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Certificate of Analysis

CHUAN POI CHIEU THU CAP VILAS 087
Secondary Reference Substance
NIMODIPIN
Cy1H6N,04
SKS: C0223293

I.  Muc dich sir dung: Chuan dbi chiéu tht cap Nimodipin SKS: CO223293 d\mc st-dung
cho cac phép thir dinh tinh va dinh lugng bang phuong phép phén tich héa ly

Intended use: The Secondary Reference Substance Nlmodzpme control No C0223293 is
intended to be used in physicochemical analysis for assay and identifi cations.

Il. M6 ta: Bot két tinh mau vang nhat. )
Description: A light yellow, crystalline powdel

II. Két qua phan tich: Ddi chiéu voi chuan N1m0d1p1n USPRS 16 R116E0, c¢6 ham lugng
0,998 mg/mg C;1H26N,07, tinh theo nguyén trang.

Analytical data: The Nimodipine USPRS Lot, R] 1 6E0 was used as Standard and
regarded as 0.998 mg/mg C,1HsN>0, calculated on the as is basis.

1. Pho hong ngoai Phu hop v6i phd hong ngoai cua Nimodipin
& ol ) \‘\\,“’;ﬂc’rhua*in.
" gfee= . Concordant with the infrared absorption spectrum
of Nimodipine RS
2°Dd itfongmét'u se'lc dungdlch . Dat
Appearance of solution Passed
3. Géc quay-cuc (20 °C) © +0,00°
Optical retation
4. Mat khéi luong do lam kho : 0,02 %
Loss on drying
5. Tap chat lién quan (HPLC) : Tap C: Khong phat hién %
Related substances Tap khac < 0,05 %

Tong tap: <0,05 %

Impurity C: Not detected
Any other impurity < 0.05 %
Total impurities < 0.05 %

VKN/BM/20.02 (09) 12 Ngay ban hanh: 15/12/2020
Nimodipin SKS: C0223293



6. Dinh lugng (HPLC) : 100,0 % C,1Hy6N5,07, tinh theo nguyén trang.
Assay D¢ khong dam bao do mo rong U = 0,3 %, hé sb
phuk =2 & d0 tin cay 95 %.
100.0 % C,1Hy6N>O7, calculated on the “as is” basis.
Expanded uncertainty of the certified value U = 0.3 %,

using a coverage factor k = 2 at level of confidence
approximately 95 %.

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

V. Bido quéin: 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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Visit  the flowing link to see the updated information of reference substances:
htip://'www.nidqc.gov.vn
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