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CHUAN POI CHIEU THU CAP
Secondary Reference Substance

GLIBENCLAMID
C23H28C1N3O5S

: 0221129

I.  Muc dich sir dung: Chuan déi chiéu thur cap Glibenclamid SKS: CO2
cho cac phép thtr dinh tinh va dinh lugng bang phuong phap p

Intended use: The Secondary Reference Substance (libenckwidi 0. CO221129
is intended o be used in physicochemical analysis forlassa {

II. M6 ta: Bot két tinh mau tring.
Description: A white, crystalline powdér-

I11. Ket qua phan tich: SLr dung chuan Gl]bencla i\

identification test; and the_Glibenclami SPRS Lot. R0O22S0, regarded as 99.4 %
Co3H>3CIN;0;5S calculate

1. Dinh tinh @lﬁcations

a. Pho hong n

as is basis, was used as Standard for assay.

hu hop véi phd hong ngoai cta Glibenclamid chuin
Concordant with infrared absorption spectrum of
Glibenclamide RS.

: Dang
Conformed
: 0,04 %
Residue on ignition
3. Mat khéi lugng do lam khé @ 0.07 %
Loss on drying
4. Tap chat lién quan (HPLC) : MOi tap rira giai trude pic chinh < 0,09 %
Related substances Tap khéc: Khong phat hién

Tdng tap: 0,16 %

Any impurity eluted before glibenclamide < 0.09 %
Other impurity. Not detected

Total impurities: 0.16 %
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5. Binh luong (HPLC) : 99,5 % Cyp3Hy3CIN3OsS, tinh theo nguyén trang. :

Assay Do khong dam bao do mo rong U = 0,2 % vé1 hé so
phu k =2 ¢ do tin cay 95 %.

99.5 % Cr3H>3CIN;OsS, 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 dan sir dung: Khong sdy trude khi dung
Direction for use: Do not dry before use

V. Bio quan: Nhiét do tr 2 — 8 °C, tranh anh sang.
Storage: Keep container protected from light, preferably at the temperature from 2 - 8 °C.
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