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CHUAN POI CHIEU THU CAP VILAS 087
Secondary Reference Substance

GUAIFENESIN
CioH 1404
SKS: C0320181.03

I.  Muc dich sir dung: Chuan déi chidu thtr cip Guaifenesin SKS: C0320181.03 duge su
dung cho cdc phép thit dinh tinh va dinh luong bang phuong phap phan tich hoa ly.
Intended use: The Secondary Reference Substance of Guaifenesin No. C0320181.03 is
intended to be used in physicochemical analysis for assay and identification.

I. M ta: Bot két tinh mau tréng.

Description: A while crystalline powder.

Il Két qui phan tich: Pi chidu véi chuan Guaifenesin EPCRS 16 3, ¢6 ham luong 100,0 %
C19H;404. tinh theo nguyén trang.

Analytical data: The Guaifenesin EPCRS baich 3 was used as Standard and regarded as
100.0 % CyH 140, calculated on the as is basis.

1. Dinh tinh (/dentifications)

a. Pho hdng ngoai . Phu hop voi pho hong ngoai cua Guaifenesin chuan.
IR Concordant with the infrared absorption spectrum of

Guaifenesin RS.

b. UV . Phu hop vdi phd hép thu tir ngoai cta Guaifenesin
chuén,
Concordant with the uliraviolet absorption spectrum of
Guaifenesin RS.

o

. Tap chét lién quan (HPLC) . Guaifenesin B-isomer: 0.21 %
Related substances Guaiacol: Khong phat hién

Tung tap khéng dinh danh: 0,11 %
'I‘éng tap khong dinh danh: 0,11 %
Guuifenesin f-isomer: .21 %
Guaiacol: Not detected
Any individual unspecified impurity: 0.11 %
Total unspecified impurities: 0,11 %
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3. Mét khéi luong do 1am kho
Loss on drying

4. DPinh lugng (HPLC)
Assay

IV. Hwéng din st dung: Khong siy trude khi dung

: 029 %

0 99.5 % CoH, 404, tinh theo nguyén trang.
Do khong dam bao do mé rong U = 0,3 %, hé s6 phi
k=2 & doé tin cay 95 %.
99.5 % C,yH1,0y4 calculated on the “as is” basis.
Lxpanded uncertainty of the certified value U = 0.3
Yo, using « coverage factor k = 2 at level of confidence
approximately 95 %,

Direction for use: Do not dry before use

V. Béo quin: Nhiét do 2 — 8 °C. tranh dnh sang.
Storage: Keep container protecied from light, preferably al the temperature from 2 — 8 °C.
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