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IMACIHOPT
CTAHAAPTHOrO 00pa3na yTBepPKAEHHOI0 THIIA c!

Ico

IMaptus Ne 1
HanMveHoBaHWe CTaHAAPTHOro o0pasma: CTaHOapTHBI o0Opasen cocTaBa  Janariu@IIO3HHA
(TUJIC-Mamarnugio3ux).
Ha3snagenue: KOHTPOJIb TOYHOCTH Pe3yIHTATOB U3MEPEHHUM U aTTecTalysl METOIUK U3MEPEHHN MacCOBO
J0NH fAanarau@Io3uHa B CyOCTaHIMIX, (papMarieBTHYeCKUX Ipernaparax i MaTepyuaiax, B COCTaB KOTOPBIX
BXOJIUT JanariudIro3ut.
CranmapTHBII 00pa3ell MOXKET UCIIOIb30BaThCS JUIA:
- YCTaHOBJIEHHS W KOHTPOJISI CTAOMIBHOCTH IPaTynpOBOYHOH (KanuOpPOBOYHOM) XapaKTEPUCTUKH CPEICTB
M3MEPEHUM IPH COOTBETCTBHHM METPOJOTHUECKHX XapakTepHCTHK CTaHJApTHOro obpasma TpeOOoBaHHAM
METOAUKH U3MEPEHHUN;
- KaTuOpOBKH CPEJICTB M3MEPEHMM MPHU COOTBETCTBHM METPOJIOTHYECKHX XapaKTEPHUCTHK CTAHIAPTHOTO
obpasna TpeOOBaHUSIM METOIUKH KaTHOPOBKH.
MertpoJiorndecKkne XapaKTepUCTHKH:
ATTecTOBaHHAs XapaKTEPUCTHUKA — MacCOBast IOJs manariudio3una, %.
T a 0 1111 a— MeTponorudeckue XapakTepUCTHKU

I'panunel 3HaYeHUN 3HaveHue abCOMOTHOR

sragenus CO (npu
P=0,95), +A %

abCoMmOTHOMI pacIIupeHHOR
ATTecToBaHHas ATTecToBaHHOE MOTPEITHOCTH HEOTPEIEIEHHOCTH
xapakrepuctuka CO srauenue CO, % aTTECTOBAHHOTO aTTECTOBAHHOTO

3nauenus CO (npu
P=0,95,k=2) U, %

MaccoBag monsa

98,9

+1,0

+1,0

nanarnudiao3una, %o

Cpok roHOCTH 3K3eMIuIsipa: 1 rox.

Onucanue CTaHAAPTHOTO o006pa3sua: CTaHAapTHEII oOpasen IpencTaBiIieT cobod  cyOcTaHIMIO
Janariaugao3uHa ((1S)-1,5-Anhydro-1-C-[4-chloro-3-[(4-ethoxyphenyl)methyl|phenyl]-D-glucitol,
C21H25ClOg), Oenbiii mmu moutH Oenbli KPUCTAIMYECKHH IOpPOIIOK, pacacoBaHHbli mo 100 Mr Bo
dnaxonsr u3 Temuoro crexia mMapku OC wim OC-1 ¢ xpummoBbIME Kpbimkamu. Kaxnmeli ¢raaxon
CHa0XXaeTCs ITUKETKOM U IIOMEINAETCS B TOJMATIICHOBEIHA [TaKeT.

Cooco0d ompeneieHHsI METPOJIOTHYECKHX XapaKTePHCTHK CTAHJAPTHOro 0o0pasma: aTTeCTOBAHHOE
3HAYEHWE YCTAaHOBJIEHO MeTOJIOM NpsaMbix uaMeperuit Ha ['OT 208-2019 «I'ocynapcTBEHHBIN IEPBUYHBIA
STAJIOH E€IWHUI] MaccOBOM (MOJSpHOM) IO U MaccoBOM (MOJIIpHOM) KOHIIEHTPALMM OPraHHYECKHUX
KOMIIOHEHTOB B JKHAKHX KM TBEPIBIX BEIIECTBAX M MaTepHalaX Ha OCHOBE JXMIKOCTHOM M TIa30BOH
XpOMaTO-MacC-CIEKTPOMETPHH C U30TOIHEIM Pa30aBICHAEM U TPABUMETPUIY.

YTBepikaeHHE 0 POCIe;KHBAEMOCTH:

[IpocnexnBaeMOCTh aTTECTOBAHHOTO 3HAYEHHUS CTaHAAPTHOTO 00paslia K €IUHUIIE BETHYMHBI «MaccoBas
ol KoMItoHeHTa», BocmpomsBoammont ['OT 208 «['ocymapcTBEeHHBIM NEPBHYHBIM 3TAJIOHOM €IUHHIL
MacCcoBOM (MOJIIPHOM) JONMH M MAacCOBOM (MOJIIpHOI) KOHIICHTpallMM OPraHWYECKHUX KOMIIOHEHTOB B
XKHUIKAX M TBEPIBIX BEIIECTBAX W MaTephaliax HAa OCHOBE XXMIKOCTHOM H Ta30BOM XpOMaTo-Macc-
CIIEKTPOMETPHH C HU30TOIHEIM pa30aBICHHEM H TPaBUMETPUN», 00ECIEUUBACTCSA MPOBENCHUEM MPSIMBIX
u3Mmepenuit Ha I'OT 208.




Jucr 2
Bcero nuctos 2
JlonoJIHUTEIbHbIE CBEJCHUS
[TopmuHHOCTH MaTepHuaia CTaHIapTHOTO 00pasna noareepxaeHa metogom BOXX-VOIM u BOXX-CP.
Maccosas noist Bogsl — 0,68 %.

HNuCcTpyKUHs 00 NIPHMEHEHHIO

O6mue ykazanms:

Ilepen uCHONB30BaHHEM CTAHIAPTHOIO oOpa3la HEOOXOIWMMO NPOBEPUTH KOMILIEKTHOCTH, YIAKOBKY,
HaJIM4¥e MapKHPOBKH ¥ 3THKETKH IIyTEM BHEIIHETO OCMOTpa. YIAaKOBKa CTaHAApTHOro obpasma JOoJDKHA
OBITH TEpMETUYHON U HE UMETh MOBPEXKACHUH. 11py NOBpEeXXIeHUH YIIAKOBKH WM OTCYTCTBHH 3TUKETKH U
MapKHPOBKH CTaHIAPTHEIA 00pa3elr] He MOXKET OBITh MCITOJIE30BaH.

CranpapTHbIi 00paser MOXKET OBITH MCIIONB30BaH IS MICHTU(GHUKAIMH Jamariu(Io3uHa, BXOISIIETO B
COCTaB CyOCTaHIIUM, JIEKAPCTBEHHBIX IPENapaToB U MaTePHAJIOB.

JlanHbIi cTaHAapTHBIH 00pa3el He SIBJISIETCH JEKAPCTBEHHBIM CPEACTBOM.

JloKyMeHTBI, onpeensionue NPIMeHEeHHEe CTAHAaAPTHOr0 00pa3ma:

-I'OCT ISO/IEC 17025-2019 «O6mme TpeboBaHuMs K KOMIETEHTHOCTH WCIBITATEIBHBIX U
KaJTMOPOBOYHBIX JIA0OPATOPHIN»;

-I'OCT P HCO 5725-1-2002 - TOCT P HCO 5725-6-2002 «TouHocTh (IpaBHIBHOCTH U
IIPEIU3UOHHOCTE) METOIOB U PE3YIHTATOB H3MEPEHUIN»;

- METOJUKHA H3MEPEHMHM MAaccoBOM Jonu Jamarmmgio3uHa B cyOcraHmum — manariudiuo3uHa,
JICKapCTBEHHEIX IIpellapaTax ¥ MaTepualiax, B COCTaB KOTOPHIX BXOTUT JManariugI03HH.

IHocae BexpoiTHa aaxona MaTtepuai CO XpaHeHHIO He MONJIEKHT.

YcnoBus TpaHcnopTHpoBaHUS W XpaHeHHusi: CTaHIapTHBIM 00pasel] HODKEH XPAHUTHCS B YIAKOBKE
HM3TOTOBHTEIIA OTACIBHO OT IPOMYKTOB NWTAHUA, B 3AIMUIIEHHOM OT IONAJAaHUS IMPSMBIX CONHEYHBIX
naydeir mecte npu Temmeparype oT + 2 °C mo + 8 °C. Tparncnoptuporanre CO MOXKET OCYIIECTBIATHCS
MOOBIM BHIOM TPAaHCIOPTa IIPH YCIOBHH obecmeuenus coxpaHHocTH yiakoBku CO, mpenoXpaHsromei
CO or MexaHWYeCKHX NOBPEXIEHMH, 3arpsA3HEHUi, MMOMAJAHMS BJIAIrW W KOHTAKTA C ArpeCCHBHEIMU
cpeaaMu.

Tpeboanus Oe3omacHocTH: J[aHHBI CTaHIAPTHEIA 0Opasel He SBISETCS JIEKAPCTBEHHBIM CPEICTBOM.
ITpu pabore co cTaHAApPTHBEIM OOpa3mOM HEOOXOMMMO HMPUMEHSTH CPEACTBA HMHIMBHIYAILHOM 3aIWTHI
(pe3MHOBEIE IIEpYATKH, Macka). Marepuan, B3sTHIA U1 aHAIW3a, IOCIE H3MEPEHHM YTHIUSHPYETCH B
COOTBETCTBHH C IIOPSIKOM, yCTaHOBICHHBIMH B Ta0OPaTOPHH.

Kommiekr mocraBkm: sx3eMmusip CO ¢ O3THKETKOM B HONHMATHIEHOBOM makere u macmopr CO
yIBepKAeHHOro tumna, ogopmieHHeiMH 1mo ['OCT P 8.691-2010 «I'CU. CranmapTHble 00pa3ibl
MaTepHaioB (BemecTB). ConepkaHue NacmOPTOB U STHKETOK»

Jarta Bpimycka: naptusi Ne 1 Beimymnena B mrone 2023 1.

Cpoxk aeficTBHS YTBEP:KICHHOTO THIIA

IHapTusa Ne 01 nmpeacraB/ieHa K yTBEPIKICHHIO THIA CTAHIAPTHOTO 00pa3ua.



