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[lpeaucnoBue

Llenn un npuHunnbl ctTaHaaptusaunm e Poccnnckon epepaumm yctaHosneHol deaepanbHbiM 3aKOHOM OT
27 nekadbpsa 2002 r. Ne 184-03 «O TeXHUYECKOM perynmpoBaHuny», a npasnna NpUMeHEHN HaLMOHANbHbIX
ctaHaapToB Poccunckon Pepepaumm — OCT P 1.0—2004 «CtaHpaptmnsauma B Poccunckon denpepaumn.
OCHOBHbIE NONOXEHUAY

CBepgeHunA o cTaHpapTe

1 NMOArOTOBJIEH NabopaTtopnen npodnem KNMHMKO-NabopaTopHON ANarHoCTUKU MOCKOBCKOW Mean-
unHckon akagpemun wum. N.M. CeveHoBa Ha OCHOBE CODCTBEHHOro ayTEHTUYHOrO NepeBoaa CTaHOapTa,
YKa3aHHOro B NyHKTe 4

2 BHECEH TexHn4eckmnm koMnteTOM No ctaHaaptTmnsaummn TK 466 «MeanumnHckme TeXHONOrnMm»

3 YTBEPXXOEH W BBEAEH B JEWCTBUE Mpukasom PenepanbHOro areHTCTBa No TEXHUYECKOMY
perynupoBaHuio n metponornm ot 27 aekabpsa 2006 r. Ne 348-ct

4 Hactoawun ctaHaapT naeHtndeH mexayHapoaHomy ctraHgapty NCO 15189:2003 «Jlabopatopumn
MeanumHckmne. CneunanbHble TPebOBaHMA K KayYecTBY U KOMMNETeHTHOCTU» (I1SO 15189:2003 «Medical
laboratories — Particular requirements for quality and competence»).

HanmMeHOBaHWe HACTOALLEro CTaHaAapTa N3MEHEHO OTHOCUTENBHO HAMMEHOB3HUA YKA3aHHOIMO MeXxay-
HapoAHOro ctaHaapTa ans npuseaeHna B cooteeTctene cOCT P 1.5—2004 (noapasnen 3.5).

[1py NPUMEHEHNN HACTOALLIErO CTAHAAPTAa PEKOMEHAOYETCA UCNONb30BATb BMECTO CChINOYHbIX MEXAYHa-
POOHbLIX CTAHAAPTOB COOTBETCTBYIOLLME MM HAaLMOHaNbHbIe cTaHaapTbl Poccnnckon Pepepaunmn, ceeaeHna o
KOTOPbIX NpMBEeAEHbl B AONONHNTENBHOM NPUNOXEHNN D

5 BBEIAEH BINEPBbIE

NHopmauus ob usMeHeHUsIX K HacmosuweMy cmaHdoapmy nybnukyemcsi 8 eXXe2o0Ho u3fasaeMoM
UHGhOPpMalUOHHOM yKa3amersie « HayuoHarbHble cmaHoapmbi», a mekcm UaMeHeHUU U nonpasok — 6 exxeMe-
CSAYHO U30asaeMbiX UHGPOpMaYUOHHbIX yKa3amesisx « HayuoHanbHble crmaHdapmbl». B criyyae nepecmompa
(3aMeHbl) Unu OmMmMeHbl Hacmosuwjeao cmaHOapma coomsemcemeyrulee yeedomMmneHue bydem onybiukoeaHo
8 eXeMecCs4YHO u3dasaeMoM UHDoOpMaUUOHHOM yKka3amerne «HauyuoHanbHbie cmaHdapmel». Coomeemem-
gyroujas UHhopmMmauyus, yseloMaeHUe U meKCmbl pasMeuw,aromcs makxe 8 UHhopMalyUuoHHOU cucmeme obuye-
20 10f1b308aHUST — Ha ohuyuarnbHoMm catime @edeparibHo20 a2eHmemea rno mexHU4ecKoMy peayiuposaHuio
u Memporsnoauu e cemu ViHmepHem

© CraHpapTrnHpopm, 2007

HacToAawmm ctTaHaAapT He MOXET ObITb NMONHOCTBLIO NN YACTUYHO BOCMNPOU3BEAEH, TUPAXUPOBaH U Pac-
NPOCTPaHEH B Ka4yeCcTBe 0hnLManNbHOro n3naHna 6es paspelueHns PenepanbHOro areHTCTBa NO TEXHNYECKO-
MY PEryNMpPOBaHMIO 1 METPONOIMK
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BBeaoeHue

Hactoawmn ctaHaapT, BKNOYaoLWun B ceda OCHOBHbIE HOpMATUBHbLIE nonoXeHna NCO/M3K 17025 v
NCO 9001, conepxxut TpedoBaHUA K KOMMETEHTHOCTN N KAYECTBY, KOTOPbLIE AOMKHbLI ObITb NPUCYLLN MEANLINH-
CKMM nabopaTtopuam. lonyckaeTca yCTaHOBNEHUE crieunanbHbIX Npasnun nnn TpeboBaHMM NO OTHOLLEHMIO K
HEKOTOPLIM ANMNNOMUPOBaHHbLIM CAELMANNCTAM MPUMEHNUTENBHO K X BUAY AEATENbHOCTU N OTBETCTBEHHOCTM
B AAHHOW 0BNacTw.

MeanunHckne NnabopaTopHble YCNyrm UMERT CYLLIECTBEHHOE 3Ha4YeHne ANa 0bCcnNyXMBaHNAa NALNEHTOB U
NO3TOMY AOMKHbI YAOBNETBOPATL NOTPEOHOCTAM NALMNEHTOB N KNMMHUYECKOrO NEPCOHanNa, OTBETCTBEHHOTO 33
OKa3aHue MeanLMHCKOW NOMOLLM NaUneHTaM. Takne ycnyrv BKnovatoT B ceba npeaocraBneHne He0bXoANMbIX
MaTepuanoB, NOAroTOBKY NALMEHTOB K NPOBEAEHUIO CCNeaoBaHNN, UAEHTUOUKALINIO NALNEHTOB U B3ATUE Y
HUX NPOD, TPAHCNOPTUPOBKY, XpaHeHue, 00pPaboTKy N nccnegoBaHne KNMHUYECKNX NPob ¢ nocneayoLwmm noa-
TBEPXKAEHMNEM, NHTEPNPETALNEN, COODLLIEHNEM PE3YNLTATOB NCCNEAOBAHNN N KOHCYNbTUPOBAHUEM MO HUM
npn cobnioaeHnn TpedboBaHmMn 6€30NacHOCTU U 3TUKU B MEAULIMHCKOW NabopaTtopHon paboTte. XenaTenbHo,
4YTOObI MEANLIMHCKME NABOPAaTOPHbIE YCNYIX BKNIOYANKU B cebs 06cneaoBaHne NauneHToB MPU KOHCYNbTaLNAX
NYTOOLI NABOPATOPNN AKTUBHO YHACTBOBAMNW HE TONbLKO B ANArHOCTUKE N NeYeHnn DONbHbLIX, HO U B Npeaynpex-
neHnn bonesHen. Kaxxgaa nabopartopma A0NXKHa NpeaocTaBNATL paboTaloleMy B HEW NepcoHany BO3MOX-
HOCTU ANa 0bpa30BaHUA N HAY4YHbLIX NccnenoBaHMn. [MOCKONbLKY HACTOALMW CTAHAAPT NpeaHa3HavyeH Ans
NPUMEHEHNA BO BCEX ODOLLIENPU3HAHHbIX B HACTOSILLEE BPEMA ANCLUUNNNHAX NabopaTOPHON MeaNLNHLI, paboT-
HUKW APYriMX CNyX6 n ANCLUMNNMH MOrYT TAKXKE ero NCNonNb30BaTh M crneaoBaTb eMy. OpraHbl, yNONHOMOYEHHbIE
OLEeHMBaTb KOMNETEHTHOCTb MeAULMHCKUX NadopaTopun, MOryT MCNONbL30BaTbh HACTOALWMNA CTaHOAPT Kak
OCHOBY ANSA CBOEN AeATENbHOCTMN.

[TpeanoyYTUTENBLHO, YTODLI NAbOoPaTOPUN, FOTOBALLIMECSH K aKKpeanTauumn (Mnm ceptudurkaumm), obpalla-
NNCb B OpPraH No akkpeanTaumn (MnNn no ceptndunkaLmn), KOTopblin AEUCTBYET B COOTBETCTBUU C HACTOSLLUM
CTAHA3PTOM M y4nNTbIBAET cneundpunieckne TpedboBaHna K MEANLIMHCKUM NabopaTopuam.

ConocTtaBneHne CTPYKTYPbI N HYMEPALIMN CTPYKTYPHbIX 3NEMEHTOB HACTOALLEro CTaHAAPTA U CTaH-
naptoe NCO 9001:2000 n MCO/M3IK 17025:2005 npmneeaeHo B NpNNoXXeHum A.

BblaeneHHble KYPCUBOM CHOCKU B TEKCTE HACTOALLErO CTaHAapTa NpuBeaeHbl ANA NOSACHEHNA HEKOTOPbIX
NONOXEHUN NPUMEHEHHOIO B HEM MeXXayHapoaHoro ctaHaapTa NCO 15189:2003.

IV
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HAUWOHAINBbHBILU CTAHOAPT POCCUMUCKOWNW OSGOEOLEPALUNMN

NABOPATOPUU MEOUWLUMHCKUE

YacTHble TpeOoBaHMA K KQ4eCTBY U KOMNETEHTHOCTH

Medical laboratories.
Particular requirements for quality and competence

[lata BBeaeHnna — 2008—01—01

1 O6nactb NpUMEeHeHUs

HacToawmn ctaHaapT yCTaHaBNMBAET YacTHble TPpeboBaHUA K KA4ECTBY U KOMMETEHTHOCTN MeAULMH-
CKMX NabopaTopni.

2 HopmaTuBHbIE CCLINIKK

B HacToswWweM cTaHaapTe NCnonb3oBaHbl HOPMATUBHbBLIE CCbIMKU Ha crneaylwme HOPMaTUBHbIE OOKY-
MEHTbI:

MCO 31 (Bce4vactn) BennymHbl n eanHULbI

MCO/M3K PykoBoacteo 43-1 BHeLWHAA OLEHKa KavecTBa ¢ MOMOLLbIO MeXNabopaTOpPHbIX CpaBHEHU.
UacTb 1. Pa3paboTka n ocyliecTtBneHne CUCTEM BHELLIHEN OLLEHKU Ka4eCcTBa

NMCO 9000:2000 Cwuctembl MeHeaXXMeHTa KavecTBa. OCHOBHbIE NOMOXEHUA U CNOBAaPb

MCO 9001:2000 CuncteMbl MeHeaXXMeHTa KadecTBa. TpeboBaHnA

MCO/MOK 17025:2005 OOwmne TpeboBaHUA K KOMNETEHTHOCTN MUCMNbITATENbHbIX U KanndpoOBOYHbIX
nabopaTtopun

MexxayHapoaHbI CNoBapb OCHOBHbIX M 06LWNX TepMuHoB B MeTponorm (MCM, 1993)1)

3 TepMuUHbI U onpeaeneHus

B HacToALWeM cTaHaapTe NPUMEHEHBLI TEPMUHbLI, ycTaHoBNeHHbIe MCO 9000, MexayHapoaHbIM CNOBa-
PEM OCHOBHbIX N ODLLINX TEPMNHOB B MeTponornmn (MCM), a Takxke cnegyoline TepPMUHbI C COOTBETCTBYIIOLLMMM
onpeneneHnamm:

3.1 ToOYHOCTb U3MepeHua (accuracy of measurement). CteneHb 6NM30CTN pe3ynbTaTa N3MepeHNAa K
NCTUHHOMY 3HAaYEHUIO U3MEPAEMON BENNYNHDI.

[IMCM, ctatba 3.5]

' 3707 CnoBapb NOAroToBNEH OAHOBPEMEHHO Ha aHrMMUCKOM WU (PPpaHLy3CKOM A3blkax obbeanHeHHOW pabouen
rpynnon, COCTOALEN N3 3KCNEPTOB, BblAENEHHbLIX CNeayiownuMn opraHmnsaymamm: MexayHapoaHbiM OKOpo BECOB U Mep
(International Bureau of Weights and Measures; BIPM), MexxayHapoaHon sanekTpoTexHundeckon kommccuen (International
Electrotechnical Commission; |IEC), MexayHapoaHon deaepaunen KNMHUYECKOn XMMuUn U nabopatopHon mMeauLUHb
(International Federation of Clinical Chemistry and Laboratory Medicine; IFCC), MexayHapoaHON opraHmnsaunen no cTaH-
napTtnsauun (International Organization for Standardization; ISO), MexxayHapoAHbIM COK30M YNCTON U NPUKNaAHON XUMWUK
(International Union of Pure and Applied Chemistry; IUPAC), MexxayHapoaHbIM COK30M YUCTOW U NpuKNagHon ousnkn
(International Union of Pure and Applied Physics; IUPAP), MexayHapoaHon opraHmnsalmen Nno 3aKkoHoAaTeENBEHOW MeTPOoNo-
rum (International Organization of Legal Metrology; OIML).

U3paHue ohumumnanbHoe
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3.2 ononornyeckumn pecpepeHTHbIN MHTEepBan (biological reference interval, referenceinterval): LIeHT-
panbHbIN 95 %-HbIW NHTEpPBAN pacnpeneneHns pehepPeHTHbIX 3HaYEHUNA.

MpumeyvyaHue 1—lNpumeHeHNEM 3TOro TePMUHA UCKNKOYAETCA ynoTpebneHne HEKOPPEKTHOIO TepMUHA «HOP-
ManbHbIN ANANa30H».

[MTpumMmedyaHune 2— O0WeNpUHATO onpenenaTb pedepeHTHbIN UHTEPBAN Kak LeHTpanbHbIn 95 Y%-HbIn UHTEP-
Ban. IHon pasmep nnnu aCUMMETPUYHOE pasMeLleHne peepeHTHOro NHTepBana MoXeT COOTBETCTBOBaTL 0CODbLIM cnyya-
am [1].

3.3 uccnegoBaHue (examination). Komnnekc onepaunmn, 06beKTOM KOTOPLIX ABNAETCA onpeaeneHmne
3Ha4YeHNA NN XxapakTepUCcTUKN CBOUCTB.

[1TpunmeyaHune— B HeKoTOpbIX AUCUMNNMHAX (Hanpumep, B MUKpoduonorum) nccneaoBaHme NpeacTaBnsaET Co-
Oon neATENBHOCTb, COCTOALLYIO U3 HECKONBbKUX TECTOB, HabNAEHNn NN N3MEPEHUN.

3.4 nabopaTtopHble BO3MOXHOCTMU (laboratory capability): MaTepuancHble, TeppuTOopUanbHble U
NHPOPMALIMOHHbIE Pecypcbl, NepcoHan, ero YMeHna 1 3HaHusA, NpeaocTaBnaeMblie ANa npeanonaraemMblix
nccneaoBaHun.

[TpunmMeyaHne— OueHka nabopaTopHbLIX BO3MOXHOCTEN MOXET BKNIOYATL B cebs pesynsraThl NpeaLecTBYO-
Lero y4acTtus nadoparopumn B MexnadopaTopHbIX CIIMYEHUSX, B CXeMaX BHELLHEN OLeHKU Ka4eCcTBa UNu B NporpamMmax uc-

NbITAHUIA, UNN BCE YKa3aHHOE B COBOKYMHOCTU ANA TOro, YtTobbl NPOAEMOHCTPUPOBATL CTENeHb HeonpeaeneHHOCTU N3Mme-
peHnin, npeaen obHapyXeHUA N T. A.

3.5 3aBepyrowmun nabopartopuen (laboratory director).: KomneteHTHOE NULLO, OTBETCTBEHHOE 33 NA0O-
PATOPUIO N yripaBnsaoLLeE elo.

[MpunmevyaHune 1 —[na uenen HacTosIWEro CTaHAAPTa — NULO UNX NULA, KONNEKTUBHO NMPU3HAHHbIE KaK py-
KOBOACTBO nadopatopun.

[TpumMmeyaHune 2— HauuoHanbHble, permoHanbHblE U MECTHbIE NpaBuUNa MoryT TpeboBaTb onpeaeneHHON KBa-
nuukaunm n odpasoBaHuA.

3.6 pyxoBoacTBO nabopartopum (laboratory management): Jlnuownunuua, KOTopble ynpaeBnaloT Aeq-
TeNbHOCTbLIO NabopaTopmn, BO3rNaBNSeMomn 3aBeayioLmnm nadbopaTopuen.
3.7 namepeHne (measurement). Komnnekc onepaunmn, BbINONHAEMbIX ANA onpeaeneHna 3Ha4vYeHUs

BENWNYNHDI.

[MCM, cTtatbsa 2.1]

3.8 MeauuuHckana nadoparopua(medicallaboratory, clinical laboratory): JlabopaTopusa, KoTopaa npo-
BOAUT bmonornyeckne, MMKpobnonornvyeckne, UMMyHoONorn4yeckne, XuMn4eckne, MUMMyHoOreMaTonorm4yeckue,
remMatonorndeckne, bomopunanyeckne, LMTONOrM4Yeckne, NaTonorM4yeckne nnn apyrme nccneaoBaHna maTepua-
NOB N3 OpraHn3Ma 4YenoBekKa B Lenax nonyvyeHna nHopMaLmm Ana AMarHoCcTUKKU, NpeaynpexaeHna n nevyeHns
O0oNe3Hn NN OUEHKN COCTOAHMNA 3A0POBbA YENOBEKA N KOTOPAaA MOXET OKa3aTb KOHCYNbTAaTUBHYIO NOMOLLb
OTHOCUTENBLHO BCEX aCNEKTOB NAbOPAaTOPHbIX NCCNEAOBaAHUW, BKNIOYAA MHTEPNPETALMIO PE3YNLTATOB U PEKO-
MEeHAAaLUMI0 AanNbHENLLNX HEODXOANMbIX UCCNEAOBAHUN.

[TpunMeyaHne— 3TN UCCNeaoBaHUs Takke BKNOYaKOT B cebs npoLeaypbl ANa onpeaeneHns, UsmepeHns Unu
MHble ONUCaHUA NPUCYTCTBUSA UNU OTCYTCTBUS PasnUyHbIX BELLECTB UNU MUKpoopraHnamoB. MoapasneneHuns, KoTopble

TONBLKO COOMPAtOT N roToBAT 00pa3Lbl MNKU ASACTBYIOT B KA4YecTBE NepechbiNoYHbIX NNK pacnpeaennuTenbHbIX LeHTPOB, He
MOryT OblTb PACCMOTPEHbI Kak MeauLMHCKNE UNn KNMHUYecKne nadopaTopumn, XOTs OHU MOTYT BXOAUTb B COCTaB OONbLUNX

nabopaTopHbIX CeTEN NN CUCTEM.

3.9 npoueaypbl nocne nccneaoBaHnA [noctaHanuTuyeckmmn atan] (post-examination procedures
[postanalytical phase]): lNpoueaypbl, XPOHONOrMYECKN HAYMHAIOLWMECA NOCNE NCCNeAOBaHUA, BKNOYaA CUC-
TeMaTusaumio, PopMynupoBaHME N UHTepNpeTauuio, paspeweHne K Bblaadvye, opopMneHne N nepenady
Pe3ynNbTaToOB CCNENOBaHUN N XPaHEHNE UccneaoBaHHbIX NPoO.

3.10 npoueaypbl nepea uccneaoBaHneM [NnpeaHanuTUyeckmn atan] (pre-examination procedures
[preanalytical phase]): Npoueaypbl, XpOHONOMMYECKNU Ha4YMHAaKOLWNECHA C Ha3HA4YeHUA KNUHULNCTOM UCCneao-
BaHNA, BKNIOYEHNA nccneaoBaHna B 3adBKY, OXBaTbiBaoLWMe NOAroTOBKY NauneHTa, B3aTne nepBnYHON Npo-
Obl, TPAHCNOPTUPOBKY €€ B NabOopaTopnIo N 3aKaHYNBAIOLLMECA HAYANOM UCCNea0BaHNA.

3.11 nepBuYHaA npoba [obpa3eu] (primary sample [specimen]). OaHa 4aCcTb NN HECKONBKO HacTew,
B3ATbIX U3 CUCTEMBI ),

1 y y
'rod cucmemoii 8 nabopamopHol MeduluHe roHUMarm Mamepuarn, U3 Komopozo 83sim obpaseuy, m. e. buonoau-
YeckUl Mamepuan nauyueHma (kpoeb, Mo4a, CIoHa, mkaHb um. f1.).

2
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[TpuMmedyaHune 1—VHoraa BMeCcTo NepBUYHON NPoObI (NN ee YyacTn) ynoTpedbnawT TepMuH «obpa3seLl» Kak
npody, NOAroTOBNEHHYID ANS NepecbIinkn B nabopatopud Unm nonydaemyro naboparopuein n npeaHasHauveHHy Ans nc-
cnenoBaHUA.

3.12 BenunumHa (quantity): CBOUCTBO ABNEHUA, TENA UNKN BELLIECTBA, KOTOPOE MOXET ObITb pasnmnynmo
Ka4yeCTBEHHO M onpeneneHo KONUYECTBEHHO.
[IMCM, ctatba 1.1]

3.13 BcnomoratenbHaa (cyonoapaaHan) naboparopua (referral laboratory). BHelwHAaa nabopaTto-
pUA, B KOTOPYIO OTCbINAIT NPOBY ANa npoueaypbl AOMNONHUTENBHOIO NNW NOATBEPKAAKLWETO NCCNEAOBaAHUA U
coo0OLEeHnsa pe3ynbTaTa.

3.14 npoba (sample): OaHa NN HECKONbKO YaCcTeN, KOTOPbIE B3ATbI N3 CUCTEMbI, NPeAHa3Ha4YeHbl ANS
NoNy4YeHnsa MHPOPMaLINKM O CUCTEME N HACTO CNYXXaT OCHOBaHMEM AN NPUHATURA PeLLeHns 0 cucteme nnm ob ee
NeATeNbHOCTN.

Mpumep — O6BeM (Noplusi) cbisopomMkuU, 83s1mbil U3 60bUI20 0O0BbeMa CbIBOPOMKU.

3.15 MmeTponornyeckana npocnexmBaeMocTb (metrological traceability): CBoncTtBo pe3ynbrara
N3MepPeHNa NN 3Ha4eHna ITaNOHa, 3aKni4yatloLlleeca B BO3MOXXHOCTU YCTAaHOBNEHNA ero CBA3N C COOTBETCTBY-
IOLLIMMWN 3TANOHAMW, OO bIYHO MEXAYHAPOAHBbIMWN UMW HALMOHANbHBLIMW, NOCPEACTBOM HENMPEPLIBHOW LIENN CNK-
YeHUWU, NMeLKNX YCTaHOBNEHHbIe HeonpeaeneHHOCTM.

[IMCM, ctatba 6.10]

3.16 npaBUNbHOCTb U3MepeHUsa (trueness of measurement). CteneHb ONN30CTU CpeaHEro 3Ha4YeHns,
NONY4YEHHOro Ha OCHOBaHUN DONLLLOW CEPUN PE3yNbTATOB N3MEPEHNIN, K UCTUHHOMY 3HAYEHUIO.

[MTpumedaHnune—TIloUNCO 3534-1[2], nyHKT 3.12.

3.17 HeonpeaeneHHOCTb u3aMepeHuna (uncertainty of measurement): NapameTtp pesynbTaTta namepe-
HUA, XapaKkTepu3yoLMn paccesHne 3Ha4eHnn, KOTopble MOryT ObiTb 0OOCHOBAHHO NPUNNUCAHbI N3MEPAEMON
BENUYNHE.

IMCM, ctaTtba 3.9]

MpumMmeyaHue 1—B kayecTBe napameTpa MOXeT ObiTb, HAaNpUmep, cpeaHee KBaapaTUdeckoe OTKNOHEeHMe
(UNK KpaTHOE eMy) N NONOBUHA UHTEepBana ¢ 3aJaHHbIM YPOBHEM AOBEPUTENBHON BEPOSITHOCTI.

[TpunmMmedaHne 2— HeonpeaeneHHOCTb U3MEPEHNSA, B 0OLLIEM BUAE, BKNIOYAET B Ce€0A MHOXXECTBO COCTaBNAK-
lmnx. HekoTopble N3 HUX MOryT ObITb OLEHEeHbI N3 CTaTUCTUYECKOro pacnpeaeneHna pesynstaTtoB psaa n3MepeHuin n oxa-
pakTepu3oBaHbl 3IKCNepuMeHTanbHbIMN CpeaAHUMWN KBaapaTudeCcKuMn oTKNoHeHunamn. dpyrme cocTaBnawowne, KOTopble
MOMYT ObITb OXapakTepun3oBaHbl CpeaHUMN KBaapaTUYeCKUMN OTKNOHEHUAMW, OLEHNBAIOT U3 NpeanonaraemMblx pacnpeae-
NneHnn BepoATHOCTEN, OCHOBAHHbIX Ha ONbIiTe NN ApYron NHopmMaLun,

[MTpumeyvyaHune 3— 3aeCb NOAPA3YMEBAIOT, UTO PE3yNbTAT N3MEPEHUA ABNSETCA HAUMNyYLLEn OLIEHKON 3HaYe-
HUA U3MEepPAEMON BENUYUHDBI, @ BCE COCTaBNSALINE HeonpeaeneHHOCTU, BKNYaA U Te, KOTOPble BO3HUKAKT 13-3a CUCTe-
MaTUYeCKnx 3chdeKToB, TaKMX KaK COCTaBNSAOLWNE, CBSA3aHHbIE C BBEAEHUEM MOMPaBoOK U NCXOAHBIMW 3TAaNOHAMW, BHOCAT
CBOM BKNaAa B pa3dpoc.

4 TpeboBaHUA K MEHEOXKMEHTY

4.1 OpraHnsauma n MeHeAKMEHT

4.1.1 MegnumnHckaa nadbopaTopuna nnn opraHn3aLms, HacTbio KOTOPOW ABNAETCA NabopaTopua, AONXKHA
ObITb YETKO ONpeaeneHHON NPaBoOBON €AUHULEN.

4.1.2 MegnumHckue nabopaTopHble YCNyrn, BKNOYaa COOTBETCTBYIOLLYIO MHTEPNPETaLUNIO U KOHCYNbTa-
LLMOHHbIE YCNYrn, AOMXHbI ObITb NPpeAHa3HavYeHbl ANA yAOBNETBOPEHUA NOTPeObHOCTEN NALMEHTOB N OTBET-
CTBEHHOrO 33 UX NeYyeHne KNMHNYECKOro nepcoHana.

4.1.3 MepuumHckaa nadbopaTtopua (aanee — nadbopatopua) A0MKHA COOTBETCTBOBATL TPebOoBaHUAM
HaCTOALLEero ctaHaapTa Npw BbINONHEHUN PaboT HA MeCTe CBOEro NOCTOAHHOIO PacnonoXeHna NN B UHOM
MeCTe, BHE CBOEro NOCTOAHHOIO PacnonoXeHms, 3a KOTopoe OHa HECET OTBETCTBEHHOCTb.

4.1.4 PacnpeneneHne OTBETCTBEHHOCTU MeXay COTPYAHNKaMU NabopaTopun 3a y4acTue B UICCNeaoBa-
HUAX NePBUYHbLIX NPOO NN BNNAHME Ha 3TN CCNeaoBaHNA A0MKHO ObITb YETKO YCTAaHOBMNEHO, YTOObI MOEHTU-
dnunpoBaTb KOHONUKT NHTepecoB. PUHAHCOBLIE UNWU NONUTUYECKNE COODpaxXeHna He AOMXKHbI BNUATL Ha
npoeegeHne nccneaoBaHn.

4.1.5 PykoBoacTBO Naboparopmmn AOMKHO ObiTb OTBETCTBEHHO 33 pa3paboTKy, BHeapeHue, noanepxa-
HUe N yny4dlleHne cucTeMbl MEHEA)XXMeHTa KadecTBa. [1pn 3TOM A0MKHO ObiTb YYTEHO CNeayioLLee:
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a) obecnevyeHne pykoBOACTBOM NabopaTopun BbINONHEHUA BCEM NabOPaTOPHbLIM NEPCOHANOM CBOUX
00A3aHHOCTEN NYTEM YNpaBneHNa AeATENBLHOCTLIO N NPeaoCTaBNeHns PeCypCcoB;

b) obecneyeHne HE3ABNCUMOCTN PYKOBOACTBA N NMepcoHana oT Nboro BHYTPEHHEro NN BHELLHEro
KOMMepPYeCKoro, PMHaHCOBOro UN1 MHOro AaBnNeHna U BNMAHWUA, KOTOPble MOryT HEONAaronpUATHO CKa3aTbCA
Ha KadyecTBe X paboThi;

C) NopsaaoK nnpoueaypbl Ana obecneveHna KOHOUAEHLUMANbHOCTU MHpopMaunn (CM. npunoxeHne C);

d) nopanok n npoueaypbl, obecnevnsaloline NpeaoTBpalLleHne BOBNeYeHnsa B Niodyo AeaTenbHOCTb,
KOoTopasa Morna 6bl yMEHbLUIWUTL AOBEPUE K KOMNETEHTHOCTN NAbopaTopumn, ee beCcnpUCTpacTHOCTN NNK onepa-
TUBHOW LENOCTHOCTMW;

€) OpraHun3auMoHHasa nynpaBneH4YecKkaa CTPYKTypa NnadbopaTopnmn n ee B3aMMOOTHOLLEHNSA C NIOOON ApY-
rov opraHn3aumnen, ¢ KOTOpPoOu OHa MOXET B3aUMOAENCTBOBATD;

f) ycTaHOBNEHHAaa OTBETCTBEHHOCTb, NpaBa N B3aMMOOTHOLLEHNS BCEro NepCcoHana;

g) npodeccmoHanbHble HaBbIKU BCETO NEPCOHaNa n coOTBETCTBYIOLLMN HAA30pP 3a €ro KBanupunkaunen
VPOBHEM OTBETCTBEHHOCTU CO CTOPOHbLI KOMMNETEHTHbLIX NUL, OCBEAOMNEHHbLIX OTHOCUTENBLHO Lenewn, NpoLe-
aOyp U OLEHKN pe3ynNbTaToOB COOTBETCTBYIOLNX METOAUK UCCNeaOoBaHUS;

h) OTBETCTBEHHOCTb TEXHUYECKOIrO PYKOBOACTBA 338 TEXHNYECKOE OCHALLEHNE U CHADXXEHME pecypcamu,
HeobxoanMbIiMM ANa obecneveHna TpedyemMoro ka4yectea NadbopaTopHbLIX NpoLeayp;

|) Ha3Ha4YeHne OTBETCTBEHHOrO MO Ka4YecTBY (NepCOHanNbHO Ha3HA4YeHHOro) ¢ Bo3naraeMbiMU Ha HEro
OTBETCTBEHHOCTbLIO, MPAaBOM pacCcMaTpPUBaTb COOTBETCTBUE TPEDOOBAHUAM K CUCTEME MEHEAXKMEHTA KA4YECTBA
N 00A3aHHOCTLIO MHOPMUNPOBATL PYKOBOACTBO NabopaTopun HeENOCPEACTBEHHO Ha TOM YPOBHE, HA KOTOPOM
NPUHUMAIOTCS PELLEHUA MO NONUTUKE M pecypcam NnabopaTopuu;

]} oTAEenNbHble COTPYOAHUKM MOrYT BbINONHATL Donee oaHOM (PyHKUMK, 1 B HeDONbLUON NabopaTopun
MOXET OKa3aTbCA HepaUMOHaANbLHO Ha3Ha4YaTb 3aMeCTUTENEN NO KaXXA0N (DYHKLNM.

4.2 Cnctema MeHeaAXMEHTA KaueCcTBa

4.2.1 Tonntnka, Npouecchl, NporpaMmmsbl, Npoueaypbl U MHCTPYKLUMN A0MKHbI ObiTb COOPMYNUPOBAHLI B
COOTBETCTBYIOLINX AOKYMEHTAX N COOOLLIEHbI BCEMY YYACTBYIOLLEMY B MX BbINONHEHUN NepPcoHany. PykoBOA-
CTBO AOMXXHO ObITb YBEPEHO, YTO 3TN AOKYMEHTbI MOHATLI N UCONHSAKTCS.

4.2.2 Cncrema MeHeQKMeHTa Ka4eCTBa A0MKHA BKNoYaTb B cehA (HO He OrpaHn4nBaTbCA 3TUM) BHYT-
pPUNabopaTOPHbLIN KOHTPOMNb KA4YECTBA U Y4aCTUE B OPraHNM30BaHHbIX MEXNabopaToPHbIX CNNYEHUAX, TAKNX KaK
CXeMbl BHELLHEWN OLLeHKN KaYeCTBa.

4.2.3 Tonntuka n 3agaym CUCTEMbl MEHEQKMEHTA Ka4eCcTBa AOMKHbI ObITb onpeaeneHsl B NonoXxeHnn o
NONMUTUKE NO KAa4YEeCTBY PaCnopsaXKeHNEM PYKOBOACTBA NabopaTtopmnn N AOKYMEHTUPOBAHbI B PykoBoaCTBE MO
Ka4yecTBY. DTa NONUTUKA AOMKHAE ObiTb YETKOW, NErKOAOCTYMNHOW NEePCOoHany W AOMKHAa BKNKOYaTb B cebA
chnepyoulee:

a) obuwme ceeaeHns 06 ycnyrax, KoTopble NnabopaTtopna HamepeHa NpPeaoCcTaBNATb;

b) 3aaBneHue pykoBoacTBa NabopaTtopun 00 ypoBHE yCNYr, NpeaoCcTaBNsEMbIX NAbOPaTOPHEN;

C) 334341 CUCTEMbl MEHEAXKMEHTA Ka4ECTBA;

d) TpeboBaHue, YTOOLI BECL NEPCOHAN, CBA3aHHbLIN C BbINONHEHNEM UCCNEAOBAHNI, OblN 3HAKOM C AOKY-
MEHTaLMNEN NO Ka4eCTBY U NOCTOAHHO NPUAEPKNBANCA YCTaHOBNEHHbLIX MONUTUKM U NpoLeayp;

e) 00A3aTenbCTBO nabdbopaTopmn NPUAEPKMBATLCA  NPaBUNbHOW  NabopaToOpPHOW  MNPAKTUKW,
obecneynBaTb KA4€CTBO CBOMX NCCNEAOBaAHNU U COOTBETCTBOBATb CUCTEME MEHEQ)KMEHTA Ka4eCTBa;

f) 0b6A3aTEenLCTBO PYKOBOACTBA NabopaTopun cneaoBaTh HACTOALLIEMY CTAaHAAPTY.

4.2.4 PykoBOACTBO NO KAa4YeCTBY AOMKHO coaepXaTb OnncaHune CUCTeMbl MEHEeOQXXKMEHTa Ka4decTBa WU
CTPYKTYPbl AOKYMEHTALUN, UCNONb3YEMON B CUCTEME yNpaBneHna KavyecTBOM. PykoBOACTBO MO KayeCTBY
NOMKHO TaKXe coaepKaThb CCbiNKM Ha HEODXOAUMBIE NPOoLLEeAYPbI, BKNIOYAA TEXHMYECKME NpoLeaypbl. JomkHa
ObITb CODNIOAEHA CTPYKTYPa AOKYMEHTAL NN B CUCTEME YNpaBNeHNA Ka4ecTBOM. B PykoBoacTBe No Ka4ecTBy
NOMKHbI ObITb ONpeaeneHbl OTBETCTBEHHOCTb TEXHNYECKOrO PYKOBOACTBA U OTBETCTBEHHOIO NO KAYeCTBY, B
TOM Yncne nx OTBETCTBEHHOCTbL 3a 0becneveHne COOTBETCTBUA HACTOALLEMY CTaHAapTy. [lepcoHan AonxeH
ObITb NPONHCTPYKTUPOBAH OTHOCUTENBHO NCMONb30BaHNA PYKOBOACTBA NO KAYECTBY UBCEX YMIOMAHYThLIX B HEM
NOKYMEHTOB, a TakKXe OTHOCUTENbLHO TPebOoBaHMM MO UX NPUMEHEHNID. PYKOBOACTBO NO KAYeCTBY cneaver
coaepxatb n OBHOBNATL MNOA HAA30POM M NOA OTBETCTBEHHOCTb [cM. 4.1.5, nepeudncneHune i)] nuua,
OTBETCTBEHHOIO 3a Ka4eCTBO. PYKOBOACTBO NO KA4YECTBY MOXET coaepKaTb cneaylowne pasgensi:

a) BeBeneHwe.

b) OnucaHne meanumHcKon nabopaTopumn, ee NpaBoBOE MONOXEHUE, Pecypcbl, OCHOBHbLIE 0DA3aH-
HOCTW.

c) llonutrka no Ka4yecTBY.

d) ObpazoBaHue n odby4yeHne NnepcoHana.

e) ObecneyeHne Ka4eCcTBa.
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f) YnpasneHue nokymeHTaumen.

g) 3anucu pe3ynbTaTtoB, NX COAEPXKaHNE B NOPAAKE N apXNBUPOBAHNE.

h) lNomellieHne N oKpyxawLasa cpeaa.

1) IHCTpYMeHTLI, peareHTbl U/nunu ynpaesneHne cHabXXeHnem.

1) TloaTBepXaeHne MeTOANK UccneaoBaHUS.

k) Bbe3onacHOCTb.

1) MNpeanynpexaeHne 3arpasHeHna OKpYXKalowewn cpeabl [Hanpumep, TPaHCNOPTUPOBKA, yaaneHne pac-
XOOHbIX MaTepnanoB U OTX0A0B, B AONONHEHUE N B OTNNYMNE OT YKa3aHHOro B nepevncneHnax h) nij.

m) Hay4Hble nccnenoBaHnsa u paspadoTka (ecnu npucyLue).

n) lNepevyeHb METOOAUK UCCNEAOBAHNN.

0) 3anpochkl Ha nccnenoBaHnsa, NepBUYHHbIE NPODLI, B3ATHUE N 0b6PadboTKka NabopaTopHbIX NPOO.

p) OueHka n noaTeepXaeHne pe3ynbTaTos.

q) KOHTpoONnb KavecTBa (BKNOYaA MexXnabopaTopHble CANYEHNS).

ry JlabopaTtopHaa MHPOPMALIMOHHAaA cucTeMa (CM. NpUNoXxXeHne B).

s) OTYETHOCTb O pe3ynbTaTax.

t) dencrena No yCTpaHEHUIO HEAOCTAaTKOB U yAOBNETBOPEHUIO NPETEH3UN.

u) CBA3b K apyrme B3aMMoaencTena ¢ NaUNeEHTaMn, MeANLUNHCKNMN PabOTHUKaMKN, BCAOMOIaTENbHbIMU
(cybnoapsaaHbiMn) NabopaTopuamMm U NOCTaBLLNKAMM.

V) BHyTpeHHWe NpoBepKM.

w) ITuKa (cM. npunoxeHune C).

4.2.5 PykoBoacTteo nabopaTtopun AOMKHO YCTAHOBUTb M BHEAPUTL MNPOrpamMmmy, KOTopas MOCTOSAHHO
OTCNEXMBAET U AEMOHCTPUPYET COOCTBEHHYIO KAnNNOPOBKY (MOBEPKY) N PYHKLUMOHUPOBAHME NPUOOPOB, pea-
€HTOB U aHaNUTN4YeCKNX cucteM. Cneayert Takke MMeTb AOKYMEHTUPOBAHHYIO N PErNCTPUPYEMYIO NPOrpammy
NPOOUNAKTNHECKOrO OCMOTPa N Kanudposku (NoBepkn) (CM. 5.3.2), KOTOpana, Kak MUHUMYM, COOTBETCTBYET
pekoMeHaaLumnam nponssoanTenemn.

4.3 YnpaBneHue poKyMeHTauueu

4.3.1 JlabopaTtopua AonmkHa onpeaennutb, AOKYMEHTUPOBATL M cobnioaaTh npoueaypbl ynpaBneHna
BCEMW AOKYMEHTAMM U HpopMaLMen (M3 BHYTPEHHUX N BHELLHNX NCTOYHUKOB), KOTOPbIe 0DPa3yIoT AOKYMEH-
TaUUIO €€ CUCTEMblI MEHEXKMEHTA KavecTBa. Konnm Kaxxaoro U3 3TUX KOHTPONbHbIX AOKYMEHTOB A0MKHbI ObITb
apXuBMpPOBaHbI ANA Nocneayouero obpaweHnsa K HUM 3a cripaBkamMu, U 3aseayloLWwmn nadbopartopmen AonxeH
onpenenuTb Nepnoa nx XpaHeHna. 3T KOHTPONbHbIE AOKYMEHTbI MOXHO COXPaHATbL Ha pasnNUYHbLIX HOCUTENAX,
B TOM 4yncne Ha bymare, unn B MHON coopme. [JoMKHbl ObiTb NPUMEHEHLI HALMOHAanNbHbIE, PErMOHaNbHbIE N
MeCTHbI€ NpaBuna XpaHeHNA LOKYMEHTOB.

[MTpnumedyaHune—B3TOMKOHTEKCTE NOA TEPMUHOM «AOKYMEHT» MOHUMAIT NHOYI0 NHAOPMALMKD NNN MHCTPYK-
LMK, BKNKOYaA 3aaBNEHNE O NONUTUKE, y4eDHUK, NpoLeaypbl, TEXHUYECKNE YCNOBUA, KaNNOPOoBOYHbLIE (FPaayUpPOBOYHbLIE)
Tabnuubl, Buonorudveckmne pedepeHTHbIe MHTEpPBanbl U UX UCTOYHUKW, KapTbl, NNakaTbl, 3aMeTKWU, CNpaBKn, NporpaMmmMmHoe
obecneveHne, pUCYHKW, NNaHbl U AOKYMEHTbLI BHELLUHEND NMPOUCXOXAEHUSA, TakKne Kak npasuna, ctTaHaapTbl UNU METOAMKN
nccnenoBaHUN.

4.3.2 [NpuHAaTble npoueaypbl AOMKHbI rapaHTUPOBaTb, YTO:

a) BCe AOKYMEHTbI, BbiNyLLEHHbIE ANA NabopPaTOPHOro NepcoHana Kak 4acTb CUCTEMbI MEHEOQXKMEHTA
Ka4yecTBa, NpeaABapunTENbHO NPOCMOTPEHLI N YTBEPXKAEHLI YNIONHOMOYEHHbIM MNEePCOHaNOM;

b) Beaerca CNNCOK, paccMaTpPUBAaAEMbIN TAKXKe KaK XXYPHan KOHTPONA AOKYMEHTOB, B KOTOPOM YTOYHSIOT
TEKYLLNN NepecMoTP AOKYMEHTOB U UX pacnpeneneHue;

C) ANA aKTUBHOMO UCNOMNb30BaHUA B COOTBETCTBYIOLLIEM MeCTe AOCTYNHA TONbKO AENCTBYIOLLIAA BEPCUS
COOTBETCTBYIOLLUNX OOKYMEHTOB;

d) AOKYMEHTbI Nneprnoanveckn NnpoCMaTpmBaOTCA, PEBU3YIOTCSA, NPU HEOOXOAUMOCTH, N NOATBEPXKAAIOT-
CA YNONHOMOYEHHbIM MEePCOHaNOM;

€) ycTapeBLUne NN HeaeUuCTBUTENbHbIE AOKYMEHTbI HEMEANEHHO N3bIMAIOT U3 BCEX MECT UX UCNONb30-
BaHWA N UHLIM ODPa3OM NPeaoTBpPaLLaIOT UX HenpeaHaMmepeHHOE NPUMeEHEHNe;

f) XpaHeHune nnn apxmeBnpoBaHnE N3bATbIX AOKYMEHTOB OPraHn3oBaHO TaKMM 0B6pa3oM, YTO NPeaoTBpa-
LLIEHO UX HeoNnpaBAaHHOE NPUMEHEHUNE;

g) ecnn nabopatopHaa cUMCTeMa KOHTPONbLHOM AOKYMEHTaUun AonyckaeT ucnpasneHmne AOKYMEHTOB
BPYYHYIO BMECTO UX NepensgaHna, npoueaypbl nnuua, ynonHOMoYeHHble BHOCUTL Takne ncnpaeneHnsa, onpe-
OeneHbl, nCNpaBneHna YeTKO OTMeY€eHbl, yKa3aHbl U A4aTUPOBaHbl N NEPECMOTPEHHLIN AOKYMEHT CKOPEULLNM
obpa3omMm byneT popmManbHO Nepensna;

h) npoueaypbl, yCTAHOBNEHHbIE ANA BHECEHMNA N3MEHEHUN B AOKYMEHTbI, coaepKawmeca B KOMMNbIOTE-
PU30BAHHON CUCTEME, YETKO pa3paboTaHbl N NX OCYLLIECTBNEHNE KOHTPONUPYeTCS.
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4.3.3 Bce nOKyMeHTbI, OTHOCALLMECA K CUCTEME MEHEQKMEHTA Ka4eCTBa, A0MXHbI ObITb €ANHOOOPAa3HOo
opopMNeHbl N coaepXaTtb cneayoulee:

a) HauMeHOBaHMe;

b) AaTyBbINyCKa N nocneaHero NepecMoTpa, nn HOMeP NepecmoTPa, UNn Bce NepevYNcneHHoe;

C) 4MCNO CTPaHUL (eCnn 3TO NPUMEHNMO);

d) aBTOPCTBO N30aHUS;

€) naeHTMPOUKaLUnio NCTOYHUKA.

4.4 PaccMOTpeHMe KOHTPaKTOB

4. 4.1 B cny4aax koraa nadbopartopma 3akniovaeT KOHTPAKT Ha BbINONHEHNE MeANLMHCKNX NabopaTop-
HbIX YCNYT, AOMKHbI ObITh pa3padoTaHbl U OCYLLECTBNEHbI Npoueaypbl ANA pacCMOTPEHUA KOHTPAKTOB. [ops-
NOK U ANpoLeaypbl 3TOro pacCMOTPEHUSA, BeayLne K N3MeHEHUI0 OpraHn3aumm nccneaoBaHum Nnn KOHTPaKTOB,
NOMKHbI 0becneynBaTb, YTODDI:

a) TpeboBaHMA, BKNOYaa UCNONb3yeMble MeTOoAabl, ObiNN COOTBETCTBYIOLIMM 0Opa3oM onpeneneHsl,
NOKYMEHTNPOBaHbI N BbINN NOHATHLI (CM. 5.5);

b) nabopartopua pacnonarana BO3MOXHOCTAMM U pecypcaMmn Ana BbINONHEHNA TPpeboBaHWUI;

C) BblOpaHHble METOAMKU yOOBMNETBOPANWN TPeDOBaAHUAM KOHTPAKTa U KNUHMYECKUM MNOTPEDOHOCTAM
(cMm. 5.5).

PaccMoTpeHne BO3MOXHOCTEN [NepedncneHne b)] AOMKHO yCTaHOBUTL, YTO NabopaTtopua obnanaeTt
HeobXxoanMbIMU (DU3NHECKNMU, KAOPOBLIMN N MHPOPMALIMOHHBIMU pecypcaMmn n 4To NadbopaTopHbIN NEPCO-
Han pacrnonaraeT 3HaHNAMWN N YMEHNAMM, HEODXOAUMbIMU ANA BbINOMHEHNA TPeDyeMbIX nccneaoBaHun. [Npn
3TOM PACCMOTPEHUN cCNeayeT YYUTbLIBATb Pe3ynbTaThl NPeaLllecTBYLWEro y4acTtmsa B NporpaMmmax BHELLHEN
OLIEHKN Ka4eCcTBa C MCNONb3oBaHMEM NPOO6 C M3BECTHLIMWN 3HAYEHNAMWN, YTODbLI YCTAHOBUTL HEOMPEAENEH-
HOCTb N3MEPEHUN, Npeaenbl ODHapYXeHUa, NOBEPUTENbHbLIE NMHTEPBANbLINT. A.

4 4.2 3anncumo pe3ynbTatax BCex pacCMOTPEHUN, BKNHOYAA CYLLIECTBEHHbIE N3MEHEHNA N COOTBETCTBY-
loLLINE COrNacoBaHnA, AOMKHbI ObITb COXpaHeHbl (CM. 4.13.3).

4.4.3 PaccMoTpeHne BO3IMOXHOCTEN AOMKHO OXBATbIBATL NOOYIO paboTy, OTHOCALLYIOCA K NabopaTo-
pun (cM. 4.5).

4. 4.4 KnneHtbl (HanpuMep, KNIMHULMUCTLI, OpraHbl 34paBooOXpaHeHnsa, MeAULNHCKNE CTPaxoBblie KOMNa-
HUK, bapmMaLeBTUHECKME KOMNAHNW) A0MNXHbI ObITb MHOOPMUPOBAHLI O NIOOOM OTKNMOHEHNU OT KOHTPAKTA.

4.4.5 EcnunkKOHTPaKT nocne Havyana padoTbl N0 HEMY HYXXAAETCA B YNyYLLEHUU, NPOLLECC pacCMOTPEeHNN
KOHTPaKTa AOMKeH ObITb NOBTOPEH N O NOOOM yny4yLLEHUN A0NXKHO ObITk COOOLLIEHO 3aUHTEPECOBaHHbBIM CTO-
POHAaM.

4.5 UccnepoBaHunAa BO BCnoMoraTefnbHbIX (CyonoapAaaHbix) nadbopaTopuax

4.5.1 JlabopaTtopmna gonxHa nMeTb 3PPEKTUBHbIE AOKYMEHTNPOBAHHbIE NPoLeaypbl OLEHKN N BLIOOPA
BCNOMOraTenbHOM (cybnogpagHon) NnabopaTtopnm N KOHCYNbTaHTOB, KOTOPble MOrnu 6bl AaTek AONONHUTENb-
HYIO OLLEHKY NO MCTONAaTONOMMYECKNM, LMTONOMMYECKUM N APYIiMM nccnenoBaHmam. PykoBoacTBo nabopaTo-
pyK, NO COrNacoBaHNIO C NONbL30BATENAMU €€ YCNyr, AOMKHO ObiTb OTBETCTBEHHO 33 BbIOOP N OTCNEXNBaHNE
KadyecTBa paboTbl BCNOMOratTenbHbIX (CydnoapaaHbix) NadbopaTtopun N KOHCYNbTAHTOB N AOMKHO ObITh YBEPE-
HO B KOMNETEHTHOCTU BCNOMOraTenbHbIX (cybnoapaaHbix) Nadbopatopmm N KOHCYNbTAaHTOB OTHOCUTENBLHO
BbINONHEHUA TPpebyeMblX uccneaoBaHUn.

4.5.2 OTHOWEHNA CO BCNOoMoratensHoOn (cybnoapaaHon) nadbopartopmnen cneayeTt nepnoanyeckn nepe-
CMaTPUBATDL C LLenbio yOeanTbLCA B TOM, YTO:

a) TpeboBaHUA, BKNOYaA NpeaHanuTndeckne n NocTaHanutuieckme npoueaypbl, NpaBUNbHO onpene-
NeHbl, AOKYMEHTUPOBAHbI N MOHATDI;

b) BcnomoratenbHaa (cyonoapanHas) nabopartopua cnocobHa ynoBNETBOPATL TPebOBAHMAM W He
CYLLECTBYET KOH(PNUKTA UHTEPECOB;

C) BblIOOP MeTOAOB UCCNenoBaHNA COOTBETCTBYET NpeanonaraeMomMy NCNONb30BaHWNIO;

d) oxxnagaemaa OTBETCTBEHHOCTb 32 MHTEPNPETALMIO PE3YNbTATOB UCCNeaOoBaHNN ACHO onpeaeneHa.

MaTepunanbl TaKMX pacCMOTPEHNN AOMXKHbI XPAaHUTLCA B COOTBETCTBUN C HALMOHANbHLIMKW, PErMoHanb-
HbIMW U MECTHbIMUN TPEOOBaAHUAMMN.

4.5.3 JlabopaTopua AoNXKHa NMETL NepeveHb BCEX BCNOMOraTenbHbIX (CybnoapaaHbix) nadbopaTtopun,
YCNyramm KOTOpbIX OHA NonNb3yeTcs. B nepeyHe AoMKHbI ObITh YKa3aHbl BCe NPOo6bl, KOTOPbIE ObINM NCCNenoBa-
Hbl B apyron naboparopun. HaumeHoBaHue n agpec Nnabopartopmun, OTBETCTBEHHOW 33 pe3ynbTaT uccneaoBa-
HUA, AOMKHbI ObITb NPeaoCcTaBNeHbl NONb30oBaTENO yenyru. AyonukaTt NnabopaTopHOro oT4yeTa A0MKeH ObIThb
BKMIOYEH KaK B UCTOPUIO BONE3HN NALMEHTA, TaK U BHECEH B NOCTOAHHbLIN XYPHanN (3NeKTPOHHYIO BEPCUIO)
nadopartopun.

4.5.4 JlabopaTopua, nonb3yolaaca ycnyramym BCROMOratenbHon (cybnogpsaHown) nabdopaTtopuw,
HeCeT MONHYI0 OTBETCTBEHHOCTb 3a NPeaoCcTaBneHne 3akasyuuky pe3ynbTatoB NccneaoBaHMN, BbIMONHEHHbIX
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BO BCnoMoratenbHon (cybnoapsaHon) nabopatopun. Ecnun otyet 06 nccnenoBanum rotoBut naboparopums,
NONb3yKLaaca ycnyramm BcnoMoratenbHom (cybnoapaaHon) nabopatopun, 3TOT OTYET AOMKEH COAEPXKaTb
BCE CYLLECTBEHHbIE ANEMEHTbI Pe3ynbTaToB, COOOLLIEHHbIX BCMOMOraTenbHon (cybnoapaaHon) nabopatopu-
en, 6e3 N3MeHeHNN, KOTOPbIe MOrMKM Obl NOBNUATb HA KNUHUYECKYIO MHTEPNPETALMIO.

[MpumeyaHune—MoryT ObiTb NPUMEHEHLI HALMOHaNbLHbIE, PperMoHanbHble U MECTHLIE NPaBUNa.

OAaHako He 00A3aTeNbHO, YTOObLI OTHYET OCHOBHOM NAabopaToOpPrn AOCNOBHO COOTBETCTBOBAN OTYETY BCMNO-
MoraTenbHoOM (cyonoapaaHon) nadbopaTopun, ecnNn HaUMOHaNbHbIE/MECTHbIE 3AaKOHbI U MPaBMNa He TPeoVYIoT
3TOro. 3aBeayoLmnn nadboparopnen MoXeT n3dpaTtb PopMy AONONHUTENBHbLIX MHTEPNPETUPYIOLLNX 3aMeYa-
HUW K OTYETY BCIOMOraTenbHOM (cyonoapsaHon) nabopatopmm B COOTBETCTBUN C A3HHBLIMW O NAaLMEHTE N APY-
MM MEAULIMHCKUMU A3HHBIMWU. ABTOP TAKUX AONOMHUTENbHbIX 3aMeYaHn AOMKEH ObITb HETKO YKa3aH.

4.6 MpnobpeTeHune ycnyr n 3anacos

4.6.1 PykoBoacTBO NnadbopaTopun AOMKHO YCTAaHOBUTE M AOKYMEHTUPOBATL NONMUTUKY U NpoLeaypbl ANS
BblOOpPa N NpnobpeTeHna BHELLHUX YCNYT, NOCTaBkn 000pyaAoBaHNA N PpacxOdHbiX MaTepnanos, KOTOPbIE BNUS-
10T Ha Ka4eCTBO ycnyr nabopatopun. [lloctaBnaemMbie n3genna AOMKHbI COOTBETCTBOBATL NabopaTOPHbIM Tpe-
OoBaHMAM NO KayvecTBY. HaunoHanbHble, perMoHanbHble N MECTHbIE NpaBuna MOoryT TpeboBaThk pernmcTpaunm
nocraBnaeMbiX n3gennn. [JJomxkHbl ObITb Pa3padboTaHbl NpoLeaypbl U KPUTEPUN ANS NMHCNEKLMX, NPNEMa UNNK
OTKa3a 1 Anga xpaHeHna pacxoaHblX MAaTepnanos.

4.6.2 llocTtaBnaemMmoe 0b6opyaoBaHME N pacxogHble MaTepuanbl, KOTOpPble CNOCODHLI NOBNUATL HA Ka-
4eCTBO yCnyr nadopatopun, He A0MKHbI ObiTb UCMONL30BaHbI A0 TEX NOP, NOKa OHMU He DyAYT NPOoBEPEHDbI HA
COOTBETCTBUNE TPEebOBaAHNAM CTAHAAPTOB UNKU onpeaeneHHbIM TpeboBaHUAM, YCTAHOBNEHHbIM MEeTOAUKaMN
0NA A3HHbIX UCCNeAO0BaHNN. OTO MOXET OblTb AONONHEHO NCCNeA0OBaHMEM KOHTPONbBHLIX NPO6 N OLEHKON NPK-
eMNeMOCTU pe3ynNbTaToB. MOXET ObITb MICNONBb30BaHAa TakKXke AOKYMEHTaUMA, coaepKallaa cBeaeHna 0 COOT-
BETCTBMU C CUCTEMOWN MEHEMKMEHTA Ka4yeCcTBa NOCTaBLLUMKA.

4.6.3 [onmxHacywecTBoBaTb CUCTEMA UHBEHTAPHOrO KOHTPONA 3anacoB. Perncrpaumnsa KOHTPONA BHELL-
HUX yCNyr, NOCTaBNAEMbIX U NpMobpeTaeMblX 3anacoB A0MXKHA ObITb pa3padboTaHa u NnpoBeaeHa 3a nepmoabl
BpPEMEHMW, KOTOPbIE onpeaeneHbl CUCTEMON MEHEQXKMEHTA KayveCcTBa. B aTom cucteme AoMKHbI ObiTb OTMEYEH!
HOMepa NapTn BCeX COOTBETCTBYIOLWNX PeareHTOB, KOHTPONbHbLIX MAaTepManoB U KanmdpaTopoB, AaTbl NX
nonyyeHna B nabopatopmm wn AaTtbl ApUMEHEHUA B paboTe. Bce 3T AaHHble KOHTPONA AOOMKHbLI
paccMaTpmBaTbCa PYKOBOACTBOM NabopaTopun.

4.6.4 JlabopaTopunsa AOMKHA OLEHUBATL NOCTABLUMKOB, MOCTABKY U YCNYIN, KOTOPbIE BANAIOT HA KayecCT-
BO NCcCcNeaoBaHUN, N AOMKHA XPaHUTb 3aMUCK O Pe3ynbTaTax TaKoW OLLEHKWN, & TaKKe CNNCOK NOATBEPXKAEHUN
3TUX OLLEHOK.

4.7 KOHCynbTaLuUOHHbIE yCNyrn

[TpodheccnoHanbHbIn NAOOPATOPHLIN NEPCOHaN ACMKEH NPeAOoCTaBNATbE KOHCYNbTAUNUU OTHOCUTENBHO
BbIOOpa nccnegoBaHnM N NCNONb30BaHNA YCNYT, BKNOYaa 4YacToTY NOBTOPEHNA NccneaoBaHUn U TpedyeMbliin
TMN NPOoOLI. [pn HEOHXOANMMOCTU MOXET ObITb OCYLLIECTBNEHA NHTepNpeTauns pe3ynbTaTtoB NCCNeaoBaHNN.

LOonMXHbl NPOBOANUTLCA pPerynapHble coBelaHna nabopaTopHOro N KNMHNYECKOro nepcoHana OTHOCU-
TeNbHO UCNONb30BaHNA NABOPATOPHLIX YCNYI U ANSA KOHCYNbTaUWM NO Hay4YHbIM Npobnemam. PaboTHUKM Nabo-
paTopun AOOMXHbl Y4YaCTBOBATb B KMUHUYECKMX KOHMEpeHUUAX, BbICTYNas KOHCYNbTAHTaMW MO
3P PEKTUBHOCTU NPUMEHEHNA NAabOPATOPHbLIX NCCNeaoBaHUN Kak B LLeNOM, TaK U NPU KOHKPETHbIX Cny4aax
3aboneBaHnA.

4.8 lNpeTeH3nm

JTabopaTopuna gonmkHa paspadboTaTtb NOPAAOK U NpoLeaypbl PacCMOTPEHUA NPETEH3UN, XXanob 1 apyrnx
0oOpalLeHnN KNIMHULUNCTOB, NauUeHTOB NnNu Apyrnx CTOPoH. Nopaaok XxpaHeHUsa 3apermcTprnpoOBaHHbIX MPEeTEeH-
3N U XKanob, nccnenoBaHUn N Mep NO YCTPaHEHUIO HEAOCTATKOB, NPeAnpPUHATLIX nNabopaTopuen, AoNKeH
COOTBETCTBOBATL TPEOOBAHMAM HacTOALWeEro craHaapTa (cM. 4.13.3).

[TpuumMmedaHune—JlabopatTopun AOMKHLI CTPEMUTLCA NONYyYaTb OT NONL30OBATENEN CBOUX YCNYr OOpaTHYIO NH-
dhbopmMaLno Kak NONOXUTENBHOrO, Tak N OTPULATENBHOrO Xapaktepa npeumyLlecTBeHHO cuctemaTnyecknm obpasom (Ha-
npuMep, NyTem onpocoB).

4.9 YnpaBneHue B cfnydyanax BbIABNEHUA UccneaoBaHMn, He COOTBETCTBYHOLWMX YCTaHOBMEHHbIM
TpeboBaHUAM

4.9.1 PykoBOoACTBO NabopaTopnmn A0OMKHO onpeaennTb NOPAA0K U NpoLeaypbl, noanexalume NCrnonHe-
HWIO, KOraa OOHAaPYXXEHO, YTO HEKOTOPbLIE aCNEKTbI NCCNEAOBAHNSA HE COOTBETCTBYIOT YCTAHOBMEHHbLIM NPOLLE-
aypam nnu TpeboBaHUAM CUCTEMbl MEHEQXKMEHTA Ka4yeCcTBa UNn 3anpocamM KNUHULMCTOB. [pn 3TOM AOMKHO
ObITb YCTAHOBNEHO, YTO:

a) 0603Ha4YeH nepcoHan, OTBETCTBEHHbIN 33 pa3peLleHne npobnemsi;
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b) onpeneneHbl AENCTBUSA, KOTOPbIE AOMKHbI ObIThb NPEANPUHATDI;

C) MeOULIMHCKOE 3Ha4YEeHNE UCCNeNOBaHNS, HE COOTBETCTBYIOLLErrO TPEOOBaAHUAM, OLLEHEHO U, NPU HEOD-
XOANMOCTU, Ha3HaUYMBLLUUN NccneaoBaHne KNMHNLNUCT MHAOOPMUPOBAH;

d) npoueccnccnenoBaHnUa OCTAaHOBNEH N pe3ynbTaTt, eCNU HEOOXOANMO, aHHYNUPOBAH;

€) KOppeKTUpyroLwmne nencTtensg HemeaneHHo NPeaAnPUHATDI;

f) yXe BblAaHHble pPe3ynbTaTbl NCCNEAOBaAHNA, HE COOTBETCTBYHOLLEro TpeboBaHMAM, OTO3BaHblI MNK
COOTBETCTBYIOLLIMM OOPAa30M NAEHTNDOULIMPOBAHbDI, PN HEOOXOANUMOCTW;

g) OTBETCTBEHHOCTb 33 pa3peLleHne BO30OHOBNEHNA NCCNeaoBaHNSA ONpeaeneHa;

h) Ka)XXabln 3NN300 HECOOTBETCTBUA TPEDOBAHMAM AOKYMEHTUPOBAH U 3apPEerncTpupoBaH, 3TU AaHHbIE
4yepes YCTAHOBNEHHbIE PErynapHbie nepnoabl BpeMEHN paccCMaTpPMBAaIOTCA PYKOBOACTBOM nabopaTtopun Ans
OOHapyXXeHNAa TEHAEHLMW U NPUHATUA NpeaynpeXxaanLumx AeNCTBUN.

[TpumMmeyaHune—lccnenoBaHnsa UNu AENCTBUA B pasnUYHbIX pasaenax paboTbl, He CooTBeTCTBYLWME Tpebo-
BaHMUAM, MOTyT ObiTb YCTAHOBNEHbI pasnNUYHbIMW NYTAMUW, BKNOYas NpeTeH3nn KNMHULMCTOB, NoKasaTenn KOHTPONS Ka-

4yecTBa, KanMbpoBKy NpUOOPOB, NPOBEPKY PACXOAHbLIX MaTepuanoB, KOMMEHTapUMU COTPYAHUKOB, NPOBEPKY 3anucen n cep-
TUPMKATOB, NPOBEPKY PYKOBOACTBOM nadopaTtopun, BHYTPEHHUIA N BHELUHWIA ayauT.

4.9.2 EcnuyCTaHOBNEHO, YTO NCCNeaoBaHns, He COOTBETCTBYIOLLME TPeboBaHNAM, MOrYT NOBTOPUTLCS
NN eCNn CYLLIECTBYET COMHEHNE OTHOCUTENBHO COOTBETCTBUA NOPAAKA U npoLeayp B nabopaTopumn npmee-
OeHHbIM B PykoBOAOCTBE NO Ka4eCTBY, AOMKHbI ObiTb HEMEANEHHO NPUMEHEHbI NpoLeaypbl AnNa naeHTUOUKa-
LN, AOKYMEHTUPOBAHNA N YCTPAHEHUA NCTOYHMKE OTKNOHEHUN (CM. 4.11).

4.9.3 JlabopaTtopua AoMKHaA onpeaennTb U BHEAPUTb NpoLeaypbl ANS BbiSBNEHUA Pe3ynbTaToB, HE
COOTBETCTBYIOLWNX TPebOBaHNAM, BKNOYAA PAaCCMOTPEHMNE TaKUX Pe3ynbTatoB. DTN cnydan OOMKHbl ObiTb
3aperncTpmpoOBaHbI.

4.10 KoppexkTupyrowme oemcTemA

4.10.1 Tlpoueaypbl KOPPEKTUPYIOLLMX AEUCTBMW AOMKHbLI BKNIOYATb B ce€04 N3yvyeHmne NpuvnHbI NNu Npu-
4YMH, BbI3BaBLUUX NPOBNEMBI. ITO AOCMKHO NPUBECTU K OCYLLECTBNEHNIO NpeaynpexaanLmx aencteun. Kop-
PEKTUPYIOLLME AEUCTBMA AOOMKHbI COOTBETCTBOBATb 3HAYMMOCTW NpPodbnemMmbl U ObiTb COpPa3MEPHbLIMU C
BO3MOXHbIM PUCKOM.

4.10.2 PykoBoAcTBO Nabopatopmmn AOMKHO AOKYMEHTUPOBATb U OCYLLECTBNATL BCe TPpebyeMble name-
HEHWNA B ONepaTMBHbLIX Npoueaypax, BbiITEKaoLWNX N3 KOPPEKTUPYIOLWNX AEUCTBUN.

4.10.3 PykoBoacteo nNabopaTopun O0MKHO OCYLLECTBNATL MOCTOAHHLIN KOHTPOMNb 3a pe3ynbTaTa-
MM NPEANPUHATBIX KOPPEKTUPYIOLWNX AENCTBUI, YTOBbI 06ecneunTb 3pdheEKTUBHOE NpeoaoneHne BO3HNKLLINX
npodnem.

4.10.4 Ecnu oueHKa HECOOTBETCTBUA UNN U3YYEHUE B PaMKaxX KOPPEKTUPYIOLWNX 0eUCTBUN BbI3LIBAET
COMHeHMe B 3P PEeKTUBHOCTU NN COOTBETCTBUM NOPAAKE U NpoLeayp nnm CUCTeMbl MEHEXKMEHTA Ka4eCTBa,
PYKOBOACTBO Nabopatopmn AOMKHO OpPraHn3oBaTh NPOBEPKY 3TUX cdhep AeATENBHOCTU COrNacHO TPebOBaHN-
AM. Pe3ynbTaThl KOPPEKTUPYIOLLMX AENCTBUA AONXHbI ObITb PaCCMOTPEHDLI PYKOBOACTBOM NadbopaTopun.

4.11 lMpepynpexapgaowme oeMCcTBUA

4.11.1 OonXHbl ObITb yCTAHOBNEHLI NOTEHLMANbHbLIE ICTOYHUKN HECOOTBETCTBUA MHEODXOAUMbBIE YNYH-
LLIEHNA KaK TeXHNYECKOro Xapaktepa, Tak U CBA3aHHble C CUCTEMON MeHeaXKMeHTa. Ecnn HeobxoauMbl npea-
ynpexaawwme AencTBuUa, TO A0MMKEH ObiTb pa3padboTaH n OcyLlecTBNeEH NNaH AENCTBUXA N OTCNEXKEHO €ro
BbINONHEHNE ANS CHWXKEHNA BEPOATHOCTN NOABNEHNA NOAOOHLIX HECOOTBETCTBUWN, a TaKXKe co3aaHbl bnaro-
NPUATHbIE YCNOBUA ANA BO3MOXHOro NpoBeaeHNs yny4ylleHUn,

4 .11.2 Tlpouenypbl Npegynpexaanwmx 4encTBun A0MKHbI NpeaycMaTpuBaTb MHULUMNPOBAHUE TaKNX
O0encTBUN N OcyLuecTBNeHne KOHTpona nx adodoektTmeHocTU. NNoOMMMO NepecMoTpa onepaTuBHbLIX nNpoueayp
Npeaynpexaalmne AencTBua MOryT BKNoYaTb B ce0a aHann3 AaHHbIX, aHann3 TeHAEHLUNN N PUCKOB N BHELLI-
HIOIO OLIEHKY Ka4eCTBa.

[MpumedaHune—Ipeaynpexpaowme ASUCTBUA SBNSIOTCA CKopee MNpoLecCOM U3bICKaHUS BO3MOXHOCTEN
yRydleHus, Yem peakumnen Ha obHapyxeHne npodnem nnn NpeTeH3un.

4.12 YnyduweHue

4.12.1 PykoBoacTBO Nabopatopumn A0NXKHO Nepnoanyeckmn nepecMmaTpmnBaThb OnepaTuUBHbIE NPOLEAYPDI,
KaK 3TO onpeaeneHo CNCTEMON MEHEAXXMEHTA KayeCTBa, YTOOb!I BbIABNATL NOTEHUMANbHbIE NCTOYHUKN HECO-
OTBETCTBUA NN APYIrMe BO3MOXHOCTU yNy4LLeHNA B CUCTEME MEHEQ)KMEHTA Ka4eCTBa UNN B TEXHONOMMYECKOW
npakTuke. lNnaHbl Mep NO COBEPLUEHCTBOBAHUIO AOMKHbI ObiTb Pa3paboTaHbl, AOKYMEHTUPOBAHbLI N OCY-
LLIeCTBNEHbLI COOTBETCTBYIOLLIMM ODPA30M.

4.12.2 Tlocne ocywecTBNeHNsa 3anNaHNPOBaHHbIX MEp PYKOBOACTBO NabopaTtopun AOMKHO OUEHUTDL
PPEKTUBHOCTb UX BbINOMHEHUA NYTEM TLLATENBLHOIO PacCMOTPEHUA NN NPoBeaEeHNEM NMPOBEPKN COOTBET-
CTBYIOLLIErO pa3aena AesaTenbHOCTN nabopaTopun.
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4.12.3 Pe3aynbTathl AEUCTBUIN, NPeanPUHATBLIX NOCNEe NPOBEAEHHOrO N3y4YeHUs, AOMKHbl ObiTb BHOBb
PACCMOTPEHLI PYKOBOACTBOM NabopaTopun Ans OCyLecTBNeHNa BCeX HEOOXOAUMbIX N3MEHEHNN B CUCTEME
MEeHeQ)KMeHTa Ka4eCcTBa.

4 12.4 PykoBoacTtBO nabopatopum A0MXKHO NPUMEHATb NHANKATOPbI KadecTBa ANs CUCTEMATUNYECKOTO
OTCNEXUBAHUA N OLIEHKN yHaCTUA NadbopaTopun B OKa3aHUM NOMOLLM NaUMeHTaM. Ecnn nporpamMmma ObHapyxXu-
BaET BO3MOXHOCTM YNY4LLEHNSA, PYKOBOACTBO NadbopaTopumn A0MKHO MNPUHATL BbiTEKAIOLNE N3 3TOMO KOHKPET-
Hble Mepbl. PykoBoaCTBO nabopatopun AOMKHO obecneynTb y4actue nadbopatopmm B ynydlleHUN Ka4ecTBa
MEANLIMHCKON MOMOLLUMN, YTO AOMKHO MNPOSABAATLCA B CYLIECTBEHHbLIX OONacTtax M pesynbratax NoMoLUn
nauneHTam.

4.12.5 PykoBOACTBO Nabopatopumn AOMKHO NPEeAOCTaBNATb COOTBETCTBYHOLLNE BO3MOXHOCTN 0Dpas3o0-
BaHMA N ODy4YEHNA BCEMY NEPCOHaNy NadbopaTopun, a TakkKe, eCnn YMECTHO, NOTPeBUTENAM NabopaTOPHbIX
VYCNVT.

4.13 YnpaBneHue 3anUcaMu

4.13.1 B nabopatopnmn A0MXKHbI ObITh pa3padboTaHbl M OCyLLEeCTBNEHbI NpoLEeaypPbl ANA naeHTUUKaLmnn,
cbopa, nHaekcauun, oocTyna, XpaHeHna, BeaeHna n 6e3onacHoOro yaaneHunsa sanncen B 06NacTn Ka4ecTtea v
TEXHOMNOMMN.

4.13.2 Bce 3anncu AonNXKHbl ObITb NErKOYNTAEMbIMM N AOMKHbI XPAHUTLCA TAKNM 00pPa30oM, YTOObI BbITh
NerkoaoCTynHbIMM NPU HEOCDXOAUMOCTU. 3aNNCU MOTYT XPaHUTLCA Ha NIOOOM NOAXoAALLLEM HOCUTENE, oNpene-
NEHHOM HaLMOHaNbHLIMW, PErMMOHANBHLIMWU NNU MECTHLIMU LPUANYECKUMIM NPaBUNaMN (CM. NPUMEYaHne K
4.3.1). DonmkHbl ObITb NpeaocTaBNEHbI NOMeELLEHNSA, 0becnevynBatoLme 6e3o0nacHoe XpaHeHne, npeaynpexae-
HMe Nop4n, yTpaTbl U HECAHKLUMOHNPOBAHHOIO AOCTYNAa K 3TUM AOKYMEHTAaM.

4.13.3 B nabopaTtopun aonmxkeH ObiTb YCTAHOBMNEH NOPSAAOK, oNpeaenAloLWnn ANUTENBHOCTL XPaHEHNSA
PA3NUYHbIX AOKYMEHTOB, OTHOCALLUMXCA K CUCTEME MEHEAXXMEHTA KayecCcTBa U pe3ynbTataM nccneaoBaHun.
CpoK XpaHeHna AomKeH ObiTb onpeaeneH XapakTepoM NccneaoBaHMa NNn cneunanbHbiMm TPEeObOBaHUAMN
KaXXaoro npoTokona.

[MTpumedaHue—MoryT ObITb NPUMEHEHBI HALMOHANbHbIE, perMoHanbHble U MECTHLIE NPaBUNA.

ITN OOKYMEHTLI MOTYT BKNIOYATL B ce04A, N0 MeHbLUEW Mepe, crneayoLlee:

a) opMbl 3anpocoB (HasHa4YeHMW) aHanNM30B (BKNOYaa KapTbl NALNEHTOB MNU TONbKO MeauLMHCKUE
Ha3Ha4YeHna, eCN OHU UCNONb3YIOTCA Kak pOpPMbl 3aNpPOCOB Ha aHaNWU3bI);

b) pe3ynbTaTbl ICCNeaoBaHUN N OTYETLI O HUX;

C) pacneyaTkun pe3ynbTaToB;

d) meToanknnccneaoBaHnW;

e) nabopaTopHbie paboumne XKypHanbl NN 3anNncK;

f}) 3anncu 0 NoCTynneHnax;

g) KannbpoBOUHblE AAHHbLIE N KOIOPULIMEHTLI NEPECHETA;

h) 3anucu o pesynbTatax KOHTPOMNA Ka4eCcTBa;

1) NPeTEeH3nn N NPUHATLIE Mepbl;

j) OTYETbI BHYTPEHHErO U BHELLHETO ayanTa;

K) pe3ynbTaTbl BHELWHEN OLLEHKN Ka4eCcTBa/MexXnabopaTopHbIX CANYEHNN;

1) 3anncu 06 yny4ylieHmnn Ka4ecTBa;

m) 3anucu no 00CNyXmMBaHUO NPNOOPOB, BKNIOYAA AaHHbIE BHYTPEHHEN U BHELLHEN KAanNNOPOBKN;

N) AOKYMEHTALMIO O NapTUN N cePTUPUKATE NOCTABKN PACXOOHbLIX MATEPUANOB, BNOXEHUAX B YNAKOBKW;

0) pPerncTpaumnio HeCHaCTHbIX cny4yaes N MPUHATLIX 4ENCTBUN;

p) 3anucm o6 0by4eHNn n KOMNETEHTHOCTU NepcoHana.

4.14 BHyTpeHHMe NPOBEPKHU

4.14.1 C uenblio NoaATBEPANTL COOTBETCTBME AEATENLHOCTU Nabopatopun TPebOBaHUAM CUCTEMBI
MeHeKMEHTa Ka4eCTBa B CPOKN, YCTAaHOBNEHHbIE 3TOWN CUCTEMOW, AOMXKHbI ObITb NPOBEAEHbI BHYTPEHHUE NPO-
BEPKN BCEX 3NEMEHTOB YKa3aHHON CUCTEMbI KaK YNpaBneH4YeCKNX, Tak N TEXHONOMM4YeCcknx. BHYTpeHHAA Npo-
BepKa AOMKHA nocneaoBaTenbHO paccMaTpuBaTb 3TU 3NEMEHTbl NPU OCOOOM BHUMAHMU K y4acTKam,
KPUTUYECKN BaXKHLIM ANA OKa3aHua NOMOLLM NaLnNeHTaMm.

4.14.2 TlpoBepkn AOMKHbI OblTb POPManbHO CANAHNPOBAaHbI, OPraHNM30BaHbI N NPOBEeAEHbI KBANUPNLIN-
POBaAHHLIM YNONHOMOYEHHbIM MO Ka4yecTBY UNN YNONHOMOYE€HHbIM KBanupnunpoBaHHbIM COTPYAHUKOM. [1po-
BEPAOLWUNA HE OOMKEH KOHTPONNPOBaTbL COOCTBEHHYIO paboTy. [lpoueaypbl BHYTPEHHUX MPOBEPOK AOMKHbI
ObITb onpeaeneHbl, AOKYMEHTUPOBAHLI, BKNOYasa TUN NPOBEPKU, HACTOTY, METOAONOMMIO N TPEBYEMYIO AOKY-
MeHTaLuno. B cnyyae oBHapy)XeHUa HeaOoCTaTKOB MNU BO3MOXHOCTEN COBEPLLUEHCTBOBAHUA nabopatopus
OOMKHA NpeanpuHATL KOPPEKTUpYLIME unu npeaynpexaalowmne OencTBuA, KOTOPble AOO0MXKHbl OblTb
OTpaXeHbl B AOKYMEHTaX U NpOoBeAEHbI B COrNacoBaHHbIN NepUoa BPpEMEHM.
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4.14.3 lNepnoAn4HOCTb NPOBEPKN OCHOBHLIX 3NEMEHTOB CUCTEMbl MEHEeAXXMEeHTa KaydecTBa OObIYHO
COCTaBNSAET OAUNH roA.

4.14.4 Pe3ynbTaTbl BHYTPEHHUX MNPOBEPOK cneayeT npeacrtaBnAaATb Ha pacCcMOTpPeHUe PyKoBOACTBA
nabopartopum.

4.15 AHanu3 co CTOPOHbLI PyKOBOACTBA

4.15.1 PykoBoacTBO Nabopatopun AOMKHO CUCTEMATUYECKN NepecMaTpuBaTb NabOPaATOPHYIO CUCTEMY
MeHeQKMeHTa KadecTBa U BCce BMAbl MEANLIMHCKUX YCNYT, BKNIOYaa NCCNeaoBaHna N KOHCYNbTATUBHYIO AeN-
TENbHOCTb, YTODOLI 00ecneyYmnBaTb NX NOCTOAHHYIO CTAOMNBHOCTb U 3(PPEKTUBHOCTb B OKa3aHUN MeaULIMHCKOW
NOMOLUM NALUEHTaM U BHOCUTbL HEODBXOAUMbIE N3MEHEHNA UNK YNy4lleHna. Pe3ynbTaTbl TAKOro nepecmoTpa
NOMKHbI ObITb OOOPMNMNEHLI B BUAE NNaHa, BKN4aLwero B ceda uenn, 06bekTbl N NPorpamMmbl AENCTBUN.
OBbIYHO TaKkoe pacCcMOTPEHME OCYLLIECTBNAIOT OAWH pa3 B Kaxable 12 Mec.

4.15.2 AHanus Cco CTOPOHbI PYKOBOACTBA OOKEH 3aTparneaTb, N0 MeHbLLUEN Mepe, cneayloLllee:

a) NPOoBePKY BbINONHEHNA PEeKOMeHAaUNN NpeaLlecTBYIOWEro aHann3a,;

b) XoAa nNpeanpUHATLIX KOPPEKTUPYIOLLNX AENCTBUN N TpebyeMble npeaynpexaarlimne AeNCTBUS;

C) OTYETbl OTBETCTBEHHbIX NNL;

d) pesynbTaTbl NOCNEAHNX BHYTPEHHUX NPOBEPOK;

€) OLEHKY CO CTOPOHbI BHELLIHMX OPraHn3aL/nn;

f) pe3ynbTaTbl BHELLHEN OLLEHKN KAYECTBA U MEXNabopaTOPHbIX CNNYEHUN ApYrux OOpM;

g) Nobble N3MeHeHns B 00bemMe U TMne NpPpoBoANMON PaboThl;

h) 3amedaHnsa n NpeTeH3nn Co CTOPOHLI KNIMHNLUCTOB, NALNEHTOB U APYIMX CTOPOH;

1) MHOQUKATOPbI Ka4eCcTBa AN CneXxeHna 3a Bknaaom nadopaTtopumn B OkaszaHMe NOMOLLM NALMEHTAM;

j}) HEeCoOTBETCTBUA TPEOOBAHUAM;

K} MOHUTOPUHT BpeMeHn 000poTa NabopaTopHOro TeCTa;

l) pe3ynbTaThl NpoLecca NOCTOAHHOMO yNy4lleHns;

M) OLEHKY NOCTaBLLUMKOB.

B nepunop pa3padboTkn cncteMbl MEHEXKMEHTA KadecTBa MOryT ObITb HEODXOANMbI DONee HYacThle nepe-
CMOTPbI. DTO AOMKHO NO3BONATL KaK MOXHO paHblUe NpeanpnHUMaThb Mepbl B TEX y4aCTKax paboThbl, rae oyayr
TpeboBaTbCa yNy4lleHNa B CUCTEME MEHEQKMEHTA Ka4yeCTBa UnNun Apyrux CTOpPoHax AeAaTenbHOCTN nadbopa-
TOpUN.

4.15.3 KayecTtBO 1 cTENEHb COOTBETCTBUA Yy4aCTUA NabopaTopun B OKa3aHMN MEeAULIMHCKON MOMOLLN
naumMeHTam AOMKHbI ObiTb B BO3MOXHO DonbLUEN Mepe OTCneXXeHbl U 00 bEKTUBHO OLLEHEHDI.

[TpumMmedaHune— Heobxogumele faHHblE AOMKHBI COOTBETCTBOBATL TUMY UNN MECTY pacnonoXxeHusa naboparto-
pun (bonbHULA, KNMHUKA N BCNoMoraTenbHasa nabdopatopus).

4.15.4 OOHapyxeHHble haKTbl M AENCTBUA, NPEANPUHATLIE B Pe3ynbTaTe aHann3a co CTOPOHbI PYKOBO/ -
cTBa NnabopaTopun, AOMKHbI OblTb 3aPErncTPUPOBaHbI, U NabopaTopHbIN NePCOHaN A0MKEH ObITb MHPOPMMPO-
BaH O pe3ynbTaTtax aHanns3a n NPpUHATLIX pelleHnax. PykoBoacTBo nabopaTtopnmn AOMKHO obecneynTb NPUHS-
TMe HeOBXOANMbIX MEP B COOTBETCTBYIOLLEM OO BEME M B COrMAaCOBaHHbIN NEPMO BPEMEHM.

5 TexHu4yeckue TpedboBaHUA

5.1 llepcoHan
5.1.1 PykoBoacTtBO nadopatopmm AOMKHO UMETb OPraHn3aunoHHbIN NNAaH, ONUCaAHUA pacnpeneneHns
nepcoHana n padboT, KOTopble onpeaensalT KBANNPUKaLIMIO N 0093aHHOCTMN BCEX COTPYAHUKOB.

5.1.2 PykoBoAcCTBO NabopaTtopunmn AOMKHO BECTU YHET COOTBETCTBYIOLLEN ODpa3oBaTeENLHON N NPodec-
CUOHaNbHOW KBaNNMOUKALIMN, YMEHUN, ONbITA U KOMMNETEHTHOCTM BCErO NepCcoHana. Ta nHopmMaumna AOMKHAa
ObITb NErkoaoCcTyNHa COOTBETCTBYIOLLNM COTPYAHUKAM U MOXET BKNIOYaTb B CeDA:

a) ceptTndukat unm NUMLUEH3NK, ecnu TpebyeTcs;

b) cnpaBku ¢ npealecTBYIOLLEro MECTa paboThi;

C) onncaHune paboThl;

d) perncrpaLmio AaHHbIX O HENPEPbLIBHOM 0OPa30BaHMN N NOBbLILLIEHUN NPOKMECCUNOHANBHOIO YPOBHS;
€) OLUEHKY KOMNETEHTHOCTU;

f) cBeneHna o0 HeCcHYaCTHbIX CNy4vasX.

Opyraa nHhopmaumnsa MOXET KacaTbCA COCTOSAHMA 300POBbSA NEPCOHaNa B CBA3W C NPOM3BOACTBEHHON
BPEAHOCTbIO U COCTOAHNEM UMMYHU3ALINMN.
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5.1.3 JlabopaTopua AoMmKHa BO3rNasnAaTbCA NMLOM NN Nnnuamm, 0bnaaarnLmMm OTBETCTBEHHOCTLIO 33
ncnonHeHne 00A3aHHOCTEN U KOMNETEHTHOCTLIO ANA 0becneveHUa BbINONHEHUA NpeaocTaBnaeMbix nabopa-
TOPUEN YCNVT.

MpumeyaHune—BpagaHHOM cnyyae Noa KOMNETEHTHOCTLIO MOHUMALDT KaK pe3ynsraT 6a30Boro, nocneaunnom-
HOrO, HenpepbLIBHOro 0OPAa3oBaHUA, TaK N YMEHUSA U MHOFONETHUI ONbIT paboThl B MEAULIMHCKON NadopaTopumn.

5.1.4 OTBETCTBEHHOCTb 3aBeaywllero nabopatopnen nnm ynonHOMOYEHHOro NULUAa AOMKHA npea-
yCMaTpuBaTh NPOHECCUOHANbHYIO, HAYYHYIO, KOHCYNbTATUBHYIO, OPraHn3aunoOHHYI0, aAMUHUCTPATUBHYIO U
0Opa3oBaTeNnbHYI0 CTOPOHLI. BCe 3TO A0MKHO COOTBETCTBOBATL YCNyram, npeaocraBnaeMbiM NabopaTopnen.
3aseayowmnn nadbopartopnen MNn yrnonHOMOYEHHbIN B OTHOLLIEHNN KaXXA0W 3aaaymn AOMKeH UMEeTb COOTBET-
CTBYIOLLYIO NOArOTOBKY U OCHOBbI, NO3BONAOLLNE HECTN OTBETCTBEHHOCTb 3a cneayloLlee:

a) KOHCYNbTUPOBATb TEX, KTO 3anpalumeaeT nHpopmaumio, 0 Bbibope TeCTOB, NICNONb30BaHUN Nabopa-
TOPHbIX YCNyr 1 06 nHTepnpeTaunmn NnabopaTopHbIX AAHHbIX;

b) BbICTYNaTb BKayveCcTBe akTUBHOIMO YNeHa MeaAULMHCKOro NepcoHana Toro y4pexaeHus, KoTopoe nabo-
paTopua 06CNy>XMBaeT, eCNU 3TO BO3MOXXHO B CYLLECTBYIOLLIMX OOCTOATENBLCTBAX;

C) nogaepXuBaTb CBA3b U 3PIPEKTUBHO COTPYAHNYATL (BKNIOYAA KOHTPAKTHbIE OTHOLLEHNS ), eCNN HEOD-
XOAUMO:

1) € COOTBETCTBYHOLLNMU AKKPEANTYIOLLUMIM U perynupyioLwmMmMmn opraHamum,

2) CCOOTBETCTBYHOLWMMN aOMUHUCTPATUNBHLIMU OhULMNANbHLIMW NULAMMN,

3) ¢ MeanUMHCKUM COODLLECTBOM,

4) cobcnyXmBaemMblM HACENEHNEM;

d) onpenenAaTb, OCYLLECTBNATL M OTCNEXNBATb COOTBETCTBME TPEOOBAHNAM BbINONHEHHbLIX NCCNEAOBa-
HUW N Ka4YeCcTBa MeaNLMHCKMX NabopaTOPHbIX YCNVT;

€) BHeapAaATb CUCTEMY MEHEeKMEHTA KadyecTBa (3aBeayowmnn nadbopatopuen n cneumannctbl Nadbopa-
TOPUU OOMXXHbI YHACTBOBATb B paboTe pasnnyHbiX KOMUTETOB MO YNYYLIEHNIO KAYECTBA B YUPEXOEHNN, ECNU
3TO TpebyeTca);

f) oTcnexmneaTtb BCIO paboTy, BLINONHAEMYIO B NabopaTtopumn, 4ToObI onpeaenaTb, HACKONbKO AOCTOBEpP-
Hble AaHHblE OHA BbIAAET;

g) obecneuneatb Hanu4yne AOCTaTOHMHO KBANNMMMOULIMPOBAHHOIO NEPCcoHanNa ¢ aaekBaTHO NOATBEPXKAEH-
HbIMW 3HAHUAMWN N YMEHNAMMN, YTOObI YAOBNETBOPATL NOTPEBHOCTAM NabopaTopun;

h) nnaHupoBaTb, yCTaHaBNMBATL 334a4M, Pa3BMBAThL U pa3MeLLaTb PECYPCbl COOTBETCTBEHHO MeAULINH-
CKUM NOTPEOHOCTAM;

1) ocywecTBnNATb 3 PEKTUBHOE AAMUHUCTPUPOBAHUE MeOULUUVHCKUMK NadopaTopHbIMU yCnyramu,
BKNOYasa Ol aKeT, NNaHNPOBaHUE N KOHTPOMNb C OTBETCTBEHHbLIM (PMHAHCOBbLIM YNpaBneHMeM B COOTBETCTBUN C
npeanncaHHON eMy B ydpexaeHnn 00A3aHHOCTLIO;

j) ocyuwecTBnATb 0bpasoBaTenbHbie NPorpaMmMmbl ANa MeEAULMHCKOro n NabopaTtopHOro nepcoHana v
y4aCTBOBaTb B 00pa30BaTENbHbLIX MPOrpamMmmMmax yupexaeHus;

K) nnaHMpoBaTb U HaNpaBNATb Hay4Hble NCcNegoBaHUA B COOTBETCTBUMU C BO3MOXHOCTAMU Nabopa-
TOPUN;

|) BbIBMpPaTL BCOMOratenbHble (CydonoapsaaHbie) NabopaTopun n OTCNEXNBATL KAH4EeCTBO YCNYT B HUX;

m) obecneumBatb 6€30MacHOCTbL B nabopaTtopun B COOTBETCTBUM C TPebOBaHUAMMN NabOpaTOPHON
NPAKTUKN N NPUHATbIMW NPaBUNaMU;

n) paccMmaTpueaTb NOOYIO NPETEH3UIO, 3aNPOC UNN NPEeANOXEeHNE CO CTOPOHLI NONb3oBaTenen nabopa-
TOPHbIX YCNVT;

0) obecneuymBaTb BLICOKMN MOPanbHbIN AYX NEPCOHaNa.

3aBeayiwmn nabopartopuen He AOMKEH BbIMNONHATL BCE 3TN (PYHKLUMN eANHONNYHO. OOH3KO MMEHHO
3aBeayowmnn NnabopaTopnen 0TBeHaEeT 3a BCIO AeATeNbHOCTb NabopaTtoprmn n pykoBoACTBO €10, 0becneynBas
Ka4eCTBO yCnyr, NnpeaocTaBnaeMbiX NaUNeHTaM.

5.1.5 [naBbiNONHEHNA 3anpalmBaeMomn paboTbl U ocyLecTBNeHNA ApYrnx PYHKLUNUN CUCTEMbI MEHEOXK-
MEHTa KadecTBa naboparopua AonXkHa pacnonaratb HEOOXO0AUMbIMU pecypcaMn NepcoHana.

5.1.6 llepcoHan AomkeH NPONTN HEODXOANUMYIO NOAroTOBKY ANA obecnevyeHna KavdecTBa NpeaocTaB-
naeMblIX UM YCAYT U yNpaBneHna Ka4eCTBOM 3TUX YCNVT.

5.1.7 PykoBoacCTBO NabopaTtopun AOMKHO YNONHOMOUYUTL cneumanbHO noaobpaHHbIN NepcoHan ans
npoBeaeHNA KOHKPeTHbIX paboT No B3ATMIO NPOD, NpoBeaeHU0 uccneaoBaHum n padbote Ha 00opyaoBaHMN
cneunanbHbIX BUOOB, BKNKOYas UCNONb30BaHME KOMMbIOTEPOB B NabopaToOpHON MHPOPMALIMOHHON CUCTEME
(CM. npunoxeHune B).

5.1.8 [HomnxeH ObITb YCTAHOBNEH NOPAAOK, KOTOPbLIN ONpeaenaeT, KTO MOXET NONb30BaTbCA KOMMbIOTEP-
HOW CUCTEMON, KTO UMeeT AOCTYN K AaHHbIM NaUWUeHTOB N KOMY pa3pelleHO BBOAUTb U UBMEHATL Pe3ynbTaThl
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nccneaoBaHMM NAUMEHTOB, KOPPEKTUPOBaATb cyeTa mnu mMoandpuumpoBaTb KOMMLIOTEPHLIE MNPOrpamMmbl
(cM. npunoxeHns B n C).

5.1.9 TlepcoHany Bcex ypoBHEN A0MKHA ObITb AOCTYMHA NPOrpaMmmMa HenpepbiBHOro 06pas3oBaHna.

5.1.10 Cnyxawme aonKHbl ObITb 0OY4eHbI NpaBunam NpeaynpexaeHna NN ycTpaHeHna BNNSHUA CNY-
YaWHbIX aBaPUMN.

5.1.11 KOMNEeTEeHTHOCTb KaXaoro Nuua Ana BbINONHEHMA NPeaAnUCaHHbIX 00A3aHHOCTEN AOMKHAE ObITh
OLEeHeHa nocne oby4eHna n noaeepraTbca nepunoanyeckon npoeepke. NoBTOpPHOE OOBYYEHNE N NPOBEPKY Cne-
ayeT NPoBOAUTL MO Mepe HEOHBXOANUMOCTM.

5.1.12 TlepcoHan, ocylecTBNAWUA NPOeCCUOHANbHY IO OLEHKY NPaBUNbLHOCTU NCCcneaoBaHuUn, AonN-
X€H MMEeTb KaK COOTBETCTBYIOLLME TEOpETUYECKMNE N NPAKTNYECKUE OCHOBbLI, TaK U ONbIT. [1podheccnoHanbHoEe
cy)XaeHne MOXeET ObITb BbipaXXeHO KaKk MHEHUWE, MHTepnpeTauns, NPOrHo3, CMMynaunsa, Moaenb U 3Ha4YeHne
OOMKHO OTBEYaTb HALMOHaNbHbLIM, PErMOHaNbHLIM UMW MECTHLIM NMPpaBUNaMm.

5.1.13 llepcoHan aomkeH NpUHNMaTL y4acTue B perynapHoM npogeccuoHanbHOM YCOBEPLLUEHCTBOBA-
HUU UNU ApYrMx NPO¢PECCUOHANbHbLIX KOHTaKTaX.

5.1.14 KoHdmAaeHUMaNbHOCTb MHOPMALIMK, KacaloLeNCs NaUMEHTOB, AOMKHa cobniaaTbca BCEM
NepCOoOHanNoM.

5.2 lNomelwteHMA N yCNOBUA OKpyXKaloLlen cpeabl

5.2.1 Jlabopatopmna AomKHA MMeTb MOMELLEHMNE, NO3BONAKOLLEE BbINONHATL PaboTy, HEe yxyAallaa ee
Ka4yecTBa, NPoBOAUTL NpoLeaypbl KOHTPONSA KavyecTBa, obecneymnBaTb 6€30NacHOCTb NepcoHana n 0o6CNYXun-
BaHMA NaLUMEHTOB. 3aBeayloWwmmn nabopaTtopnen AonMNKeH onpeaenaTb aaekBaTHOCTb NOMeLLeHNnsA. Pecypchbl
OOMXHbI ObITb B KONNM4YeCTBE, HEOOXOAMMOM ANsA obecneydeHna AeaTenbHOCTN NabopaTtopun. MatepuranbHble
pecypcbl Nnabopatopun cneayeT XpaHnTb B PYHKLMOHANbLHO YAOOHbLIX N HAAEXHbIX YCNOBUAX. Takne xe ycno-
BUA AOMKHbI ObITb 0becneyeHbl ANA B3ATUA NEPBUYHbIX NPOO U nccnenoBaHUU B MeCTaX BHE MOCTOAHHOMO
pa3mMmelleHna nabopartopun.

5.2.2 [na obecneyveHnsa adhpekTmBHOMN paboTbl B Nabopatopun A0MXKHbI ObITb ONTUMN3NPOBAHLI YA00-
CTBa ANA COTPYOAHUKOB U CBEAEH K MMHUMYMY PUCK TPaBM U NpoddeCCUoHanbHbiX 3aboneBaHui. NaumeHThl,
COTPYAHUKN N NOCETUTENWN AOMKHbI ObITb 3aLMLLEHBI OT BO3MOXHbIX ONMAaCHOCTEMN.

5.2.3 B cny4ae npenocraBneHna MecTta Ana B3ATUS NEPBUYHBLIX NPOO AOMKHbI ObITb NPEAYCMOTPEHbI
KOMCOOPTHbLIE M YAOBHbIE NOMELLEHMA ANA NAUNEHTOB C ONTUManbHbLIMW YCNOBUAMKM ANS B3ATUSA NPOD.

5.2.4 YCTponNcTBO NoOMeLLeHnn NabopaTopnn n ycnoBus B HEN A0MKHbI CNOCOOCTBOBATL BbINOMHAEMbIM
3afnadam. OOCTaHOBKa B MOMELLEHNAX ANA B3ATUA Npob 1N ANa uccneaoBaHum He AOMKHA OTPULATENBHO BNK-
ATb HA pe3yNbTaThl UNK yXyaLWwaTh TpebyeMoe Ka4eCTBO NObIX U3MEPEHUN.

JTabopaTopHble NOMeLleHNs ANa nccneaoBaHUM AOMKHbI 0becneymBaTb MNPaBUNbHOE BbINONHEHME
ncenenoBaHnn. [1na aToro HeoH6Xo0ANMbI ICTOHHUKN SHEPTNKN, OCBELLIEHUSA, BEHTUNALMW, BOALI, yAANEHME OTXO-
0B N UCNONb30BaHHbLIX MaTepuanos N COOTBETCTBYOLME ycnoBua cpeasbl. JlabopaTtopua AomkHa pacnona-
raTb Npoueaypammn ana NpoBepKn OTCYTCTBUSA OTPULLATENBHOMO BNAHUA OKPYXXatoLLen cpeabl Ha NpoBeaeHne
cbopa npob n obopynoBaHue.

5.2.5 JlabopaTtopusa AonKHa OTCNEXNBAaTb, KOHTPONMPOBATbL U PErMCTPUPOBaTb YCNOBUSA OKPYXaloLLIEN
cpeAabl, Kak 3TOro TpedbyloT COOTBETCTBYIOLLME NPaBUNAa UM KOraa 3Tu yCnoBmna MOTyT NOBMUATL HA KAYECTBO
pe3ynbTaToB. [OMKHO BbITb YAENEHO BHUMaAHMNE BMONOrM4eCKon CTEPUNBLHOCTN, 3aMblINEHHOCTU, ANEKTPOMar-
HUTHLIM NOMEXaM, paguaunmn, BNaXXHOCTU, CHADXEHUIO INEKTPOIHEPrnen, TeMnepaTtype, YPOBHAM 3BYKa U
BMOpaLnN NPUMEHUTENBHO K COOTBETCTBYIOLLEN TEXHUYECKON AEATENBHOCTN.

5.2.6 [OMKHbI OblTb COOTBETCTBYIOLLMM 06Ppa3oM pasaeneHbl Te cekunm NnabopaTopumn, B KOTOPbIX OCY-
LLLECTBNAETCA AEATENbHOCTbE HECOBMECTUMbIX BUAOB. JOMKHbI ObITb NPeaAnPUHATLI Mepbl ANA Nnpeaynpexae-
HUA NePEeKpPeCTHOro 3arPAasHeHus.

lMpumepsbi — Koz20a uccnedoeaHus npedcmassissiom cobol onacHocmb (Hanpumep, Mukobakmepuosio2us,
pacuoHyknuoObI U m.0.); ko20a pe3ynbmambi pabombi Mo2ym 6bimb UCNIOPYEHbI U3-3a MO20, YMmOo OHa nposodum-
CA He 8 omOesIbHOM NoMeuwleHuUU, Kak npu aMnnugukayuu HyKneuHo8bIxX Kucsiom,; koa20a ors pabombsi mpebyem-
CS criokoUHas1 o6cmaHoe8ka, 6e3 omesiekarowux hakmopoea, Kak, Hanpumep, 0719 Yumonamosio2u4ecKko20 CKpu-
HUH2a; unu koada paboma mpebyem KOHMPOSUPYEeMOU cpeObl, Kak ON1st 6051bWUX UHPOPMaUUOHHbIX cucmeM.

5.2.7 [ocTyn K 30HaM, CNOCOBHbIM MNOBANATL HA Ka4eCTBO UCcneaoBaHnn, N NCNONb30BaHMUE 3TUX 30H
OOMKHbI ObITb KOHTPONUPYEMbIMW. [1NA OXpaHbl NPO0 N pecypcoB OT HECAHKLMOHUPOBAHHOIO AOCTYNAa AOMXKHbI
ObITb NPeaANPUHATLI COOTBETCTBYIOLLINE MEpbI.

5.2.8 Cuncrembl cBA3M BHYTPU NabopaTopnn AOMKHbI COOTBETCTBOBATbL Pa3Mepy U CNOXHOCTM YCTPOM-
CTBAa NoMeLleHna n 3cbpekTMBHOM Nnepeaade coodbLEHNN.

5.2.9 Heobxoanmoe npoCTPaHCTBO U yCNOBUA AOOMXKHbI ObiTb npeaocTtaBneHbl Ansa obecneveHus
COXpaHHOCTK nNpob, cnanaoB, rMCTONOrMYECKMX 6NOKOB, MUKPOOPraHM3MOB, AOKYMEHTOB, (hannoB, PyKo-
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BOACTB, 000OPYyAOBaHUA, peareHToB, NabopaToPHbLIX PacxoaHbIX MAaTEPNANOB, PErMCTPALMOHHbLIX XKYPHANOoB K
pPe3ynbTaToB NCCneaoBaHUN.

5.2.10 Pabo4aqa 30Ha OOMKHA coaepXaTbCa B YNCTOTE U nopsaake. XpaHEHNE N ynaneHmne OnacHbIX
MaTepnanoB AOMKHbI ObITb onpeaeneHbl COOTBETCTBYIOWMMU NpaBmnamn. Heobxoanmbl Mepbl ANa noaaep-
)KaHWUA COOTBETCTBYIOLLEro nopaaka B nadbopatopun. B aTnx Lenax AomKkHbl ObiTb OCYLLECTBNEHbLI COOTBETCTBY-
lowme npouenypbl U 0dyvyeHne nepcoHana.

5.3 JlabopaTopHOoe obopyaoBaHue

MpumMmeyaHune—[na uenen HacToALWEro cTaHaapTa B NOHATME «nabopaTtopHoe obopyaoBaHUE» BKNKOYEHb
npnbopbl, CTaHAAPTHbIE 00pa3Lbl, PaCXOAHble MaTepuansbl, peareHTbl U aHanUTUYeCcKne CUCTEMBI.

5.3.1 NabopaTtopma nonmkHa ObITb OCHALLEHA BCEMU NpeaMmeTaMmn obopyaoBaHus, TpebyonMMmnca Ans
oKa3saHua ycnyr (BKN4Yaa coop NepBnYHbLIX NPOO, NOAroTOBKY M O0DPaboTKy NPOHL, UCCNeaoBaHNA N XPaHEHNE).
B Tex cny4yaax, korga nabopatopma HyxXaaeTca B UCNONb30BaHNMM 0BOpyaoBaHUA, HAXOOALWEroca BHeE €€
NOCTOAHHOrO KOHTPONA, PYKOBOACTBO nabopaTtopun AOMKHO obecnednTb cobniogeHne TpeboBaHMN
HaCTOALWEro ctTaHaapTa.

[Tpn BbIGOPE 0O60PYAOBAHNSA B pacHeT AOMKHbI ObITb NPUHATLI Pacxoa HePrMn n byayiume oTxoabl (OXpa-
Ha OKpyKalLwen cpeabl).

5.3.2 lNpunycTtaHOBKE NNOBCEAHEBHOM NPUMeEHEHNN 000PYAOBaAHUE AOMKHO COOTBETCTBOBATL 3KCMNya-
TaUMOHHbIM TPeboBaHUAM M cneundunkaumnam BbIMONHAEMbIX C €ro UCNONb30BaHNEM UCCNENOBaHUNA.

PykoBoacTeo nabopatopun A0MXKHO pa3paboTaTtb NporpaMmmy, NpeaycMaTpuBatoLLYIO PErYNSAPHYIO NPO-
BEPKY U OLLEHKY KannbpoBKU N (PYHKLUMN NPpUOOPOB, peareHTOB N aHaNnUTU4eCKUX cUcTeM. Takxke AOMKHa ObITb
OOKYMEHTNPOBaAHa U OCYLLEeCTBNeHa nporpamma npodonnakTu4eckoro oocnyxnusaHna npnoopos (CM. 4.2.5),
COOTBETCTBYIOLLAA, KAK MUHUMYM, PEKOMEHAOALNAM NPON3BOANTENEN.

MHCTpYKUMM nponssoauTenen, onepaTtmBHbie PYKOBOACTBA UMW OOKYMEHTauua apyrmx BnMaoB MOryT
ObITb NCNONB30BaHbI ANA Pa3pPadboTKM TPEOOBAHMIA, COrMNAacOBaHHbIX C HAANEXaLUMN CTaHaAapTaMu, NN AnNs
YTOYHEHNA TPEDOBaHNN NO NEPUOANYECKON KannbpoBKe.

5.3.3 Kaxabin npeagmMeT 000pyaoBaHNA O0MKEH ObiTb NOMeYeH UNMU KaknM-T1o obpasoM maeHTUpun-
LUPOBAH.

5.3.4 [JomkHO ObiTb OPraHNW30BaHO BeAeHMEe AOKYMeHTaumu (NPOTOKONOB) MO KaXaoMy npeameTy
000opyaoBaHNA, NCNONbL3YyEeMOMY ANA BbINOAHEHMA UCCNeA0OBaHNW. DTN NPOTOKONbLI AOMKHbI BKNOYaTb B ceb4,
No MeHbLUen Mepe, cneayrLlee:

a) naeHTndbukaunio 0bopyaoBaHUS;

b) HauMeHoBaHME NPOM3BOANTENSN, TUN NAEHTUMPUKALMN N CEPUAHBIN HOMEP UNK APYIYIO NAEHTUHN-
Kauuio;

C) KOHTAKTHOE NULO NPOon3BoaANTENA N HOMEP ero TeneoHa;

d) paty nony4vyeHua v Aaty BBOAA B AENUCTBUE;

€) pa3melleHune B HacTosLee BpeMa, Npn HeOOXOAUMOCTH;

f) ycnoeusa npu nonydeHnn (Hanpumep, Hoeoe, bbiBllee B ynoTpebneHmnn nnn BOCCTaHOBNEHHOE);

g) WMHCTPYKUUN NPON3BOONTENS, €CNU UMEIDTCA, UNKU CNPABKY O MECTE UX HAXOXOEHNSA;

h) NPOTOKONbLI 3KCMNYyaTaUMOHHbLIX XapaKTepUCTUK 0DOpyaoBaHWA, noateepxaawwme nNpurogHoCTb
000opyaoBaHNSA K NCNONb30BaHUIO;

i) cerogHsilLLHee COCTOsIHUE N NNAaHMPOBaHUE NCNOMNb30BaHUA B byayuiem;

]} onucaHmne noBpeXxaeHna unn HapyLeHna PYHKLMOHUPOBaAHUA, MOaUdMKaLNn nnn peMoHTa 0dopyao-
BaHUS;

K) npeanonaraemyio AaTy 3aMeHbl, €CNY BO3MOXHO.

[TPpOTOKONbLI OLEHKN 3KCNNyaTaUMOHHbIX XapakKTepPUCTUK, YNOMSHYTbie B nepedncrneHnn h), AOmKHol
coaepxaTb KONuUn 3aknioueHnn/cepTndonkaTos 000 BCeX KanmbpoBKax n/mnn noepkax, BKNo4Yasa AaThbl, BpeMs
N pe3ynbTaTbl KCTUPOBKU, KpUTEPUU NPUEMNEMOCTN, AATY crieayioLllen KanndpoBkn n/unm NOBEPKK, a TakxKe
4YacCTOTY NOBEPOK MeXAy CePBUCHbLIM 0OCNYXNBaHMEM/KanNnnOPOBKON, COOTBETCTBEHHO, B LLeNAX NONHOMo Unu
4YaCTUYHOrO BbIMONHEHNA BCEX TUX TPEOOBaAHUN. HCTPYKLMN Npon3BoanTena MOryT ObITb NCNOMb30BaHbI ANS
YCTaHOBIMEHUSA KPUTEPUEB NPNEMMEMOCTU, NPOLLEAYP U YACTOTbI MPOBEPOK COCTOAHNSA UNN KAaNNBPOBKN/NoBEP-
KN, COOTBETCTBEHHO, UMW N TOrO N APYroro B LeNAX BbIMONHEHNSA MONHOCTLIO UNN YaCTUYHO 3TUX TPEOOBaAHU.
TN NPOTOKONbI AOMKHbI ObITb AOCTYNHbLI NPU BbiBOAE 000PYAOBAHMA U3 3KCnnyaTaunm unum B noboe apyroe
BpEMSA COrNacHO HOPMAaTUBHbIM UMW MPABOBLIM AOKYMEHTaM.

5.3.5 O6opyaoBaHne AOMKHO ObITb NICNONBL30BAaHO TONBLKO AONYLWEHHBIM K pab0oTe Ha HEM NePCOHANOM.
Lencreyowine NHCTPYKLMKU N0 UCNONb30OBAHMIO 0DOPYAOBAHMA U yX0AaY 33 HUM (BKNOYaa BCce NOcobuna n ykasa-
HUA N0 NPUMEHEHUIO, NPeaoCTaBNeHHbIe Npon3BoanTenem odopyaoBaHNA) AOMKHbI ObiTb NErKOAOCTYMHbLI
nabopaTopHOMY NepcoHany.
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5.3.6 ObopynoBaHne cneayeTt coaepXaTtb B ycnoBusax, obecneunBawllmx 6e3onacHyo padoTty. IT1o
KacaeTCs OLLEHKN 3NEKTPNYECKON BE30NaCHOCTH, YCTPONCTB IKCTPEHHOM OCTAHOBKN M 6e30nacHOoro coaepxa-
HUA 1N yAanNeHna XMMUKATOB, PaANOAKTUBHbLIX N BNONOMMYECKNX MaTepnanoB AONYLLEHHBIMY K 3TUM NpoLeny-
pPaM NuuUaMnN. TexXHU4ecKne ycnoBus NN MHCTPYKLUUW Npom3BoauTENEN, MU N TO N APYroe AOMXKHbI,
COOTBETCTBEHHO, ObITb NPUMEHEHDI.

5.3.7 TlpnobHapyxeHnn nedrekToB 000pyaoBaHne AOMKHO ObITb U3BATO U3 YNOTPEONEeHNA, HeTKO NOMe-
4YEeHO M PACNONOXeHO B COOTBETCTBYIOLLEM MeCTe A0 BOCCTAHOBNEHNA paboTOCNOCODHOCTN N AEMOHCTPaLnn
nyTeM KanndpoBKKW, NOBEPKU UNN UCMLITAHUA €ro COOTBETCTBMA KPUTEPUAM npnemMnemocTtu. Jlabopatopua
OOMKHA U3YUNTb BNUAHNE ODHApPYXXeHHOro aedekta Ha npeallecTeyolWmne nccnegoBaHmnsa U OCyLLECTBUTDL
npoueaypobl, ykasaHHble B 4.9. JlabopaTopua A0NXKHaA NPUHATL ONpaBAaHHbIE Mepbl ANA 0be33apaXnBaHus
obopyanoBaHUA Nepen ero UCNonNb3oBaHMEM, BOCCTAHOBNEHUEM pPaboTOCNOCOOHOCTN NN CAUCaHNEM.

5.3.8 lNepeyeHb Mep, NpeanpUHATBLIX ANA YMEHbLUEHNA 3arpasHeHns, AonXeH ObiTb NpeaocTasneH
nuuy, padoTtalemMy ¢ ICNoNb3oBaHNMEM AaHHOIo 0bopyaoBaHUA. J1abopaTopna A0MKHA METb Noaxoasilee
noMelleHne Ana BOCCTAaHOBNEHNA PaboTOCNOCOOHOCTM 0060PYAOBAHNS, 8 TaKXKe UMETb YCTPONUCTBA 3aLLUUThI
nepcoHana.

5.3.9 Jioboe obopyaoBaHne, HaxoasLleeca NoA KOHTPpoNem naboparopun n Tpedyollee KanndpoBKK
NN NOBEPKN, AOSMKHO OblTb NOMEYEHO NN NHLIM 00PAa30M KOAUPOBAHO, YTOOLI 0003HAYNTL COCTOAHNE Kanno-
POBKM NN NOBEPKN U AETY NPOBEAEHNA NOBTOPHON KANNBPOBKU NN MNOBEPKM.

5.3.10 Ecnu obopyaoBaHMe ObINO N3BATO U3-NOA HENOCPEACTBEHHOINO KOHTPONA nabopaTtopun, Noa-
BEPrHYTO PEMOHTY NNN TEXHNUYECKOMY 00CNYXMBAHMIO, NabopaTopuna nepen BO30OHOBNEHNEM paboT Ha HEM
OOMKHa yoeanTbca, YTo 060opyaoBaHME NPOBEPEHO N yAOBNETBOPUTENBHO (DYHKLUMOHUPYET.

5.3.11 Tlpn ncnonb3oBaHNM KOMMNbIOTEPOB NN aBTOMaTUYECKMX aHanNM3aTopoB Ansa cobopa, oopaboTku,
perncTpaunn, nepenaydmn, XpaHeHns nnnm Noncka AaHHbIX NCcneaoBaHMn nadbopaTopma AOMKHa obecneyunTb
cnepyoulee:

a) KOMMbOTEPHbIE NPOrpamMmmbl, BKNOYaA BCTPOEHHbIE B OOOpYyaAOBaHUE, AOMKHbI ObITb AOKYMEHTNPOBA-
Hbl N OLLlEHEHbI KaK NPUroaHble ANA NCNONb30BaHUS;

b) AOMXKHLI ObITb Pa3paboTaHbl N BHeAPEHbI Npoueaypbl 4NAa 3aWnTbl COXPaHHOCTU A3HHbIX B NKOOoE
BpeMs;

C) KOMMbIOTEPLI M aBTOMATNYECKOE 000PpYyAOBaHNE AOMKHbI COAEPKAaTbCA TakUM 00pa3oM, YTOObI ObINo
obecnevyeHo nx HopmMmanbHOE PYHKUMOHNPOBaHUE U OblNK CO3AaHbl YCNOBUA OKPYXKaKLWEN cpeabl n onepaTmBe-
HOW PaboTbl HA HNX, HEODXOANMbIE ANA COXPAHEHNSA B LLENOCTHOCTU AAHHbIX;

d) KOMNbIOTEPHbIE NPOrPaMmMbl N YCTAHOBNEHHbLIW NOPAAOK AOMKHbI 0becnevnBaTb 3aLlLUNTY OT HECaHK-
LMOHWUPOBAHHOrO AOCTYNa, OT NOBPEXAeHUN U pa3pyLlieHna cny4anHbiMMU nnn He AoNYyLWEHHbIMN K paboTe Ha
KOMMNbIOTEPaX NULAMN.

CM. Takke npmnoxeHue B.

5.3.12 B nabopatopun OOMKHbI ObITb NpPeaycMOTPEeHbl npoueaypbl ana 6esonacHoro obpalleHus,
TPaHCNOPTUPOBKU, XPaHEHNA N NCNONbL30BaHUA 00OPYAOBaAHNA, ANA NPeAOXpPaHeHUa ero OT 3arpA3HeHna u
nop4n.

5.3.13 [lna cny4yaeB NOBbILWLEHNA 3HAYEHUN KanMOPOBOYHbLIX (rpaaynpoBOYHbIX) KOI(PULNEHTOB B
pe3ynbTate KanndpoBKkM NabopaTopna A0MKHA NpeayCMOTPeThb NpoLeanypbl, odbecnevnsarLme oOHOBNEHNE
NoNpPaBOYHbIX KOIWPULNEHTOB.

5.3.14 O0opyanoBaHue, BKNOYaa KOMMNbIOTEPbI U KOMMbIOTEPHbIE NPOrpamMMbl, CTaHAAPTHLIE 00pa3Lbl,
pacxodHble MaTepuans.l, peareHTbl N aHanNUTU4YeCcKne CUCTEMbI, A0MKHO ObITb 3aLMLLEHO OT NONPAaBOK U NOA-
OenokK, KOTopble MOryT NCKa3uTb pe3ynbTaTbl UCCNneaoBaHUN.

5.4 lpeaHanuTnyeckune npoueaypsbl

5.4.1 dopma 3anpoca Ha nccneaoBaHme AoMKHa coaepxatb MHOPMaLUMIO, AOCTATOMHYIO ANA NOEHTH-
hrkaumm naumeHTa n 3anpalmBaloLLLErO UccnegoBaHne NuLa, a Takke COOTBETCTBYIOLLME KNUHUYECKNE NaH-
Hble. [JormKHbI ObITb Y4TEHbI HALMOHANbHbIE, PETMOHAanNbHbIE N MECTHLIE NPaBUNA.

B doopmy 3anpoca Ha bymare nnum B aNeKTPOHHOM Bnae AOMKHbI ObITb BHECEHbI, MO KPanHen mepe, cneay-
IOLLIME A3HHbIE:!

a) NaeHTUMPUKaLUnA NaLNEHTA;

b) nMannnunHaa naeHTNPUKaUMOHHaA NHOPMaLUA O Bpaye Unnm nHOM nNuie, 3aKOHHO UMEKOLLIEM NPAaBOo
3anpawmBaTtb nccnegoBaHne Unu Ncnonb3oBaTb MeOULMHCKYIO MHPOPMALUMIO, 8 TaKKe MEeCTO Ha3Ha4YeHus

ana cooblleHua pe3ynbTaTta; agpec 3anpawnBalowero uccneagoBaHue Bpayvya AonKeH ObiTb COCTaBHOW Yac-
Tbo POPMbI 3aNPOCa;

C) TMN NepBUYHON NPOOLI NN aHaTOMNYECKOE MECTO B3ATUA 00pasLa;
d) 3anpawmBaemMoe UccneaoBaHNE;
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e) KNnHmn4eckaa nHpopmaumna 0 0ONbHOM, BKNOYAA, KAK MMHUMYM, NON U A3TY pOXAEeHMs, ANA Luenen
NHTepNpeTaLunu;

f) nata n Bpems B3ATNA NEPBUYHOWN NPOObLI;

g) AartauBpemMsa nonyvyeHmns npodbbl B nabopaTtopumn.

Bua dpopmbl 3anpoca (3NEKTPOHHLIN nnNn Ha Bymare) n crnocob cooblieHna 3anpoca B NabopaTopuio
OOMKHbI ObITb COrNacoBaHbl C NONbL30BaTENAMU NA0OPATOPHbLIX YCAVT.

5.4.2 CneunanbHble NHCTPYKLWW MO B3ATUIO NEpPBUYHON NPOOLI N 00paLLeHNIO C HEW AOMKHbI ObITh AOKY-
MEHTUPOBAHbLI, BBE€AEHLI B AEUCTBUE PYKOBOACTBOM Nabopatopun (cMm. 4.2 .4)nnepenaHbl NULaM, OTBETCTBEH-
HbIM 33 B3ATUE NEePBUYHOWN NPOObLI. ITU UHCTPYKLUMMN AOMKHbI ObiTb BKNOYEHbLI B PYKOBOACTBO MO B3ATUIO
nepBUYHOWN NPODLI.

5.4.3 PykoBOACTBO MO B3AaTUIO NepBUYHON NPOOLI AOMKHO BKNIOYaTb B ceba cneayollee:

a) KoM Nnu CCbINKKU Ha:

1) nepeveHb NpeanaraeMbix NadbopaToPHbIX UCCNneaoBaHUN,

2) cooTBeTcTBYIOWME POPMbI, €CNUN NPUMEHAIOTCA,

3) MHOPMaLUUIO UNN MHCTPYKLUM ONA NauneHTOB OTHOCUTENBbHO UX COOCTBEHHON NOAroTOBKU Nepen
B3ATUEM NEPBUHHON NPOOHLI,

4) nHdpopmMauunio Ana Nonb3oBatenen NadbopaTopHbIX yCcnyr N0 MeAULMHCKUM NOKa3aHUAM M BbIDOPY
OOCTYNHbLIX NPOLLEAYP;

b) npoueaypbl ANA:

1) noAroToBKN NAaUMEHTa (HanpumMep, MHCTPYKLMN ANSA BpavYen n MeANLMHCKUX NPoLEeaYyPHbIX CECTEP),

2) naeHTudunKaLmmn nepsnYHon npoobbl,

3) B3aTMNA NepBUYHON NPObLI (Hanpumep, pneboToOMUA, NYHKLMA KOXN, KPOBb, MOYa 1 Apyrne omonorm-
YeCKne XXNaKoCTN) ¢ ONUcaHneM KOHTEMHEPOB ANA NeEPBUYHON NPOObLI N HEODXOANMbIX 00OABOK;

C) WHCTPYKLMW NO:

1) 3anonHeHuo hopMbl 3anpoca Ha bymare nnu B aNEKTPOHHOM BMae,

2) TMny n ob6bemMy NnepBn4HOUN NPOOLI, KOTOPAaA A0NXKHA ObiTh B3ATA,

3) TOHYHOMY BPEMEHMW B3ATUA, €CNKN 3TO TpebyeTcs,

4) nobbIM crieunanbHbIM TPEBOBAHNAM ObpaLLEHNS C NPODON MeXay BPpEeMEHEM B3ATUA U BPEMEHEM
00CTaBKn B Nabopatopuio (TpeboBaHMA K yCNOBUAM TPAHCNOPTUPOBKU, OXNaXaeHue, corpeBaHne, HemeaneH-
Haa AOCTaBka uT.a.),

5) MapkmpoBke nepBUHHON NPODLI,

6) KNnHU4eckon nHopmauun (Hanpumep, AaHHLIM O BBEAEHUN NEKAPCTBA),
) NO3NTUBHON MAEHTUOUKALUUN, B AeTaNAX, NALUMEHTa, Y KOTOPOro B3ATa NepeuyHaa npoba,
) perucrpaunmn nmua, B3aBLUErO NEPBUYHYIO NPOOY,
) 6e3onacHOMY yaaneHuio MaTepmanos, UCNONb30BaHHbLIX ANA B3ATUA NepBUYHOW NPOOLI;
) MHCTPYKLMK NO:
) XpaHeHUo nccneayemblx npoo,
) BPEMEHHbIM MHTEPBaNaM ANgd 3anpallmBaeMbiX A0MNONHUTENBHLIX NCCNEAOBaHUN,
) AONOMHUTENBbHbLIM NCCNEAOBAHUAM,

4) NOBTOPHbIM UCCNEAOBaHUAM, Bbi3BaHHbIM aHaNUTU4ECKUMM HeaocTaTkamMn unn AanbHeulnmn
nccneaoBaHUAMU TOW XKe NepBUYHON NPOODbI.

5.4.4 PykoBOoACTBO NO B3ATUIO NEPBUYHON NPOOLI AOMKHO ObITb AOKYMEHTOM CUCTEMbl MEHEOXKMEHTA
kadecTBa (CM. 4.3.1).

5.4.5 llepBnyHasn Npoda AoMKHA ObITb NPOCNeXeHa Ha OCHOBAHNKU (hOPMbI 3anpoca A0 NAEHTNHOULNPO-
BaHHOro nauneHTa. [NepBryHble NPoOLI 6€3 He0OX0ANMMON MAEHTUPUKA LN HE AOMKHbI ObITb NPUHATLI N OBpPa-
O0TaHbI B NabopaTtopumn.

B cny4aax HeveTkon ngeHTupunkaumm nepsnuHHON Npobdbl NN HECTAabUNBLHOCTU aHANUTOB B NEPBUYHON
npobe (CNMHHO-MO3roBas XNAKOCTb, BMONTAT U T.4.) U HEBO3MOXHOCTUN NOBTOPEHNSA B3ATNA NPOOLI UNN KPUTK-
4eCKOro COCTOAHUA NauneHTa nabopaTopua MOXeET nccneaosaTtb NPodyY, HO He BblAaBaTb Pe3ynbTaT A0 TeX
nop, NOKa Ha3Ha4YMBLLIMK NccneaoBaHne Bpayvy nnu nuuo, dbpasllee NepBUYHYIO NPODY, HEe BO3bMET Ha cebs
OTBETCTBEHHOCTb 33 naeHTUunKaLumnio Npobbl UNK 3a NpenocTaBneHne HeodbxoaANMON MHOOPMALIMN, UM U TO U
apyroe, n B TAKOM crnyyae noanncb NULa, B3ABLUErO OTBETCTBEHHOCTL 338 MAEHTUOUKALNIO NEPBUHHON NPOOLI,
0OMKHa ObITb BHECEHA B hOpMY 3anpoca. Ecnu 3tn TpeboBaHUA N0 KAKMM-NNMOO NPNYMHAM He OblNN BbIMOMNHE-
Hbl, OTBETCTBEHHOE NNLO AOCMXHO ObITb YKa3aHO B 0T4YeTe 00 nccneaoBaHumn, ecnv oHO ObINO NpoBeaeHo. Npo-
Obl, OCTaBNEHHbIE ANA AanbHENLINX MCCNeAOBaAHMW (HAanNnpuUMEpP, HA BUPYCHblE aHTUTENna, MeTabonuThl,
OTHOCALLUMECSH K KMTMHUYECKOMY CUHAOPOMY), TaKKe AOMKHbI ObITb MAEHTUHNLIMPOBAEHDI.

5.4.6 JlabopaTtopuna A0MKHA OTCNEXNBATL TPAHCNOPTNPOBKY NPOO B NabopaTopuio Tak, YTOObL!I OHM ObINK
OOCTaBNEHbI:

WN =20 © 0~
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a) BnpenenaxBpeMeHn, COOTBETCTBYIOLLEro NpUpoae 3anpallinBaeMoro uccneaoBaHnan CoOOTBETCTBY-
loLEN NAaboPaTOPHON ANCLIMMNNNHDI;

b) BNpeaenax TeMnepaTypHOro MHTepBana, yka3aHHOoro B PykoBoacTBe No B3ATUIO NEPBUHHOW NPOOLI U
npeaHa3Ha4YeHHOro Ana obecnevYeHns cCoXpPaHHOCTM NPODOLI;

C) cnocoboMm, KOTOpPbIN 0becnevnBaeT 6€30NacHOCTb ANSA NepeBO3vnKa, 00LLIEeCTBa U NONYyYaoLWEN NPO-
Oy nabopaTtopunn, B COOTBETCTBUM C TPEOOBaAHUAMN HALIMOHANMNbHbLIX, PEMMOHANbHbLIX NN MECTHbLIX NPaBUN.

5.4.7 Bce nony4eHHble NepBUYHbIE NPOObLI AOMXKHbI ObITh 33aPErNMCTPUPOBaHLI B XXYpPHane npmema, pabdo-
YMX TETPAAAX, KOMNbLIOTEPE NN NHOW CPABHUMON cUcTeMe. [lata n BpemMa nonyyveHna npoodbl, Kak U AaHHbIE O
nuue, NpuHABLLEM NPOBDY, AONXHbLI ObITh 38aPErMCTPUPOBAaHDI.

5.4.8 Kputepum ananpuemamnnn otkasa B npneme NepBrUYHbIX NPO6 A0MNXHbLI ObITh pa3padboTaHbl N AOKY-
MEHTAanNbHO OPOpPMNEHLI. ECNN NPMHATE COMHUTENBLHAA NPOoba, B OKOHYAaTENBLHOM OTYETE 06 nccneaoBaHnm
NOMKHa ObITb YKa3aHa NpuYnHa COMHEHUA U OTMEeYEHA HeObXOAMMOCTb CODNIDAEHNA OCTOPOXKHOCTU MPU
NHTepNpeTauun pesynbTaTa.

5.4.9 Jlabopatopunsa Ao0NXKHA Neprnoanveckmn nepecMaTpnBaTb TPeOyeMble 00 BbEMbI NPOO BEHO3HON KPO-
BU, YTODbI HE AONYCKAaTb B3ATUA HEAOCTATOUHbLIX NN U3NNULLHNX 0O BHEMOB NPOD.

5.4.10 YNONHOMOYEHHLIN NEPCOHaN AOMKEH CUCTEMATUYECKN NepeCcMaTpPuBaTb 3anpochl N NPodbl K
pelwaTb, Kakne nccnegoBaHnsa n KAKMUMMU MeToaamMm AOMKHb! ObITb BLINONHEHD!.

5.4.11 JlabopaTopuna A0MNKHA UMETb AOKYMEHTUPOBAHHbIE NPOLLeAYPbI ANA NPUeEMa, MapKUPOBKKN, 0bpa-
OOTKU N COODLLEHNA PE3YNLTATOB B OTHOLLEHMN TEX NEPBUYHLIX NPOD, NoNy4YaeMbiX NnabopaTopuen, KOTopbIe
NOMeYEHbI KaKk HEOTNOXHbIE. ITU NpoLeAypPbl AOMKHbI coaepXaTbk AeTann crneunanbHON MapKUPOBKN POopM
3anpoca n nepBnYHbLIX NPO0, MEXaHN3M Nepenayn NepBNHHON NPOOLI B 30HY nccNenoBaHnN, cCNOcobbl UX ObICT-
pon 06paboTKN, KOTOPbIE ACNXKHLI ObITb NCAONBL30BAaHbI, U CNELNanbHbIE KPUTEPUN OTHETHOCTM.

5.4.12 Tlopunn, otaeneHHble OT NPOO, AONXKHLI ObITb NPOCNEXEHbI A0 NEPBUHHON NPOOLI.

5.4.13 JlabopaTopuna AomKHA UMETb MMCbMEHHO OPOPMMEHHbLIN NOPAAOK YCTHbIX 3anpOCOB HA UCCNENO-
BaHWUA.

5.4.14 TlpoObl AOMXKHbI XPaHUTLCA YCTAaHOBNEHHOE BPEMA B YCNOBUAX, 0becneymBalomnx ctadbunb-
HOCTb CBOWUCTB NPOO bl U BO3MOXHOCTb MOBTOPHOMO NCCNneaoBaHmns Nocne coobLeHNA pe3ynbTaToOB NN A0ONOnM-
HUTENbHbIX NCCNEAOBaHUN.

5.5 AHanuTuyecKkue npoueaypbl (MeTOANKN)

[TpumMedaHune— HekoTopble HUXecneayLwne NoNoXKeHNsa MoryT 6bITb NPUMEHUMbI HE BO BCEX ANCLUMNUHAX
nabopaTtopHON MeaANLINHBI.

5.5.1 JlabopaTtopua [O0MKHa wWCNONb30BaTb aHanUTU4Yeckme npoueaypbl (MeToaMKW), BKNHOYaSNA
BblOOP/B3ATHME NOPUMN NPOOLI, KOTOPble OTBEYAT NOTPEDOHOCTAM NONb30oBaTENen NabopaToPHbIX YCNYr U
COOTBETCTBYIOT CYLUHOCTU nccnenoBaHus. NpeagnoyteHne AOMKHO ObiTb OTAGHO TEM MeTOAMKaM, KOTOpble
npuBeaeHbI B yTBEPXAEHHbIX/PEKOMEHAOBaHHbIX y4eDHUKaX, MPU3HAHHbIX XXYPHANbHbIX CTATbAX UMW B MeXay-
HapPOAHbIX, HALMOHAMNbHbLIX NN PEMMOHANbHbLIX HOPMaTUBHbLIX AOKYMeHTaX. Pa3zpaboTaHHble B AaHHON Nabo-
patopyum MeToaAMKW, B cnydyae nNPUMEHEeHUA, AOOMKHbl MNOMNyyYNTb MNOMHOCTBID AOKYMEHTUPOBAHHOE
noATBEPXKAEHWE NPUroAHOCTU ANA NpeanonaraemMoro NCNonb30BaHUS.

5.5.2 JlabopaTtopuna AomkHa Ncnonb3oBaTb TONBLKO T€ METOAMKKW, KOTOPbLIE NONYy4YMNY NOATBEPKAEHNE
NPMroaHOCTU Npoueaypbl aHanus3a Ana npegnonaraeMoro Ncnonb3oBaHusa. NoareepkaeHne AOMKHO ObIThb
HaCTONbKO TWAaTeNbHbIM, HACKOMbKO 3TOro TpebyeTt npeaHasHaveHne uccneaosaHna unn oonacTb UCNONb30-
BaHuA. JlabopaTopmna AONXHa 3apermcTpupoBaTbh NONYYEHHbLIE PE3YNbTAThl U METOAMKN, UCNOMb30BaHHbIE
ana noaTBepXaeHns.

MeToabl n npoueaypbl, U30paHHbIE ANA NPUMEHEHNSR, AOMKHbI ObITb OLLEHEHbI U AOMKHbI NPOAEMOHCTPU-
POBaTb YAOBNETBOPUTENLHbIE PE3ynbTaThl Nepea nx NCNoNb3oBaHUEM ANA MEOULMHCKNX NCCneaoBaHUN.
PaccMoTpeHne MeToank 3aseayowmm nabopatopuen nnn HazHavyeHHbIM UM NULLOM AOMKHO OCYLLIECTBNATLCA
Kak nepBOHa4YanbLHO, Tak n nepmnognyeckn (00bIMHO exeroaHo). Pe3ynbTaTbl TAKOro pacCMOTPEHUA OOMKHbI
ObiTb AOKYMEHTUPOBAHDI.

5.5.3 Bce meToankn AomkHbl ObITb OPOPMMEHbI B BUAE NOKYMEHTOB, KOTOPbIE AO0MKHbI ObITb AOCTYMHbI
Ha paboynx MecTtax COOTBETCTBYIOLLEMY NEPCOHaNY.

[OKYMEHTBI NO METOAMKAM N HEODXOANMbIE MHCTPYKLUMN AOMKHbI ObiTb N3NOXEHbI HA OOLLIENPUHATOM
A3blke NepcoHana nadbopaTopuu.

KapTO4YKM C TEKCTOM NN NoA0BHbIE UM POPMBI, B KOTOPbLIX CYMMUPOBaHAa KNoYeBas MHpopMaLuna, MOryT
ObITb NCNONBL30BaHbI HA PaboYNX cTONax ANsa ObICTPON OPUEHTALMN, OAHAKO NONHOE CoOaepPKaHNE NHCTPYKLMN
OOMKHO OblTb AOCTYMNHO NMPU HEOCOXOAUMOCTU NonNyvyeHUa cnpaBkn. CoaepkaHne KapTodek unm noaobHbIX
dopM AOMKHO BbITb NOEHTUYHBIM NONHOMY COAEPXKAHNIO NHCTPYKUMKN. BCe NoAOOHbIE COKpaLLlEHHbIE 3aMUCK
npoueayp A0MKHbI ObITb HaCTbIO CUCTEMbI YAPaBNEHNA OOKYMEHTaLUNEN.
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MeToankn AoMKHbI ObITb OCHOBAHbI HA MHCTPYKLUMAX NO MPUMEHEHMIO (HanpUMepP, BNOXKEHHbIX B YNAKOB-
K1), HANUCaHHbIX NPON3BOANTENAMU, NPU YCNOBUN, YTO 3TU MHCTPYKLMU COOTBETCTBYIOT 5.5.1 1 5.5.2 nonncel-
BaOT METOAMKU TAK, K&K OHN AOMKHbI ObITh BbIMOMNHEHbI B NabopaTopun, n NpeacTaBneHbl Ha A3bIKe, MOHATHOM
nna nepcoHana nabopartopun. J11l0060e OTKNOHEHME AOMKHO ObITh PAacCMOTPEHO U AOKYMEHTUPOBAHO. [lonon-
HUTENbHAaA NHPOPMALIMA, KOTOPaA Morna bbl NOTPEebOBAaTLCA ANA BINONHEHNA NCCNEAOBAHNA, TAKXE AOMKHA
ObITb AOKYMEHTUPOBaHa. Kaxxaaa HoBas Bepcna Habopa ananccnenoBaHns co 3Ha4YnTENbHbIMN N3MEHEHNAMMN
peareHToB UnNn npoueayp AoKHA ObiTb NPOBEpeHa B OTHOLLEHNN €€ SKCNNyaTauMOHHbIX Ka4eCTB N NpUroa-
HOCTU OANSA npeanonaraemoro npumeHeHna. Bce metoanyeckme nameHeHUa AOMKHbI OblTb AaTUPOBaHbI U
pa3pelleHbl K NCNONbL30BaHUIO Kak Ntobaa apyrasa npouenypa.

B AononHeHne K AOKYMEHTanbHOMY KOHTPOMO UAEHTU(PUNKATOPOB AOKYMEHTALNA AOMKHA BKNOYaTb B
cebsa cnenyoulee:

a) uenbnccneaoBaHus;

b) npuHUMA METOAUKN, UCNONBL30BAaHHON ANA NccneaoBaHUS;

C) XapakTepuUCTUKM (Hanpumep, NMHENHOCTb, NPELUN3NOHHOCTb, TOYHOCTDb, BbipaXXeHHas Kak Heonpeae-
NEeHHOCTb N3MepeHNaA, Npeaen 0OHapyXeHns, UHTepBan N3MepeHna, NPaBUNbHOCTL U3MEPEHURA, aHANUTUYEC-
Kaa YyBCTBUTEMNBLHOCTb U aHaNNTN4Yeckaa cneunpunyHHoOCTb);

d) cuctema, U3 KOTOPOU B3ATa NepBUYHAA Npoba (HanpuMmep, NNasma, CbIBOPOTKA, MO4a);

€) TN KOHTENHepa n 0obaBoK;

f) Tpebyemoe 0bopynoBaHUE N PEAreHThI;

g) KanmbpoBO4Hble NpoLeaypbl (MeTponorndeckasa NpocneXxmBaeMocCTb);

h) 3Tanbl METOAUKM;

1) npoueaypbl KOHTPONA Ka4eCTBa;

]} noMexu (Hanpumep, N(MNemuna, reMonus, oUNNPYoUHeEMNA) U NepeKpPeCcTHbIe peakunu;

K) meToankmn pacyeTa pe3ynbTaToB, BKNOYaa HeonpeneneHHOCTb N3MepPEHNUS;

l) Guonorunvyeckne peepeHTHbIE NHTEPBANDI;

m) coobLwaeMble B OTYETAaX UHTEpPBAanNbl Pe3ynNbTaToB UCCNEa0BaHUN;

nN) TPEBOXHbIE/KPUTUYECKMNE 3HAYEHNS, €CNN 3TO HEODXOANMO;

0) nabopaTtopHaa MHTepnpeTauns;

P) NpepocrepexeHne ob onacHoOCTAX;

() NOTeHUuManbHble UCTOHYHMUKN OTKNOHEHUN.

MeTtoankn MoryT ObITb NpeaAcTaBNeHbl B 3NEKTPOHHON OOpMe, eCNN OHU COAEPXKAT YKa3aHHYIO BblllE
nHpopmaumnio. TpeboBaHMA NO ynpaBNeHNO AOKYMEHTaUMEN NPUMEHUMbBI N K AOKYMEHTaM B SNEKTPOHHOM
dopme.

3aseayrowmn nadbopaTtopmen OTBETCTBEH 33 NMONHOTY U TWAaTeNbHYI0 NPOBEPKY coAepKaHNa MeToaUK
nccnenoBaHun.

5.5.4 XapakTepuncTuUkKn BbINONHEHNA ANA KaXXA0W npoueaypbl, Cnonb3yeMon B UccneaoBaHun, AOMKHDI
COOTBETCTBOBATbL NPpeAHa3Ha4YeHUNIO 3TON NpoLeaypsb!.

5.5.5 buonorn4veckne pedepeHTHbie UHTEpPBaNbLI cneayeT nepnoanyveckn nepecMmaTpmBaTtb. Ecnn nabo-
paTopua nMeeT OCHOBaAHUA NONAaraTthb, YTO AaHHbIU pedoepeHTHbIN MHTEpPBanN 00NbLUE HE COOTBETCTBYET pedoe-
PEHTHON NONYNAUMK, AOMKHbI ObiTb NPeanpPUHATLI UCCNeaoBaHNA C AanbHEUWMMK, NPU HEODXOOUMOCTMN,
kKoppekTusamu. NepecMoTp dBuonornyecknx pedepeHTHbIX MHTEPBANOB TakKXe O0MKEeH UMEeTb MEeCTO, Koraa
nadopartopunsa naMeHaeT aHanuTu4eckne U npeaHanuTuyeckme npoueaypsol.

5.5.6 JlabopaTtopma AOMKHA UMETb NepeveHb NMPUMEHAEMbIX aHANUMTUYECKMX npoueayp (MeToauk),
BKNOo4aA TpeboBaHnA K NnepBUHHbIM NPOdaM N COOTBETCTBYIOLLNE XaPaKTEPUCTNKN N TPeDOOBaHNSA K BbINOMHE-
HUIO CcneaoBaHnn, AOCTYNHbIE NONL30OBATENAM NAaboPATOPHLIX YCNYI NO UX 3anpocCy.

5.5.7 Ecnn nabopaTtopua npeanonaraet N3MeHUTbL aHaNUTUYECKNE npoueaypbl TakKMMm obpasom, 4YTo
pe3ynbTaThl U UX NHTEPNPETAaLNA MOrnn bbl CYLLECTBEHHO U3MEHUTBLCS, 3TU N3MEHEHUA A0 UX BBEAEHNSA OOMXK-
Hbl ObITb OO BACHEHLI NONL30BaTENAM NAOOPATOPHLIX YCNYT B MTMCbMEHHON hopMe.

[TpnumMmedvyaHUne—3I3Tn TpedoBaHNUA MOryT ObITb AOMNONHEHBbI pasnUYHbIMKU cnocobamu B 3aBUCUMOCTU OT MECT-
HbIX YCNOBWUW, BKNKOYAA pacChinky NMcem, UCNonb3oBaHne NabopaTopHbIX U3AaHUA MNK YaCTb CaMnX COODLLEHUI O pe3ynb-
TaTax.

5.6 ObecneyvyeHMne Ka4yecTBa aHaNUTUYECKUX Nnpoueayp

5.6.1 JlabopaTtopma NOoMKHA pa3padboTaTb CUCTEMY BHYTPMNAOOPATOPHOroO KOHTPONSA KA4YECTBA, KOTO-
paa obecrneunBaeT nogaepXkaHme TpedbyeMoro KadectBa pe3ynbTaTtoB. BaXHO, YTOObLI CMCTEMA KOHTPONS
npenocTaBnaAna NePcoHany NPocTyio, ACHYO U MOHATHYIO MHPOPMALIMIO, HA KOTOPOW OCHOBLIBAKTCSA TEXHMW-
4yecKkne n MmeanumnHckme pewleHns. Ocoboe BHMMaHue A0MKHO ObITb yAeneHO UCKMIOYEHMIO OLULMOOK B NpoLecce
0bpadboTkm Npob, 3anpPocoB, aHANN30B, OTYETOB O pe3ynbTaTaxn T.Aa.
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5.6.2 JlabopaTtopusa AomkHa YCTaHOBUTb DaKTNYECKY0 U BO3MOXHYIO HeonpeaeneHHOCTb Pe3ynbTaToBb.
LonmxHbl 6bITb NPUHATBI BO BHUMAHUE BaXXHbI€ KOMMOHEHTbI HeonpeaeneHHOCTN. ICTouHnkaMmn HeonpeneneH-
HOCTU MOryT ObITb B3aTHe NPOH, NoAroToBKa Npob, 0TOOP Nopumn Npob, KanndbpaTopbl, CTAHAAPTHbIE 0Opa3LUbl,
NCNonb3yemoe 000opyaoBaHue, yCNoBNA OKPYXaloLen cpeabl, yCnoBua B3ATUA NPobbl, CMeHa onepaTopa.

5.6.3 lporpamma KannbpoBKN CUCTEM N3MEPEHNSA U NPOBEPKN NPaBUNBHOCTM AOMKHA BbITb COCTaBnNe-
Ha N BbINONHEHA Tak, YTObbl OblNa obecneyeHa npocnexneaeMocTb A0 eanHuy CY nnn nytem cpaBHEHNA C
PUN3NHECKUMM KOHCTAHTaMK, UNn APYrMM YCTAHOBNEHHLIM CNOCOOOM. Koraa HM oamH n3 3Tnx cnocoboB HEBO3-
MOXEH, AOMXHbI ObITb NCMONBL30BaHbLI APYrve CPeacTBa YCTAHOBNEHNA AOCTOBEPHOCTU Pe3yNbTaToB, BKNOYad
cneaylowme:

a) y4dacTue B COOTBETCTBYIOLLEN NporpaMmmMme MexnabopaTopHbIX CANYEHWUN;

b) ncnonb3oBaHne COOTBETCTBYIOLLMX AaTTECTOBAHHbLIX CTAHAAPTHLIX 00Pa3LOoB;

C) nccnepoBaHue nnn kanndbpoeka NO MHOW METOAMKE;

d) OTHOLWEHME n3MepeHN B3aMMOCBA3aHHbIX BENUYNH;

e) B3aMMHO€E COIrmacoBaHne sTanoHoB Ui MeETOO0B, KOTOPbIE HETKO YCTAHOBIIEHDbI, OXaPaKTEPN3OBAHDbI
N B3aNMMHO NPpU3HaHbl BCEMU CTOPOHAMMW,

f) NOKYMEHTaUnA AaHHbIX OTHOCUTENBHO PEareHTOB, METOANK UNN aHANNTUYECKUX CUCTEM, CBEAEHUSA O
NPOCNEXNBAEMOCTUN KOTOPbIX MPENOCTABNEHBI MOCTABLLUMKOM UNN NPON3BOAUTENEM.

5.6.4 JlabopaTtopuna AoMKHa y4aCcTBOBaATb B MeXNabdopaTOpPHbIX CANYEHNAX, OPraHN30BaHHbLIX CUCTEMA-
MW BHELLIHEWN OLLEHKN Ka4eCTBa. PyKOBOACTBO NabopaTopmmn A0OMKHO OTCNEXMBATL PE3YNbTaThbl BHELLHEW OLEH-
KW Ka4ecTBa M y4acTBOBATb B MPOBEAEHUN KOPPEKTUPYIOLLIMX AENCTBUN B CNy4asaX, KOraa KOHTPOMbHbLIE
KpUTEPUUN HE AOCTUMHYTLI. [TporpaMmmbl MexnadbopaTopHbIX CANYEHUN AOMKHLI B OCHOBHOM COOTBETCTBOBATb
yCcTaHoBNeHHbIM TpeboBaHnam (MCO/MI3K PykosoacTteso 43-1).

[TporpaMmbl BHELLHEN OLEHKN Ka4eCTBa A0MNXHbl, HACKONbKO 3TO BO3MOXHO, YCTaHaBNUBAaTb KNMMHNYECKN
BaXXHbl€ 3321341, KOTOPbIE UMUTUPYIOT NPOOLI NALMEHTOB U NO3BONSAIOT OLLEHUTbL BECb aHANUTUYECKUN NPOLIECC,
BKMOYaA Npe- U NOCTaHaNnnTU4eckne npoueaypsl.

5.6.5 Ecnun HeT yTBEpXKAEHHON NPOrpaMmMbl MEXNabopaTopHLIX CNNMYEHUN, B NabopaTopun AOMmKeH
ObITb pa3paboTaH MeEXaHN3M onpeaeneHna NPUEMNEMOCTN METOANK, KOTOPbIE HE OLLlEHEHBI MHLIM 0Bpa3oMm. 1o
BO3MOXHOCTU B 3TOM MEXaHM3Me AOMXHbl ObiTb UCMONb30BaHbI MATepransl Mo odbMeHy npodbammn ¢ apyrown
nabopaTtopnen. PykoBoacTBO nabopatopun AOMKHO OTCNEXNBATbL Pe3ynbTaTbl MEXNabopaTtopHOro cnnye-
HUA N YY4ACTBOBATb B MPOBEAEHUN N PETNCTPALINN KOPPEKTUPYIOLLMX NENCTBUN.

5.6.6 B oTHOWEHMN nccnenoBaHum, BbINONHEHHbIX C NPUMEHEHNEM PA3NNYHbIX METOANK NN 060PYa0-
BaHWA, UNN B APYroM MeCTe, UNn B Cnyvyae codeTaHusa BCeX 3TUX Pas3nnuymmn, AomkeH ObiTb onpeaeneH Mexa-
HU3M MPOBEPKN CPABHUMOCTU PE3YNLTATOB Yepe3 KMMHMYECKN COOTBETCTBYIOLLME WHTEPBANbLI. TaKylo
NPoOBEPKY cneayeT NPoOBOAUTbL NEPNOANYECKN COOTBETCTBEHHO XapPaKTEPUCTUKAM METOANK NN NPUBOpPOB.

5.6.7 Jlabopatopusa AOMKHA AOKYMEHTMPOBATL, PETMCTPUPOBATL PE3YNbTaTbl ATUX CNNYEHUIN N DbICTPO
npeanpUHUMATb KOPPEKTUPYIOLLINE AeNCTBUA. 3anncmn 06 3TMxX AenNCcTBUAX AOMKHbI ObITb COXPaHEHHbI.

5.7 lNocTaHanuTU4ecKkue npoueaypbl

5.7.1 YNONHOMOYEHHbIN NEePCOHaN AOMKEeH CUCTEMATUYECKN NMPOBEPATL pPe3ynbTaTbl NCCNEeA0BaAHNN,
OL,eHUBATb UX COOTBETCTBME C KNMNMHUYECKON NH(POPMaLMEN OTHOCUTENBHO NAaLMEHTA N AaBaTb pa3pellueHmne
Ha Bblaa4vy pe3ynbTaToB.

5.7.2 XpaHeHne nepBr4HbIX NPOod N Apyrnx NnabopaTopHbIX NPOO AOMNXHO COOTBETCTBOBATL MPUHATOMY
nopaAakKy.

5.7.3 be3onacHoe YHUYTOXeHMe NP0, KOTOPbLIE He TPEbYIITCA ANA AanbHENLLNX UCCNea0BaHUN, OOMXK-
HO ObITb NPOBEAEHO B COOTBETCTBUU C MECTHLIMWU NPaBMNaMMN NN PeKOMeHaaUNAMN cNyXXObl NO yA3NEHUIO
OTX0O0B.

5.8 OTYyeTHOCTBL O pe3ynbTaTax

5.8.1 PykoBoacTteo Nabopatopun OTBETCTBEHHO 33 BUA NPeACTaBNeHNA OTYETOB O pe3ynbTaTax uccne-
noBaHnW. Bua npeacraBneHnsa otyeTa (SNEKTPOHHLIN NN HA BYMaXXHOM HOocUTene) u cnocodb nepenayn m3a
nabopaTtopun AOMKHbI ObITb COrNAacoBaHbl C NONbL30BaTENAMN NABOPATOPHbLIX YCAVYT.

5.8.2 PykoBoacTBo nabopartopumn pasnensieT OTBETCTBEHHOCTb C 3anpaluMBaOLLMM NccneaoBaHMeE 3a
obecneveHme NoNy4YeHUa oT4eTa COOTBETCTBYHOLWNM NNLLOM B COrNacoOBaHHbIE CPOKM.

5.8.3 Pe3ynbTaTbl uccneaoBaHna AOMKHbLI ObITb NpeacTaBneHbl YeTKO, 6€3 onboK B HANMCAHUU U
nepenaHbl NMUy, YNONHOMOYEHHOMY NOMy4aTb U MCNONb30BaTb MEANLMHCKYIO MHopMaLMKD. OTYET O pe3ynb-
TaTax AOMKEH TaKKe coaepKaTb, MO MEHbLUEN Mepe, crneayLlee:

a) AcCHOe, HeABYCMbICNEHHOE YKa3aHue Ha NpoBeAEeHHOE NccneaoBaHne, BKNOYaA COOTBETCTBYIOLLNE
METOANKN N3MEPEHUS;

b) HanmeHoBaHMe nabopaTopun, KOTOPaa NPeACTaBNAET OTYET;
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C) OOHO3HAYHYIO NOAEHTUMOUKALMIO N MECTOHAXOXAeHWE NaLUNUEHTa, €CNN 3TO BO3MOXHO, U MECTO Ha3Ha-
YeHUA OTYETA;

d) damunnunio nnn apyryo 0AHO3HaYHYIO NAEHTNOUKALUNIO NKULAE, 3anNPOCUBLLENO NCCNEAOBaAHNE, N €r0
aapec;

e) OaTty nepemsa B3aTma NepBUHHON NPOOLI, €CNN 3TU AaHHblE U3BECTHbI U CYLLIECTBEHHbI ANA OKa3aHUIo
NOMOLLIN NALNEHTY;

f) paTy n Bpema Bblaayn OoT4HETa; €CnNN 3TN AaHHbIE HE COAEPKATCA B OTHETE, OHU AOMKHbI ObITb NErko-
NOCTYMHbI PN HEODXOAUMOCTMW;

g) UCTOMHUKNPOOLINCcUcTeMa (nccneayemoln bmonorndeckun matepmnan) (Mnm Tmn nepBnUHHON NPoobbl);

h) pesynbTaTbl UCCNeaoOBaHUS, BbipaXeHHble B eanHnuax C nnu B eanHnuax, conoCTaBUMbIX C €aANHN-
uamm CU (MCO 31);

i) Bnonorndyeckmne pedepeHTHbIE MHTEPBANbI, €CNN OHU NPUMEHSAIOTCS;

i} MHTepnpeTaumna pe3ynbTaToB, KOraa ato Tpebyercs;

K} UHble KOMMEeHTapun [HanpnmMmep, Ka4eCcTBO NN aaeKBaTHOCTb NEPBUYHON NPOOLI, KOraa 3aTo MOXeT
NOCTaBUTb N0 COMHEHUE pe3ynNbTaT NCcneaoBaHus, pesynbTaThl/MHTEPNPeTaLmna OT BCNOMOratenbHbIX (Cy0-
noapsaaHbIX) NabopaTopun, NCNONb30BaHME pa3pabaTrbiBaeMbiX Npoueayp]; B oT4ETE AONXKHbLI ObITb YKa3aHbI
nccneaoBaHUA, KOTopble ObiNn NPoBeaeHbl Kak HacTb HaY4YHO-UCCNeaoBaTeNbCKNX NPOrpamMm N AnNa KOTOPbIX
He ObiNn NpeabABNeHLI cneungpnyeckne TpedboBaHNS KKavecTBY N3MePEHUN, ecnn Tpebyemas nHpopMaLma O
npeaene 0bHapyXeHnsa n HeonpeaeneHHOCTN N3MEPEHNN AOMKHA ObITh NPpeaAbAaABNEHa Mo 3anpocy;

l) ykazaHune nuua, ynoNnHOMOYEHHOrO BbiAaBaTb OTYET;

m) ecnuaTo TpebyeTca, OPUrMHan n KOPPEKTUPOBaHHbIE PEe3yNbTaThbl;

n) noanncb NUua, ynonHOMOYEHHOro NPOBEPATL UNW BblAaBaTb pPe3ynbTaTbl, NPN BO3MOXHOCTM.

MpumeyaHue 1 —BoTHOWEHUN NepeYnCNeHns i): NpU HEKOTOPLIX 0OCTOATENLCTBAaX MOXeT ObITh Lienecood-
Pa3HO pacnpoCTpaHATb NepeyHn unmn Tabnuibl Buonorndyecknx pedepeHTHbIX MHTEPBAanoB B MECTax, rae Bce Nonb3oBaTte-
nn nabopaTopHbIX YCNYr NONy4YalT OTYEThI O pe3ynbraTtax UCCNeaAoBaHWUNA.

MpumedyaHue 2— CornacHo HaLMOHANbHbIM, PErMOHAaNbHLIM UMW MECTHbLIM NpaBunamM MoXeT TpeboBaTbCA
yKa3blBaTb HaMMeHOBaHWe U MeCcTO pacnonoXeHus uccnenoBasLLen (MNW BCOMoOraTenbHon, cybnoapsaHon) nadoparo-
PUN B OKOHYaTENbHOM OTYETE.

5.8.4 llpn onncanmnm npoBeaeHHbIX NCCNeaoBaHNMN HEOHXOANMO NONb30BAaTLCA CNOBAPEM, PEKOMEHAO-
BaHHbIM OAHON NN HECKONBbKUMMN N3 NepevncneHHbIX HUXe OpraHnu3aLmnsaMn:

- MexxayHapoaHbIM cOBETOM No ctaHaaptusaumm B rematonormm; MCCI  (International Council for
Standardization in Haematology; ICSH);

- MexxayHapoaHbiM obwecteoM no rematonornm; MOT (International Society of Haematology; ISH);

- MexxgyHapoaHon deaepaumen KNUHMYECKON XuMuUn W nabdopatopHon wmeauuuHbl, MOPKXJTIM
(International Federation of Clinical Chemistry and Laboratory Medicine; IFCC);

- MexxayHapoAHbIM CO30M vucton n npuknagHon xmmun;, MCUIX (International Union of Pure and
Applied Chemistry; IUPAC);

- MexxayHapoaHbiM 0bulecTBOM No TpoMbo3am nremoctasy; MOTI (International Society of Thrombosis
and Haemostasis; ISTH);

- EBpoOnencknm kKOMMTETOM NO cTaHaapTn3auum (European Committee for Standardisation; CEN).

COOTBETCTBEHHO, ONMMCAHUA U Pe3ynbTaTbl AOMKHbI CNEeNoBaTb HOMEHKNATYpEe, PEKOMEHO0BAHHOW
OAHON NNU HECKONBbKUMW N3 NEPEYNCNEHHbBIX HUXE OpraHn3aLnaMu;

- MexxayHapoaHbIM CO30M Buoxnmmn n monekynapHon éuonorun; MCBMbB (International Union of
Biochemistry and Molecular Biology; IUBMB);

- MexxayHapoAHbIM  COO30M  MUKpobuonorndecknx obuwecte; MCMO (International Union of
Microbiological Societies; IUMS);

- MexxgyHapoaHbIM CO30M MMMYHonorundeckux oowects; MCUO (International Union of Immunological
Societies; UIS);

- Konneaxem amepukaHckmnx natonoros (SNOMED International, College of American Pathologists);

- BcemupHomn opraHunsaumen sgpasooxpaHenuns; BO3 (World Health Organization; WHO).

5.8.5 EcnunkavecTtBo nony4yeHHoOM nepBUYHON NPO6bI BbINO HENOAXOAALLNM ANA NCCNEA0BaHNA NN MOT-
no 6bl NOCTaBUTbL PE3yNbTAT NOJ COMHEHME, 3TO AOMKHO ObITb OTMEYEHO B OTHETE.

5.8.6 Konun nnn 3nekTpoHHbIE BEPCUMN OTHETOB O pe3ynbTaTax AO0MKHbI XPaHNTLCA B Nabopatopum
TakuM 0bpasoMm, KOTOpbIn obecneynBaeT ObICTPOe BOCTpeboBaHWe nHpopmaumn. nNntenbHOCTL NEPUOAA
XpaHEHUS MOXET BapbUpOBaTh, 0AHAKO COOBLLEHHbIE PE3YNbTaTbl AOMKHbLI XPAHNTLCA TAaK AONIO, KaK 3TO ANK-
TyeTca MeaUUMHCKUMW MNOTPEeOHOCTAMU WNU  HAUWOHANbHbIMK, PErnoHanbHbIMM UMW MECTHbIMW
TpeboBaHNAMMN.
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5.8.7 Jlabopatopuna aonxHa uMeTb Npoueaypbl HeMeaneHHOro N3BeLLEHNA Bpaya (MNn apyroro KNUHM-
4eCKOro nepcoHana, OTBETCTBEHHOIO 3a neveHmne 60NbHOro), Koraa pesynbTaTthl NCCNea0BaHNA MO CBOUM KPU-
TUYECKUM CBOMCTBAM NONaAatoT B MHTEPBAN «TPEBOra» Nnn «KPUTNYECKOE COCTOAHUE». ITO OTHOCUTCA U K
pe3ynbTaTtam, Nony4YeHHbIM Npu nccneaoBaHnm Npod BO BCNOMOraTenbHON (cyonoapaaHon) nabopartopumn.

5.8.8 [1na ynoBneTBOpPEHNA MECTHbLIX KNMUHUYECKNX NOTPEDOHOCTEN NAabopaTopmna AOMKHA onpeaennTb
KpUTN4ECKNE NapameTpbl BMONOrMYeCcKoro Matepnana u nx TPEBOXHbIE U KPUTUYECKNE UHTEPBANbI NO COrnNa-
COBaHMUIO C KNMHNLIMCTaMM, NOMNb3YILWNMNCA yCnyramm nabopartopumn. 3To OTHOCUTCA KO BCEM BUAaM Nccneno-
BaHWN, BKNIOYaA HOMMHANbHbIE (KNacCUhNKaLMOHHbIE) N OpAUHANbHbIE (MOPAAKOBLIE) NOKa3aTENM.

5.8.9 Ecnu pe3ynbTaTthl UICCNeaoBaHns ObiNn npeacTaBneHbl Kak NPOMEXYTOUHbIW OTHET, NabopaTopus
006a3aTeNbHO AOMKHA NPEeAOCTaBUTb U OKOHYATENbHbLIN OTYET TOMY, KTO 3anpalumMBan nccrneaoBaHue.

5.8.10 3anucun o pencTBuax, NPeanpPUHATLIX NO Pe3ynbTaTaM, OTHOCALLMMCA K KPUTUYECKOMY UHTEpPBA-
ny, AONXHbI ObITb COXPAaHEHb!. B HNX AOMXHbI ObITb YKa3aHbl AaTa, BPEMS, OTBETCTBEHHbLIN COTPYAHMK Nabopa-
TOPUK, NNLO, KOTOPOE ObINO U3BELLEHO O pe3ynbTaTte, N pe3ynbTaT nccneaoBaHua. Bece TpyaHOCTU, BO3HUKLLNE
NpPn BbINONHEHUN 3TUX TPEOOBAHMN, AOMNXHbI ObITb 33aPErMCTPUPOBAHBbI U PACCMOTPEHDLI NPY NPOBEPKE.

5.8.11 PykoBoAacTBO Nabopatopun NO KOHCYNbTALKWN C 3aKa34NKOM nccnenoBaHna AOMKHO YCTAHOBUTL
NPOAOMKNTENBbHOCTb BPEMEHN OT Ha3Ha4YeHNa nccneaoBaHna A0 NonyvyeHUa OKOHYaTeNbHOro Pe3ynbrara
(BpemMa 060poTa TeCcTa) ANA Kaxxaoro s BMaoB nuccnenosaHnn. Bpema obopoTta Tecta AoMmKHO COOTBETCTBO-
BaTb KNMUMHNYECKNM MOTPEOHOCTAM.

5.8.12 Ecnu pe3ynbTaTt nccnenqoBaHus, BbINONHEHHOIO BO BCNOMOraTenbHoOM (cybnoapaaHon) nadbopa-
TOpUKN, NOANEXUT NepecyeTy (Nepesoay B Apyrne eanHuULbl, NPUHATbLIE B OCHOBHOW NabopaTopun), AOMXKHbI
ObITb NPMMeHEHbI NpoLeaypbl NPOBEPKU NPaBUNBLHOCTU 3TOO NepecyeTa.

5.8.13 JlabopaTtopmua aomkHa pacnonaratb YeTKO AOKYMEHTUPOBAHHbIMU NpoueaypaMmm Ana Bblaayu
pe3ynbLTaToB UccnenoBaHUKU, BKNIOYaa AeTanbHOE yKa3aHne Nul, OTBETCTBEHHbIX 33 BblAady pe3ynbTaToB, U
vy — nony4yartenen pesynbtatoB. HOMKHbI ObiThb pa3padoTaHbl NpaBunNa ANa BbiAa4vn pe3ynbTaToB HENo-
CpeaACTBEHHO NaLNeHTaM.

5.8.14 Jlabopatopuna ponxHa paspadboTaTtb NOPAOOK U NPAKTUKY, KOTOPble 0becnevyneanu Obl nepenavy
pe3ynbTaToB NO TeNedOHY N MO APYINM 3NEKTPOHHLIM CPeACTBaM CBA3U TONLKO YNONHOMOYEHHbIM Nony4are-
nam. Pe3ynbTaTthl, nepeaaHHble YCTHO, A0MKHbI ObITh NOATBEPXKAEHbI 38PEMMCTPUPOBAHHBIM OTHETOM.

5.8.15 Jlabopatopuna oonxHa UMeTb B MIMCbMEHHOM BUAE NOpPAaoK 1 Apoueaypbl N3MEHEeHNs OTYETOB.
[omkHb! ObITh 3aperncTpupoBaHbl BPEMA, AaTa U UMSA NNLE, OTBETCTBEHHOTO 338 n3aMeHeHue. lNpn BHeceHUN
N3MEHEHUN OPUrNHANBbHbIE 3aNNCU AOMKHbI OblTb COXpPaHeHbl. OpUrMHanbHble 3NEKTPOHHbIE AOKYMEHTbI Che-
ayeT COXPaHATbL N U3BMEHEHUA BHOCUTb C MOMOLLLIO COOTBETCTBYIOLLEW PEeOaKTOPCKON NpoLeaypbl Tak, YTo0Ob!
OTHYET HETKO YKa3blBarn BHECEHHbIE UBMEHEHUS.

5.8.16 Pes3ynbTaThbl, KOTOPbIE ObINN YYTEHbI NP NPUHATUN KNMHNYECKNX PELLEHUW N PEBU3OBaHbI, AOMXK-
Hbl XPaHUTbLCS B NOcneayowem obLemM oTHeTe, U A0MKHO ObITb HETKO YKAa3aHO, YTO OHW NOABEPrNUCh Nepe-
CMOTPY. Ecnn cnctema otyeta He MOXET PUKCUPOBATL YNYHLLEHNA, U3BMEHEHNA UKW NONPaBKU, A0MKEH ObITb
NCNONb30BaH XYpPHan NpPoBEPOK.
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[MpunoxeHune A
(obAa3aTtenbHoE)

ConoctaBneHue CTPYKTYPbl HAaCTOALLEro CTaHAApPTa CO CTPYKTYypaMu CTaHAAPTOB
UCO 9001:2000 » UCO/M3IK 17025:2005

CtaHaapTbl cepmn NCO 9000 aBnarTca NCXOAHBIMU ACKYMEHTaMU ANS CTaHAAapPTOB CUCTEMbI MEHEXKMEHTA Ka-
yectBa. Tabnuua A.1 UNNKCTPUPYET KOHLUENTyanbHble B3aWMOOTHOLUEHUA MeXAy HacToAWUM CTaHaapToM W
NCO 9001:2000. XoTa MHOrne NoNoXeHUs CUCTEMbI YNpaBNeHNUa KavecTBOM, B TOM YUCNE OTBETCTBEHHOCTL PYKOBOACTBA,
OpPUeHTaUunA Ha NOTpeduTens, ynpaBneHmne AoKyMeHTaunen, aHanm3 pe3ynbTaToB CO CTOPOHbI PYKOBOACTBA, BKNKOYEHLI B
HaCTOSALMN CTaHAaPT, BO3MOXHO Donbluee cooTBeTCTBUE C ncxoanon cepuen MCO 9000 dyaeT AOCTUNHYTO NpU cneayro-
LemM nepecMoTpe.

dopmaT HacToswero nsgaHna donee TodHo oTpaxaeT dpopmaTt NCO/M3IK 17025:2005, ncnonb3oBaHHOMoO Kak
MOAENb CTPYKTYPbI HACTOALWLEro cTaHaapTa ¢ y4eToM cneundnkn meanumuHCKUX (KNnnHn4Yecknx) nadopatopun. Tadbnu-
Lua A.2 npeacTtaBnsaeT CONoOCTaBNEeHME CTPYKTYP 3STUX CTaHAAPTOB.

Tadbnunua A1— ConocTtaBneHne CTPYKTYpPbl HACTOALLEro cTaHaapTa co CTpykTypon ctadaapTa MCO 9001:2000

Ctpyktypa ACO 9001:2000

CTpyKTypa HacTosiLero ctaHaapTa

1 OBnactb NnpUMeHeHUs

1 OBnacTb NnpUMeHeHns

1.1 OBwume nonoxeHns

1.2 NpumeHeHne

2 HopmMaTuBHbIE CChINKA

2 HopmaTuBHbIE CChINKN

3 TepmMuHbl N onpeaeneHns

3 TepmMuHbl N onpeaeneHns

4 Cuctema ynpaBneHnsa KayveCcTBOM

4.1 Obwue TpedoBaHMSA

4.1.5

4.2 CuctemMa MeHeQXMeHTa KadyecTBa

4.2 TpeboBaHUA K AOKYMEHTaM

4.3 YnpaBneHne AoKyMeHTauuen

5.1.2

5.4 lNpeaHanuTuyeckme npoueaypsol

4.2.1 Obwme NnonNoxeHus

4.2.3

4.2.2 PykoBoACTBO NO KayecTBy

4.2.4

4.2.3 KOHTpONb AOKYMEHTOB

4.3 YnpaBneHne AoKyMeHTauuen

4.13 YnpasneHue 3anucamm

5.3 JlabopaTopHoe obopyaoBaHue

4.2.4 KOHTpONb AOKYMEHTanNbHOW perncrpauunn

4.13 YnpasneHue 3anucamm

5.8 OT4eTHOCTb O pe3ynbTaTax

5 OTBEeTCTBEHHOCTb PYKOBOACTBA

5.1 ObasaTenbCTBa PYKOBOACTBA

4.1.2

4.1.5, nepeuncnenna a) un h)

4.2.1

4.2.3

5.2 OpueHTaumsa Ha noTpedbutens

4.1.2

5.2.3

5.4.2
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[InoQomxkeHue mabnuubi A. 1

Ctpyktypa ACO 9001:2000

CTpyKkTypa HacTosiLlero ctaHaapTa

5.3 lNMonutuka B obnactn kadecTea 4.1.5
4.2.3
5.4 TlnaHunpoBaHue —
5.4.1 OObekTbl KavecTBa 4.2.3
5.4.2 lNnaHnpoBaHne cUcTeMbl ynpasneHusa kKa4ecTBoM 4.1.5

5.5 OTBETCTBEHHOCTL, MONHOMO4YUSA N CBA3N

5.5.1 OTBEeTCTBEHHOCTb U NONHOMOYNA

4.1.5, nepeuncnenue f)

5.1.3

5.1.4

5.5.2 llpeactaBneHne pykoBoaCTBA

4.1.5, nepe4ncneHune i)

5.1.3

5.1.4

5.5.3 BHyTpeHHUe CBA3N

4.2.1

4.2.4

5.2.8

5.6 PaccmMoTpeHmne pykoBOACTBOM

5.6.1 Obwme nonoxeHns

4.15 AHann3 co CTOPOHbI PYKOBOACTBA

5.6.2 [JaHHble Ana paccMoTpeHnsN

4.15.2

5.6.3 Pe3ynbTaThl pacCMOTPEHUSA

4.15.3

4.15.4

5.7.1

6 YnpaBneHue pecypcamu

6.1 CHabxeHune pecypcamn

4.1.5, nepeuncneHune a)

6.2 Jlroackue pecypcol

6.2.1 Obwme nonoxeHns

4.1.5, nepeuncneHune g)

5.1 llepcoHan

6.2.2 KOMNETEHTHOCTbL, 3HaHNA N YMEeHUS

5.1.2

5.1.6

5.1.10

5.1.12

6.3 VNHMpacTpyKTypa

4.6 lNMpunobpeTteHne ycnyr 1 3anacos

5.2 lomelleHnsa n yCnoBusi OKpyxarLlen cpeabl

5.3 JlabopaTtopHoe obopyaoBaHue

6.4 Pabouvas cpepna

5.2 lNomelleHnsa n yCnoBusi OKpyxarLlen cpeasbl

5.3 JlabopaTopHoe obopyaoBaHue

/ Peanusauna npoaykta
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7.1 naHnpoBaHune peanusauum NpoayKTa

4.10

5.2 lomMeLlleHna n yCnoBUs OKpy»KatroLlen cpeapbl

5.3 JlabopaTtopHoe obopyaoBaHue

5.8 OTYeTHOCTbL O pe3ynbTaTtax
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[InodomkeHue mabnuybi A. 1

Ctpyktypa UCO 9001:2000 CTpyKTypa HacTosILuero craHaapTa

7.2 Tlpouecchbl, OpUeHTUPOBaHHbIE Ha NoTpedunTens —

7.2.1 OnpepeneHne TpeboBaHUN K NPOAYKTY 4.4 PaccMOTpeHne KOHTPaKTOB
7.2.2 PaccmoTpeHue TpeboBaHUN K NPOAYKTY 4.4 PaccMOTpeHWne KOHTPaKTOB
7.2.3 CBA3b ¢ noTpedbutenammn 4.7 KoHcynbTaUUOHHbIE YCNYIn

4.8 lpeTeH3nn

5.6 ObecnevyeHne kKa4vecTBa aHaNUTUYECKUX MPO-
Leayp

5.7 lNocTaHanuTu4veckne npouenypol

5.8 OT4YeTHOCTL O pe3ynbTaTax

7.3 PaspaboTtka n passutune —

7.3.1 MNMnaHupoBaHne paspadoTkn n passnTuA 5.2 llomelleHna n ycnoBna oKpykaroLlen cpeasbl

5.3 JlabopaTopHoe obopyaoBaHue

7.3.2 /IcxoaHble AaHHbIE AN pa3padoTku N pasBuTUS —

7.3.3 Pe3ynbTathl pa3paboTkn n passutus —

7.3.4 OueHka pa3paboTkn n pa3suTuS —

7.3.5 lMNoaTteepxaeHue paspaboTkn 1 pasBUTUS —

7.3.6 KOHTpONb 3a U3MeHeHuaMn B paspadoTke W —
pPa3BnUTUA

7.4 TpnodpeTteHune —

7.4.1 Tpouecc npnodpeTeHnn 4.5.1

4.6 lNMpunobpeTteHune ycnyr n 3anacos

7.4.2 VHdbopmaumsa o npuodpeteHun —

7.4.3 Bepudukaumna npnodpeTeHHbIX NPOAYKTOB 4.6.2

5.5.3

7.5 CHabxeHune npoaykunen n ycnyramn —

7.5.1 KoHTponb cCHabkeHUa npoaykumen n ycnyramm 4.2.5

5.2 lNomMeLlueHna n ycnoBus OKpyxarwLluen cpeasbl

5.3 JlabopaTopHoe obopyaoBaHue

5.4 lNpeaHannTnyeckne npouenypol

5.5 AHanuTundeckue npoueaypbl

5.7 lNocTaHanuTnyeckne npoueaypol

7.5.2 lopTtBepxaeHne npoLeccoB CHabXeHus npo- 5.3 JlabopaTopHoe obopyaoBaHue
ayKuuen n ycnyramm
5.5.1
5.5.2
7.5.3 aeHTndunkauma n NnpocnexmsaemMocTb 54.5
5.6 ObecnevyeHne Ka4vecTBa aHaNUTUYECKUX MPO-
LHeayp
7.5.4 CoB6CTBEHHOCTL NOTpedbuTens —
7.5.5 CoxpaHeHune npoaykTa 5.5 AHanutuyeckue npoueaypbl
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OkoH4yaHUue mabnuubi A.1

Ctpyktypa MCO 9001:2000

CTpyKTypa HacTosILLero craHaapTa

7.6 KOHTpONb YCTPOUCTB MOHUTOPUHIa N N3MepeHus

4.2.5

5.3 JlabopaTopHoe obopyaoBaHue

5.6 ObecnevyeHne kKa4vecTBa aHaANUTUYECKUX MpPO-
Leayp

8 VamepeHue, aHanNn3 U CoBepLUEHCTBOBAHME

8.1 Obwmne nonoxeHus

4.9 YnpaBneHne B chnydasax BbiaBNeHUA uUccneno-
BaHWW, HEe COOTBETCTBYIOLUUX YCTAHOBNEHHbLIM Tpebo-
BaHMNAM

8.2 MOHWUTOPWHI N N3MepeHne

5.6 ObecneveHne kadyecTBa aHaNUTUYECKUX MPO-
Leayp

8.2.1 YpoBneTBopeHMe noTpedutens

4.8 lNpeTeH3nn

8.2.2 BHyTpeHHWUN ayauT

4.14 BHyTpeHHUEe NpoBepKn

8.2.3 MOHWUTOPUHI N N3MepeHne NpoLeccoB

4.2.5

8.2.4 MOHUTOPWUHI N N3MepPEHNE NPOAYKTA

5.5 AHanutndyeckue npoueaypobl

5.6 ObecnevyeHne kKa4vecTBa aHaANUTUYECKUX MPO-
Leayp

5.7 TlocTaHanuTuyeckne npoueaypobl

8.3 KOHTponb NpoAaykTa, He COOTBETCTBYIOLWIErO Tpe- 4.9.1
SoBaHUAM
4.9.2
4.10 KoppekTupyrowmne nenctens
8.4 AHann3 AaHHbIX 4.9.1
4.12.1
4.12.2

8.5 CoBeplueHCTBOBaHME

8.5.1 TocToAHHOE coBepLUEHCTBOBAHME

4.12 YnyduweHne

8.5.2 KoppekTupyrowme mepobl

4.12.2

4.12.3

4.10 KoppekTupyroLwme nencTeuns

8.95.3 lNlpepynpeguntencHble Mepbl

4.11 lNpeaynpexpawwmne AencTens

Tadnwuua A2 — ConoctaBneHne CTPYKTYPbI HACTOALLEro cTaHaapTa co cTpykTypon ctaHaapTa MCO/M3K 17025:2005

Ctpyktypa UCO/MBK 17025:2005

CTpyKTypa HacToALWEro cTaHaapTa

1 Obnactb npuMeHeHns

1 OBnactb npUMeHeHns

2 HopmaTuBHbIE CChINKA

2 HopmaTuBHbIE CChINKU

3 TepMuHbI U onpeaeneHns

3 TepMUHBbI U onNpeaeneHns

4 TpeboBaHWUA K MEHEKMEHTY

4 TpeboBaHWUA K MEHEKMEHTY

4.1 OpraHnsaums

4.1 OpraHunsayns n MeHeQKMEHT

4.2 CuctemMa MeHeaXMeHTa

4.2 CuctemMa MeHeQXXMeHTa KadyecTBa

4.3 YnpaBneHne AoKyMmeHTauuen

4.3 YnpaBneHne aokymeHTauuen

4.4 AHanui 3anpocoB, 3asiBOK Ha noapsaa W KOHT-
PaKTOB

4.4 PaccMoTpeHue KOHTpaKToB

4.5 3aknwuveHne cydbnoapsaaoB Ha npoBeaeHUe UC-
NbITAHUA N KaNNBPOBKK
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Ctpykrypa MICO/M3K 17025:2005

CTpyKkTypa HacTosLero ctaHgapTa

4.6 MNpuobBpeteHne ycnyr n 3anacos

4.6 MNpuobBpeTeHne ycnyr n 3anacos

4.7 O6cnyXnBaHme 3aKas3ymKoB

4.7 KOHCyNnbTauUWOHHbIE YCNYIA

4.8 lpeTeH3nn

4.8 lNpeTeH3nn

4.9 YnpaeneHue paboTamMm NO UCMLITAHUSM W/MNK
KannbpoBKke, He COOTBETCTBYHWLIMMN YCTAaHOBNEHHbLIM
TpeboBaHNAM

4.9 YnpasneHne B cny4dasax BbIABNEHUA WUCCNeno-
BAHWN, HE COOTBETCTBYHLUNX YCTAHOBNEHHbIM Tpeho-
BaHUSAM

4.10 YnydweHune

4.12 YnyduweHue

4.11 KoppekTupyrowmne nencteus

4.10 KoppekTupyrowmne nencteus

4.12 lpepynpexparowme oeNCTBnS

4.11 Tlpepynpexparowme AeNCTBUS

4.13 YnpasneHue 3anucamm

4.13 YnpasneHue 3anucamm

4.14 BHyTpeHHME NpOBEPKN

4.14 BHyTpeHHUE NpOBEPKN

4.15 AHann3 co CTOPOHbI PYKOBOACTBA

4.15 AHann3 co CTOPOHbI PYKOBOACTBA

5 TexHundeckne TpedoBaHUSA

5 TexHunueckune TpedoBaHUS

5.1 Obwume nonoxeHns

5.2 TlepcoHan

5.1 lepcoHan

5.3 lomMmewleHna n yCnoBusi oKpy»KarLlen cpeaol

5.2 lNomeweHna n ycnosusa okpyarLlen cpeaobl

5.4 MeToabl nCNbITaHMA N KANUOPOBKU, a TaKXe OLEH-
Ka NpurogHoCTM METOAOB

5.5 AHanuTudeckume npoueaypbl

5.5 ObopypoBaHue

5.3 JlabopaTopHoe obopyaoBaHue

5.6 lpocnexmnBaemMocTb N3MepeHUs

5.6 ObecneveHne KayecTBa aHanNUTUHECKUX MpPOo-
Leayp

5 OT160p obpasuos

5.4 lNlpeaHanuTnyeckne npoleaypo

5.8 ObpawleHne ¢ obbekTaMmn UCMbITAHUA U Kannod-
DOBKN

5.9 ObecneveHne KavecTBa pe3ynbTaToB UCMbITAHUN
N KannbpoBKN

5.6 ObecneveHne KadecTBa aHanNUTUHECKUX MNpPo-
LEAYP

5.10 OT4yeTHOCTbL O pesdynbTaTax

5.10 OT4yeTHOCTL O pesdynbTaTax

25



roCTt P UCO 15189—2006

[MpunoxeHue B
(cnpaBo4HOe)

PexoMeHAauMM no 3aluTe nadopaTopHbIX MH(POPMALMOHHbLIX CUCTEM

B.1 O6wune nonoxeHunn

B.1.1 Pe3yneTaTblnccnenoBaHnm nMHGQOpMaLnsa ABNAKTCA NPOAYKTaMnN AeaTeNbHOCTU NnadopaTopun. Nockonbky
KOMMbLKTEPHbIE CUCTEMbI MOryT ObITh NOBpPEXKAEHbLI U NOABEPIHYTLI PasnNUYHbLIM BMeLlaTeNbCTBAM, A0MKEH ObITb YCTAaHOB-
neH NopsAoK 3aWUTLI NaLUeHTOB OT ywepba, NPUHOCUMOro NoTepen NN UCKaXkKeHNeM AaHHbIX.

[lpuBeAeHHbIE B HACTOALLEM NPUNOXEHUN peKoMeHaAaLnn HanpasneHbl Ha AOCTUXEHWE BbICOKOro YpOBHA LLenoCT-
HOCTU AaHHbIX/MHOpMaL MK B NabopaTopHbIX MHAOPMAaLIMOHHBIX cuctemax (nanee — JINC).

[TpnmMedaHNne— 3TN pekoMeHAaUNnN He MOryT ObITb NPUMEHEHBI K:

- HACTONbHbLIM KanbKyNATOpaM,;

- HebonbLNM NporpaMMUpyeMbliM TEXHUHECKUM KOMMBIOTEPaM;

- BHELUHEMY KOMMNBLITEPHOMY 0OCNY>XNBAHUIO;

- KOMMbKTEPAM, KOTOPbIE NCNONbL3YTCA TONLKO ANA NeYaTaHUA TEKCTOB, B KAYeCTBE 3NEKTPOHHbIX Tabnuyunn ans
NoAoOHbLIX MOHOLEeNEeBLIX PYHKLUN;

- MUKpOMpoLeccopam, ABNAKLWNMCA HEOTbeMNEMON YaCTbIO NPUHopa ANa UCCNeaoBaHNN.

B.2 Okpyxarwwan cpena

B.2.1 KoMmnboTepHble yCTPONCTBa N 000pyaOBaHNE cneayeT coaepaTh B YNCTOTE, paboToCnoCOOHOM COCTOAHUN
N pasMellaTb B MecTax, YCNoBUSA OKpyXawLwen cpebl KOTOPbIX OTBEYaT TEXHUYECKUM YCNOBUAM NPOM3BOANTENS.

B.2.2 KOMNOHEHTLI KOMNBLKTEPRA N 30HbI XpaHeHNA A0MKHbI ObITb NErkoaAoCTYNHLI ANA CPEACTB NOXAaPOTYLLEHUA.

B.2.3 PacnonoXeHHble B NpOX0OAHbLIX NOMELLEHMNAX NpoBOAa NN Kabenn KoMNbTepa A0MMKHbI ObiTh 3aLULLEHSI.

B.2.4 [NonxeH 6biTb 06ecneveH HEOTKNKYAEMbIA UCTOYHUK 3NEKTPONUTAHUA.

B.2.5 YcTponcTtea, coaepxawme nHpopmMaLuno, A0MMKHbI ObITb 3aLllULLEHbl OT HECAHKLMOHNPOBAHHOMO AOCTYNA.

B.3 PyuHble npoueaypsbl

B.3.1 lNonHoe pykoBOACTBO N0 KOMNLKTEPHLIM npoueaypam (BO3MOXHO U B 3NEKTPOHHON dOpMe) AOMKHO ObITh
NpeaoCTaBNEHO NepPcoHany, KOTopbin AonyLeH K paboTe Ha KOMNbIOTEpe.

B.3.2 JlabopaTopHoe pykoBOACTBO NO KOMMALKTEPHLIM NpoLeaypamM cneayeT vYepes YyCTaHOBNEHHbIE NHTepBan:.!
BpeMeHN nepecmaTpuBaTh. [NepeCMOTpeHHOE PYKOBOACTBO ACMKHO ObIThb NOATBEPXKAEHO 3aBeAyLWUM nabopaTopuen
NNU Ha3Ha4YeHHbIM ANSA 3TON PYHKLUN NULLOM.

B.3.3 [JonxHbl 6bi1Th paspaboTaHbl NTUCbMEHHbIE NpoLeaypbl N0 3aWnTe AaHHbLIX NN KOMALKTEpPHOro obopyaoBa-
HUA, WAWU TOrO N APYroro B cnyyae Bo3ropaHmMa MNn NoBpeXXaeHnsa annapaTHoro unu nporpaMmMHoro obecneyeHus.

B.4 OxpaHa cucrembl

B.4.1 KoMnbloTepHble nporpamMmmbl A0MKHLI ObITb COOTBETCTBYHOLWUM 0Opa3oM 3allmileHbl OT NOBpeXaAeHUa Nnu
paspyLeHusa npm cny4yanHom nnn HeCcaHKLMOHNPOBaAHHOM NCNONBL30BaHUMN.

B.4.2 [NonmxeHObITb yCTAaHOBNEH CTPOrMn NOPSAACK Bblaa4un paspeLlleHnini Ha UCNonNb3oBaHNUE KOMMNLKTEPHON CUCTE-
Mbl. [JOMKHO ObITb YETKO OnNpeaeneHo, KToO UMeeT NpaBo A0CTYNa K AaHHbIM NaLMeHTOB U KTO UMeeT NpaBo BBOAUTL U U3Me-
HATb pe3ynbTaThbl, UBMEHATL CHETa N Npecdpa3oBbiBaTh NPOrpamMmol.

B.4.3 Ecnunyepes]IVIC BO3MOXeH AOCTYN K AaHHBLIM APYrMX CUCTeM (Hanpumep, hapmMaueBTUYeCKUM UNnu MmeanuLnH-
CKUM AaHHbIM), A0NXKHbI ObITb NPeANnPUHATLI COOTBETCTBYHOLLNE MePbl KOMMBbITEPHOMN 3aLlWNTbI OT Hepa3peLLEeHHOro A0CTY-
na Kk 3Tum aaHHbIM Yepes JINC. JINC He aonkHa NO3BONATL NoABEPraTbe ONACHOCTU 3aLUUTY APYIrMX CUCTEM.

B.5 BBoa faHHLIX U1 OTYETHI

B.5.1 [laHHble nauneHTOB B OTYETAX U Ha 3KpaHax A0MXHbl ObITb CBEPEHLI C BBEAEHHbLIM OpUrMHaNoM, YTobObI yHe-
ANTLCA B UX LLENOCTHOCTU Yepe3s onpeaeneHHble MHTeEpPBanbl BpeMeHU NyTemM oOHapyeHus ondoK B nepenade, XpaHe-
HUM N 0OpaboTKe AQHHbIX.

B.5.2 lNpuHanninn mHormx konun Tadnuy, B cucteme (Hanpumep, buonornyeckme pedepeHTHbIE MHTEPBanb! Kak B
NMNC, Tak n B bonbHUYHON MHPOPMaLMOHHON CUCTEME) NX CneayeT nepuoanyeckn cpaBHMBaTh Mexay cobon, UTobb! yoe-
ANTLCA B UAEHTUYHOCTN BCEX UCNONb3yeMbIX Konnn. Ha pabovem mecTe A0NXHbI ObITb B HANNYNMU COOTBETCTBYHOLLNE NPO-
Leaypbl KONMpoBaHUA UNN CpaBHEHUS.

B.5.3 JonxHacywecTBoBaTb AOKYMEHTauua, ycTaHasnmearLas nepmoanvyeckun nepecmMmoTp pac4yeTos, Nposoaun-
MbIX KOMMbTEPOM C AaHHBIMWU NALUEHTOB.

B.5.4 [aHHble Ha BbIxoAae 13 JINC B hopme MeaAnLUMHCKUX OTHETOB NpeacTaBnanT coO0N AaHHblE HENOCPEACTBEH-
HO O NeYveHUN nauneHta. COOTBETCTBEHHO, 3aBeAyOWNKA nabopaTopmen AONXKeH NoATBeEpP:XKAaTb U NepecMaTpuBaTb
coaepkaHune n popmaTt NabopaTopHbIX OTHETOB C Lenbl ydeanuTbes, YTO OHN 3IMMPEKTUBHO OTpaXakT nabopaTopHble
pe3ynbTaThl U COOTBETCTBYIOT NOTPEeObHOCTAM MeaULMHCKOro NnepcoHana.

B.5.5 [aHHble, BBeAeHHblE B KOMMNBITEPHYID CUCTEMY PYYHBIMU NN aBTOMaTUYECKUMW MeToAaMKn, A0MXKHbI ObITh
NpoBepeHbl ANA NOATBEPXKAEHNA UX NPaBUNbHOCTU Nepea OKOHYaTeNbHbIM NPUHATUEM U BblAa4vYen KOMMbTEPOM.

B.5.6 Bce pe3ynbTaThl A0MKHbI ObITb CBEPEHBI C 3apaHee onpeaeneHHbIM YpOBHEM ANS NCCNeAoBaHUA AaHHOMo BUAA,
4YTOOLI OOHapPYXUTb X adCypAHOCTL UNK HeNpPaBaAoNoA0OHOCTL Nepen NPUHATUEM U BblAavyen pe3ynbTaToB KOMMLIOTEPOM.
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B.5.7 Cuctema Bblaaym pe3ynbTaToB A0MKHA COOOLWAaTb KOMMEHTapuUn OTHOCUTENBLHO KadvecTBa Npobbl, KOTopble
MOryT MOBNUATL Ha TOYHOCTb Pe3ynbTaToB UCCNeaAoBaHUA (HanpumMmep, nunemMuyeckne, reMmonnanpoBaHHble Npobdbl), U
KOMMEHTapUn No MHTEpNpeTaLnmn Takux pe3ynbTaToB.

B.5.8 [onxeH 6bITb pa3paboTaH mexaHnam ayauTta, No3BonALWmnn nadbopatopum naeHTUOULMpPOBaTh NNUL, KOTO-
pble BBENU NNN BUAOU3MEHUNN AaHHbIE NauneHTa, KOHTPONbHbIE hannbl UNNU KOMMbIDTEPHLIE NPOrpaMMbl.

B.6 Nouck n xpaHeHue AaHHbIX

B.6.1 CoxpaHeHHble AaHHble O pe3ynbTaTax UccneaoBaHuA nauneHTa (qanee — pes3ynebTaThl NauneHTa) n apxme-
Has nHpopmMmauna AOMKHbI ObiTb AOCTYNHBI NPOCTOMY N HECNOXXHOMY MOUCKY B TeYeHUe BpeMeHU, COOTBETCTBYIOLLErO
noTpedbHOCTAM NeYeHns NauneHTa.

B.6.2 KomnboTep aoneH 6biTb cNOocobeH NONHOCTLIO BOCNPOU3BECTU apXMBUPOBaHHbIE pe3ynbTaTbl NCCNeA0oBa-
HUA, BKNO4Yaa dBuonornvecknn pedepeHTHbIN NHTEpPBanN, NpUCYLLMN AaHHOMY NCCNeAO0BaHNKD, Kak 1 Nodble OTKNOHEHUS,
npuMeYvaHna nnn saMmevyaHna No HTepnpeTalun, OTHOCAWMECA K pe3ynbTaTy, a Takke HeonpeaeneHHOCTb U3MepPeHns BO
BpeMs ero npoBeaeHns.

B.6.3 Pes3ynbTaThl nayneHTa n nabopatopun AoKHbl ObITb AOCTYNHLI AN NOUCKAa B pexkume on-line B 0603Ha4YeH-
HbIN Nepnoa BpeMeHU, 3aBUCALLIMN OT NoTpebHOCTEN opraHn3aLuu.

B.6.4 CpeacTtea, Ha KOTOPbLIX XPaHATCA AaHHbIe, KaK NNEHTbI Tak U AUCKN, AOMXKHbI ObITb COOTBETCTBYHOLWNM 0Opa3oMm
MapKNPOBaHbl, COXpaHeHbl N 3aLllnleHbl OT NoBpeXXaeHUA N HeCaHKLNOHNPOBAHHOMO UCNONb30BaHUA.

B.6.5 [onmkHa cywecTBoBaTb addekTMBHAA obpaTHasa CBA3b ANA NpeaoTBpaLlleHna yTpaThl AaHHbIX O pe3ynbTa-
Tax NauneHToB B cny4vae gedekTa KOMNbTepa Unu NporpamMmmMHoro obecneyeHuns.

B.6.6 Cuctembl KOMNLIOTEPHON TPpeBOrn (0OLIMHO OCHOBHAA KOMMbLKTEPHAA KOHCONb, OTpaXawwas CoCToAHue
annapaTHOro n cuctemMHoro obecneveHus) cneayeT perynsapHo NPoBEPATb U UCNLITLIBATL Ha NpeaAMET UX HOPManbHOro
DOYHKLNOHUPOBAHUAL.

B.7 AnnapatHoe u nporpammHoe obecne4vyeHune

B.7.1 NomkHbl 66ITb B HANNYNK B TMCbMEHHOM BUAE METOAUKN U NONHAaA perncTpaumns Bcero npodunNakTu4eckoro
obcnyxnBaHnUsa annapaTHoro obecneyeHus.

B.7.2 JINC ponxHa 6bITb NpoBEpeHa Nocne KaXaoro Bo3BpaTta N BoOCCTaHoBNeHUSA hannoB ¢ AaHHBIMN C LLeNbH
yb6eanTbca, YTO He NPOU30LLING HeXXenaTenbHbIX U3MEHEHUN.

B.7.3 Ownbkn, obHapyXeHHble NpKn KONUMPOBaHUKU, AOIMKHbI ObITb AOKYMEHTUPOBaHbLI C YKa3daHueM npeanpuHATLIX
Mep No ncnpaBneHunto, n 0 HUX AOMKHO BbITh COOOLLEHO OTBETCTBEHHOMY NULLY B nadopaTtopun.

B.7.4 J1ioOble n3ameHeHna B annapaTHOM U nporpamMmMHoM obecneveHnn AoMKHb! ObITb YTOUHEHBI, NOATBEPXKAEHDLI
NONHOCTbLI AOKYMEHTUPOBAaHLI C LLIENbK YAOCTOBEPUTL NPUEMNEMOCTbL U COOTBETCTBUE N3MEHEHUIA.

B.7.5 3aseaywwmnnabopatopnen unmeblaeneHHoe AN 3TON PYHKLUM NULO HECET OTBETCTBEHHOCTL 3a TOYHOE W
adhPeKTUBHOE NpeaoccTaBnNeHne pesynbTaToB UccNneaoBaHnUii 3akasaBLlemMy UX KNMMHULUCTY N NpoBepseT BCe UBMEHEHNA B
KOMMBKTEPHON CUCTEME, KOTOPbIE MOrNn 6l NOBNUATL Ha NeYeHne BONLHOrO.

B.7.6 lMocne ycTaHOBKM UNU U3MEHEHMA N MOAUUKAL M NPOorpaMmbl A0MKHbI ObITh NPOBEPEHBLI B OTHOLLEHUN NX
NpaBUNbHOro PYHKLNOHUPOBAHUA.

B.7.7 Llenn nporpammbl, cnocofb ee dYHKLNOHNPOBAHUA U B3aUMMOAEUCTBUE C APYrMMW nNporpamMmamMmm A0NXKHb
ObITb ACHO YCTaHOBNEHLI. CTeneHb AeTanusaunn ceeaeHnin AonxHa 6bITb agekBaTHOW, YTOOLI cNOCOHCTBOBATL MOUCKY
HencnpaBHOCTEN, MOaNPUKaLNN CUCTEMbI UNKU NPOrpaMMNpPOBaHNA, €CNU 3TO NpUeMnemMo, BeINONHAEMbIX OnepaTopoM
Ha KOMNbIOTEpPE.

B.7.8 B3anmoaencteue ¢ KOMNbLTEPHON CUCTEMOW AOMKHO ODNeryYnTbL 0CBOEHUE HOBOW NN MOANMPUKALINKO CTa-
pon JINC.

B.7.9 BnabopaTopnn AonKHO ObITb HA3HaYEeHO NUL0, KOTOPOMY CNeayeT HeMeANEHHO Coo0LWaTh O CYLLECTBEHHbIX
HapyLeHnax B PYHKLUOHUPOBaHUN KOMMBIOTEPHON CUCTEMBL.

B.8 O6cnyxuBaHme nadopatopHbIX MHDOPMALMOHHbLIX CUCTEM

B.8.1 BpemsanpocTos, BbiaBaHHOE He0OXoaUMBbIM 0BcnyxuBaHnem JIVNC, AonkHO ObITb CANAaHUPOBAHO Tak, YTOOLI
CBECTUN A0 MMHUMYMa CPOK npekpalleHns obcny>xmMBaHmMa nevYeHUa NaumneHToB.

B.8.2 [JonxHbl ObITb B HANWYUX B TUCbMEHHOM BUAE METOANKN OTHOCUTENBHO NOBEAEHUA NMPU BbIKNKOYEHUN N BOC-
cTaHoBneHun paboTbl BCeN CUCTEMbI UNK ee YacTn ansa obecneyvyeHns COXPaHHOCTU AaHHbIX, HENPEPbIBHOCTN NPea0CTaB-
neHna nabopaTtopHbIX yecnyr u npasunbHoro pyHkumoHuposaHus J1VIC nocne BocctaHoBNeHUs ee paboThl.

B.8.3 [JonXHbl ObITb B HANNYNM B TMCbMEHHOM BUAE METOAUKN OTHOCUTENBLHO NOBEAEHNA NPUN NPOCTOE APYIrnX CUC-
TeM, B YHaCTHOCTN BONbHUYHON MHAOPMALMOHHON CUCTEMBI, AN obecneYeHns COXPaHHOCTMN AaHHbIX NaLUEHTOB. [1ONXKHbI
ObITb AOCTYNHbI METOAUKN ANA NOATBEPXKAEHUA OTKPLITUA APYrnMX CUCTEM M ANA 3amMeLlleHna nnn obHoBNeHNA annos ¢
OaHHbIMMW.

B.8.4 HesannaHnpoBaHHbIE BbIKNKYEHUA KOMNLKOTEPA, Nepnoabl «3aBUCaHNUA» CUCTEMbI (BpeMA OTBETa) U apyrue
npodnembl B padoTe KOMNbITEPA ACMKHLI ObITb AOKYMEHTUPOBAHLI, BKNKDYas NPUYUHbLI HapyLleHU B padoTe N NpUHATLIE
Mepbl MO UCAPaBNEHNI).

B.8.5 [NonxHbl ObITE paspaboTaHbl NTUCbMEHHbIE NNaHbl ANA HenpeaBUAEHHbIX 0OCTOATENLCTB NO NpeaoCcTaBne-
HUKO YCNYr NPy Hann4inn AedekToB B KOMMNLIDTEPHON CUCTEME, YTOOLI pe3ynbTaThl UCCNneaoBaHUN NaLMeHToB ObINK CO00-
LeHbl BbICTPLIM U YAOOHBIM CNOCOOOM.

B.8.6 [JonmkxHa BeCTUCb perncTpauus, oTpaxawlasa perynapHoe TexHndeckoe obcnyxkmeaHme n no3BonsoLLas
onepaTopamM oTcnexumusaTb NOLIE PaboThl, NpOBEeAEHHbIE HA KOMMNLTEPHOW CUCTEME.
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MpunoxeHue C
(cnpaBo4HOe)

JTUKa B nabopaTopHON MeguLuHe

C.1 Ob6wune nonoxeHun

[MpodheccnoHanbHbIN NepcoHan NadopaTopun CBA3aH 3TUYECKUM KOAEKCOM CBoen npodeccun. B pasnnyHblx cTpa-
Hax MOryT CcyLlecTBOBaTL 0cobble npasuna unu TpedoBaHnsa AN HEKOTOPLIX MNK AN BCEX NpeaAcTaBuTenen npodeccun,
KOTOpble A0MXKHbI cobntoaaTeca. Hanpumep, cMm. [3].

[lepcoHan, 0TBETCTBEHHbLIN 3a yNpaBneHne MeanLuHCKon nadopatopuein, AoNXKeH NPUHATL peLlleHne, YTo NnoaodHOo
ApYrnmMm npeactaBuUTensamMm MeauLMHCKon npodeccnn OH A0MKEH HECTU OTBETCTBEHHOCTL CBEPX MUHUMAaNbLHLIX TpeboBa-
HUIM 3aKkas4dunka. Npuemnemas npakTuka pasnuyaeTcs OT CTPaHbl K CTpaHe. JlabopaTtopust AoNXHa onpeaennuTb, YTO COOT-
BETCTBYET ee COOCTBEHHOMY MONOXEHUID, U BKNIOHYUTL 3TU AaHHblE B PYKOBOACTBO NO KadecTsy. JlabopaTtopun A0MXKHLI
nopaepXMBaTh CBOK penyTauuio U He AOMKHbI y4acTBOBaTb B A€ATENbHOCTU, OrpaHNYEHHON 3aKOHOM.

C.2 OCHOBHbIE NPUHLUMUNDbI

C.2.1 OCHOBHOM NPUHLMN STUKN 30paBOOXPaHEHNs COCTOUT B TOM, YTO BDnarononyyne nauneHTa ABNAEeTCs BbiCLLEN
Lensk. OaHako B3aMMOOTHOLLEHUS Mexay nabopaTopuen n nayneHTOM OCNOXHEHbI TEM, YTO CYLLLECTBYET KOHTPAKT MEX-
ay 3akaz4ymkom n nadopartopmein. XoTa 3TM B3aUMOOTHOLLEHUS (HEpeaKO KOMMEPUYECKOro Xapakrepa) 4acTto paccmaTpumBa-
I0TCA KakK Bonee BaxHble, obazaTenscTBa nabopatopun AONXKHLI HEM3MEHHO obBecneunsaThb NPUOPUTET BNaronony4ma n
MHTEpPEeCOoB NaLUeHTa.

C.2.2 JlabopaTtopusa aonxkHa obcnyxxueaTtb NayneHToB AoHPOCOBECTHO U HE3 ANCKPUMUHALUM.

C.3 C6op unHdopmauunn

C.3.1 JlabopaTopun aonmkHbl cobnpaTtb aaekBaTHYK MHADOPMaLUKD ANS NpaBunbHOW naeHTUdUKaLUn naLneHTa,
4yToObl 0becneunTb BoINONHEHWE 3anpalinBaeMblX UCcneaoBaHMn U apyrnx nabopaTopHbIX npoueayp, HO He AOMKHDI
codunpaTb N3NULLHIDK NePCOHaNbHYID NHOPMaLULD.

[MauneHT aonxeH 6bITb 0CBeAOMNEH O cobupaemon nHpopmaunmn n Lensx ee cbopa.

C.3.2 NHTepeckl He3onacHOCTM NnepcoHana n nayueHToB AenakT onpasaaHHbIM COOp MHopMaLUun, Koraa cyulec-
TBYET ONaCcHOCTb KOHTaKTHbLIX 3abonesaHnin. PykoBoacTBO NabopaTtopumn Bnpase onpeaenaTbh, Kakaa nHopmayma Heoo-
XO0AUMa ANs BbICTaBNEHUA cYeTa, PUHAHCOBOro ayanuTa, ynpaBneHns pecypcamm u ux NICNoNbL30BaHUA.

C.4 Baatune nepBUYHBLIX NPOO6

C.4.1 Bcenpoueaypbl, npeanpuHUMaemMble B OTHOLLEHMU NAaLUNEHTa, cneayeT NpoBoANTL C ero Beaoma. B oTHoLe-
HUN DONBLLUNMHCTBA PYTUHHBLIX NabopaTopHbIX NpoLeAayp cornacue nauneHTa MoXeT ObITb NONYYEHO, KOraa oH cam odpalla-
eTca B nabopaTtopuio ¢ BnaHkoM 3anpoca Ha uccnenoBaHnsa U AoBPOBONBHO CornawaeTca Ha NpoBeaeHue npoueaypsl,
HanpuMep BeHenyHKUUW. MNMauneHTam, HaxoasaLWuMcst Ha neveHnn B SonbHULE, ACNXKHA ObITh NPeaoCcTaBrneHa BO3MOX-
HOCTb OTKa3aTbCs OT NpoLeAaypsbl.

CneynanbHble Npoleaypbl, BKNYasa Hanbonee MHBasnBHbIE X CNOCODLI, TPpebyT Oonee ageTanbHOro 0O bLACHEHNS
N B HEKOTOPbIX CNyYasaX NMMCbMEHHOro COrnacusl.

B HEOTNOXHbIX CUTYaUUAX, Koraa Nony4YnTb cornacue nauuveHtTa HEBO3MOXHO, N NpU NpoBeaeHUN HEOOXOANMbBIX
npoueayp cheayeT pykoBOACTBOBATLCH HAMBLICLLMMW MHTEpPECaMK NALIUEHTA.

C.4.2 HekoTopble nccneaoBaHna (HanpuMmep, HEKOTOpble FreHeTUYeckne Unm ceponornveckue uccneaoBaHus)
MoryT TpeboBaTb cneymanbHbIX KOHCYNbTauuin. OBbIYHO 3TO OCYLLECTBNAETCA KNUHUYECKUM NEPCOHANOM UM 3anpaLuu-
BAKOLWMM UCCNeaoBaHMeE BpaduoM, oaHako nabopaTtopuma AomKHa NpeayCcMOoTpeTh, YTOOb! pe3ynbTaTthl, UMEKLNE Cepbes-
Hble NOCNeaAcTBUA, He HbINM HENOCPEACTBEHHO NepeaaHbl NaumMeHTy 6e3 npeaBapuUTensHON aaeKBaTHOW KOHCYNbTaLUMN.

C.4.3 lNomelleHne Ana npuemMa nauneHToB U B3ATUA Y HUX BuomaTepnanos A0MKHO ObITb YyAOOHBIM U COOTBETCTBO-
BaTb TUNY oTOUpaemomn npodbul n Tpedyemon nHpopmaumu.

C.4.4 EcnunnepsndHada npoba noctynaeT B nadopaTopuio B COCTOAHUN, HE NO3BONAIOLWLEM BbINONHUTL 3aKa3aHHoe
nccnenoBaHne, OHa AomkHa ObIThb OTOpOLLEHA, a 3aka3aBLUnMiA NCcneaoBaHue BpaY AoMKeH ObiTh 06 3TOM yBEeAOMNEH.

C.5 BbinonHeHue uccneaoBaHus

Bce nabopaTtopHble nccneaoBaHus A0MKHbI ObITb BLINONHEHLI B COOTBETCTBUN C YCTAHOBINEHHBIMU CTaHAapTaMun 1
Ha YpOBHE YMEHUN N KOMMNETEHTHOCTU, OXKMAAEMOM OT NpodheCCUoHanos.

NMobas adbpukaumns pesynbTaToB COBEPLUEHHO HENPUEMNEMA.

B cuTyauuax, korga natonor unm natopatopua MoxeT onpeaennTtb 0bbeM padboTbl, HeobxoanMon ANA BbINONHEHUA
3aKasaHHOro uccnegoBaHmnsa (HanpuMep, KonuvecTso HNOKOB, KOTOpble AOMKHbI ObiTh BbIpe3aHbl U3 obpasua TKaHwu),
BbIOOP AoMKeH BbITh NPOANKTOBAH cneundmnKon cuTyauumn.

C.6 CoobleHune pesynbTaToB

C.6.1 Pe3ynbTaThbl UICCNEAOBAHUA, OTHOCALLETNOCH K onpeaeneHHOMY nauneHTy, ABNAKTCA KOHOUAEHUNaNbHbIMW
[0 TEX NMOP, NOKa UX ornaweHune He dyaeT paspelleHo. PesynbTaThl 00bIYHO AOMKHbI ObITh COOOLLEHbI 3aKa3aBLUeMY UCChe-
OOBaHWe Bpavy n MOryT ObiTb NepenaHbl ApyruM CTOpOHaM ¢ cornacus nauneHTa unm no TpebosaHuio 3akoHa. Pe3ynbTaThl
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nabopaTopHbIX nccneaoBaHUn, oTAeNEHHbIE OT NepPCOHAanNbHbLIX CBEAEHNA O NALUEHTE, MOryT ObITb MICNONL30BaHbLI ANS
Lenen annaeMmonorm4eckoro, aemorpadoun4eckoro UNm MHOro CTaTUCTUYECKOro aHanu3a.

C.6.2 PelueHnsa oTHoOCUTENLHO Nepeaaydn pe3ynbTaToB UCCNeaAOBaHUN APYrMM CTOPOHaM (Hanpumep, Bpa4dy-KOH-
CYNbTAHTY, K KOTOPOMY OOpaTUNCS NaLUEHT) AOMKHbI ObITh TWWATENBEHO OPOPMNEHbI C YHETOM MECTHLIX OOCTOATENLCTB.
NabopaTtopusa gomkHa MMEeTb AeTanbHble ONUCaHUA npoueayp, Heobxoanmbix Npn odpadoTKe pasNUYHbIX 3anpocoB, N 3Ta
nHdpopmMmaLna AonNxHa ObITb AOBEAEHA A0 CBeAEHUA NaLUeHTa No ero 3anpocy.

C.6.3 B pononHeHune k npaBMNbHOMY COOBLLIEHMIO pe3ynbTaToB nadopaTopus AomMKHa obecnevynTb, HACKONbKO 3TO
BO3MOXHO, X TOYHYIO UHTEpPNpeTaLnto N NpaBunNbHOE UCNONBL3OBaHUE B UHTEpecax nauneHTa. KoHcynbTauua cneunanuc-
Ta OTHOCUTENLHO BbIBOPA N MHTEpPNpPeTaLUn NCCNeaA0BaHNN ABNAETCA YaCcTbio YCNyr nabopaTtopun.

C.7 XpaHeHue n coaepxxaHme MeaAULMNHCKUX OKYMEHTOB

C.7.1 JlabopaTtopusa aonxHa obecne4vntb, YToObI NpU XpaHeHUNn MHAOPMaLUK ObINK NPeaAnPUHATLI ONpaBAaHHbIE
Mepbl ANS NpeaynpexaeHust ee yTpaTbl, HECAaHKLMOHUPOBAHHOIO AOCTYNA, NoaAEenNKN NN MHOMO HeNpPaBUNBHOMO UCMONb-
30BaHnsA nHdbopmaLmn,

C.7.2 CpoKu XpaHeHUs MeanLMHCKUX AOKYMEHTOB B pa3HbIX CTpaHax MoryT ObiTb YCTaHOBMNEHLI B COOTBETCTBUU C
Pa3NUYHbIMU YCTaBHLIMU MNW 3aKOHOAATENbHbLIMKU TPpebOoBaHUAMKU, N 3TN TpeboBaHNA HEOHXOAUMO YUNTLIBATL HApPAAY C
npaBunamm, n3aaBaeMbiMyU COOTBETCTBYHOLLMMU NPOdECCUOHANBHBIMW OPraHn3aLnsiMN.

MecCTHble yCnoBusA, B YaCTHOCTMU MNOTPEOHOCTU KNMHULMUCTOB B NadopaToOpHbIX AAHHLIX, KOTOpble ACMKHbI ObITh
COMOCTaBNEHbI C UX CODCTBEHHBLIMU AOKYMEHTAMMU, TaKKe AOIKHbI ObITh MPUHATLI BO BHUMAHWUE.

C.7.3 B oTHOLWEHNN HEKOTOPLIX BUAOB NpoLeayp (Hanpumep, rmcTonorndyeckux nccneaoBaHuin) 3aKkoHoaaTenNbHO
MOryT ObITb YCTaHOBNEHLI Donee ANUTENLHbLIE CPOKU XpaHEHUA onpeaeneHHbIX AOKYMEHTOB NN MaTEepPUanoB, YeM B OTHO-
LUEHWUWN APYIMX AOKYMEHTOB UNn nNpob.

C.7.4 JlabopaTopumn AOMKHbI pa3padaTbiBaTb CBOU CODCTBEHHLIE NPOTOKONblI OTHOCUTENBHO XPaHEHUA AOKYMEH-
TOB C YKa3aHUeM BpeMEHN, B TEHYEHNE KOTOPOro ACMKHbI XPaHUTLCA pe3ynbTaThl pasnuyHbIX ccneaosaHuin. Cuctema xpa-
HEHMNA AOKYMEHTOB AoMKHa obecnevnBaThb yAoOHbLIN AOCTYN, KOraa 3To noTpebyeTcsa, ANs YNONHOMOYEHHbIX NKLL.

C.8 HocTtyn K MeAUMLMHCKUM NabopaTOpPHbLIM AOKYMEHTaM

C.8.1 TpeboBaHua K AOCTYNY K MEAULIMHCKUM NaBOopaTOPHbLIM AOKYMEHTAM Pa3nnMYarTCs B pa3HblX YacTAX CBeTa.
[ocTyn nauneHTa K AOKYMeHTaM OObIMHO OCYLLECTBNSAETCA Yepes Bpaya, HanpasuBLLEro 3anpoc Ha uccneaosaHue. Bo
MHOMMX CTpaHax AocTyn oObIYHO NPeaoCTaBNAKT:

a) nuuy, 3akasasllemMy NCCneaoBaHUE;

b) nabopaTopHOMY nepcoHany, ecnn 3To TpebyeTca ANA BbINONHEHUA NX 00A3aHHOCTEN;

C) ApyrnmMm ynonHOMOYEHHbIM nuuam.

[lpaBa peten n yMCTBEHHO HEMONHOLEHHbLIX NIDAEN TaKXe No-pa3HoOMy onpeaeneHbl B pa3HbiX cTpaHax. Hdopma-
LMs O 3A0pOBbE MHOTAA MOXET ObITb N3BbATA Y NULLE, KOTOpoe 0ObIYHO UMEET Ha Hee NPaBo. ITo MoXKeT HBbITb 06yCNOBNEHO
TpeboBaHUAMM 3aKOHA UNU NNUYHON BE30NAaCHOCTK, a TaKKe Koraa AoCTyn MOXXeT NoBneYb 3a COO0M pacKpbiTUE COCTOSAHUS
nen apyrux nu.

C.8.2 JlabopaTtopusa aonmkHa pa3padoTaTbh NPOTOKONbI OTHOCUTENBHO OBpalleHnsa ¢ pasnUYyHbIMMU 3anNpocamMun B
COOTBETCTBMN C MECTHBLIMW 3aKOHAMW N YCNOBUAMMN.

C.9 Ucnonb3oBaHue Npod AnA uenen uccneaoBaHUN, OTNINYAKOLWMNXCA OT 3aKa3aHHbIX

Micnonb3oBaHne npob Ans UHbIX Lenen, Yem 3akasaHHble NCCneaoBaHns, 6e3 npeaBapuUTenNbHOro CoOrNacoBaHUS
BO3MOHO TONbKO Ha YCNOBUAX aHOHUMHOCTU UNN B CMELLaHHbIX Npobax.

NabopaTtopun/ydpexaeHnst AOMKHbI U3NOXKUTL B hOpMe AOKYMEeHTa MNOopsiAoK ofpalleHMs ¢ He3anpoLleHHOM
nHopmauuen (Hanpumep, nccneaoBaHus, NPoOBoAUMbBIE ANA YTOYHEHUSA paHee Nony4YeHHbIX pe3ynbTaToB U3 NPod, KOTO-
pble MOryT ObITb MAEHTUMULMPOBAHBI), NPUHUMAS BO BHUMaHUE NONoOXKeHns 3akoHa. [lomkHbl ObITh cobnioaeHbl Tpebdosa-
HUA COOTBETCTBYIOLNX HALMOHANbHbLIX, PErMOHanNbHbIX 1 MECTHbIX NPaBun, a Takke YCTAHOBKN 3TUYECKUX KOMUTETOB.
Cwm. [3].

C.10 ®uHaHcOBbIe cornalleHus

C.10.1 MeauymHckne nadbopatopum He AOMKHbI BXOAUTL B MMHAHCOBbLIE COornalLleHusi ¢ 3akasbiBalownMmn nccneno-
BaHUA BpadYaMu nnu OUHAHCOBBLIMW areHTCTBaMU, eCnNn Takue CornalleHus oKasbiBalT AaBreHUe Ha 3anpoCUBLLEro
nccneaoBaHue NN Ha NaLueHTa Unu MeLllarT He3aBUCUMON OLLeHKE BPaYoM TOro, YTO nydlue Ansi nauueHTa.

C.10.2 Ecnn3ToBO3MOXHO, MOMELLEHUA, UCNONb3YeMble ANA B3ATUA NEepPBUYHON NPoObI, AOMKHBI ObITE MONHOCTLIO
HE3aBUCUMbI U OTAENEHbI OT NOMELLEHMNIA 3aKa3aBLUero NCCNeAoBaHUS Bpaya, a Koraa 3To HEBO3MOXHO, (PUHAHCOBLIE
cornaweHuna AonNXxHbl cneaoBaTh 0ObIMHON KOMMEPYECKON NPaKTUKE.

C.10.3 NabopaTopun fomKHbI U3deraTb CUTYaLUNI, Koraa MOXeT BO3HUKHYTb KOHCONUKT MHTepecoB. B NpOTUBHOM
cny4ae nHTepechbl A0MKHbI ObITb OrnalleHbl U ACMKHBI ObITh NPeAnPUHATBLI Mepbl, He0OXoaAUMbIE AN YMEHbLUEHUSA UX BN~
AHNA Ha 0O BEKTUBHOCTL pe3ynbTaToB UCCNeN0BaHNN.
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[MpunoxeHune D
(cnpaBo4HOe)

CBeneHMA 0 COOTBETCTBUM HaUMOHaNbHbLIX cTaHAapToB Poccunckon Pepepaumnn
CCbINTOYHbIM MeXAYHapPOoAHbLIM CTaHAapTaMm

Tadonuua D.1

Ob60o3HavYeHne CCbINTOYHOrO MEXAYHapoaHOro
cTaHaapTa Unu apyroro HOpMaTUBHOIO AOKYMEHTA

O0603HaYeHne 1 HaMUMEHOBaHWE COOTBETCTBYIOLLIENO HALMOHAaNbHOro cTaHaapTa
N Apyroro HOPMaTUBHOIO AOKYMeEHTa

NCO 31(Bce 4vacTun)

[OCT 8.417—2002 lNocynapcTBeHHaa cuctema obecnevyeHus
eauHcTBa naMmepeHnn. EanHnubl BennynH

NMCO/M3K PykosoacTtso 43-1

*

MCO 9000:2000

[OCT P NCO 9000—2001 Cuctembl MeHeQXMeHTa KadecTBa.
OCHOBHbIE MONOXEHNA U CNOBapb

NCO 2001:2000

[OCT P NCO 9001—2001 Cuctembl MeHeaXMeHTa KadecTBa.
TpeboBaHus

NMCO/M3K 17025:2005

[OCT P NCO/M3K 17025—2006 Obwmne TpeboBaHMA K KOM-
NEeTEHTHOCTU UCMbITaTeNbHbIX N KAaNNMOPOBOYHbLIX NabopaTopuin

MexxayHapoaHbI CNnoBapb OCHOBHbLIX W
oOWMX TEPMUHOB B METPONOrun, 2-e n3aa-
Hue, NCO, XKeHeBa, 1993

PyccKko-aHrno-ppaHLy3cKo-HEMELKO-UCMAHCKUA  CNOBapb OCHOB-
HbIX U o0WKnX TepmuHoB B MeTponornn/Iep. ¢ aHvrn.-cdop.//J1.K. Vcaes,
B.B. MapanH. — M.: UINK W3a-8o ctanpaapTos, 1998. — 160 c.

* COOTBETCTBYIOLLNIA HALMOHAaNbHLIN cTaHaapT oTcyTeTByeT. [10 ero yTBepxaeHus pekoMeHayeTcs UCnonb3oBaTh
nepeBoa Ha pPYCCKUI A3blK AaHHOro MeXayHapoaHoro ctaHaapTa. MepeBoa AaHHOro MeXxayHapoaHoro crtaHpapTta
HaxoauTcsa B ®epepanbHOM MHADOPMALMOHHOM (hoHAE TEXHUYECKUX pernaMeHToOB U CTaHaapTOB.
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