"'OCT P UCO 15189-2015.
HauunoHanbHbIN CTaHAApT
Poccunckon ®deapepaumm.

JlabopaTopun MeaAnLIMHCKME.

YacTHble TpeboBaHUA K Ka4yecCcTBY U
KOMMEeTEeHTHOCTHn"
(yTB. lNpukasom PocrexperysimpoBaHus oT
27.04.2015 N 297-cT1)

[lokyMeHT npepoctasneH KoHcynbTaHTIINAOC

www.consultant.ru


http://www.consultant.ru/
http://www.consultant.ru/
http://www.consultant.ru/

«FOCT P NCO 15189-2015. HaumoHanbHkIN cTangapT Poccuitckon
Pepepauun. JlabopaTopun MeguLmMHCKne. YacTHble TpeboBaHNS K Ka4ecTBy
N komneTeHuumn»

[okymeHT npegoctasneH KoHcynbTaHTl noc
Hata coxpaHeHusi: 03.02.2017

YTBEpPXOEH U BBEAEH B AENCTBME
Mpukasom depepansHOro
areHTCcTBa No TeXHUYECKOMY
perynmpoBaHuio U1 METPONorum
ot 27 anpenda 2015 r. N 297-ct

HALMOHAIBbHbIA CTAHOAPT POCCUUCKOW ®EOEPALINA

NTABOPATOPUN MEOANLUMHCKUE

YACTHbBIE TPEBOBAHUA K KAHECTBY U KOMNETEHTHOCTHU

ISO 15189:2012
Medical laboratories - Requierments for
guality and competence
(IDT)

FOCT P UCO 15189 - 2015

[arta BBegeHus -
1 nioHsa 2016 roga

Mpeancnosue

1. TMogrotoBneH JlabopaTopuenn npobnem knnHMKo-nabopatopHon auarHocTnukn HWW  obuiecTBeHHOro
3[0pOBbs U ynpaeneHusi 3gpaBooxpaHeHnem N6OY BIMO "TepBbiit MOCKOBCKMIA FrOCYaapCTBEHHbLIN MEAULIMHCKUIA
yHuBepcutete um W.M.CedeHoBa" MuH3gpaBa Poccum Ha ocHoBe COBCTBEHHOrO ayTEHTUYHOrO rnepeBoda Ha
PYCCKWUIA A3blK CTaHAApPTa, YKa3aHHOro B MyHKTe 4.

2. BHeceH TexHudeckMMm KommuteToM Mo craHgaptmu3aumm TEC 380 "KnuHnyeckue nabopaTopHble
nccrnegoBaHusa U MeguLuHCKMe U3genus ans AnarHoCTUKKM in vitro".

3. YTBepxaeH v BBeAeH B aenctane NMprkasom degepanbHOro areHTCTBa No TEXHUYECKOMY PerynmpoBaHuio
n meTtponorum ot 27 anpens 2015 r N 297-cT.

4. Hactoawmn crtaHgapT ugeHTudeH wmexgyHapogHomy ctangapty WCO 15189:2012 "MeguunHckne
nabopatopun. YacTtHole TpeboBaHua K kavyecTBy W komneTeHTHocTn" (ISO 15189:2012 "Medical laboratories -
Requirements for quality and competence).

MpM npuMeHeHUM HacTosILero CcraHdapTa pPEKOMEHAYEeTCA WCMOoNb30BaTb BMECTO  CChITOYHbIX
MeXOYHapO4HbIX CTaHOAPTOB COOTBETCTBYWOLLIME WM HauuoHamnbHble cTaHgapTbl Poccuiickon ®depepaumn,
CBefeHMs O KOTOPbIX MPUBEAEHbI B AOMOSTHUTENBHOM NpunoxeHun JA.

5. BzameH TOCT P NCO 15189-20009.

lMpaBuna npumeHeHns HacTosLero ctaHaapta yctaHosneHol B FOCT P 1.0-2012 (pa3gen 8). HdopmaLms
00 U3MEHEHMsIX K HacTosILLeMy cTaHgapTy nybnvkyeTcs B rogoBoM (MO COCTOSAHMIO Ha 1 AHBapsi TEKyLero coaa)
MHpopMaUMOHHOM YyKasaTene "HauwmoHanbHble cTaHdapThl”, a opuumnanbHbIN TEKCT N3MEHEHMI U MOMNPaBOK - B
exemecsyHoMm ykasatene "HauuoHanbHble cTaHgapTthl”. B cnyvae nepecmotpa (3ameHbl) MMM OTMEHbI
HacTosiLLero cTaHgapTa COOTBETCTByWOLWEee YyBedoMmreHne OygeT onybnukoBaHO B Onvbkanwem BbIMycke
€XEeMeCSHYHOro MHQOpMaUnoHHOro ykasatens "HauuoHanbHble cTaHgapTbl". CooTBeTcTBylOWAA MHPOpMaUms,
yBeOOMIIEHME W TEKCTbl pasMeLlalTcs Tawkke B WHPOPMAUMOHHOW CcUCTeMe Oo6Llero nosfb30BaHWs - Ha
odmumansHoM cante PefeparnbHOro areHTCTBa MO TEXHUYECKOMY PEryriMpoBaHWIO U METPOoNorMm B CeTU
UHTepHeT (gost.ru).

BBeneHue

Hactoswwuin ctaHgapt, ocHoBaHHbin Ha WMCO/M3K 17025 u MCO 9001, yctaHaBnuBaeT TpeboBaHuSA K
KOMMETEHTHOCTU M Ka4ecTBY, KOTOpble SBNSAKTCA YaCTHbIMM ONS MeAUUMHCKMX rabopaTopuii. MOHATHO, 4TO
Kagasi CTpaHa MOXeT MMETb CBOM COOCTBEHHbIE cneuudunyeckne perynmpyrowme AOKYMEHTbI v TpeboBaHus,
NMPUMEHNMbIE K HEKOTOPOM YacTM WM KO BCEMY MNpodeCcCUoHarnbHOMYy MNepcoHany u KX AesiTeNbHOCTU U
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OTBETCTBEHHOCTM B 3TOWN obnacTu.

MeganunHckne nabopaTopHble YCNyrn UMeT CyLLEeCTBEHHOE 3HadYeHre AN NOMOLUM nauMeHTam U no3Tomy
OOMMKHbI BbITb OOCTYMHbLI ANS YAOBNETBOPEHUst NOTPebHOCTEN BCEX NALUEHTOB M ANS KMMHMYECKOrO nepcoHana,
OTBETCTBEHHOMO 3a OKa3aHWe NoMOLUM 3TUM NaumeHTam. Takue ycrnyru BknoyalT B ceba odhopmneHne 3anpocos
Ha uWccnegoBaHWs, MOATOTOBKY MaLMEHTOB, B3ATMe 06pa3uoB, TPaHCMOPTMPOBKY, XpaHeHue, obpaboTky u
nccrnegoBaHue KIMHUYeCKnx npob, cooblueHne pe3ynbTaToB C MOCreaylolen MHTepnpeTauueit, KOHCynbTauuen,
Hapsgy ¢ cobnogeHneM 6e30MacHOCTU U 3TUKM MEAMLMHCKMX NabopaTopHbIX YCHyT.

YKenatenbHo, 4TOOBI MeguUUHCKME nabopaTopHble ycryru BkoYanu 6bl B cebsi nccrnefoBaHnst NauMeHToB
B Cryyasix KOHCynbTauuwi, u 4Tobbl nabopaTopum y4dacTBOBanM He TONMbKO B YCTAHOBIEHWMM [uarHosa u
HasHayeHMn ne4vyebHbIX Mep, HO W B npegynpexaeHun 6onesHeln, Kaxgaa nabopatopus JOMmKHA Takke
npenocTaBnsaTb paboTallemMy B Hel nepcoHany BO3MOXHOCTM And o06pas3oBaHMsl U Hay4dHbIX MCCNegoBaHWN.
MockonbKy HaCTOALWMI CTaHAAPT NpeAHa3HavyeH ans NpMMeHeHUs BO BCex obLienpum3HaHHbIX B HACTOsILLEE BPEMS
avcumnnuHax nabopaTtopHOW MeauuMHbl, paboTHUKM Apyrux crnyxk® W AMCUMNAWH, Takux, Kak KiMHu4Yeckas
dursunonornsi, MeANUMHCKaa BM3yanusaumsa n MegununHekast usnka, MOoryT Takke ero MCcnonb3oBaTtb M creaoBaThb
emy.

Kpome TOro, opraHbl, ynonHOMOYEHHbIE AN OLEHKM KOMMETEHTHOCTM MeAMUMHCKMX nabopartopuin, Moryt
MCcrnonb3oBaTbh HAaCTOSALWMI CTaHZApPT Kak OCHOBY cBoen pestenbHocTn. Ecnn nabopatopuss crpemutca K
akKkpeauTauuu, oHa JOoJhkHa BblOpaTb akKpeaUTYIOLWMIA opraH, KOTopbii gercTByeT B cooTBeTcTBUM ¢ MCO/M3IK
17011 1 npyHMMaEeT B pacyeT YacTHble TpeboBaHNsS K MeaMLMHCKUM nabdopaTopusim.

Hactoawun craHgapT He npeAHasHayeH ObiTb WCMOMb30BaHHLIM AN Lenen cepTudukauun, OfHako,
BbINOMHEHNE MeaMLMHCKOW nabopartopueri TpeboBaHWA HacTodAWwero craHgapTa o3HadaeTt, yTo nabopaTtopus
COOTBETCTBYET Kak TpeboBaHMAM TEXHUYECKOW KOMMETEHTHOCTU, Tak U TpebOoBaHWSIM CUCTEMbI MEHEMXKMEHTa
KayecTBa, 4YTO HeobGXoAMMO AN MNOMYYEeHUsT TEXHUYECKM HaAexXHbIX pesynbTaToB. TpeboBaHWs CUCTEMbI
MEHeKMEeHTa KayecTBa B pa3gene 4 U3MOXeHbl $3bIKOM, COOTBETCTBYHOLUUM oOnepaumsiMm  MeOULUHCKOW
nabopatopum n oteevaloT npuHuyunam MNCO 9001:2008 Cuctembl MeHemKXMeHTa KadecTBa - TpeboBaHus u
COOTBETCTBYIOT €ro nogxoasium tpebosaHmam (O6bveanHeHHoe KommioHuke |IAF-LAC-ISO, usganHoe B 2009 r.).

Koppensauma mexay pasgenamu v nogpasgenamMmu Hactoswero tpetbero nsgaHusa MCO 15189 n pasgenamu
MCO 9001:2008 n NCO/M3IK 17025:2005 npeacTtasrneHa B NpunoXeHnn A HacTosILLEro ctaHaapTa.

[oKyMeHTbl MO BONpOCaM OKpyXaloLlen cpefpl, CBA3aHHbIM C OEATENbHOCTBIO MeQULMHCKON nabopartopuu,
0ObIYHO CCbINakTCA Ha HAacTOSALLMIA CTaHAAPT M KOHKPeTHO Ha pa3aensl 5.2.2, 5.2.6, 5.3, 5.4,5.5.1.4 n 5.7.

1. O6nacTtb NpMMeHeHUs

Hactoawuin crtaHgapT ycTaHaeBnuBaeT creuvanbHble TpeboBaHMS K KayecTBY M KOMMNETEHTHOCTU
MeauumHCckux nabopaTtopun.

HacTtoawun ctaHgapT mMoxeT ObiTb MCNONb30BaH MeauUMHCKMMU nabopaTopuamu ans pas3paboTku CBOUX
CUCTEM MEHEeKMEHTa KayecTBa M ANs OUEHKM coBCTBEHHOW komneTeHTHocTU. CTaHgapT MoxeT Takke ObiTb
MCMNonb3oBaH AN NOATBEPXKOEHUS UNN OLEHKN KOMMNETEHTHOCTM MeAMLMHCKMX nabopatopun nonb3oBaTensmu
nabopaTopHbIX YCNyr, perynmpyloLMMmM opraHamu Bractu 1 opraHamMmmn akkpeavTtauum.

MpumeyaHne. MexxgyHapoaHble, HaUMOHarnbHbIE UK PervoHanbHble NpaBsuna unu TpeboBaHus Takke MoryT
ObITb NMPUMEHEHbBI K OTAENbHBbIM acnekTam, CBA3aHHbIM C HACTOALWMM CTaHAapTOM

2. HopmaTtmBHbIE CCbISKK

B HacTodwem cTaHaapTe NCNONb30BaHbl HOPMATMBHBIE CChINIKM Ha CreayoLlme HopMaTUBHbIE JOKYMEHTbI:

MCO/MBK PykoBoacTteo 2 CTtaHgapTusaumnsa n cesidaHHble Buabl gesaTtenbHoctn. Obwwmi cnoeapb (ISO/IEC
Guide 2, Standardization and related kinds of activity - General vocabulary).

NCO/MBK PykoBoacteo 99 MexayHapoaHbli MeTponornyeckuin cnosapb. OCHOBHbIE M OBLUME MOHATUSA U
cooTBeTcTBYOWMe TepMmuHbl (ISO/IEC Guide 99, International vocabulary of metrology Basic and general concepts
and associated terms (VIM).

MCO/M3K 17000 OueHka cootBeTcTBuSA. CroBapb u obwme TpeboBaHusa (ISO/IEC 17000, Conformity
assessment - Vocabulary and general requirements).

MCO/M3BK 17025 Ob6Lume TpeboBaHMs K KOMMNETEHTHOCTW UCMbITATENbHbLIX U KannbpoBoYHbLIX nabopatopui
(ISO/IEC 17025 General requirements for competence of testing and calibrating laboratories).
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3. TepMuHbI 1 onpegeneHus

B HacTosilwem cTaHgapTe MpUMEHEHbl TEPMUHbI U COOTBETCTBYKOLUME ONpeaeneHns, YCTaHOBIEHHbIe
MCO/M3K 17000, NCO/M3K 17025, Pykosoactsom MCO 99:

3.1. AkkpeauTaums (accreditation): Npouenypa, nocpeacTBOM KOTOPOW OpraH Bnactn opmumansHO NnpusHaeT
CnocobHOCTb OpraHM3auun BbIMOMHATL cneuuduryeckne 3agaydn.

3.2. Kputnueckun nHtepsan (alert interval, critical interval). MHTepBan pe3ynbTaToB MUCCeAoOBaHUM ONs
TPEBOXHbBIX  (KPUTUYECKNX) TECTOB, KOTOPbIA YyKa3blBA€T Ha HENOCPEACTBEHHbIN PWUCK Afs nauueHTa
BO3HWKHOBEHWSI MOBPEXAEHWS NN CMEPTH.

MpymeyaHus:

1. MuTepBan maxeT ObITb OTKPbITbIM C OAHOrO KOHLIA, KOrga YCTaHOBIIEH TOMNbKO MOpPOT.

2. JlabopaTopus onpenenseTt nepevyeHb KPUTUYECKNX TECTOB AJ11 CBOMX NALMEHTOB U NOb3oBaTeNen.

3.3. ABTomaTtmyeckuin BbIOOp W Bblgaya pesynbrtatoB (automated selection and reporting of results):
[Mpouecc, C MNOMOLBID KOTOPOro pe3ynbTaTbl WCCNEeAOBaHWM MauueHTa nocTynalT B nabopaTopHyio
WMH(POPMALIMOHHYIO CUCTEMY M CPaBHUBAIOTCS C OnpefeneHHbIMU nabopaTtoprern KpuTtepusiMm NpuemMnemocT n B
cny4vae ecnv pesynbTaTbl OTBEYAOT ONpeaeneHHbIM KpUTEPUAM, OHM aBTOMaTMYECKN BKINIOYAOTCS B BraHk otyeTa
0 pesynbTatax 6e3 JONONMHUTENbHOM OLEHKN MEPCOHAsIOM.

3.4. bBwvonornuecknii pedepeHTHbIn  mHTepBan (biological reference interval, reference interval):
CneundurumpoBaHHbI MHTEpBasn pacnpegeneHns 3HavyeHui, NosfyvYeHHbIX B Guonornyeckon pedepeHTHON
nonynsaunm.

Mpumep. LeHTpanbHbin 95%-1 bruonornyeckmin pedpepeHTHbIN MHTepBan A5 3Ha4YeHMN KOHLEHTpauum noHa
HaTpusi B CbIBOPOTKE U3 MOMynsuMy NPeanosioXMTENbHO 340POBbIX B3POCbIX MYXXYMH U KEHLUMH COCTaBNsAeT OT
135 mmons/n oo 145 mmons/n.

MpumevaHus:

1. PebepeHTHbIN nHTEepBan obbl4HO onpeaensoT Kak LueHTpanbHbln 95%-1 uHtepsan. [pyron pasmvep unu
acuMmeTpuyHas nokanunsaumsi pedepeHTHOro MHTepBasna MoryT COOTBETCTBOBATb OCODLIM crnydasiM.

2. PedepeHTHbIN nHTepBan MoXeT 3aBuceTb OT TUNa nepBuYHOro obpasua n Mcnonb3oBaHHOW npouenypbl
nuccrnegoBaHus.

3. B HEKOTOpbIX Cry4Yasx BaXXeH TOMbKO OAMH Guonormyeckun pedepeHTHbIN npeaen, Hanpumep, BepXHUA
npegen, X, U Takum obpasom, COOTBETCTBYHOLLMIA Bronorniecknii pedepeHTHbIN MHTEPBAr MOXET ObiTb MEHbLUE X
WUNn paBeH X.

4. TakMe TEepMUHbI, Kak "HOopMarnbHbIM psa”, "HOpMarnbHble 3HaAYeHus", ABNAITCA HeonpeaeneHHbIMU U’
NO3TOMY HE PEKOMEHAYIOTCS AN MPUMEHEHUS.

3.5. KomneteHTHOCTb (competence): [lpoaeMoHCTpUpOBaHHas CNOCOBHOCTb MPUMEHSATE 3HAHWS U YMEHMS.

MpumeyaHue. NoHATME KOMNETEHTHOCTM ONpeaeneHo, ncxonsa n3 obLero cMbiCna HacTosILLero ctaHgapTa.
YnotpebneHve aToro cnosa MoxeT bbiTb Bonee cneumduyHbiM B gpyrmx gokymeHtax NCO.

[ISO 9000:2005, onpegenexue 3.1.6]

3.6. [JdokymeHTmpoBaHHasa npoueaypa (documented procedure): Cneumcmyecknin cnoco® BbIMOMHATH
OEeATenbHOCTb UMM NMPOLECC, KOTOPble AOKYMEHTUPOBAHLI, BHEAPEHBLI U COOMOAATCA.

MpumeyaHus:

1. TpeboBaHUss OHA OOKYMEHTMPOBAHHOW Npoueadypbl MOryT ObiTb W3MNOXEHbl B OOAHOM [OKYMEHTE WUNn
bonee, 4eM B OQHOM [JOKYMEHTE.

2. AgantuposaHo 13 CO 9000:2005, onpegeneHune 3.4.5.

3.7. VccnepoBanne (examination): Komnnekc onepauuii, oO6bEKTOM KOTOpbIX SIBNSETCA OMNpeaeneHue
3HAYEHMS UK XapaKTEPUCTUKM CBONCTB.

MpumeyvaHus:

1. B HekoTOpbIX AuCUMNIMHaxX (Hampumep, B MUKpobuonoruu) uccrnegoBaHue MpeacTaBnsaiT cobon
OeATenbHOCTb, COCTOSILLYIO M3 HECKOMbKMX TECTOB, HAOMIOAEHU UM U3MEPEHNI.

2. JlabopaTtopHble wnccnegoBaHWs, KOTOpble  OMpPedensT  3HayeHMe  CBOWCTBA, Ha3blBaloTCH
KONMMYECTBEHHbIMW, T.€. WCCMNEAOBaHUSA, KOTOpble ONpedensioT XapakKTepUCTMKM CBOWCTBA, Ha3sbliBalOTCA
KayeCTBEHHbIMM.

3. JlabopaTopHble UccrnefoBaHUs YacTo Ha3biBAKOT TaKKe aHanM3amn unm Tectamu.

3.8. MexnabopaTopHoe cnuyeHue (interlaboratory comparison): OpraHusauus, BbINOHEHWE U OLIEHUBAHWUE
N3MEPEHNA UNN TECTOB OOHUX U TEX XE WM CXOOHbIX OOBEKTOB B OLHOW WIN HECKOmNbKMX nabopaTopusx B
COOTBETCTBMU C NpeaBapuTeNbHO onpeaeneHHbIMU YCIOBUSIMU.

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

3.9. BaBepytowmii nabopartopuen (laboratory director): Jluyo (nuua), oTBETCTBEHHOE 3a nabopaTopuio U
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ynpasnsioLiee eto.

MpumeyaHus:

1. ns uenen HacTodAllero cTaHgapta - NUUO WNKW NuUua, KOMMEKTUBHO MPU3HaHHbIE KaK pPyKOBOAWUTENb
naboparopuu.

2. HaumnoHanbHble, permoHarnbHble U MECTHbIE NpaBuna MoryT TpeboBaTb onpeaeneHHon KBanudukauum n
obpa3oBaHus AaHHOTo nvua.

3.10. PykoBoactBo nabopatopumn (laboratory management): JIuuo (nuua), KOTopoe pykoBOAWT U ynpasnsieT
(pykoBOOAT ¥ yNpaBnsaoT) 4eATENbHOCTBLIO nabopaTopun.

MpumeyaHune. TepmuH "pykoBOACTBO Nnabopatopumn” aBnsieTc CMHOHMMOM TEPMUHA "BbiCLLEE PYKOBOACTBO"
B ISO 9000:2005.

3.11. MeawnumHckas nabopaTopus, knuHudeckas nabopartopusi (medical laboratory, clinical laboratory):
Jlabopatopusa, koTtopas npoBoauT Ouonorvyeckne, Mukpobuonornyeckme, MMMYHOSOMMYECKME, XUMUYECKME,
UMMYHOremMaTomnormdeckne, rematonornyeckue, Oumodusndeckme, UUTOMOrMYECKNe, TUCTONATONOrMyeckme,
reHeTM4yecKkne unu apyrme uccrnefoBaHus MaTtepuanos M3 OpraHnama 4YenoBeka B Lensix nonydeHuns nHpopmauum
ONS OUarHOCTUKK, NpeaynpexaeHns n nedveHnss 60onesHn nnm OLEHKM COCTOSIHMS 300POBbS YerioBeka U Kotopas
MOXET OKa3aTb KOHCYIbTaTMBHYK NOMOLLb OTHOCUTENBHO BCEX acnekToB NnabopaTopHbIX UCCnegoBaHWiA, BKKOYas
WHTEepnpeTauuio pe3ynbTaToB ¥ peKOMeHOauMo AanbHeENWmX HeobXoauMbIX NCCNeSOBaHNNA.

MpumeyaHne. BT uccnefoBaHUA Takce BKMYalT B cebsi npoueaypbl Ans onpeaeneHnsi, U3BMEpeHnst unm
WHblE ONUCAHWSA NPUCYTCTBUS UM OTCYTCTBUS Pa3NIUYHbIX BELLECTB MM MUKPOOPraHM3MOB,

3.12. HecootBeTcTtBME (nonconformity): HeBbinonHeHne TpeboBaHu.

[1SO 9000:2005, onpenenexne 3.6.2].

MpumevaHue. [pyrve 4acTto nNpuUMeHsieMble TepMUHbl: HebnaronpuaTtHoe cobbiTve, owubka, WHLMAOEHT,
CMy4anHOCTb.

3.13. UccneposaHme no mecty nevenus (point-of-care testing, POCT, near-patient testing): ccnepgosaHue,
BbINMOSIHAEMOE BO3Mle NauVeHTa UMM B MECTe ero HaxoXOeHUs, C pe3ynbTaTOM, MOSTyYEeHHbIM HEMELNEHHO W,
BO3MOXHO, BEOQYLLMM K U3MEHEHUIO NEeYeHns naumeHTa.

[ISO 22870:2006, onpenenenne 3.1]

3.14. Tlpouenypbl nocne wuccnegoBaHus, nNocTaHanuUTUYeckun aTan (post-examination procedures,
postanalytical phase): [lpouegypbl, XpPOHOMOrMYECKM HaunHawLWMecs Mocne uUccnegoBaHWs,  BKIoYas
paccMOTpeHWe pes3ynbTaToB, XpaHeHwe Ouonorumyeckoro martepwana, yganeHuwe npobbl M OTXOQOB;
dopmaTupoBaHue, nHTeprnpeTaumto, opopmIeHne 1 Bbigadvy pe3ynbTaToB UCCITEA0BAHUN, UX XpaHEHNE.

3.15. Tlpouenypbl nepen wuccnegoBaHueM, MpeaHanuTMyeckui atan (pre-examination procedures,
preanalytical phase): Npoueaypbl, XpOHOMNOIMYECKN HAYUHAOLLNECS C HAa3HAYEHUS] KITMHULMCTOM MUCCNEeSOBaHUS,
BKITIOYEHUSI MCCNeaoBaHWsS B 3asiBKY, MOArOTOBKA MauMeHTa, B3ATUE NEPBUYHON MpOObI, TPaHCMNOPTUMPOBKY €€ B
nabopaTopuio 1 3aKkaH4YMBalOLWMNECs Havyarom UccrnegoBaHums.

3.16. MepeBuuyHaa npoba, obpasey (primary sample, specimen): [OuckpeTHas nopumsi GUONOrM4ECKon
XWOKOCTW, BblAbIXaeMOro Bo3ayxa, BONOC Unu TKaHeK, B3aTasa ANsl MCCNeaoBaHus, U3y4YeHUs Unn aHanu3a OaHOoMn
W HECKOMbKUX BESTMYMH MM CBONCTB, KOTOPbIE NpeAnonaraeTcs npunucaTb Lienomy.

MpumeyvaHus:

1. Pabouass rpynna no rrnoGanbHOM rapmoHu3aumyM ucnosnb3yeT TepMyH obpasely B PYKOBOAALLMX
OOKYMEHTax Mo rapMoHusaumu, obosHadas npoby GMONorMyeckoro NPOUCXOXAEHUS, NpedHasHaYeHHy Ans
nccrnefoBaHusi B MeauLMHCKOM nabopartopun.

2. B HekoTopbix gokyMmeHTax MCO n CEH obpa3sey onpeneneH kak "6uonornyeckas npoba, B3saTast U3 Tena
Yyenoseka".

3. B HekoTopbIx cTpaHax TepmuH "obpaseyl” ncnonb3yeTcs BMECTO MEepBMYHON Npobbl (Mnu ee nopuwmm),
KoTopas ABnsieTcss Npobon, NOAroTOBNEHHOW AN Nepeckiniki B nabopatopuio (Mnv nonyyaemyto nabopatopuven) un
npegHasHa4YeHHyo AN UccrneaoBaHus.

3.17. MNpouecc (process): COBOKYMHOCTb B3aMMOCBSA3aHHbIX UMM B3aMMOZENCTBYOLWMX AEACTBUNA, KOTOpble
npeobpasyoT BXOAbl B BbIXOAbI.

MpumeyvaHus:

1. Bxogpl B npouecc 06bI4HO ABMSIOTCA BbIXOAAM M U3 ApYrMx NpoLECCOB.

2. AgantuposaHo 13 CO 9000:2005, onpegenenune 3.4.1.

3.18. KavecTBo (quality): CTeneHb, C KOTOPOW pSA NPUCYLLNX XapaKTEPUCTUK YOOBNETBOPSIOT TpEOOBaAHNSIM.

MpumeyaHus:

1. TepMuH "kadecTBO" MOXET NPUMEHSATLCS C NpunaraTenbHbIMK "Nnoxoe", "xopowee", "é6necTsiiee".

2. "lMpucyLLee" kak NPOTUBOMONOXHOE "NpUNMcaHHOMY" MOXET O3Ha4aTb NMOCTOSIHHYIO XapakTePUCTUKY.

[ISO 9000:2005, onpegenenne 3.1.1]
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3.19. Wnpukatop kayectBa (quality indicator): Mepa cTeneHn, C KOTOPOW COBOKYMHOCTb MPUCYLLNX
XapaKkTepucTuk ygosnetsopseT TpeboBaHuaM.

MpumeyaHus:

1. Mepa moxeT OblTb BblpaxeHa, Hanpumep, kak % pocturHytoro (% B npegenax YCTaHOBIEHHbIX
TpeboBaHuin),% pedektoB (% BHE YCTaHOBMEHHbLIX TpeboBaHwun), AedeKTbl Ha MUIIIMOH Cly4yaeB MUINW B ckane
LWecTb curma.

2. VHOvkaTopbl KayecTBa MOryT W3MepsATb CTEMeHb COOTBETCTBMS OpraHmM3aumMm MNoTpebHOCTSM U
TpeboBaHMAM Nonb3oBaTenemn n Ka4ecTBO BCEX ONEpPaLNOHHbIX MPOLECCOB.

Mpumep. Ecnm  TpeboBaHumem  sABnseTcd  nonydyeHne  nabopatopmen  Bcex Npob  Moun
HEKOHTAaMWHUPOBAHHBIMW, TO YMCMO MOMYYEHHbIX KOHTAMUHWPOBAHHBIX NPOO Kak % BCEX MOMyYeHHbIX MNpob
(MpucyLas xapakrepucTmka npouecca) CryxuT Mepon KayecTsa npouecca.

3.20. Cuctema mMeHemxmMmeHTa kadectBa (quality management system): Cuctema MeHegXMeHTa ynpasnieHns
N KOHTPOINSA AesaTenbHOCTU opraHm3aunm Ana obecnedyeHuns kavyecTsa.

MpumevaHus:

1. TepmuH "cuctema MeHemXMeEHTa KavyecTBa", MCMOMb30BaHHLIN B 9TOM ONpeAenieHnn, cBa3aH ¢ 0bLwmm
ynpaBneHneMm AeATEenbHOCTbI, MOCTaBkaMuW U MEHeIKMEHTOM pecypcoB, Mpoueccamu npeaHanuTuyeckoro,
aHanMTUYeCKOro U NOCTaHaNUTMYEeCKOro 3TanoB, OLEeHMBAHNEM 1 NOCTOSIHHBIM COBEPLUEHCTBOBAHNEM.

2. AgantuposaHo u3s MICO 9000:2005, onpegeneHue 3.2.3.

3.21. MonuTnka kavectsa (quality policy): ObLwune HamepeHnst 1 HanpaBneHnst AesiTeNbHOCT nabopaTopuuy,
OTHOCSILLMECS K Ka4ecTBY, CHOPMYNMPOBaHHbIE PYKOBOACTBOM flabopaTopun.

MpumeyaHus:

1. OBbIMHO MOMMTUKa KadecTBa COOTBETCTBYET OOLLeN NONMTMKe opraHusauvMm U ycTaHaBrMBaeT paMKu
COBOKYMHOCTW Lienewn kadecTaa.

2. AgantuposaHo u3 MICO 9000:2005, onpegenenue 3.2.4.

3.22. Llenn ka4ecTtBa (quality objective): )Kenaemoe n Luenenonaraemoe, 0THOCSALLIEECS K Ka4ecTBy.

MpumevaHus:

1. Llenn kayectBa 06bIMHO OCHOBaHbI HA MONUTHKE KadYecTBa nabopatopun.

2. Llenu kayecTBa 06bIYHO YCTAHOBIEHBI A1 COOTBETCTBYIOLLMX (DYHKLMIA U YPOBHEN B OpraHvM3aunm.

3. AgantuposaHo n3 UCO 9000:2005, onpegeneHune 3.2.5.

3.23. BcnomoratenvHas (cybnogpsaHas) nabopatopus (referral laboratory): BHelwHsis nabopatopus, B
KOTOpYIO OTCbINaT Npoby Ans NpoBeAEHUS UCCNEAOBaHNS.

MpumeyaHne. BcnomoratensHyto nabopaTtopuio pykoBoAcTBO NabopaTopumn BbIOUpaeT OHA HanpaBneHusl B
Hee Npo6bl MM YacTn nNpobbl U NPOBEAEHNs UCCNefOBaHUS UM B criydae, Korga He MOXET ObiTb BbINOSIHEHO
pyTMHHOE wuccregoBaHne. Takasa nabopatopus oTnuvaeTcd oT nabopaTopuun, OTHOCALWEWNCS K CcucTeme
0O6OLLIEeCTBEHHOIO  340pOBbsl, TOKCMKOMOrUKW, perucTpaumm Onyxomnu, unuM OT LUeHTpanbHonm nabopartopun,
HanpasneHne npob B KOTopyto TpebyeT CTPyKTypa unu npasuna.

3.24. MNpoba (sample): OgHa nnm HeckonbKo YacTen (Nopumi), KOTopble B3SThbl U3 NEPBUYHON NPOBbI.

Mpumep. O6bem (nopums) CbIBOPOTKU, B3AThIN U3 BonbLuero o6bema CbiIBOPOTKU.

3.25. Bpems obopota Tecta (turnaround time): lMepuog BpemeHn mMexay OBYMS cneumduumpoBaHHbIMU
TOYKaMu - Ha3Ha4YeHNEM UCCeJOBaHUS 1 Bblgaden ero pesynbraTa, BKoYas npeaHanmMTu4ecknii, aHanmTu4eckui
N NOCTaHanUTUYECKNIA NPOLIECCHI.

3.26. Banvpauusa (validation): lMopTBepxaeHwe, nyTem npeaocTaBrneHusi oObEeKTUMBHLIX [oKa3aTernbCcTB
COOTBETCTBMSA TpebOoBaHNSIM NpeaHa3HaYeHHOro NPUMEHEHUST U UCMONb30BaHKS.

MpumeyaHus:

1. TepmuH "BanmMamMpoBaHHbIN" ncnonb3yeTcs Ang 00603HayYeHns COOTBETCTBYIOLLIErO cTaTyca.

2. ApantuposaHo 13 NCO 9000:2005, onpegenexve 3.8.5.

3.27. Bepudmkauusa (verification): MNMoareepxaeHue, nyTem npefocTaBleHns OOBEKTMBHBIX AOKa3aTeNbCTB
BbINOMHEHNs cneunduunpoBaHHbIX TpeboBaHNA.

MpumeyvaHus:

1. TepmuH "BepudmLmMpoBaHHbIA" ncnonb3yeTcs Ans 0603HayYeHnss COOTBETCTBYHOLLLErO cTaTyca.

2. MNoaTteepxaeHne MoXeT BKNoYaTh Takme BUAbl AENCTBURN, Kak:

- BbIMOJTHEHWE anbTEePHATUBHbBIX PACYETOB;

- CpaBHeHMe HOBbIX crieuundmkaumin ¢ NoA0OHBIMY AoKa3aHHBIMK CneLnUKaLnaMmu;

- MpoBefEeHNe TECTOB U AEMOHCTPALNIA;

- MpoBepKa LOKYMEHTOB NEpPes MUX BbIMYCKOM.

[ISO 9000:2005, onpeneneHune 3.8.4]
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4. TpeboBaHUA K MEHEXKMEHTY

4.1. OpraHusauus n OTBETCTBEHHOCTb MEHEKMEHTA.

4.1.1. OpraHusauus.

4.1.1.1. O6LiMe nonoxeHus.

MeguuuHckas nabopatopus (ganee ynoMuHaemass Kak "nabopatopus) [OOMKHblI COOTBETCTBOBATb
TpeboBaHMAM HACTOSALLEro CTaHAapTa Npu BbIMNOMHEHWUM CBOel paboThl B YCNOBUSIX MOCTOSIHHOTO pa3MeLLeHnst unm
B MOOUIIbHBIX YCMOBUSIX.

4.1.1.2. Opnanyeckoe nuuo.

JlaGopaTtopusi unm opraHu3aumsi, 4acTblo KOTOpPOW SABMsSieTcs nabopatopusi, AOMKHA HECTU HpUOUNYECKYHO
OTBETCTBEHHOCTb 3a CBOK AEeATENbHOCTb.

4.1.1.3. 3Tnyeckoe noseaeHue.

PykoBoacTBo nabopaTtopun JOSMKHO YCTaHOBUTE NMOPSIAOK, KOTOPLIN obecnevmBaeT cneaytoLlee:

a) oTcyTcTBME ydacTust B Nobon OeATenbHOCTU, KOTOpas CnocobHa CHU3UTb OOBEpPUE K KOMMETEHTHOCTU
naboparopum, 6ecnpucTpacTHOCTU, CNPaBeANMBOCTY UK ONEePaLMOHHON LLEeNOCTHOCTY;

b) pykoBoacTBO M nepcoHan cBoOOAHbI OT HEMPUEMIIEMbIX KOMMEPYECKNX, (DMHAHCOBBIX U NHbIX OABMNEHUA U
BMUSHWUIA, KOTOPbIE MOrNM Obl HEONAronpuATHO BO34ENCTBOBaTbL HA KA4eCTBO MX paboThl;

C) Npv BO3HWKHOBEHWM MOTEHLMANBHOIO KOH(NMNKTA KOHKYPEHTHBIX MHTEPECOB O HUX OOMMKHO ObiTb OTKPBLITO
N COOTBETCTBYIOLLMM 00pa3oM 3asiBeHO;

d) nmeroTCcs COOTBETCTBYIOLME NpoLeaypbl, obecnevmBarolme obpalleHne nepcoHana ¢ 4YernoBeyvyecknMu
npobamu, TKaHAMM UM OCTaHKaMM COrNacHO COOTBETCTBYIOLLUM TpeOOBaHUAM 3aKOHa;

e) cobnogaeTcsa KOHOUAEHUMAaNbLHOCTb MHOPMaLUN.

4.1.1.4. 3aBeayowmn nabopatopuen.

Jlabopatopusi 4omKkHa pyKOBOAUTLCS NMLOM WMAKM nuuaMu, 06rnagatroLMMm KOMNETEHTHOCTBIO U HECYLL MMM
OTBETCTBEHHOCTb 3a NpefoCTaBnsiemMble ycrnyrm

OTBETCTBEHHOCTbL pyKoBoAWUTEns nabopaTopun [[OSKHA BKMAYATb MNpodheccuoHarnbHble, Hay4Hble,
KOHCYNbTaTUBHbIE, OpPraHM3auuoHHble, aAMWHUCTPATMBHbIE W OOpasoBaTenbHble BOMPOCHI, OTHOCSLMECS K
ycnyram, npegoctasnsieMbiM nabopaTopuen.

3aBegytowmn  nabopaTopvenn MOXeT nopyyaTtb u30bpaHHble 00A3aHHOCTU W/MNM  OTBETCTBEHHOCTb
KBannuunMpoBaHHOMY MepcoHalny, OAHAaKO COXpaHsiTb 3a COOOM OKOHYaTerlbHYH OTBETCTBEHHOCTb 3a 06Lime
onepauun n agMMHUCTpaumto nabopaTtopum

O6a3aHHOCTM M OTBETCTBEHHOCTb 3aBeAyOLLEro nabopatopueit JOMmMKHbI ObITb JOKYMEHTUPOBAHDI.

3aBenytowmn nabopaTtopuen (UNu OTBETCTBEHHbIE 3a OnpeenieHHble 0083aHHOCTM) AOMKHbI obnagaTb
HeobX04MMON KOMNETEHTHOCTbIO, NPaBamMun 1 pecypcamu, YTobbl BeINOMHATL TpeboBaHMsA HacTosILLEro cTaHgapTa.

3aBegyoLmii nabopatopuen (UM OTBETCTBEHHbIN/OTBETCTBEHHbIE) AOMMKEH (QOMKHbI):

a) ocywecTenAaTe 3MdEKTUBHOE YrNpaBneHne MeaULMHCKMMKU NnabopaTopHbIMKU - ycryraMu, BKroyasi
nnaHupoBaHue OlmKeTa U ynpaBrneHne (UHAHCMPOBAHMEM, B COOTBETCTBUM C [OOBEPEHHOW €My
OTBETCTBEHHOCTbIO,

b) acdbdhekTUBHO OCYLLECTBNATL KOHTAKTbl C COOTBETCTBYIOLLMMM aKKPEAUTALMOHHBIMA U pPerynupyoLwmmm
areHTcTBamn,  ouUManbHbIMU  aOMUHUACTPATMBHBIMA  OpraHamu,  COOOLLEeCTBOM  3[ApaBOOXPaHEHMS,
obcnyxMBaeMbiMM NauMeHTaMm U y4acTHUKaMu hopMarbHbIX COrnalleHnin, npyu HeobxoanmocTy;

c) obecneunTb HamuuMe COOTBETCTBYHLIENA 4YWUCIIEHHOCTU MepcoHana, obnapatowero obpasoBaHMEM,
MOArOTOBKOW M KOMMETEHTHOCTbI, HEeoOXoAMMbIMKM Ofs  OKa3aHWs MeLMUUHCKMX nabopaTopHbIX  YChyr,
oTBevarLWwmx NnoTpebHocTaM 1 TpeboBaHMAM Nonb3oBaTenen;

d) obecneunTb BHEOPEHWNE NOMUTUKN Ka4ecTBa;

e) cosgaTtb Ge3onacHble ycnoBus paboyer cpedbl, COOTBETCTBYIOLLME XOPOLLEN NPaKTuke U npuemnembiM
TpeboBaHusM;

f) coTpygHmyaTb C MeEOMUMHCKAM MnepcoHaniom OOCNyXMBaeMOW OpraHusauumm, ecriv 310 NpuemsnemMo u
OCYLLEeCTBMMO;

g) obecneunTb npenocTaBeHNEe KIMHUYECKOW KOHCyNbTauMmM B OTHOLWIEHMM BbiboOpa uccnegoBaHus,
ncnonb3oBaHusa NabopaTopHbIX YCIyr U MHTepnpeTaLmm pe3ynbTaToB UCCIEAOBAHUIN;

h) BbIGMPaTbL N MOHUTOPMPOBATL NOCTaBLLMKOB;

i) BbIGBMpaTb BCnomMoraTenbHble nabopaTopmm U MOHUTOPMPOBAaTb KA4YeCTBO MX ycnyr (CM. Takke 4.5);

j) NnpegocTaBnsTb NporpaMmmbl NPoeccnoHanbHOro COBEPLLEHCTBOBAHUA ANis TabopaTopHOro nepcoHana u
BO3MOXHOCTM y4acTBOBaTb B HAYYHOW U MHOWM AeSATENBHOCTU NMPOdECCUOHANBbHBIX TAabopaTOPHbIX OpraHM3auuii;

K) onpegenutb, BHEAPUTb U MOHUTOPUPOBATL CTaHAAPTbI BbINOMIHEHUS U YYYLIEHUS KAa4ecTBa MEOULMHCKNX
nabopaTopHbIX YCnyr;
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MpumeyaHne. 3To MOXeT OblTb OCYLLECTBNEHO, Hanpumep, 4epe3 KOMUTETbl MO COBEPLUEHCTBOBAHMIO
KayecTBa OCHOBHOWN opraHu3aLmu.

I) MOHMTOpUpOBaTL BClO paboTy, BeINONHAEMYIO B nabopatopun, 4ToObI onpeaenuTs, Y4To Gbina BelpaboTaHa
KMMHUYECKN BaxxHas nHdopmaums;

m) paccmaTpvBaTtb N6yl xanoby, 3anpoc unu npegnoxeHve oT nabopaTopHOro nepcoHana w/wnm
nonb3oarenen (cM. Takke 4.8, 4.14.3 n 4.14.4);

n) paspaboTatb U BHEOPWUTb NMaH Ha HenpeaBuAEHHble 0b6CcTosATENBCTBA, YTOObI 06ecneynTb OCTYMHOCTb
CYLLECTBEHHO BaXHbIX MCCNEAOBaHWI MPU 3KCTPEHHON MOTPEOHOCTM B HUX WM MpU OPYrUX YCMNOBUSIX, KOrda
nabopaTopHbIe YCyrn OrpaHUYeHbl UM HEJOCTYMHBI;

MpumeyaHwue. MNMnaHbl Ha HenpeaBMAEHHbIE OOCTOATENbCTBA AOJPKHBI NEPUOOUYECKN UCTBITHIBATLCS.

0) NNaHMpoBaTh W YNpaBnsaTb Hay4YHbIM UCCNefoBaHMEM 1 pa3paboTkom, Koraa 3To HeoBXoauUMO.

4.1.2. OTBETCTBEHHOCTb PYKOBOACTBA.

4.1.2.1. O6aA3aHHOCTN pyKOBOACTBA.

PykoBoacTtBo nabopaTtopum QOMMKHO MpeacTaBnAaTh AoKasaTenbcTBa ero ob6ssaHHoOcTen no padpaboTke u
BHEOPEHMWIO CUCTEMbl MEHE)KMEHTA KayeCTBa Y NOCTOSHHOMY €€ YIy4LLIEHUIO NyTeMm:

a) UHopMMnpoBaHMS abopaTopHOro nepcoHarna 0 BaXXHOCTU COOTBETCTBUS NOTPebHOCTAM 1 TpeboBaHnsaM
nonb3oBarernen (cm 4.1.2.2), a Takke TpeboBaHMA akkpegmTaumm u NpaBus;

b) yrBepxaeHuns nonutukm kavectsa (cm. 4.1.2.3);

c) obecneveHns: ycTaHOBMEHUS LieNnen kKayecTsa 1 nnaHMpoBaHus (cm. 4.1.2.3);

d) onpeaeneHuns oTBETCTBEHHOCTU, NpaB 1 B3aMMOOTHOLLEHUI BCero nepcoHana (cm. 4.1.2.5);

€) yCTaHOBMEHUS NPOLIECCOB KOMMYHMKauui (cm. 4.1.2.6);

f) Ha3HayeHWs OTBETCTBEHHOMO MO KayecTBY (NepCcoHanbHO HasHa4YeHHoro) (cM. 4.1.2.7);

g) nposegeHus 0630poB pykosoacTea (cm 4.15);

h) obecneyeHns KOMNETEHTHOCTM BCEro nepcoHana Ans BbiNofHeHUs cBonx obssaHHocTen (cM. 5.1.6);

i) obecnevyeHns OOCTYNHOCTW agekBaTHbIX pecypcoB (cMm. 5.1, 5.2 n 5.3) Ans BO3MOXHOCTU [AOMKHOMO
OCYLLECTBMEHUS NPeaHannTUYeCcKon, aHanUTUYeCcKon n NocTaHanMTU4eckon geatensHoctun (cm. 5.4, 5.5, n 5.7).

4.1.2.2. MoTtpebHOCTM Nonb3oBaTenen.

PykoBogctBo  nabopatopum  OOMmMKHO — obecneyutb, 4YTOObI  nabopaTopHble  ycnyru,  BKMA4Yas
COOTBETCTBYHLUME YCMYrM MO KOHCYNbTAUUSM U MHTEpnpeTauun, COOTBETCTBOBaNM MNOTPEOHOCTAM NauneHTOoB U
TeM, KTo nonb3yeTcs ycrnyramu nabopartopum (cm. Takke 4.4 n 4.14.3).

4.1.2.3. NMonutuka KayecTsa.

PykoBoacTBo nabopatopuy OOMKHO ONpeaenvTb HaMepeHUsl CBOEW CUCTEMbI MEHEeKMEHTa KadyecTBa B
nonuTuke kayectea PykoBoacTBo nabopatopum JOMKHO obecneunTb, YTOObl MONMTUKA KayecTBa:

a) CooTBETCTBOBAnNa Lensam opraHusaumu;

b) Bkntovana ycTpemMneHHOCTb K XxopoLuen nabopaTtopHON NpakTUKe, K UCCNeaoBaHusaM, KOTOpbIe OTBeYatloT
npegHasHa4YeHHOMY MCNONb30BaHMIO, K COrNMacoBaHHOCTM ¢ TpeboBaHMAMN HACTOSLLEero ctaHgapTa v NoCTOSIHHOE
COBepLUEHCTBOBaHWE KayecTBa NnabopaTopHbIX YCryr;

C) onpegensna pamku Ans yCTaHOBNEHWS 1 NepecMmoTpa Lenen KkavyecTsa;

d) 6bina n3BecTHa 1 NOHATHA B OpraHmn3aumy;

€) nepecmarpuBanacb A5 NOCTOSHHON NPUrOAHOCTMW.

4.1.2.4. Lenu ka4yecTtBa 1 nnaHnpoBaHue.

PykoBoacTBo nabopaTopmm JOMKHO YCTaHOBMUTL LIENN KAa4YecTBa, BKYas HeO6X04MMOCTb COOTBETCTBOBATL
noTpebHoCTAM 1 TpeboBaHMAM Nonb3oBaTenen NpU LOMMKHbIX (PYHKUMUSX U YPOBHSAX BHYTPWU opraHusauun. Llenm
KadecTBa OOKHbI OblTb M3MEPUMbI U COOTBETCTBOBATL MOMMUTUKE KayecTBa.

PykoBoacTBo nabopatopuy JOMKHO obecneyntb, YTOObI MNaHUMpOBaHWE CUCTEMblI MEHEOXXMeHTa KayecTBa
COOTBETCTBOBANoO TpeboBaHusaM (cMm. 4.2) u uenam kadectsa. PykoBoacTBo nabopatopuu SOMKHO obecneunTsb,
YTOObl LENOCTHOCTb CUCTEMbI MEHEeMXXMEeHTa KayecTBa MnoadepxuBanacb MNpu MNNaHMpPOBaHUM W BHEOPEHUU
N3MEHEHW B CUCTEMY MEHEMKMEHTa KavyecTBa.

4.1.2.5. OTBETCTBEHHOCTb, NMpaBa N B3aUMOOTHOLLEHUS.

PykoBoacTtBo nabopartopumn [OMmMKHO obecneyntb, 4TOObl OTBETCTBEHHOCTb, MpaBa M B3aUMOOTHOLLEHUS
ObIny onpegeneHbl, LOKYMEHTMPOBaHb! U cOObLLEHbI BHYTPU NTabopaTopHON opraHM3aumni. ATo SOIMKHO BKIHOYaTh
HasHayeHWe nul, OTBETCTBEHHbIX 3a Kaxayl nabopaTopHyl (YHKUMIO M Ha3Ha4deHue 3amecTuTenen Ans
KrntoYeBbIX NUL, PYKOBOASLLErO N TEXHUYECKOro nepcoHana.

Mpumeyanwue. MpusHaeTcs, YTo B HEDONbLUMX NAabopaTopusix COTPYOHMUKN MOTYT MMETb HECKONbKO (DYHKLIMI
W Has3HayeHve 3aMecTuTenemn aAns Kaxxaon yHKUUN HeNpakTUYHoO.

4.1.2.6. KoMMmyHUKaumm.

PykoBoacTtBo nabopaTopum LOMKHO MMETb 3ppeKTUBHbIE CpeacTBa CBA3M C nepcoHanom (cm. 4.14.4).
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3anucn npegmeToB coobLlleHWMi M CcOBellaHui OOMKHbl XpaHuTbcs. PykoBoacTtBo nabopaTtopum  OOMKHO

obecneuntb, 4TObBbl ObINM YCTaHOBMEHbl COOTBETCTBYIOLUME NPOLECCH CBA3M Mexay nabopaTtopuen w

obcnyxmBaembIMU yYpexgeHNaMN 30paBoOXpaHEeHMs U YTO CBSA3b obecneyvnBaeT aHEKTMBHOCTL NabopaTopHOro

npeaHanMTU4ecKkoro, aHanMTUYeCKoro 1 NOCTaHaNMTUYECKOro NPOLIECCOB N CUCTEM MEHEXKMEHTa KayecTBa
4.1.2.7. OTBETCTBEHHBIV MO KA4YeCTRY.

PykoBoactBo nabopaTopum OOSMKHO Ha3HaYWTb OTBETCTBEHHOrO MO KayecTBY, KOTOPbIA OOMMKEH WUMETb,
He3aBMCMMO OT ApYyrMx 06s3aHHOCTEN, AeNnerMpoBaHHble OTBETCTBEHHOCTb M NpaBa, BKovatLme B cebs:

a) obecneyeHne, BHeApeHWe W noggepkaHue npoLeccoB, HeObOXOOUMBIX ANs CUCTEMbl MEHEKMEHTa
KayecTBa;

b) mHdopmupoBaHne pykoBoacTBa nabopaTopuvM Ha YPOBHE MPUHSTUSA pPELUeHUMI MO MOMUTUKE, Lensm
KayecTBa W pecypcaMm O BbINOMIHEHUM CUCTEMbI MEHEMKMEHTa kadectBa M nobon noTpebHocTn ee
COBEpLUEHCTBOBAHWS;

C) obecneyeHne nogaepxky cCoobLLUEeHUN O Hyxdax u TpeboBaHusax notpebutenen BHYTpPW nabopaTopHOM
opraHm3auun.

4.2. Cuctema MeHe)KMeEHTa KavyecTBa.

4.2.1. Obwume TpeboBaHus.

JlaGopaTtopusi 4OMmMKHa YCTaHOBUTb, LOKYMEHTMPOBATb, BHEAPUTbL U NOAAEPXKMBATb CUCTEMY MEHEOXMEHTa
KaydecTBa M MOCTOSHHO ynydwaTtb ee 3¢pdeKTMBHOCTb B COOTBETCTBUMN C TPeOOBAHMSAMN HACTOSALWLEro cTaHaapTa.
CncrteMa MeHeKMeHTa KayecTBa [OJPKHA AEWCTBOBaTb OJ19 MHTErpaummM BCeX MpOLEeCcCoB, HEOOXOAMMbIX ONs
BbINOMHEHNS NOMUTUKM 1 Lenew KadyecTsa u oTBeYvaTb NoTpebHOCTAM 1 TpeboBaHUsIM Nonb3oBaTeNen.

JlaGopatopwus gormkHa:

a) onpegenqTb npoueccbl, HeobxoauMMble ANs CUCTEMbl MEHeMKMEeHTa kadecTtBa M obecneunTtb KX
npMMeHeHne BO BCel naboparopuu;

b) onpenenuTte nocneaoBaTenbHOCTbL M B3aMMOAENCTBUE STUX NPOLLECCOB;

C) onpenenuTb KpUTepum n meTtoapl, Heobxogmmele ansa obecneveHmsa Toro, 4Tobbl U onepaumm, 1 KOHTPONb
3TMX Npoueccos bbinm 3PPEKTUBHBI;

d) obecneuntb AOCTYMHOCTb PECYPCOB M MHGOPMALMK, HEOOXoAuMbIX ANA noggepXaHus onepauvi m
MOHWTOPWHra 3T1X MPOLIECCOB;

€) MOHUTOPMPOBATb U OLLEHMBATb 3TW NPOLLECCHI;

f) BHeOpuTb OENcTBuMSl, HEOOXOAMMbIE ANS OOCTWXKEHWUS 3aniaHWpPOBaHHbIX pPe3ynbTaToB M MOCTOSIHHOMO
ynyyLlEeHns 3TUX MPOLLECCOB.

4.2.2. TpeboBaHMs K JOKYMEHTaLNN.

4.2.2.1. O6LMe nonoxeHus.

JokymMeHTaumsa cucteMbl MEHeXXMeHTa kKadecTBa AOMKHa BKNoYaTb B cebs:

a) 3asBreHne o NonuMTuke kadvectaa (cm. 4.1.2.3) n uensx kavectsa (cm. 4.1.2.4);

b) pykoBoacTso no kavecTtBy (cMm 4.2.2.2);

C) npoueaypbl 1 3anucu, Tpebyemble HaCTOALWMM CTaHAAPTOM;

d) pokymeHTbl M 3anucu (cm. 4.13), onpepeneHHble nabopatopuen gnsa obecnedeHus 3heKTUBHOCTM
NNaHNPOBaHUSA, BbIMOMHEHUS U KOHTPOIS 3TUX MPOLECCOB;

€) KOMWM COOTBETCTBYHIOLLMX MpaBuIl, CTaHAApTOB U APYrMX HOPMATUBHBIX LOKYMEHTOB.

MpumeyaHue. [JokymeHTaLmsa MOXeT ObiTb Ha cpefe nobon opMbl UNM TMNa, KoTopas Nerko JoCTyrnHa U
3alumLleHa OT Hepa3peLLeHHbIX M3BMEHEHUI 1 HEXENATENbHOIO NOBPEXAEHNS.

4.2.2.2. PykoBOACTBO NO KayecTBy.

Jlabopatopwusi formkHa pa3paboTaTb U BECTU PYKOBOACTBO MO KAa4eCcTBY, KOTOPOe BKMoYaeTe cebs:

a) nonuTKKy Kayectaa (cM 4.1.2.3) nnu CCobifnky Ha Hee;

b) onncaHne obnactn NpMMeHeHns CUCTEMbl MEHEXXMEHTa Ka4yecTBa;

C) npegcTaBneHWe CTPYKTypbl OpraHuM3auum M pykoBoACTBa nabopatopum M ee mecTa B OCHOBHOM
opraHu3auuu;

d) onvcaHue ponen 1 OTBETCTBEHHOCTU pyKoBoAcCTBa NnabopaTopuu (Bknioyas 3asegyrowlero naboparopuen
1 OTBETCTBEHHOIO MO Ka4yecTBy) Ans obecrneyeHns COOTBETCTBUS C HACTOSALLMM CTaHOAPTOM;

€) onucaHue CTPYKTYpbl W B3aMMOOTHOLUEHMI OOKYMEHTaUUW, MUCMONb3yeMOW B CUCTEME MEHeMXMeHTa
KayecTBa;

f) LOKYMEHTMPOBAHHbLIE MOMUTUKW, YCTAHOBIMEHHbIE ANSi CUCTEMbI MEHE)KMEHTA Ka4yecTBa, W CCbINKU Ha
PYKOBOZASILLYIO Y TEXHUYECKYIO AeATENbHOCTL AN €€ NOAAEPXKKN.

Becb nabopaTopHbii nepcoHan [AOMKeH MMETb [[OCTyn U ObiTb MPOUHCTPYKTUPOBAH OTHOCUTESbHO
NCNONb30BaHUSA U NPUMEHEHUSA PYKOBOACTBA MO KA4YeCTBY U CCbINOYHbLIX JOKYMEHTOB.
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4.3. KOHTpOnb AOKYMEHTOB.

JlabopaTtopusa AgomkHa KOHTpONMpoBaTb LOKYMEHTbI, Tpebyemble CUCTEMOW MeEHeOXMeEHTa KayecTBa, U
obecneunTb NpegoTBpaLLEHNe HeXenaTenbHOro NCNorb30BaHMsA Nboro yctapesLLero Ao0KyMeHTa.

MpumeyaHus:

1. [JOKyMEHTbI, KOTOpbI€ JOJPKHbI NOAeXaTb KOHTPOI, MOryT ObiTb O4eHb BapuabenbHbIMU B 3aBUCUMOCTH
OT Bepcum unm cpoka. NpumepamMmm MOryT CnyXnTb 3asiBNEeHUS O NMOMUTUKE, MHCTPYKLMM MO NPpMMEHeHMIo, paboyne
KapTbl, npoueaypbl, crneuudmkaumm, ¢opmbl, KanubpoBoyHble Tabnuupl, OGuonornveckne pedepeHTHbIe
WHTEepBamnbl M WX WCTOYHUKW, Tabmuvupbl, NOCTEpbl, 3aMeTku, MeMOpaHAyMbl, OOKYMEHTauusi KOMMbITEPHbIX
nporpaMM, PUCYHKW, MNaHbl, COrMaweHUs W [AOKYMEHTbl BHELLUHEro npoWCXOXAEHWs, Takue Kak npasuna,
cTaHgapThbl, CNPaBOYHUKU, U3 KOTOPbLIX B3ATbI ONMcaHus npoueayp nccnegoBaHun.

2. 3anucu, cogepxaliue uHgopmaumio o6 oTAenbHOM MOMEHTE BpEMEHM, YCTaHABNMBAIOLLYIO AOCTUTHYThbIE
pe3ynbTaTbhl UNX coaepKalllylo AoKa3aTenbCTBa NPOU3BEAEHHON AeATENbHOCTU, COXPaHsieMble B COOTBETCTBUN C
TpeboBaHuaMU, NnpuBeaeHHbIMU 4.13, KoHTponb 3anucen.

Jlabopatopua pomkHa MMeTb [OKYMEHTMpOBaHHble npouenypbl Ans  obecneyeHuss COOTBETCTBUA
cneayroLnm yCnoBUsIM:

a) Bce OoKymeHTbl, BKMo4Yas coaepXKalinecs B KOMMbIOTEPU3OBAHHOW CUCTEME, U3OaHHbIE Kak 4acTb
CUCTEMbl MEHEMXMEHTa KayecTBa, PacCMOTpeHbl U 0J0bpeHbl YNONHOMOYEHHBIM MEepcoHanoMm nepeq Mx
BbIMYCKOM.

b) Bce [OKYMEHTbI UAEHTUHULNPOBAHBI Y UMEIOT:

a) HAUMEHOBAHMUE;

b) eauHoo6pasHyo naeHTUdMKALMIO Ha KaXKO0W CTpaHULE;

C) oaTy Bbinycka u/unv HoMep n3gaHus;

d) Homep cTpaHuLbl U3 obLero Yncna cTpaHuy (Hanpumep, "ctp. 1 n3 5", "ctp. 2 uz 5");
€) aBTOPCTBO M34aHus.

MpumeyaHune. "MispaHne" o3HayaeT OAMH U3 BbIMYCKOB, OTMEeYaTaHHbIX B pasHOe BPEMs U cogepKallumx
N3MEHEHNS U yCOBEpPLLUEHCTBOBaHMSA "M3aaHne” MOXHO paccmaTpumBaTh Kak CMHOHMM "nepecmoTpa” unu "sepcun'.

c) [aHHble aBTOpPM3OBaHHbIE U3OAHUS W UX PaCMpPOCTPaAHEHWE WAEHTUULMPYIOT C MOMOLLBI NepeyHs
(Hanpumep, perncTp JOKYMEHTOB, XXypHan, UHOEKC).

d) Tonbko OencTByloLME, aBTOPU3OBAHHbIE U3OaHUA MPUMEHAEMbIX OOKYMEHTOB UMEKTCA B MecTe uX
NCNONb30BaHUA.

e) B cnyyae, ecnu cucteMa KOHTponsi JOKYMEHTOB nabopatopuy paspellaeT BHOCUTb UCMpaBlieHUs B
OOKYMEHTbl OT PYKM, Ha CPOK 4O HOBOrO M3daHuUs OOKYMEHTa, npoueaypbl U paspelleHust Takux ucnpabBrneHun
OOMMKHbI OblTb onpeferneHbl, UCMPaBNeHUsT YEeTKO MOMEYeHbl, CHabXeHbl UMEeHaMu U gatamu, U yny4dlweHHoe
nsgaHne JOKYMeHTa AO0MKHO ObiTb OCYLLECTBNEHO Yepes YCTAaHOBIEHHbIN NEPUOA BPEMEHU.

f) UsmeHeHuns B gOKyMeHTe JOMKHbI B6bITb MASHTUULMPOBAHDI.

g) JokymeHTbl XpaHaTca B hopme, AOCTYNHOW ANS YTEHUS.

h) [dokymeHTbl nmepuoanyeckn nepecmaTpuBaloTCAa U MOAEPHU3MPYHOTCA C YacToTon, obecneyvBaroLLen
COXpaHeHne Ux NPUrogHoCTu.

i) YcTapeBLuMe KOHTpONMpyemble JOKYMEHTbI AaTMPYOT M OTMEYaloT Kak yCcTapeBLume.

j) Mo «kpanHeh Mepe, oAHa KOMWUS YyCTapeBLUEro AOKYMEHTa COXpPaHseTcs B TeyeHuwe onpenerieHHoro
nepuoga BpeMEHM U B COOTBETCTBUE C COOTBETCTBYIOLLMMMW YCTAHOBIIEHHLIMU TPEBGOBaHUSIMU.

4.4, CornawweHuve o6 ycrnyrax.

4.4.1. YcTaHOBneHWe cornatleHunsi ob ycrnyrax.

JlaGopatopusi 4OMmMKHA MMETb JOKYMEHTUPOBAHHYHO NPOLIEAYPY YCTAHOBIEHMSA M MepecMoTpa COrmnalleHnst o
npeaocTaBneHMn MeANLMHCKMX NabopaTopHbIX YCNyr.

Kaxgplin 3anpoc, NpuHATEIN nabopatopuen ansg NnpoBeAeHus UCCrefoBaHus (MCCreqoBaHnii), OOMKEH ObiTb
npegycMoTpeH CornalleHnem.

CornawweHnust 0 NnpeaocTaBneHnm MeQULMHCKNX NTabopaTopHbIX YCNyr OOIDKHbI NpeaycMaTpuBaTh 3anpochl,
nccnenoBaHus u oTveThl. B cornmawennn gomkHO ObiTb YCTAHOBIEHO, Kakast MHOpMaLmMsa SOMKHa cogepXaTbes B
3anpoce ana obecnevyeHns BbINONHEHUS COOTBETCTBYIOLLIEIO UCCNEAOBaHNS U MHTepnpeTaumn pesynbrara.

Mpu BCTynneHun nabopatopuy B corfawleHMe O NPefoCTaBiEHMUM MEAMLMHCKUX NabopaTopHbIX yCcnyr
OOIMKHbI BbITh COGMIOAEHbI CrieayoLne YCroBUs:

a) TpeboBaHMsA KNMMEHTOB, NOMb30BaTeNen N opraHM3aTopa NpefocTaBneHnss MeAULMHCKMX nabopaTopHbIX
yCcnyr, BKMYas noanexawue BbIMONIHEHWMIO MPOLECChl  WUCCNEeAOBaHWA, [[OJKHbI  ObiTb  OnNpeneneHsb,
OOKYMEHTUPOBaHbI U MOHATHBI (CM. 5.4.2 n 5.5).

b) lTabopaTopusa gomkHa nmeTb CNOCOBHOCTb U pecypchbl Anst TOro, YTOObLlI COOTBETCTBOBATL TPebOBaHUAM.

c) JlabopaTopHbIi nepcoHan OOMMKEH WMETb YMEHWss U 3HaHus, Heobxogumblie ANS  BbINOMHEHUS
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npeanonaraemMbiX UCCnegoBaHUN.

d) N3bpaHHble Npoueaypbl UCCNeaoBaHMM OOIMKHbI COOTBETCTBOBAaTb M ObITb CMNOCOGHLI YAOBMETBOPUTH
notpebHocTn nonb3oBartenen (cm. 5.5.1).

e) KnueHTbl n nonb3oBatenn AOMKHbI OblTb MHAOPMUPOBaHbLI 00 OTKIOHEHUSIX OT COrfalleHusi, KoTopble
MOTYT MOBMNUATb Ha pe3ynbTaTbl MCCIEA0BaHWN.

f) HomkHbl ObITb cAenaHbl CCbiflkM Ha nobyto paboTy, nopyveHHy nabopaTtopuert BCMOMOraTesnbHOWN
nabopaTtopun Nnm KOHCYNbTaHTY.

MpumeyaHus:

1. 3akasumkamy U nonb3oBaTeNsMW MOTryT ObiTb KIWHWLMCTBI, OpraHU3aTopbl 34pPaBOOXPaHEHUS
OCYLLECTBAAOLWAA NMaTeX TPEeTbeN CTOPOHOW OpraHm3auus WM areHTCTBO, hapMaueBTMYeckas KOMMaHus u
nauneHTbI.

2. B cny4yae, korga 3akasyMkoM SIBNSieTCA NauuMeHT (Hanpumep; Korga nauuMeHT uMeeT BO3MOXHOCTb
HEeNnoCpeaCTBEHHO 3aKa3biBaTb UCCMEAOBaHUE), U3MEHEHNST B YCNyrax AOSMKHbI OblTb OTPaXeHbl B MOSICHUTENbHOM
OOKyMeHTaumm n otdetax naboparopuu.

3. NlaGopaTtopusi He JOo/mkHa BCTynaTb B (PMHAHCOBbIE OTHOLUEHWS C MNPAKTUKYKOLMMUK Bpavamn unu
(UHAHCUPYIOLMMKN  areHTCTBaMM B Criydae, Koraa 3TW OTHOLEHMS [OEeNCTBYIT Kak CTMMyn Ans 3akasa
nccregoBaHUst MU BAVSIIOT HA HE3ABUCKMMOE CYKAEHME Bpaya O TOM, Y4TO ABMASIETCA NyYlMM Ans naumeHTa.

4.4.2. MNepecmoTp cornaiwleHust ob ycnyrax.

lMepecmoTpbl cornaweHnin 0 NpegocTaBneHnn MeUUMHCKUX NabopaTopHbIX YCNYr OOMKHbI BKMOYaTb B
cebsa Bce acnekTbl cornaweHus. 3anMcu 06 3TMX nepecMoTpax AOSDKHblI BKMYaTb B cebsi noboe naMeHeHue
cornaweHns n noboe oTHocsLeecs K geny obcyxaeHune. B cnyyae, Korga cornalleHne Hy>KgaeTcs B YrydleHnn
nocrne Hayana okasaHws ycnyr nabopatopuen, npouecc nepecMmoTpa CornaweHnss JomkeH BbiTb NMOBTOPEH U O
nobon nonpaske cnegyeT coobLNTE BCEM 3a4€MCTBOBAHHbIM CTOPOHAM.

4.5. NccneposaHne BO BcioMmoraTernbHou naboparopun.

4.5.1. Boibop n oLeHMBaHWE BCOMOraTesbHbIX n1abopaTtopuin n KOHCYNbTaHTOB.

Jlabopatopua pgomkHa MMETb [AOKYMEHTMPOBaAHHY npouenypy Ana Bblbopa U OueHMBaHWS
BCromoraTtenbHbIX nabopaTtopui, KOHCYNbTAaHTOB, KOTOPbIE BbICKA3bIBAKT CYXXAEHUSA 1 NPOBOAST UHTEpNpeTauuio
CMNOXHbIX UCCNEeAOBaHWI B NMOOON ANCUUNITMHE.

Mpouenypa gomkHa obecnevnBaTtb COOMOAEHNE CeayOLWNX YCNOBUIA:

a) lNabopaTopus, C KOHCymnbTauuen Ans Monb3oBaTens nabopaTopHbIX YCNyr, Korda 3TO MpueMIemo,
OTBETCTBEHHA 3a BbIOOp BCMOMOraTesnbHOM nabopaTopmmn U KOHCYNbTaHTOB, MOHUTOPUHI Ka4yecTBa BbINOMTHEHUSA U
obecneyeHne COOTBETCTBUSA KOMMETEHTHOCTU BCMOMOraTefibHbIX NabopaTopui U KOHCYNbTAHTOB, Heobxooumown
ONs1 BbINOJIHEHUSA 3anpallnBaeMbiX UCCNEAOBaHWN.

b) OTHoweHua ¢ BcnomoraTenbHbiMKM  nabopaTtopusiMM U KOHCYMbTaHTaMU  NMEepuoguyecku
nepecmMaTpvBaloTCs U OLeHMBalOTCA Ans obecrneyeHus COOTBETCTBUS OMPEAEerieHHbIM pasgenamMm HacTosiLero
cTaHgapTa.

€) 3anvcuy o Takux Neprmoanyeckmx nepecmoTpax CoXpaHstTCs.

d) Pernctp Bcex BcrnoMoraTesnbHbIX nabopaTtopuin U KOHCYNbTAHTOB, MHEHUSI KOTOPbIX Obiny 3anpoLUeHbl,
noagepXxuBaeTcs.

e) 3anpocbl 1 pe3ynbTaTbl BCEX OTOCMaHHbIX BO BCromoratenbHble nabopaTopum npob coxpaHsitoTcs B
TeyeHune 3apaHee onpeernieHHoro nepvoaa BpeMeHMU.

4.5.2. lNpepocTaBneHve pesynbTaToB UCCNeSOBaHWN.

Ecnn 310 He ycTaHOBNEHO WHbIM 00pa3om B COrMaleHun, OTBETCTBEHHOCTb 3a NpefocTaBlieHVe
pesynbTata BCMoMoraternbHon nabopaTopuen 3akasuuky UCCrefoBaHUS HeceT OCHOBHas nabopatopus (a He
BCnomoratensHas nabopatopus).

Ecnn otyetr 06 wuccnegoBaHum roTOBMT nabopaTopusi, MONb3ylLWAsacs Ycrnyramu BcrioMoraTenbHOW
nabopatopun, 3TOT OTYET [AOIDKEH codepXaTb BCE CyLEeCTBEHHble 3MeMeHTbl pe3ynbTaToB, COOOLLEHHbIX
BCMoMoratenbHon nabopatopuen WM KOHCYNbTaHTOM, ©e3 W3MEeHeHW, KoTopble Mornu Obl MOBMAMATL Ha
KNUHWYECKYID WHTepnpeTtaumio. B otyete p[omkHO ObiTb  yKa3aHO, KakuMe UCCNegoBaHMs  BbIMOSIHEHDI
BCMoOMoraTensHon nabopaTopmen nnm KOHCYNbTaHTOM.

ABTOp MOObIX AOMONMHUTENBHBLIX 3aMeYaHWn JOIMKEH ObITb NAEHTUDOULUPOBAH.

JlaGopatopun [OSKHBI MPUMEHATL BCe Hamboree noaxoswiuve cpenctsa AN COOOLIEHUs pe3ynbTaToB
nccrnegoBaHuUi, BIMOMHEHHBIX BCMOMOraTenbHon nabopatopuei, npyHumas BO BHMMaHWe BpeMsi 0bopoTa TecTa,
TOYHOCTb M3MEPEHMS, NPOLLECCHl TPAHCKPUNLMKN U TpeboBaHMA K YMEHUIO MHTepnpeTupoBaTb. B cnyyae, ecnu ans
NpaBuUibHOW UHTEPMNPETALUM N NPUMEHEHMUS Pe3ynbTaToB HEOOXOANMO COTPYOHUYECTBO MEXOY KITMHULMCTaMU U
coTpyaHvkamum obeux nabopatopui, 3TOMY MPOLLECCY HE AOMKHbI MellaTb KOMMepveckue unn UHaHCOBblE
coobpaxeHus.

KOHcyanaHTI'Imoc www.consultant.ru CtpaHuua 11 n3 48

HageXHas npaBoBas noaaepxka


http://www.consultant.ru/
http://www.consultant.ru/

«FOCT P NCO 15189-2015. HaumoHanbHkIN cTangapT Poccuitckon
Pepepauun. JlabopaTopun MeguLmMHCKne. YacTHble TpeboBaHNS K Ka4ecTBy
N komneTeHuumn»

[okymeHT npegoctasneH KoHcynbTaHTl noc
Hata coxpaHeHusi: 03.02.2017

4.6. BHelHWe ycnyru u nocTaBku.

JlabopaTtopusa pomkHa MMeTb OOKYMEHTUPOBaHHYK npouenypy And Bblbopa M 3aKymnmoK BHELUHUX YCNYr,
obopyaoBaHus, peareHTOB 1 pacxXxogHbIX MaTepmuanos, KOTOpble BNUSAIOT HA Ka4yecTBO ee ycnyr (cM. Takke 5.3).

JlabopaTtopuss gomkHa BbIOMpaTb M MPOBEPATb MNOCTABLUMKOB, OCHOBbLIBASICb Ha WX CMNOCOOHOCTU
NpeaoCcTaBnsiTb BHELIHME Ycnyrk, obopygoBaHMe, peareHTbl M pacxogHble MaTtepuanbl B COOTBETCTBMM C
TpeboBaHusMn nabopaTtopuu, OAHAKO, BO3MOXHO OKaXeTCcs HeoOXoauMbIM COTpyAHWYaTb C  ApYrMu
nogpasaeneHnsaMn nnn QyHKUMSMM Asi BbINOMHEHUS 3Toro TpeboBaHus. [omkHbl ObITb YCTAHOBIEHbI KpUTepun
Ans Takoro Belbopa.

lMepeyeHb BbIOpaHHbIX U 000OPEHHbIX MOCTABLUMKOB 0OOPYAOBaHUS, peareHToB M pacxogHblX MaTepuanos
OOITKEH COXPaHATLCS.

3akynoyHasi MHopmauusa JoSmKHA onMcbiBaTb TpebOBaHMSA K 3aKynaeMoMy NpPOAYKTY UNn ycnyre.

JlabopaTopusi 4OmMKHa MOHUTOPMPOBATbL BbLIMOSIHEHWE MOCTABOK, YTOOLI 0becneunTb nocnegoBaTesibHOE
COOTBETCTBME 3aKymnaemMbiX yCrnyr nnn o6 bekToB YCTAHOBMEHHBIM KPUTEPUSM.

4.7. KoHCcynbTaTuBHbIE YCMYru.

JlabopaTtopusa gomkHa yCTaHOBUTL NOPSIAOK CBA3M € MOMb30BaTENs MU MO CneayrLwumM Bonpocam.

a) KOHCYNbTUpOBaHMe no BbIBOPY MccneaoBaHns U UCMOMb30BAHMIO YCNyr, BKAoYas Tpebyembii Tun npobbl
(cm. Takke 5.4), KMMHWYECKME MNOKa3aHUS W OrpaHMYeHMs METOOMKM WUCCRefOoBaHUsA W 4YacToTy Ha3Ha4YeHun
nccnenoBaHus;

b) KoHCYynbTUpOBaHWEe NoO NOBOAY UHAMBUOYANBbHbIX KIMTMHUYECKUX CITy4aeB;

C) NpodheccroHanbHoe CyXXAeHWE No MHTepnpeTauun pe3ynbTaToB uccnegosaHun (cm. 5.1.2 n 5.1.6);

d) cnoco6cTBOBaThL 3hPEKTMBHOMY MCMOMNB30BaHUIO y CNyr nadopatopuu;

€) KOHCYNbTUPOBaHME MO Hay4HbIM U NTOrMCTUYECKNM BOMPOCAM, TakUM, KakK Clydyanm HeCOOTBETCTBMS MpobbI
KpUTEPUAM ee NpuemMnemMocTy.

4.8. PaspelueHue xanob.

JlaBopaTtopusa gomkHa UMEeTb JOKYMEHTUPOBAHHYIO Npouenypy AN pearMpoBaHus Ha xanobbl unu apyrue
OT3bIBbl, MOMyYEHHbIE OT KIWHWULMCTOB, NMauWEHTOB, NabopaTopHOro mepcoHana wnu apyrnx ctopoH Crneayet
BeCTU 3anucu obo Bcex xanobax, X N3y4eHnn 1 NPeanpuHSaTLIX 4encTBusx (CM. Tavke 4.14.3).

4.9. NgeHTudunkaumnsa n KOHTPOSIb HECOOTBETCTBUM.

JlabGopatopusi pofmkHa WMETb [OOKYMEHTUPOBAHHYHO Mpouedypy Ans uaeHtudurkaumm w ycTpaHeHus
HecCoOTBETCTBUIN TpeboBaHUsAM B Jl0OOM acrnekTe CUCTEMbl MEHEI)KMEHTA Ka4yecTBa, BKIoYasa npeaHanmTUYecKui,
aHanUTUYECKUN N NOCTaHaNUTUYECKNIA NPOLLECCHI.

Mpouenypa gomkHa obecneunTb, YTOOLI:

a) OTBETCTBEHHOCTM M NpaBa Nno obpalleHnto C HECOOTBETCTBUAMM Obinv 0603HAYEHBI;

b) 6binv onpeneneHbl HeMeaneHHble 4ENCTBUS;

C) cTeneHb HECOOTBETCTBMSA Obina onpefeneHa;

d) nccnepoBanusa 6binyM OCTAHOBIEHBI M OTYETHI BbINN U3BATHI, €CNU HEOOXOAUMO;

€) MeAMUUHCKas 3Ha4YMMOCTb NHoObIX HECOOTBETCTBYHOWMX TpeboBaHWAM mMccregoBaHui Gbina yyTeHa, u,
npy HeobDXOOAMMOCTM, Ha3HA4YMBLUME MWCCNEeOOoBaHWUS  KIWHULUUCTBI W gpyrMe nuvua, OTBETCTBEHHblE 3a
NCNoNb30BaHNE pe3ynbTaToB UCCNeL0oBaHUN, Obinv MHOPMUPOBAHDI;

f) yxKe BbldaHHble pe3ynbTaTbl NOOOro HECOOTBETCTBYOLWEro TpeboBaHMAM WM NOTEHUMANbHO
HeCOOTBETCTBYIOLLEro TpeboBaHUAM UCCNefoBaHUSA OOJPKHbI ObiTb OTO3BaHbl UM COOTBETCTBYHOLUUM 0Opaszom
noeHTnnLMpoBaHbl, NPU HEOOXOAUMOCTMH;

g) OTBETCTBEHHOCTb 3a pa3peLleHne BO30OHOBUTL UCCIeaoBaHNsA Oblna onpeaenexa;

h) kaxabIn aNn3op HECOOTBETCTBUSI TPeOOBaHMAM OOKYMEHTUPOBAH U 3aperncTpyMpoBaH, Mo 3TUM 3anucsam
yepes3 YCTaHOBMEHHbIE PErynsipHble WHTEpPBAnbl MPOM3BOAUTCA MNEPecMoTp AN OOHapyXeHUs TeHOEeHUMU U
Ha4ana KoppeKkTUpYyLLMX OENCTBUN.

MpumeyaHune. HecooTeeTcTBYyOWME TPEOOBAHNSIM UCCNEAOBAHUA NN OENCTBUSI MPOUCXOOAT B PA3SIMYHbIX
30HaxX MU MOryT ObITb UMOEHTUMMLMPOBAHBLI PA3NMNUYHLIMU MYTAMM, BKIIOYASA Xanodbl KMMHULMCTOB, MoKasaTenu
BHYTPEHHEro KOHTPONS Ka4yecTBa, KanmbpoBKY MHCTPYMEHTOB, Y4eT pacxogHbIX MaTepuarnoB, Mex nabopaTopHbie
CNVYEHUs, 3amevaHus nepcoHasna, NpoBEPKY OTYETOB M CepTudMKaToB, MPOBEPKM PYKOBOACTBA labopaTopuu,
BHYTPEHHUE U BHELUHWE ayauThbl.

B cnyyae, korga Obino onpegeneHo, 4YTO HeECOOTBETCTBMS TpeboBaHMAM B MNpeaHanuTU4eckom,
aHanuMTU4YecKOM U NoCTaHanUTUYECKOM npoueccax MOryT MOBTOPUTLCA WNU KOrda CyllecTBYeT COMHEHVE B
yBepeHHoCTU nabopaTopum B cBOel COOCTBEHHOM MeToauke, nabopaTopHbIi MepcoHan OOSKEH NpeanpuHATb
aencteua ona  uaeHtudukauum, OOKYMEHTUPOBAHUS W yCTpaHeHus NpuyuHbl (NpudnH). KoppektupyioLiue
OencTBus, KOTopble crneayeT NpeaAnpuUHATh, JOMKHbI 6bITh onpeaeneHbl U 4OKYMEHTUPOBaHbI (cM. 4.10).
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4.10. KoppekTupytoLime 4encTBus.

JlabopaTtopua p[omkHa nNpeanpuHATb KOpPpekTMpylolwme OencTBUs Ans yCTpaHeHWst HeCOOTBETCTBUSA
TpeboBaHuam KoppekTupytolime AeNCTBUA OOMKHbI BOCMPEnAaTCTBOBaTb ahdeKTaM BO3HMKLLUMX HECOOTBETCTBUN
TpeboBaHusM.

JlaGopaTtopwusi LOMmKHA MMETb AOKYMEHTMPOBAaHHbIE NpoLenypbl Ans:

a) pacCMOTPEHMS HECOOTBETCTBUI TpeboBaHUAM;

b) onpegeneHns NCTOYHMKa NPUYMHBI HECOOTBETCTBUS;

C) oOueHuMBaHMS NOTPEOHOCTM B  KOPPEKTMPYHOLIMX [OEWCTBUSX, [ANd Toro, 4tobbl obecneyvnTb
npegoTBpaLleHne NOBTOPEHMS HECOOTBETCTBIMY;

d) onpeaeneHusi u BHeOpPeEHUS HEOOXOAMMbIX KOPPEKTUPYIOLLUX OENCTBUN;

€) perucrtpaumm pesynbTaToB NPeanpuHATLIX KOPPEKTUPYHOLLMX AencTBuin (cm. 4.13);

f) paccmoTpeHns adheEKTMBHOCTU NPEANPUHATBIX KOPPEKTUPYIOLLMX AEUCTBUI (CM. 4.14.5).

Mpumevanwue. [Jenctens, NpeanpuHSTLIE NPU HECOOTBETCTBUM ANS YMEHbLUEHUs ero addekTa, Ha3biBaloTCA
"HemegneHHbIMN"  OencTBuAMU. TOnMbKO OencTsue, nNpeanpuHAToe Ansg  YCTPaHEHUSI WCTOYHUKA MNPUYUHBI
BO3HWKHOBEHWS NpOoBneMbl, BbI3blBalOLLEN HECOOTBETCTBUS HAa3bIBAETCS "KOPPEKTUPYIOLLMM" AENCTBMEM.

4.11. MNpepynpexpatoLime AenCTBuUS.

JlabGopatopusi fomkHa onpeaennTb AeWCTBUE ANst YCTPaHEHUs MPUYMHBI MOTEHLMANbHOTO HECOOTBETCTBUSA
TpeboBaHuAM, 4YTOObI nNpegynpeanTb €ro  BO3HMKHOBeHMe. [pegynpexpgawowmne  OEWCTBUMS  OOJIKHbI
COOTBETCTBOBATb 3apdeKkTam NoTeHUmnanbHbIX Npodnem.

JlaBGopaTtopwusi LOMmMKHA MMETb AOKYMEHTMPOBaHHYO MpoLeaypy:

a) paccMmoTpeHusi nabopaTopHbIX [AaHHbIX W MHopMauum aAnst onpefeneHns  CyLecTBOBaHUSA
NOTEHLManbHOro HECOOTBETCTBUS TpeboBaHMAM;

b) onpeaeneHns NCToYHMKa NPUYMHBI (MPUYKH) NOTEHLMAaNbHbIX HECOOTBETCTBUN;

C) OueHMBaHUA HeoOXOAMMOCTU npegynpexaalwmx OEeNCTBUN And npenoTBpalleHns BO3HMKHOBEHMS
HEeCOOTBETCTBUN;

d) onpegeneHuns n BHegpeHUs HEOBXOAMMBIX NpeaynpexaaoLmnx 4encTBi;

€) perncrpauumn pesynbTaToB NPeanpuHATLHIX Npegynpexaatowmx gemctesnm (cm. 4.13);

f) paccmoTpeHunsa addeKkTMBHOCTM NPeAnpUHATBLIX Npeaynpexaalowmnx AeCTBUN.

Mpumevanue. lMpegynpexparollee OeWCTBUE SABMSETCA MNPOEKTMBHLIM MPOLLEeCCOM Ans naeHTudmkaumm
BO3MOXHOCTM YIydLLEHWs CKOpee, YeM peakuuss Ha wugeHtTudukaumio npobrnem wnu xanob (To ecTb
HecooTBeTCcTBMI). KpoMe nepecmoTpa onepaTuBHbIX Npoueayp, npegynpexjawwme AeAcTBUS MOMYT COCTOSITb B
aHanuse JaHHbIX, B TOM YMCIe aHanu3e TEHAEHUNM U PUCKOB, @ Takke BHELLHEN OLIEHKE Ka4yecTsa.

4.12. TocTosHHOE yny4lleHne AeaTenbHOCTHU.

JlabopaTopHbIi NepcoHan MOCTOAHHO ynydwaeT 3(EKTUBHOCTb CUCTEMbI MEHEKMEHTa KadecTBa,
BKIMOYAA nNpeaHanuTUYecKun, aHanuTUYEeCKUn W MOCTaHaNMTUYECKMA MNPOLECChl, MyTEM WUCMNONb30BaHUS
pPacCMOTPEHUIN PYKOBOACTBOM 4151 CPaBHEHUS] JENCTBUTENBHOMO YPOBHS BbIMOMHEHUSA nabopaTopun ¢ OLEeHEHHOM
OEATENbHOCTbIO, KOPPEKTUPYHOLUUX W Mpeaynpexparlmx AeWCTBMW C UX HaMepeHusiMU, Kak YCTaHOBMEHO
NOMNUTMKON KadecTBa 1 LLeNsiM1 KayecTBa. YrydlleHne OeATeNnbHOCTU AOMKHO OblTb HAnpaBneHo B 30HY BbICLLErO
npuopuTeTa, OCHOBAHHY Ha oueHke pucka. [omkeH ObiTb pas3paboTaH, OOKYMEHTUPOBAH M BHEAPEH NnaH
OEeVCTBUM MO yNy4yLleHWIo AeATenbHOCTU. D EKTUBHOCTb NPEANPUHATLIX AEWCTBUN JOSMKHA ObITh onpegeneHa ¢
MOMOLLbIO MPULENBHOIO PACCMOTPEHMS N ayaMTa COOTBETCTBYHOLLUMX 30H OEATENBHOCTU (CM.Takke 4.14.5).

PykoBoacTtBo nabopatopuy JOMmKHO obecneyntb yyactve nabopatopum B OEWCTBUSX MO MOCTOSTHHOMY
COBEpPLUEHCTBOBAHUIO OEATENbHOCTU, HamnpaBlieHHOMY Ha YIydleHWe UCXOLOB reyeHust GonbHbIX. B cnydae,
Korga nporpaMma MOCTOSIHHOTO YnydlleHuUs OesTEeNbHOCTU MAEHTUUUMPYET BO3MOXHOCTM ANS YCTPaHEHUs
HeJOoCTaTKOB, PYKOBOACTBO NabopaTopum AOSPKHO 3aHATLCA UMK, HE3aBUCKMMO OTTOMO, Kak OHW BO3HUKIN.

PykoBoacTBo nabopatopum JOIMKHO MHGOPMUPOBATE NEPCOHAN O NiaHax ynydleHus U CBA3aHHbIX C HAMU
3agavax.

4.13. KoHTponb 3anucen.

JlabopaTtopusa pormkHa WMMeTb OOKYMEHTMPOBAHHYK Mpoueaypy wuaeHtudukauum, cbopa, MHAEKcauuw,
O0CTyna, XpaHeHus1, NoSAEPKaHUA, CNpPaBreHns n 6e30nacHoOro yaaneHus 3anvcer No Ka4ecTBY U TEXHUKE.

3anucu JoMmKHbl CO30aBaTbCs OOHOBPEMEHHO C BbIMOJSIHEHME KaXOOW OEATENbHOCTM, KoTopas BNUSET Ha
KayeCTBO MccrneaoBaHus.

MpumeyanHne 1. 3anucu MoryT xpaHurncs Ha HocuTene nobor opmbl U TUNA, NO3BONSAOLLEM NTETKMA JOCTYN
N 3aLUNTY OT HECAHKLMOHNUPOBAHHOIO N3MEHEHNS.

Hata n, ecnu HeobxoOAMMO, BPEMSI BHECEHUS W3MEHEHWI B 3anucu OOMKHbl OblTb OTMEYEHbl, Kak U
naeHTUULMPOBaH NepcoHarn, BHeCLUA n3MeHeHus (cm. 5.8.6).

JlaGopaTtopwusi fomKkHa onpeaenuTb Nepuo BPEMEHU, B TEYEHNE KOTOPOrO 3anucu, OTHOCALLMECS K cUcTeme
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MeHeKMEHTa KavyeCTBa, BKMNovas npeaHanutuyecknii, aHannmtuyecknin 1 NoCTaHanUMTUYeCKUn NpoLecchbl, AOMKHbI
COXPaHATLCA. [NUTENbHOCTb BPEMEHU XpaHEeHMs 3anucen MOXeT BapbupoBaTb, OAHaKo, COOBLEHHbIe
pe3ynbTaTbl OOIMKHbI XPaHUTLCHA CTOMb [[OMro, Kak 3Toro TpebyT MeauuMHCKMe ycrnosust unu TpeboBaHus
perynupyroLmnx OKYMEHTOB.

MpumeyaHue 2. YcTaHOBMEHHas 3aKOHOM OTBETCTBEHHOCTb B OTHOLLEHWM HEKOTOPbIX npoueayp (Hanpumep,
TMCTONMOMMYECKNX  UCCMEeQOBaHUN, TFEeHETUYECKNX WUCCNefoBaHUM neanaTpuyeckMx WUCCrefoBaHUM)  MOXET
TpeboBaTb COXpaHEeHWst onpeferneHHbIX 3anvMcen B TevyeHue OGonee ANMTENbHOIO BPEMEHW, YEM OCTanbHblE
3anumcu.

lMomelleHuns, npegocTaBnsiemMble ANS XPaHEHUs 3anvcer, [OIpkHbl obnagaTb COOTBETCTBYHOLLMMM
yCnoBusMU  cpeppl, npegynpexgawwmmm  NoBpexaeHue, paspylweHve, yTpaTy  3anvcemn nunm
HeCaHKLUMOHUPOBAHHbLIN AOCTYM K HAM (CM. 2.5.6).

MpumevaHne 3. [Ona HEKOTOPbLIX 3anMcen, OCOBEHHO XpPaHUMbIX B 3MNEKTPOHHOM dopMe, Haubonee
6e3onacHbiM Cnocobom XpaHeHWss MoXeT OblTb WUCMonb3oBaHWE MPOYHOW Cpedbl U pasmelleHne BHe
nabopatopuu(cm. 5.9.4).

3Tn 3anmcK AoMmkHbl BKNtoYaThb B cebs1, N0 MEeHbLUEN Mepe, CrneaytoLLee:

a) BbIOOp 1 AeAaTenbHOCTb NOCTaBLLMKa, a Takke U3BMEHEHMS B NPOBEPEHHOM NepeyHe NOCTaBLUMKOB;

b) 3anvcu o kBanudukaummn, TPEHNHre N KOMNETEHTHOCTU NEPCoHana;

C) 3anpocsbl (Ha3Ha4YeHus) MccrnegoBaHUg;

d) 3anvcm o noctynneHusix npob B naboparopuio;
€) nHdopmMaLms 0 peareHTax U MaTepuarnax, MCNoNb30BaHHbIX A4S BbINONHEHUSA NCCneaoBaHni (Hanpuvep,
napTusi peareHToB, cepTuduKaT NOCTaBKN, BIIOXKEHME B YNAKOBKY);

f) >xypHanbl nnu Begomoctn paboTsl nabopatopuu;

g) pacneyaTtku Ha npnbopax u coxpaHsiemble JaHHbIE N MHOPMaLNS;

h) pesynbTaTbl UCCreqOBaHUA U OTYETHI O HUX;

i) maTepuansl obcnyxmeaHusa npubopoB., BKMYas AaHHbIE BHYTPEHHEN M BHELLUHEN KannbpoBku;

j) kannubpoBOYHbIE AaHHbIE N KO DULNEHTLI NepeBoaa;

K) MaTepuarnbl KOHTPOIS KayecTBa;

[) 'HUMOEHTBI U MPUHATBLIE MEPBI;

m) aBapuu 1 NPUHATbIE MEpbI;

n) 3anMcu MeHe)KMeHTa pUCKa;

0) MAeHTUdUKaLMA HECOOTBETCTBUIN 1 NPEANPUHATLIE HEMEASIEHHbIE U KOPPEKTUPYIOLLME OENCTBUS;

p) NpeanpuHATBIE NpegynpexaalLmne AencTBUS;

q) anobbl 1 NpeanpuHATLIE OENCTBUS;

r) MaTepuanbl BHYTPEHHENO 1 BHELLHEro ayguTa;

S) BHELLHSAS oLeHKa kavyecTBa/MexnabopaTopHble CrnYeHns pesynbTaToB NccnegoBaHni;

t) 3anucu o geATenbHOCTM NO yNy4LleHWI0 Ka4yecTBa;

U) MPOTOKOMbl COBELUaHun, cogepxalime 3anucu O MNPUHATBIX PELUEHUAX OTHOCUTENbHO AEATErbHOCTU
CMCTEeMbl MeHeIKMeHTa KayecTBa nabopaTtopuu;

V) 3anncu 0 pacCMOTPEHUN PYKOBOACTBOM.

Bce aTu 3anucu o kadyecTBe M TEXHOMOMMUAX AOIMKHbI OblTb AOCTYMHbI ANS PACCMOTPEHUS PYKOBOACTBOM
nabopatopuu (cm. 4.15).

4.14. OueHuBaHVe 1 ayanTbl.

4.14.1. O6LWMe NoNoXeHns.

JlabGopatopusi OOrmKHa 3annaHupoBaTb W BHEOPWUTb MPOLECCHl OLEHUBAHUS WM BHYTPEHHEro ayauTa,
HeobxoAuMbIe:

a) Ons OEeMOHCTpauun BbIMOSMIHEHUSA NpPeaHanuTUYECKOro, aHanmMTUYeCcKoro, MNOCTaHanIUTUYECKOro U
NOAAEPKUBAIOLLIMX NPOLLECCOB B COOTBETCTBUM C NOTPEBOHOCTSAMM U TpeboBaHUSMK NoNb3oBaTeNew;

b) ana obecneyeHnss COOTBETCTBUSI CUCTEME MEHE)KMEHTA Ka4yecTBa;

C) 0N NOCTOSIHHOTO YIYYLIEHNSI CUCTEMbI MEHEDKMEHTa KayecTBa.

PesynbTaTbl OeATENBHOCTU MO OUEHMBAHWIO M YMyYLIEHU0 criegyeT WCMOoMnb30oBaTb Kak MHOopMauuilo Ha
BXOJe B pacCMOTpPeHme pykoBoacTBOM (cM. 4.15).

MpumeyaHue. B oTHOLWEHUM OeATEeNbHOCTY Mo ynyyweHuo cMm. 4.10, 4.11, n 4.12.

4.14.2. Neprogunyecknii NepecMoTp 3anpocoB U NPUrogHoOCTU TpeboBaHU K Npoueaypam u npobam.

YNONMHOMOYEHHBLIA MEePCoHan [OJPKEH MNEpPUOLAUYECKM NepecMaTpuBaTb WUCCNEeOBaHUsl, BbIMNOMHEHHbIE
nabopatopuen, 4TOOblI YOOCTOBEPUTBCS B WX KIMHUYECKOM COOTBETCTBMM C MOSTYYEHHBIMW 3anpocamu
(HasHauyeHuaAMN).

JlabopaTtopus gormkHa nepuogmyeckn nepecmaTpmBaTb TpeboBaHusA K 06bemy Npob, ycTponcTBam Ans ux
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cbopa, KoHcepBaHTaM Ansi KPOBWU, MOYM, OPYrMX BUONOrMYEecKMX XUOKoCTen, TKaHer 1 apyrum tunam npob6, npu
HeobxoauMmMocTun, 4Tobbl 0becneyunTb, YTO He cobupaeTcs HU HEAOCTATOUYHbINA, HU U3ObLITOYHBIN 06BbEM NPOBLI U YTO
nNpobbl cobpaHbl AOMKHBIM 06pa3om A5 COXPaHHOCTM UCCneayeMoro aHanura.

4.14.3. OueHka OT3bIBOB NONb30BaTENEN.

JlabGopatopusi gomkHa cobupaTtb MHopMauUuMlo O BOCMPUATUM MOMb30BaTENSIMU COOTBETCTBUSI €e YChyr
notpebHocTAM ¥ TpeboBaHMAM nonb3oBaTenen. MeTogbl NOMYYEHUS U MCMONMb30BAHUA TakoWM WMHAOPMaLMK
OOMMKHbI BKMoYaTb B cebs COTPYAHMYECTBO C MOMb30BaTENAMU WM UX MNPEACTABUTENAMW B MOHUTOPWHIE
nabopaTopHbIX MCCNeAOoBaHWN, COXpaHsAs 3Ty WHOpMaumio KoHMAeHUManbHO OT ApyrMx nonb3oBaTenen. B
3anucsx gormkHa OblTb OTpaxeHa cobpaHHas nHdopmaumsa v NpeanpuHATbIE AENCTBUS.

4.14.4. MNMpennoxeHna nepcoHana.

PykoBoacteo nabopatopumn AOMKHO NOOLLPATL NEPCOHan K NpeanoXeHnsiM no ynyylieHno nioboro acnekra
aearenbHocTu nabopaTtopum MNMpeanoxeHns AomkHbl B6bITb OLEHEHbI, BHEAPEHbI 1 yCTaHOBNEHa obpaTHas CBA3b C
coTpyaHukamm CriegyeT BeCcTM 3anmMcu O NPearioKeHUsX COTPYAHWKOB W OEeNCTBUSX, NPEeAnpUHATHLIX
PYKOBOLCTBOM.

4.14.5. BHyTpeHHUI ayauT.

JlabopaTtopusa gomkHa 4depes 3annaHMpOBaHHbIE MPOMEXYTKM BPEMEHW NPOBOAUTbL BHYTPEHHWE ayauThl,
yTOObl OMpeaennTb, HACKOMbKO BCe BWAbl [OEATENbHOCTU CUCTEMbI MEHEIKMEHTa KayecTBa, BKM4Yas
npeaHanuMTU4YecKui, aHanMTU4eCKM n NoCTaHaNUTUYeCKnin aTansbl:

a) COOTBETCTBYIOT TPeOOBaHMAM HACTOSLLEro cTaHAapTa U TpeboBaHUAM, YCTaHOBMNEHHBIM NabopaTopuen;

b) n BHegpeHbl, aheKkTUBHBLI 1 NOAOEPXKNBAKOTCS.

Mpumeyanne 1. Linkn BHYTpEeHHMX ayOMTOB OObIYHO AOMKEH ObiTb 3aBepLleH B TedeHue ogHoro roga. Her
HeobxoouMocTH, YToObl BHYTPEHHWE ayguTbl OXBaTblBanM B TeYeHWe roga rnyboko BCE 3MEeMEHTbl CUCTEMB
MeHeKMeHTa KadyecTBa. JlabopaTopusa MoXeT cOCpeaoTouMTb BHUMaHUE Ha OTAENbHbIX BUAAX AESATENbHOCTH, B
TO X€ BPEMS HE UTHOPUPYSA OCTarnbHbIE MOMHOCTLIO.

AyouTbl OOMKHbI MPOBOAMTLCA MOArOTOBMEHHLIM MNEPCOHANOM, 4YTOObl OLEeHMBaTb YnpaBrneH4Yeckue u
TEXHOMOrM4yeckne npoLecchl B cCUCTeMe MEHEKMEHTA kavecTBa. [1porpamMmma ayavTta AOMmKHa yunThiBaTb CTATyC U
BaXXHOCTb MpoLlecca U MpoBepsieMble TEXHOMOrMJyeckne u ynpaeneHyeckme obnactu, nognexawime ayauty, a
Takke pesynbTaTbl MpefwecTsoBaBllero ayguta. Kputepum aygwuta, obractu npoBepku, yactota U MeTOAbI
OOIMKHbI ObITh ONpefeneHbl U JOKYMEHTUPOBAHbI.

Mpu BEIGOPE ayaNTOPOB M NMPOBEAEHUN ayaNTOB OOJKHbI ObiTb 06ecneveHbl cobnogeHne 06 beKTUBHOCTM U
GecnpucTpacTHOCTM npouecca ayguta. AyauTopbl, HAacCKOMbKO 3TO MO3BONSAT PEecypcbl, AOIMKHbl ObiTb
He3aBUCMMbIMU OT AeATENbHOCTU, KOTopas noABepraeTcs ayanTy.

MpumeyvaHue 2. Anga pykosoactea cMm. MCO 19011.

JlabopaTtopusa OomkHa MMeTb AOKYMEHTMPOBAHHYIO Mpoueaypy MO onpedeneHuid OTBETCTBEHHOCTU U
TpeboBaHM MO MNNAHMPOBAHWUIO U MPOBEAEHMIO ayauTOB, a TakkKe MO COOOLEHU0 pe3ynbTaToB UM BEeAEHMIO
3anucen (cm. 4.13).

lMepcoHan, OTBETCTBEHHbIM 3a obnactu, noggeprinecs ayauty, QnOormkeH obecneunTtb 6GbicTpoe
OoCyllecTBMeHne [EeNCTBMM B Ccrydae, ecnm obHapyxXeHbl HecooTBeTCTBUS TpeboBaHuaMm. Koppektupyiouime
OENCTBUS OOMKHbI OblTb NpegnpuHATLEI 6e3 HeonpaBOAHHOW OTCPOYKM ANS YCTPaHEHUS NMPUYUHBI OOHaPYKEHHbIX
HecooTBeTCTBUA (CM. 4.10).

4.14.6. MeHeKMEHT pucKa.

JlaGopatopusi JoskHa oueHMTb Bkrag pabodvero npouecca M MOTeHUMAnNbHbleE HEOOCTATKM pe3yrnbTaToB
nccrnegoBaHusi, ECNU OHU MOTYT MOBNUSITL HA ©e30MacHOCTb NauMeHTa, U OOMMKHA M3MEHWUTb NpoLecchl, YToObl
YMEHbLUNTb UK YCTPaHUTb PUCKU, a Takke AOKYMEHTUPOBaTb peLleHns U NpeanpuHaTbie AeACTBUS.

4.14.7. InpnkaTopbl KayecTsa.

JlabopaTtopusa [ormkHa YCTaHOBUTb WMHAMKATOPbI KayecTBa, 4TOOblI OTCRexvBaTb M OLEHMBATb KayecTBO
BbIMOSIHEHNS] B OTHOLLUEHUN KPUTUYECKUX aCMEKTOB NpeaHanuTUYeckoro, aHarMTUYECKOro U NOCTaHanmMTUYeCcKoro
NpoLEeCCOoB.

Mpumep. Yucno Henpmemnembix Npob, YMcro owmnboK perucrTpaumm u/unu npuema, YMCrio MNpaBUITbHBIX
OTYETOB.

[MpoLecc MOHUTOPMHIa UHOUKATOPOB JOIMKEH OCYLLECTBMATLCSA B COOTBETCTBUMU C MaHOM, BKMOYaOLWNM B
cebs ycTaHOBNEeHVe Uenew, MeToAONOrMi, WHTepnpeTauuio, MNpegenbl, 3annaHMpoBaHHble OENUCTBUA W
NPOAOCIMKUTENBHOCTb U3MEPEHUS.

MHaukaTopbl JOSMKHBI MEPMOSUYECKN NepecMaTpuBaThCs, YTOObI 06ecnevnTb UX NOCTOSHHYIO NPUrOHOCTb.

MpumeyaHus:

1. MHaukaTopbl KayecTBa OHS MOHUTOPWHra He UccrefoBaTenbCKMX npouenyp, Takux kak nabopaTtopHas
6e3onacHOCTb M MOMeELLEHUS, NONKoTa 06opyAoBaHNSA U OOKYMEHTbI nepcoHana u adeKTMBHOCTb JOKYMEHTOB
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CUCTEMBbI KOHTPONS, MOTYT BbITb OCHOBaHbI Ha Pa3NMYHOM NOHMMaHUN MEHEeKMEHTA.

2. JlabopaTtopus gormkHa paspaboTaTb MHAOMKATOPbLlI KayecTBa ANl CUCTEMATUYECKOro OTCMEXUBaHUS W
OLeHVBaHWA BKraga nabopaTtopuu B neveHune nauueHTa (cm. 4.12).

Jlabopatopusi, MO KOHCynbTauMuM C MONb30OBATENAMW, AOIDKHA YCTaHOBUTL Bpemsi obopoTta Tecta Ans
KaXKgoro M3 CBOWMX MCCMeaoBaHWUM C y4eToM KnuHudeckux notpebHocTen. Jlabopatopus OOMmKHa nepuoanmyecku
oueHuBaTb, HACKOMbKO CObnogaeTcst ycTaHOBMEHHOE Bpems o6opoTa TecTa.

4.14.8. lMpoBepKn BHELUHUMW OpraHn3aunsamu.

B cnyuyae, ecnu npu npoBepke BHELLIHeW opraHusauven B nabopaTopuy BbISIBIISETCA HECOOTBETCTBME
TpeboBaHMAM uNM MNOTeHUManbHOe HecooTBeTCcTBMe, nabopaTtopus [AOfKHa MPeanpuHATb HeMednNeHHble
AEeNCTBUSA 1, ecnv HeobxoauMo, KOpPeKTMpYoLWne AeNCTBUS UNn npeaynpexaatoLme AencTena ansa obecneveHms
NMOCTOAHHOIO COOTBETCTBMSA TpeboBaHMAM HacTodAWwero craHgapTa. XpaHuMble 3anucu AOIDKHbl cogepXatb
AaHHbIe NPOBEPKU N NPEANPUHSTLIE KOPPEKTMPYIOLWME U NpeaynpexaatoLme AencTBus.

MpumevaHue. lNpumepamMn MNPOBEPOK BHELWHWMW AKKPEAMTYIOLUMMK OpraHM3auusMm SBNSAOTCA OLEHKK
akkpeouTaumun, WHCNEKUUN Perynupylowmnx areHTCTB, WMHCNEKUMU OpraHoB 34paBOOXpPaHEHMs W CaHWUTapHOM
6e3onacHoCTy.

4.15. PaccmoTpeHne pykoBOACTBOM.

4.15.1. O6LwMe nonoxeHus.

PykoBogctBo nabopatopum [OOMKHO MepecMaTpuBaTb CUCTEMY MeHeXKMeHTa KayecTBa uyepes
3annaHMpoBaHHble MHTepBarbl, YTOObl 06ecnevnTb ee NOCTOSIHHYI0 MPUrOAHOCTb, aAeKBaTHOCTb, 3hEeKTUBHOCTb
1 noaaepXKy nevyeHns 6onbHbIX.

4.15.2. Bxog B paccmMoTpeHue.

Bxoa B paccMoTpeHune pykoBOACTBOM OOMMKEH BKNtoYaTb B cebs nHdopmaumio 0 pesynbtaTax OLeHUBaHus,
no KpanHew mMepe, crneayoLLero:

a) NnepnoamM4eckoro nepecmoTpa 3anpocos u TpeboBaHu k npouenypam n npobam (cMm. 4.14.2);

b) oueHku oT3bIBOB none3osaTenen (cm. 4.14.3);

C) NpeanoXeHun cCoTpyaHUKoB (cM. 4.14.4);

d) BHyTpeHHWNX aygutoBs (cM. 4.14.5);

€) MeHeKMeHTa pucka (cMm. 4.14.6);

f) ncnonb3oBaHua nHANKaTOPOB KavecTBa (cM. 4.14.7);

g) NpOBEPOK BHELLIHUMU opraHnsaumnsmu (cMm. 4.14.8);

h) yyactua B nporpammax mexnabopaTtopHbix cnudenuii (BOK) (cm. 5.6.3);

i) MOHWUTOPWHra 1 paspeLueHus xanob (cm. 4.8);

j) ocyulecTBneHnsa noctaBok (CM. 4.6)

k) naeHTndunKaumsa n KOHTPONb HECOOTBETCTBUI (CM. 4.9);

I) pesynbTaTbl MOCTOSHHOIO yny4dweHns (cM. 4.12), Bkrovas TEKyLWUn cTaTyC KOPPEKTUPYIOLWNX AeNCTBUN
(cm. 4.10) v npegynpexgarowmux gencreun (cm. 4.1);

m) NnpocnexmBaHue AeUCTBUIA Nnocrne npeablayLero pacCMoTPEeHNss PyKOBOACTBOM;

n) naMmeHeHnss B obbeme n obnactn paboTbl U NPeAnonoXeHNs O TOM, YTO MO0 MOBMAWUATb Ha cUCTEMY
MEeHeKMeHTa KavyecTBa;

0) pekoMeHAaLmMu Mo YNyyLUeHUIo AeATEeNbHOCTH, BKINoYas TEXHOMNOrMYeckne pekomeHaaumm.

4.15.3. [leatenbHOCTb NO PaCCMOTPEHMNIO.

Mpu paccmoTpeHnn gormkHa OblTe NpoaHanu3MpoBaHa BXxogHas MHdopMaums o NpUYMHax HeCOOTBETCTBUS,
TEeHAEHUMSAX U NpuMepax, KOTopble yKasbiBaloT Ha npobnembl npouecca. 3TO paccMOTpeHne AOSMKHO BKM4YaTb
OLEHKY BO3MOXHOCTEN ANs ynyyleHUs 1 HeOOXOAUMOCTb U3MEHEHUI B CUCTEME MEHEOXMEeHTa KayecTBa, B TOM
yncne NoNUTYKN Ka4YecTBa U Lenen kavyecTsa.

KauectBO 1 npaBomMepHOCTb yyacTusi nabopaTopum B NeYEHUU MauueHTa Takke AOIDKHbI, 4O BO3MOXHON
cTteneHun, bbITb OLEHEHDI.

4.15.4. Bbixog, U3 pacCMOTPEHUS.

Bbixog M3 paccMOTPeHMs pyKOBOACTBOM AOIDKEH ObITb BKIKOYEH B 3anncK, KOTopble JOKYMEHTUPYIOT Nobble
MPUHATBIE PELUEHNUs U NPEeAnPUHATbIE OENCTBUSA BO BPEMS PAaCCMOTPEHNUSI PYKOBOACTBOM, 3aTparnsaioLume:

a) yny4weHue cMcTeMbl MEHEOXXMEeHTa Ka4yecTBa ¥ ee NpoLeccoB;

b) ynyyweHune obcnyxnBaHna nonb3oBaTenen;

c) notpebHOCTM B pecypcax.

MpumedaHne. NHTepBan mexay pacCMOTPEHUSIMW PYKOBOACTBOM AOMKeH ObiTb He Gonblie 12 mecsues,
ofHaKo, B Crny4ae, ecnu cucTemMa MeHedXMeHTa KadecTBa YyCTaHaBMnMBaeTCHd, MOryT ObiTb NpuHATHI Gonee
KOPOTKUE MHTepBarnsbl.
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BbiBoaobl M OencTBMA, npeanpuHUMaemble B pes3ynbTaTe pacCMOTPEHUS PYKOBOACTBOM, OOIDKHbI ObiTb
3aperncTpupoBaHbl 1 CoobLLIEHbI MepcoHany.

PykoBoactBo nabopatopum [OmKHO obecneuvnTb BbINOMHEHWE MpeanpUHUMaeMbiX OENCTBUA B TeYeHue
onpegeneHHoro nepuoaa BpeMeHMU.

5. TexHnuyeckue TpebdoBaHus

5.1. Nepconan.

5.1.1. O6LWwMme NonoxeHus.

JlabopaTtopua pomkHa WMeTb AOKYMEHTMPOBAHHYIO Mpoueaypy Ans YnpasfeHWs MnepcoHanoM, 4ToObl
AOKYMEeHTarnbHO noaTBepXaaTb COOTBETCTBME BCEX COTPYAHUKOB TPeBOBaHMAM K MX KOMMETEHTHOCTU.

5.1.2. KBanudukauusa nepcoHana.

PykoBoacTBo nabopatopumn AOMKHO yka3aTb B AOKYMEHTe KBanudukaumio nepcoHana Ha kaxgom paboyem
mecTte. KBanudmkauma [ormkHa oTpaxaTb COOTBETCTBylLlee obpasoBaHue, o0yyeHue, onbIT, Heobxoaumbie
OEMOHCTPUpyeMble YMEHNS U COOTBETCTBME BbINOSHAEMbIM 3a4a4aMm.

lMepcoHan, BbIHOCAWMN CyXOeHWs MO pesynbTataM MCCNefoBaHusA, AOMMKEH WMeTb COOTBETCTBYHLLME
TeopeTn4eckne 1 NpakTMu4eckne OCHOBaHNSA W OMbIT.

MpumeyaHne. [MpodeccmoHanbHble CYXOEHUA MOryT ObiTb BbIpaXeHbl Kak MHEHWUS WHTepnpeTauuu,
npeackasaHuns, CMMynsauMn, MoAenu MU 3HayYeHusi, U AOIMKHbI COOTBETCTBOBaTb HALMOHAambHbIM, PeroHanbHbIMK
MECTHbIM Npasunam 1 npodgeccuoHanbHbIM PyKOBOACTBAM.

5.1.3. OnucanHune paboThl.

Jlabopatopwus gormkHa nMeTb onMcaHusa paboTbl, KOTOpPble AOIMKHbI COAepXKaTb ONMCaHUS OTBETCTBEHHOCTH,
npae v 3agad 4ns BCero nepcoHana.

5.1.4. BBegeHue nepcoHana B cpeay opraHusauun.

Jlabopatopus gomkHa nMeTb Nporpammy BBOAa HOBbIX COTPYOHWKOB B OpraHu3auuio, oTAeneHne unm 3oHy,
B KOTOPOW COTPYAHUK ByaeT paboTtatb, CPOKU M ycnoBus paboTbl, MOMeLLeHUs AN nepcoHana, TpeboBaHus K
300pOoBbLI0 M 6e3onacHOCTM (BKMNOYasa NOXAPHYHO U B Criydae aBapuu), NpodeccuoHarnbHble MeaULUMHCKNE YCNyru.

5.1.5. Oby4yeHue.

JlabopaTtopusa gomkHa NpoBoAMTbL 06ydYeHne BCero nepcoHana B cnegylowmux obnactsax 4esaTenbHOCTH:

a) cucteMa MeHeJ)KMeHTa KayecTBa;

b) nopyyeHHble cCOTpyaHMKY NpoLecChl U NpoLeaypbl;

C) ncnonb3yemas nabopatopHas MHpOPMaLMOHHAsA cncTema;

d) 3pgopoBbe U1 6GesonacHoCTb, B TOM 4ucre npedoTBpalleHve wnuM  orpaHudeHne  adpekToB
HebnaronpuATHbLIX NUHUWAEHTOB;

€) 9TuKa;

f) koHpMAeHUManbHOCTL NHOPMAaLMKM O NauueHTax.

lMepcoHan, KoTopbIv Npollen 06yyeHre, AOMKEeH NepMoauYeckn nogeepraTbcs NPoBEpPKe.

OhdhekTMBHOCTE Nporpammbl 0By4YeHns JoMmKHa Neprmognyeckn nepecmaTpuBaTbCs.

5.1.6. OueHka KOMNEeTEeHTHOCTMW.

Mocne npoBeaeHNs COOTBETCTBYHOLLETO 00y4eHns nabopaTopms AOMMKHA OLEHNTb KOMNETEHTHOCTb KaXaoro
COTpYyAHWKa, 4YTOObI MPOM3BECTU NOpYYEHWe YNpaBrieHYeCKUX WM TEXHOMOrM4ecknx 3adady B COOTBETCTBMM C
YCTaHOBMEHHbIMU KpuTepusiMu. [lepeoleHka [OMmKHa MNPOU3BOAMTLCA 4Yepe3 perynsipHble uHTepBanbl. [pu
HeobX0AMMOCTM OOIMKHO MPOM3BOANTLCS NOBTOPHOE 0BYy4eHwe.

MpumeyaHus:

1. KomneTeHTHOCTb NabopaTopHOro nepcoHana mMoxeT ObiTb OLEeHeHa C MOMOLLBIO M0BoN KOMBUHaALMKN KUK
BCE COBOKYMHOCTM CrieayoLmnX NOAXOA0B B TEX Xe YCINOBUSX, YTO 1 0bblyHas pabodas obcTaHoBKa:

a) npsmoe HabniogeHve 3a pyTVMHHbIMK NpouedypaMu 1 npoueccamMu, BKIYas BCe MpegoCTOPOXKHOCTMH,
0bycroBneHHble 6€30MacHOCTbI;

b) npsmoe HabnogeHne obpalleHnss ¢ 06opygoBaHNEM M NPOBEPKU ero PYHKLUOHMPOBaHUS;

C) MOHWUTOPWHI permcTpaumnm n coobLeHnst pe3ynbTaToB NCCnegoBaHni;

d) nepecmoTp pabounx 3anucew;

€) OLleHKa ymeHusl paspeluatb npobnemsl;

f) nccnepgoBaHve crneumanbHO NPUrOTOBIIEHHBIX MPOD, TakUX Kak nNpeaBapuTernbHO MccnegoBaHHble Npobbl,
mMaTtepuanbl MexnabopaTopHbIX CIIMYEHUI UK pacLLenfieHHble Npobbl.

2. OueHka KOMMNETEHTHOCTU BbIKOCUTb NPOdECCMOHarbHbIE CYKOEHUSA A0MKHA ObiTb OCYLLUECTBMEHa Takum
obpa3som, 4ToGblI COOTBETCTBOBATL NOCTABIEHHOM LIENMN.
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5.1.7. lNMpoBepka BbINONHEHMS 0693aHHOCTEN NEPCOHANOM.

B pgononHeHue K OUEHKe TEexXHW4YeCKOW KOMMETEHTHOCTWU, nabopatopus pommkHa obecnedntb, 4TOOLI
npoBepKa BbINONHEHNsT 00s1I3aHHOCTEN MEepPCOHaNom OcCyLlecTBnanack ¢ ydyetom notpebHocter nabopatopum u
COTpyAHVKA AONA MOAAEepXaHus U YyhydlleHus KadecTBa YCnyr, npefocTaBnsieMblx MNOTpebuTento, a Takke
CTUMyrnMpoBarna NpogyKTMBHbIE paboyne B3aMMOOTHOLLEHUS.

MpumeyaHwne. MNpoBepka BbIMONHEHWS 00A3aHHOCTEN MEPCOHaNoM AOfKKa BKIOYaTb M COOTBETCTBYOLLEE
obyueHue.

5.1.8. NocTosiHHOEe obpasoBaHmne N NpodeccnoHanbHOE COBEPLUEHCTBOBAHME.

lMporpaMma MOCTOSIHHOMO 00pa3oBaHMSA AOIPKHA OblTe OOCTyMHa ANs nepcoHana, KoTopbid y4acTByeT B
ynpaBreH4Yecknx U TeXHMYeckux npoueccax. [lepcoHan obs3aH NpMHUMaTh yyacTue B MOCTOSHHOM 06pa3oBaHuw.
O peKkTMBHOCTL NpOrpaMmMbl NOCTOSAHHOrO 06pa3oBaHWsa OOMKHA NepUoanYeckm nepecmMaTpuBaThCs.

lMepcoHan pomkeH y4acTBOBaTh B perynsapHoM npodeccnoHanbHOM COBEPLLUEHCTBOBAHMN UMW APYrMX BUAax
AeAaTenbHOCTH, CBA3aHHbIX C npodeccuen.

5.1.9. lokymeHTauus o nepcoHane.

CnegyetT BecTM [OKYMEHTaUMIO O COOTBETCTBYWLlENW obpasoBaTenbHOW U NpodecCMoHanbHON
KBanudukaumm, oby4yeHun, onbiTe N OLLEHKE KOMNETEHTHOCTU NepcoHana.

OTa goKymMeHTauust ormkHa OblTb 4OCTYNHOM AMS MMEIOLWNX K HEW OTHOLLEHME COTPYOHMKOB U coaepxaTb,
npu HEOOXOAMMOCTU HE OrpaHMYMBasiCb 3TUM, CrieaytoLlee:

a) obpaszoBaTernbHy 1 NPOdECCUOHANbHYIO KBanudurKaumio;

b) konuio cepTudmkaTa unu NULEH3NN, €CNN 3TO NPUEMIIEMO;

C) onbIT NpeabigyLen paboTsl;

d) onucaHne paboTbl;

€) BBeJEeHNE HOBbIX COTPYAHMKOB B NTabopaTopHyto cpeay;

f) obyueHve 3agavam Ha gaHHOM paboyem mecTe;

g) OLIEHKM KOMMETEHTHOCTM;

h) AOKYMEHTbLI O NOCTOSHHOM 0Dpa3oBaHMW U JOCTUXKEHUSAX;

i) MpOBEpPKM BbINONHEHUSA PaboTbl COTPYAHUKOM;

j) coobLieHna o6 aBapusax u BO3OENCTBUN MPON3BOACTBEHHBLIX BPELHOCTEW;

k) cocTosiHne MMMyHM3aLMK, ECIIN 3TO UMEET OTHOLLEHNE K MPON3BOACTBEHHBIM 00A3aHHOCTSIM.

MpumeyaHune. [OKyMEHTbI, MepeyYncrieHHble Bbille, He 00s3aTenbHO XpaHuTb B nabopaTopuu, OHUM MOryT
XpaHUTbCA B APYroM MECTe, HO AOMMKHbI BbiTb 4OCTYNHbLI NPY HEOOXOAUMOCTM B HUX

5.2. MNomeLLeHnsa 1 ycnoBus oKkpyxatoLLen cpeabl.

5.2.1. O6Lwwue nonoxeHus.

JlabopaTtopusa gomkHa MMeTb MPOCTPAHCTBO AMSA CBOEro pasMeLleHUs M BbINONHEHUs paboTbl, KOTOpoe
npucnocobneHo pans obecnevyeHuss kadectBa, ©Oe3onacHOCTU U 3PEEKTUBHOCTU YCNyr, MpPeaoCTaBnseMblX
nonb3oBaTensiM, a Takke COXpaHeHus 300poBbs M Oe30nacHOCTM nepcoHana, NauMeHTOB U MoceTUTENewn.
JlabopaTtopus OomkHa OLUEHUTb M onNpeaenuTb LOCTaTOYHOCTb U afeKBaTHOCTb NPEeAOCTaBNEHHOrO MOMELLEHMS
ONs BbINOMNHEHMs ceoern paboTel. Korga aT1o npMMeHMMo, nogobHbIe YCNoBMS A0SMKHbI OblTb CO34aHbl AN B3ATUSA
nepBuYHbLIX NPO6 M BbINOMHEHUS UCCNEeLOBaHWA BHE MoMelleHus nabopaTopun, Hanpumep, Npu BbINOMHEHUN
nccrnegoBaHU No MECTY NeYeHns Nof4 Haa3opom nabopaTtopum

5.2.2. MNMomeleHus nabopatopum 1 oduca.

MomelLeHus nabopaTtopum M OTHOCSALLLEroCcs K HEN odouca AOMKHbI co3daBaTb 0OCTaHOBKY, MPUTOAHYI0 ONs
3agay, KoTopble JOMMKHbI ObITb BbIMOJHEHbI, AN Yero JOSPKHbI ObiTb YAOBNETBOPEHLI CrieAyoLME YCIOBUS:

a) [locTyn K 30HaM, BNUSAOLLUM Ha Ka4eCTBO UCCrefOBaHUM, KOHTPONUPYeETCS.

MpumeyaHune. KoHTponb AocTyna AOMMKEH y4uTbiBaTb 0e30MacHOCTb, KOH(MAEHLMANbHOCTb, KA4yeCTBO U
LUMPOKO pacrnpOCTPaHEHHYHO NPaKTUKY.

b) MeguumHckas wHdopMauuMs, npobbl NaUWEHTOB U pecypcbl nabopaTopum  OXpaHSOTCA  OT
HECaHKLMOHMPOBAHHOIO JOCTYNa.

c) [lomeweHne ana wccrnegoBaHW  MO3BOMSIET  MPaBUIBbHO  BBIMOMHATL  UCCNefoBaHus.  JTOo
npeaycMaTpyMBaeT UCTOYHMKN SHEPTMM, OCBELLEHNE, BEHTUNALMIO, 3alLMTy OT Wyma, BOOOCHabXeHWe, yaaneHve
OTXOO0B W YCNOBWSI BHELLHEN Cpebl.

d) Cuctema cBa3u BHyTpU nabopaTopum COOTBETCTBYET pa3Mepy M KOHCTPYKLUWM MOMELLUEHUs Ansi
obecneyeHns achdeKkTMBHON Nepeaayn MHbopmMaLmm.

e) BbesonacHocTb nomelleHuii U obopynoBaHus obecriedeHa M UX (PYHKUMOHMPOBAHWE NEPUOLUNYECKU
npoBepsieTcs.

Mpumep. O6opyaooBaH aBapuiHbIN BbIXOA, CUCTEMbl CBSA3M M SKCTPEHHOrO OMOBELLUEHMS ANS XONOAHbIX
KOMHaT U XONOAUITBHUKOB, pa3MeLleHHbIX BHe paboyel 30Hbl, AOCTYNMHOCTb AyLen U YCTPONCTB Anst MPOMbIBaHUS
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rnas npu 3KCTPEeHHON HeOOXOAMMOCTM.

5.2.3. lNMomelLeHnsa ona xpaHeHus.

lMomeLLeHus n ycnosus, npegocTaBneHHble AN XpaHeHusl, AOMKHbI MOCTOSIHHO o6ecneyvnBaTh LIENOCTHOCTb
MaTepuanos npob, JOKyMeHTOB, 000pyAOBaHUSA, peareHToB, pacxXodHbiX MaTtepuanoB, 3anucen, pesynbTaTtoB U
OpYyrMx 06BbEKTOB, KOTOPbIE CNOCOOHBI MOBMAMATE HA KAYECTBO pe3ynbTaToB NCCIEeS0BaHNN.

KnuHnyeckme npoObl 1 MaTepuansl, MCNoNb3yemMble B MpoLeccax UCCNeaoBaHus, JOIMKHbI XPaHUTBCS Taknuv
06pa3oM, 4ToObI NPeaoTBPaTUTh NEPEKPECTHYHO KOHTaMUHALUMIO.

lMomelleHnsa [ns XpaHeHuMs W yaaneHus OnacHbIX MaTepuarnoB OOIDKHbl COOTBETCTBOBaTb YPOBHIO
ONacHOCTM MaTepPMasioB U YCTAHOBIIEHHLIM B OTHOLLEHWN HUX TPEBOBaHUSIM.

5.2.4. lNomeLleHna ons nepcoHana.

[omxeH BbITb afekBaTHbIN OCTYN K yMbIBanbHUKaM, YCTPOWCTBAM AN NUTbEBON BOAbLI M MOMELLEHMAM AN
XpaHeHUs 3aLLMTHOro obopyaoBaHMA U ogexabl AN nepcoHana.

MpumeyaHwue. lMpyn HanuuMM BO3MOXHOCTW, NlabopaTopusi OOJPKHA NPefoCTaBUTb MOMELLEHUA ANsi Takux
BMAOB OEeATENbHOCTM NepcoHana, Kak CoBeLLaHns U CMOKOMHOE U3ydeHne, 30Hy OTAbIXa.

5.2.5. MNMomeLueHusa onsa B3sTusa Npod nauneHToB.

MomeleHusa ona B3ATUS NPo6 NaunMeHTOB AOMMKHbI UMETb OTAENbHbIE 30HbI AN NpueMa/oxuvaaHus 1 ans
B3ATMA Npob. [omkHbl ObITb y4TeHbl Heobxoaumblie ycnoBus ans ygobctea, komdopTa M notpebHocTen
nauMeHToB (HanpuMep, OOCTyN AN MHBaNUAoB, NOMeLLEHMe TyarneTa) U YCroBUS pa3MeLLeHUss COOTBETCTBYOLLNX
COMNPOBOXAAKLWMUX NUL, (HaNpumep, NOBOALIPS UMW NepeBoaYMKa).

MomelleHuss, B KOTOpbIX MpoOM3BOAUTCH B3ATME Npob nauneHToB (Hanpumep, nebdoTomusi), LOIMKHbI
No3BONATb MPOBOAMTL B3ATME NPoOblI TakMm obpa3oM, 4TOObl HE M3MEHWUTb pe3ynbTaT U 4YToObl HE MOBNUSATH
HebnaronpmMaTHO Ha KAa4eCTBO UCCNeaoBaHMS.

MomelweHua ana B3ATMS Npob OOMKHbI MMETb U MOAAEPXKMBATbL COOTBETCTBYKOLLME CpeacTBa MepBOW
MOMOLLM ANSA HYXA NauMeHTOB 1 AN nepcoHana.

lMpumeyaHne. HekoTopble MNOMELLEHMS MOFYT HyXOaTbCA B COOTBETCTByoWeM obopygoBaHun AOns
peaHuMmauunn, 4To MoOXeT BbITb NPeAyCMOTPEHO MECTHLIMM NpaBMnamMu.

5.2.6. CogepxxaHne NoMeLLEeHN 1 YCIOBUS OKpYKatoLLen cpeapl.

B nomeLleHnax nabopaTopmmn SOMKHbI NOAAEPXKUBATECS (DYHKUMOHANbHBIE U HafexHble ycrnosus. Paboune
30Hbl JOMKHbl ObITb YMCTBIMM W CcOAepXaTbCA B COCTOsIHUKM, obecneuyvBarollem ygobctBo ana paboTtbl u
6e3onacHocTb nepcoHana. JlabopaTopus [OSKHa OTCrexuBaTb, KOHTPONMPOBaTb M PErMCTPUPOBATL YCMOBUS
oKpyXatLlen cpefbl, HACKONIbKO OHU OTBEYAIOT YCTAHOBMEHHBIM TPEOOBaHUSIM UIM HACKONBKO OHWU MOTYT BIUATb
Ha kayecTBO NpoO, pe3ynbTaTbl W/WNM Ha 300poBbe NepcoHana [ormkHO ObiTb YAENeHO BHUMAHWE TakUM
cdhakTopaM, Kak CBET, CTEPUSIbHOCTb, Mbiflb, HEMPUATHBLIE UNN ONAacHblE AbIMbl, 3NIEKTPOMArHMTHOE BO34ENCTBUE,
paguauus, BNaXXHOCTb, SNEKTPOCHabXeHne, TemMnepaTypa, YPOoBHM Wyma 1 BUbGpauun, 1 opraHmsaums nornucTukm,
B TOM CTENEHMU, YTODObI 3TO HE BNMANO HA pe3ynbTaThbl UNN HE BO34EMNCTBOBASIO Ha KA4eCTBO UCCreaoBaHUN.

[ormkHbl ObiTb 9EKTMBHO pa3geneHbl 30Hbl, B KOTOPbIX OCYLLECTBMSAOTCA HECOBMECTUMbIE BUAbI
aearenbHocTU. [omkHbl GbITb NPUMEHEHBbI NpoLeaypbl, NpeaoTBpallallLme NepekpecTHY KOHTaMUHaLWu, B
cny4ae, Korga npoleaypa UccrnefoBaHusa CBsid3aHa C PUCKOM HAHECEHUS Bpeaa unu Kkoraa pabota MOXeT NoBNUATb
UNu cama okasaTbCs Nog BNusiHeEM, He Byay4n oTaeneHa oT HECOBMECTMMOro Buaa AeATENbHOCTMY.

Jlabopatopwusi fomkHa obecneunBaTb CNOKOMHYIO N HEMPEPbLIBHYIO pabo4yto 06CTaHOBKY.

MpumeyaHwue. MNMpumepamy CNOKONHOM U HEMpPEPbLIBHOW paboTbl MOTYT ObITb LIUTONATONOMMYECKAN CKPUHWHT,
MUKpockonusa  ans  gudpdepeHumaumm  KNeTok KPOBM UM MUKPOOPTraHW3MOB, aHanu3 [daHHbIX — peakuui
CEKBEHMPOBAHMS M NPOCMOTP pPe3yrnbTaToB MyTauuid MOEeKyn.

5.3. JlabopaTtopHoe obopyaoBaHue, peareHTbl 1 pacXOfHble MaTepuans.

MpumeyvaHus:

1. Anga uenewn HacTosALWero craHgapTta k nabopatopHoMy o60pynoBaHMIO OTHOCAT CaMU MHCTPYMEHTBI U UX
nporpamMmbl, CUCTEMbI H3MEPEHMS N NabopaTopHble MHPOPMALIMOHHBIE CUCTEMBI.

2. K peareHTam OTKOCAT pedhepeHTHble MaTepuanbl, KanubpaTtopbl, MaTepuanbl Ansi KOHTPOMsSl KavyecTBa,
pacxofHble MaTepuarnbl, BKNtoYas NnutTatenbHble cpeabl, HAKOHEYHWKM NUMNETOK, CTEKNSAHHbIE Craiabl U T.1.

3. Cm. 4.6 ans vHdopmaLmm, KacawLlenca Bbibopa u NpenocTaBrieHnst BHELLHUX ycrnyr, obopyaoBaHus,
peareHToB, paCXO4HbIX MaTepuarnos.

5.3.1. ObopynoBaHue.

5.3.1.1. ObLwme NnonoxeHus.

JlabGopatopusi gormkHa MMeTb LOKYMEHTMPOBAHHYKO npouenypy Ans Bbibopa, 3akynok v obpalleHus ¢
o6opyaoBaHMNEM.

JlabopaTtopusa pomkHa 6biTb OCHalleHa BCeMU BuAamm obopyaoBaHus, HeoOXoaUMbIMU ANt BbINOSTHEHUA
ycnyr (Bknoyasi B3ATME NEpBMYHOM MpoObl, MoAarotoBka npobbl, obpalwieHne ¢ npobow, uccnegoBaHve U
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XpaHeHue). B Tex cnyyasx, korga naboparopus Hyxgaetca B 06opyaoBaHMKM, HaxoaswemMcs BHe ee NOCTOSIHHOMO
KOHTPOIS1, pYKOBOACTBO fnabopaTtopun AOMKHO obecneynTb BbiNONHEHWe TpeboBaHUM HaACToALLEero cTaHaapTa.

JlabopaTtopua pomkHa 3ameHsTb obopydoBaHWe, ecnv 3TO Heobxoammo Ansi obecneyeHwust kayecTBa
pes3ynbTaTtoB UCCNEeAOBaHMWS.

5.3.1.2. NcnbiTaHne npuemnemocTn obopygoBaHus.

Mpu yctaHoBKe 0GOpyAOBaHWS M OO €ro MCnonb3oBaHWst nabopartopusi OOMMKHa BepuduuupoBaTtb, YTO
obopygoBaHune cnocobHo obecneunTb Tpebyemble PyHKUMOHAMNbHbIE XapakTEPUCTMKM U YTO OHO COOTBETCTBYET
TpeboBaHusM ntoboro npegnonaraemoro nccnegoBanus (cm. Tawke 5.5.1).

MpumeyaHne. 3Tn TpeboBaHMA NPUMEHAIOTCA K 0O0pPYLOBaHUIO, KOTOPOE MpUMEHsieTcs B nabopartopuu,
BPEMEHHO WUCMOoNb3yemMoMy 000pygoBaHMi0 M 0DOpyooOBaHUKO, UCMOMb3yeMOMY B COMETAHMM C MOOMIbHBIMU
YyCTpPOWCTBaMu, NpUMEHSIeMbIMU APYrMMU COTPYOAHUKAMM, yNONHOMOYEHHbIMKU nabopaTopuen.

Kaxabin npegmeT obopynoBaHusa JOmKeH OblTb OAHO3HAYHO NOMeYeH, cHabxeH 0603Ha4YeHneM unu gpyrum
0bpasomM naeHTULNPOBaH.

5.3.1.3. MHCTpyKums No npyuMeHeHno 06opyaoBaHmsS.

ObopynosaHue Bcerga A0MKHO NMPUMEHSATLCH 06YYEHHBIM U YNONTHOMOYEHHbIM MEPCOHANOM.

MHCTpyKuMM MO nNpyvMeHeHuto, 6e3onacHOCTM U MOAAepXaHuio B nopsgke obopydoBaHws, B TOM 4ucrne
pasnu4yHble Nocobus U pyKOBOACTBA NO NpUMeHEHW0 obopyaoBaHus, pa3paboTaHHbIE NU3rOTOBUTENEM, OOJIKHbI
ObITb NEerko AOCTYMHbI.

JlabGopatopusi gomkHa umeTb npoueaypbl no 6esonacHoMy obpalleHuto, TPaHCMOPTMPOBKE, XPaHEHMUIO U
ncnonb3oBaHuio 06opyaoBaHMsA 4N NpeoTBpaLLeHNst ero 3arpsi3HEHUS UK NMOPYN.

5.3.1.4. KannbpoBka ob6opyaoBaHnst 1 MeTposiormdeckasi NpoCreXXMBaemMocTb.

Jlabopatopusi gomkHa MMeTb AOKYMEHTMPOBaHHYI npouedypy no kanubposke obopyaoBaHusd, koTtopas
NPSIMO UM KOCBEHHO BNUSET Ha pesynbTaTbl UCCNefoBaHud. OTa npoueaypa BkrovaeT B cebd cnegyiouee:

a) y4eT yCrnoBuii UCMOMb30BaHMSA U UHCTPYKLUN N3rOTOBUTENS;

b) pernctpauuio meTponornyeckon NpocnexmnBaemMocTy kannbparopa (CTaHgapTa uamepeHus), kanmdpoBkn
1 Npocrnexnsaemon kKannbpoBkM NpeaMeToB 06opyaoBaHNS;

C) Bepudpmkaumio Tpebyemon TOYHOCTU WU3MepPeHUs U  (PYHKUMOHMPOBAHWUS CUCTEMbI W3MEpPEHUs B
onpeaerneHHble NHTepBarnsbl;

d) pernctpauuio kKanubpoBKK 1 gaTbl pekanubpoBKy;

€) B cny4ae ecnu kanubpoBka NpMBOAWT K MOBLILLIEHWNIO COBOKYNHOCTU (hakTOPOB KOppekuun, obecneyeHme
0BHOBMEHNSI paHee YCTAHOBIEHHbIX (haKTOPOB KOPPEKLINN;

f) rapaHTMK NpegynpexaeHns NOATOHKU Ui NOMEX, KOTOpbIE MOTYT U3BPaTUTb Pe3ynbTaTbl UCCIEA0BaHMS.

MeTponoruyeckas nNpocnexmnBaemMocTb [OfkHa ObiTb nNpoBegeHa OO pedepeHTHOro maTtepuana wnm
pedepeHTHON MEeTOANKN Hanbonee BbICOKOrO AOCTYNMHOIO YPOBHS.

MpumeyaHne. [okymeHTauMs O MpoCnexunBaemMocTn kanubpoBkM [0 pedepeHTHOro martepuana unu
pedepeHTHON MeToAMKM Hamboree BbLICOKOrO YPOBHSA MOXeT ObiTb npegocTaBneHa CUCTEMOW MCCnenoBaHWs
nsrotoButens. Takas AOKYMeHTauus npuemrniema, rnoka cucTtema WCCnegoBaHWus W3roToBMTENS UM MeToauka
KannbpoBKKN Npu MeHATCA 63 N3MeHeHNs.

B cnyyae, korga 370 HEBO3MOXHO MMM HE COOTBETCTBYET YCIOBUSAM, AOIDKHbI OblTb NMPYMEHEeHbl Apyrue
cpencTBa NPOBEPKU JOCTOBEPHOCTU Pe3yrnbTaToB, BKMOYas criefylLlee, HO He OrPaHNYMBasiCb 3TUM,

- NCMONb30BaHNe cepTUdULIMPOBaHHBIX (aTTECTOBAHHLIX) pedepeHTHbIX MaTepuarnos;

- ccnegoBaHne Unu Kanubposka ApYyron MeTOLMKOMN;

- B3aMMHOEe COrflacoBaHWe CTaHZapToB WM METOAOB M3MEPEHMsl, KOTOPble YEeTKO YCTaHOBIIEHbI,
cneunduUMpoBaHbl, OXapaKTepusoBaHbl UM B3aMMHO COrflacoBaHbl BCEMW YHaCTBYHOLLMMWU CTOPOHAMMU.

5.3.1.5. MNopaepxaHne n BOCCTaHOBIEHE 000pYAOBaHUS.

Jlabopatopwusi AomKHa UMEeTb AOKYMEHTMPOBaHHY NpoLueaypy NPEBEHTMBHOIO coaepxaHmsa obopyaoBaHums,
KOTOpas JOJKHA, MO MEeHbLUEN Mepe, COOTBETCTBOBaTb UHCTPYKLMAM N3rOoTOBUTENS.

JlaGopaToputo cnenyet cogepxxaTtb B 6e30nmacHbix paboyumx ycnosusix 1 B pabodem nopsgke. [lomkHa ObiTb
uccriegoBaHa anekTpuyeckass 6e3onacHOCTb, aBapunHas OCTaHOBKa YCTpPoWcTB M 6GesonacHoe obpalleHue c
XUMUYECKMMW, PagVNOaKTUBHBIMU U OUOMOrMYyeckMMyM MaTtepuanamum w yTunmsaumsi UxX  YrnosIHOMOYEHHbIM
nepcoHanoMm. [JomkHbl ObITb UCNOMb30BaHbI, MO MEHbLUEN Mepe, NNaHbl N MHCTPYKLUMW N3rOTOBUTENEN.

B cnyyae, ecnu obHapyxeHbl AedekTbl 060pyaoBaHNs, AOMMKHO ObITb NMpekpaLleHo ero UCMnonb3oBaHue U
nedekTHoe obopynoBaHMe OOMKHO ObITb YeTKO OTMedeHo. JlabopaTopus He OOSKHA MCNonb3oBaTh AeeKTHOE
obopygoBaHue o Tex nop, Noka oHO He OyaeT UCrpaBneHO U C MOMOLLBbIO Bepudukauun He 6yaeT fokasaHo, YTo
OHO COOTBETCTBYET YCTAHOBIEHHLIM KPUTEPUAM NPUMEHUMOCTU. JlabopaTopus JOSMKHA U3Y4MTb BNUSHUE FHOOLIX
AedektoB obopydoBaHWs Ha Mpou3BedeHHble paHee WCCrefoBaHUs W MPeanpuHATb HemMedsieHHble  UIu
KoppekTupytoLwme aenctems (cm. 4.10).
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Jlabopatopus OomkHa NpPeanpuHATL pasdyMHble Mepbl AN AeKOHTamuHauum obopydoBaHus nepen ero
MCMNOnMb30BaHWEM W BOCCTaHOBMEHWEM, MpPefoCTaBUTb MECTO AN pemMoHTa M Heobxooumoe 3almTHoe
obopynoBaHune Ans nepcoHana.

Ecnun obopynoBaHue He HaxoAUNoOChb No4 HEMNOCPEACTBEHHbIM KOHTponem nabopatopun, To 4O Havyana ero
NCMNOMb30BaHWs JOMKHbI ObITb BEpUPULMPOBaHbI €ro (PYHKLMOHAMNBHBIE XapaKTePUCTUKN.

5.3.1.6. CoobuweHns o HebnaronpuATHbLIX MHUMAEHTaX ¢ 000pyAOBaHMEM.

HebGnaronpusiTHble MHUWOEHTLI 1 aBapuv, HENMOCPEACTBEHHO CBSA3aHHbIE C ONpeaeneHHbIM 000pyaoBaHUEM,
OOIMKHbI ObITb MCCNeaoBaHbl U O HUX OOMKHbI OblTb MHCPOPMUMPOBaHbLI U3rOTOBMTENN U COOTBETCTBYIOLLME OpraHbl
BMacTK, ECINN 3TO OKaXETCA HEOOXOONMBIM.

5.3.1.7. okymeHTauunsa o6 obopyaoBaHuu.

[omkHa BeCTUCb AOKYMEHTauUMs O Kaxxaom npeameTte obopyaoBaHWs, KOTOPOE BUSET Ha XapakTepucTUKK
nccnepoBaHus. [lokymeHTbl 06 060pyAOBaHUMN OOIMKHBI COAepXaTb, MO MEHbLUEN Mepe, cneayoline CBeaeHNs:

a) NOeHTNYHOCTb 060opyAOBaHUS;

b) HanmeHoBaHWe n3roToBUTENS, MOAerNb U CEPUNHBIN HOMEP UNK Apyrve NpuU3Hakn ong naeHTndukaumuy;

C) KOHTaKTHas uHdopmaums o NOCTaBLUMKE UNWN U3FOTOBUTENE;

d) gata nony4yeHusa n gata BBoga B AENCTBMIE;

€) MecTo pasMeLleHus:;

f) cocTosiHue npu nony4eHmmn (HoBoe, NCMOSIb30BaHHOE, BOCCTAHOBIIEHHOE);

g) VIHCTPYKUMMW U3roTOBUTENS;

h) 3anvcu, KoTopble NMOATBEPXKAAKT MEepBOHAYalNbHYK NPUEMIIEMOCTb 000pYAOBaHMSA ANsl NPUMEHEHUS! B
MOMEHT ero nocTynneHus B nabopartopuio;

i) Npon3BeaeHHble OEVCTBUSA MO nogaepkaHnio obopyaoBaHus B paboyem COCTOAHMU U NaH NPEBEHTUBHbIX
DEencTBui;

j) pokymeHTauus O YHKUMOHAmbHbIX XapakTepucTukax obopydoBaHus, KoTopas noatBepxaaet
nNpMMeHNMoCcTb 060pyAOBaHMS B HACTOSILLLEE BPEMS;

k) noBpexaeHvne unu HapylweHme (PyHKUMOHUPOBaHUS, MoanduKaLmsa nnm pemMoHT obopyaoBaHus.

HdokymeHTauma 06 o6opygoBaHMKW, OTHOCALWASACH K MepeducrnieHwio j), OOorkHa cogepxaTb Konuu
oTyeToB/CcepTUdUKaTOB 000 BCcex kannbpoBKax W/Mnu BepudMkauusx, BkoYas B cebs gaTtbl, Bpems wu
pes3ynbTaTbl, PErynMpoBKW, KpUTEpUU MPUEMIIEMOCTU W [OSDKHblE AaTbl Cregylowen KanubpoBkM  w/unu
Bepudmkaumm, 4Tobbl BbINOMHUTL YAaCTUYHO MMM NOMHOCTLIO 3TN TPeboBaHUS.

OTV OOKYMEHTbI OOSMKHbI NMOAAEPKMBATLCA M OOIMKHbI OblTh JOCTYMHbI B TEYEHME BCEro MeEpuoga XXuU3Hu
obopygoBaHuss vnu 6Gonee ANWUTENbHBLIN Nepuog BPEMEHU, Kak 3TO YcCTaHOBNeHo B npouenype KoHTpons
OOoKyMeHTOB nabopaTopum (cm. 4.13).

5.3.2. PeareHTbl 1 pacxogHble maTtepuarnsi.

5.3.2.1. O6Lwme NonoxeHns.

Jlabopatopusi gormkHa MMeTb [OKYMEHTMPOBaHHYK npoueaypy npuema, XpaHeHus, uccrnegoBaHus
NpMemMnemMocT U MeHeJ)KMeHTa UHBEHTapu3aLmmn peareHToB U pacxogHbIX MaTepuraros.

5.3.2.2. PeareHTbl 1 pacxogHble Matepuanbl - NPUEM U XpaHeHMe.

B cnyyae, korga nabopaTopus He SiIBNAeTCA NPUHMMAIOLEN opraHm3aumen, oHa AOMKHa yAOCTOBEPUTLCS,
YTO MECTO ANSA pasMeLLeHuUss MpMeMa peareHToB pacrnonaraeT agekBaTHbIMWM BO3MOXHOCTAMM A1 XpaHEHUst U
cofepXaHusl 3akynaemMbix NpegMeToB, CNoCOBHbIMU MPegoTBPaTUTL MX NOPYY UMK pa3pyLUeHHe.

JlaGopatopusi [OSKHa XpaHWUTb MOSMyYEHHbIE peareHTbl U pacxOfHble MaTepuanbl B COOTBETCTBMM CO
cneunduKkaLmMsaMmn U3roToBUTENS.

5.3.2.3. PeareHTbl 1 pacxogHble MaTtepuanbl - UCMbITaHWE NPUro4HOCTM.

Kaxxgas HoBas dhopma Habopa peareHTOB C U3MEHEHUSMW B peareHTax Uiv MeTOAuKe, UM HOBas naptus
unn npuobpeTeHne AOMKHbl ObiTb BepudULUMPOBaHbl B OTHOLWEHUM (DYHKUMOHAmbHBIX XapakTepuUCTUK nepen
NCMNonb30BaHWeM AN UCCregoBaHUN.

PacxogHble maTepuanbl, KOTOpble BMSIOT Ha pe3ynbTaT UCCNeaoBaHus, JOIMKHbI ObiTb BEpUdULMPOBaHbI B
OTHOLWEHMUN (PYHKUMOHANBHBLIX XapakTepUCTUK Nepea UCMNonb3oBaHNEM ANs UCCeaoBaHWN.

5.3.2.4. PeareHTbl 1 pacxofHble maTepuanbl - MEHe)KMeHTa UHBEHTapusauun.

JlaGopatopusi JormkHa BBECTUM CUCTEMY KOHTPOINS WHBEHTapusaLMu peareHTOB U pacxXogHbIX mMaTepuaros.
CncrteMa MHBEHTapHOro KOHTPOMs JOJKHA OTAENUTb HEMPOBEPEHHbLIE N HEMPUEMIIEMbIE peareHTbl U pacxofHble
mMaTtepuarnbl OT TeX, KOTOPbIE NPUrogHbI A58 UCMOMb30BaHMS.

5.3.2.5. PeareHTbl 1 pacxogHble Matepuarbl - MHCTPYKLMU MO NPUMEHEHNIO.

MHCTpYyKUMM MO MPUMEHEHWIO peareHTOB M pacxogHblX MaTepuanoB, B TOM 4ucre MpefocTaBrieHHble
N3roToBUTENSMU, OOSMKHbI BbITb NErko AOCTYMHBI.

5.3.2.6. PeareHTbl 1 pacxogHble maTtepuarbl - COOOLLEHNST O HEBNAronpUsITHbIX UHLUNOEHTaX.
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HebnaronpusitTHole WHUMAEHTHI WM aBapuu, KOTopble MOryT OblTb HEnocpeaCTBEHHO CBA3aHbl C
onpeaeneHHbIMM peareHTaMm U pacxo4HbIMW MaTtepuanamm, AOMkHbl BblTb UCCNeAoBaHbl U O HUX AOSMKHbI BbITb
NPOUHOPMUPOBAHBLI N3rOTOBUTENW U COOTBETCTBYHIOLLME OPraHbl BlaCTH, €CMNY 3TO OKaXXeTCH HeobX0aUMbIM.

5.3.2.7. PeareHTbl 1 pacxogHble maTepuarbl - OKYMEHTauus.

B oTHoweHun kaxgoro peareHTa M pacxOOQHOro MaTtepuana, KOTOpbld BnuseT Ha (YHKUMOHarbHble
XapakTepucTukM uccrnegoBaHui, AOSHKHA BECTUCb AOKyMeHTauus, KoTopas AOIbKHa codepxaTtb, N0 MeHbLuew
mepe, crniegyoLlee:

a) MAEHTUYHOCTb peareHTa Unmn pacxogHoro matepuana;

b) HaumeHoBaHWe nsroToBMTENSA Y KOA NApTUM UM HOMEP NOTa;

C) KOHTaKTHas MHopMaLms O NOCTaBLUUKE N N3rOTOBUTENE;

d) pata nomnyyeHus, CpPOK roAHOCTW, daTa BBOAa ANS MCMONb3oBaHWSA, W, ecnu Heobxogummo, AaTta
npekpaLleHns NCMnosib30BaHus;

€) COCTOsiHWE Npuy Nony4YeHun (Hanpumep, NPUrogHbLIA NN NCMOPYEHHBIN);

f) nHCTpyKUMK M3roToBUTENS;

g) LOOKYMEHTbl, KOTOpble MNOATBEpPXAalT MepBOHaYanbHyl0 MNPUroAHOCTL peareHTa WM  PacxOfHOro
mMaTepuana ans MCnonb30BaHus;

h) OokymeHTbl O PYHKUMOHAmNbHbIX XapakTepucTMKax peareHTOB WNN pacXOAHbIX MaTepuarnoB, KOTOpble
NoATBEPXKAAT UX MPUrOAHOCTb AN UCMOMb30BaHKSA B HAaCTOsILLEe BPeMS.

B cnyyae, ecnu nabopatopusa ncnonb3yeT peareHTbl, NOATOTOBIEHHbIE UMW CKOMMNIIEKTOBAHHbIE HA MecTe,
AOKYMEHTbl AOMKHbI cofaepXaTb, MOMMMO MEPEYNCIIEHHON Bbille MHGOPMAaLMKU, CBEAEHUS O nuue unu nuuax,
NPOVM3BOAUBLLMX NMOATOTOBKY W AATy NPUroTOBMEHNN.

5.4. NpeaHanutnyeckme npouecchbl.

5.4.1. OBwme nonoxeHus.

Jlabopatopusi gomkHa MMeTb AOKYMEHTUPOBAaHHYI0 npouedypy M nHdopMauuio Ans npeaHanuTu4eckux
npoueccoB, 4Tobbl obecnevmBaTtb BannaHOCTb Pe3ynbTaToB UCCNEeA0BaHWUN.

5.4.2. ViHdopmauma ans nauvMeHToB M nonb3osaTenen Jlabopatopusa QormkHa MMeTb UMHopmaumio,
AOCTYMHYIO ANs NauneHToB M nonb3oBaTtenen nabopaTopHbIx yenyr. MiHdopmaumsa gormkHa BKMoyaTth B cebs:

a) MecTo pasmeLleHns nabopaTopuu;

b) Buabl kNMHMYecknx ycnyr, npegocTasnsemblx nabopaTopuen, B TOM Yncre, UCCrnedoBaHUs, OTCbiaemMble
B Apyrve nabopaTopuu;

C) yacbl paboTbl nabopartopwuu;

d) wuccnepoBaHus, npegnaraemble nabopartopuew, BKMYas, ecnM  HeobxoauMmo, MHopmauwmio,
OTHOCHLWLYIOCH K HeobxoaumblM npobaM, obbemMbl MepBUYHBLIX MPOO, crneuunanbHble NpegocTepexeHus, Bpems
obopoTa TecTa, (4TO MOXeT ObiTb BbIMOSTHEHO B OCHOBHbIX KaTeropusix TeCTOB Unu ANg rpynnbel MCCReaoBaHun),
Buonorudeckue pedepeHTHble MHTepBarbl U 3HAYEHUS KITMHUYECKUX PELLEeHUN;

€) VMHCTPYKLMM MO 3anorHeHno hopMbl 3anpoca (HasHavyeHus);

f) MHCTPYKUUKM NO NOArOTOBKE MALMEHTA;

g) VHCTPYKUMM NO B3sTUIO Npob nauuneHTa;

h) MHCTpyKLMK NO TpaHcnopTMpoBKke NPob, B TOM yncne, nobble cneuunansHble noTpebHoCTM obpalleHns;

i) niobble TpeboBaHus KMeTb cornacve nauueHTa (Hanpumep, corfiacue packpbiTb  KIMHUYECKYHO
MHOPMaLMIO U CeMeNHbI aHaMHe3 COOTBETCTBYHOLUMM MeAMUMHCKMM paboTHuMkam, obpalleHue K KOTOpbIM
HeobxoaMmo);

j) kpuTEpUKn nabopaTopun Npu Npueme 1 oTkase B npMeme Npoodbl;

k) nepeyeHb M3BECTHbIX hAKTOPOB, KOTOPbIE CYLUECTBEHHO BIUSIIOT Ha XapaKTepUCTUKM UCCefoBaHWUs Unu
Ha MHTepnpeTauuio pe3ynbLTaTos;

[) BOCTYMHOCTb KNMHWYECKOW KOHCYIbTauMmn Npu HasHavyeHnM MCCneaoBaHns n MHTepnpeTauun pesynbTaTos;

m) nonuTuka nabopaTopum No 3awmTe NepcoHanbHOM NHopMaLuu;

n) npoueaypa nabopaTopum B OTHOLIEHMU Xanoo.

Jlabopatopwusi gomkHa nMeTb MHopMaumio, OCTYMHYO AN NauUMEeHTOB M NONb30BaTernen, BKYaloLLyo B
cebs pasbsCHEHMEe KIMHWYECKMX mnpouenyp, KOTopble AOIMKHbI ObiTb BbIMOMHEHbI, YTOObI UMETb BO3MOXHOCTb
NMHAOPMUPOBAHHOIO cornacus. BaxHocTb npefocTaBneHns MHpopmauum o nauueHTe U ceMbe B OnpeaeneHHblX
CcUTyauusx (Hanpumep, AnNs MHTepnpeTauuMm reHeTMYecknx pesynbTaToB) AOMMKHA ObiTb pasbscHeHa MaumneHTy u
nonb3oBarernio.

5.4.3. UHdopmaLmsa o popme 3anpoca (HasHavyeHus).

B dopme 3anpoca mnu ero anekTpoHHOM 3KBMBANEHTe AOMKHO ObiTb MEeCTO AN BKIOYEHWS, N0 MeHbLuen
Mepe, crneaytollen nHchopmauuu:

a) uaeHTMdMKauMa nauuMeHTa, B TOM 4ucrie, Nofn, Aata poXAeHus, pasMelleHue/detany KoHTakta C
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NauMeHTOM U YHUKanbHbIN nOeHTUMUKaTop;

MpumeyaHue. YHukanbHas uaeHTudunkaumsi COCTouT ro GykBeHHON u/unu umdpoBon naeHTudmnkaLmm, Takon
Kak Homep 60nbHULbI, HOMEP NePCOHANLHOr0 MeAULMHCKOro JOKYMEHTa.

b) ma nnn gpyron yHUKaneHbIN AEHTUUKATOP KIMHULKUCTA, OpraHM3aTopa 34paBoOXpaHeHnsa nnm apyroro
nvua, ynosIHOMOYEHHOrO HasHayaTb MCCMNedoBaHMS UMW UCMONb30BaTb MEOULMHCKYH WHopmauuio, BMecTe C
npegHasHa4YeHneM Ons oTyeTa u geTtanemn KOHTaKTa;

C) TMN NepBMYHOM NPOOLI K, KOraa aTo HeOo6X0AMMO, aHaTOMUYECKOE MECTO OpraHa;

d) Ha3HayeHHOEe 1ccneaoBaHue;

€) KIMHWYECKM BakHas MHopMauusi OTHOCUTENBbHO MauueHTa U Ha3HayeHusl, Ans uenew BbINONHEHUs
nccrnegoBaHus U UHTepNpeTauny pesyneTaTa.

MpumeyaHune. NHdopmaunm Heobxoanmasa AHA BbINONHEHUS UCCNeaoBaHWUsS U MHTepnpeTaunm pesynbTarta,
MOXET COCTOATb U3 POAOCIOBHOM NaumMeHTa, CEMEVHOro aHamHesa, AaHHbIX U NyTEeLecTBUsX U BO3OENCTBUSIX,
nepegaBaemblx 6oNesHAX, APYron KNMHUYECKN BaXKHOW uHdopmaumm Takke MoxeT BbiTb cobpaHa dunHaHcoBas
WHbopmaunss Ons uenen BbICTaBMEHUA cyeTa, (PUHAHCOBBLIA ayauT, MEHEKMEHT pPecypCoB W MNepecMoTp
yTunu3aumm MNaumeHT gomxeH BbiTb 0cBEOOMIIEH O COBpaHHOM MHOpPMaLun 1 Uensax, Ansg KOTopbix oHa bbina
cobpaHa.

f) pata, ecnu aTo Heobxoaumo, Bpems, Koraa 6bina cobpaHa nepBuyHasa npoba;

g) AaTa 1 Bpems nony4yeHus npoobl

Mpumeyanne. ®opmaT HasHayeHus (Kak MevaTHbll, Tak U SMEKTPOHHBIN) U cnocod, KOTOpbIM HasHaveHue
OOMmKHO ObITb nNepefaHo B nabopaTtopuio, AOMKHbl OblTb onpegeneHbl Mpu obcyXAeHMn C Monb3oBaTenem
nabopaTopHbIX YCIyT.

JlabopaTtopusa gomkHa MMeTb OOKYMEHTUPOBAHHYIO Mpouenypy Afsi YCTHOMO Ha3HayeHus uccnenoBaHuu,
KOTOpas BKIYaeT B ceba noaresepxaeHne opmMon 3anpoca Unm anekTpoHHOro 3KBMBareHTa B AaHHOE BPEMS.

JlabopaTtopua QomkHa CTPEMUTbLCA COTPyOHUYaTb C MOMb3oBaTensaAMM UMM WX MpeacTaBuTensMu B
NPOSICHEHMWN Ha3HaYeHns aAng nonb3oBaTens.

5.4.4. B3atne nepBuYHOM Npobbl 1 o6paLLeHne C Hen.

5.4.4.1. O6wwune NonoxeHms.

JlaGopaTtopwusi AOMKHA UMETb LOKYMEHTMPOBAHHYIO MpoLeaypy A58 NpaBUilbHOrO B3SITUS NEPBUYHBLIX NPOO 1
obpalleHnsi ¢ HUMK [JOoKyMeHTUpOBaHHbIe NpoLeaypbl AOMMKHbI ObITb 4OCTYNHBI COTPYAHMKAM, OTBETCTBEHHBIM 3a
B3ATME MEPBUYHBLIX NPOO, HE3ABUCUMO OT TOrO, SIBMAOTCA UMW HE SIBNSAKOTCA OHWM COTpyAHMKamu nabopatopun. B
crnyyae, ecnu nonb3oBaTenb TpebyeT OTKMOHEHMS WNU OOMNOSIHEHUS K OOKYMEHTMpPOBAHHOW npoueaype Ans
B3ATWSA, 9TO LOIMKHO ObiTb 3aperncTpupoBaHO W BKIIOYEHO BO BCE [JOKYMEHTbI, cCodepXalive pesynbTaTbl
nccrnegoBaHust, U JOMKHO ObITb COOOLLEHO COOTBETCTBYIOLLEMY NepcoHany.

CneumanbHble npoueaypbl, B TOM 4yucne 6onee MHBa3UBHbIE UMW CBSA3AHHbIE C PUCKOM BO3HUKHOBEHUS
OCMNOXHEHUN, MOIyT HyXaaTbCA B Oonee aetanbHOM OOBACHEHWW W, B HEKOTOPbIX Cry4dasix, B MONyYeHUn
NMMCbMEHHOIO COornacusl.

B 3KCTpEHHbIX CUTyaLMaX MOXET OKa3aTbCsl HEBO3MOXHO MONy4YUTb cornacue, B 9TUX 0BCTOATENBCTBAX
NPUMEHNMO MPOM3BECTU HEOOXOAUMbIE MPOLIEAYpPbl, BbIMOMHEHNE KOTOPbIX OTBEYAET MHTEpecam nauueHTa.

MpumeyvaHus:

1. O6o Bcex npouenypax, BbINOMHEHHbIX NAUMEHTY, HEOBX0OUMO MMETb MHOPMUPOBAHHOE NauneHTa Ons
GonbLUMHCTBA PYTUHHBIX NabopaTopHbIX MPOKe Ayp cornacue MoXeT OblTb MONy4YeHo npu obpalleHun camoro
nauveHta B nabopatoputo ¢ GOpPMOM Ha3HAYEHUS U KenawLero NoABeprHyTbcs OObIYHOW Npoueaype B3siTUs,
Hanpumep, BeHenyHkuunM [laumeHTam, Haxogawmmcs Ha OONbHWYHOW KOWKe, MOXeT ObiTb MpefocTaBrieHa
BO3MOXHOCTb OTKa3aTbCs.

2. ns npvemMa n B3ATUS Npob AOMKHO ObITb CO3[4aHbl YCNOBMSA KOH(OMAEHLMANbHOCTN, COOTBETCTBYHOLLME
TNy cobmpaemMon nHdopmauumn 1 B3ATbIX NEPBUYHBLIX NPO6.

5.4.4.2. 'HCTpyKUMM NO aKTUBHOCTU nepeg B3aTnem npob.

JlabopaTopHble MHCTPYKLMM MO aKTUBHOCTM Nepe B3ATUEM Npob AOMKHbI COAepXaTh CrieaytoLlee:

a) 3anornHeHne popMbl HA3HAYEHUS N ANTEKTPOHHOIO Ha3HAYEHWs;

b) nogrotoBka nauueHTa (Hanpumep, WHCTPYKUMM pneboToMmncTy, OTBETCTBEHHOMY 3a B3sTME Mpoo,
naumeHTam);

C) TMNn N pasMmep NepBUYHOW NpPOOLI, KOTOpas AomkHa ObiTb B3ATa, C ONWCaAHMEM KOHTEWHEPOB AN
nepBuYHOM NPobbI 1 Nobble HeobxoaMMble OOaBKY;

d) cneuunansHoe pacnuncaHue B3ATMA Npob, korga 3To HeobxoanMo;

€) KnMHu4yeckasi MHdopMaLmsl, OTHOCALLasACA K B3ATUIO NPo6 unm BNMAOLAa Ha HEro, Ha XapakTepUCTUKN
nccneaoBaHUsa UNU MHTEpNpeTauuno pesynstaTa (Hanpumep, UCTOpUSA BBEAEHUS npenapara).

5.4.4.3. NHCTpYKUMSA NO AEATENbHOCTU B3ATUA.
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MHCTpyKLMM NO gencTBusiM ANns B3aTUSA nNpob OOMKHbI COAEPXaTb CreaytoLlee:

a) onpegeneHve naeHTugrkaumm naLneHTa, y KoToporo B3dta nepsuyHas npoba;

b) noaTeBepxaeHwe TOro, YTO MaUMEHT COOTBETCTBYET nNpeaHanutuyeckum TpeboBaHuaM [Hanpumep,
COCTOsIHME HaTolak, nNpuem nekapcTB (Bpemsi npuvemMa nocrefHen [o03bl, npekpalieHune), B3aTue npob B
npegonpeneneHHoe Bpems, MHTepBarbl BDEMEHU U T.M.];

C) WHCTPYKLUM MO B3ATUIO NEPBUYHBIX MPOD KPOBM M ApYrMxX MaTepuanoB C ONUcaHneM eMKOCTEN AN B3ATUS
nepBuYHbIX NPoo6 1 NobbiM HEOBXOANMBIM AENCTBUAM;

d) B cnyyae ecnu B3ATWE MEPBUYHOM MPOOblI SIBNAETCA YacTbl KIIMHWYECKOW MPaKTUKK, MHGOopMauusa u
WHCTPYKUMN OTHOCWUTENIbHO €eMKOCTEN [ANnd nepBuYHOM npobbl, mobbix Heobxoaumbix [00aBOK, NOObIX
HeoOXo4MMbIX Mpoueayp W YCrOBWWA TPaHCMOPTUPOBKM Npo6 [OIMKHbI ObiTb onpegeneHbl U coobLeHbI
COOTBETCTBYHOLLEMY KIMHUYECKOMY NepcoHany;

€) UHCTPYKLMN NO MapKMpPOBKE NepBUYHbIX Npob cnocobom, koTopbli obecneunBaeT 6e3yCcrnoBHYO CBA3b C
naumeHTamMm, OT KOTOPbIX B35ITbl NPOOkI;

f) pernctpaumio ngeHtTudrkaumy nuua, B3SBLUEro NepBuYHyl0 Npoby, gaTy B3ATMA U, ecnn Heobxoammo,
perncTpaumio BpeMeHn B3ATUS;

g) VHCTPYKLMM NO NPaBuUiibHbLIM YCIIOBMAM XpaHEHUs nepea oTnpaskon npob B nabopartopuio;

h) 6e3onacHasi yTunusaumsa matepuarnos, NCMOMb30BaHHbIX Anst B3ATUs Npoo.

5.4.5. TpaHcnopTupoBka NpookbI.

WHcTpyKumm nabopatopuy no OencTBUAM Nocre B3siTMs Npobbl AOMKHbI NpegycMaTpyBaTth YNakoBKy npod
Onst  TpaHcnopTupoBku. JlabopaTopua [OOMmKHaA WMEeTb [AOKYMEHTMPOBaHHY MNpoueaypy Afnst MOHUTOPWHra
TpaHCMOPTUPOBKM NPob, obecnevmBaoLLyto, YUTO OHU TPaHCNOPTUPOBaHbI:

a) B npegernax Cpoka, COOTBETCTBYIOLLEro MNpuMpoge Ha3HAYeHHOro WCCrnefoBaHWs W OOSMKHOMY Buay
nabopaTopHbIX UCCnegoBaHui;

b) B npepenax temnepaTtypHOro MHTepBasna, YCTaHOBMEHHOro Ans B3ATUS Npob n obpalleHms ¢ HUMKU 1 ¢
npeanMcaHHbIMK KOHCepBaHTamMm Ansi obecneyeHnsi ctabunbHOCTU Npoo;

¢) cnocobom, KOTopbI obecnevmBaeT LEenoCTHOCTb NPobbl 1 6e30nMacHOCTb ANA NepeBo3ymKa, OKpYKaoLwen
cpenpl 1 nonyyawen npoby nabopatopmm B COOTBETCTBUM C YCTaHOBIEHHbIMU TpeboBaHUAMMN.

MpumeyaHwue. JlabopaTopusi, kOTOpash He y4acTBYyeT BO B3SiTUM MepPBUYHON Mpobbl U ee TPaHCMOPTUPOBKE,
OoimkHa ¢ yyetoM 5.4.5 nepeuucnenve c), npu nonydeHun npobbl C HAPYLWEHHOW LIEMOCTHOCTBH MK
NnoABeprawLLEen onacHOCT! Nep BO34YMKa, OKPYKaloLLyl0 cpedy, HeMeaneHHO CBSA3aTbCA C NMOCTaBLLMKOM Npobbl 1
NHOPMUPOBATL OTHOCUTENBHO MEP, KOTOPbIE AOMKHbI OblTb NPEANPUHATLI BO M3bexaHne peumamnsa.

5.4.6. MNMpnem npobsbl.

Mpouenypa nabopatopun no npuemy nNpobbl AomkHa obecneyvnBaTb cobnogeHne cneayoLmx yCroBuii:

a) lMpobbl 0AHO3HAYHO MPOCMEXeHbl C MOMOLLLIO Ha3HaYeHWss U MapKMpPOBKM A0 MAEHTUULMPOBAHHOTO
naumeHTa unun mecra.

b) MpumensoTca paspaboTaHHble M OOKYMEHTUpOBaHHbIe nabopaTopuen Kputepuu NpUemMnemMocTu Wmnm
OTKasa B npueme npoob.

c) B cnyyae Hannumus npobnem ¢ uageHTudukaumen naumeHta wnuv npobbl, HecTabunbHOCTU Mpobbl,
BbI3BAHHON OTCPOYKOW TPAHCMOPTMPOBKM WM HECOOTBETCTBYIOLLMM KOHTEWHEPOM, HedOoCTaTO4YHbIM O6beMOoM
npobbl unu korga npoba ABMASETCA KIMMHWYECKU KPUTUYHOW WM HEBOCCTAHOBMMOMW W rnabopatopus uvwet
BO3MOXHOCTb ObpaboTaTb npoby, OKOHYaTENbHbLIN OTYET OOSPKEH yKasbiBaTb Mpupody npobnem w, ecnum 3To
npvemnemMo, NpeaocTepexeHns, KOTopble HEOOXOAUMO y4MTbIBaTL NPU UHTEPNPETaLMM pesynbTaTa.

d) Bce nonyyeHHble Npobbl PErMCTPUPYIOTCA B XXypHarne nocTynneHusl, paboyen Tabnuue KomnbloTeEpe Unm
Opyrux cuctemax. [lata n Bpemsl NoCcTynneHnst u/unu peructpauum npob gomkHbl O6biTb 3apernctpupoBaHsl. Korga
3TO BO3MOXHO, MAEHTUYHOCTb NN, NPUHSABLLEro Npoby, Takke AoMMKHa ObITb 3aperncTpmpoBaHa.

€) YNONHOMOYEHHbIN NepcoHan [OOJPKEH OLEHUTb MOJSTyYeHHble Mpobbl, 4TOObI 0GecnevnTb, YTO OHU
OTBEYAKT KpUTEPUSM NPUEMITEMOCTH, COOTBETCTBYIOLLUM Ha3Ha4YE€HHOMY UccnenoBaHuio (MccnegoBaHnsam).

f) B cnyyae, korga 310 COOTBETCTBYET, AOIDKHbI ObITb MHCTPYKLMM MO NPpUEMY, MapKMpOBKe, NCCNEeAO0BaHMIO 1
coobuieHuto o npobax, crneunanbHO MOMEYEHHbIX KaK 3KCTpPeHHble. WHCTpyKUMM OOIKHbI copepXaTb AeTanu
nobon cneunanbHOW MapKMPOBKM (POPMbI  Ha3HayeHuss W npobbl, MexaHW3M nepeHoca npobbl B 30HY
nccrnenoBaHusi B nabopartopum, nobor GbICTpbI cNocob OCyLLEeCTBEHNS MpoLecca JOJPKHBI ObiTb MCNOMb30BaAHbI
N JOMKHbI COOTBETCTBOBAThL NOOLIM creynarnsHbIM KpUTEPUSIM OTHETOB O pe3yrbTaTax UccregoBaHUm.

Bce nopuun nepsuyHOM npobbl JOMKHbI ObITb OAHO3HAYHO MPOCMEXEHbI OO0 OPUrMHANBHOW NEPBUYHON
npoobI.

5.4.7. Npeananutnyeckoe obpalleHne, NogroToBKa U XpaHeHue.

Jlabopatopus gomkHa nMmeTb Npoueaypbl U COOTBETCTBYIOLUME BO3MOXHOCTM AN 6esonacHoro obpatleHus
c npobamu M nNpegoTBpaLLEHMS MOPYM, YTpaTbl MM MOBPEXAEHUS BO BPEMSI MpeaHanMTu4eckoro atana npu
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obpalleHnn, NOAroTOBKE U XpaHEeHUN.

JlabopaTtopHble npoueaypbl OOMKHbI  BKMAYMaTb B ceba npegenbl BpeMeHM AONd  HasHayveHus
OONOMHUTENbHBIX NCCNEeAOBaHUN 1 NOCNeayLmnX NCCrnegoBaHnii TON e NepBUYHON NPobbI.

5.5. AHanuTuyeckue npoLecchl.

5.5.1. Bbibop, Bepucmkaumsa n Banugaumsi NpoLeccoB UCCneaoBaHms.

5.5.1.1. O0LmMe nonoxeHus.

Jlabopatopwusi gomkHa BbiGpaTb METOAMKU UCCNEedOBaHMS, KOTOpble UMEKT Xopollee noarBepXaeHne Ans
npeaHasHayYeHHOro UCnomnb3oBaHusA. VIOeHTUYHOCTL nnua, KOTOPOe BbINOMHAET NPOLEeCcChl uccneaoBaHus, OMmMKHa
ObITb 3aperncTpupoBaHa.

CneuudmuupoBaHHble  TpeboBaHMa  (PYHKUMOHAmNbHbIE  XapakTEePUCTUKM) AN KaXkdoW  MeToAMKM
nccneaoBaHUs OOSMKHbI COOTBETCTBOBATL NpeAHasHauYeHHOMY MPUMEHEHUIO 3TOro UccrneaoBaHms.

MpumeyaHue. MNpegnoyTuUTENbHbIMU ABMASIOTCS METOOUKW, KOTOpble CneunduumpoBaHbl B MHCTPYKUUSX MO
NPUMEHEHNIO MEAVUMHCKUX W3OEeNnWA OHA AMarHoCTuku in vitro mnn Te, KoTopble Obinv onyGnvkoBaHbl B
YCTaHOBMEHHbIX/AaBTOPM30BaHHbLIX y4yebHMKax, OO30pHbIX TEeKCTax WM >KypHamax Wi B MeXAyHapoOHbIX
COrnacoBaHHbIX CTaHgapTax Unu pykoBOACTBAX, HaLMOHANbHbIX N PErMOHAarNbHbIX NpaBunax.

5.5.1.2. Bepucumkaumnsa meToank nccnegoBaHms.

BanuavpoBaHHble METOAMKMN NCCneaoBaHUA, NpUMeHsieMble 6e3 Moandukauun, AOMKHbI ObiTb NOABEPTHYThHI
He3aBuCMMOW Bepudrkaumm nepes BBeJeHNeM B MOBCEAHEBHOE UCMOMb30BaHMWE.

JlabGopatopusi JormkHa NONy4YnUTb OT U3rOTOBMTENST UNN OT pa3paboTynka MHopMaunio, NOATBEPKAAIOLLYIO
OYHKUMOHAMNbHbIE XapakTEPUCTUKN METOOMKMN.

HesaBucumasa Bepudukauma nabopaTopven [OSMKHA MOATBEPAUTL MNyTEM MOMyYeHUsT OOBEKTUBHbIX
aokasatensCctB (B opMe (PYHKUMOHAmNbHBIX XapakTepuCTUK), 4YTO MeToAuKa COOTBETCTBYET 3asBEeHHbIM
XapakTepucTukam BbINOJTHEHUS nccnegoBaHus 3asiBrneHHble PYHKUNOHanNbHbIE XapaKTEepPUCTMKH,
NnoaTBEPXKAEHHbIE B npouecce BepuduKaumu, OOSDKHbI COOTBETCTBOBATb MNpeAHa3Ha4YeHHOMY MPUMEHEHUIO
pe3ynbTaTtoB UCCMEeA0BaHUS.

JlabopaTtopua pomkHa [OKYMEHTMpOBaTb npouenypy Bepudmkauum u 3aperucTpupoBaTtb MOMyYEHHbIE
pesynbTathl. [lepcoHan, obnagawwuin Ha 3TO NpaBoM, AOMMKEH nepecMmaTpumBaTb pesynbTatbl Bepudurkaumm un
perncTpupoBaTh pesyrnbTaTbl NnepecMoTpa.

5.5.1.3. Banugauuns MeToamnk nccriegoBaHus.

JlabGopatopusi gormkHa Npou3BOAWTbL BanvMAauuio METOAMK WCCeAOoBaHMWs, MOMYYEHHbIX M3 CReayrLimx
NCTOYHMKOB

a) HecTaHOapTHbIE MeToabl;

b) MmeToabl, paspaboTaHHble nabopaTopuen;

C) cTaHOapTHbIE METOAbl, NPUMEHEHHBbIE BHE 00NacTn CBOEro npegHa3HayeHHOro NpUMeHeHus;

d) BanuanpoBaHHble METOAbI, NoABeprInecs mogndukaLmm.

Banupauusa gomkHa OblTb HAaCTOMbKO WMHTEHCUMBHOW, HACKONbKO Heobxoammo, 4Tobbl MOATBEPAUTH MyTEM
npeaocTaBneHms 06 bEKTMBHbBIX foKa3aTenbCcTs (B hopMe (pyHKLMOHANbHBIX XapaKkTepUCTUKK), YTO crneumduieckme
TpeboBaHusa Ans npegHa3HaYeHHOro NMPUMEHEHUS NCCNEeA0BaHUA BbINOMHEHbI.

MpumeyaHne. OyHKUMOHAmNbHbIE XAapPaKTEPUCTUKN METOAWMKM MWCCrenoBaHusl AOMKHbI BKNoYaTb B cebsa
JaHHble O TOYHOCTUM U3MEpPEeHUd, MPaBUNBbHOCTU WU3MEPEHUS MNPELU3MOHHOCTU U3MEepPeHns B TOM uucre
NMOBTOPAEMOCTU U3MEPEHUA U MNPOMEXYTOYHOW MPELMU3MOHHOCTU U3MEPEeHUs HeonpeaerieHHOCTU U3MepeHus
aHanuMTu4ecKkon crneumdpu4HOCTU, BKMNYas MHTepdepupyloline BellecTBa, aHanuMTU4eCcKonW YyBCTBUTEMbHOCTH,
npegene obHapyXeHus U npedene KONMMYECTBEHHOrO OMNpPedeneHns, nHTepBane M3MepeHust ONarHOCTUYECKON
cneumpu4HOCTM U AMarHoCTUYECKOM YyBCTBUTENBHOCTH.

JlabopaTtopusa gomkHa OOKYMEHTUPOBaTb METOAMKY, UCTMONb3yeMYHO AN Banupauuu, U 3aperMcTpupoBaTth
nony4eHHble pe3ynbTaTbl. YMNONHOMOYEHHbLIN MepcoHan AOSKEH nepecMaTtpuBaTh pesynbTaTtbl Banvgauum un
perncTpmpoBaTh pesynbTaTbl NepecMoTpa.

B cnyyae ecnu B BanMaMpOBaHHYK METOAUKY WCCREefOBaHWs BHECEHbI W3MEHEHWs, BMUSIHUE TaKuX
N3MEHEHNI JOMKHO ObITb JOKYMEHTUPOBAHO U, MPU HEOBXOAMMOCTH, A0SPKHA ObITh BbINONIHEHA HOBas Banvaauus.

5.5.1.4. HeonpeaeneHHOCTb U3MEPEHUSA 3HAYEHNN N3MEPEHHOW BEMNMUYNHBI.

JlabGopatopusi omkHa onpefenutb HeonpeaeneHHOCTb U3MEPEHUs AN KaKOON METOAMKA U3MEPEHUS B
aHanuTudeckon dase, UCMOSMbL3OBAHHOM ANA OTYeTa O 3HAYEHMSX U3MEPEHHOW Benu4MHbl B npobax nauueHTa.
JlabGopatopusi gomkHa onpegenntb TpeboBaHWst YHKLMOHAMbHBIX XapakTepUCTUK Afs HeOonpeaeneHHOCTU
N3MepeHNs Kaxxaon MeTOOUKN U3MEPEHUS U PEryNspHO nepecMmaTpuBaTth OLEHKU HeonpeaeneHHOCTN N3MepPEHUs.

MpumeyaHus:

1. KOMMNOHEeHTbl HeonpeaeneHHOCTU COYeTalTCa C MPOUCXOASALLMM NPOLECCOM U3MEpPEHMUs, HaduHas oT
BBOAa NpobbIB Npoueaypy N3MepeHnsi U 3akaHunBas BblAayen M3MEPEHHOIO 3HAYEHNS.
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2. HeonpeneneHHOCTM n3aMepeHnst MoryT BbITb paccumTaHbl, UCMONb3ys 3HAYEHUS BEMUYMHbI, MOSyYEHHbIE C
NMOMOLLBIO M3MEPEHUs MaTtepuana [ANnd KOHTPONs KayecTBa B YCMNOBMSAX MPOMEXYTOYHOW MPELU3NOHHOCTMH,
KOTOpble BKMOYalT B CeOS MHOrMe pYTUHHbIE U3MEHEHMWS, BO3MOXHbIE B CTaHOAPTHLIX onepauusax npouenypbl
N3MepeHns, Hanpumep, U3AMEHEHNS B NApTUSAX peareHToB Unn KanubpaTtopa, y pasnmMyHbIX onepaTopos, B rpaduke
0o6CcnyXMBaHWSA NHCTPYMEHTA.

3. Tlpymepamu npakTU4YECKOW MOME3HOCTM OLEHOK HEeOoMNpederieHHOCTM U3MepeHus MoryT ObiTb
NOATBEPXKAEHNE COOTBETCTBMS 3HAYEHUN MaumeHTa UensM KayecTBa, YCTaHOBMEHHbIM nabopatopuen, u
3HAYMMOE CpaBHEHME 3Ha4yeHus MauueHTa C npedblayluM 3HAa4YEeHUMEM TOro Xe Tuna WM 3HadyeHuem Ans
KMMHUYECKOTO peLUeHus.

JlaGopatopusi Jo/mKHa YyuuTbiBaTb HEONPEAENeHHOCTb W3MEPEHUs TMpU  MHTepnpeTauun 3HayeHus
n3amepeHHon BenuvumHbl [lo  3anpocy nomnb3oBatens nabopaTopuss MOXeT MpeacTaBnsATb  OLEHKM
HeonpeaeneHHOCT U3MEPEHNSI.

B cnyuae, ecnu nccnegoBaHuns cogepxaT aTan U3MeEpeHWs, HO He MpeacTaBnsaiT 3HaYeHUe U3MEPEHHOW
BENM4YMHbI, NabopaTopus OOMMKHA paccyuTbiBaTb HEOMNPeAeneHHOCTb CTaaun U3MEpPEHNUsi, MOCKOMNbKY 3TO MOXeT
ObITb MONE3HO AN OLEHKN HAageXHOCTM METOAMKN UCCneaoBaHns Unm BNsaeT Ha coobLlaembln pesynbTar.

5.5.2. buonorun4yeckue pedepeHTHbIe MHTepBarbl WM 3HAYEHUS KITMHUYECKOTO PeLLEHNS.

JlaGopatopwusi fJomkHa onpeaennTb Guonormdyeckme peepeHTHbIE MHTEPBATbl UM 3HAYEHUS KITMHUYECKOTO
peLleHunsl, JOKYMEHTUPOBaTb OCHOBY AnNsi peepeHTHbIX UHTEPBANOB WM 3HAYEHUS KIMHUYECKOTO peLUEeHns U
COOBLMTb 3Ty MHOPMaLUIO MONb30BaTENSAM.

Koroa Owuonorvdeckue pedepeHTHble WHTepBanbl WM 3HAYEHUSA KIMHWYECKOIO pELUEHUS nepecTaroT
COOTBETCTBOBaTbL OOCMYXMBAaeMoOW MONynsuMM, HeoOXOOUMbIE W3MEHEHWs [OSKHbI OblTb Mpou3BeneHbl U
COODbLLEeHbI NoNb30BaTENSIM.

B cnyuae, korga nabopatopus M3MeHsieT aHanUTUYEeCKUe Unu npeaHanMTuieckne npouenypbl, oHa JOMmkHa
nepecMoTpeTb CBA3aHHbIe C HUMK Ouonornyeckve pedepeHTHble MHTepBarbl UMW 3Ha4YeHUs KIMHUYECKOro
peLueHmns.

5.5.3. [lokymeHTauusa meToamnk nccrnegoBaHusl.

MeToamkn wnccnegoBaHns [OMKHbI OblTb OOKYMEHTUpOBaHbl. OHM AOMKHbI OblTb HaMMCaHbl A3bLIKOM,
MOHATHBLIM A4NA NepcoHarna B nabopatopun 1 6bITb AOCTYMHbI B COOTBETCTBYHOLLMX MOMELLEHUSIX.

JTio6Gon chopmaT KOHOEHCUPOBAHHOIO AOKYMEHTa (Hanpumep, kapta dannoB unu nogobHasi ucnonb3yemas
cucTema) LOIMKEH COOTBETCTBOBATb JOKYMEHTUPOBAHHOW Mpoueaype.

MpumeyaHus:

1. Paboume MHCTpyKUMU, KapTa dainoB unu nogobHas ncnonb3yemasi cuctema, B KOTOPOW CyMMMpPOBaHa
KnoyeBas MHopmauusi, npuemnemMsl OHA NPUMEHEHUST Kak BbicTpasi cnpaBka Ha paboyem MecTe, No3BosIsOLLLas
UMeTb MHAOPMAaLNIO O NMOMHOW AOKYMEHTUPOBAHHOW Npoueaype uccrefoBaHus.

2. VNHdopmaums M3 MHCTPYKUMU NO MPUMEHEHUI0 MpodyKta MoxeT ObiTb BKMAYeHa B npoueaypy
nccrnegoBaHus Ans Cnpasky.

Bce OOKyMeHTbl, MOMOXEHUS KOTOPbIX CBA3aHbl C YPOBHEM BbIMNOMHEHWS MCCNeAoBaHWs, B TOM 4ucre
METOAMKN, WUTOroBble [AOKYMEHTbl, opmaT KOHAEHCMPOBAHHOrO [AOKYMEHTa, WHCTPYKUUM NO MNPUMEHEHUIO
npoaykTa, AOIMKHbI BbITb 06 beKTaMn KOHTPONSt JOKYMEHTOB.

B gononHeHve K OKYMeHTarnbHOMY KOHTPOM MAEHTUUKATOPOB, AOKYMEHTALMA OOJPKHA BKMNoYaTh B cebs,
B Cry4ae, Kora 310 COOTBETCTBYET METOAMKE UCCIEeAO0BaHWs, CrieaytoLlee:

a) Luernb nccnenoBaHuns;

b) npyHUMN 1 MeToA Npouenypbl, UCNONbL3yeMbI A58 UCCNeaoBaHNs;

C) dyHKUMOHanNbHbIe xapakrepuctuku (cm. 5.5.1.2 n 5.5.1.3);

d) Tun npobkl (Hanpumep, Nnasma, CbiIBOPOTKa, MoYa);

€) NOAroTOoBKa NauUVeHTa;

f) TN KOHTeNHepa 1 O6aBOK;

g) Heobxoaumoe obopygoBaHME U peareHThl;

h) KOHTPONb OKpYy>KatoLLEeN cpeapl N 6e3onacHoCTY;

i) Nnpoueaypa kanMbpoBK/ (METPOSTOMMYECKON NPOCHEXNBAEMOCTW);

j) aTansbl npouenypsl;

k) npouenypbl KOHTPOMsi KAYECTBa;

I) nHTepdepeHLMKn (Hanpumep, NMNemMus, remonuns, GuNUpybnHeMmus, NekapcTea) U NePEKPECTHbIE peakLnm;

m) NPUHLUMN Npoueaypbl pacyeTa pe3ynbTaTtoB, B TOM YMCIE, ECNIN 3TO COOTBETCTBYET, HEONPEAENEHHOCTb
N3MepeHnsi 3HaYEHNIN N3MEPEHHOI BENMWNYNHBI;

n) 6uonorndeckue pedepeHTHble MHTepBarbl MW 3HAaYEHUS KITMHUYECKOrO peLleHus;

0) coobLaembli MHTepBan pe3yrbTaToB UCCIeN0BaHWS;
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P) UHCTPYKUUSA NO OnpeaeneHnio KONMYeCTBEHHOIo pesynbTaTa, B Criyyae, korga pesynbtaT BHE MHTepBana
n3MepeHus;

q) TPEBOXHbIE/KPUTNYECKNE 3HAYEHNS, eCnin HeoBXoaUMO;

r) nabopaTopHas KnMHMYecKasi MHTepnpeTauus;

S) NoTeHUMarnbHble UCTOYHMKN Bapyauuu;

t) bubnmorpaduyeckmne CChinku.

Ecnu nabopaTtopus HamepeHa U3MEHUTb CYLLECTBYIOLLYD METOOUKY WCCreoBaHUs Takum obpasoM, 4To
pe3ynbTaThl UCCIeAOBaHUA UMW UX UHTepnpeTauns MOryT CyLLEeCTBEHHO U3MEHUTLCH, CMbICIT U3MEHEHUI JOITKEH
ObITb pa3bsCHEH NoNnb3oBaTeNAM N1abopaTopHbIX YCNyr Nocne Banuaauun METOAMKN.

3. 310 TpeboBaHNe MOXET ObiTb BbIMOSIHEHO PAa3fMYHbIMU MNYTAMM B 3aBUCMMOCTU OT MECTHbIX YCIOBUN
Takvne cnocobbl MOryT COCTOATbL B NPSAMOM HanpaBfeHun NMceM, CTaTbsax B nabopaTopHbIX ra3etax U BKIKOYEHUN
COOTBETCTBYIOLLEN MHpOPMALUM B OTHETHI O pe3ynbTatax UcCregoBaHuN.

5.6. ObecneyveHune kayecTBa pe3ynbTaToB NCCNegoBaHNUN.

5.6.1. O6wue nonoxeHus.

JlabopaTtopusa gomkHa obecneumBatb Ka4eCTBO MCCNEAOBAHWUN, BbIMOMHASA MX B ONpeAeneHHbIX YCOoBUSX.
[ormkHbl ObITb NMPUMEHEHbI COOTBETCTBYIOLLME NpeaHanuTuyeckue u aHanutuyeckue npoueccol (cm. 4.14.7, 5.4,
5.7 n 5.8). JllabopaTopus He gormkHa dpabpurkoBaTb pe3ynbTaThbl.

5.6.2. KoHTposnb KayecTBa.

5.6.2.1. O0LWMe NonoxeHus.

JlaGopatopusi gormkHa cnnaHupoBaTh Mpouedypbl  KOHTPONS KayecTBa, u4ToObl BepuduumnpoBaTb
OOCTUXEeHMe XenaTenbHoro KayecTea pesynbTaToB.

lMpumeyaHne. B HEKOTOpbIX CTpaHax KOHTPOSb KayecTBa, COOTBETCTBYIOLUMA NpeacTaBfieH KoMy B 3TOM
nogpasgene, HasblBaloT "BHYTPEHHUM KOHTPONeM KayecTsa".

5.6.2.2. MaTtepwvanbl KOHTPOMS KadecTBa.

JlabopaTtopusa pomkHa mMcnonb3oBaTb MaTepuarnbl KOHTPOSS KavyecTBa, peakuusi KOTOpbIX C U3yvyaeMoun
cucTemon bnmska, HacKOMbKO 3TO BO3MOXHO, K peakuun npob naumeHTa ¢ CUCTEMOWN.

MaTtepuranbl KOHTPOMsi Ka4ecTBa AOMKHbI ObiTb MEPUOAMNYECKN UCCEAO0BaHbI C YAaCTOTON, KOTOpas OCHOBaHa
Ha cTabunNbHOCTU METOAVKM M pUCKE Bpeda NauMeHTy OT owmnboYyHoro pesynerara.

MpumeyaHus:

1. Jlabopatopusa gormkka m3bpaTb KOHLEHTPaLMU KOHTPOJSIbHbIX MaTepuarioB, HAcKOMbKO 3TO BO3MOXHO,
GrI3KO K 3HAYEHUSIM KITMHUYECKUX PELLEHUI, TEM CaMbiM NOATBEPXAAA BanMAHOCTb NPUHATBLIX PELLEHWA.

2. Ncnonb3oBaHWe KOHTPOMbHbIX MaTepuanoB He3aBUCMMOW TPEeTbeW CTOPOHbI crefyeT NpuHUMaTb BO
BHUMaHWE UM BMECTO, UMW B AOMNOJSIHEHME K NOOBbIM KOHTPOSbHBIM MaTtepuanam, nocTaBnsiEMbIM U3roTOBUTENEM
peareHToB UM UHCTPYMEHTA.

5.6.2.3. [JaHHbIe KOHTPONA KavyecTsa.

JlabopaTtopusa pomkHa vMMeTb npoueaypy 4ns NpedoTBpalleHVss Bbldayn pes3ynbTaToB, MOSMYYEHHbIX B
YCIOBUSIX HEAOCTATOYHOIO KOHTPOSISA KayecTea.

Korga npaBuna KOHTPONSA KayecTBa HapyLUeHbl M yKasblBalOT, YTO pe3ynbTaT UCCNEeAOoBaHMs, BO3MOXHO,
COAEPXUT KIMMHUYECKN 3HAYMMbIE OLLIMOKKM, pe3ynbTaTbl JOMKHbI OblTb OTOPOLLEHBbI, @ COOTBETCTBYHOLLME NPOGLI
nauMeHTa uccnegoBaHbl MOBTOPHO MOCHE YCTpaHeHust owmnboYHOro ycrnoBus M Bepudmkaumm npoBefeHus
NcCcrnegoBaHUs B paMKax YCTaHOBIMEHHbIX (DYHKLMOHANbHbLIX XapakTepucTuk. Jlabopatopusi Takke [OMKHa
OLEeHNTb pes3ynbTaTbl Npob naumeHTa, KoTopble ObINM MccredoBaHbl NOcre MOocrefHero YCrnewHoro KoHTpons
KayecTBa.

[aHHble KOHTPONS KayecTBa LOIMKHbI MepecMaTpuMBaTbCs Yepes perynsipHble MHTepBarbl BPEMEHMW, YTOObI
OOHapyXnTb TEHOEHUUU B BbINOSIHEHWM WUCCMEAOBAHUN, KOTOpblE MOryT yKasblBaTb Ha Hanuyue npobrnem B
nccnegoBaTenbckon cucteme. B cnyyae ecnu Takme TEHOEHUMM OTMEYEHbI, AOSMKHbI ObITb MpeanpuHATbH U
3aperncTpupoBaHbl NpeaynpexjarLme gENCTBUS.

MpumeyaHune. [ormkHbl OblITb WCMNOMb30BaHbl CTAaTUCTUYECKME W HECTAaTUCTMYECKME TEXHONMOrMn [OHS
npouecca KOHTpomns, 4TOObl Obina BO3MOXHOCTb MOCTOSIHHO OTCREXMBaTb KayeCTBO BbIMOSTHEHUSA CUCTEMbI
nccrnegoBaHus.

5.6.3. MexnabopaTopHble CrnyeHus.

5.6.3.1. YuacTtue.

JlabGopatopusi gomkHa ydacTBoBaTb B nporpammMe (nporpammax) mexnabopaTopHbIX CIMYEHUI (TakUX Kak
nporpaMmbl BHELUHEN OLEHKM KayecTBa UMM MnporpaMmmbl UCMbITaHMA MPOdEeCCUOHANbHON KOMMETEHTHOCTU)
COOTBETCTBEHHO MWCCMEAOBaHMSAM W MHTEpnpeTauusiM pesynbTaToB UccrnefoBaHui. JlaGopatopusi [LOImKHA
OoTCnexmBaTb pes3ynbTaTbl MporpaMm MexnabopaTopHbIX CRAMYEHWA U y4acTBOBaTb B  OCYLLECTBMEHUU
KOppPEeKTUPYOLLNX AENCTBUI, Korga npegonpeaeneHHble KpUTepun He BhINOSHEHbI.
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MpumeyaHue. JlabopaTopus gormkka ydacTBOBaTb B nMporpaMmax MexnabopaTOopHbIX CRMYEHWUN, KOTopble
cooTtBeTCcTBYIOT TpebosaHusam NCO 17043.

JlabopaTtopusa pgomkHa paspaboTaTb AOKYMEHTMPOBAHHYIO npouenypy Ans yyactus B MexnabopaTopHbIX
CNNYEHUSX, BKMOYAKLWYI0 B cebst onpeaeneHHyo OTBETCTBEHHOCTb U MHCTPYKLMN MO y4acTuo 1 Niobble Kputepum
BbINOMHEHWS, OTNMYaloLWMNecs OT KPUTEPUEB, UCTMONb3YEMbIX B MpOrpamMmme MexnadopaTopHbIX CIIMYEHWIA.

Mporpamma (nNporpammbl) MexnabopaTopHbIX CINYeHW, n3bpaHHaa nabopaTopuen, OOIPKHA, HAaCKOMbKO
3TO BO3MOXHO, COAEpXaTb KIMHUYECKN BaXHble 3afadqv, KOTOpble MMWUTMPYIOT NPoObl NauMeHTOB M MO3BOMSOT
NpoBepsATb BECb MPOLECC MCCNEAOBaHWS, BKMYas npeaHanuTUYecKUn, aHanMTUYECKUn U NOCTaHanUTUYECKUN
aTansl.

5.6.3.2. AnbTepHaTUBHbIE NOAXOAbI.

Mpn HeJoOCTYNHOCTK yyacTus B MexnabopaTopHbIX cpaBHeHUAX nabopaTtopus gomkHa pa3paboTatb apyrue
noaxodbl W nNpefocTaBuTb OOBLEKTMBHbIE [JOKasaTenbCTBa AN OnpefeneHns npuemMnemocTu pesynbTaToB
nccrnegoBaHnn. HackonbKo 3TO BO3MOXHO, 9TOT MEXaHM3M OOIKEeH MCNofb30BaTh NOAXOASLIMe MaTepuarnbl.

MpumeyaHwue. Mpumepamn Taknux matepuanos MoryT BblTe cnegyoLwme:

- cepTudumumpoBaHHble peddepeHTHbIE maTepuarnsl;

- paHee nccnegoBaHHble Npookl;

- MaTtepuarbl U3 XpaHUNULL, KNEeTOK Un TKaHewn;

- 0bmeH npobamu ¢ gpyrumu nadopaTtopusamu;

- KOHTPOmbHblE MaTtepuarnbl, KOTOpble MOBCEOHEBHO WCMOMb3YOTCA B MporpamMmmax mexnabopaTopHbIX
CNNYEeHni.

5.6.3.3. AHanu3 npo6 mexnabopaTopHbIX CIIUYEHUIA.

JlabopaTtopusi gomkHa BKMIOYMTb NPobbl MexnabopaTopHbIX CAMYeHMn B paboumii MOTOK, HAcKOMbKO 3TO
BO3MOXHO, TaKMM ke CnocoboM, kak 1 Npobbl NaUMeHTOB.

Mpobbl MexnabopaTopHbIX CAMYEHUA OOSMKHbI ObITb MCCNEAOoBaHbl TEM MEPCOHAroM, KOTOPbIA OBbIYHO
nccnegyeT npobbl NALMEHTOB, C MPUMEHEHMEM TEX XE METOAUK, KOTOPbIE NPUMEHSIOTCS ANS UccnegoBaHus npob
nauneHToB.

Jlabopatopus He gormkHa coobwaTtbeca C APYrMMU yYaCcTHUKaMM nporpammbl MexnabopaTopHbIX CANYEHUI
no noBoAy AaHHbIX NPob 40 Tex Nop, NoKa 3TW AaHHble He OyayT NpeAcTaBneHbl Anst o6Lero CBeAeHMs.

Jlabopatopusi He [OmMKHA CcCbiNaTbCsi Ha NpPoObl MexnabopaTopHbIX CAMYEHUI ONs NOATBEPXAEHUS
nccrnegoBaHun neped nepegadent 4aHHbIX, XOTS 3TO 0ObIYHO AenaeTcst B OTHOLWEHUN Npob naumneHToB.

5.6.3.4. OueHka xapakTepuCTUK BbIMOSIHEHMS UCcrieaoBaHUI B nabopartopuu.

XapaKTepuCTUKN BbIMOSTHEHWS!, OMpefdeneHHble Npu  MexnabopaTopHbIX CAMYEHUSAX, [OOJKHbI  ObiTb
paccMOTpeHbl M 06CYyXaeHbI C NEPCOHANOM, KOTOPbIN MMEET K HUM OTHOLLIEHNME.

B cnyuyae, korga 3apaHee onpegerneHHble KPUTEPUM XapaKTEPUCTMK BbIMOMHEHUS HE OOCTUTHYTHI (TO eCTb
nMeeT MECTO HECOOTBETCTBME), NepcoHan AOMKeH y4yacTBoBaTb B NPOBEOEHNU U perncTpaumm KOppeKkTUpyoLwmx
AencTBui. SPMEKTUBHOCTb KOPPEKTUPYIOWMX OEUCTBUA AOoMmkHa ObiTb oTcnexeHa. BosspalueHHble pesynbTaThbl
OOIMKHbI  OblTb  OUEHEHbl B OTHOLWIEHMM TEHAEHUWWA, KOTOpble MOryT MpuMBOAUTE K MNOTEHUMAmNbHbIM
HECOOTBETCTBUAM, N AOSKHbI ObITb MPEeANPUHATLI NpeaynpexaanLlme AencTeums.

5.6.4. CpaBHUMOCTb pe3ynbTaToB UCCEA0BaAHUN.

HomkHbl O6bITb onpeAeneHHble cnocobbl CpaBHEHMSA MCMONBb30BaHHLIX NpoLeayp, 000pyaoBaHUSA U METOAOB,
N YCTaHOBMEHMS CPaBHUMOCTM pe3ynbTaToB A Npob NauMeHTOB, WCMONb3yst KNMHWMYECKU OMpaBAaHHble
WHTepBarnbl. OTO MPUMEHUMO K O4MHAKOBLIM UMW pasnMyalwuMcs MeETOAUKAM, pasfUYHbIM MeCTaM BbINOMHEHUS
nccrnegoBaHUM UK KO BCEW COBOKYMHOCTU 3TUX (DAKTOPOB.

MpumeyaHme. B yacTHOM cnyvae pe3ynbTaToB U3MEPEHMS, KOTOPbIE METPOSIOTMYECKM MPOCTEXEHbI 40 TOro
XXe aTanoHa, pe3yrnbTaTbl ONUCLIBAIOT KaK MMELLME METPOMOrMYECKYH CONOCTaBUMOCTb, MOCKOMbKY KanubpaTopsl
KOMMYTaTUBHbIE.

Jlabopatopusi gomkHa yBedAOMWTb MONb3oBaTenen o JobbiXx OTAMYMAX B CPaBHUMMOCTU pe3ynbTaTtoB U
obcyauTtb ntobble BMMAHUSA Ha  KAMHUYECKYHD MNPAKTUKY MNPUMEHEHUST WU3MEPUTENbHBIX CUCTEM, WMELLMX
pasnuyaroLMecs UHTEpPBarbl UBMEPEHUS NS OAHUX U TEX Xe U3MepPsSeMbIX BENUYMH (Hanpumep, Ang roKo3bl), 1
N3MeHeHNss MeTo40B UCCregoBaHus.

JlaGopatopusi JOSmKHA LOKYMEHTMPOBATb, PErMCTPUPOBATb, U €CN BO3MOXHO, ObICTPO AelcTBOBaTb MO
pesynbTatam, NosydeHHbIM NPy MeXxnabdopaTopHbIX crimyeHusx MiaeHTnuduuympoBaHHbie Npobnemsl Unn pasnuyms
OOIMKHbI BbITb aKTMPOBaHbI U 3apPerMcTpMpoBaHbl NoAAEPXKMBaOLINE AEACTBUS.

5.7. NocTaHanuTMyeckme npoLecchi.

5.7.1. PaccmoTpeHue pe3ynbTaTos.

Jlabopatopus formkHa MMEeTb npoueaypy Ans obecnevyeHnss paccMOTPEHUS YNOSTHOMOYEHHbLIM NEPCOHANoM
pe3ynbTaToOB MUCCregoBaHUM neped WX BblAayen MyTeM KX OUEHKW MpU CPaBHEHUW C BHYTpUIabopaTOpHbIM
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KOHTpPONEeM kKayecTBa M, €CnM BO3MOXHO, C [AOCTYMHOW KMMHUYECKOM uWHdopmauuen wn pesynbtatamu
npeaLwecTBYOLWMX NCCNEaOoBaHNN.

Korma B npoueagype paccMOTpeHWs pes3ynbTaTOB y4yacTBYeT cucTema aBTOMaTuyeckoro Bblbopa u
coobLleHnss pesynbTaToB, KpUTEPUM PACCMOTPEHUS OOSKHbI  ObiTb  YCTAHOBMEHbI, MOATBEPXKAEHbI U
OOKYMEHTUpOBaHbI (cM. 5.9.1).

5.7.2. XpaHeHue, cogepxaHue 1 yganeHme KIMHUYeCKmX npoo.

JlabGopatopusi JomkHa MMeTb OOKYMEHTMPOBaHHYI npoueaypy Ans maeHTudukauum, cbopa, coxpaHeHus,
WHAEeKcaumn, 4OCTyna, XpaHeHus, NoaaepKaHus n 6e3onacHoro yaaneHus KmHu4Yeckmx npoo.

JlabGopatopusi OomkHa onpeaenvTb MNPOOOIPKMTENBHOCTL CpoKa coxpaHeHunss npob. Cpok coxpaHeHus
OOIMKeH ObITb onNpeaeneH Ha OCHOBE Npupoabl NPoOkI, nccreoBaHns U NOObIX NPUMEHUMBbIX TPEBGOBaAHNN.

MpumeyaHne. FOpuanyeckas OTBETCTBEHHOCTb B OTHOLLEHUM OMNpedeneHHbIX TUNOB npoueayp (Hanpumep,
FMCTONMOMMYECKNE UCCReoBaHUs, rEeHETUYEeCKMe WCCNefoBaHusA, neanaTtpuyeckue UCCrnegoBaHus) MOXeT
TpeboBaTb coxpaHeHus onpeaeneHHbIx Npob Ha Bonee anuTenbHbIE CPOKKM, Yem Apyrue npobbl.

BesonacHoe ypaneHue npob [OMKHO MPOU3BOAUTBECA B COOTBETCTBUM C MECTHbIMW MpaBunamMu umm
pekomeHaaumamMmn no obpalleHnto ¢ 0TXo04aMu.

5.8. OT4eThl 0 pesynbTaTax.

5.8.1. O6LWMme NonoxeHus.

OTyeT 0 pesynbTaTax Kaxaoro MCCrnegoBaHMs [OJKEH OblTb TOYHBIM, SICHbIM, HELABYCMbICIIEHHBIM U
COOTBETCTBOBATb CNeungryeckuM UHCTPYKLUUAM METOLAMKN UCCIEeAoBaHMS.

JlaGopatopwusi gormkHa onpegenuTb popMaT M cpedy oTtyeTa (HanpuMmep, ANEKTPOHHYIO MM BymakHyto) 1
cnocob, KoTopbIM OH OyAeT nepefaBaTbCca 13 nabopaTopun.

Jlabopatopuss pgomkHa umeTb npoueaypy obecnedeHus MpaBuIIbHOCTM HamuMcaHus nabopaTopHbIX
pe3ynbTaToB.

B otyeTe gomkHa cogepxatbcsa MHOpMaUmnsa Ans nHTepnpeTaunn nabopaTtopHbIX pe3ynbTaTos.

Jlabopatopusi gomkHa uMeTb npoueaypy YBEAOMIEHMS HasHaudMBLUEro uccrnegosaHne o6 oTcpoyke
BbINOMTHEHNS UCCMEA0BaHUA, KOTOpPas MOXET MOMeLLaTh TIeYEHUI0 NauneHTa.

5.8.2. ATpnbyThl oTHeTAa.

JlabGopatopusi gomkHa obecneuynTb, 4TO cnegywwme aTpubyTbl oT4yeTa CMOco6CTBYOT 3dEKTUBHOMY
coobLLeHn0 NabopaTopHbIX pe3ynbTaToB 1 COOTBETCTBYIOT HYXKAaM Nonb3oBaTenen:

a) 3amevaHusi o KayecTBe Npobbl, KOTOPbIE MOTYT KOMNPOMETUPOBATL pe3ynbTaTbl UCCNEOOBAHNUS;

b) sameyaHns oTHOCMTENBHO MPUTrOAHOCTU MPOOLI B OTHOLLEHWW KpUTEPUEB NPUEM/OTKA3a;

C) KpuTUYeckue pesynbTaTtbl, ECNN MPUMEHNMO;

d) 3amevyaHuWss MO WHTepnpeTauuuM pes3ynbTaToB, KOTOpble MOryT BKMYaTb B cebsa Bepudumkaumio
MHTepnpeTauMm aBToMaTUYeCKM BbIBPaHHbIX 1 COOBLLEHHbIX pe3ynbTaToB (CM 5.9.1) B OKOHYaTENbHOM OTYeTE.

5.8.3. CopepxaHue oTyeTa.

a) SCHoe, HeABYCMbICIEHHOE YyKa3aHuMe Ha MpOBEAEeHHOE MWCCrneaoBaHue, BKIYas COOTBETCTBYHOLLUME
METOAMKN U3MEPEHMS;

b) HaumeHoBaHne nabopaTopuun, KOTopas NPeACTaBMASIET OTYET;

C) yKasaHve uccnegoBaHun, KoTopble Obinn NpoBeAeHbl BO BCrioMoraTensHow naboparopuu;

d) oOHO3Ha4YyHyl wAeHTUMKAUMID W MECTOHaxOXAEeHWe naumMeHTa, €cnvM 3TO BO3MOXHO, U MECTO
HasHayeHns oT4yeTa;

e) hamunuio Unu Opyryro ogHO3HAYHYH UAEHTMdMKaUMIO N1ua, 3anpocuBLLEro UccrnegoBaHue, U cnocoobl
KOHTaKTa C HUM;

f) faty 1 Bpems B3ATMS NEepBMYHON Mpobbl, eCnn 3TW AaHHble M3BECTHbI U CYLLECTBEHHbI A1 OKa3aHWio
MOMOLLW MaUUEHTY;

g) TMN nepBM4HON Npobbl;

h) MeToauka nsmepeHus, ecnun 310 NPUEMIEMO;

i) pe3ynbTaThl MCCNeAO0BaHWs, BblpaXeHHble B eamHnuax CU vnm B eamHulax, conoctaBuMbiX C eAMHULAMU
CW, unn B gpyrnx npuemnembix eAMHNLAX;

j) Buonorudeckne pedepeHTHbIe WHTEpBarnbl, 3HAYEHWUS ANs MPUHATUS KIMHUYECKUX PELUEeHUA UMK
anarpammbl/HOMOrpaMMbl, MoAOEPXKMBAOLLME 3HAYEHUS ANs MPUHATUSA  KITMHWYECKUX pPELUEHUIN, €CnM  OHU
NPUMEHSOTCS;

MpumeyaHune. B HeEKOTOPBLIX Cnyvasix MOXeT ObITb LienecoobpasHo pacnpoCTPaHUTbL NEPEYHN Unn Tabnuub
BGuonorndeckux pedepeHTHbIX MHTEPBASIOB CpPean Bcex MNonb3oBaTtenen nabopaTopHbIX yCryr B MecTax, rge OHM
nony4atT OT4EThI O pe3ynbTaTax

k) nHTepnpeTaumsa pesynbTaToB, Korga ato TpebyeTcs;

MpumeyaHue. MonHas nHTepnpeTauns pesynbTaTtoB TpebyeT 3HaHMSA KIMHUYEeCKOW MHdopMaumu, KoTopas
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MOXeT BbITb HeJOCTYNHa nabopaTopun.

I) WHble KOMMEHTapuu, MNpedoCTEPEXEHUSI UMM MNOACHEHUs (HanpuMmep, KavyecTBO UMW afeKBaTHOCTb
nepBu4HOM MNpobbl, KOrda 3TO MOXET MOCTaBUTb NO4 COMHEHWe pes3ynbTaT WCCrefoBaHus, pesynbtatbl /
WHTepnpeTauunsa OoT BCnomMmoraTensHon nabopaTtopumn, ncnone3oBaHve paspabarbiBaemMbiX METOAMK);

m) ykasaHue UCCrnefoBaHUN, NPOBEAEHHbIX B NOpsAKe NporpamMmm HayyHbiX MCCRedoBaHWMM nnv paspaboTku
METOAMK W ANsi KOTOPbIX OTCYTCTBYIOT 3asBNeHNs 0 YHKLMOHASBbHbIX XapaKTepUCTUKaX;

n) noeHTMduKkauusa nuua (nuu), NpoBepPSAIOLLEro pe3ynbTaTbl Y YNOMHOMOYEHHOIO BblaBaTb OTYETHI (€CMK
He COOEPXUTCS B OTYET, TO AOIMKHO ObiTb 4OCTYNHO, NP HEOBXOANMOCTH);

0) JaTy W BpeMsi BblgayuM oTyeTa (ecnv 3TU JdaHHble He COoAepXaTcsi B OT4yeTe, OHWM [OJDKHbl ObiTb
NerkodoCTyMHbl NpU HeobxoauMocTw);

p) HOMep CTpaHuLbl U3 obLLero Yncna ctpaHul (Hanpumep, "ctpanduua 1 u3a 5", "ctpaHuua 2 ns 5" n 1.4).

5.9. Bolgaya pesynbTaToB.

5.9.1. O6wue nonoxeHus.

Jlabopatopus gomkHa paspabotaTb AOKYMEHTMPOBaHHYIO Npoueaypy Bblgavn pesynbTaToB UccrnegoBaHuin,
BKITIOYAIOLLYIO yKa3aHMsi O TOM, KTO MOXEeT BblaaBaTb pesynbTatbl U komy. [pouenypa gomkHa obecneuvBaTtb
cobnogeHve crneayoLmnx ycroBum:

a) B cnyyae, korga nony4veHHass nepBMyHass nNpoba HenpurogHa WM MOXEeT MPUBECTU K HEBEPHOMY
pes3ynbTaTy, 3TO JOJPKHO ObITb YKa3aHo B OTYETE.

b) B cnyyae, korga pesynbTaTthbl UCCIIe40BaHUS OKa3anucb B MHTEpBarax "TPeBOXHbIA" UNK "KPUTUYECKUIA":

- HEMe[JIeHHO u3BeLlaeTcs Bpay (Mnv Apyron YNorHOMOYEHHbIA MEOMLMHCKMI paboTHKK) [3TO KacaeTcs, B
TOM 4YMChe, pe3ynbTaToB, NOMYyYEHHbIX U3 NPO6, NccregoBaHHbBIX BO BCrioMoraTenesHow nabopatopun (cm. 4.5)];

- BeOyTCs 3anucu O NpeanpuHATBIX AEUCTBUAX, AaTe OOKYMEHTA, BPEMEHW, OTBETCTBEHHOM COTPYOHUKE
nabopartopun, nuue, KOTOPOMY MepedaHo cooblieHne, nepefaHHbIX pesynbTaTtax WccnegoBaHus M MbbixX
3aTPYAHEHUNAX, NEPEYUCTIEHHBIX B YBEAOMIEHUN.

¢) PesynbTatbl yntabenbHble, 6€3 OWMBOK B HaNMMcaHUW, COOBLUEHbl Ny, YNONHOMOYEHHOMY nofyyaTb U
ncnonb3oBaTb NHPOPMaLMIO.

d) B cnyyae, korga pesynbtaTbl NepeaaHbl B NOpsAke NPOMEXYTOYHOrO OTYETa, 3aKas3yuKy nccnegoBaHus
OOIKeH ObITb HanpaBeH OKOHYaTENbHbIA OTYET.

e) OcyuwiecTtBnsieTcs npolecc, obecneynBaroLLMin Nepegady pesynbTaToB Mo TenegoHy Unmn B 3NeKTPOHHON
cdhopMe TONbKO YNONTHOMOYEHHOMY nonyvaTtento. Pe3ynbTathl, NepefAaHHble YCTHO, AOMKHbI OblTb 3aTEM nepeaaHbl
B NUCbMEHHOW dhopMe. [omkHbl ObITb 3aperncTpmMpoBaHbl BCE OTHETHI, NEpefaHHble B YCTHOW hopMe.

MpumeyaHus:

1. na pe3ynbTaToB HEKOTOPbIX MCCMEAOBaHMI (Hanpumep, UCCNefoBaHUSA HEKOTOPbLIX FEHETUYECKMX UMK
NMHMEKUMOHHBLIX BonesHen) MoryT ObiTb HeobxoAumbl crneuuanbHble KOHCyMnbTauum Jlabopatopusi OorkHa
CTPEMUTLCH K TOMY, Y4TOBbl pe3ynbTaThl, UMELNE cepbe3Hble NMOCNeACTBUs, He CoobLannce HenocpeacTBEHHO
naumeHTy 6e3 npegocTaBnNeHns agekBaTHOM KOHCYNbTaLuu.

2. Pesynbratbl nabopaTtopHbIX UCCNEAOBaHMN, KOTOPble OTAENEHbl OT BCEX MPU3HAKOB uaeHTudumkauum
naumeHTa, MoryT 6bITb MCNOMNBb30BaHbl AN1S TaKMX LErnen, Kak anngemMmonormyecknii, geMmorpadymyeckuin nnm nHon
CTaTUCTUYECKUN aHanms.

Cwm. Takke 4.9

5.9.2. ABTOMaTu4ecknii Bbloop 1 cooblLLieHne pe3yrnbTaTos.

B cnyyae, ecnu naGopaTtopusi WUCMONb3yeT CUCTEMY [N aBTOMaTU4Yeckoro Bbidopa M coobLleHus
pe3ynbTaToB, OHa AOMMKHa pa3paboTaTb M BHEAPUTL Npouenypy Ans obecnevyeHns cneayowmnx ycrnoBui:

a) KpUTepuKn AN aBTomMaTMyeckoro Bbibopa n coobLLeHUs pe3ynbTaToB ONpeaeneHsbl, anpodpoBaHbl, Nerko
OOCTYMHbI U MOHATHbLI NEepCcoHany;

MpumeyaHne. OGBLEKTAMM BHMMaHMS MNPU MCMOMb30BaHMM CUCTEMbI ONsi aBTOMaTU4eckoro Bbibopa wu
COODLLEHNs pe3ynbTaToB SBMSKTCA M3MEHEHMS 3Ha4YeHUW pe3ynbTaToB MO CPaBHEHMIO CO  3Ha4YeHUAMU
npegplaylwmMx —uccnegosaHui, Tpebywowme paccMOTpeHUss U 3HadeHuss  Tpebyowme BMelwlaTtenbcTBa
nabopaTopHoro nepcoHana - abcypaHble, HECOOTBETCTBYIOLLME UITU KPUTUYECKUE.

b) kpuTepum nNOATBEPXAEHbl ONs  OOIDKHOMO  (PYHKUMOHWPOBAHUSA nNepeqd  MCMONb30BaHUEM W
BEPUMLMPOBaHLI NOCIE BHECEHWS B CUCTEMY U3MEHEHWI, KOTOPbIE CMOCOOHLI NOBMUATL HA ee OYHKLMOHAmbHbIE
XapaKTepUcTuku;

C) MMeeTCs BO3MOXHOCTb YyKa3aHuUsi Ha npucytctBue B npobe WHTepdepeHTOoB (Hanpumep, reMonuaa,
rmnepbunMpybMHemMnm, NMNEMnmM), KOTopble CNOCOOHBI M3MEHUTL pe3ynbTaThl UCCIEef0BaHUS;

d) MmeeTcsa BO3MOXHOCTb BCTpavMBaHUSl CUrHanoB WHCTPyMeHTa 06 aHanmMTU4YecKoW HeHadeXHoCTU B
KpUTEpUU aBTOMaTUYECKOro Bblbopa 1 coobLieHus pesynbTaTos;

e) pesynbTaTbl, BblOpaHHblE AMs aBTOMaTUYECKOro COODLIEeHWUs, OOIMKHbI ObiTb MAEHTUMLMPOBaHbI BO
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BPEMSsI pacCMOTPEHNS Nepe BblAayen 1 AOMKHbI cogepXaTth ykasaHue 0 gate U BpeMeHu Bblbopa;

f) umeeTcsa npouecc Ans BLICTPOro NpekpaLleHs aBToMaTMyeckoro Beibopa 1 coobLeHns pesynbTaTos.

5.9.3. NepecmoTp OTYETOB.

B cnyyae, korga nepBOHauvanbHbI OTYET MOABEPrcs PEBU3UU, OOIMKHbI ObiTb MUCbMEHHbIE WHCTPYKUUU
OTHOCUTESBHO PEBU3NN, TaKMM 06pasoM, YTOObI:

a) NepecMOTPEHHbIN OTYET Obifl YEeTKO MAEHTUMMLUMPOBAH Kak MEepPeCMOTPEHHbIA U coaepXar CCbIIKMA Ha
AaTy 1 nepBoHaYarbHbI OTYET O pesyrnbTaTtax NauMeHTa;

b) noneb3oBaTenke 6bIN NpeaynpexaeH o NeEpecMoTpeE;

C) NepecMOTPEHHbIV OTYET coAepXan gaTy M BpeMsi nepecmoTpa WU MMS fivua, OTBETCTBEHHOro 3a
N3MeHeHWe;

d) nepBoHayarnbHbIM OTYET OCTAETCA B 3anucsixX Nocrne npou3BeaeHHOro nepecmMoTpa.

PesynbTathl, KOTOpble CTanu OCHOBaHWEM ANA MNPUHATUSA KIMHMYECKOrO pelleHus u OGbinn  3atem
nepecMoTpEHbI, AOIMKHbI ObiTb COXpaHEHbI B MOCNeayWeM KYMYNATUBHOM OTYETE U YETKO MOEHTUMULMPOBaHDI,
Kak NepeCcMOTPEHHbIE.

B cny4yae, korga cuctema CoobLLeHMN He MOXET BOCTPUHATL NOMPAaBKM UMM U3MEHEHWS], perucTpaums 3Toro
OOJKHA COXPaHATLCS.

5.10. MeHemXmMeHT nabopaTopHO MHpopMaLINN.

5.10.1. O6LWwMme NonoxKeHus.

JlaGopaTtopwusi 4OMmMKHa UMETb JOCTYN K AaHHBIM U MHpOpMaL MK, HEOOXOAMMbIM A58 NPEeLOCTaBNEHUS YCIyT,
COOTBETCTBYHLUUX NOTPEOHOCTAM 1 TpeboBaHNsM Nonb3oBaTenen.

JlaGopatopusi JomkHa MMETb [OOKYMEHTMPOBaHHyl npouenypy, obecneumBalollylo MNOCTOSHHOE
cobnogeHne KoHdnaeHunansHoOCT! MHpopmMauum 0 naumeHTe.

MpumevaHne. B HacTosiwem cTaHgapte nod "MHMOPMAUMOHHBIMKM cucTtemMamu" nogpasymeBaeTcs
MEHEKMEHT [aHHbIX U WH(OPMaLMN, COAEPXKALLMXCA KaK B KOMMbIOTEPE, TaK U B HE KOMMbIOTEPM3OBAHHBIX
cuctemax Hekotopble TpeboBaHuMs MoryT ObiTe ©ornee nNpuMMEHMMbl K KOMMbIOTEPHBIM CUCTEMaM, YeM K
HEKOMMbIOTEPM3OBAHHbIM cucTemMaM. KOMMbIOTEpPHbIE CUCTEMbI MOFYT BKMoYaTb B ceba uWHdopmaumo o
dyHKUMoHMpyowem nabopatopHoM 0O0OPYAOBaHUM M OTAENBbHO CTOALMX CUCTEMAX, UCMONb3YIOLMX MpexHee
nporpaMmmHoe obecrneveHune, Takoe, kak NpuMeHeHne obpaboTKM CIOBECHbIX COOOLLEHWIA, 3NEKTPOHHbIE TabnuLbI
1 6a3bl AaHHbIX, KOTOPbIE FTEHEPUPYIOT, COOMPAlOT, COOBLLAT 1 apXUBMPYIOT MHAOPMAaLMIO O MaLUEHTE N OTYETHI.

5.10.2. NMpaBa 1 OTBETCTBEHHOCTb.

Jlabopatopusi gormkHa obecneuntb, YTO ObINM onpederneHbl NpaBa M OTBETCTBEHHOCTb Afsi ynpaBreHus
WH(POPMAaLIMOHHON CUCTEMOW, B TOM Yucne nogaepxaHue n mogndukauum nHpopMaLMoHHON cUcTeMsbl (CUCTEM),
KOTOpble MOTYT BNUATb Ha NevyeHne naumneHToB.

JlaBopaTtopusa pormkHa onpefenqTb npaBa M OTBETCTBEHHOCTb BCEro nepcoHana, KoTopbid WUCMONb3yeT
CUCTEMY, B YAaCTHOCTU TeX, KTO:

a) meeT AO0CTyN K AaHHbIM U MHAOpMAaLUK O NaLUEHTe;

b) BBOOUT AaHHbIE O NAUMEHTE U pe3yrnbTaTbl UCCNES0BaHWI;

C) M3MEHSET AaHHbIE O NaUMeHTe U pe3ynbTaTbl UCCNea0BaHUN;

d) paspeluaeT Bbigavy pe3ynbTaToB UCCNELOBAHUA N OTYETOB.

5.10.3. MeHepKMEHT NHPOPMALIMOHHON CUCTEMBI.

Cuctema (cuctembl) ucnonbdyemasi (ucnosnb3dyemble) ans cbopa, od6paboTku, perncrTpauun, XpaHeHnss Unm
BblJayu JaHHbIX UCCreJoBaHUi U MHOpMaLnK, LOMKHA ObITh:

a) noaTBEPXOEHHOW MOCTaBLMKOM UM BepudUUMPOBAHHOW AONs NpUMeHeHuss nabopaTtopuein nepen
BBEJEHMEM B [JeWCTBME C JOObIMM W3MEHEHUSIMA B CUCTEME, pPa3peLleHHbIMW, AOKYMEHTMPOBaHHbIMU U
BEPMPULNPOBAHHBIMU NEpPeS NCMNONb30BaAHNEM;

Mpumevanne. Banvpauus wn Bepudvkaumss BknwoyawT B cebs, korga 39TO NPUMEHMMO, [OMMKHOE
PYHKUMOHNPOBaHME MHTepderica mexay nabopaTtopHon MH(OPMALMOHHOW CMCTEMON U OPYTMMW CUCTEMamu, B
TOM 4YMCne C MHCTPYMeHTaMu nabopatopum, GONbHUYKON agMUHUCTPATUBHOM CUCTEMOM C AaHHBIMU O NauueHTax,
N cucteMamu B NEPBUYHOM MOMOLLMU.

b) nokymMeHTMpoBaHa 1 AOKYMEHTaLMs, BKITlOYasi CBEAEHUSA O MOBCEAHEBHOM (PYHKLIMOHMPOBAHMN CUCTEMBI,
JOCTynHa ynonHOMOYEeHHOMY MOMb30BaTenio;

C) 3alLyLLeHa OT HeCaHKLMOHMPOBAHHOIO OOCTYNa;

d) NnpegoxpaHeHa oT NoAAeNKN U yTpaThl;

€) onepupyeT B cpefe, COOTBETCTBYyWLLEA cneuudukaLmMamMm nocTaBliuKka, unuv, B cryvyae, korga
NCNONb3yeTCa HEeKOMMbIOTEPU3NPOBAHHASA CUCTEMA, CO3[aHbl YCNOBUS, B KOTOPbIX 3allullieHa TOYHOCTb PYYHOW
perncTpaumm 1 HanucaHus;

f) copepxutca Takmm ob6pasom, 4TO obecneyMBaeTCcA LENOCTHOCTb JdaHHbIX W MHGOpMauun U
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npeaycMaTpuMBaeTCa permctpaums HapylweHUA CUCTEMbl U NPOBEeAEHME COOTBETCTBYHOLUUX KOPPEKTUPYIOLLMX U
npeaynpexaatroLmx 4encTBum;

g) COOTBETCTBYET MEXAYHAPOAHLIM U HALMOHanNbHbIM TPEOOBAHUAM OTHOCUMTENBHO 3aLUNThI AaHHbIX.

JlabopaTtopua pomkHa BepuduUMpoBaTb, UYTO pe3ynbTaTbl WCCNEAOBaHUNW, COYeTalolMecs C  HUMU
WHopMaUnsi U KOMMEHTapUM TOYHO BOCMPOU3BEAEHbl B 3fIEKTPOHHOW (hbopMe unu B BMAEe TBEPAOW KOMUWM,
BHEWHUMN MHGPOPMALMOHHBIMX CUCTEMaMM, MNpPeAHasHadYeHHbIMM Ofs NPsiIMOro  nonydeHus uHdopmaumm
(HanpumMep, KOMMbIOTEPHbIE CUCTEMBbI, (PaKCbl, 3NIEKTPOHHAs Mo4YTa, WHTEPHET-CalT, NepcoHanbHOEe WHTEpPHEeT
YCTPOWCTBO). B criyyae BBeAeHMs1 HOBOrO MCCriefoBaHNst UM aBTOMaTU3NPOBAHHbIX KOMMEHTapueB nabopatopus
OOIMKHa BepuduumMpoBaTh, YTO M3MEHEHUS TOYHO BOCMPOM3BEAEHbI BHELIHEN WMHAOPMALVNOHHOM CUCTEMOWN,
npeAHasHayYeHHOWM ANsi HeNoCPeaCTBEHHOIO NOy4YeHnst MHopmauumn ot naboparopuu.

JlabopaTtopusa gomkHa MMeTb AOKYMEHTMPOBAHHbIE MNaHbl Ans NOAAepXaHus ycnyr npu aedekrax wunm
BbIKMIOYEHUN NH(OPMALIMOHHBIX CUCTEM, KOTOpPbLIE BRUSOT Ha CNOCOOHOCTL BbINONHEHUS nabopaTopuen CBOUX
YCIIyr.

B cnyyae, korga wvHGOPMAaLMOHHAA CUCTEMa yMnpaBnsieTca WM NoAOepPXUBAETCs W3BHE UMW  Ha
CYOKOHTPaKTHOM OCHOBE arnbTEepHATMBHbBIM MPOBaMAEpPOM, PYKOBOACTBO nabopaTtopum OTBETCTBEHHO 3a
obecneyeHne COOTBETCTBUS NpoBanaepa BCeM NpUMEHMMbIM TpeboBaHMAM HACTOSLLEro ctaHaapTa.
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Mpunoxexue A
(cnpaBoyHoe)

KOPPENALINA C NCO 9001:2008 N MCO/M3K 17025:2005

Cepua NCO 9000 no cucteme KayecTBa CMAYXWUT WCXOAHBIM OOKYMEHTOM ANA CTaH4apTOB CUCTEMb
MEHeKMEHTa KavyecTBa.

Tabnvua A.1 unniocTpmMpyeT KoHUenTyanbHble B3aUMOOTHOLLEHUSS MeXay HacToswmMm ctaHgaptom u MCO
9001:2008.

dopmat HacTodAwero wsgaHuss B Oonblle Mepe HanomuHaeT ¢opmatr MCO/MBK 17025:2005,
ucnonos3oBaHHbln VICO/TK 212 B kayecTBe Mogenu [Ons CTPYKTypbl HacTOSILWEro craHaapTta, cneuuwansHo
NpncnocobneHHOro Ang MeanLMHCKNX (KIMHUYEeCKMX) nabopaTopuii.

Tabnuua A.2 geMOoHCTPUPYeT KOppensaumnto Mexay 3TMMK ABYMSA AOKYMEHTaMu.

Tabnuuya A.1

Koppensuus mexagy MCO 9001:2008 n HacTosilwmm cTaHaapToM

MCO 9001:2008 NCO 15189:2012

1. O6nacTtb NpMMeHEHMs 1. O6nacTb NpMMeHEeHUs

1.1. O6wme nonoxeHuns -

1.2. NpumeHeHne -

2. HopmatuBsHble CCbIMnKu 2. HopmatuBHbIe cCbInku

3. TepMuHbI 1 onpegenexHns 3. TepMuHbI 1 onpegenexHus

4. CnctemMa MeHeaXMeHTa kavyecTsa 4.2. Cuctema MeHeI>KMEHTa KayecTB a
4.1. Obwume TpeboBaHus 4.2.2.1. O6wune TpeboBaHUs

4.2. TpeboBaHus K OKyMeEHTaLun 4.2.2. TpeboBaHUs K JOKyMeHTauum

5.5.3. [lokymeHTauns aHanMTu4eckux npouenyp

4.2.1. O6wme nonoxeHus 4.2.2.1. O6wue TpeboBaHua
4.2.2. PykoBOACTBO NO KayecTBy 4.2.2.2. PykoBOACTBO NO KayecTBy
4.2.3. KOHTpOnb AOKYMEHTOB 4.3. [JokyMeHTarbHbI KOHTPOrb
4.2.4. KoHTponb 3anucen 4.13. KoHTponb 3anucen

5.1.9. lokymeHTaunst 0 nepcoHane

5.3.1.7. DokymeHTaums o6 obopygoBaHum

5.3.2.7. lokymeHTaLnst 0 peareHTax n pacxoaHbIX
mMaTtepuanax

5.8.3. CoaepxaHune oTyeTa

5. OTBETCTBEHHOCTb PYKOBOACTBA 4. TpeboBaHUA k PyKOBOACTBY

4.1. OpraHusaums 1 OTBETCTBEHHOCTb
pykoBoacTBa

4.1.1. OpraHusaums

4.1.2. OTBETCTBEHHOCTb PYKOBOACTBA

5.1. ObsasaTenbCcTBa pyKOBOACTBA 4.1.2.1. ObsaAzaTenbCcTBa PyKOBOACTBA
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5.2. BHAMaHME K KITMEHTY

4.1.2.2. MNoTpebHOCTN Nonb3oBaTtenemn

5.3. MNMonntuka kavyecTtBa

4.1.2.3. MNMonntuka kayecTtBa

5.4. NnaHnpoBaHne

4.1.2.4. Llenu ka4ecTtBa 1 nnaHMpoBaHue

5.4.1. Uenwn ka4ecTBa

4.1.2.4. Uenn kayecTBa 1 nnaHupoBaHme

5.4.2. NnaHnpoBaHne CUCTEMbI MEHEKMEHTA
KadecTBa

4.1.2.4. Llenu ka4ecTtBa 1 nnaHMpoBaHue

5.5. OTBETCTBEHHOCTb, NpaBa 1 CBA3N

4.1.2.5. OTBETCTBEHHOCTb, Npasa U
B3aUMOOTHOLLEHUS

5.5.1. OTBETCTBEHHOCTb M NMpaBsa

4.1.2.5. OTBETCTBEHHOCTb, NpaBa 1
B3aMMOOTHOLLEHUS

5.5.2. NpeacTtaButenb MEHEAKMEHTA

4.1.2.7. YNONHOMOYEHHbIN NO Ka4yecTBY

5.5.3. BHyTpeHHue cBA3n

4.1.2.6. CBsasun

5.6. PaccmoTpeHune pykoBOACTBOM

4.15. PaccmMoTpeHne pyKoBOACTBOM
4.15.1. O6Lwme nonoxeHus

5.6.2. Bxog B paccMmoTpeHue

4.15.2. Bxog B paccMOTpeHune
4.15.3. [leatensHOCTb MO PacCMOTPEHUIO

5.6.3. Bbixog 13 pacCMOTpeHUs

4.15.4. BbIxof 13 paccMoTpeHus

6. MeHeXMeHT pecypcoB

5. TexHnuyeckne TpeboBaHus
5.3. JlabopatopHoe o6opyaoBaHme, peareHTbl 1
pacxoaHble MaTepuansbl

6.1. lNMpenocraBneHne pecypcoB

6.2. Yenoseyveckune pecypchl

5.1. MNepcoHan

6.2.1. O6wWwme nonoxeHus

5.1.1. O6wue nonoxeHus

5.1.2. KBanndwukauns nepcoHana
5.1.3. Onncaxmne paboTsbl

5.1.4. BeegeHne nepcoHana

6.2.2. KoMneTeHTHOCTb, 00y4YeHne n awareness

5.1.5. O6y4eHune

5.1.6. OueHKka KOMMEeTEeHTHOCTU

5.1.7. MNMpoBepka BbINOSHEHUS 06s13aHHOCTEN
nepcoHanom

5.1.8. lNMocTosiHHOE 0bpa3oBaHue 1
npodeccuoHanbHoe CoBepLLEHCTBOBaHME

6.3. MHdpacTpykTypa

6.4. Paboyas cpepa

5.2. lNomelLeHunsa n ycnosus cpeapl

5.2.1. O6wue nonoxeHus

5.2.2. NomeweHunsa nabopatopumn n ocduca
5.2.3. NomeLleHnsa ans xpaHeHns

5.2.4. NomeLleHns ana nepcoHana

5.2.5. MNomeLweHunsa ans B3aTusa npob naumeHToB
5.2.6. CogepxaHue nomeLLeHNn 1 YCNoBus
OKpyXatLen cpeapl
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7. Peanusauvst npoayKLumm -

7.1. NnaHnpoBaHWne peanusawuun NpoayKLmum 4.4. C ornaweHuns o6 ycnyrax

4.7. KoHCcynbTaTUBHbIE YCRYrK

7.2. MNMpouecchl, CBsI3aHHbIE C KIMeHTaMM -

7.2.1. OnpegeneHne TpeboBaHWI, CBA3AHHbLIX C 4.4.1. YcTaHOBREHMe cornalweHnii ob ycnyrax
npoaykumemn

7.2.2. MNepecmoTp TpeboBaHUiA, CBA3AHHBLIX C 4.4.2. MNepecmoTp cornatleHun ob ycnyrax
npoaykumemn

7.2.3. CBSA3K C KNMeHTamMmun -

7.3. MNMpoekT n paspaboTka Cwm. Takke 7.5

7.3.1. lnaHupoBaHve NpoeKTUPOBaHNS 1 -
pa3paboTku

7.3.2. Bxogpl B NpoeKkTMpoBaHune n paspaboTtky -

7.3.3. Bbixoapbl 13 npoekTMpoBaHus 1 pa3paboTku -

7.3.4. lepecMOTp NPOEKTUPOBaHUSA N pa3paboTkm -

7.3.5. Bepudumkaunsa npoekTnpoBaHus u -
pa3paboTku

7.3.6. Banugauumsa npoekTmpoBaHus u paspaboTtku -

7.3.7. KOHTpONb N3MEHEHMUI NPOEKTUPOBAHMUSA 1 -
pa3paboTku

7.4. 3akynku 4.6. BHelLHWe ycnyru n noctaBKku

7.4.1. lNpouecc 3aKkynok 4.5. NccnegoBaHusl B CYOKOHTPAKTHbIX
nabopartopusax

4.5.1. Bbibop 1 oLeHuBaHNE CyOKOHTPaKTHbIX
nabopaTopuii U KOHCYIbTaHTOB

4.5.2. lNpepocTtaBreHne pe3ynbTaToB
ncecnegoBaHnin

7.4.2. NHdbopmauusa o 3akynkax 5.3. NNabopaTtopHoe obopynoBaHWe, peareHTbl U
pacxogHble matepuarnsl

5.3.1. O6opynoBaHue

5.3.1.1. O6Lwme nonoxeHusa

5.3.2. PeareHTbl 1 pacxogHble matepuansl
5.3.2.1. O6uwue nonoxeHns

5.3.2.2. PeareHTbl 1 pacxofHsle maTtepuansi -
npuemMka u xpaHeHue

8. NamepeHne, aHanu3 1 coBepLLUEHCTBOBaHME 4.14. OueHuBaHve 1 ayauThbl

8.1. O6Lwue nonoxeHus 4.14.1. Obwme NonoxeHus
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«FOCT P NCO 15189-2015. HaumoHanbHkIN cTangapT Poccuitckon
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N komneTeHuumn»

8.2. MOHUTOPWHI N namepeHne

8.2.1. YaooBneTBOpeHWE KITMEHTOB

4.8. PaspeLueHue xanob
4.14.3. OueHka 0T3bIBOB MNonb3oBartenem
4.14.4. TpeanoxeHusi nepcoHana

8.2.2. BHyTpeHHuU ayauT

4.14.5. BHYTpeHHWU ayamT

8.2.3. MOHUTOPWHI 1 n3amMepeHne nNpoLeccoB

4.14.2. lNepmnognyecknin nepecmoTp 3anpocoB 1
npurogHocTy TpeboBaHMI K npoueaypam u
npobam

4.14.6. MeHeKMEHT pucka

4.14.7. NHankaTopbl kKayecTBa

4.14.8. [NpoBepKM BHELUHNMM OpraHmM3aunamm
5.6. ObecneyeHne kayecTBa pe3ynbTaToB
nccrnegoBaHns

8.2.4. MOHUTOPWHI N n3MepeHne NpoayKLmMm

8.3. KOHTpOmb HECOOTBETCTBYIOLWEN NPOAYKLMM

4.9. NpeHTndukaumnst n KOHTPOnb
HEeCOoOTBETCTBUN
5.9.2. lNMepecmoTp OT4ETOB

8.4. AHanu3 gaHHbIX

8.5. CoBepLueHcTBOBaHME

8.5.1. lNocTosiHHOE coBepLUEHCTBOBAHME

4.12. NoCcToAHHOE COoBEpLUEHCTBOBAHME

8.5.2. KoppekTtupytoLiee gencreve

4.10. KoppekTtupytoLlee nencTene

8.5.3. lNpeaynpexpatoLlee gencrene

4.11. MNMpepynpexaatoLiee AeACTBME

KoHcynbTtaHTllntoc
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«FOCT P NCO 15189-2015. HaumoHanbHkIN cTangapT Poccuitckon
Pepepauun. JlabopaTopun MeguLmMHCKne. YacTHble TpeboBaHNS K Ka4ecTBy

N komneTeHuumn»

[okymeHT npegoctasneH KoHcynbTaHTl noc
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Koppensauns mexgy MCO/M3K 17025:2005 1 HacToAWMM CTaHOAPTOM

Tabnuua A.2

NCO/M3K 17025:2005

NCO 15189:2012

1. O6nacTtb NpUMeEHEHMUs

1. O6nacTtb NpMMeHeHUs

2. HopmaTtuBHbIe CCbIMKK

2. HopmatuBHble CCbInkm

3. TepMuHbI 1 onpeaeneHus

3. TepMuHbI 1 onpeaeneHus

4. TpeboBaHWs K MEHEIKMEHTY

4. TpeboBaHVsa K MEHEOXKMEHTY

4.1. OpraHusauus

4.1. Opl’aHl/I3aLl,I/IFI N OTBETCTBEHHOCTb
MeHe)KMEeHTa

4.2. Cuctema MeHegKMeHTa

4.2. Cuctema MeHeQ)KMeHTa KadecTBa

4.3. KOHTpOrb LOKYMEHTOB

4.3. KOHTPOSb OKYMEHTOB

4.4. TepecmoTp 3anpocoB, TEHAEPOB U KOHTPAKTOB

4.4, CornaweHus o6 ycnyrax

4.5. BbInosHeHWe TeCTOB U KanMbpoBoK Mo
CybKOHTpaKTy

4.5. NccnegoBaHne BO BCioMoraTesibHOM

nabopartopum

4.6. MpnobpeTeHune ycnyr n nocTaBok

4.6. BHelWHWe ycnyru n noctaBku

4.7. Ycnyrn KrnueHTy

4.7. KoHcynbTaTUBHbIE YCNyrn

4.8. YXanooOsbl

4.8. PaspeLueHue xanob

4.9. KoHTpOJsib HECOOTBETCTBYHOLLENO TECTUPOBAHUS
n/vnmn kannbpoBoYHoI paboTbl

4.9. NgeHTnmkauma n KOHTposb
HEeCOoOTBETCTBUN

4.10. Yny4weHue

4.12. [oCTOAHHOE ynyylleHne

4.11. KoppekTupyoLLee aencTBue

4.10. KoppekTtupytoLee aencteune

4.12. MNMpepynpexpjatollee AeicTeme

4.11. MNMpepynpexpatoLlee ecTeue

4.13. KoHTponb 3anucen

4.13. KoHTponb 3anucen

4.14. BHyTpeHH1e ayauTbl

4.14. OueHuBaHve 1 ayauThbl

4.15. PaccmoTpeHue pyKkoBOACTBOM

4.15. PaccmoTpeHue pyKkoBOACTBOM

5. TexHuuyeckne TpeboBaHus
5.1. O6Lwue nonoxeHus

5. TexHuuyeckue TpeboBaHus

5.2. lNepcoHan

5.1. MNepcoHan

5.3. lNomeLLeHunsa n ycnosus cpeapbl

5.2. lNomelLeHunsa n ycnosus cpeapl

5.4. MeToabl nccnegoBaHus u KannbpoBkn 1
Banugaumsa metoda

5.5. AHanuTnyeckue npouecchl
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5.5. ObopynoBaHue 5.3. JlabopatopHoe obopyaoBaHue, peareHTbl 1
pacxoaHble MaTepuarbl

5.6. lNMpocnexunBaeMocTb U3mMepeHnsi 5.3.1.4. Kannbposka o6opynoBaHus u
MeTpOoriornyeckas NpoCneXxmBaeMocTb

5.7. Ot6op npob 5.4. NpeaHannTn4eckne npoueccol

5.8. ObpalleHne c nsgenuammn ans nccregoBaHms -
N KannbpoBKM

5.9. OGecne4veHne kavyecTBa pe3ynbLTaToB 5.9. Obecne4veHne Ka4yecTBa pe3ynLTaToB
nccneaoBaHUM n KanmbpoBKK nccnegoBaHumn
5. OTyeT 0 pesynbraTax 5.7. NocTaHanuTnyeckme npouecchbl

5.8. OT4YeTbl 0 pe3ynbTaTax
5.9. Bolgaya pe3ynbTaToB
5.10. MeHemxkmeHT nabopaTtopHon nHdopmalmm

KoHcynbTtaHTllntoc
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«FOCT P NCO 15189-2015. HaumoHanbHkIN cTangapT Poccuitckon
Pepepauun. JlabopaTopun MeguLmMHCKne. YacTHble TpeboBaHNS K Ka4ecTBy

N komneTeHuumn»

[okymeHT npegoctasneH KoHcynbTaHTl noc
Hata coxpaHeHusi: 03.02.2017

MpunoxeHne B

(cnpaBoyHoe)
CPABHEHWE NCO 15189:2007 C NCO 15189:2012
Tabnuuya B.1
CpaBHeHune MCO 15189:2007 ¢ NCO 15189:2012
NCO 15189:2007 NCO 15189:2012
Mpeancnosue Mpeavcnosue
Bsepgenue Besepnenue
1. O6nacTb NpyMeHeHns 1. O6nacTb NpyMeHeHus
2. HopmatuBHble ccbinku 2. HopmatuBHble ccbinku
3. TepmuHbI M onpeaenexHns 3. TepMuHbI 1 onpeaeneHns
4. TpeboBaHUsi K MEHEDKMEHTY 4. TpeboBaHUsi K MEHEDKMEHTY
4.1. OpraHusaums 1 MEHEKMEHT 4.1. OpraHn3aums n oOTBETCTBEHHOCTb
MeHeKMeHTa
4.2. Cuctema MeHemXMeHTa KayecTBa 4.1.1. OpraHusauus
4.1.2. OTBETCTBEHHOCTb MEHEeAXMeHTa
4.2. Cuctema MeHeg)KMeHTa Ka4yecTB a
4.2.1. O6wume TpeboBaHua
4.2.2. TpeboBaHusA k JOKyMeHTaLUn
4.3. KoHTponb AOKYMeHTOB 4.3. KoHTponb AOKYMEHTOB
4.4, lMepecMoTp KOHTpPaKTOB 4.4, CornawweHus o6 ycnyrax
4.4.1. YcTaHoBneHue cornatueHmi o6 ycnyrax
4.4.2. MepecmoTp cornawieHun 06 ycnyrax
4.5, McecnegoBaHusi BO BCroMoraTernbHbIX 4.5, MccnegoBaHusi BO BCnoMoraTernbHbIX
nabopartopusix nabopartopusix
45.1. Bbibop 1 oueHuBaHMe BcnoMoraTenbHbIX
nabopaTtopuii U KOHCYINbTAHTOB
4.5.2. I'Ipep,OCTaBnelv-ime pesynbTaToB
uccnenoBaHui
4.6. BHelwHWe ycnyrn n noctasku 4.6. BHelwHWe ycnyrn n noctasku
4.7. KoHcynbTaTuBHbIE yCnyrn 4.7. KoHcynbTaTuBHbIE YCNyrn
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«FOCT P NCO 15189-2015. HaumoHanbHkIN cTangapT Poccuitckon
Pepepauun. JlabopaTopun MeguLmMHCKne. YacTHble TpeboBaHNS K Ka4ecTBy
N komneTeHuumn»

[okymeHT npegoctasneH KoHcynbTaHTl noc
Hata coxpaHeHusi: 03.02.2017

4.8. PaspelueHune xanob 4.8. Pa3speLueHune xanob
4.9. MaoeHTudukaumsa n KOHTpoIb 4.9. VaoeHTudukaumsa n KOHTpOIb
HEeCoOTBETCTBUM HEeCoOTBETCTBUN
4.10. |Koppektupytolliee nencreme 4.10. KoppekTtupytoLiee nencraeme
4.11. |lNpepynpexpatollee AencTeme 4.11. Mpenoynpexpatoliee nencrene
4.12. |TllocTosiHHOE ynydleHue 4.12. lMocTosiHHOE yny4lieHne
4.13. | 3anucu No Ka4ecTBY M TEXHUKE 4.13. KoHTponb 3anucen
4.14. |BHyTpeHHWE ayauThbl 4.14. OueHunBaHve 1 ayauThbl
4.14.1. O6ume nonoxeHus
4.14.2. Meprogunyeckunii nepecmoTp 3anpocoB U
nNpPUrogHoOCTM TpeboBaHWI K NpoLeaypam
1 npobam
4.14.3. OueHKa oT3bIBOB Norib3oBaTenemn
4.14.4, MpeonoxeHunsa nepcoHana

4.14.5. BHyTpeHHWe ayauThbl

4.14.6. MeHepKMEHT pucka
4.14.7. MHaukaTopbl KayecTBa
4.15. |PaccmoTpeHve pyKoBOACTBOM 4.14.8. [MpoBepku BHELLHUMUW OpraHn3aumMsiMm
4.15. PaccmoTpeHne pykoBoaCTBOM
4.15.1. O6Lme nonoxeHus
4.15.2. Bxog B paccmoTpeHune
4.15.3. [eaTenbHOCTbL N0 pacCMOTPEHNIO
4.15.4. Bbixoa n3 paccmoTtpeHus
5. TexHuuyeckue TpeboBaHus 5. TexHuuyeckue TpeboBaHus
5.1. MepcoHan 5.1. MepcoHan
5.1.1. O6Lme nonoxeHus
5.1.2. KBanudukaums nepcoHana
5.1.3. OnucaHue paboTbl
5.1.4. BBegeHue nepcoHana B cpeqy
opraHu3aumu
5.1.5. O6yyeHune
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«FOCT P NCO 15189-2015. HaumoHanbHkIN cTangapT Poccuitckon
Pepepauun. JlabopaTopun MeguLmMHCKne. YacTHble TpeboBaHNS K Ka4ecTBy
N komneTeHuumn»

[okymeHT npegoctasneH KoHcynbTaHTl noc
Hata coxpaHeHusi: 03.02.2017

5.1.6. OueHKka KOMMEeTEHTHOCTH

5.1.7. [MpoBepku BbINONHEHUS 06A3aHHOCTEN
nepcoHanom

5.1.8. MocTosiHHoe obpa3oBaHue n
npoceccuoHansHoe
COBEpLUEHCTBOBaHME

5.1.9. [lokymeHTaumnsa o nepcoHane

5.2. MomeleHue n ycnosus cpeabl 5.2. MomeleHne n ycnosus cpeabl

5.2.1. O6Lwme nonoxeHus

5.2.2. MomeleHusa nabopatopum 1 odmca

5.2.3. MomelleHunsa ona xpaHeHus

5.2.4. MomelLeHus ona nepcoHana

5.2.5. MomeweHus ans B3aTus Npod nauneHToB

5.2.6. CopaepkaHve noMeLLeHni 1 ycriosums

OKpY>KatoLLen cpeapl

5.3. JNaGopaTopHoe obopyaoBaHue 5.3. JlabopaTopHoe obopyaoBaHue, peareHTbl
N pacxogHble maTepuansi

5.3.1. O6opynosaHue

5.3.1.1. O6Lwme nonoxeHus

5.3.1.2. VcnbiTaHne nppuemMnemMocTu
obopyanoBaHus

5.3.1.3. UHCTpyKLMS NO NpUMEHEHUIO
06opyaoBaHus

5.3.1.4. Kannbposka obopynosaHus u

MeTpOoJiorm4eckasa npocrnexmsaemMocCcTb

5.3.1.5. MopaepxaHue n BoCcCTaHOBNEHUE
obopyanoBaHus
5.3.1.6. CoobLeHuns 0 HebnaronpuaTHbIX

nHUMAeHTax ¢ obopyaoBaHMEM

5.3.1.7. HokymeHTaums o6 o6opygoBaHum
5.3.2. PeareHTbl U pacxogHble MmaTepuansl
5.3.2.1. O6Lwume nonoxeHusi

5.3.2.2. PeareHTbl U pacxogHble maTepuansi -

npuemM n xpaHeHue
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«FOCT P NCO 15189-2015. HaumoHanbHkIN cTangapT Poccuitckon

Pepepauun. JlabopaTopun MeguLmMHCKne. YacTHble TpeboBaHNS K Ka4ecTBy

N komneTeHuumn»

[okymeHT npegoctasneH KoHcynbTaHTl noc
Hata coxpaHeHusi: 03.02.2017

5.3.2.3. PeareHTbl U pacxogHble maTepuansi -
ucnbITaHMe NPUrogHoOCTH
5.3.2.4. PeareHTbl 1 pacxogHble maTepuansi -
MeHeKMEHT UHBEHTapusauum
5.3.2.5. PeareHTbl 1 pacxogHble maTepuansl -
WMHCTPYKLUUKU NO NPUMEHEHUIO
5.3.2.6. PeareHTbl U pacxogHble maTepuanbi -
coobLeHns 0 HebnaronpuaTHbIX
MHUMOeHTax
5.3.2.7. PeareHTbl n pacxogHble maTepuarnsl -
HokymeHTaums
54. MpeaHanuTuyeckne npoueaypsbl 5.4. MpeaHanuTnyeckne npouecchbl
5.4.1. O6wme nonoxeHnsi
5.4.2. WHopmaums ans naumeHToB u
nonb3oBareneun
5.4.3. WHdopmaumsa o hopme 3anpoca
(HasHaueHus)
5.4.4. B3saTtue nepsuyHon npobel n obpalleHne
C Hen
5.4.4.1. O6Lme nonoxeHus
5.4.4.2. MHCTpYKLUMM NO akTMBHOCTW Nepen
B3sATUEM Npob
5.4.4.3. UHCTpyKUMSA No AeATenbHOCTU B3ATUA
5.4.5. TpaHcnopTtmpoBka npobbl
5.4.6. Mpuem npobbl
5.4.7. MpeaHanuTuyeckoe obpatleHne,
noaroToBka N xpaHeHue
5.5. AHanuTuyeckne npouenypsl 5.5. AHanuTnyeckne npouecchbl
5.5.1. Beibop, Bepudukaumsa n sBanngaums
npoueccoB nccnegoBaHus
55.1.2. Bepudurkauma meToguk nccriegoBaHums
55.1.3. Banupauusa metoauk nccnenoBaHus
5.5.1.4. HeonpeneneHHOCTb n3mepeHus
3Ha4YeHUN N3MEPEHHOWN BENMUYUHBI
5.5.2. Buonornyeckne pedepeHTHbIE
MHTepBaribl U 3Ha4YeHUS KITMHUYECKOro
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«FOCT P NCO 15189-2015. HaumoHanbHkIN cTangapT Poccuitckon
Pepepauun. JlabopaTopun MeguLmMHCKne. YacTHble TpeboBaHNS K Ka4ecTBy
N komneTeHuumn»

[okymeHT npegoctasneH KoHcynbTaHTl noc
Hata coxpaHeHusi: 03.02.2017

pelueHus
5.5.3. [okymeHTaunst MeToanK uccnegoBaHms
5.6. ObecneyeHne kavecTBa 5.6. Ob6ecneyeHne kayecTBa pesynbLTaToB
aHanuTuU4eckux npouenyp nccnegosaHum
5.6.1. O6ume nonoxeHus
5.6.2. KoHTponb KkadecTBa
5.6.2.2. MaTtepuanbl KOHTpOnsa KayecTBa
5.6.2.3. [laHHble KOHTpONSA KayecTBa
5.6.3. MexnabopaTopHble CnnyeHns

5.6.3.1. Yyactue

5.6.3.2. AnbTepHaTUBHbIE NOAXO0AbI

5.6.3.3. AHanns npob MexnabopaTopHbIX
Cnu4eHun

5.6.3.4. OueHKa xapaKTepUCTUK BbINOJTHEHNS]

nccrnenoBaHuii B nabopartopumn

5.6.4. CpaBHMMOCTb pe3ynbTaToB
nccrnegoBaHun
5.7. lMocTtaHanuTu4eckne npouenypsbl 5.7. MocTaHanuTn4eckmne npoueccol
5.7.1. PaccmoTtpeHune pesynstatos
5.7.2. XpaHeHue, cogepxaHue u yganeHue

KIMNHNYECKnNX |'|p06

5.8. OT14eTbl 0 pesynbTaTax 5.8. OTt4eTbl 0 pesynbTaTax
5.8.1. O6Lme nonoxeHus
5.8.2. ATpubyTbl OTYETA
5.8.3. CopepxaHue otyeTa
5.9. Bblgava pesynbTaTtos
5.9.2. ABTOMaTH4YeCKMiA BbIOOp 1 coobLieHne
pesynbTaToB
5.9.3. lMepecmoTp oTyeTOB
MpexHee MNpunoxeHne B 5.10. MeHemXmeHT nabopaTopHoOM
WHopmauunm
5.10.1. O6Lme nonoxeHus
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«FOCT P NCO 15189-2015. HaumoHanbHkIN cTangapT Poccuitckon
Pepepauun. JlabopaTopun MeguLmMHCKne. YacTHble TpeboBaHNS K Ka4ecTBy

N komneTeHuumn»

[okymeHT npegoctasneH KoHcynbTaHTl noc
Hata coxpaHeHusi: 03.02.2017

5.10.2. lMpaBa n OTBETCTBEHHOCTb
5.10.3. MeHemXMeHT nHOopMaLMOHHOM
cucTeMbl

Mpunoxexne A.

Koppensuwmsi c NCO
9001:2000 MCO/MBK
17025:1999

MpunoxeH | Koppensauusa ¢ MCO 9001:2008 n
ne A NCO/M3K 17025:2005

Mpunoxexne B

PekomeHaauum no
nabopaTopHbIM
NMHOPMaLNOHHBLIM
cuctemam (JINC)

MpwunoxeH | Koppensauusa ¢ MCO 15189:2007
ve B

Mpunoxenue C

OTuka B nabopaTopHom
MeguunHe

Bubnuorpadus

Bubnuorpadus

KoHcynbTtaHTllntoc
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«FOCT P NCO 15189-2015. HaumoHanbHkIN cTangapT Poccuitckon
Pepepauun. JlabopaTopun MeguLmMHCKne. YacTHble TpeboBaHNS K Ka4ecTBy

N komneTeHuumn»

[okymeHT npegoctasneH KoHcynbTaHTl noc
Hata coxpaHeHusi: 03.02.2017

MpunoxeHne OA
(cnpaBoyHoe)

CBEAEHNA O COOTBETCTBUW CCbINIOYHbBIX MEXAYHAPOAHBIX CTAHOAPTOB
HALUMNOHAJIbHbIM CTAHOAPTAM POCCUNCKOWM ®EOEPALINU U OENCTBYIOLWNM
B 3TOM KAYECTBE MEXXTOCYOAPCTBEHHbIM CTAHOAPTAM

Tabnuua OA.1

O60o3Ha4YeHne CcCblNoYHOro CteneHb O06o3HavyeHne n HaumeHoBaHue
MeXAyHapOoAHOro cTaHgapTa COOTBETCTBUSA COOTBETCTBYIOLLIErO HAaLUMOHArNbLHOro,
MEXrocyAapCTBEHHOro cTaHdapTa

MCO/M3K Ouide 2 - <*>

MNCO/M3K Quide 99:2007 - <*>

MCO/M3K 17000:2004 IDT FOCT ISO/IEC 17000-2012 "OueHka

cooTBeTcTBMA. CroBapb 1 06wme npyHumns!"

MNCO/M3K 17025:2005 IDT FTOCT MCO/M3K 17025-2009 "O6wwme

TpeboBaHMsA K KOMNETEHTHOCTU MUCNblTaTeNbHbIX
1 KanmbpoBoYHbIX nabopatopun”

<*> COOTBETCTBYIOLLMI HALMOHAMbHbIN cTaHAApT OTCyTCTBYET. [lo ero yTBepXaeHusi pekomeHayeTcs
MCNonb30BaTh NepeBo/ Ha PYCCKMI A3bIK AaHHOro MeXayHapodHoro ctaHaapTa. MNepeBoa gaHHOro
MeXxayHapoOHOro ctaHgapTa HaxoanTcs B efeparnibHOM MHADOPMALMOHHOM (DOHAE TEXHUYECKMX

pernameHToB U CtTaHO4apTOB.

MpumeyaHue. B HacTosiwen Tabnuue ncnonb3oBaHo criefyolee ycnosHoe o603Ha4YeHne CTenenmn

COOTBETCTBUS CTaHO4aAPTOB:
-IDT - ngeHTUYHbIEe cTaH4apThI

KoHcynbTtaHTllntoc

HageXHas npaBoBas noaaepxka

www.consultant.ru CtpaHuua 45 n3 48


http://www.consultant.ru/
http://www.consultant.ru/
consultantplus://offline/ref=A62FD67D88DDC1421B896F82310667CF7FB3E96AEC539394CB4B71B599U6E2J

«FOCT P NCO 15189-2015. HaumoHanbHkIN cTangapT Poccuitckon
Pepepauun. JlabopaTopun MeguLmMHCKne. YacTHble TpeboBaHNS K Ka4ecTBy
N komneTeHuumn»

[okymeHT npegoctasneH KoHcynbTaHTl noc
Hata coxpaHeHusi: 03.02.2017

BUBNUOIrPA®UA

[1] ISO Guide 30, Terms and definitions usedin connection with reference materials.

[2] ISO 1087-1, Terminology work - Vocabulary - Part 1: Theory and application.

[3] ISO 3534-1, Statistics - Vocabulary and symbols -Part 1. General statistical terms and terms used in
probability.

[4] ISO 5725-1, Accuracy (trueness and precision) of measurement methods and results - Part 1. General
principles and definitions.

[5] ISO 9000:2005, Quality management systems - Fundamentals and vocabulary.

[6] ISO 9001:2008, Quality management systems - Requirements.

[7] 1SO 15190, Medical laboratories - Requirements for safety.

[8] ISO 15194, In vitro diagnostic medical devices - Measurement of quantities in samples of biological origin
- Requirements for certified reference materials and the content of supporting documentation.

[9] ISO/IEC 17011, Conformity assessment - General requirements for accreditation bodies accrediting
conformity assessment bodies.

[10] ISO/IEC 17043:2010, Conformity assessment - General requirements for proficiency testing.

[11] 1ISO 19011, Guidelines for auditing management systems.

[12] ISO/IEC 27001, Information technology - Security techniques - Information security management
systems - Requirements.

[13] ISO 27799, Health informatics - Information security management in health using ISO/IEC 27002.

[14] ISO/TS 22367, Medical laboratories -Reduction of error through risk management and continuous
improvement.

[15] ISO 22870:2006, Point-of-care testing (POCT) - Requirements for quality and competence.

[16] ISO/IEC 80000 (all parts), Quantities and units.

[17] CLSI AUTOO08-A: Managing and Validating Laboratory Information Systems; Approved Guideline. CLSI:
Wayne, PA., 2006.

[18] CLSI AUTO10-A: Autoverification of Clinical Laboratory Test Results; Approved Guideline. CLSI: Wayne,
PA, 2006.

[19] CLSI C03-A4: Preparation and Testing of Reagent Water in the Clinical Laboratory - Fourth Edition;
Approved Guideline. CLSI: Wayne, PA., 2006.

[20] CLSI C24-A3: Statistical Quality Control for Quantitative Measurement Procedures: Principles and
Definitions - Third Edition; Approved Guideline. CLSI: Wayne, PA: 2006.

[21] CLSI C28-A3: Defining, Establishing, and Verifying Reference Intervals in the Clinical Laboratory - Third
Edition; Approved Guideline. CLSI: Wayne, PA, 2008.

[22] CLSI C54-A: Verification of Comparability of Patient Results within One Health Care System; Approved
Guideline. CLSI: Wayne, PA., 2008.

[23] CLSI EP15-A2. User verification of performance for precision and trueness - Second Edition; Approved
Guideline. CLSI: Wayne, PA., 2005.

[24] CLSI EP17-A: Protocols for Determination of Limits of Detection and Limits of Quantitation; Approved
Guideline. CLSI, Wayne PA., 2004.

[25] CLSI GP02-A5: Laboratory Documents: Development and Control - Fifth Edition; Approved Guideline.
CLSI: Wayne, PA., 2006.

[26] CLSI GP09-A: Selecting and Evaluating a Referral Laboratory - Second Edition; Approved Guideline.
CLSI: Wayne, PA., 1998.

[27] CLSI GP16-A3: Urinalysis - Third Edition; Approved Guideline. CLSI: Wayne, PA, 2009.

[28] CLSI GP17-A2: Clinical Laboratory Safety - Second Edition; Approved Guideline. CLSI: Wayne, PA,
2004.

[29] CLSI GP18-A2: Laboratory Design - Second Edition; Approved Guideline. CLSI: Wayne, PA., 2007.

[30] CLSI GP21-A3; Training and Competence Assessment -Third Edition, Approved Guideline. CLSI:
Wayne, PA, 2009.

[31] CLSI GP22-A3; Continual Improvement -Third Edition; Approved Guideline. CLSI: Wayne, PA, 2011.

[32] CLSI GP26-A4; A Quality Management System Model for Laboratory Services - Fourth Edition
-Approved Guideline. CLSI: Wayne, PA, 2011.

[33] CLSI GP27-A2; Using Proficiency Testing to Improve the Clinical Laboratory - Second Edition; Approved
Guideline. CLSI: Wayne, PA, 2007.

[34] CLSI GP29-A2; Assessment of Laboratory Tests When Proficiency Testing is Not Available - Second
Edition; Approved Guideline. CLSI: Wayne, PA, 2007.

KOHcyanaHTI'Imoc www.consultant.ru CtpaHuua 46 n3 48

HageXHas npaBoBas noaaepxka


http://www.consultant.ru/
http://www.consultant.ru/
consultantplus://offline/ref=A62FD67D88DDC1421B897097340667CF7FB4ED65EE5BCE9EC3127DB7U9EEJ
consultantplus://offline/ref=A62FD67D88DDC1421B89669B360667CF7AB5E868E3569394CB4B71B599U6E2J
consultantplus://offline/ref=A62FD67D88DDC1421B896F82310667CF7FB4E964E9549394CB4B71B599U6E2J
consultantplus://offline/ref=A62FD67D88DDC1421B896E86220667CF7DB1EF69E25BCE9EC3127DB7U9EEJ
consultantplus://offline/ref=A62FD67D88DDC1421B896E86220667CF78B4EB6FEA5BCE9EC3127DB7U9EEJ
consultantplus://offline/ref=A62FD67D88DDC1421B897097340667CF7FB6EE6AED5BCE9EC3127DB7U9EEJ
consultantplus://offline/ref=A62FD67D88DDC1421B896E86220667CF7DB7E56AEA5BCE9EC3127DB7U9EEJ

«FOCT P NCO 15189-2015. HaumoHanbHkIN cTangapT Poccuitckon
Pepepauun. JlabopaTopun MeguLmMHCKne. YacTHble TpeboBaHNS K Ka4ecTBy
N komneTeHuumn»

[okymeHT npegoctasneH KoHcynbTaHTl noc
Hata coxpaHeHusi: 03.02.2017

[35] CLSI GP29-A: Assessment of Laboratory Tests When Proficiency Testing is Not Available - Approved
Guideline. CLSI: Wayne, PA, 2007.

[36] CLSI GP31-A: Laboratory Instrument Implementation, Verification, and Maintenance; Approved
Guideline. CLSI: Wayne, PA., 2009.

[37] CLSI GP32-A: Management of Nonconforming Laboratory Events; Approved Guideline. CLSI: Wayne,
PA, 2007.

[38] CLSI GP33-A: Accuracy in Patient Sample Identification; Approved Guideline. CLSI: Wayne, PA., 2010.

[39] CLSI GP35-P: Development and Use of Quality Indicators for Process Improvement and Monitoring of
Laboratory Quality; Proposed Guideline. CLSI: Wayne, PA, 2009.

[40] CLSI GP37-A; Quality Management System: Equipment; Approved Guideline. CLSI: Wayne, PA, 2010.

[41] CLSI HO3-A6: Procedure for the Collection of Diagnostic Blood Specimens by Venipuncture - Sixth
Edition; Approved Standard. CLSI: Wayne, PA, 2007.

[42] CLSI HO04-A6: Procedures and Devices for the Collection of Diagnostic Capillary Blood Specimens -
Sixth Edition; Approved Standard. CLSI: Wayne, PA., 2008.

[43] CLSI H18-A4: Procedures for the Handling and Processing of Blood Specimens for Common Laboratory
Tests - Fourth Edition; Approved Guideline. CLSI: Wayne, PA, 2009.

[44] CLSI H26-A2: Validation, Verification, and Quality Assurance of Automated Hematology Analyzers,
Second Edition; Approved Standard. CLSI: Wayne, PA., 2010.

[45] CLSI H57-A: Protocol for the Evaluation, Validation, and Implementation of Coagulometers; Approved
Guideline. CLSI: Wayne, PA., 2008.

[46] CLSI 1/LA33-P; Validation of Automated Devices for Immunohematologic Testing Prior to
Implementation; Proposed Guideline. CLSI: Wayne, PA., 2009.

[47] CLSI M29-A3: Protection of Laboratory Workers from Occupationally Acquired Infections - Third Edition;
Approved Guideline. CLSI: Wayne, PA., 2005.

[48] CLSI X05-R: Metrological Traceability and Its Implementation; A Report. CLSI: Wayne, PA, 2006.

[49] College of American Pathologists., Quality management in clinical laboratories CAP: Northfield, IL, 2005.

[50] College of American Pathologists., Quality management in anatomic pathology CAP: Northfield, IL,
2005.

[51] 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.

[52] El-Nageh, M., Line han, 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.

[53] EN 1614:2006, Health informatics - Representation of dedicated kinds of property in laboratory medicine.

[54] EN 12435:2006 Health informatics - Expression of the results of measurements in health sciences.

[55] Guidelines for Approved Pathology Collection Centres (2006) NPAAC.

[56] Evaluation of measurement data - Guide to the expression of uncertainty in measurement JCGM
100:2008 (GUM 1995 with minor corrections 2010). BIPM, Sevres.

[57] 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 quantities and units in thrombosis and haemostasis. (Recommendation 1993). Thromb Haemost;
71: 375-394, 1994.

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

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

[60] International Union of Immunological Societies. Allergen nomenclature. Bulletin WHO; 64:767-770, 1984.

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

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

[63] 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.

[64] International Union of Pure and Applied Chemistry. Nomenclature for sampling in analytical chemistry.
Recommendations 1990. Pure Appl Chem; 62: 1193-1208, 1990.

[65] International Union of Pure and Applied Chemistry, International Federation of Clinical Chemistry.

KOHcyanaHTI'Imoc www.consultant.ru CtpaHuua 47 n3 48

HageXHas npaBoBas noaaepxka


http://www.consultant.ru/
http://www.consultant.ru/

«FOCT P NCO 15189-2015. HaumoHanbHkIN cTangapT Poccuitckon [loKyMeHT NpeaocTasneH KoHcynbTaHTnioc
Pepepauun. JlabopaTopun MeguLmMHCKne. YacTHble TpeboBaHNS K Ka4ecTBy Yy pea Y. >
W komneTeHLmnmn» Hata coxpaHeHusi: 03.02.2017

Properties and units in the clinical laboratory sciences-lI. Syntax and semantic rules (Recommendations 1995).
Pure Appl Chem; 67: 1563-74,1995.

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

[67] Requirements for Pathology Laboratories (2007) National Pathology Accreditation Advisory Council
(NPAAC).

[68] Requirements for Quality Management in Medical Laboratories (2007) NPAAC.

[69] Requirements for the Estimation of Measurement Uncertainty (2007) NPAAC.

[70] Requirements for the Packaging and Transport of Pathology Specimens and Associated Materials
(2007) NPAAC.

[71] Requirements for the Retention of Laboratory Records and Diagnostic Material (2009) NPAAC.

[72] Requirements for Information Communication (2007) NPAAC.

[73] Requirements for the Development and Use of In-house In Vitro Diagnostic Devices (2007) NPAAC.

[74] Requirements for the Packaging and Transport of Pathology Specimens and Associated Materials
(2007) NPAAC.

[75] SNOMED Clinical Terms. International Health Terminology Standards Development Organization
(IHTSDO), Copenhagen, Denmark, 2008. http://www.ihtsdo. org.

[76] Solbe rg, H.E. Establishment and use of reference values. In: Burtis, C.A., Ashwood, E.R. (eds), Tietz
Textbook of Clinical Chemistry and Molecular Diagnostics, Elsevier Saunders.: St Louis, Missouri, 2005.

KOHcyanaHTI'Imoc www.consultant.ru CtpaHuua 48 n3 48

HageXHas npaBoBas noaaepxka


http://www.consultant.ru/
http://www.consultant.ru/

