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Jluer 1
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IMACIHOPT
CTAHAAPTHOrO 00pa3ua yrBep:kIEHHOr0 THIA
I'co
ITapTus Ne 1
HanmenoBanne  cramgaprHoro  ofpa3sma:  cTapjapTHeIE — oOpasel;  cocTaBa — TEPH3HIOHA

(T'UJIC-Tepusumon).

Ha3znadenue: KOHTPOIL TOYHOCTH PE3yIbTaTOB H3MEPEHHH U aTTecTalusl METOJUK H3MEepPeHHH MacCOBOH
JOMH TEPU3UIOHA B cyOcTaHIMsX, (QapManeBTHYECKUX Ipenaparax M MaTepuanax, B COCTaB KOTOPHIX
BXOJHUT TEPH3HUIOH.

CranpaprHelii 00pasen MOKET HCHOIb30BATHCS JUIA:

- YCTaHOB/IEHHS M KOHTPOJII CTAOMIBHOCTH I'PaIyHpPOBOYHOH (KaOpOBOIHOH) XapaKTEPHCTHKH CPEJICTB
H3MEPEeHUil TPU COOTBETCTBMH METPOJIOTHYECKHX XapaKTEPHCTHK CTaHmapTHOro obpasna TpeboBaHMIM
METOIMKH H3MEPEHHIA;

- KaJMOpOBKM CPEICTB M3MEPEHHUH IIPH COOTBETCTBUM METPOJIOTHYECKMX XapaKTepPHCTHK CTaHAapTHOTO
obpasia TpeboBaHUIM METOHKH KATHOPOBKH.

Merposornyeckne XapakTepHCTHKH:

ATTecToBaHHAs XapaKTepUCTHKA — MaccoBasi IOMs TepH3UAOHA, Yo.

T a6 1 u 1 a— MeTponorndeckie XapakTepHCTHKH

snavenus CO (mpu

I'paHHIEI 3HAYEHHAH 3HaueHne aOCOMOTHON
abcoroTHOH PaCIIMPEHHOR
AtTtecTroBaHHas ATTecToBaHHOE [IOTPELITHOCTH HEOIIPE/IeIeHHOCTH
xapaktepuctaka CO 3Hauenne CO, % aTTECTOBAHHOTO aTTeCTOBAHHOTO

snavenns CO (ripu

P=0,95), A % P=095, k=211, %

MaccoBas nons

TepU3ua0Ha, %o 99,0 1,0 +1.0

Cpoxk roHOCTH 3K3eMIUsIpa: | ro.

Onncanne crapgapTHOro o0pasma: crapgapTHeii oOpasern mpencraBiaser coboil cyOcraHIuio
tepuzupona (4,4'-[1,4-Oenunentuc(merununenaMuHo) |nu[(4R)-1,2-okcazomunun-3-0H], Ci14H14N104),
Oenplif unu Oenblil ¢ JKEITOBATHIM OTTEHKOM TOPOIOK, pacdacoBanusii mo 200 Mr Bo (QakoHBI H3
temHoro crexia Mapku OC mmu OC-1 ¢ KpUMIOBBEIMH KpblmmkaMu. Kaxmeli ¢uiakoH cHaOxaeTcs
OTHKETKOH ¥ TTOMEeIaeTcs B MOMHITHIICHOBEIH TaKeT.

Cnocod omnpejeeHHs MeTPOJOTHYECKHX XaPAKTEPHCTHK CTAaHAApPTHOro o0pa3sna: aTTeCTOBAHHOE
3HaUeHHE YCTAaHOBIEHO METOIOM IpAMEIX H3Mepenuit na ['OT 208-2019 «[ocynapcTBeHHBIN NMepBUYHEIH
5TAJIOH eJMHHI[ MacCOBOH (MOJIPHOH) NOMH M MaccoBOil (MOJSIpHOM) KOHIIEHTPAIlMd OPraHHYECKHX
KOMIIOHEHTOB B JKHIKHMX H TBEDJBIX BEIIECTBAX M MaTepHaiax Ha OCHOBE >KHAKOCTHOM W Ta30BOH
XpOMaTo-Macc-CIEKTPOMETPUH C H30TOITHBIM Pa30aBIeHHEM W TPABUMETPHI.

YTBepiKIeHHe 0 MPOCJIeKUBAEMOCTH:

IIpocitexxuBaeMOCTs aTTECTOBAHHOTO 3HAUEHMS CTAHAAPTHOTO 00pasia K eqHHMIE BEITHYHHBI «MaccoBas
Ionsl KOMIOHeHTa», Bocmpou3poaumoi ['DT 208 «l'ocymapcTBeHHBEIM NEPBHYHBIM STAIOHOM EOWHHI
MaccoBOH (MOJAPHOM) HONMH ¥ MACCOBOM (MOJISPHOM) KOHIIEHTpAIMH OPraHUYeCKUX KOMIIOHEHTOB B
KHAKAX M TBEpABIX BEIIECTBaX M MaTepHalax Ha OCHOBE JKHAKOCTHOH H Tra30BOH XpoMaTo-Macc-
CIIEKTPOMETPHH C M30TONHBIM pa30aBlIeHHEM M PaBHMETPHHY», 00ECHEUMBAETCS IPOBEACHUEM IIPSIMBIX
uzmepennii Ha ['OT 208.



Jlaer 2
Bcero macTos 2
JlomonHUTEILHBIE CBEJeHHS
[ToUTMHHOCTE MaTepHaja CTaHIapTHOro 0Opasna noarsepxkaeHa Meronom BOXKX-YOJIM u BOXX-CP.
Maccosag gois sogsl — 0,211 %.

HHCeTpyknus Mo npuMeHeHHIO

O0mue yxazanus:

Ilepen HWCIONB30BAHUEM CTAHIAPTHOTO oOpasua HeoOXONHMMO MPOBEPHTh KOMIUICKTHOCTD, YIAaKOBKY,
HAIMYHE MAPKHPOBKH M HTHKETKH IIyTeM BHEIIHEro OCMOTpa. YTaKOBKa CTAaHJAPTHOrO 00pasiia MOJKHA
OBITH TEPMETHYHOM ¥ He UMETh IoBpeskIeHuH. [IpH MOBpEKICHMH YITAKOBKH HIIM OTCYTCTBHE dTHKCTKH H
MAPKUPOBKH CTAHAAPTHEIH oOpasen He MOKET OBITh HCIIOB30BAH.

CraspapTHEIA o0paser MoKeT ObITh HCIIONB30BaH Il NACHTHGHKAIIAN TEPH3U/I0HA, BXOMIAIIETO B COCTAB
cyOCTaHIHiA, IEKaPCTBEHHBIX IPENApaToB H MaTEPHAIIOB.

JlaHHBIA cTAHAAPTHBIH 00pa3eln He ABJIAETCH JEKAPCTBEHHBLIM CPEICTBOM.

JIOKYMEHTBI, ONpeIeIsonHe NPHMeHeHHe CTaHJIapTHOro o0pasua:

-T'OCT ISO/IEC 17025-2019 «O6mme TpeboBaHHS K KOMIIETEHTHOCTH HCIBITATENBHBIX H
KamuOpOBOYHBIX J1a00pATOPHID;

-TOCT P HMCO 5725-1-2002 — TOCT P HCO 5725-6-2002 «Tounocts (IpaBHIBHOCTE H
[IPEIH3HOHHOCTH) METOJIOB H PE3yIbTAaTOB H3MEPEHHI)

- METOJMKH W3MEpPEHH MacCcOBOM MO TepH3MAOHA B CyOCTaHIMM TEPH3W/IOHA, JIEKAPCTBEHHBIX
[penaparax ¥ MaTepHanax, B COCTaB KOTOPEIX BXOIHT TEPH3U/IOH.

ITocae BekphiTus ¢uiakona matepuaj CO Xpanennio He MOAJIEKHT.

Yciaopusi TpaHcnoprapoBanus ¥ xpaHeHns: CTanmapTHeii oOpasen JO/UKSH XPaHHUTBCS B yIAKOBKE
M3TOTOBHUTENS OTAENBHO OT IPOAYKTOB IMTAHWS, B 3alUINEHHOM OT IIONAJaHHs MPAMBIX COIHETHBIX
nyueit mecTe mpm Temmeparype ot + 2 °C o + 8 °C. Tpancnopruposanue CO MOKET OCYIMECTBIATHCS
MOGEIM BHJIOM TPAHCIIOPTA IIPH YCIOBHH obecliedenus coxpaHHocTH ynakosku CO, mpepoxpaHsiomei
CO oT MeXaHWYECKMX I[IOBPS)KISHHH, 3arps3HEHHM, NMONAJaHHs BIard W KOHTaKTa C arpeCCHBHBIMH
CpeIaMu.

TpeGoauns Ge3onacHocTH: JlaHHBINA CTaHIAPTHBIN 00pasell HE SBISCTCH JICKAPCTBEHHBIM CPEACTBOM.
Tlpu paboTe cO CTAHAAPTHBIM OOPasIoM HEOOXOIMMO IPUMEHATH CPEACTBA MHIMBHYAIbHOH 3aIlMTHI
(pe3uHOBEIE MEpYaTKH, Macka). Matepuan, B3STHIA Ui aHaM3a, IIOCHE M3MEPEHWH YTHIHM3UPYETCS B
COOTBETCTBHH ¢ TIOPSAKOM, YCTAHOBICHHEIMH B 1a00PaTOpHH.

Kommiekt mocraBkm: sizemmmsp CO ¢ STHKETKOH B MONHSTHICHOBOM Iakere M macmopr CO
yTRepxaenHoro Tuna, odopmnennbivE mo I'OCT P 8.691-2010 «I'CH. Crampaprasie 06pasisl
matepuaioB (BemecTs). Coaepikanue aclopToB B 3THKETOK)

JlaTa Beimycka: naptast Ne 1 Beirymiesa B urorne 2023 r.

Cpok feficTBHS yTBePKACHHOI0 THIIA

Maprus Ne 01 npeacTaBieHa K yTBep:KAeHHIO THIA CTAHJAPTHOIO 00pa3ma.



