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NpeaucnoBue

Llenv n npuHumnbl ctaHgapTusauum B Pocculickon ®egepaunn yctaHoBneHel degepanbHbiM 3aKOHOM
ot 27 pekabps 2002 r. Ne 184-d3 «O TEXHUYECKOM PerynupoBaHuny», a Npaeunia NPUMeHeHUs HauMoHaNbHbIX
craHpapTtoB Poccuiickoi Pegepauum — MOCT P 1.0—2004 «CrangapTusaums B Poccuiickoit degepaumu. Oc-
HOBHbIE NOSTOXXEHUS»

CBefieHus o cTaHgapTe

1 NOArOTOBIEH Nabopatopueit npobnem KnHUKo-NabopaTopHon AnarHocTUkM MoCKOBCKON MeauLIUH-
ckoi akagemun um. . M. CeueHoBa Ha ocHoBe COBCTBEHHOrO ayTeHTUMHOMO Nepesoaa cTaHaapTa, ykasaHHOro
B NyHKTe 4

2 BHECEH TexHuyeckum KOMUTETOM Mo cTaHAapTusaunmn TK 466 «MeauumnHckue TeEXHONOruu»

3 YTBEP>XEH Y BBEJJEH B IENCTBUE Mpukasom GeaepanbHOro areHTCTBa o TeXHUYeCKoMy pery-
NUpoBaHuio n MeTposnoruy ot 9 aekabpsa 2009 r. Ne 629-ct

4 Hacrosawmi ctaHaapT uaeHTudeH mexayHapogHomMy ctaHgapty MCO 15189:2007 «JlabopaTtopumn mean-
uvHcKue. YacTHble TpeboBaHUA K kauecTsy 1 koMmneTeHTHocTU» (ISO 15189:2007 «Medical laboratories — Particular
requirements for quality and competence»).

HaumeHoBaHue HacTosLLero cTaHgapTa UsMeHeHO OTHOCUTENIbHO HaMMeHOBaHUS! YkasaHHOro MexXayHa-
poaHoro cTaHaapTa Ans npuseaeHun B cooteetcTene ¢ NOCT P 1.5—2004 (nyHkT 3.5).

Mpu NpyMeHeHnn HacTosALLero cTaHAapTa pekoMeHAyeTCs UCNoNb30BaTh BMECTO CCLIMOYHbIX MeXayHa-
poAHbLIX CTaHAapTOB COOTBETCTBYOWME UM HauuoHanbHble cTaHaapThl Poccuitckon denepaunun, csegeHns o
KOTOPbIX NpUBeAEHbI B AOMNONTHUTENBLHOM NPUNoXeHun D

5 BBAMEH FOCT P UCO 15189—2006

UHbopmayus 06 usmMeHeHUsX K HacmosuweMy cmaHOapmy nybruKyemcsi 8 exe200Ho uzdasaemMoM uHghop-
MayUOHHOM yKka3zamerie «HauuoHansHbie cmaHO0apmbly, @ MeKCm USMEHEHULU U MOMpagoK — 8 eXEeMECSIHYHO
usdasaembix UHGOpMaUUOHHBIX yKazamersisax « HauuoHasHele cmaHOapmel». B criy4dae nepecmompa (3amMeHbl)
unu ommeHsl Hacmosiuje2o cmarOapma coomeemcemayroujee yeedomieHue 6ydem orybrIUKO8aHO 8 EXXeMECsTY-
HO u3dasaeMoM UHGhOpMaULUOHHOM yKa3amerle «HayuoHanbHsle cmaHOapmabi». Coomeememesyrouasi UHGhop-
Mauusi, yeedoMrieHue U mekcmbi pasMeLuaromes makxe 8 UHGhopmMaLUoHHOU cucmeme obuie20 rofb308aHuss —
Ha ogbuyuansHoM catime DedepasibHO20 azeHmMemea 1o MEXHUYECKOMY peaysiupo8aHUro U Memporioauu

© CrangapTuHdopm, 2010

HacToswmin CTaHaapT HE MOXET 6bITb MOTHOCTHIO UM YaCTUYHO BOCMpounsseaeH, TMpaXknposaH 1 pacnpo-
CTpaHeH B Ka4ecTBe O(*)I/ILLVIaﬂbHOFO n3gaHus 6es paspeLleHna CDep,epaanoro areHTCcTBa Nno TeXxHM4eCckomy pery-
MpoBaHNO N METPOIOTUN
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BBegeHue

HacTtosawmi ctangapT, BkNovaowmini B cebs ocHoBHble HopMaTuBHble nonokeHna UCO/MOK 17025 un
NCO 9001, coaepxuT TpeboBaHUA K KOMNETEHTHOCTU U KaUecTBY, KOTOpbIE AOSDKHbI ObITb MPUCYLLM MeaNLH-
cknm nabopaTtopusam. JonyckaeTcs yCTaHOBMEHNE cneunansHbIX NpaBun v TpeboBaHWiA MO OTHOLLEHUHO K HEKO-
TOPbLIM AUNSIOMUPOBaHHLIM crieuuanMcTam NpUMeHUTENLHO K MX BUAY AeATEeNIbHOCTA U OTBETCTBEHHOCTU B AaHHOW
obractu.

MeauumnHckne nabopaTopHbIe YCIYrn UMERT CYLLECTBEHHOE 3HaYeHe Anst 0OGCNYXUBaHWUA NaLUUEHTOB U
MoOSTOMY OO PKHbI YAOBMETBOPSITL MOTPEGHOCTAM NaLMEHTOB W KIIMHUYECKOTO NepcoHaria, OTBETCTBEHHOrO 3a Oka-
3aH1e MegULMHCKO MOMOLLM NaumeHTam. Takue yeryri BkirodatoT B cebs npegoctasneHne Heo6xoaumblix maTe-
pvanos, NoaroToBKY MaLMeHTOB K POBeAeHUI0 UCCneaoBaHNN, MAeHTUdMKaLMIO NaLWUeHTOB 1 B3ATUE Y HUX NPob,
TpaHcnopTUpoBaHue, XxpaHeHne, 06paboTky 1 UccnegoBaHne KIMHUYeCKUX npob ¢ nocneayrowmnm noareepx-
AeHWEM, UHTeprpeTaLuneit, coobLLeHNeM peayrbTaToB UCCIEAOBAHNUIA U KOHCYNLTUPOBaHNEM MO HAM NpuU cobhto-
OeHnn TpebosaHmii 6e30nacHOCT U STUKA B MENULIMHCKON NabopaTopHoi paboTe. XXenaTtenbHo, 4tobbl Mean-
LMHcKWe nabopaTopHble ycryri BKovanu B cebs obcrneqosaHne naunMeHToB Npu KOHCYNsTaLmsx v 4tobbl nabo-
paTopuM aKTUBHO y4acTBOBaNM HE TOSBKO B AUArHOCTUKE U neveHun 6osbHbIX, HO 1 B NpeaynpexaeHnn 6ones-
Helh. Kaxxaas nabopaTopusa AomkHa npedocTaBnaTe paboTatoLemy B Heil nepcoHany BO3MOXHOCTY Afist o6paso-
BaHMWS W Hay4HbIX UccneaoBaHnia. MockonbKy HACTOAWMIA CTaHA4apT npegHasHadveH 415t MpUMeHeHNs BO BCEX
obLLenpu3HaHHbIX B HacTosLLiee BpeMs AUCLMMNNHaX NabopaTopHon MeanuUuHbl, paBoTHUKA Apyrux cry6 u
ANCLMMNINH MOTYT Takke ero Ucronb3oBaTh U cnegosatb emy. Opraxbl, yroSIHOMOYEHHbIE OLEHNBATL KOMMETEHT-
HOCTb MeaMLIMHCKAX TabopaTopui, MOryT UCMOSb30BaTh HACTOALLMIA CTaH4apT Kak OCHOBY Ansl CBOei AedaTenb-
HOCTM.

MpeanoyTuTensHO, YTOGEI NabopaTopui, FOTOBALLMECS K akkpeauTauum (Mnu ceptudmkaumm), obpallanucs
B OpraH rno akkpegutaLum (Unu no cepTudmKaLm), KOTOPbIA AeACTBYET B COOTBETCTBUM C HACTOALLIMM CTaHAapTOM
N y4unTbIBaET cneundundeckne TpeboBaHWs K MEANLMHCKAM N1abopaTopusim.

ConocTaBneHne CTpYKTYPbl U HYMepaLIMn CTPYKTYPHbIX 3fIEMEHTOB HACTOSILLIEro cTaHAapTa U MeXayHapoa-
HbIX cTaHgapTos MCO 9001:2000 n MCO/M3K 17025:2005 npuseaeHo B NpUioXkeHUn A.

[JaHHoe BTOpOe n3gaHuve ctaHgapta MICO 15189 oTMmeHsieT 1 3aMeHsET NepBoe U3gaHue, KoTopoe TeXHUIEC-
KM NepecMoTpeHo B Lensix AocTvkeHust 6oree MofHOro COOTBETCTBUSA MOSIOXKEHUSIM BTOPOro U31aHns CTaH-
papta MICO/MOK 17025.

BelgeneHHble KypCUBOM CHOCKW B TEKCTE HACToSILLEero ctaHgapTa npueeaeHbl Ans NOACHEHUS1 HEKOTOPbIX
MooXXeHU NPUMEHEHHOTO B HEM MexayHapoaHoro ctaHgapta MCO 15189:2007.
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HAUUWOHANBbHBIA CTAHAOAPT POCCUNCKOW SGEONEPALUUMU

NABOPATOPUA MEOUUUHCKUE

YactHble Tpe6GoBaHuA K Ka4vyecCcTBY U KOMNETEeHTHOCTU

Medical laboratories.
Particular requirements for quality and competence

DaTta BBepeHua — 2010 — 09 — 01
1 O6nacTb NnpUMeHeHnA

HacToswumi ctangapT ycraHaBnMBaeT YacTHble TpeGoBaHUs K KaYecTBY U KOMNETEHTHOCTU MeAULIMHCKAX
nabopaTopuid.

HacToswwii ctaHgapT npegHasHaqeH Ans NpUMeHeHUst MeauUMHCKUMKN naGopaTtopuamMu Npu paspaboTke
WX CUCTEM MeHeKMeHTa KayecTBa 1 oLieHke COBCTBEHHOW KOMMETEHTHOCTHU, a Takke ASA UCNONb30BaHUA opra-
HaMu akkpeaUTaLmmM NpU NOATBEPKAEHAN UM NPUSHAHWUN KOMINETEHTHOCT MeAULIMHCKUX NaBopaTopuil.

2 HopmatuBHbIe CCbINKK

B HacTosLLeM cTaHaapTe UCNONb30BaHbI HOPMATUBHLIE CChIIKA Ha criedyoLue CTaHaapTbI:

NCO 31 (Bce yactn) BennunHel  eanHnLbl

NCO/M3K Pykosoactso 43-1 BHELLHSAS OLIEHKA Ka4ecTsa C NOMOLLbH MexabopaTopHbIX cpaBHEHWIA. YacTb 1.
Pa3paBoTka 1 ocyLLecTBIIeHWe CUCTEM BHELLHEN OLLEHKN KavecTBa

MCO 9000:2005 Cuctembl MeHempkMeHTa KadecTBa. OCHOBHbIE MOMOXEHWS U CloBapb

MCO 9001:2000" Cuctembl MEHEKMEHTA KadyecTea. TpebosaHus

NCO/M3K 17025:2005 O6Lme TpeboBaHM st K KOMNETEHTHOCTU UCTIbITATENBHBIX U KarMBPOBOYHLIX NTabopa-
TOpWIA

3 TepMUHBbI M onpeaeneHus

B HacTosLeM cTaHgapTe NpUMeHeHb! criedytolme TEpMUHBI C COOTBETCTBYIOLLIMMIA OfpeaeieHUsMU:

3.1 akkpeauTaumsn (accreditation): MNpoueaypa, ¢ NpUMeHeHNEM KOTOPOW YNOSTHOMOYEHHbIA OpraH NPoBO-
OUT bopmansHoe NPUsHaHUE KOMNETEHTHOCTU OpraHu3aumMn Unu UsnHecKoro NULa ans BbiNonHeHUs cneumydu-
YecKkon 3agaun.

3.2 TouHoOCTb U3MepeHus (accuracy of measurement): CteneHb 6nM30CTU pesynbTata M3MepeHust K UCTUH-
HOMY 3Ha4YeHWIo N3MepSIEeMO BESTUHUHDI.

[1, nyHkT 3.5]

3.3 6umonoruyeckuin pedpepeHTHbIN UHTepBan (biological reference interval, reference interval): LieHT-
panbHbli 95 %-Hblil HTepBan pacnpeaeneHnsi pedpepeHTHbIX 3Ha4YEeHUIA.

MpumeyaHwue 1 — [pUMeHeHEM 3TOMO TEPMUHA UCKNIOYAETCA yNoTpebneHne HEKOPPEKTHOTO TEpMMUHA
KHOPManbHbIA YPOBEHbY.

MpumeyaHwue 2 — ObwenpuHaTo onpeaenaTh pedepeHTHbIN MHTEPBAN Kak LeHTpanbHbiil 95 %-Hbik
nHTepsan. MHble pasmepbl UMM acCUMMETPUYHOE pasmelleHne pedepeHTHOro NHTepeana MoryT COOTBETCTBOBaTb OCO-
ObIM cnyyasm [2].

1) 3ameteH, gevicteyet UCO 9001:2008. B HacTosiwem cTaHgapTe npuBegeHa ccbinka Ha WCO 9001:2000,
T. K. HACTOSILUMIA CTAHAAPT SIBNSETCA MASHTUYHBIM MO OTHOLWEHWIO K AencTteylowemy MCO 15189:2007.

UapgaHue obuumuanbHoe
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3.4 uccnepgoBaHue (examination): Komnnekc onepauumin, 06beKTOM KOTOPbIX SIBNSIETCA orpeaenieHue 3Ha-
YeHWs NN XapaKTepucTka CBOUCTB.

MpumeuaHune— B HEKOTOPbIX AUCUMNAWMHAX (HaNpuMep, B MUKPOOMONOrMKM) UcCreaoBaHWe NpeacTaBnsaeT
coboli COBOKYNHYIO OeATeNnbHOCTb, COCTOAWYIO U3 HECKOIbKMX TECTOB, Ha6n|o,qum71 wim wamepeHMﬁ.

3.5 nabopaTtopHble BO3MOXHOCTH (laboratory capability): MaTtepuaneHble, TeppuTopuansHbie u nHaop-
MaUMOHHbIE pecypchl, NepcoHan, ero yMeHusa U 3HaHus, NpefocTasnsemMsle ANa npeanonaraemsix uccneaosa-
HUM.

MpwumedaHue— OueHka nabopaTopHbIX BOZMOXHOCTEN MOXET BKNIOYaTh B Cebs1 pe3ynbraTbl NpeawecTByio-
LEero y4actusi nabopatopum B MeXnabopaTopHbIX CAMYEHUSIX, B CXemMax BHELWHEW OUEHKM KayecTBa Unu B Nporpammax
MCMbITAHUIA, UNW BCE YKAa3aHHOE B COBOKYMHOCTWU ANsi AEMOHCTpPaUMu CTeneHW HeonpeaeneHHOCTU U3MEpPEeHuN, npeae-
na obHapyXeHus 1 T. 4.

3.6 3aBegyoLwmin naboparopuen (laboratory director): KomneTeHTHOe NNLLO, OTBETCTBEHHOE 3a NabopaTo-
puvito 1 yripaBnsitoLLee ei.

MpumeyaHune1—[Ana uenen HACTOSAWEro cTaHgapTa — NULO MNW NWMUA, KONNEKTUBHO NPU3HAHHLIE KaK
PYKOBOACTBO nabopatopum.

MpumeyaHune2— HaunoHanbHble, perMoHarnbHble U MECTHble npasuna moryT Tpe6oeate onpeaeneHHon
KBanudvkauum u obpasoBaHus.

3.7 pykoBoacTBO na6opartopuu (laboratory management): lluuo wnm nuua, kotopble ynpasnaoT gest-
TenbHOCTLI0 NabopaTopun, BO3rMaBnseMon 3aseayoLmm nabopatopueil.

3.8 nsmepeHune (measurement): Komnnekc onepauuid, BeINOMAHAEMbIX ANA onpeaeneHns 3HauyeHUs Benu-
UMHbI.

[1, nyHKT 2.1]

3.9 meguuuHckas naboparopus (medical laboratory, clinical laboratory): [TabopaTopus, koTopasi npoBo-
anT Guonormieckue, MUkpobronormieckme, UMMyHoOsIOTM4eCKUe, XMMUYeCK e, UIMMYyHOoreMaTosormieckue, rema-
Tonornyeckme, 6rouranyeckune, LMToNorndeckne, NaTonormieckme unm apyrue nccrnegosaHns MaTepuanos U3
opraHnaMa venioBeka Anisl nonyveHUs MHopMaLMn Anst AuarHoCTUKK, NpeaynpexaeHust U neyeHnst 6onesHn unm
OLIeHKN COCTOSIHWS 300POBbLS YesloBeKa U KOTopasi MOXET OKasaTb KOHCYSLTaTUBHYIO MOMOLLb OTHOCUTENbHO
BCEX acneKToB fnabopaTopHbIX NCCefoBaHWN, BKIOYAA UHTEpNpeTauuio pesynstaTos U pekoMeHaauno Aanb-
HeWLWMX HeoBXoAMMbIX NCCreJ0BaHWUNA.

MpumedaHue— 3T UCCreJoBaHNs Takke BKIOYatoT B cebs npoueaypbl Ana onpegeneHns, nsMepeHns unu
MHblE OMMCaHUsi MPUCYTCTBUS UMW OTCYTCTBUSI PasnnyHbIX BELLECTB UNU MMKpoopraHuamoB. MogpasaeneHusi, KOTopble
TONbKO cobumpatoT U roToBaT obpasLbl Ny AeNCTBYIOT B KAYECTBE NEPEChINOYHbIX UK pacnpeaenurenbHblX LEHTPOB, He
MOTyT ObITb PACCMOTPEHBI KaK MEANUMHCKME UMW KITMHWYECKUE nabopaTopum, XOTs OHM MOTyT BXOAUTL B COCTaB Honblmnx
nabopaTopHbIX CETEN UMM CUCTEM.

3.10 npoueaypbl nocne UccregoBaHUs, NocTaHaNUTUYeCKUI aTan (post-examination procedures, pos-
tanalytical phase): MNpoLeaypbl, XpoHoNorM4eckn HauMHaroLwMeca nocrie nccnegosaHna, BKNOYasa cucteMaTusa-
Um0, opMynmMpoBaHne U MHTEPNpeTaLInio, paspeLleHne K Bbigadve, ochopMneHne 1 nepeaady pesynsratos Uccne-
[OOBaHWNA N XpaHeHWe UccreaoBaHHbIX Npob.

3.11 npoueaypbl nNepen UccnegoBaHUeM, MpeaHanUTUYecKU atan (pre-examination procedures,
preanalytical phase): Mpoueaypbl, XpOHOMOTMYECKN HauMHAKOLWMECS C Ha3Ha4YeHUs KITMHULIMCTOM UccneaoBsa-
HWSI, BKITFOYEHWS UCCleJOBaHNUsA B 3asiBKY, OXBaTbIBAOLLME NMOArOTOBKY NauueHTa, B3sTUE NepBUYHOW Npobsl,
TpaHcrnopTUpoBaHWe ee B TabopaTopuio 1 3akaHUMBaOLMECS HavanoM npoueaypbl UccrefoBaHus.

3.12 nepBuyHas npoba, obpasel, (primary sample, specimen): OgHa YacTb UK HECKOSbKO YacTewn,
B3ATbLIX U3 chcTeMbl ).

MpumedaHue 1— MHorga BMECTO NEPBUYHON NPoBbI (MK ee YacTu) ynotTpebnsioT TepMuH «obpasew» kak
r|p06y, NoAroTOBNEHHYO ANnA NepecbIniku B na60paTopmo nnn nonyvyaemyto na60paTopmel7| n npegHasHavYeHHyw ans
uncecnegoBaHnd.

3.13 BenuunHa (quantity): CBOINCTBO AIBMEHUs, Tena UK BeWecTBa, KOToOpoe MOXeT BblTb pasnMinmo
Ka4yeCTBEHHO W onpeaeneHo KoNM4eCcTBEHHO.

[1, nyHkT 1.1]

) Mop cnetemol B nabopaTopHOI MeAULMHE MOHNMAIOT MaTepuar, U3 KoToporo BaaT obpasel, TO ecTb Buonory-
YeCKMI mMaTepuan nauueHTta (KpoBb, MOYa, CIOHA, TKaHb U T. M.).

2
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3.14

cucteMa MeHemKMeHTa KavecTBa (quality management system): Cuctema MeHekmeHTa ans ynpas-
NEeHNA N KOHTPOSS opraHn3aL iy B OTHOLLEHWUWN KavecTBa.
[MCO 9000, nyHkT 3.2.3]

MpumedaHue—[Ona uenei HaCTOSILLEro cTaHAapTa TEPMUH «Ka4eCTBO», YNOMSIHYTbIM B 4aHHOM onpeaerne-
HUW, OTHOCUTCH W K MEHEMKMEHTY, M K TEXHNYECKOW KOMMETEHTHOCTH.

3.15 BcnomorarenbHas (cy6noapsagHas) naboparopus (referral laboratory): BHewHaa nabopatopus, B
KOTOPYIO OTChINatoT Npoby AN npoLieaypbl AOMOMHUTENBHOMO UK MOATBEPXKAALWEro uccneaosaHns u cooblue-
HUA pesynkTaTa.

3.16 npo6a (sample): OgHa nnu HeckonbKo YacTen, KoTopble B3ATHI U3 CUCTEMBI, NPeAHa3HaYeHHbIe Ans
noy4eHns UHopMaLIMM O CUCTEME U HaCTOo CyXallie OCHOBaHUEM ANA NPUHATUA peLLeHnUs o cucTeme Unn o6
ee ieATebHOCT L.

Mpumep — O6bem (Nopyusi) cbisOpPOMKU, 83IMbiil U3 60/1bWE20 06BeMa CbI8OPOMKU.

3.17 meTponoruyeckas npocnexusaemMocTtb (metrological traceability): CBocTBO pesynstata usmepe-
HUS1 UMW 3HAYEHUSA 3TaNoHa, 3akroyaoLeecs B BO3MOXHOCTU YCTAHOBNEHUS ero CBA3N C COOTBETCTBYHOLLIMMU
aTarnioHammu, 06bIMHO MeXayHapPOAHBIMU UMM HALMOHaMbHLIMU, NOCPEACTBOM HeNnpepbIBHOM Lenn CAMHEeHUI, uMe-
FOLLIMX YCTAHOBMEHHbIE HeomnpeaeneHHOCTU.

[1, nyHkT 6.10]

3.18 npaBunbHoOCTb U3MepeHus (trueness of measurement): CteneHb 6IM30CTU cpeaHEro 3HaYeHus,
Mony4eHHOro Ha OCHOBaHWN GOrbLIOI Cepur pe3ynbLTaToB U3MEPEHU, K UICTUHHOMY 3HaYEHUIO.

MpumeyaHune—TIoWCO 3534-1, nyHkr 3.12 [3].

3.19 HeonpepeneHHocTb U3MepeHus (uncertainty of measurement): MapameTp pesynsTaTa UsmepeHus,
XapaKTepuayoLLMii ANCTIEPCUIO 3HAYEHUIA, KOTOPbIE MOTYT BbITb 060CHOBaHHO NPUNUCaHBI U3MEPSIEMOI BENUYMHE.
[1, nyHkT 3.9]

4 Tpe6oBaHUA K MEHEKMEHTY

4.1 OpraHusauma N MeHeXKMeHT

4.1.1 MegunumHckas nabopaTtopust UM opraHu3aLms, YacTbio KOTOPOoW siBNsieTCs abopatopus, AoikHa ObiTb
YeTKO onpeaesieHHO NPaBoBO e ANHULIEN.

4.1.2 MeamupHckne nabopaTtopHble yCryri, BKIoYasi COOTBETCTBYHOLLYIO MHTEPMPETALMIO U KOHCYNLTaUu-
OHHblE YCryri, OOMKHbI ObITb NpeAHasHaueHb! 45151 yA0BIeTBOPEeHUs NoTpeBHOCTe NauMeHTOB U OTBETCTBEHHOIO
3a NX JIeYeHNe KITMHNUYECKOTo NepcoHana.

4.1.3 MeaunumHckan nabopartopust (danee — nabopaTtopusi) 4OSHKHA COOTBETCTBOBaTL TpeboBaHWUAM Ha-
CTOSILLEero cTaHaapTa Npuy BeINOMHEHWN paboT Ha MecTe CBOEro NOCTOSIHHOTO PaCTIONOXEHUS! UMW B UHOM MecTe,
BHE CBOEro MOCTOSIHHOrO PacnosfioKeHUs.

4.1.4 PacnpegeneHue oTBETCTBEHHOCTU MEXAY COTPYAHUKaMM1 nabopaTopuin 3a ydacTue B UcCrneaoBaHUAX
nepBUYHLIX NPO6 UK BAUSHWE Ha 3TV UccneaoBaHNs AOMMKHO BbITb YETKO yCTaHOBNEHO, YTOObI MaeHTUhULMPO-
BaTb KOHPNUKT MHTEpecoB. PMHaAHCOBLIE UMW MOMUTUYECKUE COOBPaXeHUs (Hanpumep CTUMYNMPOBaHUe) He
OOIDKHBI BMUSTH Ha NPOoBeAeHNE NCCreaoBaHNA.

4.1.5 PykoBoacTBO NabopaTopum A0IKHO HECTU OTBETCTBEHHOCTb 3a pas3paboTky, BHegpeHue, nogaepxa-
HUe W yry4dleHne cUcTeMbI yrpasneHus kavectsoMm. MNMpu 3ToM A0KHO BbITh yUTEHO crieayoLlee:

a) obecrieveHre pyKoBOACTBOM flabopaTopu BbIMOMHEHNS BCeM NlabopaTopHbIM NepcoHanoM CBounxX 06s-
3aHHOCTEW MyTEM YNpaBneHnst AEATENBHOCTLIO U NPeaoCTaBEHNS PECYPCOB;

b) o6ecneyeHne He3aBMCMMOCTMN PYKOBOACTBA W NepcoHaria oT Ntoboro HexxenaTebHOro BHYTPEHHEro U
BHELLIHEro KOMMepYeckoro, UHaHCOBOTO U MHOTO AABMNEHNS U BIIUSIHANA, KOTOpbIE MOTyT HebraronpusiTHO cka-
3aTbCsl Ha KayecTBe NX paboTbl;

C) NopsifoK v NpoLeaypel 4rs obecneveHus KoHduaeHUMansHoCTN UHdopmauum (M. npurioxerue C);

d) nopsigok v npoueaypbl Ans NPpeAoTBPaLLEHNs BOBMEYEHWS B MoBYo AeATENbHOCTb, KoTopasi Morna 6bl
YMEHbLUUTL I0BEpUE K KOMNETEHTHOCTY Nabopartopun, ee 6ecnpuUcTpacTHOCTK, cpaBeaIMBOCTM UM onepaTuB-
HOM LIeNoCTHOCTY;

€) opraHu3aLvoHHas 1 yrnpasneHJeckas CTpykTypa nabopaTopuy 1 ee B3anMOOTHOLLEHWS ¢ No6on apyroi
opraHu3aLuen, C KOTOPOI OHa MOXET B3anMOAENCTBOBATD;
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f) ycTaHOBNEHHast OTBETCTBEHHOCTb, NMpaBa U B3aUMOOTHOLLEHUSA BCEro NepcoHana;

g) agekBaTHbIe yMeHUs1 BCero nepcoHana u cCooTBeTCTBYIOWMIA HAA30p 3a ero kBanudukaumen n yposHem
OTBETCTBEHHOCTW CO CTOPOHbLI KOMMETEHTHBIX 11U, OCBEAOMIEHHbBIX OTHOCUTENBHO LUenen, npoueayp U oLeHKA
pes3ynsTaToB COOTBETCTBYIOLNX METOAMK UCCIIEQ0BaHUS;

h) oTBETCTBEHHOCTL TEXHUYECKOro PYyKOBOACTBA 3a TEXHUYECKOe OocHalleHWe U cHabxeHue pecypcamu,
HeoBxoaMMbIMK Anst o6ecrneveHns TpeGyeMoro kadecTsa nabopaTopHbIX NpoLeayp;

i) Ha3HaYeHWe OTBETCTBEHHONO MO KayecTBY (NepcoHaslbHO HasHa4YeHHOro) ¢ Bo3naraeMbIMU Ha Hero oTBeT-
CTBEHHOCTbLIO, NPaBOM paccMaTpUBaTL COOTBETCTBUE TPEBOBAHNAM K CUCTEME MEeHePKMeHTa kavecTsa 1 0bs-
3aHHOCTbIO MHPOPMMPOBAaTL PYKOBOACTBO SlabopaTopun HenocpeacTBEHHO Ha TOM YPOBHE, HAa KOTOPOM MPUHUMa-
OTCS peLleHrst No NONUTUKE U pecypcam nabopaTopuu;

j) pacnpegeneHue oTBETCTBEHHOCTY 3a OCYLLECTBIIEHNE BCEX KIOUEBbIX (PYHKLIMA, NPUHMMAs BO BHUMAa-
HUWe, YTO OTAENbHbIe COTPYAHWMKMA MOTYT BbINOMHATL 6onee oaHol dyHKLMM 1 B HEGONbLLOK nabopaTopun MOXET
oKasaTbCA HepaLMOoHanbHO HasHavaTb 3aMeCcTUTEse No Kaxaoh dyHKUMM.

4.1.6 PykosoacTso nnabopaTtopum AomkHO 06ecneynTb OCyLLECTBIEHWE NPOLECCOB KOMMYHUKaL MM B nabo-
paTopu1 1 X Ucnonb3oBaHWe B UHTepecax 3eKTUBHOTO OYHKLUMOHNPOBAHUA CUCTEMbI MEHE)KMEHTA KavecTBa.

4.2 Cuctema MeHe)XMeHTa KayecTBa

4.2.1 MNonutunka, npouecchl, NporpaMmbl, npoueaypbl U UHCTPYKUMW AOSPKHbBI BbITb cchopMynMpoBaHbI B CO-
OTBETCTBYIOLMX AOKYMEHTaX 1 coobLueHbl BceMy y4acTBYOWEMY B UX BbINOSIHEHUM NepcoHany. PykoBoacTeo
OOSMKHO BbITh YBEPEHO, UTO TPEBGOBaHUS 3TUX JOKYMEHTOB NOHATLI U BLIMNOMHSAIOTC.

4.2.2 Cnctema ynpasneHust KauecTBOM JOSDKHa BKNtoYaTh B ce64, HO He orpaHUuUBaTLCS 3TUM, BHYTpUna-
60opaTOPHbIN KOHTPOSL KAYECTBA M yYacTUe B OPraHN30BaHHbIX MeXNabopaTopHLIX CIIMYEHUSIX, TAKUX KaK CXeMbI
BHeLUHeN OLeHKN KavecTBa.

4.2.3 MNonuTuka 1 3agaymn cuctemMbl MEHEXKMeHTa KadecTBa AOMKHbI 6biTb onpepaeneHsl B MonoxeHun o
MOMANTUKE NO KaYecTBY pacnopsbkeHMeM PyKOBOACTBa NabopaTopun 1 A0KYMEHTUPOBaHLI B PyKoBOACTBE Mo Kaye-
cTBY. 3Ta NoNUTUKa AOMKHa 6bITb YETKOW, JIErKOAOCTYMNHON NepCcoHany U AosKHA BKodaThb B cebs cneaytoLuee:

a) obLwme ceeaeHus 06 ycnyrax, koTopble naGopaTtopusa HamepeHa NpeaocTaBnATh;

b) 3assnenve pykoeoacTea nabopatopum 06 ypoBHe ycnyr, npeaocTaensieMblx labopatopueir;

C) 334241 CUCTEMbI MEHE[DKMEHTA Ka4ecTBa;

d) TpeboBaHKe, YTOOLI BeCb NepcoHarl, CBA3aHHbLIN € BbINOMHEHUeM uccreqoBaHuil, Gbin 03HaKOMNEH ¢
AOKyMeHTaLMeln No kavyecTBY U NMOCTOSIHHO NPUAEPKUBATICS YCTaHOBIEHHbIX NOMUTUKK U Npoleayp;

e) 0bs13aTeNLCTBO labopaToprn NpUAEPXKUBaTLCS NPaBUIbHON NabopaTopHO NpakTuki, obecnednsaTh Ka-
YeCTBO CBOUX UCCNEeAoBaHWUIA M COOTBETCTBOBATL CUCTEME MeHeKMeHTa KauecTea,;

f) obsizaTensCcTBO pykoBOACTBA TabopaTopui yunTLIBaTL TPEGOBaAHMA HACTOSALLErO CTaHaapTa.

4.2.4 PykoBOACTBO NO Ka4eCTBY AOSHKHO coAepKaTb OMUCcaHWe CUCTeMbl MEHEDKMEHTA KauecTBa M CTPYK-
Typbl AOKYMEHTaLMW, NCNIONb3YeMOoW B CUCTEME MEHEMKMeHTa kadyecTBa. PyKOBOACTBO MO KauyecTBY AOSDKHO
Taloke cofepXaTb CCbiNKU Ha HeobxoauMble npoLeaypsl, B TOM YAcne TexHu4eckue. JomkHa 6biTb cobnoaeHa
CTPYKTYpa AOKYMEHTaLIMN B CUCTEME MeHeKMeHTa kavecTBa. B PykoBogdcTae no KayecTBy A4osHkHbI GbITb onpe-
AeneHbl OTBETCTBEHHOCTb TEXHUYECKOTO PYKOBOACTBA U OTBETCTBEHHOIO MO Ka4ecTBy, B TOM YMCe UX OTBET-
CTBEHHOCTb 3a obecrieveHie COOTBETCTBUA HacTosILLeMY cTaHaapTy. MepcoHan AormkeH GbITs MPOUHCTPYKTUPO-
BaH OTHOCUTENBHO UCMOMb30BaHUsi PyKOBOACTRA Mo KAa4ecTBY U BCEX YTOMSAHYTLIX B HeM JOKYMEHTOB, a TakKe
OTHOCWTEeNLHO TpeboBaHNI Mo UX NPUMEHeHMIo. PyKOBOACTBO Mo Ka4eCcTBY crieayeT codepkaTb M 06HOBMATL Noj
HaA30pOM W Noj OTBETCTBEHHOCTL [CM. 4.1.5, nepedncnerue i)] nuua, OTBETCTBEHHOrO 3a Ka4eCTBO PYKOBOI-
cTBOM Nabopatopun. PykoBOACTBO MO KAYECTBY MOXKET coAepkaTb CriefyroLine pasaensi:

a) BBeAeHe;

b) onucaHve MeanLMHcKo naGopaTopuu, ee NPaBOBOE NOSTOXEHWEe, PecypCbl, OCHOBHbIE 063aHHOCTM,

C) NONUTKKA MO Ka4YeCTBY;

d) obpa3oBaHue 1 NpakTudeckas NoaroToBKa nepcoHana;

e) obecrneyeHue ka4ecTBa;

f) ynpasneHue gokymeHTaLmen;

g) 3anuncu pe3ynbTaToB, UX COAEPKaHNE B MOPSAKE U apXUBUPOBAHNKE;

h) nomeLleHue n cpeaa;

i) MHCTPYMEHTBI, peareHTbl W/UNn ynpaeneHne cHabXeHneM;

j) noaTBEPXKAEHNE METOAMK UCCIeoBaHNS;

k) 6ezonacHocTb;

|) npeaynpexaeHne 3arpsasHeHs okpyxatoLled cpedbl [Hanpumep, TpaHCNopTMpOBaHUe, yaaneHue pac-
XOAHbIX MaTepuarnos 1 0TXOA0B, B AOMNOSIHEHVE U B OTNINYME OT yKa3aHHoro B nepeuncrenmsx h) nil;

4
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M) Hay4Hble NccneaoBaHnst U paspaboTka (ecnu npucyLue);

n) nepeyeHb METOANK UcCiedoBaHWIA;

0) 3anpocbl Ha UCCNeaoBaHNs, NEPBUYHbLIE MNPODLI, B3ATUE N 06paboTka fnabopaTopHbIX NPob;
p) OLieHKa 1 noATBepXaeHWe pesynLTaTos;

) KOHTPOJSIb KauecTBa (BKItoUYan MexrabopaTopHble CIINYeHUs);

r) naboparopHasi UHdopmaLoHHas cuctema (cM. npunoxeHne B);

S) OTYETHOCTb O peaysbTarTax;

t) AENCTBUSI MO YCTPaHEHUIO HEAOCTATKOB U YAOBIETBOPEHMIO NMPETEH3UN;

U) CBAI3b 1 Apyrve B3aMOAENCTBIS C MauveHTamMu, MeauLMHCKUMK paboTHUKaMIM, BerioMoraTesisHbIMU (Cy6-
nogpsiaHeIMK) NabopaTtopusiMy 1 MOCTaBLUMKaMU;

V) BHYTPEHHUE MPOBEPKU;

w) aTuka (cm. npunoxexue C).

4.2.5 PykoBoacTBO NabopaTopun JOMMKHO YCTaHOBUTL U BHEAPUTL MPOrpaMmy, KOTopasa NoCTOAHHO oTcne-
XKMBaET U OEMOHCTPUPYET COBCTBEHHYO KannbpoBKy (MOBEPKY) U (byHKLMOHUPOBAHUE NpMBOPOB, peareHToB U
aHanMTU4ecknx cuctem. CneayeT Takke MMEeTb B HANMMYUKN AOKYMEHTUPOBAHHYIO 1 PETUCTPUPYEMYIO NPOrpamMMy
npocnnakTUieckoro ocMoTpa 1 kannbposku (cM. 5.3.2), koTopas, kak MUHUMYM, COOTBETCTBYET PeKOMeHAaLUAM
WN3roToBUTENEN.

4.3 YnpaBneHue goKymeHTauuewn

4.3.1 NabopaTopusi gomkHa onpeaenvTs, AOKYMEHTUpOoBaTh U cobritofaTs NpoLeaypbl ynpasneHusa BceMu
[OKYMeHTaMu1 1 nHdopmaLmen (M3 BHyTPEHHUX U BHELLHWX UCTOYHUKOB), KOTOpbIE 06pasytoT AOKYMEHTauuto ee
CUCTEMbI MEHeKMeHTa kavecTsa. Konum kaXkaoro us 3Tx KOHTPOSbHbIX IOKYMEHTOB AOIDKHbI ObITh apXMBUpOBa-
Hbl 4N nocreaytoLlero obpalleHns K HUM 3a cripaBkaMu, 1 3aBeyloLnii nabopaTtopyeil AoMmKeH onpeaenvTe
nepvoa Nx XxpaHeHusi. 3T KOHTPOSbHbIE AOKYMEHTbI MOXHO COXPaHSITb Ha PasfINHHbIX HOCUTENSIX, B TOM YACHe Ha
6ymare unu B nHoi chopme. [JomkHbI BbITb NPUMEHEHbI HAaLWOHarbHbIE, PETMOHANbHBIE U MECTHbIE MpaBuna xpa-
HEeHWs1 OKYMEHTOB.

MpuMeyaHMWe— B 3TOM KOHTEKCTE NOA TEPMUHOM «AOKYMEHT» MOHWMAIOT Nobylo MHdopMauumio unm
MHCTPYKUMIO, BKITIOYas 3asiBNeHne o Nonutuke, y4ebHuK, npoueaypsl, TEXHUYECKUE yCnoeusi, KanubpoBoYHbie (rpagyvpo-
BO‘-{HbIe) Tabnu Ubl, Buonornyeckme pecpepeHTHble uHTEpBanbl U NX UCTOYHUKKW, KapTbl, NNakaTtbl, 3aMeTKHU, CNpaBKu,
nporpammHoe obecreyeHve, pUCyHKM, NNaHbl M AOKYMEHTHI BHELLHETO NPOUCXOXAEHUS, Takme Kak npaBuna, ctaHaap-
Tbl UM METOAMKN UCCIegOBaHUMN.

4.3.2 MpuHaTbIe NpoLeaypbl A0SMKHbI rapaHTUPOBaThb, YTO:

a) Bce AOKYMEHTbI, BbiNyLLeHHbIe A4 nabopaTopHOro nepcoHara kak 4YacTb CUCTEMbI MEHEDKMEHTA Kade-
CTBa, NpeABapuUTeribHO MPOCMOTPEHbI N YTBEPXKAEHbI YNONTHOMOYEHHbLIM NepCoHarioMm;

b) BegeTca cnucok, paccmaTprBaeMebill TaKKe Kak XXypHan KOHTPOMsi JOKYMEHTOB, B KOTOPOM YTOYHAIOT
TeKyLUiA NepecMoTp AOKYMEHTOB U MX pacrnpeaesieHue;

C) AN aKTUBHOTO UCMOMb30BaHNS B COOTBETCTBYIOLLEM MecTe AOCTYrMHa TOMbKo AeNCTBYOLAA BEPCUA
COOTBETCTBYHOLLMX JOKYMEHTOB;

d) OOKYMEHTLI Mepuoandeckn MpocMaTpuBakTCsl, PEBU3YHOTCA, MPU HEOBXOAUMMOCTH, 1 NOATBEPXKAAOTCA
YNOHOMOYEHHbIM MepcoHariom;

e) ycTapeBLUnNe UM HeBePHbIE JOKYMEHTLI HEMeASIEHHO U3bIMaOTCS U3 BCEX MECT UX UCTIONb30BaHUA UNK
WHEIM 06pa3oM NpeoTBpaLLatoT MX HeonpaBaaHHOe NpUMEHEHUE;

f) XpaHeHWe NN apXMBMPOBaHWE N3LATLIX JOKYMEHTOB OpraH130BaHo TakuM 0bpa3om, UTo NpegoTBpaLleHo
UX HenpegHaMmepeHHoe NpuMeHeHue;

g) ecnv nabopaTtopHasi cucTema KOHTPOSIbHOW AOKYMEHTaLIMMN A0MYCKaeT UCNpaBneHne JOKYMEHTOB BpyY-
HYt0 BMECTO UX NepensgaHus, To npoleaypbl U nuua, ynosiHOMOYeHHbIe BHOCUTL Takue UcnpasneHusd, onpeje-
NeHbl, UCMIPAaBEHNsI YETKO OTMEYEHbI, YKasaHbl U 4aTUPOBaHbl U NEPEeCMOTPEHHbIN AOKYMEHT ckopeLnmM obpa-
30M ByaeT hopmariHo nepensaan;

h) npoueaypsl, ycTaHOBNEHHbIE OIS BHECEHNSI U3AMEHEHWI B AOKYMEHTLI, CoAepKallMecs B KOMMboTepU-
30BaHHOW CUCTEME, YETKO paspaboTaHbl 1 UX OCYLLECTBEHNE KOHTPONUPYETCS.

4.3.3 Bce OOKYMEHTbI, OTHOCSILLIMECS K CUCTEME YNPaBEHUS KAYECTBOM, AOMMKHbI ObiTb eguHoobpasHo
odbopMIieHbl U coepkaTb cregytoLlee:

a) HaumeHoBaHwe;

b) AaTy BBINYCKa UNW NocneaHEero NnepecmoTpa, UM HoMep NepecMoTPa, U BCe NepedncrieHHoe;

C) Ymncno cTpaHuL, (eCn 3To MPUMEHUMO);

d) aBTOpPCTBO U34aHUS;

€) NAEHTUDMKALIMIO UCTOUHIKA.
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4.4 PaccMOTpeHUe KOHTpaKToB

4.4 1 B cnyyasix, koraa nabopatopus 3aknodaeT KOHTPaKT Ha BbIMOMHEeHUEe MEeAULIMHCKUX NabopaTopHbIX
YCNyr, AOMXHbI BbITb pazpaboTaHbl U OCYLLECTBNEeHbI NpoLeaypbl AN paccMOTPEHUst KOHTPaKTOB. MNopsaok u
npoLeaypbl 3TOro pacCcMOTPEHUS, BeayLLMe K USMEHEHWIO OpraHi3aL i nccnefoBaHUM UK KOHTPAKTOB, AOKHbI
obecneuvBaTh criegytoLlee:;

a) TpeboBaHuA, BKIHOYas UCMOSb3YyeMble MeToAb!, AOTKHbI GbITb COOTBETCTBYIOLIMM 0OpasoM onpeaene-
Hbl, AOKYMEHTUPOBaHbI 1 MOHATHEI (CM. 5.5);

b) nabopaTopus gomkHa pacnonarats BO3MOXHOCTSIMA U pecypcamMi A51s BbIMOSIHEHUA TPeGOBaHWIA;

¢) Bbl6paHHble MeToAbl A0MKHbI YAOBNETBOPSTL TPEGOBAHUSIM KOHTPaKTa U KITMHUYECKUM NoTpeGHOCTAM
(cm. 5.5).

PaccmoTpeHve BosMoXXHOCTel [MepedncrieHne b)] AomMKHO yCTaHOBUTb, HTO fabopaTopus obnagaet Heob-
XOONMbIMU PUSNYECKAMU, KaAPOBLIMU 1 HCPOPMALMOHHEIMI pecypcami 1 UTo flabopaTopHbI nepcoHan pacno-
naraeT 3HaHUAMU 1 YMEHUSIMU, He0BX0AMMBIMM AMs BLINOMHEHNUS TpebyeMbix nccneaoBaHuiA. Mpu paccmMoTpeHum
crieqyeT y4uTbiBaTb peaynbTaTthl NpeALlecTByOLEero y4acTius B MporpaMmmax BHeLHel OLEeHKM KavuecTBa ¢ 1c-
nosib30BaHeM nNpob ¢ U3BECTHLIMU 3Ha4YEeHUSIMUA, YTOBbI YCTaHOBUTL HeoNpeaeneHHOCTb U3MepPEHWUIA, Npeaernbl
obBHapyXeHWs, 4OBEpPUTENbHbIE MHTepPBabl U T. 4.

4.4 2 3anncm o pesynstatax BCeX paCCMOTPEHWIA, BKIHoYas CyLLeCTBEHHbIE U3MEHEHWUA U COOTBETCTBYIO-
LLMe CornacoBaHust, 4OMKHbI BbITb coxpaHeHbl (cM. 4.13.3).

4 4.3 PaccMoTpeHMe BO3MOXHOCTEN AOSHKHO OXBaTbIBaTh Mtobyto paboTy, oTHocALyoca k naGopatopum
(cm. 4.5).

4.4.4 KnneHTbl (Hanpumep, KIMHULMACTLI, OpraHbl 34paBooxXpaHeHns, MeqULIMHCKUE CTpaxoBble KOMMNaHUu,
dapmaLeBTUUECKNEe KOMMaHUN) ACIKHbI BbITb MHCOPMUPOBaHbI O SIIOBOM OTKITOHEHUN OT KOHTPaKTa.

4.4.5 Ecnn KOHTPaKT nocie Havana paboTkbl Mo HEMY HYXZaeTcsl B YIyHLIeHWN, NpoLece paccMoTpeHus!
KOHTpaKkTa [orbkeH ObiTb MOBTOPEeH M O MoboM ynyylueHun [OoMmKHO BbiTe cooBLEeHOo 3anHTepecoBaHHbIM
CTOpOHaM.

4.5 UccnepgoBaHusa Bo BecnomoratenbHbIX (cy6noapsaHbix) naéopatopuax

4.5.1 lTaGopaTopusi orkHa UMeTb 3ppeKTUBHbIE OKYMEHTUPOBAHHEIE NpoLeaypbl OLeHKU U Bbibopa Bero-
MoraTenbHo# (cybnoapsaHoin) nabopaTopu 1 KOHCYSbTaHTOB, KOTOPLIE MOTM Bbl 4aTb AONONHUTENBHYHO OLIEHKY
Mo MMCTONaToNorMYeckUM, LIMTONOrMYecKUM 1 Apyrum nccnegosaHuam. PykosoacTso nabopatopum, no cornaco-
BaHWIO C MOMb30BaTENsIMU €€ YCNYT, AOITKHO ObITb OTBETCTBEHHO 3a BbIOOP 1 OTCNEXUBaHUE KayecTBa paboThbl
BCnomoraTenbHbIX (CybrnoapsaHbix) nabopatopuii U KOHCYBTAHTOB 1 AOMMKHO BbITb yBEPEHO B KOMMNETEHTHOCTU
BCroMoraTenbHbIX (CybrnoapsiaHbIX) nabopaTopuii U KOHCYNbTaHTOB OTHOCUTENLHO BbINOSIHEHUS1 TPEDYeMbIX Uc-
crneaoBaHNi.

4.5.2 OTHoLLIeHMs co BcrioMmoraTterbHON (cybnoapsaaHoit) nabopaTtopuei criegyeT nepuoguyecky nepecmar-
puBaTh C Lienblo yoeauTbes B TOM, YTO:

a) TpeboBaHnA, BKtoUas NpeaHanuTuyieckie U noctaHanuTuiecke npoLieaypbl, ageksaTHo onpeaeneHsbl,
AOKYMEHTUPOBAaHbI U NMOHATHI;

b) BcnomoraTeneHas (cybnogpsgHasi) nabopartopusi cnocobHa yaoBneTBopaTb TpeboBaHUSAM U He cylue-
CTBYET KOHpNINKTa MHTEePEecos;

c) Bbibop MeTOA0B UcCreJoBaHWsSl COOTBETCTBYET npearnosiaraeMoMy UCMOMb30BaHWIO;

d) oxmaaemasi OTBETCTBEHHOCTb 3a MHTEpMpeTaLmio pesysisTaTtoB UCCcefoBaHWin ICHO onpeaerneHa.

MaTepuankl Takux pacCMOTPEHN CrieayeT XpaHUTb B COOTBETCTBMMN C HALMOHASbHBIMU, pErMoHasibHbIMA 1
MECTHbLIMM TpeBoBaHUAMN.

4.5.3 NaGopaTtopusi omkHa MMeTb NepeyeHb BCeX BerioMoraTtenbHbIX (cybnoapsaaHbix) nabopatopuid, yc-
nlyramu KoTopbIX oHa Mosb3yeTcsl. B nepeyHe AomkHbI BbITb YkazaHbl Bce Npobbl, KoTopble 6binv UccregoBaHbl B
Apyroi nabopaTopun. HaumeHosaHWe 1 agpec nabopartopum, OTBETCTBEHHON 3a pe3ynbTaT UcCreaoBaHUs, AOMK-
Hbl BbITb NpegocTaBeHbl Monb30BaTesNto yenyri. Jyonukar nabopaTopHoro ot4era AosmkeH BbiTb BKIOYEH Kak B
ncToputo 6onesHn naumeHTa, Tak U BHECEH B NOCTOSAAHHbINV KypHan (3neKkTpoHHyo Bepcuio) naboparopum.

4.5.4 NaGopaTtopusi, Nonbayowasica ycryramy BcrioMoraTensHol (cybnoapsiaHoi) nabopatopun, Hecet
MOsIHYo OTBETCTBEHHOCTb 3a NPeAoCTaBeHNe 3aKkasHnKy pesyrsTaToB UccriedoBaHUMA, BbIMOMHEHHbIX BO BCNOMO-
raTenbHo (cybnoapsiaHoii) nabopatopun. Ecnn otyet 06 nccrnegosaHum rotoBUt nabopartopus, Nonb3ayroLasncs
ycnyramu BcrioMmoraTesnibHOM (cybnoapsigHoi) nabopaTopun, 3TOT OTYET AOIDKEH COAepXKaTb BCE CyLLEeCTBEHHbIE
aneMeHTbI pe3ynsTaToB, coobLLeHHbIX BCriomoraTtenisHol (cybnoapsaHoi) nabopatopueit, 6e3 usmeHeHUi, Koto-
pble MOrnn bl MOBMMUATL Ha KIMHUYECKYHO HTEepNpeTaLmio.

MoryT 6bITb TPMMEHEHbI HALMOHaNbHbIe, perioHarnbHble U MecTHbIe NpaBua.
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OpHako He 0bsizaTenbHO, HTOOLI OTHET OCHOBHOM NabopaTopui 4OCIOBHO COOTBETCTBOBAST OTYETY BCTOMO-
raTtenbHoi (cybnoapsgHom) nabopaTtopum, ecny HaloHabHble/MecTHbIe 3aKoHbI 1 NpaBuia He TPebyroT 3Toro.
3aseayroLnin nabopaTopuein MoxeT M3bpaTb opMy AONOHUTESbHBIX UHTEPNPETUPYIOLLMX 3aMevaHWiA K oTYeTy
BCiomoraTesibHol (cybnogpsiaHoii) nabopaTtopum B COOTBETCTBUM C AaHHbIMW O NaUUeHTe U ApYruMin MeauunHe-
KMMW gaHHBIMA. ABTOP TakUX 4OMOSHATENbHBIX 3aMeyaHnuin AomKeH BbiTb YeTKO yKasaH.

4.6 MpuobpeTeHue ycnyr n 3anacoB

4.6.1 PykoBoAacCTBO flabopaTopui AOMKHO YCTaHOBUTL U AOKYMEHTUPOBATL NOMUTUKY W Npoueaypbl Ans
BbIGOpa U NPUOBPETEHUsI BHELLHWX YCITyr, TocTaBky 060pyaA0BaHNs U pacxodHbIX MaTepunasos, KOTOpble BNUSIOT
Ha kauecTBO ycnyr nabopaTtopun. MNMocTaBnsiemMble M3AeNA OOMKHLI COOTBETCTBOBATL JlabopaTopHbiM Tpebosa-
HUSAM no KavecTBy. HaunoHaneHbIe, pervoHanbHble M MeCTHbIe MpaBuna MoryT TpeboBaTh perncTpauummn noctas-
nsieMbIx usgenuia. JomkHsl BbiTe paspaboTaHbl NpoLeaypbl U KoUTEpUA AN MHCNEKLMN, NpUeMa Ui oTkasa 1 Ans
XpaHeHWs pacxodHbIX MaTepuaros.

4.6.2 MocTasnsemoe 060pyaoBaHue 1 pacxogHble MaTepuarisl, KOTopble CNOCO6HbI NOBMAUSITL Ha Ka4YeCTBO
ycnyr nabopaTopuu, He AomMKHbI ObiTb UCMONb30BaHbI 40 TEX Nop, Noka OHWU He ByayT NpoBepeHbl Ha COOTBET-
cTBUE TpeboBaHWAM CTaHAapPTOB WX onpeaeneHHbIM TpeGoBaHNUsAM, yCTaHOBEHHBIM MeTOANKaMN ANS AaHHbIX
uccnegoBaHvin. To MOXeT BbiTb JOMOSHEHO UCCNIEA0BaHWEM KOHTPOMBHbIX MPOG 1 OLIEHKO NPUEMIIEMOCTH pe-
3ynbTaTtoB. MoXeT ObITb MCMOMb30BaHa Takke AOKYMeHTaLMs, coaepxKallas cBeieHUs 0 COOTBETCTBUM CUCTEME
MeHeKMeHTa KauecTBa NocTaBLUMKa.

4.6.3 [lorkHa cyLlecTBOBaThL CUCTEMa MHBEHTapHOrO KOHTPOSS 3anacoB. Pernctpaumst KOHTponst BHELLHUX
yCIyr, NoCTaBnsieMbIX U Np1obpeTaeMbix TOBApOB A0IPKHA ObITb pazpaboTaHa U NpoBeaeHa 3a Nepyoabl BpEMEHH,
KoTopble onpeaeneHbl CUICTEMON MeHeKMeHTa KavecTBa. B aToi cucteme AormkHbI BbITb OTMeYeHbl HoMepa
napTUiA BCeX COOTBETCTBYIOLLMX PeareHToB, KOHTPOSbHBIX MaTepuanos U kanubpaTopoB, AaTbl UX NOMy4eHUs B
nabopaTtopun 1 gatbl NpUMeHeHUs B paboTte. Bee 3T gaHHble KOHTPONSA AOMKHBI paccMaTpuBaThCsl PYKOBOA-
cTBOM flabopaTtopum.

4.6.4 NabopaTopus AOSMKHA OLeHMBaTL NOCTaBLUMKOB, MOCTABKY U YCIYr, KOTOPbIe BNUSIIOT Ha Ka4ecTBO
UCCIeAoBaHWUA, M OOIHKHA XPaHUTb pe3yrbTaThi TAaKoW OLeHKK, a Takke CNIMCOK NOATBEpPXKAESHUIA STUX OLIEHOK.

4.7 KoHcynbTaunMoHHble ycnyru

MpodeccroHanbHbIN nabopaTopHbI NepcoHan AoSMKeH NPeAoCTaRMsATL KOHCYMBTaLyy OTHOCUTENBHO BbIGo-
pa uccnegoBaHnin U NCTIONb30BaHNA YCIYT, BKIOYaa 4acToTy NOBTOPEHUS UCCrieqoBaHuin n Tpebyemblil TUNn Npo-
6bl. Mpr HeOBXOAUMOCTIN MOXET BbITb OCYLLIECTBIIEHA MHTEPMPETAaLMSA Pe3ynbTaToB UCCNEAOBaHUIA.

JornxXHbl NpoBOANTLCS PerynsipHble CoBELLaHWs NTabopaTopHOro U KMMHUYECKOro NepcoHasna OTHOCUTESbHO
1cnonb3oBaHWs NabopaTopHbIX YCAYr U Ans KOHCYNLTaLMA Mo Hay4HbIM NpobneMam. PaboTHuku nabopatopun
AOSKHbBI y4aCcTBOBATbL B KIIMHUYECKUX KOHbepeHLMSIX, BLICTYMas KOHCYbTaHTamMu No 3hpekTUBHOCTU NpUMeHe-
H¥s NabopaTopHLIX NCCNeaoBaHWiA Kak B LIeSTIOM, Tak U NpU KOHKPeTHbLIX cryvasax 3abonesaHuit.

4.8 lMpeTeH3un

JlaBopatopusa gorkHa paspaboTaTb NOPSAOK U NpoLieaypbl PACCMOTPEHUA NPETEH3UN, Xarnob u apyrux
obpalleHniA KMTUHALCTOB, NaLMeHTOB UMW APYTMX CTOPOH. MNopsaaok XpaHeH!s 3aperncTpUpoBaHHbIX MPETEH3NA 1
xanob, uccnegoBaHuin u Mep No NcnpaefeHuo HedoCTaTKoB, NPEANPUHATLIX naGopaTopuei, AoMmKeH COOTBET-
cTBOBaTh TpeboBaHMAM HacTosiLero ctaHaapTa [em. 4.13.3, nepeuncneHue i)).

MpumedaHune— JlabopaTopum JOMKHBI CTPEMUTLCS MOMyYaTh OT NONb3OBaTeNel CBOMX ycnyr obpaTHyio
VIH(bOpMaLLVIIO KaK MoNOXUTEenbHOro, Tak n oTpuuartenbHOro xapakrepa npenmyuwecTtBeHHO CUCTEMaTUYECKUM 06pa30M
(HanpumMep, NyTem OnpOCORB).

4.9 YnpaBneHue B cnyyasix BbisIBIeHUs1 UICCNeAOBaHUIA, He COOTBETCTBYHOLUX YCTaHOBMEHHbIM
TpeboBaHMAM

4.9.1 PykoBoacTBo Nabopatopun A0MKHO onpeaenuTb Nopsaok U Nnpoueaypbl, Nognexallme UCMONMHEHUIO,
Koraa obHapyXeHo, YTO HEeKOTOpPbIE acneKTbl MCCrieAoBaHUS He COOTBETCTBYIOT YCTaHOBIEHHbIM MpoLedypam unm
TpeboBaHMAM CUCTEMbI MEHEAXXMEHTa KayecTBa, UMW 3arnpocam KNMHULUMCTOB. [Npu 3ToM A0ITKHO ObITh YCTaHOB-
NEHO, YTO:

a) 0b6o3HaYeH nepcoHarl, OTBETCTBEHHbIN 3a paspelleHue Npobnemet;

b) onpeaeneHbl 4EACTBUSA, KOTOPbIE A0MMKHbLI ObITb NPEANPUHATDI;

C) OLleHeHO MeaULMHCKOe 3HaYeHne ccneaoBaHus, He COOTBETCTBYoLEro TpeboBaHuaM, U, Npyu Heobxo-
ANMOCTU, KITMHALMCT, HasHauMBLUMIA ccreaoBaHne MHpOPMNPOBaH;

d) npoLiecc nccnegoBaHns 0CTaHOBMEH U pesynbTaT, ecri HeoBXoanMo, aHHYNMPoBaH;

e) HemeaIeHHO NPeAnPUHATbLI KOPPEKTUPYIOLLNE AEACTBUS;

f) y>xe BblAaHHbIe pesynkTaTbl UCCNe0oBaHMs, He COOTBETCTBYOLLEro TpeboBaHNsIM, 0TO3BaHbI U COOTBET-
CTBYIOLLMM 06pa3oM NAeHTUDULMPOBaHDI, NP HEOBXOAMMOCTY;
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g) onpeaeneHa OTBETCTBEHHOCTb 3a pa3peLleHne BO30BHOBEHUs1 UccneoBaHUs;

h) kaxxabIn 3NU3oa HecoOTBETCTBUSI TPEBOBAHUSIM JOKYMEHTUPOBAH U 3aperucTpupoBaH, 3TU AaHHbIe Yepes
yCTaHOBIIEHHbIE perynspHble Nnepuoabl BpeMeHU paccMaTtpuBatkoTCsi PyKOBOACTBOM Nabopatopun ans obHapyxe-
HUS1 TeHAEHLUWIA U NPUHATUS NpeynpeXxaaloLLmx AeNCTBUNA.

Mpumeyanune— UccnegoBanus unv AencTBusi B pasnuyHbix pasgenax pabortbl, He COOTBETCTBYIOLME
Tp660BaHVI$|M, MOoryT ObITb YCTaHOBIIEHbI Pa3fnnYHbiMU NYTSAMW, BKNOYas NPeTeH3un KNMHUUKUCTOB, NOKasaTeNn KOHTPO-
ISl Ka4yecTBa, KanubpoBky NpMGopoB, NPOBEPKY PacxXodHbIX MaTepUarnoB, KOMMEHTapUN COTPYAHWUKOB, NPOBEPKY 3anu-
cell u cepTdMKATOB, aHaNMU3 Co CTOPOHbI PYKOBOACTBA NnabopaTtopum, BHYTPEHHWUIA M BHELWHWUIA ayavT.

4.9.2 Ecnu ycTaHOBIEHO, YTO UCCINeOBaHusl, He COOTBETCTRYHOLLIME TpeboBaHUAM, MOy T NOBTOPUTLCS UM
€CIN CyLLLeCTBYET COMHEHUE OTHOCUTENBLHO COOTBETCTBUSA NOpsiKa 1 NpoLieayp B labopaTopun npUseAEHHLIM B
PykoBoacTBe no Ka4yecTBy, AOMKHbI GbITb HEMEANEHHO NpUMeHeHbI NpoLeaypbl Anst uaeHTUUKaLnn, AOKYMeHTU-
pOBaHNS N YCTPaHEHUS UICTOYHUKA OTKIIOHEHWUIA (cM. 4.10).

4.10 KoppekTupylowme aencrems

4.10.1 TNpoueaypbl KOPPEKTUPYHIOLLMX AEACTBUI AOIMKHBI BKIOYaTb B ceb51 U3ydeHne NPUHnHBI U NPULKH,
BbI3BaBLUMX Npobrembl. 3T0 AOMKHO NPUBECTU K OCYLLIECTBIEHUIO Npeaynpexaaowmx AeAcTeuin. Koppektnpyto-
Lme AeNCTBUSI AOIDKHbI COOTBETCTBOBATL 3HAUMMOCTU Npobrembl U BbITb COpasMepHbLIMU C BO3MOXHBIM PUCKOM.

4.10.2 PykoBoacTeo nabopatopuu A0SPKHO JOKYMEHTUPOBATb U OCYLLECTBIINATL Bee Tpebyemble M3MeHeHUs!
B onepaTUBHbIX NpoLieflypax, KOTOpble BbITEKAloT U3 KOPPEKTUPYIOLLMX ASACTBUIA.

4.10.3 PykosoacTBo nabopaTopuu AOSKHO OCYLLECTBNAATL MOCTOSIHHLIN KOHTPOSb 3a pe3ynbTaTtamu npea-
MPUHSATLIX KOPPEKTMPYHOLLMX AEUCTBUIA, 4TOObI 0becneunTsb addekTMBHOE NpecioneHe BO3HUKLINX Npobriem.

4.10.4 Ecnu oueHka HECOOTBETCTBUS UMK U3ydeHWe B paMKax KOPpeKTUPYIOLLMX AEeACTBUA BbIZOBET COMHE-
HWe B 3P EKTUBHOCTU U COOTBETCTBMM NOpsiAka u npoLeayp UM CUCTeEMbl MEHEDKMEHTa KavecTBa, PyKOBOA-
CTBO NabopaTopum OOMKHO OpraHM30oBaTh MPOBEPKY 3TUX cdep AeAaTeNlbHOCTU cornacHo TpebosaHusiv 4.14. Pe-
3ynbTaThl KOPPEKTUPYHOLLMX AENCTBUA 4OMKHLI BbITh pacCMOTPEHbI pYKOBOACTBOM NlabopaTtopum.

4.11 MNMpeaynpexagaoLive aencTBUA

4.11.1 JomkHbI BbITb YCTaHOBMEHbI MOTEHLMaIbHbIE UCTOYHUKN HECOOTBETCTBUSI U HeOBXoAUMbIE yyulle-
HUS KaK TEXHUYECKOro XapakTepa, Tak U CBsi3aHHbIe C CUCTEMOW MeHeDkMeHTa. Ecnv Heobxoammbl npegynpex-
JatoLLne 4eACTBUSA, TO omkeH ObiTb paszpaboTaH 1 OcyLLEeCTBIIEH MiaH AeACTBUIA N OTCMEXEHO ero BbIMOSTHEHWE
AnNS CHUXKEHWUS1 BEPOSITHOCTU MOAIBNEHWS NOA0OHBIX HECOOTBETCTBUN, a Takke co3aaHbl GnaronpuaTHLIE YCNoBus
Onsi BO3MOXHOrO MpoBeAeHNs1 YryYLUeHWA.

4.11.2 Npoueaypbl Npegynpexgatowmnx e ACTBUA 40SMKHBI NpeaycMaTpuBaTh UHULMUPOBaHUE Takux Aei-
CTBUWI N OCYLLECTBIIEHNE KOHTPOMSA X 3pDEKTUBHOCTH.

MpumevyaHune 1— lomumo NepecmMoTpa onepaTUBHLIX Npoueayp, Npeaynpexaalowme aencTeua mMoryT
BKIOYaTh B Ce6s1 aHanM3 AaHHbIX, aHanM3 TEHAEHUMA U PUCKOB U BHELWHIOIO OLEHKY KavecTsa.

Mpumeyanune 2—pegynpexpaowpme AeNCTBUA ABNAIOTCA CKOPee NPOLECCOM U3bICKAHUA BO3MOXHOCTEN
ynydleHnsl, Yem peakuven Ha obHapyxeHue npobrnem unu NPeTeH3nn.

4.12 YnyuJweHue

4.12.1 PykoBoacTeo Nabopatopun AOSKHO NEPUOANYECKN NepecMaTpuBaTh onepaTuBHble Npoueaypbl, kak
3TO onpefeneHo CUCTEMON MeHeXKMEHTa KauecTBa, YTODb! BLISIBMATL NOTEHUNANbHLIE UCTOMHUKN HECOOTBET-
CTBUS! NN ApYTUe BO3MOXHOCTU YNyHLLEHUS! B CUCTEME MeHeKMEeHTa KavecTBa U B TEXHONOMMHECKON NpakTn-
ke. MnaHbl Mep Mo COBEPLLEHCTBOBAHUIO AOIDKHBI ObITb paspaboTaHbl, AOKYMEHTUPOBaHbI U OCYLLECTBEHbI COOT-
BETCTBYIOLLMM 06pa3om.

4.12.2 TMocne ocywecTBNEeHWA 3aniaHUpoBaHHbIX Mep PyKOBOACTBO nabopaTopum A0MKHO OLeHUTL addek-
TUBHOCTb WX BLINOSTHEHWUA NYTEM TLIATENbHOro PaCCMOTPEHNUA UMW NPoBeAeHNEM NPOBEPKN COOTBETCTBYIOLLETO
pasfena aesTensHoCTU nabopaTtopuu.

4.12.3 PesynbTaTbl AEACTBUIA, NpeanpUHATbLIX Nocne NpoBeAeHHOro U3ydeHns, AomkHbl 6bITb BHOBL pac-
CMOTPEHbI PYKOBOACTBOM flabopaTopun 4511 OCyLLECTBIIEHWUSA BCEX HEOBX0AMMBIX USMEHEHWUIN B cucTeMe MeHea-
XMEeHTa KauyecTsa.

4.12.4 PykoBoAcTBO Nabopatopun AOSPKHO NPUMEHSITL NOKasaTeNn KavyecTsa A1 CUCTEMaTUYEeCKoro oTcne-
XKMBaHUS U OLEHKN y4acTua nabopatopun B okasaHuv nomMown nauneHtam. Ecnun nporpamma obHapyxusaet
BO3MOXHOCTU YNYULLIEHNS, PYKOBOACTBO flabopaTtopum AOMKHO NPUHATL BbITEKAIOLLNE U3 3TOTO KOHKPETHBLIE MEpbI.
PykoBoacTeo nabopatopun 4osmkHO obecneunTs yuactue nabopatopum B yry4lLEHUN Ka4yecTBa MeQULMHCKON
MOMOLLIM, YTO AOSDKHO NPOAIBMATLCA B CYLLECTBEHHbIX 06MacTax U pesynsratax MoMOLM NauueHTam.

4.12.5 PykoBoacTso nabopaTtopun AOMMKHO NPefoCcTaBATh COOTBETCTBYIOLLME BO3MOXHOCTU 0bpa3oBaHus
1 0By4eHUsa Bcemy nepcoHany nabopatopuu, a Takke, ecrnm yMecTHo, NoTpebutensm nabopaTopHbIX yCryr.

8
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4.13 YnpaBneHue sanucamu

4.13.1 B nabopaTopum JomkHbl 66ITb pazpaboTaHbl 1 OCyLLEeCTBAEHbI Npoueaypb! Ana naeHTudukaumn,
cbopa, uHgekcaumn, 4oCTyna, XpaHeHusl, BedeHnsl U Ge3onacHoro yganeHust 3anucein B obnactu kadectsa u
TEXHOMOTIA.

4.13.2 Bce 3anvicy aomkHbl GbiTh NerkoYntaeMbIiMA U AOSDKHBI XpaHUTLCSA TakuMm o6pasom, YTobbl GbiTh
nerkogocTynHLIMK NpY HeoBXoANMOCTI. 3anucy MOryT XpaHUTLCA Ha MlobomM noaxoAsiLem HocuTene, onpeae-
TNeHHOM HauMoHabHbIMU, pervoHansHLIMA W MECTHLIMU KOPUAUHECKUMUA NpasunamMm (cM. npumedadue K4.3.1).
HorxHbl 6bITb NpegocTasneHsbl noMelleHust, obecneurBatoLme 6esonacHoe xpaHeHue, NpeaynpeXxaeHne nopuu,
yTpaThl U HeCaHKLMOHMPOBaHHOIO A4OCTYNA K 3TUM JAOKYMEHTaM.

4.13.3 B na6opaTopunu gorpkeH 6bITb yCTaHOBMNEH NOPAAOK, OnpeAensiiowmii ANMTenbHOCTb XpaHeHUs pas-
JINYHBIX AOKYMEHTOB, OTHOCSILLIMXCS K CUCTEME MeHe)KMeHTa KavyecTBa W pesynbratam uccnegosaHuin. Cpok
XpaHeHWs1 orkeH ObITb onpeaeneH xapakTepom UCCneaoBaHus Unu crneluyanbHbiMY Tpe6oBaHUAMN KaXaoro
npoToKona.

MoryT 6bITb TPUMEHEHBI HALMOHANbHbIE, pEMMOHanbHbIE U MECTHbIE NMpaBua.

OTW JOKYMEHThI MOTyT BKIllOYaTb B cebsl, Mo MeHbLIen Mepe, cnegyiollee:

a) opMbl 3aNpocoB (HasHaYeHUIN) aHaNM3oB (BKYas KapTbl NALUEHTOB UKW TOMbKO MeAULMHCKME HasHa-
YeHWs!, eCN OHU UCNOMb3YHOTCA Kak hOpMbl 3aNpOCOB Ha aHaNU3bl);

b) pesynkTaTthl UCCNEAOBAHUIA N OTYETLI O HUX;

C) pacnevaTku pesyneraTos;

d) MeTOANKM UCCNeA0BaHWIA;

e) nabopaTopHble pabouune XKypHanbl UK 3anucu;

f) sanuncu o nocTynneHusx;

g) KanmbpoBoYHble AaHHble U koadduuMeHTsl NepeBoaa;

h) 3anvcu o peaynbTaTax KOHTPOA Ka4YecTBa;

i) NPeTEeH3NN U NPUHSAATBIE Mepbl;

j) 0TYETHI BHYTPEHHErO U BHELLHEro ayauTa;

K) peaynbTaTbl BHELLHeN OLeHKM kadecTBa / MeXnabopaTopHbIX CAIMHEHWIA;

[) 3anu1cy 06 ynydlleHnn KavyecTea;

m) 3an1cu no oBCNYXMBaHUIO MPUGOPOB, BKMHOYAA AaHHbLIE BHYTPEHHEW U BHELHEN KannbGpoBKK;

Nn) AOKYMEHTaLMIo 0 NapTum U cepTUdmKaTe NOCTaBKA PACXoAHBIX MaTEPUAIIOB, BNOXEHUSIX B YAKOBKU;

0) PErMcTPaLmio HECHACTHBIX CIyYaeB U NMPUHSITLIX AeNCTBUIA;

p) 3anu1cu 06 oBy4YeHUN 1 KOMIETEHTHOCTU NEpcoHanna.

4.14 BHyTpeHHUe npoBepKu

4.14.1 Ons nogTBEpXXAeHNs COOTBETCTBUS AeATENbHOCTU NabopaTtopun TpeboBaHUAM CUCTEMbI MEHeK-
MeHTa Ka4eCTBa B CPOKM, YCTAHOBMEHHbIE 3TON CUCTEMON, AOMKHBI BbITL NPOBEAEHbLI BHYTPEHHUE NPOBEPKUN BCEX
3N1EMEHTOB yKa3aHHOW CUCTEMbI Kak YNPaBIeHYECKNX, TakK U TEXHOMOrMYeckux. BHyTpeHHsIS NpoBepka AomMKHa
nocrieaoBaTeslbHO paccMaTpUBaTh 3TW SNIEMEHThLI NpY 0COB0M BHUMAaHWM K yHacTkam, KpUTUHECKU BXKHLIM A5
oKaszaHW1s MOMOLLIM MaLMeHTaM.

4.14.2 AyanTel BOMKHbI BbITb hopMaribHO CaHNPOBaHbI, OpraHU3oBaHbl U MPoBeAeHb! KBanMULMpPOBaH-
HbIM YMOTHOMOYEHHBIM MO Ka4YeCTBY U YMONHOMOYEHHBIM KBanMgULMpoBaHHLIM COTPYAHUKOM. [TpoBepstownii
He JOIMKEeH KOHTPONMpPOoBaTh cobCTBEHHYO paboTy. MpoLeaypbl BHYTPEHHWUX NPOBEPOK ACIDKHBI ObITh Onpeaene-
Hbl, OKYMEHTMUPOBaHbI, BKIIOYas TUM NPOBEPKU, YaCTOTY, METOAOSOrN0 U Tpebyemyto AokymeHTaumwo. B cnyvae
obHapyXeHWs HegoCcTaTKOB UM BO3MOXHOCTEI COBEPLUEHCTBOBaHMWA nabopaTopunsa AomkHa NpeanpuUHATL Kop-
pekTUpyoLLne Unn NpegynpexgaroLime eNcTBrs, KOTopble AOMMKHbI ObITb OTPaXKeHbl B AOKYMEHTaX U nposeae-
Hbl B COrfacoBaHHbIA Mepuog, BpeMeHU.

MeproanYHOCTb NPOBEPKM OCHOBHBIX 3/IEMEHTOB CUCTEMbI MEHePKMeHTa KadecTsa 0bblYHO cocTaBnsieT
oavH rog.

4.14.3 PesynsraTbl BHYTPEHHUX ayQUTOB criedyeT NpeAcTaBnsTb Ha pacCMOTPEHNe PyKoBOACTBa nabopa-
TOpUN.

4.15 AHanuz co cTopoHbl pyKOBOACTBA

4.15.1 PykoBoacTBo nabopaTopu AOSHKHO CUCTEMaTUYECKU NepecMaTpuBaTh abopaTopHyto cucTemy Me-
HeXXKMeHTa KayecTsa W BCe BUAblI MeANLMHCKMX YCNYr, BKIOYas UcciedoBaHUs U KOHCYNbTaTUBHYO AeaTerb-
HOCTb, UTOBLI 06ecneUnBaTh UX MOCTOSHHYH CTaBUIBLHOCTb U 3EKTUBHOCTL B OKa3aHNN MeANLIMHCKON NOMOLLA
rnauueHTam 1 BHOCUTb HeobxoaMMble M3MEHEHNS NN yNydLleHns. PesynbTaTel Takoro nepecmoTpa AomKHbI ObiThb
ochopmrieHbl B BUAE NnaHa, BktovatoLero B cebst Lenum, o6bekTbl U nporpaMmMbl AeicTauit. OBbl4HO Takoe pac-
CMOTpPEHWE OCYLLECTBASIOT OAMH pa3 B kaxable 12 mec.
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4.15.2 PaccmoTpeHue pykoBOACTBOM AOSHKHO 3aTparneath, Mo MeHbLUEN Mepe, cneayoLuee:
a) NPOBEPKY BbIMNOSTHEHNSI peKkOMeHAaLniA NpeALLlecTBYOLLero aHanunaa;

b) xo4 NpeanpUHATLIX KOPPEKTUPYIOLLNX ASACTBUA 1 TpebyeMble NpeaynpexjatoLime AencTBIS;

C) OTYETbl OTBETCTBEHHbIX JINL;

d) pesynbratbl NOCNeaHNX BHYTPEHHMX NPOBEPOK;

€) OLLeHKY CO CTOPOHbI BHELLHNX OpraHnu3auni;

f) pesynbTaThl BHELIHEN OLIEHKM Ka4yecTBa 1 MexnabopaTopHbIX CIIMYEHWIA Apyrnx hopm;

g) NtoBble N3MeHeHUs B 06beMe 1 TUNe NPoBOANMOIA paboTbl;

h) 3amevaHus N NpPeTeH3nM Co CTOPOHbI KITMHULMACTOB, NaLUEHTOB 1 ApYrX CTOPOH;

i) nokasaTenn kavecTBa ANg CrexeHWs 3a BkaaoM nabopaTtopun B okasaHne NoMOLLM naLveHTam;

j) HecooTBeTCTBUA TPEOOBAHMSM;

K) MOHUTOPUWHT BpeMeHn 06opoTa NabopaTopHOoro TecTa;

[) pesynbTathl NpoLecca NOCTOSAHHOTO YITyYLLIEHNs;

M) OLLEHKY MOCTaBLUMKOB.

B nepwuog paspaboTku CUCTEMbI YNpaBIEHNs KauecTBOM MOryT BbiTb Heo6X0AMMbI Goslee YacTble NepecMoT-
pbl. OTO AOITKHO MO3BOMATL KaK MOXHO paHblue MpeanpuHUMaTth Mepbl Ha Tex ydacTtkax pabothbl, rae dyaoyT
TpeboBaThLCA YyyLleHWs B cMCTEME MeHeKMEeHTa kayecTBa UNn ApYruX CTOpoHax AesTernbHOCTA nabopaTtopun.

4.15.3 KayecTBoO 1 cTENeHb COOTBETCTBUS y4acTus nabopaTopun B OkazaHUM MeAULMHCKON MOMOLLM NaLu-
eHTaM A0MKHbI ObITb B BO3MOXHO 6orbLIei Mepe oTcnexeHbl M 06 bEKTUBHO OLIEHEHBI.

n pumMmevyaHumne — HeOGXO,ElVIMbIe OaHHble OOMXHblI COOTBETCTBOBATb TUMNY UINN MECTY pacnonoXeHus naGopa-
TopumM (BonbHMUA, KIMHWKA MNK BerioMoraTtensHas nabopartopus).

4.15.4 ObHapyxeHHble dakTbl U AeACTBUSA, NpeanpuUHATLIE B pe3ynbTaTe aHanunsa co CTOPOHbI PYKOBOACTBA
nabopaTopum, BOMKHbI BbITh 3aperncTpMpoBaHbl, M NabopaTopHbIi NepcoHan AosikeH 6biTb MHOPMUPOBaH O pe-
3ynbTaTax aHanmsa u NpUHATLIX pelleHunsix. PykoBogcTeo nabopatopum AomKHO 0becneunTb NpuHaTue Heobxoau-
MbIX Mep B COOTBETCTBYHOLLIEM 0O beME 1 B COrNacoBaHHbIN Nepros BpeMeHN.

5 TexHnueckue TpeboBaHus

5.1 NepcoHan

5.1.1 PykoBoAcTBO nabopaTtopun A0IMKHO UMETb OpraHU3aLMOHHbINA MiiaH, onucaHus pacnpeaeneHus nep-
coHana v paboT, KoTopble onpeaensaoT KeanudukaLmio n 06s3aHHOCTU BCEX COTPYAHUKOB.

5.1.2 PykoBofcTBO NabopaTopumn JOSKHO BECTU yUeT COOTBETCTBYIOLLE obpasosaTenbHoM U npodeccuo-
HanbHOW kBanuduKaLmm, yMeHuin, onbiTa M KOMNETEHTHOCTU BCero nepcoHana. 3ta nidopmaumnsa 4omkHa 6biTb
NerkoAocTynHa cooTBETCTBYOLUM COTPYAHUKaM 1 MOXET BKITloUaTh B cebst:

a) cepTudMKaT N NIULEH3UIO, eCnin 3To TpebyeTcs;

b) cnpaBku ¢ npeawecTeyowero mecra paboTsl;

c) onucaHue paboTbl;

d) peructpaumio AaHHbIX 0 HeNpepbIBHOM 06pa3oBaHWK 1 NOBbLILLIEHAN NPOECCUOHASIBHOTO YPOBHS;

€) OLleHKy KOMMNEeTEeHTHOCTH;

f) cBeneHns o HecHacTHbIX Cny4asx.

Apyras nidpopmaums, npegHasHaveHHast A1 YNOMHOMOYEHHBIX UL, MOXKET KacaTbCA COCTOSIHUS 300POBbS
nepcoHara B CBA3U C BPEAHOCTLIO HAa NMPOU3BOACTBE U COCTOSIHUEM UMMYHU3aLWK.

5.1.3 IabopaTopust 4osKHA BO3MNABMSTECS JIMLIOM WM NMLAMUW, HECYLLIMMUW OTBETCTBEHHOCTL 3a UCNOSHe-
Hue obsizaHHOCTEN 1 0briagaloLLMMN KOMNETEHTHOCTLIO st o6ecneveHns BbINOAHEHWUS NpeaocTaBnsAeMbIX flabo-
paTopuen ycnyr.

MpumeyaHune—B gaHHOM cnyyae nof KOMNETEHTHOCTBIO NOHMMAIOT Kak pesynerat 6a3oBoro, NOCNeannIom-
HOro, HeMmpepbLIBHOTO 06pa3oBaHMs, Tak M YMEHUSI U MHOTONETHUM ONbIT paboTel B MeauumHckon naGopaTtopun.

5.1.4 OTBEeTCTBEHHOCTL 3aBe/ytolLiero flabopaTopuei Unu ynoNHOMOYEHHOTO Nuua AoIKHa NpeaycMaTtpu-
BaTb NpodeccnoHasbHyIo, HayydHYI0, KOHCYIITaTUBHYIO, OpraHU3aLUUOHHY0, aAMUHUCTPaTUBHYIO U 0OpasoBaTent-
Hylo cTopoHbl. Bee 310 A0MKHO COOTBETCTBOBATDL ycryram, npegoctaensieMelm fabopatopuei. 3aseayowmi
nabopaTopueit U yrnonHOMOYeHHbIA B OTHOLLIEHUW KXKAOW 3aaqu AOIDKEH UMETb COOTBETCTBYHOLLYIO NOAroTOBR-
Ky W1 OCHOBbI, MO3BONSAIOLLME HECTU OTBETCTBEHHOCTB 3a cneayoulee:

a) KOHCYILTUPOBaTh TEX, KTO 3anpalumsaeT MHopMaLmio 0 BLIBope TeCToB, UCMOMNb3OBaHNU NTaGopaTopHbIX
ycnyr o6 uHTepnpeTtauum nabopaTopHbIX AaHHbIX;
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b) BEICTYNaTHL B KAYECTBE aKTUBHOTO YneHa MeULMHCKOro NepcoHara Toro yupexaeHus, kotopoe nabopa-
TOpUs 06CNYXKMBAET, CrN 3TO BO3MOXHO B CyLLECTBYIOLLUX 06CTOATENLCTRAX;

C) nogaepkmBaTh cBsA3b 1 3¢pPEKTUBHO COTPYAHUYATD (BKIHOYASA KOHTPAKTHLIE OTHOLIEHUST), eCNii HeobXo-
Anmo:

C COOTBETCTBYIOLLUMU aKKPEAUTYHOLLMMA 1 PETYITUPYIOLLIMMA OpraHamu,
C COOTBETCTBYHOLLMMU aAMUHUCTPaTUBHBIMU obuLmarnibHBIMA iuLamu,

C MeANLUHCKM coobLLECTBOM,

¢ o6cnyxuBaeMbiM HaceneHem;

d) onpeaensTb, OCYLLECTBSATL U OTCINEXUBaTL COOTBETCTBUE TPEGOBAHMSM BbIMOSHEHHbLIX UCCNEeA0BaHWA 1
KayecTBa MeguLLMHCKMX NTabopaTopHbIX YCIyT;

€) BHeAPATb CUCTEMY MeHeKMeHTa kadecTBa (3aBeaytoLumii nabopatopueii n cneumanueTsl nabopaTtopum
AOMKHbI y4acTBoBaTh B paboTe pasfiiHbiX KOMUTETOB MO YIyULLIEHUIO Ka4YecTBa B yUpeXXaeHUW, eCnn 3To Tpeby-
eTcs);

f) oTcnexwvBath BCto paboTy, BeINOSHAEMYO B abopaTtopun, 4Tobbl onpeaensiTs, HAaCKoNbKO AOCTOBEPHbIE
AaHHble oHa BblaaeT;

g) obecneumBaThb HanMune AoCTaToOuHO KBanuduLMpoBaHHOIO NepcoHara ¢ ageksaTHO NOATBEPXKASHHLIMU
3HaHWSIMW U YMEHUsIMW, 4TOObI yA0BMETBOPSATEL NOTPebHOCTSIM NabopaTtopuu;

h) nnaHupoBaTb, ycTaHaBMBaThb 3adaqu, passmBaTh U pasmeLlaTb pecypcbl COOTBETCTBEHHO MeAULIMHCKAM
noTpebHoCTsM;

i) ocywwecTBNATb 3chdeKTUBHOE aAMUHUCTPUPOBaHNE MeAULIMHCKUMU NTabopaTopHbIMU YCryramu, BKIOYas
OHODKET, MNaHNPOBaHWE U KOHTPOIb C OTBETCTBEHHBLIM (PHAHCOBLIM YNpaBrieHNeM B COOTBETCTBUW € NpeanucaH-
HO eMy B yupexaeHnn 06a3aHHOCTbIO;

j) ocywectBnATL 06pasoBaTesibHble MPOrpaMMbl Ansi MEAULMHCKOTO U flabopaTopHOro nepcoHana u yya-
CTBOBaTh B 06pasoBaTesibHbIX MPorpaMMax yupeXkaeHust;

K) nnaHupoBaTh U HanpaBnaTb Hay4YHbIE UCCNeAoBaHUsl B COOTBETCTBUN C BO3MOXHOCTAMU nabopaTtopuu;

[) BBIGUPaTL BcnomMoraTenbsHble (CybnoapsiaHble) nabopaTopum 1 0TCREXUBaTbL KA4eCTBO YCYT B HUX;

m) oBecne4ynBaTb Ge3onacHoOCTb B labopaTopum B COOTBETCTBUM ¢ Tpe6oBaHUAMU NabopaTopHON NPaKTUKA
N NPUHATLIMA NpaBrnamu,

n) paccmaTtpuBaTh NoGYo NpeTeH3unto, 3anpoc Uiv NpeasiokeHne Co CTOPOHbLI NonbaoBaTenei naboparop-
HbIX YCIyr;

0) obecneumBaTh BbICOKUA MOPanbHLIA yX NepcoHana.

3aBeaytoLumii nabopatopueit He A0MKEH BbINOMHATL Bee 3T chyHKLMM eanHoNUYHO. OaHaKo UMeHHO 3aBe-
AytoLwmin nabopaTtopueid OTBEYaET 3a BCHO AeATENbHOCTL flabopaTopun U pyKoBOACTBO elo, obecneynsas kaye-
CTBO YCIyr, NpeaocTaBnsieMbIX NauueHTam.

5.1.5 [1ng BbINONHEHWSA 3anpalwmBaemon paboTbl 1 ocyLLeCcTBIEHUs APYTUX (DYHKLMIA CUCTEMbl MEHEK-
MeHTa kadyecTBa flabopaTtopus AomkHa pacnonaraTb ageksaTHbLIMU pecypcamMu nepcoHana.

5.1.6 MepcoHan gospkeH NPonTH HeobxoauMyo NOAroTOBKY Aslsl obecrneyeHns KayecTsa NpeAoCcTaBsieMbIX
UM YCIyT W YNpaBrieHUsl KAYeCTBOM 3TUX YCNyT.

5.1.7 PykoBoAcTBO NTabopatopui AOIMKHO YNOSIHOMOYUTL cneuparnbHO nogobpaHHbIN nepcoHan Ans BbInos-
HEeHUs KOHKPETHLIX paboT no B3ATUO NPo6, NpoBeaeHUo UccneaoBaHuiA M paboTe Ha o6opydoBaHUM crieunarb-
HbIX BUAOB, BKIO4As UCMOMNb30BaHWe KOMMbIOTEPOB B labopaTopHo MHopMaLMoHHON cuctemMe (CM. NMpUIioxe-
Hue B).

5.1.8 [lomkeH 6bITb YCTaHOBMEH NOPAAOK, KOTOPLIN onNpeaensier, KTo MOXeT Mofb30BaTbCsl KOMMbIOTEPHOM
CUCTEMOIA, KTO UMeeT A0CTYM K AaHHLIM NaLMEHTOB U KOMY pa3peLleHo BBOAUTb U UBMEHSITb pesynbraTbl Uccrego-
BaHWA MaLMEeHTOB, KOPPEKTUPOBATL cHeTa U MoANULMPOBATL KOMMLIOTEPHBIE NMPOrpaMMbl (CM. NpUrioxeHnus B
nC).

1
2
3
4

~— '~

5.1.9 NepcoHany Bcex ypoBHeN AomKHa BbITb 4OCTYNHA NporpamMmma HenpepbIBHOrO 06pasoBaHus.

5.1.10 Cnyxawme AomkHbl 6biITb 06y4YeHbl NpaBunam NpeaynpeXxaeHus Uy ycTpaHeHus! BIIUSIHWIA criyyai-
HbIX aBapUn.

5.1.11 KOMNeTeHTHOCTb KaxkAoro nuua Ansa BbiNoNHEHUA NnpeanucaHHbixX 06s13aHHOCTe AoMKHa BbITh oLle-
HeHa nocrie obyyeHusi U NoaBeprHyTa nepuoaudeckon nposepke. MNMosTopHoe obyyeHue n Nposepky cregyeT
npoBOaUTL NO Mepe HeobXxoANMOCTU.

5.1.12 MepcoHan, ocylecTBNAIOLWMI NPodeCccnoHanbHYI0 OLEHKY NpaBuiibHOCTU UCCIIeAOBaHWI, 4OIKEH
MMETb Kak COOTBETCTRYIOLLIME TEOpPETUHECKUE U NPaKTUYECKNe OCHOBBI, Tak 1 onbIT. MNMpodeccnoHansHoe cyxae-
HUe MOXeT BbITb BLIDaXKEHO Kak MHEeHUe, UHTepnpeTauus, NPorHo3, CUMYIsILMS, MoAerb U 3HaYeHWe U JOIDKHO
oTBeYaTb HauMoHarbHbIM, pErMOHANLHBIM UM MECTHLIM NpaBUam.

"
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MepcoHarn JorKeH NPUHUMATL y4acTue B perynsipHom npodeccroHanbHOM yCoBepLUIEHCTBOBAHUM UIU ApYy-
rMx npoceccuoHanbHbIX KOHTaKTax.

5.1.13 KoHtuaeHumanbHOCTb MHOpMaLIMK, KacatoLencsl NauveHToB, AoshkHa cobnoaaTbes BceM nepco-
Harnom.

5.2 MNomelleHnn U ycnoBus okpyxatroLlei cpefbl

5.2.1 Ilabopatopus AOIPKHa UMETb NOMELLIEHWE, MO3BOSISIOLLEE BLINOMHATEL paboTy, He yxyaLas ee Kave-
CTBa, NPOBOAUTL NpoLeAypbl KOHTPONSA kKadecTBa, o6ecneunBaTtb 6e30nacHOCTL NepcoHana u obenyxusaHne na-
LMeHTOB. 3aBeaytoLumii nabopaTtopueil 4oMmKeH onpeaensaTb afAekBaTHOCTL NoMeLLeHUs. Pecypcbl A0SDKHbBI GbITb
B KonnyecTBe, Heobxoaumom ans obecneveHns aestenbHocTU nabopartopun. MatepuansHble pecypcel nabopa-
TOpUM crieayeT XpaHuTb B OYHKLMOHANBHO YAOGHLIX U HaAeXHbIX yeroBusiX. Takue e ycnosus AomkHbl BbiTb
obecneyeHbl Ans B3ATUA NEpBUYHBLIX NPoG U UccieAoBaHUIA B MECTaX BHE NOCTOSIHHOMO pasMelleHua nabopa-
TOpUN.

5.2.2 ina obecneyeHns acdekTuBHoN paboThl B laGopaTopun AOMMKHbI BGbITb ONTUMU3NPOBaHLI yao6cTBa
NS COTPYAHWUKOB U CBEAEH K MUHUMYMY PUCK TpaBM U NpodeccuoHanbHbIX 3a6onesaHuii. MNauneHTsl, CoTpyaHu-
KW U NOCETUTENW AOIDKHbI ObIThb 3aLLMLLEeHbI OT BO3MOXXHbIX OMacHOCTEN.

5.2.3 B cnyyae npegocraBneHns mecta sl B3siTUsi EPBUYHBLIX MPob A0MKHbI ObITb NpeycMOTPEHbI KOM-
dopTHblE U yA0GHbIEe MOMELLIeHUs AN NaUUEHTOB € ONTUMAIIbHLIMW YCNIOBUSIMU A51s B3ATUS NMPO6.

5.2.4 YcTpoWCTBO NOMELLEHWI NnabopaTopum 1 YCrioBUsl B HEW A0IMKHBI ClocobCcTBOBaThL BbIMOMHAEMbIM
3agadvam. Ob6cTaHOBKA B NOMELLEHUSX ANA B3ATUS Npob 1 Ans uccrefoBaHU He A0SDKHA oTpULaTeNbHO BIUSTb
Ha pe3ynbTaThl UM yxyawaTtb Tpebyemoe kauecTBO NobbiX U3MepeHUiA.

IabopaTopHkle noMeLleH1s1 4na uccneaoBaHniA A0IDKHbI 06ecneunsaTh NpaBUiibHOE BbIMOSTHEHWE UCCTie-
AOBaHWA. [Ans 3Toro HeobXoAUMbI UCTOHHUKA 3HEPTUK, OCBELLEHUS, BEHTUNSILMK, BOAbl, yAarneHue oTXo40B U
MCNOMb30BaHHbLIX MaTeprasioB U COOTBETCTBYOLLME ycroBusi cpefpl. llTabopaTopust formkHa pacnonaraTts Npo-
ueaypamu 451 IPOBEPKM OTCYTCTBUS OTpULLATENBHOMO BMUSIHUS cpefbl Ha npoBedeHue cbopa npob n obopyao-
BaHWe.

5.2.5 TabopaTopusi 4oMmKHa OTCNeXuBaTb, KOHTPONMPOBATL U PEMMCTPUPOBATDL YCIIOBUS OKPYXKatoLLE cpe-
Obl, KaK 3Toro TpebyoT COOTBETCTRYIOLME NPaBWUIIa, UMW KOTAa 3TU YCITOBUSI MOTYT MOBMUSITL HA KAYECTBO pesyrib-
TaToB. [JO/KHO ObITb yAeneHo BHUMaHUe CTEPUSIbHOCTH, 3anbIfIEHHOCTU, 3/IeKTPOMarHUTHLIM NoMexam, pagua-
LMK, BNAXKHOCTW, CHABGKEHWIO SNeKTpoaHepruen, Temnepartype, YpoBHAM 3BYKa U BUGpaLMM NPUMEHUTESNBHO K
COOTBETCTBYIOLLIE TEXHUYECKOW AEeATENBLHOCTU.

5.2.6 [JormkHbl 6bITb COOTBETCTBYOLMM 06pa30oM pasaeseHbl Te cekummn nabopaTtopun, B KOTOPLIX OCylLLie-
CTBNSIETCH AEATENIbHOCTb HECOBMECTUMBIX BUAOB. [loSKHbI 6bITb NPeANPUHATLI Mepbl ANA NpedynpexaeHust ne-
PEKPEeCTHOro 3arpsisHeHNs.

lMpumepbl — Kozda uccrniedosaHuss npedcmaenaom coboli onacHocMb (Hanpumep, Mukobakmepuosozus,
paduoHyknudbi u m. 8.); ko2da pesynbmambi pabombi Mo2ym 6bimb UCNOPYeHbI U3-3a MO20, YMO OHa npoeodum-
cs1 He 8 omAesIbHOM NOMeWeHUU, KakK Npu aMIIuuKkayuu HyKneuHoebIX Kuciom; kozda dns paboms! mpebyem-
¢l crokoliHas o6¢cmaHoeka, 6e3 omesiekarouux hakmopoe, Kak, Hanpumep, 87151 yUMONamosI02U4ecK020 CKpu-
HuUH2a; unu kozda paboma mpebyem KOHMPOIupyemol cpedsl, Kak 01 60sbwWuX UHhOPMaYUOHHBIX CUCMEM.

5.2.7 focTtyn Kk 30HaM, cNOCOBHLIM NOBAUATL HA KAYeCTBO UCCNEAOBaHUA, U UCMOMb30BaHWE 3TUX 30H
BOSXKHbI BbITb KOHTPONMPYEMbIMU. [lns oxpaHbl Npob 1 pecypcoB OT HECAHKLMOHUPOBAHHOTO AOCTYNA AOSKHbI
6bITb NPeANPUHATLI COOTBETCTBYIOLLIME MEpSbI.

5.2.8 CucteMbl CBsIaU BHYTpU NNabopaTopumn A0MKHBI COOTBETCTBOBaTL pasMepy U CNOXXHOCTU YCTPOUCTBa
nomeLueHua n acbcekTuBHON nepeaade coobLIEHUIA.

5.2.9 Heobxoanmoe NpocTpaHCTBO U YCNOBUA A0SDKHbI BbITh NpegocTaBneHbl 4t obecneyeHrs COXpaHHO-
€TV Npo6, cnanaoe, rmcTornoriecknx 6rokos, MUKPOOPraHU3MOB, AOKYMEHTOB, (haiinoB, pykoBoACTB, 060pyao-
BaHWsA, peareHToB, NabopaTopHbIX PAacXoAHbLIX MaTepUanos, PermcTPaLoHHbLIX XKYPHAITOB U pe3ynbTaToB Ucche-
[OBaHWUNA.

5.2.10 Pabouas 30Ha AorpkHa coaepXaTbCA B YNCTOTE U Nopsaake. XpaHeHue U yaaneHne onacHbIX MaTte-
pyanoB AoMKHbI BbITb oNpeaeneHbl COOTBETCTBYOWMMU NpaBunaMun. Heo6xoammel Mephbl 4na noaaepXaHus co-
OTBETCTBYHOLLEro nopsiaka B laGopatopuu. B aTux Luenax AosmkHbl 6bITb OCYLLECTBIIEHBI COOTBETCTBYOLME NPO-
LeAaypbl 1 0byyeHue nepcoHana.

5.3 Na6opatopHoe o6opyaoBaHue

MpwvmeyaHune—[insa uenen HaCTOSAWEro CTaHAAPTa B NOHATUE «NabopaTopHoe 060pyaoBaHNE» BKIMIOYEHb
npubopel, cTaHAapTHLIE 06pa3sLbl, pacxogHble mMaTepuansl, peareHTbl U aHanMTUYECKUEe CUCTEMBI.
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5.3.1 INabopaTopusi formkHa 6bITb OCHaLLleHa BceMu NpeamMeTammn 060pyaoBaHns, TpebyroLWmnmMncs Ans oka-
3aHUA ycnyr (BkIovasa c6op NepBUYHbIX NP6, MOArOTOBKY 1 06paboTky Npob, nccneaoBaHns U xpaHeHue). B Tex
cnyyasix, korga nabopaTtopus HyxaaeTcs B UCNOMb30BaHUM 060pya0BaHNs, HAXoAsALWerocs BHe ee NoCTOSIHHOMO
KOHTPOSS, PyKOBOACTBO NabopaTopun AoMKHO obecnednTs cobnogeHmne TpeboBaHniA HacTosLLEro cTaHdapTa.

Mpu BLIBOpE 060OPYAOBaHNSA AOMMKHbLI ObITb MPUHATHI BO BHUMaHWE pacxod aHeprim n dyaywime otxoasl
(oxpaHa okpyxatoLlei cpefpl).

5.3.2Mpwn ycTaHOBKE U NOBCEAHEBHOM MPUMeEHeHUM 06opyaoBaHNe OMHKHO COOTBETCTBOBATL 3KCMNyaTa-
LIMOHHBIM TpeboBaHMAM 1 cnelmdmrKaLmam BeINOMHAEMBIX C ero NCMoSb30BaHUEM MCCre4oBaHNNA.

PykoBogcTeo nabopaTopun 4OMKHO paspaboTaTk NporpamMmmy, NpeaycmMaTpuUBatoLLyo perysisipHyto nposep-
KY 1 OLIeHKY KannbpoBku 1 oyHKLUIA NpubopoB, peareHTOB 1 aHanUTUYecknx cuctem. Takke AomkHa OblTb 4OKY-
MEHTMPOBaHa 1 OCYLLECTBIEHA NMporpamMmmMa npodunakTMieckoro obcnyxmeaHunsi niprbopos (cM. 4.2.5), cooTeeT-
CTBytOLIAsA, KaK MUHAMYM, pEKOMEHJALIMAM N3roTOBUTENE.

WHCTPyKLIMK N3roTOBUTENEN, ONepaTUBHbIE PYKOBOACTBA UM AOKYMEHTaLIMS APYTUX BUAOB MOTYT ObITb MUC-
nons3oBaHbl 415 paspaboTkn TPeBOBaHWIA, COTNAacoBaHHbIX C HaANEeXallMM1 cTaHgapTamMmm, UK ANst yTOYHEHNS
TpeboBaHUIA No NepUoaNHECcKoi KannbpoBke.

5.3.3 Kaxxgbin npegmeT 0bopyaoBaHnst 4OIMKeH ObITb MOMeYeH Ui Kakum-To 0bpa3oM MaeHTUULMPOBaH.

5.3.4 JomkHo 6bITb OpraH1M3oBaHo BeAeHWe AOKYMEHTaL MM (MTPOTOKOSIOB) NO Kaxaomy npeameTy obopyao-
BaHWs, UCMOMb3yeMOoMY A1l BLIMOSTHEHWS! UcCNefoBaHWUA. DTW NPOTOKOSbI AOMKHBI BKITKOYaTh B cebsi, Mo MeHb-
e mepe, cnegytoLlee:

a) ngeHTudmKaLmo obopyaoBaHNs;

b) HaumeHoBaHWe N3roToBUTENS, TUN NAEHTUDUKALUA U CEPUAHBIA HOMEP NN APYTYI0 OEHTUDUKALNIO,

C) KOHTaKTHOE NINLIO N3roTOBUTESIS U HOMep ero TenedoHa;

d) paty nonyyeHus 1 aaTy BBoAa B AeNCTBUE;

€) pasmelleHre B HacTosiLLee BpeMsi, Py HeobXoAMMOCTH;

f) ycrnoBusi npu nonyveHnmn (Hanpumep, HoBoe, bbiBLLIEe B ynoTpebneHun unm BoCcCTaHOBIIEHHOE);

@) IHCTPYKUMN N3rOTOBUTENS, ECININ UMEIOTCA, U CRPaBKY 0 MeCTe UX HaXoXaeHWs;

h) npoToKonbl 3KCMTyaTaLUMOHHbIX XapakTepucTuk 0bopyaosaHusl, noATeepKaaroLLme NpurogHocTb 0bopy-
[0BaHWs K MCMOMb30BaHWIO;

i) cerogHsLLIHee COCTOsIHME W MTaHMPOBaHUE UCTONb30BaHUA B 6yayuliem;

j) onncaHve NoBpeEXXAEHUS UM HapyLweHUs (hYHKLMOHUPOBaHWS, MoandUKaLMA WM peMoHTa 060pyA0BaHUs;

k) npeanonaraemyto AaTy 3ameHbl, €Cfu BO3MOXHO.

MpoToKornbl OLEHKM AKCNNYaTaLUOHHbIX XapaKTepUCTUK, YOMSIHYThIE B NepeuuncrieHnn h), AomKHbI coaep-
»KaTb KOMnuK 3akmtodeHuit/cepTudpmkaTos 060 Bcex KarmbpoBkax Wunu noBepkax, BKItouas AaTbl, BpeMs U peayrib-
TaTbl, IOCTUPOBKA, KPUTEPUM NPUEMNEMOCTU, AaTy creayloleil KanMbpoBKM U/UnKn NOBEPKX, a Talkke YacToTy
noBepok Mexay cepBUCHbIM 06cyxnsaHneM/kannbpoBKoii COOTBETCTBEHHO, B LLENAX BbINOMHEHUA NOSIHOCTbLIO
WK YacTU4HO 3TUX TpeboBaHWUN. VIHCTPYKLUWW U3roTOBUTENSI MOTYT BbITh UCMOSb30BaHbI NSl YCTaHOBMEHUA KpUTe-
pveB NPUeMIEMOCTH, NpoLeayp UYacToTbl NOBEPOK COCTOSIHUSA UK KanMbpoBKW/MOBEPKN COOTBETCTBEHHO, U U
TOro, U APYroro B LENsX BbIMOMHEHWUS NOMHOCTbLIO UIN YaCTUYHO 3TUX TpeboBaHWiA. DTU NPOTOKOSbI A0SKHbI ObITh
[OCTYNHbI NPY BbiBoAE 060pyA0BaHNA U3 SKCNyaTauum unm B nioboe apyroe BpeMst COrfacHo HOpMaTUBHLIM UK
NpaBoBbIM AOKYMEHTaM.

5.3.5 O6opyaosaHune AOMKHO BbITb UCMONb30BAHO TOJILKO AOMYLUEHHLIM K paboTe Ha HEM NepCcoHanoMm.
JecTBylolme MHCTPYKLMM MO UCNONb30BaHWUI0 06OpYAOBaHUS U yxody 3a HUM (BKItoYas Bce nocobus u ykasza-
HUSA MO NPUMEHEHMIO, NPeoCTaBNEHHbIE U3roTOBUTENEM 060pYA0BaHUS) AOMKHBI GbIThb NIErkoAoCcTyNHLI naGopa-
TOPHOMY NepcoHarnty.

5.3.6 ObopynoBaHue crieyeT coaepxarb B ycroBusix, obecneunsatoLmx 6esonacHyto paboty. 310 kaca-
eTcs1 OLeHKW drekTpudeckor 6e30nacHOCTU, YCTPOCTB IKCTPEHHOW OCTaHOBKU U Be3onacHoro cogepxaHust n
yaarieH1s XMMUKaToB, PaAnoaKTUBHBIX M BUONOrMYecknx MaTepuanos AonyLLeHHbIMA K 3TUM npoLieaypam fmua-
MU. TexHUYecKkne YCrioBUs Ui UHCTPYKLMA U3rOTOBUTENEN, UK U TO, U APYroe A0SKHbI, COOTBETCTBEHHO, ObiTh
NPUMEHEHbI.

5.3.7 MNpu obHapyxeHn aedeKToB 060pyA0BaHME AOITKHO BbITh U3BLSATO U3 YNOTPEGNEHUs!, YETKO NOMEYEHO
1 pacrnosioXXeHo B COOTBETCTBYIOLLEM MECTe [10 BOCCTaHOBMNEHUs1 paboToCnocoBbHOCTU U AEMOHCTpaUUnN NyTem
KanubpoBKW, MOBEPKX UMW UCTILITAHUA €ro COOTBETCTBUSI KPUTEPUSIM NpruemMinieMocTu. llabopaTopus AomkHa U3y-
UYATb BMUsIHWE oBHapyXeHHoro AedekTa Ha NpeALecTBYOLLNE UCCIeAOBaHUA 1 OCYLLECTBUTL NpoLieaypbl, yka-
3aHHble B 4.9. llTabopaTtopusi orpkHa NPUHATL onpaBAaHHbIe Mepbl 415l 06e3zapaxusaHusa 06opyaoBaHua nepeq,
€ro UCMonb3oBaHNeM, BOCCTaHOBMeHWeM paboTocnocoGHOCTA UIN CIUCaHUEM.

5.3.8 NepeyeHb Mep, NpeanpUHATLIX 411 YMEHbLLEHUS 3arpsi3HeHNs], OSHKeH ObiTb NpeAocTaBnNeH nuuy,
paboTatoLemy ¢ ucrnons3oBaHneM gaHHoro obopyaosaHust. Jlabopatopus gomkHa UMeTb noaxogsiee nomMetle-
HUe ANA BOCCTaHOBMEHUS paBoTocnocoBHOCTN 060pyaoBaHUS, a Taloke UMETh YCTPOWCTBA 3aLlMThI NepcoHana.
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5.3.9 NioBoe obopyaosaHme, HaxoasLueecs nof KoHTponeM nabopaTopumn 1 Tpebytollee KanMépoBKn U
MoBepKU, OOMMKHO BbITb MOMEYEHO U MHBIM 06Pa30M KOAMPOBaHO, YTOOLI 0603HAYNTL COCTOSIHME KaIMGPOBKA
U NOBEPKU U AaTy NpoBeaeHWs MOBTOPHON KannBpoBKA UM MOBEPKN.

5.3.10 Ecnu o6opygosaHue 610 M3bSATO U3-MoA HEMOCPEACTBEHHOIO KOHTPONS NabopaTopuu, NoaBeprHy-
TO PEMOHTY UK TeXHUYeckomy obcnyxusaHuio, nabopaTopusi nepes BO30GHOBEHWEM paboT Ha HEM J0IDKHA
y6eauTbes, YTo 06opyaoBaHMe NPOBEPEHO U YAOBMNETBOPUTENBHO (DYHKLIMOHMPYET.

5.3.11 MNpwn Ucnonb30BaHNM KOMMBIOTEPOB UM aBTOMATUYECKNX aHaNN3aTopoB Ansi cbopa, 06paboTku, pe-
rucTpaumm, nepegadm, XpaHeHus Ui novncka AaHHbIX MccnefoBaHuii nabopaTtopus gosmkHa obecneynTb criegyto-
wee:

a) KOMMbIOTEepPHbIE NPorpaMMel, BKIOHasA BCTPOEHHbIe B 060pyaoBaHue, A0MKHbI OblTb AOKYMEHTUPOBaHbI 1
OLEeHEeHbI Kak NpUroaHble A4S UCNonb30BaHus;

b) AomkHbI GbIThb paspaboTaHbl U BHeApeHb! NpoLeaypb! A5 3aLMTbl COXPaHHOCTM AaHHbLIX B to6oe Bpems,

C) KOMMbIOTEPbLI U aBTOMaTUYeckoe 0bopyaoBaHue AOSMKHbI cogepXaTbCsl TakuM obpasom, UTobbl Bbio
obecneyeHo nx HopmasnbHoe yHKLMOHUPOoBaHNE 1 Bbinn co3aaHbl  YCIIoBUSA OKpYyXKatoLLeh cpeabl U onepaTue-
HOW paboTbl Ha HUX, HeobXxoaUMbIe AN COXPaHEHWS B LLEeNOCTHOCTU AaHHbIX;

d) koMnbloTepPHbIE NPOrpaMMbl M YCTaHOBMEHHbIA NOPSAOK A0OMKHEI 06ecnevnsaTh 3auUTy OT HECAaHKLMOHN-
pOBaHHOrc AOCTYNa, OT MOBPEXAEHNIA U paspyLUEHUs CriyHaiHbIMN Y He AONYLEHHBIMU K paboTe Ha KOMMbHo-
Tepax nmuamu.

Cwm. Tarke npunoxeHue B.

5.3.12 B nabopaTtopum AomkHbl BbITk NpeaycMoTpeHbl npoLiedypbl As 6ezonacHoro o6palleHns, TpaHe-
MOpPTUPOBAHMS, XpaHEHNS 1 UCTONb30BaHUs 06opyaoBaHUs, Ars MPeAOXPAHEHNs ero OT 3arpA3HEeHUS U MOPYK.

5.3.13 [ns cnyyaes NOBbLILLEHWS 3HAYEHWI KariMBpOBOYHbIX (rPagynpoBOUHbIX) K03 dULNEHTOB B pe3ynb-
TaTe kanubposkn NabopaTopusi 4orPKHa NpedycMOTPEeTh NnpoLedypbl, obecneunsarowme 0bHOBNEHWE NONPaBoY-
HbIX KO3 PULMEHTOB.

5.3.14 ObopynoBaHue, BKIOYas KOMMbHOTEPLI U KOMIMBIOTEPHBIE NPOrPaMMBI, CTaH4aPTHLIE 06pasLibl, pac-
Xo4Hble MaTepurarbl, peareHTbl U aHaNMTUYeckUe CUCTEMbI, OMMKHO BbiTh 3aLUMLLEeHO OT NONPaBoK U NoAAeNoK,
KOTOpbIE MOTYT UCKa3UTb pe3ynsTaThl UCCIeqoBaHWiA.

5.4 MNpeaHanuTuyeckue npoueaypsbl

5.4.1 ®opma 3anpoca Ha nccnegoBaHye AomkHa cogepXaTb UHOpMaLUIo, AOCTaTOUHYIO Ans uaeHTudu-
Kauuu nauueHTa 1 3anpaluvBaroLlero uccnefoBaHue nuua, a Takke COOTBETCTBYIOLLME KITMHUYECKUE AaHHbIe.
JorkHbl 6bITb YUTEHBI HALWOHASbHBIE, PETMOHANbHBLIE U MECTHbIE NPaBUIA.

B cdopmy 3anpoca Ha Bymare wnu B 3MeKTPOHHOM BUAE [OMKHbI ObiTb BHECEHDI, NO KpaiHel Mepe,
crnegytowime gaHHble:

a) ngeHTUbnKauma naumeHTa;

b) umsa unn nHas ngeHTUdUKauMoHHas UHOPMaLUA O Bpaye Unm UHOM fvue, 3aKOHHO UMetoLLLeM NpaBo
3anpaluuBaTh UCcneaoBaHue Unm UCnomb3oBaTb MeAULIMHCKYIO MHopMaLIMIo, a Takke MecTO HazHavYeHUa ans
coobLUeHUs pe3ynbTaTa; agpec sanpallumMBaoLLero uccnefosaHne Bpada AorPKeH ObiTb COCTaBHOM YacToio hop-
Mbl 3aMpoca;

C) TUM NEpPBUYHOM NPOBEI UM aHaTOMUYEeCKoe MecTo B3ATUA obpasua;

d) 3anpalwmBaemoe uccnegoBaHue;

e) KnnHu4eckas MHopmaL s o 6onbHOM, BKIOYas, Kak MUHAMYM, MO U AaTy poXXaeHWs, AN uenemn uH-
TepnpeTaumu;

f) daTa 1 Bpems B3ATMSA NepBUHHOA NpobbI;

g) AaTa 1 BpeMmsi nornydeHnst npobsl B naboparopuu.

Bua dopmel 3anpoca (aneKTpoHHbIR v Ha Bymare) 1 cnocob cooblueHus 3anpoca B nabopaToputo AoMmk-
Hbl BbITb COrMacoBaHbl € NMoSb30BaTENAMN 1abopaTOPHbLIX YCNYT.

5.4.2 CneLanbHble UHCTPYKUUM MO B3SATUO MEPBUYHOM NPobbl 1 obpallieHuto ¢ Hel AommkHbI GbiTb AoKyMeH-
TUPOBaHbI, BBEAEHLI B AENCTBME PYKOBOACTBOM Nabopatopum (cM. 4.2.4) n nepegaHbl nnuLam, OTBETCTBEHHBIM
3a B35ATVE NEPBUYHON NPoOLI. ST MHCTPYKLUMM ACIKHbI ObITh BKITHOYEHBI B PyKOBOACTBO NO B3ATUIO NEPBUYHOIA
NpoGbi.

5.4.3 PykoBoACTBO Mo B3SATUIO NEPBUYHO Npobbl A0MKHO BKIOYaTh B cebsa crneaytoLuee:

a) KOMWK NI CChINKA Ha:

1) nepeyeHb Npegnaraemblx nabopaTopHbIX UCCIELOBaHNNM,

2) cooTBeTCTBYIOWMNE POPMbI, ECIIN MPUMEHSIFOTCS,

3) HbopMaLMIo UM UHCTPYKLMAW AN NaLUeHTOB OTHOCUTENBHO WX COBCTBEHHON NMOaroTOBKM Nepes B3s-
TUEeM NepBUYHON NPoobbl,
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4) nHdbopMaLmto 4nA Nofb3oBaTenen nabopaTopHbIX YCiyr o MeaULMHCKUM nokazaHUaM W Belbopy goc-
TYNHbIX NpoLeayp;

b) npoueaypeb!:

1) AN NoAroTOBKW NauMeHTa (Hanpumep, MHCTPYKLAKW Ans Bpavei U MeauLIMHCKUX NpoLieAypPHbIX cecTep),

2) ngeHTdrKaLmmn NepBrUYHoOi Npobbl,

3) B3ATUA NepBUYHOM Npobbl (Hanpumep, hneGoToMuUs, NYHKLMUS KOXM, KPOBb, MoYa U Apyrie buonormiec-
Kue XMOKOCTUN) C ONMCcaHWeM KOHTEHePOoB A1 NepBUYHON NPobbl u HeobxoanMMbIX 406aBOK;

C) IHCTPYKLNK:

1) no 3anonHeHuo hopmbl 3anpoca Ha Gymare 1num B SNEKTPOHHOM BuAe,

2) Tuny n o6bLemMy nepBuYHO NPobbl, KoTopas AOIPKHA BbITh B3ATa,

3) ToMHOMY BpeMeHM B3SATUSA, ecnn aTo TpebyeTcs,

4) ntoBbIM cneumnansHelM TpebosaHMsaM obpalleHuns ¢ npoboi Mexay BpeMeHeM B3ATUS U BpEMEHEM A0C-
TaBKW B NabopaToputo (TpeBGoBaHMUs! K YCIIOBUSIM TPaHCTOPTUPOBAHUS, OXITaXAEHMs1, COrpeBaHusl, HeMeaeHHOM!
[ocTaBke U T. A.);

5) MmapkupoBKe NepBUYHO NPobbl,

6) KNMHUYEeCKON NHopMaLun (HanpuMep, JaHHLIM O BBEAEHUN nekapcTea),

7) NO3WUTMBHON MaeHTUdMKaLMKW, B AeTansix, nauMeHTa, y KoTOporo B3siTa nepsuyHasi npoba,

8) pernctpauum nnLa, B3SIBLLETO NEPBUYHYIO NPOOY,

) GesonacHoMy yaaneHno matepuanos, MCMOb30BaHHbIX A4S B3ATUS NEPBUYHON NPobbI;
) MUHCTPYKLMW:
) N0 XpaHeHuto nccneayembix npoob,
2) BpeMeHHbIM MHTepBanam 419 3anpallnBaeMbIX AoNONHUTENbHLIX UCCreaoBaHWUA,
3) fononHUTENbHLIM UCCe40BaHUSM,

4) NOBTOPHbLIM NCCIEAOBaHMSAM, Bbl3BaHHBIM aHaNIMTUMECKUMW HeAOCTaTKaMM UK AaribHEALLIMMM UCCTeao-
BaHUSIMW TOW ke NepBUYHON Npobbl.

5.4.4 PykoBoacTBO MO B3ATUHO NEPBUHHOI NPOGbLI AOIMKHO BbITh JOKYMEHTOM CUCTEMbI MEHEDKMEHTA Kaue-
ctBa (cMm. 4.3.1).

5.4.5 MepBuryHas Nnpoba 4osmkHa bbITb NpociexeHa Ha ocHoBaHUK chopMbl 3anpoca Ao naeHTUUUMpoBaH-
Horo naumeHTa. MepauyHbIe Npobbl 6e3 HeobxoanMon naeHTUUKaLMN He AOSDKHBI BbITb NPUHATLI 1 06paboTaHbI
B nabopartopun.

B cnyyasx HeveTkol naeHTUuKaumm neperu4HoN Npobbl WM HeCTabUIIbLHOCTN aHASNIMTOB B NEPBUYHON NPO-
6e (CrnMHHOMO3roBast XMOKOCTb, GUONTAT U T. A1.) U HEBO3MOXHOCTW NOBTOPEHUA B3ATUSI NPOGLI UK KPUTUYECKOTO
COCTOSIHUSA NauueHTa nabopaTopust MOXET uccrieaosaTb Npoby, HO He BblAaBaTb pe3ynbTaT 40 TeX Mop, noka
HazHaYMBLUWI NCCreqoBaHME BpaY UK vuo, GpasLuee nepsuyHyo nNpoby, He Bo3bMeT Ha cebs OTBETCTBEHHOCTb
3a naeHTudukaLmo Npobbl nNn 3a NpeaocTaBneHne Heo6xoaNMo UHOPMaLUN, UK U TO, N APYroe, U B Takom
criyyae noanuch nLa, B3ABLLEro OTBETCTBEHHOCTb 3a MAEHTUdUKaLMIO NepBUYHON NPOBLI, 4OoMMKHa ObITb BHECE-
Ha B chopmy 3anpoca. Ecnm atn TpebosaHns no kKakuM-nnGo NpudMHam He Gbinv BbINOMHEHbI, OTBETCTBEHHOE NIMLO
AOMKHO GbliTb YKasaHo B oT4eTe 06 uccneaoBaHum, ecnv oHo 6bino npoeedeHo. Mpobbl, ocTaBneHHbIe A4ns Aasnb-
HeMwmnX nccneoBaHuin (HanpuMep, Ha BUPYCHbIE aHTUTenNa, MeTabonmTbl, OTHOCALLMECA K KIMTMHUYECKOMY CUHA-
pomy), Takke AOMKHbI BbiTb MAEHTUUUMPOBAHSI.

5.4.6 NabopaTopua aomkHa oTcrexuBaTh TpaHCNopTUpoBaHue Npob B naGopaToputo Tak, 4Tobbl OHW Gbinn
JOCTaBneHsbl:

a) B npeaenax BpeMeHu, COOTBETCTBYIOLLENO NMPUpoAe 3anpalluBaeMoro UCCNeaoBaHna U COOTBETCTBYIO-
Le iabopaTopHON AUCUUMANHI,

b) B npeaenax remnepaTypHoro uHTepBarna, ykazaHHoro B PykoBoAacTee Mo B3ATUIO NepBUYHOA Npobbl 1
npeaHasHaYeHHOro Ansa obecneveHust CoxpaHHOCTM NPobbl,

c) cnocoBbom, koTophi o6ecnevnBaet 6e3onacHOCTb NepeBo3ynka, obLecTsa 1 nosyyatoLuei Nnpoby nado-
paTopun B COOTBETCTBUM C TPEBOBaHUSAMWN HALMOHABbHbBIX, PErMOHANBHBLIX WM MECTHbBIX NMPaBuIT.

5.4.7 Bce nony4veHHble nepsuHHble Npobbl 4OIMKHBI ObITh 3aperncTpupoBaHbl B XXypHare npuema, pabo4mx
TeTpagsx, KoMnbloTepe U UHON CpaBHUMOI cucTeme. [laTta v Bpemsi NonyveHns Npobekl, Kak U AaHHbIe 0 Nvue,
npuHsIBLLEM NPOBY, AOSTKHbI ObITb 3apPErMcTpPMpPOBaHsLI.

5.4 .8 Kputepum gns nprema unm otkasa B npueme nepBrYHbIX Npo6 AomkHbI BbiTb paspaboTaHbl U AOKYMeH-
TanbHo odopmiieHbl. Ecriv npuHaTa comHuTenbHas npoba, B OkoHYaTeNbHOM oTyeTe 06 uccregoBaHUM JoSHKHA
6bITb YKa3aHa NPUYMHA COMHEHUA U OTMeYeHa HeoBXOANMMOCTb OCTOPOXHOCTU NPU UHTEpNpeTaLum pesyssrara.

9
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5.4.9 NNaGopartopusi go/mKHa nepuoguyeckn nepecmaTpusaTs TpebyeMble 06beMbl NPo6 BEHO3HOM KPOBU
(11 npob apyrnx Matepuanos, Hanpumep ClMHHOMOS3IOBOW XMAKOCTH), YToObl He AonyckaTb B3ATUA HeAoCTa-
TOYHbIX U M3MULIHUX 06BbEMOB NPo6.

5.4.10 YnonHoMoueHHbI NepcoHan AofPKeH cucTeMaTUdeckn nepecmMaTpusaTth 3anpockl U npobbl U pe-
WwaTh, KaKMe nccnefoBaHUA U KaKUMN METOAaMU AOMMKHbI 6bITb BbINMOMHEHbI.

5.4.11 Nabopatopus AomkHa UMETb OKYMEHTUPOBaHHbIE NpoLeaypbl Ans npueMa, Mapkuposku, 06paboT-
K1 1 COOBLLEHNS PE3YNbTaTOR B OTHOLLEHUM TeX NEpPBUYHLIX NPob, nonyyaeMblx nabopaTtopueit, KoTopble nomMeve-
Hbl KaK HeOTNOXHbIe. OTU NpoLueaypbl AOIKHBI coAepKaTb AeTany cneumansHoi Mapkuposku hopM 3anpoca u
nepBUYHbIX NP6, MexaHN3M Nepeaayn NepBUYHON NPobkI B 30HY UccrieaoBaHUs, cnocobbl nx BeicTpor 06paboT-
KW, KOTOPblEe A0IPKHbI BbITb UCMOMNb30BaHbI, U crieuyarnbHbIe KpUTEPUM OTYETHOCTMU.

5.4.12 Mopuuu, oTaeneHHble oT NPob, A0IMKHbI BbITb NPOCNEXeHbI A0 NEPBUYHON NPODLI.

5.4.13 NabopaTtopua gosmpkHa UMETb MMCbMEHHO 0POPMITEHHBIN NMOPSAOK YCTHLIX 3aNpocoB Ha Uccneno-
BaHUA.

5.4.14 Mpobbl AOMMKHLI XPAaHUTLCA YCTAHOBIIEHHOE BPEMS! B YCIOBUSAX, 0GecneumBaowmx ctabunbHoCcTb
CBOICTB Npo6bl M BO3MOXHOCTL NMOBTOPHOTO UCCNeA0BaHUA nocne coobLeHusi pesynbTaTos Unn AONOSHUTESb-
HbIX UCCNegoBaHNA.

5.5 AHanuTu4yeckue npoLeaypbl (MeToaUKU)

MpwumeyaHne— HekoTopble HUXecneayoLWME NOIOXKEHNSI MOTYT GbITb MPUMEHUMMbI HE BO BCEX AUCLMINIIMHAX
nabopaTopHON MeaWLMHbI.

5.5.1 NaBopaTopusi A0/KHa UCMOSb30BaThL aHanMTUYeck1e npoleaypbl (METoAMKM), BKtoYas BbIGop/B3s-
Tvie nopuuii Npo6bl, KOTOpLIE OTBEYaloT NOTPeBGHOCTAM Norb3oBaTternei NlabopaTopHLIX YCNYr U COOTBETCTBYIOT
CyLLHOCTM UccnedoBaHus. MpeanoyuTeHne JoMmKHO BbITb OTAAHO TeM MeToAuKaM, KOTopble NpUBeAeHs! B yTBep-
XOeHHbIX/peKoMeHAoBaHHbIX y4eBHUKaX, MPU3HaHHBIX KYPHAmbHBIX CTaTbsAX UMK B MEXAYHapoAHbIX, HaLmMo-
HanbHLIX UMW peroHarnbHbIX HOPMaTUBHLIX AoKyMeHTax. MeToauku, paspaboTaHHble B AaHHOW nabopaTtopun, B
cryyae NpUMeHeHUs JOMKHbI NOSTYYUTh NOSHOCTLIC AOKYMEHTUPOBaHHOE NOATBEepXKAeHUE NMPUroAHOCTU Ans npea-
nonaraeMoro Ucrnosb3oBaHuA.

5.5.2 TabopaTopusa AomHKHA UCMOSL30BATL TOSMBKO T€ METOAMKU, KOTOPbIE NOyHYUNy NOATBEPXKAEHUE Mpu-
roAHOCTM NpoLieaypbl aHanmsa Ana NpeanonaraemMoro ucnonb3osaHuA. MoaTeepkaeHWe A0MMKHO BbITb HACTOMb-
KO TLaTerbHbIM, HAaCcKOIbKC 3TOro TpebyeT NpegHasHaveHne uccneaosaHua Wn oGnacTb Ucnonb3oeaHuA. Nlato-
paTopus AofkHa 3apermcTpupoBaTh NoNyYeHHbIe Pe3ynsTaThl U METOAUKU, UCMOMNb30BaHHbLIE ANA NoATBEPXKAe-
HUA.

MeToapl 1 npoLieaypbl, U3GPaHHbIe AN1A NPUMEHEHUS, AOSKHbI GbITb OLEHEHb! U JOMMKHBI NPOAEMOHCTPUPO-
BaTb YAOBMNETBOPUTENbHLIE pe3ynbTaThl Nepea UX UCNoNb3oBaHUEM ANA MeAMLIMHCKUX UccneaoBaHuii. Paccmor-
peHvie MeToAVK 3aBeAyHoLLM NnaGopaTopuei U HasHAYEHHLIM UM IMLOM A0SHKHO OCYLLECTBIATLCA Kak NepBo-
HavanbHo, TaK 1 nepuoandeckin (06bIMHO eXeroaHo). PeaynbTaTthl Takoro paccMOTPEHUS A0MKHbI GbiTb AOKYMEH-
TUpOBaHbI.

5.5.3 Bce MeToauku 0imKHbI GbITb 0chOpMIIEHb! B BUAE AOKYMEHTOB, KOTOPble A0SDKHBI GbiTb AOCTYMHbLI Ha
pabo4mMx MecTax COOTBETCTBYIOLIEMY NepcoHary.

JokyMeHTbI Mo METoAMKaM U He0GX0AUMBIE MHCTPYKLW A0SDKHBI GbiTh U3M0XKeHb! Ha OGLLENPUHATOM si3blKe
nepcoHana naboparopum.

KapTouku ¢ TekcToM unm nofo6Hble UM hopMbl, B KOTOPLIX CYMMUpOBaHa Knouesast MHdopMaLust, MoryT
6bITb UCMOMb30BaHbl Ha paBounx cTonax ana GeICTPO OpUEHTALMKN, OAHAKO NOSTHOE coAepXaHne UHCTPYKLMK
[OIDKHO BbITb AOCTYMHO NPy Heo6XoAUMOCTU Nony4YeHUs cripaeku. CoaepXkaHue KapTouek U noao6HLIX hopm
[OJDKHO 6bITh UAEHTUYHBIM MOSIHOMY COAEPXKaHWO UHCTPYKLMK. Bce nofo6HbIe cokpallieHHbIe 3anmcuy npoLeayp
[OIDKHbI BbITh YacTblo CUCTEMbI YNPaBIIeHUA AOKYMEHTaLMER.

MeToauKn A0MKHBI 6bITh OCHOBAaHbLI HA UHCTPYKLUSIX MO NPUMEHEHUIO (Hanpumep, BINOKEHHLIX B YNakoBKK),
HaMMCaHHbLIX U3rOTOBUTENAMM, NMPU YCIIOBUW, YTO STU UHCTPYKUMK COOTBETCTBYIOT 5.5.1 1 5.5.2 1 onucbiBatoT
METOAMKN TaK, Kak OHU AOIKHbI OblTb BbINOSHEHBI B TabopaTopun, WU NpeacTaBiieHbl Ha A3bIKe, MOHSATHOM AU1s
nepcoHarna naoparopun. Nio6oe 0TKNOHeHWe A0MKHO BbITb PACCMOTPEHO U AOKYMEHTMPOBaHO. [lonomnHUTEmnbHast
uHdopMaLus, koTopas Morna 6kl NoTpe6GoBaTbCA A4S BLINOMHEHWA UCCeA0BaHWS, Takke A0SDKHA GbiTb AOKYMEH-
TupoBaHa. Kaxxaas Hosas Bepcust Habopa Ana uccnefoBaHUs CO 3HAYUTENbHBIMU U3MEHEHUSIMUA peareHToB UK
npoueayp A0rbKHa 6bITh NpoBepeHa B OTHOLEHUN ee 3KCTIyaTaLMoHHbIX Ka4eCTB U NpUrogHocTU Aris npeanona-
raeMoro npumeHeHus. Bce metoanyeckue U3MeHeHNUs! 4OIDKHbI GbiTb AaTUPOBaHLI U paspeLlieHbl K UCronb30Ba-
Huio, Kak mobas apyras npoueaypa.
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B pononHeHune K AoKyMeHTanbHoMY KOHTPOITIO UAEHTUDUKATOPOB AOKYMEHTaLMSI AOIDKHA BKITIOYaTL B cebs
cnegyioulee:

a) uenb uccrnegoBaHns;

b) npuMHUMN MeTOAMKN, UCTIONB30BaHHOM A1 UCCIIEA0BaHUS,

C) XapakTepucTuki (Hanpumep, NMMHERHOCTb, NPELIU3NOHHOCTb, TOYHOCTb, BbipaXKEHHas! Kak HeonpeaeneH-
HOCTb U3MepeHWsl, Npeaesn obHapyKeHUs1, UHTepBas U3MepeHust, MPaBUWIbLHOCTbL M3MEPEHUS], aHANMUTUYECKan YyB-
CTBUTENBHOCTb U aHanMTu4eckasi cneundu4HoOCTb);

d) cuctemy, U3 KOTOpoii BasiTa NepeuyHasl npoba (Hanpumep, NnNasma, CbiIBOPOTKa, MoYa);

€) TUM KoHTelHepa 1 obaBoK;

f) Tpebyemoe obopyaoBaHue 1 peareHThbl;

g) KannbpoBoyHbIe NpoLeaypbl (MeTporormyeckasl NPOCNeXXUBaeMoCTb);

h) aTanbl MeToguKy;

i) NpoLieaypbl KOHTPOSS KAYECTBA;

j) nomexu (HanpumMep, NMNemMUs, remonna, BUNMPYBbUHEMMS ) U NepekpPecTHLIe peakumu;

k) MeToauku pacyeTa pesynsTaToB, BKIOYasi HeonpeaeneHHOCTb U3MepeHust;

1) 6uonorvyeckne pedepeHTHbIE UHTEPBATLI;

m) coobLiaemMble B OTYETaX UHTEPBarbI pe3ynibTaToB UCCNeaoBaHWUN;

0) TPeBOXHble/KpUTUYECKUE 3HAYEHUs1, eCriN 3TO HeobxoauMo;

p) nabopaTopHyIo UHTEpNpeTaLuio;

q) NpepocTepexkeHne 06 onacHoCTSIX;

r) noTeHumanbHbLIe UCTOMHUKN OTKITOHEHWIA.

MeToaukun moryT 6bITb NpeAcTaBsieHbl B 31eKTPOHHOW hopme, eCnmn OHU coaepkaT yKazaHHYH Bbille UH-
dopmaumio. TpeboBaHWUA Mo ynpasneHUo AoKyMeHTaLMen NpUMeHnMbI U K AOKYMEHTaM B 3NEKTPOHHOW dopme.

3asegyowmn naboparopueiit OTBETCTBEH 3a MOMHOTY U TWaTENbHYIO NPOBEPKY COAePXKaHUA MeTOAUK UC-
cneaoBaHnin.

5.5.4 XapakTepncTvku BbINONHEHUA ANA KaXXA0W npoueaypbl, UCNOSb3yeMon B UccneaoBaHU1, AOSKHbI
COOTBETCTBOBATL NPpegHasHavYeHno 3Ton npoueaypbl.

5.5.5 Buonorndyeckme pedepeHTHbIE MHTEepBanbI cneayeT nepuoanyeckn nepecmartpusats. Ecnn naboparto-
pysi UMeEeT OCHOBaHWSA NoraraTh, YTo AaHHbI pechepeHTHbIA HTepBan 6osblue He cooTBeTCTBYET pedepeHTHOM
nonynsiuun, OOSMKHbI ObITb MPEANPUHATLI UCCIIEA0BaHNSA C AalbHENLLIMMUA, NP HEODBX0AMMOCTH, KOPPEKTUBaAMMU.
MepecMoTp Guonormyecknx pedepeHTHLIX UHTEPBANOB TakKe A0/MKEH UMETb MeCTo, koraa NlabopaTtopus usme-
HSIET aHanUTUYEeCKne N NpeaHanuTUdeckue npoLeaypsbl.

5.5.6 labopaTtopusa gormkHa UMeTb NepedeHb NPUMEHSIEMbIX aHaNMTUYeCKMX npoueayp (MeToauK), BKITHO-
yasi TpeboBaHNA K MepBUYHLIM MPoGaM U COOTBETCTBYIOLLME XapaKTEPUCTUKNA 1 TpeboBaHUS K BBINMOMHEHWIO UC-
crefoBaHWii, 4OCTYMNHbIE NoNb3oBaTeNsAM TabopaTopHbIX YCAYT MO UX 3anpocy.

5.5.7 Ecnn nabopaTtopus npegrnonaraeT M3MEHUTb aHanMTUYeckre NpoLeaypbl Takum o6pasoM, UTo peayrib-
TaTbl U UX MHTEpPNpeTaLmMs MOrnu 6bl CyLLIECTBEHHO N3MEHUTLCS, STU M3MEHEHNS 10 UX BBEAEHNSI AOIMKHBI ObITh
06bsACHEHbI NOML30BaTENAM NIaboPaTOPHLIX YCIYr B MUCLMEHHOM hopMe.

MpumeyaHwue— ITn TpeboBaHns mMoryT BbiTb AOMNONHEHbl pa3nuyHeIMKU crnocobamu B 3aBUCMMOCTU OT
MECTHbIX YCIOBWI, BKITIOYAs Paccbifiky NMUCEM, UCMOMNb30BaHe nabopaTopHbIX U34AHUIA UIW YacTb CaMUX COOBLEHUI O
pesynerarax.

5.6 O6ecneyeHue KayecTBa aHanNUTUYECKUX NpoLeayp

5.6.1 NabopaTopusa gorpkHa paspaboTaThb cUcTEMY BHYTPWUIAab0paToOpHOro KOHTPOIS kavecTsa, koTopas obec-
neynBaeT nogaepxaHue Tpebyemoro kadecTsa pesynbraTtoB. BaxHo, 4Tobbl cucteMa KOHTPONSA NpegocTasnsna
nepcoHany npocTyto, SCHYO U MOHATHYIO MHAOPMaLMIO, Ha KOTOPO OCHOBLIBAIOTCH TEXHUYECKUE N MedNLUHC-
kve pelleHnsa. Ocoboe BHUMaHWE JOMKHO ObITh YAeNEeHO UCKIYeHUo ownGok B npoLiecce 06paboTku npob,
3anpocoB, aHann30B, OTHETOB O pe3ynbTaTax U T.4.

5.6.2 NaGopaTopus AoMKHa YCTaHOBUTL (hakTUYECKyo M BOBMOXKHYIO HeonpeaesieHHOCTb pesysbTaTos.
JormkHbl 6bITb NPUHATLI BO BHUMaHWE BaXKHble KOMMOHEHTbI HeorpeaenieHHoCTU. cTouHkaMy HeonpedeneHHo-
CTW MOryT BbITb B3ATHE NPO6, NoaroToBka Npo6, oTGop nopumii Npob, kannépaTtopbl, cTaHAapTHeIe 06pasLibl, nc-
nons3yemoe obopyaosaHue, yCroBus oKpyKatoLLen cpebl, yCrioBus B3ATUS MPobbl, CMEHa ornepaTopa.

5.6.3 MporpammMa kanmbpoBK1 CUCTEM U3MEPEHUS U MPOBEPKUN NPABUIBHOCTU AOMKHA BbITb COCTaBMNeHa U
BbINOMHeHa TaK, YTobbl 6blna obecnedeHa npocnexmsaemocTs Ao eanHu, CU nytem cpaBHeHUs ¢ hUandeckuMm
KOHCTaHTaMW UK OPYrMM YCTaHOBMEHHBIM cnocobom. Korga Hi ognH 13 aTix cnocob0oB HEBOZMOXEH, AOSKHbI
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6bITb UCMOMNL30BaHbI APYrie CPeacTBa YCTaHOBNEHNU 4OCTOBEPHOCTM Pe3ynbTaToB, BKOUast, MO MeHbLLE Mepe,
criegytowime:

a) y4acTuie B noaxodsiLer nporpaMmme MexxrnabopaTopHbIX CIIMHEHUIA;

b) ucnonb3oBaHne COOTBETCTBYHIOLLMX aTTECTOBaHHbIX CTaHAapTHbLIX 06pasLoB;

C) UccrnefoBaHMe U kanmbpoBKa Mo MHOM MeToauKe;

d) oTHOLIEHWE M3MEePeHUIA B3aUMOCBA3aHHbIX BENUYMH;

€) B3anMHOE CornacoBaHne 3TarloHOB UMM METOI0B, KOTOPLIE YETKO YCTaHOBMNEHbI, OXapakTepusoBaHbl 1
B3aMMHO MPU3HaHbI BCEMW CTOPOHaMU;

f) BoKyMeHTaLWsl AaHHbIX OTHOCUTENBHO PeareHTOB, METOAUK UMM aHaNMUTUYECKUX CUCTEM, CBEAEHUS O Npo-
CNEXMBaAEMOCTM KOTOPbIX NpeAocTaBneHbl MOCTaBLUMKOM Wi U3rOTOBUTENEM.

5.6.4 TabopaTopusi 4omMKHa y4acTBOBaTbL B MEXITabopaTopHbIX CIIMYEHUSIX, OPraHU30BaHHbBIX CUCTEMaMMU
BHeLLHeN oLeHKM KavecTBa. PykoBoAcTBO NabopaTopun AOIMKHO OTCNEXUBaTb pe3ynbTaTbl BHELHEN OLeHKA Ka-
YecTBa U y4acTBOBaThL B NMPOBeAEHUN KOPPEKTUPYIOLLIMX ASACTBUIA B CryYasix, KOrAa KOHTPOMbHbIE KpUTepum He
AOCTUrHYTbI. MporpamMmel MexnabopaTopHbIX CAIMYEHUIA JOSDKHLI B OCHOBHOM COOTBETCTBOBATL YCTAHOBEHHLIM
TpebosaHuam (MCO/MIK PykosoacTeo 43-1).

Mporpammel BHELLHER OLIEHKM KayecTBa QOMKHbI, HACKOSIBKO 9TO BO3MOXHO, YyCTaHaBNNBAaTL KIIMHUYECKU
Ba)kHble 3a4aun, KOTOPbIE UMUTUPYIOT NPo6bl NALMEHTOB U NO3BOSAIOT OLIEHUTL BECb aHANUTUYECKUIA NpoLiecc,
BKIIKOYas npe- M noctaHanMTU4eckne npoLeaypbl.

5.6.5 Ecnv HeT yTBepXAEHHON NporpaMMbl MeXnabopaTopHbIX CIIMYEHWIA, B labopaTopum AoMmKeH 6biTb
paspaboTaH MexaH13M onpeaenieHnsl NpUeMIeMOCTU METOAUK, KOTOPbIE He OLieHeHbI UHBbIM 0Bpa3oM. Mo BO3MOX-
HOCTM, B 3TOM MexaHu3Me [OMKHbI ObITb MCNONb30BaHbl MaTepuanbl Mo 06meHy npobamu ¢ apyroi nabopato-
pveii. PykoBoacTeo nabopatopum 4OMKHO OTCReXMBaTh pe3ynbraTbl MexiabopaTopHOro CriMieHus U y4acTBo-
BaTb B MPOBEAEHUM U PETUCTPaLLUN KOPPEKTUPYIOLIUX AEACTBUIA.

5.6.6 B oTHOLIEHWUN NccneJOBaHMWiMA, BoINOMHEHHbIX C MPUMEHEHUEM PasUYHbLIX MeTOAUK unvu obopyaosa-
HWS UKW B APYrOM MECTe, UMW B Criydae CoMeTaHUsl BCeX 3TUX pasfuuuniA, AorpkeH BbiTb onpeaeneH MexaHnsm
MPOBEPKN CPABHUMOCTU PE3yNbTaToB Yepes KIMHUYECKM COOTBETCTBYOLLME UHTEpBArbl. Takyto NPOBEPKY creay-
€T NPoBOANTL NEPUOANHECKN COOTBETCTBEHHO XapaKTepUCcTUKaM MeTOAMK UIi Npubopos.

5.6.7 NaBbopatopusi 4orKHA AOKYMEHTUPOBATL, PEMMCTPUPOBATL Pe3yrbTaThl 3TUX CIIMYEHUI € yKazaHUeM
BbISIBMIEHHBIX HE4OCTaTKOB 1 ObICTPO NPeanpUHUMATL KOPPEKTUPYHoLWNe AencTeus. 3anucy 06 aTux 4eNCTBUAX
[AOIKHbI BbITb COXpaHEHbI.

5.7 MocTaHanuTuyeckue npoueaypbl

5.7.1 YNonHOMOYEHHbIN NepcoHan A0SBKEH CUCTeMaTUHECKU NPOBEPATL pe3ynbTaTbl UcCreqoBaHWiA, OLeH!-
BaTb WX COOTBETCTBUE C KMIMHUYECKOWN MHOpMaLMen OTHOCUTESNBbHO NauveHTa 1 AaBaTk pa3pellueHue Ha Bbigady
pe3ynsTaTos.

5.7.2 XpaHeHue nepsuyHbIX Npob 1 Apyrnx nabopaTtopHbix Npob A0/MKHO COOTBETCTBOBATL YCTAHOBIEHHOMY
MopsaKy.

5.7.3 BesonacHoe yHU4ToXeHue Npob, koTopble He TpebytoTca Ana AanbHenWnX NccrneaoBaHuii, 4OMKHO
6bITb NPOBEAEHO B COOTBETCTBUM C MECTHBIMW NPABUIaMUN U PEKOMEHAALMAMU CNYXObI MO YAANeHUo OTXOA0B.

5.8 OT4yeTHOCTb O pe3ynbrarax

5.8.1 PykoBoacTeo nfabopatopumn OTBETCTBEHHO 3a BUA NPeACTaBMNEHNA OTYETOB O pesynkraTtax Uccreaosa-
HWI. Bua npeacTaeneHns otyeTa (3MeKTPOHHBIA UK Ha ByMaxxHOM HocuTene) U cnocob nepeaayun us naboparto-
pyK BOSTKHbI BbITb COrNacoBaHbl C NOMb30BaTEeNAMMU TaGopaTOPHbLIX YCYT.

5.8.2 PykoBoAcCTBO NlabopaTopun AenuT oTBETCTBEHHOCTb € 3anpalumsalowmnM uccrieioBaHu1e 3a obecneye-
HUe NoSyHYEeHNA OTYETA COOTBETCTBYIOWMM INLOM B COrNacoBaHHbIE CPOKU.

5.8.3 PeaynbTathl UccnegoBaHvsa AOMKHBI BbITb NpeacTaBneHsbl YeTko, 6e3 olwmbok B HanncaHum 1 nepeaa-
Hbl IULLY, YNONHOMOYEHHOMY NoryYaTh U UCNONL30BaTb MeAULMHCKYH0 UHbopMaLmio. OTUET o pesynbTaTax Aorn-
XKEeH TalkKe coaepxaTtb, N0 MeHbLUEeN Mepe, crieayoLlee:

a) AcHoe, HeABYCMbICIIEHHOE YKa3aHue Ha NpoBeAeHHOe UcceaoBaHNe, BKIoYasi COOTBETCTBYHOLWME Me-
TOAWUKA U3MEpeHUs;

b) HaumeHoBaHWe nabopaTopun, KOTopasa NPEACTaBNSAET OTHET;

C) 0QHO3HAYHYIO NAEHTUMhMKALMIO N MECTOHaXOXAEHWE NaUneHTa, eCiv 3TO BO3MOXHO, U MECTO Ha3Have-
HUSA OTYET];

d) dbamunuio unu apyrylo 0AHO3HAYHYH WAEeHTUUKaUWIo Niua, 3anpocuBLIEro UCCneaoBaHue, U ero
aapec;

€) AaTy 1 BpeMa B3ATUA NepBUYHON Npobbl, eCv 3TU AaHHbIe U3BECTHbLI U CYLLEECTBEHHBI ANA OKa3aHWs
NMOMOLLM NaUMEHTY, U BpeMs NnosydeHns npobbl nabopaTtopuei;
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f) gaty 1 Bpemsi Bbigavn oTYETa; eCnv 3TN AaHHbIE He COAepPXKaTCs B OTYETE, OHM AOSDKHbI BbITb Nerkogoc-
TYMHbI MPU HEOBXOAUMOCTU;

g) MCTOUHWMK Npobbl U cucTemy (MccneayeMblii GUonorniecknii MaTepuan Unm Tin NnepBudHon NpoGhsil);

h) pesyneratsl UccnegoBaHus, BolpaxkeHHble B eanHuLax CU unuv B eguHuuax, npocnexmnsaemMbix 40 eauv-
Huy CU (UCO 31),

i) Bronornyeckue pedepeHTHble MHTepBarbl, ECNI OHU NMPUMEHSAIOTCS;

j) MHTepnpeTaUMio pe3yneLTaToB, Korda aTo Tpebyetcs;

K) MHblEe KOMMEHTapuW [HanpUMep, Ka4ecTBO UM a4eKBaTHOCTb NEPBUYHON NPOBLI, KOraa 3TO MOXET nocTa-
BWUTb No4 COMHEHWE pesyrbTaT UCCrefoBaHns, pesynbraThl/MHTepnpeTauns oT BecrnomoraTtenbHbIX (Cybnogpsa-
HbIX) TabopaTopuid, UCMonb3oBaHUe paspabaTbiBaeMbIX NpoLieayp]; B 0THETE A0STKHbI ObITh YKa3aHbl Uccneaosa-
HWs1, KOTOpbIe BbINK MPoBedeHbl Kak YacTb HayHHO-MCCeA0BaTENBLCKMX NPOrpamMM 1 4Ns KOTOPLIX He Bbin NpeabAB-
neHbl cneundmryeckme TpeboBaHNA K kKa4ecTBY U3MEPEHWIA, a Takke, ecnin TpebyeTcs, MHdopMaLuus o Npeaene
oBHapyKeHWs 1 HeonpeaeneHHOCTU M3MepeHNin AosmkHa BbITh MpeabsABIeHa No 3anpocy;

[) ykazaHue nuua, yrnoriHOMOYEHHOro BblgaBaTh OTYET;

M) OPUrMHAI N KOPPEKTUPOBaHHLIE pe3ynbTaThl, ecrnin 310 TpebyeTcs;

n) nognucs nuua, YnonHOMOYEHHOro NMPoBEPSITL UK Bbl4aBaTb pesynistaThl, Py BO3MOXHOCTU.

MprumevyaHune 1— B OTHOWEHWM NEPEUNCIIEHUS i) — MPW HEKOTOPbLIX 0OCTOATENBLCTBAX MOXET GbiTb LENECo06-
pasHoO pacnpocTpaHsTb NePeqHU Unn Tabnuubl Guonornyecknx pedepeHTHbIX MHTEPBANOB B MECTax, rae Bce Nonb3oBa-
Tenu nabopatopHbIX YCNyr NONy4alT OT4YEThl O pesynbratax nccnegoBaHun.

MpumevyaHune 2— CornacHo HaUWMOHamNbHbIM, PEFrMOHANBbHBIM UM MECTHLIM NMpaBuam MoxeT TpeGoBaTbCs
yKasblBaTb HAUMEHOBaHME M MECTO PacrnofioXeHWs WCCreaoBaslen (Mnu BeriomoraTtenbHon, cybnoapsagHon) nabopa-
TOPUN B OKOH4YaTEelIbHOM OT4eTe.

5.8.4 Mpw onuncaHWn NpoBeAeHHbIX UCCrefoBaHUA HE06X0AMMO NOSb30BaTLCA CIIOBAPEM, PeKOMEHA0BaH-
HbIM OAHOM N HECKONBKUMMN 13 NepeYNCEHHBIX HKE OpraHU3aLmsiMn:

- MexgyHapoaHbIM coBeToM no ctaHgapTusauuy B rematonorum, MCCI™ (International Council for Stan-
dardization in Haematology, ICSH);

- MexxgyHapogHbiM obLwectsoM no remarornorun, MOT™ (International Society of Haematology, ISH);

- MexxayHapogHou beepaumeit KTMHNYEeCKon Xumumn 1 iabopatopHoil MeguuuHebl, MOKXITM (International
Federation of Clinical Chemistry and Laboratory Medicine, IFCC);

- MexagyHapoaHbIM Coro3oM TeopeTudeckon v npuknagHon xummmn, MCHIMX (Intermnational Union of Pure and
Applied Chemistry, IUPAC);

- MexayHapoaHbIM obLecTBoM Mo TpomGosam U reMmoctasy, MOTT (International Society of Thrombosis
and Haemostasis, ISTH);

- EBponeiickum komuteTom no ctaHgapTusaumm (European Committee for Standardisation, CEN).

CooTBETCTBEHHO, ONWUCAHWUS U PeaynbTaThbl 4OMMKHBI CrieAoBaTb HOMeHKNaType, peKoMeHA0BaHHOW OAHOM
U HECKOMNBbKUMU U3 NepeYNCEeHHbIX HUXKe opraHM3aLusMu:

- MexayHapodHbiM  COL30M BMOXMMUM 1 MonekynsipHoi 6uonorum, MCBMB (International Union of
Biochemistry and Molecular Biology, IUBMB);

- MexayHapoaHbIM coto3oM MUkpobuonorudeckunx obwects, MCMO (International Union of Microbiological
Societies, IUMS);

- MexxgyHapoaHbIM coto3oM UMMyHororuyeckmx obects, MCUO (International Union of Immunological
Societies, UIS);

- Konnempxem amepukaHckux natonoros (SNOMED International, College of American Pathologists);

- BcemupHoit opraHusaLmein agpasooxpareHusi, BO3 (World Health Organization, WHO).

5.8.5 Ecnv kayecTBO Mnosy4eHHoN nepeuyHo Npobbl 661110 He NOAXOAALWMM AN UccrieaoBaHWs UM MOTo
6bl NOCTaBWTb pe3ynbTaT No4 COMHEHMWE, 5TO AOMKHO ObITb OTMEUEHO B OTUeTE.

5.8.6 Konuu nnu anekTpoHHbIe Bepcuin OTHETOB O pesynbTatax AoMKHbl XpaHUTLCA B Nabopatopuy Takum
obpa3som, KoTopbln obecrneynsaeT ObicTpoe BocTpeboBaHue MHdopMaLm. JnTensHOCTL Nepuoaa XpaHeHusa Mo-
XET BapbUpoBaTh, 04HaKO COOBLUEHHbIE pe3ynbTaThl AOSKHbI XPaHWUTLCS Tak A0S0, KaK 3TO AUKTYETCA MeauLH-
CKMMU NOTPEBHOCTAMM UM HAUMOHANLHBIMU, PEMMOHANBHBIMW UM MECTHBIMW NpaBUIaMu.

5.8.7 NabopaTopusa AonkHa UMeTb NpoLieAypbl HEMeASIEHHOTO 3BELLEHWs Bpaya (UM Apyroro KiMHuYec-
Koro nepcoHana, oTBEeTCTBEHHOro 3a JieueHne 6orbHOro), korga peaynsTaThl UCCNeAoBaHMsA Mo CBOMM KpuTUdec-
KUM CBOCTBaM nonagatoT B UHTEpBan «TpeBora» Ui «KpUTUYEeCcKoe CocTosHNE» . OTO OTHOCUTCS U K pesynbTa-
Tam, MonyyYeHHbsIM Npu nccregosaHum Npob Bo BCoMoraTerbHon (cybnoapsgHon) nabopartopuu.

5.8.8 N5 yooBneTBOpeHUst MECTHbIX KIMHUYECKUX NoTpebHOCTen nabopaTopust 0MKHa ONpeaeninTb KpUTK-
yeckune napameTpbl B1onormyeckoro matepuasna v ux TPEBOXKHbLIE 1 KPUTUHECKWE MHTEPBaTTbI MO COrMacoBaHUIO ¢
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KMUHALMCTaMK, MONb3YOLWUMACS Yeryrami nabopatopum. 3To OTHOCUTCS K UCCNefoBaHWUAM BCEX BUAOB, BKITO-
Yasi HOMUHarbHbIe (KnaccuukauMoHHbIe ) M opanHanbHele (NOPsAKOBbLIE) NoKasaTesnu.

5.8.9 Ecnn pesynstaThl UccneoBaHust Oblv NpeacTaBreHbl Kak NPoMeXyToUHbIA oTYeT, nabopaTtopus obs-
3aTenbHO AoMKHa NPeAoCTaBUTh M OKOHYATESNbHbIA OTYET TOMY, KTO 3anpaluvsan uccregosaHme.

5.8.10 3anucn o gencTBUsX, NPEAnpPUHATLIX MO pesynsTataM, OTHOCALLUMMCH K KPUTUYECKOMY UHTepBany,
[OMKHbI BbITb cOXpaHeHbl. B HUX AoMmKHEI BbITb YKazaHbl AaTa, BPeMsl, 0TBETCTBEHHbIN COTPYAHWUK nabopaTopun,
n1uo, KoTopoe BbINo U3BeLLIEHO O peaynbTaTe, U peaynsTaT uccnegoBaHus. Bece TpyaHOCTU, BO3HUKLLME NP Bbl-
MOSTHEHNN 3TUX TPEBOBaHWIA, AOMKHBI GbITb 3aPErMCTPUPOBaHbI M PACCMOTPEHEI MPU NMPOBEPKE.

5.8.11 PykoBoacTBO NabopaTopun No KOHCYNLTaLMmM € 3akas4nukoM NCCreaoBaHns 4OMMKHO YCTaHOBUTL NPo-
AOHKUTENBHOCTL BPEMEHW OT HasHaYeHNs UCccrneaoBaHUs 40 NoMyYeHUs oKoHYaTerbHOro pesynsraTa (Bpems
oBopoTa TecTa) 4ns KaXagoro U3 BUAOB UccnedoBaHuii. Bpems o6opoTa TecTa A0/HKHO COOTBETCTBOBATL KITUHN-
YecKkMM noTpebHocTsM.

JorkeH GblTb yCTaHOBEH NOPSAOK U3BELLEHWA 3aKasunka 0b oTcpouke nccregosaHus. Bpems obopota
TecTa u cnocobbl 06paTHON CBA3N C KIMHULMCTOM MO TakoMy noBody A0MKHbI ObITb OTCEXeHbI, 3aperncTpuposa-
Hbl ¥ NpoaHanManpoBaHbl PyKOBOACTBOM SlaGopaTopuu. Mpu Heo6XoANMOCTU, B OTHOLLEHWN BbISIBNIEHHBLIX NPO-
6nem fomkHbI 6bITb MPeANPUHATLI KOPPEKTUPYIOLLIME AEACTBUS.

370 He 03HaYaeT, YTO KIUHUYECKUI NepcoHan cregyet nHdopMrpoBaTh 060 BCex criydasx 3aaepXKku Bbl-
MofHeHWs ccnedoBaHUiA, a b B TEX CUTYaLMSIX, KOrga Takasi OTCpoUKa MOXET MOBPEAUTb SIEHYEeHUo NaumeHTa.
JomxHa 6bITb paspaboTaHa npoueaypa, obecneynsaroLlas CoTpyaHNYECTBO KIMHUYECKOro 1 nabopaTopHoro nep-
coHana.

5.8.12 Ecnu peaynbraT uccregoBaHus, BbINOMHEHHOro BO BCroMoraTtenbHom (cybnoapsaaHoit) naboparto-
pun, NoanexuT nepecyeTy (Nepeeody B Apyrve eanHULbI, MPUHATLIE B OCHOBHOW fTabopaTtopun), A0mKHbI ObITb
NMpUMeHeHbI NpoLieaypbl MPOBEPKA NPaBUITbHOCTI 3TOrO NepecyeTa.

5.8.13 IlabopaTopus gormkHa pacrnonaraTb 4eTKO AOKYMEHT/POBaHHbIMW NpoLieaypaMu AN Boigauu pe-
3ynbTaToB NCCNEAOBAHWIA, BKITHOYas AeTarbHoe yKkazaHue fnL, OTBETCTBEHHbIX 3a Bbidavy pe3ynbTaTos, U ny —
nonyyatenei pesynstaTtos. [omkHbl 6bITb paspaboTaHbl NpaBunia 4N BblAaun pe3ynsTaToB HenocpeacTBeHHO
nauueHTam.

5.8.14 NaBopatopus gormkHa paspaboTaTth NopsaoK v NpakTUKy, koTopble o6ecnednsany 6bl nepegaqy pe-
3ynbTaToB Mo TenedoHy 1 No ApYrim S1eKTPOHHBIM CPpeacTBaM CBSA3N TOSMBKO YNOSHOMOYEHHbLIM NoSyYaTensM.
Pesynbrarsl, nepegaHHble YCTHO, A0MKHbI ObITb MOATBEPXAEHbI 3aperncTpUpOBaHHLIM OTYETOM.

5.8.15 NabopaTtopusi 4ormKHa UMETb B NMMCbMEHHOM BUAE NOPSAOK 1 Mpoueaypbl UsMmeHeHUs otieTos. [lon-
XHbl 6bITb 3aperMcTpUpPoBaHebl BpeMsl, 4ata U UMs Nhla, OTBETCTBEHHOTO 3a M3MeHeHue. Mpu BHECEHUN n3MeHe-
HUIA opUrMHanbHbIe 3anUcK AOMKHbI BbITb coxpaHeHbl. OpuruHanbHbIe 3EKTPOHHbIE AOKYMEHTLI CrieflyeT coxpa-
HATb U UBMEHEHWS BHOCUTb C MOMOLLbIO COOTBETCTBYIOLLEA PeAaKTopCKoi npoLeaypbl Tak, YTobbl OTYET YETKO
yKasblBarn BHECEHHbIE U3MEHEHUSI.

5.8.16 PeaynbraThl, KOTOpbIE OblM YUTEHbI NPU NPUHATAM KITMHUYECKX PELLEHNA 1 peBU30BaHbI, crieayeT
XpaHuTb B nocriedytoLieM obLLemM oTyeTe ¢ YeTKUM yKasaHMeM TOro, YTO OHW NMoaBeprinck nepecmotpy. Ecnu
cucTema oTyeTa He MOXeT (PUKCUPOoBaTL YITy4LIEeHUs!, UBMEHEHWS UM NONpPaBKy, 4OMMKeH OblTb NCNOMb30BaH
KYpHan npoBepoK.
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MpunoxeHue A
(obsa3aTenbHoOe)

ConocTaBneHue CTPYKTYpbl HacTosILLEro cTaHAapTa co CTPYKTYpaMu MexayHapoaHbIX cTaHAAapTOB
MCO 9001:2000 1 UCO/MIK 17025:2005

Crangaptel cepum MCO 9000 sBRsOTCA UCXOOHLIMM OOKYMEHTaMy Ans CTaHAapTOB CUCTEMbl MEHedKMeH-
Ta kadvectBa. Tabnuua A.1 WNMNIOCTPUPYeT KOHLUENTyanbHble B3aWMOOTHOWEHUA MEeXZy HacTosWMM CTaHZapToM WU
NCO 9001:2000. XoTA MHOTVME MOMOXEHUs1 CUCTEMbI MEeHedXMeHTa Ka4ecTBa, B TOM YuCle OTBETCTBEHHOCTb PYKOBOA-
CTBa, OpUeHTaUWs Ha noTpebuTens, AOKYMEHTANbHbIN KOHTPOIb, PACCMOTPEHUE pesynbTaTtoB PyKOBOACTBOM, BKIOUE-
Hbl B JAHHOE U3daHune HaCTOosILero CraHaapTa, BO3MOXHO Oornbluee COOTBETCTBUE C ucxogHbimmu cepusimm MCO 9000

OydeT QOCTUIHYTO MpU Criedylolem nepecmorpe.

dopmat HacToswero usgaHwa 6onee TouHo oTpaxaeT dopmat MCO/M3K 17025:2005, ncnonb3oBaHHOIO Kak
mogenb CTPYKTYPbl HACTOALLEro CTaHgapTa C y4eToM cneundmrkm MeguumHCKMX (KNMHUYeckux) nabopartopuii. B tabnu-
Le A.2 npeacTaBneHo CONOCTaBMNEHNe CTPYKTYP 3TUX JOKYMEHTOB.

Ta6nuuya A1 — ConocTaBneHne CTPYKTYPbl U CTPYKTYPHBIX 3IEMEHTOB HACTOSILLEro cTaHaapTa co CTPYKTYPOW CTaH-

pdapta MCO 9001:2000"

Crpyktypa MUCO 9001:2000

CTpyKkTypa HacTosillero craHaapra

1 O6nactbe NpvMeHeHusi

1 O6nacte NpvMeHeHusi

1.1 O6wue nonoxeHus

1.2 MpumeHeHne

2 HopmaTuBHbIE CCbINKK

2 HopmaTvBHbIe CCbINKK

3 TepmuHbl 1 onpegeneHus

3 TepmuHbl 1 onpedeneHus

4 CncTema MeHedXMeHTa KadecTBa

4.1 O6wme TpeboBaHusA

415
4.2 Cuctema MeHeaXXMeHTa KadecTBa

4.2 TpeGoBaHWA K QOKyMeHTaMm

4.3 YnpaBneHue [OKyMeHTaunen
51.2
5.4 MNpeananutudeckne npouenypsl

4.2.1 O6Wwpme nonoxeHus

423

4.2.2 PykoBOACTBO MO KAYeCTBY

424

4.2.3 KOHTpONb JOKYMEHTOB

4.3 YnpaBneHuwe [OKyYMeHTauven
4.13 YnpaeneHue 3anucsimm
5.3 NabopaTopHoe obopydosaHue

4.2.4 KoHTponb OOKYMEHTAaNbHOW perncrpaumm

4.13 YnpaeneHue 3anucsimm
5.8 OT4eTHOCTL O pesynerarax

5 OTBETCTBEHHOCTb PYKOBOACTBA

5.1 ObssaTenbCTBa PYKOBOACTBA

412
4.1.5, nepeuncnenus a) u h)
4.2.1;423

1) 3ameten, pencrteyer NCO 9001:2008. B HacTosiweM cTaHgapTe npvBegeHa ccbinka Ha MCO 9001:2000,
T. K. HACTOSIWMIA CTaHZAPT ABNAETCA MAEHTUYHBLIM MO OTHOWEHMIO K aelcTBytowemy UCO 15189:2007.
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lpodomxerHue mabnuyps A.1

Crpyktypa MCO 9001:2000

CTpykTypa HacTosillero ctaHgapTa

5.2 OpveHTaumsi Ha noTpebutens 4.1.2

5.2.3

54.2
5.3 Monutuka B obnacTtu Kavecrsa 4.1.5;4.2.3
5.4 MnaHnpoBaHue —
5.4.1 O6bekTbl KavecTBa 423
5.4.2 MnannposaHne cucTembl yNpaeneHnsa Ka4ecTBOM 415

5.5 OTBETCTBEHHOCTb, MONMHOMOYMS U CBA3U

5.5.1 OTBETCTBEHHOCTb M MONTHOMOUUS

4.1.5, nepeuncnenve f)
5.1.3
51.4

5.5.2 MpepacTaeneHre pykoBOACTBA

4.1.5, nepeuncnexue i)

5.5.3 BHyTpeHHune cBA3n

421
424
52.8

5.6 PaccmoTpeHve pyKoBOACTBOM

5.6.1 Obwme nonoxeHus

4.15 AHanma co CTOPOHbI PYKOBOACTBA

5.6.2 JanHble gns paccmoTpeHust 4.15.2
5.6.3 Pesynbrartel paccMmoTpeHmns 4.15.3; 4.15.4
571

6 YnpasneHvne pecypcamm

6.1 Obwme nonoxeHusi

4.1.5, nepeyncneHve a)

6.2 Jliogckue pecypcebl

6.2.1 O6wme NonoxeHus

4.1.5, nepeuncnexuve g)
5.1 MNepconan

6.2.2 KoMneTeHTHOCTb, 3HaHUSA N yMEHUS

51.2
51.6
5.1.10
5.1.12

6.3 VindpacTpykrypa

4.6 MprobpeTeHne ycryr u 3anacos
5.2 MMomelleHns 1 ycrioBus OKpyxatoLwen cpeapl
5.3 NabopaTtopHoe o6opygoBaHne

6.4 Pabouasi cpega

5.2 MNMomeLeHnsa 1 YyCroBMS OKpYKatoLen cpeabl
5.3 NabopaTtopHoe oGopygoBaHve

7 Peanusauus npogykta

7.1 MNMnanupoBaHne peanusauumn npoaykra

4.10

5.2 MowmelleHnst n ycrioBusl OKpyxatoLen cpefpl
5.3 NabopaTtopHoe ob6opygoBaHue

5.6 OT4eTHOCTb O pesynkrarax
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rocCT P NCO 15189—2009

Ctpyktypa NCO 9001:2000

CTpyKTypa HacToslero craHaapra

7.2 MNpouecchl, OpUEHTUPOBAHHbIE Ha NOTPebuTens

7.2.1 Onpegenexne TpeGOBaHWI K NPOAYKTY

4.4 PaccMOTpeHNe KOHTPaKToB

7.2.2 PaccmoTpeHue TpeboBaHui K NpoaykTy

4.4 PaccmoTpeHne KOHTPaKToB

7.2.3 CBs3b ¢ noTpedutenamm

4.7 KoHCynbTauuoHHble ycnyrm
4.8 lMpeTeH3nn
4.7 KoHcynbTauuoHHble ycnyrm
4.8 lMpeTeH3nn

5.5.6 ObecneyeHre ka4ecTBa aHaNUMTMYECKMX Npoueayp

5.5.7 MNocTaHanuTuyeckme npoueaypbl
5.8 CoobuieHve pesynsraToB

7.3 PaspaboTtka u passutue

7.3.1 PaspaboTtka 1 pasBuThe NnaHupoBaHus

5.2 MNomeleHusi n yCrioBus OKpyXawLen cpebl
5.3 JlabopartopHoe o6opyaoBaHve

7.3.2 VicxoaHble gaHHble ansi paspaboTku u pasBuTust

7.3.3 Pesynbratbl pa3pabotku 1 pa3sutus

7.3.4 OueHka pa3paboTkn 1 pasBUTUS

7.3.5 MNoateepxaeHne pas3paboTkn 1 pa3BUTUS

7.3.6 KoHTponb 3a uameHeHusiMm B paspaboTke U passutum

7.4 TlpuobpeTteHue

7.4.1 Mpouecc npuobpeTeHns

4.51
4.6 lMpuobpeTeHre ycnyr 1 3anacos

7.4.2 NHdbopmaunsi o npuobpeTeHun

7.4.3 Bepuomkauusi nprobpeTeHHbIX NPOAYKTOB 4.6.2

5.5.3
7.5 CHabxeHve npogykuven n ycryramu —
7.5.1 KoHTponb cHaGXeHusi Npogykuven v ycrnyramm 4.25

5.2 MNomeleHust n yCroBus OKpyKarLwen cpeabl
5.3 JlabopartopHoe oGopyaoBaHve

5.4 lMpeananutudeckne npouegypsl

5.5 AHanutuuyeckre npoueaypbl (METOOUKN)

5.7 lMoctaHanuTudeckne npoueaypsl

7.5.2 MNoateepxaeHne NpoLeccoB cHabxeHusi npoaykunen

5.3 JlabopartopHoe o6opyaoBaHve

n ycnyramm 5.5.1
5.5.2
7.5.3 NpeHTudmkaumsi n NnpocrnexmBaemMocTb 545

5.6 ObecneveHne Ka4ecTBa aHaNUTUYECKMX Npoueayp

7.5.4 CobcTBEHHOCTL noTpebutensi

7.5.5 CoxpaHeHune npogykra

5.5 AHanutuyeckve npoueaypbl (METoaUKN)
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Okonyarnue mabnuusi A.1

Crpyktypa MCO 9001:2000

CTpykTypa HacTosiero ctaHgapra

7.6 KoHTponb yCTPOMCTB MOHUTOPWMHIA U U3MEPEHUs

425
5.3 NabopaTtopHoe o6opyaoBaHve
5.6 ObGecneyeHvie Ka4yecTBa aHaNUTMYECKUX Npoueayp

8 NamepeHne, aHann3 1 COBEPLUEHCTBOBaHWE

8.1 O6Lwme nonoxeHus

4.9 YnpaeneHuve B Criy4asix BbISIBNEHUSA UCCNEeOBaHWUN,
He COOTBETCTBYIOLLMX YCTAHOBIEHHbIM TPeGOBaHMAM

8.2 MOHWUTOPUHI U n3mepeHne

5.6 ObGecneyeHve KavecTBa aHanNUTMYECKUX Npoueayp

8.2.1 YaoeneTeopeHne noTpebutens

4.8 lNMpeTeH3nn

8.2.2 BHyTpeHHun aygut

4.14 BHyTpeHHVE NpoBEepKM

8.2.3 MOHWUTOPUHI U n3mepeHne NpoLeccoB

425

8.2.4 MOHUTOPWHT 1 n3MepeHre NpoaykTa

5.5 AHanutudeckue npoueaypbl (METOOUKN)
5.6 ObecneveHne kadecTBa aHaNMTUYECKMX Mpoueayp
5.7 lNMocTaHanuTu4yeckne npoueaypsbl

8.3 KoHTporb npogykTa, He COOTBETCTBYHIOLLErO TPeGOBaHMSM

4.9.1
492
4.10 Koppektupylowme aencreusi

8.4 AHanua gaHHbIX

4.9.1
4.12.1
4.12.2

8.5 CoBeplueHCTBOBaHME

8.5.1 NocToAHHOE COBEpPLUEHCTBOBAHNE

4.12 YnyyweHnue

8.5.2 Koppektupytowme mepeoil

4.12.2
4.12.3
4.10 Koppektupylowme gencreuns

8.5.3 MNpepynpeanTtensHble Mepsbl

4.11 TMpegynpexgaowme OeNcTBUsI

Tabnwnuya A2—ConocTaBneHue CTPYKTYPbl M CTPYKTYPHbIX SMEMEHTOB MexayHapoaHoro ctaHgapta MCO/M3K 17025:2005

M HacTosALLEero ctaHgapTa

Crpyktypa UCO/M3K 17025:2005

CTpykTypa HacTosilero craHgapra

1 O6rnacTb NpMMeHeHns

1 Obnactb NpYMeHeHNs

2 HopmaTtuBHble CCbInkn

2 HopmaTtuvBHbIE CChIKK

3 TepmuHbl 1 onpeaeneHus

3 TepMuHbl 1 onpegeneHus

4 TpeboBaHWs K MEHEKMEHTY

4 TpeboBaHus K MEHEIKMEHTY

4.1 OpraHusauus

4.1 OpraHuzaumsi U MEHEXKMEHT

4.2 Cuctema MeHegKMeHTa

4.2 CuctemMa MeHeIKMeHTa Ka4yecTBa

4.3 YnpaBneHue JOKyMeHTauuemn

4.3 YnpaBneHue gokymeHTaumemn
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Crpyktypa UCO/M3K 17025:2005

CTpykTypa HacToslero craHgapTa

4.4 AHanus 3anpocos, 3a8BOK HQ MOCTaBKY U KOHTPAaKTOB

4.4 PaccmOTpeHne KOHTPaKTOB

4.5 3aknioveHve cybnogpsaoB Ha NpoBedeHWe McnbiTa-
HUIA U KanubpoBKK

4.5 ViccrnepoBaHusi BO BCNoMoraTenbHbIX (cybnogpsia-
HbIX) nabopartopusix

4.5 Mopy4veHne UCMbITAHWIA U KanMbpPOBOK

4.5 VlccnegoBanunsi BO BcnoMoratenbHbiX (cybnogpsaa-
HbIX) nabopaTopusx

4.6 MpuobpeTeHre ycnyr u 3anacos

4.6 MpunobpeTteHue ycnyr n 3anacos

4.7 ObcnyxvBaHWe 3aKa34nKoB

4.7 KoHCynbTaunoHHbIe yenyru

4.8 lMpeTeH3nn

4.8 MpeTeH3un

4.9 YnpaeneHve paboTamMu no UCMbITAHUSM W/UNK Kanub-
pOBKe, He COOTBETCTBYIOLMMMU YCTaHOBIEHHbIM TpeboBa-
HUAM

4.9 YnpaBneHue B cny4asx BbISBNEHWUSA UCCNea0BaHWM,
He COOTBETCTBYIOLUMX YCTaHOBNEHHbIM TpeGoBaHNAM

4.10 YnydweHune

4.12 Yny4wenve

4.11 Koppektupytowme aencTeus

4.10 Koppektupyowme aenctens

4.12 lMpepynpexpatowme OencCTBUA

4.11 lMpeaynpexpaowme aencTemnn

4.13 YnpaBneHue 3anvcamu

4.13 YnpaeneHve 3anucamm

4.14 BHyTpeHHVWe npoBepKu

4.14 BHyTpeHHWE npOoBEpKU

4.14 AHanua co CTOPOHbI PyKOBOACTBA

4.15 AHanm3 co CTOpPOHbI PYKOBOACTBA

5 TexHuueckne TpebGoBaHus

5 Texunueckune TpeGoBaHusi

5.1 Obwme NonoXeHus

5.2 MNepconan

5.1 Mepconan

5.3 MNomelleHunss n ycnoBusi OKpyxatowen cpegpl

5.2 MomelleHna 1 yCrioBYS OKpyXatowen cpeapl

5.4 MeTogbl ucnbiTaHWin 1 KanubpoBKK, a Takke OUEHKa
npUrogHoCcT MeToaoB

5.5 AHanuTndeckve npouegypbl (METOQUKW)

5.5 O6opygoBaHue

5.3 JlaGopaTtopHoe oGopyaoBaHue

5.6 lNMpocnexuBaemMocTb U3MeEpPEHUs

5.6 OGecneveHne kavyecTBa aHaNMUTUYECKUX Mpoueayp

5.7 OT160p 0GpasuoB

5.4 MpeaHanutnyeckne npoueaypsbl

5.8 O6palleHre ¢ 06beKTaMy UCTbITaHWS U KanMBpoBKK

5.9 ObecrnieveHue ka4ecTBa Pe3yrnbTaToB UCMbITAHWsS U Ka-
NUGPOBKU

5.6 ObecneveHne Ka4ecTBa aHaANUTUYECKMX Npoueayp

5.10 OTueTHOCTb O pesynbrarax

5.10 OT4eTHOCTL O pesynbrarax
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MpunoxeHue B
(cnpaBo4Hoe)

PekoMeHaaLMn no 3awmte nadopaTopHbIX MHPOPMALIMOHHBIX CUCTEM

B.1 Obwume nonoxeHus

B.1.1 PeaynbraThl nccnegoBaHuin U MHdopMaumsa SBNSIOTCS NpogykTamu aesitenbHocTy nabopatopum. Nockone-
Ky KOMIMbIOTEPHbIE CUCTEMbI MOTYT ObiTb MOBPEXAEHbI U NOABEPrHYTbl PA3NMYHbBIM BMeLllaTensCcTBaM, AOMKeH BbiTb
yCTaHOBMEH MOpsOoK 3alWThl NauMeHToB OT yulepba, NPUHOCMMOro NoTeper UMM UCKaXKEeHWeM OaHHbIX.

MpuBedeHHbIe B HACTOSIWEM MPUMIOKEHUN PEKOMEHOAUUN HanpaelieHbl Ha OOCTMXEeHUE BbICOKOrO YPOBHS
LeNoCTHOCTH daHHbIX/MHdopMaummn B nabopaTopHbIX MHOPMaUMOHHLIX cuctemax (ganee — JINC).

MprvmeyaHune— 3TN pekOMEHZAUMN HE MOTYT GbiTb MNPVMEHEHbI:

- K HacTolbHbIM KarbKynsiTopam;

- HeGonbWUM NPOrpaMMMpyeMbIM  TEXHUYECKMM KOMIbIOTEPaM;

- BHELHEMY KOMMbIOTEPHOMY OGCMYXMBaHWIO;

- KOMIMbIOTEPaM, KOTOPbIE UCMONb3YIOTCH TOMBKO OIS NeYaTaHusi TEKCTOB, B Ka4eCTBe 3MIEeKTPOHHbIX Tabnuy unu
Anst NogoGHBIX MOHOUENEBbIX DYHKLWN;

- MUKpOMpoLeccopaMm, SBMSIOWMMCA HEOTbEMIIEMON YacTbio Npubopa Ans uccneaoBaHun.

B.2 Okpyxatowas cpega

B.2.1 KomnbtoTepHble yCTpoWcTBa 1 obopyaoBaHue criegyeT cogepxaTb B uMctote, paboTocnoco6HOM cocToAHUN
M pasMellaTe B MecTax, YCMOBWSI OKPYXKaloWen Cpeabl KOTOPbIX OTBEYAlOT TEXHUYECKMM YCIIOBUSIM M3rOTOBUTENS.

B.2.2 KoMnoHeHTbl KOMMbOTEPA M 30HbI XpaHEHWsT AOIKHBI OblTb NErkogoCTYNHLI ANA CPEACTB NOXapoTyWeHus.

B.2.3 Mpoeoga nnu kabenu komnbloTepa, PacnonoXeHHbIE B NPOXOAHBIX NOMELWEHUSIX AOMKHbI GbiTh 3alULLEHbI.

B.2.4 JonxeH GbiTb 06ecneveH HEOTKNIOHAEMbI MCTOYHUK 3NEKTPONUTaHUS.

B.2.5 Yctpoiictea, cogepxawme MHPOpMaLmio, AOMKHbl BbiTh 3alWmWweHbl 0T HECaHKUMOHWPOBAHHOIO AOCTYNa.

B.3 Py4Hble npoueaypbl

B.3.1 MNonHoe pykoBOACTBO NO KOMMBIOTEPHLIM MPOLEAYPaM (BO3MOXHO U B 3MEKTPOHHOW (hopMe) AOMKHO GbiTb
npesocTaBneHo NepcoHarny, KoTopbili  gonyileH K pabote Ha KoMnbloTepe.

B.3.2 JlabopaTopHoe pykOBOACTBO MO KOMMBLIOTEPHBIM MpoueAypaM cneayeT nepecMaTpuBaTh Yepes yCTaHOB-
NEHHbIe VHTepBansl BpemeHwn. [epecMoTpeHHoe PpYyKOBOACTBO AOIMDKHO ObITb noagTBepXOeHO 3aeegyowmm naboparto-
pviel nnu NuuoM, HA3HAYeHHbIM ONs 9TOW PYHKUMK.

B.3.3 JomxHbl 661Tb paspaboTaHbl MMCbMeHHbIE NpoLeaypbl MO 3awmTe AaHHbLIX UMK KOMIMbIOTEPHOTO 06opyaoBa-
HWS, UMK TOTO W OPYroro B Cry4yae BO3ropaHvsi Uiy NoBpeXaeHnst annapaTHoro Uy nporpaMMHoro obecneveHusl.

B.4 OxpaHa cuctemsbl

B.4.1 KomneloTepHble nporpaMmMbl 4OMKHbI GbITb COOTBETCTBYIOLMM 06pa3oM 3alumLIeHbl OT NOBPEXAEHUsS] NI
paspyLeHnsi Npu Criy4anHoM Unv HeCaHKLWMOHVMPOBAHHOM WCIMOMNb30BaHWM.

B.4.2 JonxeH BbITb YCTAHOBNEH CTPOMMI MOPSAOK Bbidaun paspelleHuii Ha UCNONb30BaHUe KOMIMLIOTEPHOW CUC-
TeMbl. JOMmKHO BbITb YETKO ONpeAeneHo, KTo UMeeT NPaBo AOCTYNa K AaHHbIM NALMEHTOB U KTO UMEET NPaBO BBOAUTL U
M3MEHATb Pe3ynbTaTbl, UBMEHSATb CHETa M Npeobpas3oBbIBATL MPOrPaMMbI.

B.4.3 Ecnu vepes JINC Bo3aMOxeH QOCTYN K AaHHLIM APYrUX CUCTEM (Hanpumep, hapmMaueBTUHECKUM WU Meau-
LMHCKMM AaHHBIM), AOMKHbI BbITe NMPEANPUHSTEI COOTBETCTBYIOWME MEPLI KOMMBIOTEPHONM 3aWwmTbl OT Hepa3peLleHHOro
goctyna K 3TuMm gadHbim yepes JINC. JINC He gonkHel NO3BONSATE NOABEPraTe ONACHOCTU 3aLUTY APYIMX CUCTEM.

B.5 BBoa AaHHLIX M OTYeThI

B.5.1 JaHHble nauMeHTOB B OTYETaX M Ha 9KpaHax OOSKHbI OblTb CBEPEHbl C BBEAEHHBIM OPUTMHANOM, HTOGbI
y6eanTbCA B MX L@NOCTHOCTU Yepe3 OorpefereHHble MHTepBanbl BpeMeHu nyTeMm oBHapyeHns owunGok B nepepave,
XpaHeHun 1 obpaboTke OaHHbIX.

B.5.2 Mpu Hanu4mm mMHOrMX konvm Tabnuy B cucteme (Hanpumep, Guonormveckue pedepeHTHble MHTepBanbl Kak
B JINC, Tak n B 60NbHUYHON MHCOPMALMOHHOW CUCTEME) MX CrieayeT Nepuoanyeckn CpaBHWBaTb Mexay coboi, YToGb!
y6eanTbCA B MOEHTVYHOCTM BCEX UCMONb3yeMblX Konuii. Ha pabouem MecTe JOMKHbI ObiTh B HANMMYMKM COOTBETCTBYOLLME
OOKYMEHTbI, PernamMeHTUpyolwme npoLecc KONMpoOBaHWst UIN CPaBHEHWSI.

B.5.3 JomkHa cywecTBoBaTh AOKyMEHTaLusl, yCTaHaBNMMBaoLWAsl NEPUOANYECKMI NepecMoTp pac4eToB, NpoBoaw-
MbIX KOMMbIOTEPOM € AaHHbIMU MaUUEHTOB.

B.5.4 daHHble Ha Bbixoge n3 JINC B hopme MeanLMHCKUX OTUETOB NPeAcTaBnsAT cobol AaHHble HenocpeacTBeH-
HO O neveHmmn naumeHta. COOTBETCTBEHHO, 3aBelyloWwmi nabopaTopren QormkeH NoATBepXaate U nepecmaTpyeath
cogdepxaHue u opmat nabopaTopHbIX OTHETOB C LeNblo y6eamTbes, YTO OHU 3hEKTUBHO OTpaxaloT nabopaTopHbie
pe3ynbTaTtbl U COOTBETCTBYIOT MOTPEBHOCTSIM MeauUMHCKOIro nepcoHana.

B.5.5 [laHHble, BBeAEHHbIE B KOMMBIOTEPHYIO CUCTEMY PYYHbIM UMM aBTOMaTUYEeCKUM METOAOM, OOIKHbI GObiTh
NpoBepeHbl AMsl NOATBEPKASHNA UX NPaBUNbHOCTU Nepe OKOHYaTENbHBIM MPUHATMEM U Bbldaqel KOMMbITEpPOM.

B.5.6 Bce peaynbtarbl 4omkHbl ObITb CBEpEHbI C 3apaHee OnpeaereHHbIM YPOBHEM ANA UCCNeaoBaHWsa OaHHOro
BMAa, 4ToObl O6HapyxuTb WX abcypaHOCTb Wnu HenpaeaonogobHOCTE Neped NPUHATMEM W Bblgaqel pesynsTaToB
KOMMbIOTEPOM.

26



roCTP UCO 15189—2009

B.5.7 CucTtema Bbiaaum pesyrnbraTtoB AOmkHa coobluaTe KOMMEHTapUM OTHOCHTENBHO KadecTBa npobbl, KoTopble
MOIyT MOBNWATb HA TOYHOCTb Pe3ynbTaToB MCCreaoBaHusi (Hanpumep, NMnemMmuyeckne, reMmonuampoBaHHble Npobsl), u
KOMMEHTapuu Mo UHTEPrNpeTaLmmn Takux pe3yrbTaToB.

B.5.8 [lomkeH 6biTb paspaboTaH MexaHuam ayauTa, No3Bonsitowmii nabopatopmm naeHTUUUMpOBaTh NnL, KOTO-
pble BBENW WM BUAOU3IMEHWUNM [aHHble MALWeHTa, KOHTPOIbHble alnbl UMM KOMIBIOTEPHbIE NPOrpamMmbl.

B.6 Mouck u xpaHeHMe JaHHbIX

B.6.1 CoxpaHeHHble AaHHbIe O pe3ynbraTtax MccrnedoBaHUs NauueHTa (ganee — pesynbrarsl NauveHTa) U apxue-
Has nHdopMauusi AoMKHbl BbiTb 4OCTYMHBLI NPOCTOMY W HECMOXHOMY NMOUCKY B TEYEHUe BPEMEHMW, COOTBETCTBYIOLWLENO
noTpebHOCTAM NeYeHns nauueHTa.

B.6.2 KomnbtoTep gormkeH 6biTb cnocobeH nonHoCTbo BOCMPOU3BECTU apXMBUPOBAHHbIE Pe3ynbTaThl UCCreaoBa-
HW$1, BKNoYas Grnonormyeckuin pedepeHTHbIV UHTepBan, NPUCYLLMIA JaHHOMY UCCNeA0BaHUIO, KakK U NiobGble OTKMOHEHUS,
NpYMeYaHns UM 3aMmedaHuns Nno MHTepnpeTaunm, OTHOCSILLMECH K pesynkTaTty, a Takke HeonpeaeneHHOCTb U3MepeHus
BO BpeMsl €ro npoBeeHus.

B.6.3 [daHHble nauneHTa v nabopatopuv AomkHbl ObiTe JOCTYNHbI ANs MOMCKa B peXUMe OH-NaviH B 0603HaYeH-
HbIA Nepuoj, BPEMEHU, 3aBUCSLLMIA OT NoTpebHOCTEeN AaHHOW OpraHu3auun.

B.6.4 CpeacTtBa, Ha KOTOPbIX XPaHATCA AaHHble, KaK MeHTbl, Tak U AWCKWU, JOJKHbI ObiTb COOTBETCTBYIOWUM
06pa3omM MapKUpPOBaHbl, COXPaHeHbl U 3alUULLEHbl OT MOBPEXAEHUA U HECAHKUMOHMPOBAHHOIO WCMOMNb30BaHUS.

B.6.5 JomxkHa cywecTBoBaTb apdheKkTuBHasi obpaTHasn CBA3b AN NPeaoTBpaleHus yTpaTbl AaHHbIX O pesynbTarax
nauneHToB B Criydae gedpekta KOMMboTepa MIu NporpammHoro oGecneveHus.

B.6.6 CuctemMbl KOMMbIOTEPHOW TpeBorn (0GLIMHO OCHOBHAA KOMMbIOTEPHAs KOHCOMNb, OTpaXarolasi CoCTOsHNe
annapaTHOro U cucteMHoro obecneyeHns) crneayeT perynsipHoO NPOBEPSTb U UCNbITLIBATL HA NPeAMET UX HOPMAarbHOrO
YHKLMOHUPOBAHWSI.

B.7 AnnapaTtHoe 1 nporpaMmmMHoe obecne4yeHue

B.7.1 JorkHbl O6bITb B HANWYMK B MMCBMEHHOM BUZEe METOOUKU U MOMHAA permctpaums Bcero npodunakTueckoro
obcnykvBaHus annapaTtHoro obecneyeHust.

B.7.2 NINC pornxHbl 66T NPOBEPEHDbI MOCHNE KAXA0ro BO3BpaTa MNM BOCCTAHOBNEHWUs halnoB ¢ AaHHbIMKU C
uenbio y6eauTbesi, UTO HE MPOMU3OLLNO HexenaTernbHbIX U3MEeHEeHUN.

B.7.3 Ownbku, obHapyxeHHble Npu KONMPOBaHUK, AOMKHbI BbITb AOKYMEHTUPOBaHEI C YKazaHUeM NpeanpuUHATBIX
Mep MO UCMPaBMEHUIo, U O HUX JOMKHO ObiTb COOBLEHO OTBETCTBEHHOMY Nuuy B nabopatopuu.

B.7.4 JTiobble nameHeHVs B annapaTHOM M MPOrpaMMHOM o6ecneveHnn AOMKHbI BbiTb YTOUHEHBI, NOATBEPXAEHbI
M MNOINHOCTBIO AOKYMEHTUPOBaHbI C LErNbio yAOCTOBEPUTE NPUEMIEMOCTb U COOTBETCTBUE U3MEHEHUN.

B.7.5 3aeegytowmii nabopatopuen unv BeigeneHHoe ana 3Tok yHKUMM NULIO HECET OTBETCTBEHHOCTb 3a TOUHOE U
abpeKTUBHOE NPeaoCTaABNEeHNE Pe3ynETaTOR UCCNeQOBaHUIA 3aKa3aBLUEMY UX KITMHULMCTY U NPOBEpPSiET BCE WU3MEHEHUs!
B KOMMNbLIOTEPHOWM CMCTEME, KOTOPble MOMMK Obl NOBMAMATL HA neveHne GOMNbHOrO.

B.7.6 Mocne ycTaHOBKM WK M3MEHEHUI n MognduKaLmMin NporpamMmmbl AOIDKHbI GbITb NPOBEPEHBI B OTHOLLEHUUN UX
NpaBunnbHOro HYHKLMOHMPOBAHMA.

B.7.7 Llenn nporpammbl, cnocob ee yHKUMOHMPOBAHUS U B3aMMOZAEWCTBME C APYIMMU NPOrpamMMamy JOJDKHbI
BbITb SICHO ycTaHoBNeHbl. CTeneHb AeTanusaumm CBeaeHWin AomkHa ObiTb aaeKkBaTHOM, YTODOLI CnocobCTBOBATh MOUCKY
HencnpaBHoOCTEN, MoaNMUKALMM CUCTEMbI UIN NPOrPaMMUPOBaHNS, €CNIU 3TO NPUEMIIEMO, BbIMOSIHSIEMbIX OnepaTo-
POM Ha KOMIMblOTEpE.

B.7.8 BasanmogencTene ¢ KOMMbIOTEPHOW CUCTEMON AOMKHO 06nerYnTb OCBOEHWEe HOBOW UNu moamndukauumio
crapon JINC.

B.7.9 B naGopaTtopwu JOMKHO BblTb Ha3Ha4YeHO NMUO, KOTOPOMY CriedyeT HEMeANeHHO coobWwaTth O CyLeCTBEH-
HbIX HapyLWeHWAX B (PYHKLUMOHUPOBAHMUN KOMIbIOTEPHON CUCTEMBI.

B.8 O6cnyxuBaHue nabopaTopHbIX MH(OPMALIMOHHBIX CUCTEM

B.8.1 Bpewms npocTosi, BblaBaHHOE HeobxoanMmbiM obenyxuBanuem JINC, gomnxkHo BbiTb CNNaHMpOBaHO Tak, YTo-
6bl CBECTM 40 MUMHUMYMa CPOK NpeKpalleHusl 06CnyXUBaHWS NaLMEHTOB.

B.8.2 [omxHbl 6biTb B HANMUYUKM B NUCbMEHHOM BUAE METOOAMKU OTHOCWTENbHO MOBEAEHUs! MPU BbIKMIOUEHUU U
BOCCTaHOBIEHUM paboThbl BCEN CUCTEMbI UK €€ YacTu, anst obecneveHns COXPaHHOCTU AaHHbIX, HENPEPLIBHOCTU Npeao-
cTaBneHusi NabopaTopHbIX YCNyr U npaeunbHOro gyHkumMoHnpoeanus JINC nocne BoCCTaHOBMEHUs! ee paboThl.

B.8.3 JonxHbl 6bITb B HANW4YMM B MUCBMEHHOM BUAE METOAMKM OTHOCUTENBHO MOBEAEHWS MNPV MPOCTOE APYrMX
cuCTeM, B YacTHOCTH, OOMbHUYHON WHOPMALMOHHON CUCTEMbI, ANA OGecneyYeHns UEnoCTU AaHHbIX NauueHTOoB.
HonxHe! 6bITe 4OCTYNHBI METOAMKM ANA NOATBEPXKAEHWS OTKPLITUA APYIUX CUCTEM W AN 3aMeleHnsa unu o6HoBReHus
darvinoB ¢ gaHHbIMW.

B.8.4 HesannaHmpoBaHHble BbIKMTIOYEHNS1 KOMMbIOTEPA, NEPUOALI «3aBUCaHWS» CUCTEMbl (Bpemsi OTBeTa) U apy-
rve npobnemel B paboTe KOMMbIOTEpa OOMKHbI GbiTb JOKYMEHTMPOBaHbI, BKIOYaAsi NPUYMHEI HapylWweHui B pabote u
NPVHATBIE MEPbl MO UCNPaBIEHUIo.

B.8.5 domxHbl BbiTb pa3paboTaHbl MMCbMEHHbIE MnaHbl AnA HenpeaBUAEHHBIX OGCTOATENLCTB MO NpeaocTaBne-
HUIO YCNYT NPV HanM4um gedeKToB B KOMMbIOTEPHON cUcTeMe, YTOGbl pe3ynbrarthl UccrnegoBaHuin nauneHToB Bbinm
coobLweHbl HbICTPBIM M yA0BHBIM criocoGom.

B.8.6 [lomxHa BecTuck permcrpauusi, oTpaxarwlas perynsipHoe TexHudeckoe oBcrnyXuBaHue M No3BONsioLWwas
onepaTtopam oTcrnexueate Nobblie paboTbl, NPoBeAeHHbIE HA KOMMNLIOTEPHON CUCTEME.
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Mpunoxenue C
(cnpaBouHoe)

31uka B naGopatopHon MeguLUHe

C.1 O6wue nonoxeHus

MpodeccuonanbHbIN NepcoHan naboparopum CBsI3aH 3TUYECKMM KOZEKCOM cBoel npodeccun. B pasanuuHbix
CTpaHax MOryT CyWeCTBOBaTb ocobblie nNpasuna unv TpeboBaHns 4na HEKOTOPLIX UNWU ANS BCeX npeacTaBuTeneii npodec-
CMK, KOTOpbIE AOMKHLI cobniogatbest (Hanpumep, cM. [4]).

MepcoHan, OTBETCTBEHHLIN 3a yrpaBreHue MeavuMHCKOW naGopatopuen, AOMKeH NPUHSATL pelleHue, YTo noao6-
HO APYrMM MPeACTaBUTENAM MeOULIMHCKOW Npodeccum, OH AOMKeH HECTU OTBETCTBEHHOCTb CBEPX MMHUMArlbHbIX Tpe-
BoBaHui 3akoHa. lMNprvemnemas NpakTMKa pasnuuyaeTcsl B pa3HbiXx cTpaHax. JlaGopatopusi fornxHa onpegenutb, YTo
COOTBETCTBYET ee CO6CTBEHHOMY MONOXEHUIO, U BKITIOUUTL 3TW AaHHble B PykoBoACTBO No KadvecTy. Jlaboparopun pomnx-
Hbl NOAAepXUBaTh CBOIO PENyTaLMIO U HE AOMXKHbI y4acTBOBAaTb B AE€ATENbHOCTU, OTPAHUYEHHOW 3aKOHOM.

C.2 OCHOBHbI€ NPUHLMNI

C.2.1 OCHOBHON MPVHUMN 3TVKM 3aPaBOOXPaHEHNs1 COCTOUT B TOM, YTO Bnaronony4vne naumeHTa sSIBNSIETCS BbICWLEN
uenbto. OgHaKo B3aMMOOTHOLWEHUS Mexay nabopaTtopven U NauMeHTOM OCIOXHEHbl TeM, UTO CYLLEeCTBYEeT KOHTPaKT
Mexay 3akasymkoMm W nabopaTopuvei. XoTs 3T B3aMMOOTHOLIEHUA (HepedKo, KOMMEepPYeCKoro XapakTepa) 4acto pac-
cMaTpuBalTCs kak bonee BaxHble, 06a3aTenbcTBa naboparopumn AOMKHLI HEU3mMeHHO o6GecneumBaTh NpuopuTeT bna-
ronony4us 1 UHTEPeCcoB MauMeHTa.

C.2.2 Nabopatopusi gomkHa o6CnyMBaTh NauMeHTOB AOGPOCOBECTHO M 6e3 ANCKPUMMHALWN.

C.3 Coop uHcpopmauun

C.3.1 labopaTtopumn gomkHbl cobupaTte agekBaTHYIO UHOpMaUMIO Ans NPaBuibHOW MAEHTMUKAUMY NauneHTa,
4yTO6blI 06ECNeYnTh BbINONHEHUE 3anpaluvBaeMbiX UCCIeA0BaHUIA U APYIMX nabopaTopHbiX Npoueayp, HO He QOMKHbI
cobupaTtbh M3NULWHIOW NepcoHarnbHyl0 MHMOPMaLUuio.

MauneHT gonxeH ObITb ocBedoMIeH O cobupaemol uhdopmaumm U Lensix ee cbopa.

C.3.2 WHTepechl He3onacHOCTM nepcoHana v nauvMeHToB genaioT onpaBaaHHbiM c6op nHdopmaumm, koraa cyule-
CTBYET OMaCHOCTb KOHTAaKTHbIX 3aboneBaHui. PykoBoacTBo naGopartopuu Bnpaee onpeaensitb, Kakas MHhopmaums
HeobxogMma Ansi BbICTABNEHUS cueTa, (OMHAHCOBOIO ayauTa, yNpaeieHUsl pecypcamMn u ux MCNonNb3oBaHus.

C.4 BaAaTue nepBUYHBLIX Npo6

C.4.1 Bce npouegypbl, NpeanpuHMMaemMblie B OTHOLLIEHUM NauMeHTa, cneagyert NpoBoguTb ¢ ero BegomMa. B oTHowe-
HVUKM BONbLUMHCTBA PYTUHHBIX NabopaToOpHbLIX NPOLEAYP Cornacue naumeHTa MoxeT BbiTb Mony4YeHo, korga oH cam obpa-
waetcs B nabopaTtopuio ¢ BnaHkoM 3anpoca Ha uccrnegoBaHusa U goGPOBONBLHO COrnallaeTcsl Ha NpoBeAeHVe npoueay-
pbl, HaNpumep BeHenyHKuuW. MauueHTam, Haxoasiwmmes Ha neuenun B 6onbHuue, aormkHa 6biTb NpegocTaBneHa BO3-
MOXHOCTb OTKa3aTbCs OT mpoueaypb!.

CneuwvanbeHble npoueaypsbl, Bkovasi Hanbornee nHBaauBHbIE WX cnocobel, TpebyloT Gonee AeTanbHOro 06bsACHe-
HMS U B HEKOTOPbIX CNy4YasiX — MUCbMEHHOIO Cornacusi. ATo xenaTtenbHo, Korga CyLLeCTBYET BEPOSITHOCTb BO3HUKHOBE-
HVS OCMOXHEHUI Nocne npoBedeHust npoueaypsl.

B HeOTNOXHbIX CUTyauusX, Korga MonyynTe cornacue nauvMeHTa HEBO3MOXHO, NPU MPOBeAEHUN HEOGXOAUMbIX
npouedyp cnegyeT PyKOBOACTBOBATHCS HauBbICLULMMM WHTepecaMu nauneHTa.

C.4.2 HekoTopble uccnegoBaHus (HanpUMep, HEKOTOPLIE FTEHETUYECKWE WM CEepOriorMyYeckue UccreaoBaHust)
MoryT TpeboBaTb crneuuanbHbIX KOHCyneTaumi. OBbIYHO 3TO OCYWECTBNSETCS KIMHUYECKMM NEPCOHANOM UMK 3anpalum-
BalOLLMM MCCledoBaHNe BPa4oM, OgHako nabopaTtopusi AorkHa NpeaycMOTpeTh, YTobbl pesynkTaThl, MMelowme cepbes-
Hble nocneacTBus, He BbiNM HenocpedcTBEHHO NepedaHbl naumeHTy 6e3 npeaBapuTenbHON aAeKBATHOW KOHCYNbTaUWM.

C.4.3 MomeweHne gna npyema nauveHToB U B3sTus y HUX GuomartepuanoB fomkHO ObiTb yAOGHLIM U COOTBET-
CTBOBaTb TUMNy OTOBMpaemon npobbl 1 Tpebyemol nHbopmaumm.

C.4.4 Ecnu nepeuyHasi npo6a noctynaeT B Nnabopatopuio B COCTOSAHWUM, HE MO3BONSIOWEM BbINONHUTL 3aKasaH-
HOe uccnegoBaHuWe, OHa AomkHa ObiTb OTOpOlWeHa, a 3akasaBWWi UccneaoBaHWe Bpad AOmKeH GbiTb 06 3ToM
yBEAOMITEH.

C.5 BbinonHeHue uccnenoBaHuA

Bce nabopaTopHble MCCNeaoBaHWsA AOMKHLI ObiTh BLINOSNIHEHBI B COOTBETCTBUMU C YCTAHOBIIEHHLIMM CTaHAapTaMM
M Ha YPOBHE YMEHWI M KOMMNETEHTHOCTU, OXMAAEMOM OT NpoheCCUOHANOB.

TTiobasi habpukaums pesynbTaToR COBEPLUEHHO HEMpUeMnema.

B cutyauusix, korga natonor unu naGopartopusi Moxet onpegenuts obbem paboTbl, HeOGXoAMMON 4NA BbiNonHe-
HUA 3aKasaHHOro MccrnedoBaHus (Hanpumep, 4icno BrokoB, KOTopble AONXHbI 6GbiTb Bblpe3aHbl M3 obpasua TKanm),
BbIGOp AonxeH GbiTb NPOAMKTOBaH cneuncuKon KOHKPETHOW CUTYauuw.

C.6 CooblueHue pe3ynsraToB

C.6.1 Peaynerathl nccneaoBaHus, OTHOCALWETOCS K OnpegeneHHoOMY NauneHTy, SIBNSoTCsl KoHduaeHumanbHbIMm
[0 Tex nop, Noka ux ornawenve He Gyger paspeweHo. Pesynbrartbl 06biMHO AOMXHBI H6biTh COOBLEHBI 3aKasaBWweMy
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uccrneaoBaHue Bpady U MoryT GbiTe nepegaHsl ApYrMM CTOpOHaM C cornacusi nauueHTa wunu no TpeboeaHWIo 3akoHa.
Pesynbtartsl nabopaTtopHbIX UCCNeAOBaHUIA, OTAEMNEHHbIE OT NEepPCoHArbHLIX CBEAEHUI O NauneHTe, MoryT 6biTb ucnonb-
30BaHbl ANs Lenen anmgeMmonormyeckoro, Aemorpaduyeckoro N UHOro CTaTUCTUHMECKOrO aHanuaa.

C.6.2 PeweHnns oTHOCUTENBHO Nepeaaqy pesynbTaToB UcCrneaoBaHWi ApyrMM CTOpPOHaM (Hanpumep, Bpayvy-KOH-
CYNbTaHTY, K KOTOPOMY 0BpaTUncs NauueHT) 4oMmKHbI ObiTe TWATENbHO 0OPMIEHbl C YYETOM MECTHbIX OBCTOSITENbCTB.
JlaGopaTtopus gorxHa MMeTb AeTarnbHble ONUcaHusi npoueayp, HeobGxoammbix Npu o6paboTke pasnuuYHbLIX 3arnpocoB, U
aTa vHdopmMmauus AormkHa 6biTe AoBedeHa 40 CBedeHWsi NauueHTa Mo ero 3anpocy.

C.6.3 B gononHeHve K npaBunbHOMY coobLleHNIO pe3ynsTaToB naboparopus gormkHa obecneunTb, HACKONbKO
3TO BO3MOXHO, UX TOYHYIO MHTEPMPEeTaUuio U NpaBuiibHOE UCMONb30BaHWe B MHTepecax nauueHta. KoHcynbsraums cne-
umanucTa OTHOCMTENbHO BbIGoOpa U MHTeprnpeTaunn UccrefoBaHui SABMSIETCS YacTbio ycnyr nabopartopum.

C.7 XpaHeHue u cogepxaHne MeaULMHCKUX AOKYMEHTOB

C.7.1 Nabopatopusi gornxHa obecnevntb, HToObl Npu XxpaHeHun mHdopmMaummn Gbiny NPeanpUHATLI ONpaBAaHHbIE
Mepbl Ana NpeaynpexaeHust ee yTpaTbl, HECaHKLMOHMPOBAHHOIO AO0CTYNa, NoaAernku U UHOTO HernpaBwuibHOIo UC-
nonb30BaHus UHoOpMaUnm.

C.7.2 Cpoku XxpaHeHUsi MeaMLMHCKUX JOKYMEHTOB B pa3HbIX CTpaHax MoryT 6biTb YCTaHOBNEHEI B COOTBETCTBUM C
pPasnuYHbIMK YCTaBHbIMM UNK 3akOHOZATENbHbIMU TpebGoBaHusiMK, 1 3TM TpeboBaHMs HEOGXOAMMO YUUTLIBaTb Hapsigy C
npaBunaMmu, U3gaBaeMbIMM COOTBETCTBYIOLWMMU NPOdeCcCnoHanbHbLIMM OpraHM3aumsimm.

MecTHble yCcrnoBuWs, B HacTHOCTU NOTPEGHOCTM KIMHMLUMCTOB B NabopaTopHbIX JAHHLIX, KOTOPbIE AOIDKHbI BbITb
COMOCTaBIEHbl C UX COBCTBEHHBIMW AOKYMEHTaMM, TalkKe AOMMKHbI BbiTb NPUHATEI BO BHUMaHKE.

C.7.3 B oTHOWeHWM Npoueadyp HEKOTOPbIX BUAOB (Hanpumep, rMCTOMNOMMYECKUX UCCNEeAOBaHUI) 3aKOHOOATENBHO
MOryT GbITb YCTAHOBIEHbl Gonee AnUTErbHbIE CPOKU XPaHEHUs1 onpeferneHHbIX JOKYMEHTOB UM MaTepuarnoB, YeMm B
OTHOLLEHUW OPYIMX AOKYMEHTOB WUnn npo6.

C.7.4 JlabopaTopvn oMKHbI pa3pabaTbiBaTb CBOM COBCTBEHHbIE MPOTOKONIbI OTHOCUTENIBHO XPaHEHUsl JOKYMEH-
TOB C YKa3aHWeM BPEMEHW, B TEYEHWe KOTOPOro AOIDKHbI XPaHUTLCS pe3yrnbrarhl pasnuyHblX uccrnegoBaHuin. Cucrtema
XpaHeHusi JOKYMEHTOB AorkHa obecrnevvBath yaobHbBIM AOCTYN, koraa 31o notpebyeTcs, Ans ynonHOMOYEHHbIX nu,

C.8 focTyn K MeaAMLIMHCKMM NnabopaTopHbIM AOKYMEHTam

C.8.1 TpeboBaHus k goCTyny K MeguUMHCKUM nabopaTopHbiM JOKYMEHTaM pa3nuyalotcsi B pasHblX cTpaHax. [oc-
TyN nauueHTa K AokymeHTam obblYHO OCYLLECTBINAETCS Yepe3 Bpaya, HarnpasMBLLETO 3anpoc Ha uccrnegoBaHve. Bo mHo-
rMx cTpaHax goctyn oObl4HO NpeacCTaBnAoT:

a) nuuy, 3akasaBlleMy WCCNeaoBaHue;

b) nabopaTopHomy nepcoHany, ecnu a1o Tpebyerca Ans BbINONHEHWUs MX 0653aHHOCTEW;

C) ApYrMM YNonHOMOYEHHLIM NULAM.

MpaBa geTten U yMCTBEHHO HEMOMHOLEHHbIX JI0AEN Takke No-pasHOMy onpeeneHsl B pasHbix cTpaHax. Uhdop-
Mauusi O 340POBbE MHOIAA MOXeT BbiTb M3bATa y NMLa, KOTOpoe O6bIMHO UMeeT Ha Hee npaBo. OTO MOXET GbiTb
0o6ycnoeneHo TpeGoBaHUSMM 3akOHa WMINW NUYHON Ge30MacHOCTW, a Takke, Korga [OCTyn MOXET MoBriedb 3a coboi
packpbITMe COCTOSIHUST Aen ApYyrux nu.

C.8.2 NNabopaTopust gomkHa paspaboTaTb NPOTOKOMbI OTHOCUTENBbHO O6paweHna ¢ paanuyHbLIMKU 3anpocaMu B
COOTBETCTBUM C MECTHLIMM 3aKOHAMWU U YCIIOBUSIMU.

C.9 Ucnonb3oBaHue Npob AnA uenen nccnegoBaHUn, OTNNYAKOLWMUMXCA OT 3aKa3aHHbIX

Vcnonb3oBaHne npo6 Anst MHbIX Uenel, Yem 3akasaHHble uccregoBaHns, 6e3 npeaBapuTernbHOro CornacoBa-
HWS1, BO3MOXHO TONBKO Ha YCMOBUSAX aHOHUMHOCTU UMM B CMeLLaHHbIX npobax.

JlaGopaTopuu/ydpexaeHns AOMKHbI N3NoXWTb B hopMe AOKyMEeHTa nopsgok obpalleHus ¢ He3anpoleHHOM
uHopMauueln (Hanpumep, UccregoBaHusl, NPOBOAUMbIE A YTOYHEHUSA paHee MOMyY€HHbIX pe3ynsraTtoB U3 npoo,
KOTOpble MOryT OblTb MAEHTUPMLMPOBAHbI), NMPUHUMAS BO BHUMaHWE MONMOXKEHUSA 3akoHa. [ormkHbl 6biTh cobniogeHsl
Tpe6GoBaHWs COOTBETCTBYHOLLUX HALMOHAIBHbIX, PEMMOHANBHBLIX U MECTHBIX NPaBUI, & TaKKe YCTAHOBKWM STUYECKMX KOMU-
TeToB. Cm. [4].

C.10 ®duHaHCcOBbIe cornaweHus

C.10.1 MeguumHckue nabopaTopumn He AO0MKHbI BXOAUTb B (DMHAHCOBbLIE COMMAaLLeHUsl C 3akasbiBaloWwuMKn Uccne-
JOBaHWsi Bpavyamu unv UHaHCOBLIMM areHTCTBaMW, Clu Takue CornalleHusi OKas3blBaloT AaBMEHNE Ha 3anpoCHBLLETO
UCCreoBaHye Uu Ha NauueHTa Uy MewwarT HE3aBUCUMON OLEHKE BPa4OM TOrO, YTO Iyulle Ans nauueHTa.

C.10.2 Ecnu 310 BO3MOXHO, MOMELLEHWS!, B KOTOPbIX NPOBOAAT B3ATUE NEPBUYHON Npobbl, AOMKHbI OblTh MONMHO-
CTbIO HE3ABUCKMbI U OTAENEHbI OT NMOMELLEHUI Bpaya, 3aKkasaBLUero NCCNeaoBaHns, a Korga ST0 HEBO3MOXHO, IMHaHCOo-
Bble COrMalleHusi JOIKHbI criegoBaTbh OObIYHOW KOMMEPYECKOW MpaKTUKe.

C.10.3 NNaGopaTopnu porkHbl usberatb cMTyauui, Koraa MOXeT BO3HWMKHYTb KOHGIUKT UHTEpecoB. B npoTUBHOM
criyqae uHTepechl A0MMKHbI ObiTb OrnalweHbl M AOSKHbI ObiTb NPeanpyHATE Mepbl, Heobxoaumble Anst YMEHbLEHUsT NX
BMMSIHUS HA OBLEKTUBHOCTb Pe3ynbTaToB UCCEA0BaHUN.
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MpunoxeHue D
(cnpaBou4HoOe)

CBegieHUs 0 COOTBETCTBUU HaLMOHAlNbHbIX CTaHAAPTOB
Poccuiickoint ®eaepann cCbiNMOYHbIM MeXayHapoaHbIM cTaHgapTam

Ta6nwuuy a D.1

0O6o3HaYeHe CCbINMOYHOro MexayHa-
poAHOro craHgapTa unu apyroro
HOPMAaTMBHOIO AOKYMEHTa

O6o3HaveHe U HAUMEHOBaHUE COOTBETCTBYIOLLEro HaLMOHANbHOro
cTaHdapTa WM Opyroro HOPMAaTUBHOTO AOKYMEHTa

NCO 31(Bce vacTn)

FOCT P 8.417—2002 TlocygapcTBeHHasi cucTema obecneveHusi egvin-
CTBa uamepeHun. EgnHnubl BenuuvH

NCO/M3K PykoeoacTeo 43-1

*

NCO 9000:2000

[OCT P NCO 9000 — 2008 Cwucrtembl MeHegxmeHTa kadectea. OcHoB-
Hbl€ NONOXEeHNs u CrnoBapb

NCO 9001:2000

OCT P MCO 9001—2008 Cuctembl MeHegXMeHTa KauecTBa. Tpebosa-
HUsA

NCO/M3K 17025:2005

OCT P UCO/M3K 17025—2006 Ob6wume TpeboBaHMsa K KOMNETEHTHOC-
TW UCNbITATENbHBIX U KaNMBPOBOYHLIX nNabopaTopumn

* COOTBETCTBYIOLMIA HALMOHATNBHBIN CTaHAAPT OTCYTCTBYET. [l0 ero yTBepAeHus pekoMeHAyeTCa UCNoNb3o-
BaTb NEpPeBoOJ Ha PYCCKUI s3blK AAaHHOTO MEXAyHapogHoro ctaHpapta. [NepeBop AaHHOMO MeXAyHapoaHOro CTaH-
AapTta Haxogutcst B QeagepanbHOM UHQOPMAUMOHHOM (HOHAE TEXHUYECKUX PErnameHToB M CTaHAapTOB.

30




rocTP UCO 15189—2009

BuGnuorpacun

[1] International Vocabulary of Basic and general terms in Metrology, 2™ edition, ISO,
Geneve, 1993 (MexayHapoaHbIi CrioBapb OCHOBHbIX U 06WMX TEPMMHOB B METPOIIO-
rmu, 2-oe usganme, NCO, XKenera, 1993.
Pyccko-aHrno-hpaHLy3cKko-HEMELIKO-UCTIAHCKWIA  CIOBapb OCHOBHbIX W O6LWMX Tep-
MuHoOB B meTposniomu: lMep. ¢ anrm.-¢p. / J1.K. Ucaee, B.B. MapauH. — M.: UMK
WUapatenbctBo ctaHgapTos, 1998 . — 160 c.)

[2] Burtis, C.A., Ashwood, E.R. (eds) Tietz Textbook of Clinical Chemistry. Third edition, W.B. Saurders Co: Philadelphia,

PA, 1999

[3] NCO 3534-1:1993 CrtaTtnctuka. Cnoapb 1 cumBorbl. Yactb1: BepoaTHocTb U o6wme cratuctuueckme
TEePMUHBI
(ISO 3534-1:1993) (Statistics — Vocabulary and symbols — Part 1: Probability and general statistical
terms)
[4] Convention for the Protection of Human Rights and Dignity of the Human Being with Regard to the Application of
Biology and Medicine: Convention on Human Rights and Biomedicine, 1997-04-04
ISO Guide 30 Terms and definitions used in connection with reference materials
ISO/IEC Guide 43-2 Proficiency testing by interlaboratory comparisons — Part 2: Selection and use of
proficiency schemes by laboratory accreditation bodies
ISO/IEC Guide 58 Calibration and testing laboratory accreditation systems — General requirements for
operation and recognition
ISO 1087-1 Terminology work — Vocabulary — Part 1: Theory and application
NCO 57251 TouHOCTb (NPaBUNBHOCTL U MPELU3NOHHOCTL) METOAOB U3MEPEHUN U PE3YyNbTaToB.
Yactb 1. O6wme npuHUMNbI U onpegeneHust.
(ISO 5725-1) {(Accuracy (trueness and precision) of measurement methods and results — Part 1:
General principles and definitions)
ISO 15190 Medical laboratories — Requirements for safety
ISO 15194 In vitro diagnostic medical devices — Measurement of quantities in samples of
biological origin — Description of reference materials
ISO/IEC 17011 General requirements for bodies providing assessment and accreditation of confor-

mity assessment bodies

Burnett, D. A Practical Guide to Accreditation in Laboratory Medicine. ACB Venture Publications: London, 2002

Castillo de Sanchez, M.L. and Fonseca Yerena, M.E. Mejoria Continua De La Calidad/Continuous Quality
Improvements. Medica Panamen: Mexico City, 1995

Clinical Laboratory Improvement Act of 1988, U.S. Code of Federal Regulations, Title 42, Part 493, Laboratory
Requirements, Revised October 1, 1996, U.S. Government Printing Office, Washington, 1996

College of American Pathologists, Laboratory General Checklist 1 (Laboratory General). CAP: Northfield, IL, 1997

College of American Pathologists, Reporting on Cancer Specimens: Protocols and Case Summaries. CAP:
Northfield, IL, 1999

College of American Pathologists, Standards for Laboratory Accreditation. CAP: Northfield, IL, 1996

Cote, R.A.,, Rothwell, D.J., Palotay, J.L., Becket, R.S. and Brochu, L. (eds) The Systemized Nomenclature of
Medicine: SNOMED International. College of American Pathologists, Northfield, IL, 1993

Dybkaer, R. Vocabulary for Use in Measurement Procedures and Description of Reference Materials in Laboratory
Medicine, Eur. J. Clin. Chem. Clin. Biochem., 35(2): 141 — 173, 1997

Dybkaer, R., Jordal, R., Jergensen, P.J., Hansson, P., Hjelm, M., Kaihola, H.L., Kallner, A., Rustad, P., Uldall, A. and
De Verdier, C.H. A quality manual for the clinical laboratory including the elements of a quality system. Proposed
guidelines. Scand. J. Clin. Lab. Invest. 53 suppl. 212: 60 — 82, 1993

ECCLS Document, 1990, No. 5 Guidelines for the identification and distribution of patient samples in the medical
laboratory

ECCLS, Standard for specimen collection, Part 2: Blood Specimen by venipuncture. ECCLS Document, 1987, vol. 4,
Ne 1

Dybkaer, R., Martin, D.V. and Rowan, R.M. (eds) Good practice in decentralised analytical clinical measurement.
ECCLS, IFCC, WHO, Scand J. Clin. Lab. Invest. 52 suppl., 209: 1 — 116, 1992

El-Nageh, M., Heuck, C., Appel, W., Vandepitte, J., Engbaek, K. and Gibbs, W.N. Basics of Quality Assurance for
Intermediate and Peripheral Laboratories, WHO Regional Publications. Eastern Mediterranean Series 2. WHO EMRO:
Alexandria, 1992

El-Nageh, M., Heuck, C., Kallner, A. and Maynard, J. Quality Systems for Medical Laboratories: Guidelines for
Implementation and Monitoring. WHO Regional Publications. Eastern Mediterranean Series 14, WHO-EMRO: Alexandria,
1995

El-Nageh, M., Linehan, B., Cordner, S., Wells, D. and McKelvie, H. Ethical Practice in Laboratory Medicine and
Forensic Pathology. WHO Regional Publications. Eastern Mediterranean Series 20, WHO-EMRO: Alexandria, 1999

31



rocTt P UCO 15189—2009

El-Nageh, M., Maynard, L. and Cordner, S. Quality Systems for Anatomical and Forensic Laboratories. WHO
Regional Publications. Eastern Mediterranean Series 18, WHO-EMRO: Alexandria, 1998

EN 1614 Health informatics — Structure for nomenclature, classification and coding of properties in clinical
laboratory sciences ( will replace ENV 1614:1995)

EN 12435 Health informatics — Expression of the results of measurements in health sciences

Galen, R.S., Gambino, S.R. Beyond Normality: The Predictive Value and Efficiency of Medical Diagnoses. John
Wiley: New York, 1975

Guide to the expression of uncertainty in measurement (GUM). BIPM, IEC, IFCC, ISO, IUPAC, IUPAP, OIML, 1st
edition, 1993, corrected and reprinted in 1995

International Council for Standardization in Haematology, International Society on Thrombosis and Haemostasis,
International Union of Pure and Applied Chemistry, International Federation of Clinical Chemistry. Nomenclature of
guantities and units in thrombosis and haemostasis. (Recommendation 1993). Thromb Haemost; 71: 375 — 397, 1994

International Union of Biochemistry and Molecular Biology. Biochemical nomenclature and related documents.
Portland Press: London, 1992

International Union of Biochemistry and Molecular Biology. Enzyme nomenclature. Recommendations 1992.
Academic Press: San Diego, 1992

International Union of Immunological Societies. Allergen nomenclature. Bulletin WHO; 64: 767 — 770, 1984

International Union of Microbiological Societies. Approved list of bacterial names. American Society for Microbiology:
Washington, D.C., 1989

International Union of Microbiological Societies. Classification and Nomenclature of Viruses. Fifth Report of the
International Committee on Taxonomy of Viruses. Karger: Basel, 1991

International Union of Pure and Applied Chemistry, International Federation of Clinical Chemistry. Compendium of
terminology and nomenclature of properties in clinical laboratory sciences. The Silver Book. Blackwell: Oxford, 1995

Loeber, J.G. and Slagter, S. (eds) Code of practice for implementation of a quality system in laboratories in the
health care sector. CCKL, Bilthoven, NL, 1991

Internation Union of Pure and Applied Chemistry. Nomenclature for sampling in analytical chemistry.
Recommendations 1990. Pure Appl Chem; 62: 1193 — 1208, 1990

International Union of Pure and Applied Chemistry, International Federation of Clinical Chemistry. Properties and
units in the clinical laboratory sciences-l. Syntax and semantic rules (Recommendations 1995). Pure appl Chem; 67:
1563 — 74, 1995

Jansen, R.T.P., Blaton, V., Burnett, D., Huisman, W., Queralto, J.M., Zérah, S. and Allman, B. European Communities
Confederation of Clinical Chemistry, Essential criteria for guality systems of medical laboratories, European Journal of
Clinical Chemistry and Clinical Biochemistry; 35: 121 — 132, 1997

Jansen, R.T.P,, Blaton, V., Burnett, D., Huisman, W., Queralto, J.M., Zérah, S. and Allman, B. European Communities
Confederation of Clinical Chemistry, Additional essential criteria for quality systems of medical laboratories, Clinical
Chemistry and Laboratory Medicine; 36: 249 — 252, 1998

National Association of Examination Authorities/Royal College of Pathologists of Australia (NATA/RCPA), Medical
examination requirements. NATA: Rhodes, Australia, 1996

NCCLS C3-A3: Preparation and Examination of Reagent Water in the Clinical Laboratory — Third Edition; Approved
Guideline. NCCLS: Wayne, PA., 1997

NCCLS GP2-A4: Clinical Laboratory Technical Procedure Manuals — Fourth Edition; Approved Guideline. NCCLS:
Wayne, PA., 2002

NCCLS GP5-A2: Clinical Laboratory Waste Management — Second Edition; Approved Guideline. NCCLS: Wayne,
PA., 2002

NCCLS GP9-A: Selecting and Evaluating a Referral Laboratory; Approved Guideline. NCCLS: Wayne, PA., 1998

NCCLS GP16-A2: Routine Urinalysis and Collection, Transportation and Preservation of Urine Specimens —
Second Edition; Approved Guideline. NCCLS: Wayne, PA., 2001

NCCLS GP17-A: Clinical Laboratory Safety; Approved Guideline. NCCLS: Wayne, PA., 1996

NCCLS H3-A4: Procedure for the Collection of Diagnostic Blood Specimens bz Venipuncture; Approved Standard —
Fourth Edition. NCCLS: Wayne, PA., 1998

NCCLS, H51-A, A quality System Model for Health Care; Approved Guideline. NCCLS: Wayne, PA., 1998

NCCLS M29-A2: Protection of Laboratory Workers from Occupationally acquired Infections — Second Edition;
Approved Guideline. NCCLS: Wayne, PA., 2002

Arreté du 26 novembre 1999 relatif & la bonne exécution des analyses de biclogie médicale — Journal Officiel de
la République francaise du 11 décembre 1999. (p. p. 18441 — 18452), Paris

Solberg, H.E. Establishment and use of reference values. In: Burtis, C.A., Ashwood, E.R. (eds), Tietz Textbook of
Clinical Chemistry, 3" edition. W.B. Saunders Co.: Philadelphia, PA., 1999

World Health Organization, Interational Nonproprietary Names (INN) for + Pharmaceutical Substances. WHO,
Geneva, 1996

World Health Organization, Quality Assurance for Developing Countries. WHO, Regional Office of South East Asia.
In the series Technology and Organization of Laboratory Services. WHO SEARO: Singapore, 1995

WHO/EURO/ECCLS On good practice in clinical laboratories, In: Clinical Chemistry, Guidelines. WHO EURO:
Copenhagen, 1991

32



rocT P MNCO 15189—2009

YK 61:006.354 OKC 11.100 P20

Kniouesble cnosa: nabopatopum MeauumHCKne, KOMNETEHTHOCTb, YrpaBrieHWe kauecTBOM UCCIedoBaHWiA, Nepco-
Han, nabopaTopHoe o6opyaoBaHue, MpeaHanuTU4eckue Npoueaypbl, aHanMTUYECKNe METOAMKNA, NOCTaHaNUTU-
Yyeckue npoueaypbl, cooblleHne pesynsLraTos, 3TMKa B labopaTopHon MeguumnHe
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