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BeeneHue

Hacrosauwui cranaapt, ocHoBaHHbIn HA UICO/M3K 17025 n MUCO 9001, ycTtanasnueaeT TpeboBaHUsa K
KOMMETEHTHOCTU U KaueCTBY, KOTOpbIE SIBMSIOTCSA YACTHbIMU ANS MeAULMHCKUX nabopartopuii. MOHATHO, YTO
KaXkaas CTpaHa MOXET UMETb CBOW COBGCTBEHHbIE cneuuduyeckue perynupyowme JOoKyMeHTbl unu Tpebosa-
HUA, NPUMEHUMBIE K HEKOTOPOW 4acTu UINKN KO BCEMY NPOheCCUOHANBHOMY NEPCOHANY U UX AEATENLHOCTU U
OTBETCTBEHHOCTU B 3TOI obnacrtu.

MeauuuHckue naboparopHbie YCRyrM MMEIOT CYLLEeCTBEHHOE 3HaYeHne ANns NOMOLLYM MauMeHTaM 1 no-
3TOMY AO0MKHbI ObITb AOCTYNHLI ANA YAOBNETBOPEHUA NOTPEOHOCTEN BCEX MALMEHTOB M ANS KIMHUYECKOTO
nepcoHana, OTBETCTBEHHOTIO 3a OKa3aHWe NOMOLLM 3TUM nauueHTam. Takue ycnyru BKiovaior B cebs ocpopm-
neHue 3anpocoB Ha UCCNenoBaHus, NOArOTOBKY NALMEHTOB, B3ATME 06pa3sLoB, TPAHCNIOPTUPOBKY, XpaHeHue,
06paboTky u nccnegoBaHne KNMHUYECKUX Npob, coobLeHne pe3ynbTaToB ¢ NOCNEAYIOLEen UHTepnpeTaumnen,
KOHCynbTauuen, Hapaay ¢ cobniogeHuem 6e30nacHOCTU U STUKU MEAULIMHCKUX NTabopaTOPHbLIX YCTyT.

YKenartenbHo, 4ToObI MEaMUMHCKME NaboparTopHbie ycnyru Bkniodanu 6bl B ceda uccnegoBaHus nauu-
€HTOB B CMy4asx KOHCynbTauui, u 4to6bl naboparopum y4acTBOBanuW He TOMbKO B YCTAHOBMEHWU AMarHo-
3a ¥ HasHa4veHun ne4vebHbIX Mep, HO U B NpeaynpexaeHuu GonesHen, Kaxaas nabopaTtopus AOMmKHA Takke
npeaocTaBnATb paboTalowemMy B Hell NePCoHany BO3MOXHOCTM Ana 06pa3oBaHUsi U HAYYHbIX UCCIEOBaHMIA.
MockonbKy HacTOAWMM CTaHAAPT NPeAHa3HayYeH AN NPUMEHEHUSA BO BCEX OOLLENPU3HAHHLIX B HACTOsILLEE
BpeMS AucuuniMHax nadbopaTtopHon MeauuMHbl, pabOTHUKM APYIMX CMYXO U AUCLMMIUH, TAaKUX, KaK KITMHU-
yeckas pu3Monorus, MeaMUMHCKan Bu3yanusauus U meauumHckasi ouamka, MOryT Takxke ero MCrosnb3oBaTb
u CneaoBaTtb emy.

Kpome Toro, opraHbl, ynoniHOMOYEHHbIE ANS OLEHKU KOMMETEHTHOCTU MEAULIMHCKUX nabopaTtopui, Mo-
ryT UCNOMb30BaThb HACTOALMI CTAHAAPT Kak OCHOBY CBOeW aeatenbHocTu. Ecnu naboparopus ctpeMutcs kK
akkpeauTauum, OHa AOSMKHA BbIOPaTb akKpeaWTYIOLUMI OpraH, KOTOPbIi AelCcTBYeT B cooTBeTcTeuu ¢ NCO/
M3K 17011 n npuHUMaeT B pacHeT YacTHble TpeboBaHMA K MEAULIMHCKMM naboparopusm.

Hacrosiluit ctaHgapT He npeaHasHaqeH ObiTb MCNONb30BaHHLIM AN Lienei cepTudukaumm, oaHako,
BbINONHEHNE MeAULIMHCKOI nabopaTtopueii TpeGoBaHWI HACTOSILLIETO CTaHAapTa 03Ha4aeT, yto naboparopus
COOTBETCTBYET Kak TpeboBaHMSAM TEXHMYECKOW KOMNETEHTHOCTH, TaK U TPEOOBaHUSIM CUCTEMbI MEHEIKMEHTA
Ka4yecrBa, YTO HeOBX0AMMO NS NONyYEHUs! TEXHUYECKU HAAEXHbIX pe3ynbratoB. TpeGoBaHus CUCTEMDbI Me-
HePKMEHTa KauecTBa B pasaene 4 U3roXKeHbl si3bIkOM, COOTBETCTBYIOLMM Onepauusam MeauuuHckon nabo-
paTtopum u oTBeyatot npuHuunam MCO 9001:2008 Cuctembl MEHEAXKMEHTA kayecTBa — TpebGoeaHus u CooT-
BETCTBYIOT €ro noaxoasawmm tpedosanHusm (O6bveanHeHHoe KommioHuke |IAF-LAC-ISO, uspanxoe B 2009 r.).

Koppensauus mexay pasgenaMmu u nogpasgaenamy HacTosilero Tpetbero usgaHus MCO 15189 u pas-
aenamu NCO 9001:2008 n UCO/M3K 17025:2005 npeacraBneHa B NpUnoXxeHun A HacCTOALLEro ctaHgapra.

J[loKyMeHTbI M0 BONPOCaM OKpYXKatoLLei Cpeabl, CBA3aHHbIM C 4eATENbHOCTBIO MEAMLMHCKON naboparo-
pumn, 0BbIMHO CCbINAOTCst HA HACTOSILUMI CTaHAAPT U KOHKPETHO Ha nNyHKkThl 5.2.2,5.2.6,5.3,5.4,5.5.1.4n5.7.
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HAUWOHANBbHBIN CTAHOAPT POCCUNCKON ®PEAEPALUMN

JIABOPATOPUN MEAULIMHCKUE

YacTHble Tpe6oBaHUA K Ka4eCTBY U KOMNETEHTHOCTH

Medical laboratories. Particular requirements for quality and competence

DNara BBepenna — 2016—06—01

1 O6nacTb NnpUMeHeHus

Hactosawumit ctaHgapT yctaHaBnuBaeT cneyuanbHble TPe6OBaHNA K KA4ECTBY M KOMMETEHTHOCTN MEeau-
LUHCKUX nabopatopuid.

HacTosawmii ctaHaapT MOXeT BbITb UCMONb30BaH MeAMLIMHCKMMKU nabopatopusimm Ans pa3paboTku CBO-
UX CUCTEM MEHEMKMEHTa KadecTBa M ANl OLUEHKM COOCTBEHHOW KOMMETEHTHOCTU. CTaHAapT MOXET Takke
ObITb MCNONBL30BaH ANSA NOATBEPXAEHNS UMM OLIEHKU KOMNETEHTHOCTU MeAULMHCKUX nabopaTtopuii NonbL30Ba-
Tenamu nabopaTtopHbIX YCNyr, PErynupyoLLIMMK OpraHaMu BNacTu U OpraHamu akkpeautauuu.

MpuMevaHue — MexgyHapoaHble, HaLMOHANBHEIE UMW PerMoHanbHbLIe NpaBuUna Unu TpeGoBaHWs Takke MoryT
6bITb NPUMEHEHB! K OTAEMbHBIM acnekTaM, CBA3aHHbIM C HACTOSILLUM CTaHAAPTOM.

2 HopmatuBHbI€E CCbISIKK

B HacrosiLemM craHgapre UCnofb30BaHbl HOPMATUBHLIE CCbISIKM HA CMeAyioLme HOPMATUBHBIE [JOKY-
MEHTbI:

MCO/M3K PykoBogcteo 2 CTaHaapTusauus U CBA3aHHble BuAbl AeATenbHocTu. O6wwmii cnosaps (1ISO/
IEC Guide 2, Standardization and related kinds of activity — General vocabulary)

MCO/M3K PykoBoacTeo 99 MexxayHapoaHbIi METPONOrM4eckuii cnosapb. OCHOBHbIE K 06LLMe NOHATUS
n cooTBeTcTByOWME TepMmuHbl (ISO/IEC Guide 99, International vocabulary of metrology — Basic and general
concepts and associated terms (VIM)

MCO/M3K 17000 OueHka cooTBeTcTBUsl. CnoBapb u o6wme Tpebdosanusa (ISO/IEC 17000, Conformity
assessment — Vocabulary and general requirements)

MCO/M3K 17025 ObLume TpeboBaHUs K KOMNETEHTHOCTU UCNLITATENBHLIX U KANUGPOBOYHLIX Naboparo-
puii (ISO/IEC 17025, General requirements for competence of testing and calibrating laboratories)

3 TepMuHbI 1 onpeneneHus

B HacTosiLeM cTaHaapTe NPUMEHEHbl TEPMUHBI U COOTBETCTBYIOLME ONpEeAEneHunsi, YCTAHOBNEHHbIE
MCO/M3K 17000, NCO/M3K 17025, Pykosoactsom UCO 99 :

3.1 akkpeauTauma (accreditation): Mpoueaypa, NOCPEACTBOM KOTOPOI OpraH BMacTu ouLmMansHo Npu-
3HaeT cnoCOBOHOCTL OpraHU3aLmMm BeINOMHATEL cneuuduyeckue sagadn.

3.2 kpuTnueckuit uutepsan (alert interval, critical interval): UHTepean pesynsraroB uccnenoBaHuin gns
TPEBOXHbIX (KPUTUUECKNX) TECTOB, KOTOPbIN YKa3bIBAET HA HEMOCPEACTBEHHBIN PUCK AN NaUueHTa BO3HUKHO-
BEHUS NOBPEXLEHWS NN CMEPTH.

U3paHue oduuymanbHoe
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MpumeyvaHuns
1 NHTepBarn MoXeT 6biTb OTKPbLITHIM € OAHOMO KOHLA, KOrAa YCTAHOBNEH TOSbKO NOPOT.
2 Nabopatopus onpeaensieT nepeveHb KPUTUHECKUX TECTOB ANA CBOUX NALWUEHTOB W NONb3oBaTenei.

3.3 aBTOMaTMyeckuin BbIOOP K Bbiaaya pesynbratoB (automated selection and reporting of results):
Mpouecc, ¢ NOMOLLBIO KOTOPOro pesynbTaThl UCCNEAOBAHUI NAaUMEeHTa NOCTYNAloT B nabopatopHyio UHGOp-
MAaLMWOHHYIO CUCTEMY U CPABHUBAIOTCA C ONpeAeneHHbIMU nadopaTtopuen KpUTepusMU NPMEMNEMOCTU U B
cnyyae ecnu pes3ynsrarbl OTBEYalOT onpeaeneHHbIM KPUTEPUAM, OHU aBTOMATMYECKWU BKIIOYaloTCa B GnaHk
oT4yeTa 0 pesynsrarax 6e3 JONONHUTENLHON OLEHKN NEPCOHANOM.

3.4 ounonormueckuit pedepeHTHbii uHTepBan (biological reference interval, reference interval):
CneunduuMpoBaHHbI UHTEPBAN pacnpeaeneHnsa 3Ha4YeHuin, NONyveHHbIX B Buonornyeckon pedepeHTHON
nonynsauuu.

lMpumep — LenmpanbHblil 95 %-Hbill 6uonoaudeckull peghepeHmHbIl uHmMepeaan Ans1 3HavyeHUl KOHYeH-
mpayuu UoHa Hampusi 8 chieopomKe U3 NonynayuYU NPednosIoKUMesIbHO 300Po8bIX 83POCIILIX MYXYUH U KeH-
wuH cocmaensiem om 135 Mmosu/nn Ao 145 mmone/n.

MpumeyvaHuns

1 PedpepeHTHbIN MHTepBan 0bbIMHO ONPeAenstoT Kak LeHTpanbHblii 95 %-Hblih MHTepsan. [pyroit paamep unu acum-
MeTpUYHas nokanusauus pecepeHTHOro MHTepBana MoryT COOTBETCTBOBaTL 0CO6LIM Cy4asM.

2 PedbepeHTHBIA UHTepBan MOXET 3aBUCETb OT TUNa NepBUYHOro obpasya M MCNONL3OBaHHOW MpoLenyphbl
nccnepoBaHus.

3 B HekoTopbIX criydasix BaxeH Tonbko oguH bGuonorndveckuit pecdpepeHTHLIN Npegen, HanpuMep, BEpXHWIA npegen,
X, W TakuM obpa3oM, COOTBETCTBYIOLLUIA BMONOrMHecknii pedepeHTHEIN UHTepBan MOXET ObiTb MEHbLLE X UNU PaBeH X.

4 Takue TEPMUHBI, KaK «HOPMarbHLIA PAA», «<HOPMasbHbIE 3HAYEHUAY», ABASIOTCA HEONPEAENeHHLIMU U MOSTOMY
He PEKOMEHAYIOTCS AN MPUMEHEHUS.

3.5 komneTeHTHOCTb (competence): MpoaeMOHCTPUPOBAHHAA CNOCOOHOCTL NPUMEHATL 3HAHUS U yMeE-
HUS.

MpumeyvyaHune — MNoOHATUEe KOMNETEHTHOCTU ONPEAENEHO UCXOAA U3 obLLero cMbiciia HacTosiLero cTaHgapTa.
YnoTpebrieHne aToro croea MOXeT 6biTb 6onee cneuuduyHEIM B Apyrux gokymeHTax NCO.

[ISO 9000:2005, onpeaenexue 3.1.6]
3.6 pokymeHTMpoBaHHasa npoueaypa (documented procedure): Cneunduyeckuin cnocod BLINONHATL
AeATeNbHOCTb UM NPOLECC, KOTOPbIE AOKYMEHTUPOBaHbI, BHEAPEHbI M cobrntogatorcs.

MpumeyvaHuna

1 TpeboBaHuA ANs LOKYMEHTUPOBAHHOW NPoUEeAYpbl MOryT BbITb U3N0XEHB! B 04HOM AOKYMeHTe unu Gonee Yem B
OfHOM [ OKYMEHTE.

2 AganTtuposaHo us MCO 9000:2005, onpegenexue 3.4.5.

3.7 uccneposaHue (examination): Komnnekc onepauuii, 06beKTOM KOTOPbIX SBASIETCA onpeneneHue
3HaYeHUA UNKU XapaKkTepUCTUKKU CBOICTB.

MpumeyvaHus

1 B HeKoTopbIX AUCLMNNNHAX (HanpuMep, B MUKpOOMONOruK) ncerefoBaHne NpeLcTaBnseT coboi [edaTensHOCTb,
COCTOSALLYIO U3 HECKOSBbKUX TECTOB, HAOMHOLEHNI UNU U3MePEHUIA.

2 NaBopaTopHble UcCrnefoBaHuWs, KOTOpble OMpeAernsitoT 3Ha4YeHe CBOCTBa, Ha3bIBAKTCH KONIMYECTBEHHLIMM, Te
UccnefoBaHuUs, KOTOPLIE ONPELENsIOT XapakTepucTUkN CBONCTBA, Ha3bIBaOTCH Ka4eCTBEHHBIMU.

3 J'Ia6opaTopr|e ncenegoBaHuUA 4acTo HasbiBatkoT TakXKe aHallm3aMn Unu TectamMu.

3.8 mexxnabopaTopHoe cnuueHme (interlaboratory comparison): OpraHu3auusi, BbINONHEHUE W OLEHU-
BaHWE M3MEPEHUI UMN TECTOB OAHUX U TEX XKE UINU CXOAHLIX 0OBLEKTOB B OAHOW UMN HECKONbKUX naboparopu-
51X B COOTBETCTBUM C NPEABaAPUTENBLHO ONpeaerneHHbIMU YCOBUSMU.

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

3.9 saBeayowmin nadoparopuent (laboratory director): Jluuo (nuua), oTBeTcTBEHHOE 3a nabopaToputo
U yNpaBsnsoLlee ero.

MpuMmeyaHuna

1 Ansa uenei HacTosALLero cTaHgapTa — ULOo UK uLa, KOMNEKTUBHO NPU3HaHHbIE Kak pyKoBoauTenb nabopaTopuu.
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2 HaumoHanbHble, permoHansHble U MecTHbIe NpaBuna MoryT TpebosaTb onpefeneHHol kBanudukaumm n obpaso-
BaHWA AaHHOro nuua.

3.10 pykoBoacTBO nna6opatopuu (laboratory management): lluuo (nmua), KOTOpoe pyKOBOAMUT U yrpas-
naeT (PyKOBOAAT U YNPaBNAIOT) AEATENLHOCTLIO nabopaTopuu.

MpumedyaHue — TepMUH «pykoBOACTBO nabopaTopuny SBMAAETCS CUHOHUMOM TEPMUHA «BbICLUEE PYKOBOA-
ctBo» B ISO 9000:2005.

3.11 meauumuHckas nabopaTtopus, KnuHuveckaa nadopartopus (medical laboratory, clinical
laboratory): Ilabopatopus, koTopas npoBoAMT BUONOrMYEcKUe, MUKPOBUONOrnYECKMe, UMMYHONOrMYECKue,
XUMHUYECKME, UMMYHOreMaTonornyeckue, remaronorunyeckue, Guodusnyeckue, LUTONOrMYECKUE, TUCTO-
naTonornyeckme, reHeTUYEeCcKne Unu apyrue UccrnegoBaHna marepuanos U3 opraHusMa 4enoseka B Lensx
nonyvyeHns nHdopMauun Ana AMarHoCTuku, NpeaynpexaeHusa u nedyeHna 60nesHn unu OLEeHKU COCTOAHUSA
30pOBbA YENOBeKa U KOTOpas MOXET OKa3aTb KOHCYNbTaTUBHYIO MOMOLLL OTHOCUTENbHO BCEX aCreKTOB
nabopaTtopHbIX UCCNEA0BaHNUIA, BKMIOYAsA UHTEPNPETALMIO Pe3ynbTaToB U PEKOMEHAALUMIO AalbHENLNX He-
00X0AUMBIX UCCNEA0BaHWIA.

MpuMmedyaHue — STW UCCREfOBaHNA TakxKe BKtoYatoT B cebsi MpoLieayphbl ANs ONPEAENeHUs), U3MepeHns uu
WHbIE OMUCaHWA NPUCYTCTBUSA UIU OTCYTCTBUS pasfyHbIX BELLECTB UM MUKPOOPraHU3MOB,

3.12 HecootBeTcTBUE (nonconformity): HeBbinonHeHne TpeGoBaHUIA.
[ISO 9000:2005, onpeaeneHue 3.6.2].

MpumMmedvyaHue — [pyrue 4acto NpuMeHsieMble TepMUHLI: HeBraronpusaTHoe cobbiThe, owunbka, WHUWAEHT,
crnyYaiHoCTb.

3.13 nccnegoBaHue no Mecty neueHus (point-of-care testing, POCT, near-patient testing): Uccnego-
BaHUE, BbIMOIHSAEMOE BO3Me NauMeHTa UNu B MeCTe ero HaXoXAEeHUs, C pe3ynsTatoM, NONy4YeHHbIM HeMea-
NEHHO U, BO3MOXHO, BEAYLUUM K UBMEHEHUIO NEYEHUs MauMeHTa.

[ISO 22870:2006, onpeaenenue 3.1]

3.14 npouenypbl nocne uccrnegoBaHUA, NocTaHaNMTUYecKkun 3tan (post-examination procedures,
postanalytical phase): Npoueaypbl, XPOHONOrMYECKU HaYMHAKOLMECA NOCNE UCCneaoBaHUA, BKNOYAa pac-
CMOTPEHUWe pesyneTaToB, XpaHeHue 6Monoruyeckoro matepuana, yaaneHue npobsl n 0TxXoAos; hopMaTupo-
BaHWe, UHTEepNpeTaumio, oPopMIeHUe U Bbiaady pe3ynsTatos UCCNEAoBaHUI, UX XpaHEHUe.

3.15 npoueaypbl nepea uccrnegoBaHueM, NpeaHanuTMYecKun atan (pre-examination procedures,
preanalytical phase): Mpoueaypbl, XPOHONOTMYECKU HAYMHAIOLMECH C HA3HAYEHUS KIIMHULMCTOM UCCneaoBa-
HUS, BKITIIOYEHUSI UCCNEAOBAHUS B 3a5ABKY, NOATrOTOBKA NaLUeHTa, B3ATUE NEPBUYHON NPOOLI, TPAHCNOPTMPOB-
Ky ee B nabopaTopuio 1 3akaHYMBAIOLLIMECS] HAYANOM UCCNEeA0BaHuUs.

3.16 nepBuyHaa npoba, obpasen (primary sample, specimen): AuckpeTHasa nopuusi GUONOrM4yeckon
XMOKOCTK, BblAbIXaeMOro Bo3ayxa, BONOC UMM TKAHEN, B3ATas ANA UWCCNEAOBaHUA, U3YY4EeHUs UMK aHanusa
OAHOW UM HECKOMbKMUX BEMMYUH UMM CBOWCTB, KOTOPLIE NPEeAnonaraeTca NpunucaTb LEnomy.

MpumedvaHus

1 Pabo4as rpynna no rnobansHoil rapMoHU3aLnmM Ucnonb3yeT TepMUH «obpaseu» B pykoBOASALMX JOKYMEHTax Mo
rapmMoHusauum, obosHa4as npoby Guonornyeckoro NPOUCXOXAEHUS, NpejHa3Ha4YeHHyo ANA UCCNefoBaHNUsA B MeAULIUH-
CKol nabopartopuu.

2 B HekoTopbIx fokyMeHTax MCO u CEH «obpaseL» onpepeneH kak «6uonorndeckas npoba, B3ATas M3 Tena
YyernoBeKkar.

3 B HeKOTOpbIX CTpaHax TEPMUH «obpa3seL» UCMONb3yeTcsi BMECTO NepBUYHON Npobbl (UK ee nopuuun), koTopas
sBnsaetca npoboit, NofroToBNEHHOMN AN Nepeckiniki B nabopaTtoputio (Unu nonyvaemyto nadopatopuei) u npegHasHaveH-
HYO 4N UccrefoBaHus.

3.17 npouecc (process): COBOKYNHOCTb B3aUMOCBA3aHHbIX UM B3aUMOAENCTBYIOLLMX A€IUCTBUIN, KOTO-
pble NnpeobpasyioT BXOAbl B BbIXOAbI.

MpumedvaHus
1 Bxogbl B npouecc 06bIMHO SBNSAIOTCS BEIXOAAMU U3 APYrMX NPOLIECCOoB.
2 AgantupoeaHo us MCO 9000:2005, onpegenenue 3.4.1.

3.18 kauecTBo (quality): CTeneHb, C KOTOPOW psii NPUCYLLMX XapakTePUCTUK yaAOBNETBOPAIOT TpeboBa-
HUAM.
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MpumMedyaHunsa
1 TEpMUH «Ka4eCTBO» MOXET NPUMEHSATECA C NpunaraTefleHbIMK «MNOX0e», «xopolleey, «BnecTaweey.
2 «MpucyLyee» Kak NPOTUBOMONOXKHOE «MPUMUCAHHOMY» MOXET 03Ha4aThk NOCTOSHHYIO XapaKTepPUCTHKY.

[ISO 9000:2005, onpepenexune 3.1.1]
3.19 unaukaTop kayectsa (quality indicator): Mepa cTteneHu, ¢ KOTOPOW COBOKYMHOCTb MPUCYLLMX Xa-
pakTepuUCTUK yaOBNETBOPAET TpeBGoBaHUAM.

MpumevaHuns

1 Mepa mMoxeT 6bITb BbipaxeHa, HanpumMep, kak % gocturHytoro ( % B nNpeaenax ycTaHoOBMeHHbIX TpeGoBaHuit), %
LedeKToB (% BHe yCTaHOBMEHHbLIX TpeboBaHWit), AedeKkTbl Ha MUNNUOH cryYaeB unu B ckane LllecTb curma.

2 MH,D,VIKaTOpr Ka4yecTBa MOryT U3MepATb CTeneHb COOTBETCTBUA OpraHusaluu I'IOTpesHOCTHM n TpesoBaHMHM
none3oBaTenen n Ka4ecTBo BCEX onepauUnoHHbBIX NpoLeccoB.

Mpumep — Ecnu mpe6oeaHuem siensiemesi nosyyeHue nabopamopueli ecex mpo6 MoYu HeKOHMaMUHUPO-
@aHHbLIMU, MO YUCJIO NOJTYYeHHbIX KOHMaMUHUPOBaHHLIX MPOG Kak % ecex NnoJsly4YeHHbIX Npob (npucywas xapak-
mepucmuka npouyecca) cryxum Mepoll Kayecmea npoyecca.

3.20 cucrtema MeHepKMeHTa KavyecTBa (quality management system): Cuctema MeHegXMeHTa yrnpas-
NEHUA N KOHTPONA AeATENLHOCTU OpraHm3auuy ans obecneyeHus ka4yecTsa.

MpumeyaHuna

1 TepMUH «cUCTeMa MeHeXMeHTa KadyecTBa», UCMOb30BaHHbI B STOM ONpedereHn, ceasaH ¢ obWwuM ynpas-
NeHveM esTenbHOCTLI, MoCTaBKkaMu U MEHEAXMEHTOM PECYPCOB, NpoLieccaMi NpeaHanuTUYeCcKoro, aHanTUYecKoro 1
NocTaHaNUTUYECKOro 3Tanos, oLeHUBaHWEM W NMOCTOSIHHBIM COBEPLUEHCTBOBAHMEM.

2 AgantuposaHo 13 MCO 9000:2005, onpeaenerue 3.2.3.

3.21 nonuTuKa kayectBa (quality policy): Oblume HamepeHua U HanpaeneHus AesTeNbLHOCTU nabopa-
TOPUM, OTHOCALLMECA K Ka4eCTBY, CDOPMYNNPOBAHHBLIE PYKOBOACTBOM naboparopuu.

MpumeyaHuna

1 OBbIMHO MonNUTUKa KadecTBa COOTBETCTBYET 06U.lel7l NONUTUKE opraHusauun N yctaHaBnuBaeT paMKu COBOKyN-
HOCTU L|,er|e|7| KayecTBa.

2 ApgantupoBaHo u3z MCO 9000:2005, onpeaenexue 3.2.4.
3.22 uenu kavectBa (quality objective): XXenaemoe u uenenonaraeMoe, OTHOCALLEECS K Ka4eCTBY.

MpumMmeyaHuns

1 Llenu ka4ecTBa 06bIYHO OCHOBaHLI Ha NOSIMTUKE KadecTBa nabopaTopuiu.

2 Lenu ka4ecTBa 06bI4YHO YCTAHOBMNEHLI AN COOTBETCTBYOLWMX (DYHKLUA U YPOBHEN B OpraHusaLum.
3 AgantuposaHo ns MCO 9000:2005, onpeaenenue 3.2.5.

3.23 BcnomorartenbHas (cyonogpsagHas) nadoparopus (referral [aboratory): BHeluHsia nabopartopus,
B KOTOPYIO OTCbINAIOT Npody Ans npoBeAeHUs UCCNea0BaHus.

MpumeyaHue — BenomoratensHyto nabopaToputo pykoBogCTBO NabopaTopuu BeIGUpaeT ANA HanpaBneHusl B
Hee npobbl UK YacTh NPobbl U MPOBEAEHUS UCCIE[OBaHUS UK B criydae, KorAa He MOXeET BbiTb BLIMOMHEHO PYTUHHOE
uccnegoBaHue. Takaa naGopaTopus oTuvaeTcst OT NabopaTopum, oTHOCALLEC K cucTeMe OGLLECTBEHHOTO 340POBbS,
TOKCUKOSIOrMM, perucTpaLymn onyxonu, Uin oT LUeHTparbHol nabopaTtopuu, HanpasneHue npo6 B KOTOPYK TpeByeT CTpyK-
Typa wnv npaeuna.

3.24 npoba (sample): OaHa nnm HecKosbKO YacTel (NopLMin), KOTOPbIE B3ATbI U3 NEPBUYHON NPOOHLI.

Tpumep — O6BLeM (Mopyus) chbieopomku, e3ambill u3 6osbweso o6bema cbIeoOPOMKU.

3.25 Bpemsa obopoTta TecTta (turnaround time): Mepuog BpemMeHn Mexay ABymA cneumduLMpoBaHHbIMM
TOYKaMU — Ha3HaAYEHMEM UCCMEeA0BAHMSA U BbiJaY€en ero pesynsrarta, BKovas npeaHanuTu4eckuin, aHanutu-
YeCKUN U NOCTaHanUTUYEeCKUn NPOLIECChI.

3.26 Banupaumsa (validation): MoaTeepXxaeHWe, NyTeMm NpeaoCTaBneHns 00bEKTUBHBIX A0Ka3aTenbCTB
COOTBETCTBUSI TpeBOBaHMAM NPeAHA3HAYEHHOTO MPUMEHEHUS UMM UCMONB30BaHUS.

MpumeyaHune
1 TepMUH «BanuanpOBaHHLIAY Mcnonb3yeTes AN 0603Ha4YeHNA COOTBETCTBYHLLEro cTaTyca.
2 ApgantuposaHo 13 MCO 9000:2005, onpeaenexue 3.8.5.
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3.27 Bepudpukauus (verification): MoaTeepxaeHne, nytem npegocraBneHns OOBLEKTUBHLIX AOKAa3a-
TENLCTB BbINOMHEHUSA cneuuUUUPOBaHHbIX TPEGOBaHUN.

MpuMeyaHusa

1 TepMUH «BepUULMPOBaHHbINA» UCTONb3yeTcs ANS 0603Ha4eHUA COOTBETCTBYIOWEro cTaTyca.
2 MNoaTBepXaeHAE MOXET BKNOMATb Takue BUALI AeiCTBUN, Kak:

- BLINONMHEHNE ansTepHaTUBHLIX PacyeToB,

- CpaBHeHWe HOBLIX crieLdukaumii ¢ NogobHEIMKU AoKasaHHBIMK cneludurKkaumamm,

- NpoBefieHne TECTOB U JEMOHCTpaLiA,

- NpoBepKa AJOKYMEHTOB Nepes X BbIMYCKOM.

[ISO 9000:2005, onpeaenexue 3.8.4]

4 TpeOboBaHUA K MEHEOXKMEHTY

4.1 Opranusaunsi 1 OTBETCTBEHHOCTb MEHeKMEeHTa

4.1.1 OpraHusauusa

4.1.1.1 O6wme NonoxeHusn

MeauuuHckasa naboparopus (aanee ynommHaemasi kak «nabopartopusi») 4OmKHa COOTBETCTBOBATL Tpe-
0OBaHUAM HACTOSALLEro CTaHAapTa NpU BbIMOIIHEHUM CBOEN paboThl B YCNOBUAX NOCTOSIHHOTO Pa3sMeLleHus
UM B MOOUIBbHBIX YCIOBUSIX.

4.1.1.2 FOpuanyeckoe nuuyo

TTaBopatopus unu opraHusaums, 4acTblo KOTOPOI ABNSETCA nabopaTtopusi, AOMKHA HECTU lopuande-
CKYI0 OTBETCTBEHHOCTb 3@ CBOIO AeATENbHOCTb.

4.1.1.3 OTnyeckoe noseaeHue

PykoBogctBo naboparopum AOIDKHO YCTAHOBUTbL NOPSIAOK, KOTOPLIA 00ecneunBaet cneayoLlee:

a) OTCYTCTBUE y4acTus B nNioGoN AeATEeNbLHOCTHU, KOTOPas CMOCOOHA CHU3UTL AOBEPUE K KOMNETEHTHOCTH
naboparopuu, 6ecnpucTpacTHOCTH, CrIPaBeANIMBOCTU UM ONEPALMOHHON LIENOCTHOCTH;

b) pykoBOZCTBO U NEepcoHan cBOOOAHLI OT HENPUEMMEMbBIX KOMMEPYECKUX, (PUHAHCOBLIX U UHBIX AaBrie-
HUI 1 BNUSIHWIA, KOTOPbIE MOMKU Bbl HEGNAroNPUATHO BO3AEICTBOBATL HA KAYECTBO UX paboThl;

C) NPU BO3HUKHOBEHUU NOTEHUNANBLHOTO KOH(PAMKTA KOHKYPEHTHLIX UHTEPECOB O HUX AOMMKHO ObITh OT-
KPbITO U COOTBETCTBYIOLLMM 00pa3oM 3aABAEHO;

d) umetoTcsa COOTBETCTBYIOLLME NpoLeAYpbl, obecneunBatomne obpalleHue nepcoHana ¢ YenoBeyecku-
My npo6amu, TKAHAMW UK OCTAHKAMKU COTNIACHO COOTBETCTBYIOLLIMM TPeBGOBaHUAM 3aKOHA;

€) cobniogaeTcs KOHpUAEHUNaNbHOCTb MHOpMaLMK.

4.1.1.4 3aeayowmin naboparopuen

TTabopatopus fomKHa pyKOBOAUTLCA NIULOM UMK NULiamK, 06naaaloLLMMKU KOMNETEHTHOCTLIO U HECYLLU-
MU OTBETCTBEHHOCTb 3@ NPEAOCTaBAAEMbIE YCIYIU.

OTBETCTBEHHOCTb PYKOBOAUTENS NabopaTtopum JOMKHA BKINIOYaTb NpodeCccuoHanbHble, Hay4Hble, KOH-
CynbTaTUBHbIE, OPraHN3aLUOHHbIE, aAMUHUCTPATUBHBbIE U 0Opa3oBaTenbHbIe BONPOCHI, OTHOCALLMECS K yCny-
ram, npegocraendemsiM nabopartopuen.

3aBeayowmin naboparopuein MOXET nopy4vatb U30paHHble 00S3aHHOCTU U/MNKU OTBETCTBEHHOCTb KBa-
nMULMPOBAHHOMY NepcoHany, OAHAKO COXPaHATb 3a COOOW OKOH4YaTernbHyl0 OTBETCTBEHHOCTbL 3a 00uue
onepaumu n agMMHUCTpaumio nadoparopuu.

0O0A3aHHOCTU U OTBETCTBEHHOCTL 3aBeAyloLLEero nabopaTtopmen 40MmkHbl ObiTb AOKYMEHTMPOBAHbI.

3aBseayowmin naboparopuein (MU OTBETCTBEHHbIE 3a onpeAeneHHble 003aHHOCTH) A0IDKHBI 06naaatb
HeobX0AMMON KOMNETEHTHOCTLIO, NPaBaMU U pecypcamm, YTOObI BbINOMHATL TPEOOBAHUA HACTOALLETO CTaH-
Japra.

3aBeayiowmi naboparopuei (MNU OTBETCTBEHHBIN/OTBETCTBEHHBIE) AOMMKEH (AOMKHbI):

a) ocywecTBnATh APHEKTUBHOE YynpaBneHne MeaUUMHCKMMU nabopaToOpHbIMKU YCRyramu, BKIOYas
nnaHupoBaHue 0I04KeTa U ynpasneHue (pmHaHCMPOBaHUEM, B COOTBETCTBUU C AOBEPEHHON €My OTBETCTBEH-
HOCTbIO;

b) adbdheKTUBHO OCYLLECTBAATL KOHTAKTbl C COOTBETCTBYIOLLMMU aKKPEAUTALMOHHBIMU U PETYNUPYIOLLU-
MU areHTCTBamMu, omMLmManbHbIMU AAMUHUCTPATUBHBIMU OpraHamMM, COOBLLECTBOM 34 paBoOXpaHeHus1, o6eny-
>KMBAEMbIMU NALMEHTAMU U YY4AaCTHUKAMKN (pOPMarnbHbIX COrMALLEHUIA, NPU HEOOX0AUMOCTH;
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C) obecneunTb HanMuue COOTBETCTBYIOLLEH YUCNEHHOCTU NepcoHana, obnagaiowero o6pasoBaHueM,
NoAroTOBKOM M KOMMETEHTHOCTbIO, HEOOXOAMMbBIMKU ANA OKa3aHWA MEAULIMHCKUX NabopaTopHbIX YCnyr, OTBe-
vawmx noTpebHOCTAM M TpebOoBaHMAM NONbL30BaTENeN;

d) obecneunTb BHEAPEHME MONUTUKU KAYEeCTBA;

€) co3parb 6esonacHble ycnoBsus paboyen cpeabl, COOTBETCTBYIOLLUME XOPOLLUEN NpaKTUKE U NpueMne-
MbIM TpeboBaHUAM;

f) coTpyaHuyarb C MEAULIMHCKAM NEPCOHANoOM 06CNy>MBaeMoi opraHu3aumm, eciv 3T0 NpUeMnemo u
OCYLLIECTBUMO;

g) obecneunTb NPeAOCTaBIEHNE KITMHNYECKOW KOHCYNbTaLMmn B OTHOLLEHUM BbiDOpa uccnegoBaHus, uc-
nornbL30BaHMUsA NabopaTopHbLIX YCNYT U UHTEpPNpETaLUN pe3ynbTaToB UCCNE0BaHUIA;

h) BbIGUpaTbL U MOHUTOPMPOBATL NOCTABLUMUKOB;

i) BbIOMpaThL BCnoMorarenbHble naboparopun U MOHUTOPMPOBATL KAYECTBO MX YCIyr (CM. Takke 4.5);

j) NnpepocTaBnATL NporpaMMbl NPOPECCUOHANBHOMO COBEPLUEHCTBOBAHUA AN NabopaTopHOro nepco-
Harna u BO3MOXHOCTM y4acCTBOBaThb B HAY4YHOW U U MHOW AEATENbHOCTM NPOheCCuoHanbHbIX NabopaTopHbIX
opraHu3saumii;

k) onpeaenuTb, BHEAPUTL U MOHUTOPUPOBATL CTAHAAPTHLI BLINOSIHEHUS U YNYULUEHUS] Ka4eCcTBa Meau-
LMHCKMX NabopaTopHbIX yCNyr.

MpumevyaHne — 3T0 MOXET GbITb OCYLLECTBINEHO, HANPUMEp, Yepe3 KOMUTETHI MO COBEPLLEHCTBOBaHMIO Kade-
CTBa OCHOBHOIA OpraHu3aLmu;

I) MOHUTOpPUMPOBATL BCIO paboTy, BLIMONHAEMYI0 B nabopartopuu, utobbl onpeaenutsb, uto 6bina Beipabo-
TaHa KNMHUYECKU BaXkHaA MH(OpMaLUS;

m) paccMarpusarb nodylo xanody, 3anpoc unu NpeanoxeHue oT NabopaTtopHOro mepcoHana u/unm
nonb3oBarenen (CM. Tacke 4.8, 4.14.3 n 4.14.4);

n) pazpaboTarb U BHEAPUTb NNaH Ha HenpeaBUAEHHbIE 00CTOATENLCTBA, YToObl 0BecneunTb A0CTYN-
HOCTb CYLLUECTBEHHO BaXHbIX CCNEA0BAHUIA NPU SKCTPEHHOW NOTPEBHOCTU B HUX UNM NPU APYTUX YCIOBUSIX,
Korga nabopaTtopHble YCnyru orpaHUYEHb! UMM HEAOCTYMHBI.

MpumevyaHune —lnaHel Ha HenpeaBUAEHHbIE obcToaTenbCcTBa AOMKHBI nepuoanyeckn NCNbITbiBaTbLCA,

0) NNaHMPOBaTb M YNPaBMATb HAay4YHbIM UCCIIeA0BaHWEM U pa3paboTKoM, koraa 3To HeoGXo0aMMO.

4.1.2 OTBETCTBEHHOCTb PYKOBOACTBA

4.1.2.1 OBs3aHHOCTM PYKOBOACTBA

PykoBoacTeo naGoparopun JOMKHO NpeaCTaBnsaTh AoKasaTenbCcTBa ero 06s3aHHOCTel no paspabortke
1 BHEPEHUIO CUCTEMbI MEHEIKMEHTA Ka4eCTBa U MOCTOSIHHOMY €€ YNyuLLEHUI0 NYTEM:

a) MHPOPMMPOBaHMA NabopaTOPHOTrO NepcoHarna o BaXHOCTU COOTBETCTBUA noTpebHocTAM U Tpebosa-
HUsIM nonb3oBarenen (cM. 4.1.2.2), a Talke TpeboBaHuA akkpeauTaumum U NPaBus;

b) yTBepKaAEHMA NONUTUKK KavecTBa (CM. 4.1.2.3);

¢) o6ecneyeHunss yCTaHOBMNEHMS Lienei kayecTsa u nnaHupoBaHus (cm. 4.1.2.3);

d) onpeaeneHns OTBETCTBEHHOCTH, NpaB U B3aUMOOTHOLLUEHUI BCEro nepcoHana (cm. 4.1.2.5);

€) yCTaHOBMEHUsA NpoLEeCCOB KOMMYHUKaLuuii (cMm. 4.1.2.6);

f) Ha3HayeHus OTBETCTBEHHOrO MO KayecTBy (MEPCOHANbHO HA3HAYEHHOTO) (CM. 4.1.2.7);

g) npoBeaeHus 0630poB pykoBoacTBa (CM. 4.15);

h) oBecnevyeHnss KOMNETEHTHOCTW BCErO NEPCOHana Ans BbINOMHEHUs1 cBOWUX 06sizaHHoCTel (CM. 5.1.6);

i) o6ecneyeHns JOCTYNHOCTM aaeKBaTHbIX pecypcoB (cM. 5.1, 5.2 1 5.3) 4N BO3ZMOXHOCTU AOMKHOIO 0CY-
LLIECTBIEHUA NPeaHanMTUYEeCcKOi, aHaNMUTUYECKON 1 NOCTaHANUTUYECKON AesaTenbHOCTU (CM. 5.4, 5,5, n 5.7).

4.1.2.2 MoTtpe6HOCTK Nonb3oBartenei

PykosoacTso nabopatopuu JOmKHO obecnednTs, YToObl nabopaTtopHbIe YCryru, BKNOYas COOTBETCTBY-
IOLLME YCYru NO KOHCYNLTALUMAM U UHTEPNpPETaLuM, COOTBETCTBOBANMN NOTPeBHOCTAM NaUWEHTOB U TEM, KTO
nonb3yeTcs ycnyramu nabopatopun (CM. Takke 4.4 n 4.14.3).

4.1.2.3 lNonutuka KayecTsa

PykoBoacTBO 11abopaTtopum AOMKHO ONpeaenuTb HAaMEPEHUsI CBOEl CUCTEMbI MEHEIXKMEHTA Ka4yecTBa B
nonuTuke kayectsa. PykoBoacTBo nabopatopum AomkHO o6ecrneynTb, YToObl MONMTUKA Kav4ecTsa:

a) COOTBETCTBOBANA LIENAM OpraHu3aLuu;

b) Bknoyana ycTpeMneHHOCTb K xopoluen naboparopHON NpakTUKe, K UCCNENO0BAHUSAM, KOTOPbIE OT-
BEYAIOT NPEAHA3HAYEHHOMY UCNOMb30OBAHMIO, K COTNacoBAHHOCTU C TpeBOBaHMSIMU HACTOALLETO cTaHAapTa U
NOCTOSIHHOE COBEPLLEHCTBOBAHUE KayecTBa nabopaTopHbIX yChyr;

6
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C) onpeaenana paMku ANs yCTaHOBIEHUA U NEPECMOTPA LEnNen kayecTsa;

d) 6bina U3BECTHA M NOHATHA B OpraHU3auuu;

€) nepecMmarpuanach Ans NOCTOSAHHOW NPUFOAHOCTHU.

4.1.2.4 Llenu kayecrsa U NnaHMpoBaHue

PykoBoacTso nabopatopum AOIMKHO YCTAHOBWTL LiENM KavecTsa, BKMIOYasi HE0BXoaUMOCTL COOTBET-
CTBOBAaTb NOTPEOHOCTAIM M TpeBOBAHUSIM NONb30BATENEN NMPU AOMMKHBIX (hYHKLUAX U YPOBHAX BHYTPU OpraHu-
3auuu. Lienu kayecTBa AOMKHbI ObITb U3MEPUMBI U COOTBETCTBOBATL NOMUTUKE KAYECTBA.

PykoBoacTBo naboparopum AOMmMKHO 06ecnevuTb, YTobbl NNAHUPOBAHWE CUCTEMbI MEHEMKMEHTA Kaye-
CTBa COOTBETCTBOBANO TpeboBaHuaM (CM. 4.2) u uenam kayectsa. PykoBoacTBo naboparopum gomkHo obe-
CNeYnTb, YTOObI LIENOCTHOCTL CUCTEMbI MEHEIDKMEHTA Ka4eCTBa NoAAepXXMBanach npyu niaHUpPoBaHUM U BHe-
APEHNU U3MEHEHUI B CUCTEMY MEHEPKMEHTA KavecTBa.

4.1.2.5 OTBETCTBEHHOCTb, NpaBa U B3aMMOOTHOLLIEHUA

PykoBoacTBO naboparopum AOIMKHO 06ecneuntb, YToObl OTBETCTBEHHOCTb, NPABa U B3aWMOOTHOLLIEHUSA
Obinu onpeaeneHbl, 4OKYMEHTUPOBaHbI U COODLLEHbI BHYTPU nabopaTopHOi opraHm3auun. 3To AOMKHO BKNIO-
YaTb Ha3Ha4YeHue NuU, OTBETCTBEHHbIX 3a KaXaylo nabopaTtopHyio (PYHKLUMIO U HA3HA4YeHue 3amMecTutenen
ANA KNIOYEBbLIX UL, PYKOBOASILLIETO M TEXHUYECKOTO NepcoHana.

MpumevaHune — lNpusHaercs, 4To B HebonblUMX NabopaTopusx COTPYAHNKA MOTYT UMETb HECKONBKO (DYHKLWIA
W Ha3HaYeHWe 3amecTuTenein Ana Kaxaon YHKLUU HeMpaKTUYHO.

4.1.2.6 KommyHukauum

PykosoacTeo naoparopum AOIMKHO UMEeTb 3(D(EKTUBHLIE CPEeACTBA CBSI3U C NepcoHanom (cMm. 4.14.4).
3anucu npeameToB COOOLLEHUI U COBELL@HUI AOMKHbI XpaHUTLCA. PykoBOACTBO nabopartopum A0mkHO obe-
cneynTtb, 4ToObl ObINM YCTaHOBNEHbI COOTBETCTBYIOLLME NPOLECCHI CBA3M Mexay naboparopueit u o6cnyxu-
BAEMbIMW yYpEeXaeHUsAMU 34PAaBOOXPAHEHUS M UTO CBA3b obecneunsaeT 3H(PEeKTUBHOCTL NabopaTopHOro
npeaHanuTU4ecKoro, aHanMTU4YEeCKoOro u NOCTaHanNMTUYECKOro NPOLIECCOB U CUCTEMY MEHEIDKMEHTA KA4Y€eCTBa.

4.1.2.7 OTBETCTBEHHbIN NO Ka4eCTBY

PykoBoacTBO NabopaTopuu AOMMKHO HA3HAYUTb OTBETCTBEHHOTO MO KAYeCTBY, KOTOPbIA JOIDKEH UMETD,
HE3aBMCUMO OT ApYrux 0053aHHOCTEN, AenernpoBaHHLIE OTBETCTBEHHOCTb U NpaBa, BKIoYaloLwue B ceds:

a) obecneyeHne, BHEAPEHUE U NOAAEPXKAHME NPOLIECCOB, HEOBXOAUMBLIX ANA CUCTEMbI MEHEAKMEHTA
Ka4yecTBa;

b) nHdpopmuposaHue pykosoacTea nabopatopun Ha ypoBHE NPUHSITUS PELLEHUI NO MONUTUKE, LIeNaMm
KayecTBa U pecypcam O BbIMONHEHUU CUCTEMbl MEHEPKMEHTA Ka4yecTBa U Noboi NnoTpeGHOCTH ee COBepLLEH-
CTBOBaHWUS;

¢) obecneyeHne noaaepxKkM cooBbLUEHUI 0 Hyxaax n TpebosaHuax noTpebutenei BHyTpu naGoparop-
HOI opraHusauuu.

4.2 Cuctema MeHeJXMeHTa KavyecTBa

4.2.1 O6wume TpeboBaHUA

JlabopaTtopust AOMKHA YCTAHOBUTb, AOKYMEHTUPOBATb, BHEAPUTb U NOAAEpKUBATL CUCTEMY MeHea-
JKMEHTa Ka4ecTBa U NOCTOAHHO yny4ywaTth ee 9(PEKTUBHOCTL B COOTBETCTBUKN C TPeBOBaHMAMM HACTOALLETO
craHpapra. Cucrtema MeHe)KMeHTa KadecTBa JOMKHa AeWCTBOBaTL ANA WHTerpaumMm BCEX NpPOLECCoB, He-
00X0AUMBIX NS BbIMOMHEHNA NOAUTUKM U Liefel KavecTBa M 0TBE4aTb NOTPebHOCTAM U TpeboBaHUAM Nosb-
3oBareneu.

Jlaboparopus AomkHa:

a) onpeaenuTb NPOLECCHI, HeobxoAUMbIE AN CUCTEMbI MEHE)KMEHTa KayecTBa u obecnevnTb ux npu-
MeHeHue BO Bcen naboparopuu;

b) onpeaenuTb nocneaoBaTensHOCTL U B3aUMOAEHCTBME STUX NPOLIECCOB;

C) onpeaenuTb KPUTEPUU N METOALI, HeoBXoaUMbIE ANnst obecneveHust Toro, YTobbl U onepauun, U KOH-
TPONb 3TUX NPOLECCOB Oblnu 3chheKTUBHBI;

d) ob6ecneunTb AOCTYNHOCTL PECYPCOB M UHGOPMALMKM, HEOGXOANUMBIX ANS NOAAEPXKAHMS Onepaumin 1
MOHWUTOPUHra 3TUX NPOLIECCOB;

€) MOHUTOPMPOBATb W OLIEHUBATL 3TU NPOLIECCHI;

f) BHeapuTL aeicTeuA, HeobxoauMble AN AOCTUXKEHUS 3anNaHUPOBAHHBIX PE3YNLTAaTOB U NOCTOSAHHOIO
yny4LUeHWs 3TUX NPOLIECCOB.
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4.2.2 Tpe6oBaHUSA K AOKYMEHTaALUN

4.2.2.1 O6wme nonoxxeHua

JlokymeHTaLusa CUCTEMbI MEHEXKMEHTA Ka4yeCcTBa JAOIDKHA BKMIOYaThb B cebs:

a) 3afBneHue o0 NONUTUKE KavyecTBa (CM. 4.1.2.3) u uensax kadectsa (cM. 4.1.2.4);

b) pykoBoacTBO No kayecTsy (cMm. 4.2.2.2);

C) npoueaypsbl 1 3anucu, Tpebyemble HACTOALLMM CTaHAAPTOM;

d) nokymeHThl 1 3anucu (cM. 4.13), onpeaeneHHble naboparopuen ansa obecneveHns ahPEKTUBHOCTU
NNaHUPOBaHUS, BbINOMHEHUSI U KOHTPONSA 3TUX NPOLIECCOB;

€) Konuu COOTBETCTBYIOLUMX NPaBuUI, CTAaHAAPTOB U APYTUX HOPMATUBHBLIX AOKYMEHTOB.

MpumeyaHune — [JoKyMeHTaLUWA MOXET GbiTb Ha cpeae noboi opMbl AN TUNA, KOTOPas Nerko AocTynHa
3allMllieHa OT HepaspeLLeHHbLIX U3MEHEHWNH N HEXeNnaTenbHOro NOBPEXAEHMS.

4.2.2.2 PykoBOACTBO MO Ka4ecTBy

NaBopartopus aomkHa paspaboTarb U BECTU PyKOBOZACTBO N0 KaYeCTBY, KOTOPOE BKMOYaET B cebs:

a) NonuUTKKy kavectea (CM. 4.1.2.3) unu CCbisIKy Ha Hee;

b) onucanne obnactu npuMeHeHUs cUCTeMbl MEHeAXXMEHTA Ka4yecTBa;

C) npeAcTaBneHue CTPyKTypbl OpraHu3auumn U pykosoacTasa naboparopumn u ee Mecra B OCHOBHOI opra-
HU3aumu;

d) onucaHue poneun u OTBETCTBEHHOCTU pyKoBoACTBaA naboparopum (Bkioyas 3aBeayioLlero nadoparo-
puUeENn 1 OTBETCTBEHHOTO NO Ka4eCTBY) ANnsi o6ecnevyeHns COOTBETCTBUSI C HACTOSILLIMM CTaHAapTOM;

€) onucaHue CTPYKTYpPbl U B3aUMOOTHOLLEHNI AOKYMEHTALIUMK, UCTIONb3YEMON B CUCTEME MEHEKMEHTA
Ka4yecTBa;

f) LOKYMEHTUPOBAHHLIE NOSIMTUKN, YCTAHOBAIEHHBIE ANA CUCTEMbI MEHEAXKMEHTA Ka4yeCTBa, U CCbISIKU Ha
PYKOBOZSILLYIO U TEXHUYECKYIO AeATENBHOCTL ANA €€ NOAAEPKKU.

Becbk nabopatopHbiit nepcoHan AOMKEH UMETb AOCTYN U ObITb NPOUHCTPYKTUPOBAH OTHOCUTENBLHO UC-
Nonb30BaHMA U MPUMEHEHUA PYKOBOACTBA NO KAY€CTBY U CCbINIOYHbIX OKYMEHTOB.

4.3 KoHTpOnb A0OKYMEHTOB

NabopaTopusa A0MKHAa KOHTPONMPOBATL JOKYMEHTbI, TPeGyemble CUCTEMON MEHEMKMEHTa KauyecTea, u
06eCcneynTh NPEaoTBPALLEHNE HEXENATENLHOIO UCMOMNbL30BaHMS MIOGOro YCTapeBLLEro 0KyMEHTA.

MpuMeyaHus

1 [IOKyMeHTBI, KOTOpble JOIMKHEI NoAriexaTb KOHTPOSo, MOMyT BbiTk 04eHb BapuabenbHbIMU B 3aBUCUMOCTH OT BEp-
CUMN UNK cpoka. MpuMepamMu MOryT CYXUTb 3asiBAEHUS O NONUTUKE, UHCTPYKUUKN NO NpUMEHeHWIo, pabo4ne KapTel, Npo-
Lenypel, cneludukaLmu, hopmMbl, KanMbpoBoYHbIe Tabnuubl, Guonornyeckne pedepeHTHLIe UHTEpBarbl U UX UCTOMHUKK,
TasﬂI/IleI, nocTepbl, 3aMeTKN, MeMopaHAyMbl, OKYMeHTaLUA KOMNbIOTEPHbIX nporpaMm, pUCyHKH, niiaHbl, cornawleHna u
[ OKYMEHTbI BHELLHEro NpouCXoXAeHus, Takue Kak npasuna, cTaHfapTbl, CNIPaBOMHUKKA, N3 KOTOPBIX B3SITHI ONUCaAHNA Npo-
Leayp uccrenoBaHuii.

2 3anucu, cogepxallime nHdopmaLuio 06 oTAeNbHOM MOMEHTe BpeMEHHU, YCTaHaBMMUBAIOLLYIO JOCTUTHYTbIE pe3ynb-
TaThbl UK CofepXKallyro JoKa3daTenbCTBa I'IpOI/ISBe,D,eHHOVI AEeATeNIbHOCTU, COXpaHAeMble B COOTBETCTBUN CTpe6OBaHVI'F|MM,
npveeaeHHbIMu 4.13, KoHTponb 3anucei.

JabopaTtopus AomkHa MMETb AOKYMEHTMPOBaHHbIE NpoLeaypbl Ans obecneyeHust COOTBETCTBUA cneay-
IOLLIMM YCIOBUSIM:

a) Bce pokymeHTbI, BKNOYas cogepxalumecs B KOMNbIOTEPU3OBAHHOW CUCTEME, U3[aHHbIE KaK 4acTb
CUCTEMbl MEHEIPKMEHTA Ka4ecTBa, PACCMOTPEHbI U 0A06PEHbI YNONHOMOYEHHbIM NEPCOHANOM Nepea Ux Bbl-
MYCKOM.

b) Bce gokymeHTbl AEHTUDULUMPOBAHBI Y UMEIOT:

- HauMeHOBaHMe;

- €4MHOO0DPAa3HyI0 MAEHTUMMKALMIO HA KaXA0N CTPaHULE;

- Aarty BbiMycka Wunm HOMep U3gaHus;

- HOMEp CTpaHuUpbl U3 00LLIEero ymcna crpaHul (Hanpumep, «crp.1 n3 5», «CTp. 2 u3 5»);

- aBTOPCTBO M3aaHus.

MpuMedaHune — «M3gaHne» o3Ha4vaeT OaUH U3 BLIMYCKOB, OTNEYaTaHHbIX B pa3Hoe BPEMS U COAepXaLLuX U3-
MEHEHUs 1 yCoBepLUEHCTBOBaHUA. «M3gaHne» MOXHO paccMaTpuBaThb Kak CUHOHUM «NepecMoTpa» UMu «Bepcum».

¢) [aHHble aBTOPU3OBAHHbIE U3AaHUSA U UX PACNPOCTPAHEHUE UAEHTUDULMPYIOT C NOMOLLBIO NEPEYHS
(HanpuMep, perncTp AOKYMEHTOB, XKypHan, UHAEKC).
8
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d) Tonbko AENCTBYIOLME, aBTOPU30BAHHbIE U3AaHUS NPUMEHSIEMbIX JOKYMEHTOB UMEIOTCA B MECTE UX
MCNONb30BAHUA.

e) B cnyuae, ecnu cucrema KOHTpOnsi AOKYMEHTOB naboparopum paspeLuaer BHOCUTb UCMPAaBeHus B
AOKYMEHTbI OT pyKW, Ha CPOK 10 HOBOTO U31aHUA AOKYMEHTA, NPoLEeAypPbl U pa3peLleHns Taknx UCNPaBneHun
[OSDKHbI ObITb OnpeaeneHbl, UCMPaBEHNs YETKO NOMEeYeHbI, CHabXXeHbl UMEHaMU U AaTamu, U YiydLeHHOe
u3gaHne AoKyMeHTa AOMKHO ObiTb OCYLLECTBMNEHO Yepe3 YCTAHOBIIEHHbI Nepuos BPEMEHMU.

f) UsMeHeHnA B JOKYMEHTE AOMKHbI ObITb UAEHTU(PULMPOBAHBI.

g) HokymeHTbl XxpaHaTca B popme, AOCTYNHON ANS UTEHUS.

h) [JokyMeHTbl NEpPMOANYECKN NEPECMATPUBAIOTCS U MOAEPHU3UPYIOTCSI C YACTOTOMN, obecnevnBatoLlen
COXpaHEeHNe X NPUroaHOCTU.

i) YcrapeBLUMe KOHTPONUpPYEMbIE AOKYMEHTbI 4aTUPYIOT M OTMEYaloT KakK ycTapeBLume.

j) Mo kpaiHen Mepe oAHa KOMus yCTapeBLUEro A0KyMEHTa COXPaHSETCsl B TEYEHUE ONPeaeneHHoro ne-
puoaa BpEMeHU UNu B COOTBETCTBUMU C COOTBETCTBYIOLLMMU YCTAaHOBMNEHHbLIMU TpeBoBaHUAMMU.

4.4 ComauweHue 06 ycnyrax

4.4.1 YcraHoBreHue cormnaweHus 06 ycnyrax

JTaBoparopusi 4OrDKHA UMETb AOKYMEHTUPOBAHHYIO NPOLeAypY YCTAHOBNEHUSI U NepecMoTpa cornatue-
HUSA O NPeaoCTaBNEHUN MEAULIMHCKMX NabopaTopHbIX YCNyT.

Kaxkabin 3anpoc, NpuHATLIN naboparopuen AnNA NPOBeAEeHUs nccneaosaHusa (MCcneaoBaHnin), AOMMKEH
ObITb NPEAYCMOTPEH COrNaLLeHUEM.

CornaiwieHus 0 nNpeaoCTaBneHnn MeAULMHCKMX NabopaToOpHbIX YCNyr AOIDKHbI NpeaycMmaTpusaTth 3a-
npoChbl, UCCreaA0OBaHUA U OTYeTbLl. B cormaweHmn gOomKkHO ObITb YCTAHOBIEHO, Kakasa uHopmauusa 4omkHa
cofepaTbCs B 3anpoce AnsA 06ecneyeHus BbiNnoNHEHUS COOTBETCTBYIOLLIETO MCCREA0BAHNA U UHTEPRpeTaLum
pesynerara.

Mpwn BCTYNneHun naboparopum B cornalleHne o NPEAOCTABNEHUN MEAULIMHCKUX NABOPaTOPHLIX YCnyr
AOIKHbI ObITb COBOMIOAEHDBI CReayloLue YCIOBUS:

a) TpeboBaHWS KITMEHTOB, NONb30BATENe N OpraHu3aTopa nNpeAoCcTaBneHNs MeauLMHCKMX nabopartop-
HbIX YCIyT, BKJOYAA noanexaliue BbINOSIHEHUIO NPOLECCHl UCCea0BaHU, A0MKHLI ObITb onpeaeneHsbl, Ao-
KYMEHTUPOBAHbI U NOHATHLI (CM. 5.4.2 n 5.5).

b) NNaBopaTopusi fomkHa MMETL CNOCOGHOCTL U pecypchl AnA TOro, YToObl COOTBETCTBOBATL TpeboBa-
HUAM.

¢) NaGopaTopHbIii NEepCoHan A0MKEH UMETb YMEHUA U 3HAHUA, HEOOX0AUMbIE ANSA BbINOMHEHUS nNpea-
nonaraemelx UCCNEeA0BaHUNA.

d) N3bpaHHble npoLeaypbl UCCREA0BAHMI A0MKHbI COOTBETCTBOBATbL U ObiTb CNOCOOHLI YAOBNETBOPUTL
notpebHOCTM nonb3oBartenei (cMm. 5.5.1).

e) KnueHTbl M nonb3oBarenu AomkHbl 6bITb MHOPMUPOBaHbI 06 OTKIIOHEHUAX OT COMMAaLLEHUs, KOTOPbIe
MOTYT MOBNUATL HA pe3ynbTaTbl UCCIIEA0BAHUIA.

f) JomiHbl ObITb cAEnaHbl CCbikU HA MO0yl paboTy, Nopy4eHHyio nabopatopuelnt BCNOMOraTenbHoOM
natopatopuu UM KOHCYMNLTaHTY.

MpumevaHnus

1 3aka34ymkamm 1 Nonb3oBaTenAMU MOryT BbITb KINUHULWCTLI, OPraHU3aTophl 34paBoOOXpPaHEeHUs, OCyLLeCTBNAIOWAN
nnaTex TpeTbei CTOPOHON OpraHW3aLUmMst UNKU areHTCTBO, hapMaLeBTUYECKan KOMNAHUA N NALUEHTbI.

2 B cnyyae, Koria 3akasquKoM SIBRSETCA NAUUeHT (HanpumMep, Koraa naunueHT UMeEeT BO3MOXHOCTb HENOCPeACTBEH-
HO 3aKa3blBaTb UCCMe0BaHNE), U3MEHEHUA B YCNyrax AOMKHbI ObITb OTPaXeHbl B NOACHUTENBHOW AOKYMEHTaUUKU U OT-
YeTax naboparopun.

3 labopatopusa He foMmxHa BCTynarb B PUHAHCOBLIE OTHOWEHUA C NPAKTUKYIOLMMU BpadyaMn UNu huHaHcnpyio-
MMM areHTCTBaMM B Crlyyae, Korga STU OTHOLIEHUA AEeiCTBYIOT Kak CTUMYN ANA 3aKkasa UCCnefoBaHua UNU BAUAIOT Ha
He3aBUCUMOeE CYXIeHUe Bpaya O TOM, YTO ABNAETCSA NyYWUM ANA NauueHTa.

4.4.2 MNepecmoTp cormaiweHunsa 06 ycnyrax

MepecMoTpbl cornalleHuii 0 NpeaoCTaBAeHUn MEaULMHCKMX NabopaTopHbIX YCAYT AOMKHbI BKMOYMaTh
B cebs Bce acnekTbl cornaiueHus. 3anucu 06 aTux nepecmoTpax AOMkKHbI BKMo4aTh B ce6a noboe nameHe-
HUe cornawleHus u noboe oTHocsLeeca k aeny obcyxaeHue. B cnyyae, koraa cornaweHue Hy>aaercs B
yry4LUEeHUM NOCcre Ha4Yana okasaHus yenyr naboparopuen, npouecc nepecmoTpa cornalleHus omkeH ObiTb
NoOBTOpEH K 0 Nio6oii nonpaske cnejyeT cOoOLWUTL BCEM 3aAeUCTBOBAHHLIM CTOPOHAM.

9
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4.5 iccnepoBaHue BO BcnomoratenbHoOM naéoparopuu

4.5.1 BbIOGOP 1 OLleHUBaHME BCNOMOraTenbHbIX JTAaG0pPaTopuil U KOHCYNLTAaHTOB

JlabopaTopus AOMKHA UMETb AOKYMEHTUMPOBAHHYIO MPOLEAYPY ANs BbiOOpa M OLEHWBaHWA BCMOMO-
ratenbHbix NabopaTopuii, KOHCYNBTAHTOB, KOTOPbIE BbICKA3bLIBAIOT CYXXAEHWUA M NMPOBOAAT MHTEPNpEeTaLuio
CMNOXHbIX UCCNeA0BaHUiA B NOGOI AMCUMNINHE.

Mpoueaypa gosmkHa obecneymsaTb COONIOAEHNE CNEAYOLMX YCIOBMWIA:

a) IlabopaTopus, C KOHCYNbTaUMeERn Ans Nonb3oBaTens nabopaTopHbIX yCryr, Korga 3To NPMEMNEMO, OT-
BETCTBEHHA 32 BbIOOP BCNoMoraTenbHoi nabopaTopum U KOHCYNLTAHTOB, MOHUTOPWUHI KAYECTBA BbINOSTHEHUS
n obecneyeHne COOTBETCTBUA KOMNETEHTHOCTW BCMOMOraTenbHbIX NabopaTopuii U KOHCYNETaHTOB, HE0BXoAu-
MO OIS BbINOMHEHWA 3anpaLuMBaeMbIX CCNEeaA0BaHUM.

b) OTHOLWIEHNA ¢ BCNOMOraTenbHbIMU NabopaToOpusiMU U KOHCYNbTAHTaMU NEPUOANYECKU NepecmaTpu-
BaIOTCS U OLIeHMBAIOTCA ANnsi 06ecnevyeHns COOTBETCTBUS ONpeAeneHHbIM pa3aenamM HacTosALWero craHgapTa.

C) 3anucu 0 Takux nepuoanyeckux nepecMoTpax CoOXpPaHstoTCA.

d) Peructp Bcex BCNOMOraTenbHbIX 1abopaTopuit U KOHCYNBTAHTOB, MHEHUS KOTOPbIX ObiNM 3anpOoLLUEHbI,
noaaepXXMBaertcs.

€) 3anpockl U pesyneTaThl BCEX OTOCNAaHHbLIX BO BCMOMOraTensHble naboparopum npob COXpaHsItoTCs B
TEeYEHUEe 3apaHee onpeaeneHHoro Nepuoaa BPeMEHH.

4.5.2 MpepocraBneHne pesynsraToB UccneaoBaHum

Ecnun 310 He yCTaHOBMEHO WHbIM 06pa3oM B COrMaLleHUK, OTBETCTBEHHOCTb 3a NPEAOCTaBNeHne pe-
3yneTaTta BCroMoratenbHoi nabopartopueii 3aka3uymKky WCCreaoBaHUSA HECET OCHOBHasi nabopatopusi (a He
BCnoMorarenbHasa nabopartopusy)

Ecnun otyet 06 nccnegoBaHum rotoBut naboparopusi, Nonb3ylLLAaCca yernyramu BCMOMOraTensHon na-
GopaTopuu, 3TOT OTHET LOMKEH COAEPXKaTb BCE CYLLUECTBEHHbIE ANEMEHTbI Pe3ynbTaTtoB, COOOLLEHHBbIX BCNO-
MoraTtenbHoin naboparopueit Unn KOHCYNLTaHTOM, 6€3 U3MEHEHUI, KOTOPbIE MOTNK Obl NOBMUATL HA KIIMHUYeE-
CKYI0 MHTEpNpeTaumio. B ot4eTe A0MKHO ObITh yka3aHO, Kakue MCCneqoBaHus BbINONHEHbI BCMOMOraTensHom
nabopaTopuein Unu KOHCYNETaHTOM.

ABTOp No6bIX AONOMHUTENLHBIX 3aMeYaHuih AOMKEH ObITb MAEHTUDULMPOBAH.

JTabopaTopum J0ImKHbI MPUMEHATb BCE Hanbonee noaxoasLme cpeacTsa ang cooduweHus pesynsraToB
MCCrieAoBaHWi, BbINOMHEHHbLIX BCMOMOraTesibHOW naboparopuen, NpuHMMasa BO BHUMaHuE Bpems obopora
TecTa, TOYHOCTb U3MEPEHUS], NPOLECCHI TPAHCKpUNUMK U TpeBoBaHUA K YMEHUIO UHTEpnpeTUpoBaThb. B cny-
Yyae, ecnu Ans NpaBUnbHO| MHTEPNPEeTaLun U NPUMEHEHNS PE3YNbLTaToB HEOOXOAUMO COTPYAHNYECTBO MEX-
AY KMMHULMCTaMu 1 CoTpyaHukamm obenx naboparopuii, 3TOMy NPOLECCY HE AOMKHBI MeLLaTb KOMMEpPYECKue
UM PUHAHCOBbIE COOOPAXEHUSA.

4.6 BHelwiHue yCrnyru n NnocTaBKu

Jlabopatopus gomkHa UMETb AOKYMEHTUPOBAHHYIO NPoLEeAypy Ans BbIGopa n 3aKynoK BHELLHMX YCAYT,
060pyaoBaHusl, peareHTOB U PACXOAHbLIX MaTepuanos, KOTOPbIE BNMUSIOT HA Ka4eCTBO ee YCnyr (CM. Takxe 5.3).

Jlabopatopusi gomkHa BbIGMPaTh M NPOBEPATb NOCTABLUMKOB, OCHOBBLIBASACb HA UX CNOCOBHOCTU Npeao-
CTaBNATb BHELUHUE ycnyru, 060pyaoBaHue, peareHTbl U pacxofHble matepuarnsl B COOTBETCTBUU C TpeGoBa-
HUAMK NabopaTopumn, 0HAKO, BO3MOXKHO OKaXETCS HEOBXOAUMBIM COTPYAHUYATL C APYTMMU NOAPa3aeneHu-
AMU UNKU PYHKLMSAIMK ANS BbINOSIHEHUA 3TOr0 TpeboBaHnA. [lomkHbl ObiTb YCTAHOBNEHbI KPUTEPUMN ANS TAKOTO
BbIGOpa.

MepeyeHb BLIOPaAHHLIX U 0A00PEHHBIX NOCTaBLUMKOB 060PYAOBAHUA, PEareHTOB U PacXOAHbIX MaTepu-
anoB JOIDKEH COXPAHATLCA.

3akyno4yHas uHdopMaLusa A0mkHa onuckiBaTb TpebOBaHUA K 3aKkynaemMoMy NPOAYKTY UK ycnyre.

Na6opaTtopus AomKHA MOHUTOPMPOBATL BbINOSIHEHWE NOCTABOK, YTOOLI 06ecneynTh NocneaoBaTenbLHoe
COOTBETCTBUE 3aKYNMAEMbIX YCIYT UM OObEKTOB YCTAHOBNEHHBIM KPUTEPUAM.

4.7 KoHCynbTaTUBHbIE YCAYTU

JaGopaTopusi AOMKHA YCTAHOBUTL NOPSAOK CBA3M C NONb30BATENAMU NO CRNeayoLWUM BONPOCaMm:

a) KOHCynbTUpOBaHMe No BbIGOpPY MCCNEAOBaHMA U UCMONb30OBAHUIO YCAYr, BKoYas Tpedyemblii TUN
npo6bl (CM. Takke 5.4), KNMHUYECKUE MOKA3aHNUA U OrPaHNYEHNS METOAUKN UCCNEAOBAHUA M YaCTOTY Ha3Ha-
YeHUN UCCNeOBaHuUs;

b) kOHCYNLTMPOBaHME NO NOBOAY MHAUBUAYANbHBLIX KITMHUYECKUX CIYy4aes;

C) npocheccnoHanbHOE CyXXaEeHME No MHTEpPNpeTauun pesynbraroB uccneaosanmii (cm. 5.1.2 n 5.1.6);
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d) cnoco6cTBoBaTL APHEKTUBHOMY MCNONbL3OBAHMIO YCNyr nabopaTtopuu;
€) KOHCYNLTUPOBaHME MO Hay4HbIM U FOTMCTMYECKUM BOMPOCAaM, TakMM Kak Cry4au HeCOOTBETCTBUA
npo6bl KPUTEPUAM €€ NMPUEMITEMOCTH.

4.8 Pa3peweHue xanob

JlTaBopaTopusi omkHa UMETb J0KYMEHTMPOBaHHYIO NPOLIEAYPY AN pearnpoBaHUs Ha xanobbl unv apy-
rMe OT3bIBbl, MONYYEHHbIE OT KMMHULMCTOB, MALMEHTOB, NabopaToOpHOro nepcoHana unu gpyrux cTopoH. Cne-
ZlyeT BecTyn 3anucu 060 Bcex xanobax, Mx u3y4yeHun u NpeanpuHsTbIX 4eNCTBUSX (CM. Takke 4.14.3).

4.9 NpeHTMUKaUUA U KOHTPOSIb HECOOTBETCTBUN

JTabopatopus fomkHa UMETb AOKYMEHTUPOBaHHYIO NpoLeaypy AN naeHTudmKauum n ycTpaHeHus He-
COOTBETCTBUI TpeboBaHuAM B NOGOM acnekTe cUCTEeMbl MEHEAXKMEHTA Ka4ecTBa, BKIOYas npeaHanutuye-
CKWW, aHanUTUYECKMI U NOCTaHANUTUYECKUI NPOLECCHI.

Mpoueaypa gomkHa obecnevnTb, YTOOI:

a) OTBETCTBEHHOCTU M NpaBa Mo oOpaLLeHNto C HECOOTBETCTBUSIMU BbInu 0603HAYEHbI;

b) Gbinu onpeaeneHbl HemeaneHHble AeCTBUS;

C) CTeneHb HECOOTBETCTBUA OblNa onpesenexa;

d) uccnegosaHmns ObinyM OCTAHOBNEHBLI U OTYETLI ObINM U3LATHI, €CIN HEOOX0AUMO;

€) MeauUMHCKas 3Ha4MMOCTb NoDbIX HECOOTBETCTBYIOLUMX TpeBoBaHUAM MCCreA0BaHWii Obina yuTeHa,
W, NpN HeoBXOAMMOCTU, Ha3HAYMBLUME UCCNEAOBAHUSA KIMHULMCTLI U ApYrMe nuua, OTBETCTBEHHbIE 38 UG-
nonb3oBaHWe pe3ynbTaTtoB UCCNeA0oBaHWIA, OblNMU MHOPMUPOBAHBI,

f) y>Ke BblaaHHble pe3ynbraTthbl Noboro HeCOOTBETCTBYHOLLErO TPEBOBaHUSAM UMK NOTEHLMANBHO HECOOT-
BETCTBYIOLLErO TPEBOBAHNAM UCCNEN0BAHNUSA AOMKHbI ObITh OTO3BAHLI UM COOTBETCTBYIOLLMM 00pa3oM naeH-
TUMUMPOBAaHbI, NPU HEOOXOAUMOCTH;

g) OTBETCTBEHHOCTbL 3a paspeLleHne BO30OHOBUTL UCCNeaoBaHusA Obina onpeaenexa;

h) kaxxablit 9aNM304 HECOOTBETCTBUS TPEOOBAHUAM JOKYMEHTUPOBAH U 3aPErMCTPUPOBAH, MO STUM 3anu-
CSAIM Yepes YyCTaHOBIIEHHbIE PEryNsipHble MHTEPBAarbl NPOU3BOAUTCS NEPECMOTP AN OGHAPYXXEHUS TEHAEHLMK
N Havana KOppeKTUPYOLLMX 4EeACTBUNA.

MpumedaHne — HecooTBeTCTRYIOLME TPEGOBAHUSIM UCCNEA0BAHUS NN AEHCTBUS NPOUCXOAST B PasfUYHLIX
30Hax U MoryT BbiTe MAEHTUPULMPOBAHEI Pa3NUYHBIMU NYTAMM, BKITIOYAA Xanobbl KIMHWULWUCTOB, NoKasaTenu BHyTpeH-
HEero KOHTPOIs Ka4ecTBa, KanubpoBKY UHCTPYMEHTOB, YYET PacXOAHBIX MaTepUasnoB, MeXnabopaTopHble CuYeHus, 3a-
MeYaHuWsi NepcoHarna, NPoBEpPKy OTHETOB U CepTUUKATOB, NPOBEPKN PYKOBOACTBA nabopartopuu, BHYTPEHHME U BHELIHUE
ayauThl.

B cnyyae, korga 6bino onpegeneHo, YTo HeCcOOTBETCTBUA TpeboBaHMSIM B npeaHanuTU4eckoMm, aHa-
NUTUYECKOM M NOCTaranmMTU4eckoM Npoueccax MOryT NOBTOPUTLCA UMM KOIAa CyLLECTBYET COMHEHUE B yBe-
peHHocTM naboparopumn B CBoeli COBCTBEHHOW MeToauke, nabopaTopHbIi NepcoHan AOIKeH NpeanpUHATbL
OEeNCcTBuA ANA uAeHTUdUKaUMKM, AOKYMEHTUPOBAHUA U YCTPaHEHUs1 NpuuMHbl (NpuuunH). KoppekTupyiowme
[IeNCTBUSA, KOTOPbIE CNeayeT NpeanpuUHATL, A0MKHbI ObiTb ONpeaeneHbl U JOKYMEHTUpPOBaHbl (CM. 4.10).

4.10 KoppekTupyrwiwue 0enucTems

INaBopatopus AomkHa NPEANPUHATL KOPPEKTUPYIOLLIME AeWCTBUSA AN YCTPAHEHUS HECOOTBETCTBUA Tpe-
H6osaHuaM. KoppekTupylowpme aeicTBusi A0MKHbI BOCNPENATCTBOBAThL 3(phekTaM BOZHUKLLUMX HECOOTBETCTBUN
TpebGoBaHuAM.

ITaBGopatopus gormkHa UMETb AOKYMEHTUPOBaHHbIE NpoLeaypbl ANS:

a) pacCMOTPEHUSI HECOOTBETCTBUI TPeGOBaHUAM;

b) onpeaeneHns NCToYHMKa NPUYUHBLI HECOOTBETCTBUS;

C) OLeHUBaHUA NOTPEGHOCTU B KOPPEKTUPYIOLUMX AENCTBUSAX, AN TOr0, YTOObI 06ecnequTs npeaoTepa-
LLieHWe NOBTOPEHUSA HECOOTBETCTBMIA;

d) onpeaeneHna n BHegpPeHMa HeOOX0AUMbIX KOPPEKTUPYIOLMX AEUCTBUN;

€) perucrpauuu pesynstatoB NpeanpUHATLIX KOPPEKTUPYIOLUX AEACTBUIA (CM. 4.13);

f) paccmoTpeHna apdPEKTUBHOCTM NPEeANPUHATLIX KOPPEKTUPYIOLLUX AEUCTBUIA (CM. 4.14.5).

MpumMmedaHue — [JeicTBUSA, NpeaNpUHATLIE NPU HECOOTBETCTBMM ANSA YMEHbLUEHUS ero 3 deKTa, HasbiBaKTCA

«HeMeATeHHBIMU» JeldcTBUAMN. TONbKO AeiCcTBUe, NPEANPUHATOE AN YCTPaHEeHUs1 UICTOMHUKA NPUHNHEI BO3HUKHOBEHUS!
npobrneMbl, Bb3biBatoLLiei HECOOTBETCTBUS, HA3LIBAETCSH KKOPPEKTUPYIOLLUM» AeiCTBUEM.
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4.11 Npeaynpexaalowme ACNCTBUA

Jlaboparopus gomkHa onpeaenuTb AeWCTBUE ANst YCTPAHEHUSI MPUYUHBI NOTEHLMANBHOTO HECOOTBET-
CcTBUSA TpeboBaHMAM, UTOOLI NpeaynpeauTb ero BO3HMKHOBEHME. MpeaynpexaatoLume AeicTBUA AOMKHbI CO-
OTBETCTBOBaTh ahpekram NnoTeHUmManbHbIX NPodnem.

TNabopatopus 4omMKHA UMETb JOKYMEHTUPOBAHHYIO NPOLEAYPY:

a) paccMOTpeHus NnabopaTopHbIX AaHHbIX U MHpOpMaLMK ANA onpeaeneHns CyLeCTBOBaHUS NOTEHLM-
arnbHOro HECOOTBETCTBUSA TPEOOBaHUAM;

b) onpeaenenna UCTouHMKa NPUYUHBLI (NPUYKH) NOTEHLMANbHBLIX HECOOTBETCTBUN;

C) OuEeHUBaHMS HEOOXOAMMOCTM NpeaynpexaaoLmx AeWCTBUN AN NPeaoTBPALLEHUS] BOSHUKHOBEHUSA
HECOOTBETCTBUM;

d) onpeaeneHus n BHeApPeHUA HeoBXoAUMBIX NpeaynpexaanwmMx 4eiCTBUN;

€) perucrpauuu pesynsraTtoB NpeanpUHATLIX Npeaynpexaaowmx AencTeun (M. 4.13);

f) paccmoTpeHunsa apHEKTUMBHOCTU NPEANPUHATLIX Npeaynpexaaowmx 4eNCTBUN.

MpumeyaHue —lMpeaynpexaaollee AeUCTBUE ABNSETCS NPOAKTUBHLIM NPOLECCOM ANS UAEHTUDUKaLMM BO3-
MOXXHOCTH YNy4LLEHUs], cCKopee, YeM peakuus Ha uaeHTuduKaLmio npobnem unu xanob (To ecTb HecooTBeTCTBUIA). Kpome
nepecmoTtpa onepaTtuBHbIX Npoueayp, Npeaynpexjamowme AeicTBUA MOMYT COCTOATL B aHanu3e AaHHbIX, B TOM 4yucre
aHarnuse TeHAEHLUUA U PUCKOB, a Takke BHELLHEN OLeHKe KayecTea.

4.12 NocToaHHOE ynyYllueHue AeATeNIbHOCTH

JlabopaTopHbIii NepcoHan NOCTOSIHHO ynyywaeT 3heKTUBHOCTb CUCTEMbI MEHEMKMEHTA Ka4ecTBa,
BKITIOYAs NPeaHanuTUYEeCKuin, aHaNUTUYECKUIA U NOCTAaHANUTUYECKUI NPOLIECCHI, NyTEM UCNONb30BaHUS pac-
CMOTPEHUI PYKOBOACTBOM ANS1 CPABHEHUSI AENCTBUTENBHOIO YPOBHS BLINOMHEHUSA NabopaTtopumn C OLEHEH-
HOI AEeATEenbHOCTbIO, KOPPEKTUPYIOLLMX U NPEAYNpeXaaloWwmx AeNCTBUN C MX HAMEPEHUSIMU, KaK YCTaHOBNe-
HO NONUTUKON KayecTBa W LIENSAMM KayecTBa. YnyJweHue AeATEeNbHOCTU JOMKHO ObiTb HaNpaBneHo B 30HY
BbICLLETO MPUOPUTETA, OCHOBAHHYIO HA OLIEHKE puUcKa.

HomxkeH 6bITb paspaboTaH, LOKYMEHTMPOBAH U BHEAPEH NNaH AeCTBUI MO YIyYLLEHUIO AeATENbHOCTH .
O PeKTBHOCTE NPEANPUHATBLIX AENCTBUN JOMKHA ObITb ONpeaeneHa ¢ NOMOLLLIO MPULENbBHOTO paccmoTpe-
HUA UMK ayauTa COOTBETCTBYIOLUMX 30H AEATENLHOCTU (CM.Takke 4.14.5).

PykoBoacteo nabopatopum A40mkHO obecneunTb yyactue naboparopum B 4€NCTBUAX MO NOCTOSTHHOMY
COBEPLUEHCTBOBAHUIO AEATENLHOCTH, HAaNPaBNEHHOMY Ha ynyJdlleHWe UCX0A0B fneveHns 6onbHbIX. B cnyyae,
Korga nporpaMma MOCTOSAHHOrO ynyJlleHUs AeATEeNbHOCTU MAEHTUUUUPYET BO3MOXXHOCTU ANS YCTpaHeHus
HeagocTaTkoB, PyKOBOACTBO nabopaTtopumn AOSMKHO 3aHATLCA UMW, HE3aBUCUMO OT TOTO, KAk OHU BO3HMKIIN.

PykoBoacteo nabopaTtopum aosmkHO UHPOPMUPOBATHL NEPCOHAN O NMaHaX YNy4YleHUs U CBA3AHHbIX C
HUMK 3apayax.

4.13 KoHTponb 3anucen

NaGopartopus AOMKHA UMETb AOKYMEHTUPOBAHHYIO NPOLEAYPY naeHTudukauun, céopa, nHaekcaumu,
Z0CTyna, XpaHeHus, NoaaepXaHusa, ucnpasneHna u 6e3onacHoro yaaneHus sanucen No KadvecTBy U Tex-
HUKe.

3anncu AoMmKHbI CO3aBaTbCA OHOBPEMEHHO C BLINOMTHEHUEM KaXKAO0W AEATENbHOCTN, KOTOPAas BNUAET
Ha KayeCcTBO UCCNEN0BAHNA.

MpumMevaHue 1— 3anucu MOTYT XPaHUTLCA Ha HocUTeNe NoGON POPMbI U TUNA, NO3BOMSIOLLEM NErkuit AOCTYN
W 3aLYUTY OT HECAHKLIMOHUPOBAHHOO N3MEHEHMA.

[Hara u, ecnu Heo6x0aAUMO, BPEMS BHECEHUS U3MEHEHUI B 3aNUCH JOIDKHBI ObITb OTMEYEHBI, KaK U AEH-
TuhMUMpOBaH NepcoHan, BHECLUMIA 3MeHeHns (cMm. 5.8.6).

INaGopartopus gormkHa onpeaenuTs NeEpUos BPeMEHU, B TEYEHUE KOTOPOFO 3anncu, OTHOCSILLMECS K CU-
CTeMe MEHEPKMEHTA Ka4yecTBa, BKMIOYas NpeaHanuTU4eckui, aHanMTUYeCKUuin U NOCTaHanUMTUYECKU npo-
LeCChbl, IOMDKHbI COXPAHATLCA. [ANUTENLHOCTL BPEMEHU XPAHEHUS 3anuceil MOXKHO BapbMpOBaTb, OAHAKO,
COo00LLEHHbIe pe3ynbTaThl 40MKHbI XPAHUTBLCSA CTOMb AONrO, KaK STOro TpedbyloT MeaAULMHCKME YCIOBUS UIU
TpeboBaHuA perynupytomx 40KYMEHTOB.

MpumMeuvaHue 2 — YcraHoBNEHHAsA 3aKOHOM OTBETCTBEHHOCTb B OTHOLLEHUM HEKOTOPLIX NpoLeayp (Hanpumep,

rMCTONOMMYECKUX UCCIeloBaHNi, FeHETUYECKUX UccneaoBaHni neanarpuyecknx VICCJ'Ie,El,OBaHI/IVI) MOXeT TpeGOBaTb Cco-
XpaHeHuAa onpeaeneHHbIX 3anuceii B TedeHue Gonee ANUTENbHOro BpeMeHU, YeM ocCTalibHbIe 3arnucu.
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MomeLeHus, npeaocraBnaemblie Ans XpaHeHUs 3anucei, 0mkHbI 06naaark COOTBETCTBYIOLLUMM YCNO-
BMAMMW Cpebl, NPeaynpexaaloLmMmMi NoBpEXaeHUe, paspyLueHue, yTpaTy 3anucei unu HeCaHKLMOHUPOBaH-
HbIW 4OCTYN K HUM (CM. 2.5.6).

MpumedaHune 3 — [nsA HEKOTOPLIX 3anuceil, 0COBEHHO XpaHUMBIX B 3N1eKTpOHHOI opMe, Hanbonee Gesonac-
HbIM cNocob0oM XpaHeHUs1 MOXET 6blTb UCMONB30BaHWe NPOYHON cpefibl U pa3MellieHue BHe nabopartopuu (cMm. 5.9.4).

3Ty 3anucu AOMKHbI BKNIOYATL B €081, N0 MEHbLUEH Mepe, crneayloLlee:

a) BbIOOP M AEATENLHOCTL NOCTABLLUMKA, A TAKKE U3MEHEHUS B NPOBEPEHHOM NEPEYHE NOCTABLUUKOB;

b) 3anucu o kBanudunkauum, TPEHUHre 1 KOMNETEHTHOCTU NEePCoHana;

C) 3anpochkl (HasHa4YeHUs) uccneqoBaHui;

d) 3anucu o0 noctynneHusx npod B naboparopuio;

€) MHdopmaLma 0 peareHTax u marepuanax, MICnonb30BaHHbIX ANA BbINOMHEHUA UccneaoBaHuin (Hanpu-
Mep, NapTusa peareHToB, CEPTU(UKAT NOCTABKU, BITIOXXEHUE B YNAKOBKY);

f) >xypHanbl unu Begomoctu pa6otbl naboparopum;

@) pacneyatku Ha npubopax U COXpPaHsieMble AaHHbIE U UHPOPMALUS;

h) pesynbrarbl UICCNEQOBAHWUIA U OTUYETLI O HUX;

i) Matepuansl o6cnyxmeaHua npubOpOB, BKNOYas AaHHbIE BHYTPEHHEW U BHELUHEH KanubpoBKHy;

j) kanuOpPOBOYHbIE JaHHbIE U KO3hULMEHTLI NepeBoaa;

K) maTepuanbl KOHTPONA Ka4ecTsa;

1) THUMAEHTBI U NPUHATLIE MEPDI;

m) aBapun U NPUHATHLIE MEPBI;

n) 3anNUCn MEHeIXKMEHTa pucka,;

0) uaeHTUMKaLUA HECOOTBETCTBUN N NPEANPUHATBIE HEMEANEHHBIE U KOPPEKTUPYIOWMNE AENCTBUS;

p) NpeanpuHATLIE Npeaynpexaatowme AeNCTBuS;

q) »*anoGbl U NPeaANPUHATLIE AEWCTBUS;

r) MaTepuansl BHYyTPEHHEro U BHELLHEro ayauTa,;

S) BHELLHAA OUEHKa KayecTBa / MexnabopaTopHble CMYEHUA Pe3ynbTaTtoB UCCNea0BaHUui;

t) 3anucy 0 4eATENLHOCTU NO YNYYLLIEHMNIO Ka4YeCTBa,;

U) NPOTOKOSbI COBELLAHUIA, COAEPXKALLME 3aMUCU O MPUHATBIX PELUEHUAX OTHOCUTENBHO AEATENbLHOCTH
CUCTEMbI MEHEMKMEHTA kayecTBa naboparopuu;

V) 3anMcu 0 pacCMOTPEHUN PYKOBOLACTBOM.

Bce atu 3anucu 0 Ka4eCTBE U TEXHONMOTMAX AOMKHbI ObITh AOCTYNHBI AN PACCMOTPEHUS PYKOBOACTBOM
naGopatopuu (cm. 4.15).

4.14 OueHuBaHue u ayguthbl

4.14.1 OOuwme NosoXeHusA

IaBopartopus aomkHa 3annaHupoBaTb U BHEAPUTb NPOLECCHI OLEHMBAHUA U BHYTPEHHEro ayauTa, He-
obxoaumble:

a) Ana 4eMOHCTpauun BbINOSIHEHUA NpeaHanuMTUYEeCcKoro, aHanMTUYecKoro, NOCTaHaNUTUYECKOro u nNoa-
JepXXnBaloLLMX MPOLIECCOB B COOTBETCTBMM C NOTPEeOHOCTAMU M TpeboBaHUsIMM Nonb3oBaTenen;

b) ana obecneyeHns COOTBETCTBUSA CUCTEME MEHEIKMEHTA KAYECTBa;

C) ANA NOCTOAHHOIO YNyYLLEHNSA CUCTEMbI MEHEOXXMEHTA Ka4ecTBa.

Pesynbrarbl 4€ATENbHOCTU N0 OLEHUBAHWIO U YITYYLLUEHUIO CNeayeT UCNOoNb30BaTh Kak MHAIOpMaLMIO Ha
BXOA€E B pacCMOTPEHUE PYKOBOACTBOM (CM. 4.15).

MpuMedaHune — B OTHOWEHUN AeATENbHOCTU MO yryylweHuo cM. 4.10, 4.11, n 4.12.

4.14.2 NMepuoauyeckuin nepecMoTp 3anpocoB U NPUrogHOCTU TPe6oBaHMi K npoueaypamM u npo-
6am

YNONMHOMOYEHHBIN NepcoHan AOMKEeH NepuoauYeckn nepecmarpueaTb UCCNegoBaHUA, BbINOMHEHHbIE
naGoparopueii, YToBbl YAOCTOBEPUTLCS B UX KITMHUYECKOM COOTBETCTBUM C NOMYYEHHbIMU 3anpocamu (Ha-
3HaYEHUAMN).

ITaBGopartopus gomkHa nepuogmyeckn nepecMmarpusartb Tpeboeanus K 06bemy npob, ycTpoicTeam ans
ux cbopa, KOHCEpBaHTaM ANl KPOBM, MOYU, APYTUX BUONMOTMUYECKUX XMAKOCTEN, TKAHEN U APYrMMm Tunam npoo,
npu HeobxoaumMocTu, YToObl obecnevnTb, UTO HE COBUPAETCA HM HEeaAOCTaTOYHbINA, HU U3ObLITOYHBIN 06BbEM
npobbl U YTO NPOBLI COBPaHbI AOMKHLIM 00PA30M ANsi COXPAHHOCTM UCCMEAYEMOro aHanuTa.
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4.14.3 OueHKa OT3LIBOB Nofb30BaTenein

INaGoparopus gomkHa cobuparb UHOPMALIMIO O BOCTIPUATUM MONb30BaTENAMU COOTBETCTBUA €€ yCnyr
notpebHocTAM 1 TpeboBaHWsAM nonb3osaTtenein. MeTobl NoNy4eHns n UCNoNb30BaHUA TakoW UHpopmaLum
JOIMKHbI BKMIoYaTh B ceba COTPYAHMYECTBO C NONb3OBATENAMM UMM UX NPEACTAaBUTENSMU B MOHUTOPUHIE
nabopartopHbIX UCCRea0BaHUI, COXpaHANA Ty MH(POPMALIMIO KOHUAEHLMANbHO OT APYrUX nonb3osarenei. B
3anucsx AomkHa BbiTb oTpaxkeHa cobpaHHaa nHdopMaLua U NPeanPUHATLIE AENCTBUA.

4.14.4 MNpeanoxeHUa nepcoHana

PykoBoacTBo naBopatopuu AOMHKHO NOOLLPSATb MEPCOHAN K NPEANOXEHUAM MO ynydlweHuio noboro
acnekta gesatenbHocTu naboparopuu. MpeanokeHns AOMKHbI ObITb OLIEHEHb!, BHEAPEHbI U YCTaHOBMEHA 00-
paTHasa CBSA3b C COTpyAHWUKamu. CneayeT BECTM 3anucu O NpPeanoXeHNsaX COTPYAHNUKOB U AeNCTBUSAX, Npea-
MPUHSATBIX PYKOBOACTBOM.

4.14.5 BHyTpeHHUI ayauT

IlaGopaTopusi 4OoHkHa Yepes 3annaHUpPOBaHHbLIE NPOMEXYTKU BPEeMEHU NPOBOAUTL BHYTPEHHUE ayau-
Thl, YTOGLI ONPEAENUTb, HACKONBKO BCE BUALI AEATENbHOCTM CUCTEMBI MEHEAXKMEHTA Ka4eCTBa, BKIO4Yas npe-
aHaANUTUYECKUIA, aHANUTUYECKUI U NOCTAHANUTUYECKUIA dTanbl:

a) COOTBETCTBYIOT TpeBoBaHMAM HACTOALIEro cTaHaapTa u TpeGoBaHMAM, YCTAHOBNEHHbIM naboparo-
puen;

b) BHeapeHb!, 9hPEeKTUBHLI M NOAAEPXNBAIOTCS.

MpumedaHue 1 — LIMKN BHyTPEHHUX ayfUTOB OGLIYHO A0MKeH GbiTh 3aBepLUeH B TeYeHWe OQHOMo roga. Het
HeoBX0AMMOCTH, YTOBkI BHYTPEHHUE ayiUTHI OXBATLIBANMU B TEHEeHUE roaa rmyBGoKo BCe 3MEMEHTH CUCTEMBI MEHEXKMEHTa
kadecTBa. [laBopaTopus MOXET COCPEAOTOUMTb BHUMAHUE Ha OTAENbHLIX BUAAX AESTENLHOCTH, B TO Xe BPEeMSA He UrHO-
pUpYs ocTarbHLIE MOTHOCTLIO.

AyauTbl AOMKHbI NMPOBOAUTLCS MOATOTOBIIEHHLIM NEPCOHANOM, YTOObI OLEHMBATL YNpaBneH4Yeckue U
TEXHOMOTMYECKUe NPOLIECCHl B CUCTEME MEHEMKMEHTA kadyecTBa. MMporpamma ayauta AOMKHA YYUTbIBaTb
CTaTyC M BaXXHOCTb MpoLiecca U NpoBepsieMble TEXHOMOTUYECKMEe U ynpaeneH4Yeckue obnactu, noanexawme
ayauTy, a Takke pesynbTaThl NpeaLlecTBoBaBLwwero ayauta. Kputepuu ayauta, o6nactu npoBepku, 4actota u
METOAb! A0MKHbI GbITh ONpeaeneHbl U AOKYMEHTUPOBAHbI.

Mpu BIGOPE ayaAUTOPOB U NPOBEAEHUU ayAUTOB AOMKHLI ObITh 06ecneyeHbl cobniogeHne 06 LEKTUBHO-
¢t n 6ecnpucTpacTHOCTM Npouecca ayauTta. AyauTopbl, HACKONLKO 3TO NO3BOMNSAIOT PECYPChl, AOMKHbI ObITh
HEe3aBMCUMBIMM OT AEATENbHOCTU, KOTOpasi NOABEPraeTcs ayauTy.

MpumevyaHnue 2— [na pykoBogctea cm. MCO 19011.

Jlabopatopus AOmMKHA UMETb AOKYMEHTUMPOBAHHYIO NPOLEAYPY MO ONpeAerneHui0 OTBETCTBEHHOCTU U
TpeboBaHuii N0 NNaHWPOBAHUIO U NPOBEAEHUIO ayAMTOB, a TAKKe MO COOOLUEHMIO Pe3ynbTaToB U BEAEHUIO
3anucen (cm. 4.13).

MepcoHan, OTBETCTBEHHbIN 38 00NacTu, NOABEPrIMECa ayauTy, A0MkeH obecneuntb BbICTPOE OCYLLECT-
BNEHUE AEWCTBUIN B Cnyyae, ecnu oOHapyXeHbl HECOOTBETCTBUS TpeboBaHuAM. KoppekTupylowme aeicTBus
JOMKHBI ObITe NPEANPUHATLI 63 HEOMPABAAHHOW OTCPOYKM ANSA YCTPAHEHUSA NPUYMHBLI OOHAPYXKEHHBIX HECO-
OTBETCTBUIA (CM.4.10).

4.14.6. MeHemKXMEHT pUCKa

IlaBGopaTopusi 4OMKHa OLEHWUTL BKnag pabodero npouecca U NoTeHuManbHble HefoCTaTKN pe3ynsTaTos
nccneaoBaHus, ECv OHU MOTYT NOBAUATL HA 6€30NaCcHOCTb NALMEHTA, U AOIMKHA UBMEHUTb NMPOLIECCHI, YTOObI
YMEHbLUUTL UM YCTPAHUTL PUCKK, A TAKXKE AOKYMEHTUPOBATbL PELLEHUS U NMPEANPUHATBLIE AENCTBUS.

4.14.7 NnpukaTopbl KayecTsa

JlaGopaTopusi AOMKHA YCTAaHOBUTL MHAWKATOPbI Ka4eCcTBa, YTOObI OTCMEXMBATb U OLIEHUBATb Ka4eCTBO
BbINOMHEHUA B OTHOLUEHUU KPUTUYECKUX aCNEKTOB NPEAHaANUTUYECKOro, aHaNMTUYECKOro U NoCTaHanuTmye-
CKOro npoLeccos.

Tpumep — Yucno HenpuemneMbIx MPo6, YucIo owWU60oK peeucmpayuu u/unu nNpUeMa, YucsIo NPaeusibHbIX
omyemoae.

Mpouecc MOHUTOPUHIA MHAUKATOPOB AOIMKEH OCYLLECTBNATLCA B COOTBETCTBUM C MNAHOM, BKMHOYalo-
WM B cebs ycTaHOBNEHUe Lienei, METOAONMONMIO, MHTEpNpeTaLuio, Npeaensl, 3annaHupoBaHHble AEWCTBUSA U
NPOAOIMKMTENBHOCTb 3MEPEHUSI.

MHAMKaTOpbl AOMKHLI NEPUOANYECKM NEPecMaTpPUBaTLCS, YTOBbI 0GECNeUnTh MX NOCTOSIHHYIO NPUroa-
HOCTb.
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Mpumedanus

1 MingnkaTopbl kKadyecTBa ANS MOHWTOPUHIa HeuccreoBaTenbCKUX NpoUeayp, Takux kak nabopatopHas Gesonac-
HOCTb W NOMeLLEHUs, NoNHoTa 06opyA0BaHWUSA U JOKYMEHThI NepcoHana u 3 eKTUBHOCTb JOKYMEHTOB CUCTEMbI KOHTPO-
N8, MOryT BbITb OCHOBaHbI Ha Pa3NNYHOM NOHUMaHUN MEHEAXMEHTa.

2 NabopaTtopusa fomkHa pa3paboTaTe MHAWKATOPbI Ka4ecTBa ANs CUCTEMATUYECKOro OTCMEeXMBaHUS U OLIEHUBAHUSA
Bknaga nabopatopun B NeveHne nauverTa (cm. 4.12).

TNabopartopus, No KOHCYNbTaLuKM C NONbL30BATENAMU, AOIMKHA YCTAHOBUTL BpeEMs 06opoTa Tecta ans
KaXKa0ro u3 CBOUX UCCNeAoBaHMii C YYETOM KIMHUYECKUX NOTPEeOHOCTEl. JTabopaTopusa AOMmkHA nepuogmye-
CKM OLIEHMBATb, HACKONBLKO COONIOAAETCA YCTAHOBNEHHOE Bpems o6opoTa TecTa.

4.14.8 MNpoBepKn BHEWHUMU OpraHU3aLMaMU

B cnyyae, ecnu npu npoBepKe BHELUHEN OpraHusaumen B nabopaTtopun BbISBNSIETCA HECOOTBETCTBUE
TpeboBaHUSAM UNK NOTEHLMANBLHOE HECOOTBETCTBUE, NabopaTopus AOIKHA NPEANPUHATL HEMEATEHHbIE AEN-
CTBUS U, €Cnu HeoBXoaAUMO, KOPPEKTUPYIOLLUE AEWCTBUS UMU Npeaynpexaalwme AeincTeus ana obecnede-
HWSA NOCTOSIHHOTO COOTBETCTBUSI TPEOOBAHUSIM HACTOALLErO CTaHaapTa. XpaHMMbIe 3anucu AOMKHbI Coaep-
XKaTb JaHHbIE NPOBEPKU U NPEANPUHATBLIE KOPPEKTUPYIOLLME U NpeaynpexaaioLlme aeiCTBuS.

MpumedaHue — lMpuMepammn NPOBEPOK BHELUHUMMW aKKPEAWUTYHOLMMU OpraHU3aLmMaMU SBISIOTCA OLEHKM ak-
KpeAuTaLum, UHCMIEKLMW PeryrupyoLLMX areHTCTB, MHCMEKLUM OpraHoB 34 paBOOXPaHEHUSI M caHUTapHOK 6e3onacHoCTM.

4.15 PaccMoTpeHne pykoBOACTBOM

4.15.1 O6wWwKe NnonoxeHns

PykosogctBo nabopaTopum JOIHKHO NepecMaTpuBaTb CUCTEMY MEHEI)XKMEHTa KayecTBa Yepes 3anna-
HWPOBAaHHbLIE MHTEPBAnbI, YTOObLI 06ECNeYUTb €€ MOCTOSHHYIO NPUTOAHOCTb, aAEKBATHOCTL, PEKTUBHOCTL
U NOAAEPXKKY NeveHns OOMbHbIX.

4.15.2 Bxog B paccMmoTpeHue

Bxoa B paccmoTpeHue pykOBOACTBOM AOMMKEH BKMOYATL B ce0 nHdopMauumio 0 pesynsratax OLeHuBa-
HWS, NO KPaNHEN Mepe, CneayloLero:

a) NepuoanyecKkoro nepecmoTpa 3anpocoB 1 TpedoBaHuii kK npoueaypam u npobam (cMm. 4.14.2);

b) oueHkn oT3bIBOB Nonb3oBatenen (cMm. 4.14.3);

C) NPEANOXEHNIN COTPYAHUKOB (CM. 4.14.4)

d) BHYTpeHHux ayauToB (cM. 4.14.5);

€) MeHegkMmeHTa pucka (cMm.4.14.6);

f) ucnonb3oBaHMa MHAUKATOPOB KadecTBa (CM. 4.14.7);

g) NPOBEPOK BHELUHMMM OpraHu3aumamm (cm. 4.14.8);

h) yyactusa B nporpammax mexnaboparopHbix cnudenuii (BOK) (cm. 5.6.3);

i) MOHMTOpPUHIa K paspeLueHns xanobd (cm. 4.8);

j) ocyLecTBneHnsa noctaBok (CMm. 4.6);

k) naeHTndukauma n KOHTPONbL HECOOTBETCTBUI (CM. 4.9);

I) pesynstatbl MOCTOAHHOIO ynydwweHus (CM. 4.12), BKMAOYAsa TEKYLMIA CTaTyC KOPPEKTUPYIOLWMX Aen-
cteuii (cM. 4.10) n npegynpexgatowmx gencTeun (cMm. 4.1);

m) NpocrnexvBaHne 4encTBUi Nocne NnpeablayLero pacCMOTPEHNU PYKOBOACTBOM;

n) n3ameHeHus B o6beme u obnactu paboTbl U NPeaNONOXEHUS O TOM, YTO MOTMO NOBMAUATbL HA CUCTEMY
MEHeIKMEHTa KayecTBa;

0) pekoMeHAaLMM Mo yNyyLUEeHUIO AEATENbHOCTU, BKITIOYAsA TEXHONOMMYECKMe pekoMeHaaumm.

4.15.3 feATenbHOCTb NO PACCMOTPEHUIO

Mpu paccMmoTpeHumn gomkHa ObiTb NPOAHaNM3npoBaHa BX0AHAaA MH(OpMaLuUsa 0 NpuYMHaX HECOOTBET-
CTBUS, TEHAEHLMAX U NPUMEPaXx, KOTOPbIE YKa3bIBAOT Ha npobremsl npouecca. 3TO pacCMOTPEHME AOIDKHO
BKIMIOYATb OLEHKY BO3MOXHOCTEN ANSl YyNy4ylUeHUs U HEOOXOAUMOCTb U3MEHEHUI B CUCTEME MEHEKMEHTa
KayecTBa, B TOM YKUCME NONMUTUKNA KAYeCTBa U Lienei KayecTra.

KauectBo n npaBoMepHOCTL yyacTus naboparopum B NEYEHUN NALMEHTA TAKKe AOIDKHbI, 4O BO3MOXHO
cTeneHu, ObITb OLEHEHbI.

4.15.4 Bbixoa n3 paccMoTpeHus

Bbixoa u3 paccMOTpeHusi pyKOBOACTBOM AOIMKEH ObiTb BKIOYEH B 3aMUCU, KOTOPbIE JOKYMEHTUPYIOT
noOble NPUHATBLIE PELUEHUS U NPEANPUHATLIE AeNCTBUSI BO BPEMS PACCMOTPEHUS PYKOBOACTBOM, 3aTparuea-
oLme:
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a) ynyJylleHue CUCTeMbl MeHeADKMEHTA KayecTsa U ee NpoLecCoB;
b) yny4ywieHne obcnyxmBaHua nonb3oBaTenen;
c) notpebHOCTU B pecypcax.

MpuMeyaHue — NHTepsan Mexay pacCMOTPEHWUAMU PyKOBOACTBOM A0MKeH BbiTb He Gonblue 12 Mec, ofHaKo,
B CIly4ae, eciiv CUCTEMa MEHeKMEHTa Ka4yeCTBa YCTaHaBNMBAETCS , MOTYT BbITb NPUHATHI Goniee KOPOTKUE UHTepBarbl.

BbiBOALI M AEHCTBUSA, NPEANPUHUMAEMbIE B PE3ynbTarte PaCCMOTPEHUS PYKOBOACTBOM, AOMKHBI BbITh
3apErMCTPUPOBaHbI U COOGLUEHbI NepPCoHarny.

PykoBogcTeo naGopatopun 4OMKHO 06eCcneynTb BLIMONHEHUE NPEANPUHNMAEMbIX AEHCTBUI B TEYEHNE
ONPEeAEesieHHOro Neproaa BPeMeHHN.

5 TexHnueckue TpedboBaHuA

5.1 NepcoHan

5.1.1 O6wme nonoxeHus

Nabopatopus gomkHa UMETb AOKYMEHTUPOBAHHYIO Npoueaypy ANns ynpasneHus nepcoHanom, 4tobbl
JOKYMEeHTanbHO NoATBEPKAATbL COOTBETCTBUE BCEX COTPYAHUKOB TPEOOBAHMAM K UX KOMNETEHTHOCTU.

5.1.2 Ksanudukauua nepconana

PykoBoacTeo nabopatopum A0MKHO yKa3aTb B A0KYMEHTE KBanudukauuio nepcoHana Ha kaxxaom pato-
yem mecte. Ksanudukauyus gomkHa oTpaxarb COOTBETCTBYIOWee oGpasoBaHue, oGyueHune, onbiT, Heobxoau-
Mbl€ AEMOHCTPUPYEMbIE YMEHUA U COOTBETCTBUE BLIMOMHAEMbIM 3a4a4am.

MepcoHan, BLIHOCALMIA CYXAEHUS NO pe3ynsTataMm UCCNEeA0BaHUA, AOMKEH UMETb COOTBETCTBYIOLLNE
TEOPETUYECKME Y NPAKTUYECKUE OCHOBAHUSA U ONbIT.

MpumevaHue — MpocheccmoHanbHble CyXAEHUA MOMYT BbITb BblpaxXeHbl Kak MHEHWs, UHTEpNpeTauuy, npea-
cKasaHWsi, CUMYMALWK, MOAENW U 3HAYEHUS, U AOSKHLI COOTBETCTBOBATbL HALMOHAMNBHLIM, PErMOHANBHEIM U MECTHBIM
npasunam u NpodeccruoHanbHLIM PyKOBOACTBAM.

5.1.3 Onucanue paborbl

ITabopatopusa AomkHa UMeTb onucaHusa paboThl, KOTOPbIE AOMMKHbI COZlePXKaTb ONUCAHUSA OTBETCTBEH-
HOCTW, NpaB 1 3aaad Ans BCEro nepcoHana.

5.1.4 BBegeHue nepcoHana B cpeay opraHusauum

JlaBoparopua aormkHa UMeTb NPOrpaMmy BBOAA HOBbLIX COTPYAHUKOB B OpraHu3auuio, OTAeneHne unm
30HY, B KOTOPOW COTPYyAHUK Oyaet paboTarb, CpOkM U ycnoBusa pabotbl, NOMeLLeHUs Ana nepcoHana, Tpebo-
BaHUS K 340pOBbI0 M 6e30nacHOCTM (BKIMIOMAs NOXKapHYIO U B cryyae aBapum), npoeccMoHarnbHbie MeauLuH-
CKMe yCnyru.

5.1.5 OGyuyeHue

IaGopaTtopusi gormkHa NPOBOAUTL OOyYEeHUe BCEro nepcoHana B crneayowmx obnacrsax 4earenbHOCTu:

a) CUCTEMa MEHEDKMEHTA KaYeCTBa;

b) nopy4eHHbIe COTPYAHMKY NPOLIECCHI U NPOLEAYPbI;

€) ucnons3yemas naboparopHas MH(OPMALMOHHAA CUCTEMA;

d) 3gopoBbe u 6e30nacHOCTb, B TOM YUCHE NpeAoTBpaLLeHUe unu orpaHudeHue addekros Hebnaronpu-
ATHBIX UHLUUEHTOB;

€) 9TUKA;

f) koH(pMaAEHUManNbHOCTL MHCPOPMaLMK O NauneHTax.

MepcoHan, KOTopbIv NpoLuen obyyeHue, AOIMKEH NEPUOANYECKU NOABEPraTbCsa NPOBEPKE.

3 dhekTUBHOCTL NPOrpaMmMbl 00y4EeHUs AOMKHA NEPUOAUYECKN NEPEeCcCMaTpUBaTbCS.

5.1.6 OLleHKa KOMNETEeHTHOCTHU

Mocne npoBeaeHus COOTBETCTBYIOLWEr0 obOyveHus nabopaTtopusa AOMHKHA OLEHUTb KOMMETEHTHOCTb
Kaxxaoro COoTpyaHUKa, 4ToObI npou3BECTN NOpyYeHue ynpaBneHYeckux unu TeXHONOrM4eckux 3agad B coot-
BETCTBUM C YCTAHOBMNEHHbIMU KpuTEpUAMU. MepeoLieHka AOMKHA NPOU3BOAUTLCS Yepe3 perynspHbie MHTep-
Banbl. Mpu HEOOBXOAUMOCTU AOIMKHO NPOU3BOAUTLCA NOBTOPHOE 00yYeHue.

MpumevyaHus

1 KoMneTeHTHOCTL nabopaTopHOro nepcoHana MoxeT GbiTb oUeHeHa ¢ nomoLybto Noboil koMOGnHauuK Unu Beei
COBOKYMHOCTU CreAYIOLLUX MOAXOA0B B TEX Xe YCNOBUAX, YTO U 06bluHaa pabovasa obcTaHoBKa:
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a) NpsMoe HabnogeHne 3a pyTUHHBIMK NpoLefypamu U npoLeccaMu, BKIo4as Bce NPefoCTOPOXHOCTH, o6ycnos-
neHHble 6e30nNacHoOCTLIO;

b) npsmoe HabntogeHne obpalleHus ¢ o6opynoBaHneM U NPOBEPKU ero (hyHKLIMOHUPOBaHUS,

C) MOHUTOPWHT perucTpauumn n coobLleHns pe3ynsTaToB UCCeoBaHUiA,

d) nepecmotp pabo4ux sanucei;

€) oLeHKa YMeHUs paspeluaTts Npobrnemsi,

f) uccnegoBaHue cnewLranbHO NPUIOTOBMEHHbIX NPo6, Takux Kak NpeaBapuUTesisHO UccrefoBaHHble NPobkl, MaTepu-
anbl MexnabopaTopHbIX CrIMYEeHUi UK pacLUenneHHbIe NPodbl.

2 OueHKa KOMNETEHTHOCTU BLIHOCUTL NPOdEeCCMOHarnbHbIE CYXAEHUA AOMKHa ObITh ocyllecTBNeHa TakuM obpa-
30M, 4TO6LI COOTBETCTBOBATL NOCTABIIEHHON Lienu.

5.1.7 MpoBepKa BbINOSIHEHUA 06A3aHHOCTEN NepPCcOHANoOM

B nononHeHne K OLEHKE TEXHUYECKON KOMNETEHTHOCTU, naboparopus A0mkHa 06ecneynTb, YTobbl NPo-
BEpKa BbIMOMHEHUs1 00A3aHHOCTEN NEPCOHANoOM OCYLLECTBNANAach ¢ y4eTom notpebHocrel naboparopum u
COTPYAHUKA ANSA NOAAEP>KaHWA 1 yIy4YLUEeHUsA Ka4eCcTBa ycnyr, NPEAoCTaBNaeMbIX NOTpebuTenio, a TaKkke CTu-
MynupoBana npoAyKTUBHbIE paboyne B3auMOOTHOLLEHNUS.

MpumedaHune — lNposepka BbINOMHEHUs1 005A3aHHOCTEH NEpPCOHaNoM JOSKHa BKITIOMaTb U COOTBETCTBYIOLLEE
oby4yeHue.

5.1.8 MNocToAsAHHOE 0Gpa3oBaHMe u NpogecCcUOHANbLHOE COBEpPLIEHCTBOBAHUE

MporpaMmmMa noCTOSTHHOrO 06pPa3oBaHMA A0IMKHA ObiTh AOCTYNHA AN NEPCOHAana, KOTopbIii y4acTByeT B
YyNpaBneHYecknX n TEXHUYECKUX npoueccax. MNepcoHan o6a3aH npUuHUMaTL yyactme B NOCTOSSHHOM 06paso-
BaHUK. SDDEKTUBHOCTL NPOrpaMmMbl NOCTOAHHOrO 06pa3oBaHUS AOIDKHA NEPUOANYECKU NEPECMATPUBATLCA.

MepcoHan JOMmKeH y4acTBOBaTb B PErynAPHOM NpopeccuoHanbHOM COBEPLUEHCTBOBAHUM UMK APYIrUX
BUAAX AEATENbHOCTU, CBA3AHHbLIX C NPOdIEeCCUen.

5.1.9 [lokymeHTauua o nepcoHane

Crneayert BeCTM JOKYMEHTaUMI0 O COOTBETCTBYIOLLEN 00pa3oBaTenbHOM U nNpopecCcMoHanbHOW KBanu-
dukauum, oby4eHun, onbiTe U OLIEHKE KOMMNETEHTHOCTH NepcoHana.

3T1a gokymeHTaumsa AomkHa ObITb AOCTYMNHOM AN MMEIOWUX K HEW OTHOLUEHUE COTPYAHMKOB M coaep-
XaTb, NPU HEOOXOAUMOCTU HE OrpaHNYMBaACL 3TUM, CrieayloLee:

a) obpasoBaTenbHy0 U NPOeCCHOHanNbHYI0 KBanuukaumio;

b) konuio cepTucbukaTa unm NULEH3UM, ecnu aTo NPUEMIEMO;

C) ONbIT NpeabiayLlein paboTsi;

d) onucanune paboTel;

€) BBEAEHNE HOBbIX COTPYAHUKOB B naGoparopHylo cpeay;

f) oby4yeHune 3agadam Ha gaHHOM pabovem MeCTe;

g) OLIeHKN KOMMNETEHTHOCTH;

h) AOKYMEHTbI O NOCTOSAHHOM 00PA30BaAHUN U JOCTUXKEHUSIX;

i) NpoBepKu BbINONHEHNA paboTbl COTPYAHUKOM;

j) coobuieHus 06 aBapusix u BO3AENCTBMU NPON3BOACTBEHHbIX BPEAHOCTEN;

k) cocTosiHue uMMyHM3aLum, eCnm 3T0 UMEET OTHOLLIEHUE K NPOU3BOACTBEHHBIM 00S13aHHOCTAM.

MpumedaHue — [JOKYMEHTbI, Nepe4UCrieHHbIE Bbillle, He 00A3aTernbHO XpaHUTb B NlabopaTopun, OHU MOryT
XpaHUTLCS B JPYroM MecTe, HO AOSDKHbI GbITb AOCTYMHLI PW HEOBXOAMMOCTH B HUX.

5.2 NMomelweHna u ycrnoBusi OKpyXxatrouemn cpenbl

5.2.1 O6ue nonoxeHun

Naboparopusi A0MMKHA UMETb NPOCTPAHCTBO NSl CBOEr0 Pa3MELLEHMs U BbINONHEeHUs paboTbl, KOTO-
poe npucnocodbneHo aAns obecneyeHns ka4ecTea, 6e3onacHOCTU U IPMDEKTUBHOCTH YCNYT, NPEAOCTaBNAEMbIX
nonb30BaTensAM, a TaKKe COXPaHEeHUs 340pOBbsi M GE30MacHOCTM nNepcoHana, NauueHToB M NOCETUTENEN.
Jlabopatopust AOIDKHA OLIEHUTL U ONpeenuTb A0CTAaTOMHOCTb U aAEKBATHOCTbL NPEAOCTABNEHHOTO NoMeLle-
HUS ANS BbINONMHEHUs cBoel paboTkl. Koraa aTo npumeHuMo, nogoGHbIE YCNOBUA AOMKHBI ObiTk CO3aaHbI ANS
B3ATUSI NEPBUYHBIX NPOO U BLINOMHEHUA UCCNEAOBAHUI BHE NMOMELLEHUA nabopaTtopuu, HanpuMep, Npy Bbl-
NONMHEHNN UCCea0BaHMIM MO MECTY NeYeHus noa Hag3opom naboparopuu.

5.2.2 NomeweHuna nadoparopumn u opuca

MomeuleHus naboparopum u OTHOCALLETOCA K Hel 0huca AOMKHbI Co3/1aBaTb 0OCTAHOBKY, NPUTOAHYIO
AnA 3aaa4y, KOTopble AOMKHbI ObITb BLIMOMHEHDI, A11A Yero A0MKHbI ObiTh YAOBNETBOPEHLI CReayloLme ycro-
BUA:
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a) [locTyn K 30HaM, BMMSIIOLLMM Ha Ka4ECTBO UCCIE0BAHNA, KOHTPONUPYETCA.

MpuMeyaHUue— KoHTpornb A0CTyNa AOMKEH yUnTLIBaTL GE30MacHOCTb, KOH(ULEHUMANBHOCT, Kaq4ecTBO 1
LUIMPOKO pacnpocTpaHeHHyo NpaKkTuky..

b) MeauuuHckasa nHdopmauus, npoGbl NALMEHTOB U pPecypchbl NabopaTopumn OXPaHSItOTC OT HECAHKLIU-
OHMPOBAHHOIO AOCTYNa.

¢) MomeLleHne Ansa uccnenoBaHuii NO3BOMSIET NPaBUMBLHO BIMOMHATE UCCReaoBaHus. 3To npeagycma-
TPUBAET UCTOYHWKW SHEPTUM, OCBELLEHNE, BEHTUMIALMIO, 3aLUMTY OT LUyma, BOAOCHABXeHWe, yaaneHue oTxo-
[OB 1 YCINOBWSA BHELLHEN CPEAbI.

d) Cucrema cBsi3u BHyTpu naboparopum COOTBETCTBYET Pa3mMepy U KOHCTPYKLUUKM NOMeLLeHns ans obe-
crneyeHnsa acpdheKkTMBHON nepegaydn MHopMaumu.

e) BesonacHocTb nomeLUeHnin n obopyaoBaHus obecneyeHa u Ux PyHKLUMOHMPOBAHWE NEPUOAUHECKM
npoBepseTca.

TMpumep — ObopydosaH asapuliHbil 8bIX00d, cucmeMbl CeA3U U IKCMPEHHO20 onoeelyeHus1 01151 XOJI00HbLIX
KOMHam U X0/100UJIbHUKO8, pasMeu,eHHbIX eHe paboyell 30HbI, docmynHocms Aywell u yempolicme 0ns npo-
MbieaHus 2n1a3 fnpu aKkcmpeHHoll Heobxodumocmu.

5.2.3 NomeweHnn ana xpaHeHus

MomeLleHus u ycnosus, NpeaoCcTaBneHHble ANs XPaHEHUs, 4OMKHbI MOCTOAHHO o6ecneynsaTtb LEnoCT-
HOCTb MaTtepuanos npob, JOKYMEHTOB, 060pyAOBaHUA, peareHToB, pacxoAHbIX MaTepuanos, 3anucei, pe-
3ynbTaToB U APYrnx 0ObLEKTOB, KOTOPLIE CNOCOOHLI NOBMUATL HA KAYECTBO Pe3ynbLTaToB UCCNEeA0BaHUN.

KnuHuyeckne npoBbl M matepuansl, UCNONb3yeMbie B NpoLeccax UCCNeaoBaHUs, A0MMKHbI XPaHUTLCA
Takum o06pa3om, 4TOObI NPeaoTBPATUTL NEPEKPECTHYIO KOHTAMUHALMIO.

[NomeLLeHnsa Ana xpaHeHusa U yaarneHus onacHbIX MaTepuarnos AOMMKHbI COOTBETCTBOBATbL YPOBHIO Onac-
HOCTU MaTepuarnoB U YCTAHOBMEHHbIM B OTHOLLEHUM HUX TpeGoBaHUSAM.

5.2.4 NomeweHna ana nepcoHana

[omkeH ObITb afeKBaTHbIA 4OCTYN K YMbIBanNbHMKaM, YCTPOINCTBAM AN MUTLEBOW BOALI U NOMELLEHUAM
ANs XPaHEeHWs 3aMTHOro 000pyA0BaHUSA U 0AeXAabl AN nepcoHana.

M puMedHaHue — |_|pI/I Hann4un BO3MOXHOCTH, na6opaTop|/|ﬂ AOIMKHa NpefoCcTaBUTh NOMeLeHUA ANA TakKux BU-
LOB AeATeNbHOCTU NepcoHana, Kak coBewaHna n CMoKoitHoe n3ydeHue, 30Hy otabixa.

5.2.5 NomelweHnsa gnsa B3aTua npod nauueHToB

MomeLlleHusA Ans B3ATUA NPOOG NALMEHTOB AOMKHBI UMETb OTAENbHLIE XOHbI ANA NPUEMa/OKUAAHUA U
Ans B3ATUA Npob. JomkHbl GbITb yuTeHbI He0OX0AUMbIE yCnoBua ans yaob6cTea, komdopra u notpebHocTel
nauueHToB (HanpuMmep, 4OCTYN AN MHBanNUAOB, NOMELLEHWE Tyanera) U yCnoBus pasMeLLeHUsi COOTBETCTBY-
IOLLMX CONPOBOXAAIOLLMX MULL (HanpuMep, NOBOALIPA UNKU NEPEBOAYNKA).

MomMeLleHusn, B KOTOPLIX NPOM3BOAUTCA B3ATME NPO0 nauueHToB (Hanpumep, hneGotomust), AOMKHbI
NO3BOMNATb NPOBOANTL B3ATUE NPOOLI TAKUM 06Pa3oM, YTOObI HE UBMEHUTL PE3ynbTaT U YTOObI He NOBIUATH
HebnaronpuaTHO Ha Ka4eCTBO UCCEA0BAHUS.

MomeLueHus AnsA B3ATMS Npob AOMKHBI UMETL U NOAAEPKUBATL COOTBETCTBYIOLLME CpeaCTBa NEpPBOM
NOMOLLM ANSA HYXA, NALUEHTOB U ANA nepcoHana.

M punMedYaHue — HeKOTOpre nomMeLleHUAa MOryT HyXAaTbCA B COOTBETCTBYIOLWEM o6opy,q0|3aHmm ANA peaHuma-
UnK, 4TO MOXeET 6bITb npegycMoTpeHO MeCTHbIMU NpaBunaMn.

5.2.6 CopepxaHue NoMeLeHUin U YCIIOBUA OKpyXalwen cpeabl

B nomeLueHusix nabopatopun AOMmKHbLI NOAAEPHMBATLCA (PYHKLMOHAMNbHLIE U HaAEXHbIE ycnosus. Pa-
6Goumne 30HbI 4OIMKHbI ObITh YNCTBIMU U COAEPXKATLCA B COCTOAHUM, o6ecneqnBatlowemM yao6cTeo ana paboTobl U
6esonacHoCTb nepcoHana. JNlaboparopust AOMMKHA OTCREXMBaTb, KOHTPONMPOBATL U PETUCTPUPOBATbL YCNOBUS
Opr)KaIOLIJ,eVI cpenbl, HACKONIbKO OHU OTBEYaKOT YCTAHOBNEHHbLIM Tpe6OBaHVI$|M UNU HACKONbKO OHU MOTYT BNKU-
SITb HA Ka4ecTBO NpoB6, pesynkraTbl U/MNM HA 340pOBbE NepcoHana. [omkHO ObiTb yAENEeHO BHUMAHWE Takum
(baKTOpaM, KaK CBET, CTEPUNbHOCTb, MbiNb, HEMPUATHbLIE UNKU ONACHbLIE AbIMbI, ANEKTPOMArHUTHoOEe BOS,qeﬁCTBVIe,
paguauus, BNaXXHOCTb, 3NEKTPocHabkeHne, TeMnepartypa, ypoBHU LyMa u BUOpaLmm, U opraHu3auus norucTu-
KU1, B TOI CTENEeHU, YToGbl 3TO He BNUSNO HA PE3ynbTaThbl MU HE BO3AEHCTBOBANO Ha Ka4eCTBO UCCNEAOBaHUIA.

ll:lOﬂ)KHI:I OblTb S(b(*)eKTVIBHO pasgeneHbl 30Hbl, B KOTOPbIX OCYLLECTBIAIOTCA HECOBMECTUMbIE BUAbl Ae-
ATENbHOCTU. JOMmKHbI GbITb NPUMEHEHBI NPOLEAYPLI, MPEAOTBPALLAIOLLME NEPEKPECTHYIO KOHTAMUHALMIO, B
cnydae, Korga npouegypa MccneaoBaHus CBA3aHa ¢ PUCKOM HaHeCeHUs Bpeaa unu korga pabota MoxeT no-
BNUATL UMK cama 0Ka3aTbCsl NoJ BNMSHUEM, He Byayyn oTaeneHa oT HECOBMECTUMOTO BUAA AEATENbHOCTH.
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ITaboparopus gomkHa obecnevnBarb CMOKOWHYIO U HEMPEPLIBHYIO paGoyyto 0OCTaHOBKY.

MpumedaHune — lMNpuMepaMu CNOKOWHON U HENPepPLIBHON paboTel MOTYT GbiTb LMTOMNATONOMMYECKUIA CKPUHWHT,
MUKpocKonus Anst AuddepeHLmanmn KINeTok KpoBU U MUKPOOPraHW3MOB, aHamnu3 faHHbIX peakuuii ceKBEHWpPOBaHUS U
NPOCMOTp pesynsTaToB MyTaLuii Monekyr.

5.3 NNa6opaTtopHoe o6opyaoBaHue, peareHTbl U pacxoaHble MaTepuansi

MpumedaHus

1 [nsa uenen HacTosLero cTaHAapTa kK nabopaTtopHoMy 060pyA0BaHUI0 OTHOCAT CaMU UHCTPYMEHTHI U UX NporpamM-
Mbl, CUCTEMbI U3MepeHus 1 nabopaTopHble NHOPMALIMOHHBLIE CUCTEMBI.

2 K peareHTaM OTHOCAT pedepeHTHble MaTepuarnsl, kanmbparopbl, MaTepuanbl ANS KOHTPONSA KadecTsa, pacxoa-
Hble MaTepunarnbl, BKIoYas nuTaTenbHble cpefbl, HAKOHEYHUKN MUMETOK, CTeKNAHHLIe cNaigbl U T. .

3 CM. 4.6 anst uHdopMaLmm, KacaroLleiics Boibopa n NpefocTaBNeHna BHELIHWX YCNyr, 0GopyaoBaHUsA, peareHTos,
pacxoAHbIX MaTepuarnos.

5.3.1 O6opygoBaHue

5.3.1.1 Obwme nonoxeHna

ITaBopatopus gomkHa MMETb AOKYMEHTMPOBAHHYIO Npoueaypy Ana Bblbopa, 3akynok U obpawleHus ¢
obopyaoBaHuem.

IaBopatopusa gomkHa ObiTb OCHALLEHa BCeMU Buaamu oGopyaoBaHusi, He06X0aAUMbIMK AN BbINOMHE-
HUA ycnyr (BKnioYas B3ATME NEPBUYHON Npobbl, nogrotoeka npobbl, o6palleHue ¢ npobon, uccneaoBaHne u
XxpaHeHue). B Tex cnyyasnx, korga nabopatopusi Hy)xgaercs B 0060pya0BaHUU, HAXOAALWEMCSl BHE €€ NOCTO-
SIHHOTO KOHTPONSs, PYKOBOACTBO naboparopuu AO0MKHO 06ecnevutb BbinonHeHue TpeGoBaHWUW HACTOALWEro
cTaHpapra.

JlaBopatopusa gomkHa 3aMeHsiTb 060pyaoBaHue, ecnu 3T0 Heobxoaumo aAnsa obecneyeHus kayecTsa
pe3ynbTaToB UCCNEAOBaHUS.

5.3.1.2 NcnbiTaHne npuemMneMocTu 060pyaoBaHus

Mpu ycraHoBke 060OpyAOBaHUA M A0 €ro UCNoNb3oBaHWA naboparopus JomkHa BepuduUMpOBaThb, YTO
obopynoBaHue cnocobHo obecneuntb Tpebyemble (hyHKLMOHANbHbIE XapakTepUCTUKM U YTO OHO COOTBET-
cTByer TpeGoBaHuaM noboro npeanonaraeMoro uccreaoBanust (CM. Take 5.5.1).

MpumedaHune — 3Tn TpeboBaHWSA NPMMEHAIOTCS K 060pyA0BaHNIO, KOTOpOe NpUMEHAETCS B Nabopatopuu, Bpe-
MEHHO Wcnonb3yeMoMy 0BopyAoBaHWio U 060pyAOBaHMIO, CMOMb3YEMOMY B COMETAHUU C MOGUNBHBIMU YCTPOUCTBaMU,
npuMeHaeMbIMA APYrMMU COTPYAHUKaMK, YNONHOMOYEeHHBIMU NabopaTopueil.

Kaxabli npeamer o6opyaoBaHust A0MmKeH ObiTb OAHO3HAYHO NOMeEYEH, CHaBXeH 0603Ha4YeHneM unu
Apyrum 06pasom UaEHTUPULMPOBaH.

5.3.1.3 NHCTPYKUMA NO NpumMeHeHnto o6opyaoBaHna

OGopyaoBaHue BCerga fOMKHO NPUMEHATLCA 00YYEHHBIM M YNONIHOMOYEHHBIM NEPCOHANOM.

MHCTpyKUMKU NO NpUMEHeHuto, 6e30nNacHOCTU U NOAAEMKAHUIO B NOpsiake 060pyaoBaHUs, B TOM Yucne
pasnuyHele NocobusA U PyKOBOACTBA NO NPUMEHEHNI0 060pyA0BaHKs, pa3paboTaHHbIE U3FOTOBUTENEM, AOMK-
Hbl ObITb NErko AOCTYMHbI.

TaBoparopusa gomkHa MeTb npoueaypsl no 6esonacHomy o6paLleHnto, TPaHCNOPTUPOBKE, XPAHEHUIO
1 UCNONb30BaHMI0 060PyAOBaHNUS ANA NPEAOTBPALLEHNS €r0 3arpA3HEHNUS UMK NOPYN.

5.3.1.4 Kanubposka o6opynoBaHus u METPOSIOrMyeckas NPOCneXMBaeMoCTb

JTaboparopusa goskHa UMETb AOKYMEHTUPOBaHHYIO NpoLeaypy no kanubposke o6opyaoBaHusA, KOTopas
NPsSIMO UIN KOCBEHHO BIIWAET Ha pe3ynbTaTkl UCCNeAoBaHus. 3Ta npoueaypa BKnoyaeT B cebs crneayloLlee:

a) y4yeT yCrnoBuin UCNONb30BaHUA U MHCTPYKUUU U3TOTOBUTENS;

b) perucrpauuio METPONOrMYECKON NpocnexnsaeMocTu kanubparopa (ctaHgapTa M3MepeHus), Kamnu-
OPOBKM 1 NPOCNEXMBAEMON KannbOpPOBKM NPeaAMETOB 000PYAOBaHUS;

¢) BepudukaLmnio Tpebyemon TOHHOCTU U3MEPEHNUS U (PYHKLIMOHUPOBAHUS CUCTEMbI U3MEPEHUS B OMNpe-
JeneHHble UHTepBasbI;

d) perncrpauuio KannbpoBkK 1 Aatbl pekanmbpoBKu;

€) B crnyyae ecnuv kanubpoBka NPUMBOAUT K MOBLILLIEHMIO COBOKYMHOCTU (hakTopoB Koppekuun, obecneve-
HUe OOHOBMEHUS PaHee YCTaHOBNEHHbIX DAKTOPOB KOPPEKLMY;

f) rapaHTun npeaynpexaeHnsa NoAroHKU UM NoOMeX, KOTOPbIE€ MOTYT M3BPaTUTb pe3ynbTaThl MCCNeaoBa-
HUA.
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MeTponoruieckas NPOCNEXUBAEMOCTb AOMkHA GbiTh NpoBeaeHa A0 pedepeHTHOro Matepuana unm
pedepeHTHON METOANKI Hanbonee BLICOKOTO AOCTYMNHOMO YPOBHS.

MpumevyaHue — [JoKyMEHTaLMA O MPOCREXMBAEMOCTH KanuBpoBKkN Ao pedepeHTHOro MaTepuana unu pede-
PEHTHON MEeTOLMKU Haubonee BLICOKOTO YPOBHS MOXET ObiTb NpeaocTaBneHa CUCTEMON UCCNeqoBaHWA U3roTOBUTENS.
Takasi AOKYMeHTaUus npuemrnema, noka cucTteMa UCCNeAoBaHWUS U3rOTOBUTENS U MeToAMKa KanuGPOBKN NPUMEHSIOTCS
6e3 u3aMeHeHus.

B cnyyae, korga 3T0 HEBO3MOXHO WS HE COOTBETCTBYET YCNOBUSAM, OIMKHbI ObITb NPUMEHEHBI ApYrue
cpeacTBa NpoOBEPKU AOCTOBEPHOCTU PE3ynbLTaToB, BKNOYAA Creaylowee, HO He OrPaHNYMBAasACh 3TUM:

- UCMNONb30BaHWe cepTUuULMPOBAHHLIX (aTTECTOBAHHbLIX) peddepeHTHbIX Marepuanos,

- uccreaoBaHue unu kanubpoBka APYroi METOAUKON,

- B3aMMHOE COrnacoBaHue CTaH4apToB UK METOAOB U3MEPEHUS, KOTOPbIE YETKO YCTAHOBMNEHbI, CNeLu-
bULMpOBaHbI, OXapaKTEPU30BaHbI UMW B3AUMHO COrNacoBaHbl BCEMM Yy4aCTBYIOLIMMU CTOPOHAMMU.

5.3.1.5 NoagaepxxaHue n BOCCTaHOBNEHWE 060pyaoBaHNSA

JlabopaTopus AOMMKHA UMETb AOKYMEHTUPOBAHHYIO Npoueaypy NPEBEHTMBHOIO coaepXxaHust o6opyao-
BaHUS, KOTOpas AOIMKHA, MO MEHbLLEN Mepe, COOTBETCTBOBATb MHCTPYKLUUSAM U3rOTOBUTENS.

JlabopaTtopuio cneayeT copepxaTtb B 6e3onacHbix paboumx ycnoeusix u B paboyem nopsake. JlomkHa
ObITb MUCCNeaoBaHa anekTpuyeckas 6e30nacHOCTb, aBapuitHas ocTaHoOBKa yCTpoicTB u 6eszonacHoe obpaue-
HME C XUMUYECKUMM, PAAUOAKTUBHbLIMM U BUONOrMYECKUMM MaTepuanamMm u yTunu3auus nx ynonHoMoUYeHHbIM
nepcoHanom. JormkHbl ObiTb MCNONb30OBAHLI, MO MEHbLUEW Mepe, NraHbl U UHCTPYKLUKN U3rOTOBUTENEN.

B cnyyae, ecnu oBHapyxeHbl gedekTbl 060pyA0BaHMUS, AOMKHO ObITb NPEKPALLEHO €r0 UCNOMNb30BaHUE
U gedektHoe o6opyAaOBaHME AOMKHO BbiTb YETKO OTMEYeHO. JlaGopaTtopusi He AOMKHA UCNONbL30BaTL Ae-
dekTHOe o6opyaoBaHMWe JO TeX Nop, Noka OHO He ByaeT ucnpaBreHo U C NOMOLLbLIO BepudmMkauum He Gyaet
[0Ka3aHo, YTO OHO COOTBETCTBYET YCTAHOBIIEHHLIM KPUTEPUAM NPUMEHUMOCTU. JlaGopaTopusa aomkHa U3-
yYUTb BRUsAHKWE NOBbIX AedekToB 060pyA0BaHMA Ha NPOM3BEAEHHbIE paHee UCCNeA0BaHUS U NPEeANPUHATL
HeMeaneHHble Unn KoppekTupyowme gencreus (cm. 4.10).

ITabopaTopusa fomkHa NPeanpUHATL PasyMHbIE Mepbl ANns AeKOHTaMuHauuu 060pya0BaHuA nepea ero
MCMNONb30BaHUEM W BOCCTAHOBIIEHWEM, NPEAOCTaBUTL MECTO AN PEMOHTa U HeobBxoaumoe 3awmTHoe 060-
pyaoBaHue Ansi nepcoHana.

Ecnu obopyanosaHue He Haxo4MMOCh N0 HEMOCPEACTBEHHLIM KOHTpONeM nabopatopuu, To A0 Hayana
€ro NCnonbL30BaHUsA JOMKHbI ObiTb BEPUULUPOBAHLI €10 (DYHKLMOHASBHLIE XapPaKTEPUCTUKN.

5.3.1.6 CooOLeHunsa o HebnaronpUATHBLIX MHUUAEHTaxX ¢ 060pyaoBaHUEM

HebnaronpuaTHble MHLUMAEHTLI U aBapUK, HEMOCPEACTBEHHO CBA3AHHbIE C onpeaeneHHbIM 06opyaoBa-
HUEM, AOJDKHbI ObITb uccnegosaHbl U O HUX AOJDKHbBI ObITb VIHQ)OpMMpOBaHbI U3roToBUTENU U COOTBETCTBYIO-
Liue opraHbl BNacru, €Crn 3aro OKaXketcsa HGOﬁXOﬂMMbIM.

5.3.1.7 OokymeHTauusa 06 obopyaosaHum

[omkHa BECTUCh AOKYMEHTaLUUSA O KaXAoM npeaMete o060pyaoBaHus, KOTOPOe BIUSIET HA XapaKkTepu-
CcTukmn uccnenosanus. [lokymeHTol 06 060pyAOBaHUM AOIDKHBI COAEPXATb, N0 MEHbLUER Mepe, cneayiowme
cBeAeHuUs:

a) UAEHTUYHOCTL 060PYAOBaHMS;

b) HaumeHoBaHWe U3roTOBUTENS, MOAENb U CEPUIAHBIA HOMEP UNKU APYIMe NPU3HaKK ANs uaeHTuduka-
uuu;

C) KOHTaKTHaa UHopMaLMA O NOCTABLUMKE UK U3TOTOBUTENE;

d) aata nony4yeHns u gara BBoaa B 4€NCTBUE;

€) MeCTO pasMeLleHns;

f) cocToaHne npu nony4YeHumn (HOBOE, UCNONb30BAHHOE, BOCCTAHOBIEHHOE);

d) MHCTPYKLMMN U3rOTOBUTENS;

h) 3anucu, KoTopblE NOATBEPXKAAIOT NEPBOHAYArbHYIO NPUEMNEMOCTbL 060pYA0BaHUSA AN NPUMEHEHUA
B MOMEHT €ro NocTynneHus B nabopartopuio;

i) NnpousBeaeHHbIe AENCTBUA NO nNoaAepXaHnio obopyaosaHus B pabovemM COCTOSAHUM U NIlaH NpeBeH-
TUBHbIX AEUCTBUN;

j) AokymeHTaumsa 0 PYHKUMOHANbHbLIX XapakTepucTukax o6opyaoBaHusl, Kotopasi NoATBEPXKAAET Npu-
MEHUMOCTbL 060pYyA0BaHUA B HACTOSILLIEE BPEMS;

k) nospexaeHue nnu HapyweHne (yHKLMOHUMPOBaHUSA, MoaUdMKaLIUA UM PEMOHT 060pyaoBaHuUA.

HokymeHTaumsa 06 060pya0BaHMM, OTHOCSILLIASICS K NEPEYUCIIEHUIO j), AOIDKHA ColepKaTb KOMUu oT4e-
ToB/cepTudukaToB 060 BCex kanubpoBkax u/unu Bepudukaumsx, Bkniovuas B ce6a aarsl, BpeMs U pe3ynsTaThbl
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perynupoBku, KpUTEPMU NPUEMNEMOCTHN U AOIDKHBbIE AaThl Creaylowen kanubposku n/unu sepudukauum, YTo-
Obl BbIMOMHUTL YACTUYHO UNK NOSIHOCTLIO 3TU TpebGoBaHUs.

3TU AOKYMEHTbI JOIDKHbI NOAAEPHMBATLCA M AOMKHbI ObITb AOCTYNHLI B TEYEHME BCETO NEPUOAa XU3HU
obopyaoBaHus unu bonee AnuTENbHLIM NEPUOA BPEMEHU, Kak 3TO YCTAHOBNEHO B npoueaype KoHTpona ao-
KymeHTOB nabopartopum (cm. 4.13).

5.3.2 PeareHTbl U pacxofHble MaTepuarsbl

5.3.2.1 ObLume nonoXxeHus

Jlaboparopus fomkHa MMETb AOKYMEHTUPOBAHHYIO Npoueaypy Npuema, XpaHeHus, UccneaoBaHus npu-
€MIIEMOCTU U MEHEIKMEHTa UHBEHTapU3aLmM peareHToB U PacxXoAHbIX MaTepnanos.

5.3.2.2 PeareHTbl U pacxogHble matepuarbl — NpUEM U XpaHeHue

B cnyvae, koraa naboparopus He SBnsieTCsl NPUHUMAIOLLEN OpraHu3auuei, OHa A0MKHA ya0CTOBEPUTb-
€S, YTO MECTO AN pa3MeLLeHNs NPUeMa peareHToOB pacnonaraer agekBaTHbIMM BO3MOXHOCTAMU ANA XpaHe-
HUA 1 coaepaHus 3akynaeMblx NPEAMETOB, CNOCOOHBIMU NPea0TBPaTUTL UX NOPYY UK pa3spyLueHue.

JaBoparopus AomkKHa XpaHUTb MOMYYEHHbIE peareHTbl U pacxodHble MaTepuanbl B COOTBETCTBUM CO
cneuyndukauuaMm U3rotoBuTens.

5.3.2.3 PeareHTbl U pacxogHbie Matepuarbl — UCTbITaHUE NPUrogHOCTH

Kaxgas HoBas ¢popma Habopa peareHTOB C MU3MEHEHUAMU B peareHTax unu MeToauke, unu Hosas nap-
TMA unu npuobpeTeHne AOMkKHbI ObiTh BEpUMUUMPOBAHLI B OTHOLIEHUU (DYHKLMOHASBHBLIX XapaKTepPUCTUK
nepea MCNonb3oBaHWeM AnA NCCrneaoBaHUm.

PacxoaHble maTepuans!, KOTOPbIE BIUSIIOT HA pe3ynbTaT UCCNeA0BaHUs, A0MKHbI ObiTb BEpudUUMpoBa-
Hbl B OTHOLLEHWUU (PYHKLIMOHAMNbHLIX XapakTEPUCTUK Nepea UCNONb3OBAHMEM ANS UCCNEA0BaHUN.

5.3.2.4 PeareHTbl U pacxogHble Matepuarnbl — MEHeIKMEHTA MHBEHTapU3auum

JTabopatopus gomkHa BBECTU CUCTEMY KOHTPONSi MHBEHTAapU3auuW peareHToB U pPacxoAHbIX MaTepu-
anos. CucteMa MHBEHTAPHOrO KOHTPOMS AOIKHA OTAENUTb HENPOBEPEHHbIE U HENPUEMNEMbIE peareHTbl 1
pacxodHble MaTepuarnsl OT TeX, KOTOPble NPUTOAHBI AN UCMONb30BAHUSA.

5.3.2.5 PeareHTbl M pacxogHble Matepuarnbl — UHCTPYKLMU NO NPUMEHEHUIO

VHCTPpYKLUMMU MO NPUMEHEHUIO PeareHTOB U PacxOAHbIX MaTrepuanos, B TOM YUCNE NPeaoCTaBneHHbIe
M3rOTOBUTENSIMU, AOMMKHbI ObITb NErKO AOCTYMHbI.

5.3.2.6 PeareHTbl 1 pacxogHble MaTepuarnsl — coobLWeHnsa 0 HeBNaroNnpPUATHbIX UHUMAEHTAX

HebnaronpuATHbIE UHUMAEHTBI U aBapuK, KOTOPble MOMYT ObITb HEMOCPEACTBEHHO CBSA3aHbl C onpeae-
NEeHHbIMU peareHTaMmum U pacxodHbIMU MaTepuanamMu, AOSKHbl ObiTb UCCAEA0BaHbI U O HUX AOSDKHbI ObITh
NPOUHAOPMUPOBAHLI U3FOTOBUTENMU U COOTBETCTBYIOLLIME OPraHbl BACTH, ECIIU 3TO OKAXETCHA HEOOX0ANMbIM.

5.3.2.7 PeareHTbl 1 pacxogHble MaTtepuarnsl — AOKyMeEHTaLus

B oTHOLWIEHUN KaXaoro peareHTa U pacxoaHOro Marepuana, KoTopblii BIUAET Ha (PYHKUMOHAMNbHbIE Xa-
pakTepucTUKU UccnegoBaHWi, AOMKHA BECTUCH AOKYMEHTauUus, KOTopas AOIbkHA COAEepXaTb, MO MEHbLUEW
Mepe, cneayioLlee:

a) UAEHTUYHOCTb peareHTa unu pacxogHoro Marepuana;

b) HauMeHoBaHWE U3rOTOBUTENSA M KOA NapTUM UNM HOMEp NOoTa;

C) KOHTaKTHaa MHpopMauua 0 NOCTaBLUNKE M M3TOTOBUTENE;

d) aata nony4veHusa, Cpok rogHOCTH, gara BBOAa ANA MCNONb3OBaHWS, U, ecnu Heobxoammo, garta npe-
KpaLleHus UCrOonb30BaHUS;

€) COCTOsIHME NpY NOfy4YeHnn (HanpumMep, NPUrogHbIA UM UCMOPYEHHLIN);

f) MIHCTPYKLUMU U3rOTOBUTENS;

g) OOKYMEHTbI, KOTOpble NOATBEPXKAAIOT NEPBOHAYATbHYIO MPUIOAHOCTL PeareHTa UM pacxogHoro ma-
Tepuana ans UCNonNb30BaHUS;

h) AOKYMEHTbI 0 PYHKLIMOHAMbHBIX XapakTEPUCTUKAX PEAreHTOB UMM PacxoAHbIX MaTepuanos, KOTOpble
noATBEPXAaloT UX MPUrOAHOCTL AN UCMONb30BAHUSA B HACTOSILLIEE BPEMS.

B cnyyae ecnu naboparopus UCMONb3yeT peareHTbl, NOArOTOBEHHbIE UM CKOMIMIEKTOBaHHbLIE HA Me-
CTe, AOKYMEHTbI JOIMKHbI coAeparTb, MOMUMO NEPEYNCIIEHHON Bbile UHOpMaLMK, CBEAEHUS O NULUe Unu
nmuax, npon3BoAMUBLLMX NOATOTOBKY U AaTy NPUIroToOBNEHUA.

5.4 MNpeaHanuTuyeckue npoueccbl

5.4.1 O6KMe nonoxeHus
ITaBopatopus gomkHa UMeTb JOKYMEHTUPOBAHHYIO NpoLeaypy U uHopMaLuio 4ns npeaHanMTU4ecKkux
npoLeccoB, YToObl 06ecneynBaTh BanuaHOCTb PE3YyNbLTaTOB MCCNEA0BaHUN.
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5.4.2 Uncpopmaums ana naumeHToOB U NOfib30OBaTenen

JlabGopatopusa gomkHa uMeTb MHpOpMaLUIo, AOCTYNHYIO ANA NALUEHTOB M nonb3oBaTtenen naboparop-
HbIX ycnyr. MHdbopmauusa gomkHa Bkniovath B cebs:

a) MecTo pa3meLleHus naboparopuu;

b) BuALI KNMHUYECKNX YCNYT, NpefoCTaBAsSeMbIX aboparopueii, B TOM YuCrne UCCNeaoBaHus, oTCbinae-
Mble B Apyrue naboparopuu;

) yacbl paboTbl naboparopuu;

d) uccnegoBsanus, npegnaraeMole naGoparopmen, BKIoYas, ecnm Heobxoammo, MHAOPMaLMIO, OTHOCS-
wylocs K HeobxoaumbiM npoGam, 06bEMbI NepBUUYHBIX NPOD, cneumanbHbie NPegoCTepeXxeHus, Bpems 000-
poTa TecTa, (YTO MOXET ObITb BbIMOSIHEHO B OCHOBHBLIX KAaTETOPUSIX TECTOB UNK AN rPYNnbl NCCIEA0BaHUN),
Buonornyeckue pedepeHTHbIe UHTEPBArbl U 3HAYEHUS] KIIMHUYECKUX PELLEHUN;

€) MHCTPYKLMK MO 3anonHeHuio popmbl 3anpoca (Ha3HauyeHus);

f) MHCTPYKUMYK NO NOArOTOBKE NALMEHTA;

g) MHCTPYKLMM NO B3SITUIO NPO0 nayueHTa;

h) MHCTPYKUMKM NO TpaHCNOpTUPOBKE NPOG, B TOM uncne nodble cneynansHbie NoTpebHOCTU 0bpaLleHus;

i) nobble TpeboBaHWA UMETL cornacue nauueHtTa (Hanpumep, Cornacue packpbiTb KITMHUYECKYIO MH-
dopMaLmio U CEMENHbIN aHaMHE3 COOTBETCTBYIOLMM MEAMLMHCKUM paboTHUKam, obpalleHue K KOTOpbIM
Heobx0auMO);

j) KpuTepumn naboparopum nNpu Npueme U oTkase B npueme npoobl;

k) nepeyeHb M3BECTHbIX (PAKTOPOB, KOTOPLIE CYLLECTBEHHO BIMSIIOT HA XapaKTepPUCTUKN NCCneaoBaHusA
WITN Ha MHTEPNPETAaLMIO PE3ynbTaToB;

[) AOCTYNHOCTb KMMHUYECKON KOHCYNbTauuu NpU HasHa4YeHUU NCCNeaoBaHUA U UHTEpNpeTaummn pesynb-
TaToB.,;

m) nonuTuka naboparopuu No 3amTe NepcoHanbHON UHdopMaLuu;

n) npoueaypa nabopatopuu B OTHOLUEHUK Xanoo.

TNabopaTtopusa AomkHa UMETb UHOPMaLMIO, AOCTYNHYIO ANS NaUUeHTOB M NONb3oBaTeneil, BKNIoYato-
Ly B ceba pa3bsiCHEHWE KIIMHUYECKUX NPOLEAYP, KOTOPbIe AOMKHBbI ObiTb BbINOMHEHLI, YTOObI UMETH BO3-
MOXXHOCTb MHADOPMUPOBAHHOIO cornacua. BaxxHocTb npegocTaBneHns nHopMmauymmn 0 naymeHTe U cembe B
onpeaeneHHbIX cuTyauuax (Hanpumep, Ans MHTEPNpPeTaLmMmn reHeTMYECKX pe3yrnbTaToB) AODKHA ObiTb pasb-
SICHEHa MauneHTy U Nonb30BaTEenN!Ho.

5.4.3 Uncpopmauus o hopme 3anpoca (HasHAYEHUA)

B dhopme 3anpoca unum ero sneKTpoOHHOM SKBUBANEHTE AOIMKHO ObITb MECTO ANS BKIIOYEHUS, N0 MEHb-
wen mepe, cneaytowen nHopmauuu:

a) naeHTudmkauma naumeHTa, B TOM Yucne nos, Aara poXXaeHus, pasMeLleHne/aeTany KOHTakTa ¢ na-
LMEHTOM M YHUKamNbHbIA UAEHTUukaTop.

MpumMmedaHune — YHUKanNbHas naeHTUUKaALUSA COCTOUT U3 ByKBEHHOIN M/vnn LM poBor uaeHTUdUKaLMK, Takon
Kak Homep GonbHULEl, HOMEpP NepcoHarnb-HOro MEAULIMHCKOrO AOKYMEHTa;

b) ums nnu apyroi yHUKanbHbIA UaEeHTUUKATOP KITMHMLUCTA, OpraHM3aropa 34paBOOXPaHEHUS UMK
Apyroro nuua, ynonHOMOYEHHOr0 Ha3Ha4yaTb UCCNeA0BaHUA UMK UCMONb30BaTh MEAULIMHCKYIO MH(pOpMaLMIO,
BMECTe C npeaHasHa4YeHneMm Ansi oT4YeTa U AeTarnemn KOHTaKTa;

C) TUN NEPBUYHOI NPOOLI U, KOraa 3T0 HEOOX0AMMO, aHaTOMMYECKOE MECTO OpraHa;

d) HasHa4YeHHOEe uccneaoBaHue;

€) KNMHMYECKU BaxkHan uHdopMaums OTHOCUTENBLHO NaLMeHTa U HAa3HAYeHUA, AN Uenen BbiNONMHEHUS
UCCnenoBaHuA U MHTEPNpPETaLMu pesynbrara.

MpumMmevaHune — Unpopmaums, Heobxogumas ANs BLINONHEHUS UCCIE0BaHUA U UHTEPNpETaUUn pesynerarTa,
MOXET COCTOATb U3 POAOCNOBHON NaLUeHTa, CEMENHOro aHamHe3a, JaHHbLIX U NYTELLECTBUSX U BO3AEWCTBUSX; Nepeaa-
Baemblx 60one3HsX, APYroi KNUHUYECKN BaxHOW MHdopMaLuumn. Takke MoxXeT BbiTb cobpaHa ¢puHaHcoBas UHpopMauus
ANA ueneii BblcTaBNeHnA cHeTa, PUHaHCOBLIN ayfuT, MEHEAXMEHT PECypCOB M NEPECMOTP YTUNU3auun. MNauueHT AomkeH
6bITb 0OCBEAOMNEH 0 COGpaHHO UHOpMaLMK 1 LensiX, ANs KOTOPbIX OHa Gbina cobpaHa;

f) aata, ecnu 310 HEOOXOAUMO, BpeMS, Koraa Obina cobpaHa nepBuyHas npoba;
g) Aata u Bpemsa nony4eHus npobbl.

MpumevyaHune — dopMmaT HasHaYeHUA (KaK NevaTHbIA, Tak U 3NEKTPOHHBIA) U cnocob, KOTOPLIM HasHa4YeHue
AonMXHO 6bITb NepeaaHo B nabopatopuio, AoMmkHbI BbITh onpeaeneHbl Npu obcyxaeHNM ¢ Nonb3oBaTenem NabopaTopHbIX
yCnyr.
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Jaboparopusi [OMKHA UMETH JOKYMEHTUMPOBAHHYIO NpOLUeAYpY ANSA YCTHOTO HasHa4YeHUs uccreaoBa-
HWIA, KOTOpas BKNoYaeT B cebsa noaTBepxkaeHne (hopMoi 3anpoca UM dNEeKTPOHHOTO 3KBUBASIEHTA B JaHHOE
BpeMs.

Jaboparopusi AOMmKHA CTPEMUTLCA COTPYAHUYATE C NOfL30BATENAMU UK UX NPEACTaBUTENAMU B NPO-
AAICHEHUN Ha3HAYeHUA ANs Nonb3oBaTensl.

5.4.4 B3aTne nepBUYHOI NpoObl U o6paweHune ¢ Hen

5.4.4.1 ObLUME NONOXEHUS

Jaboparopusi 4OMKHA MMETb AOKYMEHTMPOBAHHYIO NPOUEAYPY ANA NPaBUSILHOMO B3ATUA NEPBUYHBIX
npo6 n obpalLeHnsa ¢ HUMKU. [JOKyMEHTUPOBAHHbIE NPOLEAYPbI AOMKHBI BbiTb AOCTYNHLI COTPYAHUKAM, OTBET-
CTBEHHbIM 32 B3SITU€ NEPBUYHBLIX MPOO, HE3ABUCUMO OT TOTO, ABMAIOTCS UMKU HE ABNSIOTCA OHW COTPYAHMKAMMU
naboparopuu. B cnyyae, ecnu nonb3oBarent TpebyeT OTKNOHEHUA UMK AONOSTHEHUA K AOKYMEHTUPOBAHHOM
npoueaype Ans B3SiTusl, 3T0 AOIMKHO ObiTh 3aPErMCTPUPOBAHO U BKNIOYEHO BO BCE AOKYMEHTbLI, coaepxaiume
pe3ynbTartbl UCCNEA0BAHUS, U JOIMKHO ObiTb COOOLLEHO COOTBETCTBYIOLLIEMY NEPCOHANY.

MpuMeyaHusa

1 Obo Bcex npoueaypax, BbIMOMHEHHbLIX NaLMeHTy, Heo6xoauMo WHopMUpoBaTh NauueHTa. Ana GonblWHCTBa
PYTWHHBIX NabopaTopHbIX NpoLeAyp cornacue MoXeT bbb Nnony4eHo Npu obpalueHnn caMmoro nayueHTa B nabopatoputo
¢ hopMoit HasHaUYeHUs 1 KenaroLLero NoABeprHyTeCs 06bIMHOI NpoLeaype B3ATUS, HanpUMep, BEHeNyHKUWK. MNauueHTam,
HaxoAsALMMcs Ha 6OMbHUYHOIA KOWiKe, MOXET ObITk NpefocTaBNeHa BO3MOXHOCTb OTKasaTbCs.

2 [ina npuema 1 B3TMA Npo6 JOMKHO BbITb CO3A4aHbI YCNOBUA KOHPUAEHLNANBbHOCTH, COOTBETCTBYIOLWNE TUNY CO-
6upaemoit MHopMaLK U B3ATLIX NEPBUYHBIX NPO6.

CneuuanbHble Npoueaypbl, B TOM uncrie 6onee MHBa3UBHbLIE UNU CBSA3AHHbIE C PUCKOM BO3HUKHOBEHUS!
OCIOXHEHUIN, MOTYT HYXXAaTbCsi B 6onee AeTanbHOM OOBLSACHEHUU W, B HEKOTOPLIX Cy4asx, B NONYy4YEHUU
NMUCbMEHHOIo cornacus.

B 3KCTPEHHbIX CUTyaUMsAX MOXET 0Ka3aTbCA HEBO3MOXHO NONY4YUTb corfacue, B 3TUX obcrosiTenb-
CTBax NPMMEHUMO NMPOU3BECTU HEOOXOAUMbIE NPOLEAYPLI, BLINOSIHEHWE KOTOPLIX OTBEYAET MHTEpecam na-
LMeHTa.

5.4.4.2 IHCTPYKUMKM NO aKTUBHOCTUW Nepea B3aTueM npod

JTabopaTopHble MHCTPYKLUMKU NO aKTUBHOCTU Nnepes B3ATMEM Npob AOMKHbI coaepXath crieayioLlee:

a) 3anonHeHue popmbl Ha3HAYEHUA U SNEKTPOHHOTO Ha3HAYEHUS;

b) noarotoBka nauueHTa (Hanpumep, MHCTPyKuMM HrneGoTOMUCTY, OTBETCTBEHHOMY 3a B3ATME NpOO,
nayueHTam);

C) TUM U pasMep nepeuYHON Npobbl, KOTopas AoMmkHa ObITb B3ATa, C ONMMCAHUEM KOHTEHHEPOB ANs Nep-
BMYHOI Npo6bl 1 Nobble Heobxoaumble 06aBKY;

d) cneunansHoe pacnucaHwe B3sATMA NpoB, kKoraa aTo HEOBX0AUMO;

€) KnuHu4yeckas MHopMaLms, OTHOCALLAACA K B3ATMIO NPO6 UMK BNMSAIOLLAS HA HETO, HA XapaKTepucTu-
KM UCCMNefoBaHUA UNWU UHTEPMPETaLUIO pesyneTara (Hanpumep, UCTOpUS BBEAEHUA npenapara).

5.4.4.3 NHCTPYKUMA NO AEATENbHOCTU B3ATUSA

MHCTpyKUMK NO AENCTBUAM ANSA B3ATUA NPob AOMKHbI COAEPXaTh CreayioLlee:

a) onpeaeneHne naeHTuduKaLum naumeHTa, y KoToporo B3sta nepeuyHas npoba;

b) noaTBEPXKAEHWUE TOrO, YTO NALMEHT COOTBETCTBYET NpeaHanMTuieckum TpeboBaHusamM [Hanpumep, co-
CTOsiHME HaTOoLUaK, MpUem nekapcTe (Bpems npuema nocrnegHen Ao3bl, NpekpalleHne), B3stue npob B npeso-
npeaeneHHoe BPeMs, UHTEpBaribl BPEMEHU U T. N.];

C) MHCTPYKUWM NO B3ATUIO NEPBUYHBIX NPOO KPOBU U APYrUX Marepuanos ¢ ONUCaHWEM eMKOCTel Ans
B3STUSI NEPBUYHBIX MP0o6 U NoBbIM HEOOXOAUMBIM AEUCTBUAM;

d) B cnyyae ecnu B3ATME NEPBUYHON NPOOLI ABMAETCA YACTbIO KIMHUYECKON MPAaKTUKK, UHpopMaums
U MHCTPYKLMM OTHOCMTENBHO €MKOCTEeH ANA NEPBUYHON Npobbl, MobLIX HeobxoauMbIx A06aBOK, NOBLIX He-
00x0AMMBIX NPOLEeAYP U YCMOBUIA TPAHCMOPTUPOBKM MPOO AOMKHbI ObITh ONPEAEneHbl M COOBLLIEHbI COOTBET-
CTBYIOLLEMY KITMHUYECKOMY NepcoHany;

€) MHCTPYKLMM N0 MapKUpOBKE NepBMYHBIX Npo6 cnoco6oM, KOTopbli obecneynBaeT 6e3yCNoBHYIO CBA3b
C nauueHTamMu, OT KOTOpPbIX B3ATbl MPOGHI;

f) peructpaumio naeHTUUKaLUMM nuua, B3sIBLLIErO NEPBUYHYIO NpoBy, AaTy B3ATUS U, €CNK HEOBX0AUMO,
perucTpauuio BpeMeHu B3ATUS;

g) MHCTPYKLMM MO NpaBuIbHBIM YCNIOBUSIM XpaHeHUs nepeg oTrpaskoi npob B naGoparopuio;

h) 6esonacHas ytunu3saumsi MaTepuarnos, NCNONb30BaHHbIX AN B3ATMA NPoo.
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5.4.5 TpaHcnopTupoBKa npo6bl

WHcTpykuumn nabopatopuun no AEWCTBUAM NOCre B3ATUS NPoObl A0MKHbI NpeaycmaTpuBaTh YNakoBKY
npo6 Ansa TpaHCnopTUPOBKU. JlTaGopaTtopus A0MKHA MMETb OKYMEHTUPOBAHHYIO NPoUeaypy ANs MOHUTOPUH-
ra TpaHCNopTMPOBKKU NpoB, 06ecne4nBaioLLyio, YTO OHM TPAHCNIOPTUPOBAHbI:

a) B npeaenax Cpoka, COOTBETCTBYIOLLErO NPUPOAE HA3HAYEHHOr0 UCCNeAOBAHUA U OOMMKHOMY BUAY
nabopaTropHbIX UCCNENOBaHMIA;

b) B npeaenax TemnepaTypHOro MHTepBana, yCTaHOBMEHHOrO AN B3ATUA Npos u 06paLleHnss C HUMKU U
C NpeAnuCcaHHbIMU KOHCEpPBaHTaMu Ans obecneyeHns crabunbHOCTU Npoo;

C) cNOocoOoMm, KOTOPbI 0Becne4unBaeT LenoCTHOCTb NPO0LI U 6e30NacHOCTL ANSA NEPEBO3UMKA, OKPYXKa-
IOLLEeN cpeabl U nonyyaiowuii npoby naboparopumu B COOTBETCTBUM C YCTAHOBMEHHbIMU TpeboBaHMAMMU.

MpumMmevyaHue — JlaBopaTopusi, KOTopasi He y4YacTByeT BO B3ATUM NEPBUMHON NPOBLI U ee TPaHCMoPTUPOBKE,
JOIKHa ¢ ydeToM 5.4.5 nepeuucrieHne c), nNpu nonyvyeHun npobbl C HapYLUEHHOW LIENOCTHOCTBIO UMM NofBepraioLlei
0MacHoCTM NepeBo3yMKa, OKPYXKatoLLyIo Cpefy, HeMefNeHHO CBA3aThCs ¢ NOCTaBLWUKOM NPobbl 1 MHEOPMMPOBATL OTHO-
CUTENBHO Mep, KOTOpble AOIDKHBI ObiTh NPeANPUHSTH BO M3bexaHue peLuauea.

5.4.6 NMpuem nNpoodbI

Mpoueaypa nabopaTtopun no npuemy npoObl A0mkHA obecneumBaTh COON0ASHUE CReayIoLMX YCIIOBUIA:

a) Mpobbl 0AHO3HAYHO NPOCHEXEHDI C MOMOLLbIO HA3HAYEHUSI U MaPKUPOBKK A0 AEHTUULMPOBAHHOIO
nayneHta nnu mecra.

b) MpumeHsatoTcs pazpaboTaHHbIE M OKYMEHTUPOBaHHbIE nNabopaTopuel KpuTepum NPUEMNEMOCTU Unu
oTKa3a B npueme npoo.

¢) B cnyyae Hanuuua npobrnem ¢ uaeHtudukaumen naumeHTa unu npodbl, HeCTabunNbHOCTU NPOOHI,
BbI3BAHHOW OTCPOYKOI TPAHCMNOPTUMPOBKK UMM HECOOTBETCTBYIOLLIUM KOHTEWHEPOM, HEL0CTATOYHBIM 06bEeMOM
npoObl unu korga npoba ABNSAETCA KNMHUYECKA KPUTUYHON UMM HEBOCCTAHOBUMON U NabopaTopus ULLET BO3-
MOXHOCTbL 06paboTaTtb NPoBy, OKOHYATENbHbIA OTYET AOIHKEH yKa3biBaTb Npupoay Nnpotnem u, ecnu 310 nNpu-
emMneMo, NPeoCTEPEXEHUS, KOTOPbIE HEODX0AUMO YUUTHLIBATL NPU UHTEPNPETALUN pesynbTaTa.

d) Bce nony4yeHHble NpoGbl PErMCTPUPYIOTCA B XXypHAnNe NnocTynneHus, paboyeit Tabnuue, KOMnbIOTe-
pe unu apyrux cuctemax. flata v Bpems noCTynneHus u/mnu peructpauum npod AomkHbl ObITb 3aperncTpu-
poBaHbl. Korga 310 BO3MOXHO, MAEHTUYHOCTb LA, NPUHABLLEro npoby, Takke AosmkHa ObiTh 3aperncTpu-
poeaHa.

€) YNoNHOMOYEHHbLIN NEePCOHan A0MMKEH OLEHUTb NOSyYeHHble NPodbl, YTOOLI 06eCnevnTb, YTO OHM OT-
BEYAIOT KPUTEPUSAM NPUEMNEMOCTU, COOTBETCTBYHOLLMM HA3HAYEHHOMY MCCNEAOBAHMUIO (MCCNEAOBAHUAM).

f) B cnyyae, korga at0 COOTBETCTBYET, AOMKHbI ObITb UHCTPYKLMK NO NpUeMy, MapkupoBKe, uccneao-
BaHMIO U coobLeHunto o npobax, cneynanbHO NOMEYEHHbIX Kak 9KCTpeHHble. MHCTPYKUMKM AOMKHbI coaep-
XaTb AeTanu no6oi cneunanbHOW MapKUpPOBKM hOPMbl Ha3HauYeHMs 1 NPobbl, MeXaHU3M nepeHoca Npobbl
B 30HY MccnefoBaHusi B nabopartopuu, noboii GeICTPLI cnoco6 0CyLECTBNEHUS NpOLECCa AOIKHbI ObiTh
MCNOMb30BaHbl U AOMKHBI COOTBETCTBOBATL NOGLIM CneuuanbHbIM KpUTEPUSIM OTYETOB O pe3ynbrarax Uc-
cneaoBaHun.

Bce nopuuu nepeuyHOl Npobkl AOMKHbI BbITb OAHO3HAYHO NPOCHEXEHbI O OPUTMHANBHOW NEPBUYHOMN
npoobi.

5.4.7 MpeaHanuTuyeckoe obpalleHne, NOAroToBKa U XxpaHeHue

JTabopaTopus 4omkHa UMETb NPoLEeaYypbl U COOTBETCTBYIOLLIME BO3MOXHOCTU Ans 6e3onacHoro oGpatue-
HWA ¢ npobamu 1 NPEAOTBPALLEHNSA MOPYM, YTPaTbl UM NOBPEXAEHUA BO BPEMS NpeaHanuTUYecKkoro atana
npu obpalLeHnn, NOAroTOBKE U XPaHEHUM.

JlabopaTopHble Npoueaypbl 4OJDKHBI BKMOYaTk B ¢e0s npeaenbl BpeMeHW AN Ha3Ha4YeHUs1 4OMONHK-
TenbHbIX UCCNEA0BAHUIA U NOCNEAYIOLMX MCCNELOBAHWUI TOW XKE NEPBUYHON NPOObI.

5.5 AHanuTnyeckue npouecchl

5.5.1 BbiGop, Bepucukaumsa u Banugaumusa npoLeccoB uccrieqoBaHUA

5.5.1.1 OBLme nonoxeHus

Jlabopatopus fomkHa BbIOpaTb METOAMKM WCCNEAOBAHMUS, KOTOPbIE UMEIOT XOPOLLEE NOATBEPXKAEHUE
AnA npefHasHa4YeHHOoro UCrnonb30BaHuA. NAGHTUYHOCTL nuua, KOTOpoe BbIMOMHAET NPOLUECChl UCcneaoBa-
HWA, AOMKHAa ObITb 3aperucTpupoBaHa.

CneuunduumpoBaHHbie TpeboBaHusA (PyHKUMOHATbHbIE XapakTepUCTUKK) AN KaXKI0W METOAUKM uccne-
[ OBaHWA AOIHKHBI COOTBETCTBOBATL NMPeAHA3HAYEHHOMY NPUMEHEHUIO 3TOr0 UCCIIeA0BaHuUS.
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MpunmevyaHue — MNpeanodTUTENbHLIMW SBIAIOTCA METOAMKM, KOTOPLIE CNELMpULMPOBaHbl B UHCTPYKLMSX MO
MPUMEHEHNI0 MEAULIMHCKUX W3 Eennit ANs [UArHOCTUKY in vitro UnK Te, KoTopble Gbinu onyBrMKoBaHbl B YCTaHOBEHHbIX/
aBTOPU30BaHHBIX y4eBHMKax, 0630pHbBIX TEKCTaxX UMK XypHanax unu B MEXAYHapOAHbLIX COrMacoBaHHbIX CTaHgapTax Unu
PYKOBOACTBaX, HaLMOHarbHLIX U PernoHanbHbIX NpaBunax.

5.5.1.2 Bepudukauus METOAUK UCCreg0BaHUS

BanuaupoBaHHble METOAMKM UCCEA0BaHWIA, NpUMEHsieMble 6e3 moaudukauum, 4OMmMKHbI ObITb NOABEP-
FHYTbl HE3aBUCUMON BEpUMKALMKN Nepes BBEAEHUEM B MOBCEAHEBHOE UCMONb30BaHUE.

Ilaboparopusa AOmKHa NONYYUThL OT U3FOTOBUTENS MK OT paspaboTunka MHOpPMaLUIO, MOATBEPXKAAL0-
LLYIO (PYHKUMOHANbHBIE XapaKTePUCTUKN METOAMKHN.

HesaBucumas Bepudukaumsa naboparopuen JomKHa NOATBEPAUTb NMYTEM NONMYyYEHUs1 0ObEKTUBHbIX A0-
kazaTenbCTB (B (hopMe (pyHKLMOHANBbHBIX XapakTEPUCTUK), YTO METOANKA COOTBETCTBYET 3asiBNIEHHLIM Xapak-
TEepUCTUKaM BbINOMHEHUA uccneaoBaHus. 3asBneHHbie (PyHKUMOHANbHbIE XapakTepPUCTUKN, NOATBEPXAEH-
Hble B mpouecce Bepudukauun, 4OMmKHbI COOTBETCTBOBAaTL NPeAHA3HAYEeHHOMY NPUMEHEHUIO pe3ynbTaToB
nccnegoBaHus.

Iaboparopusa AomkHa AOKYMEHTMPOBATL Npoueaypy sepudukaumm u 3aperucTpupoBaTtb Mony4YeHHbIe
pesyneTarthl. [lepcoHan, obnaaarLumii Ha 3TO NPaBOM, AOIDKEH NEpecMaTpuBaTh pe3ynbTarbl Bepudukauum u
perucTpupoBaTth pesynbrarbl nepecMoTpa.

5.5.1.3 Banugauus metToauMk nccneaosaHua

Jlaboparopus gomkHa Npou3BOAUTL BanNMAaLuio METOAUK UCCNEA0BAHMS, MONYYEHHbIX U3 CrneayioLmx
MCTOYHWKOB:

a) HecTaH4apTHbIE METOAbI;

b) meToabl, paspabotaHHbie nabopaTtopuen;

C) CTaHJapTHblE METOAbI, NPUMEHEHHbIE BHE 06nacTu CBOEro NpeAHa3Ha4YeHHOro NPUMEHEHUS;

d) BanuaupoBaHHbIe METOAbI, NOABEPrUMECH MoanuKaLmu.

Banugauua gomxHa ObiTb HACTONBLKO MHTEHCUBHOW, HACKONMbKO HEO0BX0AUMO, YTOOLI NOATBEPAUTL Ny-
TeM npeaocTaBneHns 06bEKTUBHLIX A0KA3aTENLCTB (B hopMe PYHKLMOHANBHBIX XapakTepPUCTHUK), YTO cneuu-
duyeckune TpeboBaHua ANA NPeaHa3HA4YeHHOro NPUMEHEHUA UCCNEA0BaHUA BbIMONHEHSI.

MpuMmedyaHue — OYHKUMOHANBHLIE XapaKTepPUCTUKU METOAUKN UCCREeA0BaHWUS [OMKHLI BKNoYaTL B ce6a AaH-
Hble O TOYHOCTW U3MEpEHUs, MPaBUIIbHOCTA U3MEPEHMs!, NPELM3UOHHOCTU U3MEPEHUS, B TOM YMCrie MOBTOPSEMOCTH
M3MEPEHUS] N NPOMEXYTOUYHOW MPELM3UOHHOCTU W3MePEHUs], HeONpeAeneHHOCTU U3MEPEHUs, aHaNMTUYECKoN creLu-
PUYHOCTM, BKITHOYasi MHTEPQEPUPYIOLIME BelLLecTBa, aHanuTUYecKol YyBCTBUTENLHOCTY, Npeferne oGHapyXeHWUs U npe-
Aerne KONMYeCcTBEHHOTO OMpeAeNieHnsi, UHTepBarie U3MepeHUs, AUarHOCTMYECKOW CreUMUYHOCTU U AUarHOCTUYECKOM
YYBCTBUTENBHOCTH.

JlTaboparopusa gormkHa 4OKYMEHTUPOBaTb METOAMKY, UCNOMb3yEMYIO ANA BanuaaLuuu, U 3apermcTtpupo-
BaTb MONy4eHHblE pe3ynbraThl. YNONMHOMOYEHHbIM NepCoHan AOIMKEH NepecMarpuBartb pesynsrartbl Banuaa-
UMW U perucTpupoBaThb pesynsraTbl NEpecmMoTpa.

B cnyvae ecnu B BanuaMpoBaHHY0 METOAUKY UCCIEA0BAHUS BHECEHbI U3MEHEHUS, BNUAHUE TakuX U3-
MEHEHWIN JOMKHO ObITb JOKYMEHTUMPOBAHO U, MPU HEOOXOAMMOCTH, AOIPKHA ObiTh BLIMONHEHA HOBas Banuaa-
uus.

5.5.1.4 HeonpeneneHHOCTb M3MEPEHUS 3HAYEHUA U3MEPEHHON BENMUYMHDI

ITaboparopusa gomkHa onpeaenuTb HEONPEAENEHHOCTb U3MEPEHUS AN KAXKIA0N METOAUKU U3MEPEHUA
B aHanuWTU4eckon case, UCNONMb30BAHHOW A4S OTYETA O 3HAYEHUSIX U3MEPEHHON BENUYMHLI B Npo6ax nauu-
eHTa. Jlabopatopus gormkHa onpeaenuTb TpeboBaHUA YHKLMOHANbHLIX XapakTePUCTUK ANA HeonpeaeneH-
HOCTU U3MEPEHUS KaXXO0W METOAUKN U3MEPEHUSA U PETYNSPHO NepecMarpuBaTb OLUEHKN HEONpeaeneHHOCTU
N3MepeHus.

MpuMeyaHus

1 KOMMNOHEHTEI HeONpPeZeNeHHOCTH COYeTatoTCA ¢ MPOUCXOASLLMM NPOLECCOM N3MePEHUs, Ha4unHas oT BBOAA Npo-
6kl B NpoLEeAYpY N3MePEHUS 1 3aKkaHUMBas Bblfadel N3MepEHHOro 3Ha4YEHMS.

2 HeonpeneneHHOCTN N3aMepeHus MoryT BbiTb paccuuTaHbl, UCTONb3ya 3Ha4YEHWUS BEMUYUHEI, NOMyYeHHbIE C NOMO-
b0 U3MEPeHUs MaTepUuana Ansi KOHTPOMNsS KauyecTBa B YCIOBUSIX NPOMEXYTOUMHOW NPELM3NOHHOCTH, KOTOPLIE BKIOHAIOT
B ce0a MHOTMe pYTUHHbIE MU3MEHEHNS, BOSMOXHbIE B CTaHAAPTHLIX Onepauusx NpoLeaypel U3MepeHns, HanpuMep, us-
MEeHeHUs B NapTUsAX peareHToB UNu KanubpaTopa, y pasnuyHbiX onepaTopoB, B rpaduke 06CnyXUBaHUS MHCTPYMEHTA.

3 MpuMepamMu NpaKTU4ECKOI NONE3HOCTU OLIEHOK HEONPEAENEHHOCTI N3MEPEHUS MOTYT BbITb NoATBEPXAEHNe Co-
OTBETCTBUA 3HA4YeHUI NauueHTa Lensm KadecTsa, yCTaHOBNEHHbIM nabopaTopuei, N 3Ha4uMoe cpaBHeHWe 3HaqYeHuA
nayueHTa ¢ NpeablayLYMM 3Ha4eHeM Toro Xe TUna Unu 3Ha4eHneM AN KIMHUYECKOro peLleHns.
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IaBopatopusi 4OMKHA YYUTbLIBATL HEOMPEAENEHHOCTL M3MEPEHUSA MPU UHTEPNPETALMKU 3HAYEHUS K3-
MEepeHHOMN BENUYKHLI. [0 3anpocy nonb3osarens naboparopua MOXET NPeACTaBNATbL OLEHKU Heonpeaenex-
HOCTU U3MEPEHUSA.

B cnyyae, ecnu nccnegoBaHuAa cogepxart aran U3MepeHusl, HO He NPeACTaBnAT 3Ha4YeHUe N3MepPEeH-
HOI BENWYMHbLI, NabopaTtopusi AOMKHA PacCYMTLIBaTb HEONPEAENEHHOCTb CTaaMN N3MEPEHUS], MOCKONbKY 3TO
MOXET ObITb MOME3HO ANS OLEHKU HAaAeXHOCTU METOAUKM UCCNEA0BaHNA UMW BIUSIET HA coobLuaemblin pe-
3yneTar.

5.5.2 Buonornuyeckue pedepeHTHbIe MHTEPBanbl U/UMKU 3HAY€HUSA KNUHUYECKOTO pelleHust

INaGopatopusi gormkHa onpeaenutb Guonorndyeckue pedepeHTHbIe UHTEPBAanbl UMM 3HAYEHUS KIUHK-
YECKOr0 PeLLEHusl, 4OKYMEHTUPOBATbL OCHOBY AN pedepeHTHbIX UHTEPBANOB UMW 3HAYEHUST KIUHUYECKOTO
peLLeHust 1 cooBLUMUTL 3TY MHEPOPMAaLMIO NOMb30BATENSIM.

Korga Guonoruyeckme pedepeHTHbIe MHTEpPBanbl UM 3HAYEHUS KIMHUYECKOTrO PELLEHMS MepecTalor
COOTBETCTBOBATbL 06CNYXMBa&MON NonynsAuMm, HeobxoaAUMbIE U3MEHEHUSI AOIKHbI ObITb NPOU3BEAEHBI U CO-
06LLEeHbl NoNb3oBaTENAM.

B cnyuae, koraa nabopaTtopusi U3MEHsieT aHanuTUYeckue UMM npeaHanuTUYeckue mpoueaypbl, OHa
JOIKHA NepecMOTPETb CBA3AHHBIE C HUMK Buonornyeckne ped)epeHTHbIE UHTEPBANbI UM 3HAYEHUS! KITUHM-
YECKOro peLueHus.

5.5.3 [lokymeHTaLUA METOAUK UCCIie4OBaHUA

MeTtoaunkm nccnenoBaHus AOMmKHbI ObITb JOKYMEHTUPOBaHbLI. OHU AOMKHbI ObiTh HANUCAHBI I3bIKOM, MO-
HATHBLIM ANs nepcoHana B nabopaTtopun 1 ObITb AOCTYMNHbI B COOTBETCTBYHOLLMUX NOMELLEHUSAX.

Toboli hopmaTt KOHAEHCUPOBAHHOTO AOKYMEHTA (HanpumMep, kapta ainnos unu nogobHas ncnonb3aye-
Mas CUCTeMa) AOMKEH COOTBETCTBOBATL AOKYMEHTMPOBAHHON NpoLeaype.

MpumevyaHus

1 Paboune HCTpyKLMK, KapTa daiinos unu nogobHas ncnonezyemas cucTema, B KOTOpOW CyMMUpOBaHa KrtoveBasi
MHopMaLms, NpueMnemMsl AN NPUMEHeHNs Kak bbicTpas cnpaBka Ha paboyem MecTe, NO3BONAOLWAA UMETb UHOPMa-
LMo O MOrHOW [OKYMEHTUPOBaHHOW NpoLeaype uccrnefoBaHus.

2 MHcbopMaLma U3 MHCTPYKLMK MO MPUMEHEHUIO NPOoAYKTa MOXeT ObiTb BKNoYeHa B NPOLEAYPY UCCIEAoBaHUs ANsi
crpaBKu.

3 Ot1o TpeboBaHne MOXET BbITb BbIMONHEHO Pa3nuYHBLIMU NYTAMU B 3aBUCMMOCTM OT MECTHbIX YCroBuid. Takue cno-
coBbl MOTYT COCTOSATb B MPAMOM HanpaBneHWn NUceMm, cTaTbsix B NabopaTopHLIX raseTax U BKIIOYEHUN COOTBETCTBYOLLEN
MHOPMaLMK B OTHETHI O pesynkTaTax UccreaoBaHuii.

Bce OOKYMEHTbI, NOMOXEHUSA KOTOPbIX CBA3AHblI C YPOBHEM BbINOMHEHUS] UCCNENOBAHUS, B TOM YUC-
ne METOAWKU, UTOTOBbIE JOKYMEHTbI, (hOPMAaT KOHAEHCUPOBAHHOTO JOKYMEHTA, MHCTPYKLMMW MO0 NPUMEHEHUIO
NpoAyKTa, AOSHKHbI ObITb 06BEKTAMN KOHTPONSA AOKYMEHTOB.

B fononHeHue Kk AOKYMEHTaNbHOMY KOHTPOSIO MAEHTUUKATOPOB, AOKYMEHTALMS IOFDKHA BKNOYATb B
cebs, B cny4ae, Korga aTo COOTBETCTBYET METOAMKE UCCIEA0BaHUA, crieayioulee:

a) Luenb uccneaoBaHus;

b) npuHUMN 1 MeToA npoueaypbl, NCNONL3YEMbIi AN NCCNEA0BaHUS;

C) PYHKLUMOHANbHbIE XapakTepucTuku (cm. 5.5.1.2 n 5.5.1.3);

d) Tun npoGbl (Hanpumep, Nnasma, CbIBOPOTKA, MOYa);

€) NoAroToBKa NauueHTa;

f) TMN KOHTelHepa u 406aBoK;

g) Heobxoaumoe 06opyaOBaHNUE U PEArEHTHI;

h) KOHTpONb OKpyxatowen cpeabl U 6e30nacHOCTH;

i) npoueaypa kanubpoBkK (METPONOINYECKOW NPOCNEXUBAEMOCTH);

j) aTanbl npoueaypsol;

K) npoueaypbl KOHTPONA Ka4eCcTBa;

I) untepcepenuun (Hanpumep, nunemusi, remonus, GunNUpyouHeMus, nekapcrea) U NepekpecTHbie pe-
akuum;

m) NPMHUMN Npoueaypbl pacyeTa pe3ynbraTtoB, B TOM YMCNE, ECNU 3TO COOTBETCTBYET, HEONPEAENEH-
HOCTb U3MEPEHUS 3HAYEHUN U3MEPEHHON BENUYUHDI;

n) Guonoruyeckue pedepeHTHbIe UHTEPBarbl UIM 3HAYEHUS KITMHUYECKOTO peLleHuUs;

0) coobLIaeMblit UHTEPBAN PE3ynbLTAaTOB UCCNEA0BaHUS;

P) MHCTPYKUMSA NO ONpeaeneHuto KONMYeCTBEHHOIo pe3ynbrara, B criyyae, Korga pe3ynsraT BHe UHTep-
Bana u3MepeHus;
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q) TPEBOXHbIE/KPUTUYECKNE 3HAYEHUS, €CTIN HEOBXOAUMO;

r) nabopaTopHas KMMHUYECKAsi UHTepNpeTauus;

S) MOTEHUManbHbIE UCTOMHUKU Bapuaumu;

t) Gubnuorpaduyeckmne CCbinku.

Ecnu nabopatopus HamepeHa U3MEHUTb CYLLECTBYIOLLYIO METOAUKY UCCNEAOBaHUS Takum o6pasom,
YTO pesynbsTaThl UCCNEeA0BaHNUIA UM UX UHTEPNPETALMS MOTYT CYLLECTBEHHO W3MEHUTLCH, CMbICT U3MEHEeHUI
AOIDKEH ObITb pa3bACHEH NONb3oBaTENAM NabopaTopHbIX YCNyr nocrne Banuaauum MeTOAUKK.

5.6 O6ecneyeHue KkayecTBa pe3ynkLTaToOB UCCreaOBaHUMN

5.6.1 O6wmMe nonoxeHus

JlaBopartopust gomkHa obecnevnBaTb Ka4eCTBO UCCNEAOBaHUM, BLIMOSIHAA UX B ONpPeAeneHHbIX ycrno-
BUSIX. JOMKHbl ObiTb NMPUMEHEHbI COOTBETCTBYIOLUME NpeaHanUTUYECKUe U aHanMTUYECKME NPOLECChl (CM.
414.7,5.4, 5.7 n 5.8). abopaTtopua He gomkHa habpukoBaTb pe3ynsTaThl.

5.6.2 KoHTponb kayecTBa

5.6.2.1 O6wme nonoxeHus

JlaBopartopus JoMmkHa CnnaHMpoBaTb NPOLEAYPbl KOHTPONSA Ka4ecTsa, YToObl BEpUpUUMpOBaTh 40CTU-
JKEHUWe XemnaTenbHOro KauecTsa pesynsrarTos.

Il pumMedaHne — B HEKOTOPbIX CTpaHaxX KOHTPOI1b Ka4ecTBa, COOTBeTCTByIOU.[MVI npeacTaBneHHOMY B 3TOM Nnoj-
pasgene, HasblBakOT «BHYTPEHHUM KOHTpONeM KadecTBa»

5.6.2.2 Marepuarnsbl KOHTPONA KayecTea

ITaBGopaTtopusi 4oMKHA MCNOMNbL30BaTbh MaTtepuanbl KOHTPONA KavyecTBa, peakumsa KOTOPbIX C U3y4aemon
CMCTEMON Bnn3ka, HaCKONbKO 3TO BO3MOXKHO, K peakuuu npod naumeHTta ¢ CUCTEMON.

MaTepmanbl KOHTPONA Ka4eCcTBa AO0SMKHbI ObITb nepuoau4ecku nccneaosaHsbl ¢ LIEICTOTOI‘;l, KOTOpPasA OCHO-
BaHa Ha cTabunbHOCTM METOAMKM M PUCKE Bpeaa NauMeHTy OT owmnBOYHOro pesynerara.

MpumedvaHus

1 NaBopaTtopust gomkHa n3bpaTb KOHUEHTPaLWKU KOHTPOSMbHEIX MaTepUanos, HAacKONbKO 3TO BO3MOXHO, 6nusko K
3HaYEHUAM KIMHUYECKUX PELIEHUIA, TEM CaMbIM NOATBEPXKAasi BarIMAHOCTb NPUHATBIX peLleHUil.

2 Wcnonb3oBaHune KOHTPONbHbLIX MaTepuanos He3aBUCUMOM TPETbel7I CTOpPOHBI cneayeT NpUHMMaTb BO BHUMaHue
nnn BMecTo, UnNn B AgonorHeHune K nobbim KOHTPOJIbHBIM MaTtepuanam, NoctasnNAeMbiM U3rOTOBUTENEM peareHToB Unu
WHCTPYMEHTa.

5.6.2.3 [laHHbIe KOHTPONA KaYecTsa

Jlabopartopusa fomkHa MMETb Npoueaypy ANns NpeAoTBpaLLeHUA BblAayYu pe3ynbTaToB, MOSyYEHHbIX B
YCINOBUSIX HELOCTAaTOMHOTO KOHTPOJS KAaYeCTBa.

Koraa npaBuna KOHTPOSSt Ka4eCTBa HApPyLUEHbl U YKa3bIBAIOT, YTO pe3ynbTaT MCCNEeA0BaHUsl, BO3MOXHO,
COAEPXUT KNMHUYECKN 3HAUUMbIE OLLMOKK, pe3ynbTaTbl AOMKHbI ObiTb OTOPOLUEHB!, 8 COOTBETCTBYIOLLME NPO-
Obl NaUueHTa nccneaoBaHbl MOBTOPHO NOCHE YCTPaHEeHMS OLWMBOYHOro ycnosua u sepudukaumm nposeaeHus
UCCNefoBaHMs B paMKax YCTAHOBIIEHHbIX (DYyHKLMOHATNbHbLIX XapakTepucTtuk. JlaGoparopus Takke AOkHA
OLIEeHUTb pesysbTaTthl Npob nauueHTa, KoTopblie Bbinu uccneaoBaHbl NOCNE NOCNEAHErO YCMNELIHOro KOHTpons
KavecTBa.

[aHHble KOHTPONS Ka4eCTBa AOMKHbI NEPECMaTPUBATLCA Yepes perynsapHble MHTepBarbl BpEMEHU, YTO-
Obl OGHAPY>XUTb TEHAEHLMMN B BLINOMHEHNU UCCNEA0BAHUI, KOTOPbIE MOTYT YKa3blBaTb HA Hanuuue npobnem
B UCCnefoBaTenbCKol cucteMe. B cnyyae ecnun Takue TeHAEHUUU OTMEYEHbI, AOMKHbI ObITb NPEANPUHSTLI U
3apernucTpupoBaHsl Npeaynpexaatomne encTBus.

Il puMedaHne — JomxHbl ObITb MCNONb30oBaHbl CTATUCTUYECKUE U HECTATUCTUYECKNE TEXHONOMMU AN npoec-
ca KOHTpOnA, 4TOObI Bbila BO3MOXHOCTL NMOCTOSIHHO OTCNEXUBATL Ka4€CTBO BLINOSTHEHNA CUCTEMBI UCCIEAOBAHMUS.

5.6.3 MexxnabopaTtopHble CriMYeHus

5.6.3.1 Yyactue

Jlaboparopusa gomkHa y4acTBoBaTb B nporpaMme (nporpammax) MexnabopaTopHbIX CrMYEHUN (Takux
KaK nporpammMbl BHELLHEN OLEHKM KayecTBa UnM NporpamMmMbl UCTbITaHUS NPodeCCHOHaNbLHON KOMNETEHTHO-
CTW) COOTBETCTBEHHO UCCMEAOBAHUAM U UHTEPrpeTaLMsaM pe3ynsTaToB uccrneaoBaHuit. Jlabopatopust Aomk-
Ha OTCMEXWBAaTb Pe3ynkTarbl NPorpamMmM MexnabopaTopHbIX CMIMYEHWIA U YYaCTBOBATb B OCYLLECTBIEHUN KO-
PEKTUPYIOLLUX AENCTBUIA, KOraa npegonpeaeneHHble KpUTEPUM HE BbINOMHEHbI.
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MpumevyaHue — Jlabopatopus fomkHa y4acTBoBaTb B NporpaMMax MexnabopaTopHbIX CIIMYEHUN, KoTopble
COOTBETCTBYHT TpeboBaHuAM NCO 17043.

INabopatopus gomkHa paspaborarb JOKYMEHTUPOBAHHYIO NPOLIEAYPY ANSA y4acTus B MexanabopaTtopHbIX
CMNUYEHUAX, BKIIOYAIOLLYIO B Ce0s onpeeneHHy0 OTBETCTBEHHOCTb U MHCTPYKLUK MO y4acTuio U nobdble kpuTe-
pUU BbIMOSIHEHMS, OTNNYAIOLLMECS OT KPUTEPUEB, UCMONb3YEMbIX B MPOrpaMme MexnabopaTtopHbIX CAMYEHUIA.

Mporpamma (nporpamMmsbl) MexxnabopaTopHbIX CnMYeHnin, n3dbpanHaa naboparopuen, 4OMmKHA, HACKOMb-
KO 3TO BO3MOXHO, COAEKaTb KIIMHUYECKU BaXKHbIE 344U, KOTOPbIE UMUTUPYIOT NPOObLI NauUEHTOBR U NO3BO-
NS0T NPOBEPATb BECb NPOLECC UCCNEA0BAHNUSA, BKMIOYAA NpeaHanuTM4eckuin, aHanMTM4eckuin u noctaHanu-
TUYECKUiA ITansbl.

5.6.3.2 AnbrepHaTuBHbIe NOAX0AbI

Mpu HEeJoCTYNHOCTU yyacTus B MexnabopaTopHbIX CpaBHEHUsIX nabopaTopus AorkHa paspaboTatb
Apyrue noaxoAbl U NpeaocTaBuTb OOLEKTUBHLIE A0KA3aTeNnbCTBa ANS onpeAeneHns NpuemMneMocTu pesynb-
TatoB UccnegoBaHui. Hackonbko 9T0 BO3MOXHO, 9TOT MEXaHW3M JOIDKEH MCMOMb30BaTh NOAXOAALLMEe MaTe-
puanbl.

MpumevaHue — MpuMepammn Takux MaTepuanos MoryT ObiTb CeAytoLme:

- CepTUdULMpOBaHHbIE pedepeHTHbIE MaTepuansl;

- paHee uUccrefoBaHHble Npobl;

- MaTepuarbl U3 XpaHWUIULL KNETOK UNK TKaHe;

- 0bMeH npobamu ¢ Apyrumm nabopaTtopusmMu;

- KOHTpPOMbHble MaTepuarnbl, KOTOPLIE MOBCELHEBHO UCTIONb3YIOTCS B NMporpaMmax MexnabopaTopHbIX CrIMHeHUIA.

5.6.3.3 AHanu3 npo6 mexnabopaTopHbIX CNNYEHUI

JlaGopaTtopusi AOMKHA BKMIOYUTL NPO6bLI MEXNABopaTOPHbIX CNUYEHWUI B paboyuii NOTOK, HACKOMNbKO 3TO
BO3MOXHO, TAKUM >Ke CrocobomMm, kak u npobbl NALMEHTOB.

[MpoBbl mexnabopaTopHbIX CMYEHWIT AOMKHbI ObITb UCCNEA0BAHbLI TEM MEPCOHANOM, KOTOPbIA 0BbIYHO
uccrieayet npobbl NALMEHTOB, C MPUMEHEHUEM TEX e METOAMUK, KOTOPbIE NMPUMEHSIIOTCS AN UCCNeaoBaHUS
npo6 nauueHToB.

NabopaTtopua He gomkHa CO00LATLCA C APYTMMU YH4ACTHUKAMU NMPOrpamMmmbl MEXINabopaTopHbIX Cru-
YEHUI No NOBOAY AaHHbIX NPO6 A0 Tex Nop, NMoka 3Ty AaHHbIE HE ByayT npeacTaBneHbl Ans obLwero cee-
OeHus.

TNaGopatopusa He AOmMKHA CChINATLCA Ha NPOOLI MEXNabopPaTOPHbIX CIUYEHUI AN MOATBEPXKAEHUS UC-
crnefoBaHuii nepes nepeaaveli AaHHbIX, XOTS 3TO 0ObIYHO AENAETCA B OTHOLLEHWM NMPOG NaUMEeHTOB.

5.6.3.4 OueHka xapaKkTepuCTUK BbINOMHEHMSA uccneaoBaHuii B nabopartopuu

XapakTepuCTUKKM BbINOMHEHUSA, ONPEAENEHHbIE NPU MEXNA00PATOPHbIX CIIMYEHUSIX, AOMKHbI ObITh pac-
CMOTPEHBI U 0BCY>XAEHbI C NEPCOHANOM, KOTOPbIA UMEET K HUM OTHOLLEHUE.

B cnyuae, koraa 3apaHee onpeaeneHHble KPUTEPUU XapakTEPUCTUK BbIMOMHEHUS HE AOCTUTHYTHI (TO
€CTb UMEET MECTO HECOOTBETCTBUE), NEPCOHAN JOIMPKEH y4aCTBOBATL B MPOBEAEHUM U PETUCTPALUM KOPPEK-
TUPYIOLLMX AEUCTBUN. DPDEKTUBHOCTL KOPPEKTUPYIOLLMX AENCTBUI AOMKHA ObiTb OTCNEeXeHa. Bo3spalleH-
Hble pe3ynkTaThl 40IMKHbI ObITh OLEHEHBI B OTHOLLEHWN TEHAEHUMIA, KOTOPbIE MOTYT NPUBOAUTL K NOTEHLUMATb-
HbIM HECOOTBETCTBUSAM, U AOIDKHbI ObITh NPEANPUHATBI NPEeAYNPEXAatoLLmne AENCTBUS.

5.6.4 CpaBHMMOCTb pPe3ynbLTaToB UccrenoBaHumn

JorkHbl ObITb ONpeaeneHHble CNOCoObl CPaBHEHNSA UCNONbL30BaHHLIX NpoLeayp, 060pya0BaHUA U METO-
[10B, M YCTAHOBMNEHUSI CPABHUMOCTM PE3YNLTATOB ANA NPO6 NaUMEHTOB, UCNOMNL3YSA KNMHUYECKN ONpaBAaHHbIe
UHTEpPBanbl. 3TO NPUMEHUMO K OAMHAKOBLIM UMK Pa3NUYaoLLMMCA METOAMKAM, PA3NUYHbIM MECTaM BbINOI-
HEHWS UCcnegoBaHMin UNKU KO BCEW COBOKYMHOCTU 3TUX (DAKTOPOB.

I'Ipvl MeYyaHWe — B 4yacTHOM Cny4vae pesyneraTtoB U3MepeHWA, KOTOopble METPOSIOrMYecKn NpocneXeHbl A0
TOro e aralioHa, pesynbratbl ONUCHIBaOT Kak MMerowmne MeTponorm4eckKyro ConoCcCtTaBUMOCTb, NMNOCKOSNMbKY KaﬂVI6paT0pbl
KOMMYTaTUBHbIE.

NaGopaTopusi JomkHa YBEAOMUTb MOSIb30BaTeNein 0 NMoBbIX OTNUYUSAX B CPABHUMOCTM PE3ynbTaToB U
06cyanTb NMtobble BIUSHWUA HA KIIMHUYECKYIO MPAKTUKY NPUMEHEHUS U3MEPUTENBHBIX CUCTEM, UMEIOLLUX Pas-
NUYAIOLLMECS] UHTEPBANbI M3MEPEHUS ANSI OAHUX U TEX XKE U3MEPSIEMbIX BENMUYMH (HaNpumMep, Ans rMioKo3bl),
U U3MEHEHUS METOL0B UCCNEAOBAHUS.

NaGopaTopusi LoMKHA AOKYMEHTUPOBATb, PEMMCTPUPOBATHL W, €CNUM BO3MOXHO, BbICTPO [1e/iCTBOBATL MO
pesynsratam, NOMy4YeHHbIM MPU MeXnabopaTopHbIX CNMYeHUsX. NaeHTuuUMpoBaHHbie Npobnems! unu pas-
NUYUA AOMKHbI BbITh aKTMPOBAHbI M 3aPErMCTPUPOBAHbI NOAAEPXKUBAIOLIME AENCTBUS.
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5.7 MNocTaHanuTU4Yeckue npoueccobl

5.7.1 PaccMoOTpeHue pe3ynLraToB

JTaGopatopus fomkHa MMEeTL npoueaypy Ans o6ecnevyeHnss pacCMOTPEHUST YNONIHOMOYEHHLIM Nepco-
HanoM pe3ynsTaToB WCCMNEAOBaHWUi nNepes ux Bblaavel NyTem MX OLEHKU NPU CPaBHEHWUM C BHyTpunabopa-
TOPHBLIM KOHTPOSEM KayecTBa U, €CNM BO3MOXHO, C AOCTYNHON KIIMHMYECKON MHpbOopMaLmel n pesynsratamMmu
npeaLecTBYOWMX UCCNea0BaHNNA.

Korga B npoueanype pacCMOTPEHUSI pesynbraTtoB y4acTBYET CUCTEMA aBTOMAaTUMYecKoro Bbibopa u co-
o6LUeHMA pe3ynbTaToB, KPUTEPUM PACCMOTPEHUS AOIMKHbI ObITb YCTAHOBMEHbI, MOATBEPKAEHbI U AOKYMEHTU-
poBaHsbl (CM. 5.9.1).

5.7.2 XpaHeHue, cogepxaHue U yaaneHue KIMHUYECKUX Npos

ITaGopatopusi AomMKHa UMETb AOKYMEHTUPOBAHHYIO Npoueaypy Ana ugeHtudukauum, cbopa, coxpaHe-
HUA, MHAEKcaLUMKn, 4OCTyNa, XpaHeHus, noaaemkaHus u 6e30nacHoro yaaneHus KNMHUYeCKux npoo.

ITaGopatopusi gomxkHa OnNpeaenuTb NPOAOIMKUTENBHOCTL CPOKa COXpaHeHust npo6. Cpok CoxpaHeHus
JOMmkeH ObITb onpeaeneH Ha OCHOBE NpupoAbl NPOBbl, MCCNEAOBAHUS U NMIOGbLIX NPUMEHNMbIX TPEOOBAHUIA.

MpumMmedaHune — Opugnyeckas oTBETCTBEHHOCTb B OTHOLUEHUW OMpeAeneHHbIX TUMOB npoueayp (Hanpumep,
rMeTonornyeckne UccrnenoBaHus, reHeTuYeckne NCCNefoBaHuns, neguaTpuyeckue UCCneaoBaHnsa) MoXeT TpeboBaTb co-
XpaHeHus onpegereHHbIX Npob Ha 6onee AnuTeneHbIE CPOKU, YEM Apyrue npobbl.

BesonacHoe yganeHue npoG AOSHKHO MPOW3BOAMTLCSA B COOTBETCTBMM C MECTHLIMW MpasuriaMu Unm
pekoMeHAaLMAMK N0 0GPALLEHUIO C OTXOAAMM.

5.8 OTyeThbI O pesynbraTax

5.8.1 O6wMe nonoxeHus

OTu4eT 0 pesynkTarax Ka)xgoro CCrnefoBaHns AOMKEH ObITb TOMHBIM, AICHBIM, HEABYCMbICAIEHHBIM U CO-
OTBETCTBOBATH CreLMdUYECKUM UHCTPYKLUAM METOAMKN UCCNEAOBaHUA.

ITaGopatopus gorkHa onpeaenuTb QOPMaT u cpeay oTyeTa (HanpuMmep, ANeKTPOHHYIO UK DyMaXxkHyI0)
n cnocob, KOTOpbIM OH ByaeT nepegasaTbcsi 3 naboparopun.

JTaBopatopusa fomKHa UMETb npoueaypy obecnedeHus NpaBunbLHOCTU HaNUCaHWS NabopaToOpHLIX pe-
3ynLTaTos.

B otueTe fomkHa coaepxarbcs MHOPMaLUS Ans uHTepnpeTaumum nabopaTopHbIX pe3ynbTaToB.

JTaboparopusi 4OmKHA UMETL NpoLeaypy YBEAOMIIEHUS HA3HAYMBLLETO UCCneaoBaHne 06 OTCPOYKe Bbi-
NONHEHMUS UCCIeA0BaHNUSA, KOTOpasi MOXET NOMEeLLAThb NIeYEHUIO NauueHTa.

5.8.2 ATpuOyTbI OTYeTa

JNabopatopus aomkHa obecneuntb, YTO cneaytowme atpubyTbl oT4eTa CNOCOBCTBYIOT 3P(PEKTUBHOMY
Cco00LLeHUI0 NabopaToOpPHbIX pe3ynsTaToB U COOTBETCTBYIOT HYXXAaM Nonb3oBarenen:

a) 3aMeyaHusi 0 Ka4ecTBe Npobbl, KOTOPbIE MOTYT KOMMNPOMETUPOBATL PE3ynbTaTbl UCCNEA0BAHUS;

b) 3ameyaHusi OTHOCUTENBHO NPUFOAHOCTU NPOOLI B OTHOLLEHUU KPpUTEPUEB NPUEM/OTKA3a;

C) KPUTUYECKUE PE3YNLTAThI, €CIIU NPUMEHUMO;

d) 3ameuyaHusi N0 UHTEPNPETALMM PE3yNLTaTOB, KOTOPbLIE MOTYT BKNIOYaTh B ce65 BepudukaLuio uHTep-
npeTauumu aBToMaTU4eCKu BbIBPaHHbIX M COOOLLEHHBIX pe3yneTaToB (CM. 5.9.1) B OKOHYATENBHOM OTYETE.

5.8.3 CopepxaHue oTyeta

a) flcHoe, HeABYCMbLICIIEHHOE yKa3aHWe Ha NPOBEAEHHOE uccrneaoBaHue, BKNIOYaA COOTBETCTBYIOLLMNE
METOANKU N3MEDPEHUS;

b) HaumeHoBaHne naGoparopum, KOTOpas NPEACTaBNSAET OTUYET;

C) ykasaHue nccneaoBaHui, kotopbie 661Ny NpoBeAeHbl BO BCOMoraTensHon nabopartopuu;

d) 0aHO3HAYHYI0O UAEHTUMDUKALIMIO U MECTOHAXOXKAEHUE NaUUEHTa, eCnn 3T0 BO3MOXHO, U MECTO Ha-
3HaYeHUs OTYeTa;

€) hamunuio unu Apyrylo OAHO3HAYHYI0 MAEHTUDUKALMIO NULA, 3aNPOCMBLLETO NCCNEeA0BaHUe, U Cro-
coBObl KOHTaKTa C HUM;

f) aaty u Bpems B3ATUA NEPBUYHON NPOOBbI, €CNW 3TW AAHHBIE N3BECTHBI U CYLLECTBEHHbI ANSi OKa3aHUA
NOMOLLY NALUEHTY;

@) TMN nepBUYHOI NPOGLI;

h) meToauka namepeHusi, eCnm aTo NPUeMNEMO;

i) pesynbrartbl MCCNEAOBaHUsl, BblpaXeHHbIe B eanHuuax CU unu B eguHnLax, ConoCTaBUMbIX C AMHU-
uamu CWU, unu B 4pyrmx npuemnembix equHuLax;
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j) Guonoruyeckne pedepeHTHbIE UHTEPBAsbl, 3HAYEHUA ANA NPUHATUS KNMHUYECKMX peLUeHU unu ana-
rpaMMbl/HOMOTpaMMbl, NOAAEPXKUBAIOLIME 3HAYEHUST ANA NPUHATUS KIIMHUYECKUX PELUEHUI, eCru OHU npu-
MEHSIIOTCS.

MpuMevyaHue — B HekoTOpbIX CNyyasix MOXET BbITb LiernecoobpasHo pacnpocTpaHUTb NepeYHU Unm Tabnuub!
Buonorndecknx pedepeHTHBIX MHTEPBANOB Cpefn BCEX Morb3oBaTeneil 1abopaTopHLIX yCryr B MecTax, [i€ OHMW Mony-
YaloT OTYETHI 0 pesyneTaTax;

k) uHTepnpeTauua pesynsraroB, korga ato Tpebyercs.

NpumMevyaHue — MNonHas WHTEpNpeTaLUUsl pe3yrsTaToB TpeGyeT 3HaHUS KITMHUYECKOW MHGOPMaLMK, KoTopast
MoXxeT GbITb HeoCTyNHa nabopartopum;

[) MHbIE KOMMEeHTapumu, NPefoCTEPEXEHUSA UNU NOSICHEHUS1 (HanpuMep, KaueCTBO UIU aAeKBaTHOCTb
nepBUYHON NPoObl, KOrAa 3TO MOXET NMOCTAaBUTL NOA COMHEHUEe pe3ynbraT UCCNENO0BaHUsl, pe3ynbrarbl / UH-
Tepnperayusi OT BCNomMoraTenbHon naboparopum, MCnonb3oBaHue paspabarbiBaeMbIX METOAMK);

m) yKa3aHue UCCneaoBaHui, NPOBEAEHHLIX B NOPsiAKe NporpaMM Hay4HbIX UCCNEAO0BaHUN UK paspa-
OOTKM METOAUK U ANSI KOTOPbIX OTCYTCTBYIOT 3aSIBNEHUA O (DYHKLIMOHANbHbLIX XapaKTepUCTUKAX;

n) unaeHTudukauma nuua (nNuy), NPOBEPAIOLLEro pesynbraTbl U YNONHOMOYEHHOIO BbiAaBaTb OTYETHI
(ecnn He coaepXUTCS B OTYETE, TO AOIMKHO ObITh AOCTYMHO, NPU HEOOXOAUMOCTH);

0) AaTy M BpeMSA BblAauu oTyeTa (€CNM 3TU AaHHbIE HE COAEPXKATCH B OTYETE, OHU AOIDKHbI ObITb NErko-
JOCTYMHbI NPYU HEOOXOAUMOCTK);

pP) HOMEpP CTpaHuubl M3 0BLWero Yucna crpaHuy (Hanpumep, «crpaduua 1 u3 5», «crpanuya 2 u3 5»
nT. a..

5.9 Bbigava pesynsratoB

5.9.1 OOwWMe nonoxeHus

JlaBoparopua gomkHa paspaboTarb AOKYMEHTUPOBAHHYIO NPOLIEAYPY Bblaa4yn pesynbTatoB MCCneaoBa-
HWI, BKIIOYAIOLLYIO YKa3aHus 0 TOM, KTO MOXET BblgaBaTb pesynbrathbl M komy. MNpoueaypa aAormkHa obecneyu-
BaTb COOMIOAEHME CreayoLmnx YCroBUii:

a) B cnyyae, korga nonyyeHHas nepsuyHasa npoba HeNPUroaHa UM MOXET NPUBECTU K HEBEPHOMY pe-
3ynbTaTy, 370 AOMKHO BbIThb Yka3aHo B OTYETe.

b) B cnyyae, korga pe3ynbsrarbl MCCNEAOBAHUA OKa3anuchb B MHTEPBAanax «TPeBOXHbIN» UNU «KKPUTUYE-
CKUMy»:

- HEMEANEHHO M3BeLlaeTcs Bpay (Mnu Apyroi ynonHOMOYEHHbIN MEaMUMHCKMIA paboTHUK) [3TO Kaca-
€TCsl, B TOM YMCNE pe3ynkTaToB, NONyveHHbIX U3 Npo6, uCCneaoBaHHbIX BO BCMOMOraTenbHoli naboparopum
(cm.4.5)];

- BEAYTCS 3anuCy O NPEANPUHATBLIX AEHCTBUAX, AaTe JOKYMEHTa, BPEMEHU, OTBETCTBEHHOM COTPYAHUKE
naGopaTtopuu, nuue, KOTOPOMY nepeaHo coobLleHne, nepedaHHbIX pesyneTatax uccneaoBaHus u modbix
3aTPyAHEHUAX, NEPEUNCTIEHHBIX B YBEAOMIIEHUM.

¢) Pesynbratbl untabenbHble, 6e3 oLMGOK B HAaNMCaHuK, COOBLLEHbI ULy, YNIONTHOMOYE€HHOMY NoNyyaTb
W UCcnonb30oBaTb UHAOPMAaLUIO.

d) B cny4ae, korga pesynsrathl nepefaHbl B Nopsake NPOMEXYTOMHOro OT4eTa, 3aKa3ynky nccnegosa-
HUA AO0IKEH ObITb HanpasneH OKOHYaTENbHbINA OTYET.

e) OcyulecTBnaeTcs npouecc, obecneunBalolmii nepegady pe3ynsratoB no tenedoHy unu B anek-
TPOHHON POpPME TOMbKO YNONMHOMOYEHHOMY nony4darenio. Pesynbsrarbl, NnepeaaHHble YCTHO, AOMKHbI ObITh
3arem nepeaaHbl B IUCbMEHHOMW dhopme. [lomkHbl ObITh 3aperMcTpupoBaHbl BCE OTYEThI, N€pPeAaHHble B YCT-
HoW ¢hopme.

MpumevyaHus

1 [InA pe3ynsraTtoB HEKOTOPbLIX UCCIeAOBaHUiA (HanpuMep, UCCreoBaHUA HEKOTOPLIX FEHETUMECKUX UMK UHpEKLM-
OHHbIX Borne3Heit) MoryT 66Tk HEOBX0AMMEI creLuanbHble KOHCynbTaLmn. JlabopaTopus AomkHa CTPeMUTLCS K TOMY, YTo-
6Ll pe3ynbrathl, MMelOLLUe cepbe3Hble NOCNeAcTBUs, He coobLjanuck HenocpecTBEHHO NauueHTy 6e3 npefocTaBneHus
afieKBaTHOW KOHCYNLTaLuu.

2 Pesynbratbl nabopaTopHbIX UCCIEA0BaHUIA, KOTOpble OTAENEHb OT BCEX NPU3HAKOB UAEHTUdhMKALMW NaLMeHTa,
MOryT 6bITb UCMOMbL30BaHbl ANA TakUX Lenei, Kak anuaeMUonornyecknii, emorpacnyeckuii Unu MHoW cTaTMCTMHeCKUi
aHanms.

CmMm. Takke 4.9
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5.9.2 ABTOMaTU4eCKUi BbIGOP U coOOGLEHNE pe3ynkLTaToB

B cnyvae, ecnu nabopaTtopusa Ucnonb3yetr CUCTeMY ANsi aBTOMaTUYeCKOro Belbopa n coobLieHus pe-
3ynbTaToB, OHA AOMKHA pa3paboTarb M BHEAPUTL Npoueaypy Ans obecneveHuns CrneayoLmx yCnoBuii:

a) KpUTEpUM AN aBTOMATMYECKOro BbIOOpa U COOOLLEHUA pe3ynbTaToB OnpeaeneHbl, anpobrupoBaHbl,
Nerko AoCTynHbl U NOHATHbI NepcoHany.

MpuMevyaHuUe — OBbeKTaMU BHUMaHWS NPU UCTIONb3OBAHUN CUCTEMBI 1151 aBTOMaTUYecKoro BeiGopa U coob-
LLIeHWA pe3ynLTaToB ABMNATCA UBMEHEeHUS 3Ha4YEHWIA Pe3ynsTaToB Mo CPABHEHWIO CO 3HAYEHWUSIMU NPeabIAYLLMUX Uccrefo-
BaHuii, TpebytoLLme pacCMOTPeHUs, U 3HaYeHNs, TpebytoLue BMeLLaTeNnbCcTBa f1abopaTopHOoro nepcoHarna — aGeypaHele,
HECOOTBETCTBYIOLLME UIN KPUTUHECKME;

b) kpuTepun noaTBEpPXKAEHbI ANA AOMKHOI0 (PYHKLIMOHMPOBAHUA nepea MCMoNb30BaHUEM U Bepudn-
LUMpOBaHbl NOCIEe BHECEHUA B CUCTEMY U3MEHEHWN, KOTOPble CNOCOOHbI NOBMUATL Ha €€ hYHKLMOHAamNbHbIE
XapaKTePUCTUKN;

C) MMEeTCA BO3MOXHOCTb YKa3aHusl Ha NpUCYTCTBUE B Npobe uHTepdepeHTOB (Hanpumep, reMonusa,
runepbunupybuHeMun, NUNEMUK), KOTOPbIE CNIOCOOHBI UBMEHUTL PE3YNbTaThl UCCNIEA0BAHUS;

d) umeetcs BO3MOXHOCTb BCTPaMBAHUSI CUTHANOB MHCTPYMEHTA 00 aHanMTUYEeCKOW HEHaAEXHOCTU B
KpMTEpPUM aBTOMAaTUYECKOTO BbiBOpa 1 COOBLLEHUS Pe3ynbTaToB;

€) pesynbrarhbl, BbiOpaHHble A4Ns aBTOMAaTUYeCcKoro Coo0LeHNs, A0MKHbI ObITb MAEHTUMULMPOBaHbI BO
Bpemsi paCCMOTPEHUA Nepes Bblaadvei n AOMmKHbl COAEepXKaTh yKkasaHue o garte u BpemMeHu Bbibopa.

f) umeeTcs npouecc ana GbICTPOro NpekpaLLeHus aBToMaTn4eckoro Bbibopa 1 coobLLIeHUA pe3ynbTaTos.

5.9.3 NepecmoTp OTHETOB

B cnyvae, koraa nepBoHaYanbHbIl OTYET NOABEPICSA PEBU3UM, JOIKHbI ObITb MMCbMEHHbIE UHCTPYKLMK
OTHOCUTENBLHO PeBM3nn TakuMm 06pasom, 4ToObI:

Q) NepeCMOTPEHHbIN OTHYET OblN YETKO UAEHTUMDULMPOBAH KaK NEpPeCcMOTPEHHbIN U coaep Kan CCbISIKU Ha
AaTy 1 nepBOHaYarnbHbIN OTYET O pedynbrartax NauneHTa;

b) nonb3oBaTtens ObiN NpeaynpexaeH 0 NEPECMOTPE;

C) NepecMOTPEHHbIN OTYET codepxan AaTy U Bpemsa nepecmoTpa U Ums nuua, OTBETCTBEHHOTO 3a U3-
MEHeHue;

d) nepBOHaYanbHbIM OTYET OCTAETCA B 3aNMCAX NOCNE NPOU3BEAEHHOINO NepecmMoTpa.

Pesynbrarthl, KOTOPbIE CTanM OCHOBAHUEM ANSA NPUHATUS KIIMHUYECKOTO peLueHust u 6binu 3atem nepe-
CMOTPEHbI, 0MKHbI ObiTb COXPaHEHbI B NOCAEAYIOLLEM KYMYNSTUBHOM OTYETE U YETKO MAECHTUDULIMPOBAHDI,
KaK NnepecMOoTpeHHbIE.

B cnyuae, koraa cucrema cooOLleHUii He MOXET BOCTPUHSITL MONPABKW UM U3MEHEHUSI, perucTpauus
3TOr0 A0MKHA COXPAHATLCA.

5.10 MeHeaXxMeHT nabopaTopHoit HpOpmauun

5.10.1 O6wue nonoxeHusa

JNaboparopusa A0MKHA UMETb AOCTYN K AAHHLIM U UHGOPMALIMKU, HEOOXOAUMBIM AN NPeaoCTaBNEHUs
ycnyr, COOTBETCTBYIOLMX NOTPeBHOCTAM U TpeboBaHMAM MONb30BaTENEN.

Na6opartopus 4OMKHA UMETb I0KYMEHTUPOBAHHYIO NpoLieaypy, 0becne4mBaroLLyto NOCTOSAHHOE Coomnio-
AeHue KoOHuaeHUManbHOCTH UHopMaLMmM O NaLueHTe.

MpuMevyaHune — B HacTosWeM cTaHAapTe Noj «UHGOPMaLMOHHBIMM CUCTEMaMMW» MoApasyMeBaeTcs MeHes -
XMEHT AaHHbIX U MHOPMaLMK, coepXaLUMXCsl Kak B KOMMbIOTePe, Tak U B HEKOMMNbIOTEPU30BaHHbIX cucTeMax. HekoTto-
peie Tpe6OBaHMﬂ MoryT 6bITb Gonee NPUMEHUMbI K KOMMNbKOTEPHbLIM CUCTEMaM, YeM K HEKOMMNbTEPU3OBAHHBLIM CUCTEMAM.
KoMnbloTepHble CUCTEMbI MOTYT BKMtoHaTh B cebs MHopMaLmio 0 dyHKLMoHMpytoweM nabopatopHoM obopyaoBaHun 1
OTAENbHO CTOALLMX CUCTEMAX, UCNONB3YIOLLUX NMPEXHee NporpaMMHoe obecrnedeHune, Takoe, Kak npuMeHeHne o6paboTkm
CNOBECHLIX COOBLWEHNN, INEKTPOHHbIE TabnuLbl M 6a3kbl faHHbIX, KOTOPLIE FEHEePUPYIOT, cobupatoT, coobLyaloT U apX1BK-
pYIOT UHOPMaLWIO O NaUUEHTe U OTYETHI.

5.10.2 NpaBa U OTBETCTBEHHOCTb

Na6opatopus gomkHa 06ecneunTb, YTo ObINK onpeaeneHbl Npasa U OTBETCTBEHHOCTb NS yNpaBIeHus]
MH(pOPMALMOHHON CMCTEMOW, B TOM YMCHie nogaepaHue u Mmoaudukaumm MHPOpMaUMOHHON CUCTEMBI (CU-
CTeM), KOTOpPblE MOTyT BAUSITb HA fIeYEeHUE NaALMUEHTOB.

JlaGoparopusa gosmkHa onpeaenuTb NpaBa U OTBETCTBEHHOCTb BCEro NepcoHarna, KOTopbli MCNonb3yeT
CUCTEMY, B YaCTHOCTU TeX, KTO:

a) UMeeT A0CTYN K AaHHbIM U MHpOpMaLMK O NaLUEHTE;

b) BBOAUT AAHHLIE O NALUMEHTE M pe3ynbrarbl UCCNEAO0BaHUN;
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C) U3MEHSET AaHHbIE O NaUWUeHTe U pesynbraTbl UCCNEA0BAHUN;

d) paspeLuaet Bblaady pesynsratoB MCCNEA0BaHUI U OTYETOB.

5.10.3 MeHeJ)XMeHT UH(POPMALMOHHON CUCTEMbI

Cucrema (cuctemel) ucnonb3yemas (Mcnomnb3yemole) Ana coopa, 06paboTKu, perncTpauun, XpaHeHus
UKW BbIAAYK AAHHBIX UCCNEAOBAHUI U MHpOPMALIMK, AOMKHA ObITh:

a) NoATBEPXAEHHOM NOCTaBLUMKOM W BEpUULMPOBaHHOI ANst NpUMEHeHNA nabopaTtopueli nepen BBe-
AeHUeM B AENCTBUE C NIOOLIMU UBMEHEHUAMU B CUCTEME, Pa3pELLEHHbIMU, JOKYMEHTUPOBAHHBLIMU U BepUdu-
LUMPOBaHHbIMK Nepes UCMONb30BAHNEM.

MpumMmeyvyaHune — Banupauus v Bepudukaumsa BroYatoT B cebs, Koraa 310 NPUMEHUMO, AOMKHOE (DYHKLIMOHW-
poBaHue nHTepdeiica Mexay nabopaTopHoii NHOPMaLMOHHOW CUCTEMON W APYTMMI CUCTEMAMMU, B TOM YNCNE C MHCTPY-
MeHTamu nabopaTtopuu, 6ONEHUYHON afMUHUCTPATUBHOW CUCTEMOW C AAHHBIMU O MaLUeHTax, h cucTemamun B NepBUHHON
MOMOLL;

b) JOKyMeHTMpOBaHa U AOKYMEHTaLUSA, BKMIOYast CBEAEHUS O NOBCEAHEBHOM (DYHKLUMOHMPOBAHUM CU-
CTEMbI, AOCTYMHA YNONTHOMOYEHHOMY MONb30BaTENH);

C) 3aLiMLLeHa OT HeCaHKLUMOHUPOBAHHOIO A0CTYNa;

d) npegoxpaHeHa OT NOAAENKU U yTpaThl;

€) onepupyeT B cpeae, COOTBETCTBYIOLLEH cneuudukauusaM nocrasLumka, unm, B cnyyae, Koraa ucnosb-
3yeTcs HEKOMMbIOTEPU3NPOBAHHASA CUCTEMA, CO3AaHbl YCFIOBUS, B KOTOPbIX 3aLUyLLEeHa TOYHOCTb PyYHOU pe-
rMcTpaumm u HanucaHus,;

f) cogepxutcs Takum 06pa3om, 4To obecneyunBaeTca LENoOCTHOCTb AAaHHbIX M uHopmauum n npeayc-
MaTpUBAETCA PErMcTpaLus HapyLIeHUn CUCTEMbI U NPOBEAEHNE COOTBETCTBYIOLLMX KOPPEKTUPYIOLLUX U Npea-
ynpexaarowmx AencTBUi;

g) COOTBETCTBYET MEXAYHAPOAHbLIM N HALMOHANbHLIM TPEGOBAHUAM OTHOCUTENBHO 3aLUMTHI A@HHbIX.

IaBopatopusa AomkHa BEpUMULMPOBATb, YTO pe3ynkrarbl UCCNEAO0BAHNIA, COMETAIOWMUECH C HUMU UH-
dopmaLms U KOMMEHTAPUU TOYHO BOCMPOU3BEAEHbI B ANMEKTPOHHOW (bOpMEe unu B BUAE TBEPAOW KONuwM,
BHELUHUMWU WHOPMALMUOHHBIMK CUCTEMaMM, NpeAHa3HaYeHHbIMU AN NPAMOro Mony4eHus MHdopmauuu
(Hanpumep, KOMMbIOTEPHbIE CUCTEMbI, (paKCbl, SMEKTPOHHAA MOYTa, UHTEPHET-CaNT, NepPCOHANbHOE UHTEp-
HET-yCTPOMCTBO). B cnyyae BBeAEHMA HOBOrO MCCIEA0BaHMSA UMW aBTOMATU3MPOBAHHLIX KOMMEHTapUeB na-
Gopartopus fomkHa BepudULMPOBATL, YTO U3MEHEHUS TOYHO BOCNPOU3BEAEHbI BHELLHEN UH(POPMALIMOHHON
CMCTEMOW, NPeAHas3HauYeHHOI AN HENMOCPEACTBEHHOIO Noy4eHust uHpopmaumm ot naboparopum.

Jlabopatopusi 4OMKHA UMETb AOKYMEHTUPOBAHHBIE NAAHBI ANA NOAAEPXAHUA YCNyr Npu gedexkTax unu
BbIKMIOYEHUM MHDOPMALIMOHHBIX CUCTEM, KOTOPbIE BAUAIOT HA CNOCOBHOCTb BINOMHEHUA nabopaTtopuei CBo-
NX YCRyT.

B cnyvae, koraa MHOpPMaLMOHHAs CUCTEMA YNPaBAAETCA M NOAAEPXUBAETCA U3BHE UNKU HA CyOKOH-
TPaKTHOW OCHOBE anbTepHaTMBHbLIM NPOBaAEPOM, PYKOBOACTBO naboparopumu OTBETCTBEHHO 3a obecnedye-
HWe COOTBETCTBUSA NpoBangepa BCEM NMPUMEHUMbIM TPE6OBAHMSIM HACTOSILLEro cTaHjapTa.

32



FOCT P UCO 15189—2015

MpunoxeHue A
(cnpaBouHoe)

Koppenauusa ¢ UCO 9001:2008 u UICO/MIK 17025:2005

Cepua MCO 9000 no cucteme ka4ecTBa CNyXWUT UCXOAHBLIM JOKYMEHTOM AISl CTaHAAPTOB CUCTEMbI MEHEPKMEHTa

KayecTBa.

Tabnuua A1 WMNNOCTPUPYET KOHUEeNTyarnbHble B3aMMOOTHOLLEHUA MeXAy HacTosawum ctaHgaptom n NCO

9001:2008.

Tabnuya A1 — Koppensauusa mexgy MCO 9001:2008 un HacTosILMM CTaHAAPTOM

MCO 9001:2008

MNCO 15189:2012

1 O6nacTb NPUMEHEHHUS

1 ObnacTb NnpUMeHeHUs

1.1 OBLwue nonoxeHus

1.2 MNpumMeHeHne

2 HopmaTuBHbIE CChINKK

2 HopmaTuBHbI€ CChINKU

3 TepMuWHbI U onpegeneHus

3 TepmuHbI U onpeaeneHus

4 Cuctema MeHeXXMeHTa KavecTBa

4.2 CucteMa MeHe>KMeHTa Ka4yecTBa

4.1 Obwue TpeboaHus

4.2.2.1 O6wwme TpeboBaHuA

4.2 TpeboBaHusA k AOKYMeHTaLUK

4.2 Tpe6GoBaHUA Kk AOKYMEHTaLUK
5.5.3 [lokymMeHTauus aHanuTuyeckux npoueayp

4.2.1 OBwue nonoxeHus

4.2.2.1 O6wpwe TpeboBaHus

4.2.2 PykoBofCTBO MO Ka4yecTBy

4.2.2.2 PyKoBOACTBO MO Ka4ecTBy

4.2.3 KoHTpornb [OKYyMEHTOB

4.3 [lokyMeHTanbHblil KOHTPONb

4.2.4 KoHTporb 3anuceit

4.13 KoHTponb 3anucei
5.1.9 [lokymeHTauusi 0 nepcoHane
5.3.1.7 JokymeHTauus o6 o6opyaosaHum

5.3.2.7 [lokyMeHTaLuA O peareHTax U pacxofHblX mare-
pvanax

5.8.5 CogepxaHue ot4eTa

5 OTBETCTBEHHOCTL PYKOBOLCTBA

4 TpeboBaHus K pyKOBOACTBY

4.1 OpraHusaumst 1 OTBETCTBEHHOCTb PYKOBOACTBA
4.1.1 OpraHusayus

4.1.2 OTBETCTBEHHOCTb PYKOBOZCTBA

5.1 O6s3aTenbLCTBa PYKOBOACTBA

4.1.2.1 ObaAsatenbCTBa pyKOBOACTBA

5.2 BHUMaHuWe K KUeHTy

4.1.2.2 MNoTtpebHocTK nonb3oBaTenei

5.3 MNonuTtuka Ka4vecTtea

4.1.2.3 lNonuTuka KadecTBa

5.4 MnaHupoBaHue

4.1.2.4 Llenu ka4yecTBa W nNnaHMpoBaHue

5.4.1 Llenu kavecTBa

4.1.2.4 Llenu kayecTBa U nnaHnposaHue

5.4.2 TnaHupoBaHUe CUCTEMbI MEHEAKMEHTa KavecTBa

4.1.2.4 Llenu kayecTBa U NnaHMpoBaHue

5.5 OTBETCTBEHHOCTb, NpaBa U CBA3U

4.1.2.5 OTBETCTBEHHOCTb, NpaBa U B3aUMOOTHOLEHUSA

5.56.1 OTBETCTBEHHOCTb U NpaBa

4.1.2.5 OTBETCTBEHHOCTb, NpaBa ¥ B3aUMOOTHOLIEHUS
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[Mpodomxexue mabnuupi A.1

MCO 9001:2008

NCO 15189:2012

5.5.2 MNpeacTasutenb MeHeaXXMeHTa

4.1.2.7 YNONHOMOYEHHBIW N0 Ka4ecTBy

5.5.3 BHyTpeHHUe cBA3MN

4.1.2.6 CBszun

5.6 PaccMmoTpeHune pykoBogcTeom

4.15 PaccMoTpeHune pyKoBOA CTBOM
4.15.1 Obwwme nonoxeHus

5.6.2 Bxop B paccMOTpeHue

4.15.2 Bxopy B paccMoTpeHue
4.15.3 [leATernbHOCTb NO PpAaCCMOTPEHUIO

5.6.3 Bbixog U3 paccMOTpeHUA

4.15.4 Bbixog U3 pacCMOTPEHUA

6 MeHeXMeHT pecypcos

5 TexHuueckue TpeboBaHus

5.3 IaGopatopHoe 060pyAoBaHWe, peareHTsl U Pacxoa-
Hble MaTepuarsi

6.1 MpepocTaBneHne pecypcos

6.2 Yenoseyeckune pecypchl

5.1 lNepcoHan

6.2.1 ObLwune nonoxeHus

5.1.1 O6wme nonoxeHus

5.1.2 Ksanudukauma nepcoHana
5.1.3 OnucaHue paboTbl

5.1.4 BeegeHue nepcoHana

6.2.2 KoMNeTeHTHOCTL, 0By4YeHne 1 awareness

5.1.5 Oby4eHue
5.1.6 OLeHKa KOMMETEHTHOCTH
5.1.7 Npoeepka BbINONHeHUA 063aHHOCTEW NepcoHanom

5.1.8 MocTosHHOe obpasoBaHue U NpodpeccuoHanbHoe
COBEpLUEHCTBOBaHWE

6.3 UHppacTpyKkTypa

5.2 MomeLeHuns n ycnosus cpebl

5.2.1 OBLne nonoxeHna

5.2.2 MomeLyeHus nabopatopuu n oduca

5.2.3 MNomMeLleHuna aNa XpaHeHua

5.2.4 TomMelleHua Ansa nepcoHana

5.2.5 MomeLyeHUs aAns B3ATUA Npob nayueHTos

6.4 Paboyvas cpega

5.2.6 CopepxaHue NOMELLEHUIA N YCNOBUA OKpYXatoLen
cpeabl

7 Peanusauus npogykuuu

7.1 MNnaHnpoBaHue peanusaunm NPoAYyKLMM

4.4 CornaweHnus 06 ycnyrax
4.7 KoHcynsraTuBHbIE yCnyru

7.2 MNpouecckl, CBA3a@HHbIE C KIMeHTaMu

7.2.1 OnpegeneHune TpeboBaHUiA, CBA3@HHbLIX
C npoayKuunewn

4.4 1 YcTtaHoBreHWe cornaweHuin 06 ycnyrax

7.2.2 MNepecmoTp TpeboBaHMiA, CBSA3@HHLIX C NPOAYKUWen

4.4 2 MNepecMoTp cornawieHnii o6 ycnyrax

7.2.3 CBA3K C KNUeHTaMun

7.3 MpoekT u paspaboTtka

CmMm. Takxke 7.5

7.3.1 MnaHupoBaHWe NpoeKTUPOBaHUSA U pa3paboTku

7.3.2 Bxoabl B NpoeKTUpoBaHue U paspabotky
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FOCT P UCO 15189—2015

MCO 9001:2008

NCO 15189:2012

7.3.3 Beixogbl U3 npoekTupoBaHus 1 pazpaboTku

7.3.4 MNepecmoTp NpoeKkTUpoBaHMA 1 paspaboTku

7.3.5 Bepudumkaumsa npoekTupoBaHus u pazpaboTku

7.3.6 Banugauus npoekTupoBaHus u paspaboTku

7.3.7 KoHTponb U3aMeHeHWit NpoeKkTupoBaHus 1 paspaboT-
Ku

7.4 3akynku

4.6 BHelwHWe ycnyrn n nocTaBku

7.4.1 MNpouecc 3akynok

4.5 ViccnepgoBaHusi B CyOKOHTpaKTHbIX Nabopatopusx

4.5.1 Bbibop M oueHUBaHUe cyOKOHTpaKTHEIX nabopaTo-
pWii U KOHCYNBTaHTOB

4.5.2 MNpepocTasneHne pesynsratoB UccrefoBaHui

7.4.2 HopMaums o 3akynkax

5.3 JlaGopatopHoe o6opyfoBaHue, peareHTel U pacxon-
Hble MaTepuansi

5.3.1 ObopyaoBaHue

5.3.1.1 Obwwe nonoxeHuns

5.3.2 PeareHTbl U pacxofHble MaTepuansl
5.3.2.1 O6Lwme nonoxeHus

5.3.2.2 PeareHTbl 1 pacxogHble MaTepuans — npuemMka
n XpaHeHne

8 l/IsMepeHme, aHanua3 u copepLieHcTBOBaHWe

4.14 OueHuBaHue u ayauThbl

8.1 ObLyme NonoxeHua

4.14.1 O6wume nonoxeHns

8.2 MOHUTOPWHI U N3MepeHue

8.2.1 YaoBneTBopeHne KNNeHToB

4.8 PaspelueHune xanob
4.14.3 OueHka 0T3bIBOB MNonb3oBaTenei
4.14.4 MpegnoxeHus nepcoHarna

8.2.2 BHyTpeHHUA ayaut

4.14.5 BHyTpeHHU ayauT

8.2.3 MOHWUTOPUWHI 1 M3MepeHUne NpoLeccoB

4.14.2 Nepuogmnyeckuii nepecMoTp 3anpocoB U NPUrogHO-
cTu TpeboBaHuii K Npoleaypam u npobam

4.14.6 MeHe>XMEHT pucka

4.14.7 lHamKkaTopbl KadecTBa

4.14.8 TpoBepkn BHELLHUMMW OpraHusaLmuamu

5.6 ObecneyeHune KayecTBa pe3ynsTaToB UCCe0BaHNS

8.2.4 MOHWUTOPWHI 1 U3MepeHue NpoayKLun

8.3 KOHTpOrib HEeCOOTBETCTBYOLEN NPodyKLUUm

4.9 NaeHTUdUKaLuus N KOHTPOSb HECOOTBETCTBUNI
5.9.2 MNepecMoTp 0THETOB

8.4 AHanun3 fJaHHbIX

8.5.CoBeplueHcTBOBaHME

8.5.1 MNocToAHHOE coBepLUEeHCTBOBaHUE

4.12 [NocToAHHOE COoBEpLUEHCTBOBaHUE

8.5.2 KoppekTupytolLlee geiicteune

4.10 KoppekTupytolee genctene

8.5.3 MNpegynpexpaatollee fgencresne

411 Mpepynpexgatowee fencTeume
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dopmaT HacToAwero usfjaHua B 6onblleh Mepe HanoMuHaeT dopmatr MCO/M3BK 17025:2005, ncnonb3oBaHHbINA
NCO/TK 212 B KauecTBe MOAENM 1151 CTPYKTYPbI HACTOALLEro cTaHAapTa, crneuyansHO NpucnocobneHHoro Ans MeguuuH-

CKUX (KIMHUYecKnX) nabopaTopuil.

Tabnuuya A.2 4EMOHCTPUPYET KOPPENALMI0 MEXY 3TUMW ABYMS 1OKYMEHTaMMU.

Tabnuya A2 — Koppensauusa mexay MCO/M3IK 17025:2005 n HacTosILMM CTaHAApTOM

MCO/M3K 17025:2005

NCO 15189:2012

1 O6nacTb NpUMeHeHUsI

1 ObnacTb NPUMEHEHUS

2 HopmaTuBHbIE CCbISTKM

2 HopmaTUBHbIE CCbINKU

3 TepMUHbI U onpeaeneHns

3 TepMuHbI 1 onpegenerna

4 TpeboBaHWA K MEHEMKMEHTY

4 Tpe6oBaHUA K MEHEAXMEHTY

4.1 OpraHusauus

4.1 OpraHusauusl U OTBETCTBEHHOCTb MeHeXXMeHTa

4.2 Cuctema MeHegXMeHTa

4.2 CucteMa MeHeAXXMeHTa KadecTsa

4.3 KoHTpOrb JOKYMEHTOB

4.3 KoHTpOnb A0KYMeHTOB

4.4 MMepecMOTp 3anpocoB, TEHAEPOB U KOHTPaKTOB

4.4 CornaweHus o6 ycnyrax

4.5 BbinonHeHne TeCToB W kannbpoBoK No cy6-KoHTpakTy

4.5 UccneposaHue Bo BcnomoraTenbHoi nabopatopun

4.6 MpuobpeTeHune ycnyr n NoCcTaBoK

4.6 BHelwHWe ycnyrn U nocTaBku

4.7 YCnyru KnueHTy

4.7 KoHcynbTaTUBHBIE yCnyru

4.8 >Xanobbl

4.8 Pa3spelueHue xanob

4.9 KoHTporb HeCOOTBETCTBYOLLEro TECTUPOBaHUA U/Unu
KanubpoBoyHo paboThl

4.9 NpeHTudUKauMa n KOHTPONb HECOOTBETCTBUN

4.10 YnydweHue

4.12 [NocTosiHHOE ynyulleHue

4.11 KoppekTupytoLlee gencTemne

4.10 KoppekTupytoLiee aeicreume

412 Mpeaynpexgatowee feictene

4 .11 MNpepynpexaatoLlee feicTeue

4.13 KoHTponb 3anuceit

4.13 KoHTporb 3anucei

4.14 BHYTpeHHUe ayauTsl

4.14 OueHnBaHue 1 ayauThbl

4.15 PaccMOTpeHUe pyKoBOACTBOM

4.15 PaccMoTpeHune pyKoBOACTBOM

5 TexHu4eckue TpeboBaHuA

5 TexHuueckue TpeboBaHna

5.1 OBwMe nonoxeHus

5.2 MepcoHan

5.1 lNepcoxan

5.3 MNoMelLLeHNs 1 YCroBua cpeabl

5.2 MNomMeLyeHuna 1 ycnosus cpeabl

5.4 MeTofbl nccneqoBaHus U KanubpoBkW U Banugayus
meToaa

5.5 AHanuTnyeckue npoueccsl

5.5 OBopypoBaHue

5.3 NabopatopHoe o6opyaoBaHue, peareHTbl U pacxoa-
Hble MaTepunansl

5.6 MpocnexunBaemMocTb M3MepeHUs

5.3.1.4 Kanubpoeka o6opyaoBaHWsa U MeTponorudeckas
NpoCrexXMBaeMocTb

5.7 OT160p Npob

5.4 MpeaHanuTU4eckune npoLecchl

5.8 ObpallieHne ¢ U3fenusaMu ANS UCCMEfoBaHUA U Ka-
nMBpoBKU
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MCO/M3K 17025:2005

NCO 15189:2012

5.9 ObecneveHune KavecTBa pesynsraToB UCCRefoBaHUN

1 KanubpoBKM

5.9 ObecneyeHne kayecTBa pe3ynLTaToB UCCNEqoBaHMWIA

5. OTYeT o pesynbsratax

5.7 MNocTaHanuTnyeckne npouecchl

5.8 OT4yeThl 0 pesynsrarax

5.9 Belgaya pesyneraTtoB

5.10 MeHepxMeHT nabopaTopHoit nHpopmaLmn
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Mpunoxexue B
(cnpaBouHoe)

CpaBHeHnue UCO 15189:2007 ¢ UCO 15189:2012

Tabnuya B.1 — CpaBHeHune MCO 15189:2007 ¢ NCO 15189:2012

MCO 15189:2007

NCO 15189:2012

Mpeaucnosue Mpeaucnosue
BeegeHue BBepeHue
1 O6nacTb NpMMeHeHUA 1 O6nacTb NpUMEHEHUA
2 HopmaTuBHbIE CChINKM 2 HopMmaTuBHbIE CCINKKN
3 TepMuHbI U onpegeneHus 3 TepMuHbI U onpeaeneHns
4 TpeboBaHnsi K MEHEAXMEHTY 4 TpeboBaHUA K MEHEAXMEHTY
4.1 OpraHu3aums U MEHEKMEHT 41 OpraHu3auma n 0TBETCTBEHHOCTb MEHEKMEHTa
411 OpraHusayus
412 OTBETCTBEHHOCTb MEHEAXXMEHTa
42 CucrtemMa MeHeXXMeHTa KayecTea 42 Cuctema MeHeaXXMeEHTa KadecTea
43 421 Obwue TpeboBaHus
422 TpeboBaHua K OKyMeHTaLum
KoHTponb 40KyMEHTOB 43 KoHTpOnb JOKYMEHTOB
4.4 MepecMoTp KOHTPaKTOB 4.4 CornalueHus o6 ycnyrax
441 YcTaHoBMNeHWe cormnallueHunii o6 ycnyrax
442 MepecmoTp cornalleHuii o6 ycryrax
45 McecnegoBaHua Bo BecnomoratesbHbiX | 4.5 Wccneposanus Bo BcroMoraTenbHbIxX aboparopusax
naBoparopisx 451 BeiGop 1 oLeHMBaHWe BcrnoMoraTenbHeIX nabopaTtopuit u
KOHCYIETaHTOB
4572 MpegocTaBneHne pe3ynsraToB UCCreoBaHunii
46 BHelUHWe ycryr U nocTaBku 46 BHeluHWe yenyru 1 noctaBku
47 KoHcynksTaTuBHbIe yenyru 4.7 KoHcynsraTuBHble ycnyru
4.8 Paspeluerue xanob 48 PaspeLueHue xanob
4.9 MAeHTUDUKaLmMsa N KOHTponb HecooT- | 4.9 NaeHTUdUKaLKUA N KOHTPONb HECOOTBETCTBUN
BETCTBMIA
4.10 | KoppekTupytolLee feicTene 410 KoppekTupytoLlee geiictene
411 MpegynpexaarLlee AercTene 4.1 Mpegynpexgatollee feAcTBUE
4.12 | MNocTosiHHOE yny4lleHne 412 MocTosAHHOE yrydLueHne
4.13 | 3anucu no Ka4ecTBY U TeXHUKe 413 KoHTponb 3anucei
4,14 | BHyTpeHHMWE ayguThl 414 OueHuBaHune 1 ayanuTsl
4.14.1 | O6wue nonoxeHUs
4.14.2 | MNepnogmnyeckuit nepecMoTp 3anpocoB U NPUroLHOCTU Tpe-

GoBaHwuii kK Nnpoueaypam v npobam
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4.14.3 | OueHka 0OT3bIBOB Nonb3oBarenei
4.14.4 | MNpepnoxeHUs nepcoHana
4145 | BHyTpeHHUe ayauThl
4146 | MeHenXMeHT pucka
4147 | WNHgunkaTopbl kKavecTBa
4.14.8 | lNpoBepKkn BHELLUHUMU OpraHu3aLuamn
415 | PaccMoTpeHue pyKoBOACTBOM 415 PaccmoTpeHune pykoBoACTBOM
4151 | OBwue nonoxeHus
4152 | Bxop B paccMOTpeHue
4.156.3 | deaTenbHOCTb NO pacCMOTPEHUIO
4.15.4 | Bbixog 13 paccMoTpeHus
5 TexHuyeckune TpeboBaHus 5 TexHu4veckune TpeboBaHWs
5.1 Mepconan 5.1 MepcoHan
511 ObLwue nonoxeHus
512 Keanudukaumsa nepcoHana
513 OnucaHne paboTsl
514 Beeferune nepcoHana B cpeay opraHusaumm
515 Oby4eHune
516 OLeHKa KOMMNETEHTHOCTH
517 MpoBepka BINonHeHns 06si3aHHOCTEN NepcoHanom
5.1.8 MocTosiHHOe obpa3oBaHue U npodeccuoHanbHoe cosep-
LUeHCTBOBaHUe
519 JokyMeHTauus o nepcoHane
5.2 MomeLLeHne 1 ycrioBUS cpeabl 5.2 MomelleHUe U ycrnoBus cpeabl
5.21 O6Lyme nonoxeHus
522 MomeLeHua naboparopun n ocduca
523 MomeLLeHns ANA XxpaHeHua
524 MomelleHus Ans nepcoHana
525 MomeLleHus ansa B3aTUA Npo6 nauueHToB
526 CopepxxaHue noMeLeHunin u yCnoBusi okpyXaroLLeid cpeabl
5.3 JlabopaTopHoe obopyfoBaHue 53 JlabopatopHoe o6opyaoBaHue, peareHTbl M pacXofHble
maTtepuanbl
5.31 ObopygoBaHue
5.3.1.1 | Obwue nonoxeHuns
5.3.1.2 | UcnbitaHne npuemnemocTtu obopypoBaHusi
5.3.1.3 | WHcTpyKkuna no npuMeHeHnto obopyaoBaHua
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MCO 15189:2007 NCO 15189:2012
53 JlabopatopHoe o6opyaoBaHue 5.3.1.4 | Kanubposka obopyfoBaHUs N MeTponorudeckas rnpocne-
XKMBaeMoCTb
5.3.1.5 | MNoppepxxaHne n BocctaHoBNeHne o6opygoBaHus
5.3.1.6 | CoobleHns o HebnaronpuaTHLIX MHUUAEHTaxX ¢ o6opyao-
BaHUeM
5.3.1.7 | JokymeHTauus o6 o6opyaosaHum
532 PeareHTbl U pacxofHble MaTepuans
5.3.2.1 | O6wwume nonoxeHus
5.3.2.2 | PeareHTbl U pacxofHble MaTepuansl — NpUeM n xpaHeHue
5.3.2.3 | PeareHTbl n pacxofHble MaTepuansl — WUCNbITaHUE Npu-
rof{HoCTH
5.3.2.4 | PeareHTbl U pacxofHble MaTepuansl — MEHEAXMEHT WH-
BEHTapu3aLuuu
5.3.2.5 | PeareHTbl U pacxofjHble MaTepuansl — WHCTPYKUUU MO
NpUMeHeHUto
5.3.2.6 | PeareHTbl 1 pacxogHele MaTepuanbl — coobuleHuns o He-
6naronpuUsATHLIX UHUUAEHTAX
5.3.2.7 | PeareHTbl 1 pacxofiHble maTepunansl — [JokyMeHTauus
54 MpeananuTuyeckue npolenypsl 54 MNpeananuTuyeckue npoueccsl
5.4.1 Ob6Lwme nonoxeHus
542 NHdopMaumsa Ans naumeHToB 1 nonb3oBaTenei
543 NHdopmMaLmsa o hopme 3anpoca (HasHaveHNs)
544 BsATue nepsuyHoii Npobbl 1 obpallieHne ¢ Heit
5.4.4.1 | Obwwe nonoxeHus
5.4.4.2 | VIHCTpYKLUMM NO @aKTUBHOCTU Nepef B3ATUEM Npob
5.4.4.3 | VHCTpYKUMSA NO OeATENBHOCTW B3ATUSA
545 TpaHcnopTupoBKa Npobbl
546 MpreM npobel
547 MpeaHanuTyeckoe obpalleHne, NOLrOTOBKA U XpaHeHue
55 AHanuTuyeckue npouenyphbl 55 AHanuTuyeckme npoueccel
551 Bui6op, BepudmKkaums n BanuaaLua npoLeccos uccnego-
BaHWA
5.5.1.2 | Bepudukayua METOAUK UCCIIEAOBAHMUS
5.6.1.3 | Banugauusa MeTogumK uccriefoBaHus
5.5.1.4 | HeonpegeneHHOCTL U3MEpPEHUA 3HaYeHUh M3MepeHHON
BENUYMHbI
5562 Buonoruyeckne pedepeHTHble UHTepBankl UK 3HaAYEHUS
KMWHWYeCKoro peLUeHns
553 [oKkyMeHTaLus MeToaUK nccrnefoBaHus
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56 ObecneveHne kayecTBa aHanutude- | 5.6 ObBecneyeHune KayecTBa pe3ynsraToB UccreroBaHWi
claxTipotieAyp 5.6.1 OB6Lne nonoxeHus
56.2 KoHTponb KadecTBa
5.6.2.2 | MaTtepwuarnbl KOHTpONA Ka4ecTsa
5.6.2.3 | JaHHble KOHTPOMA KavecTBa
56.3 MexnabopaTopHble CrndeHus
5.6.3.1 | Yyactue
5.6.3.2 | AnkrepHaTuBHbIE NOAXOL b
5.6.3.3 | AHanus npo6 mexnabopaTopHbIX CANYEHWIA
5.6.3.4 | OueHKa xapaKTepuCTUK BLINOMHEHNA UccnefoBaHnii B na-
6opatopum
5.6.4 CpaBHUMOCTL pesynsTaToB UccnenoBaHuii
5.7 MocTaHanuTu4eckne rnpouenypsbl 5.7 MocTaHanuTu4eckue npoLecchl
571 PaccmoTpeHue peaynsTaTos
572 XpaHeHue, cogepxaHue U yaaneHue kKnuHUJeckux npod
5.8 OTu4eThl 0 pesyrnsraTax 5.8 OT1yeThl 0 pesyneraTax
5.8.1 ObLwme nonoxeHuns
5.8.2 ATpubyThl OTHETa
583 CopepxaHue otyeTa
5.9 Bulgava pesynsratos
592 ABTOMaTnyeckuii BbIbop 1 cooblleHne pesynsraTos
593 MepecMoTp oTyeTOB
MpexHee MNpunoxexne B 5.10 MeHegxMeHT nabopaTtopHoil MHdopMaLun
5.10.1 | Obuwwme nornoxeHna
5.10.2 | lNpaBa n OTBETCTBEHHOCTL
5.10.3 | MeHeaXMeHT UHPOPMALIMOHHOW CUCTEMDI
MpunoxeHue A Koppensuna ¢ UCO | MpunoxeHne A Koppensauus ¢ NCO 9001:2008 u UICO/M3BK
9001:2000 UCO/M3IK 17025:2005
17025:1999
MpunoxeHue B PekomeHngauuu no nabo- | Mpunoxenue B Koppensauua ¢ UICO 15189:2007
paTopHbIM  UHbOPpMaLM-
OHHbIM cuctemam (JINC)
MpunoxeHue C Otuka B nabopaTopHoi — —
MeguuuHe
Bubnuorpadus Bubnuorpadua
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Mpunoxexnue JA
(cnpaBouHoe)

CBegeHUst 0 COOTBETCTBUMN CChINTOYHbIX MEXAYHAPOAHbIX CTaHAAPTOB HaLUUOHASbHbLIM
ctangaptam Poccuitickon ®egepaunm u AeNCTBYHOLWMUM B 3TOM KavyecTBe
MEeXrocygapCcTBeHHbIM CTaHAapTam

Tabnunya OA1

OBo3HaYeHUe CCbINoYHOro O6o3HayeHne U HaMMeHoBaHue COOTBeTCTBYHLLEro

CTeneHb COOTBETCTBUSA

MeXAyHapoAHOro ctaHgapTa HalUWoHanbHOro, MeXrocygapCTBeHHOro ctaHjapTta

MCO/M3K Quide 2 — *

MCO/M3K Quide 99:2007 — *

MCO/M3K 17000:2004 IDT OCT ISO/IEC 17000—2012 «OueHKa COOTBETCTBUA.
Cnosapb 1 06LMe NPUHLUMLI»

MCO/M3K 17025:2005 IDT MOCT NCO/MBK 17025—2009 «Oblme TpeboBaHWA K
KOMMETEHTHOCTM MUCMbITAaTENbHLIX U KannbpoBoYHbIx f1abo-
patopuii»

* COOTBETCTBYHOLMIA HaLMOHANBHLIA CTaHAapT OTCYTCTBYET. [10 ero yTBEpKAEHNUS PEKOMEHAYETCS MUCMONb30BaTh
NepeBof Ha PYCCKWA A3bIK JaHHOro MeXyHapoAHOro cTaHgapTa. MepeBog AaHHOMO MEXyHapO4HOro cTaHfjapTta Ha-
xoauTcsa B defepantHoOM MHDOPMALMOHHOM (DOHZE TEXHUHMECKUX PEMAaMEHTOB U CTaHapTOB.

M pnMmedaHhne — B HaCTOHLLleVI Ta6n|/|qe ncnofbL3oBaHoO cnegykolee ycrioBHoe 0603Ha4YeHne cTeneHn cooT-
BETCTBUA CTaHOapToOB!

- IDT — ngeHTu4HLble cTaHgapThl.
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