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Hudne ddn su duire t i

Ei6u kiQn b6o quin -,.1--.-'... trongbdorli.kin, tr6nh 6nh s6ng d nhiet dO 2-8 .C

MUc dfch-st dung , ' 
' ' Dung 6ho muc rtich itinh tinh vd rtlnh luqng.

/' - '/ \DtDg trong ptrong thi nghiQm ldm ch6t chuAn cho ki6m sorit ch6t luong (hodc
. t trong phat tri6n phucrng ph6p phdn tfch)

Nha sAn xu6t chimg nhfln r[ng ch6t chuAn ndy tl6p oug cac ti6u chuAn dd n6u cho di5n ngdy thir nghiOm lai, v6i
di6u kiQn tluoc b6o qudn'nguydn ni6m phong theo tli6u ki6n bio qu6n tlugc chi dinh n€u tr6n. Bdo hdnh kh6ng 6p
dgng tl6i vdi e.ac lb.-@6 tluqc md.

Ngdy thu nghiQm lqi: 3 ndm k,5 tu ngay cdng b6.

Hdm luong tinh theOng;,€.4 t4n!-h t€t qua tr'ung binh kh6ng trong s6 cia b0
drl liQu ilinh luqng bdng_phuong ph6p HPLC thUc hiQn bdi hai phdng thri
nghiQm. Gie tri tham chi6u dugc li€n k€t tdi chuAn Fexofenadin hydroclorid
USPRS 16 Rl5040,'- -.

DQ khdng tlim b6ordo nio r6ng dugc tinl theo ISO 17034:2016 vdi dd tin cay
es % (k:2).
DQ khbng il6m bao$o tOnebsp bao g6m c6c thdnh pnan dq kh6ng rt6m bio rlo
cua thri nghiQm t(nh dong nli6t vd m6 td rt6c tnmg.
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(hdng s6y trolfruti sr? dqng

Th6ng tin tha; kheo

Nudc,(coulometry)

Tap B (HPLC) ,

Tpp hiru co kh6c

(HPLC)

0,09 %:.
I(hdng ph6t hiQn

T4p A: Kh6ng ph6t hien
T4p ph6n hriy: Kh6ng ph6t hiQn
Tapkh6c: <0,04o
Tdng tpp: 0,08 o

Cdc th6ng tin vi chiit chutin c6 th€ tra ctbu theo dia chi: http://www.nidqc.gov.vn
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ATBLAS 087VIETNAMESE PHARMACOPOEIA REFERENCE SUBSTANCE CERTIFIC
FEXOFEI{ADINE HYDROCHLORIDE

Control No. C0326301

The reference value is
hydrochloridgqSPRS
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Measurement uncertainty Expanded unceltainty

an 95 oh co vel (k
Uncertainty the uncertainty, including uncefiainties
ofc fy testing.oAppearance
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Storage condition

Awh

provided it is stored
bottles stored after opening

Retest dqte: Three years after date ofrelease
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0.09 %
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Related compound A: Not detected
Decarboxylated degradant: Not detected
Any unidentified impurity: < 0.04 %6
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from light, preferably at the
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and protected

Additional informations

Water (coulometry)

Related compound B (HPLC)

Other organic impurities

(HPLC) Quang Thrio.

CAS Number 153439-40-8

Molecular formula c32H3eN04.HCl

Molecular weish 538. l
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Assigned value The content on an ..as i
data obtained bv the F

;" basis ls ttrf6\ig\tea r$frthe quantitative
PLC method, )s l.C\rlqin p(.6v tw o laboratories.
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vis.it theflowing link to see the updated information of reference substances: http://www.nidqc.gov.vn
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