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CHUAN POI CHIEU THU CAP
Secondary Reference Substance

TAP B CUA SULPIRID
(Methyl 2-methoxy-5-sulfamoylbenzoat)

VILAS 087

Sulpiride impurity B
CyH,;,NOsS

I.  Muc dich sir dung: Chuéan déi chiéu thir cap Tap B gla SWpirig < 5405 duogc s
dung cho cac phép thir ctia nguyén liéu va ché pham v

Intended use: The Secondary Referen
C0125405 is intended to be used in th
drug products.

g substance and sulpiride

II. Mo ti: Bot két tinh mau tréng.
Description: White, crystalline powdeé

W)

I11. Két qué phan tich: Phép thir dinh tinh d6 v6i chuén Tap B cua sulpirid EPCRS 16 3.

Analytical data: The S impurity B EPCRS batch 3 was used as Standard for

ldenn/‘zcal@)sts
Pho

: Phu hop voi phd hong ngoai cua Tap B cua
sulpirid chudn.
Concordant  with the infrared absorption
spectrum of Sulpiride impurity B RS

. Thoi gian luu cua pic chinh trén SKP dung dich
thtr tuong tu thoi ‘gian luu cua pic chuan Tap B
ctia sulpirid trén sic ky dd dung dich dbi chiéu.
The retention time of the principal peak in the
chromatogram of the test solution corresponds
10 that of Sulpiride impurity B RS peak in the
chromatogram of the reference solution.

2. Nudc (Coulometry) : 0,16 %
Water
3. Tap chit lién quan (HPLC) : Tung tap < 0,63 % / Any impurity < 0.63 %
Related substances Tdng tap: 0,81 % / Total impurities: 0.81 %
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IV.

4. Do tinh khiét sac ky
HPLC purity

0 99,19 %

Hwéng dan sir dung: Khong sdy trude khi dung

Direction for use: Do not dry before use

Bao quan: Nhiét do tir 2 — 8 °C, tranh anh sang.
Storage: Keep container protected from light, preferably at the temperature from 2-- 8 g
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