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IHACITIOPT
CTaHIapTHOro 00pa3na yTBep:KAEHHOr0 THIIA

I'co

[Taptus Ne 1
HanMeHoBaHMe CTaHIApPTHOro o0pa3ma: CTaHNApTHBIA oOpasenm cocTaBa rajlaHTaMHUHA (TallaHTaMHHA
runpobpomuna) (INJIC-T'amanTamun).
Ha3znageHue: KOHTPOJIb TOUHOCTH Pe3yIbTATOB U3MEPEHUN U aTTECTAIUs METOIUK U3MEPEHUN MacCOBOM
JONU TaJlaHTaMHHa THApoOpoMuIa B CyOCTaHIUAX, (apMalleBTHUYECKMX IIperaparaXx M MaTepuanax, B
COCTaB KOTOPBIX BXOJIUT FaJlaHTaMUH THIPOOPOMHUT.
CranmapTHBIH 00pazell MOXKET HCIIOIb30BATHCS IS
- YCTaHOBJIEHUS U KOHTPOJIS CTAOMIBHOCTU IPaIyHpOBOYHON (KaTMOPOBOUHOM) XapaKTEpPUCTUKHU CPENCTB
H3MEpEeHMH NP COOTBETCTBHH METPOJOTHYECKUX XapaKTePHCTHUK CTaHIAPTHOrO o0paslna TpeOOBaHUAM
METOJIUKY U3MEPEHUH;
- KaJMOPOBKU CPEACTB M3MEPEHHH IPU COOTBETCTBUH METPOJIOTHYECKUX XAPaKTEPUCTHK CTaHIAPTHOIO
oOpasna TpeOoBaHUSIM METOIUKY KaTHOPOBKH.
MerpoJiorudyeckne XapaKTepHCTHKH:
ATTecToBaHHas XapaKTEPUCTHKA — MaccoBasi JOJIs ralaiTaMUHa TupoOpomuia, Y.
T a6 1una— MeTponoruyeckue XapaKTepUCTHKI

['panunel 3HaYEHU N 3uavenue aOCOIIOTHOR

3nadeHus CO (nmpu
P=0,95), A %

a0comoTHOR pacIIupeHHON
ATTecToBaHHas ATTecToBaHHOE MIOTPEITHOCTH HEOTIPEAECICHHOCTH
xapakrepuctuka CO 3nauenue CO, % aTTECTOBAHHOTO aTTECTOBAHHOTO

saauenus CO (mpu
P=0,95, k=2) U, %

Maccosas g0ist
rajasTaMuHa 99,0 +1,0 +1,0

ruapobpomuna, %
Cpox rogHOCTH dK3eMILIApa: 1 rom.
Omnmcanue craHgapTHOro o0pa3ma: CTaHAApPTHBRIM oOpasel] IpencTaBiuseT coOoH CyOCTaHIUIO
rajjaHTaMyHa ruapobpomMua (4aS,6R,8aS)-11-Metun-3-metokcu-5,6,9,10,11,12-rexcarugpo-4at-
[1]6en300ypo[3a,3,2-ef][2]0eH3a3enuH-6-0ma ruapoopomua, Ci7H21NO3 -HBr), 6embiit uan moutu Oesrit
MEJIKOKPHUCTaINIMYEeCKAN U aMOp(HBIM nopolnok, pachacoBanueit mo 200 MT BO (IakOHBEI U3 TEMHOTO
crexna Mapku OC mmu OC-1 ¢ XpuMIOBBIMH KpbIiKamu. Kaxnmeri (hIakoH CHa0XaeTcsl 3TUKETKOW U
IIOMEIIAETCS B ITOJIUATUIICHOBBIH ITaKeT.
Crnoco0 onpeneJeHHs] MeTPOJOrMYEeCKMX XapaKTEPHCTHK CTAHIAPTHOrO o0pa3ma: aTTeCTOBAHHOE
3HAYCHUE YCTAHOBJIECHO METOAOM NpsAMBIX u3Mepenuil Ha ['OT 208-2019 «I'ocymapcTBEHHBINM NEPBUYHBIN
3TaJOH CIMHHUII MacCOBOM (MOJIIPHOM) NOJIM XU MAacCOBOM (MOJSIPHOHN) KOHIIEHTPAIMH OPTraHWYECKHUX
KOMIIOHEHTOB B JKHIKHX M TBEPIBIX BEIIECTBAX W MaTepHalax Ha OCHOBE JKHJIKOCTHOM U Ta30BOH
XpOoMaTo-Macc-CIeKTPOMETPHH C H30TOIIHBIM pa30aBICHUEM U TPABUMETPHM.
YTBep:kaeHNe 0 MPOCIEKUBAEMOCTH:
ITpocneXrBaeMOCTh aTTEeCTOBAHHOTO 3HAYEHWS CTAHIapPTHOrO 00pasia K eIWHUIE BEIHYMHBl «MACCOBas
oI KOMIIOHEHTay», BocnpomsBogumon ['OT 208 «l'ocynapCTBEHHBIM IIEPBAYHBIM I3TAJIOHOM EIMHMIL
MacCcoBOM (MOJIIDHOM) HOMM M MacCOBOM (MOJISIPHOHM) KOHIIEHTPAIWM OPTaHHYECKUX KOMIIOHEHTOB B
XKHUIKMX ¥ TBEPABIX BEIIECTBAX W Marepualax Ha OCHOBE J>KUIKOCTHOM M Ta30BOM XpOMaTO-Macc-

CIIEKTPOMETPHHU C H30TOIHBIM Pa30aBI€HHUEM U TPABUMETPHUM», 0OECIICYMBACTCS MIPOBEIECHHUEM IIPSIMBIX
usmeperui Ha I'OT 208.
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ﬂOHOJIHPITe.TILHLIe CBEeICHUSA

[TommMHHOCTE MaTepHaia CTaHIapTHOrO 00pasia MoATBepkKaeHa MeTonoM BRXKX-VO.
Maccopas nons sBonsl — 0,03 %.

HHceTpyKius Mo npuMeHeHH o

O6mmue ykazanus:

Ilepen wmcmomb30BaHMEM CTaHAAPTHOrO OOpasia HEOOXOAMMO MPOBEPHTH KOMILIEKTHOCTH, YIAKOBKY,
HaIMIMe MAPKUPOBKU W ITHKETKH IIyTEM BHELIHErO OCMOTpa. YTIaKOBKa CTaHAAPTHOTO 00pasua JoJDKHA
OBITH TepMETHIHOM U HE UMETh IOBPEXKICHHH. [Ipi MOBPEXIEHHN YIAKOBKY MK OTCYTCTBUM STHKETKH 1
MapKUpPOBKH CTaHJAPTHBIA 00pa3el] He MOXKET OBITh UCIIOIL30BaH.

CranapTHerid o0paser MOXKeT OBITH HCIIONB30BaH I MIEHTH(GUKAIWMY TaJaHTaMHHA THIPOOPOMHUIA,
BXOJUIIETO B COCTaB CyOCTaHIMH, IEKAPCTBEHHBIX IIPENApPaTOB U MATEPHAIIOB.

JaHHBIA cTaHAAPTHBIH 00pasel He SIBJSIETCS JIEKAPCTBEHHBIM CPEJCTBOM.

JoKyMeHTRI, onpeesiiomue IPUMeHeHHe CTAHAAPTHOT0 06pa3na:

-T'OCT ISO/IEC 17025-2019 «OGmue TpeGoBaHus K KOMIICTCHTHOCTH HCIBITATEIBHBIX W
KaMOPOBOYHEIX J1A00PaTOPHIAY;

-TOCT P MCO 5725-1-2002 — T'OCT P HCO 5725-6-2002 «TouHOoCTh (IIPaBHIBHOCTD W
PEIM3UOHHOCTD) METOIOB M PE3YIbTATOB M3MEPEHUMY;

- METOIMKM HU3MEPCHHH MacCOBOM MONM TajaHTaMUHA THAPOOpOMHIa B CyOCTaHIMM TIaJaHTaMHHa
rUApoOpOMHUIa, NEKapCTBEHHBIX IIpernapaTaX ¥ MaTepuajiax, B COCTaB KOTOPHIX BXOIWT TaJaHTAMHH
THIPOOPOMHUI.

ITocsie BekpoITUS Qurakona matepuan CO XpaHeHHIO He IOAJIEKHT.

Yenosus TpancnopTupoBaHus U xpaHeHusi: CTaHIAPTHBIA 06pasel] JOIKEH XPaHHUTHCS B YIIAKOBKE
H3rOTOBUTEINS OTHENBHO OT MPOAYKTOB IHUTAHHS, B 3aLIMIIEHHOM OT MONAJaHHs IPSMBIX CONHEYHBIX
Tyde# mecte nmpu temneparype oT + 2 °C mo + 8 °C. Tpaucnopruposarue CO MOMKET OCYIIECTBIATBCSI
TFOOBIM BUIIOM TPAHCIOPTA IIPH YCIOBHH OOeCIeueHus coxpanHocTd yrmakoBku CO, ImpemoXpaHsromei
CO or MexaHWYeCKHX NOBDPEKICHWH, 3arpsA3HEHWM, MONaJaHus BIaT¥ X KOHTAKTa C arpecCHBHBIMH
cpenamu.

Tpebosanus GesonacHocTn: J[aHHBIA CTaHZAPTHBIA 0Opasel He SBIAETCS JTEKAPCTBEHHBIM CPEIICTBOM.
Ilpu pabote co crTaHAapTHEIM 00pasHOM HEOOXOAMMO NMPUMEHSATH CPEACTBA MHIMBUIYATBHOH 3aIlHTHI
(pe3uHOBBIE TIEpYATKM, Macka). Marepuarn, B3SsTHIA [JIs aHamm3a, [OCIEe M3MEPEHHH YTUIH3HPYETCs B
COOTBETCTBHH C IIOPANKOM, YCTAaHOBICHHBIMHY B TaO0OPaTOPHH.

Komnuexkr mocrapkm: sx3emmiip CO ¢ 3THKETKOM B IIONMSTHIEHOBOM IIakeTe u macmopt CO
yTBepXXAeHHOro THma, opopmueHHsiME 1mo ['OCT P 8.691-2010 «'CU. CrammapTHble 0OpasIbl
Marepuanos (BemecTs). ColepixaHue MacIOPTOB ¥ STHKETOKY

Hata Beimycka: naptust Ne 1 Beimyimena B oktsiope 2023 T.

Cpok neiicTBHSI yTBEPKIEHHOr0 THIIA

ITapTust Ne 01 npeacrapiena K yTBep:KAEHHIO THIIA CTAHJAPTHOro 00pa3na.



