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MHACIIOPT
CTAHIAPTHOrO 00pa3ua yTBep:KIEHHOr0 THIIA

I'co

Iaprms Ne 1
HanmeHOBanMe CTaHAapTHOro o0paspa: CTaHIApTHEIM oOpaser cocTaBa Kamblus (onuHATA
(TUJIC-Kanpmus omuHar).
Ha3naueHne: KOHTPOJIb TOYHOCTH PE3yIHTATOB H3MEPEHHH M aTTECTAlUs METOMUK H3MEPEHHH MacCOBOH
oMM Kamblus (oimHATA B CyOCTaHIDLAX, (DapMaleBTHYECKMX I[IpeHapaTtax W MaTepHanaX, B COCTaB
KOTOPHIX BXOJUT KaJbIHs QONHHAT.
CranmapTHBIH 00pa3el MOKeT HCIOIb30BaThCs IS
- YCTAHOBJIEHHS U KOHTPOISI CTaGHIEHOCTH TPafyHpOBOYHON (KamOPOBOYHOH) XapaKTePUCTHKH CPEICTB
H3MEpEHHil TIPH COOTBETCTBHH METPOJIOTHYECKHX XapaKTEPHUCTHK CTaHAapTHOTo obpasma TpeboBaHHsIM
METOIONKH H3MEPEHHI;
- KanubpOBKM CPENCTB M3MEPEHHH IPH COOTBETCTBHH METPONIOTHYECKHX XapaKTEPHCTHK CTaHIapPTHOTO
obpasiia TpeboBaHHIM METOIUKH KaTHOPOBKH.
MeTponoru4ecKkHe XapakTepHCTHKH:
ATTecToBaHHas XapaKTEPUCTHKA — MaccoBas IOJIs Kanplrs Gonunara, %.
T a0 1 u 11 a — MeTpolorH4ecKie XapakKTePUCTHKH

ATrecToBaHHAA
xapaktepuctaka CO

ATTecToBaHHOE
suauenue CO, %

I'parumne! 3HaUEeHAR
abCOMIOTHOH
IIOTPEITHOCTH
aTTECTOBAHHOTO
saaueHus CO (mpr
P=0935),+ A%

3HaueHne abCOMOTHOM
paclIHpeHHoR
HeoNpeneneHHOCTH
aTTECTOBAHHOTO
sgagenus CO (mpu
P=0,95, k=2) U, %

MaccoBast o KaIbIIusg

90,2

+1,0

1,0

(hommHara, %

Cpoxk rogHOCTH 5K3eMIuIsapa: 1 rom.

OnncaHAe CTAHJAPTHOro ofpasua: CTaHAAPTHBIA oOpaser mpezcTasiseT cobo# CyOCTaHIHIO KANbIUs
domumara  (calcium;(2S)-2-[[4-[(2-amino-5-formyl-4-ox0-3,6,7,8-tetrahydropteridin-6-yl)methylamino]
benzoyl]amino]pentanedioate, ~C20H21CaN707), Genmblif HIM  CBETNO-KENTHIH  aMOPQHBIA MM
KPHMCTAITMYECKH# MOpOoIIoK, pachacosanHbli mo 110 Mr Bo ¢akoHsl H3 TemHoro crexaa mapku OC wim
OC-1 ¢ xpuMIoBbIMH Kpbimkamu. Kakmsrd (raakoH cHa0XKaeTcs 3THKETKOW W TIOMENIaeTcs B
MIOTHATHIICHOBBIHA IaKeT.

Cooco6 ompeneaeHnusi METPOIOrHYeCKHX XapPaKTePHCTHK CTAHJAPTHOro odpasma: aTTeCTOBaHHOES
3HAYeHWE YCTaHOBJIEHO MeTOIOM IpsaMbIX m3Mepenuit Ha I'OT 208-2019 «['ocynapcTBEHHBIH TEPBATHBIA
STANOH EIMHHI[ MAcCOBOM (MOJAPHOM) NONM M MaccoBOH (MOJPHOH) KOHIEHTPAIMM OPraHMYeCcKHX
KOMIIOHEHTOB B JKHIKHMX ¥ TBEPIBIX BEIIECTBaX M MaTepHanaX Ha OCHOBE XHIKOCTHOH H Tra3oBOH
XPOMATO-MacC-CIIeKTPOMETPHH ¢ H30TOIHEIM Pa30aBlIeHHEM U TPABAMETPHI.

VrBepxIeHHe 0 NPOCIeKABAEMOCTH:

[IpocnexHBaeMOCTh aTTECTOBAaHHOTO 3HAYEHMs CTaHIapTHOro ofpasia K eIMHUIIE BETMIMHBI «MacCOBAsT
mons kommonenTay, BocmpomzBogumoii ['OT 208 «IocynapcTBeHHBIM NEPBHYHBIM STAIOHOM €IHHHIL
MaccoBO# (MOJISApHOM) JOTH W MaccOBOH (MOIAPHOM) KOHIEHTPAlMH OPTaHHYECKHX KOMIIOHEHTOB B
KHIKAX M TBEPIOBIX BEIIECTBAX H MaTepHalaX Ha OCHOBE JKHIKOCTHOH M Ta30BOH Xpomaro-macc-
CIIEKTPOMETPHE C H30TONMHHIM pa3faBleHHeM M I'PaBUMETPHH», 0OecreYuBaeTCs MPOBENCHAEM IIPIMBIX
m3meperni ga ['OT 208.
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,[[OHOJIHY[TBJII)HLIE CBEICHHHA
I[ToTHHHOCTH MaTeprala CTaHIapTHOTo o0pasia noareepxaeHa MetoioM BOXX-YOIM n BOXX-CP.
Maccogas noist Bogsl — 9,10 %.

HWHcTpyKIHA 00 IPAMEHEHHI0

O0mue ykazanus:

Ilepen WCMONB30BaHMEM CTAHIAPTHOTO 0Opasua HeoOXOIMMO IPOBEPHTH KOMIUICKTHOCTh, YIAKOBKY,
HaJMYMe MApKAPOBKE M STHKETKH IlyTeM BHEIIHETO OCMOTpa. YTaKoBKa CTaHIAPTHOTO 00pa3na HOoDKHA
OBITH TEPMETHYHON M HEe HMETh MOBpeXIeH . [IpH moBpekIeHAH YIaKOBKH M OTCYTCTBHH STHKETKH H
MapKHPOBKY CTAHIAPTHEIH 00pazel] He MOXKET OBITh HCIIOJB30BaH.

CTaHapTHBIA 06pa3en MOKeT GBITh HCIOMB30BAH L1 HACHTH(HKAIMKE Kalblus (oIMHaTa, BXOLIIIEro B
cocrag cyOCTaHIIA#H, TeKapCTBEHHBIX IIPENapaToB U MATEPHATIOB.

JlaHHbIi cTAHIaPTHBIH 00pasen He SBJIAETCH JEKAPCTBEHHBIM CPEICTBOM.

JIOKYMeHTBI, OnpeAesoIae IPHMeHeHHe CTAHIAPTHOro ofpasna:

-T'OCT ISO/IEC 17025-2019 «O6mme TpeOoBaHMA K KOMIETEHTHOCTH HCHBITATSNBHBIX U
KaniuOpOBOYHBIX 1ab0paTopHii»;

-TOCT P MCO 5725-1-2002 — TOCT P HCO 5725-6-2002 «TounocTe (IPaBHIBHOCTE H
IPENU3HOHHOCTE) METOJOB H Pe3yIbTaTOB H3MEPEHMN»;

- METOIMKH H3MepeHHH MaccoBOM [onM Kamblusd (oNHHaTa B CyOcTaHiMu Kaublps (oruHaTa,
JIeKapCTREHHBIX TIPENAPATAX i MAaTepHaiax, B COCTAB KOTOPEIX BXOJAT KALLAs (POIHHAT.

Mocie BekpbiThs (uraxkona maTepuan CO xpaHeHHio He NO0JIEXKHT.

YenoBusi TpaHenopTapoBanust 1 xpanenus: CrammapTebii 0o0pasell TO/DKEH XPaHMTBCI B yIAKOBKE
M3TOTOBHTENS OTAEILHO OT IPOAYKTOB NMHTAHHA, B 3AIMOIEHHOM OT IOMAIaHHs IPAMBIX CONHEYHBIX
nydel MecTe mpu Temmeparype ot + 2 °C mo + 8 °C. Tpamcnopruposanue CO MOXKET OCYIIECTBIATHCA
JEOBBIM BHZOM TpPAHCTOPTA MpH yCIOBHM obecmedeHns coxpanHocTH ynakosku CO, mpenoXpaHsiomiei
CO OT MexaHWYeCKHX I[OBDEKACHWH, 3arps3HeHMH, IONajaHus BIATH W KOHTAKTa C arpeCCHBHBIMH
cpedamu.

Tpebosanus GesonacHocTH: JlaHHEI CTaHZApPTHEIA 00pasel He ABICTCA JEKAPCTBEHHBIM CPEICTBOM.
IIpu paGoTe co CTAHIAPTHEIM OOPasIOM HEOOXOJMMO NPHMEHSTH CPEJICTBA WHJMBH/IYalbHOH 3arIHTEHL
(pe3mMHOBHIE TIepyYaTKd, Macka). MaTepwan, B3ATHIM Uil aHATH3a, MMOCHE M3MEPEHHMH YTHIM3HPYETCS B
COOTBETCTBHH C IOPSAIKOM, YCTAHOBIEHHEIMY B Jab0paToOpHu.

Kommaext mocraBgm: sk3emmip CO ¢ STHKETKOH B IIONMSTHICHOBOM INakeTe u macmopt CO
yIBepKIEeHHOro THma, odopmrerHbiva mo T'OCT P 8.691-2010 «I'CH. Crampaprabie 0Gpasier
MartepuaioB (Bemects). CoziepikaHne MacnopTOB M STHKETOK)

JaTta Beimycka: naptes Ne 1 Bemymena B anpene 2023 r.

Cpok JeiicTBHA YyTBEPKIEHHOT0 THIA

IMaprus Ne 01 npencTaBjieHa K yTBeP:KASHHIO THIA CTAHAAPTHOrO 00pasna.



