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FOCTISO 15819—2016

Mpeancnoeue

Llenw, ocHOBHLIE NPUHLMMBLI M 0BLKMe NpaBuna npoBedeHnsa paboT No MeXrocyqapCTBEHHOW cTaHgap-
Tusaumm yctaHosnedbl FOCT 1.0 «MexrocynapcTeeHHas cucTeMa cTaHaaptuaaumu. OCHOBHbBIE NMONOXKEHUA»
n FOCT 1.2 «MexrocyaapcTBeHHasa cuctema ctangapTtusauuv. CTaHaapTsbl MeXrocyaapcTBeHHbIe, npasuna
M pekoMeHZaLuKn No MexrocyaapcTBeHHON cTaHdapTusauuun. Mpaeuna paspaboTku, NPpUHATUS, 0BHOBNEHWS
M OTMEHbI»

CeeneHus o cTaHgapTe

1 NOATOTOBIEH Hay4HO-NpOU3BOACTBEHHLIM pecnybnuKaHCKUM YHUTapHbIM npeanpusatvem «beno-
PYCCKMIA rocyAapCTBEHHbIA MHCTUTYT cTaHgapTu3aunu n ceptudukayumny (benfMCC) Ha ocHOBE COGCTBEHHO-
ro NepeBOoAa Ha PYCCKUIA S13blK aHIMOA3bIYHOW BEPCMKW CTaHAapTa, YKa3aHHOro B NyHKTe 5

2 BHECEH locctangaptom Pecny6nuku Benapych

3 MPUHAT MexrocynapcTBeHHbIM COBETOM MO CTaH4apTU3auUUn, MeTponoriM 1u ceptudimkalmm no pe-
synetatam ronocosanua B AMC MIC (npoTokon ot 25 mas 2016 r. Ne 88-M1)

3a NMPUHATKE NporosiocoBanu:

KpaTkoe HavnMeHOBaHWe cTpaHbl Mo Koa ctpaHbl no MK (MCO CokpaleHHoe HanMeHoBaHMe HaunoHansHoro opraHa no
MK (MCO 3166) 004—97 3166) 004—97 cTaHfapTusaunmn

ApmeHns AM 3A0 «HauuoHaneHLIM opraH No cTaHgapTu3auuu v
MeTponornm» Pecnybnukn ApmeHns

benapycb BY locctangapt Pecnybnvkn benapych

KasaxcraH KZ locctanpgapt Pecnybnukn KasaxcrtaH

Kvpruznsa KG KblpreisctaHgapt

Poccuga RU PoccraHgapt

TamKuknucTaH T TapxukcTanoapt

4 Mpukazom PenepanbHOro areHTCTBa NO TEXHUYECKOMY PEeryrnupoBaHuio U MeTpornoruu ot 16 aHBaps
2024 r. Ne 13-cT mexrocygapcTeeHHbld ctaHgapT FOCT ISO 15819—2016 BBeneH B AeCTBUE B KadyecTBe
HauuoHaneHoro crtaHgapTta Poccuinckon ®egepaunn ¢ 1 ausapsa 2025 r. ¢ npaBoM OCPOYHOIO NpUMEHEHUA.

5 HacToswmi ctaHgapT ugeHTU4eH MexayHapogHomy ctaHgapty 1ISO 15819:2014 «KocmeTtunka. AHa-
nuTtuyeckne metodbl. HuTposamuHel. OBHapyxeHne W onpepeneHue N-HUTposoausTaHonamuHa (NDELA)
B KOCMETMYECKOW MpoayKuuW MeToOOM BbICOKO3I(MEMOEKTUBHON XWAKOCTHOW XpomaTorpadpum ¢ TaHOeMHOW
macc-cnektpomeTpuer (HPLC-MS-MS)» [«Cosmetics — Analytical methods — Nitrosamines. Detection and
determination of N-nitrosodiethanolamine (NDELA) in cosmetics by HPLC-MS-MS), IDT].

MexaoyHapoaHbli cTaHgapT pa3paboTaH TEeXHUMYEeCKMM KOMWTETOM Mo cTanpaptu3aumm ISO/TC 217
«Kocmetuka» MexayHapogHow opraHusaumm no ctaHgaptusauum (1ISO).

Mpy NpMMEHEHWM HACTOSILLEro cTaHOapTa PEKOMeHAyeTCa UCMOMNb30BaTk BMECTO CChIMOYHbLIX MeXay-
HapoAHbIX CTAaHO4APTOB COOTBETCTBYHLLME UM MEXIOCY0apCTBEHHble CTaHAapThl, CBEAEHUS O KOTOPLIX Npu-
BeOeHbl B AONONHUTENLHOM npunoxeHun JA.

HavmeHoBaHWe HacTosWero cTtaHgapTa M3MEHEHO OTHOCUTENbHO HaMMEHOBaHWA YKa3aHHOTO Mexay-
HapoOHOro cTaHgapTa ons npusegeHus B cooteeTcTBme ¢ FOCT 1.5— 2001 (nogpasgen 3.6)

6 BBEJEH BIEPBbIE
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HHgpopmayus o eeedeHuu 8 delicmsue (npekpauwjeHuu delcmeus) Hacmosaweao cmaHdapma u uame-
HeHUl K HeMy Ha meppumopuu yKkasaHHbix ebiuie 2ocydapcme nybnukyemcs e ykasamensx HauuoHambHbIX
cmaHdapmos, uzdasaemsix 8 amux 2ocydapcmeax, a makxe 6 cemu MiHmepHem Ha calimax coomeemcmesy-
OWUX HaUuUOHaIbHbIX 0p2aHoe Mo cmaHdapmu3ayuul.

B cnyyae nepecmMompa, UMeHeHUs Umu OmMeHbl Hacmosiuea2o cmaHdapma coomeemcemaytowas UH-
gopmayus 6ydem onybnukoeaHa Ha oghuyuanbsHOM UHmepHem-calime MexeocydapcmeeHHO20 cogema o
cmaHOapmu3sayuu, Memponoauu u cepmughukayuu e kamanoee «MexezocydapcmeeHHble crmaHdapmabi»

© IS0, 2014
© OdbopmneHue. ®IBY «MHcTUTYT cTaHgapTuaauuu», 2024

B Poccuiickon ®eaepalmm HAacTOALWMA CTAHAAPT HE MOXKET ObiTh MOMHOCTLIO UMK
o7 YaCcTMYHO BOCMPOM3BEAESH, TUPaXKMPOBaAH M pacnpocTpaHeH B KayecTee ouumansHoro
n3gaHua bes paspelleHua PefepanbHOro areHTCTBa N0 TEXHUYECKOMY PerynupoBaHui

W MEeTponorvm

i
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BeegeHue

Okpyxatwaa cpefa, NpoaykTbl NUTaHWUS, CpeacTBa NMUYHOM TUTMEeHbl MOFYT BbICTYNaTb B KadecTBe
WCTOYHUKOB N-HWTpPO3aMMHOB, C KOTOPBIMW HEMOCPEACTBEHHO B3auMoaelcTByeT denoBek. B xoge uccne-
LOBaHWiA Oblno BbiSBNEHO, 4TO N-HUMTPO3aMWHbI MPOABMAKT MOTEHUMANbHYK KaHLUEPOTreHHY akTUBHOCTb
B OTHOLLUEHUW HEKOTOPbIX BUAOB XMBOTHbLIX, B CBA3W C YeM MWHUMKW3aUWA Bo3aencTBUs N-HUTpPO3aMWUHOB
Ha opraHWu3M YeroBeka MpuU3HaHa OAHOW U3 BaHeMWMWX LUenel coxpaHeHwsa 3aopoBba nwoaer. Cpeau
N-HuTpo3amuHoB N-HuTpozoauaTaHonamud (NDELA) npusHaH B KayecTBe MOTEHLMANbHOMO 3arps3HUTEns
KOCMETUUYECKON NpoayKuuK.

B cBA3n ¢ aTumM BbINO pa3paboTaHO HECKOMBLKO aHaNUTUYECKUX METOA0B 0BHapYKeHUsa U onpefeneHus
npucytcteua NDELA B kocmeTuyeckoi npodykuuu. NpumepaMu Takux MeTodoB SBMSKTCA MEeTo rasoBow
XpomaTorpadun/TepMosHepreTU4ecKnin aHanus, BbiCoOKoaMdeKTUBHASA KUOKOCTHAA XpomaTorpadms B code-
TaHun NMbo ¢ POTONM3OM M KONMOPUMETPUHECKMM KOINMMHECTBEHHBIM ONpeaeneHnemM, nMbo ¢ NocneayLwmm
Macc-cnekTpoMeTpuYeckumM onpegeneHnem. B nocnegHem mMeTtone NPUMEHSAIOTCA HOBEWLLIME TEXHOMOruM,
obecrneynBawLLe MakcMMansHyl TodHocTb onpeneneHua NDELA, noseonsolimne MUHUMU3MPOBATL PUCK
uckyccTBeHHoro obpasoeaHua NDELA B aHanuanpyemoln NpoOoYKLUWKM U NMPOBECTU TOYHOE KONMUYECTBEHHOE
onpenenexHue.

[anHbiin MeTog BKNKOHaeT B cebst obHapyKeHue 1 onpegenenune cogepaHus N-HUTpo30ogMaTaHoNaMmnHa
(NDELA) B KOCMETMYECKOW MPOAYKLMKM M MHTpeaueHTax KOCMeTUYeCKOW NpoayKLUKM NMpM NOMOLLW BbICOKO3Mh-
DEKTUBHOW XUOKOCTHOW XpomaTorpadgpum ¢ TaHOeMHON MacCc-CNeKTPOMETPUEN.

v
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rOCT ISO 15819—2016

M E X I OCVYOAUPTC CTUBTETHHUB # C TAHAOAUPT

nPOOYKUUA KOCMETUYECKAA

O6HapyxeHue 1 onpedeneHue cogepxaHusa N-HUTpozoauataHonamuHa (NDELA)
MeTOAOM BbICOKO3(h(heKTUBHON KMUOAKOCTHON XpoMaTorpacum c TaHAeMHOM
macc-cnektpomeTtpuenn (HPLC-MS-MS)

Products cosmetic. Cosmetics. Detection and determination of N-nitrosodiethanolamine (NDELA)
by liquid chromatography-tandem mass spectrometry (HPLC-MS-MS)

Oarta BBegeHna — 2025—01—01
C NPaBOM 4OCPOYHOr0 NPUMEHEHUA

1 O6bnacTb NnpUMMeHeHus

HacTosawumi ctaHgapT ycTaHaBNUBaeT MeTof 0bHapyXeHWUsl u onpefeneHns cogepxaHma N-HuTpo3oau-
ataHonamuHa (NDELA) B kocMeTU4eCKoN NpOoAYyKLMM U ChipbE AN €€ U3rOTOBMEHNs.

[aHHbIA MeTon He NpUMeHseTcs Ans 0OHapyKeHWst W/Unu onpeaeneHna CoaepKaHust 4pyrux HATPO3a-
MWHOB, a Takke Ons obHapyxeHus w/unu onpepenenust cogepxandms NDELA B npogyKuum, He sBRAKLLERCS
KOCMETUYEeCKOW MPOAYKLUEN UMW ChIpbEM A5 €€ M3TOTOBINEHUS.

Ecnu 3arpsasHeHve npoaykuun NDELA BO3MOXHO NMOCpeAcTBOM MHrpeaueHToB, nubo obpazoBaHue
NDELA BO3MOXHO B pe3ynsTaTte CMelleHUs UHIPeAWEHTOB, METO MOXET NPUMEHATLCA ONS KOMUYEeCTBEeH-
Horo onpegeneHna NDELA. BmecTte ¢ TemM gaHHbIM METOQ He ABNSAeTCsA CcTaHaapTHbIM ANS KOCMEeTU4eCKon
NpoOYyKUMK, NOCKOMNbKY 0BnacTb MPpMMEeHEeHWs HacTOSALLEro CTaHAapTa oxBaTbiBaeT BonbLIOe KONMMYecTBO pas-
HooBpa3HO KOCMETMYECKO NPOAYKLUUKM U MOXeT noTpeboBaTees afanTauns AaHHOMO METOAa K HEKOTOPbIM
maTpuuam (cm. ISO 12787).

B cBfi3u € 3TMM CTaHOapThI, yCTAHABNUBAKLLME anbkTEPHATUBHBLIE METOALI ONpefeneHus HUTPO3aMUHOB
B KOCMETWMYECKOW Mpoaykuuu, paspabaTbiBaloTca oTgensHo. [pyrue metoabl MOryT ObiTb NPUMEHEHLI MpU
YCNOBWMW, YTO OHW MPOLUMK NPOBEPKY Ha cnocobHocTb obHapyxmeate NDELA 1 BanuaMpoBaHbl B YCITOBUSIX
BOCMPOM3BOAMMOCTU U KONMYECTBEHHOIo onpeaeneHuns.

2 HopMaTtuBHbIe CCbINKK

B HacToAleM cTaHgapTe CNOMNb30BaHbl HOPMAaTMBHLIE CCHINKW Ha cneayloLliMe MeXayHapoaHble cTaH-
4apThl [ANs 4aTMPOBAHHbLIX CChIMOK NPUMEHSIHOT TONBKO YKa3aHHOe U34aHWe CChINOYHOro cTaHaapTa, Ans He-
LaTUPOBaHHbLIX — NocrneaHee U3gaHue (BKIoYas BCce M3MeHeHUs)]:

ISO 3696:1987 Water for analytical laboratory use — Specification and test methods (Boga ans nabo-
paTopHOro aHanusa. TexHnyeckue TpeboBaHWA U MeToabl UCTIbITAHUIA)

ISO 12787:2011 Cosmetics — Analytical methods — Validation criteria for analytical results using
chromatographic techniques (KocmeTuka. AHanutuyeckune MeTodbl. Kputepum Banvgauuy aHanMTUHeCKuX
pe3ynkTaToB C UCMONb30BaHWEM METOLOB XpomMaTorpadun)

3 CywHocTb MeToaa

OkcTtparupytoT NDELA 13 npob kocmeTuyeckoi npogyKLumn Npyu NOMOLLKM BOAbI, CoAepxXallen gerdTepu-
poBaHHbIN d8-NDELA, npuMmeHseMbll B KaYeCTBe BHyTpeHHero ctaHgapTa (I1S). Ecnun npobel He gucneprupy-
I0TCA B BOAE, U3BNEYeHUe BbINOSHAKT NOCPEACcTBOM TBepAodasHor akcTpakymn (TSI, cm. 6.3.1) ¢ ncnonb3o-

MapaHune ochbuumnansHoe
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BaHveMm kapTpuaxa C18, nnbo XKnaKoCTHON SKCTPaKL MK, UCNONb3ysa OUXIIOPMETaH B Ka4eCTBE pacTBOpPUTENS
(n3Bnedernre OXM, cm. 6.3.2). DKCTpaKTbl aHANM3UPYOT METOAOM BbICOKOI(MMEKTUBHON KUOKOCTHOWM Xpoma-
Torpacduu ¢ TaHOeMHon macc-cnektpomeTpuein (HPLC-MS-MS).

NoeHTudmkaumo NDELA npoBogaT npy MOMOLLKM MOMNEKYNAPHOTO MOHAa U OBYX OMAarHOCTUYECKUX NOHOB.
OcyliecTenAwT KonudecTBeHHoe onpenenedve NDELA nyTem cpaBHEHWS COOTHOLLEHUSI OCHOBHBIX dopar-
MeHTapHbIXx MoHoB NDELA 1 d8-NDELA ¢ kannbpoBo4HOM KpUBOW,

B cooteeTtctBuM ¢ ISO 12787 oTtcytctBre NDELA B npoGe moxeT ObiTb NOATBEPKAEHO NyTEM NpoBeae-
HWA OONOMHUTENbHOMO aHanuaa. MeyeHbln NpenapaTt ¢ M3BECTHbIM KOMMMYeCTBOM OnpeaendaemMoro Bellecrsa
MOKeT DbITb NPUIrOTOBMNEH ANs OLIEHKU Npedena obHapyxeHus NDELA B npobe.

Ecnu HabnwopaeTcs maTpuuHblil 3dhdekT, okasbiBalOLW WA CyLIECTBEHHOE BO3OENCTBME Ha XapakTepu-
CTUKM MeToAa (YYBCTBUTENMbHOCTb, TOYHOCTL U T. A1.) MPW UCMBITAHWMW ONpeaeneHHoN KOCMEeTUYECKON NpoaykK-
unK, KanvbpoBka MOXKET NPOBOAWTLCA METOLOM CTaHAapTHbIx fobasok (cm. ISO 12787).

4 PeakTuBbl

Mpn NpoBegeHWM aHanu3a, ecnv He YKasaHo WHOe, OMKHbI NPUMEHSTLCA PeakTUBbl TONbKO aHannTu-
YECKOW CTeneHn YACTOTbl U TOMbKO AUCTUNNUPOBAaHHAasA Bo4a UMW Boa NepBOW CTENeHW YACTOTbl B COOTBET-
ctBum ¢ ISO 3696:1987. PacTBOpUTENM A0MKHLI ObITE NpUrogHel ana HPLC-MS ananuza.

4.1 MeTtaHon (MeOH), npurogHeiii ans HPLC-MS ananuaa.

4.2 3tanon (EtOH), npuroagxeiit ans HPLC-MS ananuaa.

4.3 OuxnopmeTaH (OXM), npurogHein ana HPLC-MS anannaa.

4.4 N-HuTpo3soguataHonaMuH, N3BECTHOW CTENeHU YACTOThI, NpeBbillatwein 95 %.

4.5 d8-N-HuTtpo3oonsTaHonamMuH, U3BECTHOWM CTEMNEHW YMCTOThI, NpeBbillatoLen 95 %.

4.6 Auetat ammoHus (CH;COONH,), ananutuyeckon cteneHn YUcToThbl, npuroaHblin ans HPLC-MS
aHanusaa.

4.7 PacTBOp aLleTaTa aMMOHUSA KOHLeHTpaumeii 1 monb/am3, ans npurotoeneHus 1,0 am3 pacteopa
pacteopsatT 77,08 r CH;COONH, B8 1,0 am3 sogpl.

4.8 AnwoenT A: pactsop CH;COONH, koHueHTpaunen 2 mmons/ am3, ansa npurotosnenus 1,0 gm3
paCTgopa BepyT 2 cm?3 pactBopa CH,;COONH, koHueHTpauwnen 1 Monb/om3 (4.7) v poBogAT 06bEM BOZOW 4O
1 am°.

4.9 OnweHT B: pacteop CH;COONH, koHueHTpauuen 2 mmons/am3 B cmecu MeOH u Boabl, B3si-
ThiX B cooTHolweHuM 90:10 (no o6bemy), ans npurotoBnenus 1,0 am3 anoeHta B GepyT 2 cm® pactBopa
CH,COONH, koHueHTpaumnen 1 MOnb/amS (4.7) n poBoasaT ob6bem pacTeopa 4o 1 am3 cmecbio MeOH v Bogwl,
B3ATbIX B cooTHOoWeHKM 90:10 (v/v).

5 Annapartypa

Wcnonb3yeTca ctangapTHoe nabopaTtopHoe obopynoBaHue, a Takke:

5.1 BuxpeBo#W cMmecuUTenb.

5.2 Cuctema gnA npoBefeHUd TBepAoca3zHON IKCTPaKLUKU, CUCTEMA NPUMEHSIETCA AN NPOBELEHMUS
TBEepAodasHoil akcTpakuum (TO3) npob [Hanpumep Vacmaster®1)].

5.3 BbicoKkocKopocCTHas LeHTpudyra (MakcumansHoe yckopenue 20000 g).

MpumeyaHnune — Ecnu npumeHsieTca ueHTpudyra ¢ MakcumanbHblM yckopeHuem meHee 20000 g, noBbilweH-
HOEe BHMMaHWe OOMKHO ObiTb YOEneHO BO3MOXHOCTM 3aCOPEHUSA BO BPEMS W3BIEYEHWA aHanu3upyemoro BeLLecTBa B
npouecce TP3I. MNpn HeOBXOOMMOCTK B NPOLIECC MOXET OblTb BKITHOMEH AOMONHUTENbLHbLIA aTan uneTpaunn Yepes Mem-
BpaHHbI huneTp ¢ pasmepomM nop 0,2 MKM.

5.4 KonoHku gna Teepaodga3Hon IKCTpaKLMK, Hanpumep, Bakerbond® 1) C18 — 6 cm?, 500 mr obpa-
LeHHoda3Horo oKTageLuuncunada, NpuBMToro Ha cunukarens, 40 mkm APD (cpegHuia anameTtp 4acTtuy), 60A.

1) Vacmaster®, Bakerbond® u Spherisorb® sBnsioTca npumepom oBopynoBaHus, MMelOLLErocs B npogaxe. dTa
MHdopMaumns npuBedeHa AnsA ygobcTea Nonb3oBaTenen HacTOsLero cTaHgapTa M He SIBNSEeTCH peknamon yKasaHHOoro
npoAykTa co cTopoHsl [SO.
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5.5 O6opygoBaHue gns HPLC-MS-MS.

5.5.1 AnnapaTtypa gnsi *XMOKOCTHOW XpomaTorpadpuv BbICOKOro pa3pelleHus, BKNOYaloLwasa: pe-
3epByap 4na 3MHKUPOBaHUA, HAacoc, CUCTeMY BBoAA Npobbl B COMETAHUM C TAHOEMHOW Macc-CNeKTPOMeTpUe
C anekTpopacnbineHueM, cuctemy cbpaboTku OaHHbLIX, HANnpUMep, KOMMLIOTEP.

5.5.2 Xpomatorpadcduueckasa aHanuTu4yeckasi KornHka c obGpauweHHon cpason C18, Hanpumep,
Spherisorb®1) ODS |l (okTageumncunaH), ¢ NpeaKonoHKOW, pasmepbl AaHHbIX KOMOHOK CregytoLme:

- Xpomartorpadu4yeckas KonoHka:

- anuuHa: 100 mwm;
- BHYTPeHHUW anametp: 2,1 MM;
- pasmep 4YacTuy: 5 MKMm;
- NpenKonoHka:
- gnuHa: 10 mm;
- BHyTpeHHuW guametp: 2,1— 3,0 mm;
- pasmMep 4acTtuu: 5 MKM.

VMcnonb3oBaHne NpedKoNoHKW He ABNAeTcs obs3aTtenbHbiM. Ecnn ke npefkonoHKa MCMonb3yeTcs, To
)enaTtensHo, YToObl ee BHYTPEHHWI AMaMeTp ObIN paBeH BHYTPEHHEMY AUaMEeTpy pas3fenuTernsHON KOMOHKA.
YcnoBua xpomartorpagupoBaHusa BbIDMpaT B 3aBUCUMOCTH OT MapKn Mcnonb3yemon B obpalleHHo-da3HoM
HPLC pasgenuTensHon aHanuTUYecKon KOMOHKM.

6 MpurotoBneHue u xpaHeHue Npoo

6.1 O6LwWwue nonoxeHus

NPEAYNPEXOEHWE — BonbwuHcTBO N-HUTPO3aMWHOB ABRAKTCA NOTEHUMaANbHbLIMK KaHue-
poreHaMmu, Heo6xoQMMO nNpeAnpUHATL BCe BO3MOXHbIe Mepbl NMPefOCTOPOXHOCTM BO M3bexaHue
BO3AENCTBUA MUX Ha YeNnoBeKa.

Bce onepauun, cBa3aHHble ¢ Ucnonb3oBaHWeM N-HUTPO3aMUHOB UMM UX PacTBOPOB, AOMKHbI BhINOM-
HATLCS B XOPOLLO BEHTUNMPYEMOM BhLITHXHOM LUKady My nammHapHoMm bokce.

YacTo npMMeHsiemMble Pe3vHOBbIE XMPYpPruyeckMe nepyatku He obecneynmBardT OOCTATOYHON 3aLUNTHI.
Mx Heobxogumo cHuMaTh U BbibpackiBaTh cpasy e Nnocrne UCNonb30BaHUA U HE HOCUTb B TEYEHUE AMUTElb-
HOro nepuoga BpemMeH!.

TioBele pacTBopekl, cogepxalune N-HATPo3aMyHEl, OOMKHbI yganaTecs 6e3onacHeiM cnocobom (Hanpu-
Mep, NoMeLLaTbCs B KXecTaHble BaHkn unu Begpa ANs onacHbIX XMMUYECKUX OTXOA0B).

N-HUTpO30AMaTaHONaMWH OOIDKEH XpPaHWTbCH B 3allMLLEeHHOM OT CBeTa MecTe npu TeMmnepartype 2 °C—
8 °C.

YneTpaduonetoBeie (Y®) nyum pasnaraioT N-HATpo3aMuHbl, MO3TOMY BCe pacTBOpbl N-HUTpO3aMUHOB
(cTaHOapTHbIE/3KCTPaKTbl) AOMKHBI XpaHUTbCHA Taknum obpa3om, yTobbl NpegoTBPaTUTL UX NOPYY U NU3MEHEHWE
cocTaBa.

AHanuz metogom HPLC-MS-MS npoogaT, kak npaeuno, B tedeHue 30 MWMH Nocne MpUroToBNeHUs
3KCcTpakToB Npob. Ecnv npoBefeHne McnbITaHus OTKNaablBaloT, creayeT NpoBepuThL CTabUnNbHOCTL BCEX CTaH-
OapTHbIX pacTBOPOB M 3KCTPaKTOB.

6.2 MNpuroToBrieHWe cTaHOAPTHLIX PacTBOpPOB

6.2.1 MoToBAT ncxogHbli pacteop (A) NDELA, cogepxawmii npubnuantensHo 1,0 mr NDELA/cm3 aTaHo-
na, cobntogas Bce npasunia TeEXHWKN De30NacHOCTY, M XpaHAT B 3alUMLLEHHOM OT CBeTa MecTe Mpu Temnepa-
Type Huxe MuHyc 18 °C. 3anucbiBalOT TOYHYH KOHLEHTpaL U pacTeopa.

6.2.2 MoTOBAT NcxoaHbIi pacTeop (d8A) d8-NDELA, cogepxaluuii npubnunautensHo 1,0 mrd8-NDELA/cm3
aTaHona, cobntofasi Bce npaBvna TEXHMKM 6830MacHOCTH, U XPaHAT B 3aLlUULLEHHOM OT CBETa MEeCTe Npu TeM-
nepaType Huxe MuHyc 18 °C. 3anMcbiBaloT TOYHY KOHLUEHTPaUuM pacTeBopa.

6.2.3 loToBaT paboune pacteopel (B, C, D, E u F) nocnegoeaTtencHbiM pasbaBneHneM McxogHoro
pacTBopa (A). Bce pacTBophbl XpaHsT B 3alUULLEHHOM OT cBeTa MecTe npu Temnepatype 2 °C— 8 °C.

1) Vacmaster®, Bakerbond® u Spherisorb® ssnaiotcs npumepom o6opyaoBaHWs, WMelolerocs B npogaxe. 3Ta
nHpopmauua npuesedeHa Ans yaobcTea nonb3oBaTener HacTosALWEro cTaHgapTa U He SBMsieTCs pPeknamMoi yKkaszaHHoro
npoaykTa co cTopoHkl ISO.
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PaBoumne pacteopbl Os:gg'qzrcg ?321'1?;?3;2” ObbeMm Boabl KoHeuHas KoHUeHTpaums or agsfl:r?gcm
Pabouuii pacteop B 100 mm3 A 900 mm3 100,0 mkr/cm? 1cyt
Pa6ouuin pacteop C 100 mm3 B 900 mm?3 10,0 mxkr/om3 1 eyt
Pa6ouuii pacteop D 100 mm3 C 900 mm3 1,0 mMkr/cm® 1cyt
Pabouuii pacteop E 100 mm3 D 900 mm3 100,0 ur/cm3 1cyt
PaBounii pacTeop F 100 mm3 E 900 mm3 10,0 Hr/cm?® 1cyT

MpumevaHume — MNonb3oBaTeny 4aHHOTO CTaHOapTa MOryT perynupoBaTh hakTuieckuii 06bem npuroTasnmea-
eMOro pacTBopa Npu YCroBum, 4To ByaeT obecneyeHa KoOHEYHAA KOHUEHTpauus.

6.2.4 loToBAT paboyme pacteopbl d8 (d8B u d8C), nocnegoBaTtensHo pa3baBnas MCXOLHbIA pacTBOp
(d8A). Bce pacTBopbl XpaHAT B 3aLMLLEHHOM OT cBeTa MecTe npu Temnepatype 2 °C— 8 °C.

O6bem ncxoQHoOro unm KoHeuHas
Paboune pacTteopsl d8 paBouero pacTeopa O6vem BOAbI KOHLEHTPALYS CtabuneHocTe
PaBouuii pacTeop d8B 20 mm3 d8A 20 cm3 1,0 mkr/cm3 1cyt
Pa6ouuii pacteop d8C 200 mm3 d8B 1800 mm3 100,0 Hr/cm3 1 cyT

MpumevaHue — MNons3oBaTeny 4aHHOTO CTaHOapTa MOryT perynupoBaTh dpakTuieckuil o6bem npurotaenvea-
eMOro pacTBopa Nnpu ycrnoeuw, 4to ByaeT obecneyeHa KOHEYHAA KOHLEHTpaUus.

6.2.5 [0TOBAT CTaHAapTHbIE pacTBOpbl NyTem paszbaeneHusn pabounx pactBopoB. CTpoAT cTaH4apTHYH
KannbpoBOYHYHO KPUBYID ANS AuanasoHa KoHueHTpauuid ot 1,0 Hr/cm3 no 80,0 Hr/cm3, UCMOMb3ysa He MeHee
MATWU U3 CEMKW CTAHOAPTHbLIX PACTBOPOB, NPUBEAEHHbLIX B Tabnuue Huxe. CTaHOapTHLBIA pacTBOpP, KOHUEHTpa-
LIMsl KOTOPOro COOTBETCTBYET YCTAHOBMEHHBLIM MPeAenamM KONMWYeCTBEHHOTO onpegenexHuns (Mnu Gonee HW3-
KOW), TakKe AomKeH bbiTh BkMYeH. KoHueHTpaums BHyTpeHHero ctanaapta d8-NDELA coctaensiet 20 Hr/cm3
B KaxJoM pacTBope. Bce pacTBopbl XpaHAT B 3allMLLEHHOM OT cBeTa MmecTe npu Temneparype 2 °C— 8 °C.

CraHpapTHbie O6bem paboyero O6bem pabodero O6bem KOHeHan KoHLIBHTpauus Mepuog
pacTeopbl pacTeopa pacTsopa d8C Boabl NDELA dB-NDELA cTabuneHoCcTH
CratiEpTHEIi 800 mm3 E 200 mm3 — 80,0 Hr/iem3 | 20 Hr/ecm® 1 cyT
pacTeop 1
CraHaepTHLN 400 mm3 E 200 Mm3 400 mm3 | 40,0 Hriem3 | 20 Hricm® 1yt
pacTeop 2
CIaHadpTHER 200 mm3 E 200 Mm3 600 Mm3 | 20,0 Hriom3 | 20 Hricm® 1yt
pacTeop 3
CIaHAEDTHEN 100 Mm3 E 200 Mm3 700 Mm3 | 10,0 urfom3 | 20 Hricm® 1cyt
pacTeop 4
CranpaptHeIn 500 mm3 F 200 mm3 300 mm3 5,0 Hr/cm® 20 Hricm® 1 ¢yt
pacTBop 5
CaHIApT LM 250 mm3 F 200 mm3 550 mm3 2,5 Hriem3 20 Hr/cm? 1 cyT
pacTeop 6
CRIBIERT AR 100 mm3 F 200 mm?3 700 mm3 1,0 Hr/cm3 20 nr/cm® 1cyT
pacTeop 7

MpumeyvyaHme 1 — B 3aBMCMMOCTA OT YYBCTBUTEMBHOCTW U3MEPUTENBHBIX NPMBOPOB cTaHgapTHasA Kanubpo-
BOYHanA KpuBas W npouedypa NpuroToeneHus npob mMoryT BeiTe aganTUpOoBaHkl C LENb CBEAEHUS K MUHUMYMY BO3MOX-
Horo matpuyHoro adpdexTa (cm. 6.3.3).
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MpumedyaHue 2 — Monb3oBaTeny 4aHHOTO CTaHAapTa MOTYT PerynupoBaTh (hakTU4eckuii 0Gbem NpUroTaenu-
BAeMOro pacTBopa Mpu ycnoBuu, 4To ByaeTt obecnedeHa KoHeYHasi KOHLEHTPaLUMS.

6.3 MogroToBKa Npobbl

6.3.1 U3BneyeHune nocpegcTeom TBepgodrasHon 3kcTpakuyum (TO3I)

AKKypaTHO B3BelUMBalT npubnmamtenbHo 1,0 © npoObl (3anucbiBaldT TOYHYD maccy), gobaBnsioT
400 mm3 paboyero pacteopa d8B v noBogsAT obbem Bogoh oo 20,0 cm3. BecTpaxuealoT nony4YeHHy cMech
B TedeHne 15 muH. MNpy HeoOXOAMMOCTM UCMOMbL3YHT, MPOSABNAA HaAexally OCTOPOXKHOCTb, yNbTpas3By-
KOBYK BaHHY u/unu ueHTpudpyrupytoT B TedeHme 10 MuH. Ons mMckniodveHws ganbHenwero obpasoBaHus
HUTPO3aMWHOB yNbLTPa3ByKoBy 06paboTky cnegyeT MUHUMU3UPOBAaTb.

MpnmevyaHue — B Tom cnyyae, ecnu metogq HPLC-MS-MS ofnagaer OocTaTovyHOM YyBCTBUTEMBLHOCTLIO,
MOXET OblTb MCNONBL30BaHa MeHbLIas Macca npobbl u/mnv GonblWMIA HaYankHbIA 06beM BOObl ANA agantauun K onpeae-
NeHHLIM MaTpULaM, a Takke Ans YMeHbLEeHWs BO3MOXHOCTW NOAARNEHWSA MOHU3ALMN BCNeaCTBUE COBMECTHOTO aMnoupo-
BaHWSA KOMMOHEHTOR MaTpuLbl. [Mpyu M3MeHeHUM Ha4anbHOro obbeMa Bogdbl HE0BX0AMMO, YTOBLI KOHLEHTPaLUMS BHYTPEH-
Hero craHgapTa ocTtaBanacbk cTabMnbHOW Kak B CTaHAApTHOM pacTBope, Tak M B pacTtBope npobul. B npoTuBHOM cniyyae
KOPPEKTHLIE BbIYMCIIEHUA OCYLLECTBUTL HEBO3MOXHO.

KoHgunumoHupyT konoHky C18 ans tBepgodasHoi akcTpakuum 3,0 cm3 meTtaHona, a 3atem 3,0 cm?
BOZbl MPU CKOPOCTM NOTOKa NpubnuautensHo 3,0 cM3/MuH. KonoHka He J0MKHa BbIChIXaTb.

MomeluatoT okorno 5 cm3 npobbl, NOATOTOBMNEHHON AMNS SKCTPAarMpoBaHUs, B BbILUEYNOMSIHYTYH KOMOH-
Ky C18 ons TBepmoda3HOn 3KCTpakuumm, nepeblie NpubnuanTensHo 3 cM3 U3BNEYEHHOro pacTeopa yaanswor.
CobupatoT B npobupky cnegyrolive U3BNekaemMble NpubnuanTensHo 2 cM3 pacteopa (mpw ckopocTu noToka
npuénuantensHo 3,0 CM3/MMH).

Mpu HeobxoguMocTK Npoby roToBAT B TpeX NOBTOPHOCTSAX.

6.3.2 AnbTepHaTUBHLIN cNOCOb NOArOTOBKM HeaUCNeprupyembix B Boge npob (u3sneveHue OXM)

BaeewwmBatoT akkypatHo npubnuautensHo 0,2 r npobbl B npobupke ons ueHTpudyrnpoBaHus (3anvcel-
BalOT TOUHYH Maccy), gobaensawot 800 mm3 paBouero pacTeopa d8C 1 BcTpsixuBatoT B TeueHue 1 muH. [lo6as-
nsioT 4 cm® XM u BcTpsixueatT B TeueHue 1 muH. [Jo6aensioT 3,2 cm3 Bogbl 1 BCTPSIXMBAKOT B TEYEHWE 5 MUH.

Mpumeuvanne — B Tom cnyyae, ecnu metog HPLC-MS-MS obnapaetr gocTaTtoyHOW YyBCTBUTENbBHOCTLIO,
MOXET BbITb UCMOMb30BaHa MeHbLAA Macca Npobbl U/Mnn GonbLUMIA HavanbHbIA 06LeM BOObLI ANA ajanTauuu K onpege-
NeHHbIM MaTpMLaM, a Takke ANs yMeHbLUEeHWS BO3MOXHOCTW MNogaBneHnsa MoOHM3auMn BCreacTB1Ue COBMECTHOTO ariupo-
BaHWsl KOMMOHEHTOB MaTpuubl. [Npy nameHeHun HadansHoro o6bema Bogbl HEO6X0OAUMO, YTOBLI KOHLIEHTpAUUS BHYTPEH-
Hero craHgapTa ocTtapanack cTabuMnbHOW Kak B CTAHAAPTHOM pacTBope, Tak M B pacTBope npobel. B npoTuBHOM criyyae
KOPPEKTHBIE BLIMUCIEHMSA OCYLLECTBUTE HEBO3MOXHO.

LleHTpubyrnpyoT NOMy4YeHHY CMeChb NPW MaKCMManbHO BO3MOXHOM YCKOPEHWW (NpeanoyTUTENbBHO
20 000 g) B TeueHUe 5 MuH. MopLKIO BEPXHETO BOOHOMO CMNOS MCMONL3YHT ANA XpomaTorpaduyeckoro aHa-
nuaa.

Mpy HeoBxoaMMOCTU PUNLTPYHOT 0TOBPaHHLIN PacTBOP, UCNONb3YH NOAXOAALMNA OUNBLTP.

Mpw HeoBxogmMmocTK NPoBy roToBAT B TPeX NOBTOPHOCTSX.

6.3.3 JanbHelwee padbaBneHne NOAroToBNeHHoW Npobbl U cTaHAAPTHLIX PacTBOPOB (B criy4yae
Heob6xoauMocTH)

PekomeHayeTca OononHUTensHoe pasbaBneHue 3KCTpPakToB Npob M (COOTBETCTBEHHO) CTaHOAPTHLIX
pacTBOPOB C Uenbi cBeeHUs K MMHUMYMY NOTEHLMAaNbHOro BO3AENCTBUS COBMECTHOrO aMiUpOoBaHUs KOM-
NMOHEHTOB MaTpuubl, KOTOpoe MOXeT nogasuTb MoHusaumo NDELA, orpaHMynBas TemM cambiM YyBCTBUTENDL-
HOCTb MeToaa. PazbaBneHune akcTpakToB Npob M cTaH4apTHBIX PAacTBOPOB B BOAE PEKOMEHAYETCHA B 3aBUCU-
MOCTHK OT YYBCTBUTENLHOCTKU, Ucnonb3yemon B metoge HPLC-MS-MS cuctemsi.

6.3.4 XpaHeHue npob

Mpy HeobxoouMMocTU NPoBbl MOXHO XPaHWTbL B 3alLMLLEHHOM OT CBETA MEcCTe Npu TeMnepaType HUuxe
8°C.

7 NMpouenypa

7.1 O6LWwmMe nonoxeHns

AnanuaupytoT cogepxanue NDELA metogom HPLC-MS-MS B nonyvyeHHOM ofHMM U3 [ByX cnocoboB
3KCTpaKTe.
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7.2 YcnoBuA npoBegeHWUA Xxpomartorpadum

MNogBwxkHasa gasa:

OnoeHT A — pacteop CH;COONH, koHueHTpauuen 2 mMons/am3 B Boge (4.8).

OmwoeHT B — pactBop CH;COONH, koHueHTpauven 2 mMmonb/am® 8 cmecu MeOH w
BOAbI, B3ATbIX B cooTHOoWweHun 90:10 (no obbemy) (4.9).

MHTepean, MuH % A | % B
0—1.,5 97 3
1,6—1,6 97—0 3—100
1,6—4,0 0 100
4,0—41 0—-97 100—-3
4,1—6,0 97 3

CKOpOCTb MoTOKa:
Obbem BbINPbICKMBAEMOR Npobbil;
TemnepaTypa TepMOCTaTa KOMOHKU:

XpaHeHue npobbl:

Cepwus BnpbicknBaHusa Npob:

0,4 cM3/MuH

20 mm3

30°C

npu TemnepaType He Bbiwe 8 °C B 3alMLLEHHOM OT CBeTa MecTe (pe-
KoMeHgyeTcs)

Kaxnaa cepus COCTOWUT, MO MEHbLUER Mepe, U3 NATU TOYeK Kanmbpos-
KW 1, MO MEHbLUER Mepe, M3 O4HON KOHTPONBHOW Npobbl (NpegcTasns-
owen coboin cTaHagapTHBIA pacTBOp) Ha kaxable 15 aKkcTpakToB nNpob
(Ans cepuu, cocTosAWwen MmeHee Yem 13 15 akctpakToB npob, Heobxo-
OUMO BKITHOYUTL, KAK MUHUMYM, OHY KOHTPOMbHY npoby). ObbiuHo
0b6bem cepum BkntovaeT He bonee 20 akcTpakToB npob. JonyckaeTcs
NPUMEHATL cepuu, cogepxaline BOonbluee KONMMYecTBO 3KCTPaKTOB
npob, npu ycrnosuK, 4To Bbina nogTBep)KaeHa goctatovHas ctabune-
HOCTbL BBOAA NPOobbI.

MoxeT notTpeboBaTbCsl agantauus yCrnoBuid xpomatorpaduposadmsa Ans onpegeneHHbIX MaTpul npw
YCroBuKn Hagnexaulen sepudurkauum (cm. ISO 12787).

7.3 YcnoBua HPLC-MS-MS

MoHuzaums anekTpopachnblneHnem C 06DB3OBaHMEM NONOXWUTENbHO 3apAXXeHHbIX NOHOB.
I'Ipmmep COOTBETCTBYHOLWMKMX NapamMeTpoB AO514A TpOﬁIHOFO KBaApynorbHOro Macc-CnekTpomeTpa [TEKOFO

kak AB Sciex 5500% 1)].

MapameTpbl NCTOYHWUKA

- HanpsikeHue Ha pacnbinutene (ISV)

- MoTteHuuan geknactepusayum (DP)
- TemnepaTtypa uctovHuka (TEM)

- [asz-pacneinutens (GS1)

- Typbo ras (GS2)

- lasoeas 3aBeca (CUR)

2800 B

26 B

650 °C

70 eguHuy (a3oT)
70 eguHUy (a3oT)

30 eguHuy (asoT)

1) AB Sciex 5500 Triple Quad® senaetcs NpYMepoM NOOXOAALWEro U3Aenna, MMeIoLWEerocs B Npodaxe, U COOTBET-
CTBYHOLLME NapameTpbl MOTyT 3aBMceTb OT cucteMbl HPLC-MS-MS. 3Tta nHpopmaumsa npusegerHa ansa yoobcrea nonb3o-
BaTenei HacTOALEro JOKYMEeHTa U He aBnaeTca ogobpeHuem 1ISO aTux uagenui.
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MapamMeTpbl aHanusaTopa

- Pexum ckaHmpoBaHua MoHWUTOPUHT MHOXeCcTBEHHbIX npoueccos (MRM) [MoHu-
TOPWHI OByx BbiOpaHHbix npoueccos (SRM) ans NDELA
u oguH SRM ansa BHyTpeHHero ctaHaapTa]

- Paspewenne Q1 eguHuua
- PaspelweHne Q3 egnHuua
- OuccounmpoBaHHbIA ras, akTUBUPOBAHHBIN 12 egunHuL (a3oT)

ctonkHoseHuamm (CAD)

Xapaktepuctuueckue noHbl 135 (M+H), 104 n 74 (pparMeHTapHble MOHbI) MAEHTUULUPYIOT NPUCYT-
ctBue NDELA B npobe.

KonunyectBeHHoe onpegeneHne NDELA ocyuwiecTBnaeTca nyteM MCNoNb30BaHUA OTHOLLIEHWA NHTEHCHB-
HOCTEN ABYX OCHOBHbIX tbparmeHTapHbix noHos 104 (u3 NDELA) n 111 [obpasytowerocsa us 143 (M+H) nona
d8-NDELA].

8 BbluncneHue pe3ynsraTtos

8.1 OnpepeneHne 3HaYeHUA R

BelumncnatoT 3HaveHue R, Kak OTHOLLEHWe MHTEHCUMBHOCTK MoHa 104, oGpasytoweroca BCnegcTame gpar-
meHTaumm noHa NDELA (M+H), u uHTeHcuBHocTM noHa 111, obpasylowerocs BcneacTeue dparmeHTauun
noHa d8-NDELA (M+H) (cm. pucyHok A.2 kak npyumep), ANA KaX40ro BNpbiCKMBaHWA Npobbl (Touka kannubpos-
KW, 3KCTPakKT Npobbl M KOHTPONbLHas npoba).

BbluMcneHHble 3HavYeHWs R MCNonb3ylT Ans NOCTPOEHWA KannbpoBOYHOW KPUBOW W OMNpefeneHus
KOHLIeHTpaLuu, ¢, B COOTBETCTBMU C 8.4.

8.2 KannbpoBo4yHana KpuBas

CTpoaTt kannbpoBOYHYH KPMBYHD, HAHOCS Ha rpadmk koHueHTpauuio NDELA B ctaHOapTHbIX pacTBopax
(cm. 6.2.5) oTHOCKTENBHO 3Ha4YeHUa R AN OaHHbIX pacTBOPOB.

B cnyyae konu4ecTBeHHOrO onpegeneHns KoaMULNEHT KOPPenauumn kKanmbpoBOYHON KPMBOW OOMKEH
ObITb Bbiwe vy paseH 0,990 (cm. pucyHok A.1 Kak npumep).

8.3 Mpoueaypa NpoBepKkn JOCTOBEPHOCTU U ee KPUTEPUHU

OTHOCUTENBLHBLIE MHTEHCUBHOCTW ABYX MOHOB (104 n 74), oGHapyXeHHbIX B NOArOTOBMNEHHbLIX Npobax,
BblpaXeHHble B BWAE MNPOLEHTa UHTEHCUMBHOCTM Haubonee WHTEHCUBHOIO MOHA, AOMKHbI COOTBETCTBOBATh
MHTEHCWUBHOCTW CTaHOApTHLIX PACTBOPOB, MCMONb3yeMbIX ANA KanubpoBKW, NpU COM3MEPUMBIX KOHLEHTpa-
LMAX, UBMEPEHHbLIX B 0OMHAKOBLIX YCMNOBUAX, C Y4ETOM A0NYCTUMbIX OTKNOHEHWIA, MPpUBEAEeHHbIX B Tabnuue 1.

[ oCcTOBEPHOCTb pe3ynkLTaToB NPOBEPSIOT ANs KaX40ro namepeHust npobbl, NpU KOTOPOM KOHLEHTpaLMs
NDELA Bbilwe npegena obHapyxeHus (cm. [1]).

Tabnwu ua 1 — MakcumanbHble O0NyCTUMbl€ OTKNOHEHUA ONA OTHOCUTENbHbIX MHTEHCUBHOCTEW MOHA

OTHOCUTENBHAA MHTEHCUBHOGCTL (% WMHTEHCMBHOCTW OCHOBHOIO VIOHB) OTHOCUTENBHBIN Anana3oH l-IyBCTEll#1TeJ'II:|HOCTl"'I
> 50 % +20 %
Ceeiwe 20 % no 50 % 25 %
Ceblwe 10 % no 20 % +30 %
<10 % +50 %

8.4 BbluMcneHWe KOHUEHTpaLumn

BbIYMCISAIOT KOHLEHTPaUW, ¢, Hr/cm3, akcTpakToB npo6, NCnonb3ays KanMBPOBOYHYIO KPUBYIO W 3HAYe-
HWA R, paccuuTaHHble paHee ANS KaXgon npobbil.
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KoHueHTpauun NDELA npob Hen3BecTHOro cocTaea BbluMcnAT no cdopmyne (1):

W=cVim, (1)

roe W — wmaccoast gona NDELA B npo6e KocMeTU4eckoin NpogyKuuu, Hi/T;
¢ — koHueHTpauus NDELA, onpegeneHHasa B akcTpakTax, Hr."CM3;
m — macca npobbl KOCMETUYECKO NPOAYKLMK, T;
V — obbem pazbaButenss KOCMETMYECKON NPOayKLIMN, cm3 (npymep: 20 cmd ons uzsnedenus TOI, 4 cm3
ans usenedexHus OXM).

MpumevyaHne — 3HaveHua V KOPPEKTUMPYIOT B Cy4Yae MCNONb30BaHWA OTNMYaloWmxcs o6bemMoB (ecnv 9710
aonyckaeTcs, cM. npumedanna B 6.3.1 n 6.3.2).

9 NpoTokon UcnbiTaHUA

MpoTOKON UCMbITAHWA AOMKEH COAePXKaTb CreayLyto UHDOPMaLnio:

a) MOeHTMUKALMOHHbBIE AAHHbIE UCMLITYEMON NPOaYKUWK;

b) upoeHTUpMKaLKMOHHbLIE JaHHLIE NaGopaTopun, NPOBOAMBLLENR UCTIBITAHUE;

C) CCbIMKY Ha HACTOALWMIA cTaHaapT;

d) paty u cnoco6 otbopa npob (ecnu ata MHPOpPMaLNA U3BECTHA);

€) pgaTty nony4YeHus npobel nabopatopue;

f) maTy npoBegeHMsa UCNbITaHKS;

g) pesynbTaTbl UCMbITAHUS U eAWHKULUBI, B KOTOPbIX BbIPaXEHbI 3TW PE3ynbTaThbl;
h) MeTon akcTparMpoBaHus;

i) nobbie ocobeHHoCTW, HabngaeMble NPU UCMLITAHWUM;

j) BCe onmepauwuu, He NpedyCMOTPEHHbIE AAaHHbLIM METOAOM WK paccMaTpuBaeMble kKak Heobs3aTenb-

Hble, KOTOpPblE MOTMK NOBINATL Ha pPe3yrnbrarT,
k) M,EIEHTMCbMKaLI,MOHHbIB AaHHble N nognuck cneuunanncTa, OTBETCTBEHHOIO 3a NOAroTOBKY NMPOTOKONA.
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MpunoxeHune A
(cnpaBo4Hoe)

Mpumepbl KANUBPOBOYHOW KPMBOMW M XpoMaTorpamMm

14

' /

Ocb X — koHueHTpauua NDELA B cTaHOapTHbIX pacTeopax (Hr/cm3);
Ocb Y — 3HayeHue R

PucyHok A.1 — lNpumep kanubpoBoyHon kpueowr Ana NDELA
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Pucyrok A.2 — lNpumepsl xpomaTtorpamm HPLC-MS-MS
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lMpu1BEAEHbI XpPOMaTOrpaMMBbl, MoMNyHeHHbIE MpW aHanuae GTaHOapPTHOro pacTeopa KoHueHTpaumeit 1,0 Hr/cm?®, cooT-
BeTcTBytowen 20 Hr/r akBueaneHTa NDELA B maTpuue. JaHHele nonyveHsl ¢ ucnons3oeaHvem AB Sciex 5500 Triple Quad,
C AononHUTenNbLHBIM 4-KpaTHBIM pasbarneHueM aKkcTpakTa npobel B Boae nepen aHanusom. Beepxy cneea: NDELA (SRM
Ans konudecTBeHHoro onpedeneHns); BBepxy cnpasa: NDELA (SRM ans sTopon peakuun); BHuzy: D8-NDELA (SRM anga
BHYTPEHHEero ctaHgapTa).
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MpunoxeHne OA
(cnpaBo4Hoe)

CBefeHUs 0 COOTBETCTBUM CChINMOYHLIX MeXayHapoAaHbIX CTaHOApPTOB
MeXrocyaapcTtBeHHbIM CTaHOapTam

Tabnuua OA.1

ObosHa4eHne CreneHb O6o3HavyeHne 1 HaMMeHoBaHue
Mex ayHapogHoro craHgapta COOTBETCTBUA MeXrocyaapCcTBeHHOro ctasgapra

ISO 3696:1987 IDT [OCT I1SO 3696— 2013 «Boga onsa natopaTopHoro aHanuaa. TexHu-
yeckue TpeboBaHnsA 1 MeTodbl KOHTPOMS»

ISO 12787:2011 IDT [OCT ISO 12787— 2016 «[Mpoaykums napdoMmepHO-KOCMeTUYecKas.
AHanutuyeckne metodbl. Kputepuu Banugauumn aHanuTUYeckux pe-
3ynbTaToOB C UCNOSb30BaHWEM XpoMaTorpauyeckux MeToLoB»

Mpumeyvyanune — B HacTodwen Tabnuue UCnone30BaHoO crnefyioulee ycrnoBHoe 0603Ha4YeHWe CTENeHn co-

OTBETCTBMSA CTAHOApTOB:

- IDT — naeHTW4YHble CTaHOapThI.

" B Poccuitckoit denepaumn geicteyer FTOCT P 52501—2005 (MCO 3696:1987) «Bopa auctunnupoBaHHas. Tex-
HWYeckue ycnoeus». «Bogda ans nabopaTopHoro aHanmaa. TeXHUYecKe YCIoBUs».
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Bubnuorpadun

[1] Commission Decision of 12 August 2002 implementing Council Directive 96/23/EC concerning the performance of
analytical methods and the interpretation of results

(PeweHuve Komucecum ot 14 aerycta 2002 r., peanuaytowee dupektusy CoeeTta 96/23/EC oTHOCUTENBLHO OCYLLECT-
BMEHWS aHaNUTUYECKUX METOAOB W TONKOBAHWS Pe3ynLTaToB)

YOK 665.58.014:543.544.5.068.7(083.74)(476) MKC 71.100.70 IDT

KnioueBble crnoBa: napgoMepHO-KOCMeTudeckas npomykums, N-HUTpo3amuHbl, N-HUTPO304M3TaHONAMMWH,
XpoMaTorpadusi, Macc-cneKTpocKonus

TexHudyeckun pegaktop M.E. Hepenkosa
Koppektop C.H. @upcosa
KomneloTepHas BepcTka E.A. KoHdpatuogol

CpaHo B Habop 18.01.2024. [MoanucaHo B nedats 29.01.2024. dopmar 60x84%. [apHwuTypa Apuan.
Ycn. ney. n. 1,86. Yu4.-u3n. n. 1,58.

[MoaroToBNEHO HA OCHOBE 3NEKTPOHHOW BEPCUM, NpeaoCcTaBneHHo paspaboTyMkoM cTaHaapTa

CozpgaHo B egUHUYHOM WUCnonHeHun B PIrBY «HCTUTYT cTaHgapTulaumms»
Onsa KoMnnekToBaHusa PegepansHoro MHQOPMAaUKWOHHOIO hoHAa CTaHAapToB,
117418 Mockea, Haxumogscknia np-1, 4. 31, K. 2.
www.gostinfo.ru info@gostinfo.ru
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