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BBegeHue

Hacroswmi ctaHgapT, BKnoYaoLwmii B ceba 0CHOBHblE HOPMaTUBHbIE NonoxeHna MCO/MIK 17025 un
MNCO 9001, conepxut TpeboBaHNA K KOMNETEHTHOCTU U Ka4eCTBY, KOTOPbIE A0MKHbI BbITb NPUCYLLIM MEAULMH-
cknm nabopaTtopuam. [lonyckaeTca yCTaHOBNEHME cneumnanbHbIX NPaBun unv TPeGoBaHMi NO OTHOLLEHUIO K
HEeKOTOPbIM ANMNNIOMUPOBaHHBIM CELManncTaM NPUMEHNTENBHO K UX BUOY AEATENbHOCTU M OTBETCTBEHHOCTH
B AaHHOM 06NnacTu.

MeamuuHckne nabopaTopHble YCNyrv UMEIOT CyLLeCTBEHHOE 3HaYeHVe AN 06CNyXMBaHNA NaLMEHTOB 1
Mo3TOMY AOMXKHLI YAOBNETBOPATL NOTPEGHOCTAM NALIMEHTOB M KNMHUYECKOTO NEPCOHANA, OTBETCTBEHHOIO 3a
oKazaHne MeaULMHCKON NOMOLLM NaumeHTam. Takue yCnyrv BKNioYaloT B ce6a npeaocTaBneHne Heo6xoanMbix
maTtepuanos, NOAroTOBKY NAUUEHTOB K NPOBEAEHUIO UCCNENOoBaHWIM, AEHTU(NKALMIO NALMEHTOB U B3aTHE Y
HUX NPO6, TPaHCNOPTMPOBKY, XpaHeHune, 06paboTKy U nccnepoBaHne KMMHNYECKMX NPOG ¢ NocneayowmMM noa-
TBEepXXAeHUEM, HTepnpeTauuen, coobLeHneM pe3ynbTaToB UCCNEAOBaHUI U KOHCYNbTUPOBAHUEM MO HUM
npwn cobniofeHn TpebGoBaHMin 6e30NacHOCTY 1 3TUKN B MeAULMHCKOMN NabopaTtopHon paboTte. XKenaTtenbHo,
4TO0OLI MEAMLIMHCKME NabopaTopHble YCnyrv BKMioyany B ceba 06cneaosaHve NauneHToB Npu KOHCYNbTaLmMAX
M4TOGbI NabopaToOPMM aKTMBHO Y4ACTBOBANW HE TOMNBKO B AUArHOCTHKE M NEYEHN 6ONbHDBIX, HO U B Npeaynpex-
AeHnn 6onesHen. Kaxaan nabopatopua AOMKHa NPeaocTaBNATb paboTaloweMy B Helt NepcoHany BO3MOX-
HOCTM Ans 06pa3oBaHnA U HayuHbIX uccrnenoBaHnin. MocKoNbKy HAaCTOAWMI CTaHAAPT NpeaHasHavYeH Ans
NpyMeHeHNs BO BCeX 06LLEeNpU3HaHHbIX B HACTOALLEE BPEMA ANCUMNNNHAX NaGopaTopHON MeANLIMHLI, paboT-
HVIKW OpYrnX cnyx6 1 AMCLMNNNH MOryT Takoke ero UCronb3oBaTtb U cnegoBaTh eMy. OpraHbl, ynONHOMOYEHHbIE
OLeHMBATb KOMMETEHTHOCTb MEeAULMHCKUX NnaGopaTopui, MOryT MCNOMb30BaTh HACTOALWMN CTaHAAPT Kak
OCHOBY AN CBOeW AeATENbHOCTH.

MpeanoYTUTENBLHO, YTOGLI NaBopaTopMK, FOTOBALLMECH K aKKpeanuTaLumm (nu cepTudukaumm), odpalua-
NWCb B OPraH no akkpeamTaLmm (MnNn No cepTndmkaLmmn), KOTOPLIN AEVCTBYET B COOTBETCTBUN C HACTOALLIMM
CTaHOapTOM M yunThIBaeT cnelmdundeckme TpeboBaHNa K MEANLIMHCKUM NabopaTopuam.

ConocraBneHne CTPYKTYpbl U HYMepaLun CTPYKTYPHbIX 3NEMEHTOB HACTOALIEro CTaHAapTa U CTaH-
Aaptos MCO 9001:2000 n MICO/MIK 17025:2005 npreeaeHo B NpMnoxeHnn A.

BblaeneHHble KypCUBOM CHOCKW B TEKCTE HACTOSALLIErO CTaHAapTa NPUBEeAEHb! ANA NOACHEHNA HEKOTOPbIX
MOMNOXeHUIN NPUMEHEHHOTO B HEM MeXAyHapoaHoro ctanaapta NCO 15189:2003.
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HAUWOHANBbHBIN CTAHOAPT POCCUMCKOW OGEREPALWUMN

NABOPATOPUU MEAULIMHCKUE
YacTHble Tpe6oBaHMA K Ka4eCTBY M KOMNETEHTHOCTH

Medical laboratories.
Particular requirements for quality and competence

DaraBseneHna — 2008—01—01

1 O6nacTb NpUMeHeHus

Hacrosmnin cTanaapT ycTaHaBnmMBaeT YacTHble TpeboBaHWA K Ka4eCTBY M KOMMETEHTHOCTN MEAVLH-
ckux naGopartopuii.

2 HopmaTuBHbIe CCbINKU

B HacTosilleM cTaHAapTe MCMONb30BaHbI HOPMATUBHLIE CChINKKU Ha CNeaylolMe HOPMAaTUBHbLIE AOKY-
MEHTbI:

MCO 31 (Bce yactn) BennumHbl n eanHnub

MNCO/M3K PykoBoacTBo 43-1 BHELUHAS OLEHKa Ka4eCTBa C MOMOLLbIO MEXNAaGopPaTOPHbLIX CPAaBHEHWUN.
Yactb 1. Pa3paboTka 1 oCcyLLeCTBNEHNE CUCTEM BHELLHEM OLLEHKM KaYecTBa

MCO 9000:2000 CucteMbl MeHemxMeHTa kadecTBa. OCHOBHbIE NONOXEHNUA U CNOBapb

MCO 9001:2000 CucteMbl MeHeOKMEHTa kayecTBa. TpeboBaHus

MCO/M3K 17025:2005 Obwme TpeboBaHUA K KOMMNETEHTHOCTU UCTILITATENbHbLIX U KanMBPOBOYHBLIX
nabopaTopui

Me>xayHapoAaHbIV CRoBapb OCHOBHbIX M O6GLLMX TEPMUHOB B MeTponorum (MCM, 1993)1)

3 TepmuHbI U onpeaeneHus

B HacTosiLeM cTaHaapTe NpUMEHEHbI TEPMUYHBI, ycTaHoBneHHble MCO 9000, MexayHapoaHbiM cnosa-
ppeM OCHOBHbIX 1 06LLMX TepMUHOB B MeTponormmn (MCM), a Takke crienyiolme TEPMUHbI C COOTBETCTBYIOLLMMM
onpeaeneHnsamMu:

3.1 TouyHocTb M3mepeHua (accuracy of measurement): CteneHb 6M30CTN pe3ynbTaTa 3MepPEeHns K
MCTUHHOMY 3Ha4Y€HMNI0 N3MEPSEMON BENUUYMHBI.

[MCM, ctaTtbs1 3.5]

) 3707 cnosapk NOArOTOBNEH OAHOBPEMEHHO Ha aHFMMIACKOM W paHLy3ckoM A3sblkax 06beauHeHHoN pabouei
rpynnoi, COCTOsLLeN M3 3KCNePTOB, BbiAeneHHbIX CrneayloLWmuMin opraHusaumnammu: MexayHapoaHeiM 610po BECOB U Mep
(International Bureau of Weights and Measures; BIPM), MexayHapoaHoi anekTpoTexHuyeckoin komuccueit (International
Electrotechnical Commission; IEC), MexayHapoaHon defepaumein KNMHUYECKOW XUMUM 1 naGopaTopHON MeauLmHbI
(International Federation of Clinical Chemistry and Laboratory Medicine; IFCC), MexayHapoaHoii opraHusawmeil no ctax-
napTusaumm (International Organization for Standardization; ISO), MexayHapoaHbLIM COHO30M YMCTOM Y NPUKNAAHON XUMUK
(International Union of Pure and Applied Chemistry; IUPAC), MexxayHapoaHbIM COKO30M YUCTON U NPUKNaAHON OU3NKK
(International Union of Pure and Applied Physics; IUPAP), MexxayHapoaHoi opraHusaLuei no 3akoHoaaTenbHoi MeTpono-
rum (International Organization of Legal Metrology; OIML).

U3paHue odomumansHoe



rocCT P UCO 15189—2006

3.2 6monorunuecknin pechepeHTHbIN MHTepBan (biological reference interval, reference interval): LieHT-
panbHbin 95 %-HbIM MHTepBan pacnpeaeneHna petepeHTHLIX 3HaYEHNIA.

NMpumMmeyaHue 1— MpuMeHeHneM 3TOro TEPMUHA UCKNIOYAETCA YNoTpebtneHne HEKOPPEKTHOrO TEPMUHA «HOp-
ManbHbIM AManasoH».

MpumeyvaHune 2— O6WenpuHATO onpeaensTb pedepeHTHLIA MHTEPBAN Kak UeHTpanbHbIn 95 Y%-Hbli MHTEp-
Ban. MHoi pasmep 1nm acuMmMeTpu-Hoe pasmellieHne pedhepeHTHOro MHTepBana MoXeT COOTBETCTBOBATL 0COGLIM Cnyya-
am [1].

3.3 nccneposanune (examination): Komnnekc onepauuii, 06BbEKTOM KOTOPLIX ABNAETCA onpeaeneHne
3HaYEHUS NN XapPaKkTEPUCTMKN CBOMCTB.

MpuMeuyaHne— BHeKOTOPLIX AMCLMMNNUHAX (HanpUMep, B MUKPOBUONOrM) ccreaoBaHmne NpeacTasnsaer co-
60it AeATENBHOCTb, COCTOALLYIO U3 HECKOMNBKUX TECTOB, HaBNIAEHNI NN N3MEPEHU.

3.4 nabopartopHble Bo3MoxHocTu (laboratory capability): MaTtepnanbHble, TepputopmanbHbie M
MHPOPMALIMOHHBbIE Pecypebl, MePCOHan, ero YMeHUs 1 3HaHus, NpedocTaBnsemble ANA npeanonaraembix
nccnegoBaHun.

MpumeyaHune— OueHka NaGopaTopHbIX BOSMOXHOCTEN MOXKET BKMKOYATL B Cebs1 pesynbTaThl NpeawecTsyio-
Lero yyacTusi nabopatopum B MexnabopaTopHbIX CrMYeHUsAX, B CXeMaX BHELLUHEN OLEHKMN KadecTsa Ui B NporpammMax uc-
MbITaHWUIA, UNN BCE YkasaHHOE B COBOKYMHOCTU ANs TOro, YTo6bl NPOAeMOHCTPUPOBaTL CTeneHb HeonpeaeneHHOCTU U3Me-
peHwii, npeaen o6HapyXeHna n T. a.

3.5 3aBepyowmnin naboparopmei (laboratory director): KomneTeHTHOe NULLO, OTBETCTBEHHOE 3a Nabo-
paTopuIo N yNpaBnsioLLee elo.

MpumeyvaHune 1—][InA uenei HacTosLero cTaHaapTa — NULO UK NULA, KONNEKTUBHO NPU3HAHHbLIE Kak py-
KoBoacTBO naboparopum.

MpumMeyaHune 2 — HaymoHanbHble, perMoHanbHble U MECTHBbIE NpaBunia MoryT Tpe6oBaTh onpeaeneHHoN kea-
nuukaummn n obpasoBaHus.

3.6 pykoBoacTeo naboparopum (laboratory management): JluLovnunuua, KOTopble ynpasnsaioT aes-
TeNbHOCTLIO NaBopaTopun, BO3rNaBNaemMon saseayiowmm naboparopuen.

3.7 uamepenue (measurement): Komnnekc onepaumi, BLINONHAEMbIX ANA ONpeaeneHns 3HayeHus
BENUYNHBI.

[MCM, ctatbs 2.1]

3.8 meauumnckan naboparopua(medical laboratory, clinical laboratory): Jlabopatopus, koTopas npo-
BOAUT GMoNorMyeckne, MUKPOGMONOrMYeckue, UMMYHONOIMYECKUE, XMMUYECKUE, UMMYHOrEMaToONOrM4Yeckue,
remMaTtonorndeckue, 6MOd)VI3M‘-IeCKMe, uurTonorndeckne, naTtonormieckne unm gpyrme nccneagoBaHna Mmatepua-
110B 13 OPraHn3ama YenoBeka B LieNsix NofyYeHns MHopMaLmmn Ans AMarHocTMKU, NPeaynpexaeHna n neveHns
bonesHu nnun OLIEHKN COCTOAHUA 3A0POBbA HENOBEKa N KOTOPAasA MOXET OKa3aTb KOHCYNbTAaTUBHYIO NOMOLb
OTHOCUTENBHO BCEX acNEeKTOB NabopaTopHbIX UCCNeA0BaHNIA, BKMIOYas UHTEPNpETaLMIO pe3ynbTaToB U PeKo-
MeHaauuio p,aaneﬁLuwx HeO6XOﬂ,VIMbIX MCCHeAOBaHMﬁ.

MpumeuyaHune— 3T McCNeaoBaHUs Taloke BKIIOHAIOT B cebst NpoLleaypbl Ans onpeaeneHusi, U3MepeHns unu
UHble onucaHua NpUCyTCTBUA UNN OTCYTCTBUSA pasnUyHbIX BelwecTB NN MUKpPOOPraHn3IMoB. I'IonpasneneHMﬂ, KOTOpble
TONbLKO COﬁMpaIOT N rotoBAT 06pa3L|,bl nnn ,qeﬁcr BYIOT B KQ4eCTBe NepechbiNnoYHbiX MnNu pacnpeaenutenbHbliX LEHTPOB, He
MOryT 6bITb PACCMOTPEHbI KaK MEANLIMHCKME UMK KNUHUYECKUe nabopaTtopum, XOTs OHW MOFYT BXOAWUTL B COCTaB 6onbLumx
nabopaTopHbIX CEeTel N CUCTEM.

3.9 npoueaypsbl nocne uccnegoBaHuA [NocTtaHanuTUYeckMn atan] (post-examination procedures
[postanalytical phase]): Mpoueaypbl, XpOHONOMMYECKN HAaYMHAOLLNECS NOCNE UCCNEAOBAHMWSA, BKNOYas CUC-
TeMaTmsaumio, popmMynupoBaHMe M MHTepnpeTaumnio, paspelleHne K Bbiaade, ohopMneHme n nepenaqvy
pes3ynbTaToB MCCNeAOBaHMWIN M XpaHeHWe nccnefoBaHHbIX Npo6.

3.10 npoueaypbl Nnepen uccnegoBaHMeM [NpeaHanuTudecknin atan] (pre-examination procedures
[preanalytical phase]): Mpoueaypbl, XPOHONOIMYECKMN HAYNHAIOLWMECH C HAa3HAYEeHUA KNMHULNCTOM Uccneno-
BaHWSA, BKMIOYEHNSA UCCNeNOBaHNSA B 3aBKY, OXBaTbIBalOLWMe NOArOTOBKY MaLNEHTa, B3ATUE NepBUYHON Npo-
Obl, TPaHCMOPTMPOBKY e€ B NabopaTopuio N 3akaHYMBAIOLLMECH Ha4YanoM NccnegoBaHuns.

3.11 nepBuuHas npoba [o6paseu] (primary sample [specimen]): OaHa 4acTb MNK HECKOMbLKO YacTew,
B3SATbIX M3 cucTEMbI '),

Y106 cucmemoii nabopamopHoli MeGuUUHe NoOHUMaKm Mamepuarn, u3 Komopozo e3am obpasey, m. e. buonozu-
veckull Mamepuan nayueHma (Kpoeb, Moy4a, C/IloHa, mKaHb um. f1.).

2
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MpumevaHune 1—VHoraa BMECTO NEPBUYHON NPoBbI (MNK ee YacTh) ynoTpebnaAT TepMuH «obpaseLy Kak
npo6Gy, NOArOTOBNEHHYD ANA NePechinku B NaGopaTopuio unu nonyyaemyto naGoparopueit U npeaHasHayYeHHyo Ans nc-
cnenoBaHus.

3.12 BenuumHa (quantity): CBOWMCTBO SIBNEHUS, TENA UNW BELLECTBA, KOTOPOE MOXET ObITb PaznMinMo
KayeCTBEHHO 1 onpeaeneHo KONNYeCTBEHHO.

[MCM, ctaTtbsa 1.1]

3.13 BcnomoraTtenbHana (cybnogpagHan) na6opatopua (referral laboratory): BHelwHsas naboparto-
puS, B KOTOPYIO OTCbINAKT NPoby AN NpoLeaypbl A0NONHMTENBHOrO NNV NOATBEPKAAIOLLEro UCCNeA0BaHNA N
coobLweHns pesynbTaTta.

3.14 npob6a (sample): OaHa NN HECKONBLKO YaCTeMN, KOTOPbIE B3ATbI 3 CUCTEMBI, NpeaHa3HaveHbl Ana
nony4YeHns MHOPMaLMM O CUCTEME N YACTO CNYXXaT OCHOBaHNEM ANSA NPUHATUS PELLEHNA O cucteme unv o6 ee
DeAaTenbHOCTH.

Mpumep — O6Bem (Mopyust) cbisopomku, 83smbil U3 60/1bUe20 06bemMa cbieOPOMKU.

3.15 meTponornyeckasa npocnexuBaemoctb (metrological traceability): CBoicTBO pesynbrata
M3MEPEHNA UMM 3HAYEHWNA ITANOHA, 3aKNoYaloLLLeeCcs B BOSMOXHOCTN YCTAHOBNEHWS €10 CBA3N C COOTBETCTBY-
IOLLMMU 3TANoHamMm, 06bIYHO MeXaYHapPOAHBIMWN UMW HALMOHASNBbHLIMW, TOCPEACTBOM HEMPEPLIBHOM Lienu cnu-
YEHWUI, MEIOLLIMX YCTAHOBMNEHHbIE HEONPEeAEeneHHOCTH.

[MCM, ctatba 6.10]

3.16 npaBuUNbHOCTL U3MepeHus (trueness of measurement): CTeneHb 6NU30CTU CPeaHEro 3HAYEHNA,
NonNy4eHHOro Ha OCHOBaHNW GOMbLLOW Cepyn pe3ynbTaToB N3MEPEHUN, K MCTMHHOMY 3HAaUYEHMIO.

MpumeyvaHune—TIoUNCO 3534-1 2], nyHkT 3.12.

3.17 HeonpepeneHHoCTb u3mepeHus (uncertainty of measurement): MNMapametp pesynbraransmepe-
HWUS, XapaKTEPU3YIOLLMIA paccesHNe 3HauyeHNn, KOTOpble MOryT BbiTb 06OCHOBaHHO NMPUNUCaHbI M3MEPSEMON
BENUYMHE.

[MCM, ctaTbsa 3.9]

MpumMmedvyaHue 1—B kadyecTBe napameTpa MOXeT GbiTb, HaNpUMep, cpeaHee KBagpaTUieckoe OTKIIOHeHue
(Mnn kpaTHoe eMy) UNK NONOBMHA UHTEPBaNa C 3aAaHHLIM YPOBHEM AOBEPUTENBHON BEPOATHOCTH.

MpumedaHune 2— HeonpeaeneHHOCTb U3MepeHus, B obLuem Buae, BkNYaeT B ceba MHOXECTBO COCTaBNAD-
wux. Hekotopble U3 HAX MOTyT GbITb OLEHEHbI U3 CTaTUCTUHECKOrO pacnpeaeneHnUa pesynsTaTos paaa U3MEpEeHUn u oxa-
paKkTepn3oBaHbl SKCMEpPUMEHTaNbHbIMU CPEAHNMMN KBAAPaTUYECKUMU OTKNOHEeHNAMU. [ipyrue coctasnsaiowme, Kotopble
MoOryT 6biTb OXapakTepn3oBaHbl CPeAHUMU KBaapaTUHECKUMN OTKNOHEHWUSAMW, OLIEHUBAIOT U3 Npeanonaraemblx pacnpeae-
NeHnin BEpOATHOCTEN, OCHOBaHHbIX Ha ONbITe MNK APYron NHgopMaLmi.

MpumedaHune 3— 3pecb NOApPasyMeBalOT, YTO Pe3ynbTaT U3MEPEHUN ABNAETCA HaUNyuLLel OLIEHKON 3Have-
HUS1 U3MEPSAEMON BENWUYMHBI, @ BCE COCTABNAIOLWNE HEONPEAENEHHOCTI, BKNOYAA U Te, KOTOpbIe BOSHUKAIOT U3-3a CUCTe-
MaTU4ECKMX 9EKTOB, TakMX Kak COCTABNAIOWME, CBA3aHHLIE C BBEASHNEM NONPaBOK U UCXOAHBIMMU 3TAaNOHaMKU, BHOCAT
cBoW BKnag B pasbpoc.

4 Tpe6oBaHUA K MEHEAXKMEHTY

4.1 OpraHu3auuna u MeHeKMEHT

4.1.1 MeamumHckasn nabopaTopua unu opraHn3aLma, 4acTbio KOTOPON ABNAETCA NabopaTopus, AOMKHA
6bITb 4ETKO ONPeaenNeHHON NPaBOBON €AMHULIEN.

4.1.2 MeamumHckre nabopaTopHbie YCnyry, BKNIOYaa COOTBETCTBYIOLLYIO MHTEPNPETAaLMIO M KOHCYNbTa-
LIMOHHbIE YCNyri, AOMKHbI ObITb NPeaHa3HayYeHbl ANA YAOBNETBOPEHNA NOTPeOHOCTeN NaLMeHTOB U OTBET-
CTBEHHOrO 33 UX NeYeHne KNMHUYECKOro NepcoHana.

4.1.3 MeauumHckas naGopatopus (aanee — nabopaTopus) AOMKHa COOTBETCTBOBATL TPeOoBaHNAM
HaCTOALLEro cTaHAapTa nNpu BbIMONHEHUN PaboT Ha MECTe CBOEro NOCTOAHHOMO PACMONOXeHWUA NN B NHOM
MecTe, BHE CBOErO MOCTOAHHOIO PaCnONOXeHNs, 38 KOTOPOEe OHa HECeT OTBETCTBEHHOCTD.

4.1.4 PacnpegeneHune oTBETCTBEHHOCTU MeXAY COTPYAHVKamMn naGopaTopum 3a yyacTue B uccnenoBa-
HUAX NEePBUYHBIX MPOSG UM BANSAHKE Ha 3TV UCCNea0BaHNA A0MKHO ObITh YETKO YCTAHOBNEHO, YTOObLI MAEHTHU-
hrumpoBaTh KOHPNUKT MHTEPECOB. PUHAHCOBLIE NN NONUTUYECKME COODPaXeHMs He AOMXKHbI BANATL HA
npoBeaeHne NccneaoBaHn.

4.1.5 PykoBoacTBO NaGopaTopum AOMKHO ObiTb OTBETCTBEHHO 3a pa3paboTky, BHeApeHue, noaaepxa-
HYe 1 yny4lLUeHNe CUCTEMbl MEHEMKMEHTa kadecTBa. [1pn 3TOM AOMKHO BbITb Y4TEHO CreaytoLLee:
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a) obecneyeHve pykoOBOACTBOM NabopaTopum BbINONHEHNUA BCEM NabopaTopHbIM NEPCOHANoM CBOUX
06a3aHHOCTEN NyTeM ynpaBreHusa AeATeNbHOCTbIO U NPeAoCTaBNEHNA Pecypcos;

b) obecneueHne He3aBUCMMOCTU PYKOBOACTBa U NEPCOHaNa oT NioGOro BHyTPEHHEro NN BHELLHEro
KOMMEPYECKOro, (OMHaHCOBOTO MW MHOTO A3BMEHUA U BANAHWIA, KOTOPbie MOrYT HEGNAronpuATHO CKa3aTbea
Ha kayecTBe ux paboTbl;

C) nopsaoK M npoueaypbl Ana obecneveHns KOHONASHUNANBLHOCTU MHopMaLmK (cM. npunoxerune C);

d) nopsapok u npouenypbl, obecneunBaiowme npeaoTepalleHne BoBneveHnn B Nobyio AeATENbHOCTD,
KOTOpas Morna 6bl yMEHbLUMTL fIOBEPUE K KOMNETEHTHOCTH NabopaTopuu, ee 6ecnpncTpacTHOCTM UNK onepa-
TUBHOWM LIENOCTHOCTH;

€) OpraHv3aLMOHHasA M ynpaBneHveckas CTPYKTypa nabopaTopum n ee B3anMOOTHOLLEHNA ¢ niobow apy-
rov opraHusaumei, ¢ KOTOPOM OHa MOXET B3auMOAeNCTBOBaTb,

f) ycTtaHOBNeHHas OTBETCTBEHHOCTb, NPaBa U B3aMMOOTHOLLEHNA BCEro NePcoHana;

g) npodeccnoHanbHble HaBbIKU BCEro NEepcoHana n cooTBETCTBYIOWWIN HAA30p 3a ero ksanudukaumen n
YPOBHEM OTBETCTBEHHOCTM CO CTOPOHbI KOMMETEHTHbIX NUL,, OCBEAOMMNEHHbLIX OTHOCUTENBLHO Lienen, npoe-
AYP W OLLeHKM pe3ynbTaToB COOTBETCTBYIOLLMX METOANK UCCNEAOBAHNS;

h) OoTBETCTBEHHOCTL TEXHMYECKOrO PYKOBOACTBA 38 TEXHUYECKOE OCHALLIEHNE U CHaBXXeHne pecypcamy,
HeobxoauMbIMM Ans obecneyeHns TpebyeMoro kauecTBa NnabopaTopHbIX Npoueayp;

i) HasHaueHne OTBETCTBEHHOrO MO KayeCTBY (NEPCOHaNbHO HAa3HAYEHHOro) C BO3NaraeMbIM1 Ha HETo
OTBETCTBEHHOCTbIO, PABOM PaccMaTpuBaTh COOTBETCTBUE TPE6OBAHUAM K CUCTEME MEHEXKMEHTA Ka4ecTBa
1 0673aHHOCTbIO MH(POPMMPOBATL PYKOBOACTBO NnabopaTopun HenocpeacTBEHHO Ha TOM YPOBHE, Ha KOTOPOM
NPUHMMAIOTCA peLLeHUs MO NONUTHKE M pecypcam nabopaTopuu;

j) oTAenbHble COTPYAHMKM MOTYT BLIMONHATL BGonee oaHOM YHKUMKM, U B HeGonbLioh nabopaTtopun
MOXeT 0Ka3aTbCs HepaLuMoHanbHO Ha3HavYaTb 3aMeCcTUTENeNn No Kaxaomn (pyHKLMN.

4.2 Cucrtema MeHe)KMEHTa KayecTBa

4.2.1 MonwuTtyka, NpoLecchl, NPOrPaMMbl, NPOLEAYPbI U MHCTPYKLIMW AOMKH bl 6bITb CCOOPMYNMPOBaHbLI B
COOTBETCTBYIOLLMX JOKYMEHTaX U COODLLEHbI BCEMY YHaCTBYIOLLIEMY B UX BbINONMHEHMM nepcoHany. Pykoeoa-
CTBO OMKHO BbITb YBEPEHO, YTO 3TN IOKYMEHTbI MOHATbI M UCMIONHSAIOTCA.

4.2.2 Cucrtema MeHeKMEHTa Ka4eCTBa AOMKHA BKMNOYaThb B cebs (HO He OrpaHNMuMBaTLCA 3TUM) BHYT-
prnabopaTopHbI KOHTPONb Ka4EeCTBA M Y4ACTUE B OPraHM30BaHHbIX MEXNabopaTopHbIX CANYEHUAX, TAKUX KaK
CXEeMbl BHELLHEN OLleHKN KayecTea.

4.2.3 TMonutrka n 3apadm CUCTEMbI MEHEMXXMEHTA Ka4ecTBa A0MKHbI GbITb ONpeaeneHbl B MonoxeHnn o
MONWUTUKE NO Ka4eCTBY pacnopskeHneM pykosoacTsa nabopatopun n fOKyMeHTUpoBaHbl B PykoBoacTee no
KavecTBy. 3Ta NONUTMKA AOMKHA BbiTb 4ETKON, NErkoaoCTYNHON NepcoHany WU AOMKHA BKMoYaTb B cebn
cnepyiollee:

a) obwwe cBeneHus 06 ycnyrax, koTopble naéopartopus HamepeHa NPeaoCTaBnNAaTh;

b) 3asBneHue pykoBoacTea nabopatopum 06 ypoBHe yCnyr, npeaocTasnsaeMbix nabopatopuei;

C) 3afayn cMCTEMbI MEHEAKMEHTA Ka4YeCTBa;

d) TpeGoBaHue, YTOGbI BECb NEPCOHaN, CBA3aHHbIN C BLINONHEHNEM NCCNEAOBaHMM, Bbln 3HAKOM C AOKY-
MeHTaumel no Ka4ecTBY U MOCTOAHHO NPUAEPXKNBANCA YCTAHOBNEHHbLIX NONUTUKX U NpoLEeayp;

e) obsasatenbcTBO nabopaTopunm NpuAepPXuBaTLCA  NPaBUNbHOM  NaGopaToOpHOW  MPaKTUKK,
ob6ecneynBaTh Ka4eCcTBO CBOMX UCCNEAOBAHNIA N COOTBETCTBOBATb CUCTEME MEHEKMEHTA KayecTBa;

f) 06sA3aTenbCTBO PYKOBOACTBA NabopaTopum crneqoBaTtb HACTOALWEMY CTaHAAPTY.

4.2.4 PykoBOACTBO MO Ka4eCTBY AOMKHO COAepXaTb ONNCaHWE CUCTEMbl MEHEXKMEHTA KavecTea u
CTPYKTYPbl AOKYMEHTaLMW, UCNONb3yeMON B CUCTEME YNpaBneHnsa kavyecTBoM. PykoBoacTBO No kayecTBy
[OMKHO TaKkKe CoaepKaTb CCbiNKN Ha HeobxoanMble Npoueaypbl, BKNOYas TeXHMYeckue npoueaypbl. [lormkHa
6bITb cOGnioAeHa CTPyKTypa AOKYMEHTaLUN B CUCTEME YNpaBneHnn kayecTBoM. B PykoBoacTee no kayecTBy
[OMXHbl 6bITh ONpeaeneHbl OTBETCTBEHHOCTb TEXHNYECKOrO PYKOBOACTBA U OTBETCTBEHHOTO MO KayecTBy, B
TOM YKCne NX OTBETCTBEHHOCTb 33 o6ecneyeHne COOTBETCTBUA HAcTosLLeMy cTaHaapTy. MNepcoHan AomkeH
6bITb NPOVMHCTPYKTMPOBaH OTHOCUTENBHO NCMONb30BaHNA PYKOBOACTBA NO KAaYECTBY M BCEX YNOMAHYTHIX BHEM
[OKYMEHTOB, @ TaKke OTHOCUTENbHO TPeGoBaHWi N0 MX NpMMeHeHWo. PykoBOACTBO No kadYecTBy cneayet
cofepxatb MU OOHOBNATHL NOA HAA30POM WU NOA OTBETCTBEHHOCTL [cM. 4.1.5, nepeuncnexue i)] nuua,
OTBETCTBEHHOTO 3a Ka4ecTBO. PyKoBOACTBO NO Ka4eCTBY MOXET coaepXaTtb creayloLme pasaensl:

a) BeepeHue.

b) Onucanue megvumHCKon naGopaTtopun, ee NPaBOBOE MOSIOKEHWUE, PECYPCI, OCHOBHble 00S3aH-
HOCTH.

c) Monwutyka no kayecTsy.

d) O6pa3soBaHue 1 0byyeHne nepcoHana.

e) ObecneyeHue kayecTBa.
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f) YnpaBneHue nokymeHTauuein.

g) 3anucu pe3ynbTaTos, MX coaepXaHne B Nopaake N apXuBMpOBaHME.

h) MNomeLeHne n okpyxalowas cpeaa.

i} MIHCTpYMeHTbI, peareHTbl u/unm ynpasneHve cHabxeHneM.

j) MoateepxaeHne METOANK NCCNENOBAHUA.

k) be3onacHocTb.

1} MpenynpexneHne 3arpasHeHUs OKPyXXaloLLeln cpeabl [HanpuMep, TPaHCNOPTUPOBKA, yaaneHue pac-
XOAHbIX MaTepUanos 1 OTXOA0B, B AONOSMIHEHUE N B OTNNYME OT yKaszaHHOro B nepeuncnexmnsx h) ni).

m) Hay4Hble nccnenoBaHus u paspaboTka (ecnv npucyLle).

n) MNepeveHb METOAMK NCCIIEA0BaHMA.

0) 3anpocbl Ha uccneaoBaHuA, nepBUYHbIE NPOBbI, B3ATUE M 06paboTka nabopaTopHbIX NPob.

p) OueHka v noaTBepX)AeHNE pe3ynbTaToB.

q) KoHTponb kavecTBa (BKNoYan MexnabopaTopHble cnMyeHus).

r) NabopatopHas MHPOPMaLMOHHAA cucTeMa (CM. NpunoxeHwve B).

s) OT4YeTHOCTb O pesynbTaTax.

t) OewncTBMA NO YCTPaAHEHNIO HEQOCTATKOB N YAOBNETBOPEHNIO NPETEH3NIA.

u) Ces3bu Apyrve B3aMMOAEVNCTBIA C NaLMEHTaMM1, MEANLMHCKVUMMN PaGOTHMKaMK, BCNOMOTraTeNbHbIMM
(cybnoppsaHbiMu) nabopaTopusiMy U NOCTaBLLMKEMM.

v) BHyTpeHHWe npoBepku.

w) OTuka (cM. npunoxerwue C).

4.2.5 PykoBoactBo nabopaTopuun OOMKHO YCTaHOBUTL M BHEOPUTb NPOrpaMMy, KOTopas MOCTOAHHO
OTCNEXMBAET U AEMOHCTPUPYET COGCTBEHHYIO KanMbpoBKy (MoBepKy) 1 hyHKLMOHMpOBaHWe Npubopos, pea-
reHTOB W aHanUTH4Yecknx cucteM. CrneayeT Takke MMETb AOKYMEHTUPOBAHHYIO Y pErMcTpypyemMyto nporpammy
NpodnNaKkTM4YECcKOro 0CMoTpa 1 Kanmbposkn (NoBepkm) (cM. 5.3.2), koTopas, Kak MMHUMYM, COOTBETCTBYET
pekoMeHaaLunaM NpomssoanTenein.

4.3 YnpaBneHue goKymeHTaumnen

4.3.1 NabopaTtopna OonxHa onpeaenvTb, AOKYMEHTUPOBaTL U cobnoaaTb npoLeaypbl ynpasneHus
BCEMM JOKYMEHTaMM N MHDOpMaLMeN (M3 BHYTPEHHMX N BHELLHUX MCTOYHMKOB), KOTOPble 06pa3yloT AOKYMEH-
TaLMIo ee CUCTeMbl MeHeKMEHTa kayecTBa. Konum kaxaoro n3 aTmx KOHTPOSNbHbIX AOKYMEHTOB A0MKHbI ObiTb
apX1BMPOBaHbI ANA NocneayioLero o6palleHns K HUM 3a CripaBkaMm, U 3aseayowmnin nadopatopuen AoNXKeH
onpeaennTb Nepuoa NX XxpaHeHns. 3TN KOHTPONbHbIE AOKYMEHTbl MOXXHO COXPaHATb Ha Pa3nnyHbIX HOCUTENSAX,
B TOM Yncne Ha bGymare, unv B nHon chopme. [JomkHbl GbiTb NPUMEHEHbI HALMOHANbHBIE, PEMMOHANbHbLIE N
MECTHbIE NPaBUNa XpaHeHNs JOKYMEHTOB.

MpuMeyaHune— B3TOMKOHTEKCTE NOA TEPMUHOM «AOKYMEHT» NOHUMAIOT NIOGYI0 MHPOPMALMIO UAN UHCTPYK-
LMo, BKIOYas 3asiBNeHne O NonuTuke, y-4ebHuK, NpoLeaypbl, TEXHUYECKUE YCNOBUA, KanMBGPOBOYHbIE (rPpaaynpoBOYHbIe)
Tabnuupl, Gronorudeckme pedepeHTHbIE UHTEPBaNLI U NX UCTOUHUKK, KapThl, MNakaTel, 3aMeTKW, CNPaekn, NPorpaMMHoe
obecneveHne, pUCYHKH, MNaHbl N JOKYMEHTHI BHELUHETO MPOMCXOXAEHNA, Takne Kak Npasuna, CTaHAapTbl MU MEeTOANKN
UCCNeaoBaHui.

4.3.2 MpuHATbie NpoLeaypbl A0MKHLI FAPAHTUPOBaTh, YTO:

a) BCe AOKYMEHTbI, BbiMyllieHHble ANA NabopaTopHOro NepPcoHana Kak 4acTb CUCTEMbl MEHeQXXKMEHTa
KayecTBa, NpeaBapuTenbHO NPOCMOTPEHbLI N YTBEPKAEHDLI YIIONHOMOYEHHBIM NEPCOHANOM;

b) BegeTtcsa cnMCoK, paccMaTprBaeMbli Takke Kak )KypHan KOHTPOMs AOKYMEHTOB, B KOTOPOM YTOYHAIOT
TEKYLLWI NepecMOoTpP AOKYMEHTOB U MX pacnpeaeneHue;

C) ANS aKTUBHOrO UCMOMNb30BaHNA B COOTBETCTBYIOLLIEM MECTe IOCTYNHA TONbKO AEHCTBYIOLLANA BEPCUA
COOTBETCTBYIOLLNX JOKYMEHTOB;

d) AOKYMEeHTbI NeproanN4ecKn NPOCMaTpPUBAIOTCA, PEBU3YIOTCA, NPU HEOBXOAMMOCTH, M NOATBEPXKAAIOT-
€9 YNONHOMOYEHHbIM NEePCOHANOM;

€) ycTapeBLUMe NN HeAeNCTBUTENbHBIE AOKYMEHTHI HEMEANEHHO U3bIMAIOT M3 BCEX MECT UX UCNONb30-
BaHMA UMM MHBIM 06Pa3oM NPeaoTBPALLAIOT UX HENpeAHAMEePEeHHOE NPUMEHEHNE;

f) xpaHeHwe nnn apxnBMpPOBaHME N3BATLIX AOKYMEHTOB OPraHM30BaHO Takum 06pa3oM, 4To NpegoTepa-
LLEEHO X HeONPaBAaHHOE NPUMEHEHWE;

g) ecnn nabopaTopHas CUCTeMa KOHTPONbHOWM AOKYMEHTaLMK J0MycKaeT UCTIPaBneHne NOKYMEHTOB
BPYYHYI0 BMECTO MX NepensaaHns, NpoLeaypbl n nmua, ynonHoMOYeHHble BHOCUTL Takne ncrnpasnexns, onpe-
AeneHbl, NCMPaBNEHNA YETKO OTMEYEHbI, yKasaHbl U AaTUPOBaHbI M NEPECMOTPEHHBIV AOKYMEHT CKOPEnLINM
06pa3oM 6yaeT popmanbHO Nepensaax;

h) npoueaypbl, ycTaHOBMNEHHbIE AN BHECEHWS U3MEHEHU B AOKYMEHTbI, COAepXaLLmecs B KOMMbIoTe-
pV30BaHHON CUCTEME, YETKO pa3paboTaHbl M X OCYLLECTBNEHNE KOHTPONUPYETCS.
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4.3.3 Bce AOKYMEHTbI, OTHOCALLMECA K CUCTEME MEHEXKMEHTA Ka4yeCTBa, A0MKHb! GbiTb €AMHOO6PAa3HO
ochopMneHbl M cofiepaTb crieayioLlee:

a) HaMMEHOBaHWE;

b) naty BbiNycka uNn nocneaHero NepecmoTpa, N HOMep NepecMoTPa, NN BCe NEPEYUCNEHHOE;

C) 4MCIO CTPaHUL, (€Cny STO NPUMEHNMO);

d) aBTOpPCTBO M3paHUS;

€) naeHTUMUKaLMIO NCTOYHWKE.

4.4 PaccMOTpeHMe KOHTPaKToB

4.4.1 B cnyyasx korga nabopatopusi 3aKno4aeT KOHTPaKT Ha BbINONHEHWE MeaNLMHCKMX NabopaTtop-
HbIX YCNYr, NOMKHBI GbiTb pa3paboTaHbl M OCYLLECTBNEHbI NPOLEAYPbl ANA PaCCMOTPEHNS KOHTpaKTOB. Mops-
[OK M npoLeaypbl 3TOr0 PacCMOTPEHUR, BeayLLIME K U3MEHEHWIO OPraHW3aLymn UCCNeaoBaHNM NN KOHTPAKTOB,
[ONXHbl 06ecneymBaTb, YTOGbI:

a) TpeboBaHMA, BKNIOYaA MCMNONb3yeMble MeToabl, GbinM COOTBETCTBYIOWMM 0GPa3oM onpeaeneHsl,
[OKYMEHTUPOBaHbI M BbINK NOHATHLI (CM. 5.5);

b) nabopaTopusa pacnonarana BO3MOXHOCTSIMU U pECYPCaMMN 4NN BbINONHEHNS TpeBoBaHuiA;

C) BblOpaHHble METOAMKU yAOBNETBOPSNU TPEGOBaHUAM KOHTPaKTa U KIMHUYECKUM MOTPeGHOCTAM
(cm. 5.5).

PaccmoTpeHne BoaMmoxHocTen [nepedncnenne b)) AomkHO ycTaHOBUTBL, YTO nabopatopusa obnagaeT
HeobXxoANMbIMU hn3nHecknMn, KaapoBbIMU N MHCPOPMAaLIMOHHBIMW PEeCYpcaMmn 1 4TO NabopaTopHbIA Nepco-
Han pacrnonaraeT 3HaHMAMW U YMEHNAMM, HEOGXOANMbIMM ANA BbINONHEHUA TpebyeMbIx nccneaosaHmin. Mpu
3TOM PacCMOTPEHUN CneayeT YUNTLIBATb Pe3ynbTaThl NPpeALlecTBYIOLEro y4acTna B NPorpaMMax BHELLHEN
OLIEHKWN KayecTBa C MCNonb3oBaHMeM Npob C M3BECTHLIMW 3HAYEHUAMMU, YTODObI YCTAaHOBUTL HeonpeaeneH-
HOCTb U3MepeHW, Npeaenbl 0GHapYKeHWs, AOBEPUTENbHbIE MHTEPBanbI U T. 4.

4.4.2 3anncumo pesynbTaTax BCeX pacCMOTPEHUI, BKNIOYas CyLLECTBEHHbIE USMEHEHNS U COOTBETCTBY-
loLLME COrNacoBaHmns, AOMKHbI OblTb COXpaHeHbl (M. 4.13.3).

4.4.3 PaccMOTpeHne BO3MOXHOCTEN AOMKHO OXBaTbiBaTh NGy paboTy, OTHOCALLYOCA K nabopaTo-
pyn (cm.4.5).

4.4.4 KnveHTbl (HanpuMmep, KNMHULUCTLI, OpraHbl 34pPaBOOXPaHeHNs, MeaULMHCKNE CTPpaxoBble KoMna-
HWK, chapMaLieBTUHECKNE KOMMAHUW) AOMKHbI GblTb MHOPMMPOBaHbLI O NOGOM OTKIOHEHWMN OT KOHTPAKTAa.

4.4.5 EcnuvKOHTPAKT nocrne Ha4ana paboTbl N0 HEMY HYXXOAeTCA B yny4LIeHW, NPOLLeCcC PacCMOTPEeHNA
KOHTpaKTa AOMKeH GbITb NOBTOPEH 1 0 NOOOM ynyyLLeHNV AOMKHO BbiTb COOBLLEHO 3aMHTEPECOBaHHbLIM CTO-
poHam.

4.5 NccnepoBaHua Bo BCcnoMoraTtenbHbIX (CyonoapaaHbix) naboparopuax

4.5.1 NaGopaTtopna AonkHa MMeTb 3ththeKTUBHbIE JOKYMEHTMPOBaHHbIE NPOoLeAYPbl OLIEHKN M BbIGOpa
BCromoraTtenbHoun (cyénoapsaHomn) nabopaTtopum n KOHCYNbLTAHTOB, KOTOPbIE MOrMU Gbl AaTb AONONHUTENb-
HYIO OLIeHKY MO rMMCTONATONOrMYECKUM, LIMTONOTMYECKMM M APYrMM uccnenoBanuam. PykoBoacteo nabopato-
WK, NO COrMacoBaHUIO C NOMNb30BAaTENAMU €€ YCNYT, AOMKHO ObITb OTBETCTBEHHO 3a BLIGOP M OTCNEeXUBaHWe
KayecTBa paboTbl BCMOMoraTenbHbiX (CyonoapsaHbix) nabopaTopuii U KOHCYNbLTAHTOB M OMKHO GbIThb yBepe-
HO B KOMNETEHTHOCTU BCMOMOraTenbHbiX (CybnoapaaHbix) nabopaTopyini U KOHCYNETAHTOB OTHOCMTENLHO
BbINONHEHUA TpebyeMbIx uccrneaoBaHNN.

4.5.2 OTtHOLEHUs cO BCNOMOraTenbHOM (CybnoapsaHoit) naGopatopuen cneqyet nepnoanyeckn nepe-
CMaTpuBaTh C Lienblo yoeanTbCa B TOM, YTO:

a) TpeboBaHus, BKNOYAA NpeaHanMTMYECKUe U NOCTaHANUTHYECKUE NpoLieaypbl, NPaBUNbHO onpeae-
nNeHbl, AOKYMEHTNPOBAHbI N MOHATbI;

b) BcnomoratenbHasa (cybnoapsaaHas) nabopatopusa cnocobHa ynoBneTBopaTb TpeboBaHMAM u He
cylwecTByeT KOH(PNUKTa UHTEPECOB;

¢) BbIGOP METOAOB MCCNEAOBAHNA COOTBETCTBYET NPEANOnaraeMoMy MCMOMb30BaHUIO;

d) oxupaemas 0TBETCTBEHHOCTb 33 MHTEPMNPETALMIO pe3ynbTaToB MCCNEA0BaHNIN ACHO onpeaeneHa.

Martepuanbl Taknx pacCMOTPEHUI AOMKHbI XPAHWUTLCS B COOTBETCTBUM C HALMOHANbHbLIMKY, PErMoHanb-
HbIMWU M MECTHBIMM TPeBoBaHNAMMN.

4.5.3 NabopaTopna AOMKHA MMETD NepeveHb BCeX BCrioMoraTenbHbIX (CybnoapsaHbix) naboparopui,
ycnyramm KOTOpbIX OHa NoNb3yeTcs. B nepeyHe A0MKHbI ObiTb YKa3aHbl Bce Npobbl, koTopble Guinnuccnenosa-
HbI B Apyroi nabopatopun. HaumeHoBaHue u agpec nabopartopmm, OTBETCTBEHHOM 3a pe3ynbTaT uccneaosa-
HUA, AOMKHBI BbITb NPeaoCTaBNEHb NONb3oBaTeNto ycnyrn. llybnukat nabopaTopHOro ot4eta AoMmKeH 6biTb
BKMIOYEH KaK B UCTOPUIO GONE3HN NaumeHTa, Tak  BHECEH B MOCTOSIHHBIN XXypHan (3NEKTPOHHYIO BEPCUIO)
na6opatopun.

4.54 JlabopaTtopusi, MONb3yIOLAACa ycnyramu BeCrnoMoratenbHow (cybnoapsaaHon) nabopatopum,
HeceT MOMHYI0 OTBETCTBEHHOCTb 33 NPeAOCTaBnNeHne 3aKka3yumKy pe3ynbTaToB UCCNENOoBaHUNA, BbIMONHEHHbIX
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BO BCromoraTensHon (cybnoapaaHon) na6opaTtopum. Ecnu ot4eT 06 nccneposaHnm rotoBuT naboparopus,
Nonb3yioLwasca ycrnyramv BCnoMoraTensHom (CyGnoapsaHoit) nabopatopum, 3ToT OTHET A0MKEH coaepXaTb
BCE CYLLECTBEHHbIE ANEeMeHThI pe3ynbTaToB, COOGLLEHHbIX BCoMoraTenbHom (cybnoapsaHoit) naboparopu-
e, 6e3 U3sMeHeHUI, KOTOPblE MOTTM Obl NOBINMATL Ha KNMHUYECKYI0 MHTEpNpeTaLuio.

n punMevYyaHne — MOFyT BbITb npuMeHeHbl HauuoHanbHble, perMoHanbHble U MECTHbIE NpaBuna.

OpHako He 0653aTenNbHO, YTOOLI OTHET OCHOBHOMN NabopaTopmn 4OCNOBHO COOTBETCTBOBAM OTHETY BCMO-
MoratenbHou (CybnoapaaHoin) nabopaTopum, eCny HauMoHanbHble/MeCcTHble 3aKOHbI U MpaBuna He TpebyioT
aToro. 3aeeaytoLwmin nabopatopuein MoxeT n3bpatb GopMy AONONHUTENBHBIX MHTEPNPETUPYIOLLMX 3aMeya-
HWI KOTYETY BCNOMOraTenbHOW (cy6noapsaHon) nabopaTopum B COOTBETCTBUM C AaHHBIMW O NaLMeHTe n apy-
MMU MEANLIMHCKMMM aHHBIMWN. ABTOP Takunx AOMOMHUTENbHbIX 3aMeY4aHnii AOIKEH ObITb YETKO YKa3aH.

4.6 MNMpuobpeTeHue ycnyr u 3anacos

4.6.1 PykoBoacTBo nabopatopum fOMKHO YCTaHOBUTE U JOKYMEHTUPOBATL MONUTUKY U NpoLeaypbl NS
BbiGOpa M NprobpeTeHNa BHELLHKX YCYT, NOCTaBKn 060pYA0BaHNA U pacXodHbIX MaTepuanos, KOTopble BNUA-
I0T Ha KayecTBO ycnyr nabopaTtopum. lNocraBnsemMble M3aenusa A0MKHbI COOTBETCTBOBATbL NabopaTopHbIM Tpe-
GoBaHUSIM MO KayecTBy. HaunoHanbHble, permoHarnbHbie U MeCTHbIe NpaBuna MoryT TpeboBaTb perncrpauum
nocraensembix nsgenuin. JlomkHol 6b1Tb pa3paboTaHbl Npoueaypbl U KPUTEPUN ANA MHCNEKLWUW, NpUemMa unm
OTKa3a n ANa XpaHeHNa PacxoaHbIX MaTepnanos.

4.6.2 MNocraBnsiemoe 060py0BaHNE M PaCcXOaHble MaTepuanbl, KOTOpble CNOCOGHbLI NOBMNWATL Ha Ka-
4YeCTBO ycnyr nabopaTtopun, He AOMKHbI GbiTb MCNOMNb30BaHbI A0 TEX MOP, NOKa OHW He GyayT NPOBepeHbl Ha
cooTBeTCTBUE TpeboBaHNAM CTaHAAPTOB UMK onpeaeneHHbIM Tpe6oBaHNAM, YCTaHOBNEHHbIM MeToAnKamMu
ANS AaHHbIX uccneaoBaHuin. AT MOXET OblTb AONONHEHO NCCIEeA0BaHMEM KOHTPOMbHbIX NPO6 1 OLLEHKON Npu-
€eMNeMOoCTH pe3ynbTaToB. MoxeT 6bITb NCNONb30BaHa TakKe AOKYMEHTaUWA, coaepXkallasn cBeaeHUs o0 CooT-
BETCTBUM C CUCTEMOM MEHEDKMEHTA Ka4eCcTBa NOCTaBLUMKA.

4.6.3 [lomxHa cyllecTBOBaTb CUCTEMa MUHBEHTAPHOIO KOHTPONSA 3anacoB. Perncrpauma KOHTPONs BHELL-
HWX yCNyr, NOCTaBnAeMbIX U NprnobpeTaeMblX 3aNacoB A0MKHa 6biTh pa3paboTaHa v NnpoBeAeHa 3a Neproab!
BPEMEHMW, KOTOPble ONpeaeneHbl CUCTEMOM MEHEAXKMEHTA kauecTBa. B 3ToM cucteme AOMKHbI GbITb OTMEUEHbI
HOMepa NapTUin BCeX COOTBETCTBYIOLLMX PEareHToOB, KOHTPONbHLIX MaTepManoB U KanubpaTopos, AaTbl UX
nonyyeHns B nabopatopunm W AOaTthl NpUMeHeHus B pabote. Bce 3T AaHHble KOHTPONS [OIMKHbI
paccMaTprBaTbCA PYKOBOACTBOM nabopaTopun.

4.6.4 NaGopaTtopua NOMKHA OLLEHMBATL NOCTABLLMKOB, NOCTABKY M YCNYM, KOTOPbLIE BAMAIOT Ha Ka4ecT-
BO MCCNEAOBaHNN, U AOMKHA XPAaHUTL 3aNUCK O Pe3ynNbTaTax Takom OLEHKM, a Talke CNMCOK NOATBEPXKAEHNIA
3TUX OLLEHOK.

4.7 KoHcynbTauUOHHbIe YCNYru

MpodeccnoHanbHbIM NabopaTopHLIN NepcoHan AoMkKeH NPeAOCTaBNATb KOHCYNbTALUUN OTHOCUTENBHO
BbIGOpa ccneaoBaHuii M UCNONbL30BAHWUA YCNYT, BKMIOYas 4acTOTy NOBTOPEHUS MICCNEAOBaHUI U TpeDyeMblit
T™"N NpoGbl. Mpn He06Xx0ANMOCTM MOXET GbiTb OCYLLECTBNEHA MHTEPNPETALMA Ppe3ynbTaToB NCCINeNOBaHNN.

JlomkHblI NPOBOANTLCA perynApHble coBelLaHa NabopaTopHOro U KNMHUYECKOro nepcoHana OTHOCKU-
TenbHO UCNONb30BaHNA NABOPATOPHbLIX YCNYT U ANA KOHCYNbTALMIN N0 Hay4HbIM NpobnemaM. PaboTHukM na6o-
paTopMn OOMXKHbLI Y4acTBOBaTb B KIMHUYECKUX KOH(bepeHUMsX, BbICTYNasi KOHCYNbTaHTaMu Mo
3 (PEKTMBHOCTN NPUMEHEHNs1 NabopPaTOPHbIX UCCNEAOBAHNI KaK B LENOM, TaK U NPU KOHKPETHbIX Cry4vasx
3aboneBaHuni.

4.8 lNMpeTteH3un

NabopaTtopua aonxkHa pa3paboraTtb NOPAAOK U NPOLEAYPbI PACCMOTPEHUNA NPETEH3UI, XKanob n apyrux
obpaLleHnn KMMHULMCTOB, NALMEHTOB MW APYrMX CTOPOH. [opaaok xpaHeHUs 3apermcTpUpOBaHHbIX MPETEH-
3uUiA 1 xanob, nccnegoBaHuin U Mep NO YCTPAHEHUIO HEOCTATKOB, NPeANPUHATLIX nabopaTopuen, AoMKeH
COOTBETCTBOBATh TPE6OBAHUAM HACTOALLErO cTaHAapTa (cM. 4.13.3).

Mpumeyanune—llabopaTtopun AOMKHBI CTPEMUTBLCS NONYYaTL OT NONb3OBaTENel CBOUX YCNYr 06paTHyIo UH-
hopMaLMIO Kak NONOXUTENLHOTO, Tak U OTPULIATENBEHOIO XapakTepa NpeuMyLecTBEHHO cucTematmyeckuM obpasom (Ha-
npuMep, nyTeM onpocos).

4.9 YnpaBnenue B Cliy4yaax BbIABNIEHUA UCCNEQOBaHNN, He COOTBETCTBYIOLWMNX YCTAHOBNEHHbIM
TpeboBaHMAM

4.9.1 PykosoacTeo naboparopvm AOIMKHO ONpeaennTb NOPAA0K U NpoLeaypbl, noanexalume NCnosnHe-
HUIO, KOrAa 0bHapPYXeHO, YTO HEKOTOPbIE aCNeKTbl UCCNEeA0BaHNA HE COOTBETCTBYIOT YCTAHOBNEHHLIM NpoLie-
Aypam unmn TpeboBaHNAM CMCTEMbI MEHEXKMEHTA KayecTBa Un 3anpocaM KNMHUUMCTOB. Mpu 3TOM AOMKHO
6bITb YCTAHOBMNEHO, YTO:

a) 0603Ha4eH NnepcoHan, OTBETCTBEHHbIN 3a pa3pelleHne Npobrnemsi;
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b) onpeneneHbl AECTBUS, KOTOPbIE AOMXKHbI ObITb NPEANPUHATI;

C) MeAWLIMHCKOE 3HaYeHue NCCneaoBaHNs, He COOTBETCTBYIOLLEro TPeGoBaHMAM, OLEHEHO U1, NPn HeO6-
XOAMMOCTH, Ha3HAaYMBLLMIA CCea0BaHNE KNUHULUCT MH(DOPMUPOBaH;

d) npouecc nccnenoBaHNa OCTAHOBMNEH M pe3ynbTaT, €CNU HEOGXOAUMO, aHHYNMPOBaH;

€) KOoppeKTUpyloLme neNCTBUA HEMeANEHHO NPEAaNPUHATL;

f) yxe BblgaHHble pe3ynbTaTbl UCCNENOBaHUs, He COOTBETCTBYIOLLEro TPpeGoBaHNAM, OTO3BaHbLI UMK
COOTBETCTBYIOLLMM 06Ppa3om naeHTMOULMPOBaHbI, NPW HEOGXOANMOCTH;

g) OTBETCTBEHHOCTb 3a pa3pelleHne BO30GHOBNEHNS UCCNeA0oBaHNA ONpeaeneHs;

h) kawgbli1 3nM3on HeCOOTBETCTBUA TPEBOBaHNAM AOKYMEHTMPOBAH U 38perMcTpUpoBaH, 3TW AaHHble
Yepes YCTaHOBMNEHHbIE perynapHbie neproabl BpeMEeHN paccMaTpuBaloTcA PyKoBOACTBOM naGopaTtopum ons
0BHapyXeHWA TEHASHLMIA U NPUHATUA NPeayNPEXaaoLLMX AeNCTBUI.

MpunMedaHune— Vccneposanns unu NeNcTBUA B pasnUYHbIX pasaenax paboTsl, He COOTBETCTRYIOLWME Tpebo-
BaHUAM, MOTYT GbiTb YCTAHOBNEHB! PasNUUYHBIMU NYTAMM, BKNKOYAA NPETEH3UN KNMHALMCTOB, NoKasaTenn KOHTPONs Ka-
YyecTBa, kanubpoBKy NpMGopoB, NPOBEPKY PacXoAHbIX MaTEPUanoB, KOMMEHTapUM COTPYAHWKOB, NPOBEPKY 3anuceil U cep-
TUUKATOB, NPOBEPKY PYKOBOACTBOM NaGopaTopum, BHYTPEHHWIA U BHELLIHUIA ayauT.

4.9.2 EcnuvycTaHOBREHO, YTO NCCrneaoBaHUs, He COOTBETCTBYOLLME TPEBOBaHMAM, MOTYT NOBTOPUTLCS
MNWN eCnn CYLLIECTBYET COMHEHNE OTHOCUTENBHO COOTBETCTBUA NOpAAKa M npoueayp B nabopatopum npvse-
NeHHbIM B PYKOBOACTBE MO Ka4eCTBY, AOMKHbI ObITb HEMeANeHHO NPMMEHEHbI NPoLeaypbl ANs naeHTUdUKa-
LK, BOKYMEHTUPOBAHUSA U YCTPAHEHNS NCTOYHMKA OTKNOHEHWUI (cM. 4.11).

4.9.3 NabopaTtopns fomkHa ONpPeaennTb U BHEOAPUTb NPOLEAYPLI ANSA BbISBNEHUS pe3ynbTaToB, HE
COOTBETCTBYIOLMX TPebOBaHMAM, BKNIOYas pacCMOTPEHWe Takux pe3ynbTaToB. OTW cryvan AO0MKHbI ObiTb
3aperncTpupoBaHbI.

4.10 KoppexTupyowme nencreua

4.10.1 NMpouenypbl KOPPEKTUPYIOLLIMX AENCTBUIN AOMKHbBI BKNIOYaTh B Ce0A N3y4eHne NPUHNHLI UNu Npu-
YYH, BbI3BaBLLNX NpobnemMbl. TO AOMKHO NPMBECTU K OCYLLECTBNEHNIO NpeaynpexaaoLmx aencrenin. Kop-
peKTMpyloLIMe NenCTBUS AOMXHbI COOTBETCTBOBATb 3HAYMMOCTM Npobnembl U ObiTb COpasMepHbIMU ¢
BO3MOXHbIM PUCKOM.

4.10.2 PykoBoacTBO nabopaTtopnm AOMKHO AOKYMEHTUPOBATL U OCYLLIECTBNATL BCe Tpebyemble n3me-
HeHWA B ONepaTMBHbIX NPOLIeAYPax, BbITEKAIOLWMNX N3 KOPPEKTUPYIOLLIMX AENCTBUN.

4.10.3 PykoBoactBo nabopatopum AOMKHO OCYLLECTBMNATb MOCTOAHHBLIN KOHTPONb 3a pesynbrata-
MW NPeanpPUHATBLIX KOPPEKTUPYIOLWMX AEACTBUI, 4TOOLI 06ecneunTb ahhekTMBHOE NPeoaONeHNE BO3HUKLLINX
npo6nem.

4.10.4 Ecnu oueHka HECOOTBETCTBMA UNN U3YHEHNE B PaMKax KOPPEKTUPYIOWNX AENCTBUIA Bbi3bIBAET
COMHeHWe B 3thhpeKTMBHOCTM NN COOTBETCTBUM NOPAAKA U NPOLLEAYP NNN CUCTEMbI MEHEAKMEHTA Ka4eCTBa,
PYKOBOACTBO NabopaTopun 4OMKHO OPraHM30BaTb NPOBEPKY STUX Chep AeATENBHOCTU COrNacHo TpebosaHu-
AM. Pe3ynbTaTbl KOPPEKTUPYIOWNX AEUCTBUIN AO0MXKHBI BbITb PACCMOTPEHbI PYKOBOACTBOM NabopaTtopun.

4.11 NMpepynpexapaowme AeMCTBUA

4.11.1 [onxHbl ObITb YCTAHOBNEHBI NOTEHLMANBbHBIE UCTOYHUKN HECOOTBETCTBUA M HEOBX0ANMBIE YNYH-
LUEHWA KaK TEXHNHECKOro XapakTepa, Tak U CBA3aHHbIe C CUCTEMON MeHemkMeHTa. Ecnn Heo6xoanmbl npea-
ynpexpaaiolimne AeincTenA, To AOMKeH ObiTb pa3paboTaH n OCyWEeCTBNEH NNaH AeNCTBUI U OTCNEXEHO ero
BbINONHEHWUE ANA CHWKEHUA BEPOATHOCTM NOABNEHNUA NOAOGHLIX HECOOTBETCTBUN, a Taloke CO3aAaHbl bnaro-
NPUATHBIE YCNOBUA AN BO3MOXHOTFO NPOBEAEHNA YNYHLLEHWUNA.

4.11.2 Mpouenypbl Npeaynpexaaowmx AeNCTBUN AOMKHLI NPeayCMaTPUBaTb MHULMMPOBAHWE TaKUX
DEeNCTBUI N OCYLLECTBREHNE KOHTpona mx agdekTnsHocTH. MOMUMO nepecmoTpa onepaTMBHbLIX Npoleayp
npeaynpexaatolme AeNCTBUA MOTYT BKMNIOYaThb B Ce65 aHanna AaHHbIX, aHanu3 TEHAEHLMN U PUCKOB U BHELL-
HIOIO OLIEHKY KayecTBa.

M pnMeyaHune—MNpeaynpexpalowme ASNCTBUA ABNSAIOTCA CKOpee NPOLECCOM U3bICKaHUSI BO3MOXHOCTEN
ynyuLweHns, Yem peakumei Ha obHapyxeHue npobnem unu NpeTeH3uniA.

4.12 YnyyweHue

4.12.1 Pykosoacteonabopatopmm SONKHO NEPUOANHECKM NepecMaTpmBaTh OnepaTMBHbIe NpoLeayphl,
KaK 3TO onpeAeneHo CUCTEMON MEHEMKMEHTA KaveCTBa, YTOOb! BbIABNATL NOTEHLMANbHbIE NCTOYHNKN HECO-
OTBETCTBUS UNW AAPYIMe BO3MOXHOCTU YNYYLLEHWUA B CUCTEME MEHEDKMEHTa Ka4eCcTBa UM B TEXHONOMMYECKON
npaktvke. [MnaHbl Mep NO COBEPLUEHCTBOBAHUIO AOMKHbLI ObiTb pa3paboTaHbl, JOKYMEHTUPOBAHbLI N OCY-
uiecreneHbl COOTBETCTBYIOLLUM 06paaoM.

4.12.2 lMocne ocyLecTBNEHNs 3annNaHMpOBaHHbIX MEP PYKOBOACTBO nabopatopun AOMKHO OLEHUTb
3(ppeKTMBHOCTL UX BLIMONHEHNA NYTEM TLLATENLHOrO PacCMOTPEHUA UMK NPoBeAEHNEM NPOBEPKN COOTBET-
CTBYIOLLIErO pa3faena AenaTenbHOCTM naboparopun.
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4.12.3 Pe3ynbrathl AeMCTBUM, NPEANPUHATLIX NOCNE NPOBEAEHHONO U3Yy4YeHWs, AOMKHbI 6biTb BHOBL
paccMOTpeHbl PYKOBOACTBOM NabopaTtopum ANa ocyWweCcTBNEHUs BceX He06X0ANMbIX U3MEHEHUI B CUCTEME
MeHEeKMEHTa KavecTea.

4.12.4 PykosoacTtso nabopaTtopmun AOMKHO NPUMEHATL MHAMKATOPLI Ka4eCcTBa ANA CMCTEMATNYECKOro
OTCNEXMBAHNA M OLLEHKMN y4acTUA NabopaTopum B OKa3aHMM NOMOLLM NaumeHTaMm. Ecnm nporpamma o6Hapyxu-
BaeT BO3MOXHOCTU YNy4LUEHUs, PyKOBOACTBO NabopaTopum AOKHO NPUHATB BbITEKAIOLLNE U3 3TOFO KOHKPeT-
Hble Mepbl. PykoBoacTBO nabopatopumn AomxHo obecneunts yuactue nabopaTopum B YIy4LIEHNN KavecTsa
MEOMLIMHCKON NOMOLLUW, YTO AOMKHO NPOABNATLCA B CYLUECTBEHHbIX OBNAcTAX W pe3ynbratax MoMOoLM
nauneHTam.

4.12.5 PykosoacTeo nabopaTtopmmn AOMKHO NPeaoCTaBnsaTb COOTBETCTBYIOLWME BO3MOXHOCTH 06pa3zo-
BaHWA 1 0by4YeHNA BCeMY nNepcoHany nabopaTopuu, a Takke, eCnn YMEeCTHO, noTpebutensam nabopaTopHbIX
ycnyr.

4.13 YnpaBneHue 3annucaMmn

4.13.1 BnaGopaTtopumn gomkHbl BbITb pas3paboTaHbl M OCcyLWwecTBNEHbI NpoueaypPbl ANA naeHTUdnKaumn,
cbopa, uHaekcaumn, AOCTyNa, XpaHeHUA, BeaeHNA n 6e30nNacHOro yaaneHusa sanucen B obnactun kavecTsa n
TEXHONOIMA.

4.13.2 Bce 3an1cy [OMKHbI ObITb NEFKOYNTAEMbIMU N AOMKHBI XPAaHUTLCA TakMM 06Pa30oM, 4TOOL! ObITb
NerkofoCTyNHbLIMKU NPU HeOHXxoANMOCTK. 3aNucn MOTYT XPaHNTLCA Ha NIBOM NoaxoasLLLEM HocuTene, onpeae-
NEHHOM HALUMOHANbHLIMU, PETMOHANBHLIMA NN MECTHLIMK OPUANYECKMMIN NPaBUnamMm (CM. NpumeYvaHue K
4.3.1). QonxHbl 6b1Tb NpegocTaBneHbl noMeleHns, obecnevnsalowme 6esonacHoe xpaHeHne, npeaynpexae-
Hue nop4n, ytpatbl U HECAHKLUMOHUPOBAHHOIO A0OCTYNA K 3TUM JOKYMEHTaM.

4.13.3 B naGopartopum fonxeH GbiTb YCTAHOBMNEH NOPAAOK, ONpeaenAoWmMi ANUTENbHOCTL XPaHeHNs
pasnNUYHbIX AOKYMEHTOB, OTHOCALLMXCA K CUCTEME MEHEAXKMEHTA Ka4ecTBa N pesynbratam UccneaoBaHnin.
Cpok xpaHeHuss nomkeH ObITb onpegeneH xapakTepoM UCCNegoBaHna uNu cneumanbHbIMU TpeGoBaHNAMN
Ka)xaoro MpoTokona.

MpuMedyaHune—MoryT ObiTb NPUMEHEHB! HALMOHANbHBIE, PEMMOHaNbHbLIE U MECTHLIE NpaBuna.

3TV AOKYMEHTbI MOTYT BKMNOYaTh B €68, N0 MeHbLLUEW Mepe, cneayiowlee:

a) cbopMbl 3aNpocoB (Ha3Ha4YeHWI) aHanM3oB (BKMIOYaA KapTbl NALUMEHTOB UMN TONbKO MEAULMHCKNE
HasHa4YeHus, eCNY OHN UCMONb3YHTCS Kak hOpPMbl 3aNPOCOB Ha aHanNU3bl);

b) pesynbTaThl UCCNEAOBAHWI M OTHETHI O HUX;

C) pacnevaTkn pesynbTaTos;

d) MeToaukun nccnegoBaHuii;

e) naGopaTopHble paboymne xxypHanbl Unu 3anucy;

f) 3anucu o nocTynneHusx;

g) KannbpoBoOYHble AaHHble N kKO3 MDULMEHTBI NepecyeTa;

h) 3anucum o pesynbTaTax KOHTPONA Ka4eCTBa;

i) npeTeH3nn N NPUHATLIE Mepbl;

j) oT4eTbl BHYTpEHHEro 1 BHeLLHero ayanTa;

k) pesynbTaTbl BHELLHEN OLEHKN KauecTBa/MexnabopaTopHbIX CANYEHWI;

1) 3anmcu 06 yny4lleHny ka4ecTBa;

m) 3anucum no o6cnyxmBaHmio NpUBopoB, BKNOYasa AaHHbIE BHYTPEHHEN N BHELLHEN KannbpoBKy;

n) AOKYMEHTAaLMIO O NapTunm cepTndmKaTe NOCTABKN PpacXOAHbIX MaTePUanoB, BNOXEHUAX B YNaKOBKY;

0) pervcTpaumio HeCHaCTHbIX Cy4aeB N MPUHATBLIX AeVCTBUN;

p) 3anuncy 06 06y4eHNn n KOMNETEHTHOCTM NEPCoHana.

4.14 BHyTpeHHMe NpoBepKn

4.14.1 C uenbio NoaATBEpAUTL COOTBETCTBUE AeATENbHOCTU nabopatopun TpeboBaHUAM CUCTEMBI
MeHeXKMEeHTa Ka4eCcTBa B CPOKW, YCTaHOBMEHHbIE 3TOM CUCTEMOM, A0MXKHbI GblTb MPOBEAEHb! BHYTPEHHME NPOo-
BEPKW BCEX ANIEMEHTOB YKa3aHHOW CUCTEMbI KaK YNpaBreH4YecknX, Tak U TeXHOMNorniyecknx. BHyTpeHHsAa npo-
BEepka AOMKHa nocnenoBaTenbHO PaccMaTpyBaTb 3TU ANEMEHTbl NPU OCOGOM BHUMaHWKM K y4acTkawm,
KPUTUYECKN BAXHBLIM ANA OKa3aHWA NOMOLLM NaLneHTaMm.

4.14.2 Mposepkun AOMKHbI ObiTb OpManbHO CNNaHWPOBaHbI, OPraHM3oBaHb! M NpoBeaeHb! KBanMULK-
POBaHHbLIM YMOMTHOMOYEHHbIM MO Ka4eCTBY MW YNONHOMOYEHHbIM KBanuguLMpoBaHHbIM COTpyAHMKOM. Mpo-
BePAIOLMIA HEe AOMKEH KOHTPONUPOBaTb COGCTBEHHYI0 paboTy. MNpoueaypbl BHYTPEHHWUX NPOBEPOK AOMKHbI
6bITb onpeaeneHbl, AOKYMEHTMPOBaHbI, BKNOYas TN NPOBEPKKU, HacTOTy, METOAONOIMIO N TpebyeMyio AOKY-
MeHTaumio. B cnyyae obHapyxeHWs HepoCTaTKOB MMM BO3MOXHOCTEN COBEpLUEHCTBOBaHUA nabopatopus
DOMKHA NpPeanpuHATL KOPPEeKTMpYloWne Wnu npegynpexaalowmne AerCTBUS, KOTOpble OOMKHbI ObiTb
OTpaxeHbl B AOKYMEHTaX 1 MPoBeAeHbl B COrNacoBaHHbIN MepUos BpeEMeEHU.
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4.14.3 TepnoanyHOCTL NPOBEPKM OCHOBHbIX INEMEHTOB CUCTEMbl MEHEIKMEHTa KadecTBa OObl4HO
COCTaBNsET OAVH rog.

4.14.4 PesynbTaTbl BHYTPEHHUX MPOBEPOK cnefyeT NpeacTaBnATb Ha PacCMOTPeHWe pyKoBOACTBA
nabopaTopum.

4.15 AHanu3s co CTOPOHbI pyKoBOACTBa

4.15.1 PykoBoacTBO NabopaTtopum A0MKHO CUCTEMATUYECKU NepecMaTpmBaTh NabopaTopHyo cUCTEMY
MEHeDKMEHTa KayecTBa 1 BCe BUAblI MEANLMHCKNX YCAYr, BKNIOYasa MCCNeaoBaHnA N KOHCYNbTAaTUBHYIO AeA-
TENbHOCTb, YTOOLI 06ecneUnBaTh UX NOCTOAHHYIO CTABMNLHOCTbL M 3O(PEKTUBHOCTD B OKa3aHMN MEAULIMHCKON
NOMOLLM NaLNEHTaM N BHOCUTb HeOOX0ANMbIE M3MEHEHNS UMK YNYYLLEHUA. Pe3ynbTaThl TAKOro nepecMoTpa
DOMKHbI ObiTb OhOPMIEHb! B BUAE NnaHa, BKNovawLwero B cebs uenun, o0bekTbl M NporpaMMbl AENCTBUA.
OG6bI4HO Takoe paccMOTPEHUE OCYLLECTBNAIOT OAVH pa3 B kaxable 12 mec.

4.15.2 AHanmna co CTOPOHbI pYKOBOACTBA AOMMKEH 3aTparmeaTth, NO MEHbLLEW Mepe, cneayiollee:

a) NpOBepPKy BbINOMHEHWNA PpEKOMEHAALMI NPeLLeCTBYIOWEro aHanu3a;

b) xoA NpeanpPUHATLIX KOPPEKTUPYIOLLMX AEVUCTBIUI U TpeBGyeMble Nnpeaynpexnaiolme AeicTBUS;

C) OTYeTbl OTBETCTBEHHbIX MWL

d) pesynbTaTbl NOCNEAHUX BHYTPEHHNX NPOBEPOK;

€) OLEHKY CO CTOPOHbI BHELUHWX OpraHn3aLui;

f) pe3ynbTaThl BHELLHEW OLLEHKM Ka4eCTBa U MeXNabopaTopHbIX CNUYEHUI Apyrmx (hopm;

g) niobble nameHeHna B o6 beMe 1 TMNe NPOBOAUMON paboThbi;

h) 3ameyaHuns n NpeTeH3nn co CTOPOHbI KNMMHULMCTOB, NALMEHTOB U APYIMX CTOPOH;

i} MHOnKaTopbl KAYECTBA ANA CNEXEHUs 3a BKNaaoM nabopaTopum B 0kasaHMe NOMOLLM NaLUeHTaMm;

j} HecooTBeTCTBUA TPEOOBAHNAM;

k) MOHMTOPUHI BpemeHn 060poTa NnabopaTopHOro TecTa;

1) pesynbTaThbl NpoLEeCcCca NOCTOAHHOIO yNy4LWeHUs;

m) OLEeHKy NOCTaBLLNKOB.

B nepvog pa3paboTkn cucTeMbl MEHeXKMEHTa kayecTBa MOryT 6biTb Heo6xoanMbI 6onee yacTole nepe-
CMOTpPbI. 3TO A0MKHO NO3BONATL KAK MOXHO paHbLUe NPeANpPUHUMATL Mepbl B TeX y4acTkax pabothl, rae 6yayt
TPeboBaTLCA YNyULIEHNs B CUCTEME MEHEAXKMEHTA KaYeCcTBa Unu Apyrmx CTOpoHax AeATenbHOCTH nabopa-
TOpUN.

4.15.3 KauyecTBO M CcTeneHb COOTBETCTBUA yYacTusi nabopaTtopvm B 0KazaHUn MEOULIMHCKON NMOMOLLM
nauneHTaM AOMKHbI 6biTb B BO3MOXHO G0nbluei Mepe OTCNeXeHbl M 06 EKTUBHO OLIEHEHDI.

M punmeyaHn e — Heobxoaymble AaHHbIE AOMKHBI COOTBETCTBOBATL TUMY UMW MECTY pacnonoxeHus naboparo-
pum (6onbHMLA, KNUHKKa UNK BCNIOMOraTenbHas naboparopus).

4.15.4 OGHapyxeHHble (hakTbl M AeNCTBYA, NPEANPUHATLIE B pe3ynbTaTte aHanmn3a co CTOPOHbI PyKOBOA-
cTBa nabopaTopyn, AOMXHbI ObITb 3aperncTpupoBaHb!, NabopaTopHbii NepcoHan AoMmKeH 6bITb HOPMUPO-
BaH O pe3ynbTaTax aHann3a n NpUHATbLIX peLleHnax. PykoBoacTeo nabopaTopmmn AOMKHO 06ecneynTb NPUHA-
TNe HeobXOaAMMbIX MEP B COOTBETCTBYIOLLIEM OO bEME 1 B COFNacoBaHHbIN NepUoA BPEMEHMN.

5 TexHuuyeckue TpeGoBaHUS

5.1 MepcoHan

5.1.1 Pykosoacteo nabopaTopun AOMKHO MMETb OPraHM3aLMOHHBIV NMNaH, ONUcaHWsa pacnpeaeneHns
nepcoHana n paboT, KoTopble onpeaensioT KBanuguKaunio n 0633aHHOCTN BCEX COTPYAHUKOB.

5.1.2 PykoBoacTBo nabopaTopum AOMKHO BECTU y4eT COOTBETCTBYOLLEN 06pa3oBaTenbHON 1 npodec-
CMOHanNbHON KBanNMUkaLum, yMeHnia, onbiTa n KOMNETEHTHOCTUN BCEro NepcoHana. 3ta nHhopmaums AoMmKHa
6bITb NErkogoCTyNHa COOTBETCTBYIOLLMM COTPYAHUKAM U MOXET BKMNOYaTh B cebs:

a) cepTndmkaT UNn NULEH3No, ecnn TpebyeTcs;

b) cnpasku c npealecTByOLWEro MecTa paboThl;

C) onucanve paboThl;

d) perncrpaumio AaHHbIX O HeNpepbiBHOM 06pa30BaHNN U NOBLILLIEHUN NPOGECCMOHANBLHOTO YPOBHS;

€) OLEHKY KOMNETEHTHOCTH;

f) cBeaeHua o HecYacCTHbIX Cryvasx.

Opyras nHpopmaLms MOXeT KacaTbCa COCTOSHWUSA 300POBbS MepCoHana B CBA3WN C NPOM3BOACTBEHHOWM
BPEOHOCTbIO M COCTOAHMEM UMMYHMW3aLWN.
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5.1.3 INa6opaTopua AoMKHA BO3rNaBNATLCA NULLOM AW nuLamn, 06naaaoLLImMmMm OTBETCTBEHHOCTLIO 33
ucrnonHeHne o653aHHOCTEN U KOMMETEHTHOCTLIO AN o6ecneveHns BbINONHEHUSA NpefocTaBNseMbix nabopa-
TOpUEN ycnyr.

n puMeyYyaHune — B paHHOM cny4yae noa KOMNETEHTHOCTBLIO NOHUMAIOT Kak pesynbraTt 6asoBoro, nocneaunnom-
HOrO, HenpepbIBHOrO 0OpPa3oBaHuUsA, Tak U YMEHWUS U MHOTONETHUIA onbIT paboTel B MeanLMHCKoi naboparopuu.

5.1.4 OTBeTCTBEHHOCTb 3aBeaylollero nabopartopuert mnu yNnonHOMOYEHHOTO NULIA AOMKHAa npea-
yCMaTpmBaTh NPOdECCMOHANBLHYIO, HAY4YHYIO, KOHCYNbTATUBHYIO, OPraHU3aLUOHHYI0, aOMUHUCTPATUBHYIO 1
o6pa3oBaTenbHyIo CTOPOHbI. Bce 310 JOMKHO COOTBETCTBOBATL YCNyram, npeaocTaBnsieMbiM nabopatopuei.
3aBeayowmin nabopatopuen NnM yNnonHOMOYEHHbI B OTHOLLEHWUN KaXXA0ih 3aiaun OMKEH UMETb COOTBET-
CTBYIOLLIYIO MOArOTOBKY M OCHOBbI, NO3BONSAIOLLME HECTM OTBETCTBEHHOCTD 3a cneayioLlee:

a) KOHCYNbTUPOBATb TeX, KTO 3anpalumsaeT nHgopmaumio, 0 BbiGope TecToB, ucnonb3oBaHum nabopa-
TOPHbIX YCNyr 1 06 HTepnpeTaLmmn NnabopaTopHbIX AAHHbIX;

b) BbICTyNaTh BKa4eCTBE aKTMBHOIO YreHa MEAMLIMHCKOro NePcoHana Toro yupexaeHus, Kotopoe na6o-
paTopus 06CcnyxvBaeT, ECNN 3TO BO3MOXHO B CYLLIECTBYIOLLMX OOCTOATENLCTBAX;

C) nopaepxmBaTh CBA3b M 3(O(EKTMBHO COTPYAHMYATDL (BKNIOYAA KOHTPAKTHbIE OTHOLLEHUS ), eCNU HEOO-
X0AUMO:

1) € COOTBETCTBYIOLMMMN 3KKPEAUTYIOLLMMM U PETYNUPYIOLLMIN OpPraHamu,

2) ¢ COOTBETCTBYHOLMMMN 3OMUHUCTPATMBHBIMY OhULIMANbHBLIMU NNLEAMM,

3) ¢cMeanuUMHCKNM COOBLLECTBOM,

4) cobcnyxvBaeMbIM HaceneHneMm;

d) onpenensTb, OCYLLECTBNSATbL M OTCNEXMBATb COOTBETCTBME TPEGOBaHNAM BbINONHEHHbIX UCCNEeAOoBa-
HWI 1 KaYecTBa MeANLIMHCKUX NabopaTopHbLIX YCIYT;

€) BHeapATb CUCTEMY MEHEXKMEHTa KayecTBa (3aBeayowmnn nabopatopuen n cneumanucTol nabopa-
TOPWUW [OMXHBI Y4aCTBOBaTb B paboTe pasnuyHbiX KOMUTETOB MO YNY4LUEHUNIO KAYECTBA B yYPEXAEHUN, ecnn
310 TpebyeTca);

f) oTcnexusatb BClo paboTy, BbINONHAEMYIO B TabopaTtopum, 4To6bl onpeaensiTb, HACKONbKO AOCTOBEP-
Hble AaHHblEe OHa BbIQAET;

g) obecneyrBaTb HanMyne 4OCTATOYHO KBANUMULMPOBaHHOIO NEPCOHaNa ¢ anekBaTHO NOATBEPKAEH-
HbIMW 3HAHUAMMW N YMEHUAMU, YTOObI yAOBNETBOPATL NOTpebHOCTAM nabopatopuu;

h) nnaHupoBaTb, ycTaHaBNvBaTh 33441, Pa3BnBaThb N pa3MeLLaTh pecypcbl COOTBETCTBEHHO MEANLIVH-
CKUM NoTpeBHOCTAM;

i) ocywecTBnATb 3peKkTMBHOE AaAMMHUCTPUPOBAHME MEANUMHCKMMM NabopaTopHbIMKU YCryramm,
BKINOYas 6104Ke T, NNaHNPOBaHWE Y KOHTPOSb C OTBETCTBEHHBIM (PMHAHCOBLIM YNPaBNeHNeM B COOTBETCTBUM C
npeanvcaHHoON emy B ydpexaeHny o6a3aHHOCTbIO;

j) ocywecTtBnATh 06pasoBaTenbHbie NPOrPamMMbl ANA MEAULIMHCKOrO M NabopaTopHOro nepcoHana un
y4acTBOBaTb B 06pa3oBaTenbHbIX NPOrpaMMax yupexxaeHns;

k) nnaHMpoBaTb M HaNPaBnATb HAY4HblIE UCCNEAOBAHUA B COOTBETCTBUM C BO3MOXHOCTAMM nabopa-
TOpWIK;

1) BbIGMPATL BCNOMoraTenbHble (CybnoapaaHbie) NnabopaTopumn n OTCREXNBATL KAYECTBO YCAYT B HUX;

m) obecneunBaTtb Ge3onacHOCTb B nabopaTtopumn B COOTBETCTBUM C TpeboBaHuaMK nabopaTtopHOn
NPaKTUKN Y NPUHATBIMA NPaBUNamMu;

n) paccmaTtpuBaTh Nobyio NpeTeH3uio, 3aNPoc UNN NPEANOXeHNe CO CTOPOHbI Nonb3osaTtenen nabopa-
TOPHbIX YCRYT;

0) obecneunBaThb BbICOKUI MOpPanbHbIM AyX NepcoHana.

3aBepylowmin nabopaTtopmeit He [IOMKEH BLINONHATL BCE 3TN PYyHKLUMM eAnHONUYHO. OAHAKO UMEHHO
3aBeaylowmin nabopatopurer OTBEYaET 3a BCIO AeATENbHOCTL NabopaTopun n pykoBOACTBO 1o, o6ecneynsas
KaueCTBO yCnyr, NpeoCTaBNsAeMbiX NaLMeHTaMm.

5.1.5 [inqA BbiNonNHeHWs 3anpaluMeaemom paboTbl M OCYLLECTBNEHNA APYINX (DYHKLMIA CUCTEMbI MEHE K-
MeHTa KayecTBa nabopaTopusi AOMmKHa pacnonaratb He0HXoAUMbIMU pecypcamm NepcoHana.

5.1.6 MepcoHan AOMKEH NPONTU HEOOXOAMMYIO NOArOTOBKY ANs o6ecnevyeHnsa KavyecTBa NpeaocTas-
NAEMbIX UM YCNYT U YNPaBMNEeHUs KAYECTBOM 3TUX YCNYT.

5.1.7 PykoBoacTBo nabopaTopun AOMKHO YNONHOMOYMTL CneumanbHO NoaoGpaHHbIN nepcoHan ans
nNpoBeaeHUsi KOHKPETHLIX paboT no B3aTHIO NPo6, NpoBeaeHNIo nccnenosaHni n pabote Ha o6opyaoBaHun
cneumanbHbIX BUOOB, BKMIOYas UCMOMNb30BaHUE KOMMNbIOTEPOB B NabGopaTopHON MH(POPMALMOHHON cUCTEME
(cM. npunoxeHue B).

5.1.8 [lomxkeH 6bITb yCTaHOBNEH NOPAAOK, KOTOPLIN ONPEAEnsaeT, KTO MOXEeT NoMb30BaTbCA KOMMbIOTEP-
HOM CUCTEMOW, KTO UMeeT AOCTYN K AaHHbIM NaUMeHTOB U KOMY pa3pelLeHO BBOANTL U U3MEHATb pe3ynbTaThl
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nccneaoBaHUi NaLMEHTOB, KOPPEKTUPOBaTb cyeTa unv MoaudUUMPOBaTH KOMMbLIOTEPHbIE MPOrPaMMbl
(cm. npunoxenna B n C).

5.1.9 lMepcoHany Bcex ypoBHeN AOMKHA ObITb AOCTYNHA NPOrpaMMa HEMpPEPbLIBHOTO 06pa3oBaHna.

5.1.10 Cnyxalme NOMKHbI GbiTb 0GYYEHbI NPaBUNaM NpeaynpeXaeHUs Ny yCTpaHeHUs BNNAHUIA CNy-
YalrHbIX aBapuin.

5.1.11 KOMNEeTEHTHOCTb KaXXAO0ro nuua Ans BbIMNONHEHUSA NpeanUcaHHbIX 0083aHHOCTEN AoMXKHA ObiTb
oLieHeHa nocne oby4eHns  NoaBepraTbcs nepuoanyeckoi npoeepke. MoBTopHOE 0GYyYEHME M NPOBEPKY Cne-
AyeT NpoBOAMTb NO Mepe HeobxoaNMOCTH.

5.1.12 TMepcoHan, ocyLLEeCTBNAIOLLMIA NPOgECCHMOHANbLHYI0 OLeHKY NPaBUNLHOCTU CCNEAOBaHWI, A0N-
)XEH UMETb Kak COOTBETCTBYIOLLME TeopeTUYeckue n NpakTM4eckme OCHOBDI, Tak U onbiT. lNpodeccnoHanbHoe
cyxaeHne MoxeT 6biTb BbIpaXkeHO Kak MHeHWe, MHTepnpeTaums, NPOrHo3, CUMyNSaUMsA, MOAENb U 3HaYeHne 1
NOIMKHO OTBEYATb HALMOHASBHBLIM, PEFMOHAMNBHBLIM UM MECTHLIM NPaBUNaMm.

5.1.13 TlepcoHan AomkeH NPUHUMATL y4acTHe B perynapHoM npotheCcuoHanbHOM YCOBEPLUEHCTBOBA-
HUW MNn APYTUX NPOreCCUOHANbHbIX KOHTaKTax.

5.1.14 KoHmaeHUMansHOCTb MH(OpPMaLIMK, Kacalowenca NauneHToB, A0MmKHa cobnioaatbea BceM
nepcoHanom.

5.2 MNoMelueHNA U YCNOBUA OKpYXaloLen cpeabl

5.2.1 Na6opaTopma AOMKHA MMETb NMOMeELLEHWE, NO3BONAIOLLEE BLINONHATL PaboTy, He yxyAawas ee
Ka4ecTBa, NPOBOAMTL NMPOLIEAYPbl KOHTPONSA KavecTsa, obecnevunsatb 6€30NacHOCTL NepcoHana u obcnyxu-
BaHWS naumeHTOB. 3aBeaylowmii nabopaTopuei AOMKeH onpeaenaTb aneKkBaTHOCTbL NoMeLleHns. Pecypchl
JONXHb! B6bITb B KONMYeCTBE, HEO6X0AMMOM AN obecneveHna aeaTenbHOCT nabopatopun. MatepuanbHble
pecypcbl nabopaTtopum cneayeT XpaHuTb B (OYHKLIMOHANBHO YAOOHbLIX M HaaeXHbIX yenoBuax. Takune xe ycno-
BMS AOMKHbI BbITb 06ecneveHbl ANA B3ATUS NepBUYHbLIX NPO6 M MCCNeaoBaHUIn B MECTax BHE NOCTOSHHOIO
pasmelleHns nabopartopmm.

5.2.2 [Insa obecnevenns achekTMBHOM paboTbl B NnabopaTopun A0MKHbI 6biTb ONTUMU3NPOBaHLI yA06-
CTBa ANA COTPYAHWUKOB N CBEAEH K MUHUMYMY PUCK TPaBM 1 NpodheccnoHanbHbiX 3abonesanuin. MaumeHTs,
COTPYAHNKN N MOCETUTENN AOMKHbI GbiTb 3aLLUMLLEHBI OT BO3MOXHbIX ONACHOCTEN.

5.2.3 B cnyyae npenoctaBneHna Mecta Ansa B3ATUA NEPBUYHBLIX NPO6 AOMKHLI GbiTb NPeayCMOTPEHbI
KOMPOpPTHblE M yAOOHbIE NOMELLEHNA ANA NaLMEHTOB C ONTUMaNbHBLIMKN YCNOBUAMUW ANA B3ATUS NPOOG.

5.2.4 YcTpoicTBO NoMelleHnin nabopaTtopmm v yCrnoBus B HeW JOMKHbI CNOCOBCTBOBATb BbINONHAEMbIM
3apadaM. O6CTaHOBKA B NOMELLEHUSX ANSA B3ATUA NPO6 1 AN ucCneaoBaHui He JOMKHA OTPULATENbHO BNK-
ATb Ha pe3ynbTaTbl UNK YXyALiaTb Tpebyemoe KayecTBO No6bIX M3MEPEHUN.

Na6opaTopHble NOMeLLeHVsA ANsS UcCneaoBaHUi AOMKHLI 0becneunBaTbh NPaBUNBLHOE BbLINONHEHUE
nccnenoBaHunin. [1ns aToro Heo6XxoANMbI UICTOUHUKU SHEPTMN, OCBELLIEHUS, BEHTUNALWK, BOAbI, yAANEeHNe OTXO-
DOB 1 NCNOMb30BaHHbLIX MaTepranos U COOTBETCTBYIOLLME YCnoBuA cpeabl. flabopaTtopua ponmkHa pacnona-
ratb npoLeaypamv AN NpoBepKun OTCYTCTBUA OTPULIATENBHOTO BAMSHMA OKPYXaloLwen cpeabl Ha NpoBeaeHue
c6opa npob n o6opyaosaHve.

5.2.5 NaGopaTopusa QomkHa OTCNEXMBATL, KOHTPONMPOBATb U PETNCTPUPOBATL YCNOBUA OKpYXatoLwen
cpeabl, kak 3TOro TpebyloT COOTBETCTBYIOLLME NPAaBUNAa UK KOTA3 3TN YCNOBMA MOTYT NOBNNATL Ha Ka4eCTBO
pe3ynbTaToB. [JonXHO ObiTh yaeneHo BHUMaHne GMoNorniyeckoi CTEpUNLHOCTH, 3aNbINEHHOCTK, 3NeKTPoMar-
HUTHBIM NOMEXaM, paauaLmmn, BNAXHOCTU, CHABXKEHWNIO INEKTPOIHEPruen, TeMnepaTtype, YPOBHAM 3BYKA W
BMOpaLMn NPUMEHNTENBHO K COOTBETCTBYIOLLIEN TEXHUYECKON AEATENBHOCTY.

5.2.6 [omkHbl 6bITb COOTBETCTBYIOLLIUM 06pa3oM pasaeneHbl Te Cexumm nabopaTopun, B KOTOPbIX OCY-
LWeCTBNAETCA ASATENbHOCTb HECOBMECTUMbIX BUAOB. [lonXkHbl 6biTb NPeANPUHATEI MEPLI ANA Npeaynpexae-
HWA NePEKPECTHOrO 3arpA3HeHUs.

Mpumepsi — Koz0a uccnedoeaHus npedcmaensiom co6oil onacHocmb (Hanpumep, Mukobakmepuosio2us,
paduoHyknudsi u m.0.); ko20a pesynbmamsi pabomsi MO2ym 6bimb UCNOPYEHbI U3-3a MO20, YMO OHa Nposodum-
Cfl He 8 OMQAeIbHOM NOMEWeHUU, KaK NPU aMnauGuKayuu HyKI1eUHO8bIX Kucsiom; ko2da dna pa6oms! mpebyem-
cfl cnokoliHasa o6¢cmaHoeka, 6e3 omesiekaroujux ¢haKkmopos, Kak, Hanpumep, 017 YUMONamosi02u4ecKo20 CKpu-
HUHza; unu koz2da paboma mpebyem koHMponupyemMol cpedbi, kak 0na 60abUIUX UHPDOPMAYUOHHBIX CUCMEM.

5.2.7 [loctyn K 30HaMm, cCNOoCOGHLIM MOBNUATL HA KAYECTBO NCCNEea0BaHUI, U UCMONb30BaHME 3TUX 30H
DOMXHbI 6bITb KOHTPONMPYeMbIMU. [INa oxpaHbl NPo6 M pecypCcoB OT HECaHKLMOHUPOBaHHOIO AOCTYNa AOMKHbI
6bITb NPeANPUHATLI COOTBETCTBYIOLLIME MEpPbI.

5.2.8 CucreMbl CBA3M BHYTPU NabopaTopumn AOMKHbLI COOTBETCTBOBATL pa3Mepy M CMOXHOCTU YCTPO-
cTBa NnoMeLLeHNA U 3hEKTUBHON NepeaYve COOOLLIEHNIA.

5.2.9 HeobxoauMoe npOCTPaHCTBO M YCNOBMA AOMKHbI ObiTb NpenocTaBneHbl Ans obecneyeHus
COXPaHHOCTU NPo6, cNaaoB, MCTONOMMUYECKUX BNOKOB, MMKPOOPraHW3MOB, AOKYMEHTOB, (ainoB, pPyKo-
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BOACTB, 060pyaoBaHNA, peareHToB, NabopaTopHbIX PACXOAHbIX MAaTeEPUanoB, PErnCTPaLMOHHbIX XXYPHaNoB 1
pesynbTaToB UCCNeaoBaHu.

5.2.10 Pabo4as 30Ha OOMKHA COAEepXaTbCA B YNCTOTE M Mopsake. XpaHeHne 1 yaaneHvne onacHbIX
mMaTepuanos AOMKHbI GblTb OnpeaeneHbl COOTBETCTBYIOLMMU NpaBunamu. Heobxoammbl Mepbl AN nogaep-
XaHMWs COOTBETCTBYIOLLEro Nopsaka B nabopatopmu. B aTUX Lensax A0MKHbI ObITb OCYLLECTBNEHbLI COOTBETCTBY-
oLwme npoueaypbl n 06y4eHne nepcoHana.

5.3 NlaGopaTopHoe o6GopyaoBaHue

MpuMedaHue—[na uenei HacTosILLEro cTaHaAapTa B NOHATUE «nabopaTopHoe 060opyaoBaHUE» BKNIOHEHb!
npubopsl, CTaHAapTHbIE 06pasLibl, pacxoaHble MaTepuansl, peareHTbl U aHanMTU4YECKMe CUCTEMBI.

5.3.1 JlabopaTopus gonxHa 6biTb OCHaLLieHa BCeMW NpeameTaMmm 06opyaoBaHus, TpebylowmmMuca ana
okasaHus ycnyr (Bkniodan cbop nepBrYHbLIX NPOB6, NOAroToBKY M 06paboTKy NPo6, NCcCrneaoBaHUA U XpaHeHne).
B Tex cnyyasx, koraa nabopatopusa HYOaeTcs B MCNOnb3oBaHWM 060OpYAOBaHWSA, HAXOAALWEroca BHe ee
MOCTOAHHOrO KOHTPONS, PYKOBOACTBO nabopaTopum AONXHO obecneuntb cobnioaeHne TtpebosBaHwi
HacTosLLero cTaHgapTa.

Mpw BLIGOPE 0GOPYAOBaHMS B pacyHeT AOMKHbI OblTb MPUHATLI pacxoa sHeprum u byaylume oTxoab! (oxpa-
Ha OKpyXatoLLen cpeabl ).

5.3.2 lNpw ycTaHoBKE N NOBCEAHEBHOM NPUMEHEHUN 060pyA0BaHNE AOMKHO COOTBETCTBOBATL AKCNNya-
TaLUMOHHbIM TPEGOBaHNAM U CNELMMOUKALMAM BbINMOMHAEMBIX C €70 UCNONb30BaHMEM MCCNEA0BaHNN.

PykoeoacTBo naGopartopun AOMKHO paspaboTaTb NporpamMmmy, NpeaycMaTpuBaloLLyio perynapHyio npo-
BEPKY U OLIEHKY KannbpoBKu N (YHKLMI NpMbopoB, peareHTOB M aHaNUTUYECKMX CUCTEM. Takxke AONKHa GbiTb
DOKYMEHTVMpOBaHa 1 OCYLLECTBeHa nporpamMmma npodunakrnieckoro obenyxvueaimnsa npubopos (cMm. 4.2.5),
COOTBETCTBYIOLLASA, K8K MUHMMYM, PEKOMEHAALMAM NPOM3BoanTEnen.

VHCTpYKUMM npon3BoanTeEnei, onepatmeHbie PpyKOBOACTBA MNW AOKYMEHTaUMA APYrMxX BMOOB MOFYT
6bITb MCNONb30BaHbI AN pa3paboTkn TpeboBaHwUiA, COrNacoBaHHbIX C HAANEXaLMMN CTaHAaPTaMKn, N AN
YTOUHEHNS TPeBGoBaHUIM MO Nepuoanyeckon Kanmbpoeke.

5.3.3 Kaxabii npeameT 060pyAoBaHMA AOMKEH GblTb MOMEYEH MNU Kakum-To 06pasoM naeHTUdm-
LMpPOBaH.

5.3.4 [lomkHO GbiTb OpPraHN3oBaHO BefAeHWe AOKYMEHTauun (NPOTOKOMOB) MO Kaxaomy npeamety
obopynoBaHUA, MCNOMb3yeMOMY AN BbINONHEHWA nccneaoBaHni. 3TY NPOTOKONbI AOMKHbI BKNIOYaTL B ce61,
Mo MeHbLLeN Mepe, cneayioLlee:

a) naeHTndmrKaumio obopynoBaHus;

b) HanmeHOBaHVe npousBoaAUTENA, TUN UAESHTUMDUKALMKN U CEPUIMHBIN HOMEP UNW APYIYI0 NAEHTUN-
KaLuio;

C) KOHTaKTHOE MU0 NPoM3BOANTENS N HOMEP 1o TenedoHa;

d) paTy nonyveHus v gaty BBOAA B AENCTBUE;

€) pa3MelleHue B HacTosiLLee BpeMs, Npy Heo6XoanMocTu;

f) ycnosws npu nonyveHun (Hanpumep, HOBoe, GbiBLLEE B YNOTPEGNEeHnn nnn BOCCTAHOBNEHHOE);

g) WHCTPYKLMM NPOU3BOANTENS, ECNN MMEIOTCA, UMW CNPABKY O MECTE X HAXOXAEHUS;

h) NpPoOTOKONbI 3KCMNyaTaLMOHHBLIX XapakTepucTnk o6opynoBaHMs, NoATBEpKAALWNEe NPUrOAHOCTL
0bopyaoBaHNA K UCNONb30BaHWIO;

i) ceropHsiLHee COCTOAHME N NNaHNPOBaHWE NCMONb30BaHUA B Byaylem;

j) onncanmne noBpexaeHWs UNK HapyLLEHNS (OYHKLMOHMPOBaHUSA, MOANMUKALMIA NN pEMOHTA 06opyao-
BaHus,;

k) npegnonaraemyio aaTy 3amMeHbl, €GN BO3MOXHO.

MpOTOKONbI OLEHKN 3KCNNYaTaLWMOHHbIX XapakTepucTuK, YNOMsSHYTble B nepedncnennn h), AonkHb!
cofepxaTtb Konuu 3akntoveHnin/ceptndmkaTos 060 Bcex kanmbpoBkax n/vnu nosepkax, BKNiouasa aaThl, Bpems
1 pe3ynbTaTbl IOCTUPOBKK, KPUTEPMN MPUEMMEMOCTH, AATY Criedylowwen KannbpoBKK N/Wnn NoBepKw, a Takke
4YacTOTy NMOBEPOK MeXAy CePBUCHBbIM 06CNYXMBaHMEM/KanMBpPOBKON, COOTBETCTBEHHO, B LIENSX NOHOTO Unun
YaCTUYHOTO BbINONHEH NS BCEX aTMX TpeboBaHniA. MIHCTPYKLMM Npon3BoanTens MoryT GblTb UCNONb30BaHbI ANA
YCTaHOBMNEHWA KpUTEPUEB MPUEMNEMOCTH, MPOLLIEAYP N HACTOTbI NPOBEPOK COCTOSHUSA UNn KanuGpoBku/nosep-
KW, COOTBETCTBEHHO, UMM 1 TOFO U APYrOro B LIENAX BbINOMNHEHNS NOMHOCTbLIO UMW YaCTUYHO 3TMX TPeGOoBaHMA.
3TN NPOTOKOMbI AOMXKHBI ObITb AOCTYMHbLI NPY BbiBOAE 060PYAOBAHUA U3 3KCNNyaTauum unu B nioboe Apyroe
BPEMS COrNacHO HOPMATUBHbIM UMW NPaBOBbIM JOKYMEHTaM.

5.3.5 O6opynoBaHue AOMKHO ObITb MICMONBb30BAHO TOMBKO AOMYLLEHHLIM K paboTe Ha HEM NePCOHANoM.
[evcTByoLMe MHCTPYKLMK MO MCMNONb30BaHWI0 060pyA0BaHMA M yXoay 3a HUM (BKNoYasn Bce Nocobus 1 ykasa-
HWUA MO NPUMEHEHMIO, NPeaoCTaBnNEHHbIe Npom3soanTenemM o6opyaoBaHNs) AOMKHbI BbiTb NErkoaoCTYMHbI
nabopaTopHOMY NepcoHany.
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5.3.6 ObopynoeaHue cneayeT coaepxaTtb B YCnoBusix, obecnednsalowmx 6esonacHyto paboty. 310
KacaeTcs OLEeHKN anekTpuyeckon 6e3onacHoCTH, yCTPOWCTB 3KCTPEHHOW OCTaHOBKM M 6e30NacHOro coaepxa-
HWA 1 yAaneHns XMMUKaTOB, PaaNOaKTUBHbLIX M GUONOMMYECKUX MaTepManoB AOMYLLEHHbIMM K 3TUM npoLieay-
paM nuuamn. TexHn4eckne YCnoBMA WNN MHCTPYKLMKW NPOU3BOAUTENEW, MMM U TO W APYroe AOKHbI,
COOTBETCTBEHHO, ObITb NPUMEHEHbI.

5.3.7 TNpwnobHapyxeHnn aecekToB 060pyaOBaHNE AOMKHO GbITb U3BLATO U3 YNOTPeGNeHNs, 4eTKO NoMe-
YEHO U PacmonoXeHO B COOTBETCTBYIOLLEM MECTE A0 BOCCTAHOBNEHNS PaGOTOCNOCOGHOCTH 1 AEMOHCTpaLMK
nyTeM KanvbpoBkW, NOBEPKN WUINKN UCMbITAHWA €ro COOTBETCTBUS KpUTEpMAM nprvemnemoctu. JlabGopaTtopus
[OMKHA U3y4nTb BNNsAHNME OBHapYyxXeHHOro AedekTa Ha NpefaLecTBYOLNE NCCNEeaoBaHNsa 1 OCYLLECTBUTD
npoueaypbl, ykaszaHHble B 4.9. JlabopaTtopus fomkHa NPUHATE onpaBaaHHbie Mepbl Ans obe3sapaxunBaHus
o6opynoBaHns nepes ero NCnonb3oBaHWeM, BOCCTaHOBNEHWEM paboToCnoCOBHOCTN UnKW CMCaHNEM.

5.3.8 MepeyeHb mMep, NpeanpUHATbLIX AN YMEHbLUEHUs 3arpsasHeHus, JoMmkeH ObiTb NpeaocTaBneH
nvuy, paboTatoLlemMy ¢ ucnonb3oBaHMeM AaHHOro 06opyaoBaHus. JlabopaTopms 4OMKHA MMETL NoaxoasLuee
rnomeLleHne Ansa BOCCTaHOBMEHNs paboTocnoco6HOCTM 060pyaoBaHNs, a Takke MMEeTb YCTPONCTBA 3aLUMThI
nepcoHana.

5.3.9 Jlioboe obopynosaHue, HaxoasaLeecs nog KOHTponem nabopatopum u TpebyioLee KanMbpoBKM
NI NOBEPKU, AOMKHO ObITb MOMEYEHO MW UHBIM 06Pa30M KOANPOBAHO, YTOGbI 0603HaYUTL COCTOAHUE Kannb-
POBKW MW NOBEPKN 1 AATY NPOBEAEHNA NOBTOPHOW KannBpOoBKW N NOBEPKK.

5.3.10 Ecnm obopynoBaHune Gbino U3bATO M3-NOS HENOCPEACTBEHHOIO KOHTPONA nabopatopun, noa-
BEPrHYTO PEMOHTY MNn TEXHNYECKOMY 06CnyxmBaHuio, nabopatopus nepen BO30OHOBNEHWEM paboT Ha Hem
AomnxkHa y6eanTbea, 4To 060pynoBaHMe NPOBEPEHO U YAOBNETBOPMTENBHO (DYHKLIMOHUPYET.

5.3.11 Mpucnonb3oBaHUM KOMMBIOTEPOB MW aBTOMATUYECKUX aHanu3aTopos Ans cbopa, 06paboTkn,
pervcTpaumn, nepeaaqn, XpaHeHns Unu Noucka AaHHbIX nccnegoBaHni nabopatopua AormkHa obecneynTb
cnepywollee:

a) KOMMNbIoTEPHbIE NPOrpaMmbl, BKINOYas BCTPOEHHbIe B 06OpyaoBaHue, AOMKHbI ObiTb IOKYMEHTUPOBA-
Hbl W OLieHEHbI KaK NPUroaHble AN UCNONb30BaHUR;

b) AonkHbl ObITb pa3paboTaHbl M BHEAPEHB! NPOLEAYPLI ANA 3aLWMUTEI COXPAHHOCTHU aHHbIX B Nio6oe
BpeMS;

C) KOMMbIOTEPLI M aBTOMATHYeCKOe 060pYAOBaHNE AOMKHBI COAEPXKATLCA TakMM 06pa3om, 4Tobbl 6bino
obecneyeHoO X HOpManbHoe (hyYHKLMOHMPOBAHWE U BbiNK CO3AaHbI YCNOBUA OKPYXKaloLLein cpeabl n onepaTmse-
HoW paboTbl Ha HUX, HEOOXOANMbIE NS COXPAHEHUS B LLENOCTHOCTU AaHHbIX;

d) KOMnNblOTEPHbIE NPOrPaMMbl M YCTAHOBIEHHbIN MOPAAOK AOMKHbI 06ecneunBaTh 3aLUTY OT HECaHK-
LIMOHMPOBAHHOIO AOCTYNA, OT NOBPEXAEHUM 1 Pa3pyLLEHUs Cry4ariHbIMU UMK HE AONYLUEHHLIMUY K paboTe Ha
KOMMbIOTEPaX NULaMn.

Cwm. Talcke npunoxenHve B.

5.3.12 B nabopatopun AormkHbl ObiTb NpeaycMOTpeHbl npoueaypbl Ans 6e3onacHoro obpaieHus,
TPaHCMOPTMPOBKW, XPaHEHWUA N UCMONbL30BaHUA 060PYNOBaHUA, ANA NPEefOXPAHEHNA ero OT 3arpA3HEHNA 1
nopum.

5.3.13 [ina cny4yaeB NOBLILEHUA 3HAYEHUM KanUMBPOBOYHLIX (rPasyMpOBOMHLIX) KOI(DPULNEHTOB B
pesynbTarte KanmbpoBku naboparopusa AOIMKHA NpeaycMOTpeTh Npoueaypsl, obecneunBaiolme o6HOBNEHNE
nonpaBoYHbIX KO3AMMOULMEHTOB.

5.3.14 O6opynoBaHue, BKMIOYaA KOMMbIOTEPbI U KOMMNbIOTEPHbIE NPOrPaMMbl, CTaHAAPTHbIE 06pa3Lbl,
pacxofHble Matepuarbl, peareHTbl U aHanMTUYeCckue CUCTEMbI, AOMKHO GbiTh 3aLUMLLEHO OT NONPAaBOK W NOA-
Denok, KOTOpble MOTyT UCKa3uTb Pe3ynbTaTbl UICCNEA0BaHWIA.

5.4 lNpeananuTuyeckue npoueaypbl

5.4.1 dopma 3anpoca Ha uccnenoBaHve A0MMKHA coaepXaTb MHOPMaLMIo, AOCTATOUHYIO ANA AEHTK-
uKaLmKn NaumeHTa u 3anpalumnBaloLLLEro UCCreAOBaHNE NNLA, a TaKKe COOTBETCTBYIOLMNE KNMHUYECKNE AaH-
Hble. [lomXHbI 6bITb YUYTEHbl HAUMOHArNbHbIE, PETMOHANbHbLIE U MECTHBIE NPaBUNa.

B dhopmy 3anpoca Ha Gymare unm B aneKTPOHHOM BUAE A0MKHbI ObITb BHECEHI, NO KPpariHen Mepe, cneay-
IoLMe AaHHbIE:

a) naeHTUUKaLMA NaLmeHTa;

b) vMawnnnunHasnaeHTMOUKALMOHHAA MHOPMALUA O Bpaye N MHOM Nnue, 3aKOHHO UMEIOLLEM NPABO
3anpawmBaTtb UCCNEeAOBaHUE UMW UCMONb30BaTb MEAULIMHCKYIO MH(POPMALMIO, 8 TaKKe MECTO Ha3Ha4YeHNA
Ana coobLueHna pesynbTaTa; aapec 3anpallmnBaloLLLEro UccnefoBaHue Bpaya AomkeH G6biTb COCTaBHOM Yac-
Tbi0 (POPMbI 3aNpoca;

C) TVN NEPBUYHON NPOBLI NN AaHATOMUYECKOE MECTO B3ATHA 0Opas3La;

d) sanpalmBaemoe uccneoBaHue;
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€) KnuMHuyeckas nHopmaums o0 GONLHOM, BKIOYas, Kak MUHUMYM, MON U AaTy POXAEHUS, ANA Lenen
MHTepnpeTaLuu;

f) naTa v BpeMs B3ATUS NepBUYHON NPOOBbLI;

g) AaTa v BpemMs nonyyeHns npobbl B nabopatopun.

Bua cdopmbl 3anpoca (anekTpoHHbIN unu Ha Gymare) n cnocob cooblueHns 3anpoca B nabopatopuio
[OMKHbI BbITb COrNacoBaHbl ¢ NOMNbL30BaTENAMN NaGoPaTOPHbLIX YCNYT.

5.4.2 CneumnanbHble MHCTPYKLUW NO B3ATUIO NEPBULHOM NPOGHI M 06paLLEHNIO C HEW AOMKHbBI ObITb AOKY-
MEHTUPOBaHbI, BBEEHbI B AENCTBUE pyKOBOACTBOM nabopatopum (cM. 4.2.4) nnepeaaHbl NMuam, OTBETCTBEH-
HbIM 33 B3ATME NEPBUYHON NPOOLI. DTM MHCTPYKLMM AOMKHbI GbITb BKNIOYEHbl B PYKOBOACTBO MO B3ATUIO
nepB1MYHOM NPobbI.

5.4.3 PykoBoACTBO MO B3ATUIO NepBUYHON NPOOLI 4OMKHO BKMO4aTh B ceba cneayollee:

a) KOMWM UNK CChINKK Ha:

1) nepeveHb npegnaraeMblx NabopaTopHbIX UCCNea0BaHUN,

2) cooTBeTCcTBYIOLWME (DOPMBI, ECNN NPUMEHSIOTCS,

3) vHOPMaLWIO NNN MHCTPYKUMKU ANSA NALUEHTOB OTHOCUTENBHO UX COGCTBEHHOW NOArOTOBKW nepen
B3ATUEM NepBUYHOM NPOBHb,

4) vHchopmaumio ans nonb3oBaTenein NabopaTopHbIX YCNyr N0 MEAULMHCKMM NOKa3aHWsM 1 BbiGopy
AOCTYNHbIX NpoLeayp;

b) npoueaypbl Ans:

1) noaroToBKM NauWeHTa (Hanpumep, UHCTPYKLUMW ANA Bpayen u MeOULIMHCKUX NPOLEaYPHbIX cecTep),

2) npeHTUMKaLMN NEPBUYHON NPOGHI,

3) B3ATMA NepBMYHOM NPOGHI (HanpuMep, hneboToMMUA, NYHKLMS KOXM, KpOBb, MOYa U apyrve Guonoru-
YecKme XUOKOCTW) C ONNCaHNEM KOHTENHEePOB ANA NEPBUYHON NPoObI M HEOGX0ANUMBIX 406aBOK,;

C) VHCTPYKUMM NO:

1) 3anonHeHunio hopmbl 3anpoca Ha Gymare nnu B aNeKTPOHHOM BUAe,

2) Tuny n o6beMy NepBUHHON NPOBLI, KOTOpPasa AOMXKHA ObITb B3ATA,

3) ToYHOMY BpeMeHV B3SITWSA, eCNK 3TO TpebyeTcs,

4) nio6bIM cneumnanbHbiM TpeboBaHnam o6palleHns ¢ npoboii Mexay BpeMeHeM B3ATUA U BpEMEHEM
[ocTaBku B nabopaTopuio (TpeboBaHNS K yCNOBUAM TPAHCMOPTUPOBKM, OXNaxaeHUe, CorpeBaHne, HeMeaneH-
Has AocTaBka uT.4a.),

5) mapkupoBke nepBr4HOM NPobbl,

6) KnMHMYeckom MHOPMaLMK (HanpuMep, AaHHBIM O BBEIEHUN NEKapCTBa),

7) NO3NTUBHOW MaeHTUMKALWK, B AeTaNsX, NauneHTa, y KOTOpOro B3saTa nepeuyHasn npoba,

8) peructpauum nuua, B3SBLLErO NepBUYHYIO NPoby,

9) 6e3onacHoMy yAaneHnio MaTepnanos, NCMONb30BaHHbIX AN B3ATUSA NepPBUYHON NPOGbI;

d) MHCTPYKUMK NO:

1) XpaHeHwio ccneayembix Npoo,

2) BpeMeHHbIM MHTepBanNaMm Ans 3anpallnBaeMbiX AONONHUTENbHbIX NCCEA0BaHNA,

3) [onoNHUTENbHBLIM UCCNEenoBaHUAM,

4) NOBTOPHbLIM WCCNEAOBaHUAM, BbI3BAHHbIM aHANUTUMECKMMW HEOOCTaTKaMu MMM AanbHENLIMMW
nccneaoBaHUAMU TOW ke NepBUYHOM NPobbl.

5.4.4 PykoBOACTBO MO B3STWIO NEPBUYHON NPOBLI AOMKHO GbiTh AOKYMEHTOM CUCTEMbI MEHEAXKMEHTA
KavectBa (cM. 4.3.1).

5.4.5 MepeuyHas npoba aomkHa OblTh MPOCNEeXeHa Ha OCHOBaHUM (hOpMbI 3anpoca A0 MAeHTUULMPO-
BaHHOro nauneHTa. MepBnyHbie Npobbl 6e3 Heo6X0ANMON NAEHTUMMNKALIMKN HE AOMXKHbI BbITb NPUHATHI M 06pa-
60TaHbl B nabopaTtopun.

B cny4asx HeveTKon naeHTUMKaL MM NnepBUYHON NPo6bl UMM HeCTabUNBLHOCTM aHANMTOB B NEPBUYHON
npo6e (CMMHHO-MO3roBas X1aKocTb, 6UoNTaT U T.4.) U HEBO3MOXXHOCTM NOBTOPEHWS B3ATUA NPOObLI MNW KPUTK-
4YeCcKOro COCTOsHUA NaumneHTa nabopaTopust MOXeT uccneaoBaTb Npoby, HO He BblAABaTb Pe3ynbLTarT A0 TexX
nop, NoKa HasHaYMBLUMI nccnefoBaHne Bpad unu nNuuo, 6paeluee NnepBudHyio Npoby, He BO3bMET Ha cebsn
OTBETCTBEHHOCTb 3a MAeHTU(MKaLMIO NPOG bl UK 3a NpeaocTaBneHne Heo6XoaAMMON MHopMaLK, UNMIMUTO U
[pyroe, 1 B TaKOM CMy4ae Nnognvch Nnua, B3ABLLIErO OTBETCTBEHHOCTb 33 uAeHTH(MKaLMIO NepBUHHON NPODbI,
[OMkHa GblTb BHeCeHa B hopMy 3anpoca. Ecnm atn Tpe6GoBaHmns no kakum-nmbo npuumnHam He Gbiny BbINONHe-
Hbl, OTBETCTBEHHOE NNLIO AOMKHO BbITb YKa3aHO B 0OTHETe 06 nccnenoBaHnm, ecnv oHo 6bino nposeaeHo. Mpo-
Obl, OCTaBneHHble ANA AanbHENWnX nccnefoBaHui (HanpuMmep, Ha BUPYCHble aHTUTena, mMeTabonuTbl,
OTHOCALUMECS K KMMHUYECKOMY CUHOPOMY), TaKKe A0MKHbI 6bITb NOEHTUHULIMPOBAHbI.

5.4.6 NabopaTopunsa AOMKHa OTCNEXMBATL TPAHCMOPTUPOBKY NPob B NabopaTopmio Tak, 4To6bl OHW Bbinn
[OCTaBneHbI:

15



FOCT P UCO 15189—2006

a) BnpeaenaxBpeMeHun, COOTBETCTBYIOLLEro NPUPOAE 3anpaLumBaeMoro uccneaoBaHuns n COOTBETCTBY-
loLLel NnabopaTopHON ANCUMNAUHI;

b) BnNpenenax TeMnepaTypHOro MHTEPBaNa, ykasaHHOro B PykoBOACTBE MO B3ATUIO NepPBUYHON Npobbl 1
npeaHasHavyeHHoro Ans obecneveHns COXpaHHOCTM NPOGbl;

¢) cnoco6om, KoTopbIvi 06ecneyrBaeT 6€30MacHOCTb ANA NepeBo3ynka, obLecTsa 1 nony4YalLen npo-
6y nabopaTtopum, B COOTBETCTBUM C TPEGOBAaHUAMMW HALMOHANbHbIX, PEMMOHaNbHBLIX UMW MECTHbIX NPaBun.

5.4.7 Bce nonyueHHble NepBUYHbIE NPOBbI AOMKHBI ObITb 3aperncTprpoBaHbl B XypHane npuema, pabo-
4YUX TETPAAAX, KOMMNbIOTEPE UNWN MHON CPaBHMMOWM cucTeMe. [lata n BpemMs nony4yeHns Nnposol, Kak U AaHHbIE O
nuue, NpuHaBLIEM NPoby, AOMKHbI ObITb 3aperncTPMPOBaHbI.

5.4.8 Kputepun ana npuemannu otkasa B npueme NeperU4HbIX NPo6 AOMXKHbI GbiTb pa3paboTaHbl n AOKY-
MeHTanbHO odopmneHbl. Ecnn npuHaTa coMmHnTenbHas npoba, B OKOHYaTeNbHOM OT4eTe 06 NCCneaoBaHnm
[OMKHa GblTb yKkasaHa NPUYMHA COMHEHUS N OTMeYeHa HeoBXoaMMOCTb COBNIOAEHUA OCTOPOXHOCTU NpU
MHTEpNpeTaLun pesynbTaTta.

5.4.9 NaGopaTopusa AOMKHA NEPUOANYECKN NEPECMATPUBATL TPebyeMble 06 beMbl NPO6 BEHO3HOMN Kpo-
BW, YTOObI HE AONYCKaTb B3ATUA HEAOCTATOYHbIX UNK N3NNLLHKMX 06 bEMOB NPOBG.

5.4.10 YNONHOMOYEHHbLIM NepcoHan AOMKEH cUcTeMaTUYECKn nepecMaTpmeaTh 3anpochbl U NPodbl 1
peLuaThb, kakme UCCneoBaHUs U KAKUMWM METOAAMM AOMKHbI ObiTh BLIMOMHEHDI.

5.4.11 NabopaTopus AOMKHa MMEeTb AOKYMEHTUPOBAaHHbIE MPOLIeAYpPbI ANa Npuema, Mapkuposku, obpa-
60TKM 1 cOOBLLEHNA pe3ynbTaToB B OTHOLLEHWN TEX NEPBUYHBIX NPOG, Nonyyaembix nabopaTtopuen, KOTopble
noMeyeHbl kak HEOTNOXHble. ITK NpoLeaypbl A0MKHbI coAepKaTb AeTanu cneLmanbHON MapkupoBku hopm
3anpoca 1 nepBr4YHbIX NPo6, MexaHn3m nepeaaym NepBMYHON NPO6bl B 30HY NCCeAoBaHNA, cCNoco6bl X GbiCT-
pov 06paboTkm, KOTOPblE AOMKHBI BbliTh MCMONBL30BaHbI, ¥ CNELUanbHble KPUTEPUN OTYETHOCTH.

5.4.12 Topuun, oTAeneHHble OT NPOO6, AOMKHbI BbITb NPOCNEXeHbI A0 NEPBUYHON NPO6bLI.

5.4.13 Na6opaTtopus AOMKHE MMETb NMCbMEHHO O(POPMNEHHDIN MOPAAOK YCTHBIX 3aNPOCOB HA uccneao-
BaHWA.

5.4.14 Tlpobbl AOMKHBI XPAaHUTLCA YCTAHOBMEHHOE BpeMA B YCrnoeuax, obecneqmsalowmx crabunb-
HOCTb CBONCTB NPO6 bl 1 BO3MOXHOCTb MOBTOPHOTO MCCNEAOBaHNSA Nocre coobLieHns pe3ynbTaToB unm Aonon-
HUTENBHBIX UCCNENOBaHUN.

5.5 AHanuTuyeckue npoueaypbl (MeTogUKH)

M punMeuyaHKn e — HekoTopble HUKecneaylowme NONOXEHNS MOryT BbiTb MPUMEHNMBI HE BO BCEX AUCLMNANHAX
nabopaTopHON MEANLIHBI.

5.5.1 NaGopaTtopus [OMKHa WCMONL30BaTb aHanuUTUYeckue npouenypbl (MeToAMKW), BKNOYan
BbIGOP/B3ATUE NOPLMIA NPODLI, KOTOPLIE OTBEYAIOT NOTPEBHOCTAM Monb3oBaTenei NabopaTopHbIX ycNyr n
COOTBETCTBYIOT CYLUHOCTU UccnenoBanua. MNpeanoyteHne OMKHO GbiTb OTAAGHO TEM METOAMKAM, KOTOpble
npuBeaEHb! B YTBEPXKAEHHbIX/PEKOMEHAOBAHHbIX y4eOHMKaX, NPU3HAHHbIX XKYPHAMNbHbIX CTAaTbAX UNU B MEXAY-
HapOAHbIX, HALMOHaNbHbIX UMK PEMMOHANbHLIX HOPMATUBHLIX AOKYyMeHTax. Pa3paboTaHHble B AaHHOM nabo-
paTopum MeToAMKW, B cCry4ae nNPUMEHEHWA, AOMKHbl MOMY4YUTb MOMHOCTbIO [AOKYMEHTUPOBaAHHOE
noaTBepXaeHNe NPUroaHOCTM ANA NPeanonaraeMoro UCNonNbL30BaHUA.

5.5.2 NabopaTopusa AOMKHa UCMONb30BATL TONbKO T€ METOAWKM, KOTOPbIE NONYYUnu NoaTBEpPXAEHNE
NPUrogHOCTU NPOLEAYPbl aHanM3a Ans npeanonaraemMoro Ucnonb3oBaHus. MoaTeepxaeHne AoMKHO ObiTb
HACTONbLKO TWAaTeNbHbIM, HACKONLKO 3TOrO Tpe6yeT npeaHa3HaveHue nccneaoBaHna unn OﬁnaCTb ncnonb3o-
BaHuA. JlabopaTopusa AOMXKHA 3aperncTpupoBaTh MOMyYEHHble pe3ynbTaTtbhl U METOAUKW, UCNONb30OBaHHbIE
ANg NOATBEPXAEHUA.

MeTogab! M npoLeaypbl, N36paHHbIe ANA NPUMEHEHNS, AOMKHbI GbITb OLLEHEHbI M A0MKHBI NPOAEMOHCTPU-
poBaTb YAOBNETBOPUTENbHbIE pe3ynbTaThl Nepen UX UCMONb30BAHMEM ANA MEAULMHCKUX UCCNEAOBaHUN.
PaccmoTpeHne MeToaKK 3aBeayioLL MM nabopaToprei nvm HasHa4YeHHbIM UM NULIOM AOMKHO OCYLLECTBNATLCA
Kak nepBoHavanbHO, Tak U Nepnoamveckn (06bIMHO exXeroaHo). Pe3ynbTaThl TAKOro PacCMOTPEHUA AOMKHbI
6bITb LOKYMEHTUPOBAHbI.

5.5.3 Bce meToAUKM AOMKHBI BbITb OOPMNEHbI B BUAE AOKYMEHTOB, KOTOPbIE A0MKHbI ObITb AOCTYNHbI
Ha paboumx MecTax COOTBETCTBYIOLLIEMY NepcoHany.

JOKYMEHTbLI N0 METOAVKAM U HEOBXOOVMbIE MHCTPYKLUMN AOMXKHbI BbiTb N3NOXEHbI HA 0BLIENPUHATOM
A3blKe NepcoHana naéopaTtopum.

KapTouku ¢ TeKCTOM Un Noao6HbIE MM hOpPMBbl, B KOTOPLIX CYMMMPOBaHa KNioYeBasn MHopMaLms, MOryT
ObITb MICMONb30BaHbl Ha paboyKx cTonax Ansa 6LICTPOV OPUEHTALMN, OAHAKO NONHOE COAEPKAHNE UHCTPYKLMN
DOMKHO OblTb AOCTYMHO NPU HEOGXOAUMOCTM MoNy4YeHus cnpaskn. CoaepxaHne KapTodeK Unu noAaoGHbIX
hopM AOMKHO BbITb MAEHTMHHLIM NOSMHOMY COAEPXaHUIO MHCTPYKLUMKN. Bce noaoGHbIe CokpalLEeHHble 3anucy
npoLeayp AOMKHbI ObITb 4ACTbIO CUCTEMbI YNPaBeHNs AOKYMeHTaLUmMen.
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MeToamkn AoMKHbI BbITb OCHOBAaHbI Ha MHCTPYKLUMSAX NO NPUMEHEHUIO (HANPUMEP, BMOXEHHbIX B YNaKoB-
K1), HANUCaHHbIX MPOM3BOAUTENAMM, MPU YCNOBUM, YTO 3TU MHCTPYKLMKN COOTBETCTBYOT 5.5.1 1 5.5.2 nonucel-
BalOT METOAVKM TaK, K&K OHW AOMXKHbI GbITb BINOMHEHBI B NabopaTopnn, N NPeacTaBneHb! Ha A3bIKE, TOHATHOM
Ans nepcoHana naGopaTtopun. Jlloboe 0TKNOHEHWE AOMKHO BbITb PACCMOTPEHO M AOKYMEHTUPOBaHO. fonon-
HWUTenbHas HpopMaLms, KoTopas Morna 6kl NoTpeboBaTLCA AN BbINONHEHNA UCCNEA0BaHNSA, TAKXKE AOMKHA
6bITb AOKYMEHTNPOBaHa. Kaxxaaa HoBas Bepcys Habopa ANs CCrneaoBaHNs CO 3Ha4YUTENbHbIMU N3MEHEHNSIMM
peareHTOB unu npoueayp A0MKHA OblTb NPOBEPEHa B OTHOLLEHNMW €€ SKCNIYaTaUMOHHbIX Ka4eCTB 1 Npuroa-
HOCTW ANnA npepnonaraemoro npuMmeHeHus. Bce metogudeckme M3aMeHeHUs OOMKHbI OblTb A4aTMPOBaHbLI U
paspeLueHbl K ICNONb30BaHMIO Kak NoGan gpyrasa npoueaypa.

B nononHeHwe Kk AOKYMEHTanbHOMY KOHTPOMIO MAEHTU(PUKATOPOB AOKYMEHTaLMA OOMKHA BKNIOYaTb B
cebs cneaytoLee:

a) uenbuccneaoBaHus;

b) npuHUMN METOAMKW, UCNONL30BaHHOW ANA UCCNEAOBaHUS;

C) XapaKTepucTVKu (Hanpumep, NMMHENHOCTb, NPELUN3NOHHOCTb, TOYHOCTD, BbIPaXXeHHas Kak Heonpeae-
NeHHOCTb M3MepeHus, Npeaen o6HapYXXeHNs, MHTePBan M3MepeHUs, NPaBUNbHOCTL U3MEPEHUS, aHanNUTUYeC-
Kas YyBCTBMTENbHOCTb N aHANUTUYECKana CneumncHHOCTb);

d) cucTtema, ns KOTOpPOW B3ATa NepBuYHasA Npoba (Hanpumep, Nnas3ma, CbiIBOPOTKa, MOYa);

€) TWN KOHTeliHepa n 0obaBok;

f) Tpebyemoe obopynoBaHue 1 peareHThl;

g) kannGpoBoYHble NpoLeaypbl (MeTponormyeckas NPOCNeXnBaemMocTb);

h) aTanbl MeTOANKY;

i) npouenypbl KOHTPONSA Ka4eCcTBa;

j) nomexm (Hanpumep, NuNnemms, remonmns, GUNMPYGNHEMNSA) N NEPEKPECTHbIE peakLum;

k) meToauku pacyeTa pesynbTaToB, BKNoYas HeonpeaeneHHOCTb UBMepeHus;

1) Guonoruyeckme pedepeHTHbIE UHTEPBANDI;

m) coobLliaeMble B OTHETaX UHTEPBaANbl Pe3yrnbTaToB UCCNEAOBaHWNA;

n) TPEBOXHble/KPUTNHECKNE 3HAYEHMNS, ECNKN 3TO HE0BX0ANMO;

0) nabopaTopHas UHTepnpeTauus;

p) npenocTepexeHne o6 ONacHOCTSAX;

() NOTeHUManbHbIE NCTOYHNKN OTKIMOHEHWHA.

MeTtoankn MoryT 6biTb NpeacTaBneHbl B NEeKTPOHHOW (hOpPMe, €Cnn OHWU COAEPXKAaT YKa3aHHYIO Bbille
nHcpopMaumio. Tpe6oBaHNA NO ynpaBneHUIo AOKYMEHTaUMeN NPUMEHNMbI U K JOKYMEHTaM B 3MEKTPOHHOM
dopme.

3aseaylowmii nabopaTopuei OTBETCTBEH 3a NOMHOTY M TLLATENbHYIO NPOBEPKY COAEPXaHNA METOANK
nccrnenoBaHWin.

5.5.4 XapakrepucTukv BbINMONHEHUA ANA KAXA0M NpoLeaypbl, UCMONb3yeMON B UCCNEA0BaHNN, AOMKHbI
COOTBETCTBOBATH NPEAHa3HaYeHMIO 3TOM NpoLeayphbl.

5.5.5 buonomuyeckue pechepeHTHbIE UHTEPBAnbI cneayeT nepuoanyeckn nepecMmatpusats. Ecnnnabo-
paTopusa MeeT OCHOBaHUSA NONaraThb, YTO AaHHLIN peepeHTHbIN MHTepBan b6onblue He COOTBETCTBYET pede-
PEHTHON NONYNALMK, AOMKHbI ObiTb NPEANPUHATLI MCCNEAOBaHNS C AanNbHEALLIMMK, NPpY HeOoBXoANMMOCTH,
koppekTuBamu. MepecMoTp Bronormyecknx pedepeHTHbIX MHTEPBANoB TaKke AOMMKEH UMETb MECTO, KOraa
nabopaTtopma N3MeHsIeT aHanUTUIEeCKMe M NpeaHanMTMYeckue Npoueayphbl.

5.5.6 NabGopatopusa noMkHa MMETb NepeveHb MPUMEHSEMbIX aHanUTMYeckux npoueayp (Meroawmk),
BKINIO4an TpeboBaHns K NnepBMUYHLIM NPO6aM U COOTBETCTBYIOLLME XaPaKTEPUCTUKU U TPe6OBaHNA K BbINONHE-
HUIO UCCNEAOBaHWI, AOCTYMHbIE NONb30BaTEeNAM NabopaTopHbIX YCYT MO UX 3anpocy.

5.5.7 Ecnu nabopatopusa npeanonaraer U3aMeHuTb aHanuTMyeckre npoleaypbl Takum 06pa3oM, YTo
pe3ynbTaTtbl U X MHTEPNpPEeTaLMUa MOy 6bl CyLLLECTBEHHO UBMEHUTBLCS, 3TV N3MEHEHNA A0 X BBEAEHNA AONXK-
Hb! BbITb 06BACHEHBI MONb30BaTENAM NAbOPaTOPHLIX YCNYr B NMCbMEHHOM hopMe.

N pumeyanune— 3™ TpeboBaHUA MOryT GbiTb ONOMNHEHEI Pa3NUYHBIMK CNOCOBamMu B 3aBUCUMOCTU OT MeCT-
HbIX YCNOBUIA, BKNIOYAS PacCbinKy NMceM, Ucnonb3osaHue naboparopHbIX M3AaHUA UMK YacTb CaMUX COOGLLIEHNI O pe3ynt-
Tarax.

5.6 OGecnevyeHune xaueCcTBa aHaNIMTUYECKUX Npoueayp

5.6.1 NaGopaTtopma pomkHa paspaboTaTb cUCTEMY BHYTPUNABopaTOPHOTO KOHTPONS KavyecTBa, KOTo-
pas obGecneunBaeT noaaepxaHne TpebyeMoro kayecTsa pe3ynbTaToB. BaxHo, UTOObI cucTeMa KoHTpons
NpeaocTaBnNana nepcoHany NpocTylo, SICHYIO N NOHATHYI0 MHGOPMaLIMIO, Ha KOTOPOW OCHOBLIBAIOTCA TEXHU-
4Yeckune N MeanLmMHCKMe pelleHnst. Ocoboe BHUMaHMe AOMKHO ObiTb yieneHO UCKMIoUEeHUIO OLWNBGOK B npouecce
06paboTkn Npo6, 3anpocos, aHanNM30B, OTYETOB O pe3ynbTaTax u T.4.
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5.6.2 JlabopaTopua AOMKHa YCTaHOBUTL (haKTUYECKYIO M BO3MOXHYIO HEONpeAeneHHOCTb Pe3ynbTaToB.
JlomKH bl GbITb MPUHATHI BO BHUMAHWE BaXHble KOMNOHEHTLI HeonpeaeneHHOCTN. IcCTouYHnKaMu Heonpeaenex-
HOCTM MOTYT GbITb B3siTUE NPOG, NOAroToBka npo6, ot6op nopuui Npo6, kannmbpaTopbl, CTaHAAPTHLIE 06pas3Lbl,
ncnonb3yemoe ob6opyaoBaHue, ycrosus OKpyXXaloLlen cpeabl, yCroBus B3iTUA Npobbl, CMeHa oneparopa.

5.6.3 lNporpamma kanMbpoBKM CUCTEM U3MEPEHNS U NPOBEPKU NPaBUNBHOCTU AI0MXHa ObITb COCTaBrne-
Ha M BbINONHeHa Tak, 4Tobbl 6bina obecneyeHa NpocnexnsaemMocTb A0 eavHuL, CU nnu nytem cpaBHeHUs C
h¥3N4ECKMMM KOHCTAHTaMK, N APYrMM YCTaHOBNEHHbIM cnocobom. Koraa Hy oavH 13 3Tmx cnoco60oB HeBO3-
MOXeH, JOIMKHbI ObiTb MCNOMb30BaHbI ApYIMe CpeacTBa yCTaHOBIEHVSA AOCTOBEPHOCTHM Pe3ynbTaToB, BKMoYas
cnepyowme:

a) yyacTue B COOTBETCTBYIOLLEN MPOrpamMmme MexnabopaTopHbIX CIIMYEHWIA;

b) ncnonb3oBaHMe COOTBETCTBYIOLLMX aTTECTOBAHHbIX CTaHAAPTHLIX 06pasLoB;

C) nccnepoBaHne nnv kanubposka No MHON METOANKE;

d) OTHOLLEHWE N3MePEHNI1 B3aUMOCBA3aHHbIX BENWUYMH;

€) B3alMHOe COrmacoBaHWe 3TanoHOB UNN METOAOB, KOTOPbIE YETKO YCTAHOBMEHb!, OXapaKTepu3oBaHb!
1 B3aVMHO NPM3HaHbl BCEMW CTOPOHaMK;

f) BoKyMeHTauma AaHHbIX OTHOCUTENBHO peareHToB, METOAMK UMK aHaNUTUYECKNX CUCTEM, CBEAEHUA O
NpOCnNeXMBaeMoCT KOTOPbIX NPeAOCTaBMNeHbl NOCTABLUVKOM UMK NPOU3BOAUTENEM.

5.6.4 NaGopaTopusa AOMKHA y4acTBOBaTh B MEXNabopaToOpPHbIX CIIMYEHNSX, OPraHM30BaHHbIX CUCTEMA-
MW BHELLHEW OLeHKN kayecTBa. PykoBoacTBO NnabopaTopvm AOMKHO OTCMEXUBATL Ppe3ynNbTaThl BHELIHEN OLEH-
KM KayecTBa M y4acTBOBaTb B MPOBEAEHMMN KOPPEKTUPYIOLWMX AEWCTBUMI B CMyYasX, KOrAa KOHTPONbHble
KpUTEpUN He AOCTUTHYTLI. MporpaMMbl MeXxnabopaTopHbIX CIIMYEHUIA AOMKHBI B OCHOBHOM COOTBETCTBOBaTb
yCTaHoBneHHbIM TpebosaHnam (MCO/MIK Pykosoacteo 43-1).

MporpamMMbl BHELLHEN OLLEHKM KaYeCcTBa AOMKHbI, HACKOMNbLKO 3TO BO3MOXHO, YCTaHaBNMBAaThb KNMMHNYECKN
Ba)XHble 33341, KOTOPblE UMUTUPYIOT NPOGHI NALMEHTOB U MO3BONAIOT OLEEHUTH BECb aHANUTUYECKUM NPOLLECC,
BKNIOYanA Npe- N NOCTaHanUTU4ecKue npoueaypsbl.

5.6.5 Ecnu HeT yTBepaeHHOW NporpaMMbl MexnabopaTopHbIX CrMYeHuin, B nabopaTtopum AOMmKeH
6biTb pa3paboTaH MexaHM3M onpeaeneHnsa NPUeMNeMOoCcTU METOAMK, KOTOPbIE HE OLEHEHbI MHLIM 0Gpa3oM. Mo
BO3MOXHOCTU B 3TOM MeXaHu3Mme [I0IKHbI ObiTb UCMONb30BaHbI Marepuanbl No o6MeHy npobamm ¢ apyrom
nabopatopveit. PykoBoacTeo nabopaTopum AOMKHO OTCNEXMBATL Pe3ynbTaThl MexnabopaTopHOro cnnye-
HWA N Y4aCTBOBAaTb B NPOBEASHUN U PETMCTPALIMN KOPPEKTUPYIOLLMX AENCTBUN.

5.6.6 B oTHOLIEHMN ncCNeNoBaHUIA, BLIMONHEHHBIX C NPUMEHEHNEM PA3NUYHBIX METOAMK NN 06opyAao-
BaHWA, N B APYIrOM MecTe, UMK B Cnyyae coMeTaHnA BCEeX 3TVX pasnuyuin, AomkeH ObiTb onpeaeneH mexa-
HU3M MPOBEPKU CPABHUMOCTU PE3ynbTaToB 4Yepe3 KNMHMYECKNM COOTBETCTBYIOLUME WHTepBanbl. Takylo
npoBepKy crneayeT NPOBOAUTb NeproanYeckn COOTBETCTBEHHO XapakTepucTMKam MeTOAMK Mnn NpnGopos.

5.6.7 JlabopaTopusa AOMKHA AOKYMEHTUPOBATL, PErMCTPMPOBAaTL Pe3ynbTaThl ITUX CANYEHNI U BLICTPO
npeanpvHMMaTb KOPPEKTUpYIoLLMe AeWCTBUA. 3annucn 06 3TUX AeCTBUAX AOMKHBI BbITb COXPaHEHbI.

5.7 NocTaHanuTuyeckue npoueaypbl

5.7.1 YNONHOMOYEHHbIN NepcoHan AOMKEeH CUCTEMATUUYECKU NPOBEPATL Pe3ynbTaThl UCCNEAOBAHUN,
OLIeHUBATb MX COOTBETCTBUE C KNMHUYECKOWN MH(DOPMaLme OTHOCUTENBHO NaLmMeHTa u AaBaTb paspelleHne
Ha BblAavy pe3ynbTaToB.

5.7.2 XpaHeHune nepBU4HbIX NPO6 1 ApyrMx NnabopaTopHbIX NPo6 AOMKHO COOTBETCTBOBATL NPUHATOMY
NopsaKy.

5.7.3 be3onacHoe YHUYTOXeHWe Npob, KOTopble He TpebyloTca AN AanbHENLLNMX UCCNEAOBaHUIA, AOMK-
HO BbITb NPOBEAEHO B COOTBETCTBMM C MECTHLIMU NPaBUNaMM UNKM pekoMeHaaumMamm cnyxoul No yaaneHuio
OTXO[10B.

5.8 OTyeTHOCTb O pe3ynbTaTax

5.8.1 PykoBoacTteBo nabopatopvmn oTBETCTBEHHO 3a BUA, NPEACTaBNEHNs OTHETOB O pe3ynbTaTax uccne-
noBaHvi. Bua npeacraBneHus otyeTa (aNeKTPOHHLIN nn Ha 6ymakHOM Hocutene) n cnocob nepepaumn us
na6opaTopumn AOMKHbI ObITb COFNacoBaHbl C NONb30BaTENAMU NAGOPATOPHBIX YCAYT.

5.8.2 PykoBopactBo nabopaTtopumn pasgenseT OTBETCTBEHHOCTb C 3aNpaluMBaloLLMM NCCNeaoBaHne 3a
obecneyeHrie nonyyeHnsi oT4eTa COOTBETCTBYIOLVM NULIOM B COTNacoBaHHbIE CPOKN.

5.8.3 PesynbraThl MccnenoBaHns AOMKHbLI ObiTb NpeacTaBneHbl YeTko, 6e3 oWwnboK B HanucaHum m
nepeaaHbl NULY, yNONHOMOYEHHOMY NonyyaTh U NICNONb3OBATb MEANLIMHCKYI0 HpopMaumio. OTYeT O pesyrnb-
TaTax AOMKeH Talkke coaepxarb, N0 MeHbLUEN Mepe, cneayloLlee:

a) AAICHOe, HeIBYCMbICIIEHHOE YKa3aHue Ha NPOBeAeHHOE nccneaosaHne, BKNI0Yaa COOTBETCTBYIOLLME
MEeTOAUKN N3MEPEHUS;

b) HaumeHoBaHue nabopatopum, KOTOpas NPEACTaBNAET OTYET;
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C) OQHO3HaYHYI0 OEHTUMDMKALIMIO N MECTOHAXOXAEHME NALMEHTA, ECIIN 3TO BO3MOXHO, U MECTO Ha3Ha-
YeHns oTYeTa;

d) dpamunuio unn apyryo ooHO3HaYHYI0 AEHTUDUKALMIO NNLLE, 3aMPOCUBLLENO UCCNENOBaHWE, U €ro
anpec;

€) AaTy v Bpems B3ATUA NEPBUYHOM NPOGLI, €CNK 3TV AaHHbIe U3BECTHbI U CYLLIECTBEHHbI ANA OKa3aHWIo
NMOMOLLM NALMEHTY;

f) naTy v Bpems Bblaaym oT4eTa; ECNK 3TN AaHHbIE HE COAEPXKATCS B OTHYETE, OHW AOMKHbI GbITb NErko-
AOCTYNHbI NPY HEOBX0ANMOCTH;

g) WCTOMHMKNPODbIW cucTema (nccneayemblii GUonormyecknii MaTepman) (Mnv TMn NepPBUYHON NPobbi);

h) peaynbTaTbl UCCNeaoOBaHNA, BbipaXeHHbIe B eanHuuax CU nnm B eanHmuax, ConocTaBUMBbIX C € ANHN-
uamn CU (MCO 31);

i) Gruonoruyeckune pedpepeHTHbIE UHTEPBATbI, ECMN OHWN NPUMEHSAIOTCS;

J) VHTepnpeTaLns pesynbTaToOB, KOraa aTo TpebyeTcs;

k) VHble KOMMeHTapun [Hanpumep, Ka4eCTBO UNW aAeKBaTHOCTb NEPBUYHOM NPOBLI, KOrAa 3TO MOXET
NocTaBuUTb MO COMHEHWE pPe3ynbTaT UCCNEAoBaHus, pe3ynbTaThl/MHTEPNPETALUNS OT BCNIOMOraTernbHbIX (Cy6-
nogpsaHbIX) NabopaTopuit, NCNONb3oBaHUE paspabaTbiBaeMbliX NpoLEeayp]; B 0T4ETE AOMKHLI GbiTh YKa3aHbI
ncenenoBaHns, KOTopble Obinn NPoBeAeHbl Kak YacTb Hay4YHO-UCCReaoBaTENbCKUX NPOrPaMM 1 ANS KOTOPbIX
He 6NN NpeabaABneHb! cneundnieckne TpPeboBaHNA KkadecTBy U3MepPeHUii, ecnu Tpebyemas HopMaLms o
npeaene o6HapyxeHna N HeonpeaeneHHOCTN M3MePeHii AoMkHa GbITb NpeabABNEHa NO 3anpocy;

1) ykasaHue nmua, ynonHOMOYEHHOrO BblAaBaTh OTYET;

m) ecnu aTo TpebyeTcs, OPUrMHAN N KOPPEKTUPOBAHHbLIE PE3yNbTaThbl;

n) noanncb Nnua, ynonHOMOY€HHOIro NpoBepATL NN BblAaBaTb Pe3yNbTaThl, NPU BO3MOXXHOCTU.

MpumeyaHune 1—BOoTHOWEHNN NepeUnCnenms i): Npu HeKOTOpbIX 0O6CTOATENLCTBAX MOXET ObIThb Lienecoob-
Pa3HO pacnpoCTpaHATL NepeyHn unn Tabnuubl Guonornyeckmx pedepeHTHbIX MHTEPBaNoB B MecTax, rae Bce nonb3oBare-
M NabopaTopHbIX YCNyr NOyYaloT OTHEThI O pesynsTaTtax UccnefoBaHuii.

NMpumeyaHune 2— CornacHo HaUMOHaNbHbLIM, PErMoHarnbHLIM UMM MECTHLIM NpaBUnamM MoxeT TpeGoBaTbes
yKasblBaTb HaUMeHOBaHUe N MeCTO pacnonoXeHns uccneaoBasLlert (Mnu BcnomoratensHow, cybnoapsaHoit) naboparto-
pUM B OKOHYaTeNbHOM OTYETE.

5.8.4 TMpw onucaHnm npoBeAeHHbIX NCCneaoBaHUi HEOGXO0AMMO NONb30BAaTLCA CNOBaAPEM, PEKOMEHAO-
BaHHbIM OJHON NN HECKONBKUMM N3 NePEINCIEHHbIX HUXKE OpraHn3aumnsammn:

- MexxayHapoaHbIM COBETOM MO cTaHgapTtusauum B rematonorum; MCCI  (International Council for
Standardization in Haematology; ICSH);

- MexayHapogHbIM 06LiecTBoM no rematonormmn; MOI™ (International Society of Haematology; ISH);

- MexayHapoaHoi eaepaumen KNUHUYECKOW XuMun u nabopaTopHon MeauumHbl; MEPKXNIM
(International Federation of Clinical Chemistry and Laboratory Medicine; IFCC);

- MexxayHapoaHbIM COO30M YMCTOWM M npuknagHoin xummn; MCUIMX (International Union of Pure and
Applied Chemistry; IUPAC);

- MexxayHapoaHbiM 06WwecTBoM no Tpom6o3am u remoctasy; MOTT (International Society of Thrombosis
and Haemostasis; ISTH);

- EBponeticknm koMnTeTOM NO cTaHpapTnsaumm (European Committee for Standardisation; CEN).

COOTBETCTBEHHO, ONUCAHUA U pe3ynbTaTbhl AOMKHbLI CneaoBaTb HOMEHKNAaType, PEeKOMEeHAOBaHHON
0AHON NNN HECKONBKMMMN N3 NEPEUYNCNEHHBIX HUXKE OPraHn3aLnaAMK;

- MexxgyHapoaHbiM cOl030M B6uoxumnn n monekynsapHon 6uonornnm; MCBMB (International Union of
Biochemistry and Molecular Biology; IUBMB);

- MexayHapoaHbiM  CO030M  MuKpobuonormyeckux obwecrts; MCMO (International Union of
Microbiological Societies; IUMS);

- MexxayHapoaHbIM COl030M MMMyHonoruyecknx o6uects; MCUO (International Union of Immunological
Societies; UIS);

- Konnepxxem amepukanckmnx natonoroe (SNOMED International, College of American Pathologists);

- BcemupHoi opraHusaumeit agpaBooxpaHenns; BO3 (World Health Organization; WHO).

5.8.5 Ecnuka4ecTBONOMy4eHHON NepBUYHON NPo6bl ObINO HENOAXOoOAALLMM ANA NCCNEAOBAHNA NN MOT-
1o 6bl NOCTaBUTL Pe3ynbTaT oA COMHEHUE, 3TO AOMKHO ObITb OTMEYEHO B OTHETE.

5.8.6 Konun nnn anekTpoHHble BEPCUM OTYETOB O pe3ynbTatax AOMMKHbI XpaHUTbCcA B nabopatopun
TakuM 06pa3oM, KOTopbIN obecneunBaeT GbicTpoe BocTpeboBaHne uHdopmaunn. AnutenbHOCTL Nepuoaa
XPaHEeHWUA MOXET BapbUpoBaTh, 0AHAKO COOOLLIEHHbIE pe3ynbTaThl AOSKHBI XPaHUTLCA TaK AONTO, KaK 3TO AWK-
TYETCA MEANUMHCKMMW NOTPEOHOCTAMM MMM HaUMOHANbHLIMW, PErMOHaNbHLIMU - MNN  MECTHLIMW
TpeboBaHnAMN.
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5.8.7 NaGopaTopusa AONXHa UMeTb NpoLeaypbl HeMeANeHHOro N3BeLLeHNs Bpaya (MnNn Apyroro KNNHU-
YeCcKoro nepcoHana, 0TBETCTBEHHOIO 3a neveHne 60MNbLHOr0), Koraa pe3ynbTaTbl NCCNeA0BaHNA MO CBOUM KpU-
TUYECKMM CBOICTBAM MONaAaioT B MHTEPBAN «TPeBOra» UNn «KPUTUHECKOE COCTOSHME» . ITO OTHOCUTCH U K
pesynbTaram, nony4eHHbIM Npyn nccrenoBaHm Npo6 Bo BCromMoraTenbHomn (cybnoapsaHoin) nabopatopuu.

5.8.8 [Ina yaoBneTBOPEHNA MECTHbIX KNMHNYECKUX NOTPeBHOCTeln nabopaTopus fAoMmKHa onpeaennTb
KpUTUYECKME NapameTpbl BUONOrMYECKOro MaTeprana n Ux TPEBOXHbBIE N KPUTUHECKWE MHTEPBAaNbI Mo corna-
COBaHMIO C KNMMHULMCTaMM, NOMb3YIOLWMMKUCA Yenyramv nabopaTtopmm. 3TO OTHOCUTCS KO BCEM BUAAM UCCneao-
BaHWI, BKMIOYasn HOMUHaNbHbIE (KNaccudUKaLMOHHbIE) M OpANHaNbHbIE (MOPSAKOBbIE) MOKasaTenw.

5.8.9 Ecnu pesynbTaTbl UcCNeaoBaHWUA OblNK NpeacTaBNEHb Kak MPOMEXYTOYHbIN 0THeT, nabopaTtopus
0653aTenbHO A0MXKHA NPEeAOoCTaBUTb M OKOHYaTENbHbIV OTHET TOMY, KTO 3anpalunBan uccneaoBaHme.

5.8.10 3anucm o AencTBMAX, NPEANPUHATLIX MO pe3ynbTaTaM, OTHOCALUMMCS K KPUTUHECKOMY MHTEpBa-
ny, AOMXHbI BblTb COXPaHEHbI. B HUX AOMXKHbI BbITb YKa3aHbl AaTa, BpeMs, OTBETCTBEHHbIV COTPYAHWK nabopa-
TOpUK, NNLLO, KOTOPOE BbINO N3BELLEHO O pe3ynbTaTe, U pesynbTaT uccnenosaHns. Bce TpyAHOCTH, BO3HUKLLME
Npw BbINONHEHWUN 3TNX TPeGOBaHWI, AOMKHbI GblTb 3apErMcTPUPOBaHbI M PACCMOTPEHbI NPU NPOBEPKE.

5.8.11 PykoBoacTBO NabopaTopmm NO KOHCYNbTaLMM C 3aKa34MKOM UCCNeA0BaHUA AOMKHO YCTaHOBUTL
NPOACIXUTENBbHOCTL BPEMEHWN OT HAa3Ha4YeHUsi UCCNEAOBaHNA A0 MONyYeHUsl OKOHYaTENbHOro pesynbrara
(Bpema obopoTa TecTa) AN KaXAO0ro U3 BUAOB UccneaoBaHwin. Bpems obopoTa TecTa AOMKHO COOTBETCTBO-
BaTb KNMMHUYECKUM NOTPEGHOCTAM.

5.8.12 Ecnm pe3ynbTaT MCCReaoBaHus, BbINONMHEHHOTO BO BCrioMoraTenbHou (CybnoapsaHown) naGopa-
TOpUW, NOANEXUT NepecyeTy (NepeBoay B Apyrne eAnHULLbI, NPUHATLIE B OCHOBHOW NabopaTopum), OOMKHbI
6bITb NPMMEHEHBI NpoLLeAYPbl NPOBEPKN NPaBUIMbHOCTKN 3TOO NepecyeTa.

5.8.13 NabopaTtopusi AoMKHa pacnonaratb YeTKO AOKYMEHTMPOBaHHLIMU NpoLeaypaMu Ana Bbiaaqum
pe3ynbTaToB MCCNea0BaHWI, BKNOYas AeTanbHOe yKa3aHve nuL, OTBETCTBEHHbIX 3a Bblaady pe3ynbTaTos, U
nvy — nonyyatenen pesynbTaTtoB. JomkHbl ObiTb pa3paboTaHbl NpaBuna Ans BblAayn pe3ynbTaTtoB Hermo-
CpeACTBEHHO NaLneHTaMm.

5.8.14 Na6opaTtopus gomkHa paspaboTaTb NOPAAOK M NPaKTHKY, KOTOpble o6ecneunsanmy bl nepenayy
pe3ynbTaToB Mo TenedOoHY 1 NO APYIMM 3NEKTPOHHLIM CPEACTBaM CBA3M TOMbKO YNONHOMOYEHHBLIM nonyyare-
nsam. PesynbTathbl, NepegaHHble YCTHO, A0MKHbI ObiTb NOATBEPXKAEHbI 3aperncTpupoBaHHbIM OTYETOM.

5.8.15 Na6opaTtopus AOMKHa UMETb B MMCbMEHHOM BMAE NOPSAOK M NPOLEAYpPbl K3MEHEHNS OTYETOB.
JomxHbl 6bITb 3aperMcTPUPOBaHbI BPEMS, AaTa U UMA LA, OTBETCTBEHHOrO 3a nameHeHue. Mpun BHeceHnn
N3MEHEHWUI OPUrMHarbHbIE 3aNUCK A0MKHbI ObITb COXpaHeHbl. OpUrMHanbHbIe ANEKTPOHHbLIE AOKYMEHTbI Cne-
AyeT COXPaHATb M U3MEHEHNS BHOCMTb C MOMOLLIbIO COOTBETCTBYIOLLEN peAaKTOPCKON npoLleaypb! Tak, 4Tobbl
OTHET YETKO YKa3blBan BHECEHHbIE N3MEHEHNUS.

5.8.16 PesynbTarbl, KOTOPbIE ObIfM YHTEHbI NPU MPUHATUN KNMHUYECKNX PeLLIEeHUA U peBU3OBaHbI, AOMK-
Hbl XPaHUTLCA B NocneayoLlem obLieM oT4eTe, U AOMKHO GbiTh YETKO YKa3aHO, YTO OHU NOABEPINUCHL Nepe-
cMOTpy. Ecnun cucrtema otyeta He MOXET PMKCUPOBATL YNYYLLEHUS, U3MEHEHNA UMW NONPaBKKN, AOMKEH ObiTb
MCMONb30BaH XypPHan NpoBepoK.
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MpunoxeHue A
(o6na3arensHoe)

ConocraBneHne CTPYKTYpbl HACTOALEro CTaHAAapTa CO CTPYKTYpaMu CTaHAAPTOB

NCoO 9001:2000 n UCO/MIK 17025:2005

CraHpapTbl cepun MCO 9000 aBnsitoTCS UCXOAHBIMU AOKYMEHTaMU AN CTAHAAPTOB CUCTEMbI MEHEKMEHTA Ka-
YectBa. Tabnuua A.1 WNNIOCTPUPYeT KOHLENTyanbHble B3aWMOOTHOLUEHUS MeXAy HacTosWMUM CTaHAapTOM W
MCO 9001:2000. XOTA MHOr1e NONOXEHWUA CUCTEMbI YNpaBNEeHUs Ka4eCTBOM, B TOM YUCIIe OTBETCTBEHHOCTb PYKOBOACTBA,
opueHTaLms Ha noTpebutens, ynpasneHne AoKyMeHTaLMein, aHanus pesynbTaToB CO CTOPOHbLI PYKOBOACTBA, BKNIOYEHb! B
HaCTOSLLMIA CTaHAAPT, BO3MOXHO Gonbluee cOOTBETCTBUE C UCXOAHOM cepueit UCO 9000 GyaeT AOCTUrHYTO Npu cneayio-

LeM nepecMoTpe.

dopmat HacTosAwero nsnaHua Gonee TodHo oTpaxaet dopmat MCO/MIK 17025:2005, ncnonb3oBaHHOro kak
MoAEeNb CTPYKTYPbl HACTOAWEro cTaHaapTa ¢ y4eToM cneundukm MeauumHCKux (KnuHudecknx) naéopatopuin. Tabnu-
ua A.2 npeactasnaeT cCoONOCTaBNEHNe CTPYKTYP 3TUX CTaHAapTOB.

Tab6nuuya A.1— ConocraeneHne CTPyKTypbl HACTOSALWEro CTaHAapTa Co CTPYKTypoi cTaHaapTa MCO 9001:2000

f Crtpykrypa UCO 9001:2000

CTpyKTYypa HacToAWero cTaHaapTa

1 ObnacTtb npuMeHeHns

1 O6nacTtb npuMeHeHUs

1.1 O6wme nonoxeHns

1.2 MNpumeHeHne

2 HopMaTuBHbIe CCbInkK

2 HopmaTugHble CCbiNku

3 TepMuHbI M ONpepeneHus

3 TepMmuHbI U onpeaeneHns

4 CucTema ynpaBneHns Ka4ecTBOM

4.1 Obwwue TpeboBaHnA

4.1.5

4.2 Cucrtema MeHeaKMeHTa KayecTBa

4.2 TpeboBaHusA K AOKYMEHTaM

4.3 YnpaBneHue AoKyMeHTauuen

5.1.2

5.4 TpeaHanutuyeckue npoLieaypbl

4.2.1 O6wwue nonoxeHns

423

4.2.2 PykoBOACTBO NO Ka4YecTBy

424

4.2.3 KoHTpONnb AOKYMEHTOB

4.3 YnpaBneHue AOKyMeHTauuein

4.13 YnpasneHue 3anucamm

5.3 NabopatopHoe o6opyaoBaHue

4.2.4 KoHTponb AOKyMeHTanbHOW perucrpaumm

4.13 YnpaeneHue 3anucamm

5.8 OtueTHOCTb O pesynbTaTax

5 OTBeTCTBEHHOCTb PYKOBOACTBA

5.1 O6ssatenscTBa pykOBOACTBA

41.2

4.1.5, nepeuncnenus a) u h)

4.21

4.2.3

5.2 OpueHTauus Ha notpebuTtens

4.1.2

5.2.3

54.2
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lpodomkeHue mabnuybt A.1

Ctpyktypa UCO 9001:2000

CTpykTypa HacTosero cTaHaapTa

5.3 Monutuka B obnactu kayecTsa 4.1.5
423
5.4 MnaHuposaHue —
5.4.1 ObbexThl KayecTBa 423
5.4.2 MnaHupoBaHWe cUCTeMbl ynpasneHnsi KaHeCcTBOM 4.1.5

5.5 OTBETCTBEHHOCTb, MONHOMOYMUA N CBA3U

5.5.1 OTBETCTBEHHOCTbL U MONHOMOUMSA

4.1.5, nepeuncnerue f)

51.3

514

5.5.2 lNpepcTaBneHue pykoBoACTBa

4.1.5, nepeuncnenue i)

513

514

5.5.3 BHyTpeHHuWe cBA3N

421

424

5238

5.6 PaccMmoTpeHune pykoBOACTBOM

5.6.1 O6wue nonoxeHns

4.15 AHanus co CTOPOHbI PyKOBOACTBA

5.6.2 [aHHble A4NA paccMOTPEeHUA

4.15.2

5.6.3 PesynbTaTtbhl paccCMOTpeHus

4.15.3

4154

571

6 YnpasneHue pecypcamu

6.1 CHabxeHue pecypcammu

4.1.5, nepeuncneHue a)

6.2 Jlioackue pecypcobl

6.2.1 O6wme nonoxxeHus

4.1.5, nepeuncneHve g)

5.1 MNepcoHan

6.2.2 KOoMneTeHTHOCTb, 3HaHNA U ymeHUs

5.1.2

5.1.6

5.1.10

5.1.12

6.3 MHdpacTpykTypa

4.6 MpuobpeTeHue ycnyr u 3anacos

5.2 MomelueHus n ycnosua oKpyxaioLlein cpeabl

5.3 Na6opaTopHoe obopyaosaHmne

6.4 Pabouas cpena

5.2 MNomelleHns n yCNOBUA OKpy>xatoLLen cpeapbl

5.3 NabopaTopHoe obopyaosaHue

7 Peanusaums npoaykta
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7.1 NnaHupoBaHWe peanusaumm npoaykTa

4.10

5.2 MomelleHns 1 ycnoBusi OKpyatoLlen cpeabl

5.3 NaGopaTopHoe obopyaosaHue

5.8 OT4YeTHOCTb O pesynbTaTax
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Crpyktypa UCO 9001:2000

CTpyKTypa HacTosLero craHaapTa

7.2 Tlpouecchbl, opueHTUpoBaHHbIE Ha noTpebutens

7.2.1 OnpepeneHune TpeGoBaHUit K NPOAYKTY

4.4 PaccMmOTpeHue KOHTPaKToB

7.2.2 PaccMoTperune TpeboBaHui Kk NpoaykTy

4.4 PaccMmOTpeHue KOHTPaKToB

7.2.3 Ces3b ¢ notpeburensamm

4.7 KoHCynbTauMOHHbIE YCnyru

4.8 lpeTeHsun

5.6 ObecneyeHne kayecTBa aHaNUTUHECKUX MpPO-
ueayp

5.7 MoctaHanuTnyeckue npoleaypsbl

5.8 OT4eTHOCTb O pesynbTaTax

7.3 Paspabotka u passutne

7.3.1 MnaHupoBaHue pas3paBoTkn N pasBUTUS

5.2 MNomelueHnsA 1 yCNOBUA OKpY>KatoLLei cpeabl

5.3 NlabopaTtopHoe oGopyaosaHue

7.3.2 VcxopHble faHHble Ans paspaboTku 1 paseuTus

7.3.3 PesynbTathl pa3paboTku n paseutus

7.3.4 OueHka pa3paboTku u pa3sutus

7.3.5 MopTBepxaeHve pa3paboTkv n passuTus

7.3.6 KoHTponb 3a MU3MeHeHuaMu B paspaboTke U
passuTUM

7.4 NpuobpeTeHne

7.4.1 Mpouecc npuodpeTeHns

451

4.6 MpuobpeTtexne ycnyr n 3anacos

7.4.2 Undopmauus o npuobpeTeHnn

7.4.3 Bepudukaumsa npuobpeTeHHbIX NPOAYKTOB 4.6.2
5.5.3

7.5 CrabxeHune npoaykuuen n ycnyramm —

7.5.1 KoHTponb cHabxeHna npoaykumen n ycnyramu 425

5.2 MomelueHna n ycnosus okpyxatoLen cpeabl

5.3 NabGopatopHoe o6opyaosaHue

5.4 NpeaHanuTnyeckne npoueaypsbl

5.5 AHanutuueckue npoueaypsb!

5.7 MNocraHanutuyeckue npoueaypsb!

7.5.2 MopTBepxaeHne NpPOUECCOB CHabXeHusa npo-
AyKLmnen n ycnyramm

5.3 NabopatopHoe obopyaosaHune

5.5.1

5.56.2

7.5.3 ViaeHTudmkaums n npocnexmBaemMocTb

545

5.6 ObecneueHne kavecTBa aHaNUTU{ECKUX Npo-
ueayp

7.5.4 Co6cTBEHHOCTBL NoTpedbuTens

7.5.5 CoxpaHeHue npoaykTa

5.5 AHanuTtuueckue npouenypbl
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Oxkory4aHue mabnuyst A.1

Ctpyktypa UCO 9001:2000

CTpyKTypa HacTosLLero cTaHaapTa

7.6 KOHTpONb YCTPONCTB MOHUTOPUHIA U U3MEPEHNs

4.2.5

5.3 NaGopaTopHoe obopyaosaHue

5.6 OGecneveHne kKadecTBa aHanUTUYECKUX nNpo-
ueayp

8 WamepeHune, aHanus n coBepLUeHCTBOBaHUE

8.1 O6Lwue nonoxeHus

4.9 YnpaeneHue B CNy4aaX BbISBNEHWA WCCReno-
BaHWU, He COOTBETCTBYKOLUMX YCTaHOBMNEHHbIM Tpebo-
BaHUAM

8.2 MOHUTOPUHF U U3MepeHue

5.6 ObecneyeHne Ka4ecTBa aHanUTUYECKUX Mpo-
ueayp

8.2.1 YposneTeopeHue notpedbutens

4.8 MpeTeHsuu

8.2.2 BHyTpeHHuWin ayauT

4.14 BHyTpeHHWe npoBepku

8.2.3 MOHUTOPUHT 1 n3MepeHne NpPoLIeccoB

4.2.5

8.2.4 MOHUTOPUHT 1 n3MepeHne npoaykTa

5.5 AHanutnyeckue npoLienypbl

5.6 O6ecneyeHve ka4yecTBa aHanNUTUYECKUX Mpo-
Leayp

5.7 lMocTananuTuyeckne npoLeaypbl

8.3 KoHTponb npoaykTa, He COOTBETCTBYHOLLErO Tpe- 4.9.1
6oBaHMAM
49.2
4.10 KoppekTtupyouime aenctemns
8.4 AHanus aaHHbIX 4.9.1
4.12.1
4122

8.5 CosepuieHcTBOBaHME

8.5.1 MNocTosHHOe coeepLLeHCTBOBaHNE

4.12 YnydweHue

8.5.2 Koppextupytowme mepbl

4122

4123

4.10 Koppektupyiowme aencTens

8.5.3 MNpepynpeautenbHbie Mepbl

4.11 MNpepynpexpatoime AencTBUA

T a 6 nuya A2 — ConocraeneHue CTPYKTYpbl HACTOSILLErO CTaHAapTa Co CTPYKTypoi ctaHaapTa CO/MIK 17025:2005

Crpyktypa UCO/M3K 17025:2005

CTpyKTYpa HacToAwero cTaHaapTa

1 O6nacTtb NpuMeHeHns

1 O6nacTb npumeHeHus

2 HopmaTueHbIe CCbINKU

2 HopmaTusHbIe CChINKK

3 TepmuHbl  onpepeneHus

3 TepmuHbl M onpeaeneHuns

4 TpeboBaHuA K MEHEIKMEHTY

4 Tpe60oBaHUA K MEHEMKMEHTY

4.1 Opranusauums

4.1 OpraHusaumsi U MeHeKMEHT

4.2 Cucrtema MeHemKMeHTa

4.2 CucteMa MeHeQKMeHTa KkavecTea

4.3 YnpasneHne AOKyMeHTaumen

4.3 YnpaBneHue AokymMeHTaumen

4.4 AHanu3 3anpocos, 3asBOK Ha MOAPSA U KOHT-
pakToB

4.4 PaccMoTpeHue KOHTpakTos

4.5 3aknudeHne cybnoapsiaoB Ha npoBeAeHue UC-
NbITaHWI N KAaNMBPOBKK
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Crpykrypa UICO/M3K 17025:2005

CTpyKTypa HacToAWero cTaHaapTa

4.6 MpuobpeTeHne ycnyr u 3anacos

4.6 MNpuobpeTeHue ycnyr n 3anacos

4.7 O6cnyxuBaHWe 3aKa34nKoB

4.7 KoHCynbTauWOHHbIEe yCnyru

4.8 lMNpeTeH3ann

4.8 MpeTeHsun

4.9 YnpaeneHue paboTaMu NO MCRLITAHUAM W/MNK
KanubpoBke, HE COOTBETCTBYOLNMU YCTAHOBMNEHHBIM
TpeboBaHuAM

4.9 YnpagneHve B CNy4asx BbIABNEHUA uUccneno-
BaHWIA, He COOTBETCTBYIOWMX YCTAHOBNEHHbIM Tpebo-
BaHUAM

4.10 YnyyweHue

4.12 YnydweHue

4.11 KoppekTupyroLme aeicTens

4.10 KoppekTupytowme aeicTans

4.12 TMpepynpexpaoLwne oencTBnA

4.11 TMpepynpexaalowime AencTena

4.13 YnpaBneHue sanucamu

4.13 YnpasneHune 3anucamu

4.14 BHyTpeHHWe NpoBepKn

4.14 BHyTpeHHUWe NpPOBEpPKU

4.15 AHanu3 co CTOpPOHbI pyKoBOACTBa

4.15 AHanu3s co CTOPOHbI PyKOBOACTBA

5 TexHuyeckue TpeGoBaHWs

5 TexHudeckune TpeboBaHua

5.1 O6Lwwue nonoxeHus

5.2 MNepcoHan

5.1 MepcoHan

5.3 MNomelleHna 1 ycnosus okpyatoLlen cpeabl

5.2 MMoMeleHna U yCnoBus oKpyxaioLlen cpeabl

5.4 MeToabl UCNbITAHUI U KANMOPOBKK, 8 TaKKe OLEeH-
Ka NpUrogHoCT! METOA0B

5.5 AHanuTudeckue npoueaypbl

5.5 O6opynosaHue

5.3 NabopartopHoe obopynosaHue

5.6 lMpocnexusaeMoCcTb UsMepeHUs

5.6 ObecneyeHne kayecTBa aHanNUTUYECKUX MpPO-
uenyp

5 OT160p obpasuoB

5.4 TMpeananutuyeckue npoueaypbl

5.8 O6paweHne ¢ obbekTaMn UCMBLITaHUA U Kanub-
poBKU

5.9 O6ecneyeHue kauecTBa pe3ynbTaToB UCMbITAHUA
“ KanubpoBKn

5.6 Ob6ecneveHne kauvecTBa aHaNUTUHECKUX MpPO-
ueayp

5.10 OTtyeTHOCTb O pesynbTarax

5.10 OtueTHOCTL O pesynbTaTax
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Mpunoxexue B
(cnpaBouHoe)

PexomMeHAaLMN NO 3alUMTe NabopPaTOPHbLIX MH(GOPMALMOHHLIX CUCTEM

B.1 O6wue nonoxeHus

B.1.1 PesynbTaThinccneaosaHuin n nHhopmaLums SBNAI0TCA NPOAYKTaMmn AesaTensHocTU nabopatopun. Mockonbky
KOMMNbIOTEPHbIE CUCTEMbI MOTYT GbiTb NOBPEKAEHLI U MOABEPrHYTHI Pa3NUYHLIM BMELLATeNbCTBaM, AOIMKeH ObITb yCTaHOB-
1eH NOPAAOK 3aLLMTbI NaLMEeHTOB OT ywep6a, NPUHOCUMOro NoTepen UNU UCKaXKEHUEM AaHHbIX.

MNpueeneHHbIe B HACTOALEM NPUNOXEHUN PeKOMEHAaLIMU HanpaBneHbl Ha AOCTUXEHUE BLICOKOTO YPOBHS LIeNoCT-
HOCTU AaHHbIX/MHOPMaLM B nabopaTopHbIX MHPOPMAaLIMOHHBIX cucTemax (nanee — JINC).

M punmeyaHune— ITnpekomeHaaLmmn He MOTyT BbITb NPUMEHEHBI K:

- HaCTONbHLIM KaNbLKYNATOPaM;

- HeGonbLWNM NporpaMmMUpPyeMbIM TEXHUHECKUM KOMNbIOTEPaM;

- BHELHEMY KOMMNbIOTEPHOMY 06CnyXUBaHMIO;

- KOMMbIOTepam, KOTOpble UCNONb3YIOTCSA TONBLKO AN NeYaTaHNA TEKCTOB, B KAa4eCTBE ANEKTPOHHBIX Tabnuu unn ans
noao6HbIX MOHOLENEeBbIX PYHKLUWIR;

- MUKponpoLeccopam, SBNALLMMCA HeOTbeMneMon YacTbio npubopa Ans uccnenosaHuin.

B.2 Okpyxatowan cpena

B.2.1 KomnbioTepHbie yCTponcTBa u o6opyacBaHne cneayeT coaepaTh B YNCTOTe, paboTocnocobHOM COCTOAHMU
1 pasmeLlaTh B MecTax, yCnosus okpyatoLuei cpefibl KOTOPbIX OTBEHAIOT TEXHUYECKUM YCNOBUAM NPOU3BOANTENS.

B.2.2 KoMnoHeHTbI KoMNbloTepa u 30HbI XpaHeHUs A0MKHBI ObITb NErkoA0CTYNHBI AN CPEACTB NOXKaPOTYLLEHUS!.

B.2.3 PacnonoxeHHble B NPOXOAHbLIX MOMeLLeHUAX NpoBoAa nu kabenn komnboTepa AOMKHbI ObITh 3aLLULLIEHBI.

B.2.4 JomxeH 6bITb 06ecneyeH HeOTKNIOYaEMbIil UCTOHHUK SNEKTPONUTAHUSA.

B.2.5 YcTpoiicTBa, coaepxalime MHOpMaLuIo, AOMKHBI ObITh 3aLuLLeHbl OT HECaHKLIMOHUPOBAHHOrO AOCTYNA.

B.3 PyuHble npolenypbl

B.3.1 MonHoe pykoBOACTBO MO KOMMBLIOTEPHBLIM NpoLUeAypamM (BO3MOXHO U B 3NEKTPOHHOW dhopme) AOIMKHO GbITb
npenocTaBneHo nepcoHany, KoTopbIn AonylueH k paboTe Ha koMnbloTepe.

B.3.2 NabopaTopHoe pykoBOACTBO MO KOMMbIOTEPHBIM NpoLUeAypaM cneayeT Yepes yCTaHOBNEHHbIE UHTEPBaNbI
BpeMeHW nepecmaTtpusath. MNepecMoTpeHHOe pYKOBOACTBO AOIMKHO ObITb NoATBEPKAEHO 3aBeayowuM nabopaTtopueii
UNWN Ha3Ha4YeHHbIM AN STOW PYHKLUW NULLOM.

B.3.3 JomxHbl 6biTb paspaboTaHbl IMCbMEHHbIE NpoLeaypbl NO 3aluMTe AaHHBIX N KOMNLIOTEPHOro o6opyaoBa-
HWA, UMW TOrO N APYroro B CNyyae BO3ropaxHns UNu NoBpexaeHnsa annapaTtHoro Unu NporpamMmHoro obecneyeHus.

B.4 OxpaHa cuctembl

B.4.1 KomnbloTepHble nporpaMmbl AOMKHLI ObITb COOTBETCTBYIOWMM 06pa3oM 3aluULLeHbl OT NOBPEXAEHUS Unu
paspyLueHus Npu cny4yanHoOM NN HeCaHKLIMOHMPOBaHHOM UCMONb30BaHWUM.

B.4.2 JonxeH ObITb YCTAHOBNEH CTPOrUiA MOPSAOK BblAa4n paspeLleHuii Ha UICNONb30BaHNE KOMMBIOTEPHOIN CUCTe-
Mbl. JOMKHO BbITb YETKO ONpeaeneHo, KTo UMeeT NpaBo A0CTYNa K AaHHbIM NaLMEHTOB U KTO UMeET NPaBo BBOAUTL U U3Me-
HATb pe3ynbTaThbl, U3MEHATL CHETa U NPeobpasoBbIBaTL NPOrpamMmbl.

B.4.3 EcnunyepesJIVIC BO3MOXeEH AOCTYN K AaHHLIM ApYrMX CUCTeM (Hanpumep, hapMaueBTUYECKUM UNKU MeANLIUH-
CKMM AaHHBIM), AOMXHbI ObITb NPEeANPUHATBI COOTBETCTBYIOLLME MEPbLI KOMMBIOTEPHOM 3aLWMUTHI OT HEpPa3peLIEHHOro A0CTY-
na Kk 3Tum aaHHbIM Yepes JIVC. JIUC He aonkHa No3BONSTL NOABEPraTh ONacHOCTU 3aLUTY APYTUX CUCTEM.

B.5 BBoa AaHHbIX U OTHYETHI

B.5.1 [aHHble nauMeHTOB B OTYETaX N Ha aKpaHaX AOMKHbI ObITb CBEPEHbI C BBEAEHHBIM OPUrMHanNoM, 4Tobb! yoe-
AUTBCA B UX LLeNOCTHOCTM Yepes onpeaeneHHble nHTepBanbl BpeMeHu nytem obHapyxeHus owmbok B nepeaadqe, xpaHe-
HUn n 06paboTke AaHHBIX.

B.5.2 Mpu Hanu4um MHoruMx konui Tabnuu B cucteme (HanpumMep, Guonorudeckne pedpepeHTHble MHTepBanbl Kak B
JIUC, Tak n B 60nbHUYHON MHPOPMAaLMOHHOW CUCTEME) UX CriedyeT Nepuoanyeckn CpaBHMBaTL Mexay coGom, 4Tobel ybe-
ANTLCA B MASHTUYHOCTU BCEX MCMNONb3yeMblX konuii. Ha paboyem mecTe fomkHbI GbITb B HANUYMKM COOTBETCTBYIOLME NPO-
Leaypbl KONMMPOBaHUA UMW CPaBHEHUSA.

B.5.3 [JdomxkHa cywecTBoBaTb AOKYMEHTALNSA, yCTaHaBnNuBeatoLwasa nepmoan4eckuin nepecMoTp pac4eTos, NpoBoau-
MbIX KOMMNbBIOTEPOM C AaHHBIMU NaLVEHTOB.

B.5.4 [aHHble Ha Bbixoae u3 JINC B hopmMe MeaNLIMHCKNX OTHETOB NPEACTaBNAIT COOO0M AaHHbIE HEMOCPEeACTBEH-
HO O nmeyeHun naumeHTa. CooTBETCTBEHHO, 3aBeayolwmii nabopatopuelt JoMKeH NOATBEPXAaTb U NepecMaTpuBaThb
copepxxaHune n dopmat nabopaTopHbIX OTHETOB C Lienbto y6eanTbes, YTO OHU 3hMEKTUBHO OTpaxatoT nabopaTopHble
pesynbTaThl U COOTBETCTBYIOT NOTPeGHOCTAM MeAULMHCKOrO NepcoHana.

B.5.5 [aHHble, BBEAEHHbIE B KOMMBIOTEPHYIO CUCTEMY PYHHBIMW UNKU @aBTOMaTUYECKUMW METOAAMMN, AOMKHbI ObITb
nposepeHbl ANA NOATBEPKAEHNSA NX MPABUNLHOCTN Nepe OKOHYaTENbHLIM NPUHATUEM U BblAaYe KOMMLIOTEPOM.

B.5.6 Bce pesynbTaThl A0MKHbI GbiTb CBEpeHbI C 3apaHee onpeaeneHHbIM YPOBHEM ANA UCCNEAOBaHUA JaHHOIO BMAA,
4TOObI 0GHaPYXWTb UX aBCypAHOCTL UNW HenpaBACNOACOHOCTE Nepe NPUHATUEM U Bbiaajvei pe3yNbTaToB KOMMLITEPOM.
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B.5.7 CucTema Bblaauun pesynbTaToB AOMKHa coobLaTh KOMMEHTapUM OTHOCUTENBHO KavecTBa Npobbl, KOTOpble
MOTYT NOBNUATb Ha TOYHOCTb Pe3ynbTaToB UCCNEeAOBaHUA (HanpumMep, nunemuyeckue, reMonNN3NpoBaHHble Npodbl), U
KOMMEHTapun o UHTepnpeTaLmmn Takux pe3ynbTaTos.

B.5.8 OomxeH 6biTb paspaboTaH MexaHn3M ayauTta, No3BONsALLLMIA nabopaTopun nAeHTMMOULMPOBaTE NNL|, KOTO-
pble BBENW MNN BUAOU3IMEHUNU AaHHbIE NALNEHTA, KOHTPONbHbIE hainnbl NN KOMMbIOTEPHbIE NPorpamMmbl.

B.6 Mowuck nxpaHeHue faHHbIX

B.6.1 CoxpaHeHHble AaHHble O pesynbTaTax UCCNneAoBaHUA NauueHTa (aanee — pe3ynbTaThl NauMeHTa) u apxms-
Haa nHopMaLuua AoIMKHbI GbiTb 4OCTYNHLI MPOCTOMY U HECNOXXHOMY NMOUCKY B TeYeHWe BpeMeHW, COOTBETCTBYIOLLEro
noTpeGHOCTAM NeYeHns NnauueHTa.

B.6.2 KomnbtoTep gomnxeH 6biTb cCNoco6eH NONHOCTHH BOCNPOU3BECTU apXMBUPOBaHHbIE pe3ynbTaThbl uccrnegosa-
HWA, BKNoYas Guonornyecknin pedepeHTHbIn MHTepBan, NPUCYLLM AaHHOMY UCCNEAOBaHMIO, KakK U Nobble OTKNOHEHWS,
npyMeYaHna NNy 3aMevaHns No UHTEpNpeTaLUnm, OTHOCALLMECH K pe3ynbTaTy, a Taikke HeonpeaeneHHOCTb U3MepPeHns BO
BpeMS ero npoBeaeHus.

B.6.3 PesynbTaThl nauneHTa n nabopatopum A4oSKHbI 6bITb AOCTYNHBI ANS No1cka B pexumMe on-line B 0603HaqeH-
HbIi1 NepnoAa BpeMeHu, 3aBUCALLMIA OT NoTpebHoCcTel opraHnaauum.

B.6.4 Cpepactea, Ha KOTOPLIX XPaHATCA AaHHbIE, KaK NEHTbI Tak U AUCKKU, A0MKHbI ObITb COOTBETCTBYOLWMUM 06pa3om
MapKUpoBaHbl, COXpaHeHbl U 3alUULLEHb] OT NOBPEXAEHUA U HECaHKLIMOHUPOBAHHOMO UCMONb30BaHUS.

B.6.5 OomxHa cywectsoBaTb 3ddeKkTMBHan obpaTtHasa CBA3b ANA NpeaoTBpaLleHns yTpaThl AaHHbIX O pe3ynbTa-
Tax nauveHToB B cnyyae AedekTa KOMNbTepa Unn NporpaMMHOro obecneyeHus.

B.6.6 CucTtembl KOMMbLIOTEPHOW TPeBOrn (0ObIMHO OCHOBHaA KOMMLIOTEPHaA KOHCOMb, OTpaxalolasa CoCcTosiHne
annapaTHOro u cucteMHoro obecneyeHnst) cneayeT perynsapHoO NPOBEPATh U UCHLITEIBATbL HA NpeaMeT UX HOPManbHOro
DOYHKUMOHNPOBaHUS.

B.7 AnnapaTHoe M nporpammHoe ob6ecneuyeHue

B.7.1 JomxHbl 6bITb B HANMYMK B MMCbMEHHOM BUAE METOANKN U MONHas pernctTpauus Bcero npodunakTu4eckoro
obcnyxvBaHna annapaTHoro obecneyenus.

B.7.2 NNC ponxHa 6biTb NpoBepeHa Nocrne KaXaoro Bo3spaTta Unv BOCCTaHOBNEHUA (ainoB ¢ AaHHLIMU C LEeNbio
y6eauTbCs, 4TO HE MPOU3OLLINO HeXenaTenbHbIX U3MEHEHWIA.

B.7.3 Owubkn, oGHapyxeHHble Npy KONMPOBaHWUU, AOMKHbI ObITb AOKYMEHTUPOBAaHLI C YKasaHMeM NpeanpUHATBIX
Mep Mo UCMPaBRNEHUIO, N O HUX AOMXHO BbITh COOBLLIEHO OTBETCTBEHHOMY NULY B nabopatopun.

B.7.4 TNio6ble M3aMeHeHNA B annapaTHOM U NPOrpamMmMHOM obecneyeHn AOSMKHbI ObITb YTOMHEHb!, NOATBEPXAEHI U
MONHOCTLIO AOKYMEHTUPOBAHDI C LLIENbIo YAOCTOBEPUTL NPUEMNEMOCTL U COOTBETCTBUE N3MEHEHUN.

B.7.5 3aeepyowuii naGoparopueit unv BoiaeneHHoe Anst 3To1 (PYHKLUK NULIO HECET OTBETCTBEHHOCTHL 32 TOYHOE 1
apdhekTUBHOE NpeaoCTaBNeHue pe3ynbLTaToB UCCneaoBaHUi 3akasaBLLeMy UX KNMHULMCTY U NPOBEPSAET BCE U3MEHEHUSA B
KOMMbIOTEPHOM CUCTEME, KOTOPLIE MOTMN Obl NOBNUATL Ha NeYeHue 60NbHOro.

B.7.6 TMocne ycTaHOBKU UNK n3MeHeHWUin n MoanduUKaLuii NporpaMMel AOMKHBEI 6biTh NPOBEPEHBI B OTHOLLEHNU UX
MpaBUNbLHOIO (PYHKLMOHMPOBAHUA.

B.7.7 Llenu nporpammel, cnoco6 ee yHKLMOHUPOBaHUA 1M B3aumoaencTeue ¢ ApyrMmMmmU nporpaMmmamMm AOMKHbI
ObITb ICHO ycTaHoBNEHbl. CTeneHb AeTanusauum cBegeHuin JomkHa ObiTb agekBaTHON, YTOObLI cNOCcOOCTBOBaTL MOUCKY
HeucnpasHoCTel, MoaudMKaLMM CUCTEMbI MU MPOrPaMMMPOBaHUSA, €CN 3TO NPUEeMNEMO, BLINOMNHAEMbIX OnepaTopoM
Ha KOMMbloTepe.

B.7.8 B3aumopeiicTBume C KOMMbLIOTEPHOW CUCTEMOI AOIMKHO 0ONeryuTbL 0CBOEHME HOBOW Unu Moaudukauuio cTa-
pon JINC.

B.7.9 BnabopaTtopum AOmKHO 6bIT Ha3HaYeHO NULLO, KOTOPOMY CrieayeT HeMeANeHHO coobLLaThb O CyLEeCTBEHHbIX
HapyLeHUsIX B (PYHKLIMOHUPOBAHWUMN KOMNbIOTEPHON CUCTEMBI.

B.8 O6cnyxuBaHue naboparopHbIX UH(POPMALIMOHHBIX CUCTEM

B.8.1 Bpems npocTos, BidBaHHOe HeobxoanmbimM obcnyxusaHuem JIIC, AonkHO BbITb CNNaHUPOBAHO Tak, YTOObLI
CBEeCTU 0 MMHUMYMa CPOK NpekpaLleHus o6cnykuBaHuUs neyeHns NauneHToB.

B.8.2 OonxHbl ObITH B HANUYUM B MUCbMEHHOM BUAE METOANKN OTHOCUTENBHO NOBEAEHUA NPU BBIKNKOHEHNN U BOC-
cTaHoeNneHun paboTbl Bcel CMCTEMbI UMK ee YacTyu AN obecneyeHnss COXpaHHOCTU AaHHbIX, HENPEePbLIBHOCTU NPeAOCTaB-
neHna nabopaTopHbIX YCNyr U npaBunbHOro gyHkumnoHmposaHus JIC nocne BocCcTaHOBNEHUA ee paboThl.

B.8.3 [JomxHbl 6bITb B HANMYUW B TMCbMEHHOM BUAIE METOANKN OTHOCUTENLHO NOBEAEHUS NPU NPOCTOE APYrMX CUC-
TeM, B 4aCTHOCTN 6ONbHMYHOM MHOPMALIMOHHOM CUCTEMBI, AN 00ecneyeHnst COXPaHHOCTU AaHHbIX NauneHToB. [JlonkHbl
6bITb AOCTYNHBI METOAUKU ANS NOATBEPXKACHUSA OTKPLITUSI APYrMX CUCTEM U ANS 3aMeLleHUsa unn obHosneHna dannos ¢
AaHHBbIMU.

B.8.4 HesannaHupoBaHHbIE BLIKNIOYEHUA KOMMBIOTEPA, NepUoAbl «3aBUCaHUA» CUCTEMBI (BPEMA OTBETA) U Apyrne
npobnembl B paboTe koMnbloTepa AOMKHbI ObITb AOKYMEHTUPOBaHBI, BKNIOYast IPUYMHBI HapyLweHui B paboTe n npuHaTbie
Mepbl N0 UCNPABNEHNIO.

B.8.5 OomxHbl ObITb paspaboTaHbl TUCbMEHHbIE MNaHbl AN HenpeaBUAEeHHbIX 06CTOATENLCTB NO NpeaocTaBne-
HUIO yCnyr Npu Hanu4um AedeKToB B KOMMBIOTEPHON cUcTeMe, 4TOObI pe3ynbTaThl UCCNeAOBaHWI NALUEHTOB Obinu coo6-
LeHbl ObICTPbIM U YAOGHBIM COCOGOM.

B.8.6 JonxHa BeCTUCb perucTpaums, oTpaxalolas perynspHoe TexHudeckoe obcnyxusaHne u nossonswwas
onepartopam oTcnexusatb Niobbie paboThbl, NPOBEAEHHbIE HA KOMMBIOTEPHON CUCTEME.
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Mpunoxexne C
(cnpaBou4HoOe)

S1uka B nabopaTtopHoi meauunHe

C.1 O6wme nonoxeHua

MpodeccroHanbHbIN NepcoHan nabopaTopumn CBA3aH 3TUYECKUM KOAEKCOM CBOei npodeccun. B pasnuunbix cTpa-
Hax MOryT cylecTBOBaThL ocobble npaBuna unu TpeboBaHuA Ans HEKOTOPLIX UMK ANS BCeX NpeacTaButenei npogeccum,
KOTOpbIe A0NKHBI cobnioaaTteea. Hanpumep, eM. [3].

MepcoHan, oTBETCTBEHHbIV 3a ynpaBneHve MeauuuHCKon nabopaTtopueit, 4oMKeH NPUHATL peLLeHne, YTo Noao6Ho
OpyruM nNpeacTaBuTeNAM MeAULMHCKON NPOotecCmn OH AOMKEH HECTU OTBETCTBEHHOCTL CBEPX MUHUManbHbIX TpeboBa-
HW 3aka34ymka. Mpremnemas npakTuka pasnuyaeTcs OT CTpaHbl k cTpaHe. JlabopaTopus AonxkHa onpeaenuTb, YTO COOT-
BETCTBYET ee COOCTBEHHOMY NONOXEHUIO, U BKNIOYUTL 3TN AaHHbIE B PykoBOACTBO MO KadecTy. JlaGopaTopum AOMKHbI
NOAAEPKUBATL CBOK PenyTaLuio U He A0MKHbI y4acTBOBaTh B AEATENBHOCTH, OrpaHUYEeHHOW 3aKOHOM.

C.2 OcHOBHbIe NPUHLMUNBI

C.2.1 OcHOBHOM NPUHLMMN STUKMN 30paBOOXPaHEHNA COCTOUT B TOM, 4TO Gnarononyuve naumeHTa senseTcs BbiCLLEen
Lenbto. OaHako B3aMMOOTHOLLEHUS Mexay NabopaTopuei U NauneHTOM OCNOXKHEHbI TEM, YTO CYLLLECTBYET KOHTPaKT MeX-
Dy 3aka34ymkom n natopatopueit. XoTa 3TU B3aUMOOTHOLLEHUS (HEpeaKO KOMMEPYECKOro XapakTepa) 4acTo paccmaTpusa-
toTCA Kak Gonee BaxHble, o6a3aTenscTBa NadopaTopum AONMKHLI HEM3MEHHO ofecneunBaTh NpUopUTET GnaronoNy4na n
MHTEPECOB NaLMeHTa.

C.2.2 JlaGopaTopus aonxHa o6cnyxunBaTh NauneHToB 4O6POCOBECTHO U 6e3 AUCKpUMUHALUN.

C.3 C6op urdopmarmnm

C.3.1 JlaGopaTtopun AomkHbl cOBUpaTh aaeksaTHYO NHOpMaLUIo ANA NPaBUNbHON naeHTUUKaLUWN NauneHTa,
yTOoOkEI 06ecneynTb BhINONHEHWE 3anpaluMBaeMblX UCCNeaoBaHUn U Apyrux naGopaTopHbix npoueayp, HO He AOMKHbI
cobupaTb MINULLHIOK NepPCoHanbHY UHOPMaLIUIO.

MauneHT gomkeH ObITb 0CBeAOMNEH 0 coGupaemoin uHbopmauum n uensx ee cbopa.

C.3.2 NHTepeckl 6e3onacHOCTH NepcoHana u NauneHToB AenaloT onpasaaHHbIM c6op nHopmaumu, koraa cywec-
TBYeT ONacHOCTb KOHTaKTHbiX 3a6onesaHuin. PykoeoacTeo nabopatopum Bnpaee onpeaensThk, kakasa MHopmauuns Heob-
X0AUMa ANs BbICTABNEHUS c4eTa, (PMHAHCOBOroO ayAuTa, ynpaBreHusi pecypcamm 1 UX UCNONb30BaHus.

C.4 B3siTMe NnepBUYHbLIX NPO6

C.4.1 Bcenpoueaypbl, npeanpMHMMaeMbie B OTHOLLEHUU NaLUMeHTa, cneayeT NpoBoAUTbL C ero Beaoma. B otHowe-
HUM 6ONbLUMHCTBA PYTUHHBLIX NabopaTopHbIX NpoLieAyp cornacue naumeHTa MoXeT ObITb NoNy4YeHo, koraa oH cam obpalua-
eTcs B nabopatopuio ¢ 6naHkom 3anpoca Ha uccnenoBaHus U A06POBONBLHO COrnallaeTcs Ha NpoBeAeHue Npoueayps!,
HanpuMep BeHenyHKUuW. MauneHTaM, HaxoAdaLWMMCS Ha neveHun B 6onbHULE, A0oMKHA 6bITb NpeaoCcTaBneHa BO3MOX-
HOCTb OTKa3aTbCsl OT NpoLeaypbl.

CneumanbHbie npoLeaypbl, Bknoyas Haubonee MHBa3uBHbIe UX cnocobbl, TpebyloT 6onee AeTanbHOro 06bACHeHNs
1 B HEKOTOPbIX CNy4asix MMCbMEHHOTO COrnacus.

B HEOTNOXHbLIX CUTyaLMsIX, koraa Nony4YUTb cornacue nauueHTa HEBO3MOXHO, U NpU NPOBEAEHUN HEOBXOANMBIX
npoueayp cneayeT pyKOBOACTBOBATLCA HAUBLICLLIMMUW UHTEPECaMU NaLMEHTa.

C.4.2 HekoTopble uccneaoBaHus (HanpuMep, HEKOTOpble FeHETUYECKMEe N CeponormYeckne UCCNneaoBaHns)
MoryT TpeboBaTh cneLmanbHbIX KOHCYNbTauuii. OBbIYHO 3TO OCYLLECTBRSAETCS KNMHUHECKUM NEPCOHANoM NNu 3anpatuu-
BalOLWUM UccneaoBaHUe Bpa4oM, ofHaKo nabopatopus AomkHa NpeaycMoTpeTh, YTo6bI pe3ynbTaTthl, UMetoLwmne cepbes-
Hble NOCNeacTBuUs, He ObINM HeNOCpeACTBEHHO NepeAaHbl naumeHTy 6e3 npeasapuTenbHON aaekBaTHON KOHCYNbTaLUN.

C.4.3 MNomelueHne Ans npuema NnaLUUeHToB 1 B3STUA Y HUX GuoMaTepranos A0MKHO 6bITb yAOGHBIM U COOTBETCTBO-
BaTb TUNy oTbmupaemoii npobbl n Tpebyemoit uHcpopmaLmn.

C.4.4 EcnunepsuyHas npoba noctynaet B nabopaTtopuio B COCTOSIHUN, HE NO3BONSIOLLEM BLINONHNTL 3aKa3aHHoe
uccneaosaHue, OHa A0MkHa ObITh 0TOpOLLIEHa, a 3aka3aBLUKii UccrneaoBaHue Bpay gomkeH 6biTb 06 3TOM yBeagoMNneH.

C.5 BbinonHeHue uccneaoBaHUA

Bce nabopaTopHble uccneaoBaHus AOMKHbI BbITb BbIMONHEHbLI B COOTBETCTBUM C YCTAaHOBNEHHBIMU CTaHAAPTaMM1 U
Ha YpOBHE YMEHUI N KOMNETEHTHOCTU, OXUAAEMOM OT NPodeCCUOHanoB.

NMio6as dhabpukauus pesynsTaToB COBEPLUEHHO HENpueMnema.

B cutyauusx, koraanatonor unu nabopartopus MoxeT onpeaenuTb o6bem paboTel, Heo6xoaUMON AN BEINONHEHNA
3aKka3aHHOro uccneaoBaHus (Hanpumep, KONMYecTBO GNOKOB, KOTOpble AOMKHBLI GbiTh Bhipe3aHbl u3 obpasua TkaHm),
86160p AOMKeEH ObITb NPOAVKTOBaH CNELMMUKO CUTyaLuu.

C.6 CoobueHue pe3ynbLTaToB

C.6.1 PesynbTathl UcCneaoBaHUsi, OTHOCSLLETOCA K ONpeaeneHHOMY NaLUeHTy, ABNAITCA KOHPUAEHLUMaNbHLIMA
DO Tex Nop, Noka ux ornatueHue He 6yaeT paspetueHo. PesynbTaThl 06b14HO A0MKHBI 6bITh COOOLLEHBI 3aKkasaBLueMy uccne-
posaHue Bpayy U MoryT ObITb NepeaaHbl APYrMM CTOPOHAaM C Cornacus nauueHTa unum no Tpebosaxuio sakoHa. PesynotaThl
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nabopaTopHbIX UCCNeAOBaHNA, OTAENEHHbIE OT NePCOHanbHLIX CBEAESHWI O NauueHTe, MoryT 6biTb UCMONb30BaHbLI ANS
Lienei annmaeMmnonornieckoro, AeMorpaduyecKoro nm MHOro CTaTUCTUHECKOro aHanusa.

C.6.2 PellieHns1 OTHOCUTENBHO Nepeaaqn pe3ynbTaTtos UCCNEAOBaHNI APYIUM CTOPOHaM (HanpuMep, BpaYy-KoH-
CyNbTaHTY, K KOTOPOMY 06paTMNCA NauneHT) A0MKHBI ObIThb TWaTeNbHO 0OPMNEHbI C Y4ETOM MECTHbIX 0OCTOATENbCTB.
Jlabopartopus omkHa MMeTb AeTanbHble ONCaHus npoLieayp, Heo6xoanmbIX Npu 06paboTke pasnUUYHbLIX 3anNpocos, MaTa
nHpopmaLms gormkHa ObiTh AOBEAeHa A0 CBeASHUA NaLMeHTa no ero 3anpocy.

C.6.3 B pononHeHune K npasunbHOMY cOOBUWIEHNIO pesynbTaTos nabopatopua AonmkHa o6ecneynTb, HaCKONBLKO 3TO
BO3MOXHO, MX TOYHYIO MHTeprpeTauuio U NpaBunNbHOE UCMONb3oBaHWUe B UHTEpecax nauneHTa. KoHcynbTaums cneymanmc-
Ta OTHOCUTENBLHO BbIGOPa M UHTEpNpeTaLun UCCNEA0BaHNI ABNAETCA HacTbio yCnyr nabopaTtopun.

C.7 XpaHeHue u coaepxaHne MeANLNMHCKUX 1IOKYMEHTOB

C.7.1 INabopaTopusa paonkHa obecneunTtb, YTOOLI NPU XpaHeHUn nHopmauun 66N NPeaNPUHATHI ONpasAaHHbIe
Mepbl ANsA NpeaynpexaeHus ee yTpaThl, HeCaHKLMOHUPOBAHHOMO A0CTYNA, NOAAENKA NN UHOTO HENPaBUIbHOrO UCMOTb-
30BaHUsA HopmaLmu.

C.7.2 Cpoku XpaHeHns MeaULMHCKUX AOKYMEHTOB B pa3HbIX CTPaHax MoryT 6biTb yCTaHOBNEHbI B COOTBETCTBUM C
pasnUYHbLIMU YCTaBHLIMW UNWN 3aKOHOAATENbHBIMU TpeboBaHMAMK, N 3TN TpeboBaHNUA HeO6X0ANMO yUUTEIBaTL HapaAaY C
npasunamMu, n3aasaembiMy COOTBETCTBYHIOLLMMU NPOECCUOHANBHBIMU OPraHN3aLMAMMN.

MecCTHble ycnoBusi, B 4aCTHOCTM NOTPEOGHOCTU KNUHULMCTOB B NAaGOpaTOPHLIX AaHHBLIX, KOTOpPbIe AOMKHLI ObiTh
conocTaBneHbl ¢ UX COGCTBEHHBIMU AOKYMEHTaMM, Talkoke AOIMKHBI ObITb NPUHATHI BO BHUMaHKE.

C.7.3 B oTHoOLWeHUN HeKkoTOpbIX BUAOB NpoLeayp (Hanpumep, rMcToNOrMHECKUX NCCNeaoBaHnin) 3akoHOAATENbHO
MoryT 6bITb yCTaHOBNEHbI Gonee AnNUTENbHbIE CPOKU XpaHeHUs onpeaeneHHbIX A0KYMEHTOB UNU MaTepuanos, YeM B OTHO-
LUEHUW APYrMX AOKYMEHTOB unu npob.

C.7.4 NabopaTtopun AomkHbI paspadaTbiBaTh CBOU COBCTBEHHBIE NPOTOKONbI OTHOCUTENBHO XPaHEHUA AOKYMEH-
TOB C yka3aH/WeM BpeMeHM, B TeHeHWe KOTOPOro AOIDKHBI XPaHUTLCA pe3ynbTaThl pasnuyHbiX uccneposaHuin. Cuctema xpa-
HeHWa NOKYMEHTOB AoMmkHa obecneymnsaTb YAOOHLIN AOCTYN, koraa 3To noTpebyeTcs, ANA YNONHOMOYEHHBIX NUL.

C.8 [OocTyn kK MeAULIMHCKMM NabopaTOpPHbLIM AOKYMEHTaM

C.8.1 TpebGoBaHuA kK AOCTYMY K MEAULIMHCKMM NabopaTopHbIM AOKYMEHTaM pasnuyaloTCa B pasHbiX 4acTsax cBeTa.
HocTyn naumeHTa k AoKkymMeHTam 06GblMHO OCYLLECTBRSIETCA Yepes BpaYa, HanpaBuBLLEro 3anpoc Ha uccneaosaHue. Bo
MHOrMX CTpaHax AocTyn o6blYHO NPeAOCTaBNAOT:

a) nuuy, 3akasaBLueMy uccneaosBaHue;

b) nabopaTopHoMy nepcoHany, ecnu ato TpebyeTcs ANA BLINONHEHUS X 06A3aHHOCTEN;

C) ApPYrMM ynonHOMOY€HHbLIM NULAM.

MpaBa peTel 1 yMCTBEHHO HEMONHOLIEHHBIX N0AEN TaKke NO-pa3HoMy onpeaeneHsbl B pasHbixX cTpaHax. MHdopma-
LA 0 340POBbE MHOTAA MOXET ObITb U3bATA Yy NULLA, KOTOPOE 06bIYHO UMEET Ha Hee NpaBo. 3To MoxeT 6biTb 06ycnoBnNeHo
Tpe6oBaHAMMU 3akoHa MNW NMYHO 6e30NacHOCTH, a Taloke KOrAa A0CTYN MOXET NoBNeYb 3a COBOM packpbiTUe COCTOSIHUSA
Aen apyrux nuu,.

C.8.2 Jlabopatopus aomkHa paspabotatb NPOTOKONbI OTHOCUMTENBHO O6palleHUs ¢ pa3nMyYHbLIMKU 3anpocaMu B
COOTBETCTBUM C MECTHBIMU 3aKOHAMU N YCNOBUAMMN.

C.9 Ucnonb3oBaHue Npos ANA Lenen uccneaoBaHUi, OTANYAIOWMUXCA OT 3aKa3aHHbIX

Wcnonb3oBaHue npo6 ANs UHBIX Lenew, YeM 3akasaHHble uccneaosaHusi, 6e3 npeasapuTenbHOTO cornacoBaHus
BO3MOHO TONBbKO Ha YCNOBUSIX aHOHUMHOCTU MW B CMeLLaHHbIX Npobax.

JlaGopaTtopun/yupexxaeHnst AOMKHbI U3NOXUTL B hOpMe AOKYMEHTa NOopsaoK o6palleHus ¢ He3anpoLLeHHOM
MHdOopMmaLmert (Hanpumep, UccnefoBaHUs, NPOBOAUMBIE ANA YTOHHEHUA paHee NoNyYeHHbIX pe3ynbTaToB U3 Npob, KoTo-
pble MoryT 6bITb MAEHTUMDULMPOBAHDI), NPUHUMARA BO BHUMaHWE NONOXKEHUA 3aKkoHa. [lomkHbl 6bITh cobnioaeHb Tpebosa-
HUS COOTBETCTBYIOLLMX HALMOHANbHbIX, PErMOHANbHLIX 1 MECTHBIX NPaBUN, a Taioke YCTaHOBKU 3TUYECKUX KOMUTETOB.
Cm. [3].

C.10 ®duHaHCOBbIe cornailleHusn

C.10.1 MeauuuHckue nabopatopum He A0 KHBI BXOAUTL B (PUHAHCOBBIE COrNaLLeHUs ¢ 3aKasbiBaloLWMMU UCCNeao-
BaHWUsA Bpa4yamu Unu (OMHAHCOBLIMW areHTCTBaMWu, €CNU Takne COrNALeHUA OKa3biBalOT AaBneHue Ha 3anpoCUBLLErO
uccneaoBaHne UNU Ha NaLMeHTa UNU MELLAIOT HE3ABUCUMOWN OLEHKE BpaYvoM TOrO, 4TO Nydlle Ans naumeHTa.

C.10.2 Ecnun3ToBO3MOXHO, NOMELLEHUN, UCNONb3yeMble ANA B3ATUSA NEPBUYHON NPOOLI, AOMKHBI GbITH MONHOCTLIO
He3aBUCUMbI U OTAENEeHbl OT NOMELLEHNIA 3aKkas3aBluero NCCNeaoBaHnUAa Bpaya, a Korga 3To0 HEBO3MOXHO, PMHAHCOBbIE
cornatueHus AOMKHbI CNeAoBaTh 06bIHHON KOMMEPHECKON NPaKTHUKe.

C.10.3 JNa6opaTopumn AOmKHbI 3beratb CUTYyaUmin, KOraa MOXeT BO3HUKHYTb KOHCPNUKT MHTepecoB. B npoTUBHOM
cny4yae UHTepechl AOSKHBI ObITh OrnatueHbl M A0MKHBI 6bITh NPEANPUHATHI MePbl, HE06X0ANMBIE AN YMEHbLUEHNA NX BNK-
AIHUA Ha 06 bEKTUBHOCTb pe3ynbTaToB UCCNEAOBAHUA.
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Mpunoxenune D
(cnpaBouHoe)

CBeAeHMA 0 COOTBETCTBUM HALIMOHASbHbIX ctraHpapToB Poccuiickon ®eaepaunmn
CCbINOYHbIM MeXAYHAPOAHbIM CTaHAapTaMm

Ta6bnuuya DA

0603HaYEeHUE CCHINOYHOTO MeXayHapoaAHOro
cTaHaapTa WUn Apyroro HOPMaTUBHOTO AOKYMEHTa

O603HaueHne U HAUMEHOBaHNE COOTBETCTBYIOLLErO HaLUMOHaNLHOro cTaHaapTa
UAN ApYroro HOPMAaTUBHOMO AOKYMEHTa

NCO 31(ece yactu)

FOCT 8.417—2002 locypnapctBeHHas cucTeMa obecneyeHus
eauHCTBa n3MepeHuin. EanHuuel BennynH

NCO/M3K PykoeoacTso 43-1

*

NCO 9000:2000

FOCT P NCO 9000—2001 Cucrtembl MeHemKMeHTa KauyecTBa.
OCHOBHbIE NONOXeHWs U CnoBapb

NCO 9001:2000

OCT P NCO 9001—2001 CucteMbl MeHeaKMeHTa KadecTsa.
TpebGosaHusa

NCO/MIK 17025:2005

rOCT P NCO/M3K 17025—2006 OO6wue TpeboBaHus K KOM-
MNeTeHTHOCTU UCcnbiTaTeNbHbLIX U KanMﬁpOBO‘-IHbIX naﬁopampmﬁ

MexayHapoaHbIn cnoBapb OCHOBHLIX W
obwux TepMUHOB B MeTponoruu, 2-e uspa-
Hue, NCO, Xenesa, 1993

Pyccko-aHrno-paHLy3cko-HEMELKKO-UCNAHCKUA  CNoBapb OCHOB-
HbIX 1 0BLWMX TepmuHoB B MeTponorun/Mep. ¢ aHrn.-pp.//N.K. Ucaes,
B.B. MapguH. — M.: UMK N3p-Bo ctaHgapTos, 1998. — 160 c.

* COOTBETCTBYIOLMIA HaLMOHaNbHbIA CTaHaapT OTCyTCTBYET. [0 ero yTBepAeHUs pekoMeHAyeTCs UCnonb3oBaThb
nepeBod Ha PYCCKWi A3bIK AaHHOrO MexayHapoaHoro ctanaapTa. MepeBod AaHHOMO MexAyHapoAHOro cTaHaapTa
HaxoanTcs B deaepansHOM MHAOPMaLMOHHOM (POHAE TEXHUHECKUX PerNamMeHToB U CTaHAapPTOB.
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Knioyeeble cnosa: nabopaTtopuy MeauUMHCKUE, KOMMNETEHTHOCTb, MEHEeO)KMEHT KayecTBa UCCNenoBaHui,
nepcoHan, nabopaTopHoe 0GOpyAOBaHVe, MpeaHanMTUueckme NPoLeaypbl, aHanuTnyeckue npoueayps!, no-
cTaHanMTUYecKne NpoLeaypbl, COobLLEHNe pesynbTaToB, 3TNKa B NabopaTopHON MeanuyuHe
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