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CHUNG CHI PHAN TiCH
Certificate of Analysis

CHUAN POI CHIEU THU CAP
Secondary Reference Substance

SILDENAFIL CITRAT
CrH30N604S.Cl50O7

VILAS 087

I. Muc dich sir dung: Chuédn déi chiéu thir cap Sildenafil citrat SKS: ocC su
dung cho cac phép thir dinh tinh va dinh lugng bang pp(mg phdp pha y

Intended use: The Secondary Reference Substance foy Si
intended to be used in physicochemical analysis for as

II.  MS& ta: Bot két tinh mau gan nhu trang.

1. Két qua phan tich: Péi chidu vai chug

regarded as 98.4 % C2>H;

1. Phé hong ngoQi

NS, CsHsO7, calculated on the as is basis.

op v6i pho hong ngoai cua Sildenafil citrat chuan.
Yoncordant with the infrared absorption spectrum of
Sildenafil citrate RS.

: 1.3%

: Khong phat hién vét imidazol
No imidazole spot detected

4. Tap chat lién quan (HPLC) : Tap A: Khong phat hién
Related substances Tung tap khac < 0,05 %

Téng tap khac < 0,05 %
Tong tap < 0,05 %
Sildenafil related compound A: Not detected
Any other unspecified individual impurity < 0.05 %
Total unspecified impurities < 0.05 %
Total impurities < 0.05 %
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5. Dinh luong (HPLC) © 98.7 % C»nH3Ng04S.CoHgO4, tinh theo nguyén trang.
Assay Do khong dam bao do mo rong U = 0,2 %, hé s phu k =2
o do tin cay 95 %.
98.7 % C:H3;0NsO,S.CsHsO7, 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 %o.

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

V. Bio quan: Nhi¢t do 2 - 8 °C, tranh anh sang.
Storage: Keep container protected from light, preferably at the temperature from 2 — 8§ g
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Cac thong tin vé chat chuén c6 thé tra ciu theo dia chi: http:/www.nidge.gov.vn
Visit  the flowing link 1o see the updated information of  reference substances:
http.//www.nidgc.gov.vn
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