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[flpeancnoBue

Llenn n npuHuunel ctaHgapTusaunn B Poccuinckon egepaumm yctaHoeneHsl ®egepanbHbiM 3aKOHOM
oT 27 aekabps 2002 r. Ne 184-03 «O TexHU4ecKkoM perynmupoBaHnny, a npasuna npUMeHeHnst HaLoHarbHbIX
ctaHgapTtoB Poccumnckon ®epepaunn — NOCT P 1.0—2004 «CTtaHgapTuzauuns B Poccuinckon egepaumin. Oc-
HOBHbIE NONOXEHNS»

CBegeHUs o cTaHaapTe

1 NOAIrOTOBJIEH JNabopaTtopuen npodbnem KnnH1MKo-nabopatopHon gnarHoCcTUkKn MocKkoBCKOWM MeguLInH-
ckon akagemum nm. . M. CeveHoBa Ha OCHOBE CODCTBEHHOIO ayTEHTUYHOIO NepeBoja cTaHgapTa, yKazaHHOro
B NyHKTE 4

2 BHECEH TexHnueckum kommuteTom no ctaHaapThzauum TK 466 «MeaguumHckmue TexXHonornm»

3 YTBEP>XOEH 1 BBEOEH B DEVNCTBWE MMpukazom denepansHoro areHTcTea no TEXHUNYECKOMY pery-
nMpoBaHnto U meTponorin ot 9 aekabpst 2009 1. Ne 629-cT

4 Hacroswmmn ctaHaapT naeHTudeH mexayHapoadomy ctaHgapty MCO 15189:2007 «J1labopaTtopun meam-
LMHCKKWe. YacTHble TpeboBaHUSA K kadecTBy U koMneTeHTHOCTU» (ISO 15189:2007 «Medical [aboratories — Particular
requirements for guality and competence»).

HanmeHoBaHMe HacTodLllero ctaHgapTa U3aMeHeHo OTHOCUTENBHO HAMMEHOBaHUSA YKazaHHOro MexXxayHa-
poaHoro ctaHgapTa ana npueeaeHus B cooteetctBue ¢ [OCT P 1.5—2004 (nyHKT 3.5).

[Tpn NpUMeHeHU HacToSALWEro ctaHgapTa pekoMeHayeTca UCNoNb30BaTh BMECTO CChINTOYHbIX MeXayHa-
pPOAHLIX CTaHOAPTOB COOTBETCTBYIOLWNE MM HalLUoHanbHble cTaHaapTel Poccuinckon ®egepauymmn, ceegeHna o
KOTOPbLIX NPpUBEAEHbI B ACNONMHUTENBLHOM NpUnioXkeHnn D

5 BSAMEH TOCT P UCO 15189—2006

VIHbopmauus 0b UMEeHeHUSIX K HacmosilueMy cmaHoOapmy rybriuKyemcs 8 eXXe200H0 U30asaeMoM UHOP-
MaUUOHHOM YKa3zamerne «HalyuoHallbHbie cmaHoapmbi», a mekKcm U3MeHeHUU U rorpasoK — 8 eXXeMeCA4YHO
L30asaeMbix UHOPpMaUUOHHbIX yKa3zamersx « HauyuoHarbHbie cmaHdapmei». B criyyae riepecmompa (3aMeHhbl)
LU omMeHbI Hacmosuwje2o cmaHoapma coomeemcemeayroujee yeeoomiieHue byoem ornybrnukoeaHo 8 eXXxeMecsiy-
HO u30aesaeMoM UHOpMaULUOHHOM yKkalamere «HayuoHarnbHbeie cmaHOapmbi». Coomeemcemeyrouasi UHGbop-
Mauyusi, yeeOoMIeHuUe U meKcmaki pasMelaromces makxe 8 UHopMalUOHHOU cucmeme obujeao rob308aHuUs —
Ha opuuuaneHOM catme @edeparlbHo20 a2eHmemea o MexHU4YeCKoMy pez2yrnuposaHuro U Memporioauu

© CraHgapTtuHdopm, 2010

HacToawmn CTandapT HE MOXKET ObITb NOSTHOCTLI UNU YaCTUYHO BOCMNPOMAN3BEAEH, TMPAXNPOBaH N Paclipo-
CTpaHEH B Ka4eCTBE OCbI/ILI,I/IElJ'IbHOFO N30aHUA be3s pPa3peLlEHNA Clbeﬂepaanoro dl€HTCTBA N0 TEXHNHECKOMY PEely-
JIMPOBAHWIC A METPOITOTNIA
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BBeaoeHue

HacToslwmin ctaHaapT, BKAoYalowWmMn B cebs ocHOBHble HopMaTuBHble nonoxeHnsas MCO/MOBK 17025 n
MCQO 9001, coaepXnt TpedoBaHUA K KOMMNETEHTHOCTU U KaYeCcTBY, KOTOPLIE A0MKHbI ObITh NPUCYLLUXM MeaUNLINH-
ckM nadopaTtopusim. onyckaeTcs ycTaHOBNEHWE cneLnanbHbIX NpaBun Un TpedboBaHWM No OTHOLLEHUIO K HEKO-
TOPbIM AUNNMOMUPOBAHHLIM cneLanMcTam NPUMEHUTENBHO K UX BUAY AeATENbHOCTU U OTBETCTBEHHOCTU B JAHHOW
obnacTti.

MeaunumnHckme nabopaTopHble YCIyrn UMeroT CyLLIeCTBEHHOE 3HaYeHne ans oocnyXKmsaHus nayneHToB v
MO3TOMY AOJTKHbI YAOBNETBOPATL NOTPEOHOCTAM NAaLUEHTOB N KNMHWYECKOro nepcoHana, OTBETCTBEHHOMO 3a OKa-
3aHne MegULIMHCKON NOMOLLIM naLmneHTam. Takme yecnyri BknoyaroT B cebsi npeaocTaBneHne HeobXoaMMbIX MaTe-
PUanoB, NOAroTOBKY NALMEHTOB K NPOBEAESHUIO UCCIeA0BaHUN, UOeHTUdUKALMIO NALNUEHTOB U B3SITUE Y HUX NPOoD,
TpaHCNOPTUPOBaHUE, XpaHeHne, 0bpaboTKy U UccrneaoBaHue KNUMHUYeckux npob ¢ nocneayrowmm noaTBEpXK-
OeHneM, MHTepnpeTaumnen, cooblleHNeM PeaynbTaToB UCCEA0BAHUA N KOHCYNBTUPOBAHUEM MO HAM NPK cobnto-
OeHUn TpeboBaHMN BE30NacCHOCT N 3TUKU B MeAUUUNHCKON NnabopaTopHon paboTe. XKenatenbHo, YTobbl Megmn-
LIMHCKKE nabopaTopHbIe yCryri BKtoYanu B cebst obcnegosaHue naLnUeHToB NpY KOHCYNbTaLUSX U YTODObI Nabo-
PaTOPUN aKTUBHO yHaCTBOBASIN HE TOMNbKO B ANArHOCTUKE U NevYeHnn BonbHbIX, HO U B NpeaynpexaeHnn bones-
Hen. Kaxkaas nabopaTtopust AoSTKHa NpeaocTaBATh padboTatolemMy B HEN NepCcoHarny BO3MOXHOCTU Anst obpaso-
BAHWSA N HayuHbIX UccrnegoBaHUn. [NOCKOMbKY HACTOALWMA cTaHAapT npeaHasHadveH angd npuMeHeHnUs BO BCEX
oOLLEeNpU3HaHHbLIX B HaACTosILLee BPEMS AUCLMNIIMHAX nabopaTopHOU MeauLUUHbI, paboTHUKU APYrnMX Cryxo u
OUCLUNNMH MOTYT TakKe ero UCnofib3oBaTh U cnegoBatb emMy. OpraHbl, ynonHOMOYEHHbIE OLeHUBATL KOMMETEHT-
HOCTb MeAULMHCKNX nabopaTtopuii, MOryT UCMOMNb30BATb HACTOALLMA CTaHOapT Kak OCHOBY A1 CBOEU AeATeNb-
HOCTW.

[TpeanoYvTuTensHo, YTobLI TabopaTopun, FOTOBSILLIMECS K akkpeauTaLum (UMnn ceptudomkanim), obpallanmch
B OpraH no akkpeguTaunm (Unu no ceptudurKkaLnmm), KOTopbl AEUCTBYET B COOTBETCTBUM C HACTOSILLMM CTaHOapPTOM
N ydUTbIBaET crieymdomnueckme TpedoBaHmna K MeaULMHCKUM NabopaTopusim.

ConocTaBrieHne CTPYKTYPbI U HYMepaLnn CTPYKTYPHBLIX 3NeMEHTOB HACTOALLEro ctaHgapTa U MeXXayHapoa-
HbIX cTaHgapToB MCO 9001:2000 n NCO/M3K 17025:2005 npuBeaeHo B NpUnoXxeHun A.

[laHHoe BTopoe nsgaHue ctaHgapta MCO 15189 oTMmeHsAeT 1 3aMeHseT NnepBoe n3daHne, KOTopoe TEXHUYEeC-
KN NepecMOTPEeHO B LEeNnsxX OOCTUMXKeHUA Bonee NosfIHOro COOTBETCTBUSA MOMNOXEHUAM BTOPOro N3gaHnUs CTaH-
napta MCO/M3K 17025.

BblaeneHHble KYPpCUMBOM CHOCKU B TEKCTE HACTOSLLIEro cTaHAapTa npuBeaeHs! ANsi NOACHEHUA HEKOTOPbIX
MONOXXeHNN NPUMEeHEHHOro B HemM MexayHapogHoro ctaHgapta NCO 15189:2007.

AV
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HAUWOHAIJIbHBIN CTAHOAPT POCCUMUWCKOWUNW OSOEOEPALNWMN

NABOPATOPUUA MEOULUUHCKUE

YacTHble TpEGOBaHMH K Ka4ecCTBYy U KOMNEeTeHTHOCTU

Medical laboratories.
Particular requirements for quality and competence

[laTta BBeaeHua — 2010 — 09 — 01

1 O6nacTb NpUMeHeHUs

HacTosaLWwnin cTaHaapT ycTaHaBNUBAET YacTHbIE TPeDOBAHUS K KAYECTBY U KOMMNETEHTHOCT MeAULMHCKNX
nabopartopun.

HacToawmi ctaHgapT npegHasHavyeH ang npuMeHeHnsa MeauumMHCKMMmn nadopaToprusamu rnpu paspaboTke
NX CUCTEM MEHEePKMEHTa KavecTBa 1 oLeHKe CODCTBEHHON KOMMNETEHTHOCTU, a Takke A1 UCNOMb30BaHUA opra-
HaMW akkpeanTaLunm npr noaTreepXxaeHnn Unv npruaHaHm KoMneTeHTHOCTU MeULMHCKUX NTabopaTopun.

2 HopmaTuBHbIE CCbINIKN

B HacTodllemM cTaHaapTe UCNoMb3oBaHbl HOpMaTUBHEIE CChINKU Ha criegyloline ctaHaapThl:

MCO 31 (sce yacTn) BenunduHel n eAUHALBI

MCO/M3K PykosoacTtso 43-1 BHelLHSIS1 oLIeHKa KavyecTBa C NOMOLLILH MeXXnabopaTopHbIX cpaBHEHUA. HacTb 1.
PaspaboTka 1 ocylecTBNeHNE CUCTEM BHELLIHEN OLIEHKU Ka4YeCcTBa

NCO 9000:2005 Cucrtembl MeHempKkMeHTa KadecTBa. OCHOBHbIE NONIOXKEHNNA 1 CNOBapPb

MCO 9001:2000" Cuctembl MeHepkMeHTa KadecTa. TpeboBaHus

MCO/M3K 17025:2005 ObLwmne TpeboBaHUS K KOMMETEHTHOCTU UCMbITaTeNbHBIX YN KANMOpoBOYHbIX JTabopa-

TOPN
3 TepMUHbI N onpeaeneHunA

B HacTosWeM cTaHgapTe NpUMeHeHbl cneayrowmne TepMUHBl C COOTBETCTBYHIOLLMMUN onpeaeneHUaMN:

3.1 akkpeauTauyua (accreditation): Npoueaypa, ¢ npuMeHeHUeM KOTOPON YNONTHOMOYEHHBLIU opraH NpoBO-
OUT dpopmManbHoe NpU3HaHMe KOMMNETEHTHOCTU opraHmn3aLnm Un omsnveckoro nuua anas BbInonHeHNUs cneumndgu-
YeCcKon 3agadi.

3.2 TOMHOCTb U3MepeHua (accuracy of measurement): CteneHb 6NM30CTU pesynsTarta MU3MepeHUst K UCTUH-
HOMY 3Ha4YeHUo N3MepsaeMon BeNTNYUHBI.

[1, nyHKT 3.5]

3.3 buonorudveckumn pedepeHTHbIN UHTepBan (biological reference interval, reference interval): LleHT-
panbHbIN 95 Y%-HbIN MHTEepBan pacnpeaeneHna pedepeHTHbIX 3Ha4YeHUN.

[MTpumevaHwune 1l —IpUMEHEHNEM 3TOIMO TEPMUHA UCKITIOHAETCS ynoTpebneHne HEKOPPEKTHOro TepMuHa

«HOPMAarsbHbIN YPOBEHbY.

[TpnmMmeyaHwue 22— ObwenpuHATo onpeaensaTet pedepeHTHbIN MHTEPBAaN Kak LeHTpanbHbln 95 %-HbI
nHrepsarn. VHbie pasmepbl v acuMMeTpuyHoe pa3mMmeleHne pedhepeHTHOro MHTepBarna MoryT COOTBETCTBOBATb OCO-
bbiMm cnyvasm [2].

1) 3ameHeH, nencteyetr NCO 9001:2008. B HacTosiwem craHgapte npuBegeHa ccoinka Ha NCO 9001:2000,
T. K. HACTOSAWMIN CTaHOAPT SBNSETCHA MAEHTUYHBIM NO OoTHOWeEHMO K gencrteyrowemy NCO 15189:2007.

U3paHue odunuuanbHoe
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3.4 uccnepgoBaHue (examination): Komnnekc onepaunin, 06bekToM KOTOPLIX ABNSIETCS onpeaeneHne 3Ha-
YeHUH UM XapaKkTepnucTmka CBOUCTB.

[TpwnmeyaHwune— B HekoTOpbLIX gMCUMNIIMHaAX (HaNnpUMep, B MUKPODKMOnormm) nccnegoBaHne npeacraBnsier
cobON COBOKYMHYIO AEATENbHOCTb, COCTOSLLYI0 N3 HECKONMbKUX TECTOB, HADMNIOAEHNN UNU N3MEPEHUN.

3.5 nabopaTopHble BO3MOXHOCTHU (laboratory capability): MaTtepuanbHble, TeppuTopuarnbHbie U UHGOP-
MaLOHHBEIE pecypchl, MepcoHan, ero yMeHus 1 aHaHus, npeaoctaBnsemMele ANs npegnonaraemMblX UCceoBa-
HAW.

[TpumedaHune— OueHka NabopaTopHbIX BO3MOXHOCTEN MOXET BKIOYATb B CEDS pe3ynbTarbl NpeaLecTBYIHO-
Lero ydactna nabopatopum B MexnabopaTtopHbIX CNMYEHUAX, B CXEMAX BHELLHEN OUEHKM Ka4YeCcTBa UNu B nporpammax
NCNbITaHUW, WU BCE YKa3aHHOE B COBOKYMHOCTU ANl AEMOHCTPauum CTeneHn HeonpeaeneHHOCTU U3MEepPEHN, npeae-
na obHapyxeHusi n T. A.

3.6 3aBeayrownn nabopartopuen (laboratory director): KomneteHTHOE NULO, OTBETCTBEHHOE 3a NabopaTo-
PUIO U yripaBnsatoLlee eun.

[MTpnmevadnwue 1 — [Ina uenen HacTosIWEro craHgapTta — nMALO UNW NMua, KONNEKTUBHO MPU3HAHHBLIE KakK
PYKOBOACTBO nabopartopun.

[TpnmMmeyaHwue 22— HauuoHanbHble, permoHarnbHble U MECTHbIE MpaBuna Moryt TpeboBaTb onpeaeneHHou
kBanundukaumm n obpasoBaHus.

3.7 pykoBoAcTBO nabopartopun (laboratory management): Iluuo unun nuua, Kotopble ynpaBnsaoT Aes-
TeNbHOCTLIO NabopaTopuii, BO3rMaBnsaemMon 3aseayloLlm nabopaTtopuen.

3.8 namepeHue (measurement): Komnnekc onepauni, BeINONIHAEMbIX 4NdA onpeaerneHns sHavyeHna Benn-
YAHbI.

[1, nyHKT 2.1]

3.9 MeguumHckana naboparopua (medical laboratory, clinical laboratory): llabopaTtopusi, KoTopasi NPOBO-
OUT Buornornveckne, MMKpobrnonormieckne, UMMyHonormieckmne, XMuMn4eckne, UMMyHoreMmaTtonormieckme, rema-
Tonornyeckue, bnogumandeckue, LMTONOrMYECKMe, NaTonormiyeckme nnu apyre nccnegoBaHua Mmatepruanos U3
opraHuama vyesnioBeka ang nonyvyeHust UHpopmaumm Anst ANarHoCTUKW, npeaynpeXxaeHus n neveHns 6onesHn nnu
OL,eHKN COCTOAHUA 300PO0OBbS YenoBeKa W KoTopasi MOXKET OKasaTb KOHCYNLTaTUBHYH NOMOLLb OTHOCUTENBHO
BCEX aCNeKToB NabopaTopHbLIX UCCnegoBaHUN, BKITHOYAsA MHTEPNPeTaLno pe3ynsTaTtoB 1 pekoMeHaauno gans-
HenLnX HeobxoaUMbIX NCcneaoBaHNN.

[TpunmeyaHue— ITn nccnegoBaHus Takke BKNOYAT B cebs npoueaypb! Ans onpeaeneHnsi, UaMmepeHns nnm
MHbIE ONMUCaHUS NPUCYTCTBUS UMK OTCYTCTBUSA PAa3NUYHbIX BELWECTB UNKU MUKPOOPraHnamMmoB. [logpasgeneHuns, Kotopble
TONbKO cObMpatoT 1 roToBAT 06pa3ubl N AENCTBYIOT B KAYECTBE NEPECHINOYHbIX UMK pacnpeaenuTenbHblX UEHTPOB, He
MOIYT DObITb PACCMOTPEHBI KaK MEAULIMHCKUE UMW KITMHUYECKME NnabopaTopumn, XOTs OHU MOTYT BXOAUTb B COCTaB BOnbLUMX
nabopaTopHbIX CETEN UNN CUCTEM.

3.10 npoueAaypbl Nocne UuccneaoBaHUA, NocTaHaNUTUYeCKUM 3Tan (post-examination procedures, pos-
tanalytical phase): Ipoueaypbl, XpoHoONOrM4Yeckn HavynHarLwmecs nocne uccrnegoBaHus, BKIoYasa cucTtemMaTia-
Lo, dbopmMynupoBaHne U UHTepnpeTauuto, paspelleHne K Bblaade, opopMIieHne 1 nepedaydy pesyrnbraTtoB UCCTe-
0OBaHWA U XpaHeHne nccrnegoBaHHbIX Npob.

3.11 npoueAaypbl nepepn uccnegoBaHWeM, MNpeaHanUTUYeCKUU aTan (pre-examination procedures,
preanalytical phase): Npoueaypbl, XpOHONOrMYECKkUn HavnHaroLWMecs ¢ HasHavYeHUs KNMUMHULUCTOM nccneanoBa-
HUS1, BKITIOMEHUA UCCneaoBaHUS B 3asiBKY, OXBaTbIBalOLMe MOAroTOBKY NauMeHTa, B3ATUE NepBUYHON NPobLI,
TPaHCMOPTUPOBaHME ee B TabopaTopuio U 3aKkaHYMBaOLLMECH HaYanom npoLeaypbl uccnegoBaHus.

3.12 nepBnYHaa npoba, obpazey (primary sample, specimen): OgHa 4YacTb UMN HECKOSIbKO YacTewu,
B3ATLIX U3 cUCTEMbI'.

[MTpumevyanune 1— MHorga BMecTo nepBmyHOM Npobbl (MK ee vacTtn) ynotpebnatT TEPMUH «obpasen» Kak
npoby, NOAroTOBNEHHYIO AN NEPECHLINIKM B nabopartopuio nnn nony4vyaemyto naboparopmen n npegHasHauveHHyo ans
nccneaoBaHus.

3.13 BenuunHa (quantity): CBOUCTBO SIBNEHUNA, TeNna U1 BeLWECTBa, KOTOPOE MOXET ObiTb pasiMy4nmo
Ka4eCTBEHHO U onpeaeneHo KoNMMYEeCTBEHHO.
[1, nyHKT 1.1]

1) Mog cuctemort B nabopaTopHOM MeauLMHE NOHMMAKT MaTepuan, u3 KOToporo B3sT obpasew, To ecTb bronoru-
YeCKUM Martepuan naumeHTta (KpoBb, MOYa, CMNioHA, TKaHb U T. .).

2
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3.14

cucTeMa MeHeg)XXMeHTa KavecTBa (quality management system): Cuctema MmeHemkMeHTa Ans yrnpas-
NEeHNA U KOHTPONSA opraHM3au v B OTHOLLEHWU KavecTBa.

IMCO 9000, NyHKT 3.2.3]

[TpnmedyaHue—[na yenenm HaCToOAWEro ctTaHgapTa TEPMUH «KAYeCcTBO», YNOMSHYTbIM B 4aHHOM onpegere-
HUW, OTHOCUTCHA W K MEHEOKMEHTY, N K TEXHUYECKON KOMMETEHTHOCTW.

3.15 BcnoMoraTtenbHaga (cyonoapaagHas) nadbopartopua (referral [aboratory): BHelwHaa nabopatopus, B
KOTOPYIO OTChINAT Npody And npoueaypbl A0NONHUTENBHOrC UMK NoATBEpXaatoLero uccnegoBaHust n coobe-
HUA peaynbTara.

3.16 npoba (sample): OgHa NN HECKOMbKO YacTeln, KoTopble B3ATbl U3 CUCTEMBI, NpeAHa3Ha4YeHHbIe AnS
nonyvyeHus MHopmMaLnun 6 CUCTEME N YacCTo ChnyKalle OCHOBaHWUEM ANsl NPUHATUS peLlleHUsa 0 cucteme nnm ob
ee AesATeNnbHOCTH.

lpumep — O6bem (Nopuust) cbIBOPOMKU, 83s1Mbill U3 6os1bUIe20 06beMa CLIBOPOMKLU.

3.17 meTponorndeckada npocnexmBaeMocTb (metrological traceability): CBOUCTBO pesynbTaTa namepe-
HAA U 3HAYeHUA 3TalloHa, 3akovarolleecd B BO3MOXHOCTU YCTaHOBIIEHUA ero CBA3M C COOTBETCTBYHOLLMMIA
aTanoHamu, 0bbIMHO MeXayHapoAHLIMW UMW HaLMOHAaNbHBLIMK, NOCPeACTBOM HENPEepPbIBHOW Lien CITIMYEeHNA, UMe-
IOLLINX YCTAHOBMNEHHbIe HeonpeaeneHHOCTH.

[1, nyHKT 6.10]

3.18 npaBUnbLHOCTL U3MepeHUa (trueness of measurement): CteneHb BNU3OCTU cpeaHero 3HavYeHus,
MNoSIy4YEeHHOro Ha OCHOBaHMK DONLLLIOK cepun pe3ynsTaToB U3MepPeHUn, K UICTUHHOMY 3HAYEHUIO.

[TpumedvaHnne—Ilo NCO 3534-1, nyHkr 3.12 [3].

3.19 HeonpeaeneHHOCTb U3MepeHUA (uncertainty of measurement): [lapameTp pesynbTaTa U3MepeHus,
XapaKkTe pusyroLnni AUCnepcuto 3Ha4eHNM, KOTopble MOTyT BbITb 0OOCHOBaHHO NpUNUcaHbl U3MepPSIEMON BENNYUHE.

[1, NyHKT 3.9]
4 TpeboBaHUA K MEHEKMEHTY

4.1 OpraHuzauma U MeHeKMeHT

4.1.1 MegmupmHckast nabopatopus Unn opraHnsauus, YacTbio KOTOPOW SIBNSAETCHA NabopaTopus, A0MKHA ObITh
YeTKOo onpeaeneHHon NpaBoBO e AUHULLEN.

4.1.2 MegnumnHckne nabopaTtopHble YCIyri, BKIIHoYas COOTBETCTBYIOLLYHO MHTEPMNPETALUIO U KOHCYNBTALIN-
OHHble YCNyrn, AOMKHbI ObITb NpeaHa3HavYeHbl AN YOOBNETBOPEHUA NOTPEOHOCTEN NAaLUMEHTOB M OTBETCTBEHHOO
3a UX neYveHune KNMHN4ecKoro nepcoHana.

4.1.3 MegnunHckasi naboparopua (qanee — nabdbopartopus) A0MKHA COOTBETCTBOBATL TPebOBaHUSIM Ha-
CTOSALLEero cTaHgapTa npuv BelNoSIHEHUW paboT Ha MecTe CBOEro NOoCTOAHHOIC pacnosioXKeHnsa NN B UHOM MecCTe,
BHE CBOEro NOCTOAHHOIO PACnonoXeHUs.

4.1.4 PacnpeaeneHne oTBETCTBEHHOCTU MEXAY COTPYAHUKAMKM NabopaTopnn 3a y4acTue B UCCNegoBaHUSIX
NnepBUYHbLIX NPOD NN BNUAHME Ha 3T NCCNeaoBaHUA JOJTKHO ObITb YETKO YCTaHOBMNEHO, YTODObLI MAeHTUPULNPO-
BaTb KOHPJIUKT UHTEepecoB. PUHAHCOBLIE UMK NOMUTUYECKNE COoobpaXXeHUs (Hanpumep CTUMyNMpoBaHue) He
OOJKHbI BMIUATL Ha NpoBeaeHne nccneaoBaHun.

4.1.5 PykoBoACcTBO Nabopatopun A0IMKHO HECTU OTBETCTBEHHOCTL 3a pa3paboTky, BHeaApeHWe, noaaepxa-
HAE 1 ynyJdlleHWUe CUCTEMBI YNpaBneHnst KavyecTBOM. [1pn 3TOM A0MKHO ObITh YUTEHO crieayioLlee:;

a) obecneyeHne pPyKOBOACTBOM TabopaTopuin BeINMOMHEHUS BCeM NabopaTopHbIM NepcoHarom CBonx 0bsi-
3aHHOCTEeW NyTeM yrnpaBneHUs AedaTeNbHOCTLIO U NpeaocTaBNeHUsl pecypCcoB;

b) obecneveHne He3aBUCUMOCTW PYKOBOACTRBA W NepcoHana oT Nboro HeXxenaTtenbHOro BHYTPEHHEro UNu
BHELLIHEIC KOMMEPYECKOro, PUHaAHCOBOTO UMTN MHOMO AAaBNEHUS U BITUSIHWAIA, KOTOPbIE MOTYT HEONaronpuUsITHO cka-
3aTbCH Ha Ka4YecTBe UX paboThl;

C) NopsaoK 1 NpoLeaypsb! Ansa obecneveHnsa KoHPUAeHLUMaNLHOCTU MHopMaL 1 (CM. npunoxeHue C);

d) nopsigok v npoueaypsbl Ang npeaoTepalleHnst BOBNeYEeHUs B NI0OYH0 AeATEeNNbHOCTbL, KOTopas Morna ool
YMEHbLINUTL AOBEPUE K KOMNETEHTHOCTM NabopaTtopun, ee BeCcrnpuUcTpacTHOCTU, CripaBeaSIMBOCTU TN OonepaTuB-
HOW LEeNOCTHOCTI;

e) opraHuzaunoHHas 1 ynpaeneH4eckas CTpykTypa nabopatopun 1 ee B3aMMOOTHOLLEHWSA ¢ NoOoW apyromn
opraHusaLmen, ¢ KoTopou oHa MOXET B3aNMOAeNCTBOBATD;
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f) ycTaHOBNEeHHasi OTBETCTBEHHOCTL, NpaBa 1 B3alMOOTHOLLUEHUSA BCero nepcoHana;

g) ageKkBaTHble YMeHWUd BCero rnepcoHana U cCoOoTBeTCTBYIOLUA Haa30p 3a ero Keanngpukaumen u ypoBHeEM
OTBETCTBEHHOCTU CO CTOPOHbLI KOMMNETEHTHbLIX UL, OCBeAOMINEHHbLIX OTHOCUTENBHO Lienen, npoueayp U oLeHKN
Pe3yrnbLTaToOB COOTBETCTBYIOLNX METOAMK UCCreaoBaHUS;

N) OTBETCTBEHHOCTb TEXHUYECKOrO PYKOBOACTBA 32 TEXHUYECKOE OCHalleHNe U cHabXeHne pecypcamu,
HeobXxoanMbIMK ANa obecneveHns TpedbyeMoro KauecTsa nabopaTtopHbIX NpoLeayp;

) Ha3Ha4YeHe OTBETCTBEHHOIO Mo Ka4ecTBY (NepcoHalbHO Ha3Ha4YeHHOro) ¢ Bo3naraeMbIMn Ha Hero oTBeT-
CTBEHHOCTbIO, NMPaBoM paccMaTpUBaTb COOTBETCTBUE TPebOBaHUAM K CUCTEME MEeHepKMEeHTa KavecTBa 1 0b4-
3aHHOCTbIO UHPOPMUPOBATL PYKOBOACTBO NabopaTopu HENOCPEACTBEHHO HA TOM YPOBHE, Ha KOTOPOM NMPUHUAMA-
IOTCS1 peLleHUst Mo NoMUTUKE U pecypcam nabdbopaTopun;

|) pacnpegeneHne O0TBETCTBEHHOCTU 3a OCYLLECTBNEeHNe BCceX KNoYeBbIX PYHKLUUN, MPUHUMAaA BO BHUMA-
HWe, YTO OTAENbHbIE COTPYAHWUKA MOTYT BINOMNHATL Oonee ogHON byHKUWX 1 B HEDOMLLLIOW NabopaTopun MOXET
okasaTbCd HepalMoHanbHO HazHavaTb 3aMecTUTENen No KaXXaon pyHKLNN.

4.1.6 PykoBoacTeo nabopaTtopum AoSHKHO 0becnevnTb OCyLLIECTBIEHWE NMPOLECCOB KOMMYHUKALLA B N1ab0-
paTopun N NX UCNOTb30BaHME B UHTepecax 3pPeKTUBHOIC PYHKLMOHAPOBaHUA CUCTEMBbI MeHeIKMeHTa KavecTBa.

4.2 Cuctema MeHeO)XMeHTa KavecTBa

4.2.1 NonnuTnKa, npouecchl, NporpaMmmebl, NpoLeaypbl 1 UHCTPYKLUN AOJTKHBI ObITb COPMYNUPOBAaHbI B CO-
OTBETCTBYHOLUMX AOKYMEHTaX N COODLLEHbI BCEMY YYACTBYHOLLIEMY B UX BbINMOMHEHUX nepcoHany. PyKoBOACTBO
OOMKHO ObITb YBEPEHO, UTO TPEOOBAHUA STUX AOKYMEHTOB NOHSITLI U BbIMOMHSIKOTCS.

4.2.2 Cnctema ynpasneHust Ka4eCTBOM JOJTKHA BKNOYaTh B CEOS, HO HE OrpaHNYMBaTLCH 3TUM, BHYTpUNAa-
DOpaTOPHbLIA KOHTPOSb Ka4ecTBa U y4acTUE B OpraHM30BaHHbIX MEXTabopaToPHbIX CITMYEHURAX, TaKUX KaK CXeMbl
BHELLHEW OLLEHKN KadyecTBa.

4.2.3 Nonutnka v 3agadvm cucTeMbl MEHEeIKMEeHTa KadyecTBa AOSMKHbI ObIThb onpeaeneHs! B [1onoeHun o
MOSTNTUKE MO KAYECTBY PacrnopsiKeHUEM PYKOBOACTBA NabopaTopun 1 AOKYMEHTUPOBaHbI B PyKOBOACTBE Mo Kaye-
CTBY. 3Ta NONINTUKA AOSHKHA ObITb YETKOW, NerkoaoCcTynHOW nepcoHany 1 AoKHa BKIoYaTh B cebsd cnegytollee:

a) obLKMe ceealeHUs1 00 ycnyrax, Kotopble nabopartopus HamepeHa NpeaoCTaBNsATh;,

b) 3asaBneHne pykoBoACTBa NabopaTtopui 0b ypOoBHE YCIyT, NpeaoCTaBNsaAeMbIX TabopaTopuen;

C) 3a4a4n CUCTEMbl MEHEIKMEHTa Ka4eCTBa;

d) TpeboBaHKne, YTODLI BECb NEpPCOHan, CBs3aHHbIA C BbINOJIHEHUEM UCCNeaoBaHWMIN, Dbl O3HAKOMMNEH C
OOKYMeHTaLneun nNo Ka4yecTBY U NOCTOAHHO NpuaepKMBancs ycTaHOBMEHHbLIX MONUTUKKA U npoLeayp;

e) 00A3aTenLCTBO NTabopaTopun NpUaepPXUBaTLCH NMNpaBUIbHOW NabopaTopHON NpaKTUKK, obecneynBaTh Ka-
YeCTBO CBOMX UCCNeaoBaHUIA M1 COOTBETCTBOBATb CUCTEME MEeHEeKMEHTa Ka4ecTBa;

f) 00s13aTeNbLCTBO PYKOBOACTBA NabopaTopun yunUThIBaTL TPEOOBAHUA HACTOSILLEro CTaHaapTa.

4.2.4 PyKoBOAOCTBO MO Ka4eCcTBY AOIMKHO cogepaTb onmcaHne CUCTeEMbl MeHepKMeHTa KavecTBa U CTPYK-
TYPbl AOKYMEHTaL WA, UCMOoNb3yeMOW B cCUCTEME MeHepKMeHTa KavyecTBa. PYKOBOACTBO MO Ka4yeCcTBY AOIMKHO
TaKKe codepKaTb CChINIKM HA Heobxoanmble npoueaypbl, B TOM Ynicne TexHudeckue. omkHa bbiTh cobntoaeHa
CTPYKTYpa AOKYMEHTAaLIMN B CUCTEME MeHe)KMeHTa KavecTBa. B PykoBoacTBe Mo KayecTBY A0MKHbLI ObITb Onpe-
aeneHbl OTBETCTBEHHOCTb TEXHUYECKOrO PYKOBOACTBA U OTBETCTBEHHOMO Mo Ka4yecTBY, B TOM YMCIe UX OTBET-
CTBEHHOCTbL 3a obecneveHne COOTBETCTBUS HACTOSLLEMY cTaHAapTy. NepcoHan AomkeH ObITb NPOUHCTPYKTUPO-
BaH OTHOCUTENbLHO UCNONb30BaHUA PYKOBOACTBA NO KA4YeCTBY U BCEX YMIOMAHYTHIX B HEM AOKYMEHTOB, a Takke
OTHOCUTENBHO TPebOoBaHUN MO UX NPUMEHEHWIO. PYKOBOACTBO MO KAYECTBY cneayeT coaepaTb M 0OHOBNATL NoA
Hag30pOoM U Noa OTBETCTBEHHOCTL [CM. 4.1.5, nepeyncneHue 1)] nuua, OTBETCTBEHHOIO 3a Ka4eCTBO PYKOBO-
CTBOM NabopaTtopun. PykoBOACTBO NO KAYECTBY MOXET COAepKaTb cneaytoLlne pasgensbl:

a) BBedeHue;

b) onucaHne MeauLIMHCKOW NabopaTopun, ee NpaBoOBOE MOSIOXKEHWE, PECYPChI, OCHOBHbLIE 0DA3aHHOCTU;

C) MONUTUKA MO KaYecTBY;
)
)

d) obpaszoBaHMe U NpakTuyeckasi IoAroToBKa NnepcoHana;

e) obecnevyeHne Ka4uecTBa;

f) ynpaBneHue gokymMmeHTaLuMen;

g) 3anucu pesynbTaToB, UX cogepXaHne B NopsaKke U apXMBUpoBaHUE;
h) nomMelleHne 1 cpeaa;

) MIHCTPYMEHThI, peareHTbl W/nnun ynpasneHue cHabXxeHneMm;

J)

K

MOATBEPXKAEHUE METOAUK NCCneJOBaHUS;
) 6€30NacHOCTb;

) NnpeaynpexaeHne 3arpsa3HeHnsa oKpyKatoLWen cpebl [Hanpumep, TpaHCNopTUPOBaHUE, yaaneHne pac-
XOAHbIX MaTEPUANOB N OTXOA0B, B ACMOMHEHWNE N B OTNNYMNE OT YKazaHHOro B nepevncneHusix h) ni)j;

4
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M) Hay4YHbIe NCCNeaoBaHUA KU paspaboTka (ecnu npucyLle);

N) nepevyeHb MeTOAUK UCCNeaoBaHUN;

0) 3anpockl Ha UCcneaoBaHUA, NepBUYHbIE NPODLI, B3SITUE N 0bpaboTka NadbopaTopHbLIX NPOO;

D) oLleHKa U NoATBepXaeHWe pel3yrbTaToB,;

() KOHTPOMb Ka4yecTBa (BKNtoYas MexXnadbopaTopHble CITMYEHUS);

r) nabopartopHasa MHopMaLMOHHAs cucTema (CM. NpunoxeHue B);

S) OTYETHOCTbL O pe3ynbTaTax;

{) AencTBUA NO yCTpaHEeHUIo HegOCTaTKOB U YOOBIETBOPEHUIO NMPEeTEH3UN;

U) CBSA3b U Apyrie B3anMoaencTBUs ¢ nauneHTaMmn, MeauuUnHCKUM padboTHUKaMK, BCnoMoraTeSibHbIMM (CyOD-
noapsiaHsbIMK) nNabopaTtoprusMn 1 NOCTaBLUMKAMM;

V) BHYTPEHHUE NPOBEPKU;

W) aThKa (cM. npunoxeHue C).

4.2.5 PykoBoacTBO Nabopartopun A0SMKHO YCTAHOBUTL U BHEAPUTL NPOrpamMmy, KOTopast MOCTOSIHHO OTCIIe-
XXUBaET U AEMOHCTPUPYET CODCTBEHHYIO KAaNMOPOBKY (MOBEPKY) U PYHKUMOHUPOBaAHME NPUOOPOB, peareHToB U
aHanuTudecknx cucteMm. Cnegyet Takke UMeTb B HANMUYUN JOKYMEHTUPROBAHHYIO U PErMCTPUPYEeMYHo NporpaMmmy
NpoPUNaKTUYECKOro 0CMOTPa U KannbpoBkM (CM. 5.3.2), koTopas, Kak MUHUMYM, COOTBETCTBYET pekoMeHAaLnaAM
M3roTOBUTENEN.

4.3 YnpaBneHne AOKyMeHTaUUEN

4.3.1 NTabopaTtopus aomkHa onpeaennuTs, AOKYMEHTUPOBAaTL M cobnogaTts Npoueaypb! ynpaeneH1Us BCeMu
OOKYMeHTaMun 1 nHpopmaLumen (M3 BHYTPEHHUX N BHELLHUX NCTOYHMUKOB), KOTOPbIE 00pa3yioT AOKYMEHTALIUIO ee
CUCTEMbI MEHEQXKMEHTA KavecTBa. Konnn KaXkaoro N3 3TUX KOHTPOSbHBIX AOKYMEHTOB AOTKHbI ObITh apXUBUPOBa-
Hbl AN nocneayrouwero cbpalleHns K HAM 3a crnpaBkamMu, U 3aBeayroLlni nabopaTtopmen AomKeH onpeaennTs
neproa X XpaHeHUd. 3TN KOHTPOIbHbIEe AOKYMEHTbI MOXHO COXPaHSATh Ha pasNYHbLIX HOCUTENSX, B TOM YMCe Ha
oymare nnm B nHon goopme. domkHbl ObITb NPUMEHEHLI HALMOHaNbHbIE, pernoHasbHbIe U MECTHBIE NpaBuia Xpa-
HEHUA JOKYMEHTOB.

[TpumevyaHme—B 3TOM KOHTEKCTE MOA TEPMUHOM «OOKYMEHT» MNOHMMAIOT Ntobyo nHdopmaunio nnu
MHCTPYKLUMIO, BKITIOYAS 3asiBNEHME O NONUTUKE, Yy4EBHUK, npoueaypbl, TEXHUYECKME YCIOBUS, KannbpoBoOYHblE (rpagynpo-
BOYHbIE) Tabnuubl, buonornveckne pedepeHTHblE MHTEPBAlbl U UX UCTOYHUKK, KapTbl, NNakaTbl, 3aMEeTKWU, CMPaBKW,
nporpammHoe obecrneveHne, PUCYHKU, NnaHbl W AOKYMEHTblI BHELLHErNO NPOUCXOXAEHUS, TAKME Kak NpaBuna, craHaap-
Tbl UMM METOAUKUN NCCNEOOBAHUN.

4.3.2 'NpnHATLIE Npoueaypbl ACIMKHBI rapaHTUPOoBaTh, YTO:

a) BCe AOKYMEHTbI, BbINyLLEeHHbIe AN NabopaTopHOro nepcoHana Kak YacTb CUCTEMbI MEHEKMEHTAa Kaye-
CTBa, NpeaBapuTesribHO MPOCMOTPEHLI U YTBEPXAEHbI YITONTHOMOYEHHBIM NepCcoHarom;

b) BeaeTcs CNUCOK, paccMaTpUBaEMbIN TakkKe Kak XXypHal KOHTPONA AOKYMEHTOB, B KOTOPOM YTOYHAOT
TEKYLLUL NepecMoTp AOKYMEHTOB U UX pacnpedeneHune;

C) AN aKTUBHOMO MCNONb30BaHUA B COOTBETCTBYIOLLEM MecTe AOCTYMNHa TONbLKo AeUCTBYoLWAas Bepcud
COOTBETCTBYHOLLNX AOKYMEHTOB;

d) AOKYMEHTHI NepUoanYECKN NPOCMaTPUBAIOTCS, PEBU3YHOTCS, NMPU HEODXOAUMOCTA, N NOATBEPXKAAOTCS
YNONTHOMOYEHHLIM NMepCcoHanoMm;

e) ycTapeBlUMe NN HeBepHble AOKYMEHThl HeMeMeHHO N3bIMarTCA U3 BCeX MeCT UX UCNOJIb30BaHUS UNIA
MHbIM 0Dpa3oM NpeacTBpaLlaloT X HeornpasgaHHOEe NPUMEHEeHNe;

f) XpaHeHne NN apxXMBUPOBaHNE U3BLATLIX JOKYMEHTOB OpraH1U30oBaHO TakiMM 0bpasoM, UTO NPeaoTBpaLLEHO
X HenpegHaMmepeHHoe NpUMeHeHNE;

g) ecnn nabopaTtopHasi cCUCTeMa KOHTPOMbHOW AOKYMEHTAaLIUM AoNYyCKaeT UcnpasneHne AoKYMEHTOB BPYY-
HYHO BMECTO UX nepensgaHnuda, To npoueaypsl U nvua, yrnonHoOMoYeHHbIe BHOCUTL TakKue UCTpaBneHus1, onpeae-
NeHbl, UCNpaBneHUdA YeTKO OTMEYEHbI, YKasaHbl U AaTUPOBaHbl U NEPEeCMOTPEHHbLIN AOKYMEHT CKOpeuLLIMM obpa-
30M byaeT dpopmMansHo nepensaaH;

h) Nnpoueaypbl, ycTaHOBMNEHHbIe ANA BHECEHUS U3BMeHEeHUN B AOKYMEHTLI, coaepKallnecst B KOMMbIOTEPU-
30BaHHOW CUCTEME, YETKO pa3paboTaHbl U MX OCYLLIECTBNEHNE KOHTPONTUPYETCS.

4.3.3 Bce OOKYMEHTHI, OTHOCALLMECS K CUCTEME YNPaBleHUs1 KAa4eCTBOM, AOJBKHbI ObITb eAuHOo0bpasHo
ophopMneHbl M cogepaTb crnegyloLlee:

a) HauMeHoBaHWe;

b) gaTy BbINycKa AN nocneaHero nepecMoTpa, UM HoMep nepecMoTpa, U Bce nepeyncneHHoe;

C) YMCNO CTpaHUL, (ecnun 3TO NPUMEHUMO);

d) aBTOPCTBO U3daHUA;

e) naeHTUdnKaLUno NCTOYHKKA.
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4.4 PaccMoTpeHne KOHTpPaKTOB

4.4 1 B cnyvasx, korga nabopaTtopust 3akiodaeT KOHTPaKT Ha BbINMONTHEHNE MeAULIMHCKUX NabopaTopHbIX
YCNYT, OOMKHbI ObITh paspaboTaHbl U OCYLECTBNEHbI NpoLeaypbl ANsl PACCMOTPEHUS KOHTPaKToB. [opsaaok v
npoLeaypbl 3TOro paccMoTpeHnd, BeayLue K \sMeHeHUo opraHusau iy ncernedoBaHui N KOHTPaKTOR, AOJKHb
obecneynBaTh creayoulee:

a) TpeboBaHUgA, BKMOYasi UICNoMb3yeMble MeToAbl, A0MKHbI ObITe COOTBETCTBYHOLLUMM 0Dpa3oM onpeaene-
Hbl, AOKYMEHTUPOBaHbI U NOHATHLI (CM. 5.9);

b) NnabopaTopua AomkHa pacnonaratb BO3MOXXHOCTAMK U pecypcamMi Ansl BeINONHEHUA TpeboBaHUN;

C) BbIOpaHHble MeToabl ACITKHbI YOOBMNETBOPATL TPEOOBAHUAM KOHTPAKTa U KNUHUYECKUM NOTPEDHOCTAM
(cM. 5.5).

PaccmMmoTpeHne BOIMOXHOCTEN [NepevncneHne b)] AomKHO yCTaHOBUTL, YTO nabopaTtopusa obnagaet Heob-
XOANMbIMU PU3NYECKUMUN, KAOPOBLIMU N MHPOPMALUOHHBIMU PECYPCaAMM N UTO NabopaTopHbLIN NepcoHan pacno-
naraetT 3HaHUAMKX 1 YMEHUAMN, HeOBXOAMMbIMU AN BbINOCNHEHUA TpebyeMbix uccnegosaHui. INpn paccMmoTpeHn
crneayeT yduUTbiBaTb pel3ynbTaThl NpeAllecTBYIOLWEro ydactusa B nporpaMmmMmax BHellHeW OLeHKN KadecTBa C UC-
NonbL3oBaHMeM Npob ¢ N3BECTHLIMKU 3HAYEHUSMN, YTODLI YCTAHOBUTL HEoNpeaeneHHOCTb M3MepeHUin, Npeaerns|
oDOHapyXeHUs, AOBEPUTENbHbIE UHTEPBANbLI UT. A.

4.4.2 3anncun o pesynsratax BCeX pacCMOTPEeHUN, BKoYas CyLLeCTBEHHbIE N3MEeHEHN N COOTBETCTBYIO-
LLIe cornacoBaHns, A0MKHbI ObITb coXpaHeHbl (CM. 4.13.3).

4.4.3 PaccMoTpeHne BO3MOXHOCTEW AOIMKHO OXBaTbIBAThL NOOYHO paboTy, OTHOCALLYIOCS K nabopaTtopun
(cMm. 4.5).

4.4 4 KnneHTobl (Hanpumep, KMMHULUCTLI, opraHbl 3apaBooxpaHeHnst, MeauLNHCKME CTpaxoBble KOMMNaHUN,
hapmaLeBTUUECKNE KOMMAaHWUWN) A0MKHbBI ObITh MHPOPMUPOBAHLI O NFOOOM OTKIOHEHWW OT KOHTPaKTa.

4.4.5 Ecnun KOHTpaKT nocne Ha4vana paboTbl No HEMY HYXXA2aeTcH B YIYULLEHWUN, NPOLLECC PACCMOTPEHUS
KOHTpaKTa [AO0MMKeH ObiTb MOBTOPEH W O NMOOOM yNydlleHUn AOJPKHO ObITb COODLEHO 3aUHTEPECOBaHHbLIM
CTOPOHaM.

4.5 UccnegoBaHnAa BO BCrnoMorartenbHbIX (cyonoapaaHbix) nadbopatopuax

4.5.1 NNabopartopust Ao/mkHa MMeTb 3dhdeKTUBHLIE AOKYMEHTUPOBAaHHbIE NpoLeaypbl CLIEHKA 1 BblIDOpa BCMO-
MoraTensHou (cydnogpsaaHoin) nabopaTtopun U KOHCYNBTaHTOB, KOTOPbIEe MO Bbl AaTb ACNONMHATENBbHYIO OLIEHKY
MO TMMCTONAaTONOMMYECKUM, LIMTONOTMYECKUM 1 APpYTM nccnegosaHusiM. PykoBoacTBO nabopatopun, No cornaco-
BAHWIO C MOSIb30BATENAMMN ee YCNyr, A0JTKHO ObiTb OTBETCTBEHHO 3a BbIOOP U OTCNEXMBAHWE KavyecTBa paboThl
BCMoMoraTenbHbIX (CybnoapsaaHbIxX) NnabopaTopuid U KOHCYNLTAHTOB U AOTHKHO ObITh YBEPEHO B KOMMNETEHTHOCTU
BComMoraTenbHbIX (CydrnoapsiaHbIX) nabopaTtopuid U KOHCYITbTAHTOB OTHOCUTENBHO BbIMONTHEHUSA TPEbYyeMbIX UC-
clegoBaHuA.

4.5.2 OTHOLIEHWSI CO BCNoMoratensHon (cybnoapsiaHon) nabopatopmen cneayet nepuocanyeckm nepecmar-
pUBaTb C Uenbio yoeanTbCsl B TOM, YTO:

a) TpeboBaHWs, BKNoYad npeaHannuTuyeckne U noctaHanMTudeckmue npoLeaypsl, aaekBaTtHo onpeaeneHsl,
OOKYMEHTUPOBaHbI U NOHATHI;

b) BCNomMoraTtensHasa (cybnogpsaaHas) nabopatopusa cnocodbHa yaoBNeTBOPSATL TPEDOBAHUAM U HE CyLLe-
CTBYET KOH(NKTA MHTEPECOB;

C) BbIDOP MEeTOO0B UCceAoBaHUA COOTBETCTBYET NpeanofiaraeMomMy UCMONb30BaAHMUIO;

d) oxxvgaemasa oTBETCTBEHHOCTL 3a MHTepnpeTaL io pe3ynsTaToB UccrnegoBaHU ICHO onpeaeneHa.

MaTepuanbl Taknx paccMoTpeHUn cnegyeT XpaHUTb B COOTBETCTBUN C HAaUUOHalNbHLIMU, PperMoHanbHeIMA U
MECTHbIMU TpeboBaHUSIMMI.

4.5.3 labopaTopust AomKHa UMeTb NepeYveHb BCeX BCNoMoraTenbHbIX (cybnoapaaHbix) nabopaTtopun, ye-
nyramMmu KOTopbIX oHa nNonb3yeTcsl. B nepeyHe AomkHbl ObiTh YKasaHbl Bce Npobbl, KoTopble ObINN nccrneaoBaHsl B
apyroun naboparopun. HanmeHoBaHue 1 agpec nadbopaTopn, OTBETCTBEHHOM 32 PE3ynbTaT UCCNeaoBaHUA, OOMK-
Hbl ObITb NPeaocTaBneHbl Nofib3oBaTento yenyri. yonukat nabopartopHoOro ot4eTa A0SKEH ObITh BKITHOYEH KaK B
NCTOPUIC DONE3HU NALUMEHTA, TaK M BHECEH B MOCTOAHHBLIN XKyPHan (3NeKTPOHHYH BEPCUO) NabopaTopun.

4.5.4 [Tabopartopus, Nonb3yoLasaca ycnyramy BcnomMmoratensHou (cyonoapsaHon) nabopaTtopun, HeceT
MNOJTHYHO OTBETCTBEHHOCTL 3a NpeaocTaBeHNe 3aKa3dnky pesynsTaToB UccneaoBaHU, BeINOMHEHHBIX BO BCMOMO-
raTenbHou (cybnoapsgHon) nabopatopun. Ecnn otueT 0b UccneaoBaHUM rOTOBUT NabopaTopust, NOMb3YIoLLIasACS
ycnyramu BcnomorarternbHon (cybnoapsiaHon) nabopaTtopuin, 3TOT OTUET AOITPKEH coaepKaTh BCe CYLLIECTBEHHbLIE
ANeMeHThl pe3ynbTaToB, COObLLEHHbIX BCrioMoraTensHou (cybnoapsaHon) nabopartopunen, 6e3 UsaMeHeHUN, KOTo-
Pble MOTMN Obl NOBMUATL HA KNMHUYECKYO MHTEPNPETALMIO.

MoryT ObITb NPUMEHEHbLI HaUUOHaNbHbIE, perMoHasnbHbIe U MEeCTHbLIE NpaBuna.
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OaHako He obsizaTeNbHO, YTODLI 0TYET OCHOBHOW NabopaTop AOCNOBHO COOTBETCTBOBAMN OTYETY BCNOMO-
raTenbHoOn (cybnoapsaHon) nabopatopun, ecnn HaluoHanbHble/MeCTHbIE 3aKOHbI 1M NpaBuia He TPebyIoT 3TOrO.
3aBeayroLmn nabopaTtopruen MoXeT n3bpaTtb opMy AONONHUTENBbHBIX UHTEPNPETUPYHOLLIMX 3aMeYaHUN K OTHETY
BCroMoraTtensHon (cybnogpaaHon) nabopaTtopun B COOTBETCTBUN C AaHHBIMU O NaLMEHTE U APYTMMN MeanLNHC-
KUMW AaHHbIMU. ABTOP TakUX AONONHUTENBHBLIX 3aMeYaHniA AomKeH ObITh YETKO YKa3aH.

4.6 lNpuodbpeTeHMe ycnyr n 3anacos

4.6.1 PykoBoaAcCTBO nabopaTtopum AOMKHO YCTaHOBUTbL U AOKYMEHTUPOBATL NONUTUKY K Npoueaypb! Ans
BblIOOpa 1 NpUobpeTEHNN BHELLHUX YCNYT, MOCTaBKN 000pYAOBaHUA N pacXodHbIX MaTEPUanoB, KOTOPbLIE BIUSIHOT
Ha Ka4yecTBO ycnyr nabopatopun. lNoctasnsieMmsle N34enns A0SMKHbI COOTBETCTBOBATL NabopaTtopHbIM TpeboBa-
HUSIM Mo KavecTBy. HauunoHanbHble, pernoHarnbHble U MeCTHbLIE NMpaBina MoryT TpeboBaTh pernctpaLlm nocTas-
naemblX n3genuii. JJofokHbl ObITh paspadoTaHbl npoleaypsl U KpUTepUn 4ng MHCNeKUUn, npuemMa Unm otkasa v and
XpaHeHUs pacxoaHbIX MaTepranos.

4.6.2 NocTtaBnsiemoe obopyaoBaHue U pacxodHble MaTepuanbl, KOTopble CNoCOOHbLI MOBMUATL HA KAYECTBO
yCcnyr nabopaTtopumn, He A0JTKHbI ObITb UCMOMNbL30BaHbI A0 TEX MOP, NoKa OHM He ByayT NPoBepeHbl HAa COOTBET-
CTBMe TpeboBaHNUAM CTaHOAPTOB UMK onpeaeneHHbIM TpeboBaHUSAM, YCTAHOBNEHHBIM METOAMKaMU AN AaHHbIX
nccneaoBaHU. 3170 MOXKET ObITh AOMONHEHO NCCNeaoBaHNUEM KOHTPOSMbHbIX MPO6 1 OLLEHKON NPUeMIEMOCTHU pe-
3yneratoB. MoXeT BbITbh UCMOMBb30BAHA TaKKe AOKYMEHTaLUNs, coaepXallas CBeAeHUs1 O COOTBETCTBUN CUCTEME
MeHe)KMEHTA Ka4eCcTBa NOCTaBLUMKA.

4.6.3 [lJomkHa cyLlecTBOBaTbL CUCTEMA MHBEHTAPHOro KOHTROMNA 3anacoB. Pernctpauma KOHTpONA BHELHUX
YCNYT, NOCTaBNSAEMBIX U MPUODpeTaeMbIX TOBAPOB A0STKHA ObITh pa3paboTaHa 1 NpoBeaeHa 3a nepuoabl BpEMeEHN,
KOTOpble onpeaeneHsl CUCTEMON MEHE)KMEHTA KavecTBa. B aTon cucteme AomKHbl BbITb 0TMeYeHbl HoMepa
napTUA BCEX COOTBETCTBYIOLLUX peareHToB, KOHTPONbHbLIX MaTepruanoB U KannbdpaTopoB, AaTbl UX NOSYyYEHUA B
nabopartopun 1 gaTbl NpUMeHeHUd B paboTte. Bce 31K AaHHbIe KOHTPOMNS AOIKHbI paccMaTpUBaTLCH PYKOBO/-
CTBOM J1abopaTopun.

4.6.4 JTabopaTtopua OomKHa OUeHMBAaTh NMOCTABLLMKOB, MOCTABKY U YCITYTN, KOTOPbLIE BMIUSIKOT HA KAYECTBO
nccnegoBaHU, M AOIMKHA XPaHUTL pel3yrnbTaThl TaKOW OLLEHKU, a Takke CNUCOK NnoaTBepXXaeHU 3TUX OLEHOK.

4.7 KoHcynbTauMoOHHbIE YCNyru

[MpodreccrnoHanbHbIM NadbopaTopHbLIA NepcoHan ACMKEH NPeaoCcTaBNATb KOHCYNbTALUMM OTHOCUTENBHO BbIDO-
pa nccneaoBaHUM U UCNONb30BaHUSA YCIYT, BKITHOYAA YacTOTY NOBTOPEHUSI UCCneaoBaHuin U TpebyemMblid TUM NPo-
Obl. [pn HECBXOAUMOCTN MOXKET ObITh OCYLLIECTBNEHA UHTEPMNPETALMS PEe3yneTaToB UCCneaoBaHNA.

LomkHbl NpoBOANTLCA PErynsipHble coBellaHns NabopaTopHOro U KMMHUYECKOro nepcoHana OTHOCUTESBHO
NCNONb30BaHUA NabdbopaTtopHbIX YCNyr U ANsl KOHCYNbTauu No Hay4vHsiM npobnemam. PaboTHUKKM nabopaTtopun
OOIMKHbI y4acTBOBaThL B KMMTMHUYECKUX KOHgpepeHUMSX, BbICTYNAaA KOHCYNbTaHTaMK Mo 3 PeKTUBHOCTU NMpUMeHe-
HUS NabopaTOPHLIX UCCNeaoBaHNA KaK B LIENOM, TaK U MPU KOHKPETHLIX Criy4dasix 3abonesaHun.

4.8 lpeTeH3nm

ITabopaTopus gosrkHa paspabotaTth NOPSAOK U npoueaypbl pacCMOTPEHUS NMPEeTEeH3UN, XKanob 1 Apyrux
obpalleHUA KMMHULCTOB, NaUuUeHTOB U APYrnMX CTOPOH. [opaack XpaHeHUa 3apermcTpupoBaHHbLIX MPETEH3NN U
Xanob, uccnegoBaHU U Mep Mo UCNpaBieHUo HeAoCTaTKOB, NPEeANnPUHATLIX TabopaTopren, AOTKEH COOTBET-
CTBOBaTb TpeboBaHUSAM HacTosiLero ctaHgapTa [cMm. 4.13.3, nepevncneHue i)].

[TpwnmeyaHwmne— Jlabopatopun OOMKHbI CTPEMUTBCH NONy4YaTb OT NONb30BATENEN CBOUX yCnyr 0b6paTHyto
MHPOPMALMIO KaK NONOXUTENBHOIO, Tak U OTPULATENBHOIO Xapakrepa rnpenmMywecTBEHHO CUCTEMATUYECKUM 0Bpa3om
(Hanpumep, NyTem OnpocoB).

4.9 YnpaBneHue B cnyvyasiX BbIiBfieHUA UccregoBaHUU, He COOTBETCTBYHOLMX YCTAHOBIEHHbIM
TpeboBaHNAM

4.9.1 PykoBoacTBo nabopaTtopui AOIMKHO onpeaennTb NOPSaoK U npoueaypsbl, noanexalyme UCnormHeHNHo,
Koraa obHapy»XeHo, YTO HEKOTOPbIE acneKTbl UCCNeaoBaHUs HE COOTBETCTBYIOT YCTAHOBMNEHHbIM NpoLeaypam U
TpeboBaHUAM CUCTEMbBI MEHEIXKMEHTA KaueCcTBa, U 3anpocam KNMHULUCTOB. [Npn 3TOM A0JTPKHO ObITb YCTaHOB-
NIEHO, YTO!

a) 0bo3HaveH nepcoHan, OTBETCTBEHHbIN 3a paspeLleHue Nnpobnemsl;

b) onpegeneHsl AeUCTBUSA, KOTOPbLIE ACIMKHbI ObITh NPEeANnPUHATHI;

C) OLleHEHO MeANLUHCKOEe 3HavYeHne nccnegoBaHuns, He COOTBETCTBYIOLLEro TpeboBaHMUAM, U, NPU HEOBXO-
OUMOCTW, KNMUHULIUCT, Ha3HauYMBLUWMA nccnegoBaHne MHPOPMUPOBaH;

d) npoLecc nccnegoBaHUst OCTaHOBMEH U Pe3ysbTarT, eCIU HEOBXOAUMO, aHHYTUPOBAH;

e) HemeaneHHOo NPEeanPUHSTEI KOPPEKTUPYoLWMe ASACTBUS;

f) y>Ke BblgaHHbIE pe3ynbTaThl UCCNeaoBaHUs, HE COOTBETCTBYIOLLIErO TPeBOBaHUAM, OTO3BaHbI UITU COOTBET-
CTBYHOLLUMM 06pa3omM MaeHTUPUUUPOBaHLI, MPY HEOBXOAUMOCTI;
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g) onpeaeneHa OTBETCTBEHHOCTL 3a pa3spelleHne BO30DHOBIEHUSA NCCNeaoBaHUS;

N) KaxkablA 3N304 HECOOTBETCTBUS TPEOOBaHUAM JOKYMEHTUPOBAH U 3aperncTpupoBaH, 3T JaHHbIe Yepes
YCTaHOBNEHHbIE PerynsipHble Nepnogbl BPEMEHW paccMaTPUBaOTCA PYKOBOACTBOM Nabopatopuun ans obHapyke-
HUA TeHOAEHLUWN U MPUHATUSA NpeaynpexaatoLlmx AeNCTBUN.

[MTpumeyaHnwue— MccnegoBanHna unu QencTBUS B pasnUYHbIX pasgenax paboTbl, HE COOTBETCTBYIOLLME
TpeboBaHUAM, MOTyT ObITb YCTAHOBMEHb! PA3NIMYHBIMU MYTAMU, BKMOYAs NMPETEeH3UU KITMHULMCTOB, MOKa3aTenn KOHTPO-

N9 Ka4YecTBa, Kannmbposky NpubopoB, NMPOBEPKY PacXOAHbIX MaTEepuanos, KOMMEHTAPUN COTPYAHUKOB, MPOBEPKY 3arum-
cen n ceptndhmnkaToB, aHanua co CTOPOHbI PYKOBOACTBA nabopaTtopuun, BHYTPEHHUWA U BHELLHUN ayauT.

4.9.2 EcnunyctaHoBNeHo, YTO UCCNeaoBaHUS, HE COOTBETCTBYHOLLME TPeDOBaHUSIM, MOTYT MOBTOPUTLCH UM
ECJIM CyLLeCTBYET COMHEHNE OTHOCUTENBLHO COOTBETCTBUS NOPSiAKA U Npoueayp B nabopaTtopun npuBeaeHHbLIM B
PykoBOACTBE NO Ka4eCcTBY, A0MKHbI ObITb HeMeaANeHHO NPUMEHEHLI NpoL.eaypbl ANa UAeHTUPUKaUUN, AOKYMEHTU-
POBaHWUA U YCTpaHEeHUA UCTOYHKUKA OTKIMoHeHU (cMm. 4.10).

4.10 KoppekTupyruwime geucTBUA

4.10.1 MNpoLeaypbl KOPPEKTUPYIOLLINX AEUCTBUN OCIMKHbI BKNHOYAThL B ceO6S M3ydeHne NpuinHbl Ui NPUYKH,
BbI3BaBLUKMX NpobrnemMbl. 3TO AOMKHO NMPUBECTU K OCYLLIECTBNEHUIO NpeaynpeXaaoLlmx AeNcTBniA. KoppeKkTupyto-
LLIe AeNCTBUS O0IPKHbI COOTBETCTBOBATL 3HAYUMOCTU NMpobnemsbl 1 ObITb COpasMepHbIMU C BO3MOXKHbLIM PUCKOM.

4.10.2 PykoBoacTBo NabopaTopun A0IMKHO AOKYMEHTUPOBATL U OCYLLIECTBNATL BCE TpebyemMble U3MeHEHUS
B onepaTUBHLIX NpoLeaypax, KOTopble BbITeKaloT U3 KOPPEKTUPYIOLLUX AeUCTBUN.

4.10.3 PykoBoacTBo nabopaTopun A0SHKHO OCYLLECTBNAATL MNOCTOAHHBIA KOHTPOMNb 3a pesynstatamMu npe-
MPUHATBLIX KOPPEKTUPYIOLLUX AEUCTBUN, YTODLI 00ecne4vnTb apdPeKTUBHOE NpeoaoneHne BO3HUKLLINX Npobrnem.

4.10.4 Ecnu oueHka HeCOOTBETCTBUA UM N3YyYeHUe B paMKaX KOPPEKTUPYIOLNUX AeUCTBUN BbIZOBET COMHE-
H/e B 3o eKTUBHOCTU UMY COOTBETCTBUM NOpAAKa U Npoueayp U cuctemMbl MeHe)KMeHTa KadecTBa, PYKOBO-
CTBO TabopaTopun AOMKHO opraHn3oBaTh NPOBEPKY 3TUX cdrep AeATENbHOCTU cornacHo TpeboBaHnsamMm 4.14. Pe-
3ynbTaThl KOPPEKTUPYIOLLIMX AEUCTBUNA OOSKHbLI ObITh pACCMOTPEHLI PYKOBOACTBOM TabopaTopun.

4.11 lNpeaynpexpgarowime 4eUCTBUA

4.11.1 JomkHbl ObITb YCTaHOBNEHLI MOTEHLMANBHbIE UCTOUYHUKA HECOOTBETCTBUSA U HEODXOAUMbIE Yry4LLE-
HUS1 KaK TEXHUYECKOrO XapaKrepa, Tak U CBA3aHHbIE C CUCTEMOW MeHepkMeHTa. Ecnn Heobxoanmel npeaynpex-
Oarolme OencTBUs, To AOMKeH bbiTh pa3paboTaH 1 OCYLLIECTBIEH NaH AEUCTBUN N OTCINEXKEHO €ro BbINOMHEHNE
018 CHKEHUSA BEPOATHOCTU NOSIBNEHNS NOAOOHbBIX HECOOTBETCTBUN, @ TAKXKe co3aaHbl bnaronpUATHLIE YCNOBUS
0N BO3MOXHOIo NpoBeaeHnd ynydlleHnn.

4.11.2 Npouenypsl NnpeaynpexaawLwmx 4eUCTBUXA A0IMKHBI NpegycMaTpuBaTh MHULMUPOBAHUE TakUX Aeun-
CTBUN 1 OCYLLIECTBNEHUNE KOHTPONA UX 3 PEKTUBHOCTMN.

[Tpnumevanunme 1 — [lommumo nepecmoTpa onepaTMBHbLIX Npoueayp, npegynpexgarwme geNCTBUS MOTyT
BKMNoYaTh B ceDS aHann3 AaHHbIX, aHANu3 TEHAEHUUA U PUCKOB U BHELLHIOW OLUEHKY KadecTBa.

[Tpnmedvanne 2—Illpegynpexgaowme gENCTBUSA SABIAIOTCH CKOPEE NpPoUEeCcCOM U3bICKAHNA BO3MOXHOCTEW
YyNydLEHNs, YeM peakunen Ha obHapyxXeHue npobnem wnm npeTeH3un.

4.12 YnyduweHue

4.12.1 PykoBoaCTBO nabopaTtoprm A0IMKHO Nepuoanveckn nepecmaTtpuBaTh onepaTuBHbIE Npoueaypbl, Kak
3TO onpeaeneHo cCUCTeEMON MeHeMKMEHTa KavecTBa, YTODbI BLIABMIATL NOTEHUMaNbHBIE NCTOYHUKN HECOOTBET-
CTBUA UN ApYyre BO3MOXXHOCTU YNyYLLIEHUA B CUCTeMe MeHeKMeHTa KavecTBa UMK B TEXHONOTMYECKOM NpaKTu-
ke. ['naHbl Mep No coBEPLLUEHCTBOBAHWUIC AOIMKHbI ObITh paszpaboTaHbl, AOKYMEHTUPOBAHLI U OCYLLECTBIIEHbLI COOT-
BETCTBYIOLLIM 0DOpa3om.

4.12.2 ['locne ocyllecTBNeHNN 3aniaHNpOBaHHbLIX Mep PYKOBOACTBO NabdbopaTopun A0IMKHO OLEHUTL adhdpek-
TUBHOCTL UX BLIMOTHEHUA NYyTEM TLATENBHOro pacCMOTPEeHNUA UMK NpoBedeHUeEM NPOBEPKUA COOTBETCTBYIOLLErO
pasfena aesTensHOCTU NabopaTopun.

4.12.3 PesynbtaTthl AEUCTBUA, NPEANPUHATLIX Nocne NpoBeAeHHOro N3yueHus, A0MKHbI ObITb BHOBL pac-
CMOTPEHbI PYKOBOACTBOM NTabopaTopun ANs OcyLLEeCcTBNEHNS BCEX HEODXOANMbIX UBMEHEHWI B CUCTEME MEHE-
XMEeHTa KayecTBa.

4.12.4 PykoBoacTBo NabopaTtoprin AOIMKHO NPUMEHSATL NMoKasaTen Kavectsa ANd CUCTEMaTUYECKOro OTCe-
XXUBaHUA N OLIEHKU y4acTUst nabopaTtopun B okaszaHUM NOMOLLKM nauneHTam. Ecnu nporpamma obHapyKMBaeT
BO3MOXXHOCTW YNyULLEHWUS, PYKOBOACTBO NadopaTtopui AOMKHO MPUHATL BblTEKAOLLME N3 3TOMO KOHKPETHBLIE MEpbI.
PykoBoACTBO NabopaTtopum A0MmKHO obecnevynTs ydactie nabopaTtopum B ynyylleHUN KayecTBa MeQuULIMHCKOU
MOMOLLM, YTO AOIMKHO NPOSIBIATLCS B CYLLECTBEHHbLIX 0BMacTsX U pe3ynbratax NoOMOLLX NaLUeHTaMm.

4.12.5 PykoBoacTBo nabopaTtopun AOMKHO NpeaocTaBNsATbe COOTBETCTBYHOLLME BO3MOXHOCTU 0Dpa3oBaHUS
N 0byveHNs BCeMy nepcoHany naboparopuun, a Takke, ecrin YMecTHO, MNoTpedutensam nabopaTtopHbIX YCIyr.

8
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4.13 YnpaBneHue 3anmcamm

4.13.1 B nabopartopun aomkHbl BbITh paspabdboTaHbl M OCYLLECTBMEHLI NpoLleaypbl ANnst aeHTUUKaLLUN,
cbopa, nHagekcaunn, gocTyna, XxpaHeHUs, BeaeHUa 1 6e3onacHoro yganeHusa sanucen B obnacTtu Kkavectsa U
TEXHOJTOTUN.

4.13.2 Bce 3anmcu gormkHbl ObiTh NIEerkounTaeMbiMU M OOSBKHBI XPaHUTLCA TakuM obpas3omM, YToObl ObITb
NerkoaoCTyrnHeIMAU NPYU HECOXOOAUMOCTU. 3anUCK MOTYT XpPaHUTLCS Ha NOOOM NoaxXoasLLEM HOCUTENe, onpeae-
NeHHOM HauuoHanbHbIMU, permoHanbHbIMU UM MeCTHBIMK iopuanveCcKUMM NpasmnamMmm (CM. npumedaHme Kk4.3.1).
[domkHbl ObITb NpeaocTaBNeHbl NoOMeLLeHUs, cbecnevnBaroLlMe bezonacHoe XxpaHeHue, npeaynpexaeHne nopuu,
yTpaTbl U HeCaHKLMOHVWPOBAHHOIO AOCTYMNa K 3TUM AOKYMeHTaM.

4.13.3 B nabopaTtopun AomKeH ObITb YCTAHOBMNEH NOPAACK, OnNpeaensoLlnMi ANMTENBHOCTL XPaHEeHWUs pas-
NMNYHBIX AOKYMEHTOB, OTHOCALLMXCA K CUCTEMe MeHepKMeHTa KadecTBa U pesynbratamMm uccnegosaHua. Cpok
XpaHeHns AoKeH ObITh onpeaeneH xapakrepom nccnegoBaHnusa Unu cneunansbHbIMM TpeboBaHUAMUM KaxKaoro
NPOTOKOMNA.

MoryT ObITb NPUMEHEHbBI HAaLlMOHanbHbIE, perMoHarnbHbIe U MECTHLIE NpaBUna.

OTW OOKYMEHTbLI MOTYT BKMOYaTh B cebsl, N0 MeHbLUen Mmepe, cneaytollee:;

a) popMbI 3anpocoB (Ha3HavYeHUN) aHanM3oB (BKNoYada KapTbl NauueHToB Ui TONbKO MeaAUUUHCKUE Ha3Ha-
YeHUA, eCni OHN UCNONb3YIOTCA Kak popMbl 3anpoCcoB Ha aHaNn3bl);

b) pesynsraTthl UCCnegoBaHUA U OTYETHI O HUX;

C) pacnedyaTkuy pe3ynbLTaToB;

d) MeToankKn uccnegoBaHUN;

e) nabopaTopHble paboune XXypHanbl U 3annucm;

f) 3anncK o NOCTYNNEHUSX;

g) KannbpoBoYvHble JaHHblE N KO3PPUUNEHTLI NEepPeEBOAA;
N) 3annUcK o pesynbTaTax KOHTPOMNA Ka4ecTBa;

1) NpeTeH3UN N NPUHATLIE Mepbl;

|) OTYETbI BHYTPEHHErO U BHELLHEro ayauTa;

K) pesynsraThbl BHELLUHEW OLIEHKK KavecTBa / MexnabopaTopHbIX ClINYEHWNIA;

) 3anuncK 06 ynydlleHUn KavecTBa;

m) 3anncu no obCcnyXxMBaHUo NPUBOPOB, BKMOYast AaHHbIe BHYTPEHHEN U BHELLIHEW KannbpoBKU;

N) AOKYMEHTaUUIo 0 NapTUK U cepTUdprKkaTe NocTaBkU pacxogHbIX MaTepuanos, BIIOXKEHUAX B YNAKOBKU;

O) perncTpalumio HecHacTHbIX CriyvyaeB U NPUHATLIX AeUCTBUN;

p) 3anucK o6 0dyYeHUN U KOMNETEHTHOCTU NepcoHana.

4.14 BHyTpeHHMe NpoBepKA

4.14 .1 [lng noaTBepKaeHNUs COOTBETCTBUSA AeATENbLHOCTU NabopaToprn TpeboBaHUAM CUCTEMbI MEHEK-
MEHTAa KauecTBa B CPOKW, YCTAaHOBMNEHHbIE 3TON CUCTEMOW, A0MKHbI ObITb NPOBEAEHbLI BHYTRPEHHUE NMPOBEPKN BCEX
3N1eMeHTOB yKa3aHHOW CUCTEMbI KaK ynpaB/ieHYeCcKMX, TaK U TexXHomnorndecknx. BHyTpeHHAA NpoBepKa AoMKHa
nocneaoBaTteribHO paccMaTpuBaTh 3TU 3NEMEHTLI MPU 0COBOM BHUMAHUK K ydacTKaM, KpUTUUECKN BaXKHBIM A4
oKazaHU{ NoOMOoLLM NaLUeHTaMm.

4.14.2 AyanTsl A0MKHBI BbITb popManbHO CnnaHUPOBaHbI, OpraHU30BaHbI U NpoBeaeHbI KBanndnupoBaH-
HbIM YMOJTHOMOYEHHbLIM MO KavyeCcTBY U YMONTHOMOYEHHbBIM KBaN@ULMPOBaHHLIM COTPYAHUKOM. [1poBepAoLLInNIA
He JOJTKEH KOHTPONMpoBaTh CODCTBEHHYIC paboTy. [Npoueaypbl BHYTPEHHUX NPOBEPOK AOSKHEI ObITh onpeaene-
Hbl, JOKYMEHTUPOBAHbI, BKIoYas TUM NMPOBEPKA, YACTOTY, METOAOMNOTNIC N Tpebyemyto AokyMeHTauuo. B cnyvae
obHapy)XeHUs1 HeAOCTaTKOB UMW BO3MOXHOCTEW COBEPLUEHCTBOBaHUA NabopaTopust AomKHa NPeanpUHSATL KOp-
PEKTUPYOLLME NN NpeaynpeXxaarolme AeUCTBUS, KOTOPbIe A0MMKHbI ObITh OTpaXeHbl B AOKYMEHTaX U NpoBee-
Hbl B corfnacoBaHHbIN Nepuo BpeMEHMN.

[lepnoanYHOCTbL NPOBEPKN OCHOBHbLIX 3JIEMEHTOB CUCTEMbI MEHEeKMEHTa KavecTBa 0ObIYHO COCTaBMNAET
OJWH roa.

4.14.3 Pe3ynstaThbl BHYTPEHHUX ayQUTOB crneayeT NpeacTaBnsaATbh HA pacCMOTPEHNE pyKOBOACTBA nabopa-
TOPUMN.

4.15 AHanun3 co CTOpOHbI pyKOoBOACTBA

4.15.1 PykoBoacCTBO TabopaTopun A0MKHO CUCTEMATUYECKU NepecMaTpuBaTh NadbopaTopHyo CUCTEMY Me-
He)KMeHTa KadecTBa M BCe BUAbI MeAULIMHCKUX YCNYT, BKoYaa nccneaoBaHUs U KOHCYNBTaTUBHYIO AeATeb-
HOCTb, YTODbLI 0becneuvnBaTh UX MOCTOAHHYO CTabUNbHOCTL N 3P JEKTUBHOCTL B OKazaHUM MeaULIMHCKOW MOMOLLIA
naLneHTam U BHOCUTb HEODXOANMbIE M3MEHEHUA UMK yNyYLLIEeHNA. Pe3ynbTaThl TAKOro nepecMoTpa A0MKHbI ObITh
ochopMneHbl B BUAE niaHa, BKIoYaroLwero B cedbs uenun, odbek bl M nporpamMmmbl gencteuid. ObbIMHO Takoe pac-
CMOTPeHUe OCYLLeCTBNAT OAWH pa3 B Kaxable 12 mec.
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4.15.2 PaccmoTpeHne pykoBoACTBOM AOITMKHO 3aTparmBaTh, Mo MeHbLUen Mepe, criegyroLlee:
a) NPOBEPKY BbINONHEHNA peKoMeHdauun npegllecTByoLero aHannaa;

b) Xxo4 NpeAnpPUHATBLIX KOPPEKTUPYHIOLLIUX AEUCTBUN 1 TpebyeMble npeaynpexjaroume AeNcTBUS;
C) OTYETbI OTBETCTBEHHbLIX JTIUL;
)
)

d) pesynerartbl nocnegHnUX BHYTREHHUX NPOBEPOK;

e) OLleHKY CO CTOPOHbLI BHELLHUX opraHu3aLun;

f) pesynbTaThl BHELLUHEW OLEHKM KavyecTBa U MeXXnabopaTopHbIX CAUYEHNN ApYTrnX OopM;

g) ntobble N3MeHeHnsa B 0bbemMe 1 TUNne NpPoBoANMON PaboThl;

h) 3amMeYvaHns U NpeTeH3nn Co CTOPOHLI KIMMHULUUCTOB, NaLWUeHTOB N APYTrMX CTOPOH;

1) NOKas3aTenn kavecTBa ANs CNeXXeHus1 3a BKNaaom nabopaTtopun B okazaHue noMoLLm nauueHTam;

|]) HeCOOTBETCTBUA TPebOBaAHUAM;

K) MOHUTOPUHI BpeMeHN obopoTa nabdbopaTopHOro TeCTa;

|} pe3ynbTaTthl NpoLlecca NOCTOAHHOrO yyyLlleHUs;

M) OLEeHKY NMOCTaBLLUKOB.

B nepuoa pazpaboTKy CUCTEMBI YNPAaBMEHUS] KAHECTBOM MOTYT BbITb HE0DXoaANUMbI Boee YacTele NeEPEeCcMOT-
Pbl. TO OOSBKHO MO3BOMATb Kak MOXHO paHblUe npeanpuHaMaTh Mepbl Ha Tex ydactkax paboTbl, rae oyayT
TpeboBaTbCA yNy4lleHWUsl B CUCTEME MEHEPKMEHTa KavecTBa U Apyrnx CTOPOHaX AesATENBLHOCTU NabopaTopun.

4.15.3 KauecTBO 1 CTENEHb COOTBETCTBUS y4acTUA NabopaTtopun B okazaHUU MeguLIMHCKOW MOMOLLIM NaLin-
eHTaM AOJTKHbI ObITb B BO3MOXHO BONbLUEN Mepe oTCrneXeHbl U 0O beKTUBHO OLIEHEHHDI.

[TpnmeyaHune— Heobxoaumble AaHHbIE AOMKHBI COOTBETCTBOBATL TUMY UMW MECTY pacrnonoXeHusi nabopa-
Topun (6onbHULA, KNMHUKA UMK BCNOMOraTenobHas nabopartopus).

4.15.4 OBHapyXeHHble daKkTbl U AEACTBUSA, NPeANPUHATLIE B pe3ynbTaTe aHanmaa co CTOPOHbI PYKOBOACTRA
nabopaTopumn, 4OMKHbI ObITb 3aperncTpupoBaHbl, U nabopaTopHbIr NepcoHan 4omkeH ObiTb MHAOOPMUPOBAH O pe-
3ynbrarax aHanumaa n NPUHATLIX pelleHnax. PykoBoacTeo nabopatopun AoSMKHO 0becnednTb NPUHATNE Heobxoau-
MbIX MEP B COOTBETCTBYHOLLIEM 0OBbEME 1 B COrNacoBaHHbINA Nepnoa BpeMeHMN.

5 TexHn4yeckue TpedbOBaHUSA

5.1 NlepcoHan

5.1.1 PykoBoACTBO NTabopaTtopmm AOSTHKHO UMETb OpraHMU3aLMOHHbLIN NNaH, onucaHus pacnpeaeneHuns nep-
coHana 1 padborT, KOTopbIe onpeaenanT KBanmdnkauuo 1 0dA3aHHOCTN BCEX COTPYAHUKOB.

5.1.2 PykoBoacTtBo nabopatopun AOMKHO BECTU yYET COOTBETCTBYOLLEW 0bpasoBaTenbHOW U Npodeccno-
HanNbHOW KBann@ukauum, yMeHUN, onbiTa 1 KOMNETEHTHOCTWU BCEro NnepcoHana. 3ta MHgopmMaumst AoMKHA ObITh
NerkogocTynHa CoOOTBETCTBYIOLLUM COTPYAHUKAM U MOXKET BKovaTh B ceds:

a) cepTudpukaT NN NMLEH3NIO, eCNN 3TO TpebyeTcs;

b) cnpaBkK ¢ NpeALlecTBYOLEro MecTa paboThl;

C) onucaHue paboThbl;

d) perncrpauyuto AaHHbIX O HeNpPepbIBHOM 00pa3oBaHM U NOBbLILLEHUN NPodeCCUOHaNBHOMO YPOBHS;

e) OLleHKY KOMMETEHTHOCTH;

f) cBegeHna 0 HecYacTHbIX crny4dasix.

[pyraga nHgopmMauus, npeaHasHaveHHaa ang ynoIHOMOYEeHHbIX UL, MOXET KacaTbCsl COCTOSIHUA 3[A0POBbA
nepcoHana B CBsI3M C BPpeHOCTLIO Ha NPOU3BOACTBE U COCTOAHUEM UMMYHU3ALIUN.

5.1.3 JIlabopaTopus aomkHa BO3rNaBnATLCS JIMLIOM WX NALLAMKU, HECYLLLIMMA OTBETCTBEHHOCTbL 3a UCMOSHE-
H1e 0baA3aHHOCTEeN 1 obnagaroLWMMY KOMNETEHTHOCTLIO AN obecrnevyeHns BbINoNHEHUS npegocTaBnsdeMblX f1abo-
paTopuen ycnyr.

[TpumeyvaHune—B gadHHoOM cny4vae nog KOMNETEHTHOCTBIC NOHUMALOT Kak pe3ynbrar ba3oBoro, Nnocneguniom-
HOro, HENMPepbIBHOIO 00pa3oBaHns, Tak U YMEHUS U MHOTONeTHUW onbIT padboThl B MegUUMHCKOW nabopaTtopuw.

5.1.4 OTBETCTBEHHOCTb 3dBeEYIOLLENo naﬁopaTopmeP’l 1A YITOJIHOMOYEHRHOT O J1MUa ACJDKHA NPpeayCMaTpia-
BAdTb I'IpOCbECCI/IOHaJ'II::I- VO, HAYYHYHO, KOHCVYI1bTAaTUBHYHO, OPraHN3aUNOHRHYHO, aAMUHNACTPATUBHYHO U 06pa3OBaT6J'II::-
HYH CTOPOHDLI. Bce 3TO AOMKHO COOTBETCTBOBATL yCIyram, NpenocrtaBJIAEMbIM na6opaTop|/|e|71. SaBEJ:I,yI-OLLI,I/IH
na6opaTop|/|e|7| AT yI'IOJ'IHOMO‘-IEHHI::Iﬁ B OTHOLLUEHWW KaxKaoW 3aJa4u A0 TKEH UMEeTb COOTBETCTBYHOLLYH MOoAIroToB-
KY 1 OCHOBbI, MO3BOJ1ACLLUNNE HECTIN OTBETCTBEHHOCTDL 34 ClIEYHOLLIEE.

a) KOHCYJIBTUPOBATD TEX, KTO 3allpalllNBacT I/IHCbOpMaLI,I/II-O O Bbl60pe TECTOB, NCIOJ1Ib30OBAHN J'IEiGOpElTOprIX
YCITIYT U 00 MHTEPNpeTau i na6opaToprlx AdHHbIX]
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b) BLICTYNATL B KAYECTBE aKTUBHOMO YfeHa MeanuUMHCKOro nepcoHana Toro y4peXaeHust, Kotopoe nabopa-
TOPUA ODCNYXKNBAET, €CIN 3TO BO3MOXHO B CYLLIECTBYIOLLIUX OBCTOATENLCTBAX;

C) nogaepuBaTh CBsI3b M 3PIEKTUBHO COTRPYAHWUYATL (BKNHOYAst KOHTPaKTHbIE OTHOLLEHWUS), €CINU HEODXO-
ONMO?

1) C COOTBETCTBYOLWUMU aKKpeAUTYIOLLUMU 1 perynnpyrownmMmm opraHamMmu,

2) C COOTBETCTBYOLLMMMN aAMUHUCTPaTUBHLIMU OpnLUMaNbHBIMM UL aMU,

3) ¢ MEAULIMHCKUM COODLLIECTBOM,

4) ¢ obcnyKMBaeMbIM HaceneHnem;

d) onpeaensTb, OCYLLECTBNATL M OTCINEXNBATL COOTBETCTBUE TPEDOBAHUAM BbINOMHEHHBLIX UCCNeaoBaHNA
KavyecTBa MeanLUMHCKUX NabopaTopPHbIX YCNYT;

e) BHeApATbL CUCTEMY MEHEePKMEHTA KavecTBa (3aBeayoLnin nadbopatopuein 1 cneumanunucTtbel nadbopartopum
OOMKHbI y4acTBOBAaThL B paboTe pasfnMyHbIX KOMUTETOB MO YIyYLLIEHUIO KAYeCcTBa B yUpEXOEHNN, eCMNN 3TO TPebdy-
eTCca);

f) oTCnexuBaTb BCHO paboTy, BLINOMHAEMYIO B abopaTopun, YTobbl onpeaensTb, HACKOMbKO AOCTOBEPHbIE
NaHHbIe OHa BblOAEeT;

g) obecneymBaTb HaNM4YMe OCTAaTOUHO KBANUPULIMPOBAHHOIO NepcoHarna ¢ agekBaTHO NOATBEPKAEHHbBIMMA
3HAHUAMU U YMEHUAMU, UTODLI YOOBNETBOPATL NOTPEOHOCTAM NabopaTopun;

h) NnaHnpoBaTh, yCTaHaBNMBAaTL 3adayu, pasBMBaTh U pasMellaTb pecypcbl COOTBETCTBEHHO MeAULMHCKUM
MOTPEOHOCTAM;

) oCcyLLecTBNATL 3 ekTUBHOE aAMUHUCTPUPOBaHNE MeQULUHCKUMM NabopaTopHLIMKU yCryramum, BKIHOYas
OHOKET, NNaHNPOBaHMNE N KOHTPOSb C OTBETCTBEHHLIM PUHAHCOBBLIM YrpaBreHUEM B COOTBETCTBUU C NpeanicaH-
HOW eMy B yupeXaeHUn obs13aHHOCTbIO;

]) ocyLlecTBNATL 0bpasoBaTeibHbIE NporpaMmmbl 4N MeaULMHCKOro 1 NabopaTopHOro nepcoHana v y4va-
CTBOBAaTb B 0Opa3oBaTeSIbHbIX NporpaMmmMmax yupeKaeHus:;

K) nnaHnpoBaTh U HanpaBnsATb Hay4Hble UCCNeaoBaHNA B COOTBETCTBUM C BO3MOXKHOCTAMU NabopaTopui;

) BEIOMpAaTL BCnoMoraresibHble (cybnoapsaaHbie) nadbopaTtopun M OTCNEXUBATL KAYECTBO YCNYT B HUX;

m) obecneuvnBaTb 6€30NacHOCTL B abopaTopuin B COOTBETCTBUN C TPEDOBAHUAMN NadbopaToOpHOU NPaKTUKU
N NPUHATBIMX NpaBUIaMU;

N) paccMmaTpuBaTh NOOYIO NPETEH3UIC, 3anpoc UNK NpeanoXXeHne Co CTOPOHLI Mofb3oBaTenen naboparop-
HbIX YCINVT;

0) obecrnevmBaTh BbICOKUIA MOparibHbIN AyX NepcoHana.

3aBeayonin nabopatopren He OoMmKeH BbINOMHATL BCe 3TN pyHKUUM egnHonnyHo. OgHako MUMeHHO 3aBe-
ayrouwmn nabopaTtopren OTBEYaET 3a BCHO AeATENLHOCTL TabopaTopun 1 PYKOBOACTBO €10, obecnevynBas Kaye-
CTBO YCNyT, NpegocTaBnsAeMbIX NaLeHTaM.

5.1.5 [1ns BbINONMHEHUSA 3anpalunBaemMoin paboThl U OCYLLECTBEHUS APYrUX PYHKLUMIA CUCTEMBI MEHEIX-
MEHTa KavecTBa abopaTopust 40SKHA pacnonaratbh agekBaTHbIMW pecypcamun nepcoHana.

5.1.6 [NepcoHan goTKeH NPONTU HeOOXOAUMYHO NOArOTOBKY ANsl 0becnevyeHns KauecTsa npeaocTaBnaeMbIX
MM YCIyT U yripaBneHns Ka4yecTBOM 3TUX YCIYT.

5.1.7 PykoBoACTBO NabopaToprn A0MKHO YNOHOMOYUTL cnelnanbHo nogocbpaHHbIn nepcoHan ans Bbinosi-
HEHWA KOHKPETHLIX paboT no B3ATUIO NPod, NpoBeAeHMto uccnegoBaHuii U paboTte Ha 0bopyaoBaHUM CrieLnanb-
HbIX BUOOB, BKMHOYAs UICNOMNbL30BaHWE KOMMNLHOTEPOB B NabopaTopHOU MHGOPMaLMOHHOW cUcTeME (CM. MPUMOoXKe-
Hhe B).

5.1.8 [lomKkeH ObITb YCTAaHOBMNEH NOPSIA0OK, KOTOPLIN OnpeaenseT, KTO MOXET MoSib30BaTbCH KOMMNbIOTEPHOW
CUCTEMOW, KTO MMeeT AOCTYN K AaHHbIM NaueHTOB 1 KOMY paspelleHo BBOAUTb M USMEHATL pe3ynbTaThl UCCneao-
BaHWN MaLWeHTOB, KOpPeKTUpoBaTh cHeTa U MogudpruUmpoBaTh KOMMNbIOTEPHbIE NporpamMmmMbl (CM. NpunoXxeHua B
nC).

5.1.9 lNepcoHany Bcex ypoBHeN AOKHA ObITb AOCTYMNHA NporpaMmma HenpepbIBHOrO 0bpasoBaHuUs.

5.1.10 Cnyxawne AomkHbl ObiTb 00y4YeHbl NpaBunam npeaynpeXxaeHnsa Unn yctpaHeHUs BIMSIHUA Cnydan-
HbIX aBapuUn.

5.1.11 KoMNeTeHTHOCTb KaXKaoro nvua anst BbINoHEeHWUA npeanmcaHHbiX 06a3aHHOCTEeN A0MKHa ObITh oLe-
HeHa nocne oby4vyeHUsa N NoABeEpPrHyTa nepuoanveckon nposepke. NoBToOpHOE 0DyveHne U NPOoBepKY creayeT
NPOBOANUTL MO Mepe HEOBXOANMOCTN.

5.1.12 'lepcoHan, ocyllecTBNAKLLXN NpodpeccUoHarnbHyo OLeHKY NpaBUNbHOCTU UCCegoBaHUN, A0IMKeH
MMETb Kak COOTBETCTBYIOLLME TEOPEeTUYECKNE N NpaKkTUdecKkmne OCHOBLI, Tak U onbIT. [podeccnoHansHoe cyxae-
HE MOXET ObITb BbIpaXXeHO Kak MHEHWE, UHTepnpeTaLns, NPOrHo3, CUMynaUnda, Moaenb U 3Ha4YeHUe N JOIMKHO
OoTBeYaTb HaUWOHaNbHbIM, perMoHanbHbIM UNA MECTHBIM NPaBUNaM.
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[lepcoHan gomkeH NpuHUMaTh ydacThe B perynspHomM npodpecchoHanbHOM yCOBePLLUEHCTBOBAHUN UM OPY-
X NpodpecCcnoHanbHbIX KOHTaKTax.

5.1.13 KoHdnageHumansHOCTL MHPOPMaLNK, KacatoLencs nauneHToB, AomkHa cobnogaTbes BCeM Nnepco-
HaoM.

5.2 lNNoMeleHUA U YCNOBUA OKpyXallLen cpegbl

5.2.1 Nabopartopusa aomKkHa UMETb NOMELLIEHNE, MO3BOMSAOLLEE BbINMOMHATL paboTy, He yXyaLlas ee Kave-
CTBa, NPOBOAUTL NpoLeaypbl KOHTPONA KavyecTBa, obecnevnBaTh 6€30MNacHOCTL NepcoHana u obcnyXMBaHne na-
LMEHTOB. 3aBeayoLmia nabopartopuren OomKeH onpeaensaTb agekBaTHOCTL NoOMeLLeHUs1. Pecypchl A0MKHbI ObITb
B KONM4ecTBe, HeobXxoaMmMom Ansi obecneveHns aeartenbHOCTM nabopaTtopun. MatepuanbHble pecypchl labopa-
TOPUKN cneayeT XpaHUTb B PYHKLUKMOHANBHO yAOOHbLIX M HAAeXHbIX YCIOBUSIX. Takme e yCcnoBuUsa A0JTKHbI ObITb
obecrneyeHbl And B3ATUA NepBUYHbLIX NPob U nccneaoBaHnia B MecTax BHe NOCTOSAHHOIo pasmMeLlleHns nabopa-
TOPUMN.

5.2.2 Ina obecneveHnst appeKTUBHON paboThl B 1abopaTopun A0MMKHbI ObITb ONTUMU3NPOBAaHLI ya0DCTBA
ONs COTPYAHUKOB U CBeAEH K MUHUMYMY PUCK TpaBM 1 NpodpeccnoHasbHbIX 3adboneBaHni. NaumneHTbl, CoOTpyaHW-
KA 1 NOCEeTUTEN A0JTKHbI ObITh 3aLlUMLLEHbl OT BO3MOXKHbIX ONMacCHOCTEN.

5.2.3 B cnyvae npeaoctarneHns Mecta Ans B3ATUS NePBUYHBIX NPob ACMKHbI ObITh NPeayCMOTPEHbI KOM-
dpopTHbIE N YOODHbIE NOMELLEHUNS AN NALWMEHTOB C ONTUMAaSTIbHLIMW YCINOBUSIMW NS B3SATUA NPoDO.

5.2.4 YCTPOMNCTBO NOMELLEHUN NabopaTopun 1 YCroBUA B HEW O0MKHbI CNOCoDCTBOBATL BbIMOSHAEMbIM
3agadvam. ObcTaHoBKa B MOMeLLEeHUAX And B3SATUA Npod 1 Ang nccnegoBaHnii He AoJSPKHa oTpULaTernibHO BITUSATH
Ha pe3ynbTaThl UK yxyalaTth TpebyemMoe Ka4yecTBO NOLIX NU3MEPEHUN.

NNabopaTopHble noMeLlleHUa Anst UccrieqoBaHM A0MKHbI obecnevynBaTh NpPaBUibHOE BbINOSIHEHUE UCCTTe-
OoBaHWW. [1na aToro Heobxoanmbl UCTOUHUKA SHEPTUW, OCBELLIEHUS, BEHTUNSLWW, BOAbI, yaaneHWne OTXOO0B U
NCMNONb30BaHHbIX MaTEPMarioB U COOTBETCTBYIOLLME YCOBUA cpedbl. [llTabopaTtopust AoKHA pacnonaratb Npo-
LieaypamMmu Ans NpoBEPKN OTCYTCTBUSA OTPULLIATENBHOIO BIUAHUS cpedbl Ha npoBeaeHue cbopa npob n obopyao-
BaHUE.

5.2.5 Jlabopartopust A0MMKHa OTCNEXMNBATL, KOHTPONUPOBATL U PErMCTPUPOBATL YCIIOBUSA OKPYXKatoLLIEN Ccpe-
Obl, KaK 3TOro TpedbytoT COOTBETCTBYIOLLUME NpaBUna, NN Koraa 3T YCroBUSA MOTYT NOBMUATL Ha KAYECTBO pPe3yib-
TaToB. [JOSTKHO ObITh yAEeNneHo BHUMaHWUe CTEPUNBHOCTI, 3anbINEHHOCTU, SMTEKTPOMArHUTHLIM NOMeXaMm, pagua-
LN, BNaAXXKHOCTU, CHABXEHUIO 3NEKTPOIHEPIMEN, TeMnepaType, YPOBHAM 3ByKa U BUOpaLUM MPUMEHNTENBHO K
COOTBETCTBYHOLLEN TEXHNYECKON OEATENBHOCTMU.

5.2.6 JomkHbl ObITb COOTBETCTBYIOLLMM 0Opa3oM pasaeneHbl Te CeKLUM nabopaTopun, B KOTOPbLIX OCYLLE-
CTBNAETCA AeATENTbHOCTb HECOBMECTUMbIX BUAOB. [oMmKHbI ObITh NMPpeanpuHATLI Mepbl AN npeaynpeXxaeHus ne-
PEKPECTHOro 3arpsa3HeHus.

lpumepbi — Kozda uccniedogaHnus1 npedcmassissrom cobou onacHocmb (Hanpumep, MuKobakmepuorsoz2us,
pacduoryYKuObI u m. 0.); Ko2da pe3ynbmambi pabombi Mo2ym 6bimb UCMTOPYEHbI U3-3a MO20, YMo OHa nposodum-
CSs1 He 8 OMOesIbHOM NMOMEeLWeHUU, KaK rnpu amniauguKkauyuu HyK/1euUHo8bIX Kucsiom; ko20a osisi pabombsi mpebyem-
cs1 criokolHas1 o6cmaHoeka, 6e3 omeneKkarowux hakmopoa8, Kak, Hanpumep, OJ1s1 yumonamoJsio2u4ecKo20 CKpu-
HUH2a; unu ko2da paboma mpebyem KOHMPOIUpPYyeMou cpeodbl, Kak 0151 60s1bUWUxX UHOPMaUUOHHbIX cucmem.

5.2.7 [JocTyn K 30HaM, CNOCODHbLIM MOBMUATL Ha Ka4eCcTBO WUCCNeaoBaHUA, W NCNOMb30BaHUE 3TUX 30H
OOMKHbI ObITb KOHTPONMPYeMbIMU. N oxpaHbl Npob U pecypcoB OT HECAHKLIMOHUPOBAHHOMO A0CTYNAa AOJKHGI
ObITb NPeAnPUHATEI COOTBETCTBYIOLLINE MEPbI.

5.2.8 CncTemMbl CBA3N BHYTPU NabopaTopun AOITKHBI COOTBETCTBOBATL Ppa3Mepy U CIIOXHOCTU YCTPOUCTBA
nomeLleHnst n apdpeKkTUBHOW nepeaave coobLLEeHNNA.

5.2.9 Heobxogmmoe npocTpaHCTBO U YCIOBUSA A0JDKHBI ObITh NpeaocTaBneHbl Anst obecneveHnst CoxpaHHO-
CTW Npod, cnanaos, r’MCToNornvyecknx BrokoB, MUKPOOPraHU3MOB, JOKYMEHTOB, palnoB, pyKoBOACTB, 00Opyao-
BAHUS, peareHToB, nabopaTopHbIX pacXodHbIX MaTepunanoB, PerMcTpaLMoHHbIX XKYPHaNOB U Pe3ybTaToB UCCTIe-
NOBaHUN.

5.2.10 Pabo4agqa 30Ha gomkHa cogepaTbCsl B YACTOTE U Nopsiake. XpaHeHWe U yaaneHne ornacHbIX MaTe-
PUanoB A0IMKHbI ObITh OnpeaeneHbl COOTBETCTRYIOLLIMMM NMpaBunamn. Heobxoamnmesl Mepbl ANst noaaepXaHust Co-
OTBETCTBYHOLLEro nopsiaka B nabopatopun. B aTUX Lensix A0MKHbI ObITb OCYLLIECTBIIEHBI COOTBETCTBYHOLLIUE MPO-
Lieaypbl 1 0byveHne nepcoHana.

5.3 JlabopaTtopHoe obopyaoBaHue

[TpumeyvaHne—Ona uenen HAaCTOAWEro CTaHZapTa B NOHATUE «nabopaTtopHoe 0bopyaoBaHUE» BKITHOYEHb!
npudopsbl, cTaHAapTHbIE 0bpa3ubl, pacxogHble MaTepuanbl, peareHTbl U aHaNUTUYECKUE CUCTEMDbI.
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5.3.1 JlabopaTtopust gomkHa ObITb OCHallleHa BceMi npeaMmeTamMn obopyaoBaHUs, TPebYHOLLIMMINCS ON1S1 OKa-
3aHUA yCnyr (BKNovasa coop nepBUYHbIX NPob, NoaroToBKy M 0bpaboTKy Npob, nccnegoBaHUA U XpaHeHue). B Tex
cnydvasx, koraa nabopartopus Hy>KOaeTcs B UCMONb30BaHUN 0bopyaoBaHUS, HAXOAsILLErocsi BHE ee NoCTOAHHOro
KOHTPOMNS, PYKOBOACTBO JTabopaTtopum A0SMKHO obecnevnTs cobntogeHne TpedboBaHn HACTOSLWEro cTaHaapTa.

[Tpn BEIDOPE 0BOPYAOBAHUS O0MKHbEI ObITh MPUHATEI BO BHUMAHUE pacXoq aHeprim n byayuime otxoasl
(OXpaHa oKpyatoLlen cpeabl).

5.3.2pn ycTaHOBKe 1 NOBCEAHEBHOM NPUMEHEHWN 0OOpYaAOBaHME OOMTKHO COOTBETCTBOBATL IKCMyaTa-
LMOHHLIM TPeDOBaHUAM 1 crieLndpUKaLmMsiM BbINMONHAEMBbIX C ero UCMoSfIb30BaHNEM UccregoBaHUN.

PykoBoaCcTBO NabopaTopnn ACIMKHO padpaboTaTtk NporpamMmy, npeaycMmaTpuBaroLLyo perynsipHyro npoBep-
KY U OLEHKY KanmbpoBKU U YHKLUA NPUOOPOB, peareHTOB U aHaNUTUYECKUX CUCTEM. TakKe A0MKHA ObITb A0OKY-
MEHTUPOBAHA U OCYLLIECTBIEHa Nporpamma npodgpunakTnieckoro obcnyxmsaHusi npnobopos (cMm. 4.2.5), COOTBET-
CTBYHOLLAA, KaK MUHUMYM, peKoMeHaaLUnamM N3roToBUTENEN.

MHCTPYKLUN N3roTOBUTENEN, ONEpaTUBHbLIE PYKOBOACTBA NN AOKYMEHTAaL U ApYrMX BUOOB MOTryT ObITh UC-
MoNb30BaHbI ANA pa3paboTk TpeboBaHWN, COrnacoBaHHbIX C HaaneXxawmmm ctTasgaptTaMm, Unn Anst yTOYHeHUS
TpeboBaHMA MO Nepruoan4ecKkon KanmbpoBKe.

5.3.3 Kaxabl npeamMmeT obopyaoBaHUA A0IMKEH ObITh MOMeYeH UM KakKUM-To 0bpasoM UOeHTURULIMPOBAH.

5.3.4 [lomkHo BbITb OpraHM30BaHO BeAeHNEe AOKYMEHTAaU MU (MPOTOKOMNOB) NO KaXXAoMY NpeaAMeTy 00opya0-
BaHWS, LCNOMNb3yeMOMY AN BbINOMHEHUSA UCCneaoBaHUA. 3TU NPOTOKOMbI ACMMKHbI BKNHOYaTh B ceb4d, No MeHb-
len Mepe, cneaytollee:

a) naeHTUpKrKaL o cbopyaoBaHUS;

D) HauMeHOoBaHUe N3roTOBUTENA, TUN MaeHTUUKaL U U cepUAHBIA HOMeP UNK ApYTyio MAeHTUUKaLNIo;

C) KOHTaKTHOE NLO U3roTOBUTENHA U HOMEP ero TenedoHa;

d) gaty nonydeHna v gaTty BBoga B AE€UCTBUE;

€) pasMelleHne B HacTosLLee BpeMs, Npyu HeobXoaAUMOCTH;

f) ycnoBusi npu nonyyeHnun (Hanpumep, HoBoe, bbiBLLIEE B yroTpebneHnn NN BOCCTAHOBMEHHOE);

J) UHCTPYKUMN N3rOoTOBUTENA, eCNT UMEIOTCA, UM CrIpaBKy O MECTe UX HaxXoXXaeHWs;

N) NPOTOKONMbI 3KCNNyaTaLWUOHHBIX XapaKTepUCTUK 00opyaoBaHUs, NoaATBEpXKAatoLne NpUrogHoCTbL 00opY-
NOBaHUA K UCMNOSNIb3OBAaHUIO;

1) cerogHsiLLHee COCTOAHNE 1 NNaHUPOBaHME UCMNONb30BaHUA B OyAyLLEM;

|) onncaHne noBpeXaeHUa NN HapyLeHUa PyHKLNOHUPOBaHUA, Moandnkauuin Unin peMmoHTa obopyaoBaHUS;

K) npeanonaraemMyto gaTty 3amMeHbl, eCrii BO3MOXHO.

[1pOoTOKOMbI OUEHKN 3KCnyaTalUOHHBLIX XapaKTepUCTUK, YNIOMSAHYTEIE B NepedncneHnn h), AormkHbl cogep-
XaTb KoMK 3akoveHnn/cepTUdnKaToB 000 BCexX KanmMbpoBKax UMK NoBepKax, BKoYaa AaThl, BDEMS U PE3Yb-
TaTbl, OCTUPOBKN, KPUTEPUN NMPUEMIIEMOCTI, AaTy crneayowen KanmbpoBKA N/MNU NOBEPKU, a TakkKe 4YacToTy
MOBEPOK MEXOY CEPBUCHBIM 0DCNYKNBAHNEM/KaNnMOPOBKON COOTBETCTBEHHO, B LIENSAX BbINOMTHEHUSA NOJTHOCTLIC
NN YaCcTUYHO STUX TpeboBaHUN. MHCTPYKLU U3roTOBUTENSI MOTYT ObITb UCMOMb30BaHbI ANA YCTaHOBNEHWUS KpUTE-
PUEB NPUEMNEMOCTI, NpoLLeayp N4YaCTOTbl MOBEPOK COCTOSIHUSA NN KanbpoBKU/MOBEPKN COOTBETCTBEHHO, UTN
TOro, N ApPYyroro B LEensix BeINONHEHWUSA NOMHOCTLIO UM YaCTUYHO 3TUX TPEOOBaHUA. STU NPOTOKONLI ACMKHLI ObITh
OOCTYNHbI NpU BbiBOAE 000pya0BaHUSA U3 3KCNyaTauum Mnn B Niodoe apyroe BpeMs CornacHo HopMaTUBHbLIM UM
NPaBOBbIM JOKYMEHTaM.

5.3.5 ObopyaoBaHMe O0MKHO ObITb UCMNOMBb30BAHO TOMBKO ACNYLEHHBLIM K paboTe Ha HEM NepCcoHanoM.
HdencTeyolne MHCTPYKLUA NO UCNOSIb30BaHUIO 000pyaoBaHUA 1 yXxo4y 3a HAM (BKItovas BCe Nocobust U ykasa-
HUS1 NO NPUMEHEHWIO, NPeaoCTaBNEHHbIE N3roTOBUTENEM 0DOPYAOBaHWUS) AOSTKHBI ObITh NErkoaoCTyNHbI JTabopa-
TOPHOMY nepcoHarny.

5.3.6 ObopyaoBaHuMe cneayeT coaepKaTb B YCNOBUAX, obecnevnBatoLmx 6e3onacHyro paboTy. 31O Kaca-
ETCS1 OLEHKN 3NIEKTPpUYECKON Be30nacHOCTU, YCTPOUCTB 3KCTPEHHON OCTAHOBKN M DE30MacHOro coaepXaHus u
yaaneHust XUMUKaTOB, paganoakTUBHBLIX U BUOMOrMYeCcKMX MaTepmarnos AonyLeHHBIMU K 3TUM npoLieaypam nuua-
MU. TeXHUYECKMNE YCITIOBUSI UM MHCTPYKLUWUN U3FOTOBUTENEN, UNN U TO, U APYroe A0ITKHbI, COOTBETCTBEHHO, ObITh
NMPUMEHEHDI.

5.3.7 [pun cOHapyXeHUn aedeKToB 060opyaoBaHNE OOMKHO ObITh U3BATO U3 YNOTPeObNeHUs1, YETKO NOMEYEHO
N pacnosnioXXeHo B COOTBETCTBYIOLLEM MeCTe A0 BOCCTaHOBMEHUS paboTOCNOCODHOCTU U AEMOHCTPAaLUN NYTEM
KannMbdpOoBKM, MOBEPKU NN UCMbITAHUS €r0 COOTBETCTBUSA KPUTEPUAM NpUeMnemMocTi. JTabopaTopua AomkHa N3y-
YT BINSAHME O0DHapyXeHHOro AgedpekTa Ha NpeallecTByolne nccrnegoBaHnus U oCyLLEeCTBUTL NpoLeaypsl, yka-
3aHHble B 4.9. [labopaTtopua aormkHa NpUHATL onpaBaaHHble Mepbl AN obessapakmBaHus obopyaoBaHus nepea
ero UCrosib3oBaHMeM, BOCCTaHOBMEHNUEM paboTocnoCobHOCTU U CNUcaHneM.

5.3.8 [lepeveHb Mep, NpeanpUHATLIX ANl YMEHbLUEHWS 3arps3HeHns1, AOIMKEH ObITb NpeaocTaBneH Ly,
paboTarLlemMy C UCMONb3oBaHMEM daHHOro obopyaoBaHus. llabopaTtopust AoMKHa MUMETL noaxoasiiee noMmeLlle-

HAE AJ14 BOCCTaHOBJIEHWUA pa6OTOCI'I0006HOCTI/I 060pyﬂOBaHI/IFI, d TAdIOKE MMETH YCTDOIZCTBH 3dlWNTbI NepCcoHalla.
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5.3.9 [toboe 0bopyaoBaHue, HaxoasLeecs Noa KOHTPONEM nabopaTtopun U Tpebytollee KanndbpoBKXA NN
MOBEPKN, AOITKHO ObITb NTOMEYEeHO NN NHBIM 0Bpa3oM KoaMPOoBaHO, YTODOLI 0603HAYNTL COCTOSIHUE KannbpoOBKA
AN MOBEPKM U AaTy NpoBeAeHUS MOBTOPHOM KANMOPOBKA UM NMOBEPKM.

5.3.10 Ecnun obopynoBaHue BbINo N3BATO U3-Mo4 HENOCPEACTBEHHOIC KOHTPOMNS NTabopaTopui, NOABEPTHY-
TO PEMOHTY UM TEXHUYECKOMY OBCnyXXMBaHUIO, NabopaTtopus nepen Bo3oOHOBNEHNEM paboT HA HEM A0MMKHA
ybeaunTbes, YTo 0bopyaoBaHWE NPOBEPEHO U YOOBNETBOPUTENBHO PYHKLIMOHUPYET.

5.3.11 INpn ncnonb3oBaHNUN KOMMbLIOTEPOB UM aBTOMaTUYECKUX aHannM3aTopoB And cbopa, obpaboTKu, pe-
rMcTpauun, nepeaadun, XpaHeHns Unu noucka gaHHeIX ncecnegosaHuia nabopatopust AomkHa obecnevnTs cnegyro-
Lee:

a) KOMMbIOTEPHbLIE NPorpamMmsbl, BKMHOYaa BCTPOEHHbIE B 0D0OpyaoBaHWe, A0MKHbI OblTb AOKYMEHTUPOBAaHbI U
oL eHeHbl Kak NpurogHsle AN UCNOMb30BaHUS;

b) AOIKHBI ObITh paspaboTaHbl U BHEAPEHbI NpoLeaypbl ANS 3aLMThl COXPaHHOCTU AaHHbIX B NTI0DOoe BPEMS;

C) KOMMNbIOTEPLI K aBTOMAaTUYeckoe obopyaoBaHUe AOKHbI coaepXaTbesl TakMM obpa3om, YToObI ObINO
obecneyeHo Nx HopmMmansHoe PYHKLUOHUPOBaHME U OLINKU co3aaHbl  YCIOBUSI OKpYKatoLLeun cpebl 1 onepaTuB-
HOW paboTbl HAa HUX, HeCBxoaMble A1 COXpaHEeHUS B LLeNMOCTHOCTU AaHHbIX;

d) KOMMNbLIOTEPHbIE NPOrPaMMbl U YCTaHOBMNEHHBLIW NOPSAA0K AOMKHbI 0becnevmBaTh 3aLUTy OT HECAHKLIMOHN-
POBaHHOMO AOCTYNA, OT NOBPEXAEHUN N pa3pyLUEHUs criyvYanHbIMUA UK He AO0NYLLEHHBIMU K paboTe Ha KOMMbHo-
Tepax nmuamn.

CM. TakKe NpunoxeHue B.

5.3.12 B nabopatopuun gomkHbl ObITb NpeaycMOTpeHbI Npoueaypbl Anst 6besonacHoro odbpalleHnst, TpaHc-
MOPTUPOBAHUA, XpaHEHUSA N MCNOSIb30BaHNUA 000pyaAOBaHUSA, ANA NpeaoXpaHeHUsa ero o1 3arpsi3HeHUs 1 NOPUMN.

5.3.13 Onga cny4yaes NOBbILLIEHUA 3HAYEHWU KANMOPOBOYHLIX (FpagynpoBOYHbIX) KOSPULMEHTOB B PE3YIb-
TaTe KanMbpoBKU NabopaTopust AoIKHA NpeaycMOoTPEeTh Npoueaypsbl, obecnevnsatoline 0OHOBMNEHWE NMOMNPABOY-
HbIX KO3 PULIMEHTOB.

5.3.14 ObopyaoBaHue, BKNOYas KOMMNbIOTEPLI U KOMMNLHOTEPHBbIE NPOrpaMmMbl, CTaHAAPTHLIE 0bpasLbl, pac-
XOdHble MaTepuarnbl, peareHTbl U aHanMTU4ecKe CUCTEMbI, AOITKHO ObITb 3aLMLLIEHO OT NONPaBOK M NOAOENOK,
KOTOpble MOTYT UCKa3UTb pesynsTaThl UCCrieaoBaHUN.

5.4 lNpeaHanuTnyeckue npouegypsol

5.4.1 ®opmMa 3anpoca Ha uccnegoBaHue AoMKHa cogepkaTb MHpopMaLnio, A0CTaTOYHYHO ANnd MAeHTUdU-
KaLWn nauueHTa 1 3anpaluuBaroLlero nccrnegoBaHune nuua, a Takke cooTBeTCTBYOLWME KNTMHUYECKe JaHHbIe.
[omKHbI BbITh YYTEHbI HALMOHAarbHbIE, perMoHarbHble U MECTHBLIE NpaBUna.

B dbopMmy 3anpoca Ha bymare WM B 3MEKTPOHHOM BMAE A0MKHbl ObITb BHECEHLI, Mo KpauHen mepe,
cneayrowne gaHHble:

a) naeHTUdMKaUnA NnaLneHTa;

b) UMA N nHaa naeHTUudnKkaunoHHaa MHgopmMaLuna o Bpadve Ui MHOM Nnue, 3aKOHHO MMetoLLEeM NnpaBo
3anpalwneaTth UccrnegoBaHue U UCnonbL3oBaTh MeAULIMHCKYIO MHdpopMaLIMIo, a Takke MecTo HasdHaveHUsa ang
cooOLLeHNs peaynbTaTa; agpec 3anpallunBaroLllerc UccrneaoBaHne Bpava A0/MKeH ObITb COCTABHOW YacTbio pop-
Mbl 3anpoca;

C) TUM NEPBUYHOW NPOBOLI NN aHAaTOMUYECKOE MECTO B3ATUSI 0bpasLa;

d) 3anpalumBaemoe nccnegoBaHue;

e) KnnHu4yeckasa nHgopmauuna o 60nbLHOM, BKNoYas, Kak MUHUMYM, NOM WU AaTy poXXaeHus, ang uenem nH-
TepnpeTauum;

f) aaTa n BpemMsi B3ATUSA NepBUYHON NMPoObbI;

g) AaTa v BpeMd nonyveHns npobbl B nadbopatopun.

Bua dpopmbl 3anpoca (3NeKTpoHHbLIU UNu Ha bymare) 1 crnocodb cooblleHns 3anpoca B nabopaToputo A0OSTK-
Hbl ObITb cOrnacoBaHbl C NONbL30BATENAMN NTAbOPaTOPHBLIX YCIVT.

5.4.2 CneuymnanbHblie MHCTPYKUWK MO B3SATUHO NEPBUYHON NPoObI U 0DpalLLeHNo ¢ HEW A0 KHbI ObITb AOKYMEH-
TUPOBaHLI, BBeAEHbI B AENCTBUE PYKOBOACTBOM abopaTtopun (cMm. 4.2.4) n nepeaaHbl Nuam, OTBETCTBEHHbLIM
3a B3SITUE NEPBUYHON NPODLI. 3TU MHCTPYKLUMK AOSTKHBI ObITh BKNHOYEHbI B PYKOBOACTBO NO B3ATUC NMEPBUYHON
NpoObLl.

5.4.3 PykoBOACTBO MO B3SATUIO NEpBUYHON NPobLI AOJTKHO BKNtoYAaTh B cebs cneaytollee:

a) KON N CCbINKA Ha:

1) nepeveHb npeanaraembix 1abopaTopHbIX UCCNeaoBaHUuN,

2) COOTBETCTBYOLWNE POPMbI, ECINA MPUMEHAIOTCH,

3) UHOPMALIMIO UMM MHCTPYKLMW ANd nauneHToB OTHOCUTENLHO UX CODCTBEHHOM NOArOTOBKU Nepe B3s-
TUEeM NepPBUYHON NPODBLI,
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4) nHpopmauuo ans nonb3oBartenen NnadbopaTopHbIX YCyr nNo MeguUMHCKAM NokaszaHUaM 1 BbIDOPY A0C-
TYMHLIX NpoLeayp;

b) Nnpoueaypsbl:

1) ANA NoAroTOBKU NauueHTa (HanpumMep, MHCTPYKLUWK AN Bpayen 1 MegULUHCKMX NnpoLieaypHbIX cecTep),

2) naeHTUdmnKaumm nepsUYHON NpodHI,

3) B3ATUSA NepBUYHON NPobbI (Hanpumep, pnedboToMust, NyHKLMA KOXW, KPOBb, MOoYa U Apyrue buonornyec-
KNe XWUAKOCTU) ¢ onucaHnemM KOHTEMHEPOoB Ans NepBUYHONU NPobLI U HEOBX0AUMBIX 40DaBOK;

C) MHCTPYKLINIA;

1) no 3anonHeHUto opmMbl 3anpoca Ha bymare Unu B 3NeKTpoHHOM BUAe,

2) TNy N obbemMy NnepBUHHON NPODLI, KOTOpaa AoJPKHa ObITh B3SITA,

3) TOUHOMY BpeMeHW B3SITUSA, ECIIN 3TO TpebyeTcs,

4) NodbIM cneunanbHbIM TpeboBaHUAM 0bpalleHNUs ¢ Npobon MeXxay BpeMeHeM B3ATUSA U BpeMeHeM O0C-
TaBKW B nabopaTtoputo (TpedboBaHWUS K YCNOBUSIM TPAHCNOPTUPOBAHUSA, OXNaXXAeHUs, COrpeBaHUd, HeMeaeHHOW
OOCTaBKe UT. O.);

5) MapKNPOBKe NEPBUIHON NPoOHI,

6 ) KNMMHU4Yeckon MHopMaL K (HanpuMep, AdaHHbLIM O BBeAEHUW NlekapcTBa),

/) NO3UTUBHOW MOEHTUdMKALMN, B AeTansIX, NaueHTa, y KOTOpOoro Basita nepeuyHast Npooba,

8) pernctpaunn n1uua, B3siBLLEro NepBUYHYO Npooby,

9) be3onacHoOMY yaaneHuo MaTtepmarnos, UCNOMb30BaHHbIX OS5 B3ATUSA NEPBUYHON NPoDbI;

d) MHCTPYKLNN:

1) No xpaHeHWo uccneayemsix nNpoo,

2) BpeMeHHbIM UHTepBanaM Ang 3anpalimBaeMbelX AONONMHUTENbHLIX UccneaoBaHnn,
)

St gt gt “wapper”

3) ONONMHUTENBbHBIM UCCNEea0oBaHUSIM,

4) NOBTOPHLIM UCCNeaoBaHUSIM, BbI3BaHHBIM aHANMUMTUYECKMMW HeAOCTATKaMM UMK AansbHEeULLMMN Uccneao-
BaHUAMUW TOW e nepBUYHON Npoodbl.

5.4.4 PykoBoACTBO Mo B3ATUIC NEPBUHHON NPODbLI AOTKHO ObITh AOKYMEHTOM CUCTEMbI MEHEKMEHTA Kaye-
cTBa (cMm. 4.3.1).

5.4.5 lNepBryHaa npoba gormkHa bbITb NpocneXeHa Ha oCHoBaHWUM popMbl 3arnpoca A0 MAEHTUDPULIMPOBaH-
Horo nauueHTa. [NepBryHbIe Npobbl be3 Heobxoanmon naeHTUUKaLUA He A0JTKHLI ObITb MPUHATHI M 0BbpaboTaHbl
B labopaTopun.

B cny4yasix HevweTkon naeHTudpnkaLlmm nepeUYHOW Npobbl N HECTABUNBLHOCTU aHaNUTOB B NEPBUYHON NPO-
Oe (CNMHHOMO3roBas XXUAKOCTb, b1onTaT U T. A4.) U HEBO3MOXKHOCTU NOBTOPEHUS B3SATUSA NPOObLI MM KPUTUYECKOTO
COCTOSIHUSA NauueHTa nabopaTtopust MOXKET nccnegosaThb Npoby, HO He BblAaBaTh pe3ynbTaT A0 TeX Nop, noka
Ha3Ha4YMBLUWIA UCCneagoBaHUe Bpad Unn nuuo, bpasLuee NnepBUYHYHO Npody, He BO3bMET Ha cebsi OTBETCTBEHHOCTL
3a ugeHTudgmnkauuno npobbl NN 3a NpeagocTaBneHne HeobxoaUuMon HopPMaLIUK, NN U TO, N APYroe, N B TAKOM
cnydvae noanuck Nua, B3ABLLUEro OTBETCTBEHHOCTL 32 OEHTUPUKALUMIC NepBUYHOW NPoDLI, A0MKHA ObITh BHECE-
Ha B popmy 3anpoca. Ecnn atn TpedboBaHUA Mo KakMmM-nmbo NnpudHam He ObIN BbINMOSHEHbI, OTBETCTBEHHOE NULLO
OOMKHO ObITh YKa3aHo B oTYeTe 00 UccneaoBaHMK, ecrniv oHo bblno nposeaeHo. [Npobbl, ocTaBneHHbIe ANs Aanb-
HeWLLUX nccneagoBaHnii (Hanpumep, Ha BUPYCHbIE aHTUTeNa, MeTabonnTbl, OTHOCSALLMECS K KITMHUYECKOMY CUH/-
POMY), TAKXKe AOIMKHbI ObITb AEHTUPULIMPOBAHI.

5.4.6 labopaTopuna omKHa OTCNeXnBaTb TpaHCNopTUpoBaHue npob B 1adbopaTopuio Tak, YTOObI OHU Db
NOCTaBMEHbI:

a) B pegenax BpeMeH, COOTBETCTBYIOLLIEro NpUpoae 3anpalinBaeMoro UCcneaoBaHmst U COOTBETCTBYHO-
e nabopaTtopHON AUCLIUMITUHDI,

b) B Npeaenax TeMmnepaTypHoro MHTepBaarna, ykasaHHoro B PyKoBoACTBE MO B3SATUO NEPBUYHON NMPOoObI U
npeaHasHavyeHHoro Anst obecne4vyeHus coxpaHHOCTU nNpobbl,

C) cnocobom, KoTopbI obecneymBaeT 6e30NacHOCTL NepeBO3YvMKa, 0bLLIEeCTBA 1 NonyYatoLlen Nnpoby nabo-
PaToOPUN B COOTBETCTBUMN C TPEDOBAHNAMMW HALMOHASBbHbIX, PErMoHanbHbIX UMM MeCTHbIX NpaBur.

5.4.7 Bce nonyyeHHbIe nepBUYHbIE NPOOLI A0MKHbI ObITh 3apPerncTpUpoOBaHbIl B XKypHane npuemMa, padbo4mnx
TeTpaasix, KoOMnbTEPE NN UHOW CpaBHUMOW cuctemMe. [lata n BpeMs NonyyveHns Npodbl, Kak M AaHHbIE O NALLE,
NpUHABLLEM NPOoOBY, AOTKHbI ObITh 3aperMcCTPUPOBaH:I.

5.4.8 Kputepumn ansi npnema 1unm otkasa B npueme nepBuUYHbIX Npobd A0TKHBI ObITh pa3pabdboTaHbl U AOKYMEH-
TanbHO odpopmMneHbl. Ecnn npnHaTa comHuTenbHas npobda, B okoHYaTeNnbHOM oT4eTe 0b nccneaoBaHnn AomMKHA
ObITb YKazaHa NpUYnMHa COMHEHUS 1 OTMEeYeHa HeobXOAMMOCTb OCTOPOXKHOCTU MPU UHTEPNpeTaLInn pesynbsraTa.
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5.4.9 INabopaTopust AOITMKHA Nepuoanveck nepecMmaTpuBaTth Tpedbyemble 0O6beMbl MPod BEHO3IHOMN KPOBU
(M NPoO Apyrux maTepuanoB, HanpUMep CNMHHOMO3roBOM XXUOKOCTU), YTODLI He AoNyCKaTb B3SATUA HeQoCTa-
TOUHbIX U U3NULLHUX 0O BbEeMOB NPoD.

5.4.10 YnonHoMo4eHHbIW nepcoHan AofmKeH cucTteMaTuideckn nepecMaTpuBaTh 3anpochkl U Npodbl U pe-
LAaTb, KAKNe nccrieaoBaHUAa M KaKUMA MeToadaMum O0ITKHbI ObITh BbIMOSTHEHDI.

5.4.11 NabopaTtopua AomkHa UMETb AOKYMEHTUPOBAaHHELIE NpoLeaypbl And npuemMa, MapKMpoBKKU, 0bpaboT-
KA 1 COODLLIEHNS Ppe3yNbLTATOB B OTHOLLEHUN TEX NEPBUYHLIX NPOD, NonyvyaemMblX nabopaTtopuen, KoTopble NoMeYe-
Hbl KaK HEOTNOXHbIE. T NpoLleaypbl ACIMKHbI cogepXaTb geTanu cneymuansHOU MapKUpOBKA oopM 3anpoca U
NePBUYHBLIX MPOD, MeEXaHW3M Nepegadvn NepBUHHON NPOOLI B 30HY UCCNeaoBaHUSA, CNOcobbl X OLICTPON 0bpaboT-
KA, KOTOPbIe AOIMKHBI ObITh NCNOMb30BaHbLI, U CrieUanbHble KpUTepuUn OTYETHOCTN.

5.4.12 NMopuun, otaeneHHble oT Npob, AOMKHBLI BbITb MPOCNEXeHbl A0 NepBUHHOW NPODLI.

5.4.13 IlabopaTopua aomkHa UMEeTb MUCbMEHHO 0POPMIEHHBIN MOPAAOK YCTHbLIX 3anpoCcoB Ha Uccneno-
BaHUA.

5.4.14 INpobbl ACITKHLI XpaHUTLCA YCTaHOBMEHHOE BPEMS B YCNOBUAX, 0becnevnBaomMx cTabnUNbHOCTb
CBOWCTB NpoObl 1 BO3MOXHOCTb MOBTOPHOIO UCCNeaoBaHUS Nocne cCoobLIEHNS Pea3yNbTaToB UIMU AOMOSNTHUTENb-
HbIX UCCeaoBaHNN.

5.5 AHanuTn4vyeckue npoueaypbl (MeToauku)

[Tp 1 MeydaHKne— HekoTopble HUXeCNeaywWwme rnonoXeHns MoryT ObiTb NPUMEHUMbI HE BO BCEX ANCUMNITMHAX
nabopaTtopHON MeauLUUHbI.

5.5.1 NabopaTtopunsa OOMKHA UCMOMb30BaTh aHaNUTUYECKUe npoLeaypbl (MeToAnKK), BKNoYas BbIOop/B3s-
Tne nopuuri Npobbl, KOTOPbIe OTBeYatoT NOTPebHOCTAM Nonb3oBaTenen NnabopaTopHbIX YCIYTr U COOTBETCTBYHOT
CYLLIHOCTW UccnegoBanus. [NpeanoyvteHne omkHo ObITb OTAAHO TEM MeToAMKaM, KOTopble NpUBeaeHbl B yTBEP-
XXOAEHHbIX/PEeKOMEeHO0BaHHbIX Y4eOHMKax, NPU3HAHHbLIX XXYPHanbHbIX CTaTbAX UM B MeXOyHapoaHbIX, HaLWo-
HanbHbIX WX PermoHarnbHbIX HOPMaTUBHBLIX AoKyMeHTaX. MeToaukn, paspaboTaHHble B AaHHOW NabopaTopui, B
criydae NpUMeHeHNs OOMMKHbI MONYYUThb NOSTHOCTLIO JOKYMEHTUPOBaHHOE NOATBEPXKAEHWe NPUrogHOCTM ANd npe-
nonaraemMoro UCnosb3oBaHNUS.

5.5.2 JlabopaTopunsa AomKHa UCNONb30BaTh TONBKO T€ MEeTOAMNKN, KOToPbIe NOMNy4Y v NoaTBepXXaeHne npu-
roAHOCTW Npoueaypbl aHanMaa ansa npegnonaraeMoro Ucnonb3osaHus. MNoaTeepxaeHne AoMKHO ObITb HACTOMNb-
KO TLLaTeNbHBIM, HACKOSTbKO 3TOro TpebyeT npeaHasHa4veHne uccnegoBaHns Unn obnacTs Ucnonb3oBaHua. J1labo-
paTopua OOMKHA 3aperMcTpupoBaTh NoMyYeHHble pe3ynsTaTbl U METOAMKN, UCMONb30BaHHbIE AN NoATBepXae-
HUA.

MeToabl 1 npoLeaypbl, n3bpaHHble ANS NPUMEHEHNS, AOJDKHbI ObITb OLEeHEeHbI M AOMKHbI NPOAEMOHCTPUPO-
BaTb YAOBNETBOPUTESbHBIE pe3yrbTaThl nepen Nx UCMofb30BaHNeM AN MeJULUHCKNX nccrieaoBaHnii. PaccmoT-
peHne MeToaMK 3aBeayoLLnmM nabopatopunein nm HasHa4eHHbIM UM NTULOM OOSMKHO OCYLLIECTBASATLCS Kak NepBo-
HavyanbHO, Tak 1 nepuoandeckn (0bbIMHO exxeroaHo). PesynsraThl Takoro paccMoTpeHNS A0MKHbI ObITb JOKYMEH-
TUPOBAHbI.

5.5.3 Bce MeToaMKn O0IDKHbI ObiTh 0hbopMMNeHbl B BUAE AOKYMEHTOB, KOTOpble A0/ TKHbI ObITh 4OCTYMHbLI Ha
paboynx MecTax COOTBETCTBYOLLEMY NEepcoHarny.

[okymMeHTbI Mo MeTogukam 1 HeobXxoaMMbIe MHCTPYKLN A0SDKHbI ObITh M3MOXKeHbl Ha 0BLLEeNPUHATOM AA3bIKe
nepcoHana nabopaTopun.

KapTouku ¢ TekcToM Unn nogobHele MM dopMbl, B KOTOPLIX CYMMUpOBaHa Kntoyesasa MHopmMaLums, MOryT
ObITb MCMOMNb30BaHbl HAa paboyunx cTonax ans ObICTPON OpueHTaLUMn, OAHAaKO NoSIHoe codepXXaHe NHCTPYKLU UM
OOIMKHO BbITb AOCTYMHO NPy HEOHXOANMOCTW NonyveHus crnipaskn. Coaep)kaHue kapTodek nnm noaodbHbIX hopm
OOIMKHO ObITb MOEHTUYHBIM NOSIHOMY coAepXXaHUo UHCTPYKUMK. Bce nogobHble cokpalleHHble 3anncu npoLeayp
OOMMKHbI ObITb YacTblo CUCTEMBI YNPaBieHUs AoKyMeHTaunen.

MeToamkn 0omkHbl ObiTb OCHOBaHbLI HA MHCTPYKLMAX NO MPUMEHEHUIO (HanpuMep, BIIOXKEHHbIX B YNaKoBKN),
HanMcaHHbIX U3roTOBUTENAMK, NPU YCIIOBUKX, YTO 3T UHCTPYKLMK COOTBETCTBYIOT 5.5.1 1 5.5.2 1 onucbiBatoT
METOANKN TaK, Kak OHU AOIMKHbI ObITb BbIMOMHEHbI B NabopaTopun, 1 NpeacTaBrieHbl Ha A3bIKe, MOHATHOM AN
nepcoHana nabopatopun. Jlloboe oTKIIOHEHNE A0MKHO BbITb pAaCCMOTPEHO U AOKYMEHTUpoBaHo. [JononH1uTensHas
MHdopMaLms, KoTopaa Morna bbl noTpeboBaTbeA AN BLINMOIHEHUA UCCNeAoBaHNS, Takke AomKHa ObITb AOKYMEH-
TupoBaHa. Kaxkaas HoBas Bepcua Habopa Ang uccregosaHmns co 3Ha4YUTeNbHbIMUA NU3MEHEHUSMU PeareHTOB UM
npoLeayp AoPKHa ObITh NPOBEpEeHa B OTHOLLEHUM ee 3KCMyaTaLUoHHbIX Ka4eCcTB U NpUrogHoCcTn Ans npegnona-
raemMoro npumeHeHusi. Bce metoanyeckne nameHeHus AomKHbl ObITb AaTUPOBaHbI U pa3pelleHbl K UCNob3oBa-
HULO, Kak ntobasa apyrasa npoueaypa.
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B gononHeHne K AOKyMeHTanbHOMY KOHTPOI MAEHTUPUKATOPOB AOKYMEHTaUMA A0JTKHA BKoYaTh B ce0S
cnepyrollee:

a) uenb nccnegoBaHus;

b) NPUHLUMN MeToaANKN, UCTIONbL30BaHHOW ANS UCcneaoBaHUA;

C) XapaKTepUCTUKN (Hanpumep, MTMHENHOCTb, NPELN3NOHHOCTL, TOYHOCTb, BblpaXkeHHas Kak HeonpeaeneH-
HOCTb M3MEPEHUS, Npeaes 0bHapyKeHUs, UHTepPBan M3MePEHUS, NPaBUNbHOCTb U3MEPEHUS, aHaNUTUYECKas YyB-
CTBUTENbHOCTL M aHannTUdeckasa cneundpu4HOCTb);

d) cucTtemy, N3 KOTOPOM B3siTa NepBuYHas npoba (Hanpumep, nnasma, CbiBOPOTKa, MoYa);

e) TUMN KoHTenHepa 1 4obaBoKk,;

f) Tpebyemoe cbopyaoBaHue N peareHThbl;

g) KanndbpoBo4HbIE npoLeaypbl (MeTporormdeckast rnpocrneXxXxmMBaeMocThb);

h) aTanbl MeTOAUKH;

1) NpoLeaypbl KOHTPOA Ka4ecTBa;

) noMexu (HanpumMep, IMnNemMuns, remonns, BUNUPyouHemMms ) N NnepekpecTHbIe peakLnn;

K) MeToanKN pacyeTa pe3yrnbraToB, BKovada HeonpeaeneHHOCTb MU3MepPeHUs;

) Buonornyeckne pedepeHTHbIe MHTEPBANbI;

m) cooDLLaeMble B OTHETaX MHTEPBAarbl pe3ynsLTaTtoB UCCNeaoBaHUN;

0) TPEBOXHbLIE/KPUTUYECKMNE 3HAYEHUSI, €CMNU 3TO HEODXOANMO;

D) NabopPaTOPHYIO UHTEPNPETALNIO;

g) NpeaocTtepexeHne ob onacHOCTSX;

r) noTeHuansHble UCTOYHUKN OTKITOHEHUIA.

MeToamnkm MoryT ObITb NpeacTaBneHbl B 3M1EKTPOHHOW pOpMe, eClnN OHU coaepKaT YKa3aHHYH BhILLE UH-
dpopmaumto. TpeboBaHUA NOo ynpaBneHUo AOKYMEHTaUMeN NPUMEHUMBI N K AOKYMEHTaM B 3NeKTPOHHON dpopMe.

3aBeayroumnm nabopatopmnen OTBETCTBEH 3a MOMHOTY U TLATENbHYHO NPOBEPKY coaepXaHUA METOOMK UC-
cleaoBaHnA.

5.5.4 XapakTepUCTUKN BbIMOMTHEHUSA ONA KaXKaou npoueaypsl, UCronb3yeMon B UccnegoBaHUA, JOMKHbI
COOTBETCTBOBAaTbL NpegHa3HavYeHUo 3ToU npoueaypsbl.

5.5.5 buonoruveckue pedpepeHTHbIE MHTEPBANbLI CreayeT Nepuognveckn nepecmartpmsath. Ecnv nabopato-
PUSI UMEET OCHOBaHUS Nonarath, YTo AaHHbIN peddepeHTHLIN MHTepBarn 0obLUue He COOTBETCTBYET pedepeHTHON
MNONynsiLun, OA0MKHbI ObITh NPEeAnPUHATLI NCCcneaoBaHUs ¢ AanbHEULLUMA, NP HEOOXOOANMOCTU, KOPPEKTUBaAMM.
[epecmoTp bronornvecknx pedepeHTHbIX UHTEPBANOB TakKe AOMKEH MMEeTb MeCTO, Koraa nabopartopus name-
HAeT aHanuTUu4eckne U npeaHanuTUieckne npoueaypoi.

5.5.6 [labopaTopus aomkHa UMETb nNepeveHsb NPUMEHSAEMbIX aHaNnUTUYeCcKUX npoueayp (Metoauk), BKMNHo-
Yyas TpeboBaHUS K NepBUYHBIM NMPobdamM 1 COOTBETCTBYHOLLME XapaKTEPUCTUKA N TPpeboBaHMS K BLIMOSTHEHUIO LC-
cneaoBaHU, AOCTYMNHbIE NOSMb30BaTENSIM NabopaTopHbIX YCIYT Mo KX 3anpocy.

5.5.7 Ecnn nabopatopus npeanonaraeT U3MEHUTb aHannUTU4YecK1e NpoLeaypbl Takum obpasoM, YTo pe3yrb-
TaThl U UX UHTEPNPETaLUA MOTN Obl CYLLLECTBEHHO UBMEHUTLCH, 3TN UBMEHEHUS 0 NX BBeAEHUS A0MKHbI ObITh
0O BbSICHEHLI NONb30BaTENSIM NAabopaToPHbLIX YCIYT B MMCbMEHHOW dhopMe.

MTpumedyaHnHwme— I3Tn TpeboBaHuss MOryT ObiTb JOMOMHEHbLI PA3NUYHBIMK Crocobammn B 3aBUCMMOCTU OT
MECTHbIX YCMOBWUW, BKITIOHYAS PACCbINKY NMUMCEM, NCNONb30BaHMe nabopatopHbiX U3JaHUA UMW YacTb CaMUX COOOLEHUN O
pesynbrarax.

5.6 ObecnevyeHne KavyecTBa aHaANUTUYECKUX npoLeayp

5.6.1 Jlabopartopust AomkHa paspabdoTaTb CUCTEMY BHYTPUNabopaTopHOro KOHTPOSA KaduecTBa, KoTopast 0bec-
nevnBaeT nogaepkaHme TpedbyemMoro KavyecTtsa pesynsratoB. BaxHo, YTobbl cucTemMa KOHTPONS NpeaoccTaBnsina
nepcoHany npocTyro, SICHYO U NOHATHYIO UHdOpMAaLIUIO, HA KOTOPOW OCHOBBLIBAKOTCH TEXHUYECKME N MeAULNHC-
kne peweHusi. Ocoboe BHUMaHWUE AOSTKHO ObITh yAeNeHO UCKTIOYEHUIO OlWnBOoK B npoLecce obpaboTkm nNpoo,
3anpoCcoB, aHANIM30B, OTYETOB O peaynbTaTtax U T.A4.

5.6.2 JlabopaTtopust o/TKHA YCTaHOBUTb PaKTUYECKYIO N BO3MOXKHYIO HEeoNpeaeneHHOCTb Pe3ynsTaTos.
[domkHbl BbITb NPUHATEI BO BHAMAHWE BaXKHbIE KOMMNOHEHTHI HeonpeaeneHHoCcTU. MICToUYHMKaMmn HeonpeaeneHHo-
CTW MOTYT ObITb B3SITUE NPod, NoaroToBka Npob, oToop nopumia Npod, KannbpaTtopsl, CTaHAaPTHLIE 0bpasLibl, UC-
nonb3yemoe o0bopyaoBaHune, yCroBUs oKpyKatoLen cpebl, yCnoBua B3ATUA Npodbbl, CMeHa onepaTopa.

5.6.3 lNporpamma KanmdpoBKN CUCTEM U3MEPEHUS U MPOBEPKU NMPaBUITbHOCTU AOJTKHA ObITb COCTaBNEHa U
BbINOSIHEHA TaK, YTObbI Oblna obecneveHa npocneXxmsaemMmocTb Ao eanHul, CY nytem cpaBHEHUSA € PU3NHECKUMIA
KOHCTaHTaMW1 UNU ApYruM yCTaHOBMNEHHBIM cnocobom. Korga HU oanH 13 3TUX CNOcoDOB HEBO3MOXKEH, AOIMKHbI

17



TOCTPUCO 15189—2009

ObITb UCNOMNBL30BAHLI APYrMe cpeacTBa YCTaHOBNEHWSI AOCTOBEPHOCTU pe3ynsTaToB, BKNOYagd, No MeHbLIen mepe,
cneayloLjme:

a) ydacTue B noaxoasilen nporpamMmme mexnabopaTopHbIX CRNYeHUN;

b) ncnonb3oBaHWe COOTBETCTBYHOLLMX aTTECTOBAHHLIX CTaHAaPTHLIX 00PAa3LIOB;

C) UccnegoBaHue Unm KkannmbpoBka No MHOW MeToaukKe;

d) oTHOLUEHWE N3MepPeHN B3aUMOCBSI3aHHbLIX BENMUYUNH;

e) B3auMHOe cornacoBaHne 3TarioHOB UMY METOAOB, KOTOPbLIE YeTKO YCTAHOBMEHLI, OXapaKTepun3oBaHbl U
B3aVMHO NPU3HaHbLI BCEMU CTOPOHAMM;

f) AoKyMmeHTauust AaHHbIX OTHOCUTENBHO peareHToB, MeTOAMK UMW aHaNUTUYECKUX CUCTEM, CBeAEHWS O MPOo-
CNeXUBaeMOCTUN KOTOPbIX NpeaccTaBneHbl MOCTaBLMKOM UMM U3rOTOBUTENEM.

5.6.4 JlabopaTopua oomKHa y4acTBOBaTL B MeXNabopaTopHbLIX CNUYEHUSIX, OpraHU30BaHHbIX CUCTEMaMM
BHELLHEN OLIeHKN KavecTBa. PykoBOACTBO nabopatopum A0MKHO OTCMNEXUBATL Pe3ybTaThl BHELLHEN OLEHKA Ka-
YyecTBa 1 y4acCcTBOBATL B NMPOBeAEHUN KOPPEKTUPYHIOLLNUX AEUCTBUN B CNyYaaX, Korga KOHTPONbHbIE KPUTEPUN He
OOCTUrHYTHI. [Nporpammel MexxnadbopaTopHbIX CANYEeHWUA A0JPKHBI B OCHOBHOM COOTBETCTBOBATL YCTAHOBIIEHHbLIM
TpeboaHuam (MCO/M3K Pykosoacteo 43-1).

[Tporpammbl BHELWWHeN OLEeHKN KavyecTBa A0/MKHbI, HACKOBKO 3TO BO3MOXHO, YCTaHaBNMBaTb KITMHUYECKN
Ba)KHble 3a4a4u, KOTOpble UMUTUPYIOT NPOOLI NaLUeHTOB 1 NO3BONAT OLUEHUTL BECb aHanMTU4eCckn npoLecc,
BKIOYast npe- 1 noctaHanutTuieckme npoueaypob!.

5.6.5 Ecnu HeT yTBePXXAEHHOW NporpamMmmbel MeXnabopaTopHbIX CRUYeHUn, B NabopaTtopun A0mKeH ObITh
pazpaboTaH MexaHW3m onpegeneHnsa NpUeMneMmocTy METOAMK, KOTopble He oLeHeHbl MHBIM 0Dpa3oM. [1o BO3MOX-
HOCTU, B 3TOM MeXaHU3Me OO0MMKHbI ObITb MCNOMb30BaHbl MaTepuansl nNo obMeHy npobamn ¢ gpyron nabopaTo-
pnei. PykoBoacTBo nabopatopun A0HKHO OTCNEeXNBaTh pesynbsTaThl MexXnabopaTopHOro CnnuveHust U y4acTBo-
BATb B MPOBEAEHNN U PETUCTPALNN KOPPEKTUPYIOLLNX ASUCTBUN.

5.6.6 B oTHOWEHWN nccneaoBaHnUin, BeINOMHEHHBIX C MPUMEHEHWUEM pasfINdHbIX MeToauK Ui obopyaoBa-
HUS1 LN B APYroM MecTe, UMK B cliydae codeTaHUsl BCceX 3TUX pasnuyini, gospkeH ObITh onpeaeneH MexaHUsm
MPOBEPKN CPABHUMOCTU Pe3ynbLTaToB Yepes KIMHNYEeCKN COOTBETCTBYOLLME NHTepBanbl. Takyto NpoBEpPKY cneay-
eT NPOBOANTL NEPUCONHECKN COOTBETCTBEHHO XapaKTepUCTUKam MeToaMK Ui Npnbopos.

5.6.7 JlabopaTopua gomkHa 4OKYMeHTUPOBaTb, PErTMCTPUPOBaTL Pe3ynbTaTbl 3TUX CIUYEHUN C yKa3aHNeM
BbIABNEHHbLIX HE4OCTATKOB N OLICTPO NpeAnpUuHAMaTL KoppeKTupyowme 4enUcTeust. 3anmcn ob aTUX AeUCTBUSIX
OOMKHBI ObITb COXPaHEHHbI.

5.7 lNocTaHanuTU4YecKkue npoueaypbl

5.7.1 YnonHoMo4YeHHbLIN NepcoHan AoMKeH cCUcTeMaTUYeCcK/ NPOBEPSATL pe3ynbTaThl UICCneaoBaHUN, OLEeHU-
BATb MX COOTBETCTBUE C KNUHUYECKOW MHpopMaLen 0OTHOCUTENBHO NaLeHTa U AaBaTh paspelleHne Ha Bbigady
pPe3ynLraTos.

5.7.2 XpaHeHWe nNepBUYHbLIX NPob 1 Apyrx nadbopaTopHbIX NPod AOIMKHO COOTBETCTBOBATEL YCTAHOBNEHHOMY
Mopaaky.

5.7.3 besonacHoe YHUMTOXeHMe Npob, KoTopble He TpebyroTea ANns AanbHeLWnx neccnegoBaHnuin, A0MMKHO
ObITb NPOBEAEHO B COOTBETCTBUM C MECTHLIMU NpaBunamMn N pekoMmeHaauussMmn Cnykobl o yaaneHMo oTXoO0B.

5.8 OTUyeTHOCTL O pel3ynbraTax

5.8.1 PykoBoacTeo nabopatopui OTBETCTBEHHO 3a BMA NpeACcTaBneHUs1 OTYETOB O pesynbrartax UCChneaoBa-
HUA. Bua npeactasneHnst otveTa (SNeKTPOHHbLIN UM Ha ByMaXKHOM HocUTene) U cnocob nepegayvn U3 naboparto-
PUA OOKHBI ObITh COrMacoBaHbl C NOMNb30BaATENAMN NAabOPaTOPHbLIX YCIVT.

5.8.2 PykoBoacTeo nabopaTtopun gennut OTBETCTBEHHOCTL C 3anpaluMBatlolMmM UccneaoBaHue 3a obecneye-
HUe NMony4YeHust oTyeTa COOTBETCTBYIOLMAM NULOM B COrNMacoBaHHbIE CPOKM.

5.8.3 PeaynbraThl UCcCnegoBaHUs AOMKHbI ObITh NpeacTaBneHbl YeTKo, 6e3 olnbOoK B HanncaHnumM U nepena-
Hbl NALLY, YNOMHOMOYEHHOMY NMoSlydaTh U UCNONL30BaTh MeAULIMHCKYHO MHdopMaLnio. OTYET O peaynbraTax aos-
XeH TakKe cofgepXaTtb, Mo MeHbLUIen Mepe, cneaytoLlee:

a) sicHoe, HeBYCMbICMNEeHHOe yKasaHne Ha NpoBeaeHHoe UccnegoBaHue, BKoYasi COOTBETCTBYHOLLNE Me-
TOOWKN U3MEPEHUS;

b) HaMeHoBaHWe nabdbopaTopuK, KoTopasa NPEeaCTaBMSAET OTYET;

C) OAHO3HAYHYHO NOeHTUMPUKaLMIo N MECTOHaXOoXAeHWe naLuneHTa, ecfin 3To BO3MOXHO, 1 MeCTO HasHauve-
HUSA OTYeTa;

d) dbamununic UNn apyryrw OoAHO3HaAYHYO MAeHTUUKALUIC Nua, 3anpocuBLLEro nccrnegoBaHue, U ero
afpec,

e) AaTty U BpeM4 B3ATUS NepBUYHON Npobbl, eCnii 3TU AaHHble U3BECTHbLI 1 CYLLEeCTBEHHbI AN OKa3aHUs
MOMOLLIV NAUUEHTY, U BpeM4a nony4vyeHnUa npobbl NabopaTtopuen;
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fy gaty 1 Bpems Bblgavn otyeTa; ecnivi 3T AaHHble He codepKaTcsl B 0TYEeTEe, OHU A0S KHbEI ObITh Nerkogoc-
TYMNHbI NPY HEOOXOANMOCTU;

J) UCTOYHUK NpobbI U cUCTEMY (UccneagyeMblia BUOIOrMYecKUiA MaTepuarn Unu TN NepBUYHON NPoobbl);

h) pe3yneraTtbl UCCrneaoBaHUA, BblpaXkeHHble B egnHuuax CU unm B eanHULax, npocnexXmeaemblx 4o egu-
Huu CU (MCO 31),
1) buonorndeckne pedepeHTHbIe MHTEepPBanbI, €CNN OHU NPUMEHSAIOTCS;
J) MHTepnpeTaLUunto pe3ynbTaToB, Korga 3To TpebyeTcs;

K) UHBbIEe KOMMEHTapUN [Hanpumep, KaueCTBO UMK ageKBaTHOCTL NePBUYHON NMPOoDbI, Korda 3TO MOXET NocTa-
BUTb NMod COMHeHUWe peaynbTtaT UCCneaoBaHusl, pesynsraThl/MHTepnpeTauus oT BCrnomMoraTtenbHbIX (Cybnoapsia-
HbIX) nabopaTopuin, UICNOMb30BaHWE paspabaTbiBaeMblX NpoLeayp]; B oT4eTe A0MKHbLI ObITh YKa3aHbl UCCeaoBa-
HUA, KOTOpbIe ObINKM NpoBeAeHbl Kak YacTb HAayYHO-CCneaoBaTeNbLCKUX NporpaMmm 1 Anst KOTOPLIX He ObINU NpedbsiB-
neHsbl cneyndgmnyeckne TpeboBaHUSA K KAYeCTBY M3MEPEHNI, a Takke, ecnin TpebyeTcd, MHpopmMaLunus o npegene
oDHapyXeHNa N HeonpeaeneHHOCTU N3MepeHn OoMKHaA ObITh NpedbaBneHa No 3anpocy;

) ykazaHue nuua, ynoTHOMOYEeHHOro BbldaBaTb OTYET,;

M) OpUrMHan U KOpPEKTUPOBaHHbIE pe3ynbTaThl, eCni 3To TpebyeTcy;

n) noanuck nuua, ynormHOMoOYeHHOro NpOBEPATh UI BbldaBaTb pesyfbTaTbl, NPY BO3MOXHOCTH.

[TpumevaHune 1 —B OTHOWEHUN NEPEHNUCTIEHUS |) — MPU HEKOTOPLIX OBCTOATENBLCTBAX MOXET ObIThb LLENeco0n6-
Pa3HO PacnpocTpaHATb NepevHn nnn Tabnuubl BUONOrnMyYecknx pedepeHTHbIX MHTEPBANOB B MeCTax, rge Bce Nosb30Ba-
Tenn nabopartopHbIX YCIyr NoNy4arT OTYEThI O pesynerartax uccrnegoBaHum.

[TpnmedvaHune 2— CormacHo HAaUNOHamNbHbIM, PErMOHANbHBIM UKW MECTHLIM NPpaBuiiaMm MOXeT TpeboBaTbLCS
yKa3blBaTb HAMMEHOBAHNE N MECTO PACMONOXEHNA wnccneagoBaBwWen (MNn BCnomoratenbHon, cybnogpsgHon) nabopa-
TOPUN B OKOHYaTesribHOM OTHeTE.

5.8.4 Npwu onucaHnn NnpoBeaeHHbIX UCCrnegoBaHUN HEOHBXOANMO NOSb30BaTLCS CMTIOBApPEM, PEKOMeH0BaH-
HbIM O4HOW UMM HECKOJTbKUMIK U3 NepeYdnCrieHHbIX HKe opraHusaunamu:

- MexxayHapoaHelM coBeToM no ctaHaapTusauum B rematonorian, MCCI (International Council for Stan-
dardization in Haematology, ICSH);

- MexxgyHapoaHbiM oblectsoM no rematonornn, MOI (International Society of Haematology, ISH);

- MexxayHapogHou doeaepalnen KnmHndeckon xumun n nabopartopHon meanunHsl, MOKXIIM (International
Federation of Clinical Chemistry and Laboratory Medicine, IFCC);

- MexxgyHapoaHbiM coro3oM TeopeTudeckon 1 npuknagHon xummn, MCUIX (International Union of Pure and
Applied Chemistry, [UPAC);

- MexxayHapoaHbiM obuectsoM o Tpombozam un remoctasy, MOTI (International Society of Thrombosis
and Haemostasis, ISTH);

- EBponencknum kKoMMTETOM Mo cTaHgapTusaumn (European Committee for Standardisation, CEN).

COOTBETCTBEHHO, ONUCaHNA U pe3ynbTaThl AOIKHbI ClleAoBaTk HOMeHKNaType, pekoMeHaoBaHHOW OaHOW
NN HECKOJTBKUMI 3 NepevYnCneHHbIX HKe opraHn3aLnamu:

- MexxgyHapoaHbiM  COH30M BUoxnmmnm n monekynsapHon ouonornn, MCBMB (International Union of
Biochemistry and Molecular Biology, IUBMB);

- MexxayHapoaHbIM coto3oM Mukpobuonorndeckmnx obllects, MCMOQO (International Union of Microbiological
Societies, IUMS);

- MexxgyHapoaHbiM coto3oM MMmmyHonorideckux obuects, MCUO (International Union of Immunological
Societies, UIS);

- Konnegpkem amepukaHckux natonoroe (SNOMED International, College of American Pathologists);

- BcemupHoi opranmsaunen agpasooxpaHernsa, BO3 (World Health Organization, WHOQO).

5.8.5 Ecnu kayecTBO NonyvyeHHOM NepBUYHON Npodbl BbINO He NoAXoAALW MM ANS UccneaoBaHnga U Morno
Obl NOCTaBUTL pe3ynbTaT No4 COMHEeHMe, 3TO AOJHKHO ObITh OTMEYEHO B OTYETE.

5.8.6 Konuun nnn anekTpoHHbIE BEPCUN OTHYETOB O peaynbTartax A0MKHbI XpaHUTLCSH B NabopaTopun TakUm
0bpa3oM, KOTOpbLIN 0becrnevnBaeT bLICTPoE BOCTpeboBaHWe MHopMauun. AnnTenbHOCTL Nepmnoga XpaHeHUs Mo-
XET BapbUpPOBaTh, 0AHAKO COODLLEHHbIE pe3ynbTaThl A0MKHbI XPaHUTLCA Tak A0MNr0, Kak 3TO ANKTYeTCH MeanLLnH-
CKUMW NOTPEDOHOCTAMU NN HAUWUOHAaTINbHBLIMU, PperMoHanbH6IMU N MECTHLIMK NPpaBUANaMN.

5.8.7 JlabopaTtopust AomKHa UMeTb npoueaypbl HeMeanNeHHOro U3BELLEHUS BpaYa (Unin ApYyroro KnHUYecC-
KOro nepcoHarna, 0TBETCTBEHHOO 3a fleveHne DONLHOro), Korga pesynesratel UCCneaoBaHMs No CBOUM KpUTUYEC-
KUM CBOWCTBAM NonagaroT B MUHTepBan «TPeBora» U «KKPUTU4ecKoe COCTOAHUE» . OTO OTHOCUTCS U K pel3ynbTa-
TaM, NoNy4YeHHbIM NpU UccneaoBaHUM Npod BO BenoMmoraTensHoW (cybnoapaaHon) nadbopatopun.

5.8.8 [lnsa ynoBneTBOPEHMNSI MECTHBLIX KIMMHUYECKUX NOTpebHoCTen NabopaTtopus A0IMKHa onpeaennTb KpUTK-
Yyeckue napameTpbl DMoONOrnyeckoro MaTepuana n X TPEBOXKHLIE U KPUTUYECKUE NHTEPBArbI MO COrNacoBaHUIo C
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KMAHULMCTaMWN, NONb3YHOLWMMNCA yCyraMmn NladbopaTopun. 3TO OTHOCUTCA K UCCeoBaHUSIM BCEX BUOOB, BKIHO-
Yasd HOMUHanNbHbIE (KnaccudgukaunoHHbIe) U opanHanbHbIe (MopAaKoBbIE) NoKasaTernu.

5.8.9 Ecnu peaynsraTthl UccnegoBaHus ObINK NpeacTaBneHbl Kak MPOMEXKYTOUHBIN OTYET, NabopaTtopust 0bs-
3aTellbHO OOJPKHa NpegocTaBUTh M OKOHYaTelNbHLIN OTYET TOMY, KTO 3anpalunBan uccnegosaHue.

5.8.10 3anucn o 4enCTBUAX, NPEeanPUHATLIX NO pesynbsraTtamM, OTHOCALLMMCA K KPpUTUYECKOMY UHTepBany,
OOIMKHbI ObITh coXpaHeHbl. B HMX AomKHbI ObITh YKa3aHbl AaTa, BPeMSsl, OTBETCTBEHHbIV COTPYAHUK NabopaTopuu,
nnuo, KoTopoe ObITO N3BELLIEHO O pelynbTaTe, U pe3ynbTaT uccnegosaHus. Bece TpyaHOCTU, BO3HUKLLNE NPU Bbl-
MOSTHEHNU 3TUX TpeboBaHWW, AOMKHLI ObITh 3aperucTPUPOBaHbLI M pacCMOTPEHbI MPY NPOBEPKE.

5.8.11 PykoBoacTBo Nabopatopuin No KOHCYNbTaLWU C 3aKa3dMKoM UCCneaoBaHUA A0OMMKHO YCTAHOBUTL MNPO-
OOIMKUTENTbHOCTL BPEMeEHW OT HasHadeHUsa nccneaoBaHga 4o NonyyYeHUa OKOHYaTeNTIbHOro pesynbsrarta (BpeM4
obopoTa TecTa) Ans KaXkaoro U3 BMaoB nccrneaosaHni. Bpemsi obopoTta Tecta A0SHKHO COOTBETCTBOBATL KITUHU-
YEeCKUM NoTPEOHOCTAM.

[ormkeH ObITb YCTaHOBMNEH NOPAAOK N3BELLEHWUS 3aKkadyumka 0D oTCpoUKe nccnegoBaHud. Bpemst obopoTa
TecTa 1 cnocobbl 00paTHOW CBA3N C KITMHULMCTOM MO TaKOMY NoBoAYy AOCTKHbI ObITb OTCNEXEHbI, 3aperncTpmpoBa-
Hbl U NpoaHanM3npoBaHbl pyKoBoACTBOM Nnabopatopun. INpu HeobxoAUMOCTU, B OTHOLLEHWN BbISBMNEHHbLIX MPO-
Onem OOIKHbI ObITh NPEeANPUHATEI KOPPEKTUPYHOLLME OEUCTBUS.

OTO He 03HaYaeT, UTo KNUHUYECKU NepcoHan creayet MHpopMUpoBaTh 000 BCeX CnyvasX 3adep>KKU Bbl-
NOJITHEHUA NCcredoBaHWA, a NULLb B TeX CUTYaUUsIX, Korga Takaga oTCpoYvKa MOXKeT NMoBpeduTh NevyeHIo NauneHTa.
HomkHa ObITh paspaboTaHa npoueaypa, cbecnevmBaroLlasl CotTpyaHUIecTBO KNUMHUYECKOro 1 NabopaTopHOro nep-
COHana.

5.8.12 Ecnu pesyneTaTt UccrneaoBaHus, BbINOMHEHHOrO BO BCnoMoraTtenbHon (cybnoapsgHon) naboparto-
PUN, NOANEXUT NepecyeTy (Nepesoay B Apyrue eanHULbI, NPUHATEIE B OCHOBHOW NMabopaTopun), A0JTKHbI ObITh
NpUMeHeHbI NpoL.eaypbl MPOBEPKU NPaBUNbLHOCTMU 3TOMO NepecyeTa.

5.8.13 [labopaTtopus aomkHa pacrnonaraTtb YeTKO AOKYMEHTUPOBaHHLIMK NpoLieaypamun AN Bblaavuun pe-
3ynbTaToB UCCNeaoBaHUN, BKITIoYasA AeTallbHOe yKasaHue UL, OTBETCTBEHHbIX 3a BblAavy pesynbTaToB, U UL, —
nony4varenein pesynetatoB. JomkHbl ObITh pa3paboTaHbl NpaBuna Ans Bbldadn pe3ynsLtaToB HenocpeacTBEHHO
nauueHTam.

5.8.14 JTabopaTtopus aosmkHa paspabdboTtaTh NOPAACK U NPaKTUKY, KOTopble obecneymBanu Obl Nepegavy pe-
3yNbLTaToB Mo TenedoHy 1 No APYrMmM 3NeKTPOHHLIM CpeCcTBaM CBA3N TOJNbKO YNOMTHOMOYEHHbLIM noslydyaTensm.
Peaynkrarhl, nepeaaHHble YCTHO, A0STKHbI ObITh NOATBERKAEHbLI 3aperMcTpUpOBaHHBLIM OTYETOM.

5.8.15 JlabopaTtopus AomkHa UMeTb B MMCbMEHHOM BUAE NMOPsSiA0oK U Npoueaypbl M\ameHeHnst oT4eToB. [Jon-
XXHbl ObITb 3aperncTpupoBaHbl BpeMs, AaTa U UMA Nyua, OTBETCTBEHHOrO 3a UaMeHeHue. ['1py BHeCEHUU N3MEHE-
HUWA OpUrMHanbHbIE 3annck A0MKHbI ObIThb coxXpaHeHbl. OpUrMHarnbHble 3NeKTPOHHbIE AOKYMEHTLI CreayeT coxXpa-
HATb U U3MEHEHNS1 BHOCUTL C MOMOLLbIO COOTBETCTBYIOLLIEN PedaKTOPCKOW npoLeaypel Tak, YTobbl OTYET YeTKO
yKa3blBas1 BHECEHHbIe U3MEHEeHU4.

5.8.16 Peaynberathl, KOTOpbLIE ObINU YUTEHbI MPY NPUHATUN KNUHUYECKUX PELUEHNN 1 PEBU3OBAHLI, CneayeT
XpaHUTb B nocrneayowem odlem oTyeTe C YeTKUM yKasaHMeM TOro, YTO OHU NoaBeprnnuck nepecmoTtpy. Ecnn
cucTemMa otyeTa He MOXeT PUKCUPOBaTb YNyULLIEeHUs, UBMEeHEHUA N NonpaBKW, A0MMKEH ObITb UCNOSIb30BaH
XypHan NnpoBepoK.
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[MpunoxeHune A
(obAa3aTenbHoOe)

ConocTtaBneHne CTPYKTypbl HacTosLlero craHgapTa co CTpyKTypaMu MeXxayHapoAHbIX cTaHAapToB
NCO 9001:2000 u ICO/MIK 17025:2005

CraHgaptbl cepun MNCO 9000 saBnsawTCA MCXOAHBIMW OOKYMEHTaAMW ANS CTaHO4AapTOB CUCTEMbI MEHEePKMEH-
Ta KadectBa. Tabnuua A.1 nnniocTpupyeTr KOHUENTYyalnbHbIE B3aWMMOOTHOLWEHUST MEeXAy HacTosWuM CTaH4apTOM W
MCO 9001:2000. XOTA MHOrnMe nonoXeHusi CUCTEMbl MEHEMKMEHTA Ka4eCcTBa, B TOM YnUCe OTBETCTBEHHOCTb PYKOBOA-
CTBa, OpPUEHTAUMNS Ha NOTPebuTens, AOKYMeHTalbHbIM KOHTPOIb, PAcCMOTPEHNE PEe3yNbTaTtoB PYKOBOACTBOM, BKITHOYE-
Hbl B JaHHOE M34aHMe HaACTOSLEro craHgapra, BO3MOXHO bonbluee cooTBETCTBME ¢ ncxogHoimn cepusmm ACO 9000
byaeTt AOCTUIHYTO Npu CNeayiowem NePecmoTpe.

dopmaT HacToswero umagaHusa bonee ToyHo oTpaxaet opmatr MCO/M3BK 17025:2005, ncnonb3oBaHHOIO Kak
MOAENb CTPYKTYPL! HACTOSIWEro cTaHA4apTa € y4eToM cneyndonkn MeguumnHCKNX (KNUMHMYecknx) nabopartopun. B Tabnum-
ue A.2 npeactaBrieHO COMOCTaBNEHNE CTPYKTYP 3TUX AOKYMEHTOB.

Tadbnunua A1 — ConoctaBneHne CTPYKTYPbl U CTPYKTYPHbLIX 3MTEMEHTOB HACTOSILWLEro CTaHaapTa CO CTPYKTYPOWU CTaH-
napta ACO 9001:2000"

Ctpyktypa ACO 9001:2000 CTpyKkTypa HacTtoswero craHgapra

1 Obnactb NPUMEHEHUS 1 Obnactb NPUMEHEHUS

1.1 Obwme NonoXeHus —

1.2 [NpumeHeHne —

2 HopmaTuBHbIE CCbINKK Z2 HopmaTuBHbIE CCbINKK

3 TepmMmuHbl 1 onpeaeneHns 3 TepMuHbl 1 onpeaeneHns

4 Cuctema MeHeIKMEeHTa KadvecTBa —

4.1 Obwme TpeboBaHuS 4.1.5
4.2 CuctemMa MeHemKMEHTa KavecTBa
4.2 TpeboBaHUs K OKYMEHTaM 4.3 YnpaBneHune [OKyMeHTaunen
2:1%peaHanmmqu|{me npoueaypsol
4.2.1 Obwme nonoKeHus 4.2.3
4.2.2 PykoBOACTBO NO KA4eCcTBY 4.2.4
4.2.3 KOHTpONb OOKYMEHTOR 4.3 YnpaBneHune [OKyMeHTaunen

4.13 YnpaBneHne 3anncsamm
5.3 [labopaTopHoe obopyaoBaHue

4.2.4 KOHTpONb AOKYMEHTAaNbHOW perncrpaunm 4.13 YnpaBneHne 3anncsamm
5.8 OT4YETHOCTbL O pesynbrarax

5 OTBETCTBEHHOCTb PYKOBOACTBA —

5.1 Obsi3aTenbCTBa PyKOBOACTBA 4.1.2

4.1.5, nepeuncnennst a) n h)
4.2.1;,4.2.3

1) 3ameHeH, pnencrteyetr MCO 9001:2008. B wnactoswem craHgapte npuBegeHa ccoinka Ha KCO 9001:2000,
T. K. HACTOSAWMN CcTaHOAPT SIBNSETCHA MOAEHTUYHbIM NO oTHOWeHuo K gencteyowemy NCO 15189:2007.
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[IpooormkeHue mabrniuusi A. 1

Ctpyktypa ACO 9001:2000

CTpyKTypa HacToOALLEero craHgapra

5.2 OpueHTtaumsa Ha noTpebutens 4.1.2

5.2.3

5.4.2
5.3 lNonntuka B 0bNactn KavecTBa 415 4.2.3
5.4 [lnaHnpoBaHune —
5.4.1 ObbeKkTbl KavyecTBa 4.2.3
5.4.2 lnaHnpoBaHne CUCTeMbl yrpaBrieHNs Ka4eCTBOM 4.1.5

5.5 OTBETCTBEHHOCTb, NONTHOMOYNS U CBA3U

5.5.1 OTBeTCTBEHHOCTb U NOJTHOMOYUSA

4.1.5, nepeuncnenne f)
5.1.3

5.1.4

5.5.2 llpeacraBneHne pykoBoACTBA

4.1.5, nepeuncnenue i)

5.5.3 BHyTpeHHME CBA3N

4.2.1
4.2.4
5.2.8

5.6 PaccmoTpeHne pykoBOACTBOM

5.6.1 Obwmne NonoxeHus

4.15 AHanu3 co CTOPOHbI PYKOBOACTBA

5.6.2 laHHble anst paccMoTpeHuns 4.15.2
5.6.3 Peaynbrartbl paccmMmoTpeHus 4.15.3; 4.154
5.7.1

6 YnpasneHne pecypcamm

6.1 Obwmne NonoxXeHus

4.1.5, nepeuncrneHne a)

6.2 Jlioackne pecypcsl

6.2.1 Obwmre NonoxeHus

4.1.5, nepeuncrneHue g)
5.1 lNepcoHan

6.2.2 KOMNETEHTHOCTb, 3HAHUSA U YMEHUS

5.1.2
5.1.6
5.1.10
5.1.12

6.3 VIHpacTpykTypa

4.6 [pnobpeTeHne ycnyr n 3anacos
5.2 [lomelweHnsa n yCcroBus OKpyXatoLlWwen cpeabl
5.3 JlabopaTopHoe obopyaoBaHue

6.4 Pabovas cpepga

5.2 [lomeweHns n ycroBusi OKpyXKatowen cpenb!
5.3 JlabopaTtopHoe obopyaoBaHue

7 Peannsaunsa npoaykra

7.1 [NlnannpoBaHue peanuiaumm npoaykra

4.10

5.2 [lomelweHnsa n yCcroBus OKpyXatoLlWwen cpeabl
5.3 JlabopaTopHoe obopyaoBaHue

5.6 OTYETHOCTb O pesynbrarax
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Ctpyktypa ACO 9001:2000

CTpyKkTypa HacToslero craHgapTa

7.2 Tlpouecchl, OpUEHTUPOBAHHbIE HA NOTpebuTens

7.2.1 Onpepgenenne TpeboBaHNK K NPOAYKTY

4.4 PaccmoTpeHne KOHTPAaKTOB

7.2.2

PaccMoTpeHne TpeboBaHMM K NPOAYKTY

4.4 PaccmoTpeHne KOHTPAaKTOB

7.2.3 CBA3b C notpedutensamu

4.7 KoHCynbTaunOHHbIE YCIYIW

4.8 [NpeTeH3unn

4.7 KOHCyNnbTaunOHHbIE YCIYIU

4.8 [NpeTeH3unn

5.5.6 ObecneveHne kavecTBa aHaANMMTUYECKUX Mnpoueayp
5.5.7 [locTaHanuTudeckue npoueaypesol

5.8 CoobueHne pe3ynbraTtoB

7.3

PaspaboTka n pasBuUTUE

7.3.1

Pa3paboTka U pasBUTUE MNaHNPOBaHUS

5.2 NomelweHns n ycrnoBust oOKpyxaruwien cpeabl
5.3 [labopaTopHoe obopyaoBaHue

7.3.2 VicxoaHble AaHHble Ans paspaboTku u pasBUTUS

7.3.3

Pe3ynbTathl pas3paboTku v pa3BUTUS

7.3.4 OueHka paspaboTku 1 pasBUTUS

7.3.5 lNoaTBepxageHne paspaboTkm n pasBUTUS

7.3.6 KoHTpOnb 3a M3MEHEeHUsIMU B pa3paboTke U pasBUTUM

7.4 TlpnobpeTteHune

7.4.1 lNpouecc npnodbpeTeHus

4.5.1
4.6 [prnobpeTteHne ycnyr n 3anacos

7.4.2 Nnhopmaums o npnodpeteHnn

7.4.3 Bepudurkauma npnobpeTeHHbIX NPOAYKTOB 4.6.2

5.5.3
7.5 CHabxeHne npoaykumen n ycryramm —
7.5.1 KOHTpOnNb cHabxeHus NpoaykumMen n ycnyramm 4.2.5

5.2 NomelweHns n ycrnoBust oOKpyxaruwien cpeabl
5.3 [labopaTopHoe obopyaoBaHue

5.4 [lpeananntundeckmne npouenypol

5.5 Ananutnyeckne npoueaypbl (METOONKN)

5.7 TlocTaHanntn4yeckmne npoueaypeol

7.5.2 lNoaTBepXgeHne npoueccoB CHabXeHns NPoayKUNeEn

5.3 JlabopaTopHoe obopyaoBaHue

n ycnyramu 5.5.1
5.5.2
7.5.3 VlgeHTnukaumsa m npocnexXmBaemMmocCTb 5.4.5

5.6 ObecnevyeHne KavyecTBa aHanUTUYECKNX MPOLEAYP

7.5.4 CobCcTBEHHOCTb NOTPEdUTENS

7.5.5 CoxpaHeHne npoaykra

5.5 Ananutnyeckne npoueaypbl (METOONKN)
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OkonyanHue mabrnuubi A.1

Ctpyktypa ACO 9001:2000 CTpyKTypa HacTosAllero craHgapra

7.6 KOHTpONb YCTPOUCTB MOHUTOPUHIA U U3MEPEHUS 4.2.5
5.3 JlabopaTopHoe obopyaoBaHue
5.6 ObecnevyeHne Ka4vecTBa aHanUTUYECKNX MPOoLEeayp

8 N3amepeHne, aHanma n coBepLUEHCTBOBAHUE —

8.1 Obwne nonoxeHus 4.9 YnpaBneHue B cny4asixX BbISIBIIEHUS UCCegoBaHUM,
HE COOTBETCTBYIOWMX YCTAHOBMNEHHbIM TPebOBaAHUAM

8.2 MOHUTOPUHI U namepeHmne 5.6 ObecneveHne KavyecTBa aHanUTUYECKUX npoueayp
8.2.1 YpoBneTBopeHune notpebutens 4.8 [NpeTeH3unn

8.2.2 BHyTpeHHUn aygut 4.14 BHyTpeHHME MpOBEPKU

8.2.3 MOHUTOPUHI U n3aMepeHne npoLECCOB 4.2.5

8.2.4 MOHUTOPWHI N N3aMmepeHne nNpoaykra 5.5 Ananuntnyeckue npoueaypbl (METOONKN)

5.6 ObecnevyeHne Ka4vecTBa aHanUTUYECKNX MPOLEAYP
5.7 [locTaHannTnyeckne npoueaypsl

8.3 KoHTponb npoaykra, He COOTBETCTBYOLWEro Tpebosannsam | 4.9.1
4.9.2
4.10 Koppektupyrouwmne aencrBus

8.4 AHanu3 gaHHbIX 4.9.1
4.12.1
4.12.2

8.5 CoBepLIeHCTBOBaHME —

8.5.1 lNocToAHHOE COBEpPLIEHCTBOBAHNE 4.12 YnydweHwue
8.5.2 Koppektupytowme mepsbl 4.12.2
4.12.3

4.10 Koppektupyrouwmne aencrBus

8.5.3 llpeaynpeantenbHble Mepbil 4.11 lNpepynpexgatowme 4encTBus

Tabnwuuya A.2—ConocraBneHne CTPYKTypPbl U CTPYKTYPHBLIX aNeMEHTOB MmexagyHapoaroro ctaHgapta MCO/M3K 17025:2005
N HACTOSILLEro craHagapra

Ctpyktypa MCO/MIK 17025:2005 CTpyKTypa HaACToOsALLero craHgapra
1 Obnactb NPUMEHEHUS 1 Obnactb NPUMEHEHUS
2 HopmaTuBHbIE CCbINKK Z2 HopmaTuBHbIE CCBLINKK
3 TepmMmuHbl 1 onpeaeneHns 3 TepMuHbl 1 onpeaeneHus
4 TpeboBaHUSA K MEHEPKMEHTY 4 TpeboBaHUSA K MEHEIKMEHTY
4.1 OpraHnsauus 4.1 OpraHmsaums 1 MeHEMKMEHT
4.2 Cuctema MEHEeIKMEHTA 4.2 Cnctema MEHEMKMEHTA KavecTBa
4.3 YnpaBneHne goKyMeHTaunewu 4.3 YnpaeneHne gOKyMeHTauunewu
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CtpykTypa MCO/MIK 17025:2005

CTpyKkTypa HacToslero craHgapTa

4.4 AHanus 3anpocoB, 3adBOK Ha MNOCTABKY U KOHTPAKTOB

4.4 PaccmoTpeHne KOHTPAaKTOB

4.5 3aknodveHne cybnoapsiaoB Ha NpPoBeAeHUE UCTbITa-
HUN N KannbpoBKK

4.5 ViccnegoBaHus BO BCNoMoraTenbHbIX (cybrnogpsa-
HbIX) nabopaTopusix

4.5 TlopyyeHne nenolitTaHm N KannbpoBOK

4.5 VlccnepoBanmns BO BcnomoraTernbHbIX (Cybnoapsa-
HbIX) nadoparopusx

4.6 [NpnobpeTeHne ycnyr n 3anacoB

4.6 lNpnobpeTeHne ycnyr n 3anacos

4.7 ObcnyXmBaHne 3aKas4MKoB

4.7 KOHCynbTaunOHHbIE YCINYyIn

4.8 [NpeteH3nn

4.8 [NpeteH3un

4.9 YnpasneHue pabotamm No ucnbiTaHUAM U/KMNKU Kanmob-
POBKE, HE COOTBETCTBYIOWMMUN YCTAHOBINEHHbIM TpeboBa-
HUAM

4.9 YnpaeneHune B cny4asix BbISBNEHUA NCCnegoBaHnm,
HE COOTBETCTBYIOWMNX YCTAHOBIMEHHbIM TPEDOBAHNSAM

4.10 YnydweHne

4.12 YnydweHwne

4.11 Koppektvpywowme aenciems

4.10 Koppektunpyowme aencriBus

4.12 lNpegynpexgaowme aencTBus

4.11 Tpegynpexgarowme aencrBus

4.13 YnpaBneHne 3annucsamu

4.13 YnpaBrneHune 3anucsamu

4.14 BHyTpeHHUe npoBepKU
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[MpunoxeHue B
(cnpaBo4HOE)

PekoMeHaauLuuun no 3awjure HEIGOpElTOprIX I/IHCIDOpMaLI,I/IOHHbIX CUCTEM

B.1 Obwue nonoxeHus

B.1.1 Peaynbrartel nccnegoBannm n nHopmaums SBNSIOTCA NpoayKTamMm aesitenbHOCTU nabopartopun. MNockonb-
KY KOMMbIOTEPHbIE CUCTEMbI MOIYT ObITb MOBPEXAEHbI U NOABEPIHYTbl Pa3fINYHbIM BMELLATENbCTBAM, AOJIKEH ObIThb
YCTAHOBINEH NOPSAOK 3aWMThbl NAUMEHTOB OT yuwepba, NPUHOCUMOro NOTEPEN UIMU UCKAXKEHNEM OAHHbIX.
lpyBegeHHbIE B HACTOSAWEM MNPUNOXEHUN PEeKoMeHZauun HanpasfieHbl Ha OOCTUXEHWE BbICOKOro YPOBHS
LENOCTHOCTU AaHHbIX/MHopMaumm B NnadbopatopHbiX MHPOpMaUMOHHBIX cnctemax (ganee — J1IC).
TpumMmeydyaHne— 3TN PEKOMEHAAUMN HE MOTYT ObITb NMPUMEHEHbI:

- K HACTOINbHbIM KanbKynsTopam,;

- HEOONbWUM NMPOrpaMMUpPyeEMbIM  TEXHUHECKUM KOMMbIOTEPAM,;

- BHELWIHEMY KOMIMBbIOTEPHOMY ODCNY>XMBAHWUIO;

- KOMMNbIOTEPAM, KOTOPbIE UCNONb3YIOTCH TOMNBKO AN NeYataHns TEKCTOB, B KA4YeCTBE 3MEKTPOHHbLIX Tabnuy nnm
ans NogobHbIX MOHOUENEBbLIX PYHKLUWN;

- MUKpoOnpoueccopam, SBMSAKLWMMCH HEOTbEMNEMON HYacTbio Npubopa ans nccnegoBaHun,

B.2 Okpyxarwwan cpeaa

B.2.1 KoMnbloTepHbIE YCTPOUCTBA U 0bopyaoBaHUE crieyeTt cogepXaTtb B UMCTOTE, paboToCnOCOBHOM COCTOAHUN
N pa3Mmellatb B MeCTax, YCIOBUS OKPYXaloLWen cpedbl KOTOPbIX OTBEYaloT TEXHUYECKUM YCIOBUAM N3rOTOBUTENS.

B.2.2 KOMNOHEHTbI KOMMbIOTEPA U 30HbI XPaHEeHUs! A0IMKHbI ObITb NErKkOAOCTYNHbI ANA CPEACTB MOXaPOTYLLUEHUS.

B.2.3 lNpoBoga nnun kabenun KoMnbloTepa, pacnonoXeHHble B NPOXOAHbIX NOMELWEHUAX JOIKHbI ObiTh 3alUULLEHbI.

B.2.4 HomkeH BbiTb 0becneyeH HEeOTKNIYaeMbli UCTOYHUK SNEKTPONMUTAHUS.

B.2.5 Ycrpouctea, cogepxawme nHdhopmMmaumio, A0rmKkHbl ObiTh 3aWMLLEHBI OT HECAHKUMOHMPOBAHHOIO AOCTYyNA.

B.3 Py4yHble npoueanypbl

B.3.1 lNonHoe pykoBOACTBO MO KOMMBIOTEPHLIM Npoueaypam (BO3MOXHO U B 3NEKTPOHHON hopmMe) AOIKHO ObITh
NPeaoCTaBNEHO NEPCOHAny, KOTOPbIM  AONYLWEH K padboTe Ha KOMNbIOTEPE.

B.3.2 JlabopaTopHoe pyKOBOACTBO MO KOMMbIOTEPHBLIM Mpouegypam crnegyer nepecmaTpmBaTb 4epes yCTaHOB-
NEHHbIE MHTEpBanbl BpeMeHW. [lepecMOTPEeHHOE PYKOBOACTBO AOIMKHO ObiThb MOATBEPXKAEHO 3aBeaylowmm naboparto-
pyen unn nNnUoMm, Ha3Ha4YeHHbIM AN 3TON PYHKUNN,

B.3.3 JormkHbl BbITh paspabotaHbl NMMCbMEHHbBIE NPOLEAYPL! N0 3aWnTe JaHHBIX UMM KOMMBIOTEPHOIO 060pyaoBa-
HUS, UKW TOFO N APYroro B Crydae BO3ropaHus Ui noBpexaeHus annapaTtHoro unm nporpamMmmHoro obecneqeHus.

B.4 OxpaHa cucrtembl

B.4.1 KoMnbloTepPHbIE NpOrpamMmmbl AOMKHbI ObITb COOTBETCTBYIOWMM 06pa3omM 3alUULWEHB! OT NOBPEXAEHUS UNN
paspyweHns npu cny4anHom WU HeCaHKUMOHUPOBAHHOM MCMONb30BaHUM.

B.4.2 NonxeH ObITb YCTAHOBMNEH CTPOrMKU NOPAAOK BblAaun paspelleHnin Ha UCTIONb30BAHUE KOMMbIOTEPHON CUC-
Tembl. JJOIMKHO BbITb YETKO ONpeaeneHo, KTo UMEeT NpaBo A0CTyNa K A4aHHbIM MauMEHTOB U KTO UMEET NpaBo BBOAUTL U
N3MEHSATb Pe3ynbTaThl, UBMEHSATb CHETA U NPeobpasoBbIBaThL MPOrpamMmebi.

B.4.3 Ecnun vepes JIMC BoamoOxeH OOCTYN K AaHHbIM APYIMX CUCTEM (Hanpumep, gapmaueBTUHECKUM U Meau-
LMHCKUM AaHHbIM), AOMKHbI ObITh NPEAnPUHATLI COOTBETCTBYIOWME MEPbI KOMIMBIOTEPHOW 3aLUNTBI OT HEpAa3pPEeLIEHHOro
aoctyna K atum gaHHoeim vepes JINC. JINC He aonxHbl NMO3BONATH NoABEPratb ONacHOCTU 3aWnTy OPYrmx CUCTEM.

B.5 BBoa AaHHbLIX 1 OTYeThI

B.5.1 [laHHble MauMeHTOB B OTYETax U Ha 3KpaHax AOMXHbl ObiTb CBEpeHbl C BBEAEHHbIM OPUrMHaNom, 4YTobbl
yOeanTbCa B UX LUENOCTHOCTU Yepe3 onpeaeneHHble MHTepBarbl BPpEMEHN NyTeM ODHapyXeHust olumnbok B nepegade,
XpaHeHnn n obpaboTke AaHHbIX.

B.5.2 lNpn Hannumn mHOrmMx konun t1abnuuy B cucteme (Hanpumep, brnonormyveckne pedpepeHTHbie MHTEPBAarbl Kak
B JINC, Tak n B 6ONbHUYHOW MHPOPMALMOHHOW CUCTEME) UX crneayeT Nepnoanyeckn cpaBHMBaTbh Mexay cobown, 4ToObl
ybeanTbCs B UAEHTUYHOCTU BCEX UCNONb3YyEMbIX KONMK. Ha paboyvem mecTte A0mKHbl ObiTh B HANMYUKU COOTBETCTBYOWME
OOKYMEHTbI, pernameHTupyowmne npouecc KonmpoBaHUA WUIN CPaBHEHUS.

B.5.3 [JomxHa cyuwecTBoBaTb AOKYMEHTaUUS, yCTaHaBNMBaloLWas nepnognvyeckum nepecmoTp pacyeToB, NPoOBOaN-
MbIX KOMMbIOTEPOM C AAHHbIMW MALMNEHTOB.

B.5.4 NanHbie Ha Bbixoae mn3 JINC B hopme MEANLUMHCKUMX OTYETOB NPEeAcTaBnstoT cobon AaHHble HENOCPEOCTBEH-
HO O NnedeHun naumeHTta. COOTBETCTBEHHO, 3aBeAyOWMN nabopaTtopuen QOMmKeH NoaTBepXaaTtb U nNepecmaTpuBaTth
coaepxaHue n opmart nabopaTtopHbIX OTHETOB C Lenblo yoeantbes, YTO OHU 3PMPEKTMBHO OTpaxkatoT nabopaTopHble
pes3ynbTaTbl U COOTBETCTBYIOT NOTPEDHOCTSAM MEAUUMHCKOro nepcoHana.

B.5.5 [1aHHble, BBEAEHHbIE B KOMMNbIOTEPHYIO CUCTEMY PYYHbIM UMM aBTOMATUYECKUM METOAOM, AOIKHbI ObITb
NPOBEPEHbI AN NOATBEPXKAEHUS UX NMPaBUIMBHOCTU Mepes OKOHYaTelNbHbIM MPUHATUEM U BblAaYen KOMIMbIOTEPOM.

B.5.6 Bce pesynbrarbl A4OIMKHbI ObITb CBEPEHbI C 3apaHee onpeaeneHHbIM YPOBHEM ANS UCCNEA0BaHUSA JAHHOTO
BUAa, 4tobbl OBHAPYXUTb KX abcypaHOCTb WK HeNpaBaonogobHOCTb Nepea MNPUHSATUEM U Bblaven pesyrnbraToB
KOMMNbIOTEPOM.
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B.5.7 Cucrtema Bblga4ym pesyrneraTtoB AOMKHA cooblartb KOMMEHTAPUN OTHOCUTENBHO KadecTBa npobbl, KOTOPLIE
MOIYT NOBMUSATb HA TOYHOCTb PE3yNnbTatoB UCCNEAOBAHUSA (HANPUMEP, NUNEMMNYECKUE, FeMONTM3NPOBAHHbLIE NPOOLI), W
KOMMEHTapUM NO MHTEPMNPEeTaLun TaKUX pe3yrnbTraToB.

B.5.8 HomkeH 6biTb paspadbotaH mexaHnsam ayamTa, no3sonaowmm nabopatopmum naeHTMOuUMpoBaTb Nnu, KOTO-
pble BBEMU UMW BUWOOU3MEHWUITM OAaHHblE NAUWEHTa, KOHTPOrNbHbIE hannbl UMN KOMIMbIOTEPHbIE NPOrPaMMbil.

B.6 Nouck n xpaHeHue AaHHbIX

B.6.1 CoxpaHeHHble AaHHble O pesynbrartax UccrnegoBaHus naumeHTa (ganee — pesynbrarbl NaunueHTa) n apxmBe-
Hasi MHoOpMaLUUA OOMKHbl ObITb AOCTYMNHbLI NPOCTOMY U HECNOXHOMY NMOUCKY B TEYEHNE BPEMEHWU, COOTBETCTBYIOLLEND
NOTPEDHOCTAM NeYeHnsl nauneHTa.

B.6.2 KomnboTep AomkeH bObITb CnocobeH NONHOCTBIO BOCMNPOM3BECTU apXUBUPOBAHHbLIE PEe3ynbTaTbl UCCNEA0Ba-
HUS, BKNOYas BUONOrMYeckun pedeperHTHbIN MHTEpBar, NPUCYLWMN JaHHOMY UCCNeaoBaHUIo, Kak 1 Nobble OTKIMOHEHUS,
NPUMEYaHNA NN 3aMedaHns No MHTepnpeTaunmn, OTHOCALWMECSH K pes3ynbrarty, a TakKke HeonpeneneHHOCTb N3MEpPEHUS
BO BPEMS €ro npoBeaeHus.

B.6.3 danHble nauneHta n nabopartopmm O0IMKHbI ObITb AOCTYNHbI AN NOUCKA B PEXUMe OH-NavH B 0D03HAYEH-
HbIX NMEepUo BPEMEHWU, 3aBUCALLMA OT NMOTPEbHOCTEW AAaHHOW OpraHu3auun.

B.6.4 CpeacrtBa, Ha KOTOPbIX XPaHATCS AaHHble, KaK NMEeHTbl, TaK U1 AUCKWN, AOMXKHblI OBblTb COOTBETCTBYIOLLMM
obpasomMm MapKUpoBaHbl, COXpPaHeHbl U 3alWULLEeHbl OT MOBPEXAEHUA U HECAHKUNWOHUPOBAHHOIO MUCMONb30BaHUA.

B.6.5 HomxHa cywecTtBoBaTtb athdekTuBHas obpaTHas CBsdb AN NpeaoTBPpaLlLeHns yTpaThl AaHHbIX O pe3yrbrarax
NauneHToB B cry4vae gedeKkra KoOMNbloTepa Unm nNporpaMmmMmHoro obecneqeHums.

B.6.6 Cuctembl KOMNLIOTEPHON TPEBOIM (0OBbIMHO OCHOBHAas KOMMbIOTEPHASA KOHCOIb, OTpaxawuwas coCcTossHue
annapaTtHoro n CUCTEMHOIoO obecneYeHns) cneayeT perynspHo npoBePsiTb U UCMbITbIBATL HA NPEeAMET UX HOPMAanbHOro
POYHKLUNOHNPOBAHUA.

B.7 AnnapaTtHoe 1 nporpaMmmMHoe obecneveHue

B.7.1 omkHbl ObITb B HANU4YMM B NUCbMEHHOM BUAe METOAUKU U MONHAA permctpauns Bcero npounaktnyeckoro
obCcnyXMBaHUS annapartHoro obecneveHus.

B.7.2 JINC pomxHbl BbITb NPOBEPEHbI NOCNEe KaXXA0ro Bo3Bparta UM BOCCTAHOBNEHUS hannoB ¢ AAaHHbIMU C
Lenbo yoeanTbCsl, YTO HE NPOU3OLLNO HEXenaTenbHbIX N3MEHEHUN.

B.7.3 Owunbkn, obHapyXeHHble NPU KONUPOBaHUKW, AOIMKHbI ObITb AOKYMEHTUPOBAHbLI C YKA3aHMEM MPEeAnpPUHSTBIX
MEP MO UCNPaBNEHUID, N O HUX AOJHKHO ObITb COOOWEHO OTBETCTBEHHOMY NULY B nadopatopuw.

B.7.4 JTlobble nameHeHns1 B annapatHOM U nporpaMmmMmHoM obecneveHun AOIMKHbl ObiTb YTOUHEHbI, NOATBEPXKAEHDI
N NOJNTHOCTBLIO AOKYMEHTUPOBAHbLI C LUENbo yAOCTOBEPUTL MPUEMITEMOCTL U COOTBETCTBUE U3MEHEHUN.

B.7.5 3aBeaywowmn naboparopuen unm BolgeneHHoe ans aton yHKUMM NULO HECET OTBETCTBEHHOCTL 3a TOYHOE U
3PP EKTUBHOE NpeaoCTaBNeHNe Pe3ynbTatoB UCCNeaOBaHNN 3aKka3aBLlLEMY UX KIMHULNCTY U NPOBEPSIET BCE U3MEHEHUS
B KOMMbIOTEPHON CUCTEME, KOTOPble MOrnu bbl NOBNUATL HA NevYeHne HBOonbHOro.

B.7.6 Nocne ycTaHOBKM UINN U3MEHEHUN U MOANDUKALMIW NPorpamMmmel 4OIMKHbI ObITb NPOBEPEHBLI B OTHOLWEHUN UX
NpaBuNbHOrO0 PYHKLUWOHNPOBAHUA.

B.7.7 Llenn nporpammebl, crnocob ee PyHKUNOHUPOBAHUA U B3aUMOAENCTBME C APYIMMU NporpaMmmMmamMmn JOJTKHbI
ObITb ACHO yCTaHOBIMEHbl. CTeneHb geTtanniaaunn cBeAeHun A0ImKHa bbiTb agekBaTHOW, YTOBbI cnOcOBCTBOBATL MOUCKY
HEUCNPAaBHOCTEN, MOAUMDUKALMKN CUCTEMbBI UMK MPOrpaMMmUpPOBaHUSA, €CNN 3TO MPUEMITEMO, BbINOMNHAEMBIX ONepaTo-
POM Ha KOMIbIOTEPE.

B.7.8 BaanmogencrteBue ¢ KOMNbOTEPHON CUCTEMOW AOIMKHO 0bneryntb OCBOEHMEe HOBOW UK mMoandukauuto
ctapon JINC.

B.7.9 B nabopartopun A0mKHO BbiTb HA3HA4YEHO NMULO, KOTOPOMY CrneayeT HEMEeANTEHHO coobuwaTh O CYLLECTBEH-
HbIX HaApyWeHUAX B PYHKUNOHUPOBAHUN KOMIMBIOTEPHON CUCTEMBI.

B.8 ObcnyxuBaHue nadbopaTopHbIX MHPOPMALMOHHbLIX CUCTEM

B.8.1 Bpemsa npocTosi, BblaBaHHOE HeobxoaumbiMm obenyxuBaHnem JINC, gomkHO ObiTb CNNAHUPOBAHO TakK, YTO-
Dbl CBECTU A0 MUHMMYyMa CPOK NpeKkpaweHust 0bCnyXnBaHns NauneHToB.

B.8.2 [omxHbl 6bITb B HANMU4YUKM B NUCbMEHHOM BUAE METOAMKN OTHOCUTENbHO NOBEAEHUS NPU BbIKIMIOYEHUN W
BOCCTAHOBNEHUN PaboTbl BCEW CUCTEMbI UMK €€ YacTu, Ans obecneveHnss COXPaHHOCTU AaHHbIX, HEMPEPbIBHOCTU Npeao-
CcTaBlieHns1 NabopaTtopHbIX yCnyr W npasuibHOro yHkunoHnposanus JIMC nocne BoccTaHOBNEHUS €€ paboThl.

B.8.3 HonxHbl 6bITb B HANMYUM B MMCbMEHHOM BUAE METOANKM OTHOCUTENBHO NOBEAEHUS MPU NMPOCTOE APYrnx
CUCTEM, B YACTHOCTH, OONMbHUYHOW WHMPOPMALNOHHOW CUCTEMBI, A5 obecneveHnss LUernocTu JdaHHbIX MNaUUeHTOB.
HomkHbl BbITb AOCTYNMHBI METOAMKU ANA NOATBEPXKAEHUS OTKPbITUSA APYIMX CUCTEM U ANsl 3aMeLleHnsa nnm obHOBNEHNS
PannoB ¢ AaHHLIMMW.

B.8.4 He3zannaHnpoBaHHbIE BLIKIMIOYEHUS] KOMMNBIOTEPA, NEPNOAbl «3aBUCAHUST» CUCTEMBI (BPEMS OTBETA) U APY-
rme npobnembl B paboTe KOMNbIOTEPA AOIMKHbI OblThb AOKYMEHTUPOBAHLI, BKITIOYAs NPUYMHBI HApyWeHun B paboTte m
NPUHSATBIE MEPbI MO UCMPAaBIIEHUIO.

B.8.5 NomkHbl b6biTh paspaboTaHbl NMCbMEHHbIE NNaHbl ANs HENPEABUAEHHbIX ODCTOATENBCTB MO NPeaocTaBne-
HUIO YCIYr NPU Hanuuum eMeKToB B KOMNbIOTEPHON CUCTEME, YTODbI pe3ynbTaTbl NCCneaoBaHnn nauyneHToB Bbinn
COObLEHDBI DBICTPLIM U YAODOHBIM CrIOCOBOM.

B.8.6 domKkHa BeCTUCb perncrpauusi, oTpaxawwas perynsapHoe TEXHMYECKoe 0BCnyXmMBaHMe U NO3BOJAOLWLAS
onepartopam otcnexmBaTtb nobble paboTbl, NPOBEAEHHbIE HA KOMMbIOTEPHOWU CUCTEME.
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[MpunoxeHue C
(cnpaBo4HOE)

3TUKa B nabopatopHon meauLHe

C.1 Oowme nonoxeHus

[TpodheccmoHanbHbln NepcoHan nabopaTtopun CBA3aH 3TUHYECKUM KOOEKCOM CBOeWn npodeccumn. B pasnnyHbix
CTpaHax MOryT CyLEecTBOBaTh 0CObbLIE Npasmnna unu TpeboBaHns Anst HEKOTOPbLIX UMK ANSA BCeX nNpeactaButenen npodpec-
CUKN, KOTOPbIE OOMKHbI cobntogartbes (Hanpumep, cMm. [4]).

[lepcoHan, OTBETCTBEHHbLIN 3a yrnpaBleHne MeaUUUMHCKOW nabopaTopuen, JOKEH NPUHATL PELLEHne, YTO nogoob-
HO ApyrMm npeacrtaBuTensaMm MeauuMHCKOW Npogoeccnmn, OH AOIMKEH HECTU OTBETCTBEHHOCTb CBEPX MUHMMAIbHbLIX TPe-
boBaHMW 3akoHa. [lpuemnemas npaktmka pasnuyaeTcs B pasHbiX cTpaHax. JlabopaTtopust gonxHa onpegenntb, 4YTO
COOTBETCTBYET €€ COBCTBEHHOMY MONOXEHUIO, N BKITIOYUTL 3TU JaHHble B PYKOBOACTBO Mo KadvecTy. Jlabopatopumn aonx-
Hbl MOAAEPKMBATL CBOIO PENnyTaumio U HEe OOIMKHbl y4acTBOBAaTb B OAEATENbHOCTU, OINPaAHNYEHHON 3aKOHOM.

C.2 OCcHOBHbIE NPUHLUUNDI

C.2.1 OCHOBHOM MPUHUMN STUKK 34paBOOXPaHEHNS] COCTOUT B TOM, 4TO Brnaronony4me naumeHTa SBnsaeTcsl BbICLLEN
ueneto. OgHako B3aMMOOTHOLWLEHUS MeXay nabopaTtopuen M NaumeHTOM OCIOXHEHbI TEM, UYTO CYWLECTBYET KOHTPAKT
MEXOY 3aKasuukoMm n nabopartopuen. XoTs 3TU B3aUMOOTHOLLEHUSA (HEPEAKO, KOMMEPYECKOro Xapakrepa) 4acTto pac-
CMaTpuBaloOTCA Kak bonee BaxHble, obsasarenscTtBa naboparopum JOMXHbl HEM3MEHHO obecnedvmBaTb NpUopuTeT bna-
ronony4vmsi 1 MHTEPECOB NauneHTa.

C.2.2 JlabopaTtopus gormkHa obcnyxuBatb NauMEeHTOB AODPOCOBECTHO U Be3 ANCKPUMUHALNW.

C.3 Coop nucdhopmauun

C.3.1 JlabopaTtopun gomKkHbl cobupatb agekBaTHYHO MHOpMaUnio Ans nNpaBuiibHOWM MAEHTUMUKALMM NAUUNEHTA,
YTObObI 0BECNEeYnThb BbINONHEHUE 3arnpallnBaEMbIX UCCNEAOBaAHUN U ApYyrnx nabopaTopHbiX Npoueayp, HO HE AOJKHbI
cobupatb UINUWHIOK MEPCOHANbHYIO MHOPMAaLUIO.

[TaumeHT gomkeH ObiTb OCBEAOMIEH O cobupaemon nHdopmaumm U uensax ee cobopa.

C.3.2 VHTepechbl be3onacHOCTM nepcoHana v NnauynmeHToB AenarT onpaBgaHHbIM ¢O0p MHOpMaUUK, Korga cylle-
CTBYET OMNAaCHOCTb KOHTAKTHbIX 3aboneBaHnn. PykoBoACTBO nabopatopun BnpaBe onpeaensitb, Kakasi MHpopmauus
Heobxoauma Ans BbICTABMNEHNS cuveTa, PUHAHCOBOIO ayauTta, ynpasneHust pecypcamMmm n nx Ncnorb30BaHUS.

C.4 BaAaTne nepBUYHbLIX Npob

C.4.1 Bce npouegypbl, NpeanpuHMMaemMblie B OTHOLWWEHNN NaUMEHTa, crieayeTt NnpoBognTb € ero segoma. B oTHowe-
HUM DONBbLIMHCTBA PYTUHHBLIX NabopaTopHbIX Npoueayp cornacme naymeHtTa MoXeT BbiTb Nony4YeHo, Korga oH cam obpa-
waetcs B nabopartoputo ¢ bnaHkom 3anpoca Ha uccnegoBaHusa n 4o6poBONbHO COrMawaeTcs Ha NpPoBeAeHnE npoueay-
Pbl, HAaNpUMep BeHenyHKuuu. MNauneHtam, Haxoasawmmess Ha neveHnn B bonbHUUe, AomKHa BbITb NpeaocTaBneHa BO3-
MOXXHOCTb OTKa3aTbCs OT Mpoueaypbl.

CrneynanbHble npoueaypbl, BKNoYas Hanbonee MHBa3MBHbIE UX Cnocobbl, TpebyoT bonee getanbHOro0 0b6bLSCHE-
HUS N B HEKOTOPbIX CNy4asix — NMUCbMEHHOIO COrmacusl. JTO XenaTtenbHO, Korga CyLLeCTBYET BEPOATHOCTb BO3HUKHOBE-
HUS1 OCITOXXHEHUWN MOCIe NpoBedaeHUs npoueaypobl.

B HEOTNOXHBIX CUTyaumusX, Korga nony4uTb cornacme naymeHta HEBO3MOXHO, NPU NpoOBeAEHUN HEODXOANMbIX
npoueayp crnegyert pykoBOACTBOBATbLCH HAMBLICILMMU MHTEPEcaMn nauuneHTa.

C.4.2 HekoTopble nccnegoBaHnsa (HanpumMmep, HEKOTOPbIE TEHETUYECKME WITU CEPOSIOTMYECKUNE UCCNEea0BaHUS)
MOIyT TpeboBaTh cneumnanbHblX KOHcyneTauymn. OBbIMHO 3TO OCYLLECTBMAETCH KITMHUYECKUM NEPCOHANOM UMK 3anpaLllm-
BaOLWMM UCCNeAoBaHNE BPayoM, OQHAKO NnadbopaTtopusi A0IKHA NPeaycMoTPEeTb, YTODb!I pesynbraTtbl, UMEILWNE CEPLES-
Hble NOCNeACTBUS, HE DbINM HENOCPEACTBEHHO NnepeaaHbl naumeHTy 6e3 npeaBapuTenbHON ageKBaTHOW KOHCYIbTaUUN.

C.4.3 lNomelweHrne ansa npyema NaumneHToB M B3SITUS Y HUX BuomarepuanoB AO0MKHO ObiTb yAOOHBIM U COOTBET-
CTBOBaTb TUNy otbupaemon npobel n Tpebyemon nHpopmaumm.

C.4.4 Ecnu nepBuydHas npoba noctynaet B nadbopartopuio B COCTOSHUM, HE NO3BONMSAIOWEM BbINONHUTE 3aKa3aH-
HOe uccnegoBaHue, OHa AommkKHa ObiTb OTOpOWEHa, a 3akasaBWUW uccnegoBaHue Bpad AoMmKeH OblTb 00 9TOM
YBEAOMIIEH.

C.5 BoinonHeHMe uccnenosBaHus

Bce nabopartopHble nccnegoBanns AOMMKHbl ObITb BbINOMHEHLI B COOTBETCTBUM C YCTAHOBIEHHBIMU CTaHAAPTAMM
N HA YPOBHE YMEHUN N KOMMETEHTHOCTU, OXMOAEMOM OT NPOoPECCUNOHAITOB.

Miobasa dhabpukaunsa pesynbTaToB COBEPLIEHHO HEMpUeEMIiema.

B cutyaymax, korga natonor unu naboparopua MOXeT onpeaenute 0b6bem paboTtbl, HEOBXoAMMOW ANS BbINOSHE-
HUSA 3aKa3aHHOro uccrnegoBaHus (Hanpumep, Yncrno BnokoB, KOTOPbIE AOMKHbI ObiTh Bbipe3aHbl M3 obpasua TKaHwu),
BbIOOP A0MKeH ObiTb NPOAUKTOBAH CNeUUdUKON KOHKPETHOW CUTyaLUM.

C.6 CoobweHune pesynsraToB

C.6.1 Pesynerartbl nccrnegoBaHus, OTHOCSILLErocs K onpegeneHHoMy naymeHTy, SABNSATCA KOHPUAeHUMabHbIMU
00 TeX nop, rnoka ux ornaweHne He byaet paspeweHo. PesynbraTtbl 06bIMHO AOMMKHBI BbITb COODOWEHBI 3aKa3aBLUEMY
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nccrneagoBaHue Bpady n Moryt BbiTb nepeganbl Apyrmm CTOPOHaM € cornacmusi naumeHta unu no TpeboBaHuio 3akoHa.
Pesynbrartbl NadbopaTtopHbIX NCCNeaoBaHnn, OTAENEHHbIE OT NMNEPCOHANBbHbLIX CBEAEHUN O NAUUEHTE, MOryT ObiTb MCNOMNb-
30BaHbl ANS uenen snnaeMmnonorm4yeckoro, Aemorpauyeckoro UM MHOro CTaTUCTUYECKoOro aHanuaa.

C.6.2 PeweHnsa OTHOCUTENBHO Nepegadvn pesynbrartoB UccnegoBaHun pyrmm CTopoHam (Hanpumep, Bpadvy-KOoH-
CYNBTaHTY, K KOTOPOMY 0DpaTucs NaumeHT) A40MMKHbl ObITh TWwaTenbHO OPOPMNEHLI C YY4ETOM MECTHLIX ODCTOATENBLCTB.
Tabopartopus OomKkHa UMETb AeTalnbHble ONUCaHUS npoueayp, HeobxoanmblX Npu obpaboTke pasnu4HbIX 3anpocoB, U
ata nHdopmMmaums aomkHa bbITb AOBeAeHa A0 CBEAEHUs! NauneHTa no ero 3anpocy.

C.6.3 B gononHeHne K npaBunbHOMY COOBLLEHNIO pedynbTaTtoB nabopartopusa AomkHa obecneunTb, HACKONbKO
3TO BO3MOXHO, MX TOYHYIO MHTEPMNpETaunio 1 npaBuiibHOE UCMONb30BaHME B MHTepecax nauneHta. KoHcynsrayus crne-
LManucTa OTHOCUTENBHO BbIDOPA M MHTEPNPETaALMM NCCneaoBaHUN ABNSIETCH YacTblo yenyr nabopartopum.

C.7 XpaHeHue n cogepxaHue MeaAULUHCKUX OOKYMEHTOR

C.7.1 Nabopartopus gomkHa obecnevnTb, YTOObI NPU XpaHeHun nHpopmaymmn bObiNn NPeanpPUHATL onpaBaaHHbIe
MEepPbl ANsA NpeaynpexageHns ee yTparTbl, HECAHKUWOHMPOBAHHOIO AOCTyMNa, nogaernkm uim nHoro HeNnpaBuilbHOIrO UC-
NONb30BaHNA MHOpMaLUN.

C.7.2 CpOKM XpaHeHUsi MEANLMHCKUX AOKYMEHTOB B Pa3sHbIX CTpPaHax MOryT ObiTb YCTAHOBIEHBI B COOTBETCTBUMN C
Pa3fINYHBIMM YCTABHBIMU UMK 3aKOHOZATENBbHbIMW TPEObOBaAHUSIMU, N 3TN TPEOOBaAHUSA HEODBXOANMO YYMTLIBATL HAPsSAY C
npaBunamun, ndgaBaemMbiMn COOTBETCTBYIOWMMU MPOPECCUOHATNBHBIMA OpraHn3aynsmMmu,

MecTHble yCcnoBusi, B YaCTHOCTU MOTPEBHOCTU KIMHMUUCTOB B NabopaTtopHbIX AAHHLIX, KOTOPbIE AOIMKHbI ObITh
COMOCTaBNEHbl C UX COBCTBEHHLIMW AOKYMEHTAMM, TAKXKE AOITKHbI ObITb MPUHSATHI BO BHUMAaHUE.

C.7.3 B oTHOWeEHNN npoueayp HEKOTOPLIX BUAOB (HAaNpumep, rMcToNormyYecknx ccneaoBaHnn) 3akoHogaTenbHO
MOIYT ObiTb YCTAHOBMNEHbI Bonee ANUTENbHbIE CPOKN XPaAHEHUSA ONpeAaerneHHbIX AOKYMEHTOB UMM MaTepuanos, YeEM B
OTHOLLEHUN OPYrnX AOKYMEHTOB Unun npoo.

C.7.4 JlabopaTopun AOMKHbI paspabartbiBaTb CBOU CODCTBEHHbLIE NPOTOKOIbI OTHOCUTENBHO XPaHEHUSA OOKYMEH-
TOB C yKasaHWeM BPEMEHW, B TEYEHME KOTOPOro AOMXKHbl XPaHUTBLCH pe3ynbraThl pasnuyHbiX nccrnegoBaHnn. Cucrema
XpaHEHUS1 AOKYMEHTOB A0IMKHA obecrneunBatb yAOOHBIM OOCTYN, KOrga 310 notpebyercs, Ansa ynonHOMOYEHHbIX UL,

C.8 JocTtyn K MEAUMLUUHCKUM NabopaTOPHbLIM OOKYMEHTaM

C.8.1 TpeboBaHus K AOCTYyNYy K MEANLMHCKUM NabopaTopHbIM JOKYMEHTAM pa3nuyatoTcsl B pasHbiX cTpaHax. [doc-
TYN NauneHTa K JOKyMeHTaM 0DObIYMHO OCYLWECTBISIETCH Yepes3 Bpada, HanpasmMBLLEro 3anpoc Ha uccnegosanmne. Bo MHo-
MX CTpaHax Aoctyn 06bIYMHO NPeaoCTaBNAOT:

a) nuuy, 3akasaBlleEMY UCCNEAOBAHUE;

b) nabopaTtopHOMy nepcoHany, ecnu a1o Tpebyerca Ans BbINONHEHUS UX 0B6513aHHOCTEN;

C) APYIMM YNONTHOMOYEHHbLIM NuLUam.

[lpaBa geten n yMCTBEHHO HEMOMNHOUEHHbIX NIOAEN TaKkKe Mo-pasHOMY onpeaerneHbl B pasHbiX cTpaHax. HQop-
MaUns O 300POBbE MHOrga MOXeT ObiTb U3bSTA Yy Nuua, KoTopoe 0ObIMHO UMEET HAa Hee npaBo. ITO MOXET OblIThb
0bycnoBneHo TpeboBaHUAMM 3aKOHA UM NMYHOM BE30MacHOCTU, a TaKXe, Korga AOCTyrn MOXET MNoBrnedb 3a cobou
PacKpbITUE COCTOAHUA Aen Apyrux Ny,

C.8.2 [labopaTopusa gomkHa paspaboTtaTtb NPOTOKONbl OTHOCUTENBHO ObpalleHns ¢ pasnuYHbIMKU 3anpocamn B
COOTBETCTBMMN C MECTHbIMWU 3aKOHaAMWU N YCINOBUSMM.

C.9 Ucnonb3oBaHne Npobd Ansd uenen nccneaoBaHUK, OTIINYAKOLWMXCH OT 3aKa3aHHbIX

Mcnonb3oBaHue npod Anst UHbIX UeNnen, Yem 3akasaHHble UccrneaoBaHusl, 6e3 npeaBapuTenbHOro CornacoBa-
HUS, BO3MOXHO TOIMNbKO HA YCMOBUAX aHOHUMHOCTU UMW B CMELLAaHHbIX Nnpobax.

NabopaTtopun/yupexaeHns aomXHbl U3NOXUTb B DOpMEe AOKYMEHTa NopsaaoK obpaweHuss ¢ He3anpoLWweHHON
nHpopmaumen (Hanpmmep, NccneaoBaHns, NPOBOANMbIE ANSA YTOYHEHUS paHee NOMYyYEeHHbIX Pe3ynbraTtoB U3 npoobd,
KOTOpbIE MOryT ObITb MAEHTUOULUPOBAHI), NPUHMMAs BO BHUMaHUE NONOXEHUs 3akoHa. [JormkHbl ObITb cobntogers
TpeboBaHUS COOTBETCTBYIOWMX HAUMOHAINBbHbIX, PEMMOHAlNbHbBIX 1 MECTHbLIX NPaBUIl, a TaKKe YCTAHOBKU STUYECKUX KOMMU-
TeTOB. CM. [4].

C.10 ®PuHaHcOBbLIE cornalleHuns

C.10.1 MegunumHckme nabopaTtopun HEe AOMKHbI BXOAUTbL B (PUHAHCOBbLIE COrMaleHus ¢ 3aka3sblBaloWMMMU UCChe-
OOBaHUS BpadvamMmu Unn OUHAHCOBbLIMM areHTCTBaMKM, €CNU Takue CormalleHus OKAa3sblBatoT AAaBreHue Ha 3anpoCcUBLLETND
nccnegoBaHne v Ha nauneHTa nnm MewaroT HE3AaBUCUMON OLUEHKE Bpa4vyoM TOro, 4YTO Nydwe Ans naymeHTa.

C.10.2 Ecnn 810 BO3MOXHO, NOMELLEHUS, B KOTOPbIX NPOBOAAT B3ATUE NEPBUYHOW NMPobbl, AOIMKHbI ObITb NOMHO-
CTbIO HE3ABUCUMBbI U OTAENEHBLI OT NOMELLEHNN Bpa4a, 3aKasaBLUEero UCCrneaoBaHus], a Korga 3To HEBO3MOXHO, (PUHAHCO-
Bble COrnalweHus OOMKHbl crnegoBaTb ODbIMHOM KOMMEPYECKOW MNpaKkTuKe.

C.10.3 JlabopaTtopumn gomnmkHbl naberatb cuTyauumn, Korga MOoXeT BO3HUKHYTb KOHMPIIMKT MHTEPECOB. B NPOTUBHOM
Cny4vae MHTEepeCchl AOMKHbI ObiTb OrMmaweHbl U A0MKHbI ObITh NPEANPUHATBI MEPbI, HEODXOAUMbIE ANS YMEHbLUEHUA UX
BNUSIHUSA HA OOBLEKTUBHOCTb PEe3yrnbTartoB UCCNEAOBAHUN.
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[MpunoxeHue D
(cnpaBo4HOE)

CBegeHNA 0 COOTBETCTBUU HaLlMOHaNbHbLIX CTaHAAPTOB
Poccunckon ®epgepauum ccbiNnoYvYHbIM MeXAyHapoaHbIM cTaHAapTam

Tabnwuu a D.1

OBo3Ha4vYeHne CCbINMOYHOIro MeXxayHa-
POOHOrO craHgapTa unm gpyroro
HOPMATUBHOIO AOKYMEHTa

O603Ha4YeHne U HaMMEeHOBaHWe COOTBETCTBYIOLLEro HaLUMOHANBHOIO
cTaHgapTa Unu Apyroro HOPMaTUBHOTO AOKYMEHTAa

NCO 31(Bce vacTtun)

[OCT P 8.417—2002 TlocypgapcTBeHHas cuctema obecnevyeHnss eanH-
CTBa namepeHun. EanmHnubl BennymH

NMCO/MOK Pykoeoacteo 43-1

*

MCO 9000:2000

[OCT P MCO 9000 — 2008 Cucrembl meHegXMmeHTa KadecTBa. OCHOB-
Hble MONOXEHUA N CrNOBapb

MCO 9001:2000

[OCT P MCO 9001—2008 Cwucrtembl MeHea)XKMEHTa KadvecTBa. TpebdboBa-
HUS

MCO/M3K 17025:2005

[OCT P NCO/M3K 17025—2006 Obwpe TpedboBaHMA K KOMMETEHTHOC-
TW UCNbITATENbHbIX U KANMBPOBOYHLIX nNabopaTtopun

* COOTBETCTBYHOWMN HAUMOHANbBHbIM CTaHZAApPT OTCYTCTBYET. []O ero yrBepXgeHust peKoOMeHAYeTCs UCnonb3o-
BaTb MepeBod Ha PYCCKUN SI3bIK JaHHOINo MeXxXayHapoaHoro craHgapra. [lepeBog gaHHOIo MeXxXgyHapogHoro CraH-
papta Haxogutes B @eagepalnbHOM MHAOPMAUMOHHOM dOHAE TEXHUYECKUX pernameHToB U CTaHOJapTOB.
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KntoueBble cnoa: nabopaTtopumn MeguLMHCKAE, KOMNEeTEHTHOCTb, yNpaBlieHne Ka4ecTBOM UCCIIeA0BaHWI, Nepco-
Han, nabopaTopHoe ocbopyagoBaHWe, NpeaHanMTUYeckme npoueaypbl, aHannTuyeckne MeToaumki, nocTaHanuTm-
Yyeckue npoLieaypsl, cooblleHne pe3ynsTaToB, 3TUKa B labopaTopHon MeanLmHe
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