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Certificate of Analysis

VILAS 087

CHUAN POI CHIEU THU CAP
Secondary Reference Substance
NIFEDIPIN
C7H18N2O¢

AN SKS: co319200.03

I.  Muc dich sit dung: Chuén d6i chiéu thtr cap Nifedipin SKS: C0319200 03 dugc st dung
cho cac phép thtr dinh tinh va dinh lugng bang phuong phap phan tlch hoa ly.

Intended use: The Secondary Reference Substance Nifedipine No C0319200.03 is intended
to be used in physicochemical analysis for assay and ldem‘zf cation.~.

II. MO ta: Bot két tinh mau vang. G
Description: A yellow, crystalline powder \

II. K&t qua phan tich: Péi chiéu véi chuan leedlpm USPRS Lot L.0J059 va chuén Nifedipin
BPCRS 16 2997.

Analytical data: The Ni fedzpme USPRS Lot LOJ059 and Nifedipine BPCRS batch 2997
was used as Standards.
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. Phé hdng ngoai | " . Phi hop v6i phé hdng ngoai ctia Nifedipin chudn USP.
2 G _ " Concordant with the infrared absorption spectrum of
T T \ N\ Nifedipine USPRS.

5. Mét khéi Tugng do Tam kho £ 0,0 %
Loss on.drying

3. Tro sulfat ‘ 0 0,02 %
Sulfated ash

4. Tap D va cac tap khac : 0,02 %
Impurity D and other basic
impurities

5. Tap chét lién quan (HPLC) : Tap A: 0,01 % (Impurity A: 0.01 %)
Related substancey Tap B: 0,04 % (Impurity B: 0.04 %)

03 tap khac < 0,03 % (03 unknown impurities < 0.03 %)
Téng tap: 0,11 % (Total impurities: 0.11 %)
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6. Dinh lugng (HPLC) ;99,68 % C17H N, Og, tinh theo nguyén trang.

Do khéng dam bao do mé rong U = + 0,19 %, hé sb
pht k =2 & d0 tin cay 95 %.

99.68 % C;7H,sN>Og, calculated on the “as is” basis.
Expanded uncertainty of the certified value U = +
0.19 %, using a coverage factor k = 2 at level of
confidence approximately 95 %.

Assay

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

Bio quan: Nhiét do 2 — 8 °C, tranh anh sang.
Storage: Keep container protected from light, preferably at the temperature from 2 — 8 g o
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Céc thong tin vé chét chuén c6 thé tra ciru theo dia chi: http://www.nidqc.org.vn
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