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' Gia trj 4n dinh Ham luong tinh theexnguyén ang 14 két qué trung binh khong/cé trong sé ciia
b6 dir liéu dinh lugng ban huong pﬁap H15LC thuc hién boi hai phong thir
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Nha san xuat éhung nhan/réng chat chuan nay dap ung cac tiéu chuén d4 néu cho dén ngay thir nghiém lai, v§i
diéu kién dhqc bao qyév(nguyen niém phong theo diéu kién bao quan dugc chi dinh néu trén. Bao hanh khong ap
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 Thong tin tham khilo
Nuoc (coulometry) 0,09 %

Tap hitu co khac Tap A: Khong phat hién
(HPLC) Tap phén hiy: Khong phat hién
Tap khéc: <0,04 %
Tong tap: 0,08 %

Quang Thao

Cdc thong tin vé chdt chudn cé thé tra cieu theo dia chi: http://'www.nidgc.gov.vn
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VIETNAMESE PHARMACOPOEIA REFERENCE SUBSTANCE CERTIFICATHE-AS 087

FEXOFENADINE HYDROCHLORIDE
Control No. C0326301

) CAS Number | 153439-40-8
\::‘)X/ pH
= \\«’ s, Molecular formula | C3,H30NO4.HCI
SR OPB:
G N EA%E o Molecular weigh | 538.1
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M Assigned value

¢ inwejghted mjibnv/ﬁ“ the quantitative
data obtained by the HPLC metho\,\}s mlﬁ y two laboratories.
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andard Fexofenadine
hydrochlorid@SPRS L/qt 5

Expanded uncertainty is cal latedaj ing to thé ISO 17034: 2016
an 95 % confidence level (k )\b .

ombined uncertainty, including uncertainties

@ Measurement uncertainty

Uncertainty fiﬂ?ﬁse on the c?;:é
of charac i eneity testing.

Appearance

rtified reference material meets the specifications stated until the date of retest,
at an indicated storage condition herein. The warranty does not apply to the

The producer certifies that this
provided it is stored u
bottles stored afier opening

Retest date: Three years after date of release.
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Additional informations
Water (coulometry)

Related compound B (HPLC) N

Other organic impurities Related compound A: Not detected : 3
(HPLC) Decarboxylated degradant: Not detected Quang Thio
Any unidentified impurity: < 0.04 %
Total impurities: 0.08 %

Visit the flowing link to see the updated information of reference substances: http://www.nidgc.gov.va
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