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NMpepucnosue

1 MoaroTtoeneH JlabopaTtopmen npobnem KIMHUKO-nabopaTOpHOM AWMarHOCTUKK
HW obuwecTBeHHOro 340poBbA 1 ynpasneHus 3gpasooxpaHeHnem N6OY BIMO "TepBbin
MocKOBCKMIA  TOCYQapCTBEHHbIM  MegUUMHCKUA  yHuBepcuteT uM. U.M. CeyeHoBa"
MwuH3gpaBa Poccumn Ha ocHoBe COBCTBEHHOIO ayTEHTUYHOIO NepeBoJa Ha PYCCKUM A3bIK
cTaHgapTa, yKa3aHHOro B NyHKTe 4

2 BHeceH TexHuyecknm komuteToM no ctaHgaptudauum TK 380 "KnuHudeckne
nabopaTopHble UCCregoBaHUs U MeAUUMHCKNE U3genus ans guarHoCTukK in vitro"

3 YTBepxaeH v BBedeH B Aencteve npukasom PegepanbHOro areHTcTBa no
TEXHUYECKOMY perynupoBaHuio n metposiornmn ot 27 anpens 2015 r. N 297-ct

4 Hactoawwmn cTaHgapT WAEHTUYEH MexayHapogHomy ctaHgapty WCO
15189:2012 "MeguumHckue nabopatopun. YacTHble TpeboBaHWA K KayecTBy W
komneTeHTHOCTM" (ISO 15189:2012 "Medical laboratories - Requirements for quality and
competence").

[Mpyn NpMMeHeHUn HacTosILWero ctTaHaapTa pekoMeHayeTCcsl UCrnonb30oBaTb BMECTO
CCbIFIOYHbIX  MeXOyHapoaHblX CTaH4ApTOB COOTBETCTBYKOLWME WM  HauuoHasrbHble
ctaHgapTbl Poccuinckon  ®depepaunun, CBedeHUMSs O  KOTOpbIX NpuMBEOEHbl B
AONONHUTENBHOM npunoxexHnn OA

5 B3samen TOCT P CO 15189-2009
BBeneHue

Hactoawumn cTtaHgapTt, ocHoBaHHbIM Ha WCO/M3K 17025 mn KCO 9001,
yCTaHaBnueaeT TpeboBaHMsi K KOMMETEHTHOCTUM M KayecTBY, KOTOpble SBNSAOTCS
YacTHbIMUK ANA MeauUUHCKMX nadopaTtopuii. NTOHATHO, YTO KaXkaasa cTpaHa MOXeT UMEeTb
CBOM COOCTBEHHbIE chneundunyeckne perynupylowme OOKYMEHTbl unu TpeboBaHus,



NPUMEHUMbIE K HEKOTOPOW 4YacTu UInn KO BCeMYy NpoeccnoHansHOMYy nepcoHany n mx
AEeATENbHOCTN U OTBETCTBEHHOCTM B 3TOMN obracTu.

MeguuunHckme nabopaTopHble YCRyrm WMET CYLIEeCTBEHHOE 3HadeHne [Ons
MOMOLN nauMeHTamM KW MNO3TOMY [OSKHbl ObITb AOCTYMHbI ANA  YAOBNETBOPEHUSA
notpebHocTen BCex MaUMEHTOB M ANSA KIMHWUYECKOro nepcoHarna, OTBETCTBEHHOro 3a
oKazaHue noMoLWM 3TUM NaumeHTam. Takue ycrnyrm BKAo4vaT B cebsa odopMneHue
3anpocoB Ha  UCCnegoBaHusi,  MOArOTOBKY — MauMEHTOB, B3ATME  0o6pasLos,
TPaHCMNOPTUPOBKY, XpaHeHue, o06paboTky M uccrnegoBaHue KAMHUYECKMX Npoo,
coobLeHre pe3ynbTaToB C Nocrenyowen nHTepnpeTaunen, KoHcynbTaumen, Hapsagy ¢
cobntogeHmem 6e30nacHOCTN N ATUKU MEOULMHCKMX NTabopaTOpPHbIX YCyr.

XKenaTtenbHo, 4TO6bI MeanuuHckne nabopaTopHblie ycnyru BkoYann 6ol B cebs
nccneoBaHUA  NauMEeHTOB B Crydadx KOHCynbTauuin, u  4T10bblI  nlabopartopumn
y4acTBOBanu He TONbKO B YCTAHOBMEHUN OMarHo3a U HasHavyeHun nedvebHbIX Mep, HO 1 B
npeaynpexaeHnn 6GonesHen. Kaxpas nabopatopus [OSMKHA Takke MNpeaocTaBnATb
paboTalowemMy B Hel nepcoHany BO3MOXHOCTM Ans obpasoBaHWA U Hay4vHbIX
nccnenoBaHun. NMoCKoNbKy HacTOAWMWA CTaHAapT NpegHasHavyeH Ansi NPUMEHEHUst BO
BCeX oOLienpM3HaHHbIX B HacTosLlee BpeMs aucumninHax nabopaTtopHon MeauunHbl,
paboOTHUKN OpyrMx cnyx6 wn AUCUMNNWH, TakuX, KaK KinHu4eckas du3nonorus,
MeaVUMHCKaa BU3yanuaaums u meaumunHekasa ousmka, MOryT Takke ero Ucnonb3oBaTb U
crnegosaTtb eMy.

Kpome TOro, opraHbl, YMNOAHOMOYEHHblE [ANs OUEHKA KOMMETEHTHOCTU
MeaVUMHCKMX nabopaTtopuin, MOryT WCMOMb30BaTb HACTOALWMA CTaHOAPT Kak OCHOBY
cBoen geatenbHocTn. Ecnn nabopatopmsa cTpeMmnTca K akkpeautTauumn, oHa SOSkKHa
BblbpaTb akKpeauTylLwmin opraH, KoTopblih gencteyeT B cootBeTctBumn ¢ MCO/MOK
17011 v npMHMUMAET B pacyeT YacTHble TpeboBaHNA K MEAULMHCKUM nabopaTopusim.

Hactoswmin ctaHgapT He npeaHasHadeH OblTb WCMNONb30BaHHbIM ANs Leneu
ceptudumKaumm, OOHaKo, BbINOSIHEHNE MeauuMHCKOM nabopatopuen TpeboBaHui
HaCTosILLEero cTaHgapta o3HavaeT, YTo nabopaTtopust COOTBETCTBYET Kak TpeboBaHMsM
TEXHUYECKOM KOMMETEHTHOCTU, Tak 1 TpeboBaHUAM CUCTEMbl MEHEKMEHTA KayecTBa,
4YTO HeobxooMMO ANnA MNONyYEeHUs TEXHUYECKM HaAEeXHbIX pesynbTaToB. TpeboBaHus
CUCTEMbl MEHe)XMeHTa KayecTBa B pasgene 4 M3noXeHbl s13blIkOM, COOTBETCTBYOLLNM
onepauusaMm MeauumHckon nabopaTtopum u oTeedvaroT npuHumnam KMCO 9001:2008
CucteMbl MeHeKMeHTa KadecTBa - TpeboBaHMsi U COOTBETCTBYIOT €ro MOAXOASALLMM
TpeboBaHuam (O6beanHeHHoe KommioHuke IAF-LAC-ISO, naganHoe B 2009 r.).

Koppensauus mexay pasgenamm n nogpasgenamm HacToswero TpeTbero n3gaHns
NCO 15189 n pasgenamn NCO 9001:2008 n NCO/M3IK 17025:2005 npeactasrieHa B
NpUNoXeHUn A HacTosILLLEro cTaHgapTa.

[loKyMeHTbl MO BOMpPOCaM OKPYXXatoLlen cpenpbl, CBSA3aHHbIM C LEeATEeNbHOCTbIO
MeauunHCKon nadopatopun, 06bIYHO CCbINIATCA Ha HaCcTOALWMA CTaHO4APT U KOHKPETHO
Ha NyHKTbl 5.2.2, 5.2.6,5.3,5.4,5.5.1.4n 5.7.

1 O6bnactb npumMeHeHus

HacToswuin CTaHAapT yCTaHaBliMBaeT chneuunalibHble TpGGOBaHMﬂ K KayecTBy WU
KOMNEeTEeEHTHOCTU MeaJNLUUNHCKNX na6opaTopM|7|.



HacTtoswwmin ctaHaapT MOXeT ObiTb MCMNONb30BaH MeAMLUMHCKMMK nabopaTopusimm
AN pa3paboTKM CBOMX CUCTEM MEHeOXMEeHTa KayecTBa M Ansl OUEHKM COOCTBEHHOW
KOMMNeTeHTHocTU. CTaHAapT MOXeT Takke ObITb UCMONb30BaH Ans NOATBEPXKAEHUS UM
OLEHKM KOMMETEeHTHOCTU MeAMUMHCKMX nabopatopuii nonb3oBaTensiMy nabopaTopHbIX
YCNyr, perynmpyoLwmMmn opraHaMmm BnacTtu 1 opraHammn akkpeguTauum.

MpumeyaHue - MexagyHapoaHble, HaUMOHamNbHbIE MMM pervnoHarbHble npasuna
nnn TpeboBaHusa Takke MOryT ObITb NPUMEHEHbI K OTAENbHbIM acnekTam, CBA3aHHbIM C
HacTOSALWMUM CTaHAapTOM.

2 HopmaTtuBHble CCbINKU

B HacTosiwem ctaHaapTe UCnofb30BaHbl HOPMATUMBHBLIE CChINIKM Ha cregykowme
HOPMaTMBHbIE JOKYMEHTbI:

NMCO/M3K Pykosoacteo 2 CtaHgapTusaumst U CBsI3aHHblE BUAObl AEATENbHOCTM.
O6bwwun cnosapb (ISO/IEC Guide 2, Standardization and related kinds of activity -
General vocabulary)

NMCO/M3BK PykoBoacteBo 99 MexayHapoaHbii METPONorM4eckuin  Croeapb.
OcHoBHble K o0Owwme noHATMS K cooTBeTcTBylowmMe TepMuHbl (ISO/IEC Guide 99,
International vocabulary of metrology - Basic and general concepts and associated terms
(VIM)

MCO/M3K 17000 OueHka cooTtBeTcTBUA. CrioBapb 1 obwwmne tpebosaHus (ISO/IEC
17000, Conformity assessment - Vocabulary and general requirements)

NMCO/M3BK 17025 O6uwme TpeboBaHMA K KOMMNETEHTHOCTU MUCMbITaTeNbHbIX W
kanudposo4Hbix nabopatopun (ISO/IEC 17025, General requirements for competence of
testing and calibrating laboratories)

3 TepMI/IHbI n onpeageneHus

B HacTosiwem craHgapTe NPUMEHEHbl TEPMUHbI UM COOTBETCTBYIOLLME
onpeaeneHnda, yctaHosneHHble MCO/M3K 17000, NCO/M3BK 17025, PykoBoacTBOM
NCO 99:

3.1 akkpeautaumsa (accreditation): lNpouenypa, nocpeacTBOM KOTOPOM oOpraH
BnNactn ocuumnanbHO NpuM3HaeT CnocOBHOCTb OpraHM3auumn BbIMNOMNHATL cneuudunyeckue
3agayn.

3.2 kKputnyeckunm wuHtepBan (alert interval, critical interval): WHTepBan
pe3ynbTaToB UCCNegoBaHUN ANs TPEBOXHbIX (KPUTUYECKNX) TECTOB, KOTOPbIN yKa3biBaeT
Ha HENOCPeLCTBEHHbIN PUCK AN NauMeHTa BO3HUKHOBEHMWS MOBPEXOEHNSA U CMEPTH.

NMpumeyaHusn

1 NHTepBan MOXeT OblTb OTKPbITbIM C OOHOrO KOHUA, KOraa YCTaHOBMEH TOJSbKO
nopor.

2 JlabopaTtopus onpegensieT nepeyeHb KpUTUYECKNX TECTOB A1 CBOMX NaLMEHTOB
1 nonb3oBaTenemu.



3.3 aBTOMaTU4YeCKUN BbIOOP M Bbiga4va pesynbraTtoB (automated selection and
reporting of results): lMpouecc, ¢ NOMOLLUBKD KOTOPOro pesynbTaTbl MCCnegoBaHUN
naumeHTa noctynawT B flabopaTopHyo MH(OPMALMOHHYIO CUCTEMY N CPaBHUBAOTCA C
onpeaeneHHoiMn nabopaTopuen KpUTEPUAMM MNPUEMSIEMOCTU U B Clny4vyae ecnu
pesynbTaTbl OTBEYAOT OnpedeneHHbIM KpUTEPUSIM, OHU aBTOMATMYECKN BKIOYAKOTCSH B
6GnaHk oT4yeTa 0 pesynbTaTax 6€3 JONONHUTENBHOM OLIEHKM NEPCOHANoOM.

3.4 ouonornyeckmn pedepeHTHbIM MHTepBan (biological reference interval,
reference interval): CneundunumpoBaHHbIn MHTEpBaN pacnpegeneHna  3HavyeHun,
NONyYeHHbIX B Bruonornyeckon pedepeHTHOM Nonynsauuu.

Mpumep - LleHTpanbHbin 95%-HbI Buonornyecknin pedepeHTHbI NHTEpBan N4
3HaYeHMN KOHLUEHTPALUUM MOHA HATPUSA B CbIBOPOTKE M3 MONynsaumMm npeanonoXmnTeribHo
310POBbIX B3POCIIbIX MY>XHYUH U XeHWKMH cocTtasnseT oT 135 mmone/n oo 145 mmone/n.

NMpumeyvaHun

1 PedepeHTHbIn MHTepBan OObIMHO oOnpeaenstoT Kak ueHTpanbHbll 95%-HbIn
WHTepBan. [pyron pasmep WM acuMMeTpuyHas nokanumsauuss pedepeHTHOro
WHTepBana MoryT CoOoTBETCTBOBATb OCOOLIM Cryyasim.

2 PedepeHTHbIN MHTEpBan MOXET 3aBUCETb OT Tuna nepBUYHOro obpasua wu
MCMNONb30BaHHOW Npoueaypbl UccrneaoBaHus.

3 B HeKkoTOpbIX cnyyasix BaXeH TONbKO OAMH Ouonornyecknin pedepeHTHbIN
npegen, Hanpumep, BEPXHUM npefen, X. U TakMm o6pas3oMm, COOTBETCTBYIOLLMN
Buonornyecknin pedepeHTHbIN MHTEepPBan MOXeT OblTb MEHbLUE X UMW PaBEH X.

4 Takue TepMuHbI, Kak "HopMarnbHbIn psaa”, "HopmMaribHble 3Ha4yeHus", ABNAKTCA
HeonpeaeneHHbIMU U MO3TOMY HE PeKOMEHAYTCH AS1S NPUMEHEHWS.

3.5 KomMneTeHTHOCTb (competence): [llpoaemMoHCTpMpoBaHHAsA CNoCoOBHOCTb
NPUMEHATb 3HAHUS U YMEHUS.

MpumeyaHue - [MoOHATME KOMMETEHTHOCTW OMpeneneHo wucxoass u3 obuiero
CMbICMa HacTosilero craHgapTa. YnoTtpebneHwe 3Toro crioBa MoxeT ObiTb Gornee
cneundunyHbiM B Apyrnx gokymeHtax NCO.

[ISO 9000:2005, onpeaenexune 3.1.6]

3.6 AoKymMeHTUpoBaHHasa npoueaypa (documented procedure): Cneundmyeckni
crnocob BbINOMNHATL AeATENbHOCTb UM NPOLECC, KOTOPble AOKYMEHTMPOBaHbI, BHEPEHbI
n cobntoparoTcs.

NMpumeyaHusn

1 TpeboBaHus AnNs AOKYMEHTMPOBAHHOW npoueaypbl MOryT ObiTb W3MOXEHbI B
OLHOM JOKYMeHTe unum 6onee 4em B 04HOM AOKYMEHTE.

2 ApantuposaHo n3 MCO 9000:2005, onpenenexne 3.4.5.

3.7 nccnepoBaHue (examination): Komnnekc onepauun, OB6BEKTOM KOTOPbIX
ABNSETCA onpeaesieHne 3Ha4YeHns Unn XapakTePUCTUKN CBOMCTB.



NMpumeyvaHusn

1 B HeKoTOpbIX AucuunimMHax (Hanpumep, B MUKpobuonornm) wuccnegoBaHue
npeactaenseT cobon OeATenbHOCTb, COCTOSILLYH M3 HECKOSNbKMX TECTOB, HabnwoaeHun
NN N3MEPEHUN.

2 JlabGopaTopHble uccnegoBaHUs, KOTOpble ONpeaensitoT 3HayYeHue CBOWCTBA,
Ha3bIBAlOTCA  KONMWYECTBEHHbIMW, Te  WUCCNedoBaHWs,  KOTOpble  onpenenstT
XapaKkTepuUCTUKN CBOMCTBA, Ha3blBaOTCH KaYE€CTBEHHbIMM.

3 JlabopaTopHble uccnegoBaHUA 4YacTo HasblBalOT TaKKe aHanusamu unm
Tectamu.

3.8 mexnabopatopHoe cnuyeHue (interlaboratory comparison): OpraHusauus,
BbINOSIHEHNE W OLIEHVMBAHUE WU3MEPEHUN UNN TECTOB OOHMX W TeX e WNN CXOAHbIX
00BHEKTOB B OLHOM UM HECKONbKMX nabopaTtopmusx B COOTBETCTBUN C NpeaBapuUTEsibHO
onpeneneHHbIMN YCNOBUAMM.

[ISO/IEC 17043:2010, onpenenenue 3.4).

3.9 3aBepyrwowmn naboparopuen (laboratory director): Jlmyo (nwmuya),
OTBETCTBEHHOE 3a nabopaTopuio 1 ynpasnsoLiee elo.

MpumeyvaHun

1 [Ins uenen HacTosILWLEro ctTaHgapTa - NMUO UK nuua, KONNEeKTUBHO NMPU3HaHHbIE
Kak pykoBoguTtenb nabopatopun.

2 HauuoHanbHble, pervoHanbHble W MeCTHble npaBuna MoryT TpeboBaTb
onpegeneHHon keanudukaumm n obpasoBaHus gaHHOro nuua.

3.10 pykoBoactBo nab6bopartopuu (laboratory management): Jluuo (nuua),
KOTOpPOE pyKOBOOMT W ynpaBnseT (PYKOBOASAT W ynNpaBnsiloT) AesTeNbHOCTbIO
nabopartopun.

NMpumeyaHmne - TepmuH "pykoBoacTBO nabopaTtopun” SBASETCA CUHOHUMOM
TepmuHa "Bbicwee pykosoacteo” B ISO 9000:2005.

3.11 meauuuHcKass nabopaTtopus,, KNnuMHUYeckasa nabopartopusa (medical
laboratory, clinical laboratory): Jlabopatopusi, koTOopasi NpoBOAUT Ouonoruyeckue,
MUKpoOBMonornyeckne, MMMYHOMNOrMYECKNEe, XMMUYECKNE, WMMMYHOremMaTonornyeckume,
remaTonormyeckme, Bruodunamnyeckue, LuuTonormyeckue, rmcronaTosiormyeckue,
reHeTu4eckne unum apyrue nccnegoBaHus maTepuanoB U3 opraHMama Yeroseka B Lensx
nonyyYyeHns MHOpPMauun Ans ANarHOCTUKN, npenynpexneHns N nedveHns 6onesHn mnm
OLlEHKN COCTOSIHUS 340pOBbSI YErloBEKa W KOTOpas MOXET oKasaTb KOHCYNbTaTUBHYHO
MOMOLLb OTHOCUTENBbHO BCEX acnekToB nabopaTopHbIX WCCAefoBaHUN, BKIOYas
WHTepnpeTaunio pesynbTaToB W pekoMeHZauuio fanbHenwux He o06XoauMbix
nccrnegoBaHuUN.

ﬂpumeanMe - OTKU uccnegoBaHMAa TakKe BKIOYalT B cebs npoueaypbl AnA
onpegeneHuna, namepeHna nnnm nHble ornncaHnda NnpucyTcTemnA UM OTCYTCTBUA PaA3JTUYHbBbIX
BelwecTB Unnm MMKPpOOPraHM3mMoB.



3.12 HecooTBeTcTBME (nonconformity): HeBbinonHeHne TpeboBaHmin.
[ISO 9000:2005, onpepenexue 3.6.2].

NMpumeuaHme - [lpyrme 4acto npUMMEHsIEMble TEpPMUHbL: HebnaronpusaTHoe
cobbiTne, owmnbka, MHUMAOEHT, CNYy4YanHOCTb.

3.13 wuccnepoBaHMe no MocTy rnedeHusa (point-of-care testing, POCT,
near-patient testing): MiccrnegosaHue, BbINOSTHAEMOE BO3Me NaumeHTa unm B MecTe ero
HaXOXOEHNHA, C pe3ynbTaToOM, MOMYYEHHbIM HEMEASNIEHHO W, BO3MOXHO, BegyLMM K
N3MEHEHUIO fleYeHns naumeHTa.

[ISO 22870:2006, onpegenenune 3.1]

3.14 npoueaypbl nocne uccnefoBaHUsA, MNOCTaHANUTUYECKUMU  3Tan
(post-examination procedures, postanalytical phase): [Npouenypbl, XPOHOMOrMYeCcKn
HayMHalLWmecsa nocrne uccnegoBaHus, BKNOYass pacCCMOTPEHNE pe3ynNbTaToB, XpaHeHne
Guonornyeckoro MaTepuana, yganeHne npobbl M OTXOAOB; bopmaTUpoBaHUE,
NHTepnpeTaunto, oopMreHne 1 Bolgavy pesynbTaToB UCCNELOBaHUMI, UX XpPaHEHME.

3.15 npoueaypbl nepen wuccnegoBaHUEM, NpeaHanNUTUYECKU!W  3Tan
(pre-examination procedures, preanalytical phase): [lpouenypbl, XPOHOMOrMYECKN
HayMHalLWmecsa C Ha3Ha4YeHNa KIMMHULUCTOM UCCneoBaHus, BKNIOYEHUS UCCrnegoBaHnd
B 3adBKYy, MOAroToBKa MauueHTa, B3ATUE NEepBUYHOM MNpobbl, TPaAHCMOPTMPOBKY €€ B
nabopaTopuio 1 3aKkaH4YMBaOLLMECS HAYanNom UccrnegoBaHus.

3.16 nepBuyHas npoba, obGpasey (primary sample, specimen): [duckpeTHas
nopunsa 61MoNorM4eckon XMAKOCTW, BblAbIXaeMoro Bo3gyxa, BOMIOC UMW TKaHeW, B3ATad
ANs MccrneaoBaHus, U3YYeHWs WUnM aHanmusa OLHOW WU HECKOSMbKMX BESIMYUH Unn
CBOWCTB, KOTOpble nNpegnoriaraeTca npunucaTb Lenomy.

NMpumeyvaHusn

1 Paboyas rpynna no rnobanbHOn rapmMoHM3aumnmn ncnosnb3yet TepMunH "obpasey” B
PYKOBOAALIMX OOKYMEHTaX MO rapmoHu3auun, obosHavaa npoby ©Omonornyeckoro
NPOUNCXOXOEHUS, NpegHa3Ha4YeHHYo Ans uccrnegoBaHnst B MeauumnHekon nabopatopuu.

2 B HekoTtopbix pgokymeHTax WMCO u CEH "obpaseu" onpegeneH kak
"Guonornyeckasi npoba, B3ATas U3 Tena yenoBeka".

3 B HekoTOpbIX cTpaHax TepMuH "obpasel" ucnonb3yeTcss BMECTO MEepPBUYHOWN
npobbl (MnNu ee nopummn), kKoTopasl ABnseTcs Npobon, NOArOTOBNEHHOW AN NEPECHINKM B
nabopatoputo  (Mnu  nonydaemyw  nabopatopuen) W nNpedHasHayYeHHyw  Ongd
nccneoBaHus.

3.17 npouecc (process): CoOBOKYNHOCTb B3aMMOCBA3aHHbIX nnu
B3aMMOENCTBYIOLNX AENCTBUN, KOTOPble NpeobpasyoT BXOAbl B BbIXOAbI.

NMpumeyaHusn
1 Bxogbl B npouecc 06bIYHO SIBASOTCA BbIXO4aMu U3 APYrMx NpOLLECCOB.
2 ApantuposaHo ns NCO 9000:2005, onpeneneHuve 3.4.1.

3.18 kauyectBO (quality): CTeneHb, C KOTOpPOM pAL NPUCYLLMX XapaKTepuCTUK
yAOBNEeTBOPAT TpeboBaHNAM.



NMpumeyvaHuna

1 TepmuH "kayecTBO" MOXET MPUMEHATbCA C NpunaratenbHbIMKM  "nnoxoe”,
"xopouwlee", "bnecrsulee".

2 '"lMpucywee" kak NpOTMBOMOSIOXKHOE "MPUNUCAHHOMY" MOXeT O3HavaTb
NMOCTOSIHHYIO XapaKTepPUCTUKY.

[ISO 9000:2005, onpepenenune 3.1.1]
3.19 uHamkatop KadvectBa (quality indicator): Mepa cTeneHn, C KOTOpOW
COBOKYMHOCTb MPUCYLLNX XapakTeEPUCTUK YOOBETBOPSAEeT TpeboBaHNAM.

NMpumeyvaHusn

1 Mepa MoxeT ObITb BblpaxkeHa, Hanpumep, kak % aocturHyTtoro (% B npegenax
yCTaHOBNEHHbIX TpeboBaHun), % pedektoB (% BHe ycTaHOBIEHHbIX TpeboBaHui),
AedekTbl Ha MUNNNOH crnyyaes unu B ckarne LecTb curma.

2 WHankaTopbl kavectBa MOryT M3MepsTb CTENeHb COOTBETCTBUSA OpraHusauunm
notpebHocTaAM u TpeboBaHMAM nonb3oBaTeNen U KayecTBO BCEX OMepaLUOHHbIX
NpOLEeCCOB.

Mpumep - Ecnu TpeboBaHnem sBnsieTcs nonyveHne nadopatopuen Bcex npob
MOYN HEKOHTAMMUHUPOBAHHbLIMU, TO YNCIIO NONYYEHHbIX KOHTAMUHUPOBAHHBLIX NPO6 KakK %
BCEX MOMyYeHHbIX Npob (npucylias xapakTepucTuka npouecca) Cry>XMt Mepon KayecTsa
npouecca.

3.20 cuctema MeHegXXMeHTa Ka4vectBa (quality management system): Cuctema
MEHEeXXKMEHTa YrnpaBneHns U KOHTPONSA OeATeNnbHOCTU opraHusaumm ans obecneveHus
KayecTBa.

NMpumeyaHun

1 TepmunH "cuctema MeHemKMeHTa KadecTBa", WCMNONb30OBaHHbIA B 3TOM
onpegeneHnn, cBA3aH C OOWMM  ynpaBneHMeM [LOesiTeNbHOCTbID, MNOoCTaBkamMu U
MEHEe)KMEHTOM pecypcoB, MpoueccaMn npeaHannuTUYecKkoro, aHanmTU4YecKoro wu
nocTaHanUTMYeCKoro aTanos, OLeHMBaAHMEM U NMOCTOSAHHLIM COBEPLLUEHCTBOBAHNEM.

2 ApantuposaHo n3 MCO 9000:2005, onpegeneHne 3.2.3.

3.21 nonutuka kKa4dectBa (quality policy): Obwune HamepeHna N HanpaBrieHUs
aeatenbHoCcTM  nabopaTtopuu, OTHOCSAWMECA K  KayecTBy, CGOPMYNMPOBaHHbIE
pyKoBOACTBOM nabopaTtopum.

NMpumeyaHusn

1 OGbIYHO NoNUTMKa KavyecTBa COOTBETCTBYET OOLleNn NONUTUKE OpraHu3aunumn u
yCTaHaBNMBaeT pamMKu COBOKYMHOCTW LieNnen KayecTBa.

2 ApantuposaHo n3 MCO 9000:2005, onpeneneHne 3.2.4.

3.22 uenu kavectBa (quality objective): Xenaemoe wn uenenonaraemoe,
OTHOCSILLEECH K KayecTBy.



NMpumeyvaHuna

1 Llenn kayecTtBa 06bIMHO OCHOBaHbI Ha NONUTUKE KavyecTBa nabopaTtopuun.

2 Llenn kavectBa OObIMHO YCTaAHOBMEHbI AN COOTBETCTBYHOLMX QYHKUNA W
YPOBHEN B OpraHn3auumu.

3 ApgantuposaHo n3 MCO 9000:2005, onpenenenmne 3.2.5.

3.23 BcnomoraTtenbHasa (cybnogpsaHaa) nabopatopusa (referral laboratory):
BHewHss nabopaTopus, B KOTOPY OTCbINatoT npody Ans NpoBeAeHUs UCCrneaoBaHus.

NMpumeuaHmne - BcnomoraTtenbHyio nabopaTopuio pPyKOBOACTBO nabopaTtopuu
BblOMpaeT Ons HanpaeneHuss B Hee npobbl mnm 4actm npobbl M NpoBeaeHus
nccnegoBaHMs WM B criydae, Korga He MOXeT ObiTb  BbINOSIHEHO PYTUHHOE
nccnegoBaHue. Takaa nabopartopusa oTnuyaeTcs OT nabopaTopuu, OTHOCHLLENCA K
cucteme 0OLWEeCTBEHHOrO 340pPOBbS, TOKCUKOMOrMKW, perucTpauum Oonyxonu, wunm oT
LeHTpanbHon nabopaTtopun, HanpaeneHve Npob B KOTOpyk TpebyeT CTpykTypa unu
npaswuna.

3.24 npoba (sample): OgHa nnNu HecKonbko YacTen (Nopunn), KOTopble B3ATbl U3
nepBuYHON NPoObI.

Mpumep - O6bem (Nopums) CbIBOPOTKK, B3ATLIN U3 BosbLuero o6bema CbiIBOPOTKM.

3.25 Bpemsa obopoTta Tecta (turnaround time): MNepnog BpeMeHn mexay AByMs

cneun@uUMPOBaHHbIMA TOYKaMW - Has3Ha4yeHWeM WCCMNeaoBaHua W Bbiaadein ero
pesynbTaTa, BKMOYas npeaHanuTUYecKUin, aHanuUTUYECKUn U NocTaHanUTUYeCcKuUi
npoLecchl.

3.26 Banupauma (validation): [lloaTBepxaeHne, nyTem npeaocTaBneHUs
00BLEKTUBHBIX  JoKas3aTeNnbCTB  COOTBETCTBUSA  TpeboBaHMAM  npefHa3HayYeHHoro
NPUMEHEHUS U UCMONb30BaHUS.

NMpumeyvaHune

1 TepMuH "BanngmnpoBaHHbIN" ncnonb3yeTcs ans 0603Ha4eHus
COOTBETCTBYIOLLEro craTyca.

2 ApantupoBaHo n3 MCO 9000:2005, onpegenexne 3.8.5.

3.27 Bepudumkaumsa (verification): [loaTBepxaeHve, nytem npenocTaBrieHNs
0O BbEKTMBHbIX [OKa3aTeNbCTB BbINOMHEHUS cneunduunpoBaHHbIX TpeboBaHMN.

NMpumeyaHusn

1 TepmuH "BepuunumpoBaHHbIN" ncnonb3yeTcs ans 0603Ha4vYeHuns
COOTBETCTBYIOLLEro craTyca.

2 [MoaTeepxaeHne MOXET BKIKOYaTh Takue Buabl 4ENCTBUN, Kak:

- BbIMOJSTHEHME anbTEPHATUBHbLIX PacyeToB,

- CpaBHEHWE  HOBbLIX cneundukauum ¢  NOAOOHbIMM  AOKa3aHHbIMU
cneumdukaumamm,



- NIpoOBeEHNE TECTOB U JeMOHCTpaLMA,
- NPOBEepKa JOKYMEHTOB nepep UX BbiMyCKOM.

[ISO 9000:2005, onpepenexune 3.8.4]
4 TpeboBaHMA K MEHEKMEHTY

4.1 OpraHnsauua n oTBETCTBEHHOCTb MeHeKMeHTa

4.1.1 OpraHmsauus

4.1.1.1 O6Lwme NonoxeHus

MeguumnHckas nabopatopusa (ganee ynommHaemas kak "nabopatopus) OormkHa
COOTBETCTBOBATb TPEOOBAHUAM HACTOSALLErO CTaH4apTa Npu BbIMOSIHEHUM CBOEN paboThl
B YCMOBUSIX MOCTOSIHHOMO pa3MeLLeHNst Ui B MOBUIbHBIX YCIOBUSIX.

4.1.1.2 Opmngunyeckoe nnuo

JTabopatopmua wnu opraHusauusi, 4acTblo KOTOPOW aBnsieTcda nabopatopus,
A0JKHA HECTU IOPULMYECKY0 OTBETCTBEHHOCTb 3@ CBOK AEATENbHOCTb.

4.1.1.3 3Tnyeckoe nosegeHmne

PykoBoacTBo nabopaTtopum OOMKHO YCTAaHOBUTL NOPSAA0K, KOTOPbIN obecneynBaeT
cnegywoulee:

a) OoTCyTCTBME YyyacTus B NbOM OeAaTenbHOCTM, KoTopasi cnocobHa CHM3UTb
AoBepue K KOMMEeTEHTHOCTU nabopaTtopumn, 6ecnpuctpacTHOCTK, CNpaBeasiMBOCTU Unn
ornepaumoHHON LLeSNTOCTHOCTY;

b) pykoBoACTBO M nepcoHan cBOOOAHbI OT HENpPUEMNEMbIX KOMMEPYECKMX,
(PUHAHCOBLIX W WHbIX AAaBNEHUA W BIMAHUK, KOTOpble Mornm ©Obl HebnaronpusTHO
BO34€NCTBOBaTb Ha Ka4ecTBO Ux paboTbl;

C) Npy BO3HWKHOBEHUN MOTEHUMANbHOIO KOHMMNKTA KOHKYPEHTHbIX MHTEPECOB O
HWX OOSMKHO ObITb OTKPLITO M COOTBETCTBYHOLMM 06pa3om 3asBreHO;

d) wumeroTCa COOTBETCTBYKOLWME npoueaypbl, obecneuvmBatowme obpalleHune
nepcoHana C 4enoBevyeckMMn npodamu, TKAHAMWU WUAWM  OCTaHKaMu  COrnacHo
COOTBETCTBYIOLLUMM TpeOOBaAHUSAM 3aKOHa;

e) cobniogaeTca KOHpUaeHUNaneHOCTb UHGOPMaLMN.

4.1.1.4 3asenyowmnin nabopatopunen

JTabopatopmusa [ofmKHa pykoBOAMTbCA NUMUOM uAM  nuuyamn, obnagarowmmm
KOMMNETEHTHOCTbIO N HECYLLIMMM OTBETCTBEHHOCTL 3a NpeaoCcTaBigeMble YCNyru.

OTBETCTBEHHOCTb pykoBoAUTENS nabopatopumn AOSMKHA BKMOYaTb
npodeccroHarnbHble, Hay4Hble, KOHCYnbTaTUBHbIE, OpraHn3aLmoHHbIe,
aAMUHUCTpPaTMBHbIE W oOpasoBaTesfibHble BOMPOCHI, OTHOCALIMECS K  yCryram,
npegocTaensieMbiM niabopaTtopuen.

3aBeayowmnn nabopatopuen MOXeT nopyyaTb u3bpaHHble 0643aHHOCTU W/Mnn
OTBETCTBEHHOCTb KBanvuuMpoOBaHHOMY MepcoHany, OAHAKO COXpaHATb 3a cobon
OKOHYaTenbHYt0 OTBETCTBEHHOCTb 3a oOwme onepaumm ©  agMUHUCTPALMNIO
nabopartopuu.

O6s13aHHOCTN M OTBETCTBEHHOCTb 3aBeaylolero nabopartopuen OOMKHbl OblTb
AOKYMEHTMPOBAaHbI.

3asegyowmnn  nabopatopuen (UMM OTBETCTBEHHblE 3a  onpeaesieHHble



00s3aHHOCTMN) [OOMKHLI obnagatb HeobXOAMMOM KOMMETEHTHOCTbIO, MpaBaMn WU
pecypcamu, 4ToObl BbINONHATL TpeboBaHMs HAacTOoSALWEro ctaHgapTa.

3aeeayowmnn nabopatopuen (MNU  OTBETCTBEHHbLIN/OTBETCTBEHHbIE) [OSMKEH
(BOSIKHDbI):

a) ocywecTBnATb 3dPEKTUBHOE ynpaBneHne MeanuuMHCKUMKU riabopaTopHbIMK
ycrnyramu, BKMYas nnaHupoBaHue OrogxeTa v ynpaBneHne (UHaAHCMPOBAHMEM, B
COOTBETCTBMM C JOBEPEHHON €My OTBETCTBEHHOCTbLIO;

b) 3PP EKTUBHO OCYLLECTBNATb KOHTaKTbl c COOTBETCTBYIOLLMMM
aKKkpeanTauMOHHbIMU n perynpyoLwmnmm areHTcTBamu, oduumanbHbIMU
aAMWHUCTPATMBHbIMM OpraHamu, CoobLLEeCTBOM 34paBOOXpPaHeEHUs, 06CyXMBaeMbIMU
naumeHTamMm 1 y4acTHUKamMun oopMarsbHbIX corfalleHuni, npu HeobxogmmocTu;

c) obecrneynTb Hanuune COOTBETCTBYIOLLEN  YMCINEHHOCTM  MepcoHana,
obnagatowero obpasoBaHneM, NOLArOTOBKON U KOMMNETEHTHOCTbIO, HEOBXOAUMBIMWN OIS
oKaszaHus MeguUMHCKMX nabopaTopHbIX YCNyr, oTBevarwmx notpebHocTaM u
TpeboBaHMAM Nonb3oBaTeneu;

d) obecneunTb BHEQPEHME NOSIUTUKN KA4eCTBa;

e) co3gatb GesonacHble ycrnoBusi paboden cpenpbl, COOTBETCTBYHOLLME XOPOLLEWN
npakTuke n npuemnemMbiM TpeboBaHNAM;

f) coTpygHMyaTb C MeOMUMHCKMM MepcoHanoM oOCny>XMBaemMon OpraHm3auum,
€CNnn 3TO NPMEMSIEMO U OCYLLLECTBUMO;

g) obecneunTb npenocTaBfieHNE KIMHMYECKOM KOHCYNbTauuMmM B OTHOLUEHWUM
BblbOpa uvccrnegoBaHus, WCNOSMb30BaHWA nabopaTopHbIX YCryr W UHTepnpeTauunn
pe3ynbTaToB UCCNeLOBaHUN;

h) BbIGUPaTbL U MOHUTOPMPOBATL NOCTABLLUKOB;

i) BbIOMpaTb BCroMoraTesnbHble nabopaTtopunm MU MOHUTOPMPOBATL KaAYecTBO WX
ycnyr (cm. Takke 4.5);

j) npepocTtaBnsATb nNporpamMbl NPOGECCUOHANbHONO COBEPLUEHCTBOBAHUSA ANs
nabopaTopHOro mnepcoHana WM BO3MOXHOCTM Yy4yacTBOBaTb B Hay4yHOM WU W# WHOWU
AeATenbHOCTU NpodecCcnoHasbHbIX STabopaTopHbIX OpraHn3auunin:

K) onpegoenutb, BHeOpPUTb W MOHUTOPUPOBATbL CTaHOAPTbl BbIMNOSHEHUA W
ynyJdleHNsa KayecTBa MeAULMHCKMX NTabopaTopHbIX YCAyr.

ﬂpumeanMe - OTO MOXeT ObITb ocyLlecCTBI1eHO, HanpuMmep, 4epe3 KOMUTETbI No
coBepLeHCTBOBaAHUIO Ka4yeCcTBa OCHOBHOW opraHmn3auunm;

) MoHuTOpupoBaTbL BCHO paboTy, BbIiNoONHAeMyw B nabopatopun, 4TOObI
onpenenntb, 4To Gbina BblpaboTaHa KNMHUYECKN BaXKHAs UHpOPMaLUS;

m) paccmaTtpuBaTtb NGy xanoby, 3anpoc nnu npeanoxeHne ot nabopaTopHOro
nepcoHana u/nunu nons3osartesnien (cM. Takxke 4.8, 4.14.3 n 4.14.4);,

n) paspaboTtatb M BHEAPWUTb NNiaH Ha HenpeaBuaeHHble 06CToATENbCTBA, YTOObI
obecneunTb [OOCTYMNHOCTb CYLECTBEHHO BaXHbIX WCCNeAOBaHWA MNpU  3KCTPEHHOM
NOTPEBHOCTM B HUX UNKU NPWU APYTUX YCNOBMKSX, Koraa nabopatopHbie YCryrn orpaHnYeHbl
NN HEQOCTYMHbI.

MpumeyaHne - T[naHbl Ha HenpeaBuAeHHble OOCTOATENBCTBA  OOSKHbI
NepMOANYECKN UCTbITLIBATLCS;



0) NNaHupoBaTb M yNpaBnaTb Hay4YHbIM UCCreAOBaHMEM U pa3paboTkon, Korga 3To
Heob6xoaumo.

4.1.2 OTBEeTCTBEHHOCTb PYKOBOACTBA

4.1.2.1 O6a3aHHOCTN pyKOBOACTBA

PykoBoacteBo nabopatopumM OOMMKHO MNpeacTaBnATb  [oKasaTenbcTBa  €ro
obsa3aHHOCTEN NO pa3paboTke W BHEOPEHUID CUCTEMbI MEHEOKMEHTa KayecTBa U
NMOCTOSIHHOMY €€ Yry4LLEHMUIO NyTeM:

a) WHdOPMMPOBaHMS nabopaTOpPHOro nepcoHana O BaXHOCTU COOTBETCTBUSA
noTpebHocTaAM M TpeboBaHuAM nonb3oBaTenen (cm. 4.1.2.2), a Takke TpeboBaHuA
akkpeguTaumm v npasus;

b) yTBEpPXOEHMS NONUTUKK KayecTBa (cM. 4.1.2.3);

c) obecneyeHnss yCTaHOBNEHMUS Liefien KavyecTsa U nnaHnposaHus (cm. 4.1.2.3);

d) onpegeneHns OTBETCTBEHHOCTU, NMpaB U B3aMMOOTHOLLEHWNA BCEro nepcoHana
(cm. 4.1.2.5);

e) yCTaHOBIIEHUs NpoLeccoB KOMMyHuKauum (cm. 4.1.2.6);

f) HasHayeHMs1 OTBETCTBEHHOro NO KavecTBy (NepcoHaribHO Ha3Ha4yeHHoro) (cm.
4.1.2.7);

g) npoBeaeHns o63opoB pykosoacTtea (cm. 4.15);

h) oGecneyeHnss KOMNETEHTHOCTM BCEro nepcoHana Ans BbINOSIHEHUS CBOMX
obs3aHHocTen (cMm. 5.1.6);

i) obecneyeHna OOCTYNHOCTU agekBaTHbIX pecypcoB (cm. 5.1, 5.2 n 5.3) ansa
BO3MOXHOCTU AOSDKHOrO  OCYLUECTBMEHUS MpeaHanuTUYeCKOW, aHanmuTu4eckom u
nocTaHanuMTuyeckon gestenoHocTn (cMm. 5.4, 5.5, n 5.7).

4.1.2.2 NoTtpebHoCTM Nonb3oBaTenemn

PykoBoactBo nabopatopum omkHO obecneunTtb, 4YTOBbl NnabopaTopHblie yCnyru,
BKMOYaAsi COOTBETCTBYKOLIME  YCNyrM MO KOHCyfbTauMsm U MHTepnpeTauumu,
COOTBETCTBOBaNM MNOTPEOHOCTSAM MaLMEHTOB W TEM, KTO MONnb3yeTcs ycnyramu
nabopartopun (cm. Takke 4.4 n 4.14.3).

4.1.2.3 lNonutnka kayecTtsa

PykoBoacTtBo nabopaTtopun [OMKHO onpenenntb HamMepeHust CBOEN CUCTEMb
MeHe)KMeHTa KadecTBa B NOMMTUMKE KadecTtBa. PykoBoactBo nabopatopum OOSTKHO
obecneynTb, YTOObI MONNTUKA KayecTBa:

a) cooTBeTCTBOBarna LensiM opraHusauum;

b) BknYana YCTPEMNEHHOCTb K Xxopowein nabopaTopHOM nNpakTuke, K
nccneoBaHUsIM,  KOTOpble  OTBeYalT  npedHasHayeHHOMY  MCMONb30BaHWIO, K
COrMacoBaHHOCTM C TpeboBaHMAMM  HacCToAWEro CcraHgapta WM NOCTOSIHHOE
COBepLUEHCTBOBaHME KayecTBa nabopaTopHbIX YCIYT;

C) onpefensina pamku g yCTaHOBMEHUS U NepecMoTpa Lienen KavyecTaa;

d) 6b1na n3BecTHa M NOHATHA B OpraHn3aumu;

e) nepecmMartpuBanacb 45151 NOCTOSIHHOW NMPUroAHOCTM.

4.1.2.4 Llenn kayecTBa 1 nnaHuMpoBaHue

PykoBoacteo nabopaTopun [OSMKHO YCTAHOBWUTb LENW KadecTBa, BKo4as
HeobX0AMMOCTb COOTBETCTBOBATbL NMOTPEOHOCTAM M TpeboBaHMsM Monb3oBaTenen npu
OOIMKHBIX (DYHKUMAX U YPOBHAX BHYTPM opraHm3aumn. Llenn kavectBa AOMKHbI ObiTb
N3MepuMbl 1 COOTBETCTBOBATL MOSNUTUKE KadecTBa.



PykosoacTBo nabopatopum JormkKHO obecneyunTb, YTOObI NiIaHMPOBaHME CUCTEMDI
MeHe)KMeHTa KadecTBa COOTBETCTBOBano TpeboBaHusM (CM. 4.2) 1 Lensm KadecTsa.
PykoBoactBo nabopatopum [ormkHO obecneynTtb, 4TOObl LENOCTHOCTb CUCTEMbI
MEHEeKMEHTa KadecTBa nogaepxmpanacb npu niaHMpoOBaHUM U BHEOPEHUN U3MEHEHUI
B CUCTEMY MEHEL)KMEHTa KavyecTBa.

4.1.2.5 OTBETCTBEHHOCTb, NpaBa U B3aMMOOTHOLLEHNSA

PykoBoacTteso nabopatopun gomkHO obecneunTtb, YTOObI OTBETCTBEHHOCTb, NpaBa
N B3auMMOOTHOLWEHUS ObinnM onpefeneHbl, OOKYMEHTUPOBaHbI M COOOLLEHbI BHYTPWU
nabopaTtopHOW opraHmM3auun. ATo AOMKHO BKMNKOYaTb Ha3HAYEHUEe Nuu, OTBETCTBEHHbIX
3a Kaxayto nabopaTopHyto (OyHKUMIO U HA3Ha4YeHMe 3aMecTuUTenen And KIo4veBbiX nuy,
PYKOBOASALLErO M TEXHMYECKOro nepcoHana.

MpumeuaHue - MNpnsHaeTcs, 4TO B HEOOMbLUMX TabopaTopusix COTPYAHUKN MOTYT
MMETb HECKONbKO (YHKUMA W HasHa4yeHune 3amecTuTenen Ans Kaxaon yHKLMK
HenpakTU4HO.

4.1.2.6 KommyHukaumm

PykoBoactBo nabopaTtopum LOMKHO MMETb 3(PdEKTUBHbIE CPeacTBa CBA3M C
nepcoHanom (cm. 4.14.4). 3anucu npegMeToB COOOLLEHMA M COBELWaHUA OOSMKHbI
XpaHutbcd. PykoBoacTteo nabopatopum gomkHo obecnedntb, YTOObl Obifiv yCTaHOBMEHDI
COOTBETCTBYIOLLUME MNPOLECCbI CBA3M Mexay Jfabopatopmen u  obcnyxmBaeMbiMu
yuypexaeHnamMum 34paBOOXPaHEeHUs U 4YTo CBA3b obecneymBaeT 3(PPEeKTUBHOCTb
nabopaTopHOro  npeaHanMTUYEeCKOro,  aHanmUTUYEeCKOro WU MOCTaHaNMTUYeCcKoro
MPOLIECCOB 1 CUCTEMY MEHEKMEHTA Ka4yecTBa.

4.1.2.7 OTBETCTBEHHbIN MO KA4YeCTBY

PykoBoacteo nabopaTopun OOSMKHO Ha3HaA4UTb OTBETCTBEHHOIMO MO KayecTsy,
KOTOPbIN [OIMKEH WMeTb, He3aBUCMMO OT [pyrux obsisaHHOCTeW, AenernpoBaHHble
OTBETCTBEHHOCTb W NpaBa, BKoyarwme B cebs:

a) obecnedyeHue, BHeOpeHME U Noadep)KaHMEe MNpPOoLEeCcCcoB, HeobXoaMMbIX A4
CUCTEMbl MEHE)KMEHTA Ka4yecTBa;

b) nHdopmMmmnpoBaHme pykoBoacTBa NnabopaTtopum Ha YPOBHE MPUHATUSA peLleHni
No MNONUTMKE, LensM KayecTBa W pecypcaM O BbINOSIHEHUM CUCTEMbI MEHEKMEHTA
KayecTBa 1 nobon NoTpebHOCTM ee COBEPLLUEHCTBOBAHUS;

C) obecnedyeHne NogaepXkn coobLLeHnn 0 HyXgax u TpeboBaHuAx notpebutenen
BHYTpM nnabopaTopHOM opraHmn3aunm.

4.2 Cncrema MeHea)XMeHTa KayecTBa

4.2.1 O6wme TpeboBaHUA

JTaBopaTtopusa gomkHa YyCTaHOBUTb, JOKYMEHTUPOBATL, BHEAPUTb U NOAAEPKNBATL
CUCTEMY MEHeKMEeHTa KayecTBa M MOCTOSHHO ynyywaTtb ee 3((eKTUBHOCTL B
cooTBeTCcTBMM C TpeboBaHMAMU HacTosilwero crtaHgapTa. Cuctema MeHeXKMeHTa
KayecTBa OOSHKHA OEeWCTBOBaTb AfS MHTErpauum Bcex NpoLeccoB, Heobxogumblx Ans
BbIMOSTHEHUSI MOMUTUKMA U LIeNen KadectBa U oTBevaTb NOTpPeBGHOCTAM u TpeboBaHMAM
nonb3oBaTenen.

JTabopaTopusa gonxHa:

a) onpenennTb Npouecchl, HeobxoanMbIE AN CUCTEMbI MEHEPKMEHTA KavyecTBa U
obecneyunTb UX NPUMMEHEHNE BO BCeW nnabopatopuu;



b) onpegenuTb nocneaoBaTenbHOCTb M B3anMOLEeNCTBUE 3TUX NPOLECCOB;

C) onpeaenuTb KpUtepum n meToabl, Heobxogmmble ons obecneyeHns Toro, YTobbI
N onepauunn, N KOHTPOIb 3TUX NpoLeccoB Bbinn 3HEKTUBHBI;

d) obecneunTb [OCTYMHOCTb PEecypcoB W uHGoOpmMaumn, Heobxoaumbix ONA
noaaepkaHvusi onepaumin 1 MOHUTOPUHra 3TUX NPOLECCOB;

€) MOHUTOPUPOBAaTb M OLLEHNBATL 3TN NPOLLECCHI;

f) BHegpwuTb pgencTBuda, HeobxoguMmble ANA AOCTMXKEHUS  3annaHUpPOBaHHbIX
pe3ynbTaTtoB M NOCTOSIHHOTO YIyYLIEHWsI 3TUX NPOLECCOB.

4.2.2 TpeboBaHUS K AOKYMEHTaLUH

4.2.2.1 O6Lwme NonoxeHus

[loKkyMeHTaumsi CUCTEMbI MEHEAXKMEHTA KayecTBa AOSMKHA BKItoYaTh B cebs:

a) 3asBrieHne o nonnTuke Kkavectea (cm. 4.1.2.3) n uenax kadectsa (cm. 4.1.2.4);

b) pykoBOACTBO MO Ka4yecTBy (CM. 4.2.2.2);

C) npouenypsbl 1 3anncu, Tpedbyemble HaCcTOALWMM CTaHAAPTOM;

d) ApokymeHTbl M 3anucn (cm. 4.13), onpeneneHHble nabopaTtopuen ans
obecneyeHnss IPPEKTUBHOCTU MNMAHMPOBAHMUSA, BbINOSIHEHUS W KOHTPONSA  3TUX
NPOLIECCOB;

€) KOMuMM COOTBETCTBYIOLLMX MNpaBui, CTaHOApPTOB M OPYrMX HOPMaTUBHbIX
AOKYMEHTOB.

NMpumeyaHume - [JokymeHTaumMsas MOXET ObiTb Ha cpeae nobon opmbl UK TMNa,
KOoTopass fnerko AocTynHa W 3aluuieHa OT  HepaspelleHHbIX WU3MEHEeHUn U
HeXxxenaTenbHOro NoBpeXaeHus.

4.2.2.2 PykoBoaCTBO MO KayecTBy

JTabopaTtopua gormkHa paspaboTaTb U BECTU PYKOBOACTBO MO KayecTBY, KOTOpoe
BKNtoYaeT B cebs:

a) nonuTUKy Kavectea (cM. 4.1.2.3) unu ccbiSiky Ha Hee;

b) onucaHne ob6nacTn NpUMEHEHNs CUCTEMbl MEHEPKMEHTA Ka4yecTBa;

C) MpeacTaBneHue CTPYKTypbl OpraHu3auum u pykosBoacTsa nabopatopun n ee
MecTa B OCHOBHOW OpraHun3auuu;

d) onucaHue ponen M OTBETCTBEHHOCTM pyKoBOoACTBa nabopatopuun (BkNoYas
3aBegylowlero nabopatopvenn U OTBETCTBEHHOrO MO KayecTBy) Ans obecneyeHus
COOTBETCTBMSA C HACTOSILLUM CTaHOAPTOM;

€) onucaHue CTPYKTYpbl M B3aMMOOTHOLLUEHUA OOKYMEHTaLWUW, UCMOfb3yemMon B
CUCTEME MEHE)KMEHTA KayecTBa;

f) AOKYMEHTMPOBaAHHbIE MOSIUTMKW, YCTAHOBIIEHHbIE ANS CUCTEMbl MEHeLKMeHTa
Ka4yecTBa, M CCbISIKN HAa PYKOBOASLLYI N TEXHUYECKYHO AEATENbHOCTb AN1S ee NOAAEPXKKN.

Becb nabopaTopHbii  nepcoHan  OOMKEH MMeTb goctyn u  ObITb
MPONHCTPYKTUPOBAH OTHOCUTENbHO MCMONb30BaHUS W MNPUMEHEHUS PYKOBOACTBA MO
Ka4yecCTBY U CCbINOYHbIX AOKYMEHTOB.

4.3 KOHTpOsb AOKYMEHTOB

JTabopatopmna [ormkHa KOHTpONupoBaTb [OKYMEHTbl, Tpebyemble CUCTEMOMN
MeHeKMeHTa KayecTBa, W obecneunTb nNpefoTBpalleHUe  HexenaTenbHOro
MCNonNb30BaHNs NBOro yctapeBLUEro AOKYMEHTA.



NMpumeyvaHusn

1 [OKyMEeHTbl, KOTOpble AOSKHbl MNOANexaTb KOHTPOM, MOryT OblTb O4YEeHb
BapnabenbHbIMM B 3aBUCMMOCTU OT BEpCcUM unm cpoka. lNpumepamm MOryT CRyXuTb
3asBfIEHNA O MONUTUKE, WHCTPYKUMWU MO MNPUMEHEHMUo, paboune KapTbl, npoueaypbl,
cneundukaummn, dopmbl, KannbpoBo4dHble Tabnuubl, Guonornyeckne pedepeHTHbIe
WHTEepBanbl W WX WUCTOYHMKW, Tabnuubl, NOCTEPbI, 3aMeTKW, MEeMOpPaHAyMbl,
AOKYMEHTaUNsA KOMMNbIOTEPHbLIX NPOrpaMmM, PUCYHKM, MiaHbl, COrnawleHns u OOKYMEHTbI
BHELLHErO0 MPOUCXOXAOEHUS, TakKMe Kak npaswuna, ctaH4apTbl, CNPaBOYHUKN, N3 KOTOPbIX
B3ATbl ONMCaHNA Npoueayp nccneaoBaHuin.

2 3anucu, cogepxawme wHdopmaumo 06 OTAENbHOM MOMEHTE BPEMEHN,
yCTaHaBnMBawLyl0 AOCTUrHYTble pe3ynbTaTbhl WM  COAepXallyk [OoKa3aTenbCcTBa
NPOu3BEeLEHHON [OEeATENbHOCTU, COXpaHAeMble B COOTBETCTBMM C TpeboBaHuAMU,
npueeneHHbiMu 4.13, KoHTponb 3anucen.

JTabopaTtopua gomkHa MMeTb LOKYMEHTUpOBaHHbIe npoueaypbl Ans obecneyeHus
COOTBETCTBUS CeayowmM YCroBUAM:

a) Bce OokymeHTbl, BKMOYaa cogepxawmecs B KOMNbIOTEPU30OBAHHOW CUCTEME,
M30aHHble KaK 4YaCTb CUCTEMbl MeHe)XMeHTa Ka4yecTBa, pacCMOTpPeHbl U 0O06peHbl
YNOMHOMOYEHHbIM NepcoHanom nepeg nx BblMyCKOM.

b) Bce 4OKYMEHTbI M AEHTUOULMPOBaHbLI U UMEIOT:

- HAaMMEHOBaHwe;

- eQMHO0BPa3Hy0 MAEHTUMMKALMIO HA KaXXO0W CTPaHuULE;

- AaTy BbiNycka U/unm Homep N3gaHus;

- HOMep CTpaHuubl U3 obLLero ymucna crtpanHuy (Hanpumep, "ctp. 1 n3 5", "ctp. 2 n3
5");

- aBTOPCTBO U3JaHUS.

NMpumeyvaHue - "MIsgaHne" o3HavyaeT OauH N3 BbIMYCKOB, OTNeYaTaHHbIX B pa3Hoe
BpeEMS W coAepXalux W3MEHEeHUs U YycoBepLleHCTBOBaHUA. "W3gaHue" MOXHO
paccMmaTtpmBaTb Kak CUHOHUM "nepecmoTpa” unmn "sepcun’.

c) JaHHble aBTOPU30BaHHbIE U3aHUS N UX pacnpoCTpaHeHne NaeHTUPULMPYIOT C
MOMOLLbIO NepeyHs (Hanpumep, perucTp JOKYMEHTOB, XXypHar, MHAEKC).

d) Tonbko gencTBylOLLME, aBTOPU3OBaHHbIE U3OaHUS MPUMEHSEMbIX OJOKYMEHTOB
MMEKTCSH B MECTe UX NCNOSMb30BaHUA.

e) B cnyyae, ecnn cuctema KOHTpPONs AOKYMEHTOB nabopaTtopuu paspeluaeT
BHOCUTb UCMpaBneHus B AOKYMEHTbI OT PYKWU, Ha CPOK 4O HOBOro M3daHus JOKYMEHTa,
npoueaypbl M paspelleHus Takux UCNpaBfieHUA OOMMKHbl  OblTb  onpeneneHsbl,
MCNpaBfieHNs YETKO NOMeYeHbl, CHabXeHbl UMeHaMn 1 aaTamu, U yryyleHHoe nsgaHue
AOKyMeHTa A0SMKHO ObITb OCYLLLECTBIIEHO Yepes YCTAaHOBIEHHbIV NEPUOS BPEMEHU.

f) MIaMeHeHuns B JOKYMEHTe LOMMKHbI ObITb NOEHTUOULNPOBAHDI.

g) [lokyMeHTbI XpaHaTcsa B hopme, AOCTYMNHON ANS YTEeHUS.

h) [JokymeHTbl nepuoauyeckn nepecmMaTpmBadTCad U MOAEPHU3UPYIOTCH C
yacTtoTon, obecneymnBaroLLEN COXPAHEHME NUX MPUTOOHOCTH.

i) YcTapeBwune KOHTpONUpyeMble [OKYMEHTbl [aTUPYT M OTMedvaloT Kak
yCcTapeBLume.



j) Mo kpanHen mepe ogHa KONUA yCcTapeBLUEro OKYMeHTa COXpPaHAEeTCs B TeYeHue
onpefeneHHoro nepuoga BPEMEHU WM B COOTBETCTBUM C COOTBETCTBYIOLLMMMU
YyCTaHOBMNEHHbIMU TPEOOBaAHUAMM.

4.4 CornaweHue o6 ycnyrax

4.4.1 YctaHoBneHue cornaweHus o6 ycnyrax

JTabopaTtopma [ormKHaA MMETb LOKYMEHTMPOBAHHYK npouenypy YCTaHOBMEHUSA U
nepecmMoTpa corfnaleHuns o NpegocTaBneHnm MeguunHCKnX nabopaTopHbIX YCAYT.

Kaxgbin 3anpoc, npuHATbIM nabopaTopuen Ans NpoBeAeHMs UccrnenoBaHus
(nccnepoBaHuin), 4omkeH ObiTb NPegYCMOTPEH COrnaLleHnemM.

CornaweHna o npegoctaBieHUNn MeAMUUHCKMX NabopaTopHbIX YCAyr AOSMKHbI
npegycmaTtpuBaTb 3anpockl, MUcCrefoBaHns M oTvyeTbl. B cornaweHnn JOmKHO ObiTb
YyCTaHOBMNEHO, Kakas MHopmaLms JOMmKHA cogepxaTbcs B 3anpoce Ans obecrneyeHus
BbINOSTHEHMSI COOTBETCTBYHOLLEro UCCeAoBaHns N MHTepnpeTaunmn pesynbTaTa.

Mpn BCcTynneHun nabopatopum B cornawleHne o npenoctaBieHnn MeauLMHCKNX
nabopaTopHbIX YCNyr A0SKHbI 6bITb COBNIOAEHbI Cneaylowme yCnoBus:

a) TpeboBaHWA KNMEHTOB, MOfb3OBaTEnen M opraHuv3atopa npenocTaBneHus
MeaMUMHCKMX nabopaTopHbIX YCNyr, BKMKYas noafiexaliMe BbINOMIHEHUIO MNpoLecChl
nccnegoBaHUN, OOMKHbI BbITb onpeaeneHbl, JOKYMEHTUPOBAHbI U MOHATHbI (CM. 5.4.2 1
5.5).

b) Jlabopatopusa p[omkHa MMeTb CNOCOBHOCTb M pecypcbl Ans TOro, 4YToObl
COOTBETCTBOBaTb TpeboBaHNAM.

c) JlabopaTopHbIN nepcoHan AOrmMKeEH UMETb YMEHUS U 3HaHUS, Heobxoanmble ONA
BbINOSTHEHMS NpeanonaraemMbiX UCCRegoBaHNI.

d) WM3bpaHHble npoueaypbl MCCreaoBaHUA [OMKHbI COOTBETCTBOBaTb U ObiTb
CNOCcoOHbI yOOBNEeTBOPUTL NOTPEOHOCTM Nonb3oBaTenen (cm. 5.5.1).

e) KnueHTbl n nonb3oBaTtenu A0MKHbl ObiTb MHOPMUPOBAHLI 06 OTKIOHEHUSIX OT
cornalleHusi, KoTopble MOryT MNOBMUATbL Ha pe3yrbTaThl UCCIIEA0BaHMWMN.

f) JormxkHbl 6bITb caenaHbl CCbINKM Ha Nobyto paboTy, nopy4vyeHHyro iabopaTtopmen
BCNomoraTenbHon nabopaTopun UM KOHCYNbTaHTY.

NMpumeyvaHusn

1 3akasumkamum M nonb3oBaTensaMuM MOryT ObiTb KIMHULUMUCTBI, OpraHuM3aTopbl
3[paBOOXpPAHEHNS, OCYLLECTBAAIOWAN nnaTtex TpeTbel CTOPOHOW oOpraHu3auus unu
areHTCTBO, hapMaLeBTUYECKast KOMMaHUs U NaLMEHTbI.

2 B cnyvae, Korga 3akasyuMkoM SBRsieTCs NauMeHT (Hanpumep, Korga nauueHT
MMeeT BO3MOXHOCTb HENOCPeACTBEHHO 3aKka3sblBaTb WCCRedoBaHWE), U3MEHEHUs1 B
ycnyrax [OOfmkHbl ObiTb OTpaXeHbl B MNOSICHUTENbHOM [OOKYMEHTauuMM u oT4deTax
nabopartopuu.

3 JlabopaTtopuss He [JormkHa BCTynatb B (PMHAHCOBble OTHOLWUEHMS C
MNPaKTUKYIOLWMMU BpavyaMn Unn OUHaHCUPYIOLMMW areHTCTBaMn B criydae, Korga aTu
OTHOLUEHNA [AOEWCTBYKOT Kak CTUMyN [AN9 3aka3a WCCNedoBaHMs WNM BIMSAKT Ha
He3aBMCUMOE CYXXOEHMe Bpaya O TOM, YTO SIBMSIETCA NyylInM ANA NauneHTa.

4.4.2 NepecmoTp cornaweHus ob ycnyrax
[MepecmoTpbl cornaweHnn o NnpegocTaBeHnn MeguUNHCKUX NabopaTopHbIX ycnyr
OOSKHbI BKMOYaTh B cebs Bce acnekTbl cornaweHud. 3anncu o6 aTux nepecmoTpax



OOSDKHbI BKMOYaTb B cebs noboe nameHeHve cornaweHus u nioboe oTHocsweecs K
aeny obcyxaoeHve. B cnyvae, korga cornaweHwe HyxgaeTcsa B YnydlweHun nocne
Hayana okasaHusa ycnyr nabopatopuen, npouecc nepecmoTpa CorfalleHus OOSKeH
OblTb NOBTOPEH M O ntoboOM nonpasBke cregyeT coobWUTb BCEM 3a4eMCTBOBAHHbLIM
CTOpOHaM.

4.5 UccnepgoBaHue BO BcnomMoratenbHou naboparopumn

451 BbiObOp u“ oOueHuMBaHMe BcnomoraTtesnibHbIX nabopatopun wu
KOHCYNbTaHTOB

JTabopatopma AOormkHa UMEeTb AOKYMEHTMPOBaHHYK npouenypy Ans Bbibopa u
OLleHMBaHMA BCrnoMoraTesfbHbIX nabopaTopuin, KOHCYNbTAHTOB, KOTOPbIE BbiCKa3biBalOT
CYXXOEHMWS U NPOBOAAT MHTEPNpeTaLmIo CIIOXHbIX CCnegoBaHui B N06on gucumnnivHe.

Mpouenypa gomkHa obecnevnBaTtb cobniogeHne cnegyowmnx yCrnoBuim:

a) Jlabopatopusi, C KOHCynbTauuen Ans nonb3oBaTesis nabopaTopHbIX YCNyr,
Korga 3To npuemnemMo, OTBETCTBEHHa 3a BblGop BcrnomoraTernbHon nabopatopun u
KOHCYNbTaHTOB, MOHWTOPWHI Ka4yecTBa BbIMNOMHEHUS W obecneyeHne COOTBETCTBUSA
KOMMNETEHTHOCTK BCMOMOraTesibHbIX fnabopaTopuin U KOHCYNbTaHTOB, HeOBXoaMMon N
BbINOSTHEHMS 3anpallnBaeMbIX UCCE0BAHNUN.

b) OTHoOweHuss c BcnomoratenbHbiMKM nabopaTtopusasMm U KOHCyNbTaHTamMu
nepnoaudeckn nepecMaTpuMBaloTCA M OueHMBalTCA Ans obecrneyeHus COOTBETCTBUSA
onpeeneHHbIM pasgenam HacTosLWwero craHgapTa.

c) 3anmcu o Takmx NepUoLnYecKkMx NepecMoTpax CoOXpaHsaTCS.

d) Peructp Bcex BcrnomoratesibHbiX fabopaTopuit U KOHCYNbTAHTOB, MHEHUSA
KOTOpPbIX OGbINKn 3anpoLUeHbl, NOA4EePKMBAETCS.

e) 3anpocbl 1 pe3ynbTaThl BCEX OTOCMNAHHbIX BO BCNOMOraTesnbHble nabopaTtopun
Npo6 CoXpaHATCA B TeYeHMe 3apaHee onpeaeneHHoro nepnoaa BpeMeHMu.

4.5.2 MNpepnocraBneHune pe3ynbTaToB UCCNeaoBaHUN

Ecnn 310 He ycTaHOBMNEHO MHbIM O06pa3oM B COrnalleHun, OTBETCTBEHHOCTb 3a
npegocTasneHne pesynbTaTa BCMOMOraTesibHON nabopaTopuen 3aKasunky
nccneaoBaHus HeceT OCHOBHas nabopaTtopusa (a He BcrnomoraTenbHasa nadopaTtopus)

Ecnn otuet 06 nccnegoBaHum rotoBuT nabopatopusd, NOMb3ylowascs ycrnyramu
BCMomoraTenbHon nabopatopun, 3TOT OTYET AOSMKEH coaepXaTb BCE CYLLUECTBEHHbIE
9NeMeHTbl  pe3ynbTaToB, COOOLEHHbIX BCOOMoraTenbHon nabopaTtopuen  uUnu
KOHCYNbTaHTOM, 0e3 W3MeHeHWW, KoTopble MOrnn ©Obl MOBAUATE Ha KIIMHUYECKYHO
nHTepnpeTaunto. B otyeTte JOMKHO ObITb yKkasaHO, KakMe MccrneaoBaHWS BbINOJSTHEHDI
BCNomoraTenbHon nabopaTopnen unm KOHCYNbTaHTOM.

ABTOP NtOBbIX 4OMNOAHUTENBHbBIX 3aMeYaHUN SOSMKEH OblTb NOEHTUDULMPOBAH.

JTaBopatopun AOOMKHbI NPUMEHATb BCe Hambonee noaxoaslume cpeactsa Aans
coobLeHmns pesynbTaToB nccnenoBaHui, BbIMOMHEHHbIX ~ BCMOMOraTenbHOM
nabopaTtopuen, NpuHUMasi BO BHMMaHWe Bpemsi obopoTa TecTa, TOYHOCTb U3MepEHUs,
npoLecchl TpaHckpunuumn n TpeboBaHMs K yMEHUIO MHTepnpeTupoBaTtb. B cnyyae, ecnu
AnNs  NpaBWNbHOW  WHTEpNpeTauMm W NPUMEHEHUst pe3ynbTaTtoB  Heobxoaumo
COTPYOHUYECTBO MeEXAY KIMHMLMCTaMM M cOoTpyaHukamu obenx nabopartopuin, aToMy
npoLeccy He OOMKHbI MelaTb KOMMepYeckue unm omHaHCcoBble COOBpaKeHus.

4.6 BHelwwHMe ycnyrm v nocTaBKuU

JTaBopaTtopmusa gomkHa UMeTb OOKYMEHTUPOBaHHyl npouenypy Anst Bolbopa u
3aKynok BHeLIHNX ycryr, 06opy4oBaHUs, peareHTOB U pacxXxodHbIX MaTepuarnos, KOTopble



BNUAKOT Ha Ka4ecCTBO ee ycrnyr (CM. Takke 5.3).

JTabopaTtopua gomkHa BblIbupaTb 1 NPOBEPSATH NOCTABLUMKOB, OCHOBbLIBAAChb Ha UX
CcnocobHOCTM NpefoCcTaBNATb BHELWWHWE ycnyri, obopygoBaHue, peareHTbl U pacxogHble
mMaTepuanbl B COOTBETCTBUM C TpeboBaHusAMM nabopaTopuu, OOHAKO, BO3MOXHO
oKaXeTcsl HeobXOANUMbIM COTPYAHUYATbL C APYrMMKU nogpasgeneHnsaMm unm yHKUnamm
AN BbINOMHEHUST 3TOro TpeboBaHus. [JomkHbl OblTb YCTAHOBIEHbLI KPUTEPUN ANS TAKOro
BbliboOpa.

[MepeyveHb BbiBpaHHbIX N 0006PEHHbLIX NOCTaBLLMKOB 060pYyAOBaHUS, peareHToB U
pacxofHblX MaTepuanos JOIMKEH COXPAHATLCS.

3akynoyHaa uHdopmauusa [oSbkHa onucbiBatb TpeboBaHWs K 3akynaemomy
NPOAYKTY Unn ycnyre.

JTabopatopua gormkHa  MOHUTOPUPOBATbL  BbINOSIHEHME  MOCTABOK, YTOObI
obecneunTb nocnefoBaTefibHOE COOTBETCTBME 3aKynmaemblX YCNyr Win oObekToB
YCTAHOBMNEHHbIM KPUTEPUSIM.

4.7 KoHcynbTaTUBHbIE yCNYyru

JTabopatopmua p[orkHa YCTaHOBUTH MOPSAOOK CBSA3M C  NOMb3oBaTtensMym no
cnegyroLwmm Bonpocam:

a) KOHCyrnbTUpOBaHWe no BbIOOPY WUCCNefoBaHMS W UCMNOMNb30BaHUKO  YCAYr,
BKMNto4Yas Tpebyembin TN nNpobbl (CM. Takke 5.4), KNMHMYECKME nOoKa3aHusa W
orpaHn4yeHna MeToamkn nccnefoBaHnsa U YacToTy HasHa4YeHUn UccneoBaHus;

b) KOHCYNbTUPOBaHME NO NOBOAY MHOMBUAYANbHbBIX KMMHUYECKUX CIyYaes;

C) npochbeccrmoHanbHoe CyXXaeHue Nno MHTepnpeTaunn pesynbTaToB UCCrneaoBaHni
(cm. 5.1.2 1 5.1.6);

d) cnocobcTBOBaTL A(PPEKTUBHOMY UCMONB30BAHUIO yCnyr nabopaTopuu;

€) KOHCYNbTMPOBaHME MO HayYHbIM M NIOMMCTUYECKMM BOMPOCaM, TakMM Kak criyydam
HEeCoOTBETCTBUSA NPOBLI KPUTEPUAM ee NPUeMIEMOCTH.

4.8 Pa3pelueHue xanob

JTabopaTtopua gosmkHa MMeTb JOKYMEHTUPOBAHHYIO Npoueaypy ANna pearnpoBaHus
Ha anobbl wWnNn pgpyrve OT3bIBbl, MOMyYeHHble OT KIMHWLWUCTOB, MaLMeHTOB,
nabopaTtopHoro nepcoHana unu Apyrux ctopoH. Cnepgyet Bectu 3anvcn o060 Bcex
Xanobax, Nx ndydeHumn u NpeanpuHATbIX AencTBusax (cMm. Takke 4.14.3).

4.9 NpeHTUhMKaLMA N KOHTPOSIb HECOOTBETCTBUN

JTabopatopua  gormkHa  MMeTb  JOKYMEHTUPOBAHHYH  npoueaypy  Ans
noeHTuuKaumMm u ycTpaHeHus HecooTBeTCTBUMMA TpeboBaHMsAM B nOOOM acnekte
CUCTEMbl MEHe)KMeHTa KadeCTBa, BKMOYaa npeaHanmuUTUYeCKUn, aHanuTU4eCKUn u
nocTaHanUTUYeCKnin NPoLEecchl.

[Mpouenypa gosmkHa obecnevnTb, YTObbI:

a) OTBETCTBEHHOCTM UM MNpaBa Mo obpaleHnto C HecoOoTBETCTBUAMU Obinn
0003HayeHbl;

b) 611 onpegeneHbl HeMeaneHHbIE 4ENCTBUS;

C) CTeneHb HeCOOTBETCTBMUSA Oblna onpeaeneHa;

d) uccnenoBaHust 6b15IM OCTAHOBMEHbBI U OTYETLI ObINN U3BATLI, eCnNn He06XoANUMO;

e) MeOuuMHCKasi 3HauYMMOoCTb JobbIX HecooTBeTCTBYHOLWMX TpeboBaHUAM
nuccnegoBaHunm Oblna yyteHa, U, nNpu HeobxoAMMOCTM, HasHa4vMBLUME WCCNEeOOBaHUS
KMUHUUNCTBL W gpyrMe nuua, OTBETCTBEHHbIE 3a MCMNOSMb30BaHME pesynbTaToB
nccnenoBaHun, 61 MHPOOPMUPOBAHDI;



f) yxe BblaaHHble pesynbTaTbl NOO60Oro HECOOTBETCTBYOWEro TpeboBaHMSAM UK
noTeHumanbHO HecooTBeTCTByOLero TpeboBaHMsSM UCCNeaoBaHUs AOMMKHbl  ObiTb
OTO3BaHbl NN COOTBETCTBYOLNM 00pa3om ngeHTudmumnpoBaHbl, Npyu HEOBXo04MMOCTH;

g) OTBETCTBEHHOCTb 3a paspelleHne BO30OHOBUTL WUccnegoBaHus Obina
onpeaeneHa;

h) Kaxgblh 9nM304 HECOoOTBETCTBUA  TpebOBaHMAM  OOKYMEHTMPOBAH W
3aperncTpmpoBaH, Mo 3TUM 3anucaAM 4Yepe3 YCTaHOBMEHHbIE PErynsipHble MHTepBasbl
NpPoOn3BOANTCA NepecMoTp AN OBHapyXeHUst TEHAEHUMN N Havana KoppPeKTUPYHLLMX
OEeNCTBUN.

MpumeuaHue - HecooTBeTcTBYOWME TpebOBAHMAM UCCNeqoBaHUS UK OENCTBUS
NPOMCXOOAT B pPasfMYHbIX 30HAX U MOryT OblTb MAEHTUULMPOBAHLI PasfMYHbIMU
NyTsAMM, BKMOYast »anobbl KMMHULMCTOB, NMokasaTenv BHYTPEHHEro KOHTPONS KayecTBa,
KanMbpoBKY WHCTPYMEHTOB, Y4YeT pacxXoAdHblX MaTepuanoB, MexnabopaTopHble
CNMYEHNs, 3aMeYaHWs nepcoHana, MNpoBepKy OTYETOB U CepTMdUKATOB, MNPOBEPKU
pykoBoACTBa flabopaTtopun, BHyTPEHHUE N BHELLHUE ayauThbl.

B cnyyae, korga 6bino onpegeneHo, 4To HecooTBeTCcTBMA TpeboBaHWaM B
npeaHanuTU4eckoMm, aHanuTU4ecKkoM U1 noctaranuTu4yeckom# npoueccax MoryT
MOBTOPUTLCH WIM KOrga CylwecTByeT COMHEHME B yBepeHHOCTU nabopaTtopum B CBOEW
cobGCTBEHHOW MeToauKe, NabopaTopHbIN NepcoHan OOMKeH NpeanpuHATL 4eNCTBUSA AN
noeHTuduKkauuy,  OOKYMEHTUPOBAHUSA M yCcTpaHeHus NPUYMHBI (NprynR).
Koppektupylowne gencteus, KoTopble crnegyeT npeanpuHATb, AOMKHbl  OblTb
onpeneneHbl N AOKYMeHTUpoBaHbl (cM. 4.10).

4.10 KoppekTupyrowme aemMcTBUs

JTabopaTtopua gormkHa npeanpuHaTL KoOppekTupyowme 4enNcTBua aAns ycTpaHeHns
HEeCOOTBETCTBUSA TpeboBaHMAM. KoppekTtupytowme AeNCTBUS AOJDKHbI
BOCNpPenATCTBOBaTb ahpekTamM BO3HUKLLUNX HECOOTBETCTBUN TpeboBaHUAM.

JTabopaTtopua gomkHa MMeTb JOKYMEHTUPOBaHHbIE NpoLeaypbl ANs:

a) pacCMOTPEHUA HECOOTBETCTBUN TPpebOBaHUAM;

b) onpegeneHnsa NCTOYHUKA NPUYNHBI HECOOTBETCTBUS;

C) OUEeHMBaHUSA MOTPEBHOCTU B KOPPEKTUPYHOLLMX OENCTBUSX, ONA TOro, 4tobbl
obecneunTb NpeaoTBpaLleHne NOBTOPEHNA HECOOTBETCTBUN;

d) onpeneneHnsa n BHeApeHUs HEOBXOOUMbIX KOPPEKTUPYIOLLNX AEACTBUMN,

e) perucrpauuu pesynbTaToB MNPEeAnpPUHATBIX KOPPEKTUPYILWKMX AeUCTBUA (CM.
4.13);

f) paccmoTpeHnsa achbPeKTUBHOCTM NPESNPUHATLIX KOPPEKTUPYIOLLMX AENCTBUN (CM.
4.14.5).

NMpumeyanue - [lenictBus, npeanpuHATLIE NPU HECOOTBETCTBUM AN YMEHbLUEHUS
ero adpekra, HasblBalOTCA "HemeasneHHbiMKU" OenucTBuaAMU. ToOnbKOo OencTBue,
npeanpuHATOe Ans YCTPaHEHUs WUCTOYHMKA MNPUYMHbI BO3HUMKHOBEHMS nNpobnemsl,
BbI3bIBalOLLIEN HECOOTBETCTBUSA, HAa3bIBAETCH "KOPPEKTUPYOLLMM" JENCTBUEM.

4.11 MNMpepynpexaarowme AenNcTBUA
JTabopatopmua p[orkHa onpedenutb AencTtBue Ans  yCcTpaHeHuUs  NpUYMHGI



NOTEHUManNbHOro  HecooTBeTCTBMS  TpeboBaHuaAM, 4TOObl  npegynpeauTb  €ro
BO3HMKHOBEHME. [lpegynpexgatowme OencTBUA LOSMKHbI COOTBETCTBOBATb dhdekTam
noTeHumanbHbIX Npobrem.

JTabopaTtopua gormkHa MMeTb JOKYMEHTUPOBAHHYO NpoLeaypy:

a) paccmoTpeHnsa nabopaTopHbIX AaHHbIX W MHoOpMauun Onsa onpegeneHus
CyLLIECTBOBaAHMSA NOTEHUMANBHOIO HECOOTBETCTBUSA TpebOBaHUAM;

b) onpefeneHns UICTOYHUKA NPUYUHBI (MPUYKXH) NOTEHLMANbHbLIX HECOOTBETCTBUN;

C) oueHuMBaHMa  HeobxoAMMOCTM  npegynpexpawwmx  OencTeBMri  ang
npegoTBpaLLleHNs BO3HUKHOBEHNSA HECOOTBETCTBUM;

d) onpegenexns n BHegpeHUst HeoBxoaMMbIX NpeaynpexaarLwmx 4eNCTBuN;

e) perucTpaumm pesynbTaToB NPeanpuUHATBLIX nNpeaynpexgarowmx 4encTesmun (Cm.
4.13);

f) paccmoTpeHnsa adhPeKTUBHOCTU NPeanpUHATBLIX Npegynpexaatowmx 4eNcTBUn.

NMpumeyvanmne - [lpegynpexpatrowiee OencTBMEe  ABMSETCA  MPOEKTUBHbBIM
npoueccom Ans naeHTuukaumm BO3MOXHOCTU YIyuLLIEHUSA, CKopee, YeM peakuus Ha
noeHtTuukaymo npobnem mnn xanob (To ectb HecooTBeTCcTBUIN). Kpome nepecmoTpa
onepaTuBHbIX Npoueayp, npegynpexpawwme OencTBUS MOryT COCTOATb B aHanuae
AaHHbIX, B TOM 4uCne aHanuse TeHOEHUMM U PUCKOB, a TakkKe BHELIHEN OLueHKe
KayecTBa.

4.12 lNocTosiHHOE yrnyulleHne AeATeNbHOCTH

JTabopaTopHbIn nNepcoHan MOCTOSIHHO  ynydwaeT 3((EeKTUBHOCTbL CUCTEMDI
MEHe)KMEeHTa  KadecTBa, BKMOYasi  nNpeaHannUTUYeCKUn,  aHanuTUY4eCKUn W
noCTaHanMTUYeCKM Mnpouecchbl, NyTeEM MWCMOMNb30BaHUS PaCCMOTPEHUN PYyKOBOACTBOM
AN CpaBHEHUS OENCTBUTENbHOMO YPOBHS BbIMNOSMIHEHUA nabopaTtopum C OLLEHEHHOW
0eATeNnbHOCTbLIO, KOPPEKTUPYIOLLMX U Npeaynpexnatwmx AeNCcTBUA C UX HAMEPEHUAMN,
KakK yCTaHOBIIEHO MOSIMTUKOW Ka4yecTBa M LenaMu KadecTBa. YnydleHne OeaTeSIbHOCTH
AOSMKHO ObITb HanNpaBneHo B 30HY BbICLLErO NpUopuTeTa, OCHOBAHHYIO Ha OLIEHKe pucka.

[ormkeH 6biTb paspaboTaH, AOKYMEHTMPOBaH M BHeOPEH NnaH OeWACTBUM Mo
YNy4dlWeHNo aeaTenbHOCTU. OPGEKTUBHOCTb NPEANPUHATBIX OEWCTBUMA A0SMKHaA ObiTb
onpefeneHa ¢ NMOMOLLbIO NPULENBHOrO PacCMOTPEHUS UMW ayauTa COOTBETCTBYHOLLMX
30H AgeaTenbHoCTU (M. Takke 4.14.5).

PykosoactBo nabopatopun [OofmkHO obecneuntb ydyactue nabopatopun B
OEeNCTBUAX MO MOCTOSSHHOMY COBEPLUEHCTBOBAHUIO AEATEeNbHOCTU, HanpaBfieHHOMY Ha
ynyJdlweHne UCXOAOB revyeHust BomnbHbIX. B cnyyae, korga nporpaMmma MOCTOSIHHOMO
ynyyweHnss  OeATeNIbHOCTU  naeHTUuuupyeT  BO3MOXHOCTM AN YCTpaHeHusd
HeOCTaTKOB, PYKOBOACTBO nabopaTopum LOSMKHO 3aHATLCA UMW, HE3ABUCMMO OT TOrO,
Kak OHWU BO3HUKIN.

PykoBoactso nabopaTopun [OOMKHO WHOpMUpoBaTb MNepcoHan O nfaHax
YNy4dLIEHNS N CBA3AHHbIX C HUMW 3adadvax.

4.13 KoHTponb 3anucen

JNTabopaTtopma gormkHa MMeTb AOKYMEHTMPOBAaHHYK npoueaypy naeHTudukauuu,
cbopa, nHgekcauuu, JocTyna, XpaHeHus, nogaepXaHus, ucnpasneHns u 6esonacHoro
yaaneHus 3anucen no KayecTBy U TEXHUKE.

3anucu  O0SKHbl  co3daBaTbCs  OAHOBPEMEHHO C  BbINMOMHEHWEM  KaXOow



OeATeribHOCTU, KOTOopada BINAET Ha Ka4eCTBO NCCregoBaHUA.

NMpumeyanme 1 - 3anncu MOryT XpaHUTbCA Ha HocuTene ndon opmbl U TUNA,
NO3BOSIAOLLEM NETKNA OCTYN U 3aWUTY OT HECAHKLMOHMPOBAHHOIO M3MEHEHMWS.

[ata n, ecnn HeobGxoaMMO, BPEMSI BHECEHUS U3MEHEHU B 3anNUCU OOMMKHbI ObiTb
OTMeYeHbI, Kak U naeHTUUUMpoBaH nepcoHar, BHeCWn nsmeHeHns (cMm. 5.8.6).

JTabopaTtopua gormkHa onpenenvTb Nepuos BpeMeHU, B TeHEHNe KOTOPOro 3anmcu,
OTHOCSALMECA K CUCTEME MEeHeIKMEHTa KayecTBa, BKMOYas npeaHanuTuyeckun,
aHaNUTUYECKM U NOCTAHANUTUYECKUIA NPOLECCHI, AOSMKHbI COXPaHATECA. OnnTenbHOCTb
BPEMEHN XpaHEHUsA 3anucer MOXHO BapbuMpOBaTb, OAHAKO, COOOLLEHHble pe3yrbTaTbl
OOSDKHbl  XPaHUTLCA CTOMb JOSIr0, Kak 3TOro TpebyT MeauUMHCKME YCHOBUS WUIK
TpeboBaHMsA perynupytomx JOKYMEHTOB.

anMeanMe 2 - YcTaHOBMNEeHHasas 3aKOHOM OTBETCTBEHHOCTb B OTHOLLUEHUMU
HEeKOTOpbIX npouenyp (Hanpmmep, MMCTOMNOMMYECKNX unccnegoBaHnUn, reHeTUYecKnx
ncecnenoBaHun, neanaTpmnyeckmnx I/ICCJ'IeD,OBaHI/IIZ) MOXeT Tpe60BaTb COXpaHeHns
onpeaesieHHbIX 3anucen B Te4yeHue Oonee ONMNTENIbHOIoO BpPEMEHU, 4YeM OCTallbHble
3anumcu.

[MomelleHnsa, npepocTaBnsemMble ANA XpaHeHUs 3anucewr, AO0SMKHbl obnagaTb
COOTBETCTBYIOLLMMW  YCIOBUAMW  cpefbl, NpeaynpexgarowmMmn  nospexaeHue,
paspyLleHune, yTpaTy 3anncen unm HeCcaHKUMOHNUPOBAHHbLIN JOCTYM K HAM (CM. 2.5.6).

MpumeyvaHme 3 - [Ina HEKOTOPbIX 3anMcen, 0COBEHHO XPaHUMbIX B 3M1EKTPOHHOM
dopme, Hambonee 6Ge3onacHbIM CNOCOBOM XpaHEHUSA MOXET ObiTb WCNONb30BaHUE
NPOYHON cpeabl U pasmeLleHne BHe nabopatopun (cm. 5.9.4).

OTN 3anncu SOMKHbI BKOYaTh B ce0s1, N0 MeHbLUEN Mepe, crieayloulee:

a) BblbOp U AeATEeNbHOCTb MOCTaBLUMKA, @ TakKe W3MEHEHMsI B MPOBEPEHHOM
nepeyHe nocTaBLLMKOB;

b) 3anucu o kBanuukaunmn, TPEHNHre N KOMNETEHTHOCTU NepcoHana;

C) 3anpocbl (Ha3Ha4YeHUs1) UccrieqoBaHUM;

d) 3anucu o noctynneHuax Nnpob B nabopartopwuio;

e) UHopMauna O peareHTax U martepuanax, UCNosfib30BaHHbIX AN BbINONHEHUS
nuccrnegoBaHun (Hanpumep, nNapTUs peareHToB, cepTUduKaT MOCTaBKW, BrIOXEHWE B
yMaKkoBKY);

f) >)xypHanbl nnu BegomocTtn paboTbl nabopatopuu;

g) pacne4daTtku Ha npubopax n coxpaHsieMble AaHHble U MHdopMauus;

h) pesynbTaTbl UCCnegoBaHUn U OTYETLI O HUX;

i) maTepuanbl ob6cnyxumBaHuMs NpUOOPOB, BKMOYAA [OaHHble BHYTPEHHEN U
BHELLHEN KanmbpoBKuY;

j) KanMBpoBOYHbIE AaHHbIE N KO3IPULNEHTLI NEPEBOAA;

K) MmaTepuranbl KOHTPONS KAa4ecTBa;

|) MTHUMAEHTBI M NPUHATBLIE MEPbI;

m) aBapum 1 NPUHATbIE MepbI:



n) 3anucun MeHeXXMeHTa puUCKa;

0) wuaeHTUUKauMss HeCOOTBETCTBUN W NpeanpuHATbIe  HeMenJieHHble W
KOppeKTupyoLwne 4encTBus;

p) NpeanpuHATbIE Npeaynpexaatoume AencTBus;

g) »kanobbl 1 NpeanpuHATbIE AENCTBUS;

r) MmaTepuarnbl BHyTPEHHENO U BHELLHEro ayauTa;

S) BHELWHSs oOueHKa KadecTBa/MexnabopaTopHble CrnYeHuUst pe3ynbTaToB
nccnegoBaHun;

t) 3anucm o 4eaTenbHOCTUN NO YNyYLeHUo KavyecTBa;

U) TMPOTOKOMbl COBELaHUA, CcoAepXxalime 3annucu O MNPUHATbIX pPeLleHnsaX
OTHOCUTENBbHO AEATENBHOCTU CUCTEMbI MEHEPKMEHTA KayecTBa nabopaTtopuu;

V) 3anucu 0 pacCMOTPEHUN PYKOBOLACTBOM.

Bce atM 3anucm o KadectBe WM TEXHONMOIMMSX LOSMKHbl OblTb OOCTYMHbI ANS
paccMOTpeHust pykoBoacTBoM nabopatopum (cm. 4.15).

4.14 OueHuBaHue 1 ayauTbl

4.14.1 O6wime nonoxeHus

JTabopatopmua posmkHa 3annaHuMpoBaTb WU BHEAPUTb MPOUECChl OUEHMBaHUA U
BHYTPEHHero ayamta, Heobxoanmble:

a) Ana  OeMOHCTpauuu BbINOMIHEHUS MNpeaHanuTUYecKoro, aHanuTU4ecKoro,
NOCTaHaNUTMYECKOro 1 NoAAepPKMBatOLLMX NPOLLECCOB B COOTBETCTBMM C NOTPEOHOCTAMM
n TpeboBaHNAMM NoNb3oBaTenen;

b) ans obecneyeHns cOOTBETCTBUSA CUCTEME MEHEKMEHTA Ka4yeCTBa;

C) AN NOCTOAHHOIO YNy4LLlEHNA CUCTEMbI MEHEPKMEHTA KayecTBa.

PesynbTaTbl 4€ATENBHOCTU MO OLEHMBAHUIO N YNYYLLEHUIO cneayeT NCnonb3oBaTh
Kak MHpopMauuto Ha BXOAE B paCCMOTPEHME PYKOBOACTBOM (CM. 4.15).

NMpumeyaHune - B oTHOWeHMN OeATenbHOCTM MO ynydweHuio cm. 4.10, 4.11, wn
4.12.

4.14.2 NMepnoan4eckuin nepecMoTp 3anpocoB M NPUrOQHOCTU TpeboBaHUM K
npoueanypam m npod6am

YNONMHOMOYEHHbIA  MepcoHan  OOS/MKeH  Nepuoaudeckum  nepecmaTpuBaTtbhb
nccnefoBaHusl,  BbIMOMHEHHble  nabopatopuent, 4TOObl  YOOCTOBEPUTHCA B UX
KNMMHNUYECKOM COOTBETCTBMM C NOSTYYEHHbIMU 3anpocamm (Ha3Ha4YEHNSIMN).

JTabopaTtopua porkHa nepuoguyeckn nepecmaTpuBaTth TpeboBaHua K obbemy
npo6, ycTtponctBam ana wux cbopa, KOHcepBaHTaM [Afs KPOBW, MOYM, ApYrux
BMONOrMYecknx XXMAOKOCTEN, TKAHEN U OpyrMM Tunam npob, npu HeobxogMMocCTu, YTOObI
obecneunTb, YTO He cobupaeTca HU HeOOCTaTOUHbIA, HN N3ObLITOYHBIN 06beM NPobbl K
4YTO NPoOblI coBpaHbl AOMKHLIM 06pPa3oM ANs COXPaHHOCTM UCCNeayeMOoro aHanuTa.

4.14.3 OueHKa OoT3bIBOB Nnosib3oBaTenen

JNTaBopaTtopua gomkHa cobupatb MHOPMaUMO O BOCMPUATMM MNOSMb30BATENAMM
COOTBETCTBMA ee ycnyr noTtpebHocTtam u TpeboBaHuAM nonb3oBatenen. MeTogbl
MOMyYeHUs U UCMONb30BaHMS TaKOW MHGOPMaUUM OOSMKHbI  BKMAYaTh B cebd
COTPYOHMYECTBO C MOMb30OBaTENSIMWU UMM UX NpPeacTaBUTENSAMU B MOHUTOPUHre
nabopaTopHbIX MCCNeaoBaHUN, COXpaHAA 3Ty WHGopMaumio KoHduaeHumanbHO OT
Apyrux nonb3oBaTenen. B 3anucax gomkHa 6biTb oTpaxeHa cobpaHHas nHgpopmaums u



npeanpuHATbIE AENCTBUS.

4.14.4 NpepnoxeHna nepcoHana

PykoBoacteo nabopaTopun LOOSMKHO MOOLWPATb MNEpCoHan K MpeanoXeHusiMm o
ynydweHuto noboro acnekra gearenbHocTn nabopatopun. NpeanoxeHnsa 4OmMKHbI ObiTb
OLeHeHbl, BHepeHbl U ycTaHoBreHa obpaTHasa cBA3b ¢ coTpyaHukamu. CnegyeTt BecTu
3anuncuy O NPeanoXeHusX COTPYAHNKOB U AENCTBUAX, MPEANPUHSTLIX PYKOBOACTBOM.

4.14.5 BHyTpeHHNX ayauT

JTabopaTtopua gomkHa Yepes 3anfiaHMpoBaHHbIE NPOMEXYTKN BPpEMEHM NMPOBOANTb
BHYTPEHHNE ayauTbl, YTOObLI onNpeaennTb, HACKOMbKO BCE BUAbI O4EATENbHOCTU CUCTEMBI
MEeHe)KMEeHTa  KayecTBa, BKMYas  npeaHanuTUYecKuin,  aHanUTUY4EeCKUi M
nocTaHanMTUYeckum aTanbl:

a) COOTBETCTBYHT TpeboBaHMAM HacTosiwero crtaHgapta u  TpeboBaHUAM,
yCTaHOBMNEHHbIM nabopatopuen;

b) BHeapeHbl, 3 EKTUBHbI U NOALAEPKMBAIOTCS.

NMpumeyanme 1 - Linkn BHYTPEHHUX ayaUTOB OBbLIMHO OOSMKEH ObITb 3aBepLUEH B
TeyeHne ogHoro roga. Het HeobxogMmocTn, 4TOOblI BHYTPEHHME ayauTbl OXBaTbiBanv B
TeyeHue roga rnyboko BCe anemMeHTbl CUCTEMbl MEHeIXMeHTa KavecTsa. JlabopaTtopus
rMOXeT COCPefoTOMUTb BHUMAHME Ha OTAENbHbIX BUAAX AEATENbHOCTU, B TO Xe BpeMs
He UrHOpPMpys ocTarnbHble MOTHOCTbLIO.

AyaounTbl OOIMKHBbI MPOBOAMTBLCSA MOATOTOBIIEHHBIM NEPCOHANOM, YTobbl OLEHMBATL
yrnpaBfeH4YeckMe M TexXHONOrm4yeckne npoueccbl B CUCTEME MEeHeOXXMEeHTa KayecTBa.
[Mporpamma ayguTta OOMKHA y4uTbiBaTb CTATyC M BaXKHOCTb MpoLecca 1 npoBepsieMble
TEXHONMOrM4YeckNne U1 ynpaeneHyeckme obnactu, noanexawme ayguty, a Takke
pe3ynbTaTbl NpeawecTtBoBaBwero ayauta. Kputepum ayguta, obnactu npoBepKw,
YacToTa U MeToabl AOMKHbI ObITb onpeaeneHbl N AOKYMEHTUPOBaHbI.

Mpn BbLIGOPE ayguTOpPOB W NPOBEOEHMM ayauTOB [OOMMKHbI ObiTb obecneyveHbl
cobniogeHme OOBLEKTMBHOCTM U BecnpucTtpacTHOCTM npouecca ayauta. AyamTopsl,
HACKOSIbKO 3TO MO3BONSAIOT PECYpPCbl, OOMMKHbI ObITb HE3ABUCMMbBIMU OT OEATENbHOCTMH,
KOTOpasi NoABepraeTca ayauTy.

NMpumeyanue 2 - [insa pykosogctea cm. MCO 19011.

JTabopaTtopua OomkHa UMeTb AOKYMEHTUPOBaHHYHO Npoueaypy no onpeaerieHnto
OTBETCTBEHHOCTU N TpeboBaHMI NO NIAaHMPOBAHMUIO U NMPOBELEHUIO ayANTOB, a TakKe no
coobLeHnIo pe3ynbTaToB U BegeHuto 3anucen (cm. 4.13).

[MepcoHan, OTBETCTBEHHbIN 3a obnactn, noAaBepruneca ayguty, [OOSKeH
obecneuntb ObICTpOe OCyLleCTBMEHNe AeNCTBUM B criydae, ecnu ObHapyXeHbl
HecooTBeTCTBUA  TpeboBaHusM.  KoppekTupylowune  OencTBus  OOMKHbl  ObiTb
npeanpuHATbl 6€3 HeonpaBAaHHOW OTCPOYKMU ANsl YCTPAHEeHUs NPUYNHBI OBHAPYXXEHHbIX
HecooTBeTCTBUN (CM. 4.10).

4.14.6. MeHe X KMEHT pucKa

JTabopaTtopua gormkHa oueHUTb BKrag paboyero npouecca U noTeHuManbHble
HeOCTaTKMU pe3ynbTaToOB MUCCNeLoBaHWUSA, eCiii OHM MOryT MOBNUATbL Ha ©e30MacHOCTb
naumeHTa, U AoSMKHA U3MEHUTb NPOLECChl, YTOOblI YMEHbLINTE UK YCTPaHUTb PUCKMK, a



Takke JOKYMEHTUPOBATb pPeLleHns U NpeanpuHSaTbie AeNCTBUS.

4.14.7 NnpukaTopbl KayecTBa

JTabopaTtopusa gomkHa yCTaHOBUTb MHOMKATOPbLI KavyecTBa, YTOObl oTCnexmBaTtb U
OLUEeHMBaTb  Ka4yeCTBO  BbLIMOMHEHUS B  OTHOLWIEHWM  KPUTMYECKMX  acCMeKTOoB
npeaHanMTU4YecKoro, aHanMTUYeCKoro n NOCTaHanUTM4YeCKoro NPoLLEeCCoB.

Mpumep- Yucno Henpuemnembix nNpob, 4YMCNO OWKMOOK perncTpauum wu/unm
npuema, YNCno NpaBUIbHbIX OTYETOB.

Mpouecc MOHUTOPUHIa MHAMKATOPOB AOMMKEH OCYLLECTBNATLCA B COOTBETCTBUN C
nnaHoM, BKMYawLwWwmm B cebsi ycTaHOBReHWe uenen, MeToAosormo, nHTepnpeTaumio,
npeaensl, 3anfaHMpoBaHHble AeCTBUS U NPOAOIMKUTENbHOCTb U3MEPEHUS.

NHavkaTopbl AOMKHBI Nepuoaudeckn nepecmatpmBaTbes, YTOObl obecneunTtb nx
NOCTOSIHHYIO NPUFOAHOCTb.

NMpumevaHuna

1 NHavkatopbl KadecTBa LM MOHUTOPUWHra HeuccrenoBaTenbCkuxX npoueayp,
Takmx Kak nabopatopHaa 6e3onacHOCTb M MNOMELLEHUd, MONHOTa obopyaoBaHUA U
AOKYMEHTbI nepcoHana n 3(pgeKkTMBHOCTb JOKYMEHTOB CUCTEMbI KOHTPOSS, MOryT BbiTb
OCHOBaHbl Ha Pa3fIM4YHOM MOHMMAHUN MEHEIKMEHTA.

2 JlabopaTtopua  gorpkHa — paspabortatb  MHOMKATOPbl  KadectBa  Ans
CUCTEMATMYECKOrO OTCIEXMBaHUS W OLEeHMBaHUS BKnaga nabopaTopun B fnedeHue
nauueHTa (cm. 4.12).

JTabopaTtopud, No KOHCynbTauMu C Nosib3oBaTensMu, JOMKHA YCTaHOBUTb BpeMs
obopoTa TecTta ANA KaX4oro M3 CBOMX MWCCRedoBaHWA C  y4eTOM  KIMHUYECKUX
notpebHocten. JlabopaTtopuss OOfmKHaA  Nepuoguyeckm  OueHuBaTb,  HACKOJSIbKO
cobntogaeTcs ycTaHOBIeHHOe BpeMs obopoTa TecTa.

4.14.8 NpoBepKn BHELWWHUMU OpraHn3aLmUsaMu

B cnyyae, ecnu npu npoBepke BHELWHEW opraHu3aumen B nabopaTopun
BbISIBNAETCS HECOOTBETCTBME TpeboBaHWAM WM MNOTeHUManbHoe HeCcoOoTBETCTBUE,
nabopaTopus OoSMKHA NpeanpuHATb HemenrneHHble OencTBuA U, ecnu Heobxoammo,
KOppeKTupyLwmne OencTsus wunv npegynpexgawowme aenctsna ana obecneyeHus
NOCTOSIHHOIO COOTBETCTBUA TpeboBaHUAM HacTosAwero craHgapta. XpaHumble 3anucu
OOIMKHbI  coAepXaTb [[aHHble TMPOBEPKA W  MPeanpuHaTbie  KOppekTupylwme U
npegynpexaaroLine AencTeus.

MNpumeuaHue - [pumepamm  MNPOBEPOK  BHELIHUMU  aKKPEAMTYHOLLMMMU
opraHM3aunsiM1 SIBMSIOTCA OLLEHKN akKpeauTauun, MHCMEKUUM PErynnpyoLLIMX areHTCTB,
MHCMEKLUMM OpraHoB 34paBOOXPaHEeHNst U caHUTapHoWM 6e3onacHoCTy.

4.15 PaccMoTpeHue pyKkoBoACTBOM

4.15.1 O6wimne nonoxeHus

PykoBoactBo nabopatopun LOSMKHO MepecmaTpMBaTtb CUCTEMY MEHEPKMEHTa
KayecTBa 4epes 3ansiaHMpoBaHHble WHTepBanbl, 4YTObbl obecneunTb e€e MOCTOSHHYI0
NPUrogHOCTb, aAeKBATHOCTb, 3PEKTUBHOCTb N NOAAEPXKKY NEeYeHUst OONbHbIX.



4.15.2 Bxog B paccMmoTpeHue

Bxog B paccMoTpeHne pyKoBOACTBOM AOMKEH BKMYaTb B cebs uHgopmauuio o
pesynbTaTax OUueHMBaHW4, No KpanHen mepe, criegyoLlero:

a) NnepMoanyeckoro nepecmoTpa 3anpocoB 1 TpeboBaHun K npoueaypam u npobam
(cm. 4.14.2);

b) oueHkM 0T3bIBOB nonsb3osaTternen (cm. 4.14.3);

C) NpeasioXXeHnn coTpyaHuKoB (cMm. 4.14.4)

d) BHYTPEeHHUX ayanToB (cM. 4.14.5);

e) MeHegXMeHTa pucka (cm.4.14.6);

f) ncnonb3oBaHus nHoMkaTopoB kayecTsa (cM. 4.14.7);

g) NPOBEPOK BHELLUHMMU opraHusaumsamu (cm. 4.14.8);

h) yqactna B nporpammax mexnabopaTtopHbix cnndeHnn (BOK) (cm. 5.6.3);

i) MOHUTOpPUHra 1 paspeLueHust xanob (cm. 4.8);

j) ocylecTBneHns NocTtaBok (CM. 4.6);

K) naeHTudukaumsa n KOHTpPoOsb HECOOTBETCTBUN (CM. 4.9);

|) pe3ynbTaTbl NOCTOSIHHOrO ynydweHus (cm. 4.12), BKMYas TeKyWwMn ctaTtyc
KOppPEeKTMpyoLWnx aenctenn (cMm. 4.10) n npegynpexgarowmx gencTeum (cm. 4.1);

m) NpocnexuBaHue AeUCTBUA Nocre npeablayLwero pacCMOTPEHUS PYKOBOLACTBOM,;

n) n3ameHeHna B obbeme n obnactn paboTbl U NPeAnonoXKeHUss O TOM, YTO MOTJIO
NOBMANATb HA CUCTEMY MEHEAXXMEHTA KayecTBa;

0) pEeKOMeHZaLMM MO YNydlWEHU OeATENbHOCTU, BKNOYas TEXHONorndeckue
pekoMeHgaLmu.

4.15.3 leATeNnbHOCTb NO PaCCMOTPEHUIO

Mpn paccmoTpeHun formkHa 6biTb NpoaHanusavpoBaHa BXO4HAas WMHgOpMauusa o
NPpUYMHaxX HECOOTBETCTBUA, TEHAEHUUAX W npuMepax, KOTopble YKasblBalT Ha
npobnembl npouecca. 3TO paCCMOTPEHNE LOMMKHO BKIKOYATb OLEHKY BO3MOXHOCTEN N4
ynyyleHns n HeobXxoaUMOCTb M3MEHEHU B CUCTEME MeEHeKMEeHTa KavyecTBa, B TOM
yucne NONUTUKM KavyecTBa U Lernen kavyecTaa.

KauyecTBO 1 nNpaBOMEpHOCTb yyacTus nabopaTtopum B fleYeHMM naumeHTa Takxke
AOJDKHbI, 0 BO3MOXHOW CcTeneHun, ObiTb OLE€HEHbI.

4.15.4 Bbixoa 3 paccMoTpeHus

Bbixog ©3 paccMOTpeHus PyKOBOACTBOM AOSMKEH ObiTb BKIKOYEH B 3anucwy,
KOTOpble OOKYMEHTUPYIOT ftobble NPUHATbIE pPeLleHus U NpeanpuHsTble OeNCTBUS BO
BpeMsi pacCMOTPEHUSI PYKOBOACTBOM, 3aTparvsatoLume:

a) yny4lieHne cMcTeMbl MEHEXKMEHTa KayeCTBa MU ee NpoLeCCoB;

b) ynyyweHune obcnyxmnBaHus nonb3oBaTenen;

c) noTpebHOCTN B pecypcax.

ﬂpumeanMe - MHTepBaJ'I Mexay pacCMOTpeHUAMN PyKOBOOCTBOM [AOJIKEH ObITb
He Oonbwe 12 wmec, OOHaKo, B Cllydae, ecnn cucrteMma MeEeHeOXMeEeHTa KadecCTBa
yCTaHaBJIMBaAETCA, MOT'yT ObITb NPUHATbI Oonee KOPOTKNEe MHTEepBarslbl.

BoiBOOLI ¥ OeucTtBud, npeanpuHMMaemMble B pesdynbTaTe  pacCMOTPEHUs
PYKOBOACTBOM, JOSMKHbI ObITb 3aperncTpmpoBaHbl U cOObLLEHbI NepcoHany.

PykosoacTteo nabopatopum ofmkHO obecneunTb BbINONHEHME NpeanpuHMMaeMblX
OEeNCTBUN B TeYeHne onpeaernieHHoro nepmoga BpeMeHM.



5 TexHn4yeckune TpeboBaHusA

5.1 MNMepcoHan

5.1.1 O6wume nonoxeHun

JTabopaTtopma gomkHa UMeTb AOKYMEHTMPOBAHHYKO Mpouenypy And ynpasfeHus
nepcoHanom, 4Tobbl JOKYMEHTanbHO NOATBEPXA4aTb COOTBETCTBME BCEX COTPYLHMKOB
TpeboBaHMAM K UX KOMNETEHTHOCTM.

5.1.2 KBanundgumkauma nepcoHana

PykoBoacteso nabopaTtopum [OMKHO Yka3aTb B [AOKYMEHTE KBanvduKauumio
nepcoHana Ha Kaxgom pabodem wMecTte. Kanudmkaumsa [OrkHa oTpaxaTb
cooTBeTCcTBYylOLWEee obpasoBaHune, 0bOydeHue, onbIT, HEOOXOANUMbIE OEMOHCTPUPYEMbIE
YMEHUS U COOTBETCTBME BbINOSIHAEMbIM 3aa4am.

[MepcoHan, BbIHOCALLMI CYXXOAEHUSA NO pe3yrbTaTtaM UCCNeaoBaHus, AOMKEH UMETb
COOTBETCTBYIOLLNE TEOPETUYECKNE N NPAKTUYECKME OCHOBAHWS U ONMbIT.

NMpumeyaHme - [podeccrnoHanbHble CYXOEHUA MOryT ObiTb BblpaXKeHbl Kak
MHEHUS, UHTepnpeTauuu, npeackasaHusa, CUMynNauMM, Mogenu U 3HayveHus, U OOSKHbI
COOTBETCTBOBAaTb  HALMOHamnbHbIM, perMoHarbHbIM W  MECTHbIM MpasBuiaMm Wu
npodyeccrnoHanbHbIM PYKOBOLCTBAM.

5.1.3 OnucaHue paboTbl

JTabopaTtopmua pormkHa uMmMeTb onmcaHusa paboTbl, KOTOpble LOSMKHbI cCoAepXaTb
onucaHus OTBETCTBEHHOCTU, NpaB M 3a4ad 4na BCero nepcoHana.

5.1.4 BBeaeHue nepcoHana B cpeay opraHMsauum

JTabopatopmua gomkHa WMETb nporpaMmMmy BBOAA HOBbIX COTPYAHMKOB B
opraHusauumio, oTAeneHne Unu 30HYy, B KOTOPOW COTpyAHUK ByaeT paboTtaTb, CPOKM U
ycrnoBuda paboTbl, MOMeLeHNa onga nepcoHana, TpeboBaHus K 340poBblo U 6e30MacHOCTH
(BKIOYAA NOXapPHYIO M B criydae aBapum), NnpodeccnoHanbHble MeANLUHCKNE YCIYT.

5.1.5 O6yyeHune

JTabopaTtopmua pomkHa npoBoauTb OBy4vyeHWe BCero nepcoHana B cregyrwmx
obnactax oeaTenbHOCTH:

a) cMcteMa MeHeg)XMeHTa KavyecTBa;

b) nopyyYeHHble COTPYAHMKY NpoLecchl 1 Npoueaypbl;

C) ucnosnb3dyemasi nabopatopHas MHOpPMaLMOHHAs CUCTEMA;

d) 3gopoBbe M 6e30nacHOCTb, B TOM YuMCIe NpeaoTBpalleHne Unu orpaHuveHmne
adhdeKkToB HEBNAronpPUSATHbIX NHUMOEHTOB:

e) 9TUKa;

f) KOHPMAEHUManNbHOCTL MHPOPpMaLIUK O NauneHTax.

MepcoHan, koTopbiM npowen obydeHwe, OOMKEH Nepuoandeckun noaBepraTbecs
npoBepke.

AP PEKTUBHOCTb nporpaMmbl o0y4eHus AOIKHa nepunoanyecku
nepecmaTpuBaTbCA.

5.1.6 OueHKa KOMNEeTEeHTHOCTH

[Mocne npoBeaeHus COOTBETCTBYOLWEro 0byyeHns nabopatopusa OoMmKHA OLEHUTb



KOMMNETEHTHOCTb Ka)XOoro COTpyAHWKa, YTOObl NPOU3BECTU MOPYYEHME yrnpaBneHYecKnx
UNN  TEeXHOMOTMYECKUX 3adady B COOTBETCTBMM C YCTaHOBMNEHHBIMU KPUTEPUAMMU.
MNMepeolLeHka [OOMKHa MNPOU3BOAMTLCA 4Yepe3  perynsapHble  uHTepBanbl. [lpu
Heo6GX0AMMOCTM OOIMKHO MPON3BOAUTLCS NMOBTOPHOE 00y4YeHMe.

NMpumevaHuna

1 KomneTeHTHOCTb nabopaTopHOro nepcoHana MoxeT ObITb OLeHeHa C MOMOLLbIO
nobon KoMBbUHaUNKN 1M BCEN COBOKYMHOCTU Creayowmnx noaxoa0B B TEX Xe YCNoBUSIX,
4YTO M 0BObl4yHas paboyas obcTaHoBKa:

a) npaAmoe HabnwogeHve 3a PYTUHHBIMK MpoueaypaMmn K npoueccamu, BKIYas
BCE NPeAoCTOPOXHOCTU, 0BYCNOBMEHHbIE 6E30MacHOCTLIO:

b) npsmoe HabniwogeHne obpaueHna ¢ obopydoBaHMEM W NPOBEPKM €ro
PYHKLMOHNPOBAHMS;

C) MOHUTOPVIHI perncTpauumn n coobLLeHns pesynbTaToB UCCNeL0BaHUN,

d) nepecmoTp paboumnx 3anucen;

€) OLleHKa yMeHus paspeLuaTtb Npobnemsl;

f) nccnepoBaHme cneumanbHO NPUrOTOBMEHHbIX NPOO, TaKMX Kak nNpeaBapUTeNbHO
nccneaoBaHHble NPodbl, MaTepuanbl MeXnadbopaTopHbIX CIIMYEHUA NN PacCLUENSIEHHbIE
npoobbl.

2 OueHKka KOMMETEHTHOCTU BbIHOCUTb MPOdEeCCUMOHanbHbIE CYXOEHUS LOSMKHA
ObITb OCyLLeCTBEHA TaknM o6pa3om, YTOObl COOTBETCTBOBATL NOCTABIEHHOW LIENN.

5.1.7 MNpoBepka BbINONIHEHUA 060A3aHHOCTEN NEePCOHANIOM

B pononHeHne K oueHke TeXHWYEeCKOM KOMMETEHTHOCTW, nabopatopusa OOoSKHA
obecneunTs, YTOObI npoBepka BbIMNOSNTHEHMSA obs13aHHOCTEN rnepcoHanom
ocyllecTBnsnacb C YyyeTom noTpebHocTenm nabopatopum W COTpygHMKa Ons
noaaepXXaHus 1 ynydleHust KayecTsa ycnyr, NpeaocTaBnseMblx NnoTpebutento, a Takke
CTMMynMpoBana NpoayKTUBHbIE paboyne B3aMMOOTHOLLEHNS.

NMpumeyaHmne - [lpoBepka BbINOMHEHUSS 00S3aHHOCTEN MNEPCOHANoOM OOSKHa
BKIMOYaTb U COOTBETCTBYIOLLEE OByYeHue.

5.1.8 NocTtosiHHOe oGpa3oBaHue U npodeccMoHanbHOe coBepLUeHCTBOBaHMe

[Mporpamma NOCTOSAHHOrO O0Bpa3oBaHUs OOMkHa OblTb AOCTYyNHa Ans nepcoHana,
KOTOPbIM y4YacTBYeT B YrNpaBIieHYEeCKMX U TexHU4eckux npoueccax. [NepcoHan obsasaH
npyHUMaTbL yvacTue B MNOCTOSSHHOM obpasoBaHun. JOPEPEKTUBHOCTbL MpPOrpaMmmbl
NOCTOSAHHOTO 0Bpa3oBaHNA JOIKHA NepnoauYecKn nepecMmaTpmBaThbCs.

[MepcoHan  gomkeH  ydvacTBoBaTb B peryndpHoM  npodeccuoHasibHoM
COBEPLUEHCTBOBAHUN UKW APYrnx BUAax OeATerbHOCTU, CBA3aHHbIX C Npodeccunen.

5.1.9 lokymeHTaumMA o nepcoHane

Cnegoyer BeCTM [OKyMeHTauuMld O COOTBETCTBYyHOLWEN obpasoBaTenbHON W
npodeccmoHanbHoOM KBanudukauun, obyyeHuu, OonbiTeé U OLEHKEe KOMMETEHTHOCTU
nepcoHarna.

JTa OOKYMeHTauus OoSmkHa ObiTb AOCTYMHOM AN UMEKLWMX K Hel OTHOLUEeHue
COTPYOHUKOB U cofepXaTtb, NPy HeoBX0OMMOCTU HE OrpaHNYNBasCb 3TUM, CrieayroLlee:

a) obpasoBaTenbHy0 U NPOdECCUOHANbHYIO KBanMduKaLumio;



b) konuto cepTudukaTa unm NULEH3NU, ECNN 3TO NPUEMINEMO;

C) onbIT NpeablayLen paboThbl;

d) onncaHue paboThl;

€) BBeeHMe HOBbIX COTPYAHUKOB B flabopaTopHyo cpeay;

f) obyyeHune 3agayam Ha gaHHoM paboyem MecTe;

g) OLEHKN KOMNETEHTHOCTH;

h) AOKYMEHTbI 0 NOCTOSIHHOM 06pa3oBaHNN N OCTUKEHUSX;

i) NpoBepKN BbINOSTHEHUSA PpaboTbl COTPYAHUKOM;

j) coobLieHns 06 aBapusix n BO34EeNCTBMM NPOM3BOACTBEHHbLIX BPEAHOCTEN;

K) cocTosiHMe MMMyHM3auuKn, ecnn 3TO MMeeT OTHOLLUEHWE K MPOM3BOLCTBEHHbLIM
0b6s3aHHOCTAM.

NMpumeyvaHme - [JoOKyMeHTbI, NEpeYMCnEeHHbIE Bhille, He 00s13aTeNbHO XpaHUTb B
nabopaTopun, OHM MOTYT XPaHUTbCS B OPYrOM MecTe, KO LOSMKHbl OblTb SOCTYMHbI Npu
HeobXoAMMOCTU B HUX.

5.2 NomeweHna n ycrnoBua OKpyxarolLluen cpeabl

5.2.1 O6wme nonoxeHus

JTabopatopmua [ormkHa MMETb MPOCTPAHCTBO A4S CBOEr0  pasMeELLEeHus U
BbINONHEHUS paboTbl, KOTOpoe npucnocobneHo Aans obecnevyeHust KayecTsa,
BGesonacHOCTU N 3aPPEKTUBHOCTU YCNYr, NpeaocTaBnseMblX MNOSfib3oBaTeNAM, a Takke
COXpaHeHNsa 300poBbA M 0e30MacHOCTM nepcoHana, nauMeHToB W  NoceTuTenen.
JlabopaTtopua [gormkHa OUEeHUTb W onpeaenuTb OOCTaTOYHOCTb W afdeKBaTHOCTb
NpPeaocTaBfiEHHOrO0 MNOMeELWEHUs Ansa  BbINOMAHeHMA cBoen paboTbl. Korgaa 3To
NPUMEHNUMO, NOAOBHbLIE YCNOBUS OOMKHbI ObITb CO34aHbl AN B3ATUS NEPBUYHbBIX NPOO6 K
BbIMOMIHEHMS  UCCMeaoBaHWA  BHE MOMeleHuss nabopatopun, Hanpumep, npwu
BbIMOSIHEHMM NCCNEAOBAHUIN MO MECTy fleveHna nog Haasopom rnabopatopun.

5.2.2 NomeweHuna nabopatopum u ocpuca

MomeweHna nabopatopum M OTHOCSLLEroca K Hen oduca [OMKHbI co3daBaTb
obCTaHOBKY, MPUrogHy Ans 3agdad, KoTopble AOMKHbl OblTb BbIMNOMIHEHbI, ANA Yero
OOIMKHbI ObITb YAOBETBOPEHDI CreayoLme ycnosus:

a) [JocTyn Kk 30HaM, BIUSAIOLWMM Ha KAa4eCTBO UCCNeA0BaHUN, KOHTPONUPYETCS.

MpumeuyaHue - KoHTponb [JocTyna [AOMMKEH YyyYuTbiBaTb 0e30MacHOCTb,
KOH(pMAEHUMANBHOCTb, KAYECTBO M LUMPOKO PacnpOCTPaHEHHY NPaKTUKY.

b) MeguumHckass MHMopmMauus, npobbl NauMeHToB W pecypcbl nadopaTopum
OXPaHSAKTCA OT HECAHKLMOHMPOBAHHOIO A0CTynNa.

c) [lomeweHne ans wuccrnegoBaHMA  MO3BONAET  MPaBUNIbHO — BbIMOSMHATL
nccrnegoBaHus. 3TO NpefycmaTpuBaeT UCTOYHUMKM 3HEPTrUW, OCBELLLEHUE, BEHTUNALMIO,
3awmTy OT Wyma, BogocHabxeHue, yaaneHne oTxo40B U YCroBUS BHELLHEN cpeabl.

d) Cucrema cBA3M BHYTpU nabopaTtopumn COOTBETCTBYET pasMepy M KOHCTPYKLUK
nomeLleHuns ons obecneveHnsa adhekTMBHOM nepegaydm nHopmaymu.

e) besonacHocTb nomeweHun u  obopyadoBaHus  obecrnedyeHa M UX
YHKLUNOHMpPOBAHNE NEPUOANYECKM NMPOBEPSAETCS.



Mpumep - OOGoOpyaoBaH aBapWMHbBIA BbIXO, CUCTEMbI CBS3M WU 3KCTPEHHOrO
ONOBELLEHNA AN XONOAHbIX KOMHAT M XONOAWMBbHUKOB, pa3MeLLeHHbIX BHE paboyen
30Hbl, OOCTYNHOCTb Aywen WU YCTPOUCTB [ONA NPOMbIBAHUSA rfa3 nNpu 3KCTPEHHOM
HeobXxoauMOCTH.

5.2.3 NomelweHna ana xpaHeHUn

[MomelweHna 1 ycnosusi, NPeOoCTaBMEeHHbIE AN XPaHEHUs, AOKHbl MOCTOSIHHO
obecneynBaTb LENOCTHOCTL MaTepuanos Npod, 4OKYMeEHTOB, 060pya0OBaHuUs, peareHTos,
pacxodHbIX MaTepuanos, 3anncen, pe3ynbTaToB U OPYrMx 0ObEeKTOB, KOTOPbIE CNOCOOHLI
NMOBNUATbL HA KAYECTBO pe3ynbTaToOB UCCEa0BaHUN.

KnnHnyeckne npobbl 1 maTepuansl, UICNONb3yeMble B NpoLeccax UccrnenoBaHus,
AOIMKHbl  XpaHUTbCA  Takmm  obpasomM, 4YTOObl nNpegoTBpaTUTb  MNEPEKPECTHYHO
KOHTaMUHaUMI0.

MomelleHna ana  XpaHeHuss W yaaneHusi OfacHbIX MaTtepuanoB  OOJTKHbI
COOTBETCTBOBATb YPOBHIO ONACHOCTM MaTEpPManoB U YCTAHOBMNEHHbLIM B OTHOLUEHUU HUX
TpeboBaHuAM.

5.2.4 NomelieHna Ana nepcoHana

[orkeH 6bITb afekBaTHbIA AOCTYN K YMblBanbHUKaM, yCTPONCTBAM AN NMUTLEBOWN
BOObl M MOMELWEHNAM [fa XpaHeHuMs 3awuTHoro obopyaoBaHMsa M odexabl Ans
nepcoHana.

anMeanMe - I'Ip|/| HalTlM4nMmn BO3MOXXHOCTMH, na6opaTop|/|s=| AOJIXXHa nNpegocTtaBUTb
noMeweHna ana Takmx snaoB OeATesIbHOCTU MNMepcoHarna, Kak coBelaHna U CMNOKOWMHOE
n3yvyeHune, 30Hy oTabixa.

5.2.5 NomeLieHnsa ana B3ATUA NPoO6 NnauueHToB

MomelueHna anga B3ATUA Npod nauveHToB AOSMKHbI MMETb OTAENbHbIE XOHbI A1S
npuema/oxmnaaHna n ansa B3atua npob. JomkHbl 6biTb y4TEHbl HEOOXOANMbIE YCNOBUSA
ans ygoberBa, komdopTa M noTtpebHocTen naumeHToB (Hanpumep, [OCTyn Ans
WHBaNnOoB, MoOMelleHMe Tyaneta) W YCNoBUSA pasMeLLeHUs COOTBETCTBYHLLMX
COMpPOBOXAAKLWLMX NKL, (Hanpumep, NOBOAbIPS NN NepPeBOSYNKA).

[MomelleHnsa, B KOTOPbIX MNPOU3BOAMTCH B3ATME Npob nauneHToB (Hanpumep,
dneboTomMus), 4OMMKHbI NO3BONATL NPOBOAUTL B3ATME NPOObLI TakuMm obpasom, 4Tobbl HE
M3MEHUTb pe3ynbTaT W  4YToObl He nMOBMMATb HebnaronpuMssTHO Ha  KavecTBO
nccnenoBaHus.

MomeLLeHna ons B3aTUA Npob AOMKHLI UMETb M NOAAEPXKMBATb COOTBETCTBYIOLLME
cpeacTBa NepBoOv MOMOLLM AN HYXA, NaLMeHTOB M AN NepcoHana.

ﬂpumeanMe - HeKOTOpre nomMmeweHnda Moryt HyxXgaTtbCA B COOTBETCTBYHOLLEM
o6opy/:|,OBava| ana peaHunmMaumn, 4YTO MOXKET ObITb npeagycMmoTpeHo MeECTHbIMU
npasuiiamu.

5.2.6 CoaepxxaHue nomeLeHNN U YCIOBUSI OKpyXKatloLen cpeabl

B nomelweHnax nabopatopuu LOMKHbI MNOAAEPXMBATLCA (PYHKUMOHANbHbIE U
HagexHble ycrnoBusi. Paboune 30Hbl [OMMKHbl ObiTb YMCTBIMU W coaepXaTbCA B
cocTosiHMM, obecneymBatowem ygobctBo ana paboTbl M 6e3onacHOCTbL MepcoHana.



JTaBopatopmnsa [ormKkHa OTCReXumBaTb, KOHTPONMPOBaTb W PerucTpypoBaTh YCrOBUS
OKpYyXXatoLlen cpedbl, HAaCKOMbKO OHM OTBEYaloT YCTAHOBMEHHbIM TpPebOoBaHMAM WK
HACKOSIbKO OHWM MOTYT BIMSATb Ha Ka4yecTBO npob, pesynbTaTtbl UW/WNKM Ha 300POBbE
nepcoHana. [LOmkHO ObITb yAeneHo BHWUMaHME TakuMm dakTopam, Kak CBeT,
CTEPUNBbHOCTb, MNblflb, HEMPUATHbIE WM ONacHble OblMbl, 3NEeKTPOMarHUTHoe
BO3JENCTBUE, pagnaums, BMaXHOCTb, ANEKTPOCHabXeHne, TeMmnepaTtypa, YpPOBHM LUyMa
n BuGpaLMmM, U opraHuM3aumsi NOrMCTUKKM, B TOW CTEneHW, 4YTobbl 3TO He BNMANO Ha
pes3ynbTaTbl UM HE BO34ENCTBOBANO Ha Ka4eCcTBO UCCrea0BaHUN.

HomkHbl OblTb 3PGEKTUBHO pasfenieHbl 30Hbl, B KOTOPbIX OCYLLECTBNSAIOTCS
HECOBMECTUMble BuAbl AeAaTenbHOCTU. [JOrkHbl OblTb NPUMEHEHbI MNpouenypbl,
npegoTBpaLlalolne MNepekpecTHy KOHTaMMHauuio, B Crydae, Korga npouenypa
nccnegoBaHUs CBsi3aHa C PUCKOM HaHeceHus Bpeda unuv korga pabota MOXeT noBnNuATb
UNnU cama okasaTbCs MOA BNUSAHMEM, He Oyayym oTaeneHa OT HECOBMECTUMMOro Buaa
AEeATENbHOCTM.

JTabopatopua pormkHa obecneymBaTb CHOKOMHYKD W HENpepbiBHYO paboyyto
0OCTaHOBKY.

MpumeuyaHue - lpumepamu CNOKOMHOM U HenpepbiBHOW paboTbl MOryT OblTb
LMTONATONOMMYECKUIA CKPUHUHT, MUKpPOCKONUst Ans anddepeHumaumm KneTok KpoBu t
MUKPOOPraHM3MOB, aHanM3 AaHHbIX peakuuii CeKBEHNPOBAHUS U NMPOCMOTP pe3yrbTaToB
MyTauui MonekyI.

5.3 NNabopaTopHOoe o6opyaoBaHue, peareHTbl U pacXxoA4Hble maTepuanbl

NMpumeyaHun

1 [lna uenen HacTosLero ctaHgapTa K nabopatopHomy o60pyaoBaHUIO OTHOCAT
CaMM WHCTPYMEHTbI W WX MNpPOrpamMmmbl, CUCTEMbI WU3MEPEHUS U nabopaTopHble
MHOPMaLMOHHbIE CUCTEMBI.

2 K peareHTaM OTHOCAT pedepeHTHble mMaTtepuansbl, KanubpaTtopbl, MaTepuansbl
ONs KOHTPONSA KayecTBa, pacxofHble MaTepuarnbl, BKMAYad nuTaTeflbHble cpeabl,
HaKOHEYHWUKN NUNETOK, CTEKNSIHHbIE criangbl 1 T.1.

3 CMm. 4.6 ons nHpopmaumm, kacatowenca Bblibopa v npefocTaBneHns BHELIHUX
ycnyr, obopyaoBaHus, peareHToB, pacxo4HblX MaTepuarnos.

5.3.1 O6opynoBaHue

5.3.1.1 O6wme nonoxeHus

JNTaBopaTtopmua p[omkHa MMeTb AOKYMEHTMPOBAHHYK npoueaypy Ans Bbibopa,
3aKynok n obpateHnsa ¢ obopygoBaHMeEM.

NNabopatopma pomkHa OblTb OCHalleHa Bcemu Bugamm o06opyLoBaHus,
HeoOXoOMMbIMW NS BbINOMHEHUA ycnyr (BKNYask B3ATME NEepPBUYHOM Mpobbl,
nogrotoeska npobbl, obpalwieHne ¢ npobown, nccrnegoBaHne U xpaHeHue). B Tex cnyyasix,
koraa nabopartopus Hyxxgaetcsa B 060pyaoBaHUW, HaXOASALWEMCHA BHE €€ MOCTOSIHHOMO
KOHTPOns, PyKOBOACTBO nabopatopum OOMKHO obecneynTb BbINOSHEHWE TpeboBaHUN
HaCTosILLEero ctaHgapTa.

JTabopatopmusa pormkHa 3ameHATb obopyaoBaHWe, ecnv 3TO Heobxoanmo Ans
obecneyeHuns KadecTBa pe3ynbTaToOB UCCE40BaHMS.



5.3.1.2 VcnbiTaHne npnemnemMocTt o6opyaoBaHus

Mpn yctaHoBke obopyaoBaHMst U OO €ro MCMNonb30oBaHMs nabopartopus OoSmKHA
BepuduumpoeaTtb, 4YTO0  obopygoBaHMe  cnocobHo  obecneuntb  Tpebyemble
YHKUNOHAmNbHbIE XapakKTEPUCTUKM M 4YTO OHO COOTBETCTBYET TpeboBaHuaAM noboro
npegnonaraeMoro nccrnegosaHms (CMm. Takke 5.5.1).

NMpumeyvaHmne - 3OTn TpeboBaHUA nNpPUMEHSAIOTCA K 060pyaoBaHMIO, KOTOpoOe
npumeHsieTcs B nabopaTtopun, BPEMEHHO MCMONb3yeMoMy obopydoBaHUO U
obopyooBaHUO, WUCMNONb3yEMOMY B COYETaHUM C  MOOMNBbHBIMKM  YCTPOMCTBAMM,
NPUMEHSAEMbIMN APYTMMU COTPYAHUKAMU, YNONTHOMOYEHHbIMK nabopaTopuen.

Kaxgbin npeameT obopyaoBaHus OOMKEH ObiTb OQHO3HAYHO MOMeYeH, CHabXeH
o603HayeHnem nnun gpyrum o6pasom naeHTUULMpoBaH.

5.3.1.3 HCTpyKUMA No npumeHeHnto obopyaoBaHus

O6opynoBaHue Bcerga AOMKHO MPUMEHATHCA OBYYEHHbIM WM YNONHOMOYEHHbIM
nepcoHarnom.

WHCTpyKUuuMn no npumeHeHuto, 6e3onacHOCTM W noggepXaHuto B MNoOpsiake
obopyaoBaHusA, B TOM 4YuUCre pasnnyHble Nocobusi U pyKkoBOACTBA MO MPUMEHEHUIO
obopynoBaHus, paspaboTaHHble U3roTOBUTENEM, AOSPKHbI OblTb NErko JOCTYMHbI.

JTabopatopmua pgormkHa wuMeTb npouenypbl no  6e3onacHoMy obpalleHuto,
TPaHCMOPTUPOBKE, XPAHEHNIO U UCMOMb30BaHUIO 000OpyaoBaHUA Ans NpeaoTBpaLLeHus
ero 3arpsi3HeHUs uUnm nopymn.

5.3.1.4 Kannbposka o6opyaoBaHusa 1 MeTponornyeckasi npocrnexXmBaemMocTb

JTabopatopma [omkHa MMETb AOKYMEHTMPOBAHHYK npoueaypy no kanubposke
obopyaoBaHUsA, KoTopas MpPsSiMO UMW KOCBEHHO BNUSIET Ha pesynbTaTbl UCCeLoBaHus.
OTa npoueaypa BKNoyaeT B cebs cneaytoulee:

a) y4eT yCrioBui NCNOSb30BaHNA Y MHCTPYKLMN N3FOTOBUTENS;

b) perncrpaumio MeTpoOnornM4eckon nNpocrnexmnsBaemMoctT Kkannbpartopa (ctaHaapTa
Nn3MepeHus), KanmbpoBKn N NpPocnexmnsaemMon KanmbposBkn NnpegmeToB 06opyaoBaHUS;

c) Bepudukaumo TpebyemMonm TOYHOCTU MU3MEPEHUA U (PYHKLMOHMPOBAHUS
CUCTEMbI U3MEPEHUS B ONpeaerieHHble NHTepBarbl;

d) perncTtpaumto KanmbpoBkn K gaTbl pekanmbpoBKu;

e) B crniydae ecnu kanvbpoBka NpMBOAMUT K MOBbILUEHUIO COBOKYMHOCTU (DaKkTOpOB
Koppekummn, obecnedeHne obHOBNEHUS paHee YCTaHOBNEHHbIX (DakTOPOB KOPPEKLMK;

f) rapaHTUn npegynpexoeHust NOAroOHKU WU MOMEX, KOTopble MOryT uU3BpaTuTb
pes3ynbTaTbl UCCNeLOoBaHMUS.

MeTponoruyeckaa  npocrnexmBaemMocTb  AO/PkHaA  ObiTb  npoBegeHa Ao
pedepeHTHOro Martepuana wunu pedgepeHTHONn MeToAUKM Hauboree BbICOKOro
AOCTYMHOrO YPOBHS.

NMpumeuvaHme - [lokymMeHTaumss O MpPOCMEXMBAEMOCTU  KanubpoBknm OO
pedepeHTHOro maTtepmana unm pedepeHTHOM MeToaukM Hamboriee BbICOKOrO YPOBHS
MOXeT ObiTb npegocTtaBneHa CUCTEMOW UCCReaoBaHMA  U3rotoBuTens. Takas
AOKYMeHTaumsa npuemnema, noka cuctema uccnenoBaHWs U3roToBUTENS U MeToauka
KanmbpoBKM NpUMeHATCA 6e3 N3MeHeHus.



B cny4yae, korga aT0 HEBO3MOXHO UMW HE COOTBETCTBYET YCNOBUAM, OOMMKHbI ObITb
NPUMEHEHbI Apyrne CcpeactBa MNPOBEpPKM [LOCTOBEPHOCTU pes3ynbTaToB, BKIOYas
cnegyouiee, HO He OrpaHNYNBaACh STUM:

- MCMNOMNb30BaHMEe  CepTUMULNPOBAHHBIX  (aTTECTOBaHHbIX)  pedepeHTHbIX
MaTepuanos,

- uccrnegoBaHne unu kanmbposka Apyron METOANKON,

- B3aUMHOe corflacoBaHue CTaH4apToOB UM METOLOB U3MEPEHUS, KOTOPble YEeTKO
YyCTaHOBMEHbI, CneunduumMpoBaHbl, OxXapakTepu3oBaHbl MW B3auUMHO COrflacoBaHbl
BCEMM Y4aCTBYHOLLMMUN CTOPOHAMM.

5.3.1.5 lNMopaepxaHne n BocCTaHOBNEHNE 00opyaoBaHUA

JTabopaTtopusa OomkHa MMeTb AOKYMEHTUMPOBAHHYK Mpouenypy npeBEeHTUBHOIO
cogepxaHua obopyaoBaHuda, KOTopas OOSDKHA, MO MeHbLUe Mepe, COOTBETCTBOBATb
NHCTPYKUMSIM U3roTOBUTENS.

JTabopaTtoputo cnepyet coaepxaTtb B 6e3onacHblx pabovnx ycnosusax n B paboyem
nopsgke. [omkHa 6bITb uccnefoBaHa anekTpuyeckass 6es3onacHoOCTb, aBapuiHag
OCTaHOBKa YCTPOMCTB U Be3onacHoe obpalleHne C XMMUYECKUMU, PaguoaKkTUBHBIMU U
Buonornyeckummn mMatepuanamm u yTunusauus MxX YNnosIHOMOYEHHbIM MNEePCOHaNoM.
[omKHbI ObITb NCMOSb30BaHbI, MO MEHbLUEN Mepe, NNaHbl U UHCTPYKUUN N3rOTOBUTENEN.

B cnyvae, ecnu o6HapyxeHbl [gedektel o06opyaoBaHUs, AOOMMKHO  ObiTb
npekpawleHo ero ucnosnib3oBaHue u fedekTHoe obopynoBaHuMe AOMKHO ObITb 4YeTKO
oTMeYeHo. JlabopaTopust He OOMmKHa MCnosb3oBaTh AedekTHoe obopyaoBaHue OO0 Tex
nop, Noka OHO He ByaeT ucnpasfeHo U C NOMOLLLIO Bepudukauumn He ByaeT AokasaHo,
YTO OHO COOTBETCTBYET YCTAHOBMEHHbIM KpUTEpUAM npuMeHumocTu. JlabopaTopus
AOIMKHA n3yu4nTb BRnaHWe nodbix aedekTtoB 0b6opyaoBaHUs Ha Npou3BeaeHHbIe paHee
nccnenoBaHUs M NPeanpuHATE HEMEASIEHHblE WU KOPPEKTUpYoLWne OencTBus (CM.
4.10).

JTabopatopua [ormkHa NpeanpuHSATb pasyMHble Mepbl ANs  AeKOHTaMuHauuu
obopyanoBaHusa nepen ero UCnosib30BaHMEM N BOCCTAHOBMEHMEM, NPeoOCTaBUTb MECTO
ANs peMoHTa 1 Heobxoanmoe 3aluTHoe obopyaoBaHue Ans nepcoHana.

Ecnn obopynoBaHMe He Haxogunocb Mo4 HenocpeacTBEHHbIM  KOHTPOSieM
nabopartopun, TO A0 Havana ero UCnosfib3oBaHUA OOSMKHbI OblTb BEpUULMpoBaHbl ero
PYHKLMOHAmNbHbIE XapaKTEPUCTUKN.

5.3.1.6 CoobLweHna o HebnaronpUATHbIX MHUMAEHTaxX ¢ 06opyaoBaHMEM

HebnaronpuaTtHble WHUMOEHTbI WU aBapun, HENOCPEACTBEHHO CBSA3aHHble C
onpeaerneHHblM 06opyaoBaHMEM, OOMKHbI ObiTb UCCreaoBaHbl U O HUX OOMMKHbI ObITb
WH(POPMMPOBaAHbI U3rOTOBUTENW U COOTBETCTBYHOLLME OpraHbl BracTu, ecnm 370
oKaxeTcsa HeobxoauMbIM.

5.3.1.7 JokymeHTauunsa o6 obopynosaHum

[omkHa BecTUCb OOKYMEHTauMs O Kaxaom npegmete obopyaoBaHusi, KOTOpoe
BNUSAET Ha XapakTepucTUKM uccrnenoBaHus. [JokymMeHTbl 06 obopyaoBaHUM LOSMKHbI
cogepxaTtb, N0 MEHbLLEN Mepe, creayolmne cBegeHns:

a) NOEeHTUYHOCTbL 000opyaAOBaHUS;

b) HanmeHOBaHWe W3roTOBUTENHA, MOAESNb W CEPUMHBIA HOMEp WnNu gpyrue
NpU3HaKM Ans naeHTMuKauum;

C) KOHTaKTHasi MHpopMauus O NOCTaBLUMKE UIN U3rOTOBUTENE;

d) maTta nonydeHus n gaTta BBoAda B AENCTBUE;



€) MecTo pasMeLLEeHNs;

f) cocTosiHne npu nonyyeHun (HOBOE, UCMONb30BAHHOE, BOCCTAHOBIIEHHOE);

g) UHCTPYKLMN N3roTOBUTENS;

h) 3anucu, KoTopble NOATBEPXOAKT NEepBOHAYanbHY  MPUEMSIEMOCTb
obopynoBaHua Ansi NPUMEHEHNSA B MOMEHT ero noctynneHus B nabopartoputio;

i) npousBeneHHble OeUCTBUA MO nogaepXaHuto obopynoBaHus B paboyem
COCTOSAAHUM W NSlaH NPEBEHTUBHbLIX AENCTBUMN,

j) OOKyMeHTaums O (PyHKUMOHArbHbIX XapakTepucTukax obopynoBaHus, KoTopas
noaTBepXaaeT NPMMEHNMOCTb 000pyA0BaHUSA B HACTOsILLEE BPEMS;

K) noBpexgeHne unun HapyweHne PyHKUMOHNPOBaHUSA, MOOUAIMKALNA UIN PEMOHT
obopynoBaHus.

HokymeHTauma o6 obopyaoBaHUKM, OTHOCALWASCA K MNEPEYUCNEHUIO j), OOSMKHa
cogepxaTb Konuu oTyeToB/cepTUdmMkaToB 000 BCex KanmbposBkax u/vnun sepudmkaumnsx,
BKMNtoYasa B cebsi gatbl, BpeMsi U pe3yrnbTaTbl PeryrnpoBku, KpUTEPUN NPUEMIEMOCTU U
OOSDKHblIE AaTbl crefylowen Kanubposkn w/vnn Bepudukaumm, 4Tobbl BbINOMHUTL
4aCTUYHO UM MOSTHOCTbLIO 3TK TpeboBaHus.

OTN OOKYMEHTbI OOSIKHbI NOAAEPXKMBATECA U AOSTKHbI OblTb AOCTYMHbLI B TEYEHUE
BCEro nepuona *usHu obopygosaHusa unm 6onee onuTenbHbIN NEPUOL BPEMEHU, KaK 3TO
yCTaHOBIEeHO B npoueaype KoHTponsa gokymeHToB nabopatopun (cm. 4.13).

5.3.2 PeareHTbl 1 pacxogHble maTtepuanbl

5.3.2.1 Obwme nonoxeHusa

JTaBopaTtopua gormkHa MMeTb JOKYMEHTUPOBAHHYIO Npoueaypy npuema, XpaHeHus,
nccrneaoBaHus NPUEMSIEMOCTU W MEHEeKMEHTa WHBEeHTapusauuuM peareHToB W
pacxofHblX MaTepuanos.

5.3.2.2 PeareHTbl 1 pacxogHble maTepuarnbl - NPUEM U XpaHeHue

B cnyyae, korga nabopartopus He SIBASIETCA NMPUHUMAOLWEN opraHusaumen, oHa
AOIKHA YAOCTOBEPUTLCS, YTO MECTO AN pa3MeLLeHNs Npuema peareHToB pacnosiaraet
afieKkBaTHbIMM BO3MOXHOCTAMMU ANS XPaHEHUS U COAepXKaHUSA 3akyrnaemMblX NpegMeTos,
CNoCOBHbIMU NPefoTBPATUTL UX MOPYY UK paspyLleHune.

JTabopaTtopua gormkHa XpaHUTb NOSTyYeHHble peareHTbl U pacxodHble maTepuansl
B COOTBETCTBUM CO crieumndukaLmsmm nsarotoBuTesnsi.

5.3.2.3 PeareHTbl 1 pacxogHble Matepuarsbl - UCMNbITAHWE MPUrogHOCTH

Kaxxgass HoBasi (popma Habopa peareHTOB C M3MEHEHWAMW B peareHTax wnm
MeToauKe, UNn HoBad napTust UM NpuobpeTeHne AO0SKHbl OblTb BepuuumMpoBaHbl B
OTHOWIEHMN  (DYHKUMOHASNbHbLIX  XapaKTepuCTUK  nepes  UCMoNb3oBaHWEM  AfiS
ncerneaoBaHun.

PacxogHble matepuarbl, KOTOpble BNUSAKOT Ha pe3ynbTaT UCCegoBaHUS, OOMKHbI
OblTb BepudMUMPOBaHbI B OTHOLIEHUN (PYHKUMOHAmNbHbIX XapakTepUCTUK nepenq
MCrnonb3oBaHWeM A5 NCcnegoBaHun.

5.3.2.4 PeareHTbl U pacxogHble MaTepuarnbl - MeHe)KMEHTa MHBEHTapmn3aLumnm

JTabopaTtopmna gormkHa BBECTU CUCTEMY KOHTPOSISt MHBEHTapU3aunm peareHToB U
pacxogHblx MaTepmanoB. CuctemMa WHBEHTAPHOrO KOHTPOSS [JOfMKHA OTAENUTb
HenpoBepeHHbIe N HernpuemMseMble peareHTbl U pacxogHble Matepuarbl OT TeX, KOTopble
NpUrogHbl 45151 UICNOSIb30BaHKS.

5.3.2.5 PeareHTbl U pacxofHble MmaTepuarnbl - MHCTPYKUMN NO MPUMEHEHUIO

MHCTPYKUUKM MO MPUMEHEHUIO peareHTOB U pacXodHblX MaTtepuarioB, B TOM 4ucne



npefocTaBieHHbIE N3rOTOBUTENAMM, OOMMKHbI ObITb JIEMKO AOCTYMHbI.

5.3.2.6 PeareHTbl 1 pacxogHble matepuanbl - coobueHns o HebnaronpuaTHbIX
MHUMAEeHTax

HebnaronpuaTHble MHUMAOEHTbLI U aBapuKn, KOTopble MOryT 6biTb HEMNOCPEACTBEHHO
CBsi3aHbl C OMNpedesiEHHbIMU peareHTamMu U pacxodHbIMW MaTepuanamu, AoMKHbI ObiTb
nccnegoBaHbl M O HUX  OOMKHbI  ObiTb  NPOMH(OPMMPOBAHBLI  U3FOTOBUTENN W
COOTBETCTBYIOLLUNE OpraHbl BNacTu, eCcnu 3TO OKaXXeTcst Heob6xoanMbIM.

5.3.2.7 PeareHTbl U pacxofHble matepuarnsl - JOKyMeHTauus

B oTHOWEHUM Kaxaoro peareHTa M pacxogHOro martepuana, KOTOpbI BRMSET Ha
OYHKUMOHAmNbHbIE XapaKTEPUCTUKM WUCCNeaoBaHUW, OOSMMKHA BECTUCb AOOKYMeHTauus,
KOoTopasi 4OMMKHa coaepaTb, MO MeHbLUEN Mepe, CneayloLlee:

a) NOEHTUYHOCTb peareHTa unm pacxogHoro Matepuana;

b) HaumeHoBaHWe U3roTOBUTESS U KOA NapTUM UK HOMEP NoTa;

C) KOHTaKTHasi MHpopMauusa O NOCTaBLUUKE U U3FOTOBUTENE;

d) gata nomnydeHusi, CPOK roAHOCTW, AaTa BBOAA ANS WUCMNONb30BaHWUS, W, €Cnn
HeobxoaMMo, aaTa npekpaLlleHnsa NCNosib30BaHUS;

€) COCTOSIHME Mpu NoSTlyYeHnn (HanpumMmep, NPUroAHbLIN UM UCMOPYEHHbIN);

f) MHCTPYKUNKN M3roTOBUTENS;

g) OOKYMEHTbI, KOTOpble MOATBEPXKAAIOT NepBoHaYarnbHyK NPUrogHOCTbL peareHTa
UM pacxogHoro matepuana anst UICNosnb3oBaHuS;

h) OOKYMEHTbl O (PYHKUMOHANbHbIX XapakTepUCTUKaX peareHToB UMM PacXOgHbIX
MatepuanoB, KOTOpble noATBEPXKAAT WX MPUrogHOCTb AN  WUCMNONb30BaHUA B
HacTosiLee BpeMS.

B cnyyae ecnn nabopatopusi UCMONb3yeT peareHTbl, MOArOTOBIIEHHbIE WU
CKOMMNJIEKTOBAHHbIE HA MECTE, AOKYMEHTbI AOSKHbI coaepXaTb, MOMUMO NEPEYNCIIEHHON
BblLLE MHOPMaLMK, CBEAEHNA O NULE UNK Nnuax, NPOM3BOAMBLLUNX NOATOTOBKY U AaTy
NPUroToBEHUSI.

5.4 MNpeaHannTn4yeckume npoueccobl

5.4.1 O6wume nonoxeHus

JTabopaTtopua formkHa UMeTb AOKYMEHTUMPOBaHHYH npoueaypy u mHdopmaumto
ANs npeaHanuTUYecknx npoueccoB, 4TobObl obecrneymBaTb BanMOHOCTb pPe3ynbTaToB
nccnegoBaHun.

5.4.2 Nudbopmauma ana naumMeHTOB U NoNb3oBaTeneun

JTabopatopmna p[omkHa wuMeTb WMHAQOopMauMioo, LOCTYNHY ONd nauveHToB WU
nonb3oBaTenen nabopatopHblx ycnyr. MHdopmauma gormkHa BKoYaTh B cebs:

a) MecTo pa3mMeLlLeHnsa nabopatopuu;

b) BuAbI KIMHWYECKUX YyCnyr, nNpefocTaBnsieMbix nabopatopuen, B TOM 4ucne
nccneaoBaHus, oTCbiflaemble B Apyrue nabopatopuu;

C) 4Yacbl paboTbl nabopatopuu;

d) nccnepoBaHus, npegnaraemMmble nabopartopuen, Bkovas, ecnn Heobxoaumo,
MHOPMaLMIO, OTHOCSALLYIOCA K HeobxoammbiM npobam, ob6beMbl MepBUYHBIX MNPOO,
crneunanbHble NpeocTepexeHns, Bpemsa obopoTa TecTa, (4TO MOXeT ObITb BbIMOSIHEHO B
OCHOBHbIX KaTeropumsax TeCcTOB WNM ANa rpynnbl  MccnegoBaHun), Guonorndeckue
pedepeHTHbIE UHTEPBArbl U 3HAYEHUSI KNMUHUYECKUX PELLUEHWUM;

€) UHCTPYKL MM NO 3anofiHeHUO dOpMbl 3anpoca (Has3HayveHus);

f) MHCTPYKUMKN NO NOAroTOBKE NaUMeHTa;



g) MHCTPYKUMM MO B35TMIO Npo6 NaumeHTa;

h) MHCTPyKUMKM MO TpaHCNOpPTUPOBKE NPoOB, B TOM uucre nobble cneunasnbHble
notpebHocTn obpalyeHus:

i) ntobble TpeboBaHMs UMETb corfacue naumeHTa (Hanpumep, corfnacue packpbiTb
KMMHUYECKYIO MHAOPMaLMI0 U CEMEWHbIA aHaMHe3 COOTBETCTBYIOLLMM MEAULMHCKAM
paboTHUKam, obpaLLieHme K KOTopbIM HEOBX0aMMO);

j) KpuTepun nabopatopun Npu NpMeme n oTkase B npueme nNpoobsbl;

K) nepeyeHb M3BECTHbIX (AKTOPOB, KOTOPblE€ CYLECTBEHHO BIMAKT Ha
XapaKTePUCTUKN UCCNeSOoBaHUS UM Ha MHTEpNpeTaumto pe3ynbTaTos;

|) AOCTYMHOCTb KIMHWYECKOW KOHCYNbTaUUW NPU Ha3Ha4YeHUM UCCNenoBaHUsA U
NHTEepnpeTaunn pesynbTaTos;

m) nonuTnka nabopatopun No 3amuTe NepcoHanbHON MHopmaunu;

n) npoueaypa nabopatopumn B OTHOLLEHUN anoo.

JTabopatopmua p[omkHa wWMeTb WHOPMauMo, LOCTYNHYK ANs NauMeHTOB WU
nonb3oBaTenen, BKOYaLWYy B cebsi pa3bsiCHEHME KIMMHUYECKUX Npoueayp, KOTopble
AOSKHbI ObITh BbIMNOMAHEHbI, YTOObI UMETb BO3MOXHOCTb MH(POPMMPOBAHHOIO COrfiacus.
BaxxHOCTb npefocTaBneHuss WHgopmMaumm O NaumeHTe N ceMbe B OnpeaeneHHbIX
cuTyauuax (Hanpumep, ans MHTepnpeTaumMm reHeTUYECKNX pesynbTaToB) OOIMKHA ObITb
pas3bsCHEHa NauMeHTy 1 Nob30BaTENHo.

5.4.3 Uncpopmauma o chopme 3anpoca (HasHavyeHUs)

B dopme 3anpoca nnun ero anekTpoHHOM 3KBUBANEHTe AOSMKHO ObiTb MecTo Ans
BKINKOYEHMS, MO MEHbLLEN Mepe, crneaytowen MHpopMaLunm:

a) wuvaeHTudukaumsa naumeHtTa, B TOM 4ucne non, pJdata poxaeHus,
pasmelleHne/getann KOHTakTa ¢ NauneHToOM M YHUKanbHbIA naeHTudukartop.

NMpumeyaHune - YHuKanbHas waeHTUMUKaALMS COCTOUT U3 OyKBEHHOM W/Mnu
UMGPOBOMN MAEHTUUKALUK, TakonW Kak Homep 605fibHUUbI, HOMEp MepCcoHanbHOro
MeOULIMHCKOro JOKYMEHTa;

b) uma unn gpyron yHuUKanbHbIn MOEHTUAUKATOP KIMHWULMCTA, OpraHu3aTtopa
34paBOOXPaHEHUS UNN OpPYroro nvua, ynosIHOMOYEHHOro HasHavyaTb UccnegoBaHnda nnu
MCnonb3oBaTb MEAULMHCKYD MHAOpMaLMO, BMECTE C NpPeaHa3HayYeHMeM ans oTyeTa u
JeTanen KOHTaKTa;

C) TMN nepBuYHOW Mpobbl W, Korga 3TO HeobXxoauMO, aHaTOMUYeCcKoe MeCTO
opraHa;

d) Ha3Ha4yeHHOe nccregoBaHue;

€) KMMHUYECKN BaxkHast MHGOPMaLUNA OTHOCUTENBHO NauneHTa U HasHadYeHus, ong
Lenen BbINONHEHMS NCCNEeAOBaHUSA U MHTepnpeTaumn pesynbraTa.

MpumeyvaHwme - MHdopmauusa, Heobxoanmas ONA BbINOSTHEHWUS UCCNEAOBaHUS U
MHTepnpeTaunn pesynbtata, MOXET COCTOATb M3 POOOCIIOBHOW NauMeHTa, CeMEWHOro
aHaMHe3a, JaHHbIX U NyTELeCTBUSAX U BO3AENCTBUAX: nepeaaBaeMbix 6onesHsx, Apyron
KNMUHUYECKN BaxKHOW WHopmaumn. Takke MoxeT ObiTb cobpaHa uHaHCOBas
WHpopmaums Ons uenen BbICTaBMEHUA cyeTa, (PMHAHCOBLIN ayaAUT, MEHEOKMEHT
pecypcoB n nepecmoTp ytunusaumn. lNauyneHt gomkeH 6biTb ocBeAOMIIEH O coBpaHHOWM
NHopMaLMK 1 Lensax, ANs KOTopbiX OHa Gbina cobpaHa;



f) pata, ecnu ato Heobxoammo, Bpems, Korga Obina cobpaHa nepsuyHasa npoba;
g) AaTa v Bpems Nnony4yYeHusi npoobsl.

NMpumeyaHune - dopmar HaszHavyeHUs (Kak MeyaTHbIN, TaKk U SNEKTPOHHbIA) U
cnoco6, KOTOpbIM Ha3HayYeHne SOSMKHO ObiTb NepefaHo B nabopaTopuio, AOMKHbI ObiThb
onpegeneHbl Npu obcyxaeHnn ¢ nonb3oBaTenem abopaTopHbIX YCHYr.

JTabopatopmua pomkHa MMeTb [LOKYMEHTUPOBAHHYK npoueaypy And YCTHOro
Ha3Ha4yeHUs1 UccnefoBaHWK, KoTopas BKNYaeT B cebs noaTeBepxaeHue GopMon
3anpoca uUnm aneKTPOHHOro 3KBMBaneHTa B JaHHOE BPeEMS.

JTabopatopua [ormkHa CTPEMUTBCA COTPyOHUYATb C MNOSMb3oBaTensaMuM WUnNn ux
npeacTaBuUTENsIMN B MPOSICHEHNN Ha3HAYeHMs ANd Nonb3oBaTens.

5.4.4 B3aTue nepBUYHOMN NpoObLI U oOpaLueHne ¢ Hen

5.4.4.1 O6Lwue nonoxeHus

JTabopaTtopua aosmmkHa MMeTb OOKYMEHTUPOBAHHYIO npoueaypy 4ns npasBUiibHOro
B3ATMS MNEPBMYHbIX Npob M obpaweHns ¢ HuMK. [JoKyMeHTUpoBaHHbIE npouenypbl
AOSKHbI ObITb AOCTYMHbI COTPYAHUKAM, OTBETCTBEHHbIM 3a B3STME NepBUYHbIX Mpood,
He3aBMCUMO OT TOro, SBMIAKOTCHA UMK He ABMAATCA OHM COTPYAHWKamu nabopaTtopuun. B
crnlydae, ecnu  nonb3oBatenb  TpebyeT  OTKMOHEHWS  WUAWM  OOMOSIHEHUA K
AOKYMEHTMPOBAHHOM Mpouenype Ans B3siTUS, 3TO AO/MKHO ObiTb 3aperncTtpupoBaHoO U
BKIMIOYEHO BO BCE JOKYMEHTbI, coAepXallne pesynbTaTbhl UCCeaoBaHNA, N OOMMKHO ObiTb
coobLLEeHO COOTBETCTBYHOLLEMY NepcoHany.

NMpumeyaHun

1 O60 BCex npoueaypax, BbINOMHEHHbIX NaUMEHTY, HE06X0AUMO MHAPOPMUPOBATL
nauyveHTta. [ns OonbWMHCTBA PYTUHHBLIX NabopaTopHbIX Mpoueayp cornacue MoxeT
OblTb nonydeHo npu obpaweHnn camoro naumeHTa B nabopatopuio C¢ opmon
HasHa4YeHuUs1 N Xenawwero NoaBeprHyTbCs OOblMHOM Mpouenype B3ATUS, Hanpumep,
BeHenyHkumn. [laumeHtam, Haxogawumcs Ha OONMbHUYHOM KOMKe, MOXET OblTb
npegocTasBrieHa BO3MOXHOCTb OTKa3aTbCA.

2 [Ona npuema U1 B3ATMA nNpob6 OOMKHO OblTb CO34aHbl  YCrOBMS
KOH(PMAEHUNANbHOCTU, COOTBETCTBYIOLLME TUNy cobupaemon uHGopMauum N B3ATbIX
NepBUYHbIX NPoO.

CneunanbHble npoueaypbl, B TOM 4ucre Gornee MHBa3MBHbIE UMW CBSA3A@HHbIE C
PUCKOM BO3HUKHOBEHMSI OCIIOXKHEHUW, MOryT HyxaaTbCsd B 0Oonee pgetasibHOM
0O BbSACHEHUM N, B HEKOTOPbLIX CryYasX, B MOy4eHUN NMMCbMEHHOIO Corfiacus.

B 9KCTpPEeHHbIX CUTyaumnsax MOXEeT OKas3aTbCA HEBO3MOXHO MONy4yuTb corracue, B
3TNX 0B6CTOATENBCTBAX NPUMEHMMO NPOU3BECTU HEOBXOaUMbIE NpoLeaypbl, BbIMOSIHEHNE
KOTOpPbIX OTBEYaAEeT MHTepecaMm nauueHTa.

5.4.4.2 IHCTpYyKUUM NO aKTUBHOCTU nepes B3aTneM npob

JTabopaTopHble WMHCTPYKUMM MO aKTUBHOCTM nepen B3ATUMEM Mpo0 OOMKHbI
cogepxatb criegyoLlee:

a) 3anosfiHeHne OpPMbl Ha3HAYEHUS N ANEKTPOHHOIO Ha3HaYeHus;

b) noaroToBka nauueHTa (Hanpumep, WHCTPYKUUU dnebotomucty,



OTBETCTBEHHOMY 3a B3siTME NpOob, nauneHTam);

C) TMN 1 pas3mep nepBUYHON NPobbl, KOTOpasi AOMKHA ObiTb B3ATa, C ONUCAHMEM
KOHTEMHEPOB ANsi NePBMYHOM NPobbl 1 Nobbie Heobxoanmble gobaBky;

d) cneunanbHOe pacnucaHue B3sTUSa Npob, korga aTo Heob6xo4MMo;

€) KnuHmyeckaa MHdopmaumsi, OTHOCALWAsaCa K B3ATUIO Npo6 unu Bnusilowasi Ha
HEero, Ha XapakTepPUCTUKN UCCReaoBaHNA UM MHTepnpeTaunto pesynbTaTa (Hanpumep,
NcTopusa BBEAEHUNA npenapara).

5.4.4.3 NHCTpYyKUMA NO OeATENbHOCTU B3ATUA

MHCTpyKunn no gencTemsam ans B3aTus Npod OoMmKHbI cogepaTb crnegytollee:

a) onpegeneHne naeHTurkaumm naumeHTa, y KoToporo B3sta nepsmyHas npoba;

b) noaTtBepaeHwe TOro, 4YTO MaUMEHT COOTBETCTBYET MNpeaHanuTUYeCKnm
TpeboBaHMAM [HanpuMmep, COCTOSIHME HaToLWak, MnpuemM nekapcTB (BpeMsa npuema
nocrnegHen [[o03bl, nNpekpalieHue), B3sATMe npob® B npegonpeneneHHoe BpewMms,
WHTepBarnbl BpeEMEHU U T.M.];

C) WHCTPYKUMM NO B3ATUIO NEPBUYHbLIX NPOO KPOBM M OpPYyrMx MaTepuarnoB C
OnMCaHMeM eMKOCTEeN ANs B3ATUS NepBUYHbIX NPo6 1 ntobbiM He06X0ANMbIM AENCTBUSAM;

d) B cnyyae ecnu B3ATUE MNEPBUMYHOM NPOOLI ABNAETCA YaCTbl KIIMHUYECKOM
NPaKTUKN, UHPOPMALUSA N NHCTPYKLMM OTHOCUTENBHO EMKOCTEN AN nepBuUYHOM npobbl,
nobbix Heobxoammbix gobaBok, nOObIX HeobxoauMbIX npoueayp WM YCroBuUKA
TPaHCNOPTUPOBKM NPO6 OOMKHbI ObiTb onpegeneHbl U CoObLLEHbl COOTBETCTBYHOLLEMY
KNMHU4YECKOMY nepcoHany,

€) WHCTPYKUMM NO MapKMpOBKE NEepBUYHbIX MNpob cnocobom, KOTOpbIn
obecneymBaeT 6e3yCrnOBHYO CBA3b C NaLMEHTaMM, OT KOTOPbIX B3ATbI NPOObI;

f) pernctpaumio naeHTnmkaumm nuua, B3siBLUErO NEPBUYHYKO Npoby, AaTy B3STUS
n, ecnu Heob6xoanuMo, permcTpaumo BPEMEHN B3ATUS;

g) WHCTPYKUMM MO NpPaBUIbHbIM YCNOBUSM XPaHEHUs nepeq oTnpaBkon npob B
nadopaTtopuio;

h) 6e3onacHas yTunmsaumsa matepuanos, UCNONb30BaHHbIX ANs B3ATUS Npoo.

5.4.5 TpaHcnopTupoBKa NpoobI

NHCcTpykuun nabopatopum no  AenctBusM nocre B3ATUA  npoObl  OOMKHbI
npegycmaTpuBaTb YNakoBKy Npob Ana TpaHcnopTMpoBKW. JlabopaTopus AOmMKHA UMETb
AOKYMEHTMPOBaAHHYKO  npoueaypy Ans  MOHUTOPWHIra  TPaHCNOPTUMPOBKM  Mpob,
obecneymnBaroLLyto, YTO OHU TPAHCMOPTUPOBAHDI:

a) B npegenax cpoka, COOTBETCTBYIOLLErO NpUpoae Ha3HaAYeHHOro MccnenoBaHuUs
N JOMKHOMY BMAY NabopaTopHbIX NccnegoBaHUM;

b) B Nnpegenax temnepaTtypHOro MHTepBana, YCTaHOBMIEHHOro ANsi B3ATUS Npob u
obpalleHnMss C HMMKM M C NpeanucaHHbIMW  KOHCcepBaHTaMu Ansa  obecnevyeHus
cTabnnbHOCTK NPOD;

c) cnocobom, KoTopbIn obecnevmBaeT LENOCTHOCTbL Npobbl 1 6e3onacHOCTb Ans
nepeBo34vnKa, OKpyKatollen cpeabl 1 nonyvawwmin npodby nadbopatopmum B COOTBETCTBUN
C YCTaHOBNEHHbIMU TpeboBaHMSIMN.

MpumeuaHue - JlaGopaTopusi, kKoTopasi He y4acTBYeT BO B3ATUM NEPBUYHON NPOLbI
M ee TPaHCNOPTMPOBKE, OOMMKHA C y4eToM 5.4.5 nepeuncrieHue c), nNpu MOnyyYeHuu
Npobbl C HapyLEeHHOW LEeNOCTHOCTbI WM MnoAaBepralLlen onacHoCTM MnepeBo3yuka,
OKpYy)KatoLLyto cpefy, HEMeANEHHO CBA3aTbCA C NOCTaBLUMKOM Npobbl 1 MHOPMUPOBaTb



OTHOCUTEJIbHO Mep, KOTOpPblEe OOJTKHbI ObITb npeanpumHATbI BO n3dexaHune peunanBa.

5.4.6 Npunem npoObLI

Mpoueaypa nabopatopun no npuemy npobbl AormkHa obecneynBaTb cobniogeHne
cneayoLwmnx ycroBum:

a) Mpobbl OAHO3HAYHO MPOCMEXEHbl C MOMOLLbI Ha3HaYEeHUs N MaPKUPOBKM A0
NOeHTUPULMPOBAHHOIO NauMeHTa unm mecra.

b) TpumensitoTca paspaboTaHHble W OOKYMEHTMPOBaAHHble nabopaTtopuen
KpUTEPUM NPUEMIIEMOCTM UK OTKasa B npueme npob.

c) B cnyyae Hanuuma npobnem c wmaeHTUMKaumen nauueHTa wunm npoobl,
HecTabunbHOCTU npoobil, BbI3BaHHOW OTCPOYKOW TPaHCNOPTUPOBKMK nnm
HEeCOOTBETCTBYIOLUUM KOHTENHEPOM, HEQOCTAaTOYHLIM 06 beMOM NpobLI UK koraa npoba
ABNSAETCA KIMHMYECKM KPUTUYHOW WM  HEBOCCTAaHOBMMOW W nabopaTtopusi uweT
BO3MOXHOCTb ObpaboTaTb Npoby, OKOHYATENbHbIN OTYET LOOSMKEH YyKasbiBaTb Npupoay
npobnem un, ecnn 3To NPUEMNEMO, NPEAOCTEPEXEHNS, KOTOPble HEOOXOANMO YYMTbIBATb
npy NHTepnpeTaunn pesynbTaTa.

d) Bce nony4deHHble npobbl perncTpupyroTcs B XXypHane nocTynneHus, paboyen
Tabnuue, KoMmnblTEPE WNU OpyrMx cuctemax. [ata m Bpems NOCTynneHus w/unu
permctpaumMm npob6 OofmkHbl ObiTb  3apernctpupoBaHbl. Korga 9TO  BO3MOXHO,
NOEHTUYHOCTb NLa, NpMHABLLEro Npoby, Takke SOMMKHA OblTb 3aperncTpMpoBaHa.

e) YNONMHOMOYEHHbI MepcoHan AOMMKEH OUEHUTb MOofydYeHHble npobbl, YTOOLI
obecneynTtb, YTO OHM OTBEYAKT KPUTEPUAM MNPUEMMNEMOCTU, COOTBETCTBYHOLLNM
Ha3Ha4YeHHOMY 1CCrieoBaHuIo (MCCriedoBaHUSAM).

f) B cnyyae, korga 3TO COOTBETCTBYET, LOMKHbI OblTb MHCTPYKUMM MO MpUeEMy,
MapKMpPOBKE, UCCNEeAOBaHUIO M coobuieHntio o npobax, cneumanbHO MOMEYEHHbIX Kak
9KCTpeHHbIEe. VIHCTPYKLMM OOMKHbI cogepaTb getanu nobon cneumanbHON MapKUPOBKU
PopMbl HasHayYeHus n nNpobbl, MexaHu3M nepeHoca Npobbl B 30HY UCCMeaoBaHWs B
nabopartopun, nbon 6bICTPbIM cNOCO® OCyLWeCTBEHNA npouecca AOMMKHblI ObITb
MCNONb30BaHbl U OOMKHbI COOTBETCTBOBATL NOOLIM CneunanbHbIM KpUTEPUAM OTHETOB O
pesynbTaTax nccregoBaHUn.

Bce nopuumn nepBuyHOM Npobbl AOMKHbI ObITb OAHO3HAYHO MNPOCHEXEHbl A0
OpUrMHanNbLHOW NEPBUYHON NPOOBLI.

5.4.7 NMpeaHanuTu4yeckoe obpalleHue, NOAroTOBKAa U XpaHeHUe

JTaBopaTtopua gormkHa nmeTb nNpouenypbl M COOTBETCTBYHOLLME BO3MOXHOCTU A5
BGesonacHoro obpaiweHns ¢ npobamm M nNpefoTBpaLLEHMS MNOp4YK, yTpaTbl WU
NoBpeXAeHNs BO BpeMs MpeaHanuTU4eckoro aTtana npu obpalieHuu, NoLroToBke WU
XpaHEHWUMW.

JTaBopaTtopHble npoueaypbl OOMKHbI BKIoYaTb B ceba npeaensl BpeEMEHU AOns
Ha3Ha4YeHUs1 AOMOSMHUTESNbHBIX UCCReaoBaHUA U NOCNeayLWnx UccnegoBaHnin Ton xe
nepBMYHON NPOOLI.

5.5 AHanuTnyeckue npouecchbl

5.5.1 Bbi6op, Bepudmkauma m Banmaauma npoLeccoB nccnenoBaHus

5.5.1.1 O6wme nonoxeHus

JTabopaTtopmua p[ormkHa BblibpaTb METOAMKM WCCNEeAoBaHusl, KOTOpble WMEKT
XopoLliee MOATBEPXAEeHWe [nOns npeaHasHa4YeHHOro Mcnonb3oBaHus. WMOeHTUYHOCTb
nuua, KOTopoe BbIMOMHSET NPoLecChl UCCreaoBaHus, A0MKHA ObiTb 3aperncTpmpoBaHa.



CneunduumpoBaHHble TpeGoBaHUs (PyHKLMOHAmNbHbIE XapaKTepuUCTUKM) AOnA
KaXXgol MeTOAMKU WCCrnedoBaHus [OOMKHbl COOTBETCTBOBaTb NpeaHa3HaYeHHOMY
NMPUMEHEHMIO 3TOTO NCCIeaoBaHUS.

MpumeyaHne - [peonoyTUTENbHBIMU  ABNSAOTCA  METOAMKW,  KOTOpble
cneunuUnpoBaHbl B UHCTPYKUMUSX MO MPUMEHEHUIO MEOULMHCKUX u3nenuin ans
ANarHOCTUKM in vitro nnu Te, KOTopble ObInn ony6nMKkoBaHbl B

yCTaHOBJ'IeHHbIX/aBTOpVI3OBaHHbIX y‘-le6Hl/IKaX, 0630prIX TEeKCTax Uin XypHanax uin B
MeXOyHapoa4HbIX COrnacoBaHHbIX CTaHOaApTax WM pyKOBOACTBax, HaLUMOHallbHbIX WUIU
permoHarnbHbIX NpaBunax.

5.5.1.2 Bepudukauma metoguk nccrnegoBaHmsa

BanuauposaHHble MEeTOAWKN UCCRefoBaHUW, nNpuMmeHsiemble 6e3 mogudukauunm,
AOMKHbI  OblTb  NOABEPrHyTbl He3aBUCUMOW Bepudukaumm nepen BBeOEHUMEM B
noBCeHEBHOE UCMOJSIb30BaHMe.

JTabopatopmna p[osmkHa MonyyYuTb OT  M3rOoTOBUTENS unm  OT  paspaboTymka
MHopMaLMIo, NOATBEPXKOALLYIO (PYHKLUMOHASbHbIE XapaKTePUCTUKN METOLMKM.

HesaBucumaa Bepudmkaums nabopaTopuen [[OMmKHA NOATBEPAUTL NYTEM
nonyyYyeHns 06bEKTMBHbLIX JoKa3aTenbCTB (B hbopMe (PYHKLMOHASbHBIX XapakTepUCTUK),
4yTO  MeToguMKa  COOTBETCTBYEeT  3asiBfIEHHbIM  XapaKTepuCTUKaM  BbIMOSIHEHMS
nccnenoBaHus. 3asiBfieHHble (PYHKUMOHASbHbIE XapaKTEPUCTUKK, NOATBEPXKOAEHHbIE B
npouecce Bepudukauumn, OOMKHbI COOTBETCTBOBATbH NpeAHa3HayeHHOMY MPUMEHEHUIO
pes3ynbTaToB UCCreaoBaHus.

JTabopatopmua  gomkHa  OOKYMEHTUMpoBaTb  npouenypy  Bepudukaumm  u
3apermcTpmpoBaTth NnoryvyeHHble pesynbTaThbl. [epcoHan, obnagarwmin Ha 3TO NpaBoM,
OOIMKEeH nepecmaTtpmBaTb pes3yrnbTaTbl BepuduKaununm n perncTpuposaTb pesynbTaThl
nepecmoTtpa.

5.5.1.3 Banupauus metoauk nccnegoBaHust

NNTabopatopua pomkHa nNpou3BOAUTL Banvaauuilo METOAMK UCCnedoBaHus,
NOSTYYEHHbIX U3 CrieayoLWmnX NCTOYHUKOB:

a) HecTaHOapTHblE MeTOAb!;

b) meToabl, paspaboTaHHble Nnabopatopuen;

C) cTaHAapTHble MeToAbl, MPUMEHEHHbIE BHE 0BnacT CBoero npefHa3HayeHHoro
NPUMEHEHUS;

d) BanuaupoBaHHble MeTOAbI, NoABepriumecs Mmogmdukauuu.

Banugauma pomkHa OblTb HaCTONbKO MHTEHCUBHOW, HACKOMbKO Heobxoaumo,
4TOObLI NOATBEPAUTL MyTEM MNpefocTaBrieHNns OObEKTUBHbLIX LOKasaTenbcTB (B opme
YHKUMOHAnNbHbIX  XapakTepuUCTuK), 4YTO  crneunduyeckme  TpeboBaHua  Ons
npegHasHa4YeHHOro NPUMeHeHUs nccnenoBaHns BbIMOSTHEHDI.

MpumeuyaHue - OyHKUMOHANbHbIE XapaKTEPUCTUKM MEeTOAMKM WCCredoBaHus
AOMKHbI BKMoYaTb B cebsl AaHHble O TOYHOCTU M3MEPEHMS!, NPaBUNbHOCTU U3MEPEHUS,
NPEeUU3NOHHOCTN  M3MEpPeHUsi, B TOM 4ucrie MNOBTOPSIEMOCTU  M3MEpPEeHUs W
NPOMEXYTOYHON  MPELM3NOHHOCTM  U3MEPEHUs, HeonpeaeneHHoCTU  U3MepeHus,
aHanuTM4yeckon  crneumdUuYHoOCTY, BKNOYass  MHTepdepupylolwme  BeLecTBa,
aHanUTMYeckon  YyBCTBUTEITbHOCTMH, npegene  obHapyXeHus 7 npenene



KOJIN4YECTBEHHOIO ornpeperieHnA, MHTEpBarne n3MepeHund, AnNarHoCTU4ecKom
CI'IeLI,I/I(bVI'-IHOCTI/I N ONarHOCTUYECKOM YyBCTBUTEJIbHOCTMW.

JTabopatopmna OOfmKHaA OOKYMEHTMPOBATb METOAMKY, WCMONb3yemyk  Ans
BanuMgauuuM, W 3aperncTtpypoBaTtb MNOSlydYEHHble pe3ynbTaTbl.  YMNONHOMOYEHHbIN
nepcoHan [OOSMKeH nepecMmatpuBaTb pes3ynbTaTbl BanugauMm W perncTpupoBaTtb
pesynbTaTbl NepecmoTpa.

B cnyyae ecnn B BanuaupoBaHHYyKO METOOAMKY WCCNEeAOBaHUS BHECEHDI
N3MEHEHUS, BINUSHME TaKUX WU3MEHEHUA OOMKHO ObiTb AOKYMEHTMPOBaHO WU, MNpwu
HeobXxo4MMOCTH, OOMKHA ObITb BbINONIHEHA HOBAs Banvaauus.

5.5.1.4 HeonpeneneHHOCTb N3MePEHNSA 3HAYEHNN N3MEPEHHOWN BENUYNHDI

JTabopaTtopusa gormkHa onpeaenutb HeonpeaeneHHOCTb U3MEPEHUA LN KaXOon
METOOMKN WU3MEPEHUsT B aHanuTudeckonm dase, WUCNOMb30BaHHOM Ana oTdyeTa o
3HAYEHUAX WM3MEPEHHOW BenuuMHbl B npobax nauuneHTa. Jlabopatopuss [OOMmKHa
onpegenutb TpeboBaHUA QYHKUMOHANbHbIX XapakTEPUCTUK ONA HeonpeaeneHHOCTU
N3MEPEHUSA KaXKOOW MEeTOOUKM U3MEPEHUs U pPerynsapHo nepecmatpuBaTb OUEHKU
HeonpeaeneHHOCTU U3MEPEHUS.

MpumeyvaHun

1 KOMMNOHEeHTbI HeonpeaeneHHOCTU COYeTarTCsa C MNPOUCXOAALMM NpOoLEeCccoMm
N3MepPEHUNS, Ha4YMHas OT BBOAA NpoObl B Npoueaypy M3MepeHus n 3akaHdnmBas Bblgavemn
N3MEPEHHOro 3HaYeHuS.

2 HeonpefeneHHOCTU naMepeHns MoryT ObiTb paccymTaHbl, UCNOSMb3Ys 3HAYEHUS
BENWUYUHbLI, MONYYEHHbIE C MOMOLLLI0 N3MEPEHUA MaTepuana ans KOHTPONS KayecTBa B
YCIOBUSAX MPOMEXYTOYHON NPeun3MOHHOCTU, KOTOopble BKIOYalT B cebs MHorue
PYTUHHbIE U3MEHEHWS, BO3MOXHblEe B CTaHAAPTHbIX onepauusax npouenypbl U3MepeHus,
Hanpumep, MU3MEHeHUs B MNapTUAX peareHToOB WNU Kanubpartopa, Yy pasnnyHbIX
oneparTopos, B rpadomke 06CnyXnBaHNa MHCTPYMEHTA.

3 lNpumepamn npakTU4ecKon Nore3HOCTU OLEHOK HeonpeaeneHHOCTU U3MepeHns
MOryT ObITb NoOATBEPXOEHME COOTBETCTBMSA 3HAYEHUM nauueHTa uensaM KavecTsa,
YCTaHOBIEHHbIM fabopaTtopuen, U 3HaA4YNMOE CpaBHEHWE 3HaYeHus nauuMeHTa C
npeablayLLmMmM 3Ha4YeHeM TOro e Tuna uUnm sHavyeHnem Ans KIMHUYECKOro peLleHums.

JTabopatopmna  OO/mKHa  y4uTbiBaTb  HeONpedeneHHOCTb  U3MEepeHUa  npu
WHTEpNpeTaunun 3Ha4YeHUs W3MEepPEeHHOW BenuuuHbl. [lo 3anpocy nonb3oBaTens
nabopaTopusa MOXeT NPeAcTaBfATb OLEHKN HeoNpeaeneHHOCTN N3MepPEHUS.

B cnyyae, ecnu uccrnegoBaHus cogepxat aTan U3aMepeHusi, Ho He NpeacTaBnsoT
3HayeHMe  U3MEepPeHHOM  BenuuuHbl, nabopatopma  OOSMKHA  paccyuTbiBaTb
HeonpeaeneHHoCTb CTaguv U3MEpPEHUs, MOCKOSIbKY 3TO MoXeT OblTb MonesHo Angd
OLEHKN HAZEeXHOCTU METOANKN UCCneoBaHUs Unu BAMsieT Ha coobLlaeMbln pesynbTar.

5.5.2 bBwuonornyeckme pedepeHTHble UHTepBanbl U/vnu  3Ha4vYeHus
KNUHUYECKOro peLueHus

JTabopatopua pormkHa onpegenutb Guonormyeckme pedepeHTHble MHTepBanbl
NUNN 3HAYEHUST KITMHMYECKOrO peLLEeHUsl, JOKYMEHTUpoBaTb OCHOBY AN pedepeHTHbIX
WHTEPBANoOB WNN 3HAYE€HUS] KIMHMYECKOro pelleHns n coobwmTb 3Ty WHopmaumo
nonb3oBaTensam.



Korga ©uonornyeckne pedepeHTHble MHTEpBasibl UM 3HAYEHUSA KAMHWUYECKOro
peweHus nepecrtawT COOTBETCTBOBATb OOCNyXuMBaeMon nonynsauun, Heobxogumble
N3MEHEHUNN OOMKHbI BbITb Npon3BeaeHbl N COOOLLIEHbI NONb30BaTENSAM.

B cnyyae, korga nabopaTtopusi UISMEHSIET aHanUTUYeCKne Unu npeaHanmTnieckue
npoueaypbl, OHa AOSfMKHA MNEepPecMOTpPeTb CBA3aHHble C HUMKM  Buonornveckue
pedepeHTHblE MHTEPBAribl UM 3HAYEHUS KITMHUYECKOrO peLleHns.

5.5.3 [lokymeHTauma meToaukK uccnenoBaHus

MeToaukmn nccrnenoBaHus A0SMKHbI OblTb AOKYMEHTUpOBaHbl. OHM AOKHbI ObiTb
HanucaHbl A3bIKOM, MOHATHLIM Af9 nNepcoHana B nabopatopun M ObiTb AOCTYMHbLI B
COOTBETCTBYIOLLMX MOMELLEHUSIX.

JTtobor dopmaT KOHAEHCMPOBAHHOIO OOKYMEHTa (Hanpumep, kapta annos mnm
nogobHasa wucnonb3dyemas cuctema) OOfKEeH COOTBETCTBOBATb [AOKYMEHTMPOBAHHOW

npouenype.

NMpumeyvaHun

1 Pabouune MHCTpyKUuK, kapTa cdannos unun nogobHas mucnosbdyemasi cuctema, B
KOTOpPOM CyMMUpOBaHa KnyeBasi MHGopMauus, npuemMnemsl Ons MpUMEHEHNA Kak
OGbicTpas cnpaBka Ha paboyem MecTe, nossondwowas UMeTb UHGOPMALMIO O MOSHON
AOKYMEHTMPOBAHHON npoLeaype nccrnegoBaHus.

2 IHgopmaumst U3 MHCTPYKUUK NO NPUMEHEHUIO NPOAYKTA MOXET OblTb BKIOYEHa
B Npoueaypy uccreoBaHus ans cnpasBku.

3 310 TpeboBaHne MOXET ObiTb BbIMNOAHEHO Pa3fINYHBbIMK MYTAMU B 3aBUCUMOCTU
OT MECTHbIX yCNnoBun. Takme cnocodbbl MOryT COCTOSATb B MPAMOM HarnpaBneHuu nucem.
cTaTtbsiXx B nabopaTopHbIX rasetax W BKIKOYEHUA COOTBETCTBYHOLLEN WHGOpMauuM B
OTYETbI O pe3ynbTaTtax UccrnegoBaHUN.

Bce [OOKYMEHTbl, MOMOXEHUA KOTOPbIX CBSA3@Hbl C YPOBHEM  BbIMNOSIHEHNS
nccnegoBaHusi, B TOM  4uCne  METOAMKM,  UTOroBble  AOKYMEHTbl,  dopmar
KOHOEHCUPOBAHHOIO OOKYMEHTA, MHCTPYKUMX MO NPUMEHEHUIO NPOAYKTaA, AOMKHbI ObiTb
006beKkTamMm KOHTPOISt AOKYMEHTOB.

B gononHeHne K AOKYMEHTanbHOMY KOHTPOSHO MAEHTU(UKATOPOB, AOKYMEHTALMS
AOIKHa BKIoYaTh B cebs, B criydae, Korga 9To COOTBETCTBYET METOAMKE UCCNea0BaHUS,
cnegywoulee:

a) uenb uccnenoBaHus;

b) npMHUMN 1 MeToA, NpoLeaypbl, NCNOMb3yEMbIN A9 UCCIea0BaHNS:

C) PYHKUNOHanbHble xapakrepuctmkm (cm. 5.5.1.2 n 5.5.1.3);

d) Tun npobbl (Hanpumep, nNnasma, CbIBOPOTKA, MOYa);

€) NoAroToBKa NaLMeHTa;

f) TN KoHTenHepa n [obaBok;

g) Heobxoanmoe obopyaoBaHNE U peareHThl;

h) KOHTPOSb OKpyXKatoLen cpeabl 1 6e30NacHOCTU;

i) npouenypa kKanmbpoBKM (METPOSOrMYECKOM NPOCHEXMBAEMOCTN);

j) @Tanel Npouenyps.!;

K) npouenypbl KOHTPOMS Ka4YecTBa;

l) MTHTepepeHunn (Hanpumep, NMNeMnUd. remonus, bunnpybnHemmsa, nekapcTsea) u
nepekpecTHble peakumu;



m) nNpuHUUN npouefypbl pacyeTa pesynbTaTtoB, B TOM 4ucne, ecnv 370
COOTBETCTBYET, HEONPEAENEHHOCTb M3BMEPEHNSA 3HAYEHMNI N3MEPEHHOWN BENUYNHBI;

n) OGuonornyeckne pedepeHTHble WHTepBanbl WKW 3HAYEHUS  KIIMHUYECKOrO
peLueHuns;

0) coobuaemblin HTEpPBan pe3ynbTaToB UCCNeLOBaHNS;

P) UHCTPYKUMSA MO ONpeaenieHno KoNMYeCcTBEHHOro pesynbTaTta, B cnyyae, Korga
pe3ynbTaT BHE UHTepBana U3MepeHus;

g) TPEBOXHbIE/KPUTUYECKME 3HAYEHNS, €CNN HEOBXOANMO;

r) nabopatopHas KnMHn4eckasi MHTepnpeTaums;

S) NoTeHuManbHble NCTOYHUKN Bapuauum;

t) Gubnuorpaduyeckme ccbinku.

Ecnn  nabopatopys  HamepeHa  WM3MEHUTb  CYLLECTBYIOLYIO  MeToAMKY
nccnenoBaHUs TakMm ob6pasoM, YTO pesynbTaTbl UCCNELOBAHUN UMM UX MHTEpnpeTaund
MOryT CYLLECTBEHHO W3MEHUTbCS, CMbICIT W3MEHEHWUA [OfMKeH ObiTb pas3bsCHEH
nonb3oBaTensm fabopaTtopHbIX yCnyr nocne Banugaumm MeToauku.

5.6 O6ecneyeHne Ka4yecTBa pe3ynbTaToB UCCren0BaHUN

5.6.1 O6wme nonoxeHus

JTabopatopua gomkHa obecrneynBaTb KaydeCTBO WUCCeOBaHWUNW, BbIMOSHAS UX B
onpefeneHHblx  ycnoBusx.  [ormkHbl  OblTb  MPUMEHEHbl  COOTBETCTBYHOLLME
npeaHanuTU4yecke W aHanuTuyeckne npoueccol (cm. 4.14.7, 54, 57 wn 5.8).
JTabopaTtopua He gomkHa pabpukoBaTtb pe3ynbTaThl.

5.6.2 KoHTponb KayecTBa

5.6.2.1 Obwume nonoxeHus

JTaBopaTtopmsa p[orkHa cnnaHuMpoBaTb Npoueaypbl KOHTPONS KayecTBa, 4TOObI
BepnMLMpOBaTbL JOCTUXKEHME XenaTeNbHOro KayecTBa pesybTaToB.

NMpumeyaHmne - B HEKOTOPLIX CTpaHax KOHTPOSfb KayecTBa, COOTBETCTBYHLLUN
npeacrtaBneHHOMYy B 3TOM nogpasfene, HasbiBaloT "BHYTPEHHUM KOHTpOneM KayecTtsa"

5.6.2.2 MaTepuanbl KOHTpPONA KayecTBa

JTaBopaTtopusa gomkHa MCNOnb30oBaTb MaTepuanbl KOHTPOMS KavecTBa, peakuums
KOTOPbIX C U3y4yaeMon cucTeMon B6rimM3ka, HaCKOSMbKO 3TO BO3MOXHO, K peakuuun npob
naumeHTa ¢ CUCTEMOMN.

MaTtepuanbl KOHTPONSA KavecTBa OOSKHbl ObITb NEpPMOANYECKM UCCNenoBaHbl C
4YacTOTOM, KOTOpasi OCHOBaHA Ha CTabWNBbHOCTM METOAMKM U pUCKEe Bpeda NaumeHTy OT
OWNBOYHOro pesynbTaTa.

NMpumeyvaHusn

1 JlabopaTtopus pormkHa wn3bpaTb KOHLEHTpAUUM KOHTPOSIbHbIX MaTepuarnos,
HACKOSTIbKO 3TO BO3MOXHO, ONM3KO K 3HAYEHUAM KIUHUYECKUX PELUeHUn, TeM CamMbiM
noaTBepXaas BanvMaHOCTb NPUHSATLIX PELLEHWA.

2 Wcnonb3oBaHWEe KOHTPOSIbHbIX MaTepuanoB HE3aBMCUMOW TPETbEN CTOPOHDI
cnegyet npuvHMMaTb BO BHMMaHWe WM BMECTO, MM B AOMNOSIHEHME K NobbiM
KOHTPOSMbHLIM  Matepuanam, MNoCTaBfAsiEMbIM  WU3rOTOBUTENIEM  peareHToB  unu
NHCTPYMEHTA.



5.6.2.3 [laHHble KOHTPOSIA KayecTBa

JTabopatopmua p[ormkHa wMeTb npoueaypy And  nNpefoTBpalleHusl  Bblgauu
pe3ynbTaToB, NOTYYEHHbIX B YCITOBUAX HEAOCTATOUMHOIO KOHTPOSSA KayecTBa.

Korga npaBuna KOHTPOSS KavecTBa HapylleHbl U yKasblBalOT, YTO pesynbrar
nccneoBaHusi, BO3MOXHO, COLEPXUT KIMHUYECKN 3Ha4vMMble OLWNOKW, pesynbTaThbl
AOSMKHbI OblTb OTOpOLLEHbl, a cooTBeTCTByKOWME Mpobbl nauMeHTa uccrnegoBaHbl
MOBTOPHO MOCMe YCTpaHEeHUs OWWKNBOYHOro YCrnoBuMst W Bepudukauum nNpoBeaeHns
nccnegoBaHUs B paMKax — YCTAHOBMEHHbIX  OYHKUMOHASbHbIX  XapaKTEPUCTUK.
JTabopatopmsa Takke AOMKHA OUEHUTb pes3ynbTaTbl Npob naumeHTa, KOoTopble Obinu
nccnenoBaHbl NOCe NOcnegHero yCnewHoro KOHTPOons KayecTea.

[aHHble KOHTPONsS KadecTBa [OMMKHbI MepecMaTpuBaTbCA 4Yepe3 perynspHble
WHTepBanbl BpeMeHW, 4YTObbl OBHapPYXWUTb TeHOEHUMW B BbINOMIHEHUN WUCCIedOBaHUN,
KOTOpble MOTyT YyKasblBaTb Ha Hanuume npobrnem B uccnegoBaTenbckon cucteme. B
crlydae ecnu Takume TEeHAEHUMM OTMeYeHbl, [OIKHbl ObiTb MNpeanpuHATbl U
3apermcTpmpoBaHbl Npegynpexaatoume AencTeus.

I'IpumeanMe - L OmKHbI ObITb MCMOJ1b30BaHbI cTaTuctn4eckme n
HECTAaTUCTUYECKMNE TEXHOJIOTUN ONnA npouecca KOHTPOIiA, 4YTOObI OblNTa BO3MOXXHOCTb
NOCTOAHHO OTCI1€XXMBATb KAa4€CTBO BbINMOJIHEHUNA CUCTEMbI NCCINeJoBaHNA.

5.6.3 MexxnabopaTtopHble Cru4YeHuns

5.6.3.1 Yyactue

JTabopatopusa AOIKHa y4yacTBOBaTb B nporpaMmme (nporpammax)
MeXxnabopaTopHbIX CIIMYEHUN (TaKMX Kak MporpamMmbl BHELUHEN OLIEHKM KayecTBa Wnu
nporpaMmmbl  UCMbITaHUA  NPOGECCUOHANbHOM  KOMMETEHTHOCTU) COOTBETCTBEHHO
NCCneaoBaHUaM 1 NHTepnpeTaunam pesynbTaToB nccnegosaHunin. Jlabopatopusa gormkHa
oTcnexuBaTb pes3ynbTaTbl NpPorpaMm MexnabopaTopHbIX CIIMYEHUN M yvacTBOBaTb B
OCYLLIECTBIIEHUMN KOPPEKTUPYIOLINX OEWCTBUIA, Korgaa npeaonpenerieHHble KpUTepun He
BbIMOSHEHbI.

NMpumeuvanne - JlabopaTtopusi gorkHa  yyactBoBaTb B nporpammax
MexnabopaTopHbIX CIIMYEHUI, KOTOPblE COOTBETCTBYIOT TpeboBaHuam NCO 17043.

JTabopaTtopua gormkHa paspabotaTb JOKYMEHTUPOBAHHYIO Npoueaypy Ans y4actus
B MexnabopaTOpHbIX  CAWYEHUsAX,  BKNOYawwyi B ceba  onpefeneHHyto
OTBETCTBEHHOCTb M MHCTPYKUMM NO Yy4acTUio u nobble KpUTEPMU BbIMOSHEHUS,
oTnu4yaroWwmneca OT KpuTepues, WCMONb3yeEMbIX B nporpamme MexnabopaTopHbIX
CITNYEHUN.

Mporpamma (Mporpammsbl) MexrnabopaTopHbIX CITUYEHUN, n3bpaHHas
nabopatopuen, OOMKHA, HACKOMbKO 3TO BO3MOXHO, COAEepXaTb KIMUHUYECKN BaXXHble
3agayn, KoTopble UMUTUPYIOT NPO6bI NAUMEHTOB M NO3BOMAIT NPOBEPSATL BECL NpoLEeCcC
nccrnenoBaHus, BKMOYasi npeaHanuTUYeckun, aHanuMTUYECKMn W NocTaHanUTUYECKUin
aTansbl.

5.6.3.2 AnbTepHaTuBHbIE NOAXOAbI

Mpn HeOoCTYMHOCTM y4yacTua B MexrnabopaTopHbIX CpaBHEHUAX nabopaTtopus
AOMmkHa paspaboTtaTb Apyrne noaxoabl M NpeaocTaBuUTb OOBbEKTUBHbIE AOKa3aTenbCTBa



ana onpegenedHna  npunemMmnemMoctnn pe3yrbTaTtoB nccrnegosaHnn. Hackonbko 3TO
BO3MOXHO, 3TOT MeXaHN3M OO0JIKEH NCMNOJ1Ib30BaTb NoagxogdLine matepuarnbl.

MpumeyaHume - MNMpumepamn Taknx matepuanoB MOryT ObiTb cregytoLwme:

- cepTndnuMpoBaHHbIe peepeHTHbIE MaTepuarnsl,

- paHee nccnegoBaHHble Npobbl;

- MaTepuarnbl U3 XpaHUNULL, KNETOK U TKaHew;

- 06bMeH npobamu ¢ gpyrumm nabopaTtopusimu;

- KOHTPOSbHblE MaTepuarbl, KOTOpble NOBCEAHEBHO UCMOMb3YOTCA B NporpamMmmax
MexnabopaTopHbIX CAINYEHU.

5.6.3.3 AHanuna npo6 mexnabopaTopHbIX CIIMYEHUN

JTabopaTtopua gosmkHa BKNHOYNTL NPOOLI MexXnabopaTopHbIX CriMYeHun B pabouuni
MOTOK, HACKOSMbKO 3TO BO3MOXHO, TaKUM e cnocobom, Kak n npobbl NaLneHToB.

[Mpobbl  MexnabopaTopHbIX CNWMYEHUA OOSMKHbl  OblTb  UCCNEeAoBaHbl  TEM
nepcoHarnom, KoTopbin 0bblMHO uccneagyeT Npobbl NAUMEHTOB, C MPUMEHEHMEM TEX Xe
METOAMK, KOTOpble NMPUMEHATCA ANS uccrneaoBaHmst Npod NaumMeHToB.

JTabopatopmua He pormkHa coobwaTtbCa € ApYrMMUM  yY4aCcTHUKaMn nporpammbl
MexnabopaTopHbIX CIIMYEHUI MO NOBOAY AaHHbIX NPO6 OO Tex nop, noka 3TW AaHHbIe He
OyayT npeacTaBneHbl Ans obuero cBeaeHus.

JTaBopaTtopua He OOMmKHa ccbinaTbCs Ha Npobbl MexnabopaTopHbIX CANYEHWI ANs
NoATBEPXOEHMS UCCnedoBaHW nepen nepegadven gaHHbIX, XOTS 9TO 0Obl4HO genaeTtcs
B OTHOLUEHUM Npo6 naumMeHTOoB.

5.6.3.4 OueHka xapaKTepuCTUK BbIMOMHEHNST UCcrneaoBaHnin B nabopaTtopum

XapakTepuCTUKM  BbINOSIHEHUS,  OMpedeneHHble  npu  MexnabopaTopHbIX
CNNYEHUSIX, OOMKHbI BbITb PaCCMOTPEHbI U 06CYXXOEHbI C NEPCOHANOM, KOTOPbIN UMEET K
HUM OTHOLUEHME.

B cnyyae, korga 3apaHee onpeaenieHHble KpUTEpPUM XapakTePUCTUK BbINOSTHEHMS
He JOCTUrHYTbI (TO eCTb MMeeT MeCTO HECOOTBETCTBUE), NepcoHan AOMMKEH y4acTBOBaTb
B MNpOBEAEHUN W permcTpaumm  KOPPEKTUPYHLWMX AencTBun. IOPdEKTUBHOCTb
KOPPEKTMPYIOLWNX AENCTBUMN AOoMmkHa ObiTb oTcnexeHa. BosBpalleHHble pes3ynbTaTbl
OOSMKHbl ObITb OLEHEHbl B OTHOLUEHWW TEeHAEHUWR, KOTOopble MOryT MpuBOAUTL K
noTeHUManbHbIM HECOOTBETCTBUSM, U A0SKHbI ObITb NPEeAnpUHATLI NpeaynpexaatoLime
OencTBuUA.

5.6.4 CpaBHMMOCTb pe3ynbTaToB UccrenoBaHUN

[ormkHbl 6bITb OnpeaeneHHble Ccnocodbl CpaBHEHMST MCMOMb30BaHHbLIX NpoLeayp,
obopyaoBaHMA M METOAOB, W YCTAHOBIEHMUSI CPAaBHMMOCTU pe3ynbTaTtoB Ans npob
NaUMEHTOB, WUCMONb3ys KIMHUYECKN OnNpaBAaHHble WHTepBanbl. OTO MPUMEHUMO K
OOVMHAKOBbIM UM  pasnuyarowmMMcs MeToAuKaMm, pasfnnYHbiM MecTaM  BbINOSTHEHMS
ncerneaoBaHUM UMM KO BCe COBOKYMHOCTU 3TUX DaKTOPOB.

MpumeyaHne - B yacTHOM crnyyae pe3ynbTaTOB W3MEPEHUsl, KOTOpble
METPONOrMYEeCcKN NPOCIEXEHbl OO0 TOr0 e 3TaroHa, pe3ynbTaTbl OMNUCHLIBAKOT Kak
nMeromne MEeTPONOrMYECKyHo COMOCTaBUMOCTb, MOCKOIbKY kanubpaTtopsbl

KOMMYTaTUBHbIE.



JTabopatopua p[orkHa yBeOJOMUTb Monb3oBaTenen o JobbiX OTNUYMAX B
CPaBHMMOCTU pe3ynbTaToB M 0OOCYAUTb NIOObIE BAUAHUA Ha KIWMHUYECKYHD NPaKTUKY
NMPUMEHEHUS  U3MEPUTESIbHBLIX CUCTEM, WMEKLWNX pasnuyarlmneca uHTepsansl
N3MepeHns ONna OOHUX U TeX Xe U3MepsieMblX BeNUYUH (Hanpumep, AN rnKo3bl), U
N3MEHEeHNs MeTOA0B NccnegoBaHUs.

JTabopatopua gomkHa LOKYMEHTUpoBaTb, PErMcTpupoBaTtb W, €CriM BO3MOXHO,
GbICTPO AencTBOBaTL MO pe3ynbTartam, NoSy4YeHHbIM NPy MexnabopaTopHbIX CANYEHUSIX.
NoeHTndrumnpoBaHHble nNpobrnembl WNu  pasnuuna  OOSMKHbl ObiTb  akTUPOBaHbI U
3aperncTpmvpoBaHbl NogaepXKmBatoLLne 4eENCTBUS.

5.7 NocTaHanuTU4yeckue npoueccobl

5.7.1 PaccMoTpeHue pe3ynbLTaToB

JTabopatopmua pormkHa uMeTb npouenypy Ana obecnedeHna pacCMOTPEHUs
YNOSTHOMOYEHHbIM NEePCOHaNoM pesynbTaToB UCCNedoBaHUN nepen ux Bblgadvyen nytem
MX OUEHKM MNPU CpaBHEHMW C BHYTpuriabopaTopHbIM KOHTPOSIEM KayecTBa W, ecnu
BO3MOXHO, C  OOCTYMHOW  KIMHWUYEeCKOW  uHopmaumen un  pesynbTaTamu
npegLecTByOLWMX UCcnegoBaHNN.

Korma B npouegype paccMoOTpeHua  pes3ynbTaTtoB  y4yacTByeT cuctema
aBTOMaTMYecKoro Bbibopa n coobLLeHNA pe3ynbTaToB, KPUTEPUN PACCMOTPEHUS AOSDKHbI
ObITb YCTAHOBMEHDI, NOATBEPXKAEHDBI M AOKYMEHTMPOBAHbI (CM. 5.9.1).

5.7.2 XpaHeHue, cogepxxaHue n yaaneHue KNMHNYeCKUX npoob

JTabopatopna  gofmkHa  MMeTb  OOKYMEHTUMPOBaHHYH  npoueaypy  Ans
noeHTudukauumn, cbopa, coxpaHeHus, MHAeKcaumm, OCTyna, XpaHeHns, nogaepXaHna un
BGesonacHoro yganeHus KnMHNU4eckmux npoo.

JTabopaTtopua gosmkHa onpeaennTb NPOAOIIKUTESNbHOCTb CpOKa COXpaHeHus npob.
Cpok coxpaHeHusi ormkeH BbITb onpeaeneH Ha OCHOBE Npupoabl Npobbl, nccnegoBaHus
N NMobbIX NPUMEHNMbIX TPEBOBaHMWI.

MpumeyaHue - KOpuanyeckas OTBETCTBEHHOCTb B OTHOLUEHUW OMpenerieHHbIX
TMNOB npoueayp (Hanpumep, TUCTOMOIMYECKME  UCCNEenoBaHWsl, TeHeTU4eckue
nccnenoBaHus, neauvaTpuyeckme UccnefoBaHusl) MOXeT TpeboBaTb COXpaHEeHUs
onpegeneHHblx Npob Ha Gonee AnNUTEnNbHbIE CPOKK, YEM Apyrve npoodbi.

BesonacHoe yaaneHne npob fOMKHO NPOM3BOANTLCS B COOTBETCTBMM C MECTHBIMU
npaBunamMu nnv pekomeHgaumamm no obpaLleHnto ¢ OTXo04amu.

5.8 OTuyeTbl 0 pesynbTaTax

5.8.1 O6wume nonoxeHun

OTyeT O pesynbTaTax Kaxgoro uccrnenoBaHWsa [OMKeH ObiTb TOYHbIM, SICHBIM,
HeOBYCMbICIIEHHbIM M COOTBETCTBOBATb CMNEUMPUYECKUM UHCTPYKUMAM  METOAWKU
nccnenoBaHus.

NNabopatopmua pormkHa onpegenute dopmat u  cpedy oTyeTa (Hanpumep,
9NEKTPOHHYI unn BymMaxHyk) u cnocob, KoTopbiM OH OyaeT nepefaBaTbCa U3
nabopartopuu.

JTaBopaTtopua gomkHa MMeTb npoueaypy obecnevyeHnss NPaBUIIbHOCTM HANUCaHMUS
nabopaTopHbIX pe3ynbTaToB.

B oTyeTe gomkHa cogepxaTtbcs MHopMaumsa ans uHTepnpeTaumm nabopaTtopHbIX
pe3ynbTaToB.

JTabopatopna pgomkHa wWMeTb npouenypy YBEAOMMEHWA  Ha3HaYMBLLErO



nccnegoBaHne o6 OTCPOYKE BLINOSIHEHUS UCCIEeAOBaHWs, KOTopas MOXeT nomellaTb
fieYeHmnto naumeHTa.

5.8.2 ATpubyTbl oT4HeTa

JTabopatopmna pomkHa obecneuntb, 4TO cregywowune aTtpubytbl  oT4veTa
cnocobcTBytloT  adhpekTMBHOMY  coobLeHuo  nabopaTopHbIX  pe3ynbTatoB WU
COOTBETCTBYIOT Hy>XAam norib3oBaTenen:

a) 3aMeyvyaHus 0 KayecTtBe Npobbl, KOTOPbIE MOrYT KOMMPOMETUPOBATL Pe3ynbTaThbl
nccnenoBaHus;

b) 3amevaHnss OTHOCUTENBHO MPUrOAHOCTM MNPO6Gbl B OTHOLIEHUN KPUTEPUEB
npuem/oTkasa;

C) KpUTn4eckne pesynbTaTbl, €Clv NPUMEHUMO;

d) 3ameyaHnsa No MHTepnpeTaunn pesynbTaToB, KOTOPble MOryT BKMOYaTb B cebs
BepudmrKaumo MHTepnpeTaunum aBToMaTM4eCckm BbIBPaHHbIX 1 COOOLLEHHbIX Pe3ybTaToB
(cm. 5.9.1) B OKOHYaTENbHOM OTYeETE.

5.8.3 CopepxaHue oT4yeTa

a) AicHoe, HeABYCMbICIIEHHOE yKa3aHWe Ha NpoBefeHHOE NCCnefoBaHne, BKIoYas
COOTBETCTBYIOLLUME METOLANKN U3MEPEHNS;

b) HanmeHoBaHne nabopartopun, KOTopasi NPeACTaBNAET OTYET;

C) yKasaHue wuccnegoBaHuW, KoTopble Obinv npoBefeHbl BO BCMOMOraTesibHOW
nadopatopuu;

d) OAHO3HAYHY WOEHTUMUKALMIO W MECTOHaxXOXAeHMe nauueHTa, ecnm 370
BO3MOXHO, U MECTO Ha3Ha4YeHNsa OTYeTa;

e) dbaMunuio uUnu Opyryrw OAHO3HAYHYK MAEHTUUKaUMIO nuua, 3anpocUBLLENO
nccnenoBaHue, U cNocobbl KOHTAKTa C HUM;

f) maty n Bpems B3ATUS NepBUYHOW NPOObI, ecnu 3T AaHHble W3BECTHbI U
CYLLIECTBEHHbI A5 OKa3aHWSA MOMOLLN NAUNEHTY;

g) TMn NepBUYHON NPOOLI;

h) meToguka namepeHusi, ecnu 3To NPUEMNEMO;

i) pesynbTaTbl MUCCreaoBaHWs, BblpaXeHHble B eauHuuax CU unu B eanHuuax,
conoctaBmMMbIX ¢ eanHuuamm CA, nnmn B apyrmx npuemnemblx eamHmuax;

j) ©uonornyeckne pedepeHTHble WHTEpBasbl, 3HA4YEeHUs ANS  NPUHATUSA
KNMUHUYECKNX peLLeHnn nnu aunarpaMmmbl/HOMOrpaMmmebl, NogAepXKUBatOLLNE 3HAYEHNA ANns
NPUHATUS KITUHUYECKUX PELLEHUIA, €CITU OHU MPUMEHSOTCS.

MpumeuyaHne - B HekoTopbiX crydasx MoOxeT ObiTb LenecoobpasHo
pacnpocTpaHUTb MepeyHn unu Tabnuubl Guonormvyeckux pedepeHTHbIX WHTEepBarnoB
cpeau Bcex nonb3oBaTenen nabopatopHbIX yCryr B MecTax, rae OHW Nony4yarT oTYeThbl O
pesynbTaTax;

K) nHTepnpeTaunsa pesynbTaToB, Koraa ato TpebyeTcs.

MpumeuyaHue - T[lonHas wHTepnpeTauuss pesynbTaToB TpeOyeT 3HaHUS
KNMMHUYeCcKon nHdopmaumm, KoTopas MoXeT ObiTb HegocTynHa nabopaTopuy;

|) MHble KOMMEHTapun, npegocrtepexeHna mnin noACHeHud (Hanpmmep, Ka4yeCcTBO
nnn agekBaTHOCTb I'IGpBI/I‘-IHOVI I'Ip06bl, Korga 3TO MOXeT noCtaBuUTb Mo COMHEeHWne



pesynbTaT  MUCCnegoBaHWd,  pes3ynbTaTtbl/MHTEpNpeTaumsa  OT  BCMNOMOraTesnbHOW
nabopaTopun, Ucnonb3oBaHne pa3pabaTbiBaeMblX METOLMK);

m) yKkasaHue uccrnegoBaHun, MNPOBEAEHHbIX B nopsigke nporpaMM  HayuvHbIX
nccneaoBaHuM UNu paspaboTkMm MEeTOAUK M ANt KOTOPbIX OTCYTCTBYIOT 3asiBIEHUA O
YHKLUNOHaNbHbIX XapakTepuUCTUKax;

n) ngeHTnukaums nuua (nuuy), NnpoBepsAoLWero pesynbtaTtbl U YNOSTHOMOYEHHOIO
BbldaBaTb OTYEThbl (ECNM HE COAEPXMTCHA B OTYETE, TO LOMMKHO ObITb LOCTYNHO, Npw
Heobxo4MMOoCTN);

0) gaTy 1 Bpems Bblgadn otyeTa (ecnm 3Tn faHHble He COAepXaTcs B OTYETE, OHU
AOJDKHbI ObITb NErko4oCTYMNHbI NPy HEOH6XOANMOCTN):

p) HOMep cTpaHuubl M3 obLiero Ynucna crpaHuy (Hanpumep, "cTpaHuua 1 M3 5",
"cTpaHunua 2 n3 5" n 1.4.).

5.9 Bbinaya pe3ynbtaTtoB

5.9.1 O6wme nonoxeHus

JTabopatopua pgomkHa paspaboTaTb OOKYMEHTUPOBAHHYK Npoueaypy Bblaaudn
pe3ynbTaTOB WCCNEeLOBaHWM, BKIIOYAKOLWYK yKa3aHMS O TOM, KTO MOXET BblgaBaTb
pesynbTatbl M koMy. [lpouegypa AomkHa obecneymBaTb COOMOAEHUE CreayrLmx
YCINOBUMI:

a) B cnyyae, korga nonydeHHass nepBuyHaa npoba HenpurogHa WM MOXET
NPUBECTN K HEBEPHOMY pe3ynbTaTy, 3TO AOJPKHO ObiTb YKa3aHOo B OTYHETE.

b) B cnyvae, korga pesynbTaTbl WCCNeLOBaHUS oOKasanuCcb B MWHTepBanax
"TPeBOXHbIN" NN "KPUTNYECKNN":

- HEMeAeHHO u3BelwaeTcs Bpad (MnyM Opyrorn YNONHOMOYEHHbIN MEeaULMHCKUI
paboTHUK) [dTO KacaeTcss, B TOM 4uUCfe pe3ynbTaTtoB, MOMYYEeHHbIX U3 npoo,
nccneaoBaHHbIX BO BCroMoraTenbHom nabopatopum (cm.4.5)];

- BeAyTcsa 3anucn O NpeanpuHATbIX OENCTBUSX, OaTe AOKYMEHTa, BPEMEHM,
OTBETCTBEHHOM COTpyAHuKe nabopaTtopun, nuue, KOTOpOMYy nepenaHo coobLieHue,
nepedaHHbIX pesynbTaTax MccnenoBaHus M Nobbix 3aTpyAHEHUSX, NEePEYUCIEHHbIX B
yBEAOMINEHUMN.

c) Pesynbtatbl untabenbHble, 6e3 oOWMOOK B HanuMcaHuu, COOOLLEHbl nuuy,
YNOAIHOMOYEHHOMY Nofny4yaTb U UCNOMb30BaTh MHGOPMaLUIO.

d) B cnyyae, koraa pesynbTaTbl nepedaHbl B Nopsiake NPOMEXYTOYHOro OT4yeTa,
3aKasuunKky nccnegoBaHus OMKEH BbiTb HanpaBrieH OKOHYATENbHbINA OTYET.

e) OcyuwectBnseTca npouecc, obecnevmBaroWwmnn nepegadvy pesynbtatoB Mo
TeneoHy wnNu B 3NEKTPOHHOW opme TONbKO YNONIHOMOYEHHOMY MonyYaTento.
PeaynbTaTbl, nepegaHHble YCTHO, AOMKHblI ObiTb 3aTem nepedaHbl B MUCbMEHHOW
dopme. [JomkHbl ObiTb 3aperncTpMpoBaHbl BCe OTYEThI, NepeaaHHble B YCTHON dhopMe.

NMpumeyaHusn

1 [Onsa pes3ynbTatoB HEKOTOPbIX WCCreaoBaHUn (Hanpumep, WccnegoBaHUs
HEKOTOPbIX FEHETUYECKUX WU MHMEKUMOHHBLIX 6onesHen) mMoryt ObiTb HeobXxoaumbl
crneunanbHble KOHcynbTaumn. Jlabopatopusi AO0SMKHA CTPEMUTLCS K TOMY, YTOOLI
pe3ynbTaTbl, UMeLLMEe Ccepbe3Hble MOCMeACTBUSA, He cooblanncb HemnocpencTBEHHO
nauneHTy 6e3 npegocTaBreHnsa agekBaTHOM KOHCYbTauun.

2 PesynbTatbl nabopaTopHbIX WCCNedOBaHWW, KOTOpble OTAENeHbl OT BCeX
NPU3HaKOB MAEHTU(DMKaUMN NnauneHTa, MoryT ObiTb MCNOMNBb30BaHbl AN TakUX Lienen, Kak



3ANMAEMMNONOTMYECKNIN, AeMOrparuyeckmin N NHOM CTaTUCTUYECKNIA aHaNK3.

Cm. Takxke 4.9

5.9.2 ABTOMaTM4YeCK1MM BbIGOP 1 cOOOLEeHNe pe3yrnbTaToB

B cnyuvae, ecnun nabopatopusa ncnonb3yet CUCTEMY AS1st aBTOMaTnU4ecKkoro Boelbopa
n cooblieHna pes3ynbTaTtoB, OHA [OMMKHA paspabotaTtb M BHeOpUTb npoueaypy And
obecneyeHuns cnegyroLwmnx yCroBui:

a) KpuTepunm [Ona  aBToMaTudeckoro Bblbopa u coobuweHust pes3ynbTaToB
onpeaeneHbl, anpobupoBaHsbl, IErkO AOCTYMNHbI U MOHATHbLI NepcoHany.

MpumeuaHne - OObeKTaMM BHUMAHMSA MPU  UCMOMb30BAHUU CUCTEMbI OIS
aBTOMaTM4ecKkoro Bblbopa M coobLleHns pe3ynbTaToB SIBNSTCA U3MEHEHUST 3HAaYEHWUI
pe3ynbTaToB MO CPABHEHUIO CO 3HAYEHUSIMU MpeablayLnx uccriegosaHuii, Tpebyolme
paccMOTPEHUS], U 3HaYeHus, TpebyloLwmne BMellaTenbCTBa abopaTopHoro nepcoHana -
abcypaHble, HECOOTBETCTBYHOLLME UINN KPUTUYECKNE;

b) KkpuTepum noaTBEpPXKAEHbl ANA  AOMKHOrO  (PYHKLMOHMPOBAHUA nepes
MCNOJSIb30BaHNEM N BEPUPULMPOBAHbI MOCIE BHECEHUSA B CUCTEMY U3MEHEHUI, KOTOpbIe
CNocobHbI NOBNUATL Ha ee PYHKLMOHAamNbHbIE XapaKTEPUCTUKN;

C) UMeeTCs BO3MOXHOCTb YyKasaHWsa Ha npucyTctBne B npobe MHTEpdEepeHTOoB
(Hanpumep, remonusa, rmnepbunpybuHeMmmnn, nUNemMmm), KOTopble CnoCobHbI N3MEHUTb
pes3ynbTaTbl UCCNeLoBaHuUS;

d) wmeeTca  BO3MOXHOCTb  BCTpauMBaHWS  CUrHaroB  MHCTPyMeHTa 06
aHanNUTUYEeCKOM HEHaOEeXHOCTU B KpUTepuum aBTOMaTuveckoro Bbibopa u coobuieHus
pe3ynbTaTosB;

e) pesynbTaTbl, BblOpaHHble ANS aBTOMAaTUYECKOro COOOLLEHUSA, OOSMKHbI ObiTb
NOeHTUMULMPOBaHbI BO BPEMS PAacCMOTPEHUS Neped BblAavyen M OOMKHbl coaepXaTb
yKasaHue o gate n BpemeHu Bolbopa.

f) nmeetca npouecc ons GbICTPOro npekpaweHns aBTOMaTUYECKOro Bblibopa u
coobLleHns pe3ynbTaToB.

5.9.3 lNepecmoTp oTyeTOB

B cnydyae, korga nepBoHauvanbHbIA OTYET MOABEPrcA pPeBu3vU, AOSMKHbI ObITb
MUCbMEHHbIE UHCTPYKLUN OTHOCUTENbHO PEBU3UKN Taknm oBpasom, YTOobbI:

a) NepecMOTPEHHbIN OTYET BblN YETKO MOEHTUPULMPOBAH KaKk NEPECMOTPEHHbIN U
coAepkarn CCbIfIKWU Ha JaTy 1 NnepBOHaYanbHbIN OTYET O pe3ynbTaTax NauneHTa;

b) nonb3oBaTenb 6bin NpeaynpexaeH 0 NEPECMOTPE;

C) NepecMOTPEHHbIN OTYET cogepxan gaTty U BpemMsi nepecMoTpa U umsa nuua,
OTBETCTBEHHOrO 3a U3MEHEHME;

d) nepBoOHayanbHbLIA OTYET OCTaeTca B 3anucsx nocrne npou3BedeHHOoro
nepecmoTpa.

PesynbTaTbl, KOTOpblE CTanM OCHOBAHWEM ANSA NPUHATUSA KIMHUYECKOrO peLLEHMs
n ObiNMn 3aTemM NepecMOTPEHbl, [OOMMKHbl OblTb COXpaHeHbl B MOCneayrLeM
KyMYNATUBHOM OTYETE N YETKO MAEHTUOULMPOBAHBI, KaK NePEeCMOTPEHHbIE.

B cnyuyae, korga cuctema cooOweHWn He MOXET BOCMPUHATb MOMpaBku WK
N3MEHEHUs1, permcTpaumns 3Toro 4OSMKHa COXPaHATLCS.

5.10 MeHeaXMeHT nnabopaTtopHon nHdopmauum



5.10.1 O6wume nonoxeHus

JTabopaTtopusa gomkHa uMeTb OOCTYN K AaHHbIM U MHGOpPMauMn, HeobxoanMbim
Ansi NpenocTaBfeHUa  YCnyr, COOTBETCTBYKOLWMX MNOTpebHoCTAM u  TpeboBaHMsM
nonb3oBaTenemn.

JTabopaTtopua gomkHa MMeTb LJOKYMEHTUPOBAHHYIO npouenypy, obecnevnsaroLlyto
nocTosiHHoe cobrntogeHne kKoHnaeHunanbHOCTU MHOPMaLUNN O NauneHTe.

NMpumeyaHue - B HacToswem ctaHgapte nog "MHPOPMALMOHHLIMKU cucTteMamm”
nogpasymMeBaeTCa MEHEeMKMEHT [AaHHbIX W  WHOpMauMK, CcoOepXaluMxcs Kak B
KOMMblOTEPE, TaK N B HEKOMMbIOTEPM3OBAHHbLIX cUCTeMax. HekoTopble TpeboBaHnA MOryT
ObITb Bonee NPUMEHVMBbI K KOMMbIOTEPHLIM CUCTEMAM, YEM K HEKOMMbIOTEPU3OBAHHbIM
cuctemaMm. KoMMblOTEpHbIE CUCTEMbI MOFYyT BKNoYatb B ceba uHGopmaumio o
yHKLUMOHMpPYoWeM nabopaTopHOM 000OpPyoOBaHUM U OTAENbHO CTOSALWMX CUcTeMax,
MCNOMb3YLWMX MNpexHee nporpammHoe obecnevyeHne, Takoe, Kak NPUMEHEHUEe
006paboTKM CrOBECHbIX COOOLLEHUI, 3MEKTPOHHbIE Tabnuubl M 6asbl AaHHbLIX, KOTOPbIE
reHepupyroT, cobupatoT, coobLuatoT N apxmBUpYOT MHOPMALMIO O NAUNEHTE N OTHETDI.

5.10.2 NpaBa U OTBETCTBEHHOCTb

JTabopatopmna pormkHa obecneynTb, 4TO ObiNM  onpegeneHol npaesa W
OTBETCTBEHHOCTb AN YyNpaBfeHnMss WH(OPMALMOHHOW CUCTEMOW, B TOM 4uchne
nogaepxaHme un mogmdukaumm MHPOPMAaUMOHHON CUCTEMbl (CUCTEM), KOTOpble MOryT
BNUATb Ha NeYyeHune naLmMeHToB.

JTabopaTtopua gormkHa onpenenvTb NpaBa U OTBETCTBEHHOCTb BCEro nepcoHana,
KOTOpPbIN UCMONb3yeT CUCTEMY, B YHACTHOCTU TeX, KTO:

a) UMmeeT OOCTYN K AaHHbIM U MHopMaLu MM O NaumeHTe;

b) BBOOMT AaHHbIE O NauMeHTe 1 pe3yrnbTaTbl UCCnegoBaHUN,;

C) UBMEHSIET AaHHbIE O NaLMeHTe n pe3ynbTaTbl UCCNeS0BaHUN;

d) paspeluaeT Bblgavy pesynbTaToB UCCnegoBaHUN U OTYETOB.

5.10.3 MeHe>KMEHT MHOpMaLMOHHON CUCTEMbI

Cuctema (cuctembl) ucnonb3dyemas (uMcnonb3yemble) ans cbopa, obpaboTku,
perncTpaumm, XpaHeHns Unu Bblgavn AaHHbIX UCCNeLOBaHMIA M MHGOPMAaLUK, OOMKHA
ObITb:

a) noaTBepXOeHHOM MOCTaBWMKOM W BepudMUMPOBAHHOW ANs MPUMEHEHUS
nabopaTtopuen nepen BBeOEeHMEM B AeNCTBME C MOObIMU M3MEHEHUAMU B CUCTEME,
paspeLLeHHbIMY, AOKYMEHTUPOBAHHbLIMMU n BepnmLnMpoBaHHbIMK nepea
MCNOSIb30BaHNEM.

Mpumevanune - Banugauma v Bepudumkauus BkoYalT B cebd, korga aTo
NPUMEHUMO, [LOMMKHOe (PYHKUMOHMpOBaHWE uHTepdenca mexagy nabopaTopHon
MHPOPMALMOHHON CUCTEMOW W OPYrMMUW CUCTEMaMK, B TOM YUCHE C UHCTPYMEHTaMu
nabopatopun, 6ONbHUYHON aAMUHUCTPATUBHON CUCTEMOW C AAHHLIMW O NauueHTax, u
cucTemMamu B NEPBUYHON NOMOLLN;

b) DokymeHTMpoBaHa W [AOKyMEHTauUWs, BKIOYas CBeAeHUs O MOBCEAHEBHOM
PYHKLMOHMPOBAHUN CUCTEMBI, OCTYMNHA YNOMHOMOYEHHOMY MOMb30BaTEN!O;
C) 3aluLLeHa OT HECaHKLIMOHUPOBAHHOMO A0OCTYNa;



d) npegoxpaHeHa OT nogaenku n ytTparhbl;

e) onepupyeT B cpefe, COOTBETCTBYHOLLEN cneundukaumam noctasLlimka, unm, B
cny4ae, Korga Mcrnonb3yeTcsa HEKOMNbITEPU3MPOBaAHHAA CUCTEMA, CO34aHbl YCroBUS, B
KOTOPbIX 3alUMLLEHA TOYHOCTb PYYHOM PErMCTPaLUM U HaNNCaHUS;

f) copepxutca Takum obpasom, 4TO obecneumBaeTcsl LENOCTHOCTb AaHHbIX W
nHdopMaLUMn U npegycMmaTpmBaeTCcs perucTpauns HapyweHUn cUCcTeMbl N NpoBeaeHne
COOTBETCTBYIOLLMX KOPPEKTUPYHIOLLNX U Npeaynpexaarowmx 4encTBuim;

g) COOTBETCTBYET  MeXAyHapoAHbIM W HauWoHanbHbiM  TpeboBaHUAM
OTHOCUTENBHO 3aLlNTbl AAHHbIX.

JTabopatopua pormkHa BepuduuMpoBatb, 4YTO pesynbTaTbl MCCNeaoBaHWUN,
coyeTawlmeca € HUMM UHPOPMAUMA M KOMMEHTApUU TOYHO BOCMNPOM3BEAEHbI B
9NEeKTPOHHOW doopMe uNM B BuAe TBEPAOW KOMUWU, BHELUHMMWU WHMOPMAaLUOHHbIMUN
cucteMamun, npegHasHavyeHHbIMM N9 MPsSMOro nosiydeHns nHdopmauumm (Hanpumep,
KOMMbIOTEPHbIE CUCTEMBI, (DAKCbl, 3NEKTPOHHAs nodTa, UHTEPHET-cauT, nepcoHasribHoe
WHTEPHET-YCTPOMUCTBO). B  cnyyae BBegeHWs  HOBOrO  MCCegoBaHUA UK
aBTOMaTU3MPOBAHHbIX KOMMeHTapueB nabopaTtopusa OofmkHa BepudunumpoBaTb, 4YTO
M3MEHEHNS1 TOYHO  BOCMPOM3BELEHblI  BHELIHENW  MHMPOPMAUMOHHOW  CUCTEMOM,
npegHasHa4YeHHON ANns HENOCPEeACTBEHHOrO NONy4YeHnsa nHdopmaumm ot nabopaTtopun.

JTabopatopmna OomkHa MMeTb AOKYMEHTUPOBaHHbIE MNfiaHbl A9 noagepXaHus
ycnyr npu gedekrax uim BblKMIOYEHUN MHPOPMALMOHHBLIX CUCTEM, KOTOPbIE BAUAIOT Ha
CMOCOBHOCTL BbINOSTHEHNA NabopaTopren CBOUX YCIyr.

B cnyyae, korga uHgoOpMauMOHHas cucTema ynpaBnseTcs M NoaaepXMBaeTCs
M3BHE WNM Ha CYOKOHTPaKTHOM OCHOBE arnbTepHATMBHbLIM MpPOBangepoM, PYKOBOACTBO
nabopatopun OTBETCTBEHHO 3a obecrneyeHne COOTBETCTBUS MNpoBangepa BCEM
NpUMEHNUMbIM TpeboBaHUAM HACTOSILLLErO CTaHAapTa.

MpunoxeHue A
(cnpaBo4HOe)

Koppensauua ¢ NCO 9001:2008 u NCO/MIK 17025:2005

Cepua MCO 9000 no cucTeme KayecTBa CNYXWUT UCXOOHbIM [OKYMEHTOM AJis
CTaHOAPTOB CUCTEMbI MEHE)KMEHTA KayecTBa.

Tabnmua A.1  unnocTpupyeT KOHUEeNTyanbHble B3aMMOOTHOLUEHUS  Mexay
HacToswmm ctaHgapTom n MCO 9001:2008.

Ta6nuua A.1 - Koppensauua mexay NCO 9001:2008 n HacToAwmx™ ctaHgaprax”

MCO 9001:2008 NCO 15189:2012
1 ObnacTtb NpMMeHeHNs 1 ObnacTtb NpMMeHeHNs
1.1 O6wmne nonoxxeHus -
1.2 NpnmeHeHne -
2 HopmaTuBHbIE€ CCbITKU 2 HopmMmaTuBHbIE CCbISIKN
3 TepMuHbI 1 onpegeneHuns 3 TepMuHbI 1 onpegenexHns
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7.4.2 NNucbopmaumsa o 3akynkax 5.3 JTabopaTopHoe obopynoBaHue,

peareHTbl U pacxofHble MaTtepuansl
5.3.1 O6opyaoBaHue

5.3.1.1 O6wme nonoxeHus

5.3.2 PeareHTbl U pacxodHble MaTepuansl
5.3.2.1 Obwme nonoxeHmsa

5.3.2.2 PeareHTbl 1 pacxofHble maTepuansl
- IpUeMKa N XpaHeHne

8 N3mepeHne,
COBEpPLUEHCTBOBAHNE

aHanns

4.14 OueHunBaHne 1 ayanTbl

8.1 Obwme nonoxxeHus

4.14.1 O6Lwue nonoxeHus

8.2 MOHUTOPUHI N N3MepeHne

8.2.1 YooBrneTBopeHue KIMeHTOB

4.8 PaspelueHune xanob
4.14.3 OueHka 0T3bIBOB Nonb3oBaTenemn
4.14.4 MNpeaonoxeHnsa nepcoHana

8.2.2 BHyTpeHHWUn ayant

4.14.5 BHyTpeHHUN ayant

8.2.3 MOHUTOPUHT KN  un3MmepeHune | 4.14.2 Mepuogunyeckum nepecMmoTp
npoueccoB 3anpocoB W MpPUrogHoCcTn TpeboBaHuUN K
npouegypam n npobam
4.14.6 MeHe)KMEHT pucka
4.14.7 \ngmkaTopbl KavyecTBa
4.14.8 [MpoBepku BHELUHMMU
opraHmnsaumsmu
5.6 Ob6ecneyeHne kayecTBa pe3ynbTaToB
nccnegoBaHus
8.24  MOHUTOPUHIT U  N3MeEPEHNE -
npoayKuuu
8.3 KoHTponb HecooTBeTcTBYytOWEN | 4.9 VoeHTndpukayus " KOHTPO-b
NpoayKLUm HEeCOOTBETCTBUM

5.9.2 NepecmoTp oT4eTOB

8.4 AHanu3 gaHHbIX

8.5.CoBepLueHCTBOBaHME

8.5.1 lNocTosiHHOE coBEepLUEHCTBOBAHWE

4.12 lNocTosiHHOE COBEpLUEHCTBOBaHME

8.5.2 Koppektunpyrouiee gencrteme

4.10 Koppektupyrouiee encrteme

8.5.3 lNpegynpexpatowee encTeme

4.11 lNpegynpexpgawuiee gencTene

dopmaTt HacToswero ngaHusa B 6onbwen mepe HanommHaeT dopmat MCO/MBK

17025:2005, wucnonb3oBaHHbIn WNCO/TK
HacTosilero craHgapTta, crneuuansHO
(KnMMHMYecknx) nabopaTopun.

212 B KadecTBe Mogenu [Ansa CTPYKTypbl
nNpUCNocobneHHoro  Ansa  MeauLMUHCKUX

Tabnuua A.2 4EMOHCTPUPYET KOPPENALMIO MEXAY 3TUMU ABYMSI JOKYMEHTaMMU.



Ta6nuua A.2 - Koppensauua mexay MCO/MIK 17025:2005 un HacToAwmMM
cTaHAapToOM

NCO/M3K 17025:2005

NCO 15189:2012

1 ObnacTtb NpUMeHeHns

1 ObnacTtb NnpuMeHeHns

2 HopmaTtunBHbIE CCbINTKN

2 HopmaTtuneHble CCbISIKN

3 TepMuHbI 1 onpegeneHns

3 TepMuHbI 1 onpegeneHns

4 TpeboBaHUSA K MEHEAXXMEHTY

4 TpeboBaHUSA K MEHEOXXMEHTY

4.1 OpraHnsauyus

4.1 OpraHusaums ©n  OTBETCTBEHHOCTb
MEHeKMEHTa

4.2 Cuctema MeHeKMeHTa

4.2 Cuctema MeHe)KMeHTa KavyecTBa

4.3 KoHTpOnb JOKYMEHTOB

4.3 KoHTpOnb JOKYMEHTOB

4.4 TlepecMOoTp 3anpocoB, TEHOEPOB W
KOHTPaKTOB

4.4 CornaweHus o6 ycrnyrax

4.5 BbInoniHeHWe TeCTOB U KannudpoBOK
N0 CYOKOHTPaKTY

4.5 WccnepoBaHne BO BcrnoMoraTesibHON
nabopartopuu

4.6 MprnobpeTeHne ycnyr n NnocTaBok

4.6 BHellHWe ycrnyry n nocTaBku

4.7 Ycnyru KnmeHTy

4.7 KoHcynbTaTUBHbBIE YCNYIN

4.8 YKanoObl

4.8 PaspelieHue xanob

4.9 KoOHTpONb HEeCcOOTBETCTBYIOLLEID
TeCTUpoBaHus w/nnu KannbpoBOYHOM
paboTbl

4.9 NoeHTndpmkayus "
HECOOTBETCTBUN

KOHTPOIb

4.10 YnyyweHune

4.12 lNocTosiHHOE ynyJyueHne

4.11 KoppekTunpyruiee gencrene

4.10 KoppekTunpyrouiee gencrene

4.12 MNpegynpexgatouwee oencTeme

4.11 MNpegynpexparouwee oeNcTeme

4.13 KoHTponb 3anucemn

4.13 KoHTponb 3anucewn

4.14 BHYTpEeHHNE ayauThbl

4.14 OueHnBaHne 1 ayanTbl

4.15 PaccMmoTpeHne pykoBOACTBOM

4.15 PaccMoTpeHne pykoBoACTBOM

5 TexHn4yeckune TpeboBaHUs

5 TexHnyeckune TpeboBaHus

5.1 Obwme nonoxeHus

5.2 lNepcoHan

5.1 lNepcoHan

5.3 lNomeweHuns n ycnosus cpeqbl

5.2 lNomeleHuns n ycnosus cpegbl

54 MeToabl nccnenoBaHus n
KanmbpoBKM 1 Banugaumsa metoaa

5.5 AHanuTnyeckue npoLeccsl

5.5 ObopynosaHue

5.3 JTabopaTopHoe obopynoBaHue,
peareHTbl U pacxogHble maTepuansl

5.6 lNpocnexusaeMocTb U3MepeHUs

5.3.1.4 KanunbpoBka obopygoBaHus U
MeTponornyeckas npocnexmnBaeMocTb

5.7 Ot60p Npob

5.4 [NpeaHanuTnyeckne npouecchol

5.8 OO6paweHne c¢ wusgenusamu ans
nccnegoBaHus 1 KannbpoBKy

5.9 Ob6ecneyveHne KadecTBa
pe3ynbTaToB nccnegoBaHum n
KanmbpoBKm

5.9 Ob6ecneyeHne kavecTBa pe3ynbLTaTOB
nccrneaoBaHun

5. OT4eT 0 pesynbTaTtax

5.7 [NocTaHannTMyeckme npoLeccsl




5.8 OT4eTbl 0 pesynbTaTax
5.9 Bblgaya pesynbTaToB
5.10 MeHnegKMeHT
nHopmaumm

nabopaTtopHoOM

MpunoxeHue B

(cnpaBo4HOe)
CpaBHeHue UCO 15189:2007 ¢ NCO 15189:2012
Tabnuua B.1 - CpaBHeHue MCO 15189:2007 ¢ MCO 15189:2012
NCO 15189:2007 NCO 15189:2012
lMpeoncnosune lMNpegncnosune
BeBegenune BBegeHune
1 O6nacTtb NpUMEHEHNS 1 O6nacTtb NpUMEHEHNS
2 HopmaTurBHbIE CCbINKK 2 HopmaTurBHbIE CCbINKK
3 TepMuHbl 1 onpegenenuns | 3 TepMuHbI 1 onpegeneHns
4 TpeboBaHus K|4 TpeboBaHNsA K MEHEDKMEHTY
MEHEKMEHTY
4.1 OpraHusaums ni41l OpraHusaumsa n OTBETCTBEHHOCTb
MEHEeKMEHT MEHeKMEHTa
4.1.1 | OpraHusaums
4.1.2 | OTBETCTBEHHOCTb MEHE)KMEHTa
4.2 Cuctema MeHemKmeHTa | 4.2 Cuctema meHeg)KMeHTa KayecTBa
KayecTBa
4.3 4.2.1 | Obwme TpeboBaHus
4.2.2 | TpeboBaHMsS K AOKYMEHTaUnn
KOHTpOmb JOKYMEHTOB 4.3 KOHTpOnb JOKYMEHTOB
4.4 [NepecMOTp KOHTPAKTOB 4.4 CornaweHunsa 06 ycnyrax
4.4.1 | YcTtaHoBneHue cornawueHnn ob ycnyrax
4.4.2 | NepecmoTp cornaweHunn ob ycnyrax
4.5 NccnepoBanus BO | 4.5 NccnepoBaHus BO BCMOMOraTesibHbIX
BCMoMoraTerbHbIX nabopaTopusax
nabopaTtopusax 4.5.1 | Bbibop 1 oueHnBaHue BcriomoraTenbHbIX
nabopaTopuin N KOHCYNbTAHTOB
4.5.2 | NpepocTtaBneHune pesyrnbTaToB
nccnegoBaHum
4.6 BHewHve ycnyru n|4.6 BHellHWe ycnyrn n noctaBku
NOCTaBKM
4.7 KoHcynbTatueHble yenyrun | 4.7 KoHcynbTatnBHbIE YCIyTH
4.8 PaspeLueHune xanob 4.8 PaspelueHune xanob
4.9 NoeHTndpukaums ni4.9 NoeHTndpumkauus n KOHTPOIb
KOHTPOJ1b HEeCOOTBETCTBUM




HECOOTBETCTBUN

4.10 | KoppektupytoLiee 4.10 | KoppektupytoLliee gencrene
aencrtene
4.11 | lMpepynpexpatoLliee 4.11 |lMpepynpexpawoliee gencrsne
aencrene
4.12 | loctoaHHoe ynyyweHne |4.12 | [MocToAHHOE ynyyleHne
4.13 | 3anncn no kadectsy U | 4.13 | KOoHTposnb 3anucen
TEXHUKE
4.14 | BHyTpeHHWe ayanTbl 4.14 | OueHuBaHMe N ayanTbl
4.14. | ObLwme nonoxeHus
1
4.14. | lNepuognyecknt nepecMoTp 3arnpocos 1
2 npurogHocTn TpeboBaHui K npoueaypam u
npobam
4.14. | OueHKa OT3bIBOB Nonb3oBaTenemn
3
4.14. | NpeponoxeHna nepcoHana
4
4.14. | BHyTpeHHWne ayanTbl
5
4.14. | MeHeapKXMEHT pucka
6
4.14. | lngukaTtopbl kKayecTBa
7
4.14. | [MpoBepKkn BHELHMMU OpraHmM3aLmamm
8
4.15 | PaccmoTtpeHune 4.15 | PaccMOTpeHVe pyKoBOACTBOM
PYKOBOACTBOM 4.15. | O6Lwme NonoxeHus
1
4.15. | Bxog B paccMoTpeHue
2
4.15. | JeatenbHOCTb MO pacCMOTPEHUIO
3
4.15. | Bbixog 13 paccMoTpeHunsa
4
5 TexHn4eckume 5 TexHun4veckue TpeboBaHus
TpeboBaHus
51 lNepcoHan 5.1 lNepcoHan
5.1.1 | O6wure nonoxeHus
5.1.2 | KBanudurkauusa nepcoHana
5.1.3 | OnucaHue paboTbl
5.1.4 | BBegeHue nepcoHana B cpeay
opraHmsauumu
5.1.5 | OBby4eHune
5.1.6 | OueHka KoMneTeHunm




5.1.7 | lNMpoBepka BbINOSIHEHUSI 0B6A3AHHOCTEN
nepcoHanom
5.1.8 | lNocTosiHHOE obpa3oBaHue n
npodpeccuoHanbHoe COBEPLLUEHCTBOBaHME
5.1.9 | lokymMeHTauma o nepcoHarne
5.2 NMomeweHne u ycnosusa | 5.2 lMomelleHne n ycnosua cpeqbl
cpenbl 5.2.1 | Obwme NnonoxeHms
5.2.2 | lNomeweHnsa nabopaTtopum n oduca
5.2.3 | NomelleHne gna xpaHeHus
5.2.4 | NomelwieHna onsa nepcoHana
5.2.5 | lNomeweHne gna B3aTna Npob naumeHToB
5.2.6 | CogepxaHne NoOMeLLEHUI N YCNOBUS
OKpyXXaroulen cpenbl
5.3 JTabopaTopHoe 5.3 JTabopaTtopHoe obopyanoBaHue, peareHTbl U
obopynoBaHue pacxogHble matepuansl
5.3.1 | ObopynoBaHue
5.3.1 | O6bwmre nonoxeHus
A
5.3.1 | AcnbiTaHme npnemnemoctn obopynoBaHus
2
5.3.1 | IHCTpYyKUMS NO NPUMEHEHUIO
.3 obopygoBaHus
5.3.1 | Kannbposka obopynoBaHus n
4 MEeTponormyeckasa NnpocnexmeaemMocTb
5.3.1 | NopgoepxaHne " BOCCTaHOBNEHUe
5 obopyaoBaHus
5.3.1 | CoobLieHus o] HebnaronpuUATHbIX
.6 MHUMOEHTax ¢ obopygoBaHNEM
5.3.1 | lokymeHTaumnsa o6 obopynosaHum
¥
5.3.2 | PeareHTbl U pacxogHble maTtepuansl
5.3.2 | O6bwure nonoxeHus
A
5.3.2 | PeareHTbl U1 pacxogHble wmartepuanbl -
2 NpUeM 1 XxpaHeHue
5.3.2 | PeareHTbl UK pacxogHble MaTepuansl -
3 ncnbiTaHWE NPUrogHOCTU
5.3.2 | PeareHTbl UM pacxogHble wmartepuvanbl -
4 MeHeIXXMEHT MHBEHTapu3aLunu
5.3.2 | PeareHTbl UM pacxogHble wmartepuvanbl -
5 MHCTPYKUUM N0 NPUMEHEHUIO
5.3.2 | PeareHTbl UK pacxogHble MaTepuansl -
.6 coobLeHus o) HebGnaronpuUaTHbIX
MHUMOEHTaxX
5.3.2 | PeareHTbl UK pacxogHble MaTepuansl -




T [okymeHTauuns
54 MpeaHanuTuyeckne 54 [NpeaHanuTuyeckne npoueccol
npouenypsbl 5.4.1 | Obwme nNonoxeHms
5.4.2 | Indbopmauus ans nauneHToB "
nofnb3oBaTenemn
5.4.3 | Iudbopmauus o] dopme 3anpoca
(Ha3Ha4eHuns)
5.4.4 | B3atne nepBuyHON nNpobbl 1 obpalleHue ¢
Hew
5.4.4 | Obwme NnonoxeHmsa
1
5.4.4 | IHCTpYKUMM NO aKTUBHOCTU nepen B3ATUEM
2 npo6
5.4.4 | IHCTpYKUKNA NO OAeATESNTbHOCTUN B3ATUSA
3
5.4.5 | TpaHcnopTMpoBKa Npo6bI
5.4.6 | Mpnem npobsbl
5.4.7 | NpeaHanntnyeckoe obpalueHue,
No4roTOBKa N XpaHeHne
5.5 AHanutnyeckue 5.5 AHanuTnyeckue npoueccol
npouenypsobl 5.5.1 | Bbibop, Bepudukaums wn  Banugaumd
NpoLIeCCOB UccrnegoBaHNs
5.5.1 | Bepudukauma MeToank nccnegoBaHmsa
2
5.5.1 | Banngauyma metoauk nccrieaoBaHus
3
5.5.1 | HeonpeneneHHOCTb WM3MeEPEHNA 3HaYeHUin
4 N3MepPEHHOW BENUYMHbI
5.5.2 | buonoruyeckue pedepeHTHble WHTepBarsbl
NN 3HAYEHNSA KITMHUYECKOK peLLleHuns
5.5.3 | [lokymeHTaumMsa MeToamk nccrnenoBaHus
5.6 ObecneveHne kadvecTBa | 5.6 ObecneveHne  kayecTBa  pe3ynbLTaToB
aHanUTU4eCKnx nccnegoBaHum
npoueayp 5.6.1 | Obwme nonoxeHusa
5.6.2 | KOHTpoJib KayecTBa
5.6.2 | MaTepuarnbl KOHTPOSIS KayecTBa
2
5.6.2 | [laHHble KOHTPOSIA KayecTBa
.3
5.6.3 | MexxnabopaTopHble CINYeHUs
5.6.3 | Yuyactue
A1
5.6.3 | AnbTepHaTuUBHbIE NOAXOAbI
2
5.6.3 | AHanus npob mexnabopaTopHbIX CANYEHUI




3
5.6.3 | OueHka xapaKkTepuUCTUK BbINOJSTHEHNSA
4 nccnegoBaHuin B naboparopum
5.6.4 | CpaBHUMOCTb pe3ynbTaToB UCCregoBaHUm
5.7 lMocTtaHanuTuyeckme 5.7 [MocTaHanuTnyeckne npouecchl
npoueaypsbl 5.7.1 | PaccmoTpeHue pe3ynbLTaToB
5.7.2 | XpaHeHue, cogepxaHue n ynaneHume
KNUHUYECKNX Npoob
5.8 OTyeThbl 0 pesynbTarax 5.8 OTyeTbl 0 pesynbTarax
5.8.1 | Obwme NnonoxeHmsa
5.8.2 | ATpubyTbl oTYeTa
5.8.3 | CogepxaHue otyeTa
5.9 Bblgaya pesynbtatoB
5.9.2 | ABTOMaTnyeckui Bolbop n coodbLueHne
pe3ynbTaToB
5.9.3 | [MepecmoTp OT4HETOB
MpexHee MpunoxeHune B 5.10 | MeHempXMeHT nabopaTopHON MHOpMaL M
5.10. | OBbwme nonoxeHmsa
1
5.10. | lNpaBa n OTBETCTBEHHOCTb
2
5.10. | MeHegXMEHT MHGOPMALIMOHHON CUCTEMbI
3
Mpunoxenune | Koppenauma  c | MNMpunoxenne | Koppensauma ¢ MCO 9001:2008 wn
A NCO 9001:2000 | A NCO/M3K 17025:2005
NCO/M3K
17025:1999
MpunoxeHue | PekomeHgauum Mpunoxenune | Koppensaums ¢ MCO 15189:2007
B no B
nabopaTtopHbIM
MHGOPMAaLMOHH
bIM cuctemam
(JINC)
MpunoxeHue | ATuKa B - -
C nabopaTopHom
MeauunHe
Bubnuorpadgus Bubnuorpadgus
MpunoxeHune A
(cnpaBo4HOe)
CBepeHus

O COOTBETCTBMM CCbINTOYHbIX MeXAYHapPOAHbIX CTaHAAPTOB HaUMOHaNbHbIM
ctaHgaptam Poccuinckon ®eagepaumm n AeMCTBYHOLWMM B 3TOM KayecTBe
MeXrocyaapCcTBeHHbIM CTaHAapTam



Ta6nuua OA.1

O6o3HayeHne CteneHb O603HayeHne 1 HaMMmeHoBaHWe
CCbISTOMHOrO COOTBETCTBMSA COOTBETCTBYIOLLEro HaunoHanbLHoro,
MeXOyHapoLHOro MEeXrocyapCTBEHHOro cTaHaapTa
cTaHgapTa

NCO/M3K Quide 2 - *

NCO/M3K Quide - *

99:2007

NCO/M3K IDT OCT ISO/IEC 17000-2012 "OueHka

17000:2004 cootBeTcTBMA. Crnoapb wn  obuwwue
npuHUmnbl"

NCO/M3K IDT OCT WNCO/M3K 17025-2009 "O6wwme

17025:2005 TpeboBaHus K KOMMNETEHTHOCTU
ncnblTaTenbHbIX n KanmbpoBOYHbIX
naboparopun"

* COOTBETCTBYIOLWMIMA HaUMOHaNbHbLIN CTaH4apT oTcyTcTByeT. [JOo ero yTBepXaeHus

pekoMeHayeTCs NCNOoMb30BaTh NepeBos Ha PYCCKUIN A3bIK JAaHHOIO MeXAyHapOoaHOro

ctraHgapTta. [lepeBog M[aHHOro MeXxAyHapogHOro CraHgapTa Haxogutcs B

depnepanbHOM NMHPOPMALMOHHOM POHOE TEXHUYECKNX PErflaMeHTOB U CTaHOapPTOB.

NMpumeyaHne - B Hactosiwen Tabnuue wCNonb3oBaHO cregyollee YCoBHOE

0603HayeHne cTeneHn CoOoTBETCTBUA CTaH4apTOB:

- IDT - ngeHTn4yHble ctaHgapThbl.
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