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CHUAN DPOI CHIEU THU CAP
Secondary Reference Substance

GLIBENCLAMID
Cy3Hy5CIN;OsS
/SKS: C0221129

I. Muc dich sit dung: Chuin dbi chiéu thir cap Glibenclamid SKS: CO221 129 duoc sttdung
cho céc phép thir dinh tinh va dinh luong bang phuong phap phén tich-hoa Iy ;

Intended use: The Secondary Reference Substance Glibenclamide Control No C02211 29 is
intended to be used in physicochemical analysis for assay and ldenttf cation;

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

. Két qua phén tich: Str dung chuén Gllbenclamld BPCRS 16 3688 cho phép thtr dinh tinh;
va chuén Glibenclamid USPRS 16 R022S0- co ham lu(mg 99.4 % Cy3H,3CIN3OsS, tinh theo
nguyén trang, cho phép tht dinh lugng. | |
Analytical data: The Glibenclamide BPCRS batch 3688 was used as Standard for
identification test; and the Glibenclamide USPRS Lot. R022S0, regarded as 99.4 %
Cy3Ho5CIN 305S calculated ort the a5 is basis, was used as Standard for assay.

1. Dinh tinh (Identtf cattons)

a. Phd hong ngoai : Phu hop véi phé hdng ngoai ciia Glibenclamid
Infrared ab sorptton chuén
| W Concordant with infrared absorption spectrum of
’ ‘ Glibenclamide RS.
b. HPLC . 2. : Dung
NN\ Y Conformed
2. Cén sau nung 10,04 %
Residue on ignition
3. Mat khdi lugng do 1am kho : 0,07 %
Loss on drying
4. Tap chit lién quan (HPLC) : MOi tap rira giai trudce pic chinh < 0,09 %
Related substances * Tap khac: Khong phat hién

Téng tap: 0,16 %

Any impurity eluted before glibenclamide < 0.09 %
Other impurity: Not detected
Total impurities: 0.16 %
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5. Pinh lugng (HPLC) £ 99,5 % Ca3HagCIN;OsS, tinh theo nguyén trang.
Assay bo 1§h6ng dam bao do mé rong U =+ 0,2 % véi
hé sb phii k = 2 & d¢ tin cdy 95 %.
99.5 % C13H5CIN;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. Huéng din si dung: Khong sdy trude khi ding

Direction for use: Do not dry before use

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