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Mpeaucnoewne

Liens 1 NpHHLMNE CTAKO0ApTUIAUMK B POCCUACKDR DPagepayun ycTadoBnaxs! PanepansHisiM 3axK0Hom
oT 27 gerkatpa 2002 r. Ne 184-03 «0 TexHWYecKoM PEryNUpoBaHKIAS , 3 NDEEMNIE NDWMEHEHWA HALMOHATEHEBL
cTadgapToR Pocouidckod PegepaguM — MOCT P 1.0=2004 «CrasgapTuaauua 8 Poccwickod DagepaliiaM.
DCHOBHBIE NOMOMEHMAD

CeegeHHA o cTaHgapTe

1 PASPABOTAH Naboparopuel npodnem kKNAHKKD-NAGopaToOpHOE guardocTiik MocyaapcTEEHHOM
00paloeaTENEHOND YYpeMOeHMA BeICIIEro npodecciodaneskore obpasosaqvA MoCKOBCKOW MeaMUWHCKORN
axagemiy i M .M. Cavenosa (MOY BNO MMA 1. M.M. Ceyenora) Pocagpaea, kadpeqpoi Guoxumum Mocy-
DAPCTEEHHOND 0BPAI0BATANEHOND YUPEHABHWA OONONHATENBHOMD NpoHeccHoHansHoro obpasoaanua (FOY
ONo PMAND) Pocappaea, NeyebHo-peadunuTauMoHHsIM UeHTpoM Pocaapaea

2 BHECEH TexHuYeckMm KOMHTETOM MO cTasgapTHaauuy TK 466 sMegruvHCKMe TEXHONOMHS

3 YTBEPXOEH W BBEOEH B JENCTBWE Mpukazom DeqepansHore areqTcTEa No TEXHUYECKoMY
peryndpoBaH|s 1M MeTponorkid ot 18 oexabpa 2008 r. Me 553-cT

4 BBEJEH BMNEPBLIE

Hughopralua 0f uaMeHeHUAX K HACMOAWEMY cmasdapmy myGnuKkyemcs 8 exez00H0 uadasaamon
uHhopMAaLUOHHOM yKazamene «HayuoNanedbie cmasdapmsiy, a8 MeKcm UIMeHaHUd U NoNpasor — & exe-
MECAYHO U3dagaembix UHDOPMELUOHHEY YRAIAMENAx «HaynowansHele cmandapmes. B cnyyae nepa-
CMOMPE [(3aMenb)] UL OMmMEeHEl HECMOoAWe20 cmandapma coomesmomayiowes yeedomnasue Sydem
ENyENUKOEAHD 8 EXSMECAYHO U30aaaeMoM UHOpMaYLONHOM yiaszamane « HayuoHankHee cmandapmiis.
Coomaamcemayioian uHghopMayuns, yeedomnedus 1 Maxcmbl DAIMBUISHMCA Makxe & ukhopMayLonHod
cucmesme oOWess MoNsIEanua — Ha ohulyuansHoM cadme PedepansHo20 a2eHMCMEa N0 MEXHUYESCKOMY
pe2yNUPoEaNLI0 U MEmponosuly @ cemu HumepHam

2 CradgapteHdgops, 2009

HacTORLWWA CTAHOADT HE MOWET BT NONHOCTED MNK YACTWYHO BOCNPOMIBENEH, THDAKWDORAH W pac-
NPOCTPaHEH B KaYecTBe oduUHanLHoro wananwa Gea paspewenna PegepansHoro areHTcTea No TEXHWYECHD-
MY PErYAWDOBAHMI0 1 METRONOMMA
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HAUWOHANBHBIA CTAHOAPT POCCHMWHCKOW @©EOEPALMWK

TexHONOrMK NaGopaToOpHEIE KNHHWYBCKHE

OBECNEYEHME KAMECTEA KNWHHUYECKWX NABOPATOPHEIX WCCN EnDEAHHFi
YHacte 3

Mpaeuna BaaMMOOeACTEMA NEPCOHANA KNWHHYECKHWX NOAPAIAENEHHA M KNUHHKO-AWArHOCTHY8CKMX
naGopaTopud MeOMLUMHCKMY OPTaHHIALWA NPH BLINONHEHWA KNHHAYECKMY naSopaTopHsIx

HoCChenoBaHWA

Medical laboratory technologles. Quality assurance of clinical laboretory tests, Part 3. Rules for interaction betwean
personnal of elinical departments and perscnnel of clinical-dlagnostc laboratory m medical Institutions durnng fulfdlment
of clinlcal laberatory tests

Oara eeepgeswa — 2010—01—01

1 OBnacTe NpUMeHEeHWA

HacToAwMiA cTaHgapT yCTAHaBENKBAET @0MHEE NpaBWNa B3aMModelcTENA NepcoHana KIHHWYECEHX
NogpasfgeneHii ¥ ENHHPES-OHarHoOCTHYECHMX nabopartopHil MEeOHUMHCEMX OpraHHaauui  ecex doopm
COBCTREHHOCTH NPH NPOBEOEHMH KNAHW4YECKKE NabopaTopHesix MCCNegoBanki ¥ oBecnaYeHny WX Ka4ecTea,
COOTEETCTEYIOWErD NoTRpeEbHOCTAM 3MDERTHEHDR MeOHLHMHCKDR NOMOLLM NalWeHTam. HacToAWw WA cTasgapT
NpaaHaIHaYeH JNA NPAMEHEHWA BCEMA OPraduaaLMAMA M yYDEXRISHNAMK, DEATEeNEHOCTE KEOTOPRIX CRAIANE C
OKAAHHEM MEOWUWHCKDA NOMOLLK.

2 HopmaTHBHbIE CCbINKK

E HacToALWEM CTAHOAPTE MCNONEICEAHE! HOPMATHBHEIE CCRUMKHM Ha CNegyiowHe CcTaHOapTe:
MCT P MCO 151892006 Natoparopuk megruuHcEre. CneldansHsie TpeboaaHua K KadecTey W
KOMNETeHTHOCTH

MMCT P 52623.0=2006 TexHONOrHK BEINONHEHHA NPOCTRX MEOHUMHCEMX yoryT, DEWme nonoweHus

MCT P 5307942008 TexHonordd kndHksecke nabopatoprie. OfecneYeHte K34Y9ecTBa KNHHK-
Yyeckux nabopatopHelx MCconenoeaxHiki. HYacTe 4. MNpapuna eegeHnA NpeaHaniTHYeCKOro 3Tana

MICT P 5313312008 TexHonordyd kKNUHUYeckHe nadopartopHed. KoHTpONE KAYBCTEA KNWHHYEC-
KHx nabopaTtopHeX vconegoeadki. Yacte 1. MNpegens gonycyaemeX NOrpeHOCTER HIMBDEHHA B KNHHK-
KO-QHATHOCTHHECHMY NadopaTtoprax

MCT P 53133 .4=2008 TaxHonordi knrHWdeckMe nafopaTtopHel@. KOHTDONE KaUECTEa KNWHWYEeC-

kvx naboparopHsix MCCnedoRaHui. HacTe 4. MNpasuna NpoBeOSHUA KNHHWYECKOro ayquTa e THEHOCTI
nagopaTopHOro oGecneuyeHna GeaTeNsEHOCTH MEOMUMHCKMX OpraHH3aLm1i

n pPAMBYEBHHE— Mgy NoNEIDBEHRA HACTORLYHM CTEHOBPTOM I.IE'J'IE'E:EH:IE-FIBBHEI NEpoESpHTe QEACTEME CCRIMOM-
HEE CTAHOGAPTOE B @HEOPMALWOHHDA CHCTEME ofwers NOMAL3I0BEHHA — HE I:II'.‘I:IHLI.HBIIhHDM canTe PenapansHoOTe arsHT-
CTEA NO TEXHHYECEIMY ParyNdDOERHNER W METRONOMAK B C8TH HHTEPHET WM N EXErogHo H3J3aeaeM oMy BHROPMELMOHHD-
MY YEBZATENH sHayWoHaNEHEE CTEHAERTRIY, KOTOPRIA an !.I"ﬁI'II.'llIIZIHEH no cOCTOAHWID HE 1 AHEEPA TEEVLETD TOOE, @ NG
COCTESTCTEVIDL|HM EX8MESCANHE H3OAE38MEM HHOOPMAYHOMHEIM VEISIETENAM, I:I-I'Ifll'ﬁl'lln'l KOBAHHEM B TEEYLLEM FO4Y Ecnu
CORINOYHEN CTAHOAPT 3aMeHeH I:IIS MEHaH :I. TO NEH NONBI0OBEHWW HACTOALL WM CTAHAADTOM CNe0yaT DYEOBOQCTEOBEATECA 38~
MEHADLW A {HEMEHEHHHM:I CTEHOBPTOM. Ecnu counossELd CTEHOEPT OTMEH2H g3 3ameHs, TO NONDESHWE, & HOTOPpOM o8-
HE CCLINKE HE HEM, NEAMSHAETCA B 4ACTH, HE ZATPATHEADLEN 3TY CoRNEY.

MaparHe ofrUuHantHoe
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3 BaavmogeWcTBME KNMHWYecKoro  nabopaTopHoro nepcoHana
NpH BLINONHEHWHM KNUHUYECKKX NaBopaTopHbIX HCCNeaoBaHWiA

3.1 ObBuMe nonoMaHWA

Llenss HaiHaue A ¥ BENOMHEHHA KNWHWYECKHX NabopaTopHelx KCCRedoBaHWA RBNABTCA NoONYYeHNE
OOCTOBEPHOW M CEOEBPEMEHHOR nabopatopHol HHQOpMaUWKM 00 WAMEHEHWAX COCTOAHKA ONPeOeneHHes X
DH3IMONOTUYECKMX CHCTEM W OPradoR NAUWEHTA, WMSIOLWLWYE NPUYUHHO-CNEOCTEEHHYW CBA3L C Npeanonarae-
MBI WA PEIBHBLIMMCA NaTONOTHHECHMM NPOUSCCos.

PeayneTaTkl ENMHAYSCEME NabopaTopHelX WCCNEgoBaHKA WCNONL3AYVDT ANA BLIABMEHKA NaTONorke,
YCTAHOBNEHWA AMarHoaa Goneadn, sxbopa HeobxomuMel NeYabHLIX MeponpUATHA, KOMTPONA 3a 3dherTua-
HOCTRE MED NEYaHWA, oNpeaeneHina NporHosa 3abonaaaHna.

KndHr4eckie NadopaTopHse WCCNe0oBaHAA ABNAKTCA SOWWM Jenos KNHHRYEckors W naboparopHong
negcoxana. Faagenesns yHEUAR ¥ OTEETCTEEHHOCTI MEX Oy HAMKM J3KMIOYaBTCA B TOM, 4To NaGopaTopHBIR
MNEQCOHAN BENONHAST HEODXOOMMEE 3HANWTHYSCKWE NDOUeOYPR, OUEHHBIET AOCTOREPHOCTE W NDGBAOND-
OoBWe pEIYNLTATOR WCCNeOOoBaHWA, 3 KNUHWYSCKWA NepocoHan OCcyWecTENART HasHadaHue nabopaTopHix
TECTOR, NCATCTOBKY NaUWMeHTOBE K WX NpoBegeHurs, BaATWe obpasyoe GHOMAaTEpHMAaNos, OKDHYATENLHYH
MHTEPNDETALMIO DEIYNETATOR HCCNEA0BEAHWA W NPAHATHE HA WX OCHOBE KNHHWYECKHUY DELLIEHMA.

Cornacyo MOCT P MCO 15188 npaBinNsHOE HaZHa4a e NabopaTopHslx TECTOR W cOGMNEEHWE NpaBuMn
NpeadanUTHYECcKors a3Tana NepooHanomM KNHHWYECcKMX NogpasneneHii ABNAKTCA HENPEMEHHLIMH YCNOBWR-
MW UenecooBpalHol OBATENEHOCTA KNUHWKD-WarHOCTHYeCKol nabopaTopui ¥ NONy4YeHHA anereaTHON
naBoparopsol MHQopMaus. MocTOAHHOS B3AMMOORACTEME KNHHMHYECKorD M nabopaTopHora Nepecodana Ha
BCEX ATANax NEOBEOEHKA KNUHWYECKMX NatopaTopHelx WCCNegoBaHKil Heobxogumo OQnA obecnedeHMa 1K
Tpebyamoro Ka4YacTBa W PAUMOHANEHOMD MCNONEI0BAHMA ONA JPHEKTHBHOND OKAZAHWA MEJWUMHCKDR NoMo-=
Wi naduMeHTam. HacToAWKWA CTaHOapT YCTAHABRNKMBAST NPAEMNE KOHCTPYKTHEHOIND BIAWMOOSACTRIAA KNHHK-
YecKoro | NaboparopHoro NEpCoHana NpH BeINoAHEHWK ENUHHYECKMK NabopaTopHe X HCCNegoaaHti.

4 "PHHHHH B3aHMOOeNCTEWA nepcoHana KNHHH4YeCKWUX I'I'DAPHEAEHEHHF'I
H ENHHHKO-0WarHoCTH4YeCKERX HHEEPHTI'.\FH;'I MEWUMHCEWX ﬂPI'HHHB-HLIHﬁ
Nnpd EBINONHEHMH KNHHHYECKWX I'IE'E-E'PETI:IPHI:II MCCneqoBaHMin

4.1 NMpUHLKNEl K Uend BIaMMo0edcTEMA NepcoHana KNMHWYaCcKMX nogpajgenaHdi W KnNWHK-
KO-AWArHOCTHYSCKMX NAGoPaATOPHA MEOWLHHCEMX OPraHMIanmnia

HacToRWMA CTaHaapT yCTaHaBNUBAET NPUHLMME M NOPAJOE B3aWMOOERCT BMA NEPCOHANA KNHHWYSCHHX
NogpasnensHyi 1 KNHHUKO-AUarHoCTHYackuy nabopaTopiil MeJWUMHCIHMX OPradM3auMi, HanpaeneHHLIE Ha
coafadve yonosuid, obecnevraanim:

= NOMy4eHne pesynsTaTtos nabopaTopuelx WCCNEROBAHWR, OOCTOREDHO OTPaAMAKILLMY COCTORHMWE
oBcnenyemsx NauHeHToR;

= pAUMOHANEHOE HCNONe3oBaHde nabopartopHol WHGOPMaUMH ON8 NOBeWEHWA IddelTHBHOCTH
P 0L HCKOH MOMOLLA.

FauuoHansHoe HCNoNEInBaHHME BOIMONKHOCTER ENUHAYECKoN NaboparopHol MEOHUMHE: ONA PeLIEHHA
KNMHHWYECKHX 33034 CNPedenAeTch KOHCTPYKTHEHEIM E3anMO0eACTBHEM COTPYOHHMKOE KNHHWYECKHX Nogpas-
OeneHiid W KNAHKED=-0UardocTYeckidy nabopaTopui:

= Npv BeBoOpe W HazHa4eruy nabopaTopHbix TECTOR, HAWBONEe WHDOPMATHBEHLIX B OTHOLWEHAW KOH-
KpeTHOrD cny4an zabonesasua NayueHTa;

= NPaBUNBLHOM NPOBESEHHK NPEAHANWTHYECKOrD 3Tana ONA MCKNIHEHWA BNUAHWA OTKIOHAMLLKX dak-
Topos no MOCT P R3079.4;

= BBLINCAHEHWH YACTH NaS0paTopHEIX WCCNEO0BaHMA NepCoHANDM KNUHMYECKHY Nogpaigensqni [1];

= NPABANEHON MHTEPNPETALMK NONYYeHHbIX NabopaTopHblX pe3yNLTATOE G Y4ETOM TouHoro cobnone-
HHA YCNOBMA NPEaHaNWTHYECKDOND 3Tana, KNMHHWYECKDR WHIDOPMATHEHOCTH NPUMEHEHHLIX NabopaTopHelx
TECTOR, NPOBOOMMEL NEYelHEx BOAOeRcTEHA;

- BEGOEHUA B NDEKTUKY HOBKIX NaGopaTopHsIX TECTOA;

= NPOBBOSHMM KNUHWYBCKDrD ayvouta adupektveHoCcTd naboparopHoro oBecnedeH A MeoMUuMHCKOR
nomows no FTOCT P 53133.4.

2
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4.2 ONTHMHIAUWA HAIHAYEHHA NaBopaTOPHLIX TECTOR

OcHoBOH ANA ONTHMKHIALWK HEIHAYSHKA NabopaTopHeX TECTOR ABMASTCA CUCTEMA NPOTOKSNOE BE -
HWA BONbHBIX C ONPEOENEHHBIMK (DOPMaMKA NATONOMK KW CTAHOAPTOE MEJNLUWHCKDR NOMOLLM, NpedycMaTpi-
palwex Beifop Hawbones WHEOPMATHEHEE TECTOR NPHMEHWTENBHD K NpEINoNAraeMol WK yHe
PAIBMBLIESRCA NATONOTMK, TMEEDE NpUMeHEHKE YCTAHORNSHHONS ANMoOpUTMa NabopaTopHoro WCCnanona ke,
PALUMOHANEHYID YacToTy NOETOPHEX MCCREL0BAHHA W NApaMETDE MHTEPNDETAUMK WX pesyneTaTon. Paapa-
GoTea NpoTOKONOE BefeHHA BonbHEX C oNpeqeanasHbMyg opMany NAaTONoOMMK NPEOdYCMaATRPHEAET KCNONB30-
BAHWE KNMHWYECKWY PYKOROOCTE, OCHOBAHHEE HA3 NPUHUMNAY OOK33aTenNsHoW MeOWLMHE:, 3 B OTHOLWESHMIA
HCNoONL3A0BaHKWA NabopaTopHbix TECTOE — H3 NONCHEHWMAX JoKazaTensHor nabopaTopHOoR MEedWMUMHE.
Obeem nabopaTopHiex oGCnegoBaHuE NPKY QWarHocTHES 3aboneaaHia W MOHWTODWHANE COCTORHHA NayWeHTa
QOMEaH OTEEYaTE NPUHLKNY PasyMHON LOCTATOMHOCTH.

Enadkd HasHadeHus nabopaTopHeis TECTOR QOMMKHE COOEQ#aTE WHOOPMaUWD O nNpeanonaraeMon
Naronorid 4nNA opueHTauny patoTHHHOE NAGopaTopHA HA DEWSHKE JHAMHOCTHYECKDH 380841 © NOMOLEID
HaaHa4yeHHore naGopartoproro Tecta. MNpu nonyvexuin nabopatopyel peaynsTaTtoR MCCNEO0BaHWIA, OTpama-
HILHX CYLWECTREHHEE OTKROHEHWA NabopaTopHbX NOKAIATENER OT HOPME, HO HE NOOTEES HEAL WK NepBo-
HAYANLHOE OWAMHOCTHYECKOS NpeanonoMeHde, nabopaTopHi  CNeuWanucT BRpaBg BeNOOMHWTE C
HCNONB3A0BaHWaM O0CTAENEHHOM B nabopatopwio 06paaua BUONOrMYecKons MarTepuana QonanHWTenkHEme
WCCNeaoBaHWA, HANPAENAHHLIE Ha CKOpedlles YTOMHEHWE OMArHo3a Wnd OLeHKy COCTORHKA NayWeHTa,
HHDopMUpoBaa of aToM BpaYa, HaadHadyvewero nadopaTopHoe obocnegoBarke NayneHTa.

MpH eeiBope NabopaTopHex TECTOR CNEOYET MCNONEI0BATE NDWHLAME! OLEHEN WX KNWHRYSCK0A WHdop-
MaTUEHOCTH. Begeuue GonNbHBIX B KEH00A KOHEDETHOR MaQWLWHCKOR OPraHMaaUWdd SOMeHs OCyYLECTENATRCA
B COOTRETCTEMM CO CTAHOADTAMM MEOMUMHCKOR NOMOLWKA M NPOTOKONAMK BE0EHHA DONbHBE NPKW EOHCYNETA-
UHK C nabopaTopHeiM NEPCOHAN0OM B OTHOLLEHHW NOPALKS BeINONHEHWA HEOBXOOHMEIX TECTOR:

- B nabopaTopui KOHKPETHOR MEOKUMHCHOR ODraHu3anny B COOTESTCTEMMW C &8 KNWHWYECKMM Npodi-
nesa;

- B agcnpecc-naGopartopu, NpHENMMeHHOR K MECTY OKa3aHUA NOMOLWKM BoNbHbIM, HAXOOALWWMCA B
KPUTHYBCKHY COCTOAHMAX,

= MEQCOHANCM  KNMHWYSCKOrD Mogpasfenadua © NpUMEHEHKEM MNOPTATHEHER aHANHTHYSCEHMX
YCTPOWCTE, NpEaHaAIHaYeHH B ONA NPOBEOSHA «MCCNenoBaHti No MECTy NEYeHKa: NpW HEoBX00MMOCTIA
IKCTPEHHOMD BRINCNHEHWA MCCNEn0BaHMHIA;

= B UeHTRanWIosaHHol NabopaTtoprs NpM HEoOXOOMMOCTH NpOBEASHNA HCCNEA0BaHWA, HE BRINOMHAR-
MElX B KOHEDETHOM YYDEE 0 aHMHK.

B meguMuMHCKoR oprasMaaunn gonMHel GeTe ycTasoBnetsl hopMel NPOTOKONOE BeeHWA BOonNeHBIX 1
GnadkoB HaadadYeHnA WConagoBadkid, cpokk npegocTasnedvA NabopaTopHeix PEIYNETATOR C YYETOM Kak
CoOBCTREHHOMD BOEMEHI ZHAMKMAZ, TAK U BOEeMEHM Npa- W NoOCTAHANWTHYECKOND ITANoR, KOTOPLIE OOMHHE
BiTe NpHEBEOEHE! B PYKOBOOCTEE N0 KA4YECTRY WK OPYTOM YCTAHOBMEHHOM QOKYMEHTE.

4.3 OBecnodYeHne oNTAMANLHLIX YCNOBWA B80aHHMA NPaaHaANWTHYSCKOro atana

Ons onTUMansHoro NPOBEOSHMA NPEAHANHTHYECKorD atana cornacko MNOCT P 53079 .4 npu pasnuyHsix
BMOAX MCCNEN0BAHMA B MEOWUWHCKOW OpraHMv3auui npM yyactuu nabopaTopHeix CNeunanucTon OOrHE
GriTe pazpaboTadsl NoAPOGHLIE WHCTRYKLMK ONA NAUMEHTOE W KNWHHUYECKOrs NepcoHana no nNoaroToBKe
NaUMeHTOos K NpoReaeHnkn NabopaTopHbix TECTOR DAANMYHEX BMAOE, Npaskna sanTia obpaayos BruomaTepu-
anoe, yCnoBWA WX nepersHoi obpabo iy, KpaTHOCDOUHOrD XPAHEHHA U TRDAHCTOPTUPOBAMKA B naBopaTopHio.

4.4 MNpapna pazpadoTEH ¥ BEINONHEHMA TEXHONOTHWYECKHX KAPT ENUHHYECKHX NabopaTopHbIx
HCCNeaoBaHWR

KnuHu4eckoe nabopartopHoe WoCcNefoBaqye NPeacTasnsaet cobod egMHbIA NPoUecs, COCTOALWMA K3
MECTKD B3AWMOCBAIAHHLIX ITANOE K OXBATHBAKLWMA A8ATENLHOCTE HE TONLKS NabopaTopHoro NepcoHana,
HO W COTPYOMHKOB KNWHWYECKHX Nogpasfenewuid. Kasobli yYacTHHWE 3TOMo Npouecca AOMMEM NOHWMAaTh
ABCconoTHYED HEODXOOMMOCTE TOYHOID BENONHEHHA CROBH OYHKUMKA M CROSHE YacTH TEXHONOMHYeCEMY onepa-
LW ANA NoNyYeHnA OCTOBEPHOM KOHEYHOrD PesyNsTaTa, HECTH NMYHYI OTRETCTEEHHOCTE 38 CROID YacTk
obecnededua KkayecTea NabopaTopHoOro HCCNeA0BaAHWA W 8ro NOCTORMHOND YITYHLWEeHKA.

CnocoGoM QOCTHHEHHA BIAWMMOCERIN BCEX YYACTHHKDB PaiNMYHLIX 3TAN0R KNMHWWecxore nabopaTop-
HOM WCCNEeQOBatKA CNYXHT paipaboTea TeXHONOrMYECKMX KAPT Ha CCHOBE CETEBOH MOOENY TEXHOMOMMYec-

3
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KOMg NPOUECCa MO KAMA0MY U3 BHWO0E WCCNEqoBaHWA W NPAKTHYECKDE WX NpUMeHeHue. B TeXHONorvYackne
KEDTHI QOMEHL ObTE BHECEHE BCE NOCNEOOBATENLHBIE ONEPALMA M NPOUedY P, NPESYCMOTDeHHBE HOpMa-
THEHBIMM  JOKYMEHTAMM MO TEXHONOMMAM NPOCTEX  WNA  KOMINEKCHBIX  MEBOWUMHCKMX  yYCyT  no
MOCT P 52623.0: oT NnogroToBKW NAUWEHTa K 0GCNafoBaHWio 40 NOCTARKM peaynkTaTa WCCNefoBaHWA B K-
HHWYECKDE OTASNEHWE W NOOBEOeHWA CTATHCTHYECKHX W X03RRCTEEHHLIX MTOMDB NpoBeneHHon padoTel. Mpu-
MEHHTEMNLHD K KAXO0R ONepauMK OoMmsHe OkiTe NpHBedeHsl JaHHBIE O MECTE W NPOOONMHTENBHOCTH a8
NEOBEAEHWUA, HCNONHUTENE, a TAKKEe O NoK33aTenax kadecTa. (o Kawgomy atany 8 K3apTy AomMEHe BbiTh
JAHECEeHE NPEOoCTePEXEHHA O TUNHYHLIX TEXHONOMWYECKWX HAPDYLWEHHWAX, 3 B JaBepleHHe BCEro Npouec-
Ca — NpeanoXeHA O BOIMOMHOM COBEPLUEHCTEOREHWA TEXHOMOMK. Jomessl BsiTe ONpegeneHsl Mepis KoM=
TROMA 33 NPaBnNbHEM  BLINOAHEHWEM OGCNBOOBaAHMA NaUWeHTa W NPeaycCMOTPEHD NOCTORHHOE
COBEPIWEHCTEOBAHWE K3YECTEE BRINOMHEHHA MCCNeaoBaHHA.

CTpyxTypa ¥ cogepuaHue TEXHONOMMYECKoR KapThl A0MmHE ObiTe TIWATENLHO 0GOCHOBAHK W COrNACo-
BaHbl CO BCAMW YYACTHUEaMK Npouecca obcnefosadua — paboTHKKaMK nabopaTtopyid M KNHHWYECKHM nap-
cOManoM. PopmMbel TEXHONOMMYECKWX KapT W NPaBWna WX 3anonH{eHdn JoMmeHsl ObiTe NpUBEdeHLl B
PykoBOOCTEE NO KAYECTBY.

4.5 BaavumogedcTere nabopaTopHoOro W KNHHAYECKOrD NE8pCcoHAna NPpH BbINOMNHEHHHA 4acTH
HCoCneagoBaHWA BHe naBopaTopHK

Mpk opradHdzaudy BeNCNHEHMA Y3CTH MCCNEQOBAHMA HENOCDEACTREHHD B KMWHWYBCHKE NoJpaiagens-
HHMAX WX NEPCOHANOM C NPUMEHEHWEM COEOCTE HCCNEO0RAHWA NO MECTY NeYEHKA J0NMHO BbiTe obecneYeHs
cornacHo [1]:

- COMMacoBaHWe Memay zasenyioum nabopartopuel ¥ pYKOBOOWTENAMK KNAHHYECKAX nogpaigensa-
HHA NepeYHa HCCNeaoEaHHA M CPeACTE WX BRNONHEHAR (QHarHOCTRYECKMX NoNOCoK, MMMYHOXpomMaTorpadm-
YECHWK KACCeT, BUOCEHCOPOR, OTPAMATANLHEIX UMK A6CopEUNOHHED HOTOMETPOR),

- obyyenne nabopaTopHbiMK CNELMANKCTAMM HNUHWYECHOro NEpCoHana. KoTopomMy nNopy4YaeTch
BeINONHEHWE WCCN2A0BAHWA N0 MECTY NeYaHWA C NPHMEHEHUEM MOPTATUBHLIX AHANWTUYECKWUX YCTPORCTE;

= CHCTEMaTHYECKOE OCYWECTEMNEHWE MED KOHTPONA KA4YecTEa WCCNelOoBaHWH, BeINONHASMBX BHE
nabopatopHi (MPUMEHERWE EOHTROMNBHBIX MATEQHANOR, COMOCTABNEHWE PEIVNILTATOR, NONYYEHHBLD BHE
nabopaTopuy, ¢ NabopaTopHBEIMK OaHHBEIMW ),

= CHCTemMaTHYeckoe oboywoeHne 3pdekTHEHOCTH BHenabopaTopHore BeRINOGMHEHHA HCCNEeOoBaHWH
KOMCYNbTATHBHOR MPYNNOIA, COCTOARWER W3 NpaAcTaBuTaNed nabopaTopyK K KNUHWYECKUX NO4pa3nena i,

Mopaaok OEraHnIa0 MK BRNONHEHHA NabopaTopHb X HCCNSOoEAHNA NEDCOHANOM KNMHAYESCKMY NoaDas-
OeneHui gormses OslTe yTREDWIEH DYEOBOOCTREOM MEJHLWHCKDA OpradMaalkE M npHeeged B Pys0BoOcCcTEE No
KAYacTay.

4.6 BaavmogeAcTEHE KNHHWYECKOro ¥ NAadoparopHoro NepcoHana npy BEEJeHHH B NPaKTHEY
HoBLIX naBopaTopHkIX TECTOB

BeegeHne B NpAKTUEY HOBBX NatopaTopHBX TECTOR AONMHD OCYLWECTEBNATECA HA OCHOBE BIBWMMHBIX
KOHCYNETALKWA Maxay NaboparopHeiMy CNEUMANMCTAMA W KNHHHULMCTAMK C YYETOM AaHHLIX 00K333TENLHOR
MEIHUMHEL. [TpH CUEHKE CEORCTE HOBOMD TECTa HEOGXOOMMOD YYWTRIBATE AHANWTHYECKYIO HAOBMHOCTE METO-
A3 HCCNegosaHda (TOYHOCTE, YYBCTBHMTENEHOCTE, CNelMdMYHOCTE ), KNMHWYSCKYD HHOPMAaTMBHOCTE HCCNe-
OOBAHWA NPMMEHWTENEHD K PAINKYHEIM (POpMaM NaTonorik, cobnuoaaTte TpeboBaHua K CROEBPEMEHHOCTH
npegocTasneHMa NatopaTopHoR MHOODMaLIMK.

MNey eeegexuyd NabopaTopUed HOBOTD METOO0E WCCNenoBaHKA OOMmEHbl DbITh TWATENLHD WIYYEHE W
OOBEEHE [0 CEE0EHKA KNHUHWYECKOTD NepcoHana pedeperHTHEIE NPeqens!, CEBOACTEEHHEIE ITOMY METOOY,
BO HabekaHMe oWWboYHOR HHTERNPETALMK Pe3IyNeTATOR MCCNeloBaHMH.

4.7 BaanmogedcTEHE KNHHHYECKOro 4 NaBopartopHoro NEpcoHana Ha NocTaHANMTHYECKOM aTane

4.7.1 Npaprna oUEHKK NPHEMANEMOCTH PE3YNLTATOR KNWHWYECKKMX NabopaTopHbIX HCCnegoBa-
HHHA
PeayneTaTk NabopartopHbix MCCNBOoBaHWH, NPeaOCTaBNASMBIE KNWHHYSCKOMY NEPCOHANY MNKM Nauu-

EHTY, AOMTHHE GOCTOBEPHO OTPAMATE COCTOAMWE BHYTPEHHER cpedsl obGcnenyemoro naumenTa. [o Bmaaqm
13 naboparopHi peaynsTaTkl NCCNBO0BAHWA GOMNKHE BTk NPOBEPEHE] M OLEHEHE OTBETCTEEHHEIM Nabopa-

TOPHEIM CTELWANWCTOM — BpaYoM KNHWYeckoW nabopaTopHoi QMarHocTHKM — Ha QOCTOBEPHOCTE W Npae-
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ponoaobke Mx AeACTEBUTENBHBIX IHAYEHHA, CONDCTABNEHWE C PEIYNETATAMK APYTHx NaGopaTopHeX TECTOR,
BEIMONHEHHBIX OAHHOMY NAWHEHTY B NPedHAYLLMA NEpHoL WK NapannensHo B ToT Me deHb. MNpy oueHke
pEaynNuTaToR WCCAegoBRaHdi B NatopaTopuK O0MMHE YUUTEIBATRCA TEXHONOrMYEckWe, SHONorMdYeckHe |1
narodhdanonomnHeckre MasTopel, cnNocobHbIE BRIIBATL OTHNOHEHWE NONYYEHHLIX IHAYEHWA OT JOMNKHBIX B
cooTeeTcTRMW MOCT P 53133.1.

Beigaya peaynsTaTos nabopaTopHbiX MCCNEN0BaAHUA KNMHHYECKOMY NEPCoMany WNK NaLWeHTy Oonyc-
KABTCA NOCNE OUEHKKA WX NPWEMNEMOCTH, NWLLEL NPH YCNOBWA MX YyTEEDMOSHHA OTEETCTREHHEIM NnabopaTop-
HEM CNEUWANKCTOM, Y4TO 33BEDRETCA ero NoaNWck:D (B cny4Yas neapegadd No kadanam anekTpoHHOR
CEAIM — IMNEKTPOMHOA NOONMCEND).

4.7.2 DakTopkl, BNHAKILIKE HA pe3YyNLETAT NAGoOpaTOPHOro TECTA

Mpy MHTEPNPETALMK peaynsTaToR NaGopaTopHoro WCCNenoBadiA AoMkHE GeTe NPUHATE BO BHWMA-
HHE CNeqyiowye acnekTsl GMInonorie U MeTadonuama:

a) OnA aHanuTa:

1) CTRYETYDA WNK NpUpoasa aHanura;
2) MCTOYHWE,
3) pacnpegengHue B opradrase;
4} cnocob esBEQeHHA MNH JKCKPELMH,
5 BHOoONOrAYECKWEA NONYNEPHoO MAIHM,
B) KOHTPOMbHEIE MEXAHWIMEL,
71 DHIMONOTHYECKaR BADHALIWA.
) ane nexapcTa:
1) cTpyxTypa:
2) obeeM pacnpegeneHid | papMasDEMHETHES,
3} ceAasiBaHMe c DenKoMm,
4) aETHEHBLIE METADONMTER
5) EnupEHc;
6) BaaMMOQEACTEME C OPYIMMK NeKapCTBAMK, KOTODLIE MOTYT BNWMATE Ha GHOGOCTYNHOCTL.

Mpy OUBHKE BOAMOMHBEIX MEXaAHWIMOE OTHNOHEHWA PEIYNETATOR NabopaTopHeiX WCCNeQoBAHMA OT
NapasMeTpoR, CEOACTEEHHBIX COCTOAHWIO 30000BEA, CNEegyeT YYUTHBATE BNWAHKE NaTonorMseckws dpakro-
pOR:

a) NoBLIUEHKWE WITH NOHCEEHWE MOCTYNNEHWA aHANWTa B JaHHYD DUOMHMOKOCTE MOMYT BhiTe obycnoa-
=TSR

1) HONWYBCTEOM THAHW, B KOTODOH AHANWT CHHTEIWDYETCA;

2 CHOpOCTBI CHHTE3a,

3) WameHeHres DoCTynHOCTH cyboTpara;

4) HapylleHwam nyTH MeTabonuama;

5] BTOPMUHOCTEI0 NO OTHOLLEHWRD K H3IMEBHEHHAM B CTUMYTTADYIOLLMX MNK TODMOIALLKXY KOHTDONEHIX
MEXaHWIMaX,

B) NpoHWUASMOCTB KaNWNNADoR;

T NpoHWUABMOCTE KNETOK (HANDUMED, NPW NOBREXOSHWA KINEToR);
B) NpAMBIM BENHBAHAEM [BHYTDHBEHHEIM BEEOEHWEM);

0 abcopbuMel M3 KMIWLBYHMES MNK MECTa BEaOEHHA,

10) cocyOWCTRIM WNA NUMDaTHYECKHM QDEHEM0M TEIHA;

6] NoOBLIWEHWE MMM CHAKEHWE YOANeHWA aHanKTa va CUONMMOKOCTH, B KOTOPOR NPOBOOMTCA MaMape-
HHE, NMPOUCKOOWT BCNEJCTEME HIMEHEHWA B CROPOCTH KaTabonHaIMa W CKOPOCTH KCKPELMMK,

B) WameHeHke obbema pacnpeleneHid aHandTa (HanNDUMEep, WAMEHEHNA B TMapaTau9K naunedTal;

I} MaMEHBHWA B CTRYETYDE WNM SETHEHOCTH AHanUTa, BEOYIUHE K YCUNEHWED WK NOHKEHWID CTENeH W
Bro OeTEELWH aHANHTHYSCKON CHCTEMON [HANPUMED, HIMEBHEHWE CEASLIBAHMA C BENKOM).

4.7.3 KpUTHYeCcKHe JHAYEHHA PeaynsTATOB NAabopaTopHbIX AHANHAIOE, BLINONHAEMBIX NO HMHa-
HEHHLIM NOKAZAHWAM

Mpw nanyyednd B naboparopuy aHa4eHnid peayneTaTtos NabopaTopHblx MCCNBA0BAHNA, OTPAXAILLIMX
HAMEHEHWA OBATENEHOCTIA GUIMONOrHYECKWY CHCTEaM, YTROMAKIWWWE MWaHW nauwedTa (Tabnuua 1), naGopa-
TOPHRIR NEpcoHan QoneH HeMennaHHD WHEODMUPORaTE 00 3TOM KNMHKMYECKHA NepooHan gna NpUHATIAA
HEOGXOOWUMEBIX MaD NEYeHKA.
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Tanweua 1— HEEEPETQPHHE MCCN2008AHNA, BEMONHASMEES DD HHAIHEHHRM NOEaIaHWAM, A EPATHYNECHKAS IHEYSHHR
PEIVNETATIE HEGIZIIFIETEIFI-HEI! aHanW\Ing, TFIE'E VIO HE HEMEONSHHLIX LERCTEHA

MokaasTeEne Kputuuackos IH3wHHE
MesaTonorwa
FeMaTOKpHT = 14 % wnu = 60 %
NeftkoynTte < 20-10%n y HoBoro naumenTa uaM paaxduya e 1,0 - 10%n no cpagHexka

© NPEAEAYILHM BHANHI0M NPW YROBHE 4.0-10%n
= 50.0-10%nN ¥ HoBOMo NAUMEHTA

hi230K EPOEW Hanusue Ne@keMr-ecEds KNaTox (NporpasyNoyMToE WNe GBnacToa)
TpoMBoyuTel < 20 0 - 10%0 wne = 10000 - 10%n
FeTHEyNoLMTE =20 %
MpoTpoMBAHoOBOE BpaMA = 40
MitkpoBHonoran
KyntTypa EpoEw NoNGHMTENEHAR

Oxpacks na FpaMy NUEEOPa W YUY &u0- | [ONOHMTENLHAR
KOCTEA {NNeEpansHOR, CHHOBHANLHOA)

EuoxumMua

B nnaame:;
GunupySun =18 prf 100 MmN {HoOBOPOWOEHHER )
TROMNaHEH T = (0,1 Hrimn
KE-MB = 6 % akrnaHocTy ofuweh KK
KanNkUARA < G osar 100 s ane = 13 mrf100 mn
rNERoIa < 40 par/100 mn wnw = 530 art 100 Ma
drocdaTel = { wr100 smn
Kann@ <= 2.5 mMone/n WOW > 6,5 Mmons/n
HETRHA < 120 Mmone'n wan > 160 MMonsin
GueEapfoHaTH < 10 mMons/n wne = 40 Mronsn
D-pumep = 500 merfwn

B apTepuancHol MNE KanWnnapsod KpoEM;
poa < &0 MM pT. CT.
pH < 7.2 unu=T 6
pCo, < 20 MM pT. CT. WAK = FO M8 pT. CT.

MpUHATHE OUAMHOCTHYECHMX M NeYelbix pelUeHMA Ha OCHOBE Nony4YessHol nabopaTopHod MHopMa-
LMK, CONOCTAENSHHON © HABMKDGEHHUAMA KNHHALKCTS M JaHHBMK QDyTME 05 BeETUEHLIX CNOCOGoR QWarHoCTH-
KM, ABMAETCA NPEpOratvecH W ob0AZAHHOCTEKY Bpa4ed KNHHWY4BCHHE noapaifgenseHddd. [onHoueHHoe
WCNonb3oBasue NaboparopHol MHQOPMALIMK NP NPUHATAN KNAHWYECKMX DELEHWA CNYHRAT OOHMM M3 YCNo-
BHA adupeKTHaHOE MEeOHLWHCKOR NOMOLWK NalWeHTam.

4.8 MNpoBegeHWe KNAHWYSECKOro ayguTa adesTHEHOCTH nabopaTopHoro obecnevysHWa nevyeb-
HO-AWArHOCTHYSCKOA QEATENLHOCTH MEAHLMHCKHUX SpraHMIanm i

MNonHoueHHOCTE NaBopaTopHoro obecnayerna NeYebHo-AKarHoCTHYEcKONno NPoULECcca B MeQUUWHCKMX
OpTraHM3aurAx cnpegenfseTca CNeKTPoM KNHMHWUKD-AMarHoCTUYeCKMY HCCNeAoRaHKA, BeINONHAEMEX B nabo-
paTOPHK, KAYECTBOM MX BbINOMNHEHWA, CAOSRDEMEHHOCTEI NPEOOCTARNEHWA DE3YNETATOR WCCNeacRaHMA.
0NA KoHEYHEX PE3YNETATOR OSATENLHOCTH MEQULKHCKWMY ODTaHWIALNA NO OKAZAHMID METWLMHCKOR NOMOLLIM
HACENEHWIO W MCXOOoB 3a0oneBaHui He MEHEE CYLWECTEEHHE NPEBUNLEHOCTE HA3HaYeHua NatopaTopHeX
WMeCcNeqoBaHKi, NoNHoOUEHHOCTE MHTEPNpeTaunin NatopaTopHblX OAHHLIX KNHHMUMCTAMM W pauMoHansHoe
HENONE30BAHME WMWK NatopaToOpHOR WHOPMALMK NPH NPHHATHW OQUANHOCTWUYECKMX 1 NedebiHbl X PeLUSHIA.
CoBMECTHOE NPOBEOEHNE KNWHALMCTaMK W NaBopaTopHBIMKM CNELMaNACTaMM KNWHWYECKOro ayauTa, TO 8CTh
OB EEKTHEHOR ¥ DecnpucTpacTHoW oueHkl aduperTHaHoCTH oDBeCneEYeHHa NeYebHo-a1arHocTUYeCckors npo-
uecca naboparopHol vidopmadrel ¥ HCNONBE3I0BaHKMA 3TOA MHQOPMALHK NEYAWHMK BRaY4ani Ha OCHOBE
aHandaa Mcxogos aabonesaHui, CNYHUT DEACTEEHHON MEDOR COBEDILEHCTBOBAHHA KAYECTES MEOM LMHCEDH
nomMowr Hacenaso no NOCT P 53133.4.

]
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BrBnuorpadun

[1] HCO 22870:2006 Wocnegosasna no mecty neveHda (MMA). TpeBosanua K EBHECTEY # KOMMNETEHTHOCTH



