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Mpegucnosune

Lienn v npuHumnel cTaHgapTm3auum B Poccuiickoin @efepauym ycTaHoBneHbl ®efepanbHbiM 3aKOHOM OT
27 neka6ps 2002 r. No 184-d3 «O TexXHU4YEeCKOM perynvpoBaHuu», a npasuia NPpUMEHEHNs HauUoHabHbIX
cTaHfapToB Poccuiickoii ®epepaunn — FOCT P 1.0—2004 «CtaHgapTtusauua B Poccuiickoii ®egepavuu.
OCHOBHbIE NOIOXEHUSA»

CeefeHus o cTaHgapTe

1 PASPABOTAH JlabopaTopueii npo6aem KAMHMKO-N1abopaTopHON AMarHoCTUKM MOCKOBCKO meam-
UMHckoit akagemmmn um. .M. CeueHoBa Poc3apaBa. kadeapoii KnmHuyeckoit nabopaTopHoii ANarHOCTUKU 1
Kachegpoli 6noxvmum Poccuiickoin MeanUMHCKOR akagemun nocaeannioMHoro obpasoBaHuss Pocsgpasa.
oTAEeNOM cepTUMKaLUM 1 KOHTPOSIA KaYecTBa KIMHUYECKUX TabopaTopHbIX UcCrefoBaHunii FocyfapcTBEHHO-
ro Hay4YHOro LieHTpa npodunakTnyeckoli MeanumHel PocmegtexHonoruii, naéopatopueli GOXMMUN aMUHOB U
LMKINYECKMX HYKTeoTuaoB HayuHo-uccnefoBaTeibCKOro UHCTUTYTA GUOMEAULMHCKON Xumun Poccuiickoli
akageMum MeauLUMHCKMUX HayK

2 BHECEH TexHuuyeckMMm KoMUTETOM Mo cTaHgapTusaunm TK 466 «MeguumMHCKMe TeXHOM0rmm»

3 YTBEPXJAEH W BBEAEH B AENCTBUWE Mpukasom denepansHOro areHTCTea no TEXHUYECKOMy
perynupoBaHuio n Metponorumn Poccuiickoin depepauum oT 18 aekabps 2008 r. No464-cT

4 BBEJEH BMNEPBbIE

MHopMauus 06 M3MEHEHMSAX K HACTOSILLEMY CTaHAapTy Ny6anKyeTCsl B eXerofHo n3jaBaemMom
MH(OPMaLMOHHOM YKa3aTe e «HauuoHanbHble CTaHAapTbi», a TEKCT U3MEHeHUt NNonpaBoK — B exeme-
CAYHO M3AaBaeMbIX MHDOPMALIMOHHbIX YKasaTensax «HaumoHabHble cTaHaapThi». B ciyyae nepecMoTpa
(3aMeHbI) MM 0T MEeHbl HACT OSALLEro CTaHAapTa cooTBe TCTBRYLLee yBefoMeHne 6yaeT ony6MKoBaHo
B ©XXEMECSAYHO N34aBaeMoM MHGIOPMaLVOHHOM yKaszaTene «HaunoHanbHble cTaHaapThi». COOTBETCTBY-
loLLas MHchopMaLsl, yBeJOM/IEHNE N TeKCT bl pasMelLalo T cs Takxke B MH(opMaLMoHHO cucTeme o6LLero
Nnofb30BaHNsi — Ha ohULMaNLHOM caliTe dPefepasibHOro areH TCTBa N0 TeXHUYECKOMY PeryMpoBaHuio 1
MeTposiornmB ceTu IHTepHeT
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HALULMWOHANBHBIN CTAHAAPT POCCUWNCKOWN GENLEPALUMN

TexHonorun nabopaTtopHble KMHUYeckne
OBECMNEYEHME KAYECTBA K/IMHWUYECKNX TABOPATOPHbIX UCCNELOBAHNIA
YacTtb 1
MpaBuna onucaHMa MeTof0B UCCNefoBaHUA

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

fatasBegenns — 2010—01—01

1 O6nacTb NpUMEHEHUSA

HacTosawwuii ctaHgapT ycTaHaBIMBaeT NpaBuia onucaHns B 1abopaTopHbIX PYKOBOACTBAX, CNpaBoYHM-
Kax W MHCTPYKTUBHBIX MaTepuanax K rotoBbiM Habopam peareHTOB (TECT-CUCTEMaM) METOLOB KIVHUYECKNX
nabopaTopHbIX UccnefoBaHuiA, NpeAHasHavyeHHbIX 4159 NPUMEHEeHNs B MeAuLMHCKUMX nabopaTopusax BCex
¢hopM cO6CTBEHHOCTW. HacTosWMiA cTaHA4APT NpeAHa3HaueH 418 NPUMEHEHNS BCEMU OPraHn3aLusiMu, yupex-
LEHVSIMU U NPeanpuATUAMK, a Takke WHAUBUMAYANbHbIMK NpeAnpuHUMAaTeNsaMu, AesTeNIbHOCTb KOTOpbIX
CBfi3aHa C OKazaHWeM MeANLMHCKOW MOMOLLN.

2 HopmaTuBHbIE CCbIIKU

B HacTosALwemM cTaHAapTe UCNO/Ib30BaHbl HOPMATUBHbIE CChIJIKM Ha CneaytoLme cTaHaapTbl:

FOCT P NCO 5725-2—2002 To4yHOCTb (MPaBWU/IbHOCTb U NPELU3NOHHOCTbL) METOAOB U pesy/ibTaToB
nsmepeHwuii. Hactb 2. OCHOBHOI MeTOA onpefesieHns NoBTopsieMoCcT 1 BOCMPOM3BOANMOCTU CTaHAAPTHOMO
mMeToAa U3MepeHui

FOCT P MCO 9001—2008 Cuctembl MeHefXMeHTa kayecTBa. TpeboBaHUs

FOCT P MCO 15189—2006 /labopatopun MeguumnHckme. YacTHble TpeboBaHUsA K Ka4yecTBYy M KOoMme-
TEHTHOCTH

FOCT P UCO 15193—2007 W3pgenus meguumnHckme Ans gUarHocTukuy in vitro. VisamepeHne BeNIMYvH B
npo6ax 61onornyeckoro NponcxoxaeHns. Onucanme pedepeHTHbIX MeTOAMK BbINO/THEHUS N3MEPEHW

FOCT P MCO 15195—2006 labopatopHas meauunHa. TpebosaHus kK nabopatopusam pedepeHTHbIX
n3MepeHuii

FOCT P NCO/M3K 17025—2006 O6Line TpeboBaHNS K KOMNETEHTHOCTU UCMbITATENbHbIX U KaNnbpo-
BOYHbIX naboparopuii

FOCT P MCO 17511—2006 N3genusa meguuMHCKMe ANS UArHOCTUKK in vitro. VI3mepeHne BennyuH B
6ronornyecknx npobax. MeTponornyeckaa NPOCNEXMBAEMOCTb 3HAUYEHWI, NPUNUCaHHbIX kKanubpatopam K
KOHTPO/IbHbIM MaTepuasam

FOCT P MCO 18153—2006 N3genusa meguuMHCKME 415 UArHOCTUKK in vitro. I3mepeHne Benn4yuH B
6ronornyecknx npobax. MeTposornyeckas MpPOCNEXNBAEMOCTb 3HAYEHWUI KaTaMTUYeCcKon KOHLeHTpaLmm
hepmeHTOB, NPUNUCaHHBIX KanmbpaTopam U KOHTPO/IbHbLIM MaTepuanam

FOCT P 53022.1—2008 TexHonorun nabopaTopHble KIMHUu4eckue. TpeboBaHNs K kKa4ecTBY KMHUYeC-

Knx nabopaTopHbIX uccnegoBaHuii. YacTb 1. MpaBuna MeHemKMeHTa kayecTBa KIMHUYECKX 1abopaTopHbIX
nccnefoBaHuii

N3paHne opuymnansHoe
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FOCT P 53022.2—2008 TexHonorny nabopaTopHble kMHU4Yeckme. TpeboBaHNs K ka4ecTBY KIIUHUYEC-
KMx nabopaTopHbIX nccnegoBaHnii. Yactb 2. OueHka aHaIMTUYECKOW HafeXHOCTN MeTOA0B UCCNefoBaHNA
(TOYHOCTb, YyBCTBUTENIBHOCTb, CNEeLNUYHOCTb)

FOCT P 53022.3—2008 TexHonorny nabopaTopHble kMHu4Yeckme. TpeboBaHNs K kKa4ecTBY KIIMHUYEC-
Knx nabopaTopHbIX nccnegoBaHuii. HacTs 3. MNMpaBuna OLeHKU KIMHUYECKOn MHopMaTBHOCTY nabopaTop-
HbIX TECTOB

FOCT P 53022.4—2008 TexHosorum nabopartopHble KnuHuyeckne. TpeboBaHUS K Ka4eCcTBY KIMHUYeC-
Knx nabopatopHbiXx uccnegosaHuii. YacTb 4. [MpaBuna pa3paboTkm TpeboBaHWil K CBOEBPEMEHHOCTM
npegocTasneHns nabopaTopHoli nHdopmalum

FOCT 7601—78 ®usnyeckasn ontuka. TepMuHbl, OyKBeHHble 0603HaYEHNS U ONpesesieHUss OCHOBHbIX
BE/INYNH

MpumeuvaHue — Mpu NONb30BAHUN HACTOALW MM CTaHAAPTOM Le/iecoo6pasHo NPOBEPUTL A4eliCTBUE CChIoU-
HbIX CTaHJapTOB B MH(OPMALMOHHON cucTeMe o6GLLero Nofb3oBaHUsA — Ha oduuManbHOM caiite ®efepanbHOro
areHTCTBa N0 TEXHUYECKOMY PErysIMpOBaHNI0 1 METPOJIOTMN B CETU IHTEPHET 1IN N0 eXEro4HO N34aBaeMoMy yKasaTeso
«HaunoHanbHble CTaHAaPTbI», KOTOPbI 0NY6/IMKOBAH MO COCTOSIHUIO HA 1SiHBAps TeKyL,ero roga, u o COOTBETCTBYOLW UM
eXeMeCsYHo n3faBaeMbiM NHOPMALMOHHBIM yKa3aTesnsm, ony6/MKOBaHHbIM B TEKYLEM rogy. ECnu cCbifoYHbI CTaH-
[apT 3aMeHeH (M3MeHeH), TO Npu NONb30BAHWUM HACTOSILMM CTaHAApPTOM clefyeT PyKOBOACTBOBATHLCS 3aMEHSIOLWNUM
(M3MEHEHHbIM) CTaHA4apTOM. ECNM CCbIIOYHbIV CTAHAAPT OTMEHeH 6e3 3aMeHbl, TO MONIOXEHME, B KOTOPOM AaHa CCbiika Ha
Hero, NPYMeHseTCs B YaCTu, He 3aTparnBaroLLeil 3Ty CCbIfKy.

3 [lMpaBuna onucaHma mMeTonoB I/ICC]'Ie,CI,OBaHI/IVI n TeECT-cnCtem,
npegHasHa4d4eHHbIX na npnMeHeHmnsa B MeanuymnHCKnMxX na60paT0pvmx

3.1 O6wwme nonoxeHuns

CoBpeMeHHble aHanMTUyeckne BO3IMOXHOCTU TabopaToOpHOI MeAnLMHbI NpecTaBneHbl 60bLUINM pas-
Hoob6pa3vem MeTof0B NCCNef0BaHNsA, KOTOPblE MOTYT 6bITb NPUMEHEHbI AN 06GHAPYXEHUS U/MNn U3MepeHns
O/IHOTO 1 TOrO Xe aHanuta. 6uonornyeckoro o6bekTa. OfHako AeliCTBUTENbHbIE 3HAYEHWS Pe3ybTaToB 3TUX
nuccnenoBaHuii, BbIMOMHEHHbIX Pa3fIMYHbIMU METOAAMM, CMOCOOHbI CYLLECTBEHHO OT/IMYATLCA APYT OT Apyra,
4TO MOXOT NPMBOAUTL K HECOMOCTABMMOCTU pe3ybTaToB 06CNeA0BaHNA NaUVeHTa, BbINOTHEHHbIX B pa3iny-
HbIX YUpeXAeHUsX. NOLIMOOYHON X TPaKTOBKe, B YaCTHOCTY, NPW NepeBoje nauyveHTa u3 o4HOro MeAnLMHCKO-
ro yupexgeHus B Apyroe. ToyHasi xapakTepucTmka CBOWCTB MeTofa 1cciefoBaHusl, OCHOBaHHAsA Ha eAWNHbIX
CTaHA4apTU30BaHHbIX faHHbIX 0feTanaxaHanntTnyeckmxnpowenyp. CBoCTBax NPUMeHaeMbIX cpeacTBaHanu-
3a, XapaKkTepuCTUKe aHaNIMTUYECKON HAAEXHOCTU U KTMHUYECKO MHDOPMAaTVBHOCTY NCCNef0BaHNsA, JO/MKHA
1Cnosib30BaTbCsA Npu BbIGOPE 1 BOCNPOU3BEAEHUN MeToAa B KNIMHUKO-AMArHoCTUYECKUX nabopaTopusx, Crno-
co6CcTBOBaTb OOBLEKTMBHOMY COMOCTaB/EHWIO Pe3ynbTatoB MNPYMEHEeHWs  pasfnyHbiX MeTOh0B U
npefoTBpaLLeHnio OWMNGOK NpW TPaKTOBKE WCCeAO0BaHWUi, NPOBEAEHHbIX B N1abopatopuax pas/iMyHbiX
MeANLUHCKNX OpraHnsaumii.

3.2 AHanuTuyeckne cBoiicTBa MeTo40B NccnefoBaHNA

AHanutuyeckve cBoiicTBa MeToAa, NPUMEHAEMOro 478 uccnefoBaHns 6MonorMyeckoro marepuana,
UMeloT onpefensiollee 3HavyeHne ANA kayecTsa uccrefoBaHus. COrnacHo HauuoHabHbIM CTaHgapTam
FOCT P MCO 9001. TOCT P MCO 15189 n TOCT P NCO/M3K17025, B MeMLMHCKON nabopaTtopnmn kayecTBo
[O/KHO 6bITb 06ecneyYeHo aHaIMTUYECKUMIU NpoLeypamMu, B TOM Y/AC/e CBONCTBAMMW MPUMEHAEMbIX METOA0B.

COOTBETCTBEHHO  XapaKkTepucTuke n  copme BblpaXXeHus nosyyaemoro  pesynbtaTta
(FOCT P NCO 15193) meToAbl KTMHUYECKUX 1Tab0opaTOPHbIX UCCef0BaHNA noapa3fenstoT:

- HaKO/IMYECTBEHHbIE, KOTOPbIE N3MEPSIOT BE/IMUMHBI, AaBas pe3y/ibTaTbl B LUKaIe pasnuynii unuv wkane
OTHOLUEHWIA, e Kaxaoe 3HauyeHne ABIAETCA YAC/IOBbIM 3HAYEHUEM, YMHOXEHHbIM Ha e JUHMLY n3mepeHus (B
PS4y 3HaYeHUn MoryT 6bITb paccymTaHbl 06bIYHbIE CTATUCTMYECKME NapamMeTpbl: cpefHee apudmeTmyeckoe,
cpeAHeKBagpaTnyeckoe OTK/IOHEHNe, reoMeTprUYeckoe cpefHee 1 KoadULMeHT Bapnauum);

- MOMYKO/IMYECTBEHHbIE. pe3ynbTaTbl KOTOPbIX BblpaXatTcA B OpAWHaNbHONM (NOPSALKOBOW) WKane, B
KOTOPOIi 3HAYEHWSA MOTYT BbIThb BblpaXKeHbl (hpasamMun Uamn Yuciamu, BbipaxatLMy pasmep COOTBETCTBYHOLUX
CBOICTB, M MCNO/Ib30BaHbl AN PaHXXMPOBAHUS, OAHAKO PA3/IMYMSA 1 OTHOLLEHUS NO LKasie He UMeIoT 3HaYeHns
ANS cpaBHeHUs [ANa psga 3HavyeHuid MoryT 6biTb paccumTaHbl OPakTUAN (BKIOYas MeanaHy) U NpUMeHeHbI
HeKkoTOopble HemapameTpuyeckne TecTbl, Hanpumep TecTbl Konmoroposa—CmupHoBa. BunkokcoHa m TecT
3HaKoB].
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Mpumep — MATwN3HayHadA wkana (0,1, 2. 3. ) ANS 4TEHUA CNOMOLW b0 AUATHOCTUYECKON NONOCKN KOHLEH-
Tpauun anbb6ymuHa B Moye, efle 3TN 3HAUYEHUA MOTYT 6blThb NepeBefieHbl B CIOBECHbIE XapakT epucT uku (He-
NOBbIWEHHAA. COMHUT €/1bHO NOBbIWEHHas, CNerka NoBblleHHas, NOBbIWeHHasA, CUIbHO NOBbIWEHHAanA).

- HeKonmMyecTBEMHbIe. pe3ybTaTbl KOTOPbIX BbipaXatoT B HOMUHALHO (knaccudrkaunoHHO’) Wwkane
UIn B 4BOVYHOI WKane (Hanmume nav oTCyTCTBME MCKOMOTO KOMNOHEeHTa bruomaTtepmana win natonoruyec-
KOro areHTa). B HOMUHaNbHO LWKane 3Ha4eHNss MOTyT BbITb BbIpaXeHbl hpasamm Ui TepMmmHamu (HaMMeHo-
BaHUsAMYK) 6€3 CBSA3M C pasmepamMy COOTBETCTBYIOLLMX CBOWCTB. B pAgy 3HauyeHuii MoryT 6biTb paccymTaHbl
YMC/I0 3/IEMEHTOB U MOAa (HO He cpefiHAA) U MPUMEHEHbI HenapaMmeTpuyeckue TecTbl, HanpuMmep, X2u TecT
duwepa.

Mpumepbl — HauMeHOBaHUA TUNOB NENKOLNT OB, 06HAPYXEHHbIX B KPOBU YenoBeKa: Psiji 3HaYeHUiE ans
rpynn KpoBwu.

NMpumeuyaHne 1— BHOMWHANBHOI WKane HeoNpeAeNeHHOCTb U3YYEHNS BbipaxalT Kak YuC10 HeNnpaBuibHO
KnaccuguumMpoBaHHbIX hpakyuii.

NMpumeudaHue 2— HOMUHANBLHYIO WKaNY HEBO3MOXHO Kann6poBaTh

B 3aBMCUMOCTY OT CBOCTB aHa/IMTUUECKOI NpoLeaypbl U CTENEHW OTK/TIOHEHUS pe3yibTaTa nccnenosa-
HMA OT UCTUHHOTO 3HAYEHUA (AaHANIMTUYECKOTO CMELLLEHUSA) KO/TMYECTBEHHbIE METOAbI NoApa3AensioT Ha cney-
toLme rpynmbl:

- onpepgensiowue (OKOHYaTebHble) MeToAbl (aHanuTnyeckoe cMelleHne ot 0.1 % ao 1 %);

- pedepeHTHble (aTTecToBaHHbIe) MeToAbl (aHanMTuyeckoe cmelleHmne ot 1% a0 3 %);

- paboune meToAbl (@HANUTUYECKOE CMeLLeHre CBbille 3 %).

[lns HekoNnYecTBEHHbIX METOL0B Mepa NpaBu/IbHOCTU ONpeaenieHns aHanuTa, 6ruonornyeckoro o6bek-
Ta (KneTkun), NaTosiorMyeckoro areHta (MUKpoopraHusma, napasmtapHoro opraHm3ma) MoXeT XapakTepuso-
BaTbCA Mepoli CNOCO6HOCTY MeToAa LOCTOBEPHO BbIABNATL Havbosiee TUNWYHbIE NMPU3HAKW U CTENEHbIo
coBnafeHnsa ero pesybTatos C JaHHbIMU APYTUX CNOCO60B OLEHKM nccnenyemoro oobekra.

CornacHo FOCT PUCO 5725-2 n TOCT P NCO 17511 BbIGOp METOAO0B, BbINOSIHAEMbIX B KIIMHUKO-Auar-
HOCTUYECKMX TabopaTopUsAX MeAULIMHCKNX OpraHn3aLmii, fo/mMKeH BblTb OCHOBAH HA COYeTaHUW [OCTaTOUYHOM
aHanIMTUYeCcKol HageXHOCTM C Y4eTOM NPEeLU3NOHHOCTY U NPaBUIbHOCTU pe3ybTaToB, YyBCTBUTEIbHOCTY 1
crneunuryHocTn onpegeneHns aHanuTta. ¢ 3SKOHOMUYHOCTLIO UX BbIMOSIHEHMA. [TOCKO/IbKY onpeaensatolue n
pedepeHTHble MeToabl TPebyoT 0c060 TOYHOro 1 Hanbosee 4OPOrocToALLEro 060PYAOBAHUA U aTTeCTOBaH-
HbIX CTaHAAPTHbIX 06pa3LLoB, 6/IM3KUX NO CBOUM CBOMCTBAM K NEPBUYHLIM, UX CeayeT NPUMEHSITb Npenmy-
LleCTBEHHO B pedepeHTHbIX (3KcnepTHbIX) nabopaTtopusx B cootBeTcTBuM ¢ FTOCT P UNCO 15195.
B noBceHEBHOI K/TMHWKO-NabopaTopHOI NPaKTUKe NX NPUMeHeHNe HepaLoHas bHO.

Paboune meTofbl, NpefHasHayYeHHble AN NPUMEHEHUS B KIMHUKO-AWArHOCTUYECKUX nabopatopusax
yupexaeHuii 3qpaBooxpaHeHus, AOKHbI:

- obecneumBaTb NpoBefeHWe uccnefoBaHWii Npob GuomaTtepuanoB NaLMeHTOB B COOTBETCTBUM C
NOTPe6GHOCTAMY KNNHMKN B UHCDOPMATUBHOCTYW, aHa/IMTUYECKOW HafeXHOCTN 1 CBOEBPEMEHHOM MOyYEHUM
pes3ynbTaToB UccnefoBaHuii, yCTaHOBMEHHBIMU COOTBETCTBYHOLLMMU HOPMATVBHBIMW JOKYMEHTaMV CUCTEMbI
MeHeIKMeHTa kayecTBa KIvH1M4eckux nabopartopHbix uccnegosanuin (FOCT P 53022.4);

- obecneumBaTb COMOCTABMMOCTb Pe3YNbTATOB UCCNEL0BaHNA aHA/IUTOB M GMOIOrMYECKUX 0O HEKTOB,
BbIMO/IHEHHbIX B pa3/IMYHbIX OpraHn3aLmax 3paBooxXpaHeHuns, To eCTb 6bITb CTaHAaPTU30BAHHLIMWN BOTHOLLIE-
HWN ONUCAHUSA N XapakTePUCTUKN NX aHATMTUHECKUX MPUHLMMOB Y peann3yembiX TEXHOMOTWA;

- ObITb 9KOHOMUYECKM NPUEeMAEMbIMU AN MeANLMHCKUX OpraHn3aLuii.

Mpw onucaHny MeToA0B UCCNeAOBaHNA U TECT-CUCTEM, NPeHa3HaUYEHHbIX A1 TPUMEHEHUS B KIIMHUKO-
AnarHoctunyeckmx naboparopusax MeguLUHCKUX OpraHnsaLmii, 40/KHbl ObiTb MPUBEEHbI [O0CTOBEPHbIE AaH-
Hble. 3aMCTBOBaHHbIE U3 CMeLuanbHO HayYHo NnTepaTypbl, NOlyYEHHbIE B aKKPeAUTOBAHHbIX 3KCMEePTHbIX
nab6opartopusix, v cobCcTBeHHble faHHble pa3paboTuMKoB OTHOCUTENLHO:

- MeTPOJIOrMYECKOW MPOCNEXMBAEMOCTN aHaNMTUYECKUX CBOMCTB NpeanaraeMbiX MeTO4,0B 40 CBOWCTB
pechepeHTHbIX MeToA0B uccnegoBaHus B cootsetcTeumn ¢ FOCT P MCO 15193 n TOCT P NCO 17511 (npwu
HanMunm mexayHapoaHbIX pedepeHTHbIX METOAO0B);

- XapakTepucTuK/ CBOWCTB MPUMEHSAEMbIX CPEACTB aHaIn3a,

- OL@HKM 3KOHOMUYHOCTW NPaKTUYECKOro MPUMEHEHNS MeToAa.
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33 Cxoma CTaHAapTM30BaHHOIO onucaHua pabouyero meTofa KAWHUYECKOro NabopaTopHOro
nccnefosaHus

3.3.1 O6wue nonoxeHns

HacTtosAwuin ctaHaapT ycTaHaBnuBaeT 06LLy0 CXeMy CTaHAapTU30BaHHOIO ON1caHua MeToga ncecnego-
BaHusA. OnucaHua npoueayp MeTof0B MUCCNeA0BaHUR OTAEeNbHbIX @HaIMTOB, NCNO/b3yeMbIX NPY OKasaHuu
COOTBETCTBYIOLMX NPOCTBIX NN KOMM/IEKCHBIX MEANLUHCKUX YCNYT, NPUBELEHbl B HOPMATUBHbIX JOKYMEHTax
MO TEXHOJI0TMAM KOHKPETHbIX MeANLMHCKUX NabopaTopHbIX YCAYr.

CTaHAapT“30BaHHOE onncaHne meToga KAMHMYecKoro nabopaTtopHoro uccnefoBaHvua npeacrasnset
COo60V KOMMIEKC YETKUX M MOJIHbIX OMMUCaHU B3aMMOCBA3aHHbIX aHaMTUYeCcKMX npoueayp usnyeckoro,
XMMMNYECKOro, 6M0I0rMYECcKoro xapakrepa; ycnoBuii UX BbINOMIHEHWS; peakT!BOB 1 060py0BaHNsA, NpUMeHe-
HVe KOTOPbIX B COOTBETCTBMM C UX ONUCaHneM obecneynBaeT HagexHoe obHapyxeHve/onpeaeneHne NCKOMOo-
ro aHanuta unv 6uonornyeckoro oobbekTa B Npobe 6uonornyeckoro Matepmana.

3.3.2 Cxema cTaHA4apTU30BaHHOrO onucaHna metoaa

CTaHAapT30BaHHOE OnvcaHre MeToAa A0/HKHO COAepXaTb CeayloLme faHHble;

a) HavMeHoBaHWe MeToja C yKazaHMeM UCKOMOro aHannTa. 61MonorMyeckoro o6 LeKTa,;

6) NpUHLMN 06HapYXeHNs Un onpeaeneHnsa aHanuTta. bnonornyeckoro o6bLekTa B AaHHOM MeTofe:

B) HEOOXOAMMblE XMMUYECKME, BUONOTNYECKNE peareHTbl U XapakTepucTUkn nx U3NKo-XMMmUYeCcKmxX,
610/10rMYECKNX CBOMCTB (B CNyyae NCNob30BaHMs OTAEebHbIX peareHToB):

1) cTteneHb YncTOThI (KBaNUuKauns) — A9 XMMUYECKUX PeakTUBOB;

2) Ananas3oH aKTUBHOCTM — ANA (hepPMEHTOB, cneunduyHocTb — Ana cybecTpaToB (hepMeHToB
cornacHo FTOCTP MCO 18153; cneundunyHOCTb M adpPUHHOCTb — A/15 aHTUTeN;

3) cocTaB KOMMNOHEHTOB — A/151 NUTATE/bHbIX CPef;

4) pnanasoH AJ1VH BOSH AeTeKuun — A1 XpoModhopoB, (h/1t00pohopos;

5) cocTaB 1 xapakTepUCTUKN KOMNOHEHTOB, MOHHasA cuna, pH — ansa 6ydepHbIX pacTBOPOB.

Mpv ncnonb3oBaHUM roToBbIX (HOPM HABOPOB PeakTUBOB YKasblBaloT MPUHLNM METOAA, COCTaB peareH-
TOB, Ha/InumMe rocyfapCcTBEHHON perucTpauum, CooTBETCTBME TPebOoBaHUSAM aHa/IMTUYECKON HaAeXHOCTH,
MEeTPO/IOrMYeCcKyo NPOCNEXNBAEMOCTb Y KOMMYTabenbHOCTb kanmbparopa, cnocob npumeHeHus. [1ns Bcex
peareHTOB — CPOK CTabUIbHOCTU B Cyxoli (hopMe M nocsie pacTBOPeHNsi, 0CO6EHHOCTU YCNOBUIA XpaHeHus,
CTeneHn TOKCUYHOCTU 1 B1ONOrMYecKoi ONacHOCTY.

3.3.3 CneuyunanbHoe o6opyfoBaHMe A8 NOATOTOBKM NPo6 1 nx aHanusa

O6opyfoBaHve N5 NOArOTOBKM NPO6 1 UX aHanusa:

- pyuHoe.

- nonyaBTOMaTuyeckoe.

- aBTOMaTuyeckoe.

XapakTepucTukm npmbopos 1 060pyaoBaHUs, HE06X0AMMbIX 419 06ecneyeHns BbINOSIHEHUSA UCcneno-
BaHUA:

- Ana go3atopoB — Tpebyemblil 06beM N TOYHOCTb A03MPOBAHUS:

- ANS LeHTpUyr — COOTBETCTBYHOLWMIA pexum paboTbl (060pOTbI B MUHYTY, pagunyc BpalleH1s poTtopa,
Heo6X0AMMOCTb OXNTAXAEHUS);

- ANA TepMocTaTtoB — TemnepaTypa B npolecce paboTbl M 4oNyCcTUMbIE NPefenbl ee KonebaHus;

- ANA cTepunn3auvoHHOW annapaTypbl — AaBfieHne 1 Temnepartypa B npouecce paboTbl, Npegenbl ux
Koneb6aHuii;

- ANs aHaspoctatos — cogepxaHue C02;

- ANA ONTMYECKNX N3MepUTesbHbIX NPM60pPoB — BUZ hoTOMeTpumn: abcopbLUoHHas, NnaMmeHHas, ropv-
30HTaNbHasA. BepTuKasibHas, oTpaxartenbHas, TypougumeTpus. HedenomeTpus, daloopomMeTpus, NIOMUHO-
mMeTpus. d1I00POMeTPUSA C paspelleHneM BO BpeMeHN — COOTBETCTBYIOLAA A/IMHA BOJIHbI, LUMPYHA LWenu,
nponyckaHve ceeTa, TO/ILMHA NOr/IOWAoLLEro C/105 OKpalleHHOro pacteopa (BHyTPEHHWUIA pasmep KioBeThbl,
cM) no [1]; npu McnonbL30BaHWM TepMoCTaTMPOBAHHOW KIOBETbl — 3ajaHHas TemnepaTtypa v AonyCcTUMble
npegensl ee KonebaHuit);

- A1 MUKPOCKONOB— BUA MUKPOCKOMMWK, yBENMYEHME, pa3peLuatoLlas cnocobHocTb no FOCT P 7601. (2);

- Ana npubopos AnA anekTpodopesa — cocTaB 6ychepHOro pacTeopa, HanpsXXeHne 1 cuna Toka, BUA,
HocuTens;

- ANS YCTPOWCTB ANsi xpomartorpaum — cocTaB U XxapakTepucTuky CTaLMoHapHON 1 NOABWXKHOW (a3,
BUA feTeKkTopa,;

- 475 NpM6OPOB, OCHOBAHHbIX Ha 3N1EKTPOXUMMNYECKOM MPUHLNMNE U3MEPEHUS. — napamMeTpbl curHana,
BUA feTekTopa:

- ANA Koary/ioMeTpoB — MNPUHLMN paboTsl, cnocob AeTekuuu;

- ANA NPOTOYHBIX LUTOMETPOB — NPUHLMN paboTbl, MU3MepsSeMble U pacyeTHble NapameTpbl;
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- CUCTeMbl ANS aHa/m3a n306paxeHnii AO/KHbI 6blTb OXapakTepn3oBaHbl 6a30W AaHHbIX, OCHOBHbLIMYU
KPUTEPUSMU OLLEHKN N306paXKeHNIA.

[ns Bcex npubopoB., ABNAIOLWNXCA CPeACcTBAMN U3MEPEHUS, AOKHbI ObiTb NMPUBEAEHbI X METPOIOTK-
YyecKue XxapakTepucTuku.

3.3.4 VccnepoBaHune aHannta

Mpv onucaHumn nccnefoBaHUs aHanuTa ykasbiBaloT:

a) uccnepyemblii (aHanu3Mpyemblil) 6ruonoruyecknii matepman: 6uonornyeckas XuaKocTb, 3KCKpeT,
TKaHb;

6) cneyuduyeckre npeaHanuTUyeckme NPegoCcTOPOXHOCTU Ha fonabopaTopHOM v BHYTpunabopartop-
HOM 3Tanax:

1) o6pasel nccnegyemoro Matepuana: Mecto, cnocob, ycnosus, Bpems B3aTus, 06beMm;

2) MaTepuan KOHTeliHepoB A1 B3ATVA 06pa3LoB B 3aBUCMMOCTM OT CBOMCTB UCKOMOrO aHanuTa,
npoueaypbl 06paboTkn bromatepuana,;

3) pobaBku: aHTMKOAryNsaHTbl. KOHCEPBaHTLI, hukcaTopsl, renn; 06bem A06aBOK B COOTHOLWEHUN C
o6bemom obpasua [3];

4) ycnoBusa XxpaHeHUs N TPaHCNOPTMPOBAHUSA CYy4eTOM XapakTepUCTUKCTabuIbHOCTN aHanmTa: CBeT,
TemMnepaTypa, CTepUIbHOCTb, M30/1ALMSA OT aTMOCepb! OKPYXalL e cpeabl, MakcuManbHas npo-
[O/MKNTENTIbHOCTb XPaHEHUS;

5) onucaxune npoueaypbl NPo6oNoAroTOBKM,;

X0[ aHanmsa:

1) npouenypbl U UX yCnoBuA: TemnepaTtypa NpoBefeHns peakuun, pH. nHTepsasbl BpeMeHu gns
OTAe/bHbIX 3TanoB npouesyp aHanusa (MHKy6auusi, NPOAOIKNTE/IbHOCTb 3aepPXKN BbIXo4a peak-
LN Ha IMHEiHbI y4acTokK, NPOA0/MKUTENBHOCTbL IMHENHOTO yyacTka peakLium), Tun X0n0CToN Npo6bl
(maTtpuua, peakTuBbl, NOC/ef0BaTE/IbHOCTb CMELUVBaHWSA); n3MepsieMblii MaTepuan: npoba (broma-
Tepuan nac peareHTbl): 06beM NPobbI, HEO6XOANMbIV ANA AAHHOTO BapyaHTa N3MepeHusi, COOTHO-
LeHne buomarepviana n peareHToB No 06beMy, CTabubHOCTb NPOAYKTa peakuuu;

2) rpagyvpoBOYHbIe (KanMbpOoBOYHbIE) MpoLeAypbl: KannbpoBOUHbLIA MaTepuas, npocriexvBae-
MOCTb €ro CBONCTB [j0 CBONCTB aTTeCTOBAHHOIo CTaHAapTHOro obpasua (MexayHapogHoro cepTudu-
LMpOBaHHOTO pedhepeHTHOro MaTepuana); MNOCTPOeHWe U XapakTepucTuka KainmbpoBOYHOTO
rpacuka, 061acTb NMHERHOCTU, KAIMGPOBOYHbIV hakTop, Npesen 06HapyXeHNs aHanmTa. gnanasoH
N3MepeHNs; HeNMMHeHble KanMbpoBOUHbIe rpadukn; cnocobbl pacyeTa pesynbTaTos;

) OUEHKY aHa/IMTU4ecKkol HafeXHOCTW MeTofa: NpPaBU/IbHOCTb, NPELU3NOHHOCTL (MOBTOPSIEMOCTL U
BOCNPOM3BOANMOCTb), aHa/IMTUYECKYIO YYBCTBUTENbHOCTb, @aHA/IMTUYECKYID CNEeLnpUYHOCTL; pekoMeHaye-
Mble MaTepmnasbl 415 OLLEHKN MPaBUIbHOCTM U MPELM3NOHHOCTN aHa/IMTUYECKOro MeToAa; CpaBHeHne c Tpebo-
BaHWAMW MO aHa/IMTUYECKOMY KayecTBY OMNpefefieHns [aHHOTo aHanuTa; BO3MOXHbIE WUCTOYHUKM
NOrpeLIHOCTeN pas/inyHbIX BUL0B, MEPbI UX YCTPaHEHNS.

Mpu Hannunm pechepeHTHOro MeToAa — OLEeHKa N0 OTHOLIEHW K 3TOMY MeTo4y B COOTBETCTBUM C
FOCT P NCO 15193. BOo3MOXHbIe NHTepdEepPEHLNN: TIeKapcTBa, remMoin3, UKTePUYHOCTL Npob, nunemus (3);

{l) OLEeHKy unu pacyeT pesynbTarta ucciefoBaHus:

1) maTemaTunyeckue npasuna pacyeta pesynbTaTa; NpefcTaBeHne pesynbtara: B eguHuuax Mex-
OYyHapoOAHON CUCTEMbI efVHML, U B TPAAULMOHHO UCNO/Mb3yeMbIX efuHuuax (415 KONNYECTBEHHbIX
MeTOA0B); A/151 MONYKOSIMYECTBEHHbIX — B OPAWNHA/IbHOW (NOPAAKOBOWA) LWKae; AN HEKOTINYECTBEH-
HbIX — B NPUHATON ANA AaHHOTO B1Aa uccnefoBaHunii gopme (NoAoXUTENbHbIA NN oTpulaTenbHbIi
pesynbTaT; 06HapyXXeH NCKOMbI aHa/IUT WU He 06HapYXeH; B onvucaTeNbHOWN (HOMUHaNbHOW) doop-
Me — ANS LUTOI0rMYECKNX NCCe0BaHNiA):

2) pediepeHTHbI NHTepBaJsl, BKNOYas NOM0BbIe U BO3PACTHbIE XapaKTePUCTUKN; UHAEKC MHANBUAY-
anbHOCTN aHanuta (418 OLEHKW NPUMEHUMOCTU CONOoCTaB/IEHUs C pedepeHTHbIM UHTEePBasIOM);
dhopmbl naTonoruu, ANS AMarHoCTUKMA KOTOPbIX NpegHa3HavyeH MeTo UccneoBaHns aHHOro aHamn-
Ta, 6uonornyeckoro o6LeKTa;

3) TeXHWKO-3KOHOMMYECKasi OLEHKa, C y4eTOM pacxofa marepuasos, 3aTpaTbl paboyero BpeMeHu,
amopTu3auum o6opyaoBaHus (Npy BO3MOXHOCTU — B pacyeTe Ha eAnHULY KNMHUYeCcKoi nHdopma-
LK. NONYYEHHO Npu nccneoBaHnm);

4) WMCTOYHMK [@aHHbIX N0 XapakTepucTuke MeTofa: opraHu3auuns, NpoBOAMBLLAS OLEHKY; 3KCnepTHas
nabopaTopus; pesynbTar MexnabopaTopHOro (MHOrOLEHTPOBOro) SKCNepruMeHTa no oueHke MeTo-
[1a; HOPMATUBHBIN [LOKYMEHT KOMNETEHTHOM HaLMOHaNbHOW UM MeXAYyHapoAHOl opraH3aLuu.

3.4 TpeboBaHWs KONWCaAHWIO CTAHAAPTM30BaHHOIO MeToaa

MpvonucaHny cpefcTs aHannsa (Habopos peareHTOB M MPUBOPOB) CTaHAAPTU3OBAHHOIO MeToAa Uccre-
[lOBaHUSi aHanMTa U3roToBUTeNs MK cnegyeT cobnogatb onpefeneHHble TpeboBaHus.

B

~
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3.4.1 Cxema CTaHAapTU30BAHHOTO OMUCaHUsi MeTOoAa WCC/efoBaHWsi [OJKHA HOCUTb NOAPOGHbINA
XapakTtep, NOCKO/IbKY paccuMTaHa Ha onucaHne MeToAoB Pas/iMyHbIX BUAOB NCC/Eef0BaHNA, NPUMEHSEMBIX B
KNMHMKO-ANArHoCTUYecKUX n1abopaTtopusix MeanLHCKIX opraHmu3auuii.

Mpy onnucaHy KOHKPETHOrO MeToAa AO/IKHbI BbITh OTPAXEHbI Te NO3ULMK, KOTOpble HEO6X0ANMbI A/1sl
XapakTepUCTUKN aHaIMTUUYECKUX NPOoLeayp U CPEACTB aHanM3a, NpUcyLLIMX UCCNeA0BaHuUIo JaHHOTo Buaa.

MpumeyvyaHune — MpaBo HA YMOUYaHNE HEKOTOPbIX XapakTepPUCTUK peareHToB B UX TOTOBbIX Habopax, 06ycnoB-
JIeHHOe OXPaHOoWi UHTeNNeKTyanbHO CO6CTBEHHOCTU, He PACNpPOCTPAHAETCA Ha JaHHble 0 KPpUTUYECKUX MapamMmeTpax MeTo-
fla: YyBCTBUTENILHOCTMW, CMEeLUMUYHOCTU, NPABUILHOCTU, METPOSIOTMYECKO NPOCNEeXMBAEMOCTH, NPELU3NOHHOCTHN, K-
HEeHOCTW. UHTepBasie U3MepPeHna.

3.4.2 Tpw onucaHun meToAa nccnefoBaHns, OCHOBaHHOIO Ha MPUMEHEHWN CpefCcTB aHanmsa (Habopos
peareHToB, MPMOGOPOB), N3rOTOB/ISIEMbIX ONpPeAeIeHHO NPON3BOACTBEHHON OpraHu3aumel n AaBASKLWMXCS
3aKPbITON CUCTEMOW, AOMKHbI ObITh NPUBEAEHbI XapaKTePUCTUKN NPaBUIbHOCTW 1 NPELM3MOHHOCTM NonyYvae-
MbIX Pe3ynbTaTtoB N0 CPaBHEHWIO C pedepeHTHbIM MeTOA0M UCCef0BaHnsa Unn n3bpaHHbIM A1 CPaBHEHUSA
MEeTO0M, CBOMCTBA KOTOPOro cConocTaB/fieHbl C pehepeHTHbIM MEeTOAOM, AaHHble O KOMMYTabenbHOCTU
KanmbpaTopa.

3.4.3 BOTHOLIEHNN CPeCTB N3MepeHus, npeanaraemMblxX 4151 ICNOJSIb30BaHUA MPU BbINOSIHEHUW JAHHO-
ro metofa uccnegoBaHus, dpefepasnbHbIM OpraHoM UCMOSTHUTENbHON BNacTu B cdpepe TEXHNYECKOro perynu-
poBaHVa 1 MeTPONOrMN* OCYLLLEeCTBASAIOTCA roCyAapCTBEHHbIA METPOIOrMYECKNIA KOHTPOSIb U HAA30p.

FocyfapCTBEHHbI METPONOrMYECKNA KOHTPO/Ib BK/IOYAET B Ce65:

- yTBEPXAEHWe Tuna cpeAcTB U3MepPeHWii;

- MOBEpKy CpeAcTB U3MepeHUii, B TOM YMC/e 3Ta/lOHOB;

- NINUEH3MPOBaHNE AEeATENIbHOCTU PUANYECKUX U (PU3NYECKUX NIL, MO U3FOTOBJIEHUIO U PEMOHTY
CpefcTB U3MepeHuii.

locyfapCTBEHHbIi METPOIOrnyeckuii Ha30p OCyLLLEeCTBAAETCS:

- 3a BbINYyCKOM, COCTOSIHWEM W MPUMEHEHNEM CPELCTB N3MEPEHWIA:

- aTTecToBaHHbIMW METOANKAMM BbINOSTHEHUS U3MEPEHWUIA;

- 9Ta/IoHaMV e AUHWL, BENINYMH;

- cobnogeHneM MeTpoIorMyecknx NpaBua n HOPM**,

B onucaHun cTaHgapTM30BaHHOTO MeToda ANS KAMHWYECKMX 1abopaTopHbIX MCCnefoBaHUn [OMKHbI
6bITb NPUBEAEHBI CBEIEHNA O perucTpaymm B yrnosHOMOYEHHOM rocyapCcTBEHHOM OpraHe 1 O BHeCeHuu B
rocyflapCTBEHHbI peecTp, AN U3MepuUTesbHbIX TPUG0POB — O perncTpauumn B HaLuMoHaIbHOM OpraHe TEXHU-
4ecKoro perysimpoBaHusi, B C/iyyae HaiMumsi B OTHOLLEHWUU YCTPOWCTB 3TOr0 TMMNa TEXHUYECKOro pernameH-
Ta — 0 3HaKe COOTBETCTBUSA.

3.4.4 ToToBble Habopbl peareHToB A4/15 AaHHOro MeToAa uccefoBaHUs fO/MKHbI MPOXOAWTb UCMbITaHWSA
B COOTBETCTBUW C YCTAHOB/IEHHbIM MOPSAAKOM, OTBEYaTb COOTBETCTBYIOLUM TEXHUYECKUM TPe6OBaHUAM U
ZO/MKHbI ObITb BHECEHbI B TOCY,apCTBEHHbBIA peecTp, MHhopMaLus o peructpanny n paspeLleHnm K ucnonb3o-
BaHWIO A0/KHA 6bITb NPeAcTaBneHa B onnucaHnm MeToga nccnefoBaHua aHaauTa.

* depepanbHblii 3aKoH OT 26 nioHA 2008 roga Ne 102-9»3 «O6 o6ecnevyeHnn eguHCTBA UIMEPEHUIE».
** QYHKUMW NO rocyAapCTBEHHOMY MeTPOSIOrMYeckoMY KOHTPOM U Haaslopy ocyuwectsnset ®epgepanbHoe
areHTCTBO MO TEXHUYECKOMY Pery/iMpoBaHnio 1 MeTpoioruu.
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