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CHUNG CHi CHUAN DUQC PIEN VIET NAM VILAS 087

FEXOFENADIN HYDROCLORID
SKS: C0326301

O S8 CAS | 153439-40-8
OH

C6ng thac phﬁn tu C32H39NO4 HCI

™ - HCI o, TN
O N Khoi lugng phén tir | 538 1

\

() Gi4 tri 4n dinh Ham luogng tinh theo nguYen trang 1a ket qua trung b1nh khong trong sb clia bo
dit liéu dinh luong bang phlmng phép HPLC thuc hién boi hai phong thir
nghiém. Gia tri tham chiéu duqc llén kef\tcn chuin Fexofenadin hydroclorid
USPRS 16 R150A0/ff 5 WY

©@pykhong dambaodo

. .. kcua tﬁunghlem tmh on
Mo ta BQn mau. trang
Huorng dén st duﬁ%\\ """ ,or}g\sa}mrquhl st dung .
Diéu kién bio quan % Trong\bacrbl k1n tranh anh sang o nhlet do 2 8 °C

Nha san- xuat chung nhan rang chét chuén nay dap g cac ti€u chuén da néu cho dén ngay thir nghiém lai, voi
diéu kién duoc bao quan nguyén niém phong theo diéu kién bao quan duoc chi dinh néu trén. Bao hanh khong ap
dung ddi voi c;ac lcyda” duoc ma.

Ngay thir nghiém la_u. 3 ndm ké tir ngay cong bb.
Ha N¢i, ngay 21 thdng 05 nam 2026

?*;Thong tln tham khao

Nude _(coulometry) 0 09 %

TepB(HPLC)  Khongphathién

Tap hitu co khac Tap A: Khong phat hién
(HPLC) Tap phéan huty: Khong phét hién

Tap khac: <0,04 %
Tong tap: 0,08 %
Cdc théng tin vé chdt chudn cé thé tra ciku theo dia chi: http://www.nidgc.gov.vn
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Fexofenadin hydroclorid SKS: C0326301
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VIETNAMESE PHARMACOPOEIA REFERENCE SUBSTANCE CERTIFICAMELAS 087

FEXOFENADINE HYDROCHLORIDE
Control No. C0326301

o CAS Number | 153439-40-8

Nl s

P 1 o~ Molecular formula | C;,H3;yNO,.HCI
E\ £ h\} & »  HCI

" NN “}i/’j 0 Molecular weigh | 538.1

¢ miay the quantitative
data obtained by the HPLC method,\\/as rhsu\n/ y two laboratories.
The reference value is traQ%ble (/t tl}j\jandard Fexofenadine
hydrochloride JSPRS Lot. 0A0. S

Expanded uncertainty is cal lated aS ing to the ISO 170342016 wﬂh
an 95 % confidence level (k ¢ v .

(1) Assigned value ted

® Measurement uncertainty

ed uncertainty, including uncertainties

Appearance

Direction foruse
Storage condition

rtightly closed and protected from light, preferably at the
\ temperature 2-8 °C:

ertified reference material meets the specifications stated until the date of retest,

nopened-at an indicated storage condition herein. The warranty does not apply to the
bottles stored after opening

Retest date: Three years afier date of release.

¢ 215‘t May 2026

0 YIEN TRUONG
Additional infm;\mations
Water (coulometry)

Related compound B (HPLC

Other organic impurities
(HPLC)

Related compound A: Not detected
Decarboxylated degradant: Not detected
Any unidentified impurity: < 0.04 %
Total impurities: 0.08 %

® Quang Tho -

Visit the flowing link to see the updated information of reference substances: http://'www.nidqc.gov.vn

VKN/BM/20.02 (11) 1/1 Effective date: 01/12/2025
Fexofenadine hydrochloride Control no. C0326301




