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CHUAN POI CHIEU THU CAP
Secondary Reference Substance

CEFOPERAZON
CysH7N9OsS,
SKS: C0119349.01

I. Muc dich s dung: Chudn ddi chiéu thu cap Cefoperazon SKS: C0119349 01 duoc s
dung cho cac phép thir dinh tinh va dinh luong bang phuong phap phén tich hoa ly.

Intended use: The Secondary Reference Substance forCefoperazone - control No.
C0119349.01 is intended to be used in physzcochemzcal analyszs for assay and
identifications.

Il. M ta: Bot mau trang nga.
Description: An off-white powder.

III. Két qua phan tich: Déi chiéu véi chuan Cefoperazan dlhydrat EPCRS batch 2 c6 ham
lugng 94,2 % C,sH27N9O3S,, tinh theo nguyen trang’”
Analytical data: The Cefoperazone dlhya’rate EPCRS batch 2 was used as Standard and
regarded as 94.2 % CsH 27N908S2 calculated on the dried basis.

1. Pinh tinh (Identzf catzons) _
a. Phdhong ngoa1 . Phu hop voi phd héng ngoai cua Cefoperazon
IR B T’ dihydrat USPRS Lot I0K056.
i TR & Concordant  with the infrared pectrum of
Cefoperazone dihydrate USPRS Lot 10K056.

b. HPLC . Trong phép thtr dinh lugng, thoi gian luu cua pic
Pl chinh trén SKD dung dich thir twong ung voi thoi
gian luu cua pic chinh trén SKD 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. Nuoc (KF) 0 5,69 %
Water
§
3. Tap chéat lién quan (HPLC) : Phat hién 01 pic 01 tap: 0,12 %
Related substances One impurity peak detected: 0.12 %
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4. Dinh lugng (HPLC) : 94,10 % Cy5H27N9OgS,, tinh theo nguyén trang.
Assay Do khong dam bao do mo rong U = + 0,16 %, hé s6
phu k =2 & d6 tin cdy 95 %.
9410 % CrsH>7NoOgsS>, calculated on the “as is”
basis. Expanded uncertainty of the certified value U
= 1£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. Bao quan: Nhiét do -20 °C, tranh 4nh sang.
Storage: Keep container protected from light, preferably at the temperature of about -20 °C.
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