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CHUNG CHi PHAN TiCH
Certificate of Analysis

CHUAN POI CHIEU THU CAP
Secondary Reference Substance

DOMPERIDON MALEAT
CQQ}{Q4CIN507.C4]‘]404

I.  Muc dich sir dung: Chuan dbi chiéu thu cap Domperidon malea
su dung cho cac phép thu dinh tinh va dinh lugng bang
Intended use: The Secondary Reference Substance
C0120362.01 is intended 1o be used in physico
identification.
II. M6 ta: Bot mau tring.
Description: A white powder.
I1I. Két qua phan tich: Ddi chiéu véi chuan omperilop maleat BPCRS 16 2938 ¢6 ham lugng
78.4 % Domperidon (C»,H»4CIN5O,). tin ¢n trang
Analytical data: The Domperidone maleate BPCRS batch 2938 was used as Standard and
regarded as 78: f % Domp 2ol CINSOs), calculated on the as is basis.
1. Pho hong ngoai Phu hop véi phd hong ngoai cua Domperidon malcat
chuan.
Concordant with the infrared absorption spectrum of
Domperidone maleate RS.
2. : Dat
Passed
3. Tap chit lién quan (HPL.C) : Tung tap < 0.14 % (Individual impurity < 0.14 %)
Related substances Tong tap: 0.29 % (Total impurities: (.29 %)
4. Mat khéi luong do lam kho : 0,02 %
Loss on drying
5. Tro sulfat : 0,004 %
Sulfated ash
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6. Dinh lugng (HPLC)
Assay

IV.

: 78.4 % Domperidon (C5,H24CINsO,). tinh theo nguyén

trang. DY khong dam bao do mo rong U = 0,1 %, hé s6
phuk =2 & dé tin cay 95 %.

78.4 % Domperidone (C»H->,CINsO>), calculated on
the “as is" basis. Expanded uncertainty of the certified
value U = 0.1 %, using a coverage factor k = 2 at
level of confidence approximately 95 %.

Huéng dan sir dung: Khong sy trude khi dung

Direction for use. Do not dry before use

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