®EAQEPAJILHOE ArEHTCTBO

MO TEXHUYECKOMY PEIYJIMPOBAHMIO U METPONIOrMu

HAUWOHANBHBI rocT P
CTAHOAPT
POCCHUMNCKOW 53079.1—
GELEPALMM 2008

TexHonorun na60paToprle KnMHn4ecKue

OBECNEYEHUE KAYECTBA KIMHUYECKUX
NABOPATOPHbIX UCCIIEAOBAHUA

YacTtb 1

I'Ipanma onucaHuwsa MeToaoB uccnenoBaHnn

WapnaHue odmumannHoe

B3 5—2008/96

Mocksa
CranpapTuHdopM
2009


http://www.kruzhevo-len.ru/tkan-mernoe-kruzhevo.html

rocCT P 53079.1—2008

Mpeancnoeue

Lenvu npuHumnel cTaHaapTusaummn B Poccuiickon Pegepavumm yctaHosneHbl PegepanbHbiM 3akOHOM OT
27 pekabps 2002 r. Ne 184-93 «O TexHWYecKoM perynMpoBaHun», a npasuna npuMeHeHus HauMoHanbHbIX
ctaHgapTtoB Poccuickon degepaunm — FMOCT P 1.0—2004 «CtaHgapTtusaumsa B Poccuiickon degepauimn.
OCHOBHbIE NOMOXEHUs»

CBeaeHus o cTaHgapTe

1 PA3SPABOTAH [abopaTopuei npobnem knvHuko-nabopaTtopHoin anarHocTnku MockoBCKkon meau-
LuMHckon akagemun nm. .M. CeueHoBa Pocaapasa, kadeapoi KIMHNYeckon nabopaTopHON AnarHoCTUKA 1
kachegpon Guoxnummum Poccuiickon MeanuuHCKoW akagemun nocnegunnomHoro obpasosaHuna Pocsgpasa,
oTAenoM cepTndnKaLMn U KOHTPOMS KavecTBa KIMHNYeCcknx nabopaTopHbIX UcCreqoBaHnin FocyaapcTBeHHO-
ro Hay4Horo LieHTpa npodunakTuieckon meanumHel PocmearexHonorun, nabopatopuein BuoXmummnm ammHoB U
LMKNUYecknx HykneoTnaoB HayyHo-uccnegoBaTenbckoro MHCTUTYTa 6MoMeanumnHeKon xummun Poccuinckon
akageMum MegULUHCKAX HayK

2 BHECEH TexHunyeckumM kKoMUTETOM No cTaHAapTusauun TK 466 «MegmumMHCKUe TeXHONOrMm»

3 YTBEPXXOEH W BBEJEH B JEWCTBWE MMpukasom degepansHOro areHTCTBa No TEXHU4YECKOMY
perynuposaHuto n metpororun Poccuiickon Pepepaunm ot 18 aekabpsi 2008 r. Ne 464-cT

4 BBEOEH BIMEPBbIE

UHpopmayus 06 usMeHeHUsIX K HacmosileMy cmaHOapmy rybriukyemcs e exe200H0 u3zfasaeMoM
UHGbopMayUOHHOM yKkazamerie «HauyuoHanbHele cmaHOapmbl», @ MEKCM UBMEHEHUL U NOnpasoK — 6 exeMe-
CAYHO U30asaeMbixX UHGOPMAULOHHBIX yKazamernsx « HayuoHanbHele cmaHdapmel». B ciiy4dae nepecmMompa
(3ameHbl) unu ommMeHbl Hacmosw,e2o cmaHdapma coomsememesyroujee yeedomiieHue 6ydem onybnukosaHo
8 eXXeMeCcsIYHO U3dasaeMoM UHGOpMaUUOHHOM yKa3amere «HauyuoHarnbHbie cmaHOapmbl». Coomeememay-
owas uHgopmauus, yeedomrieHue U mekcmai pasMellaromcesi makxe e UHghopmalyUuoHHOU cucmeme obuwezo
ronb308aHuUs1 — Ha oghuyuansHoM catime @edepalibHO20 ageHmemaa 1o MeXHUYECKOMY pe2yniuposaHuio U
Mempoiioeuu 8 cemu lHmepHem

© CraHpapTtuHdopm, 2009

HacTosuuumia ctaHgapT He MoXeT 6bITb MONHOCTLIO UKW YaCTUYHO BOCNpounssedeH, TupaxmposaH U pac-
NpocTpaHeH B Ka4ecTBe ouLnansHoro usgaHuns 6es paspelleHuss PefepanbHOro areHTCTBa No TeXHNYecKo-
My perynmposaHunio M MeTponormmn
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HAUWOHANBbHBIA CTAHBJDAPT POCCUUCKOW OSGEOEPALUWUMU

TexHonorum naboparopHble KNMHUYECKNE
OBECMNEYEHUE KAYECTBA KNMUMHUYECKUX NABOPATOPHbIX UCCNEQOBAHUN
YacTtb 1
MNpaBuna onucaHua MeTo4oOB UCCNeAO0BaHUA

Medical laboratory technologies. Quality assurance of clinical laboratory tests.
Part 1. Rules for description of methods of clinical laboratory tests

Data BBegeHnsa — 2010—01—01

1 O6nacTb NnpyUMeHeHus

HacTosawuii cTaHgapT ycTaHaBnMBaeT Npasuia onucaHus B TabopaTopHbIX PYKOBOACTBAX, CNpaBoYHU-
Kax U MHCTPYKTUBHBIX MaTepuanax K roToBblM Habopam peareHToB (TecT-cucTeMamM) METOZOB KIMHUYECKNX
nabopaTopHbIX UCCneaoBaHUiA, npegHasHaueHHbIX A8 NPUMeHeHUs B MeanUMHCKUX nabopaTopusix BCex
thopm coB6CTBEHHOCTW. HacToawmin ctaHaapT npeaHasHaueH Ans NpUMeHeHUs Bce MU OpraHnu3aLmsami, yYpex-
OEHUAMMU U NPeanpuaTUSMA, a Takke UHAUBMAYalbHbIMUA NPeanpUHAMATENSAMU, AeATENbHOCTb KOTOPbIX
cBfi3aHa ¢ okasaHueM MeULMHCKON MOMOLLM.

2 HopmaTuBHbIE CCbISNIKU

B HacTosilem cTaHgapTe UCNOoSb30BaHbl HOPMAaTUBHbBIE CChISTKU Ha crieyiolme cTanaapThl:

FOCT P NCO 5725-2—2002 ToYHOCTb (NpaBUbHOCTb W MPELIM3NOHHOCTL) METOAOB U pe3ynbTaToB
namepeHuin. Hacte 2. OCHOBHON MeToa onpeaeneHnsi NOBTOPSAEMOCTY U BOCNPOM3BOAMMOCTU CTaH4apTHOMo
MeToAa M3MepeHuin

FOCT P NCO 9001—2008 Cuctembl MeHekMeHTa KadecTBa. TpebosaHusi

FOCT P NCO 15189—2006 JTabopaTopun MeguunHckme. YacTHele TpeboBaHMS K Ka4ecTBY U KOMMe-
TEHTHOCTK

MOCT P NCO 15193—2007 N3genus MeguumMHCKUe Anst AMarHocTukK in vitro. MamepeHne BennumnH B
npobax 6uonornyeckoro NponcxoxaeHus. OnucaHune pedepeHTHbIX METOAUK BEIMONHEHUSI U3MEPEHUIA

FOCT P NCO 15195—2006 NabopaTopHasa meamumHa. TpeboBaHusa k nabopatopusam pedepeHTHbIX
n3MepeHuin

FOCT P MCO/M3K 17025—2006 O6wme TpeboBaHMsS K KOMMNETEHTHOCTM UCTIbITaTEeMbHBIX 1 Kannbpo-
BOYHbIX TabopaTtopuii

FOCT P NCO 17511—2006 UN3genusa meguUMHCKAE AN AnarHoCTukK in vitro. UsmepeHne BenuyuH B
6uonornyecknx npobax. MeTponornyeckas NPOCNEXMBAEMOCTbL 3HAYEHWUI, NPUMMCAHHBIX KanubpaTopam u
KOHTPOMbHBIM MaTepuanam

FOCT P NCO 18153—2006 MN3genua meguumMHcKMe ansa anarHocTuku in vitro. MamepeHne BENMYUH B
6uonornyeckmx npobax. MeTponornyeckasi NPOCNeXMBAeMOCTb 3HAYEHWNIA KaTanuTUYECKOA KOHLeHTpaLum
hepMeHTOB, NpUnNUcaHHbIX KanubpaTopam U KOHTPOMbHBEIM MaTepuanam

FOCT P 53022.1—2008 TexHonoruv nabopatopHble KnuHudeckue. TpeboBaHMst K KaYeCTBY KIMHUYEeC-
Kux nnabopaTopHbIX uccnegoBaHui. YacTs 1. MpaBruna MeHegKMeHTa KauecTBa KIMHUYeckux nabopaTopHbIX
nccneaoBaHuin

U3paHve opmumanbHoe
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FOCT P 53022.2—2008 TexHonornv nabopaTtopHble knuHudeckne. TpeboBaHUs K Ka4ecTBY KNMHUYeC-
Knx nabopaTopHbIX UccneaoBaHuin. YacTe 2. OueHka aHanMTUYeCcKon HageXHoCTU MeTOA0B UCCNeaoBaHNA
(TOYMHOCTb, YYBCTBUTENbHOCTb, CNeLnMUYHOCTb)

FOCT P 53022.3—2008 TexHonornv nabopaTtopHble KnuHudeckne. TpeboBaHUs K Ka4ecTBY KNMHUYeC-
Knx nabopaTtopHbIX nccnegosarHuii. HYacte 3. MNpasuna oLeHKU KMuHn4eckon nHdopMaTuBHOCTU nabopatop-
HbIX TECTOB

FOCT P 53022.4—2008 TexHonornv nabopatopHble KnuHudeckne. TpeboBaHUs K Ka4yecTBY KNMHUYeC-
KX nadopaTopHbIX uUccnedosaHuin. Yactb 4. MpaBuna paspaboTkun TpeboBaHWA K CBOEBPEMEHHOCTU
npenocTasneHus nabopaTopHon nHdopmalmm

FOCT 7601—78 dusnueckasn ontuka. TepMuHbl, GykBeHHbIE 0603HaYeHUs U onpeaeneHnst OCHOBHBIX
BEMNYNH

MpwnMeyaHwne— pnNoNbL30BAHUM HACTOSLLMM CTAHOAPTOM LienecoobpasHo NPOBEpUTh AeNCTBNE CChINou-
HbIX CTaHA4apTOB B WMH(OPMALMOHHOM cucTemMe OOWero nonb3oBaHUsi — Ha oduumansHoMm caite deaepanbHOro
areHTCTBa M0 TEXHWYECKOMY PEryNIMPOBAHMNIO N METPONOTUM B CeTW VIHTepHEeT unv no exerogHo n3gaBaeMomy ykasaTenio
«HaumoHanbHble cTaHgapThI», KOTOPLIN ONyGNMKOBaH NO COCTOSHMIO Ha 1 IHBapSA TEKYLLero roga, 1 no COOTBETCTBYIOLUM
eXEeMecsuHO n3gaBaeMbiM UHPOPMaLMOHHBIM yKasaTensim, onybnvKoBaHHbIM B TeKyLLeM rogy. Ecnu ccblnouHbii cTax-
0apT 3aMeHeH (U3MeHeH), TO NpPW NONb30BaHUWM HACTOSLWMUM CTaHAAPTOM criedyeT PYKOBOACTBOBATHLCH 3aMEHSIOLLUM
(M3MeHeHHbIM) CTaHAapTOM. ECrnv cCbinoyHbIV CTaHAaPT OTMEeHeH 6e3 3amMeHbl, TO MONoXeHne, B KOTOPOM ZlaHa CCbifika Ha
HEro, NPMMEHSIETCS B 4acTu, He 3aTparvBaloLen 3Ty CCbIrKy.

3 I'IpaBMna onncaHnsa MeToAO0B UCCneaoBaHUN U TECT-CUCTEM,
npeaHa3Ha4YeHHbIX 4NA NPpUMeHeHnA B MeAULIMHCKUX na6opaTopm1x

3.1 O6wue nonoxeHus

CoBpeMeHHble aHanuTMYeckne BO3MOXHOCTU NabopaTopHO MeanUMHb NnpeacTasneHbl 6oMnbLIMM pas-
HoobGpasnem MeTog0B UCCNEA0BaHNS, KOTOPbIe MOTYT GbiTb NPUMEHEeHb! ANst 06HapyYXeHUst U/unu nsMepeHns
0QHOTOo 1 TOTO Xe aHanuTa, buonoruyeckoro obbekta. OaHaKko AeNCTBUTENbHBIE 3HAYEHUS Pe3yNbTaToB 3TUX
nccneaoBaHuii, BelNMOMHEHHbIX pa3nUiyHbIMA MeToAamMu, CocoBHbI CYLLIECTBEHHO OTNNYATLCA ApYr OT Apyra,
YTO MOXET NPUBOAUTL K HECOMOCTABUMOCTU pe3ynibTaToB 0bcneoBaHNUs NaUMeHTa, BbINOMHEHHbIX B pasnuy-
HbIX yUYpexxaeHUsIX, 1 OLLMBOYHOM NX TPaKTOBKe, B YACTHOCTU, NPpU NepeBoe NaunueHTa U3 ogHoro MeauumnHCKo-
ro yupexaeHus B gpyroe. ToUHas xapakTepucTyMka CBOIMCTB MeToAa UccrnegoBaHUs, OCHOBaHHas Ha eAUHbIX
CTaHAapTU30BaHHbIX AAHHLIX O AeTansx aHanMTu4eckux npoueayp, CBONCTBaxX NpUMMeHAeMbIX CpeacTB aHanu-
32, XapakTepuUCTUKe aHaNmUTUYECKON HaAEeXHOCTM U KIMHUYECKON MHOPMaTUBHOCTU UCCNEAOBaHUSA, A0MKHA
Ucnonb3oBaThbes NPU BoIBope U BOCNpou3BeieHM MeToAa B KITMHUKO-AUarHocTu4ecknx nabopatopusax, cno-
cobcTBoBaTh OOBEKTUBHOMY COMOCTABIIEHUIO pe3ynbTaToB MPUMEHEHUA pasfindHbiX MeTO4oB W
npedoTBpalleHno oWnboK Npu TpakTOBKE MUCCNeAoBaHUA, NpoBeAeHHbIX B nabopaTopuax pasnnyHbIX
MeAULMHCKUX OpraHusauui.

3.2 AHanuTU4Yeckue CBOMCTBa MEeTOAO0B UCCeAOoBaHUA

AHanuTnyeckne CBONCTBa MeToAa, MPUMEHSIEMOro AN nuccneaosaHua Guonoruveckoro Matepuana,
UMeloT onpedensiollee 3HayeHue Ansl KayecTBa uccnegosaHus. CornacHo HauuoHanbHbIM CTaHaapTam
FTOCTP MNCO 9001,MOCT PUCO 15189 nrOCT P UICO/M3K 17025, B MeguunHckoin nabopatopun kayecTso
AomkHo BbITb 06ecneyeHo aHaNnMTUYECKUMMUI NMpoLielypamMu, B TOM YUCie CBOUCTBaMN MPUMEHSIEMbIX METOAO0B.

CooTBETCTBEHHO  XapakTepuctuke 1 GopMe  BblpaXkeHUA  Nonyvaemoro  pesynerarta
(FOCT P NCO 15193) meToabl KNUHUYECKMUX NabopaTopHbIX NCCNeaoBaHUn NoApa3aAenatoT:

- HaKONMUYeCTBEHHbIE, KOTOPbIE U3MEPSIIOT BENUYNHBI, AaBasn pe3ynbTaThl B LWKaNe pasfnyuin unu wkane
OTHOLUEHWI, rae Kaxaoe sHauyeHNe ABNSIeTCA YACTIOBLIM 3Ha4YeHNEM, YMHOXEHHBIM Ha e AUHULY n3MepeHus (B
psay 3Ha4YeHUn MoryT BbITb paccunTaHbl 0BbIYHBIE CTAaTUCTUYECKNE NapameTpbl: cpeaHee apudmeTudeckoe,
cpedHeKBagpaTnyecKkoe OTKIIOHeHWe, reoMeTpudeckoe cpeaHee 1 koaduumeHT Bapuaumm);

- MOMyKONMYeCTBEHHbIE, pesynbTaThl KOTOPLIX BbipaXaloTca B opauHanbHon (MOpsaKoBOR) wkane, B
KOTOPOW 3Ha4YeHMst MOryT ObITb BbIpakeHbl ppaszammn Unv Yncnamu, Bolpaxatowmmm paamep COOTBETCTBYHOLLMX
CBOWCTB, 1 UCMOMb30BaHbI AN PaHXUPOBaHWUSA, OAHAKO PasfUyna U OTHOLLEHWUSA NO LWKane He UMEIOT 3HaYeHUA
ONsi cpaBHeHWA [Ana paga 3HaYeHUA MoryT BbiTb paccuuTaHbl hpakTunu (BkNoYas MeauaHy) U npUMeHeHbI
HeKkoTopble HemapaMeTpuveckue TecTbl, Hanpumep TecTbl Konmoroposa—CMupHoBa, BunkokcoHa u Tect
3HaKoB].

2
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Mpumep — MamusHavras wkana (0, 1, 2, 3, 4) Onsa ymeHusi ¢ noMouwbro uazHOCMUY4YeCKOU MOTOCKU KOHUEH-
mpayuu ans6yMuHa 8 Moye, 20e amu 3Ha4eHus1 Mo2ym 6bimb nepesedeHbl 8 C/TI08ECHbIE XapaKmepucmuku (He-
noebIuIeHHasi, COMHUMENIBLHO N08LIUIeHHas, C/Ie2Ka IM08bIWEHHas!, MO8bIWEeHHas1, CUJIbLHO MO8bLIWEeHHasI).

- HEeKONUYeCTBEHHbIe, pe3yNbTaTbl KOTOPLIX BbIpaXKatoT B HOMUHATNBHON (KNaccudukauMoHHOM) WKane
WUN B ABOWMYHON LIKane (Hanuyme Unm oTCYyTCTBUE MCKOMOro KOMMNoHeHTa buomaTtepuana unm natosoruiec-
Koro areHTa). B HOM1UHaNbHOW LWKane 3Ha4eHNst MoryT OblTb BblpaXkeHbl hpasamMu Unm TepMmHamMmmn (HaumeHo-
BaHUsIMK) 6e3 CBA3N C pazaMepamMmn COOTBETCTBYIOLLMNX CBOWCTB. B psaay sHaveHun MoryT BbiTb paccymTaHbl
UMCIIO 3MIEMEHTOB 1 Mofla (HO He CPpeaHss) U MPUMeHeHbl HernapameTpuieckue TecTsl, Hanpumep, y2uTecT
duwepa.

Mpumepbr — HaumenoeaHusi munoe nelikoyumos, 06HapyXeHHbIX 8 Kpo8U Yesioeeka; psi0 3Ha4eHull 0ns
2pynn Kpoesu.

MpumeyaHue 1—BHOMUHaANBHOW LWKaNe HEONPEAENEeHHOCTb N3YHEHUS BbIPXKAKOT KaK YMCIO HENPaBUIIbHO
KnaccumumpoBaHHbIX pakLmn.

MprvmeyaHune 2— HoMMHanbHyO LWKany HEBO3MOXHO Kanubposark.

B 3aBncUMOCTM OT CBOMCTB aHaNUTMYeCKO NpoLieaypbl 1 CTeneHn OTKNOHEHUs pesynbTaTa uccneaosa-
HWS1 OT UCTUHHOIO 3HaYeHUS (aHaNMTUYECKOro CMeLLIeHUS ) KONMYeCTBEeHHbIE MeToAbI MoApasaensioT Ha cneay-
toLue rpynnel:

- onpepensiowne (okoH4aTenbHbIe) MeToabl (aHanuTudeckoe cmewleHune ot 0,1 % ao 1 %);

- pedepeHTHbIe (aTTecToBaHHble) MeToAbl (aHanuTnyeckoe cMmelleHue ot 1 % 0o 3 %);

- paboune MeToabl (aHANUTUYECKOE CMeLLieHNe cBbIle 3 % ).

[ns HekonMYecTBEHHBIX METOA0B Mepa MPaBubHOCTU onpedeneHns aHanura, buonornyeckoro o6bLeK-
Ta (KneTku), NaTornorMyeckoro areHTa (MMKpoopraHusmMa, napasnuTapHoro opraHnsma) MoXeT Xapakrepuso-
BaTbCA Mepol cnocobHOCTU MeToda AOCTOBEPHO BLIABMATL Haubornee TUMMYHBLIE NMPU3HAKA U CTENeHbIo
COBNaJeHus ero pesynbTaToB ¢ AaHHLIMU APYruX crnocoBoB OLEeHKU ncenegyemoro obbekTa.

CornacHo TOCTPNCO 5725-2TOCT P NCO 17511 Bbl6Op METOAOB, BbIMOMHSAEMbIX B KIMHUKO-AUAr-
HOCTMYeCKMX NabopaTopunsax MeaNLIMHCKNX OpraHnsaLunia, AomkeH ObiTb OCHOBaH Ha coveTaHUW 40CTaTOHYHON
aHanMTUYeCcKon HaaeXHOCTI C Y4ETOM NPELU3NOHHOCTA 1 NPaBUNbHOCTU PE3yNbTaToB, YYBCTBUTENbHOCTU U
cneundnYHOCT onpeaeneHns aHanuTa, ¢ 3KOHOMUYHOCTLIO MX BbIMOMHEHUA. MocKoNbKy onpeaensamowme n
pedepeHTHbIE MeToabl TPebyoT 0co6Go TOYHOTo U Hanbonee aoporocTosilero o6opyaoBaHUA N aTTeCToBaH-
HbIX CTaHAapTHbIX 06pasLoB, GNM3KMX MO CBOMM CBOWCTBAM K NepBUYHbIM, UX crieayeT NPUMEHsITb NpenmMy-
LecTBEHHO B pedbepeHTHbIX (3KcnepTHbIX) nabopatopusx B cooTtBeTcTBMM ¢ FTOCT P UCO 15195.
B noBceaHeBHON KNMHUKO-NabopaTopHOM NpakTUKe UX MpUMeHeH1e HepaLuuoHarnsHo.

PaGoune meToabl, NpeAHasHavyeHHble AN MPUMEHeHUS B KIMHUKO-AUArHoCTU4ecknx nadopaTtopusax
yupexaeHuin 3apaBooXpaHeHns, A0MMKHbI:

- obecneumBaTb MNpoBedeHne uccnegosaHui nNpob GuomaTepnanos NauUMEHTOB B COOTBETCTBUWN C
NoTPebHOCTAMMU KIIMHWUKA B MHCPOPMATUBHOCTM, aHaNUTUYECKON HAAEXHOCTU N CBOEBPEMEHHOM MONyYeHUn
pe3ynbTaToB UCCMedOoBaHWNA, yCTaHOBINEHHbIMA COOTBETCTBYOLLMMM HOPMAaTUBHBIMU JOKYMEHTaMM CUCTEMBI
MeHe)KMeHTa Ka4yecTBa KIMHUYeckux nabopaTopHelx nccnegosanuin (FTOCT P 53022 .4);

- obecreymBaTb CONOCTaBUMOCTb Pe3ybTaToB UCCefOBaHW aHanMToB U Bronornyeckux o6 LekTos,
BbIMOMHEHHbIX B PasfIMYHbIX OpraHnsaLmsax 34paBooXpaHeHns, To ecTb OblTb CTaHAAPTU30BAHHEIMM B OTHOLLE-
HWUM OMNCAHWUS N XapaKTEPUCTUKN UX aHANUTUYECKUX MPUHLMMIOB U peanin3yemblX TEXHOOTUiA;

- BObITb 3KOHOMMWYECKM NMPUEMIEMbIMU AN MeANLIMHCKUX opraH13aLni.

Mpu onucaHnn MeToA0B UCCNefoBaHNA U TECT-CUCTEM, NpeaHas3HavYeHHbIX 4518 TPUMEHEHUS B KIMHUKO-
ONarHocTn4eckmx nadbopaTopusax MeanLMHCKUX OpraHnsaumnii, A0kHbl ObITb NPUBeaeHbl 4O0CTOBEPHbIe AaH-
Hble, 3aMMCTBOBaHHbIE 13 CeLuanbHOM Hay4YHOM NMTepaTypbl, NoNyYeHHbIe B aKKpeAMTOBaHHbIX 3KCMEpPTHBIX
nabopatopusix, Ur cobcTBeHHbIE AaHHble pa3paboTYMKOB OTHOCUTEMNBHO:

- METPONOrn4eckoi NpocrnexmsaeMocT aHanMTUYeCcKnX CBOMCTB NpeanaraeMelX MeTO40B A0 CBOACTB
pedepeHTHBIX MeToA0B UccrnegosaHus B cootseTcTBUM ¢ TOCT P UCO 15193 u TOCT P NCO 17511 (npu
HanMunmn MexayHapoaHbIX pedepeHTHbIX METOA0B);

- XapaKTepuUCTNKN CBOMCTB NPUMEHsIeMbIX CPEACTB aHanmsa;

- OLIeHKM 3KOHOMUYHOCT M NPakKTUYEeCcKoro NpUMeHeHns meToaa.
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3.3 Cxema cTaHaapTU3OBaHHOro onucaHua pabouyero metrofa knuHuYeckoro naGopaTtopHoro
uccnepoBaHusA

3.3.1 O6wune nonoxeHun

HacTosiumi ctangapT ycTaHasnueaeT obLyro cxemy cTaHAapTU30BaHHOMO ONUCaHUs MeToaa uccneao-
BaHuA. Onucanua npouedyp MeTodoB UCCNeAOBaHUA OTAENbHBIX aHaNUTOB, UCMONb3YeMbIX MPU OKazaHWUU
COOTBETCTBYHOLLMX NPOCTBIX U KOMMNIIEKCHBIX MEAULMHCKUX YCYT, NpUBeAeHbI B HOPMAaTUBHbLIX JOKYMEeHTax
MO TEXHOSIOTNSAM KOHKPETHBIX MeAULMHCKUX 1abopaTopHBIX YCNYT.

CTrangapTu3oBaHHOe onvcaHe MeToAa KNnHUYeckoro nabopaTopHoro uccneaoBaHua npeacrasnsieT
€060l KOMNMEKC YETKUX U MOSHbLIX OMUCAHUIA B3aUMOCBA3AHHbLIX aHaNUTUYECKMX Npoueayp pusnMyeckoro,
XNMUYeCKoro, B1onornyeckoro xapakrepa; yCnoBuin MX BeINONHEHNA; peakTMBOB 1 06opyaoBaHUs, NpUMeHe-
HWe KOTOPbIX B COOTBETCTBUN C 1X OnncaHneM obecnevnBaeT HagexHoe o6HapyxeHue/onpeaeneHe UICKOMO-
ro aHanuTa unu bruonoruyeckoro obbekTa B Npobe Guonoruveckoro Matepunana.

3.3.2 Cxema cTaHAApPTU3OBaHHOro ONUCaHUA MeToAa

CTraHgapTusoBaHHoOe onMcaHue MeToda A0MMKHO coaepXaTtb cneayowme AaHHble:

a) HaMMeHOBaHVe MeToAa C yKasaHMeM UCKOMOro aHanuTa, bronorndeckoro ob6ekTa;

6) npuHUMN oBHapyXXeHWs UK onpegeneHna aHanuTa, Guonorndeckoro o6vLekTa B AaHHOM MeToae;

B) Heobxoaumble Xxumuyeck1e, B1onornYeckne peareHTbl U XapakTepucTukn UxX pruanko-XMMmn4Ieckux,
6ronornyecknx CBOMCTB (B cryyae UCMofb30BaHUs OTAENbHBIX peareHToB):

1) cTeneHb 4YnUCTOTHI (KBanudukaLumsa) — AN XMMUYECKUX peakTUBOB;

2) guanasoH akTMBHOCTU — ANsl bepMeHToB, cneunduyHocTb — Ana cybcTpatoB ¢epMeHToB
cornacHo F'OCT P NCO 181583; cneunduniHocTb n adhpUHHOCTE — ANA aHTUTeN;

3) cocTaB KOMMOHEHTOB — ANA NMTaTeNbHbIX cpea;

4) pnanasoH AnVH BOMH geTekuun — ans xpomodopoB, hntoopocopos;

5) cocTaB v xapaKTepncTUKN KOMNOHEHTOB, MOHHanA cuna, pH — ana 6ydepHbIX pacTBOPOB.

Mpu ncnonbsoBaHUU rotoBbIX hopM HABOPOB PeaKTUBOB YKa3biBaOT NPUHLMN MeToAa, COCTaB peareH-
TOB, HanuM4Me rocyaapcTBEHHON perucTpauumn, cooTBeTcTBUE TpeGoBaHUSAM aHaNUTUYECKON HaAEeXHOCTMH,
METPOSIOrMYECKYHO MPOCIEXNBAEMOCTb U KOMMYTabenbHOCTb kanubpaTtopa, cnocob npumeHeHus. [ina Bcex
peareHTOB — CpPOK CTabunibHOCTU B cyxoi bopMe 1 nocne pacTBoOpeHUs, 0COBEHHOCTN YCNOBUIA XpaHEeHUs,
CTeneHu TOKCUYHOCTU 1 BUONOrMUYECKo ONacHOCTU.

3.3.3 CneuynanbHoe o6opyaoBaHue ANsi NOArOTOBKU NPo6 M UX aHanusa

OGopyaoBsaHue anst NOAroToBKW NpPo6 1 ux aHanuaa:

- pydHoe,

- nonyasToMaTtuyeckoe,

- aBTOMaTUYecKoe.

XapakTepucTukmn npubopos 1 ob6opyaosaHusa, HeobxoaAMMbIX Ans obecneyeHns BuINONHeHUs uccneno-
BaHUA:

- AnA no3aTopoB — TpebyeMmblit 06bEM 1 TOYHOCTb 103UPOBaHUS;

- Ana ueHTpudyr — cCOOTBETCTBYHOLUI peXxxnm paboTbl (060pOTEI B MUHYTY, paanyc BpalleHUs poTopa,
Heo6X0ANMOCTb OXNaxaeHus);

- Ansa TepMocTaToB — TeMnepaTypa B npouecce paboTbl M AonyCcTUMbIE Npeaesbl ee kone6aHus;

- ANA cTepunuMsauMoHHOW annapaTtypbl — AaBrieHue U Temneparypa B npouecce paboTbl, npeaens ux
kone6aHui;

- AnA aHaspocTatoB — coaepxarue CO,;

- ANs ONTUYECKUX M3MEPUTENbHBIX NPUBOPOB — BUA hoTOMETpUN: a6CopOLMOHHas, NNamMeHHasn, ropu-
30HTaNbHas, BepTuKanbHas, oTpaxaTtenbHas, TypbuaumeTpus, HedenomeTpus, pnoopoMeTpus, NOMUHO-
MeTpus, hnoopoMeTpus ¢ paspelleHemM BO BpeMEHN — COOTBETCTBYIOLIAs AfIMHA BOSHBI, LUMPUHA LWenK,
nponyckaHue cBeTa, ToMLWMHa NOrnowarLwWwero crnosi OKpaleHHOro pacteopa (BHyTPEeHHWUIA pa3Mep KioBeThl,
cMm) no [1]; Nnpu ucnonb3oBaHUM TEPMOCTAaTUPOBaAHHOWN KIOBETHI — 3afjaHHasl TemnepaTtypa U AonycTUMble
npeAaensl ee konebaHuni);

- 0151 MUKPOCKOMOB — BUA MUKPOCKONUK, yBENUUeHue, paspeluaiowasi cnocobHoctb noFOCT P 7601, [2];

- ansa npubopoB ans anekTpodopesa — coctaB bycepHoro pacTBopa, HanpskeHWe 1 cuna Toka, Bua
HocuTens;

- Ans yCTPONCTB ANns xpomatorpadum — cocTaB U XapaKTepUCTUKN CTaLMOHAPHOR U noaBukHoN das,
BUA AETEKTOopa;

- OAnsi NnpubopoB, OCHOBAHHBIX Ha 3M1EKTPOXUMUYECKOM MPUHLMNE U3MEPEHUA, — NapameTpbl cCUrHana,
BUA AETEKTOPa;

- ONS KoarynoMeTpos — NpuUHUMN paboThbl, cnocob aeTekumu;

- ANS NPOTOYHBIX LUTOMETPOB — NPUHLUMN paboThl, U3MepSEMbIE U pacyeTHbIE MapaMeTphl;
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- cuctembl 4ns aHanusa usobpaxeHuin AOMKHbI BbiTe OXapakTepu3oBaHbl 6a30i AaHHbLIX, OCHOBHBIMU
KpUTEPUAMU OLLEHKU N306paXkeHuiA.

Ona Bcex NpubopoB, SABNAIOLWMXCA CPEeACTBAMU U3MEPEHNUS, A0MKHbI GbITb NPUBEAEHbI UX METPOSIOTU-
YecKue XapakTepUcTUKK.

3.3.4 UccnepoBaHue aHanuTa

Mpu onncaHum uccnegoBaHUA aHanUTa yKkasbiBaloT:

a) uccnegyemMblin (aHanuaupyemeblin) buonormdeckuin Matepunan: Guonormveckasn XnAKocTb, IKCKPeT,
TKaHb;

6) cneuuduryeckne npeaHanuMTUYecKne NPefoOCTOPOXHOCTU Ha AonabopaTopHOM U BHyTpunabopaTop-
HOM aTanax:

1) o6paseL Uccnegyemoro Matepuana: Mecto, cnocob, ycnosus, Bpems B3aTuA, o6bem;

2) maTepwman KOHTEAHepoB AN B3ATUS 06pasuoB B 3aBUCUMOCTU OT CBOWNCTB MCKOMOro aHanuTa,
npoueaypbl 06paboTku briomaTtepuana;

3) nobaBku: aHTUKOArynsiHTbI, KOHCEPBaHThI, chuKcaTopsl, renun; 06bem Ao6aBok B COOTHOLLIEHUM C
ob6bemom obpasua [3];

4) ycnoBusi xpaHeHWUs u TpaHCNIOPTUPOBAHNS € y4ETOM XapakTepUCTUK CTabunbHOCTU aHanuTa: CBeT,
Temnepartypa, CTepUIIbHOCTb, U30MSLUS OT aTMocdepbl OKpyXKatoLwen cpeabl, MakcuManbHas npo-
OONMKNTENbHOCTb XpaHEeHWs;

5) onucaHue npoueaypbl NpoboNoAroToOBKY;

B) Xop aHanusa:

1) npoueaypbl U UX YCOBUS: TeMnepaTtypa nposedeHns peakuun, pH, nHTepsansl BpeMeHu ans
OTOeNbHLIX 3TanoB Npoleayp aHanusa (MHKy6auus, NPOAOMKUTENBHOCTD 3a4epXKKU Bbixoaa peak-
LMW Ha NTMHEHBIA Y4acTOK, MPOAOIPKATENbHOCTL NIMHENHOO y4acTKa peakumn), TUn XonocTon npobel
(MaTpuua, peaKkTuBbl, NOCNEAOBaTENLHOCTL CMELUMBAHNA); U3MepAeMbIit MaTepuan: npoba (6uoma-
Tepwan nnc peareHTbl); 06beM Npobbl, HeobxoaUMBIN ANS 4aHHOTO BapuaHTa U3MepeHUst, COOTHO-
LeHne GnomaTepuara u peareHToB No 06bemy, cTabunNbHOCTbL NPOAYKTA peakuuu;

2) rpagyvpoBoyYHble (kannbpoBOYHbIE) Mpoueaypbl: KannMBpoBOYHLIA MaTtepuarn, NpocnexvBae-
MOCTb €ro CBOMCTB A0 CBOMCTB aTTeCTOBaHHOIO cTaHAapTHOro obpasua (MexayHapoaHoro ceptudu-
LUMpoBaHHOro pedbepeHTHOr0 Martepuana); nocTpoeHWe W XapakTepuctuka KanubpoBo4YHOro
rpacuka, o6nacTb NMMHERHOCTU, KANUBPOBOYHRIN hakTop, Npeaen 06HapyXXeHUs aHanuTa, guanasoH
N3MepeHNst; HenNMHenHble KannbpoBoYHbIE rpadmku; cnocobbl pacyeTa pe3ynbLTaTos;

) OLEeHKY aHanMTUYeCcKON HaAEeXHOCTU MeToAa: NMpPaBUSIbHOCTb, MPELM3NOHHOCTb (MOBTOPSEMOCTb U
BOCMPON3BOANMOCTL), aHaNUTUYECKYHo YYBCTBUTENbHOCTb, aHaNMTUYECKylo cneumduIHOCTb; pekoMeHaye-
Mble MaTepuanbl 45 OLEeHKU NPaBuibHOCTU U NPeLUM3UOHHOCT M aHaNMTUIECKOro MeToaa; cpaBHeHue ¢ Tpebo-
BaHUSIMU MO aHanNUTMYECKOMY KauvecTBY ONpeaerneHuss AaHHOrO aHanuta; BO3MOXHbIE WUCTOYHUKU
norpeLUHoOCTen pa3nNnyHbIX BUOOB, MepPbl X YCTPaHeHus!.

Mpu Hanuuun pecpepeHTHOro MeToga — OLUEeHKa Mo OTHOLUEHUIO K 3TOMYy MeToAy B COOTBETCTBUM C
FOCT P NCO 15193. BoamoxHble nHTepdepeHLUMI: fiekapcTBa, reMonns, KTepU4HoCTb Npo6, nunemus [3];

) OUEeHKy Unu pacyeT pesyrbTaTa uccrefoBaHus:

1) maTemaTu4yeckue npaBuna pacdeTa pesynbraTa; npefcTaBrieHue pesynbrarta: B eauHuuax Mex-
AyHapOAHOW CUCTEeMbl eQUHNL, U B TPAAULMOHHO UCMONb3yEeMbIX eAUHULLIAX (AN KONMYEeCTBEHHbIX
MeTOAO0B); ANs NOMYKONMYECTBEHHbIX — B OpAMHAaNbHOM (NOpSAKOBON) WKase; ANA HEKONUYECTBEH-
HbIX — B NPUHATON AN1s1 aHHOro BMAa UccnenoBaHunin popme (NOMOXKUTENbHBIA NN OTPpULATENbHbIN
pesynbTaT; 0bHapyXeH UCKOMbIA aHanuUT U He obHapyXXeH; B onucaTternibHO (HoMUHansHon) op-
Me — AN LUTONOoMMYecknx nccnegoBaHuniyg;

2) pedepeHTHbIN UHTEPBan, BKITHoYas NONOBLIE N BO3PACTHbIE XapaKTepPUCTUKN; MHAEKC NHAUBUAY-
ansHOCTU aHanuta (4N OLUEHKN NMPUMEHUMOCTU COMOCTaBrieHUs ¢ pepepeHTHLIM UHTepBanom);
opMbI NaTONOrK, AN AUArHOCTUKA KOTOPLIX NPeAHasHaYeH MeTo UccrneaoBaHns AaHHOMo aHanu-
Ta, buonorudeckoro o6beKTa;

3) TexHMKo-3KOHOMUYECKasA OLEHKa, C y4eTOM pacxoda MmaTepuanos, 3aTpaTtbl pabovero BpemeHu,
amopTusauum cbopyaoBaHust (MpyU BOSMOXHOCTU — B pacyeTe Ha eUHULY KNMHU4eckon uHcopma-
Lun, MoNy4YeHHOW NpU nccrieoBaHnn);

4) NCTOYHMWK AaHHBIX MO XapaKTepucTuke MeTofa: opraHnsaL/s, NPOBOAMBLLASA OLEHKY; aKCnepTHast
nabopaTtopust; pesynbTat MexnabopaTopHOro (MHOroLLEHTPOBOro) SKCepuMeHTa No OLEHKe MeTo-
Aa; HOPMaTUBHbIA JOKYMEHT KOMNETEHTHOW HAaLMOHabHO UM MeXAyHapOoAHOW OpraHu3aLIvu.

3.4 Tpe6oBaHus kK oNUCaHUIO CTAaHAAPTU3OBaHHOIO MeToAa

Mpuonucannn cpeacTs aHanuaa (HabopoB peareHTOB U NPUBOPOB) CTaHAAPTU30BaAHHOIO MeToda Uccne-
[OBaHWA aHanuTa u3roToBUTENsIMU cnegyeT cobnoaaTh onpedeneHHble TpeboBaHus.
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3.4.1 Cxema cTaHOapTU3OBaHHOrO ONWCaHWA MeToda UccnedoBaHusl AOMKHA HOCUTb MoApOOGHbLIN
XapakTep, MOCKOMbKY paccyuTaHa Ha onucaHne MeToaoB pasfUMYHbIX BUAOB UCCNeA0BaHUI, NPUMEHSIEMbIX B
KNUHUKO-AUarHocTU4e ckux nabopatopmnsax meauLMHCKUX opraHnsaLumi.

Mpwy onucaHumM KOHKPETHOro MeToAa AOMKHbI ObITb OTPaXeHbI Te NO3NLUKN, KOTOopble Heobxoaumbl Ans
XapaKkTepUCTUKM aHanMTU4ecknx npoueayp U cpeficTB aHanusa, NpUCyLLIMX MCCNegoBaHuio AaHHOro BUuaa.

M pwuMeyaHu e—lpaBo Ha ymonyaHue HEKOTOPbIX XapakTEPUCTUK peareHToB B UX roToBbIX HaBopax, o6ycrnoe-
NEHHOE OXPaHOW MHTENNEKTyarbHON COGCTBEHHOCTU, HE PACNPOCTPAHSIETCS HA AaHHbIE O KPUTUYECKMX NapaMeTpax MeTo-
Aa: 4yBCTBUTENBHOCTH, CMELMGUYHOCTH, NPABUMBHOCTU, METPONOIMYECKON NPOCNEXUBAEMOCTH, NPELIN3UOHHOCTH, u-
HEeNHOCTH, MHTEPBAarne N3MepeHus.

3.4.2 lMpuonucaHnn metoaa nccrnegosaHnsa, GCCHOBaHHOIO Ha NPUMEHeHUU CpeaACcTB aHanusa (Habopos
peareHToB, NpUBOPOB), N3roTOBMSIEMBIX ONpeAeneHHON NPOU3BOACTBEHHON opraHM3aunein n ABNAIOLLIMXCA
3aKPbITONA CUCTEMOW, AOIDKHBI ObITh MPUBEAEHBI XapakTepPUCTUKU NPaBUITbHOCTU U NPEL3UOHHOCTU Nofyyae-
MbIX pe3ynbTaToB Mo CpaBHEHUIO ¢ ped)epeHTHLBIM METOA0M UcCNeAoBaHUs N U3bpaHHbLIM 4NA cpaBHEeHUs
MEeTOAOM, CBOWCTBA KOTOPOro COMOCTaBfeHbl ¢ pedepeHTHbIM MEeTOAOM, AaHHble 0 KOMMyTabenbHOCTH
Kanubpartopa.

3.4.3 B oTHOWeEHWN cpeacTB U3MepeHust, npeanaraemMbix 45151 UICNOoMNb30BaHWUA NPU BLINOAHEH WU AaHHO-
ro MeToa uccriefioBaHng, pegeparnsHbiM OpraHoM UCNONHUTENBHON BIacTu B chepe TeXHUHECKOro perynu-
pOBaHWsi U METPOJIOTMA® OCYLLECTBSIIOTCS rOCYAapCTBEHHBIA METPOSIOTMYECKUI KOHTPOMb 1 HaA30p.

MocyaapCTBEHHbIA METPOOrMYECcKNiA KOHTPOMb BKMNoYaeT B cebs:

- yTBepXAeHue Tuna cpeficTB U3SMepeHuia;

- NoBepKy CPeACTB U3MEPEHUIA, B TOM YUCHE 3TASIOHOB;

- NMLEH3NpoBaHUe AeATeNIbHOCTU IpUaNYecKux 1 (pusnyeckux nul No U3roTOBMEHUI0 U PEMOHTY
CpeAcTB U3MepeHUIA.

"ocyaapCTBEHHBIN METPONMOrMYECKNIA HaA30P OCYLLECTBIISIETCA:

- 3a BbINYCKOM, COCTOSIHUEM U MPUMEHEHNEeM CpeacTB U3MEePEeHUiA;
aTTecTOBaHHbIMN MEeTOANKaMU BbIMOSTHEHUSI U3MEPEeHUIA;
aTanoHaMun eguHUL, BEMNYMH;

- cobntogeHeM MeTPONOrMYECKUX NPaBUI N HOPM**.

B onucaHuM cTaHgapTU30BaHHOrO MeTo4a A8 KIMHUYECKMX NabopaTopHbIX UccneaoBaHuii JoKHbI
ObITb NPUBEAEHbI CBEAEHUSA O perncTpaunn B yrnonHOMOYEHHOM rocyJapCTBEHHOM OpraHe U 0 BHECEHUN B
rocyAapCTBEHHbI peecTp, AN U3MepUTenbHbIX NpUBopoB — O perucTpaLum B HaLMoHabHOM OpraHe TeXHU-
YECKOro perynupoBaHusi, B criydyae Hanuunsi B OTHOLLEHWUM YCTPONCTB STOro Tina TEXHUYECKOTo pernameH-
Ta — O 3HaKe COOTBETCTBUSA.

3.4.4 ToToBblE HAOOPLI peareHToB 418 AaHHOTC MeTo4a UCCreaoBaHNs AOIMKHbI MPOXOAUTb UCTIbLITAHUA
B COOTBETCTBUWN C YCTAHOBNEHHBIM NOPSAKOM, OTBEYaTbL COOTBETCTBYIOLUNM TEXHUYECKAM TpeboBaHMAM 1
O0IKHBI ObITh BHECEHbI B rocyAapCTBEHHbIN peecTp, MHopMaLmMs O pernctTpaunn U paspelleHnin K ucrnonb3o-
BaHWUO A0OMKHa ObITb NpeAcTaBneHa B ONUcaHUM MeToAa UCCreaoBaHMsa aHanuTa.

* PepepanbHbIv 3akoH OT 26 nioHst 2008 roga Ne 102-93 «O6 ob6ecneveHnn eaMHCTBA N3MEPEHNINY.
** OYHKUMM MO roCyAapCTBEHHOMY METPONONMYECKOMY KOHTPOMIO UM Haasopy ocylwecTenseT deaepanbHoe
areHTCTBO MO TEXHUYECKOMY PEerynIMpoBaHmnio U METPOIOTUM.
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