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Vietnamese Pharmacopoeia Reference Substance

NIFEDIPIN
Cy7H;gN,Og

C0423200

II. Mo ta: Bot mau vang.
Description: A yellow powder.

1. Két qua phan tich: Déi chiéu voi chudp
mg/mg C;7H8N,Og, tinh theo nguyén trang

Analytical data: The Nifedipine USPRSN.0&R05I 00 was used as Standard and regarded
as 0.997 mg/mg C,;7H;sN>Og eas i :

1. Dinh tinh (&dexyificati
a. Pho hong ngoai

hu hop véi phd hong ngoai cuia Nifedipin chuin
Concordant with the infrared absorption spectrum of
Nifedipine RS.

: Thoi gian luu cua pic chinh trén sic ky dd thu duoc tir
dung dich thu tuong ung voi thoi gian luu cua pic
chinh trén sic ky do thu dugce tir dung dich chun.
Retention  time of the princial peak in the
chromatogram obtained with test solution similar to
that of the princial peak in the chromatogram obtained
with standard solution.

2. Mt khéi lwong do lam kho 0,1 %
Loss on drying
3. Can sau nung : 0,05 %

Residue on ignition

4. Tap chuan d6 bang acid percloric : Pat
Perchloric acid titration Passed
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5. Tap chét lién quan (HPLC) . Nifedipin nitrophenylpyridin analog: 0,10 %
Related substances Nifedipin nitrosophenylpyridin analog: Khong phat hi¢n

Nifedipine nitrophenylpyridine analog: 0.10 %
Nifedipine nitrosophenylpyridine analog: Not detected

6. Dinh luong (HPLC) : 99,8 % C7H,gN,Og, tinh theo nguyén trang.
Assay D6 khong dam bao do m& rong U = 0,2 %, hé s6 phu
k=2 & do tin cay 95 %.
99.8 % C;7,H,sN>Og, 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. Huwdng din siv dung: Khong sdy trudc khi dung
Direction for use: Do not dry before use

V. Bio quin: 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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