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[lpeaucnoBue

Llenn u npuHuMnel ctTaHgapTusauum B Poccumnckon PeagepaumyctaHoBneHbl PegepanbHbIM 3aKOHOM OT
27 nekadbpst 2002 r. Ne 184-03 «O TeXHUYECKOM perynmpoBaHiun», a npasuna NnpuMeHeHnst HauMoHanbHbIX
ctaHgapTtoB Poccunckon egepaunmm — OCT P 1.0—2004 «CtaHaapTusaunsa B Poccunckon depgepanmn.
OCHOBHbIE MNONOXEHUAY

CBeneHNnAa o ctaHaapTe

1 PABPABOTAH NabopaTtopuen npodbnem KnMHUKo-nabopatopHon anarHoCTUkKM MOCKOBCKOMN Mean-
LumHckon akagemum nm. .M. CeveHoBa Poc3gpaBa, kadpeapon KnmHn4eckon nabopatopHon gMarHoCTUKN U
Kadpegpon bnoxmmmm Poccunckon meguumHcKoW akagemun nocrneguninomMHoroe obpasoBaHua PocsgpaBa,
oTAeNnoM cepTndunKaLmm 1 KOHTPONS Ka4ecTBa KNUMHUYECKUX NabopaTopHbIX nccneaoBaHui [ ocyaapcTBEHHO-
ro Hay4yHoro LueHTpa npodunakTudeckomn meauunHel PocmearexHonorun, nabopartopmneid bBMoXmMmmum aMmmHOB U
LUKNUYECKUX HYKNeoTUAOB Hay4Ho-UccneaoBaTenbCKOro UHCTUTYTa buoMeauLIMHCKOU XuMmnn Poccuinckon
akageMnum meaunLMHCKMUX Hayk

2 BHECEH TexHunyeckum kommuteTom no ctaHgaptTusauum TK 466 « MeanuymHckme TeXHONormm»

3 YTBEPXXOEH VW BBEOEH B OEVNCTBWE [Mpukasom ®egeparnbHOro areHTcTea rno TeEXHNYECKOMY
perynupoBaHuio n metponornn Poccunckon ®eaepauunm ot 18 nekadbps 2008 r. Ne 464-cT

4 BBEOEH BINEPBbIE

ViHgbopmayust 06 U3MeHeHUsIX K HacmosuwemMy cmaHGapmy nybriukyemcs 8 €Xe200H0 U30asaeMoM
UHpOpMaUUOHHOM yKalzamerse «HauuoHanbHblie cmaHoapmabi», a mexkcm U3MeHeHUU U MorpasoK — 8 eXXeMe-
CSYHO U30asaeMbiX UHGhOPpMaUUOHHbIX yKalamernsx « HauuoHanbHbie cmaHoapmeiy. B cnyyae nepecmompa
(3aMeHbl) Unu OmMeHbi Hacmosauw,e20 cmaHOapma coomeemcemesyroujee yeeoomreHue byoem onybnukosaHo
8 eXXKEMEeCSYHO U3dasaeMOoM UHpOpMalUOHHOM yKa3amerne «HayuoHalnbHbie cmaHOapmbiy». Coomeemcemay-
rowasi UHgopmMmayus, yeeooMIieHUe U meKkcmsl pasMeljaromcsi makxe 8 UHQopMallUuoHHOoU cucmeme obujezo
ronb308aHUs — Ha ouluanbHOM catime ®edepalibHO20 az2zeHmemea o MmexHU4YeCcKoMy pe2yrupo8aHUuro U
MempoJsiozauu e cemu MIHmepHem

© CtaHgaptuHdopm, 2009

HacTtoawumn ctaHaapT He MoXeT ObITb NOMHOCTLIO UMM YacTUYHO BOCTNIPOU3BEAEH, TUPaXXNPOBaH U pac-
MpocTpaHeH B KayecTBe oduumanbHoro nsgaHmsa 6es paspeweHns PegepanbHOro areHTcTBa Mo TeEXHNYECKO-
MY PerynmpoBaHuo U MeTPOoorum
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HAUUWOHANBbHBILU CTAHOAPT POCCUUCKOWNW OGEOLEPAUUNMN

TexHonoruu nabopatopHble KNMUHNYECKUe
OBECIMNEYEHUE KAYECTBA KITMHUYECKUX NABOPATOPHbLIX UCCINEQOBAHUN
YacTtb 1

[lpaBUNa onucaHna MeTo4oB UccrnenoBaHUA

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

[laTta BBeaeHna — 2010—01—01

1 O6nactb NpUMeHeHunA

HacToswmnn ctaHgapT ycTaHaBNMBaET NpaBuna onucaHus B NadbopaTopHbIX PYKOBOACTBAaX, CNpaBOYHU-
Kax U MHCTPYKTUBHLIX MaTepuanax K rotToBeiIM Habopam peareHToB (TeCT-CUCTEMaM) METOAOB KIMUMHNYECKNX
nabopaTtopHbIX UccnegoBaHU, npegHasHavYeHHbIX Ans npMMeHeHus B MeauUnHCcKMX nabopaTtopusax Bcex
dopm cobCTBEHHOCTU. HacToALMA CTaHAapT NnpeaHasHayveH ANg npuMeHeHNs BCEMMN OpraHn3aunsaMu, yUpex-
OeHUAMU N NpeanpuaTuaMn, a Takke UHAMBUAYaNbHBIMW npegnpuHUMaTensamMin, AedTeNlbHOCTb KOTOPbIX
CBA3aHa C okalaHem MeanLUMHCKO NOMOLLIN.

2 HopMaTuBHbIE CCbINIKN

B HacTodleM cTaHdapTe UCMoNb3oBaHbl HOPMaTUBHLIE CChINTIKU Ha cneayowme ctaHaapThl:

[OCT P UCO 5725-2—2002 To4yHOCTb (NpaBUbHOCTbL U NPELU3NOHHOCTL) METOO0B N pesynbTaToB
namepeHun. Hactb 2. OCHOBHOU MeTOo4 onpedeneHnUda NoBTOPAEMOCTU U BOCNPOU3BOAUMOCTN CTaH4APTHOrO
MeToda U3MepeHnI

[OCT PWNCO 9001—2008 Cuctembl MeHemKMeHTa KavecTBa. TpeboBaHUS

[OCT P NCO 15189—2006 INabopaTtopun meauumHckme. HacTtHble TpeboBaHUS K KAYECTBY U KOMME-
TEHTHOCTI

[OCT P NCO 15193—2007 N3pgenna meauumnHcKme ang gnarHoctukuy in vitro. NIsmepeHue BennMYUmH B
npobax buonorndyeckoro nponcxoxaeHus. OnucaHune pedepeHTHbIX MeTOAUK BbINOHEHUSI USMEePEeHUIA

[OCT P NCO 15195—2006 JlabopaTopHaa meanumHa. TpeboBaHUs K nabopatopnam pedepeHTHbIX
N3IMepeHn

[OCT P NCO/M3K 17025—2006 ObLwme TpedboBaHUS K KOMMNETEHTHOCTU UCTIbITATENbHbLIX N Kannbdpo-
BOYHbIX nabopaTopun

[OCT P NCO 17511—2006 N3genna megnuumMHcKMe ang guarHocTuku in vitro. lamepeHue BennyvH B
bnonornvecknx npodax. MeTponornyeckas npocneXxmMBaemMocTb 3Ha4YEeHUN, NPUNMCaHHbIX KanubpaTtopam U
KOHTPOMbHLIM MaTepuanam

[OCT P NCO 18153—2006 N3genusa meguumMHcKmMe ans gnarHoctuku in vitro. IsmepeHmne BennynH B
bnonormnyecknx npobax. MeTponormyeckasl NPOCNeXMBaeMoCcTb 3HAYEHUN KaTanUMTUYECKON KOHLEHTpaLnn
hepPMEeHTOB, NPUNUCAaHHbIX KanubpaTopam U KOHTPOMNbHLIM MaTtepuanam

[OCT P 53022.1—2008 TexHonorum nabopaTtopHble KNUHn4Yeckne. TpeboBaHUA K KAYeCTBY KITMHUYEC-
KNX nabopaTtopHbIX nccnegosaHud. YacTts 1. NpaBuna meHegKMeHTa Ka4vecTBa KNMUMHNYECKUX NabopaTopHbIX
nccnegoBaHUM

U3paHune odbmumanbHoe
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[OCT P 53022.2—2008 TexHonorunm nabopaTtopHble KnNMHUYeckne. TpeboBaHUA K KAYECTBY KITMHUYEC-
KX nabopaTopHbIX nccnegosaHun. Hactb 2. OueHka aHanUTUYeCcKoW HageXXHOCTU MeToA40B MccneaoBaHus
(TOMHOCTb, YYBCTBUTENBLHOCTbL, CNEeUNPUYHOCTL)

[OCT P 53022.3—2008 TexHonormn nabopaTtopHble KNUHUn4Yeckne. TpeboBaHUA K KAYeCTBY KIMMHUYEC-
KX nabopaTopHbIX uccnegoBaHun. Yactb 3. NpaBuna oueHKM KNUMHNYECKON MHPOPMATUBHOCTU nNabopaTop-
HbIX TECTOB

[OCT P 53022.4—2008 TexHonormnm nabopaTtopHble KnuHUu4Yeckne. TpeboBaHUSA K KAYECTBY KIMMHUYEC-
KX nabopaTopHbIX uccrnegoBaHud. Yactb 4. lNpaBuna paspabotkm TpedboBaHUA K CBOEBPEMEHHOCTU
peaocTaBneHusa nabopaTopHOU MHpopMaL K

[OCT 7601—78 dusmnveckas ontnuka. TepmMuHbl, bykBeHHble 0603Ha4YeHns 1 onpeaeneHns 0CHOBHbIX
BETNYNH

[TpnmeyaHwune—Ilpn NONb30BaHUN HACTOALWMM CTAHAAPTOM LeNnecoobpasHo NpoOBEPUTb AEUCTBUE CCbINMOY-
HbIX CTaHO4APTOB B WMHMOPMAUMOHHOW CUCTEME ODWero nonb3oBaHUs — HaA oduumanbHoM cante degepanbHOro
areHTCTBa MO TEXHNYECKOMY PETYyIIMPOBAHUIO N METPOIIOINMU B CETU VIHTEPHET UINK MO eXXEeroaHo n3gaBaeMomMy ykasaTernto
«HaumoHanbHble CTaHAAPTLI», KOTOPbIM ONYONMKOBAH NO COCTOSHUIO HA 1 SIHBaP S TEKYLWLEro rogaa, v rno COOTBETCTBYOLLUM
eXeMeCsA4YHO n3gaBaemMbiM MHPOPMALUNOHHBLIM yKa3aTensm, onybrnmkoBaHHbIM B TEKYLWLEM roay. ECnn cCbinoOYHbIN CTaH-
0apT 3aMeHeH (M3MEHEH), TO NMPU NOJSIb30BAaHUM HACTOALWMM CTaHAAPTOM CrneayeT PyKOBOACTBOBATLCH 3aMEHSIIOWNM
(MBAMEHEHHbIM) CTaHAaPTOM. ECNK CCbINOYHbIN CTAaHAAPT OTMEHEH Be3 3aMeHbl, TO NONOXEHUE, B KOTOPOM AaHa CCbINKa Ha
HEro, NPUMEHSAETCH B HAaCTN, HE 3aTparvBatoLLEN 3TY CCbISIKY.

3 NMpaBuna onucaHMa MeTo40B UCCNeaoBaHNU N TECT-CUCTEM,
npegHasHaYeHHbIX ANA NPMMEeHeHUs B MeaQULMHCKUX nadopaTopusax

3.1 O6wue nonoxeHunA

CoBpeMeHHbIe aHannMTU4eckme BO3MOXHOCTU NabopaTopHOWU MeauLMHbl NpeacTaBeHbl OONbLLNMM Pas-
HOODpasnem MeToaoB UCCNeOBAHUS, KOTOPbLIE MOTYT ObITh NPUMEHEHbI ANA 0OHaPYXXeHUs /N N3MepeHKns
OQHOTO N TOrO )Ke aHanuTa, buonornvyeckoro oovekta. OaHako AeUCTBUTENbHbIE 3HAYEHUA PE3YNbTaTOB 3TUX
nccneaoBaHMi, BbINOMHEHHBIX pasNUYHbIMUA MeTOAaMK, CNOCODHBI CYLLIECTBEHHO OTNUYATLCA APYr OT Apyra,
UYTO MOXET NMPUBOAUTHL K HECOMOCTABUMOCTU pe3ynbTaToB 00cneaoBaHUA NaLMeHTa, BbINONTHEHHbIX B pasfind-
HBIX y4peXXaeHUsAX, N OLLMOOUYHOU UX TPAKTOBKE, BYACTHOCTHU, MPU NepeBoae naLneHTa M3 oaHoro MeanummHCKo-
ro ydpexgeHua B apyroe. ToyHada xapakTepuctuka CBOUCTB MeToda nccnegoBaHna, OCHOBaHHaA Ha eAuHbIX
CTaHOapTU30BaHHbLIX AaHHLIX O AeTanax aHanMTudecknxnpoueayp, CBOUCTBax npUMeHdaeMbIX CpeACTB aHalu-
3a, XapakrepucTtmke aHannUTn4eckon HageXXHoCcTu 1 KNMHNYeCKoM MHPOPMaTUBHOCTU UCCNeJoBaHUSA, OOITKHA
MCNONb30BATLCH NPU BbIDOPE 1 BOCNPpOU3BegeHUN MeToda B KITMHUKO-AUArHOCTUYECKUX NabopaTopusix, Cro-
cobCTBOBaTbL OOBEKTUBHOMY COMOCTaBMEHUIO pPe3ynbTaToB MNPUMEHeHUs pasfnUYHbiX METOOAOB WY
npeaoTBpalleHUo OWKUOOK NpU TPpakTOBKE UCcNeaoBaHWUW, NpoBeAeHHLIX B nabopaTopusix pasfMyHbIX
MeaULUMHCKUX OpraHnusauun.

3.2 AHanuTU4YecKne cCBOUCTBa MeTOo40B UCCreA0oBaHUA

AHanMTndyeckne CBOWCTBa MeToda, NpUMeHseMoro Angd nccrneagoBaHna buonorndeckoro mMatepuana,
MMEIoT onpegenswllee 3HadeHne Angd KadecTBa uccnegoBaHua. CorfacHo HaluMoHalbHbIM CTaHAapTam

[OCTPUNCO9001, TOCTPUNCO 15189 nlOCT P UCO/M3K 17025, B MeanUUHCKON NabopaTopnn Ka4ecTBO
OOIKHO BbITh 0becneveHo aHanMTUYECKUMK NpoLiegypamMmm, B TOM YMCe CBOUCTBAMU MPUMEHAEMBIX METOAOB.

COOTBETCTBEHHO  XapaKTepUCTUKE n dopme BblpaXkKeHUS nony4yaemoro pesynbTaTa
(FTOCTP NCO 15193) meToabl KNUHUYECKUX NabopaTopHLIX UCCNedoBaHNI NoapasaenstoT:

- HaKONMYECTBEHHEIE, KOTOPbIE U3MEPSOT BENMUYUHBI, AaBadA pe3ynbTaTthl B LUKane pasnuymm unu wKane
OTHOLUEHUW, rae KaXkgoe 3HavyeHne ABNaeTcs YACNOBbIM 3Ha4YeHUeM, YMHOXXEeHHbIM Ha e AMHULLY N3MepeHuns (B
PAAY 3HAYEHUA MOTYT ObITb paccuyuTaHbl OObLIYHbIE CTATUCTUYECKUE NapaMeTphbl: cpeaHee apudpmMeTnyeckoe,
cpegHekBaapaTuyeckoe OTKIIOHEeHe, reoMeTpudeckoe cpegHee U KoadpPULUUeHT Bapuaynmn);

- NMONYKONMYecTBeHHble, pe3ynbTaTbl KOTOPLIX BhipaXalTca B opAMHanbHOU (NopaaKoBOW) LiKkane, B
KOTOPOW 3HAYEHUA MOTYT ObITb BblpaXkeHbl dpasamMn N Yncnamiu, Belpaxkaro MMM pasmep COOTBETCTBYIOLLUX
CBOUCTB, N UCMONb30BaHbI AN paHXUPOBaHUA, 0gHaKO pasnnynga N OTHOLLEHUSA MO WKane He UMeroT 3HaYeHUd
ONs1 cpaBHeHUA [ANa psiga 3Ha4YeHUN MOTyT ObITb paccunTaHbl pakTunu (BKNYas MmeanaHy) n npUMeHeH.l
HekoTopble HenapamMeTpudeckme TecThl, Hanpumep TecTbl Konmoroposa—CMunpHoBa, BUNKOKCOHa U TecCT
3HaKoB].

2
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lNMpumep — MNamu3nadyHas wikana (0, 1, 2, 3, 4) 05151 ymeHuUs1 ¢ NTOMOUW|bIO QUa2HOCMUYeCKOU NMOJTIOCKU KOHUEeH-
mpayuu anbbymMuHa e Moye, 20e amu 3Ha4YeHuUs1 Mo2ym 6biImb nepegedeHbl 8 C/I0BECHbLIC XapakmepucmuKu (He-

nogbliuwieHHas, COMHUMEJTbHO NMNo8biWieHHasl, Cr/1ecKa no8biWieHHasl, nNo8biuWieHHasl, CUsIbHO HOBBIWEHHGH).

- HEeKoNnM4YecCTBeHHble, pe3ynbTaThl KOTOPLIX BbIpaXakT B HOMUHAaNbHOU (KnaccudpukayMoHHOW) LWKane
NN B ABOUYHON LWIKane (Hanu4vne Unm oTCyTCTBUE MCKOMOTO KOMMOHeHTa buomMaTtepuana unm natonornyec-
KOoro areHta). B HoMmnHanbHOW WKane sHavYeHUA MOTryT BbITh BelIpaXXeHbl pazaMmn Unnu TepMmHamMmm (HammeHo-
BaHUsSIMUW) Be3 CBSI3M C pasMepamMm COOTBETCTBYOLWMX CBOUCTB. B paay 3HavYeHn MoryT ObiTb paccuymTaHsbl
4YNCIIO 3NEMEHTOB 1N Moaa (HO He cpeHAsA) U NPUMEHEeHbl HenapamMeTpuYeckne TeCThl, HanpumMmep, y2unTecT
Pulepa.

lMpumepbl — HaumeHo8aHuUs1 murnoe sieuKoyumoea, o6HapyXeHHbIX 8 Kpoeu 4Yesio8eKa; psi0 3HavYeHul ons
2pyrnn Kposu.

[TpumedaHune 1— BHOMMHaANBLHOWM WIKaNe HEONPEAENEHHOCTb U3YHYEHUS BbIPaXatoT Kak YnCno HENPaBUIbHO
KnaccudpnumpoBaHHbIX hpakuunm.

[TpnmevyaHwmne 2— HOMUHANBHYIO LLKANY HEBO3MOXHO KannbposaTh.

B 3aBUCUMOCTM OT CBOMCTB aHaNMTUYECKOM NpoLeaypbl U CTENEHN OTKITOHEHUS pe3dynbTaTa uccneaoBa-
HUS1 OT UCTUHHOIO 3HAYEHUS! (aHANMUMTUYECKOrO CMELLLIEHNST) KONMMYEeCTBEHHbIE MEeTOAbI NoApasaensoT Ha creay-
foLLIe rpYNMbi:

- onpeaensawowine (OkoH4YaTensHble) MeToabl (aHanuTudeckoe cmelleHne ot 0,1 % ao 1 %);
- pedepeHTHble (aTTecToBaHHbIe) MeToAbl (aHanuTu4eckoe cmelleHne ot 1 % oo 3 %);
- pabovne metoabl (aHanUTU4eckoe cMmelleHue cahille 3 %).

[1Nnsa HekonNMYecTBEeHHbIX METOA0B Mepa NpaBUNbHOCTX onpeaeneHnsa aHannTta, 61uonornyeckoro obbek-
Ta (KNeTKu), NaTonorm4yeckoro areHta (MUMKpoopraHnuama, napasnutapHoOro opraHnsma) MoXKeT XapakTepunso-
BaTbCA Mepol cnocobHOCTU MeToda AOCTOBEPHO BLIABMATL Haubonee TUMNUYHbIE MPU3HAKU N CTENEeHbHo
COBMageHns ero pesynbTaToB ¢ AaHHbIMU APYrnx crnocoboB oLeHKN uccrnegyemoro obbekTa.

CormnacHo TOCTPNCO 5725-2uTTOCT P NCO 17511 BbIbop MeToA0B, BbINMOTHAEMbIX B KIMUHUKO-AMar-
HOCTUYECKUX NabopaTopuax MeauLUMHCKUX opraHusaunid, 4omKeH 6biTb OCHOBAH HA coYeTaHMU 4OCTaTOYHOW
aHanUTUYeCKOU HaaeXXHOCTU C y4eTOM NPeLU3noOHHOCTU U NPaBUNbHOCTU Pe3yNbTaToB, YYBCTBUATENBHOCTU U
cneundgpuUYHOCT onpegeneHnsa aHanuta, ¢ 3KOHOMUYHOCTLIO UX BbINoNHeHUd. ['ockonbKy onpeaengawowje U
pedepeHTHbIE MeTOAbI TPEDYIOT 0CODO TOUHOTO U HaMbonee AoPOrocToALLero odbopyaoBaHUA U aTTeCTOBAaH-
HbIX CTaHAapPTHLIX 0bpa3LoB, ODNTM3KUX MO CBOMM CBOUCTBAM K MEPBUYHLIM, UX cneayeT NPUMEHSITb Npenmy-
LLIeCTBEHHO B pedrepeHTHbIX (3KcnepTHbIX) nadopatopusx B cootBetctBuM ¢ TOCT P NCO 15195.
B noBceagHEBHOW KIMMHUKO-NTabopaTopHOU npakTuke nx npuMeHeHune HepaunoHansHo.

Pabo4yne meToabl, npeaHasHavyeHHble Ans NpUuMeHeHUs1 B KIMUHMKO-AUarHocTu4Yecknx nabopatopuax
yupexxgeHun 3apaBooxpaHeHua, JOIIKHbI:

- obecne4vnBaTb NpoBeaeHUe uUccnegoBaHUM npod duomaTepuanoB NauUUeHTOB B COOTBETCTBUU C
NOTPEDHOCTAMU KIMMUHUKN B MHQOPMaTUBHOCTU, aHANMUTUYECKOW HaaeXHOCTU N CBOEBPEMEHHOM MNONMYyYeHUN
pes3ynbTaToB UCCNeaoBaHWUU, yCTAaHOBNEHHbIMU COOTBETCTBYIOLLMMU HOPMATUBHBIMU AOKYMEHTaMn CUCTEMB
MeHePKMeHTa KavyecTBa KnnHuvecknx nabopatopHeix uccnegoaHun (FOCT P 53022 .4);

- obecneuymBaTb CONOCTAaBUMOCTb Pe3ySibTaTOB UCCeJ0BaHUN aHaNMTOB KU broniornyecknx o6 bLEKToB,
BbIMOSTHEHHbIX B PasfMYHbIX OpraHmn3aLmnax 3apaBooxXpaHeHns, To ecTb OblTb CTaHAaPTU30BaHHbIMW B OTHOLLIE-
HU ONUCAHUA N XapaKTepPUCTUKMA NX aHANUTUYECKUX MPUHLMNOB N pean3yeMblX TEXHONOTMIA;

- ObITb 3KOHOMMWYECKM NpUueMnemMbiMn ANd MeAULMHCKUX opraHu3aLni.

[Tpn onucaHn MeToaoB NCCneaoBaHUS U TECT-CUCTEM, NpeaHa3HavYeHHbIX A1 IPUMEHEeHUS B KITUHUKO-
OnarHocTUYecKUxX nadopaTtoprax MeanuuMHCKUX opraHmn3aunii, JomKHbl ObITb NpUBedeHbl AOCTOBEPHbLIe AaH-
Hbl€, 3aMMCTBOBaHHbIE U3 CrieuansHON Hay4YHOW nuTepaTypbl, NONYyYEeHHbIE B aKKpeaUTOBAHHbLIX 3KCNEPTHLIX
nabopaTtopusix, Unn codbCcTBEeHHbIE AaHHble Pa3paboTYNKOB OTHOCUTENBHO:!

- METPONOrM4eckon NpocneXnBaeMocT aHannTU4eCcKnX CBOUCTB npeanaraemMblX METOOOB A0 CBOUCTB
pedepeHTHbIX MeToaoB nccnegoBaHusa B cootBeTcTBUU ¢ TOCT P UCO 15193 nTOCT P NCO 17511 (npw
HanM4YnMmn mexayHapoaHblX pedepeHTHbIX METOOOB);

- XapaKTepUCcTUKU CBOMUCTB NPUMEHSAEMBbIX CpeCcTB aHanmaa;
- OL€HKU 3KOHOMUWUYHOCTW NPaKTU4ecKoro npuMeHeHnsa MmetToaa.
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3.3 Cxema cTaHgapTU30BaHHOro onucaHua pabodyero mMetoAa KNMHUYeCKoro nabopatopHoro
nccnepgoBaHUA

3.3.1 ObLwWwue nonoxeHus

HacTosalwmn ctaHaapT ycTaHaBNMBaeT 00LL Y0 cXeMy CTaHAapTU30BAHHOMO onucaHua Metoaa Uccneno-
BaHUA. OnncaHua npoueayp MeToaoB UccneaoBaHUA OTAENbHBIX aHANMUTOB, UCMOMb3yeMbIX NP OoKasaHUn
COOTBETCTBYIOLLMX MPOCTLIX UM KOMMIEKCHBIX MeAUUMHCKUX YCIyT, NpUBeaeHbl B HOPMaTUBHBLIX JOKYMEHTaX
MO TEXHOMOTMAM KOHKPETHBLIX MeAULIMHCKUX NabopaTopHbIX YCNT.

CTaHaapTU30BaHHOE onucaHne MeToda KIMMHUYeCKOro nabopatopHoro nccnegoBaHna npeacrtaBnser
coDOW KOMMMEKC YEeTKUX U NOMHbIX ONACAHWUN B3aMMOCBA3aHHbLIX aHanUMTUYEeCKUX npoueayp puanyeckoro,
XUMUNYECKOro, BUoNornieckoro Xxapakrepa; ycrnoBuin UX BeINONTHEHUS, peakTUBOB 1 0DopyaoBaHUS, NpUMeEHe-
HE KOTOPbIX B COOTBETCTBUN C X ONUcaHnem obecnevmBaeT HaaeXHoe obHapyXeHue/onpeaeneHne NCKOMOo-
ro aHanuTta unn duonordyeckoro cbvekra B npode bMonorndyeckoro Mmatepuana.

3.3.2 CxeMa cTaHAapTU3oBaHHOro onucaHuAa Mmetoaa

CTaHOapTU30BaHHOE onncaHnue MeToda A0MMKHO codepKaTb crneayolme gaHHbIe!

a) HaMMeHOBaHMe MeToda C yKasaHUeM UCKOMOTro aHanurta, O1Monorn4eckoro o0 bLekTa;

6) npuHUKN OBHapyXeHs Ny onpeaeneHnus aHanurta, buonornyeckoro odobLekTa B JaHHOM MeToAe;

B) HEODXOoAUMBIE XUMMNYECKUEe, DUONOrMYecKkne peareHThbl N XapakTrepUCcTUkn nx rUsnko-XmmMmn4ecKkux,
ODMONOrM4YecKnx CBOUCTB (B Criyvae UCNOMb30BaAHUS OTAENbHBIX peareHToB):

1) cTeneHb YNCTOThI (KBanudmMkKauma) — AN XUMUNYECKNX peakTUBOB;

2) AnanasoH aKTUBHOCTU — Anst PepMeHTOB, cneunPpuuHocTb — aAns cybctpatoB (pPepMeHTOB
cornacHo OCT P MCO 18153; cneunduniyHocTb n apPUHHOCTb — A9 aHTUTEN;

3) cocTaB KOMMOHEHTOB — ANSA NUTaTeNIbHbIX Cpea;

4) ananasoH AnuH BOINH geTeKkunn — anga XpomMmodopoB, prnoopodopoB;

5) cOCTaB 1 XapakTepUCTUKN KOMMOHEHTOB, MOHHas cuna, pH — ans d0ygepHbIX pacTBOPOB.

[Tpn UCNONBb30BaHNU rOTOBLIX POPM HADOPOB PEaKTUBOB yKa3bIBAOT NPUHLIKMN MeToAa, COCTaB peareH-
TOB, HanM4une rocygapcTtBeHHOW pernctpauunn, CoOOTBETCTBME TPeDOBaAHUAM aHaNUTUYECKOW HaOeXHOCTW,
METPONOrNYECKYHO NPOCNEXNBAEMOCTb N KOMMYTabeNbHOCTbL KanubpaTtopa, cnocodb npumeHeHus. ns Bcex
peareHToOB — CPOK CTabUNLHOCTM B CyX0N hopMe 1 Nocne pacTBOpPeHusi, 0CODEHHOCTU YCNOBUN XPaHEeHUs,
CTENEHNU TOKCUYHOCTU U BUOIOTMYECKON ONMaCHOCTMN.

3.3.3 CneuynanbHoe obopyaoBaHue ANA NOAroTOBKU Npo6 U ux aHanusa

ObopyaoBaHMe ANg NOAroTOBKU Npob 1 nx aHanmaa:

- pydHoe,

- nonyaBToMaTU4vecKoe,

- aBTOMaTun4ecKkoe.

XapakTepuUcTukn Nnpndopos 1 0bopyaoBaHust, HeobxoanmMbelxX Anga obecneyveHUs BbINMONMHEHUS UCCneao-
BaHUS:

- Ans 0o3aTtopoB — TpebyeMbli 06 bEM U TOUHOCTb A03UPOBAHUS;

- ANA UeHTPpUdYyr — COOTBETCTBYIOLLNA PEXUM paboThl (0O0OPOTHI B MUHYTY, paanyc BpalleHUs poTopa,
HEeOBXOAUMOCTb OXNaXaeHUs);

- ANdA TEpMOCTaTOB — TeMrnepaTtypa B npouecce padboThl U AONYCTUMEIE Npeaenbl ee KonebaHus;

- ANd cTepUnM3aunMoHHOW annapaTtypbl — AaBleHUe U TeMnepartypa B npouecce paboThl, Npeaensl UX
KonedaHun;

- Ana aHaspocTaToB — cogepxaHue CO,;

- A9 ONTUYECKUX U3MEPUTENBbHBLIX NPNBOPOB — BUA hoToMeTpun: abcopdbLoHHadA, NnamMmeHHas, ropu-
30HTanbHas, BepTuKanbHas, oTpaxartenbHasa, Typouanmetpusi, HedpenomeTpusi, GNOPOMETPUA, NIOMUNHO-
METpPpUS, PNIopoOMeTPUS C paspeLllleHUEM BO BPEMEHU — COOTBETCTBYIOWAA ANMMHAa BOMHbI, LUMPUHA LWenu,
NponyckaHne cBeTa, TOMNWKMHA NornoLwarLlero cnoga okpaleHHoro pactesopa (BHYTPeHHUN pasmMep KoBETHI,
cMm) no [1]; npu ncnonb3oBaHUM TEPMOCTaAaTUPOBAHHOW KIOBEThl — 3aJaHHasl TeMrnepartypa n aonycTuMblie
npenernbl ee konebdbaHnn);

- ANst MUKPOCKOMNOB — B MUKPOCKOMNUK, yBENUYEHNE, paspeluatolad cnocobHoctb noFOCT P 7601, [2];

- Anga npndopoB Ans anekTpodopesa — coctaB bydpepHOro pacTeopa, HanpsXXeHne 1 cuna Toka, Bua
HOCUTENS;

- ANS YCTPOUCTB Anga XpomaTtorpadpunm — CoCTaB U XapakTepUCTUKM cTaLuoHapHoOM 1 NoABMXKHOU has,
BU OeTeKTopa;

- Ans NnpnbopoB, OCHOBAHHBLIX Ha 3MEKTPOXUMNYECKOM NPUHLMNE N3MEPEHUS, — NapaMeTpbl CUrHana,
BU OeTeKTopa;

- ANS KoarynomeTpoB — NpuHUMN paboTbl, cnocod AeTekUni;

- ANA NPOTOYHbLIX LUTOMETPOB — NPUHLUN paboThl, USMepsieMble U pacYeTHbIE MapaMeTpbl;
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- CUCTeMbl A1 aHanumaa n3oodpaxeHn AoKHbI ObITb OXapaKTrepnsoBaHbl 6a3on AaHHbIX, OCHOBHbIMU
KPUTEPUAMU OLLEHKN N30DpakeHnn.

[1nsa Bcex npubopoB, ABMNSIIOLLNXCS cpeCcTBaMU M3MEPEHUS, JOIKHbI ObITh NPpUBEAEHbI UX METPOSIOMU-
yecKkune XxapakrepPUCTUKN.

3.3.4 UccnepoBaHuUe aHanuTa

[1py onnucaHun nccnegoBaHUA aHanUTa yKasblBaloT:

a) uccnegyemboln (aHanM3nupyembld) OMonorMyeckMn martepuan: duonornvyeckas XnMakocTb, SKCKPET,
TKaHb;

0) cneundnyeckne npeaHanuTU4eckne NPeaoCToPOXXHOCTU Ha A0NabopaTopHOM U BHYTpunadbopaTop-
HOM 3Tanax:

1) obpasel nuccneayemMmoro matepumana: Mecto, cnocob, YCNoBUs, BpeMs B3ATUS, OOBbEM;

2) maTtepuan KOHTENMHEPOB ANS B3ATUA 0Opa3LoB B 3aBUCMMOCTN OT CBOUCTB MCKOMOIO aHanuTa,
npoleaypbl 06paboTkm bBruomaTepunana;

3) AobaBKU: aHTUKOArynsiHTbl, KOHCEPBAHTLI, PUKCATOPLI, renn; ocbbem A0OaBOK B COOTHOLLUEHWNN C
obbemom obpasua [3];

4) yCnoBusi XpaHEHUA N TPAHCMOPTUPOBAHUS C YH4ETOM XapakTePUCTUK CTabDUNBHOCTU aHanmTa: CBeT,
TemnepaTypa, CTepUNbLHOCTb, U30NALMA OT aTMOCepbl OKpyXXarLen cpedbl, MakcumManbHasa npo-
OOIMKUTENBbHOCTb XpaHeHUs;

5) onucaHune npoueaypbl NpobonoaroToBKA;

B) Xo4 aHanusa:

1) npoueaypbl U UX YCNOBUA: TeMnepaTtypa nposedeHna peakumn, pH, MHTepBanel BpemMeHun Ans
OoTAeNbHbIX 3TanoB nNpoueayp aHanusa (MHKydauus, NpoaomKMTENBHOCTL 3a4epKKM BbIXoda peak-
LI HA NUHEWHBIN Yy4aCTOK, NPOAOCIMKUTENBHOCTL NMIMHENHOIO y4acTKa peakLun), TUMN XonoCcToun Npod.l
(MaTpuLa, peakTuBbl, NocneaoBaTefibHOCTb CMELUUBAHUS); U3MepSAeMbIN MaTepuan: npoda (bnoma-
Tepuvan nNnc peareHTol); 00 bem npobbl, HeCOXoAUMBIN ANS AaHHOTO BapMaHTa U3MEPEHUS, COOTHO-
LIeHMe bruomMaTepuana n peareHToB nNo 06bLEMY, CTabUNBHOCTL NPOAYKTa peakLUui;

2) rpagynpoBoYHble (KanubpoBO4YHbIE) Npoueaypbl: KannMbpoBOYHLIA MaTepuan, npocneXunBae-
MOCTb €ro CBOMCTB 0 CBOUCTB aTTECTOBAHHOIO CTaHAapTHOro obpasua (MexayHapoaHoro cepTnudoun-
LUpoBaHHOro pedepeHTHOro MaTtepuana), NOCTPOEHME W XapaKTepucTuka KanndbpoBOYHOro
rpadouka, obnacTtb NMMHENHOCTH, KanNMOPOBOYHBLIWA pakTop, Npeaen obHapyXeHWUa aHanuTa, gmanasoH
N3MEPEHUNS; HENTMHENHBIE KannMbpoBOYHbIe rpadonKkn; cnocobbl pacyeTa pesynbTaToB;

r) OLUEeHKY aHanMTUYeCKoW HadeXXHOCTU MeToda: NpaBUNbHOCTL, NMPEeUM3NMOHHOCTE (MOBTOPSEMOCTb U
BOCMPOU3BOAUMOCTL), aHaNUTUYeCcKyo YyYBCTBUTENbHOCTL, aHaMMTUYECKYIO CNeunPpPnIHOCTL, pekoMeHaye-
Mble MaTepuanbl AN OUEHKN NPpaBUNbHOCTU U NPELU3NOHHOCTN aHaNUMTUYECKOro MeToaa; cpaBHeHMe c Tpebo-
BAHUAMW NO aHanuUTUYeCcKOMY KadecTBY onpedeneHna QdaHHOro aHanuta, BO3MOXHbLIE WUCTOYHUKA
norpeLwHocTen pasnnyHbIX BUOAOB, Mepbl UX YCTpaHeHUs.

[lpn Hanu4yun pedepeHTHOro MeToda — OLeHKa Mo OTHOLIEHUIO K 3TOMY MeTody B COOTBETCTBUM C
[OCT P NCO 15193. BoaMoXkHble MHTepdrepeHUNKX: NekapcTBa, reMosnns, UKTEPUYHOCTL Npod, nunemus [3];

) OLEHKY UNn pacuyeT pesynbTarta uccrneaoBaHus:

1) MaTemMaTudeckume npaBuna pacyeTta pesynbraTa; npegcraBneHne pesynbtaTa: B egnHULax Mex-
OYHapOAHOW CUCTEMbI eaUHUL, 1 B TpaguLuMOHHO UCMONb3yeMbIX eaunHMUax (ans KonnMdecTBeHHbIX
MEeTOAOB); ANA NONYKONUYEeCTBEHHLIX — B OpAUHaNbHOU (NOPAAKOBOW) WKane; ANs HEeKONUYeCTBEH-
HbIX — B MPUHATOW ANA AaHHOMo Buaa uccnegoBaHnii oopme (MONOXUTENbHbIM U oTpuuaTenbHbIN
pesynbTaT; 0OHapyXXeH UCKOMbIN aHanuT Unu He obHapyXXeH; B onucaTeNbHOW (HOMUHaNbLHON) op-
Me — ANna UMTONOorm4yecknx nccnegoBaHun);

2) pedepeHTHLIA MHTepBan, BKIoYas NONoBbIe U BO3pAacTHbIE XapakTepUCTUKA, MHOEKC MHONBUAY-
arnbHOCTU aHanuta (ANnd OLUEeHKU NMPUMEHUMOCTU conocTaBneHUa ¢ pedpepeHTHbBIM MHTepPBaNoMm);
doopMbl NATONOrMK, AN ANarHOCTUKU KOTOPLIX NpeagHasHavyeH MeToa nccneaoBaHUda AaHHOro aHanu-
Ta, OUONorM4eckoro oobeKkTa;

3) TeXHUKO-3KOHOMUYECKas OLeHKa, ¢ yY4eTOM pacxoda MmaTepuranoB, 3aTpaThl paboyero BpeMeHu,
amMopTusaumm obopyagoBaHUa (NPU BO3IMOXHOCTU — B pacyeTe Ha eAnHULY KNUMHUYeCKoN MHopMa-
LK, NONy4YeHHOM NpU nuccnegoBaHnn);

4) NCTOYHUK AaHHbIX MO XapaKTepUcTuke MeToda: opraHusauus, NpoBoAMBLLAS OLIeHKY, 3KCnepTHas
nabopartopus; pesynbtat MexnabopaTopHOro (MHOrOLUEHTPOBOIC) 3KCNEepPUMEHTA NO OLIEHKE METO-
0a; HopMaTUBHbIN AOKYMEHT KOMMNETEHTHOW HauMOoHaNbHOW U MeXXayHapoQHOoW opraHmnsayunn.

3.4 TpebGoBaHUA KONUCaHUID CTAaHAAPTU3OBaAHHOIO MeToAa

[TpnonucaHnn cpeacTs aHanmaa (HabopoB peareHTOB U NPUOOPOB) CTaHAAPTUIOBAHHOMO METOda UCCTE-
NOBaHUS aHanMTa U3roTOBUTENSAMM cneayeT cobnogaTh onpeaeneHHble TpedboBaHUS.
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3.4.1 Cxema cTaHOapTU30OBAHHOIO OMUCaHUA MeToda WUccleAoBaHWA AOIMKHA HOCUTb MNoApOOHbIN
XapakTep, MOCKONbKY paccyMTaHa Ha onucaHve MeTo40B pasfNYHbIX BUAOB UCcnedoBaHNI, MPUMEHAEMbIX B
KIMUHUKO-AUArHoCTUYECKNX NabopaTopuax MeAULMHCKUX opraHusaLni.

[Mpn onNMcaHnUmM KOHKPETHOrO MeToAa AO0IKHbI ObITh OTpaXkeHbl Te NO3ULLIUKN, KOTopble HeobxoanMbl A
XapaKkTepUCTUKM aHaNnUTUYECKNX NpoLueayp U cpeacTB aHanusa, NpucyLux uccnegoBaHunio JaHHOro Buaa.

[TpumeyaHun e—IlNpaBo Ha ymonyaHne HEKOTOPbIX XapakTePUCTUK peareHToOB B MX FOTOBbIX Habopax, 06ycnoB-
ITEHHOE OXPaHOW MHTEMNNEKTYyanbHON COBCTBEHHOCTU, HE PACMPOCTPAHAETCA Ha AaHHbIE O KPUTUYECKUX NapamMeTpax MeTo-
[a: YyBCTBUTEINbHOCTU, CNeundPruyHOCTU, NPaBUIIbHOCTU, METPOMNOIMMYECKON MPOCMNEXUBAEMOCTHU, MPELUN3NOHHOCTH, K-
HEMHOCTU, UHTEpPBane N3MepeHus.

3.4.2 lNpnonncannmmetoaga nccnegoBaHng, OCHOBaHHOMO Ha NPUMEHEHUU cpeacTB aHanusa (Habopos
peareHToB, NPMOOPOB), U3rOTOBMSIEMbIX OMNpeaenieHHoON NPOM3BOACTBEHHOW opraHU3aLmen n ABnsitoLLUXCH
3aKpPbITOWN CUCTEMON, OAOIKHbI ObITb MPUBEAEHbI XapakTePUCTUKA NPaBUNbHOCTU U NPELU3NOHHOCTU Nony4ae-
MbIX pe3ynbTaToB MO CPpaBHEHUIO C pedepeHTHbIM METOAOM UCCeaoBaHUA U N3BpaHHbIM AN CpaBHEHUS
METOAOM, CBOMUCTBA KOTOPOro COMOCTaBMEHbl C pedepeHTHbIM MEeTOAOM, AaHHble 0 KOMMYTabenbHOCTU
KanubpaTopa.

3.4.3 B oTHOLWEHUN cpeacTB U3MepeHnd, npeanaraemMmbiX 4Na UCNONb30OBaAHMA NMPU BbINOJTHEHUU AaHHO-
ro MmetToga uccnegosaHugd, pegeparnbHbIM OpraHoM UCMONTHUTENBEHOM BI1acTU B cgpepe TEXHUYECKOro perynu-
POBaHUA N METPONOTMN™ OCYLLECTBSIIOTCH rOCyaapCTBEHHbIA METPONIOrTMYECKNA KOHTPONb M HaA30p.

[[oCyaapCTBEHHbLIN METPONOMMYECKNA KOHTPOMNb BKITIOYAET B Ced4:

- yTBepXaeHue Tuna cpeacTB USMepeHUN;

- MOBEPKY CpeaCTB UIMEePEHUN, B TOM YUCTEe 3TaNTOHOB;

- NIMUEH3npoBaHUe AedATeNnbHOCTU HPpUANYEeCKUX U PUINYECKUX NUL, MO UITOTOBMEHUIO U PEMOHTY
cpeacTB U3MEPEHUMN.

[‘ocygapcTBEHHLIN MeTPONOrM4ecknm Haasop OCYLWEeCTBNAETCA:

- 3a BbIMYCKOM, COCTOAHWUEM U NPUMEHEHUEM CPEACTB U3MEPEeHUN;

- aTTeCTOBaHHbLIMUA MeToAUKaAMM BbINONTHEHUA NU3MEPEHUN;

- 3TanocHamu eguHNL, BENMAYNH;

- cobnogeHnem MeTponorM4eckmnx npaBnun i HOpM™™.

B onuncaHum ctaHgapTU30BaHHOIO MeToda Ang KIMHUYeCcKUxX nabopaTopHbIX UccneaoBaHUin O0MKHbI
ObITb NpUBEAEHLI CBEAEHUA O perncTpaunum B ynorIHOMOYEHHOM rocyJapCcTBEHHOM OpraHe U 0 BHECEHUU B
rocydapCTBEHHLIN peecTp, ANnd U3MepUTerbHbIX NPUDOOPOB — O PETNCTPaLIMMN B HALIMOHANBHOM OpraHe TeXHU-
YecKOoro perynmpoBaHud, B criydyae Hanmung B OTHOLWIEHUM YCTPOUCTB 3TOM0 TUNa TeXHUYECKOro pernamMmeH-
Ta — O 3HaKe COOTBETCTBUA.

3.4.4 [oTOBbLIE HABOPLI peareHTOB AN AaHHOro MeTo4a UCCNeaoBaHUS AOMKHbI NPOX0ANTb UCbITAHWUS
B COOTBETCTBUM C YCTAHOBJIEHHBIM NOPSAAKOM, OTBEYaTb COOTBETCTBYOLWUM TEXHUYECKAM TpebOBaHUAM U
OOITKHBI ObITb BHECEHBI B rOCY4apCTBEHHbIN peecTp, MHQOPpMaLUUns O perncTpaLinm n paspeLlleHnn K UCnonb3o-
BaHWIC AOMMKHa ObITb NpeacTaBeHa B onmcaHn Mmetoga uccnegoBaHng aHanura.

* PepepanbHbiv 3aKoH 0T 26 nioHs 2008 roga Ne 102-d3 «Ob6 obecneveHnmn egnHCcTBa U3MEPEHNNY.

** QYyHKUMM MO rocygapCTBEHHOMY METPOSIONMYECKOMY KOHTPOMIO M Haal3opy ocywectenseTr PeagepanbHoe
areHTCTBO MO TEXHNYECKOMY PEryimpoBaHnio 1 METPOOTUN.
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