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Certificate of Analysis

CHUAN POI CHIEU THU CAP
Secondary Reference Substance

ENALAPRIL MALEAT
CaoHsN,05.C4H,40,
0221237
I. Muc dich sir dung: Chuan dbi chiéu tha cip Enalapril malea ¥ dugc sir

dung cho céc phép thir dinh tinh va dinh lugng bing phuong phdp ph3

Intended wuse: The Secondary Reference Substanée mgleate control No.
C0221237 is intended to be used in physicochemical a ] assay and identifications.

IL. Mo ta: Bot két tinh mau tréng.
Description: A white, crystalline powder.

. Két qua phan tich: Tién hanh sgf i~chuin Enalapril maleat USPRS 16

Analytical data: The Enalapril maleate \USR
regarded 0.999 mg/mg C» V20s.C4H,0,, calculated on the as is basis.

1. Dinh tinh (Iéentifications)

a. Phd hdng ngoai : Phu hop véi phd hong ngoai cta Enalapril maleat

IR chuan.
Concordant with the infrared absorption spectrum of
Enalapril maleate RS.
b. HPLC : Dung
Conformed
2. Goéc quay cuc riéng : -42.86°
Specific optical rotation
3. Mét khi lwong do lam kho : 0,05 %
Loss on drying
4. Tap chét lién quan (HPLC) : Enalaprilat: 0,06 %
Related substances Tap khéc/ Any unspecified impurity < 0,23 %
Tong tap/Total impurities: 0,29 %
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5. Dinh lugng (HPLC) : 99,9 % CyoHagN»05.C4H4Oy4, tinh theo nguyén trang.
Assay Do khong ddm bao do mé rong U = + 0,2 %, hé s6
pht k =2 & d6 tin ciy 95 %.
99.9 % CyHysN205.C4H, 0y, 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. Huwéng din sir dung: Khong sy trude khi dung
Direction for use: Do not dry before use

V. Bdo quéan: Nhiét d6 2 — 8 °C, tranh 4nh sang.
Storage: Keep container protected from light, preferably at the temperature from 2 — 8 °C.
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