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(1) Gi6 tri 6n dinh Hdm luqng tinh theo lguydn trpng ld k6t qua trung binh kh6ng trgng s6 cira b0
dft liQu tlinh luqng b6ng, nhuore phrip HPLC thVs- hfQn bdi hai ki6m nghiQm
vi6n dQc l0p. Gi6 tri.lhqm chi€u dugc li6n k6t tbilchudn Deferasirox USPRS 16

R146L0.

12)D0 kh6ng tlam bao tlo

M6 ta

Hudmg ddn st dpng

DiAu kign bdo qual
Mgcdichsridnng.,.i----.n,j.*}r'qq'{,#ichtl|nhtinhvitunhluqng'..']
' ' ' , ti'r-. \nr:niqoffphong thi nghiQm ldm ch6t chuAn'cho ki6m so6t ch6t iuqng GoAc

Nbaiai..xu6t chpng nhQn ring ch6t chuAn ndy tt6p r{ng c6c ti6u c[uAn dd n€u cho dtln ngdy thri nghiQm lai, v6i
ilifu kiQn dqg.ebao.q.uan nguy€n ni6m phong theo di6u ki6n b6o qu6n dugc chi ilinh n€u tr6n. B6o hdnh khdng 6p

dgng tl6i.vdi qac lO ilS cluoc md.

Ngdy thu nghiQm l4i: 2 ndm kri tu ngdy cong b6.

Th6ng tin tham khio

Nudc (KF) 0,05 Yo

T4p ch6t li6n quan Gtpt C) 0l tqp:<0;03 yo

Cdc th6ng tin vi chrfu chuiin c6 th€ tra cilru theo diq chi: http://www.nidqc.gov.vn
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EQ kh6ng il6m bao $qd roqg\ocliqtr.{treo ISO 17034:2016 v6i <16 tin cQy

95 % (k:2). \
DQ khdng ddm bdo do. tOdg bgp bao g6m cdc thanh phdn tlQ khdng tl6m b6o do
cta thu nghiQm tiqh ddng nhAt va m6 ta ttflc tnmg.

BQt mdu trdng hoflcgqn irhii.trdng

*{frurqrdc khi su dlrng

Trcine bao'li kiq.tr6nh 5nh siing d nhiet d0 2 - 8 'C
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SECONDARY REFERENCE SUBSTANCE CERTIFICATE

DEFERASIROX
Control No. C0126407
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CAS Number 201 530-4 1-8

Molecular formula CzrHrsN:Oq

Molecular weigh 373.4
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(r) Assigned value

(2) Measurement uncertainty

Appearance

Direction for use

Storage condition

Intended use

Additional informations

water (KF)

Related substances (HPLC)

characterization and homoqenei\\-9. ', )
--'/.

0.0s %

0l impurity <0.03 Yo

Date of release: 29th luly 2026

The content on an "as is" basis is the unweighted meaR.ofthe quantitative data
obtained by the HPLC method, as determiqid.bj.two an4lyqJs, The reference
value is ffaceable to the standard Deferasirox USPRS Lot. Rl{610.value is ffaceable to the standard Deferasirox USPRS Lot. R14610.
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Expanded uncertainty is calculatepaeqording/tp the ISO 17034:2016 with a
95% confidence leyel,(k :2). ,-f f- ,..\ ', t 

-Uncertainty is baset/on the6qilrQinea \\rtptnq( including uncertainties of

White or almost wtr,G;pod{dr. '.. ?
o@,o,ru.r@\ t)>"
Keep c.qnJaine\ tighll/ glos_etf and protected from light, preferably at the
temlg(ature( - 8 "(
.{:et\o) i a.\'ft"'ti"ft +yfincation.
\N[or labor]'o/as\i#6'control standard (or in method development for
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Visit thefollowing linkto see the updated information of reference substqnces: http://www.nidqc.gov.vn
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