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CHUAN DPOI CHIEU THU CAP
Secondary Reference Substance

SILDENAFIL CITRAT
C2H30NgO4S.CsHgO7

SKS:C0419265.04

I. Muc dich sir dung: Chuédn déi chiéu thir cap Sildenafil citrat SKS:C04 1"9265 04 duoc su
dung cho cac phép thir dinh tinh va dinh luong bing phuong phép phan thh hoa'ly.

Intended use: The Secondary Reference Substance for Szldenaf s citrate No. C0419265.04
is intended to be used in physicochemical qnalyszs for assqy and identification.

II. Mo ta: Bot két tinh mau tréng.
Description: A white, crystalline powder.

III. Két qua phan tich: Pdi chiéu voi chuan Slldenaﬁl citrat USPRS 16: FOK412 va chuén
Sildenafil citrat EPCRS 16 1.1. ) \

Analytical data: The Sildenafil citrate USPRS lot FOK412 and Sildenafil citrate EPCRS
batch 1.1 was used as Standards

1. Pho hong ﬁgoai : Phuhorp v6i phd hdng ngoai ctia Sildenafil citrat chuin USP.
IR % 3 Concordant with the infrared absorption spectrum of
‘ N Sildendfil citrate USPRS.

Z Ham luong nuge (KF) 1,22 %

Water ; ]

3, Gl sau'nung : 0,03 %
Residue onignition

4. G6i han Imidazol (TLC) : Khong xuét hién vét imidazol
Limit of Imidazole No imidazole spot detected

5. Tap chét lién quan (HPLC) : Tap A <0,3 % (Sildenafil related compound A < 0.3 %)
Related substances Tung tap khac < 0,1 % (Any other unspecified individual

impurity < 0.10 %)

Tong tap khac < 0,3 % (Total unspecified impurities < 0.3 %)

Téng tap < 0,5 % (Total impurities < 0.5 %)
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6. Dinh lugng (HPLC) 0 98,88 % CnH30Ns04S.C¢HgO7, tinh theo nguyén trang.
Assay Do khong dam bao do mé rong U = + 0,12 %, hé sb phu
k=2 & d0 tin cay 95 %.
98.88 % CyH30NsO4S.CsHgO7, calculated on the “as is”
basis. Expanded uncertainty of the certified value U = +
0.12 %, using a coverage factor k = 2 at level of
confidence approximately 95 %.

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

V. Béo quan: 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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