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Secondary Reference Substance

DILTIAZEM HYDROCLORID
C,,HyN,0,4S . HCI

II.  MB& ta: Bot két tinh mau trang.
Description: A white, crystalline powder.

II. Két qua phan tich: Tién hanh song/3
R118B0, c6 ham lugng 0,998 mg/mg

Analytical data: The Diltiazem hydrochlart

and regarded 0.998 mg/mg H6IN2O4S. calculated on the as is basis.

1. Dinh tinh (; ifications
Phu hop voi phd hong ngoai cua Diltiazem

a. Phd hong ngoai
& hydroclorid chun.
Concordant with the infrared absorption spectrum of
Diltiazem hydrochloride RS.

b. HPL : Thoi gian luu cua pic chinh trén sdc ky d0 ctia dung
dich thir trong tng véi thoi gian luu cla pic chinh
trén sic ky dd cta dung dich chuén.

The retention time of the major peak of the sample
solution corresponds to that of the standard solution

c. Phan ng cua ion clorid : Dung

Conformed
2. Goéc quay cuc riéng : +115,1°
Specific optical rotation
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3. MAt khéi luong do 1am khd : 0,04 %
Loss on drying

4. Tap chit lién quan (HPLC) : Desacetyl diltiazem HCI: 0,05 %
Related substances Ting tap khac/ Any unspecified impurity: 0,01 %
Tong tap/Total impurities: 0,06 %
5. Dinh lugng (HPLC) :.99.6 % Cx»nHysN204S.HCI, tinh theo nguyén trang.
Assay - DO khong dam bao do mo rong U =+ 0,2 %, hé sd

phu k =2 & d9 tin cay 95 %.

99.6 % CrH6N>04S.HCI, calculated on the “as is”
basis. Expanded uncertainty of the certified value
U = +0.2 %, using a coverage factor k = 2 at level
of confidence approximately 95 %.

IV. Hwéng din sir dung: Khong sdy trude khi dung
Direction for use: Do not dry before use

V. Bio quan: Nhi¢tdo2 -8 °C, tranh 4nh sang.
Storage: Keep container protected from light, preferably at the temperature from 2 — 8 °C.
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