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Secondary Reference Substance

ENALAPRIL MALEAT
Cy0H8N,05.C4H404

SKS c0325237

I.  Muc dich st dung: Chuan dbi chiéu ther cép Enalapril maleat SKS C0325237 duoc su
dung cho céac phép thir dinh tinh va dinh luong bang phu’orng phap phan tlch hoa ly.

Intended use: The Secondary Reference Substance Enalaprzl maleate control No.
C0325237 is intended to be used in phys:cochemzcdl analyszs for assay and identifications.

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

\

III. Két qua phén tich: Dbi chiéu voi chuan Enalaprll /maleat USPRS 16 R06660, c6 ham
luong 0,999 mg/mg CyoH3N>0s. C4H4O4, tmh theo nguyen trang.

Analytical data: The Enalapril maleate USPRS Lot. R0O6660 was used as Standard and
regarded 0.999 mg/mg C 20H28N 50s. C4H4O4, calculated on the as is basis.

1. Pinh t1nh {Identzf catzmtS)
a. Phd hong ngoal R 1 Phu hop v6i phd hdng ngoai ctia Enalapril maleat chuén.
IR k Concordant with the infrared absorption spectrum of

"~ Enalapril maleate RS.

g HRLE~ ) + Bung
/ Conformed
2. Géc quay cuc riéng D421

Specific optical rotation

3. Mét khéi luong do lam kho @ 0,07 %

Loss on drying
4. Tap chét lién quan (HPLC) : Tap ¢6 RRT 1,10 < 1,0 %
Related substances Tung tap khac <0,3 %
Tong tap <2%

Impurity RRT 1.10 < 1,0 %
Any unspecified impurity < 0,3 %
Total impurities < 2 %
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5. Pinh lugng (HPLC)

Assay

© 99,64 % CaoHsN,05.C4H4Oy, tinh theo chit da 1am kho.
99.64 % Cy9H2sN205.C4H, Oy, calculated on the dried

basis.

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

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