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Certificate of Analysis
CHUAN DPOI CHIEU THU CAP
Secondary Reference Substance
CEFACLOR
C5H4CIN;0,S.H,0
: C0621042
I Muc dlch st dung Chuan doi chiéu thl'r cap Cefaclor SKS C062104 g cho

Intended use: T he Secondary Reference Substance | Cefacje < C0621042 is
intended to be used in physzcochemlcal analysis for assay and identi

II. Mo ta: Bot két tinh mau tring nga.

III. Két qua phén tich: D4i chiéu voi chudn Cefield

1. Dinh tinh (Identifications)
a. Phd hong
IR

% hop vé&i phd hong ngoai cua Cefaclor chuén.
oncordant with the infrared absorption spectrum of
Cefaclor RS.

b @ : Trong phép thir dinh lugng, thoi gian luu cua pic
chinh trén SKD cua dung dich thir twong ung vai thoi
gian luu ctia pic chinh trén SKD cuia dung dich chuén.
The retention time of the major peak of the sample

solution corresponds to that of the standard solution,
as obtained in the Assay.

2. pH i 3.22

3. Nuéc (KF) : 4.5 %
Water

4. Tap chét lién quan (HPLC) : Timg tap <0,14 %
Related substances Tong tap: 0,69 %

Any individual impurity <0.14 %
Total impurities: 0.69 %
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5. Binh lugng (HPLC) 0 95,0 % Ci5H14CIN3O4S, tinh theo nguyén trang.
Assay Do khong dam bao do mdé rong U = 0,2 %, h¢ s phu
k =2 & d6 tin cay 95 %.
95.0 % C;sH14CIN;O,S, calculated on the “‘as is”
basis. Expanded uncertainty of the certified value

U = 0.3 %, using a coverage factor k = 2 at level of
confidence approximately 95 %.

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

V. Biao 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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Céc thong tin vé chét chudn co thé tra ctu theo dia chi: http://www.nidgc.gov.vn

Visit the flowing link to see the updated information of reference

substances:
http://www.nidgc.gov.vn

VKN/BM/20.02 (10) 2/2

Ngay ban hanh: 27/02/2024
Cefaclor SKS: C0621042




