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MNpeancnoewne

1 NOAMSTORNEH Naboparopren npobnem knuuuko-naboparopron guardoctred HEK obwecteen-
HOTo AGOPoBREA My NEaBNe A aapaepooxpadednem MBOY BMO sMNepewi Mockopcx ArocyapcTBeHHEIA MEq M-
UMHCEHA yuupepouteT v W M. Ceveropar Muuaopaea Poccki Ha ocHOBE cOBCTREHHOMD ayTeHTHYHOMD
Nepeerodd Ha PYCCHHEA AdLIK CTAHgAPTa, YHasaHHOro B nyHiTe 4

2 BHECEH TexHHi4eCckHiM EOMWUTETOM NO CTaHDapTHa3au K TK 380 c KnuHdeckke NabopaTopHee HoCne-
OCBAHAA W MEOKUMHCEHE MILENHA ANA OHarHocCTHE in vilros

3 YTBEPHOEH W BBEOEH B OENCTBME Npikasom DegepansHoro areHTCTBa N0 TEXHHYECKOMY
PETYNUPOBAHKIY U METRoNorWK oT 27 anpena 2015 r. N 288-cT

4 HacTOAWMA CTAHOAPT HOSHTHYEH MEXDYHapooHoMy cTaraapty WSO 151832009 «Magenua Meam-
LUMHCKME ONA 1arHocTer in vilro. Fasepedne Benknsdd 8 npobax SnonomYecsors npockoxgeq3a. Tpebopa-
HHA K COOepMaHHo 1 NpeacTaBne e MeTSaE pede peHTHBIX MaMEDe A (IS0 151932009 «in witro medical
devices — Measurement of quaniities in samples of biclogical origin — Requirements for content and
presentation of reference measurement proceduress).

HavmMeHoBaHWE HACTORLWEND CTAHAARTA HAMEHEHE OTHOCHTENEHD HAKMEHOBAHHA YEAZAHHOMO MDY -
HApPLOHOND CTAMOapTa ANA NEMeedesnd 8 cooTeeTcTEre ¢ MOCT P 1.5—2012 (nogpaszgen 3.5).

MK NPAMEHEHKA HACTOALETO CTAHOARTA DEKOMEHAYETCR MCNONbASEATE BMECTO COblNOHHBIX MERLYHA-
pOOHEX CTAMOARTOR COOTBETCTAYRILLHE WA HALWOHANBHLIE CTAHGADTE POCCHACKOR Dedepaumi M Mesrocy-
OAQCTEEHHLIE CTAHAAPTEI, CEROEHWA O KOTODME NPHBELEHEl B JONOMHATENLHOM NEMnoEeHian 04

> B3IAMEHMOCT P WSO 1318932007

Mpaauna NPUMaNERUA Nacmoaeso cmakdapma yemasoaness! & FOCT P 1.0—2012 (paaden 8).
Hughopaayua of uskeHeruay & HacmoAleMy cmarndapmy nybnukyemcs & exesoduos (Mo cOCMOANLIO M3
1 aueapa meryiyeso 20da) WbopMaLuaHRonM Yrasamans «HaguonansHeie cmandapmeis, a ohuyLansHeil
IMEKC UaMSHEHUD U TaNpagoy — & SXEMECAYHOM UHDORMaUUuoHROM yrasameans «HeyUoHamTLHEIE CIEH-
dapmeis. B coyyas nepaciDmpa {3aMenb) Uy omrdeR s RECMOALIE20 cMakdanma COMMEsmocmEioes yYae-
dornenue Gydem onybnukogana @ BnuKaliueM asiMycke eXMEMECAYHOZD UHDODMALUGHHNOED YRAZSMENA
s HayuoHanbkbe cmandapme s Coomasmomayinlyas UHPopMayus, yeedorneHus W ITEKcmbl DAIMe il aim-
CR MaKwe 8 UNPOoDMayLoRNNOD cucmaie abas0 NoNk20EaHUA — Ha GhuuUansHoM cadme DadepansHoao
a2eHMCmEs o MeXHUYECHOMY PESVTUDOEANII0 U MEMPOTOEUL & camuy Mymepsem fwww.gost.o]

B CravgapTiadopm, 2015

HacToRWWA cTAHOapT HE MO#ET BkiTe NONHOCTEH MNH YACTHHHO BOCNOOHIBEEH, THDAKWDORAH W pac-
NPoCTRaHaH B KayecTee ohuUMansH oMo Hagauwa Gea paspelwerua DeaepansHons araiToTEA NO TEXHWSECKD-
MYy PEMYNHPOBIHAI 1M METPONOTAM
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BEeepeHue

PadepeHTHbE CHCT2ME BRIMONHEHAR MIMEDEHHUA HEEX00MMEl ONA NONYYEHNA NOMEIHEX 4 HA0EHHLX
eIy NETATEE MIMEPEHHA, NPOBOOHMMEE B HAYYHELX, TEXHONOMMHECKME LENAX UMK DM NpegocTABNSHAH Yoy,
UTOER GHK BaINK CONOCTABWME 1 METPONOMMYECKM NPOCNEHHBARKME! 40 &0MHHL MIMEDEHA UMMM CTAHOAPTOR
HAMEREHWA, WHNH METOOME WMAMEDEHMA BLICWErD MeTponordYeckore ypoeMA. PedepedTHeE seToguyM
BEMNOMNHEHHA HIMEPEHAR UIPaKT PeUEIWYE DO B METRONMTHYSCHON CHCTEME, NOCKONLEY OHH MOrYT BelTk
WEMONEIOBAH B BNA CRE0YRWLErD:

a} AnA ougHKEY YHELMOHANEHEY CBORCTE CHCTEM BhINONHEHWA HIMEPEHKRA, BRNI0YAR AHCTRYMEHTLI
HAMEDEHWA, AONONHUTENEHOE S50DYASEAHWE, 8 TAICKE PRAreHTL ]

B} Ans oueHEr OYHEMOHANLHOE BIGHMOIAMEHASMOCTH DAANKYHLIX DY TUHHER METOOME BRIMNONHEHAA
HAMEDEHWAA, NPUMEHAEMEIX ONA HIMEDEHAA OOHKX 14 TEX HE BENKYAM,

C) ANA NPHNHCLIBAHKA JHAYSHKA BENKYWH 8 padepeHTHRE MaTepuanax (obpaiyax CPpapHeHHa), KoTo-
Pal€ 3ATEM WCNCMNE3YI0T MA LEnel KANHODoEKH KW KOHTRONA NRAEMNEHOCTH DY THHMEDN METOLHE BliNONHSHAA
HAMEPEHHA,

d} ana oSHapyEe A aHANMTUYECKKE BNUAKLWMY BEnKuenH B npobax nayneHTo.

Ona mMeguuMHckky NaBopaTop eI WIMEDEHKEA, B YACTHOCTH, MHIMEHHD BAKHO K3K ONA NEHEHKA Nagx-
eHTa, Tak W ANA CEPMHMHIA COCTOAHMA 100p0asd, YTobe peaynsTaThl MAMEDEHHA, coodlLaemMee Boadam
MAUKEHTAM, BbLiNW A08KBATHO CONOCTARMMBIMY, BOCOPOMIBOOMMBIME 1 TOUHBIMK. B HEEOTODLIY CRAY4asy
YEAILIBASTCA, 4TO pediepeHTHAR METOOWES BRNOMHEHHE HaIMapeHHd 0243 B hopMe CTAHOARTA, 3 HMEHHO,
KOr4a 370 CBAIAHO G TEXHUYECKIMK TpeDonanuana:

- KOTOE AT0 YETAHORNEHG CTAHOADTAMM, TEXHAYSCEAMEA CReuMuEanUamg KM TEXHMYECKMM PErynHpo.
BAHHEM,

- KOTOA 3HAYEHMA BENHYHME YCTAHOBNEHE NOCTABLLMKOM )

- KOT08 MMERTCHE NPAMAA BIZWMOCEASE C OYHELMOHANLHBIME XARANTEDUCTHEAMKE NPOOYETA WNK Npo-
uecca.

MpeusyWecTeA HANKMYWA TAKOro CTangapTa nepeducnessl B Pykosogetee WMCOMMIK 15,

B pazgene 3 HACTOAWETD CTAHOADTA NOHATHA NPHBEAEHE! KYDCUBOM.

FOCT rocTPuCO 15193-2015 Ctpanuua: 4/20

G ((H]|idl GostExpert.ru


http://GostExpert.ru/gost/gost-15193-2015
http://GostExpert.ru
http://GostExpert.ru

rOCTP HUCO 15193—2015

HAUWOHANBHBIW CTAHOAPT POCCUMWCKOW GEONEPALUMMU

MIOENAA MEOWLUWHCKWE ONA OWATHOCTUEM IN WTRO

HMameperre BenHYHH B Npobax GHONOrHYeCcKoro NpoOHCKoMIeHHA.
TpeGoBaHMA K ONHCAHHKD pedieperHTHEIX METOOMK BLINOMNHEHHA HIMEDaHHA

in witro medical devices. Measurement of guantities in eamples of biological orsgen.
Requirements for content and presentation of referance measurament proceduras

Oara seenedssn — 2016—06—01

1 OBnacTs NpUMeHEHUA

HacToAwWA cTavgapT yeTaHaenuaaaT TpebopaHdka K onucani pedepeHTHER METOOME BuINGnHEHIKA
HIMEDEHHA ONA MEQHUMHCKHE HIOEMAR 008 QEarHOCTHER i Witro § Me QU MHCKKE NabopaTopri.

Mprumedyadse 1 — OxedasTca, “Te ONsITHaIA NafopaTopHeld padoTHAE, CNEAYA NPOUSOYRE HIMEBDEXHA, ONY-
CAHHOA B COOTEETCTEMM C HECTOA LA CTEHOSRTOM , MOSET NONYYHATE PEIYNETATEl HIMEQREHHA C HEONPEOSNSHHOCTEE M AME-
DEHWA, HE NP2ERIWAK WLER DBYCNOBNEHHER WHTEREEDN.

HacToAWMA CTaHZapT NDHMEHRM K peDEDeHTHEIM METOOHKIM MAMEDEHWA, 03W0WKHY AIHaYeHHA Jddde-
PEHLUMANEHEE KNTH PALWOHANBHBIX BEMWYMH. NDHNoHeHrE A coNepxuT HHEODMALMKD OTHOCHTENBHO HOMK-
HAMNEHBIX {KAHECTEEHHEX] CEORCTE M OpOHHANEHEX [MOPSOROE LX) BEMIAHAH.

HacToAWMA CTaKdapT NPegHaIHaqYeH ONA NEKMEHEHAA MOGEM THUOM, OPraHoK N OpraHu3auWen,
palGoTal¥Me B ogHGH 13 ohnacTel NatopaTopHOR MEaWLHHEL B MMEHILLAMKA HAMEDEHHE COCTABKTE OOKY-
MEHT, KOTOPRIA Dkt CRy:EMN pedepedTHON METOaMKON BRINCNHEHKS MIMEDEHIIA,

MonNKeE ONACAHKA METOA0E H3MEPEHKA NYENHEYKTOA B HAYYHOA NMTERaTYPE, FOe NPUasdaTcs gocTa-
TOMHO NCMHBIE ONHCAHUE METOOOE, KOTOPEE MOMYT DbiTe MCNOMNE30BAHMEl KAK OCHOBA AOKYMEHTAROBAHHOR
METOAKKH BLiNONHEHAA MAMEDEHIRA.

I pAME24YaH®RE 2 — B #HacTofAwesm CTAHAAPTE TEPMWH aMEROYHAPOIHEIA CTAHLAPT HIMEPSHKAR O3HAYAET
CTAHGEPT METEpUana. ?Hi!lM:HH EMEXOYHARPOOHLIA CTAHLAPT: BCE‘MHFIHEH GpraHW3audA 3apasdoipaHeHia HCNoNL3YeT
ona ofcasasaHua pefepeHTHOro MaTeprana (o fipaaga CR3BHSHAR ).

2 HopmaTHBHLIE CChINKK

B HacTofweM CTaHIapTe HeNONeE30BAHE HODMATHEHES CORMNEM Ha CRedyWKne MEKOYHADOoOHbIe CTaH-
OADTE W DOKYMEHTE

WMCO 151584 Magenya MeduuMHCKME OMA QEarHoCTHEA 7 wiro. MamMepeHde Genv49dH B npobax Guonori-
Yeckoro npovcxosgedus. Tpebopaqua K cTaHAapTHEIM cpazyam ¥ COOepMaHMID CONPOBCOMTENLHOR J0KY-
MenTauuK (150 15184, /o witro diagnostic medical devices — Measurement of quantities in samples of
biclogical origin — Reguirements for certified reference materials and the content of supporting documentation)

PykosogeTee MCOMM3K 98-3:2008 PykopogcTes No BspaEeHi) HEONPEIeneHdHocT B HIMEDEHKHK
(GUR 1993) [I1ZDIEC Guide 958-3:2008, Guide to the expression of incertainty in measurement {GUM 19935]7)

PykoaogeTeo MCOMM 3K B9: 2007 MexaoyHapogHuld cnopaps MeTponorid. JCHOBHEIE 1M ODWME NOHATHA
W COOTBETCTEVIOWWE WM TepruHe (WIM) [ISOVIEC Guide 99:2007, International vocabulary of metrofogy —
Basic and general concepls and associated terms (WIMI)

15
“Onr patu POESHHEE JOKYMaHTOR ACNONEIYIDT TOMNEKD YEAIAHHIE H30aHHE . ,r.'l]'lﬂ HEAATWDOBAHHSIE OOKYMEHTOE WI-
NONs3IYHT CAMOS NoOCNegHEes W3JaHWEe COEMNOYHOND QOEYMEHTE [C yHMETOM BLEX SN0 WIMEHEHHIA ]

ManaHue opHUManbHoe
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3 TepMHHbI K onpenenedHMna

B HacToAWeM CTaHAAPTE NPAMEHEHE CNEAYIOWHE TEPMHHE C COOTEETCTEYIIWMMKE ONPEOenaHnami No
Pyromogerey MCOMMEK 99 1 Pykoeogcrey MCOMIK 98-3:

3.1 nepeHYHan npoba (primary sample). B3ATeE W3 CUCTEME! OOHA MMM HECKONLEKD YACTERA, NDeaHal-
HAYEHHEIE ONA NONYHEHHAA HHECEMALWKA O CHCTEME WM CNYHALLWE SCHOBOH QNA PEWEHHA O CHCTEME.

Mpumewas e — B HakaTD Phix CNYYEAX NOAYHEHHAA HHQOPMALUHEA MOKET TAKHE NPAMEHATECA B OTHOWEHWH
Gonbled CHCTEME WNH pAOE CHCTEM, 3NSMEHTOM HOTODEIX ABNAETCR CHCTEME, M3 KOTOROM B3ATA I'Ir.'H:IﬁE

3.2 nabopartopHan npoba (laboratory sample): MNeparqHas npoba Mnd 88 YacTe, oAroToaNeHHAA ONA
MepeckinkK B8 NAaGopaToORKHKY KNK NONyHeHHadA Natoparoprei 1 NpegHaIHa%eHHAA AN8 HAMEDE KA.

3.3 avanwTideckan npoba (analytical sample). MpoSa, NpUroToENeHHas M3 nabopaTopHoid Npobsl M
WA HOTOROH MOMYT DbITe BIATE SHANHTHYECKHE NODLHM,

Mpumes s e — AHanaTedecean npoba moweT beiTe NoOGEepr-HYTa PEINEYHEM B0 M 'EIE-FIE.E-DTEH A0 TGID, KaK
LER-1 EI:HIIE'-I' BIATA BHANUTHHSTEEA HODUAR.

3.4 aHanWuTHYeckan mopuwrA (analytical portion): NMopywa MaTepyana, BIaTad 13 aHanA TSGR Npo-
Bkl, B KOTORON 0DBIMHO NPOBOOAT MAMEDEHWE KNK HENGCPEACTEEHHS, WNW NOCNE PAIBEASHHMA.

MpumesaHsde — AHBNETHEYECKYSD NOPYHIE BEpyT WN@ HENOCPEACTEEHHD M3 NEpERYHOA Npobs, wnk w3 nabopa-
ToOpHOA npofe, ecnd He TpeByeToA NOOroTOSKA. AHSNWTHYECKYID NOPLMID MHOMGE PasE0nAT, ofpaiyn asanETHYsckuA
PECTEOR, NEPS NOMELEHEEM B WIMEPETSNSHOE YOTPOACTAD.

3.5 aHanWTHYeckWid pacreop (analytical solution). PacTeop, NPpUroTORNEHHEA NeRes HAIMEDEHA M
MYyTEM PACTEODEHHA SHANWMTHYECKDH NOPUWH B MWOKOK WM MASTHOM MATE0HANE C NROBS0EHHE M DEaKLHH WA
Gea Hee.

3.6 marpuua (matnz): KoMnoHeHTe MATEPHANEHON CUCTEMEL, 33 MCKNMYEHHMERM aHANKWTA.

3.7 pedepeHTHAR METOOWKA BLINONHEHKA HaMepeHKWA [reference measuremeant procedure); MeTo-
OKEA BeNONHEHHA MIMEDEHWA, NPUHATAA KaK Oa0Wad peaynbTaTel, NDUIOOHEE ONA WX MCNONEI0EAHKWE MW
OUEHEE NPAEMNEHOCTA KAMEREHKA IHAYEHNH HIMEDEHHLIX BENHHAH, NONYHYEHHBIX OT APYIME METOOKRK BEINOM-
HEHMA MIMEDEHWA AN8 BEMEYWH TOMD Me pOLa, ANA KandBponkd Wy 4NA XapakTepucTHEH pefepaHTHBY MaTe-
prancs (obpaiucs cpaBHEHHA].

MpuMBEYHBHHA

1 AnanTHpoBaHo M3 Pywoeogctea MCOOIMAK 89, 2.7,

2 Ponk pedepedTHEIE METOOHE BRNONHESHA WIMEDEHAR LETANEHD ONHCAHA B CTaHaapTax [12]w [13].

3 CormacHo TEDMHWHOMOrMM HCO, NOABMNEHOCTE CER3AHE CO0 CMEW AHUEM, CUCTMTEMAM USRI 3-:,"..|;DEH'.I'!".“GH [F Rl
meamuieckod owiufxod. To rGa Kas TAYHOCTE CAR3ANE KEBK C A0aduTeHOSiT BN I:I: ADUCYILM KA =) HE-DEMETPE.HH:I TAKk W
MOEHUALOMMOCMER . KOTORAR CAMB CBRZAMA CO ﬂn’ﬂ&HlﬂSﬂ.IHan'M OFTENGHEHUEM, E‘J‘I_l."'-rEI.:'th'M i-l.,"'..'l'IlE'ﬂ'ﬂ:IClM [T} -i'.‘.l'.l_]."-l&ljl-.!ﬂ'li
[l TNIR T TH

4 TepMuH spEepepeHTHAA METOOMEE B NOAHEHWA HIMEPEHWAR NOHAMAETCA KAk MEMOINTE SETDNHEHUR LIMaRe-
HUA BalCWesd I'Iw'.'lﬂ-.F.lﬂH'E

3.8 aHANWTHYECKAA YYBCTEMTENLHOCTL {(analytical sensitivity): YacTHOE WIMEHEBHWA NOKAZAHWA W
COOTAETCTEYIWETD MAMEHEHUA JHAYEHHA BENHMYHMHLI, KOTODAA NOANEHNT HIMEREHHID.

NMpuMeEIBEHHRA

1 TERMWH «8HEMUTAYSCHER YYBCTEMTENEHOCTRY HE NMPpedHaZHaYaH AnA NpMWEeHesEWA B Ea4ecTae CHHOHMMA

anpenena ofHapyseHE
2 BPyroeoncTee MCOMIEK 99 Acnons=3ysT TEPMKH a4 yBCTEHTENEHOCTE @IMEDHTENEHON CHETEMED.

3.9 AHANWTHYECKAA cneddHuHocTs (analytical specificity): CnocoGHOCTE METOOWEM HIMEDEHUA
ONEEENHTE TOMNLED TY BENWHAHY, KOTODYIO NEEOHAZHAYEHO WAMEDHTE.

310 aHanwTvdYecKkana WHTepdepeHuWMa [analytical interference) CUCTEMATAYECKEDE ONUAAHWE Ha
HAMEDEHWE, BRIIBAHHOE BNUAKLWER BENWYHHOR, KOTORAA CaMa HE NPOMIBSAWT NOKAIEHWA, HO ARNAETCH NpH-
HAHOR YOUNEHHA MNK ASNPEccHA NoKa3aHii.

311 snuAWan eendvna (influence guantity). Benwquia, KOTODAR NEK NRPAMOM MAMEDEHAA HE BNHSA-
BT Ha BEMNRSHAHY, NOOANEKALYID KAMEDEHKXKD, HO BRWAET HA OTHOWEHHE MEXOY NOKIIAHHMEM W DEeIyNeTATOM
HAMEPEHHA,

Mpumeswas e — AganTApoEaHo #3 Pykoeonctae MCOIM3K 99, 2 52,

312 wamepAeman eenuumHa (mesurand}. BenwduHa, NpegHazHadeqHHan Ona naMepeH A,
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Mpasmevansa

1 Apenteposaso i3 PykoeoocTas MCOSM3E 90, 2.5,

MOCT P MCO 151932015

2 TEFIM.-'-H ABHENWTs HE CNEOYET MCNONEIDBEETE KK VAMODASMYM SENWNLHY. AHARUM AENRETCH KOMMOHEHTOM
WAMBDASMOU SETUY LN B

npuuep — B ofo3dadeHuu sKpOBE — KOHYEHT DALYUR KOMUYECITES SelScIE88 BMKE0 IRy MepWiH « 2T/ K-

Jay QIHAWISM GHAMUT, PABHOIHAYHEIL KOMITOHEHM Y.

312 npegen obHapymenua (detection limit, limit of detection): 3Ha4eHAe WIMESDREMOA BENHYHHE,
NONY4eHHoe DaHHOR METOONKOH BuINONHEHWA KIMEPEHKR, ONA KOTOPOR BEPOATHOCTE NOMHOTS YTEEOHIEHHA
OTCYTCTEMA KOMNCHEHTA B MATEPWANE COCTABNRET [ NPW BEDORTHOCTH @ NOMHOMD YTEEDHMIAEHWA O NPHMCYT-
CTEAH KOMNOHEHTE.

lTprnseyaHBRA
1 MEM:.IH-H.FIDB.HHI?I COs3 TECPETHYMECKDOA M NPHENASHOA XAMHAR CEEKOMEHAYET CLHBCYHE e IHEYEHUR o W |'i paa-

sl 0,05,
2 Msorna nenone3ysaT cospaweHne LOD.
3 TepWMHH aYYBECTEMTENbHOCTE  HENPEMEHUM ANA S8HHOTD NOHAT K.
4 ApanTepoBas0 Ha PykoeoacTae MCOMI 3K 904 14,

314 RanuwBparop (calibrator), CTanoapTt WaMepeHya, KCnonNeay ekl ONa Kanaponk-.

Mprusmedadse — ALANTHPOEIHO M3 PykosonoTea MCOMM3AK 89, 512,

4 OnuvcaHue pedepeHTHOW METOAWKKM BbINONHEHWA M3MEPEHWMIA

4.1 ANeMenTel padapeHTHOW METOOHKA BRINONHEHWA HIMeDaEHHHA

Dnucanve pedepeHTHON METOOMKEN BRINCMHEHMA MIMEDEHMA QONHHD BEMHOYaTE B ceDa Te JNeMEenTR,
KOTOpsIe oboadadens B Tabnuue 1 kak obAaareneHeie. MopALoK ANSMeHTOR MOMET ObiTh HAMEHEH, MOMNYT BieiTh
BHECEHE JOMNONHATENEHEBIE IMEMENTEl, HANDHMED DEIOME, BCNW 3TO OKIMETCA HEODXOOMMEIRM.

TeBnrya 1 — INeMexTsl COLEDHAHHA pe@EepeHTHOA METOOWKA BRINONHEHWA HIMEBREHWA

s EHT

lal

Moapaagen HacTanAweans
CTaraapra

THTYNBHEA NWET

OEAzaTeNsHEIR

MNecT cogapwaHna

Mo ®enanum

Mo xenanuw

MpesucnoBme —
MpeaynopexfeHde o PUCEEX W NPeNOCTORGHHOCTAR ANA DHaCne4wae- DERAZETENLHBIG 4.2
HW#A HEI0NACHOCTH
BeeneH=e Mo ®enanuw 4.3
HansmeHoBaHWE pehepeHTHOR METOOUE BRNONHEH@A W IME PEHRA OfazaTensHaI® —_
DENacTs NpEMESEHNE OBAzaTensHEIR 4.4
HopMATHEHE B CCBINER No wenaduw -
TepMuHbl, ONPEIENEHHEA, CHMBO0NE W COKDEWEHHSIE TEQMRHEI No wenaHuw 4.5
MEpHHUAN HIMSPSHAA @ METOS W3ME PEHAA OEAZETENHEIA 4.6
MepeyaHb GCHE WEHUR Mo ®enaduw 4.7
PeareHThl W MaTeprans OfAzaTensHai@ 4.8
MprBopsi DEAzaTeENsHEIR 4.4
Baatue npof v npof OBRzaTensHa@ 410
MaoraTOBKS HAMEDUTENEHOR CACTEME M AHANATHYECKOA NOPLWHE OEAsaTENHEI 4.11
OREpauid BaMEepHTENEHOA CHOTEME OBAIETEN HEiR 4.2
OfpaboTes LaHH K OfasaTensHLI@ 413
OEAETENHLIR 4.14

AHANKTAHSCKEA 4OCTOEERHOCTE
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Owonvanue matinuys |

e T T—— Ten nCJ.I.pi:I JOEN HASTORLLETD
cTakgapTa
Dootisle cny4an M =enaHH 4.15
Banwiauun pehepeHTHOR METOLMEN Sk NONHEHWA WIMEpEHRA OBAISTENLH B A 4.16
OT4eT 0 pEsYNETETEX DfARIaTENEH B @d 417
OfecnedeHns Ka4ecTES DR 3aTESNEH B A 4.18
Bubnuorpadosa M =enaH L 4.14
[ansee of yTESpELEHHA W NEDECMOTDE Cibf3aTEnBH [ 420

4.2 MNpegynpedgeHde O pUCKAX M NPeLOCTOPOMHOCTAX ANA obecnedYeHMA BeIonacHoCTH

Oomsss GeiTe NpHBNEYEHS BHAMaHKE K MoBod ONacHoCTH, CERIAHHON C THNOM Npobbl, pEAreHToM,
OS0pYO0EAHMEM MNK JSACTENAMK, 1M ONHCaHE BoE HE0DX0OMMEE NPEgoCTOPOMHOCTI, BENIOYAR NpeaocTo-
POEHOCTH DM YTUNM3Aauue. MoseT NpUMEHATECA PervoHansHos, HaAUWMOHANBEH0E W MEeCTHOE 3aKoHona-
TENLLTES M NpaBMna.

Mpumesasrne—0na pefepesTHON METOOMEHY ERNONHEHEA WIMEPEHUA, KOTORYH HaMEePEesHk MCNONLI0EETE
KBECTAHGAPT, CNegyaT NpEMesnTe CTaHgapT |1].

4.3 BEpogeHne

BeeaeHne JoN#HE OXBATHBATE CNEOYKILLKWE ACNEKTE, NPE HEoBX0OMMOCTI, B MoGoM NopAQKE:

a} ONHUCAHWE BENWYWHE, WIMEDAEMOR pebhEDeHTHOR METOOMKOA BENOMHEHMA WIMSDEHWA, B TEpMUHaK
CHCTEME!, KOMNOHEHTE M POOAE BEMWYWHE, BKNKYaA Mobkie cneyudMicalme B OTHOLWSHWH KREG0A Wa Nepediic-
NEHHE XAPAETEDACTIAN;

b} KpaTEOE IAABNEHUE O PO BEMNWYHHE ONA CEIIAHAA MEZMLMHCKOR NOMOLLK, @CNH 3TO YMECTHO,

o) METOO MAMBDEHUA W OCHOBaHWA ANA &ro Befopa;

d} MOgEens MIMEDeHUA B TEPMUHAX MIMEPREMOA BEMNHYMHE KaK ©YHKLWA BOEX BEMUYMH Ha BX0OE,

&) MECTO B MEDaPXHW METOGHE BLINOMNHEHWA HIMEPEHHA K KanwEpaTopom;

fI METpoONOrMYeckan NPoCNEKWBARMOCTE.

4.4 DBNacTe NpHMEHEHHA

OBNACTE NPHUMEHEHRA O0MKHA OXEATEIBATE CYyDREET W ACNEKT (ACNekThl ] C YKAIAHMEM Ha MODLIe HIBRCT-
HEIE MPE Qe TPWMEHAMOCTA. 3TOT ANeMEHT HE JONHEH Co0epKaTE TpeboBaHKA.

DEnacTs NPAMEHEHHA ZOMEHA BENCYATE B CEEA CNedyiowWe acnexTal

a) OBLeKTEl MAMEDEHWMA, ONS KOTOPEE NpEgHaIHaqYeHa pedepeHTHAA METOLMES BLINoNHEHWA HaMe-
pEHKA;

b} TN MaTepranos Npod, B OTHOWEHW KOTODBX NEMMEHART pedepeHTHYID METOOHKY BHMONHEHWA
HAMEREHWA, 1 MHODMaUKIO O TOM, CYLWECTEYIOT Nd SrPaHHYeHnA,

C) MHTEpdepHpYIOWHE KOMIOHERT L TAKKE KK NekapcTaa, MeTabonnTel, aobaner, MAEpOBHLIR pocT;

d} coofpamedds OTHOCHTEMNEHD JONYCTHMBIY MOJWOWEAUME B OCHOBHOW pedepedTHOR MEeToOMes
BENCMHEHRA AIMEDEHHA, HANDHUMED, SNy HeoDXOOHMO NCKNIDYKMTE DECNONeIHYI0 H WOeHTHIWLK DY EMY
uuTepdepeHuio [geTany sMogrdryupoBaHHO METCOMEM J0N#MHE OuiTe NprEEdeHs B palgens «Ocolnie
crvdans [ca.4.15]]

€} WHTEDBAN HIMEDeHHA.

4.5 TepMAHLI, ONPESENEHWA, CHMBOMNLI W CONPALLAHHLIE TEPMHHLI

4.5.1 MNoxATHA

B cny4ae ecnyd 370 BOIMONHD, 2TOT Bainen GOroEeH ConepsaTs ONHCaHKa Boes INeMenToR, CYLLBCTREH-
HElX ANA NOHAMAHAA peDepeHTHOH METOHEN BLINSMHEHMA WIMEDEHKA.

MpumMedasdde — OHE MONYT BENHDYETE B CoBA, HANPHMESD:

3] CMCTeMY BIAWMOCERIAHHBIXE NOHRTHE, HANPWMED H3GMEPMEHTE NEKTATOEMHOPOrEHASEl, 8 COOTESTCTEMH C WX
BNeKTpodOpeTHHECKDA NOGEMEHOCTEHI

b] TepMHE.E0TOpPslA MOXET GhiTe MCNCNE30BEH B 870 CNEUMANEHOM 3HEHEHAMY, C KOTODEIM HESHAKOM B NOTEHUMANB-
HEIE HATETENW, HANDUMED sBENUYUHAR , *CECACTEOD MNW #KONUYACTEO BEWECTES s 4NA oHoCHO8a4WA POSA BENUYHHE C
EOMHHLEA BEMEDEHUA MOk,

4
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Cl NEWHATEIE TEDMHHR, KOTODRIE HE BOTYT GETE MCNGNEIOBAHE NG JEHHOH NpuHA=E, HENpAMED, CnaiyeT Mabarare
WCNONBIDEIHHEA TEPMUHE «4BCTEA HE MUNNAOH {PRPMj®, NPEANCYUTaEA TEPMUH *MBCCOBEA OONA B MAMNAWTEaMMEY Ha
EMNOrpammds AN woficemyan AoDNA E Hyﬁ“'iEEHHh LCasTHMaTpax Ha K:"EHLIEE-\{HIH METE |HNA 8 MEEQCNATRAEE HE DHTD s
{CM. Takee 4.3.4 ).

4.5.2 HomeHknaTypa

MenoneayeMeis HAKMEHOBAHHSE XHMHYECKHN COBAMHEHWA, GHONCIMHECKME KOMNOHEHTOR, BErHYKH,
S0MHKL ¥ CHMBONOB SOMMEHEl COOTEETCTEOBATE MEXOYHApoOHEIM cTaHdapTam {unn Erponedcemm craHgap-
Tam, eCcnH 3TC NPHEMNEM0 ) MW NOCNEgHAM PEKOMEHLALMAM COOTEETCTEYIOLWLEN MEMOYHAPOOHON Opradnaa-
UK [oprasMzadki). B cnydas ecni ABTOPMTETHbIM WCTOMHMEKOM PEXKOMEHOYETCA DONbLUe Yen OgHo
HAWMEHOBIHWE, MOKET ORITE MADPaHD BOMHCTREHHOE HAKMMeHoBAKKME . MabpasHoe HaMMeHoBRaHWE W 210 CHUHO-
HEM I DONHHE Dbl Te MEpedHCNEHs 0O CCRINKON Ha COOTRETCTEYVIOWMA CTAHGADT MK Ha PEKOMENDYIOLLYI0 Opra-
HHIAL KD,

4.5.3 PaboyMe HAUMEHOBAHKWA

MpH HCNCNLIGEAHKKA DAB0YErD HAMIMEHOBEHMA PEATEHTA GHO O0NMHO BbiTe NPUBEOEHO B CHOGKAR Nocne
NEpEors YNoMyd HAHUA B TEECTE CUCTEMATAYECKOND HAMMEHOEIHNA,

4.6 MNMprHUKN MIMEPEHKA W METOA HIMEPEHARA

4.6.1 Jonses OoiTe NPHUBELEH NPHUHLAN WIMEREHWA, HANDWMED MONEKYNADHaA abocopBurMA BUOHKMOrD
CRETA NPUMEHSHA 8 METOOUKE 0NA HIMSDEHHA KOHUSHTDAWWK KONHYECTEA BeWecTas SUNUpYDHHOR B 3HOM0M
pAcTRODE.

4.6.2 [Jonses BeiTe ONHCAH MeTod waMepeHus. OcHoBaduA oNA eeifopa onNpegenaHHol CTAgNH Taoke
SonsHel el Te NPUBegeHb. CyLLSCTESHHLIS XHMAYBCKHE DeAKUMH JONMHE DeiTe YHAIAHE B TOM CMy4ae, 2cniy
ATO NOMOTAET NOHUBMAHA I TEKCTA WKW cnocoba pacyeTa. Peakyqy No BOIMOMHOCTIA D0MNHHE Dbl Te NPHEEO0E Hisl
B MOHHOH chopie.

4.7 MepedyeHb CCHALLEHWA

4.7.1 CooTRaTCTRMO
Mepeyeis OCHALEH WA JOMMEH BEMOYaTE Boeba nepedas BCaX NPeSMeTon i YCNoBHH, KOTODRIE TRpady-
HITCA ANA BeiNONHEH AR WAMEDEHAA,

Mpimeuyadese— Mepeuesb OCHEWESHEA OCOBEHHD HYHEH, B CNYHES S0NH JOKYMEHT Cvesb Donewod no ofse-
ay, OH ocofesHO BRMER ANA pRAreHToR (CM. 4.8) @ gna oSopy0oBsaHdA (oM. 4.9). MonHeIS SNMCEHRA W WHCTPYELRA N0 NEH-
TOTOENSEHWEHD PEara=ToE QONKEH E BT NPHEELEHB Q8NES B TEKCTE ANKA NEANSESHAR.

4.7.2 MNepayeHi: pEareaHTOR M MaTEpPUANOR

B cryyae ecnv B NWCT Y4eTa BHECEHS DEATSHT I, OHH D0NHHE BEiTe NpUaeqeHs B NepaYHe C HCnoNLIoea-
HHEM CTAMAAPTHOMND MK pabodero HAWMeHDBAHKA.

HakHe pazgen gomsed beTe oopsned B cnegyowem Nopanke;

a) NpoayKTel (MCKMKHas PAcTBODE ), HCNONLIAYEMEE B WX KOMMEDYECKOR QOCTYNHOA opie;

b) pacTeopk, CYCMEHIMKM W NODOWEW {MCKNoYan pedepeHTHEE MATEPWANE) C WX MPWMEDHD YCTaHoa-
NEHHEME KOHUSHTEa LA,

c] KanAbpoBoYHEIE MaTEDHANL, TAKWME KaK DACTEOPL C YTOUHEHHGIBAN KOHLEHT DAL AN,

d) WMHQHEATODE,

@) PACTEOPWTENW (8008, OpraHHYecEHe DACTRODHTENN),

i KOMTPONEHEIE MATEDHAN

4.7.3 NepevyeHs npegMmeToR obopyooBaAHMA

OoHOBHBIE NpEgMeTsl ob0pyYOCEaHWA JOMsHE GhiTh MEPEYMCNIEHEl C YEATAHHEM WX THNa W Niobbix
YACTHBIX TREDOBAHWA, TAKKMX KaK 0HUWANEHD KANKOPOBAHHEIE WHCTPYMEH TR [HANDWMED, BECkH W YCTROWCTRA
ans naseperna obbesmal.

4.7.4 MepeyeHe NpegMeToR OONOAHUTENLHOMD 0DODYACBAHKA

MpegmeTe 00opYOI0BAHKR, HE NEPEYUCNEHHEE B COOTBETCTEMW C4. 7.3, O0NMHE GETE BEMIOHEH LI B Nepa-
YEHE CYEAIAHHERM WX THMA W A0YT0A COOTBETCTEYIOWEA WHhopMaUXK, TAKDK k3K MaTepuan, Knaco, kandbpoa-
Ka, passep i nioGse Apyrie YacTHbE TREGOBAHHA K WX 3KCMNYATAUHOHHEIM XapaskTepuCT KSR,

4.7.5 MepeyaHb CNEUMANLHLIX NAGOPATOPHLIX TPEBOBAHMA

OonsHe: DelTe onpegenets Nndee duavdeckre Tpeboranma, Tpebosanna okpyaowen cpeaesl m Gean-
NAcHOCTH, HeobXoOMMEIE ONA BENCMHEHHR MIMEDEHKA.
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4.8 PearenTel M MaTeprans

4.8.1 O8WHe NONOKEHAA

OoneHsl BeTe ACNGNB308aHE TONBKS TAKWE PEATEHTH M CONBBEHTRI, KOTODLIE COOTRETCTEYIOT QORYMEH-
THROBAHHEIM AHANKTUHNECKHM CRCRCTRAM, BCNW HE YCTAHOBNEHS! MHEE TREeGoBRAHKA.

B ocnydae ecnd peareHTel WK NPenapates TReSyioT Dan bHefwers onpeaenesH |, MOoryT OKa3aTeCA Nones-
HislMHA ONHCAHAA MATEPKANE, 870 MATSTOBMTENA HNK NOCTABLMES, 8 B HEKOTODGLIX CHYYARR K AAHHLIE & HOMEDE
CEpHH.

Ecnw pearedT cneusdruMpoBaH kak HanMeHosarme Bperda (Mapkr ), GonsHe Dbl Te 0o MmeEHS NoHMe-
YaHHE, 4TO ApYTHe BpeHgLI MOrYT TAKEE BHTE HCNONLI0BAHE B KAYECTRE 3aMEHE NDH KX COOTBETCTEMK Tpeho-
BAHHAR.

4.8.2 OnMcanuA peareHToR

[NA Eamaoro KoMMEPYECKSro W NPANSTOBNEHHOrS B NabopaTopHK pearadTa B MoHorpaduYeckoi dopme
Oon#Ha BeTe NpESCTABNEHa CNEQYIoWan KHEOpMaLHA;

a) HOMED B NPUHATOM DPETMCTRE XMMHYECKH BowecTa '

b} pabodyes HAMMEHDBAHKE [OCHOBHON KOMNOREHT (KOMNOHEHTE ] AHNH CRORCTRS (CRORCTEA )]

C) N0 BOIMOKHOCTH NOMHOE CACTEMATHYECKOE XHMAYECKOE HaUMEHCBAHNE WK (I8 KakQ0ro CE0ACTE
MEHIOTOBMBHHCGMD PEATEHTA B KOHEYHOA hopie ) BHONCIMYECKDE HAKMEHOBAHHE ANA MADEHPOBKK & HAHMEH -
BAHHEM KOMMOHEHTA, COYETAUWEECH HAMMEHOBAHKE POOA CBOACTEA W 3HAYEHIWE CRORCTRA, NO BOIMOKHICTH C
ONpeaenesHol Mepoi HeCNPeqeNeHHOCTH HAMEPEHKA, B cooTRETCTEMK c MCOD 15194,

d} yoeTaHoBRNeHHEE HECEXo0dMsle NoSROBHOCTH NPOKIE0OCTRS DearaHToR, NPUISTOBNEHHEBX B Nabopa-
TORMHK!

1) ONA Kawaoro MCnNoNeE3YeMoro NepEOHaYaneEHoNg Marepdana;

- BLNK 3T KHMEKANAA, XMMUHeckan opmyna [BERIOHEA KPHCTANNMIALHCHHYIO BSAY), MONSKyNspHan
MACCA, AHAMUTHYLCKHE CROACTEA (HANDUMER, YACTOTA, YCTAHORNEHHEIE NEAMECH],

- BCNKA 3TO BUONOTMYECKHA MATEDHARN, 810 THN K NDCUCKONMOEHWE,

2) NpHeMneos Ka4ecTED BeINONHEHKA, CODAIMEDHOE C M0 MCRONEI0BaHHEM,

3) Npouedypa KOHTRONA C QOBEDHTENLHBIM WHTEDEAN0M, HANPUMED ONA NPOBEDHEK OTCYTCTEMA
HHTEREE PADYIOLWME HOMNGHEHTOR,

4% NoCYOa v CNeuddruYeckHe NpoUsoypE OHHCTRI,

) YCNopHR XPaHeHna;

fl CpoKroaHocTH,

g} oTEOOw;

h} knacc onacHocTy C cumeonom, R-bpazamu 1 S-bpazamu (oM. [28] n [27]).

B cnyqae ecni oSWMe MeTobl BNA NOGroToBKK H NPOBEDEY ONPedeneHHEK HENONeEIYeMBR DEAreHTOR
ABNAIOTCA CYTLeKTOM MEXQYHARPOIHOMD KNH HEWAWOHANEHOMD CTAHAAPTA, JosHa DelTe COSNAHE CobINKa Ha
Takow cTanoapT (4.8.1).

4.8.3 BNHAKWME BENHYHHE

By OyHH KPUTHHYHBIMA GNA HAMEDEHKA, BCE BINHAKWKE BENHYHHB Q0MNHEHL BRiTe 3808H0!, HAMNPAMED TEM-
NEpaTypa Nod KaMepe ik obbema.

4.8.4 BulpameHue EOHUSHTRALHKA

OnA pacTEopos ¢ TOYHO ONEEdeneHHol KOHUEHTRAUWER MyTeM THTRAMETDHH KOHLEHTRAUWA Qon&Ha
BhITE BEPAMEHA KAK KOHLEHTRALUMA KONWYECTES BEWECTES (C VEAISHWEM INEMEHTADHONR CYLHOTTH) B MONAX
Ha KySHYECKUi MeTR [MOoNEM>) MK B MONAX Ha NATR (monen).

B onpedensHHibl CNy$any, HanPUMep, eCiK 3NeMedTapHan CyLHOCTE HEHABECTHE, MOMeT BeiTh NpHBe-
A8HA MACCOBAA KOHLEHTRALUKA C BOHHALEA HIMEDEHHA, HANDKMER MD2Me Ha NUTR (1n].

Takue eauHilel, 3K ppmM (YACTH Ha MUNNWOH, 4To paedo 10°%) 1 ppb {(00NM Ha MWANKAPD, Y4T0 paBHo
10-%), He OoN#KHE MPMMEHATECA.

TepruHE POOE BEMNHYMHE HHODMANEHOCTE W « MOMAPHOCTE ZOMAHE GbiTh JAMEHEHE ODOIHAYEHHEM
HOMUEHTREEUME KONKYECTES BELLECTEA C YEAIAHHOA, NP HEODXOAKMOCTH, 2NeMEHTaEHON CYLLHOCTRIO KOMMNo-
HeHTa (aHanuTa)l. Takne oDoaHaAYEHWA, KaK «ROHUEHTRAUWA BEWACTEA WK «KOHWEHTDAUWA KONKYeCTES »,
OCNHHE GETE MCKMKYEHE.

B cnydae ecni COCTAR PACTEODA DEArEHTA HE MOMET BblTe BbiDaMEH KAk KOHUEHTDAUKSA KonMHecTaa
BEWECTER, MOMYT DblTe K30DAHE HEKOTODBIE ADYTHE CNoCoDiEl, HANPHAMED:

a) MaccoBanA KOHUEHTPAUMA [eQuHHLEA KHNOTDasmt Ha NATE (KN} MOk COOTEETCTEYIOWARA &8 QoNeHan);

b} Maccopan ONS [EOUHHALES SmEHE (1) MNKE KANSrpasMM Ha snorpams (ki)

g MEXIYHEPOGHOM CTEHGAPTE NPHUESQEHE CCLINKE HE HOMED pervcTpa Cnysbs xemudeckne pezome [Chemical
Abstracts Service Registry Mumber, CAS- CARMN-number}.

G
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c] obwemuan ona [eguHrua o (1 ndTp Ha naTe (ning],
d) KOHUEHTDAUWA KaTanWTHHeCckoW aKTHEHOCTH, KaTANWTHYECKaA KOHUEHTPAUHS [80WHHLE MONL HE
NATE B CEKyHOY (Mone/n-1 - c-'), papHan katany sa neTp {kaTtin)).

MpAarMedaHde — EdisHua EQ/vn (eaMsMua fepMeHTa HA MANNKNATR) paesa 16,67 = 107" katin.

2HAYEHAE WIMEDEHHOH KOHUEHTDALWA KATANWTHYECKOR AKTHEHOCTH 33BHCKT OT METOLKKM BulNONHEHKA
HAMEDEHHA, KOTOPEA OOMKHA DbiTe YCTAHOANEHA,

4.8.5 PaxBapnaHue

Pasfaeneqya, NpHroToENeHHLIe NyTer gobaanedna obbemMa MUOKCCTH K 00 bamMy OPYToR MUOKOCTH,
OorEHbl DslTs YEI3aHL OOHWM M3 CNSOYKIWKE CNOcOSoR,

a) «paibapnedHsiil oBsem V, = Von, ecni obwem V, 3ananHore pactecpa pasbasnasd TamdmM obpasom,
HTeGE NONYYHTE 0GWWA 00BEM V, OKOHYATENEHON CMECKH, HANPKUMED, 25 N — 10, unK

b} wpasfapneddei V, + Voo, ecnuofeen V) aagadyono pacteopa goSasned K ofeedy Vo pacTaopura-
nA, wanpumeg, 25 mn + 975 mn.

Buipamewnn, nogobuee VoV, unk VIV, He cnegyeT ononsaseath, NOCKoNsKY WX MOMHD NPHMEHATE C
paaNHMYHEIMKA JHAYEHNARMA,

4.8.6 CChINKW HA NATEHTOBEAHHEIE M3 O8MWHA

ECnH e MCKNEOHHTENbHE X CRYHARK TEXHUYEcKHMEe Co0DDaKe HWA ONDEELLIBAIOT paspaboTey pedepeHTHOR
METOAKKH BuINCMHEHKA KIMEPEHKR B TEDMWHAX, KOTODBIE BRMICYEKT NDHMEHERWE NDEIMETOR, IAWKLLEHHBIX
NaTEHTHRMH NSABAMK, MOMET BOIHHKHY Th HEOE KO0 MOC Te OD0BMHATE NPHMEYAHME O TOM, 4TO COOTBETCTRHE C
pedepeHTHON METOQMEDA BRMONHEHNA H3MEDEHHIA BEMIOYAET HCNONLICEAHME NATEHTA.

Mprurmedyadse— Onape@epasTHOA METOOWEH ERNOMHEHHA HIMEREHUA, NDRIHEIHAMEHHOA HIPETE PONE MEH-
AysapofHoro cTasaapTa, — oM. Jnpesteas [18), 214 v Jupektiaws [19), nprnosedse F.

4.9 Mprbopel

491 OnucadHe

Kam ok npubop W 06 bekT obopy I0EEHWA GOMEEH MMETE ONUCAHWE, BEMINYaLEE:

a) HauMeHosadde (pOOoB0E) W, 8cnKk HeoDEOaMMO, THN, WANOTOBWTENA, HOMED MOGENW, CEPUAHER
HOMED AHCTRYMEHTA WK KOS CEPHK, 8 TaKHe

b) cywecTREHHbE GYHELMOHANLHBIE CEONCTREA.

4.9.2 NononuutensHoe obopyaoBaHMe

OononuurensHoe 0BopyIosaHMe J0msHe SETE ONHCAHD B OTOENLHOM NOGPaIgens, aHanoridHo 4.9.1,
SCMA 3TO NPHEMNERD.

410 Baathe npod ¥ npobisl

4.10.1 OBwKHe NOMNOKEHWA

Ecnu HaBecTHO, HTO HA DE3YNbTATE HAMEDSHHA MONYT OKAILIBATE BRHAHKE NPeEaHANMTHYECKHHEe akTo-
phi, KOTOPBIE MAMEHAIOT HEKOTODRE CROWUCTEA NERBMYHON NPob, QOMEeH DETE NDHBEOEH NEpEYeHL TAKHX
EKTORCE C NEREYMCTEHWEM CNOCOE0E MX MOEHTHOMEILMIA WM NDSJ0TERALLEHXA X BITHSHWA.

I PAMEYAHWE— K NpEaHANATHYECKRM MAKTOREM OTHOCATCR MEHETHYECEAE BNEASHR, BNHAAHKA Nona, E'IEFIE-
MEHHOCTH, OXPY AN Ed CRelbl, WEeTH, NesapcTE, U IA0NOTAYSCKOR HAMPYIKK, BpeMesid CYTOE, NONOKeasWE TENA, 38CTOR
KpOBE@ Neped B3ATHEM BeHOIH0R KPOBEW, obp foTed Npofel HA MECTE B3ATHA W XDEHEHWA NEREWMHONE I'IFIZI"_:IEH.

4.10.2 Mpob

TpeGoBaHHA ONA NEPBHYHOH NPOGhl GOMEHB BeiTe YCTAHOBNEHE B OTHOWEHKA NOOXOOAWETD KOHTERHE=
pa onA npode WHNd Nposeaypsl 08padoTed, Y4T0 HEODXOOWMO ANA MAHKKMHIALKKE HAMEHEHHA HIMEDAEMOR
BEFNHHYMHE {HANEUMED, YTRATA HNW JArpASHEHKE), NDHEMNEMOrs MaTepsana, TpedyemMors KonwdecTea, Heof-
HOQWME O00aBOK, YCNOBWE TpaHCcNOpTHPOBAHMA, YCONOBWA XpaneHdA, cTabuneHOCTH, ONAcHOCTER K
NEEdoCTOROMHOCTER.

TpeGosaHdA Kk NabopaTopHoi Npobe AoNKHE BaiTy YCTAHOBNEHE NPAMEBEHUTENLHO KCNocoDy 88 Nony-e-
HKA, THNY W KOMWY2CTEY NPHeMNEMOTD MATERKANS, YENOBHAEM XpaHeHra, nobod npouetype oTTaHBaHWA 1
CMELLIWMBAHKA.

Jonmke) el Te ONWCaHL! ATaNL NOATOTOBEN AHANMTHHECKOA NRoGLI, TO 80Ty DA3OENEHWE, HIMENEHEHRE,
CMELIHMBAHKE, BEICYILKBAHHE Ha XONOOE, XPAHERME K BOCCTAHOBNEHHE,
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4.11 MogroToBKa HAMEPHTENEHOR CUCTEM LI M AHANWUTAYECKONR NOPLUHK

4.11.1 O8wHe NoNoXMeHHA

AHANKTAYECKHME CTAOMW NOAMOTOREM HIMEPUTENBHOR CUCTEMB! M AHANMTAYECKOR NoOpUAK MOTyT GblTh
npegoTasne e B opue TAENH UL UM J4arpamie NOTOKA KN ApyToero cnocoGa cXemMaTvHeckors npeaeTas-
NEHKA GNA OBMNErYeHHR NOHAMAHKA | NPeacTapneH A obwero ofacpa NoGroToBKM NpoSkl.

4.11.2 MogroToBka npuBopoR

Ecni MMEINTCA OTAMYHA OT MEeTOOMKK, NPHEELEHHOR B NPEOOCTARNEHHEX MArOTOBKTENEM HHCTRYELKRAK
NS NEKMEHEHKID, NoAroToBka NpYbopoR Neped NPOoBEJEHHEM HAMEDEHHA O0MKHE BulTe CNPESEneHa 1 onuca-
HA CySeTOM CNeqyowMx DamHHbx:

a) npedynpesgeHre 0 PUCKax 1 mepax GesonacHoCTr,

b} chopea, mouTam;

C) NPoBEPKa TORO, Y4T0 J0BEPHTENEHEIE NEEOENL XADAKTEDHCTHE BEMWHMH HE NPEBI0HTEHDI,

d} cnocob ncnoneioeaqMa;

2} NpEEeHTHBHOE OBCNyHHBaHWE NOTRebuTenamM.

4.11.3 Kanvbposka

MEMHUKN, MaTERMANE: M CTAGHK NDB0A NPOUEDYPEl KANMEpOREK QOMNEH b BulTe QETANEHD CMMCAHE CNE-
Oy ROLLAR 0D DaEa0m:

a) ewbop THNA METOOMKM KANUOPoREM [YMCNo aHaveHH i KanubpaTopa, HanpuMep, No 8y ToYkaM, No
MHOMAM TOYEAM, «Nonagasue B suneys (sbracketing=) {cm. 4.11.5); pobasnexwe ctavpapTal w Tpebosanua K
HAYECTEY,

b} nooxogawwe kandbpaTope 4 NGEEe NpoBepkK ToEhyemMelx 4NA HKE CNEUMEHEELREA, HANPAMED MEeT-
PENOFMYECKARA NPOCNesHBaSMoCTe B COOTEBETCTBMM CO cTavgapTom [1.2] nnk [13];

C) NoQroToBRa (NOGroToRKK) KANWOpaTopa, HANPHMED MREABRMETRHYECKIA W BONKMETRXYECKAR MOAM0-
TOBKA PAcTE0pa, TEXHOMOMA paitaBnesna Hnk Jobaenayka cTangapTa;

d} mamepexke KanuépaTopa (kanubgatopoR),

2} METOO PACHETE MOHOTOMHON (NOCTOAHHD NOBRIWAKNWEACA WM NOHAKEKDWERCR ) KankbpoBoXH0R
By HELHK A HEONDELENEHHOCTH MAMEDEHKA 88 NapaMeTpos;

fl NpresMnerMocTe KANHBPOBOHHOR HYHKLKKA B COOTRETCTEHM C YCTAHOBRNEHHEBIMKM KDHTE DHUARMIA,

gl NEPACOUYHOCTE PEKANUBDoBKK BHYTDH CELHM WKNH MERDY CEOHAMM,

4.11.4 TUnbl aHANKTHYECKKX NpOG

Dol GsTe NeEpesrcnett W ONHCAHE PAINHYHBIE THNGL NPEOCTABNEHH BIX AHANKTHYECKHE Npoo.

Mpumesanne— DOxn MOMYT NPLDRCKOONTE M3 N2RENYHOA ngofsl, kEnUbpoaoUHOrD FMETEQHENE UNH EOHTRONE-
HOM: MaTeluana, ERNESHER MaTeDHan METPMLULE .

4.11.5 CTpykTypa aHanMTHYECKHX CEpHIA

MeW WCNONBLICEAHHK CELMA MaTepuana, obpailoEaAHHBIY WA aHANMMTHYECKMY Npob, CTPYRTYRE CepliM
Oon#Ha BTe 3a0aHa B OTHOWEHHA NOCNEA0BaTeNsHICTH W KONKYEcTRA:

a) KanMbpoBROUYHOID MaTeprana (MaTepranose) (SChM NEUMeaHHusn ),

D} KOMTPONBMOTD MaTEQUAana (MaTepyuancs ) (ecny NpUMeHHMo);

C) mMarepHana xonocTod Npodel (Npod) (Ecnii NPHRKMEHKAMO);

d} *HEMIBECTHOMD® MATEQWAaNA, KOTOPREIA AonHeH BTk NPOaHaNnWaIMpoBaH.

MopuwMmewas e — pAHURN «NONEGAHWA B 2ANEYs («Drackebngs) ¢ @CnoneI0Ba HHEM KaNABPATOPE ¢ HAILHM
JHAYMEHWEM, HEHIESCTHOID MaTeldana, Hanuﬁp BTORE C BHCOMHM 3HAYEHHEM B NOBTORHLIE CEDUAX CNYHHT MO Qe kTHEHEIM
cnocofoM CHEHeHHA HEXNMpEdeNesHOCTA De3yNeTATOE HaME DeHEA.

CrnegyeT npegocTepeyes o HEQONYCTHMOCTIA NEpaHoca MaTEpHana 1Wa npefLUecTRYWE N Npobel B Nocne-
OYEILUYID, 8 TAKEE YCTAHOBHTE BT MAKCHMAaNLHOS QONYCTHMOR HaYSHnE,

4.11.6 AHaNUTHYECKAA NOPLMA

ONAcaHe AHANKTHYECKOA NOPURA SOMMHO YCTAHOBWTE, BCMH 3T0 NDHEMMNEMD, BOIMOMHEE DHCKK, & TaK-
We NPEACCTEPEHEHHA, METOOWEN 1 TOYHOCTL, TREBYEMEE ANR HEMEPEHHOMD KONMWYSCTES [KONWYacTa), 8 TaKHe
BCE CTAOMM NpeasapETeneHoR oBpaboTim.

4.11.7T AHANUTHYECHHA PACTROR

Doresa BelTe GNWCEHa NpoUegypa NoAroToBKKW NoBoro aHanyd THLSCKOro pacTeopa.

412 Onepauvv HIMEPHTENLHOW CHCTEM kI

4121 MocnegosaTenLHOCTL ITANOE HIMEPEHHA
Kaw bl 3TaN HIMEREHHA J0NKeH BalTe OQHOIHIYHO OnKcaH (M. cTaddapT [1]). NocneaosaTeEneHoCTE
ITANCE QOMaHa Dbl Te HANOKEHS B NOQPaIgenax W naparpadas.

g
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MocnegoeaTeneHocTE ITANOE BNOMHEHAA HAMEDEHHA JONMHA BENKYaT!

a) eepHOUEALKKD XaDAKTEPHUCTHE MIMEDHTEN bHbIX Y HELWA 0G0RYI0BAHWA, BENHHAR SONCIHATENDHOE
obopygoBaHue,

B NoATaANHOE ONUCAHWE KAMEDEHKA AHANATHYSECKSR NOPLKK,

C] NOKSIAHHA WAMEDHTENEHOR CACTEMEI.

4.12.2 MpuroToBnNeHKe XONOCTOW NPoBL

MpyroToaneH|e XoNOCTOoN AHANHTHYECKDN NOPUMH KA XONOCTOR aHanyTHYECkol Npodel W XONoCTorD
AHANMTAYECKOND PEAreHTa JOMHHO Dbl Th CNMCARO HACTONLED GETANBHD, HACKONL KD ATO BOIMOMHO.

4.12.3 BanwaauWa NepBEdYHLIX OaHH LIX

MonyqeHHse NepECHAYANEHEE JaHHBIE O PEIYNETATE AHANKIA GOMHHE DTe NOATEEDHOEHE. JonMHe
OklTe NPHBEOEHE NPABKMNE NDCBEPEA CNepaTopor NpaBUneEHONS GYHELWOHMpoRaHKnA obopyaoBaHHA, YE0a-
MNETEOPUTENEHOND COCTOAHME OKPYHAKLLEN CPEOL ¥ COOTBETCTEWA MAMEDEHHEY IHAYEHWA KanuGpaTopos,
npob 1M XCNOCTelx NEpoD YCTAHOBNEHHEM WHTEPBEANAM. 3Ta NEpEOHAYANEHAA BANHIAUWA OOMMHE CCyLLyE-
CTENATHCA B COOTBETCTEWH C TREBOBaAHWAMK, yeTaHoBnewHeiMUEd 13,1, 2. 14 4 4 18 cooTRETCTEE HHO.

4.12.4 Mpoueaypkl peiepEHPOBAHMA H BLIKMIOYSHHA

OnNa NooEeaeHMA HAMEDEHMEA CYLUECTEEHHD BAMHD KMETE MHCTRYELWK N0 NpUEEIe WK OBoDYQ08aHHa B
pEIEDEHOE NONOHEHAES M MO SN0 BhlKMKHEH MK,

412.5 Cxemartvyeckoe NpeacTaBnNeHe MeTOOHKN

Tabnuua |nK QHarpamMma noToxa KWK ApYroe CRemMaTHYECHOE NPeacTaABNEHWE KCNeMNbIOBANNA KAMEDIA-
TENLHOW CHCTEME MOMET OBNEMrMTE NOHMAEHWE B8 CTRYETYPR M QEACTEMA.

413 OBpaboTea faHHbLIX

4.13.1 Pacuyer peaynuLTaToR HaMepeHHA

Mpouenypa pacseTta peaynsTaTOR WIMEDEHWA OMEHA BEMYATE!

a) obpatoTey NepandHLix gadHsx (o, 4. 12.3), BEmoYan KoppesLMD No XoN0cTIM NPoSan, IHaYeHa
NOBTODHBIXE AIMEDEHAR;

bl DoOpMHPOBIHKE HIKMEDHUTEMNEHON YHELAM.

Mprumedyad«e— HMamegHTensHad @yHEUWA 00biMHO 0OPETHA NO OTHOWEHW K § KENUODOBOY#0® doyH KL M.

C] pOO BENHYHHE M 80MHIAUY MIMEDEHHMA, B KOTODEN QOMHEH OkiTe BLIDAKEH PEIYNLTAT MIMEDEHNA,

d) sonens CTaTHCTHYECKSH 0DpatoTEM IHAYEHMA MAMEDEHHON BEMMYKHEL,

&) NoNHOE YDARMEHWE ONA PACYETA PEIYNETATA MIMEDEHNA, ACMONEIVIOLEE TONBKD CHMBONE BENHYKHH,
MATEMATHHECKME JHAKK M 9HCNA; CHMBOMNE JOMEHE BBiTh BHECEHL B NEREYaHb M 00 BRCHEHB, A0NHHE BiTh
YCTAHOBNEH b EAMHKULI HIMEDEHKHSR, B KOTODbI & B Db CHMBONEL 3HaYeHne NNELX HHCIeHHLX DakTopos
OON#HS BelTe 00BACHEHD,

fy onucanike MoSoro HCNoNBEI0BAHKOMS ANMoPHTME,

Q) MUHAMANEHOE YACNO ToYer, HeolxogumMoe ANA POpMUPOBAHKE MAMEDHTENEHON dryHELKK;

R YHCNO AHAYEHMA NOBTOPHEIX HIMEPEHH R BENWYHHEL, HE0DX0QMMBX INA PACHETA PEIYNLTATA HAMEDE-
HKHA, X JONYCTHMOE MAKCHMANLHOE PAANMHUE K MCNONE30BAHHOE ONA PACHETA YPaBRHEHIE,

i} YMCN0 IHAKOE B 3HAYEHHKW DEIYNLTATA HIMEPEHWA M NKGaA NPOUESYPa CKpYTNeHka (M. Takse Pyro-
poacTeo [16]);

i} pacdeT HeonpedeneHHOCTIA HIMEDEHHA.

PeromMeHgauny No XpadeHe JaHiBEE, 8CnK 370 HE0SRogumMo, sMOoryT DulTe NOHEEOEHE B OTOENLHOM
paagene.

4.13.2 YpapHeHHA NepeEona peaynkTaToR KIMEeDeHUA

NonwHel BeiTe NEHBEAEHL YDABHEHHWA ONA NEPEBSOSA PEIYNETATOE MAMEDEHWA, BRIDAMEHHLIX B COOT-
BETCTEMM C PEKOMEHOAUWAMK, B PEIYVNLTATH, BHPAMEHHLIE B ARYTHE PO0aX BENWHAHBLL KIAMK 0UHKLaX HaMa-
DEHHA,

Npusmep — ¥pasnenue dnA nepedoda KOHUYSHMPAYUY KOMWYSCMEa gelecmea semo2noduna (Fe) 8 nnazme
HEOEY & MACCOEYH KOHLUEHM DELLM.

4.13.3 CpapHeHMe peiyNnbLTATOR AZMEPEHWA C NPUMEHEHNEM JAHHOW METOOMKEN C pe3YyNLTATAMMK
HIMEPaHHA, NONYYeHHLIMA C NOMOLW LK OPYTHX METOOHE MIMEDEHWA

LOnA oueHks CPARHMMOCTH DONHHL] Blkd Te NPWEE LEHE DaH MBS O CPARHEHNH DEIYNETATOR KIMEDEHWA pai-
MAYHBIX TANOE NpoG, K KOTOPEIM DeENa NpUMeHdesa NpeacTapnesian pedepeHTHAR METOOMKS BRINOMHEHIS
H3MEDEHHA, CPE3yNeTATamMn ankETEpHATHEHLIX METOOHK BLINCNHEHMA MAMEDEHKA, OTNUYAKWKMASA N0 NPHHLW-
Ny HIMEDEHUA, METOOY HIMEDEHKA MNK JETANAM MaTOOMEN BRINONHEHHA MIMEBDEHIAA.
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4.14 AManuTHyYeckEan OOCTOREPHOCTE

4.14.1 MoHATHA, IHAYEHHA K X NPHMEHEHHE

JHAYEHWMA W COOTBETCTEYIIWWE WM HEONDEQENSHHOCTH MAMEPEHMA J0NKHE BhiTe YCTAHOBMEHE GNA
BCEE AHANKMTAYSCKHY DY HELMOHANEHESY CBORCTR.

Mpume«wasne — AHANKTEMECKEA LOCTOBEDHOCTE METOOMKR BRINONHEH®A HIMSPEHNA MOHET GRTs OUEeHEHA
TOMNEED G NOMTLBH MHOTWE BHANATAYMSCERE (PYHELHAOHBNbHE X CEOAGTE. 310 CYWSCTEEHHD ANA GUSHEW NPHrOAHOCTH MaTo-
OMEW BRMNOMHEHHEA HIMEDEHWR ONA DAHHOW Yend.

4.14.2 AHanuTHYecHan KANKWGpoBoYHAA YHKLMA
Domsma OulTe 330302 aHanNMTUHECKas KanubporoyHan oy LKA,

MpuMe4as e — 3Ta PYHIAMEHTANEHAA PYHEUHA, KOTOPAR MOXET OsiTe NPSACTARNEHE KAE KANMOPORHMHAA
KEHMEEA {MNW BHENHTHHECKAR KPMBAA), ABMNASTCA NOK3ZATEnaM (MMM CHrHANOM H3 BhiXGOE] HAMEDWTENLEHOR CHOTEMB
(OCk ¥)HE CTHMYN (MM HE CHMHAN H3 BXO0S] OT MATEPHANDE 0 IHEHSHAAMM Pehe pPEHTHOR BEMUYHHL [0CE X,

4.14.3 AHANWTHYECHKAA YYBCTEHTENEHOCTE

LorneHa OulTe 320308 aHANHTHYECKAR Yy BCTBUTENEHOC TR,

ATa pENHYHHE NPEOCTARMNESHA YTNOM HAKNoHa KanKBpoBoUYHOR KPMBOH (MK aHanyTHYeCKoR KpUBoR).
Ecnu kankbpopoynan @yHELMA HE ABNRETCR HA NMHERKOA, HW TRAHCOPMHDYEMOR B NHHEAH Y BI3WMOIaBH-
CHMOCTE, A0NHHE BulTe 3803 HE YNkl HAKNOH NP PAINKYHBE SHAYEHHAX BENHYHHbL

Mpumeswausue— EEFIM'.!H AAHAMAUTHMBCEAR YYBCTEWTENEHOCTa® HE ABNKETCRA CHHOHWAMOM ol peReEna ofiHa PY-
weHHAR (oM. 4.4 1 D}, XOTA & JYACTD HAEIE BE DT NPEdEncM DEHEP}'HE HI AL

4.14.4 AHANUTHYECKAA HAMEDHTENLHAA DYHKLMA

AHANKTHYECKIA MIMEDHTENEHER EYHELWA DO0MKHS DbiTE ACNONB30BAHA NPA NEDeBoOE NOKAIAHKA B 3HA-
HEHWE AIMEDEHHOW BENAYHE. Jomsed GuTe 33034 METOQ PACHETa KIMEPWTENLHOR DyYHELMK B MED e
HECNPELENEHHOCTA Ha PAIMWYH I Y POBHAX .

4.14.5 NIHHEAHOCTE HNH APYrie GOopMil AHANATAYECKON HAMEDHTENLHOR KDHBOH

NHHERHaA YaCTeE HIMEPWUTENEHON EDHEOH A0MmkHa DeiTe YCTAHORNEHA KAK AHTEDEAN JHAYEHKE BenHqH-
Hil. B Opyrix cny<anx MoweT DelTh 212030 MHTEDEAN, B NPE0Enay KOTOPOro MOoweT DulTe NDUMEHEHa Jpyran
WABBCTHARA MATEMATHYECKAR DY HKLWA.

4.14.6 AHANUTHYECKHE BNHAKLLAE BENHYAHEI

Oornema GeTe NDHEEOSHE MHDOREMALWA OTHOCHTENEHS BIMAHKA NDOBGHEHHER AHANMTHYECHAX BNMAK-
LM BenHY MH. Jon#Hs! Dbl Te YCTAHOBNEHE HX OMHAAAEMEE BIHMAHKA B TEDMMHAX SHA49EHHA BENHHHE Ha 000T-
BETCTEYIOWHX YPOBHAX BINHAKLLKE BENHYHH W COOTEETCTEYIIWME YDOBHAK MIMEDAEMOR BENHYMHE

M epir

1 MogbleHUe Y3MEBREHHOD KOHYEHMBaUUY SUNUDYSUHE 8 cLA0pOMEe RpOEYU YeN0BEXa HaK credemaue
MoUMecy EaMoenofuHa REAREMCA MPUMEDOM EAUAND LW el BeRUYlHb.

2 Pocgam Moxem UHMep@epUpOSame C CUSHENOM OM KANBLUUR NPU aMorMHol 88 op8yueHH o0 cmerm po-
MEMpLUU.

4.14.7T HamepoHHe XONOCTOW NPoGL

Oomsesa GeiTe yEa3ada agekBaTHOCTE MaMepeHnA xonocTol npobe (cm. 4.12.2) ona kOppekTMpoEEM
OCHOBMBIX 30erToR.

4.14.8 MamepeHne oTEpLITHA

B chydae echid 370 CYWEeCTREeHHO, QONHHC BRiTe NPOBeOEH HIMEPEHHE OTEDRITHR (QoSapneHHons
0GpaIUa CPABHEHMA ) M 8M0 peayNeTaTel JOM#HEl D Te YETAHOBMNEHI.

4.14.9 HeonpedeneHHOCTE HIMEPEHKA

OugHKa Kax0oro CHCTeMaTHYeckoro 20herTa HIBSCTHON NPUYMHE JC0NHHA DBiTh MCNONBA0BAHE C NPo-
THBOMONOEHBLIM AHAKOM Kak 002aneHH a8 KOPDeKLHA MNH BblDEMEH KK KOPPeKTHDYHWWA BakTop M9 Kak
Gonee cnowuan dyHruks. BospacTamlan HESNPedeneHHOCTE HAMEDERHA B Pe3yNeTaTe HEYCTDaHNMEBIX
HECOBEPDIWEHHLIX KOPPeUMA cHcTemaTrdeckny adbderTor gomsHa SeTe BENKYEHa B BIogMer Heonpene-
NEHHSCTH (cM. Take Pykopoactao MCOOYMSK 98-3). Jomnesa el Te colnindeqa obbeTHBHOCTE NPpM paipa-
GoTke pedepeHTHOR METOOHKN BLINCAHEHHWA WIMEDEHA, YTOOE HCKNIOYWTE BCE WIBSCTHLIE NPWHKHEI
CHCTEMaTHYeckoro adhdrenTa.

Pan aHaqesHHid WIMeDAEMOoN BENWYHHE SYOeT yHAlkIBATE Ha AWCNEPCHID, BhIZEAHHYID CNyYalHb A
sbderTamK, W HEONPEQENEHHOCTE MAMEREHUA 00MHHA BbiTh OXADSETE PHA0BAHA CTATHCTHHECKA © YEAIAHH -
U Npegenasd (oM. Tarke 4. 12 1214 1213}, OueHKka HeonpageneHHOCTH H3ME DEHHA D0N#KHa Dbl Te CEAIAHA C
ONpEENEHHBIR K YCTOBHMAME NDEUH IHOHHOCTH.

10
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HeonpedeneHocTe: HAMEPEHHA NPUCYLLE METOOMEE HIMEPEHKUA W 82 CNedyeT OTNWYaTE OT BRMAHKA
DG,

41410 TouHOCTL HaMEPEHMA

TO4YHOCTE MAMEDEHWA REAAETCA ¢ KAYECTESHHBIME NOHATHEM, SHAYeHRE DopME NPOOYETA B HACTEHHOM
BHOE W EOHHHLA HIMEDEHHA HE MOTYT BbiTe NPUNMCaHLl, DOMKHA GRTh HCNONLAGBAHA TONEKD CYDBLEKTHEHAR
WIKAMNA IHAYSHNA, TAKME KAK #MNOKG0 WM 4 X0DoWoe .

MoaTosy TOHHOCTE MIMEDEHWA, BEMNKHYa0WaA B cebf NpapMneHOoT:E HAMEDEHHE M NPELHAHOHHOCTE
HAMEDEHHR, JONKHA DiblTh BRIDAMEH B TEDMHAHAX OOHOW AW oBerx CNeayvIowHx hopM HEon DeneneHHOCTH
HIMEDEHUA B DALMOHANLHOA LWKane:

a) KOMBMHWPOBAKHAA HEONPEAENEHHOCTE MAMEDEHWA U, NONYYAEMan kax UTor BlogweTa weonpage-
MEHHOCTH,

b) pacwHpeHHaA HECNpEdeneHHOCTE Hameperda U © akTopom NokpeTHA K, cneuddrurposadian
chnedywaM obpaiom: U = k.

41411 MNpeurIHoHHOCTE HIMEDEHKA

Mapamy paunoHaNsHoR WKANE NPEUWIMOHHOCTIA HIMEPEHHA SBNAINTCA CTAHAAPTHOR OTENOHEHKE,
BApHaHCA ¥ Ko3MBUUMEHT HaMeparus. Kaxnaa M2 aTHE Mep JoneHa DelTe cneusdrudpoBasa Credyiow s
obpazom:

a) YeroBWA NOBETORASMOCTH, TO BCTE CUTYALKA BHY TR Capli (oM. 4.12.12];

bl YCnoBKA NPOMERYTOSHOA NEEUMIKOHHOCTH, TO 80T ONPEOENEHHAR MEXCEDHAHAA CHTYALMA B JaH-
HOW NabopaTopKK,

C] YCNOBHA BOCNPOMIE0OMMOCTH NPW YHaACTHH MHOMAx nabopaTopui (caa. 4,14 .14,

MpeUHAHOHHOCTE HIMEDEHHA ABNASTCA «KAYECTEEHHbIM NOHATAEM, IHAYEHHE WIMEDEHHA BEMHYHHE
B OpME YMCMEHHOMD IHAYEHWA NDOQYVETE W BOMHALE MIMEDEHWA HE MOrYT DblTe NERNMCAHE. MOMYT BkiTe
HCNCNEI0EAHE TOMNEKD CYTBEKTHRHbIE ZHAYEHWA NOPROKOBOH WKANL « MNOX0H WK «X0RoLWoe,

41412 CpegrHexpagpaTM4eCcHOR OTHNOHEHWE NOBTOPABMOCTH 5,

CpagHerBagpaTH4Eckos OTHNOHEHWE NOBTOPAGMOCTH S, MOMET OkiTe YCTAHOBNEHD (CM. CTAHAAPT [5]
H4.14. 110, NpegnoYTATENLHO © HEON PEOENEHHOCT IO MAMEDeHuA. ECNK 8ro IHAYeHWE BADLH DYET OO AHAYeHM-
AMH BENUYKHEL MOKET BulTe NpHaegeHa TabnuuLa K dyyHELWA.

MpamedadHea

1 CHHOHMMaEMW ASMAKTCR BHYTPACEPHEAHOS CPEAHEXBANPATHYECHOS OTHKNOHEHHE W CPpedHexBAdpaTHYEeCHOS
OTEMOHEHHE B NPEaenat CepHi.

2 CTaTUCTHER NOBTORREMOCTH NPHBEASHE B CTAHAARTS [1].

4.14.13 CpegHekBagpaTHYeCKOS OTHNOHEHKE NPOMEKYTOYHON NPeLMIA0OHHOCTH

OonwHo DETE YCTAHOBNEHD IHAYEHHE CREOHEKBAAPATHHECKOND OTEMOHEHKA NDOMERYTOHHOA NPELHaI-
OHHOCTH [c. cTakgapT [6] W 4.14.11, nepedrcnesiie b, Npy BO3MOKHOCTI, C 870 HeONPESENeHHOC TR MIsa-
peHHA. B cnyYase ecnd 370 3HaYEHHE BADLHMDYET CO AHAYSHWEM BENKYHHE, MOXET GuiTE NpHBEedeHa TaGnyua
WM O yYHELAA.

Nanee Aom#Hel DbiTh NPABEAE HEl NORCHEHWA O TOM, KAKKE YEMOBAA NDSUHIMOHHOCTH YHACTEYIOT B HIME-
HEHHAX W BENKIHEHE NH WMWK CTNaXEH 3 BapHauWA NoeTopAeMocTH (4,14, 12),

41414 CpeaHexkpaopaTHYSCHOS OTHNOHEHWE BOCAPOMIBOOHWMOCTH 5

3HaueHWe CpeaHekEaapaTUHeckory OTHNOHEHWA BOCNPOWIBOAMMOCTH 5, AOMKHD GelTe YCTAHORNEHD
[caa. cTavgapT [5] 4 4.14.11, nepedrcnedine <)), NpK BOIsA0MHOCTA, © 80 HeONpeeneHHoCTBI HAMEDaHHa .
Ecnd 270 3Ha4YeHME BapEHDYET CO AHAYSHNEM BENMHHHE!, DONMHE Dbl Te NPHBegeHa Tabnrua nnK yHELHA.

Hanee aon#Hol GTe NPWBEIEHE NORCHEHWA O TOM, KAKKE YENOBAA NDSUHIMOHHOCTH YHAcTEYIOT B MasMe-
HEHHAX M BEMKHEHE] NMH WH CTNakeds BADHaALKE NOBTORAEMOCTI (414,121 M BAPWALWA NDOMENYTOHHIH Npe-
UHMIROHHOCTH (4.14.13).

Mpuredads e — CTATHCTHEE NOBETORREMOCTH NPUEESEHA B cTaHdapTax [1], [21]u [23].

4.14.15 Mpegen cbHapyMeHWA
HonweH GHTe yCTAH0BNEH NPpeaen ofHapy e KA.

Mprumedadse— Ha Haqedle Npegens oBHAPYHEHWR BNHAKT AHANATAYSCKEA HYECTEMTENEHOCTS [4.14 3],
TOMHDCTE  HamepeddA (4.14.10), npeUMIMOHHDCTE WamepesdAa (4.14.11) W pacnpegenesde  3HAYSHWA XonoCToR
npobu (4.14.7), 000 A0MHHD BRTE PACCMKTAHO N0 OTHOLW BHEMED & YCTAHOBMSEHHE M BEROATHOCTAM SHANHTHYECEA NOKHONS-
NEKATENEHEIX H NOKHOOTPHUETENEHBIY PR3 NETATOE HAMapeHeER. CM. cTannapTe [7]« (23]

41416 HHAMHMA ¥ BEPXHANA Npanen il MIMepaHWA
NonwHel BoiTE YCTAHOBEMNESHE HAMHAA M BEDXHAR NPE0Enkl MAMEDEHA.
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NMpuMedasun

1 JHAYEHHA HHHHEMD W BEpXHEND NPEgSnos AIMEQEHHA CEAZAHEI C AHENWTAHECKOA MYECTEUTENLH0CTesD [4.14.5),
NHHEARGCTSHE MW AEYTEMA @Y HEUHAMA (414 5], HasMepeH e $0nocToR npofs (4.14.7), 0TdpeiTwew {4.14 8], TOHHOCTEHD
HamepsHAa (4.14. 10}, NpeUH3HOHHOCTEH WaMapeHna (4.14.11 ) ¥ npegsnom oBHapy#eHna [4.14.15].

2 TNps OB HEE NCNEZHOCTH NEHMEHEHHA peepeH THOA METO0WKN BeINONHEH@A HaMEPESHHA 4NA A8HHOR Wan KW | 0o0-
fEexHO B TEX CNy“aA%, Korga npeaen cbHapysad=n (4. 14 15) 4 HEKHUA @ BERXHER NPEGEN B WIMEPEH WA 80SHEATHLL, PEHO-
MEHIYETOR YHAZETE HUMHMA W BEDNHMR WIMEQEHHHE pPEIYNaTATH, IJBPETUCTPMPOBAHHSIE @NM  NDEKTHYECHM
ofHApYHEHHEE ¥ NUU C y-ETOM TEKMX @AsTOR0E, KBK NON. BO3PACT, pENPOLYHTUEBHEM CTATYE ¥ COOTARTOTEYHI LW EE [LUET-
HOCTHECE0A 380848 coToRHHe Boneaxsu.

3 CHHOHMMOM aHWEHEN: NERgEna WIMEPSHHA: ABNASTCA NPegen KONWYECTREEHHOrD onpegensH«a [«lmic of
quanidaticns, « Hmi of determeinations, alimit of quantifications}.

4.15 Ocobeie cnydyau

STOT anemMedT QOMEad COOepHaTe ONACanka NoGhlx YCTAHOBNEHHER OTHIOHEHHIK B OCHOBHOW padwe-
PEHTHOW METOOWKE BuINOMHEHHMA WIMEDEHWA, KOTOPBIE HECOX0AKMMEl ONA TOM, STOGEI HCENIKYWTE BIHAHWE
HEOBEINHOND NPWCYTCTERA WM OTCYTCTEMA CheumduHecky KOMNIOHEHTOR MM CBOACTE AHANWHIHDYEMONG
marTeguana. Tasne OTHNOHEHN A J0M#HB BulTe OTMEYEHE B pa3fene « EnacTe npumeHasnss (cm. 4.4

Kawawii ocobs@ cny4ai gonweH GolTe PACCMOTREH B JAHHOM PRI0ENE C yEalaHuam:

a) NPHHLKNG HIMEHEHKES,

b} neboro MaseHeHKua cnocoba B3fTHA Npodl,

C) HMAMEHEHHBIX CTAOWA METOOMEN,

d} pacuetaw/mnu cnocoba BelpaseHna peayNETATOR MAMEDEHNA;

€} CTATHUCTHHECKDOID METOOa, YCTaHoBNEHHoro B 4 14,

416 Bannpgauyun pedepeHTHONW METOOMKN BLINONHEHWA HIMapEHKA

PodiepeHTHAR METOMLE BENOTHEHKE HIMEDEHKA A0MKHAE BielTe BANWAMPOEAHA, YTOER NOATREDAMTE 26
NOMIOOHOCTE NS NPEOHAIHAYSHHOND DPMMEHeHUA. Banwoagua 0onsHa BeiTe HACTONEKD SKCTEHCMEMOMA,
HACKONEKS 3T Heobroaumo, 4Tobsl oHa COOTEATCTEOEANA NOTPEBHOCTAM JAHHOMD NPUMEHEHWA UK 0GNaCTH
AEAMEHEHWA . METOOMES BENONHEHNA BEMEDEHKE AOMKHA CCLIMATLCA HA NPOTOEDN M OTYET O BANWAALAW.

TexHoNOMMA, MCNONEIYEMEA SNA BANWOA LMK, D0IMTHHA BENIDYATE CNENYIoWEes, HE OrPaHHYHESACE 2THM:

- CRABMEHHE OOCTHIHYTEIX DEIYNETATOR MAMEDEHHA C ODYTMMA METOOMKAMK BRNOMHEHWE KIMEDEHNA;

- mennatopatopHele civdexks (4. 18);

= BANHUIALMIO BaNCMHEHXA MIMEDEHWA C NDHMEHSHHEM PechePeHTHEIX MaTEpHanom;

- CHCTEMATHYECKYI0 OUEHKY DaKTOpoR, BNWAK WML H3 De3yNETaTe,

< OUEHKY HEONDEARNEHHOCTH HEMEDEHKA DEIYNETATOR, OCHOBAHHYIO HA HAYUHOM NOHAMAHMY TEODETH-
LECKAK MPAHLANOE METOOa W NDaKTHYECKOM ONEITE,

417 OTyeT o peaynLTaTax

Oomesbl BeTs NepeYUcnetb HEoEROOMMbIE NYHETE OTYETA, BEMOHAR TAKYIO SHANHTHYSCKYD MHdopma-
LUKIC, KaK:

a) MOeHTUGHMEALMA 1 THN NPOGL

b} parta eaaTHA NpoSel W B0IMOMHAA JaTa WIMEDEHKA,

C) CChINKa HA METOA MIMEDEHMA W /HNH MCRONLACEIHHYKD METOOHKY BEINCNHEHAR HIMEDEHKA,

d} peaynbTaTe C YHAIAHKEM HAHMEHOBAHKA MAMEDEHHOA BENHYMHBL, HUCNEHHOMND IHAYEHWA W E0KHHL I
HAMEDEHHA,

€} 3ananeHre O HEoNPEdeNEHHOCTH HIMEDEHKA,

f} wabnogeHyA o HeohbHHBIX CEOACTEAY NPOGk;

g} HabBMogEHHA B OTHOWEHAHA HEODHYHEX NPOABNSHWA DEOEDeHTHOR METOLMKA BaINONHEHH A MAMEDEe-
HAA MMH MENONEACEAHKMA MOogUHEaLHA;

N} YMECTHIA QUIMONOTHYECKAR 1 KNAHWYECKaA RO MaLka.

418 OGecnevyeHve KavecTea

B cnyyae ecnu BenKYeH pazgen oSecneye i Ka4ecTia, B HEM SJONMHEl COOEpKATECA BCE ITANK, OTHD-
CALYWETA K YCTAHOENEHHOR METOOKKS, ANA MOHMTORKMHIE MW OUEHKH Ka4eCTEa PedyNETATOn, NOyYeH X
METO O MEDRA!

a) BHYTRMNabopaTopHEIA EOHTRONE KAYECTRES;
b} patouui ypHan [MypHane ),
C) MENNatopaTopHble CNMYEHAR [BHEWHAA CLEHES KaYecTEa).
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4.19 Bubnwuorpadpmna

OokyreHThl, KOTOPEIE COOEPMaT DOMOMHUTENEHYIO MHDODPMALMIO, HD KOTODLIE ME HEoBXOOMME: BNA TOMD,
YToOL BENONHATE PEDEPEHTHYID METOQMEY BRINOMHEHWR KIMEDEHHA, KN ANA PACHETa COOTBETCTBYHIOLLMA
PEAYNETATOR, W CTATHCTHYSCKME METOOE MOMYT BkiTe NepaYMcnets B GuEnuorpadug.

MpaMmesanasa

1 ubnuorpad na MoxeT SeiTe NPSACTEENEHEA B §0PME NPANCHEHHA.

2 OnA pedepeHTHOR METOLWER BERINNHEHEA WEMEQEHUA, NDEOHA IHAYMEHHOR CTAETE CTEHAApToM, Bubneorpadue
MOMET BEMNEHETE CORMIMHEE JOKYMEHTE ., KOTOREE TONSHY YHTHROBEHE B MHPODMAUHOHH B UENAR, HO MOTYT CNyHETE
QOHOBHEIM MATEDHENCGM W QOCTYNHE No 3anpocy. G, Take QHperkTHER [18].

3 Tenamu nyGNHEEEMA MoryT BeiTh, HENPUMED, 33KOHO0A TENBHES DEMYNER YW ME BETsl, HAUWIHENEH S CTAHO 3R
Thi, PEKOMEHAAUME HEYYH X ODMEHWISLUAR, CTATEH B HA Y HelX BYDHAN AR, YHSBHARE W OTHETR O MEHNaAG0DaTOD Hls CRWsa-
HUAN pE3YNETATIE, 3 TAKEE HHBOpMaLWA HITOTORHTENER.

4.20 JaHHbie o yTESDHOSHHH H NepecMoTpe

HonsHel SeiTe NpUBEOEHEl CRBEOEHMA © DAHHOR NYSNHUEALMK 1 0 Modom NpedUecTRYIWENM 88 Ha0aHKHK
[MagaHnAx].

TpeGoBaHdA No NEPACOAYECKOMY NEJECMOTEY W BOIMOMHOA DERHIWKA O0MHKHE SHTE YEAIaHL B DYKO-
BOACTEE NO Ka4SCTEY NadopaTopuM,
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MpHnoxeHws &
[enpagoqHoe)

PedepeHTHEIE METOOWKK ANA CEOHCTE, OTNWHAKWKMACA OT aWdidie peHUMaANLHLIX
H PALUMOHANEHEIX BEMHYAH

A1 DbwWe nonNoXEHKA

A1l HacToAwW® CcTEHAADT YCTAHEENMEEST TpeloRAHWA K COOBDEAHUI DEMEPEHTHHE METOOHE BeINONHEHHA
MIMEPEHHA, OAH WY PEIyNETATE MIMEDEHRA 8 QudpepeHUMENEHOA WLENE AN PEUMOHENEHOA WHANe, IGe IHI4EHHE
K3#O0R BENHYMHEl RENAETCA HHCNEHHRIM SHEYEHHEM, YMHOKEHHEM HE BORHALY BENUMUHEL.

A1Z [ONA pAUKOHANEHOR WHANEl C HATYPANEHEM HYNEM OTHOWEHAA M PEIHALE MEHAY 3HAHEHHAM N BENHYHH =8
W HAME COOTESTCTEYHT OTHOWEHUAM 0 PA3HALAM MERLY COOTEETCTEYKILMMA DAIMEDEME BENAYAH. [NA PROE 3H84E HURA
MOTYT BRiTh PACCHMTAHE OOslMHEE CTATHCTUHECKWE NAPAMETDE, TAKME £8K COBOHEE, CPEAHEHBBLDATHHHOE OTHNOHEHRE,
reaMeTpHHeCHos CRegHes i ko3 g MUWEHT BADUALHM.

A3 Ans gadvbepe HUWENEHOGA WHENL C NPOM3BONEH BIM HYNEM 8 DADE OTHMYATENBHEX W NONOHKWTENEHEIX SHEHE-
HHA PRIHUUE MERLY IHAYMEH@AMK HE WHANS [HO HE OTHOWEHHWA ] COOTEETCTEYT BEIHMYGAM MEKAY COOTEETCTEYSILLMMM
pEIMEDAMH BEN@EYUH. [ NA pROE SHEYEH WA MOTYT BRiTe pRCCHATAHBI CPEAHER IHEEHUE ¥ COEQHE KEAAPATHYHOE OTHNOHE-
HHE [HO HE M2 0METPHYSCKEA CPEaHARA W KosPh HYMEHT BApHaL«u ).

A2 MopASKOBEIE BSNMYMHEL M HOMAHBNbHBIE (KEYECTEEHHEIE) CRORCTES

AZ 1 ONA NOpRAKOBOR BENWYHAR SHEHSHRA BENRHHHE MOryT BrTe NPeACTABREHS I PA3AME MW HMCNAMK, Bl p&-
HESDUUM A PAIMEpE COOTESTCTEYSILLWE BENH-HH_ IHEUEH WA MOryT BelTe HCNONEI0BEHE JNA PEHKHDOEEHUA, HO PasHRYRI
M OTHOWEHUA HE LU KENS 8 WME 0T CPEEXHTENEHOD SHEMSHWA, HANDWMED NATHIHa“HaA weana (0,1,2,3 4) npu wccneqoea-
HHMY KOHUSHTPELMA ansByseHE B MOWE C NoMO W BN NoTRyHEEMOR B oy JHArHOCT HMBC koA NONCCKY, 138 SHEVEHHA MOryT
BeiTe NEPERELEHE! 8 CNOSE (HE NOBLIWSHHAA, COMHATENEHD NOELIWSHHAR, CNATEA NOBHWEHHAR, NOBL WEHHAA, CHNEHD
NoBsiWesHan). AnA pROa aHaqesHA MoryT OelTe pRCCUATANE DPAKTUNK [BENHYEA MEGRAHY ) H NPHMEHEHE HEKOTOPHE
HEMNEQPEMETPHUECKHE CTATHCTHYECKWE TECTEl, TAKHE KK TECT KONMOropoea-CMHARHOES, TECT BUNKOKCOHE M TECT 3HAK0E.

A2.2 ONA HOMUHENSHOMND (K3YSCTEEHHOMNS)] CEOACTES 3HAYEHHWA CBORCTEA MOMYT GxiTe NpeOCTABNEHs (hpa3dMH
MM TEP MAHEME {HIHMEH DBEHUAMA ). HE HMEKLULWMA OTHOWSHAA K NIoS0M Y DAIME Y COGTREETCTEYH WSS CEORCTEA, HENPW-
MED A HEHMEHOBAHER THAOE NERKOUMTOE, cBHApYRaHHBIX B KPOaK 4anoaess. [N pAaa sHaq enlA MoryT BeiTe DA GoHU Ta-
HEl HUCNO 3MNEMEHTOS W MOE [HO HE CPROHEE) M NP AMEHEHE HENEDAMET PUYECKHR TECTH, TAKME kaK X7 U TecT Dulepa.

A23 DnucaHWe pediepaHTHON METOSHEW HCCNBOOBAHKWA ANA NOPAAKOBRIX BEMNWYHH W HOMWHANBHE X {KaHeCTE as-
HE ) CEGRCTE AONRHD, HACKSN BED 3TOBOAMORHG, BRINONHATE TPEBOBAH WA £ CO0ARHAHWID DEhapEHTHD A MET O MK 86 0M-
HEHHA HIMBPSHAA, NPHEESSHHLS B HACTOAWEM CTAHLAPTE, MCKNKHEHRA COCTARMNAKT!

3] MIMBHEHHA TEEMAHONGTHA:

1) nBENUYUHES JoNHHE OeiTh 3AMEHEHE HE ¥ CEOACTEO0N ONA HOMWHANEHE X [KAYSCTERHMEL ) CROACTE, @ TAKKE B
KOMNNEKT HelX TEPMUHAX, TREHX K85 « @00 CECACTEAY;

2) nHIMEPEHHES CNELYET 3MEHNTE HE o MECNEA08aRME s ONA HOMWHANBHEX [KAHSCTEE HHBX ) CEORCTE, & TAKHE
B KOMAMEECHE X TEQMAHER, TAKWE KK v METO0WEE BoCReqoaaHHRD;

B) TEXHWGBCEHE HIMEHEHWE

1) HCNONE3IOBEIHRS IHASEHWA, TAKME KaK on@canspe B A& 1.1 Wne A 2.2,

2) HAaNWMHE HECNPEAENSHHOCTH WCCABNO8EHHA, BEPAKEHHOR B YUCMNE HENDABUNEHD KNACCHMLMPOBEHHRIX
pE KUMEA;

3) HeEOIMOMHOCTE KANWOPOEATE HOMWHANEHYSD (A4 BCTREHHY ) WEAY.
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Mpunoskedde QA
(enpagoqvHoe]

CERefeHMA O COOTEETCTEHH COLUNOYHBIX MEMOYHAPOOHLIX CTAHAARTOR
HAUWOHANLHEIM CTaAHAapTaM PocCHRCKON Dagepauri
(M ABRCTEYIOWMM B 3TOM KAYECTEE MEXIOCYAAPCTEEHHLIM CTAHAAPTAM)

TeBnuya DAL

Ofa3naueHne cou nodFara

CTEmHG DErsradaHAE H HEAKEBIIAHNE SO0TEET CTEYRLLEME HEGHDHAREHOrD
MEHIYHELLEITD CTEHE3ETE
COOTOETTTHHH CTEHOEPTE
MK BOEYMBHTS
WCO 151042009 o7 FOCT P ACO 15194—2013 «HManenna MESHUMHCKWE ONA QWEr-

HOCTHER M wilra, MamepeHre BEnHYEH B ngotias GaonoriHeckonn
ngowcsoHgeHUA. TpeficBaAHUA K BTTRCTOBAHHKM CTAHAAPTHEIM Of-
pPAEUAM W COOSPEAHWK CONPOAOAHTENEHORA J0KYMEBHTILHAY

HCOIM3IK Guede 93-3:2008 ior MOCT P 84500.3—201 1/PykaeoacTa0 MOOUMAK SE-3:2008 aHe-

onpeaeneaHH0CTE H3MEREeHUWA. HatTe KN P}'HIZIBD-J:IETEEI no Bslpaxe-
HH#HK HeonieqenesHOCTY H3MEDaHUAR

WCOIMSE Guide 992007 — -

" CEIEITS-ETETB?'H:I!J.IHIFI HEUMOHAMNEHSIA CTAHAART OTCYTLTEYET. ﬂll} erd yTEepAneH A DEKOMEHOYETCR HCNONB30EATH
Nepesod Ha PYCCKAd A3sIE QBHHOMD MEexayHapoaHoro CTadgapra. Me PEE30 QAHHOMD MeRgyHaDOoa=0rd CTas080Ta Ha-
EGOWMTCA B PelepankeEHoM HHEMOPMayHosHOM DO0H08 TEXHAYNSCHAEY PEMMaMEeHTOR W CTAHL3PTOR.

Mpumesase— B HAacToAWER TaBNHUE MCNONB30DESHD CNedyHWes yoNoBHoe 0B03HAYEHHE CTENSHA COOT-
BETCTEHA CTAHAADTOR!
I0T — WABHTHYHEE CTAHLAPTH.
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IS0 TB-2, Chemistry — Layouts for standards — Fart 2: Methads of chemical analysis

150 A69E, Water for analybcal laboratory use — Specificaton and tesl methods

IS0 47911, Laboratory appareius — Yocabulary relating to apparalus made essentially from glass, porcelam or
witreous sllica — Part 1: Names for tems of apparatus

150 87251, Accurecy {trueness Bnd precisson) of measurement methods and results — Part 1: General
principles and definitions

150 5725-2 Accuracy (trueness Bnd precison) of messureament methods and resulis — Part 2: Basic method for
the determination of repeatability and reproducibility of a standard measurement method

150 5725-3, Accuracy {trueness and precision) of measurement methods and resulls — Part 30 Infermeddate
measures of the precision of 3 standard measurement meihod

150 5T25-4, AccurBey (frueness and precksion} of measurement methods and results — Part 4: Basic methods
for the determination of the frueness of & stendard messurement method

150 5725-5, Accurecy [trueness and precision) of measurement methods and results — Part 5 Alternative
methods for the determination of the precision of a standard measurement method

150 57 25-6, Accuracy [trueness and pracision }of measurarmant methoda and results — Fart 6: Use in practice of
accuracy values

150 6353-2, Reagents for chemical analysls — Parl 2: Specificatons — Furet aenes

150 6353-3, Reagents for chemical analysis — Part 3: Specificabons — Second zerles

IS0 17811, in witre diagnostc medical devices — Measuremeant of guantities in blokogical samples —
betralogical traceability of values assigned to calibrators and control materials
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IS0 18153, In wiro diagnostic medical devices — Measurement of guantbes in Biclogical samples — Metrolo-
gleal traceability of valees for catalytic concentraton of enzymes assigned calibrators and control materials
ISOEC Guide 15, ISONEC code of principles an «reference 1o standardss

120 Guide 32, Calibration in analybcal chemistry and vse of certified reference materiaks

150 Guide 35, Uses of certifled reference materials

120 Guide 34, General requirements for the compelence of reference matenal producers

ISONEC Directives, Part 1. 2008, Proceduras for the techalcal wark

ISONEC Directives, Part 2, 2004, Rukes for the etructure &nd drafling of International Standards

[20]  DIN 1333, Presentation of numerical data

[21]  IFCC Guidebnes {1984) for lsting specfications of clinical chemical analysers, in Saris N-E {ed.) IFCC
{International Federation of Clinical Chemistry] Recommendstions and retated documents 19F8— 1083, vol. 1
(1984}, pp. 109—113

122]  IUPAC Nomenclaiure for sempling In analytical chemistry, Recommendations 129890: Pure Appl. Chem 62 {1990),
pp. 1193—1208

(23]  MWCCLS/CLS! Evaluation of precision performance of quantitalve measurement methods. Approved guedeling,
second edition, NCCLSCLSI Document EFS-A2, 24[252004 ) ki + 34

[24] MWCCLS/CLS! Protocols far delarmination of limits of detection and limds of guanttation, Proposed guedeling,
NCCLS/CLS! Document EF1T-A 24 (342004 ) @l + 38

|25] Dybkaer, R. Vocebulary for Uae in Measurement Procedures and Description of Reference Materlals in
Laboratoery Medicing, Ewr. J. Clin. Cnem. Clin. Blochem. 35 (2) (1997}, pp. 141—173

|26] Commission Directive of 14 July 1976 adapbng o technscal progress the Council Directive of 2F June 1967
concerning the approsimation of the laws. requiations and administrative provisions relating to the clasaifacation,
packaging and labeling of dangerous substances, QJEC, 1976, Mo L 360, pp. 1—424

12¥]  Commission Directive of July 1983 adapting 1o technical progress for the fifth bme Council irective 6TIS48/EEC
on the approximefion of the laws, regulations and administratve provisons relatng to the clasadecation,
packaging and lebeling of dangerous substances, QJEC, 1983, Mo L 257, pp. 1—33
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KrioHesslie CNOBEa. MEOHUHHCKHE KIOenKWA GNA QUArdHoCcTHRK in vitro, NpoDsl GHONOrAYECKOrD NPOHCKOMIEHHA,
pedrEpEHTHAR METOOMKES BINONHEHMA HIMEDEHHA, TDEBOBAHKA K ONHCAHKIO
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