denepansHOE OI0KETHOE YupexkaeHue «] 0cy1apCcTBEHHBIN HHCTUTYT JIEKaPCTBEHHBIX CPENCTB U
HAJISKAIIHAX TTPAKTHK)
(®BY «I'WJIC u HII»), 119049, r. MockBa, Jlenusckwuii p., a. 9

O6IIECTBO ¢ OTPaHUYEHHOM OTBETCTBEHHOCTHIO « HanmoHaBHEIA IEHTP CTaHJapTHBIX 00pasIoBy
(000 «HIICO»),
117186, r. Mocksa, yi1. Haropsas, a. 3A, stax 4, nom/kom 1/24-34, 36

JIner 1
Bcero nmuctos 2

IMACITIOPT
CTaHJAPTHOIO oﬁpasua yTBep)KIléHHOFO THIIA cf ’
I'co
ITapTus Ne 1
HanmveHoBanme craHxapTHoro o6pasma: craHgapTHBIE oOpasell cocTaBa JOJyTerpaBHpa

(T'NJIC-HomyTterpaBup).

Ha3zna4uenne: KOHTPOJIb TOYHOCTH PE3yJITATOB U3MEPEHUHN U aTTeCTallUs METOIUK H3MEpeHNH MaccoBOM
JONH TONyTerpaBupa B cyOcTaHIUsAX, (hapMaleBTHUSCKIX Ipenaparax U MaTepHaliax, B COCTaB KOTOPBIX
BXOJHT JNOJyTerpaBUp.

CranpapTHEI 06pa3el] MOXET HCIIOIH30BATHCS IS

- YCTaHOBJICHHS ¥ KOHTPOJISI CTaOMIBHOCTH I'PaIyUpOBOYHON (KaTHOPOBOYHOM) XapaKTEPUCTUKH CPEICTB
U3MEPEHUN IPU COOTBETCTBHUU METPOJIOTHYECKUX XAPaKTEPUCTHK CTaHAAPTHOTO oOpas3ma TpeOOBaHUSIM
METOIUKY U3MEPEHMIA;

- KanuOpOBKHM CPEICTB U3MEPEHUM NPH COOTBETCTBHH METPOJIOTHYECKHX XapaKTEPUCTHK CTaHAAPTHOTO
oOpas1a TpeboBaHMIM METOAUKHU KaTHOPOBKHU.

MerpoJiornieckne XapakTepHCTHKH:

ATTecTOBaHHAs XapaKTEpUCTHKA — MAacCOBas JIOJIA OJIyTerpaBupa, %o.

T a 6 1 u 11 a — MeTposnoruyeckue XapaKTepUCTHKH

3navgenus CO (upu
P=0,95), £A %

I'panunsl 3HaYCHTH 3HaueHue abCOMOTHOM
abcomoTHOM pacimupeHHOH
ATTecToBaHHas ATTecToBaHHOE HOTPENTHOCTH HEOIIPEIEIEHHOCTH
xapakrepuctuka CO 3nauenue CO, % aTTECTOBAHHOTO aTTECTOBaHHOTO

sHauenus CO (npu
P=0,95, k=2) U, %

Maccosag nois 99,0

+1,0

+1,0

oIy TerpaBupa, %
Cpox romgHOCTH 3K3eMIuIsIpa: 1 rom.
Omnmcanme cTaHJZapTHOrO o0pa3na: CTAaHZAPTHBIA O0pasel INpeacTaBiieT coOoH cyOcTaHmuIo
JIOJTy TErpaBupa ((4R,92aS)-5-Hydroxy-4-methyl-6,10-dioxo-3,4,6,9,9a,10-hexahydro-2H-1-o0xa-4a,8a-
diaza-anthracene-7-carboxylic acid 2,4-difluoro-benylamide, C20H19F2N30s), Genpiit wim moutn Oenbrii
KpUCTaJTHdecKuii mopomok, pachacoranusrii mo 200 Mr Bo ¢rakoHBI 3 TeMHOro cTekna Mapku OC wum
OC-1 ¢ xpummoBeiMH Kpblnkamu. Kaxnplii ¢rakoH cHaOXaeTcs OSTHKETKOM M IoMelmaercs B
IIOJIMITUIICHOBBIN IIaKeT.
Croco0d ompeneneHHsi MeTPOJIOTHYECKHX XaPaKTEPHCTHK CTAaHIAAPTHOrO0 00pa3ma: aTTeCTOBAHHOE
3HAYEHHE YCTAHOBJIEHO METOAOM NpsMbIX uaMmepeHuit Ha ['OT 208-2019 «I'ocynapcTBeHHBIN NEPBUYHBIH
3TAJIOH €IWHHMI[ MaCcCOBOM (MOJISIDHOM) IOMM M MaccoBOM (MOJSPHOM) KOHIICHTpAIIMM OPraHUYEeCKUX
KOMIIOHEHTOB B JKHMIKHX H TBEDIBIX BEIIECTBAX M MaTepHaliax Ha OCHOBE XHUAKOCTHOM W Tra3oBoit
XpOMAaTO-MacC-CIIEKTPOMETPHH C H30TONHBIM pa30aBICHUEM U TPABUMETPUI .
YTBepikaeHHE 0 IPOCIEKHBAEMOCTH:
ITpocnexuBaeMOCTs aTTECTOBAHHOIO 3HAUEHUS CTaHAAPTHOTO 00pasla K eIWHUIIE BEIUIWHBI «MacCcoBas
oIl KOMIIOHEHTa», Bocmpomssogumon ['OT 208 «l'ocymapcTBEHHBIM INEPBHYHBIM JTAIOHOM €IUHHUIIL
MaccoBOM (MOJISIDHOH) JONMM M MAacCOBOH (MOJIIPHOM) KOHIIGHTpAIlUM OPraHMYeCKHX KOMIIOHEHTOB B
XKHUIKMX M TBEPABIX BEILIECTBAX M MaTepHajaXx Ha OCHOBE JXUAKOCTHOM M Ta30BOM XpOMaTO-Macc-
CIEKTPOMETPHH C M30TOIHBIM pa30aBICHHUEM U IPaBUMETPUN», OOECIEUMBAETCS NMPOBEICHUEM NPSIMBIX
u3mepenuit Ha I'OT 208.




2

JIucr 2
Bcero muctos 2

JlomotHATEILHBbIE CBEIECHMS
[MomnmuHEHOCTH MaTepuaia CTaHAapTHOrO oOpasna noareepxkaeHa MerogoM BOXX-YO M u BOXX-CP.
Maccosag gons Bonasl — 0,04 %.

HNuCcTpyKuns N0 NpUMeHEHHI0

O0mue yxazanus:

[lepen wucmonb30BaHHEM CTAaHAAPTHOTO 00pasla HEOOXOAMMO MPOBEPUTH KOMILIEKTHOCTB, YIAaKOBKY,
HaJIWYle MapKUPOBKU U ATHKETKH IIyTEM BHEITHETO OCMOTpa. YTAaKOBKA CTaHIAPTHOTO 0Opasla MOJDKHA
OBITH TEpPMETUYHON U HE UMETh NMOBpEXACHUH. 1Ipy OBpEeXXICHUN YIIAKOBKY WJIH OTCYTCTBHH 3TUKETKH H
MapKHUPOBKH CTaHAAPTHBIN 00pa3el] He MOXKET OBITh HCIIOJIF30BAH.

CrannapTHbIi 00pa3en MOXKET OBITh HCIOJB30BaH [UIT HACHTH(UKAIIAH TOJyTErpaBHpa, BXOMASIIETO B
cOCTaB CyOCTaHITUH, TEKapCTBEHHBIX IIPEMapaToB U MaTEPUATIOB.

JlaHHBIH CTAHIAPTHBIH 00pa3el He ABJIAETCH JEKAPCTBEHHLIM CPEACTBOM.

JOKyMeHThI, ONpefe/Somue NpuMeHeHne CTAHIAPTHOr0 00pa3sua:

-I'OCT ISO/MIEC 17025-2019 «OO6mue TpeGoBaHHsS K KOMIIETEHTHOCTH HCIBITATENBHBIX K
KaJTHOPOBOYHBIX JIA00OpaTOPHii»;

-I'OCT P HCO 5725-1-2002 — T'OCT P HCO 5725-6-2002 «TouHocTh (TIpaBWIBHOCTH K
IPENU3AOHHOCTH) METOJIOB U PE3YIETATOB U3MEPEHUINY ;

- METOIMKH W3MEPEHUN MAacCOBOM IOJM IOIyTerpaBUpa B CyOCTaHIIMU NONyTETpaBUpPA, JEKAPCTBEHHBIX
IpenapaTax U MaTeprajiax, B COCTaB KOTOPBIX BXOAUT HOJIyTErpaBUp.

IHocne BekpoITus h1akoHa maTtepuan CO xpaHeHHIO He MOIJIEKHT.

YcnoBusi TpaHcHOpTHPOBaHUS W XpaHeHusi: CTaHIapTHHIM 00pasell JOJDKEH XPAHHUTHCS B YIAKOBKE
H3FOTOBUTENSA OTHENIBHO OT IPOXYKTOB INHTAHUS, B 3alUINEHHOM OT TOMANaHUS IPSIMBIX COJIHEYHBIX
Iyder mecre mpH Temmeparype oT + 2 °C mo + 8 °C. TpaucnoptupoBanre CO MOXET OCYIIECTBIATHCS
MO0BIM BHJIOM TPaHCIIOpPTa IIpH YCIOBHU obecmedeHust coxpaHHocTd ymakoBku CO, mpenoxpaHsromei
CO or MexaHWYeCKMX IOBPEXICHWH, 3arps3HEHMi, MOMAgaHus BJard M KOHTAKTa C arpeCCHBHBIME
cpellaMu.

TpeboBanus OesomacHocTr: JlaHHBI CTaHIAPTHEIM 0Opaszell He SBISETCS JIEKAPCTBEHHBIM CPEICTBOM.
ITpu paboTe co craHmapTHBEIM 00pa3loM HEOOXOMHNMO NMPHMEHSTH CPEICTBA MHIAWBHIYAILHON 3AIUTEL
(pe3uHOBBEIE TIEPYATKH, Macka). Marepuan, B3ATHIA U1 aHaIW3a, IIOCIE H3MEPEHHM YTUIU3UPYETCS B
COOTBETCTBUU C MOPSLIKOM, YCTaHOBICHHBIMH B TaOOpaTOPHH.

Komnuiekt mocraBkm: sx3emmiip CO ¢ 3THKETKOM B MONHITHICHOBOM makere u macmopt CO
yTBepxkIeHHOoro Ttuna, ogopmiueHHbiMu no ['OCT P 8.691-2010 «I'CH. CrammapTHble 00pasIfbl
Marepuanos (BemecTB). ComepikaHue MacmoOPTOB B STHKETOK

Jarta Beimycka: naptust Ne 1 Bemryimnena B uroine 2023 r.

Cpoxk feiicTBHS YTBEPKIEHHOI0 THIIA

ITapTus Ne 01 npencraBieHa K yTBep:KIeHUIO THIIA CTAHAAPTHOIO 00pa3mna.



