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FELODIPIN
C1gH 1 9CLLNO,

I. Muc dich s dung: Chuan Duoc dién Viét Nam Felo pm QKk v duee su dung
cho cac phép thu dinh tinh va dinh lugng bang phucm i i da 1y
Intended use: The Vietnamese Pharmacopoeia Refe
No. C0221222 is intended to be used _in physic

identification.

()a'ipine Control
. for assay and

1. Mo ta: Bot két tinh mau vang nhat.
Description: A light yellow, crystalline

1. Két qua phén tich: Su dung chuén Fe PRS 16 HOI178 cho phép thu dinh tinh;
- R079J0. ¢ m luong 0,998 mg/mg C3H9CILNO, tinh

theo nguyén trang. cho ph¢ g dinh luong.
Analytical@a: Thee & DI ISPRS lot. HOII78 was used as standard for

identification fe pine USPRS lot. R0O79J0, regarded as 0.998 mg/mg
C18H 19CLNOy ¢ as is " basis, was used as standard for assay.

: Phu hop véi phd hong ngoai cua Felodipin chuan.
Concordant with infrared absorption spectrum of
Felodipine RS

2. Bo hép thiranh sang . Dat
Absorbance Passed

3. Do trong cua dung dich - Dat
Clarity of solution Passed

4. MAt khéi luong do lam kho @ 0.0 %
Loss on drying

5. Tro sulfat - 0.03 %
Sulfated ash
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6. Tap chat lién quan (HPL.C)  : Tdng tap B va tap C: 0.13 %
Related substances Tap khac: Khong phat hién
Sum of impurities B and C: 0.13 %
Other impurity: Not detected

7. Dinh lugng (HPLC) : 100.3 % Ci3H19C1LNO,, tinh theo nguyén trang.
Assay Do khong dam bao do mo rong U = 0,1 % vai hé sd
phuk =2 ¢ do tin cdy 95 %.
100.3 % C,15H,19CILNO,, 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 %.

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

V. Bao quan: Nhiét d6 tir 2 - 8 °C, tranh anh sang.

Storage: Keep container protected from light, preferably at the temperature from 2-8°C.
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