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CHUAN POI CHIEU THU CAP
Secondary Reference Substance

SPIRONOLACTON
Cy4H304S

SKS C0123372

I.  Muc dich sir dung: Chuin déi chiéu thtr cap Spironolacton SKS: C0123372 du’oc su dung
cho cac phép thi dinh tinh va dinh luong bang phuong phéap phan tich hoa ly.

Intended use: The Secondary Reference Substance Splronolactone\ control No. C0123372 is
intended 10 be used in physicochemical analysis for assay and identifications.

II. M6 ta: Bot mau tring.
Description: White powder.

1. Két qua phan tich: Di chiéu véi chuan- Splronolacton EP 16 4, va chuan Spironolacton
USP 16 R12280 ¢6 ham lugng 0,999 mg/mg Cy4H3,0,4S; tinh theo nguyeén trang.
Analytical data: The Spironolactone ERCRS batch 4, and the Spironolactone USPRS Lot.
R12280 regarded as 0.999 mg/mg Cr4H3:04S (onas is basis), were used as Standards.

1. Dinh tinh (]dentzf catlon) o o
Pho hong ngoai \\: Phi hop voi phd hdng ngoai ctia Spironolacton chuan EP.

IR . o  Concordant with the infrared absorption spectrum of
: ‘ " Spironolactone EPCRS.
2. Gée quayeucriéng - : -45,72° (dung dich 1 % kl/tt trong ethanol 96 %, do & 20 °C)
Specificoptical rotation -45.72° (1 % w/v solution in ethanol 96 %, measured at 20 °C)

3. Mét khéi lugng do lam khd  : 0,04 %
Loss on drying

4. Tap chét lién quan (HPLC) : Tap A, C, E, F, I: Khong phat hién
Related substances Tap D <0,05 %
Tap khac < 0,05 %
Tdng tap: 0,05 %
Impurity A, C, E, F, I: Not detected
J Impurity D < 0.05 %
- Unspecified impurities < 0.05 %

Total impurities: 0.05 %
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5. Dinh lugng (HPLC) : 99,7 % CyH3,04S, tinh theo nguyén trang.
Assay Do khong dam bao do mo rong U = 0,2 %, hé sd phu
k=2 & do tin cdy 95 %.
99.7 % C,;H350,S, 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. Hwéng din sir dung: Khong sdy trude khi dung
Direction for use: Do not dry before use
V. Bio quan: Nhiét do 2 — 8 °C, tranh anh séang.
Storage: Keep container protected from light, preferably at the temperature from 2 -8 °C.
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