, MOHATHBIM ASI9 nepcoHana B nabopatopum U 6biTb
OOCTYMHbI B COOTBETCTBYHOLUMX NMOMELLEHUSAX.

JTrobon dhopmat KOHOEHCUPOBAHHOIO JOKYMEHTa (Hanpumep, kapTa dainnos unm
nogobHas ncnosnb3yemas cuctema) OOJSDKEH COOTBETCTBOBATb
AOKYMEHTMPOBAHHOM npoueaype.

[MpumeyaHus

1 Paboume MHCTpyKumn, KapTa dhannos unm nogobHas ncnonb3yemasa cuctema,
B KOTOPOM CyMMMpOBaHa KroveBad WMHdopmauus, npuemnemMbsl 458 npuMeHeHnd
Kak 6biCTpas cnpaBka Ha pabodemM mMecTe, NO3BONSALAA UMETb MHAGOPMaLUIO O
NOJSITHOW JOKYMEHTUPOBAHHOW Npoueaype nccrneqoBaHus.

2 WHopmaums 13 MHCTPYKLMM MO MNPUMEHEHMIO NpoAyKTa MOXET OblTb
BKITHOYEHa B npoLenypy uccregoBaHusa A9 ChpaBKu.



3 OT10 TpeboBaHMe MOXeT ObiTb BbIMNOHEHO pPa3fMYHbIMK NYyTAMUA B
3aBMCUMOCTM OT MECTHbIX YCroBuK. Takme crnocobbl MOryT COCTOSTb B MPSIMOM
HanpaBfeHUn nuceMm, CcTaTbsX B JlAaboOpaToOpHbIX rasetax W  BKIOYEHUN
COOTBETCTBYHLLEN NHpOPMaLIMM B OTYETHI O pesyrbTartax UccreLoBaHUN.

Bce OOKYMEHTbI, MNOMOXEHUA KOTOPbLIX CBA3aHbl C YPOBHEM BbIMNOSIHEHUS
nccrnegoBaHnsi, B TOM  YMCHEe METOOMKW, WUTOroBble AOKYMEHTbI, dopmar
KOHLOEHCUPOBAHHOIO OOKYMEHTa, UHCTPYKLUU MO MPUMEHEHUIO NPOaYKTa, OOSMKHbI
ObITb 06BEKTAaMM KOHTPOMS AOKYMEHTOB.

B pononHeHne K OOKYMEHTaNbHOMY  KOHTPOSMO  MAEHTUJMKAaTopoB,
AOKYMEHTaLUMA OOIPkHA BKoYaTb B cebs, B criydae, Korga 3TO COOTBETCTBYET
METOAMVKE UCCreaoBaHus, crieayroLlee:

a) uenb uccneaoBaHug;

b) npuHUMN 1 MeToa Npoueaypsbl, UCNOSb3yeMbl A9 UCCeA0BaHWS;
C) (byHKLMOHamMbHbIE XapakTepUcTuku (cm. 5.5.1.2 n 5.5.1.3);

d) Tun npoBbl (Hanpumep, Nnasma, CbiIBOPOTKA, MOYa);

€) NoAroToBKa NauuneHTa;

f) TN KOHTenHepa 1 0obaBok;

g) Heobxoanmoe obopyaoBaHMe U peareHThbl;

h) KOHTPOMb OKpYXatoLLen cpebl 1 6e30MacHOCTMY;

i) Npouenypa KanMbpoBKKN (METPOSIOrMYECKON NPOCTIEXNBAEMOCTHN);
j) 9Tanbl Nnpouenypsl;

K) npouenypbl KOHTPONS Ka4ecTBa;

) HTepdepeHU MM (Hanpumep, NMNemMusi, reMonma, BUNMpydbuHemus, nekapcTea)
N NepekpecTHbIe peakLuu;

m) NpYMHUUN npouenypbl pacyeTa pes3ynbTaTtoB, B TOM YuUCMe, €crnv 3To
COOTBETCTBYET, HEONPEAENEHHOCTb N3MEPEHUSI 3HAYEHUIN U3MEPEHHOWN BENMUYUHBI;

n) Guonornyeckne pedepeHTHblE MHTEPBalnbl WM 3HAYEHWUS] KITMHUYECKOro
peLleHuns:;

0) coobLaeMbl MHTepBar pe3ynbTaToB UCCeA0BaHWS;

P) UHCTPYKLMS NO ONpeaeneHnto KoNnM4ecTBEHHOIo pe3yrbTaTa, B clyvae, Korga
pe3ynbTaT BHE MHTEpPBarna U3aMepeHuss;



q) TPEBOXHbIE/KPUTUHECKNE 3HAYEHMS, eCITM HEOOXOANMO;
r) nabopaTtopHas KIMMHN4ecKast MHTepnpeTaums;
S) NOTeHUWarnbHble NICTOYHUKM Bapuauuu;

t) Gubnuorpadmyeckme CCbisiku.

Ecrm nabopatopusi HamepeHa U3MEHUTb  CYLUECTBYIOLLYHO  METOOUKY
nccnegoBaHnst Takum  obpasoM, 4YTO pesynbTaTbl WUCCEAoBaHUA UMK UX
NHTEepnpeTaumnsa MoryT CyLeCTBEHHO N3MEHUTLCSA, CMbICIT UBMEHEHUIN JOIMKEH BbITb
pa3bsCHEH Nonb3oBaTensMm nabopaTopHbIX YCIyr Nocse Banuaauum METOANKMN,

5.6 ObecneyeHue KayecTBa pe3yfbTaToOB UCCIleA0OBaHUN

5.6.1 O6Gwue nonoxeHus

JTabopaTtopusa gorrkHa obecneymBaTb Ka4eCTBO UCCIeQ0BaHNN, BbINOSHAS UX B
onpeaeneHHbiX ycrnoBusix. [ormkHbl ObiTb  MPMMEHEHbl  COOTBETCTBYHOLUME
npeaHanMTMyeckne u aHanutuyeckne npoueccobl (cm. 4.14.7, 54, 57 un 5.8).
JTabopaTopua He gorpkHa abpukoBaTb pesynbTaThl.

5.6.2 KoHTponb KayecTtBa

5.6.2.1 O6Lwme nonoxeHus

JTabopaTopua gospkHa cnnaHMpoBaTb npouenypbl KOHTPONsS KayecTBa, YToObl
BepmdmUMpoBaTb AOCTKEHME XeNaTeNbHOro KadecTBa pesynbTaToB.

[MpumedaHne - B HEKOTOPbIX CTpaHaxX KOHTPOSb KayecTBa, COOTBETCTBYIOLLMIA
npeacTaBfieHHOMY B 3TOM nogpasgerie, HasblBalT "BHYTPEHHUMM KOHTPOSEM
KadecTBa".

5.6.2.2 MaTepvarnbl KOHTpOns Ka4yecTBa

JTabopaTopua gorrkHa MCMNOb30BaTbh MaTepuarbl KOHTPOSS KayecTBa, peakuus
KOTOPbIX C M3ydaemMon cucTeMon B6nmska, HaCcKOSIbKO 3TO BO3MOXHO, K peakuum
npo6 naumeHTa ¢ CUCTEMOMN.

MaTepuarnbl KOHTPOMS Ka4yecTBa 4OMKHbl ObITb Nepnoanydeckn ncenenoBaHbl ¢
4acTOTOW, KOTopas OCHOBaHa Ha CTaOWNBbHOCTM METOAMKM U PUCKE Bpeda
NaLMeHTy OT OLMOOYHOro pesyrbTaTa.

[MpumeyaHus

1 JlabopaTtopus gorpkHa m3bpaTb KOHUEHTpauuM KOHTPOSbHbIX MaTepuaros,
HaCKOSIbKO 9TO BO3MOXHO, O5M3KO K 3HAYEHMSIM KIMHUYECKUX pPeLleHun, TeM
camMbIM NoATBEPXOAas BaNMOHOCTb NPUHATBIX PELLEHUIA.



2 Vcnonb3oBaHne KOHTPOSbHbLIX MaTepuarioB He3aBUCUMOW TPETbEN CTOPOHLI
criegyet NpUHUMaTb BO BHUMAaHWE WM BMECTO, UMM B OOMOSIHEHWE K NOBbIM
KOHTPOSbHbIM ~MaTepuanam, nocTaBfsieMblM W3rOTOBUTENEM peareHToB Wnm
MHCTPYMEHTA.

5.6.2.3 [lJaHHble KOHTpOrs KavyecTBa

JTabopaTopua [orkHa WMETb npoueaypy Ans npenoTBpalleHust Bblgaudu
pe3ynbTaToB, NOSyYEHHbIX B YCIIOBUAX HE4OCTATOYHOINO KOHTPOSSA KavyecTBa.

Korga npaBuna KOHTPONA KadyecTBa HapylleHbl M yKasblBalT, YTO pesyrnbrar
nccnegoBaHnsi, BO3MOXHO, COOEPKUT KIMHUYECKU 3HaYMMble OLUMOKN, pesynbTaThl
AOIPKHbI ObITb OTOpPOLLEHBI, @ COOTBETCTBYOWLME NPOoObI NauneHTa muccregoBaHbl
NOBTOPHO MNOCSIE YCTPAHEHMST OLUMOOYHOro YCrioBusa 1 BepudmKaLmm npoBeaeHus
nccrnegoBaHnst B paMKax YCTaAHOBIEHHbIX  (PYHKLMOHAmbHbLIX XapaKTEPUCTUK.
JTabopaTopua Takxe O0SPKHa OLEeHUTb pesyrbTaTbl NPob NauueHTa, KoTopble Bbinm
nccnegoBaHbl NOCce NocrieqHero YyCneLwHoro KOHTPosa KadecTaa.

[laHHble KOHTPOSA KadecTBa LOSMKHbI NepecMaTpmBaTbCs Yepes perynsipHble
WHTEpBarnbl BpeMeHu, 4ToObl OOHapyuTb  TEHAEHUMM B BbINOSIHEHUU
nccrnegoBaHWin,  KOTopble  MOMYT  yKasblBaTb Ha Hanmudme npobrnem B
nccrnegoBatenbCkon cucteme. B crnydae ecnvm Takme TEHOEHUMM OTMEYEHD,
AOIPKHbI ObITh NPEeaNPUHATLI U 3aperMcTpupoBaHbl Npeaynpexaatome encTBus.

[MpumeyaHne - [JormkHbl ObITb  MCMOMb30BaHbl  CTATUCTUYECKME I
HEeCTaTUCTUYECKME TEXHOMOMW Afs  npouecca KOHTponsi, 4ToObl Obina
BO3MOXHOCTb MMOCTOSIHHO OTCMEXMBaTb Ka4yeCTBO  BbINOSIHEHUS  CUCTEMbI
nccrnegoBaHus.

5.6.3 MexxnabopaTtopHble cnu4eHus



5.6.3.1 Yyactue

JTabopaTtopua  gorkHa  yy4acTBoBaTb B nporpamme  (nNporpammax)
MeXnabopaTopHbIX CIIMYEHUN (TAKUX KakK NporpaMmbl BHELLUHEN OLIEHKW KavyecTBa
nnn nporpamMmmb NCNbITaHUS npodeccroHanbHoON KOMNETEHTHOCTN)
COOTBETCTBEHHO UCCMNEAOBaHNSAM U MHTEpNpeTaunsiM pesynbTaTtoB NCCreaoBaHuN.
JTabopaTopua [orpkHa OTCrexvBaTb pesyrnbTaTbl NporpaMmm  MexrnabopaTopHbIX
CIMMEeHUW M y4acTBOBaTb B OCYLUECTBIIEHUN KOPPEKTUPYIOLWMX OEUCTBUN, Korga
npegonpeaeneHHblie KpUTePUN He BbIMOSHEHDI.

[Mpumedanne - Jlabopatopms [oipkHa yyacTBoBaTb B Mporpammax
MeXxnabopaTopHbIX CIIMYEHMIA, KOTOPbIe COOTBETCTBYIOT TpeboBaHuam NCO 17043.

JTabopaTopua pospkHa paspaboTaTb OOKYMEHTUPOBAHHYKO nNpoueaypy Ans
y4yacTus B MeXabopaTOpHbIX CNMYEHUsIX, BKMOYaOLWyto B cebs onpeaesieHHyo
OTBETCTBEHHOCTb M WMHCTPYKLUMM MO y4acTUO U NoOble KpUTepum BbIMNOSHEHUS,
oTNMYaloLMeca OT KpuUTepueB, UCMOSb3YEMbIX B MporpammMme MexrnadopaTopHbIX
CIMYEHNN.

[porpamma  (Nporpammbl)  MexnabopaTopHbIX  crndeHun,  nsbpaHHasd
naboparopuen, A0SPkHA, HACKOMbKO 3TO BO3MOXHO, coAepXaTb KIMHUYECKU
BaXKHble 3aJa4u, KOTOpble UMUTUPYIOT NPoObl NALMEHTOB N MO3BOMAKOT NPOBEPSTH
BECb MPOLECC WCCNeAOoBaHus, BKM4Yasd MnpeaHanuTUieckun, aHarmMTUYecKuin n
nocTaHanMTUYECKNA 3Tanbl.

5.6.3.2 AnbTepHaTnBHbIE NOAXOAbI
[Mpn HEQOCTYNHOCTU y4acTusl B MeXabopaToOpHbIX CpaBHEHUSAX NabopaTopus
AorrkHa  paspaboTtatb gpyrve  nogxogbl M NpedocTaBUTb OOBEKTMBHbLIE
AokasartenbcTBa A5 onpenesieHna rnpuemsrieMoCTU pesynbTaToB UcCcrieqoBaHu.
Hackornbko 3TO BO3MOXHO, 3TOT MeXaHU3M [OOJSbKeH MCNorb3oBaTb noaxoasume
MaTtepvarni.
[MpumedaHne - Nprmepammn Taknx MaTepuanoB MoryT 6biTb cneayrowme:
- cepTUdmLMpOBaHHbIe pedepeHTHbIE MaTepuarnbl;
- paHee uccriegoBaHHble Npoobbl;
- Martepuarnbl U3 XpaHWUI1LL KITETOK Ui TKaHew;
- 06MeH npobamu ¢ gpyrumm nadopaTopusiMu;
- KOHTpPOSlbHble MaTepuarnbl, KOTOpble MNOBCEOHEBHO WCMOSb3YITCHA B
nporpaMmmax MexnabopaTopHbIX CIIMYEHUIA.



5.6.3.3 AHann3 Npob mexnabopaTopHbIX CIMYEHNUI

JTabopaTopua [orvkHa BKMOYUTE NPOoOblI  MeXnabopaTOpHbIX CrMYEHUA B
paboynn MOTOK, HACKOSIbKO 3TO BO3MOXHO, TakKuMM e CnocoboM, Kak M npobbl
NaLneHTOoB.

[MpoObl MexnabopaTopHbIX CNMYEHUA AOOPKHbI OblTb UCCMEOOBaHbl TEM
nepcoHarnom, KOTopblin 06bI4YHO nccreayeT nNpodbl NaLNEHTOB, C NPUMEHEHNEM TEX
e METOAMK, KOTopble NPUMEHAIOTCA A4S UccregoBaHusa npob naumeHToB.

Nabopatopua He AOorrkHa coobwaTbCs C OPYrMMUA y4acTHUKaMu nporpamMmbl
MeXnabopaTopHbIX CrMYEHUA NO NOBOAY AaHHbIX Npob A0 Tex nop, noka 3Tu
AaHHble He 6yayT npencTaBneHbl A4na obuero ceegeHust.

JTabopaTopusa He formkHa ccbiaTbCa Ha NPobbI MexTabopaTOPHbIX CrMYEHNI
ANa noaTBEPXOEHUS UCCneaoBaHuin nepen nepegavyent AaHHbIX, XoTS 9TO 06bIYHO
Aernaetcy B OTHOLLEHMM NPO6 NauneHToB.

5.6.3.4 OueHKa xapakTepUCTUK BbINOSIHEHUS UCCNeaoBaHuin B nabopatopum

XapakTepuCTUKN  BbIMOSHEHUA, OnpefeneHHble Npu  MexXnabopaTopHbIX
CITMYEHUSIX, OOSPKHbI ObITb pacCcMOTPeHbl U 06CYXOEHbI C NEepPcoHarioMm, KOTopbIi
MMEET K HUM OTHOLLIEHNE.

B cnyyae, Korma 3apaHee oOnpeferneHHble  KpUTepUn  XapakTepucTuK
BbIMNOSIHEHUSA HE AOCTUMHYTbI (TO €CTb MMEEeT MEeCTO HECOOTBETCTBUE), NepcoHan
AOITKEeH y4acTBOBaTb B MPOBEAEHUM U PEermcTpaunmn KOppekTUpPYHLWMX OeACTBUN.
OPEKTUBHOCTL  KOPPEKTUPYIOLLMX — OEACTBMMA  OOSpkHa ObiTb  OTCrexeHa.
BoaBpalueHHble pesynbTaTbl 4O/MKHbl OblTb OLEHEHbl B OTHOLUEHUW TEeHOEHLMI,
KOTOpble MOryT NPUBOAMUTL K MNOTEeHUManbHbIM HECOOTBETCTBUSAM, N AODKHbI BbITh
NpegnpuHATBI NpegynpexgarLlume JeNCTBUS.

5.6.4 CpaBHUMOCTbL pe3ynbTaToB UccrnenoBaHUn

HomkHbl  6bITb  onpegeneHHble  crnocobbl CpaBHEHUSI  UCMNOSb30BaHHbIX
npouenyp, o6opyaoBaHNA U METOLOB, U YCTAHOBMEHUA CPAaBHUMOCTU pe3yrnbTaToB
ana npob6 naumeHToB, MCNOSMb3ys KIMHWUYECKWU oOrnpaBhaHHble MHTepBasnbl. OTO
NPUMEHMMO K OAMHAKOBbLIM UK pasnuyarowmmcs MeTogmkam, pasfnnyHbIM MecTam
BbINOSIHEHUSA UCCIieL0BaHNN UMM KO BCEN COBOKYMHOCTU 3TUX DAaKTOPOB.

[pumedaHne - B 4acTHOM crniydae pesynbTatoB W3MEPEHUs, KOTopble
METPOSIONMYECKM NPOCEXEHbl OO0 TOro e dTaroHa, pes3ynbTaTbl ONUCbIBAKOT Kak
nvewwme  METPONOMMYECKYld  COMOCTaBMMOCTb,  MOCKOSbKY  KanmbpaTtopbl
KOMMYTaTUBHbIE.

JTabopaTtopua poskHa yBeAOMUTb Mofib3oBaTener O IObIX OTNMYMAX B
CPaBHUMOCTW pe3ynbTaToB N 06CYaANTb NOObIE BMSAHUA HA KIIMHUYECKYHO MPaKTUKY
NPUMEHEHUST U3MEPUTESIbHBIX CUCTEM, UMEKOLMX pasnuyaromecs UHTepBarbl
N3MEpPEHNa A8 OQHUX U TEX XKe U3MepPSeMbIX BENUYMH (Hanpumep, ANS rMoKo3bl), U
N3MEHEHUSI METOOOB UCCEO0BaHUS.

JTabopaTopua gormkHa AOKYMEHTMPOBATb, PErMCTPUPOBATL WU, €CNIN BO3MOXHO,
ObICTPO fOencTBOBaTb MO pesynbTaram, MOSfydeHHbIM MpU  MeXxnadopaTopHbIX
crnvdeHusax. MaeHTndmumpoBaHHbie Mpobrnembl UMK pasnuuna  AODKHbl ObITb
aKTUpOBaHbl U 3aperMcTpUpoBaHbl NogaepxmBatoLume 4eNCTBUS.



5.7 MNocTaHanuUTU4ecKkue npouecchbl

5.7.1 PaccmoTtpeHune pe3ynbTaToB

JTabopaTopua agorpkHa MMETb npoueaypy ana obecneyvyeHust pacCMOTPEHUS
YMNOSIHOMOYEHHbLIM MEepCOHarioM pes3ynbTaToB MCCredoBaHUW nepen UX Bbloadven
NyTeM UX OLLEHKU NPU CPaBHEHUM C BHYTPUIabopaTopHbIM KOHTPOSIEM KayecTBa W,
€CIM BO3MOXHO, C [OCTYMNMHOW KIMHUYECKOW WHJopMauuven u pesynbtaramu
npeaLecTBYOLLMX UCcrieqoBaHnN.

Korma B npouenype pacCMOTpeHust pesyrnbTaToB YydacTBYeT CucTema
aBTOMaTMYeCKoro Bblbopa M COOBLIEHNA pe3ynbTaTtoB, KPpUTEPUU PacCMOTPEHUS
AO0IPKHbI ObITh YCTaHOBMEHbI, NOATBEPXKAEHLI U AOKYMEHTUPOBAHbI (CM. 5.9.1).

5.7.2 XpaHeHue, coaepxaHue 1 yganeHue KnnHu4eckKux npoo

JTabopaTtopua gorkHa UMETb  AOKYMEHTUPOBAHHYK  npouenypy  Ans
noeHTugmkauun, cbopa, CoOxXpaHeHusl, WHOeKcauun, [OOCTyna, XpaHeHus,
nogaepxaHusa n 6e3onacHoro yaaneHnsa KIMHUYeckux npob.

JTabopaTopua gospkHa onpeaenuTb NPOAOSPKATENBHOCTbL CPOKa COXPaHEHWUs
npo6. Cpok coxpaHeHus1 OospkeH ObiTb onpedenieH Ha OCHoBe npupoabl NPobbl,
nccnegoBaHnst U NObIX NPUMEHUMbIX TpeboBaHMI.

[MpumedaHne - KOpmnandeckaa OTBETCTBEHHOCTb B OTHOLUEHUMM onpedesieHHbIX
TMMNOB npoueayp (Hanpumep, MCTOMOMMYECKMEe WUCCIeqOBaHUA, reHeTudYeckue
nccnegoBaHnst, neguaTtpuydeckue mnccnenoBaHusl) MOXeT TpeboBaTb COXpaHEHWUs
onpegeneHHbiX Npob Ha Bornee AnuTenbHbIE CPOKK, YeM apyrie Npobdbl.

BesonacHoe ypaneHve npob [OOSMKHO NPOM3BOAUTLCA B COOTBETCTBUMU C
MECTHbIMM MpaBuiamMu UM pekomeHgaunamm no ob paLleHno ¢ oTxo4amu.

5.8 OTueTbl O pe3ynbTaTax

5.8.1 O6wwume nonoxeHnsA

OT4eT 0 pesyrnbTartax Kaxgoro uccneaoBaHnsa OOMMKeH ObiTb TOYHBIM, SICHBIM,
HeABYCMbICMIEHHLIM U COOTBETCTBOBATb CMELNdUIECKUM MHCTPYKLUNAM METOOMUKN
nccnegoBaHus.

JTabopatopua pforkHa onpegenutb dopmatr u cpefy oTdeTa (Hanpumep,
SNIEKTPOHHYIO MM BymaxHyro) 1 cnocob, KOTopbiIM OH OyaeT nepefaBaTbCs U3
naboparopumu.

JTabopaTtopua pormkHa WMeTb npouenypy obecnevyeHnss npaBUITbHOCTH
HanucaHus nabopaTopHbIX Pe3yrbTaToB.

B otyeTe pomkHa cogepxatbCs  MHopmaums  Ons  UHTepnpeTauuu
nabopaTopHbIX pe3ynbTaTos.

JTabopaTtopua pgorpkHa WMMETb  nNpouenypy yBe4OMSIEHWST  Ha3HaYMBLLErO
nccnegoBaHne o6 OTCPOYKE BbLIMOSIHEHUS UCCIEgOBaHUSA, KOTopas MOXET
nomeLLaTb Sle4YEeHMIO NaumneHTa.



5.8.2 ATpnOyTHI OTYeTa

JTabopaTtopua porkHa obecneynTb, 4YTO cregylowpme atpubyTbl OT4yeTa
cnocobcTByOT  9hdpekKTMBHOMY COOBLLEHMIO NabopaTopHbIX pPe3ynsTatoB U
COOTBETCTBYHOT HyXdam nosib3oBaTtenem:

a) 3amMeyaHuMss O KadyecTBe nMpobbl, KOTOPble MOMYyT KOMMPOMETMPOBATb
pe3ynbTaTbl UCCIeNoBaHS;

b) 3ameyaHus OTHOCMUTENbHO MNPUro4HOCTM MNPOBbLI B OTHOLLUEHUU KpUTEpUEB
npuem/oTkasa;

C) KpUTUYEeckne pesynbTaTbl, €CNY NPUMEHUMO;

d) 3amedaHnss Mo WHTepnpeTauum pesyrnbTaTtoB, KOTOPble MOryT BKMOYaTb B
cebs BepudmKkaumo nHTepnpeTaLmum aBToMaTn4eckn BblOPaHHbIX N COOBLLEHHbIX
pe3ynbTaTtoB (CM. 5.9.1) B OKOHYaTENBHOM OTYETE.

5.8.3 ConepxaHue otyeTa

a) fcHoe, HEABYCMbICNEHHOE YKasaHWe Ha MpoBedeHHOe WCCrenoBaHue,
BKIOYasA COOTBETCTBYOLLIME METOAMKN U3MEPEHUs;

b) HaumeHoBaHWe nabopaTopun, KOTopast NPeacTaBNAET OTYET;

C) yKasaHue mccriegoBaHum, KOTopble Obifiv NpoBeaeHbl BO BCMOMOraTesibHOM
nabopatopuu;

d) ogHO3HAYHYI MAEHTUdMKALMIO M MECTOHaxXOXOeHWe MauueHTa, ecnm 37O
BO3MOXHO, U MECTO Ha3Ha4YeHNda OTYeTa;

e) dhammnuio unn gpyryto 0gHO3HAYHY MOEeHTUMKaLMIO Nua, 3anpoCUBLLETO
nccriegoBaHue, U crnocodbbl KOHTaKTa C HUM;

f) paty n Bpemsi B3sTUS NEPBUYHOMN MPOObI, €Cnv 3TU AaHHble U3BECTHbl U
CYLLECTBEHHbI 41151 OKa3aHMs NOMOLLM NaLUEHTY;

g) TVN nepBuUYHON NPoobbI;
h) meToguka nsmepeHusi, ecnm 3To NPUemMsemMo;

i) pesynbTaTbl UCCIeA0BaHus, BblpaxeHHble B eauHnuax C nnm B eguHmuax,
cornocTaBuMbIX ¢ eguHuuamu CU, unn B gpyrx npueMnemMblx eanH1Lax;



j) Ouonornyeckne pedepeHTHble WHTEpBarnbl, 3HAYEHUs AOfs  NPUHATUSA
KIMHUYECKNX PELLEHU NI OuarpaMmmMbl/HOMOrpaMMbl, MOAOEPKMBAIOLLME 3HAYEHNS]
AN NPUHATUS KIIMHUYECKMX PELLEHWI, €CIIM OHW MPUMEHSOTCS.

[MpumedaHne - B HekoTopbix criydasax MoxeT 6biTb LenecoobpasHo
pacnpocTpaHuTb  nepevyHn unm  Tabmmubl  GMONOrMYecknx  pedrepeHTHbIX
NHTEpPBaroB cpeaun BCex nonb3oBaTenien nabopaTopHbIX YCIyr B MecTax, [4e OHM
nosy4atT OTYEThI O pesynbTrartax;

K) uHTepnpeTaums pe3ynbTatoB, koraa a1o TpebyeTcs.
MNpumeyaHne - [MonHas wHTepnpeTauus pe3ynsTaTtoB TpebyeT 3HaHus
KNMHMYeCcKon MHdopMaL MM, KOTopasi MOXeT OblTb HegoCTynHa nabopaTtopuu;

|) IHbIE KOMMEHTapUK, NPeaOCTEPEXKEHNSA UM MOSICHEHNA (HAaNpUMepP, Ka4ecTBO
NN agekBaTHOCTb NepBMYHOM NPOOBbI, KOrga 3TO MOXET NOCTaBUTb NOL COMHEHUE
pesynbTaT WCCnenoBaHus, pesynbTaTbl/MHTEpnpeTaumMs OT BCHOMOraTesibHOW
naboparopuu, Ucnosnb3oBaHWe pa3pabaTbiBaeMbiX METOAMK);

M) yKasaHue WuccrnegoBaHUM, NPOBEAEHHbIX B Mopsiake MNporpaMM  Hay4vHbIX
NCccneaoBaHUii Unyu paspaboTky METOAMUK M AN1S1 KOTOPbIX OTCYTCTBYIOT 3asiBIIEHUS
0 (byHKLIMOHAmbHbIX XapaKTepUCTUKAX;

n) ngeHTudmkaumsa niua (nuu,), NPoBEPSIOLLIEro pe3ynbTaTbl U YNOSIHOMOYEHHOIo
BblAaBaTb OTYETbI (ECIN HE COQEPXUTCS B OTYETE, TO AOIHKHO ObITb AOCTYMHO, NpU
HeobxoanmMocTn);

0) AaTy 1 BpeMs BblAadn oTyeTa (ecrnm 9TU OaHHble He coaepXaTcs B oTyeTe,
OHW OOIPKHbI ObITb NErKOAOCTYMNHbI NPY HEOBXOANUMOCTHN);

p) HOMep CTpaHuubl 13 0BLEero Yymcna cTpanuy, (Hanpumep, "cTpaHuua 1 u3 5°,
"CTpaHuua 2 n3 5" n T.4.).

5.9 Bbipaya pesynbTtaTtoB

5.9.1 O6wme nonoxeHus

INNaBopatopua gormkHa paspabotaTtb LOKYMEHTUPOBaHHYKO npouenypy Bblgauu
pe3ynbTaToB UCCIEA0BaHWMIA, BKIKOYAIOLLYO yKa3aHUa O TOM, KTO MOXET BblAaBaTb
pesynbTathl 1 Komy. lNpoueaypa gormkHa obecneunBaTtb cobniogeHne crnegyowmx
YCIOBUIA:

a) B cnyyae, korga nomnyvyeHHas nepeBuyHaa npoba HenpurogHa WM MOXET
MPUBECTU K HEBEPHOMY pe3ynbTaTy, 3TO JOJTKHO ObITb yKa3aHo B OTHETE.



b) B cnydyae, korga pesynbTaTbl UCCNeAOBaHWSA OKa3anuCb B MHTepBanax
"TpeBOXHbIN" NN "KpUTN4ECKUn":

- HEMe[IeHHO U3BeLLaeTcda Bpayd (Mnn Apyron YynosIHOMOYEHHbI MeAULMHCKNIA
paboTHKK) [9TO KacaeTcs, B TOM 4YuCre pe3ynbTaTtoB, MOfyYeHHbIX U3 Mnpob,
nccnegoBaHHbIX BO BCrioMoraTenbHon nabopatopumn (cm.4.5)];

- BEeAyTCS 3anncu O MpeanpuHATbIX OeNCTBUAX, AaTe OOKYMEHTa, BPEMEHM,
OTBETCTBEHHOM COTpPYAHUKE nabopartopuu, nmue, KoTopoMy nepegaHo coobLieHve,
nepeaaHHbIX pesynbTaTax uccriegoBaHus 1 Nobbix 3aTpyaHEHUSX, NEPEYNCTIEHHbIX
B YBEAOMSIEHUMN.

c) PesynbraTtbl yntabenbHble, 6e3 owMbOK B HanMcaHuW, COOBLUEHbI NnLYy,
YNOTHOMOYEHHOMY MoryyaTb U UCNOSb30BaTbh MHAOPMAaLIUIO.

d) B cnyyae, korga pe3ynstaTbl nepegaHbl B NOPSAKE NPOMEXYTOYHOIo OTHETa,
3aKas34uMKy UccrnegoBaHus AOPkeH OblTb HAaNpaBeH OKOHYaTeNbHbIN OTYET.

e) OcyuwecTBnderca npouecc, obecneymBalowmn nepegadvy pesynsTaTtoB Mo
TenedoHy WM B 3NEKTPOHHOM dhopMe TOSbKO YMNONMHOMOYEHHOMY MnoslydaTesto.
PesynbTaTthl, NnepegaHHble YCTHO, OOMMKHbI ObITh 3aTeM nepefaHbl B MUCbMEHHOWN
dopme. [ormkHbl OblTb 3aperncTpuvpoBaHbl BCE OTYETbI, NepedaHHble B YCTHOWM

doopme.

[MpumeyaHus

1 [Ons pes3ynbTatoB HEKOTOPbIX WCCredoBaHui (Hanpumep, WUcCregoBaHus
HEKOTOPbIX NrEHETUYECKNX NI MHAPEKLMOHHBIX BonesHen) MoryT ObiTb HEOOXOAUMBI
cneuunanbHble KOoHCynbTauun. Jlabopatopus OOMmKHa CTPEMUTLCS K TOMY, YTOObI
pesynbTatbl, MMeKLWMe  Cepbe3Hble  MNocrneacTBus, He  coobuanucb
HenocpeacTBEHHO NauneHTy 6e3 npefocTasneHnss afekBaTHON KOHCYbTauuu.

2 PesynbtaTbl nabopaTopHbIX UCCrenoBaHWK, KOTOpble OTAeNeHbl OT BCEeX
NPU3HAKOB MAEHTUdMKaLMM nauneHtTa, MoryT ObiTb MCMNOMb30BaHbl A8 TaKuX
Leren, Kak anuaemMmoriormdecknn, gemorpadomyeckmm unm MHOM CTaTUCTUYECKUN
aHanms.

CMm. Takxe 4.9.

5.9.2 ABToOMaTMyeCKnKn BbIOOP U coobLEeHNne pe3ynbTaToB

B cny4yae, ecnn nabopatopus ucnonb3yeT CUCTEMY LN aBTOMAaTUYECKOro
BolbOpa M COOOLUEHNss pe3ynbTaToB, OHA [OfrkHa paspaboTaTtb U BHEOPUTb
npouenypy Ans obecneyeHus crnegyowmx yCrnoBum:



a) KpuTepun [N aBTOMaTUYECKoro Bblbopa M COOOWEHUA pesynbTaToB
onpeaeneHbl, anpodupoBaHbl, Nerko AOCTYMNHbI U MOHATHbLI NepcoHarny.

[MpymeyaHne - OObeKTaMM BHUMAHMS MNPUM UCMONMb30BaHMU CUCTEMbI A1
aBTOMaTU4eCcKoro Bbibopa W COOOLIEHUS pe3ynbTaToB SBMASIOTCA WU3MEHEHMS
3HA4YEHMN pe3ynbTaToB MO CPaBHEHMKO CO  3HAYEHUAMW  NpenblayLmx
nccrnegoBaHui,  Tpebylowme  pacCMOTPEHUsl, W 3HadyeHus, Tpebyoume
BMeLLaTernbcTBa nabopaTopHOro nepcoHana - abcypaHble, HECOOTBETCTBYOLLME
NN KPUTUYECKME;

b) KkpuTepum noaTBepXOEHbI AN OOIMKHOTO  (PyHKLMOHMPOBAHWUS nepen
NCNONb30BaHMEM U BepudMLMPOBaHbl MOCIie BHECEHUSI B CUCTEMY M3MEHEHUN,
KOTOpble CNOCOOHLI NOBMUATL HA ee (PyHKLIMOHArbHbIE XapaKkTepPUCTUKMY;

C) MMeETCs BO3MOXHOCTb YKasaHusl Ha npucytcTeue B nNpobe mHTtepdepeHToB
(Hanpumep, remonusa, rMnNepounMpyouHeEMuKn, nUMNemMuKn), KoTopble CMOCOOHbI
N3MEHUTb pe3yrnbTaTbl UCCIeg0BaHUS;

d) wmeeTcda BO3MOXHOCTb BCTpamBaHMsS CUrHaroB WHCTpyMeHTa 006
aHaNMMTUYECKO HEHadEeXHOCTM B KPUTEPMM aBTOMaTU4eckoro Bblibopa w
COOBLLEHMS Pe3yrbTaToB;

e) pe3ynbTaThbl, BblbpaHHble A9 aBTOMATUYECKOro coobLeHNs, OOSMKHbI ObIThb
NOeHTUPUUMPOBaHbl BO BPEMSI PacCMOTPEHUA nNepeq BblAaden U OOSMKHbI
cogepxaTb yKasaHue o Jarte 1 BpeMeHu BbIbopa;

f) umeeTcsa npouecc ans 6LICTPOro NpekpaLleHna aBToMaTUYecKkoro Belbopa u
COOBLLEHMS pe3yrbTaToB.

5.9.3 lNepecmoTtp oTHEeTOB
B cnyuyae, korga nepBoHa4varnbHbI OTYET NOABEPrca PeBU3NKN, A0MKHbI ObIThb
MNCbMEHHbIE MHCTPYKL MM OTHOCUTESTbHO PEBU3UM TakMM 0Bpa3oM, 4TOObI:

a) NePeCMOTPEHHbIN OTYET ObIf YETKO MOAEHTUPULMPOBAH KakK NepecMOTPEHHbIN
N cogepan CCbISIKM Ha JaTty 1 nepBoHavasribHbIM OTYET O pe3yrbTartax naumneHTa;

b) nonb3oBaTtenb 6bin NpegynpexaeH o NnepecMoTpE;

C) NepecMOTPEHHbIN OTYET codepan AaTty U BpeMsi nepecmMoTpa 1 ums nmua,
OTBETCTBEHHOIO 3a U3MEHEHME;



d) nepBoOHavasnbHbI OTYET OCTAETCSA B 3anucsax nocsfie MNpou3BEe4EeHHOro
nepecmoTpa.

PesynbTatbl, KOTOpble CTanM OCHOBaHMEM [ONSA MNPUHATUS  KITMHUYECKOro
peweHnss n 6binM  3aTeM NEepecMOTPeHbl, [OOIMKHbl OblTb COXpaHeHbl B
nocrneayrowemMm KyMynsTMBHOM OTYeTe W YeTKO MOEHTUMUUMPOBaHbI, Kak
NnepecMOTpPEHHbIE.

B cnyyae, korga cuctema COOOLLEHUA HE MOXET BOCMNPUHATbH MOMPaBKUA WA
N3MEHEHNS, permcTpaumsi 3TOro 4ormkHa COXPaHSTLCS.

5.10 MeHeaXmeHT nabopaTtopHou nHdopmaummn

5.10.1 O6wue nonoxeHnA

JTabopaTopua gormkHa MMeTb 4OCTYN K AaHHbIM 1 MHopmaumm, HeobxoanmbIM
ANS NpefocTaBfieHnst yCryr, COOTBETCTBYIOWMX MOTPEOHOCTAM M TpeboBaHUAM
nosib3oBaTenemn.

INabopatopusa A0IDKHA NVeTb AOKYMEHTUPOBAHHYHO npouenypy,
obecrneymBatoLLyo NOCTOSHHOE coOnMtoaeHne KOHMAEHLMAaNbHOCTN nHdOpMaL MK
O nauyueHTe.

[pumeyaHue - B HacTosweM cTargapTte nog "vHgopmauMoHHbIMKM cuctemamm”
noapasymMeBaeTCs MEeHeOXMEHT OaHHbIX U WHopMauun, coaepXalmxcsa Kak B
KOMNbIOTEPE, TaK U B HEKOMMbIOTEPU30BAHHBLIX CUCTEMaX. HekoTopble TpeboBaHus
MoryT OblITb 0onee nNpPUMEHUMbI K KOMMbIOTEPHLIM CUCTEMaM, YeM K
HEKOMMNbIOTEPU30BAHHBIM cUCcTEMaM. KOMMNbIOTEPHbIE CUCTEMbI MOIYT BKIOYaTb B
cebs wuHdopmauuio O dyHKUMOHUPYOWEM nabopaTopHOM obopyaoBaHUM W
OTAENbHO  CTOSAWMX  CUCTEMAX, MCMOMb3yUWMX  MpexHee  NporpaMmmHoe
obecrneyeHne, Takoe, Kak npuMeHeHne o6paboTKM CrOBECHbIX COOBLIEHUN,
9NIeKTPOHHble Tabmmubl M 6asbl faHHbIX, KOTOpble reHepupyoT, cobupatorT,
CoobLLAT N apXMBMPYIOT MHGOPMALIMIO O NaLMEHTE U OTYETHI.

5.10.2 NMNpaBa u OTBETCTBEHHOCTHL

ITabopatopua pgorpkHa obecneyuntb, 4YTO OblM  onpedeneHbl npaBa W
OTBETCTBEHHOCTb [OJ1d YnpaBSfieHNA WMH(OPMaLMOHHOM CUCTEMOW, B TOM 4uCrie
nogaepxaHve M moaudukaumm MHGOpMaLMOHHONM CUCTEMbl (CUCTEM), KOTOpble
MOTYT BIMATb Ha NevyeHne naumeHToB.

JTabopaTtopua [pgorvkHa onpedenmMtb npaBa WM OTBETCTBEHHOCTb  BCErO
nepcoHara, KoTopbI UCMOSb3yeT CUCTEMY, B HACTHOCTU TeX, KTO:

a) MMeeT AO0CTYN K AaHHbIM 1 MHOpPMaLMK O NauNEHTE;
b) BBOOWT faHHbIE O NaUMEHTe 1 pe3ynbTaTbl UCCINEeAOBaHUN;
C) M3MEHSIET JaHHble O NauneHTe 1 pe3yrnbTaTbl UCCNEeLOBaHUIA;

d) paspellaeT Bblaavy pesyrnbTaToB UcCcreaoBaHUin U OTYETOB.



5.10.3 MeHeAXMEHT MH( OPMALIMOHHOWN CUCTE MbI

Cuctema (cuctembl) ucnosnb3dyemas (Mcrnonb3yemble) ons cbopa, obpaboTku,
perMcTpaunm, XpaHeHust UNn BblgayyM OaHHbIX WUCCredoBaHUA U MHAopMaLmn,
JOoIDkHa ObIThb:

a) NoaTBEPXKOEHHOM MOCTaBLMKOM WU BepumuMpoBaHHOW ONs1 MPUMEHEHUS
nabopaTtopuen nepen BBeOEHMEM B AOencTBMe C NobbiIMM  U3MEHEHUSMUM B
cucTeme, paspelleHHbIMUY, OJOKYMEHTUPOBAHHLIMU U BEPUPULMPOBAHHBIMU nepea
NCMNOSIb30BaHUEM.

[MpumedaHne - Banupauua n Bepudmkaums BkroyarT B cebs, Korga 3To
NPUMEHNMO, [OOSPKHOE (PYHKLMOHMPOBaHUE WHTepdpenca mexay nadopaTtopHom
NH(POPMALIMOHHON  CUCTEMOW W ApyrMMM  cuCTeMaMu, B TOM 4ucre ¢
MHCTPYMEeHTamn nabopaTtopun, OONbHUYHOW aAMUMHUCTPATMBHOM CUCTEMOM C
AaHHbIMW O NaLMeHTax, U CUCTEMaMn B NEPBUYHON MOMOLLM;

b) ooKymMeHTMpOBaHa W OOKyMEHTauus, BKIoMash CBEAEHUS O MOBCEOHEBHOM
byHKLIMOHNPOBAHMM CUCTEMbI, AOCTYMNHA YNONHOMOYEHHOMY MOMNb30BaTENIO;

C) 3alMLLEHA OT HECAHKLMOHMPOBAHHOIO A0CTYNa;

d) npegoxpaHeHa OT Noadenku 1 yTparthl;

e) onepupyeT B cpeae, COOTBETCTBYIOLLEN cheundmKaLnam nocTaBLUMKa, Unu, B
crnyyae, Korga WCMNOSb3yeTCA HEeKOMMNbITEPU3NPOBAHHAA CUCTEMA, CO34aHbl
YCIOBUS, B KOTOPbIX 3alUmLieHa TOYHOCTb Py4HOU perncTpaunum n HanncaHus;

f) copepxutca Takum obpasom, 4TO obecnevmBaeTcs LLENOCTHOCTb LaHHbIX U
nHdopMaumMm ©n npegycMaTtpuBaeTCs  permctpaumss  HapyleHuWn CUCTEMbl U
NpoBeaEeHNE COOTBETCTBYIOLLMX KOPPEKTUPYIOLLIMX 1 Npeaynpexaatomx 4eNCTBUN;



g) COOTBETCTBYET MEXOyHApOAHbIM UM  HauuoHalbHbIM  TpeboBaHUAM
OTHOCUTENBHO 3alWMThbl JaHHbIX.

JTabopaTopua posrmkHa BepudMUMpOBaTb, YTO pesynbTaTbl MCCregoBaHUNn,
coyeTarwmeca ¢ HAMN MHApopMaUMs U KOMMEHTapUM TOYHO BOCMPOU3BELEHDLI B
9NEeKTPOHHON hopMe U1 B Buae TBEPAOU KOMUW, BHELLUHUMU MHAPOPMaLMOHHbLIMU
cuctemamu, npegHasHavyeHHblMM  Ons NPaAMOro  nornyydeHus  MHdopmauum
(Hanpumep, KOMMbIOTEPHbIE CUCTEMbI, (PaKCbl, 3MEKTPOHHAA Mno4vTa, WUHTEPHET-
CalT, nepcoHanbHOe WHTEPHET-YCTPOMUCTBO). B crnydae BBegeHMss HOBOIO
nccnegoBaHnst UnM aBTOMaTU3NMPOBAHHBLIX KOMMEHTapMeB rabopaTtopusi OorpkHa
BepuuumpoBatb, YTO  U3IMEHEHUA  TOYHO  BOCMNPOU3BELEHbl  BHELLHEN
MHOPMALIMOHHON  CUCTEMOW, MpeaHasHadYeHHOM Ond  HenocpeaCcTBEHHOro
nony4yeHns MHdopmMaLum ot nabopatopun.

JTabopaTopua OormkHa MMETb OOKYMEHTUPOBAHHLIE MNiiaHbl NS NoagepKaHus
ycnyr npu gedektax unmM BbIKIMOYEHUN MHGOPMALMOHHBIX CUCTEM, KOTOpble
BNMSIOT Ha CMOCOBHOCTL BbINOMHEHNS nabopaTopuen CBOUX YCIyr.

B cnyyae, korga nHgopmaumoHHas cuctema ynpasnsgeTcd n nogaepXvBaeTcs
M3BHE WM Ha CYOKOHTPaAKTHOM OCHOBE arnbTepHaTUBHbLIM  MpOBaNOEPOM,
PYKOBOOCTBO JlabopaTtopum OTBETCTBEHHO 3a obecrneyeHne COOTBETCTBUS
nposaraepa BCEM NMPUMEHNMbIM TpeboBaHMSAM HAaCTOSLLEro cTaHgapTa.

NMpunoxeHune A (cnpaBo4Hoe). Koppensauua c
UCO 9001:2008 n NICO/MIK 17025:2005

[MpunoxeHune A
(cnpaBo4HoE)

Cepua MCO 9000 no cucteme KavyecTBa CYXMT UCXOAHBLIM JOKYMEHTOM A1
CTaHOapTOB CUCTEMbI MEHEO)KMEHTA KayecTBa.

Tabnmua A.1 wvnmiocTpupyeT KOHUeNTyasrbHble B3auMOOTHOLUEHUS Mexay
HacTosilmm ctangaptom n MCO 9001:2008.
Tabnmua A.1 - Koppensauuns mexay MCO 9001:2008 n HacToAWMM CTaHA4apTOM



NCO 9001:2008

NCO 15189:2012

1 O6nacTb NpUMeHeHns

1 O6nacTb NpUMeHeHns

1.1 OOwme nonoxeHus

1.2 lNpnmeHeHve

2 HopmaTuBHbIE CChISIKU

2 HopmaTuBHbIE CChISIKU

3 TepmuHbI 1 onpeaeneHus

3 TepmuHbI 1 onpeaeneHus

4 Cuctema
KayecTBa

MeHe ) KMEeHTa

4.2 Cuctema MeHeO)KMeHTa KadecTBa

4.1 O6uwme TpeboBaHus

4.2.2.1 Obwpe TpeboBaHus

4.2 TpeboBaHua K JOKYMEHTaL M

4.2 TpeboBaHua K JOKYMEHTaL M

5.5.3 [lokymeHTauuss aHanuTU4ecKmnx

npoLieayp

4.2.1 O6Lume nonoxeHuns

4.2.2.1 Obwpe TpeboBaHus

4.2.2 PykoBoacCTBO MO Ka4yecTBy

4.2.2.2 PykoBoaCTBO MO Ka4ecTBY

4.2.3 KoHTporb JOKYMEHTOB

4.3 [lokymeHTarbHbIN KOHTPOSb




4.2.4 KoHTpoOrb 3anuncen

4.13 KoHTporb 3anuncen
5.1.9 [lokymeHTauUKna 0 nepcoHare

5317 [okymeHTauuns 00
obopyaoBaHum

5.3.2.7 [OKyMeHTauua O peareHtax Wu
pacxofHbIX MaTtepuarax

5.8.5 CooepxaHue otyeTa

5 OTBETCTBEHHOCTb PYKOBOACTBA

4 TpeboBaHNA K pyKOBOOCTBY

4.1 OpraHusaumsa M OTBETCTBEHHOCTb
pyKoBOACTBa

4.1.1 OpraHusauung

4.1.2 OTBETCTBEHHOCTb PYKOBOACTBA

5.1 Ob6sasaTensLcTBa pyKoBOACTBA

4.1.2.1 Ob6sasartenbLcTBa pyKoBOACTBA

5.2 BHUMaHue K KnueHTy

4.1.2.2 MNoTpebHOCTM nonb3oBaTesnien

5.3 MNonntuka kayecTtBa

4.1.2.3 Nonnutuka kadyecTBa

5.4 lNnaHnpoBaHve

4.1.2.4 Llenn ka4ecTBa 1 nNrnaHMpoBaHue

5.4.1 Llenn kayecTtBa

4.1.2.4 Llenn ka4ecTBa 1 nNrnaHMpoBaHue

5.4.2 [lnaHnpoBaHMe CUCTEMDI
MEHe)XKMeHTa KadecTBa

4.1.2.4 Llenn ka4ecTBa 1 NrnaHMpoBaHue




5.5 OT1BeTCcTBEHHOCTb, npaBa WU || 4.1.2.5 OTBETCTBEHHOCTb, MpaBa WU
CBA3N B3aNMOOTHOLLIEHUS]
5.5.1 OTBETCTBEHHOCTbL U NpaBa 41.2.5 OTBETCTBEHHOCTb, MpaBa WU

B3aMMOOTHOLLEHUA

55.2
MeHeOXMeHTa

[Npenoctasuternb

4.1.2.7 YNOMHOMOY€EHHbIN MO Ka4yeCcTBY

5.5.3 BHyTpeHHue cBA3n

4.1.2.6 CBsa3u

5.6 PaccmoTpeHne pykoBogCcTBOM

4.15 PaccMoTpeHne pykoBo4CTBOM

4.15.1 O6Lme nonoxeHuns

5.6.2 Bxog B paccmoTpeHve

4.15.2 Bxop B paccMOTpeHne

4.15.3 [leatensHOCTb N0 pacCMOTPEHUIO

5.6.3 Bbixog n3 paccmoTtpenHunsd

4.15.4 Bbixoa U3 pacCMOTpeHUs

6 MeHeXKMeHT pecypcoB

5 TexHnyeckune TpeboBaHus

5.3 JlabopatopHoe o0ob6opyaoBaHue,
peareHTbl U pacxogHble MaTtepuarn.i

6.1 lNpepocTaBneHne pecypcos

6.2 YernoBe4veckue pecypchl

5.1 lNepcoHan




6.2.1 O6wme nonoxeHnsd

5.1.1 O6wme nonoxeHns
5.1.2 KBanudwmkauna nepcoHarna
5.1.3 OnucaHune paboTbl

5.1.4 BBeneHue nepcoHana

6.2.2 KoOMNeTeHTHOCTb, 0by4yeHune n
awareness

5.1.5 ObyyeHue
5.1.6 OueHka KOMMEeTEHTHOCTH

5.1.7 [lpoBepka BbIMONHEHUSA
obsa3aHHOCTEN NepcoHarnom

5.1.8 TllocTtosHHOe ob6pasoBaHve W
npodoeccunoHansHoe
COBEpPLUEHCTBOBAHNE

6.3 NHdpacTpykTypa

5.2 NomelleHns 1 ycnosus cpeqbl
5.2.1 Obwme nonoxeHus

5.2.2 [llomeweHns nabopatopym wn
odwmca

5.2.3 lNomeleHns onsa xpaHeHns
5.2.4 lNomeLlueHns onsa nepcoHana

5.2.5 lomeweHna ana B3saTua npob
naumneHToB

6.4 Pabouas cpeana

5.2.6 CogepxaHne MOMELLEHUA 1
YCIOBUS OKpY>KatoLLen cpeabl

7 Peannsauus npogykumm




7.1 TnaHnpoBaHve peanusauum
npoayKkuum

4.4 CornawleHunsi ob ycnyrax

4.7 KoHcynbTaTmBHbIE YCryru

7.2 [lpouecchl,
KnneHTamu

CBA3aHHble C

7.2.1 OnpegeneHve TpeboBaHun,
CBSA3aHHbIX C NPOAYKLMEN

441 YctaHoBneHue cornaweHun ob
ycnyrax

7.2.2 TllepecmoTp TpeboBaHun,
CBSA3aHHbIX C NPOAYKLMEN

4.4.2
ycnyrax

[MepecmoTp cornaweHun o6

7.2.3 CBA3U C KNMeHTamMmu

7.3 NpoekT n paspaboTka

CMm. Takke 7.5

7.3.1 [TnaHnpoBaHue
NPOEKTUPOBAHUSA N pa3paboTKu

7.3.2 Bxogbl B NpOEKTUpOBaHME W
pa3paboTky

7.3.3 Bbixogbl U3 npoektTnpoBaHud
N paspaboTku

7.3.4 lNepecmoTp npoeKkTUpoBaHUA
N paspaboTku

7.3.5 Bepudwmkaums
NPOEKTMPOBaHUS U pa3paboTkn




7.3.6 Banvgaumsa npoekTupoBaHud
N paspaboTku

7.3.7 KoHTponb N3MEHEHUI
NPOEKTUPOBAHUSA N pa3paboTKku

7.4 3aKkynku

4.6 BHelwHve ycnyrv n noctaBku

7.4.1 lpouecc 3akynok

4.5 WNccrnepoBaHnss B CYOKOHTPaKTHbIX
naboparopusix

4.5.1 Bi6op n oL eHnBaHue
CYOKOHTPaKTHbIX naboparopwui n
KOHCYSIbTAHTOB

4.5.2 [llpenoctaBrieHne pesynbTaToB
nccnegosaHun

7.4.2 Iughopmaums o 3akyrnkax

5.3 JlabopatopHoe o0ob6opyaoBaHue,
peareHTbl U pacxogHble MmaTtepuarnsi

5.3.1 O6opynoBaHue
5.3.1.1 O6wme nonoxeHns

5.3.2 PeareHTbl n pacxodHble
Marepuar.l

5.3.2.1 O6wme nonoxeHns

5.3.2.2 PeareHTbl n pacxodHble
Marepuarbl - NpueMKa u XxpaHeHne

8 N3mepeHme, aHanms n
COBEpLLEHCTBOBaHNE

4.14 OueHnBaHue N ayguThbl

8.1 O6Lme nonoxeHus

4.14.1 O6Lume nonoxeHuns




8.2 MOHUTOPWHTI 1 n3mepeHne

8.2.1 Y ooBneTBopeHWE KITMEHTOB

4.8 PaspeLueHue xanob
4.14.3 OueHka OT3bIBOB Monb3oBaTenen

4.14.4 TpepnoxeHus nepcoHarna

8.2.2 BHyTpeHHu ayauT

4.14.5 BHyTpeHHun aygut

8.2.3 MOHUTOPUHT N U3MeEpPEHUE
npoLeccos

4.14.2 Tlepuoguyeckun  nepecmoTp
3anpocoB 1 NpUrogHoCcTn TpeboBaHWin K
npouenypam n npobam

4.14.6 MeHeoXMeHT pucka

4.14.7 'HpoukaTopbl KayecTBa

4.14.8 [poBepkun BHELUHMU
opraHuM3aumnamm
5.6 Ob6ecneyeHne KayecTBa
pe3ynbTaToB UCCreaoBaHUs
8.2.4 MOHUTOPUHT W Kn3MepeHue || -
NpOAYKLIUK
8.3 KoHTporb HecooTBeTcTBytowen (| 4.9 WoeHtudmkaums ©M KOHTPOIb
NPOAYKLIUK HEeCOOTBETCTBUM

5.9.2 [epecmoTp OoT4HETOB

8.4 AHanus3 gaHHbIX

8.5. CoBeplueHcTBOBaHNE




8.5.1 [MocToaHHOEe || 4.12 [locTOsAHHOE COBEpPLLEHCTBOBAHME
COBepLUeHCTBOBaHME

8.5.2 KoppekTupytoLlee gencreve 4.10 KoppekTupytowliee gencreve
8.5.3 Mpeoynpexparowee || 4.11 MNpeoynpexgarollee gencTeve
aencTeme

dopmaTr HacTosiero u3gaHua B Oonblie Mepe HanoMuHaeT  dhopmart
NCO/MOK 17025:2005, ncnonb3oBanHbin MCO/TK 212 B kadecTBe mMogenu Ansd
CTPYKTYpbl HaACTOSAILLUEro cTaHdapTa, cneuyuanbHO npucrnocobrneHHoro  Ans
MeOULNHCKUX (KNMHUYECKMX) fTabopaTopuin.

Tabnuua A.2 feMOHCTPUPYET Koppenaumio Mexay 3TUMU ABYMSA AOKYMEHTaMMU.
Tabrmmua A2 - Koppenaums wmexgy WMCO/M3IK 17025:2005 wn  HacToAwmMm
cTaHOapToMm



NCO/M3K 17025:2005

NCO 15189:2012

1 O6nacTb NpUMeHeHns

1 O6nacTb NpUMeHeHns

2 HopmaTurBHbIE CChISIKK

2 HopmaTuBHbIE CChISIKU

3 TepmuHbI 1 onpeaeneHus

3 TepMmuHbI 1 onpeaeneHus

4 TpeboBaHUA K MEHEKMEHTY

4 TpeboBaHUA K MEHEKMEHTY

4.1 OpraHusauuns

41 OpraHusaumss U OTBETCTBEHHOCTb

MeHe ) KMEeHTa

4.2 Cuctema MeHeg)KMeHTa

4.2 Cuctema MeHeO)KMeHTa KadecTBa

4.3 KOHTpOmb JOKYMEHTOB

4.3 KOHTpOmnb JOKYMEHTOB

4.4 [NepecmoTp 3anpocos, || 4.4 CornaweHuna o6 ycnyrax
TEHOEPOB M KOHTPaKTOB
4.5 BbinonHeHne  TecToB nil 4.5 NccnepoBaHue BO

KannmbpoBOK No CyB-KOHTPaKTy

BCnomoraTernsHon nadopartopum

46 [lpnobpeTteHune
NOCTaBOK

ycrnyr  u

4.6 BHewHve ycnyrv n noctaBku

4.7 Ycnyrv KnmeHTty

4.7 KoHcynbTaTmBHbIE YCIyru

4.8 XKanoObl

4.8 PaspeLueHue xanob




4.9 KoHTponb
HECOOTBETCTBYHIOLLENO
TeCTUPOBaHUSA n/nnn

KannmbpoBo4HOM paboThbl

49 WVpeHTndmkaumsa wn
HECOOTBETCTBUN

KOHTPOJb

4.10 YnyyweHve

4.12 locTosAHHOE ynyyLUeHne

4.11 KoppekTupytowliee gencreme

4.10 KoppekTupytowlee gencreve

4.12 lNpegynpexgatoLlee nencTene

4.11 lMNpegynpexgatoLlee nencTene

4.13 KoHTporb 3anuncemn

4.13 KoHTporb 3anuncen

4.14 BHyTpeHHVe ayauTbl

4.14 OueHnBaHue N ayguThbl

4.15 PaccmoTpeHne pyKoBOACTBOM

4.15 PaccmMoTpeHne pykoBo4CTBOM

5 TexHnyeckue TpeboBaHus

5 TexHnyeckue TpeboBaHus

5.1 O6Lwme nonoxeHus

5.2 [lepcoHan

5.1 lNepcoHan

5.3 lNomeleHus 1 ycnosus cpeqbl

5.2 NomeleHns 1 ycnosus cpeqbl

54 Metoabl uccrnegoBaHUa W
KanmbpoBKKU K Banugaums metoaa

5.5 AHanuTudeckue npoleccol




5.5 O6opynoBaHue 5.3 JlabopaTopHoe 0OopynoBaHue,
peareHTbl U pacxogHble MaTtepuarnsi

5.6 MNpocnexvBaemocTb nsamepeHuna || 5.3.1.4 KanmbpoBka obopyaoBaHuA Wu
MeTposiornyeckasi NPOCeXMBaeMoCTb

5.7 Ot60p Npob 5.4 [NpeaHanMTnyeckme npoueccol

5.8 ObpalleHre ¢ usgenuamm gnsa || -
nccrieqoBaHns 1 Kannb poBKn

5.9 Ob6ecne4veHne kadyectBa || 5.9 Ob6ecne4veHne KadyecTBa
pe3yrnbTatoB  UCCriegoBaHUA U || pe3ynbTaToB UCCnenoBaHum
Kanmb poBKu

5. OT4eT 0 pesynbTarax 5.7 NocTaHanuTudeckue npoleccol
5.8 OT4yeTbl 0 pesynbTaTax
5.9 Boigaya pesynbTtaToB

5.10  MeHemxmeHT  nabopaTopHou
MHJpopmMaL mm

NpunoxeHune B (cnpaBo4yHoe). CpaBHeHne UCO
15189:2007 ¢ UCO 15189:2012

[MpunoxeHve B
(cnpaBo4HoE)

Tabnumuya B.1 - CpaBHeHne MCO 15189:2007 ¢ NCO 15189:2012



NCO 15189:2007

NCO 15189:2012

[MNpegucnosune [MNpegucnosune
BeeneHue BeeneHue
1 O6nacTb NpUMeHeHns 1 O6nacTb NpUMeHeHns
2 HopmaTtuBHbIe CCbINKn 2 HopmaTtuBHbIe CCbINKK
3 TepMuHbI 1 onpeneneHns 3 TepMuHbI 1 onpeneneHns
4 TpeboBaHUA K MEHEOKMEHTY || 4 TpeboBaHus K
MEHeKMEHTY
4.1 OpraHunzaumsa n MEHEOXKMEHT 4.1 Opranunsauus n
OTBETCTBEHHOCTb
MeHeKMeHTa
411 OpraHusauung
4.1.2 OTBETCTBEHHOCTb
MeHeKMeHTa
4.2 Cucrtema MeHemkveHTa || 4.2 Cuctema MeHemXmeHTa
KadyecTBa KadyecTBa
4.3 421 Obuwwe TpeboBaHus




422 TpeboBaHus K
OOKYyMeHTauum
KoHTpornb JOKyMeHTOB 4.3 KoHTpornb JOKyMeHTOB
4.4 [lepecMOoTp KOHTPaKTOB 4.4 CornaweHus ob ycnyrax
441 YcTaHoBrneHue
cornatueHuni ob ycnyrax
442 [lepecmoTp  cornaueHuin
06 ycnyrax
4.5 NccnepoBaHus BO || 4.5 NccnepoBaHus BO
BCroMoraTesbHbIX BCMOMoOraTesnbHbIX
nadopatopusix nabopatopusix
4.5.1 Boibop 1 oueHuBaHue
BCroMoraTesbHbIX
nabopatopun n
KOHCYNbTaHTOB
4.5.2 [NpenocTtaBneHne
pe3ynbTaToB
nccnegosaHun
4.6 BHelwHne ycnyrm 1 noctaBku 4.6 BHewmHwue ycnyrm n
NOCTaBKM
4.7 KoHcynbTaTuBHbIE YCIyrn 4.7 KoHcynbTaTuBHbIE yCIyrn
4.8 PaspeLueHune xarnob 4.8 PaspeLueHune xarnob




4.9 NoeHTndmkaums m KoHTporb || 4.9 NoeHTndmkaums n
HEeCOOTBETCTBUM KOHTPOJSIb HECOOTBETCTBUN
410 KoppekTupytowiee aencreme 410 KoppekTupytoLiee
JencTeme
4.11 [MpeoynpexgatoLlee 4.11 [MpeoynpexgatoLlee
aencTeune aencTeune
412 [NlocTosAHHOE yny4LleHue 412 [NlocTosAHHOE yny4LleHve
413 3anucn  no kKadvectsy u || 4.13 KoHTpornb 3anuncen
TEXHUKE
4.14 BHyTpeHHne ayguThl 4.14 OueHnBaHue 1 ayouThbl
4.14 .1 O6wme nonoxeHnsd
4.14.2 [MNepuoonyeckun
nepecMoTp 3arpocoB WU
npurogHoCTN TpeboBaHUN
K npouenypam n npobam
4.14.3 OueHka OT3bIBOB
nosis3oBatenemn
4144 [NpennoxeHns nepcoHana
4.14.5 BHyTpeHHne ayguThl
4.14.6 MeHeXMeHT pucka




4.14.7

NHonkaTopbl kavyecTBa

4.14.8 [poBepkun BHELUHMU
opraHusaumnamm
415 PaccmoTtpeHue 415 PaccmoTtpeHue
PYKOBOACTBOM PYKOBOACTBOM
4.15.1 Ob6wme nonoxeHns
4.15.2 Bxon B paccMmoTpeHue
4.15.3 [leaTensHoCTb no
pPacCMOTPEHNIO
4154 Bbixog 13 paccmoTpeHus
S TexHn4eckne TpeboBaHus 5 TexHn4eckne TpeboBaHus
5.1 [MNepcoHan 5.1 [MNepcoHan
511 O6wme nonoxeHns
5.1.2 KBanudgwmkaums
nepcoHarna
5.1.3 OnuncaHuve paboThbl




5.1.4

BeseneHne nepcoHana B
cpeny opraHusauuu

5.1.5 Ob6yyeHune

51.6 OueHka KOMNETEHTHOCTM

5.1.7 [poBepka BbIMONHEHUSA
obs3aHHoCTEN
nepcoHariom

5.1.8 [MocTosiHHOE obpa3oBaHue
n npodgpeccuoHarnsHoe
COBEpLUEHCTBOBAHME

519 [okymeHTauus o)
nepcoHarne

5.2 [NomelueHne n ycnosus || 5.2 [lomelieHne wu  ycrosud
cpenbl cpenbl

5.2.1 Ob6wme nonoxeHus

5.2.2 [MNomeweHna nabopaTtopum
n ognca

5.2.3 [NomeLweHnsa onga XxpaHeHns

524 [NomeLleHus Ansi

nepcoHana




5.2.5

[MomeweHus Ona B3ATUSA
npo6 nauneHToB

5.2.6

CooepxaHne nomeLleHUI
M YCIOBUS OKPYXKatoLLEeW
cpensbl

5.3

JTabopaTtopHoe
obopynoBaHue

5.3

JTabopaTtopHoe
obopyaoBaHue, peareHTbl
N pacxogHble MaTepuarbl

5.3.1

O6opynoBaHne

5.3.1.1

O6Lwme nonoxeHus

5.3.1.2

NcnbiTaHne
NpUeMNeEMoCTH
obopynoBaHus

5.3.1.3

NHcTpyKkums no
MPUMEHEHMIO
obopynoBaHus

5.3.14

Kannbposka
obopynoBaHus n
MeTposiornyeckas
NPOCNEXNBAEMOCTb

5.3.1.5

[MNopoepxaHne n
BOCCTaHOBIIEHNE
obopynoBaHus




5.3.1.6

CoobLweHus o)
HebnaronpuaTHbIX
MHUMOEHTax C
obopyaoBaHUEM

5.3.1.7

[okymeHTauuns 06
obopyaoBaHum

5.3.2

PeareHTbl M pacxoaHble
MaTepvansl

5.3.2.1

O6Lwme nonoxeHus

5.3.2.2

PeareHTbl M pacxofHble
mMatepvanbl - TMpUeM W
XpaHeHve

5.3.2.3

PeareHTbl M pacxofHble
MaTtepvanbel - WCMbITaHWe
NPUrogHOCTU

5.3.24

PeareHTbl M pacxofHble
MaTtepvarnbl - MEHEOXXMEHT
WHBEHTapu3auuu

5.3.2.5

PeareHTbl M pacxofHble
MaTtepvanbl - UHCTPYKLUK
No NPUMEHEHUIO

5.3.2.6

PeareHTbl M pacxofHble
mMaTepuanbl - coobLeHus
0 HebnaronpusiTHbIX
NHUMOEHTaxX




5.3.2.7

PeareHTbl M pacxoaHble
MaTtepvansl -

HokymeHTauund
5.4 [NpeaHanuTnyeckue 5.4 [NpeaHanuTnyeckue
npouenypbl npowecchbl

541 O6wme nonoxeHns

5.4.2 NHdopmaums ans
naLueHToB n
nosis3oBarenemn

5.4.3 NHdopmaums o  dopme
3anpoca (Has3Ha4eHus)

5.4.4 BaaTtne nepsuyHOM npodbl
n obpalleHne ¢ Hemn

5.4.4.1 O6wme nonoxeHns

5.4.4.2 NHcTpykumm no
aKTMBHOCTMU nepes
B3ATMEM NPO6

5.4.4.3 NHcTpyKkums no
AeATenbHOCTN B3SATUS

5.4.5 TpaHcnopTpoBKa NPoob bl

5.4.6 [Mprem Npobbl




5.4.7

[NpeaHanuTnyeckoe
oOpalleHue, NoaroToBka u
XpaHeHue

9.5

AHanuTnyeckmne npoueaypbi

9.5

AHanuTmnyeckmne npouecchbl

5.5.1

Bouibop, Bepudmkaums wu
Banvaaums npoLeccoB
nccnegoBaHns

5.5.1.2

Bepudwmkaums
nccrnenoBaHns

METOAVK

5.5.1.3

Banvpauus
nccregoBaHus

METOAUK

5.5.14

HeonpeneneHHOCTb
N3MepeHns 3Ha4YEeHUN
N3MepEeHHON BESNTUYUHDI

5.5.2

Buonornyeckue
pedepeHTHbLIE NHTEpPBArbI
N 3Ha4YeHus
KIMMHUYECKOro peLleHns

5.5.3

[okymeHTauus
nccnengoBaHus

METOAVK

5.6

ObecnevyeHne
aHanNMTMYeCKNX npoueayp

KaydeCcTBa

5.6

ObecneyeHune
pe3ynbTaToB
nccregoBaHun

KaydeCcTBa

5.6.1

O6Lwme nonoxeHus




5.6.2

KoHTponb kadecTBa

5.6.2.2

MaTepuansl
KayecTBa

KOHTpONS

5.6.2.3

[aHHble
KayecTBa

KOHTpONS

5.6.3

MexnabopaTtopHble
CITMYEHNS

5.6.3.1

YyacTtume

5.6.3.2

AnbTepHaTnBHbIE
nogxogbl

5.6.3.3

AHanma npo6
MexnabopaTopHbIX
CIMYEHNN

5.6.3.4

OueHka  xapaKTepucTUK
BbIMOSTHEHMS
nccregoBaHun B
naboparopum

5.6.4

CpaBHMMOCTb
pe3ynbLTaToB
nccrnegosaHun

5.7

[NocTaHanuTunyeckmne
npoueaypobl

5.7

[NocTaHanuTuyeckune
npouecchl




5.71

PaccmoTpeHune
pe3ynbTaToB

5.7.2 XpaHeHve, copepxaHue wu
yaaneHne - KIMHUYECKMX
npo6

5.8 OT4eTbl 0 pesynbTaTax 5.8 OT4eTbl 0 pesynbTaTax

5.8.1 O6wme nonoxeHusd

5.8.2 ATpunbyTbl OTYEeTa

5.8.3 CopoepxaHue otyeTa

59 Bblgaya pesynbTtatoB

5.9.2 ABTOMaTMYECKMI BLIOOP U
coobLLeHMe pesynbTaToB

5.9.3 [NlepecmoTp OT4HETOB

[MpexHee MNMpunoxeHne B 5.10 MeHegkmMeHT
nabopaTtopHom
NMHJpopmMaL mm
5.10.1 O6wme nonoxeHus
5.10.2 [MpaBa 1 OTBETCTBEHHOCTL




5.10.3 MeHemKmveHT
WMHJpopMaLMOHHOM
CUCTEMBI
MpunoxeHne Koppensauus ¢ UCO || Mpunoxenne A || Koppenauus c
A 9001:2000 NMCO 9001:2008 wn
NCO/M3IK NCO/M3IK
17025:1999 17025:2005
[NpunoxeHune PekomeHgaumm no || MpunoxeHue B || Koppensauus C
B nabopaTopHbIM NCO 15189:2007
MHJOPMAaLMOHHBIM
cuctemam (JINC)
[NpunoxeHwe OTuKa B || - -
C nabopaTtopHom
MeguLuHe
Bubnmorpadms Bubnmorpadgms

NMpunoxeHune A (cnpaBo4Hoe). CBeaeHus o
COOTBETCTBUMN CCbINIOYHbLIX MeXAYyHapPOAHbIX
CTaH[ApPTOB HauMOHarbHbIM CTaHOapTam
Poccunckon degepauum u eMCTByOLWUM B
3TOM KavyecTBe MeXrocyaapCTBeHHbIM
CcTaHAapTam

Mpunoxenvne OA
(cnpaBo4HoE)

Tabrnvua OA.1




Ob6o03HavyeHne CrteneHb Ob6o03HavyeHne u HanmeHoBaHue

CCbIFIOMHOro COOTBETCTBUSA COOTBETCTBYHLLEIO

MeXOyHapPOAHOro HaLlMOHaNbHOro,

cTaHgapTa MEXrocy4apCTBEHHOMO
cTaHgapTa

NCO/M3K Quide 2 - *

NCO/MOK Quide || - *

99:2007

NCO/MAK 17000:2004 IDT [OCT __ISO/IEC  17000-2012
"OueHka COOTBETCTBUS.
CnoBapb 1 0bwwme npuHUunb!"

NCO/MOK 17025:2005 IDT [OCT_ UNCO/M3K 17025-2009

"ObLwpe TpeboBaHus K
KOMMETEHTHOCTH
ncnblTaTenbHbIX n

Kannb poBoYHbIX flabopaTtopun”

*

CooTBeTCTBYHOULMI HaUMOHamNbHbIM CcTaHgapT oTtcytcTeyeT. [o ero
YTBEPXOEHUS PEKOMEHAOYeTCHA WCMNOoSb3oBaTb MEPEBO Ha PYCCKUMA  A3bIK
AaHHOro MexayHapodHoro crtaHgapta. [lepeBog AaHHOMO MeXxOgyHapoLHOro
CTaHgapTa HaxoguTtca B PeneparnbHOM MHGopMaLMOHHOM OOHOE TEXHUYECKUX
perfiaMmeHToB 1 CTaH4apTOB.
[MpumedaHue - B HacTosLwen Tabnmue cnonb30BaHO criegytoLlee YCroBHOE
0003Ha4eHne cTeneHn CoOOTBETCTBUS CTaHAAPTOB:
- IDT - ngeHTn4HbIE CTaHOAPTLI.

bubnuorpacdusn
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