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Certificate of Analysis

CHUAN CHINH
Secondary Reference Substance

CLOXACILIN NATRI
C | ()H | 7C1N3N305S

I. Muc dich sir dung: Chuén chinh Cloxacilin natri SKS:
cho céc phép thir dinh tinh va dinh lugng bang phuong ph

Intended use: The Secondary Reference Subsiar
WS.0318135.03 is intended to be used\in physi
identifications.

II. M6 ta: Bot két tinh mau gan nhu tring

III. Két qua phén tich: D4i chiéu voi shidn Clgxacilin natri EPRS Batch No.5, ¢6 ham

Analytical-data: The
regarded\as Y4.5 %

sodium EPRS Batch No.5 was used as Standard and
S, calculated on the as is basis.

Phu hop véi phd hong ngoai ctia Cloxacilin natri
chuén.

Concordant with the infrared absorption spectrum
of Cloxacillin sodium RS.

b. Phan ng cua ion natri . Dung
Reaction of sodium Conformed

2. pH . 5,51

3. Goc quay cuc riéng : +164,3° (dung dich 1,0 % kl/tt, do ¢ 20 °C)
Specific optical rotation +164.3° (1.0 % w/v solution, measured at 20 °C)

4. Nudce (KF) : 3,94%
Water
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5. Tap chat lién quan (HPLC) : 09 tap <0,17 %
Related substances Tong tap: 1,13 %
09 impurities detected, max: 0.17 %
Total impurities: 1.13 %

6. Dinh lugng (HPLC) : 95,05 % C9H7CIN3NaOsS, tinh theo nguyén trang.
Assay Do khong dam bao do ma rong U = 0,16 %, hé sb
phu k =2 ¢ d9 tin cdy 95 %.
95.05 % C9H,;7CIN3NaO:sS, calculated on the “as
is” basis. Expanded uncertainty of the certified
value U = 0.16 %, using a coverage factor k = 2 at
level of confidence approximately 95 %.

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

V. Bio 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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