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n in Dextrose Injection

>graph not to change until November 1, 2024.)

r 1, 2024, the current practice of labeling the article of commerce with the name Cefazolin Injection may be continued. Use of
olin in Dextrose Injection will be permitted as of May 1, 2022; however, the use of this name will not be mandatory until

24. The 30-month extension will provide the time needed by manufacturers and users to make necessary changes.) o

Dl

rose Injection (official 1-Nov-2024) i$ @ sterile solution Acontaining Cefazolin or Cefazolin Sodium, Dextrose, and suitable pH

1-May-2022) - It contains NLT 90.0% and NMT 115.0% of the labeled amount of cefazolin (C14H14N80483).

time of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay.

strum of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay. 5 (usp 1-

(USP 1-May-2022) 9/L of sodium phosphate, dibasic, anhydrous and 413, (USP 1-May-2022) 9/L of citric acid monohydrate in

-May-2022)

'USP 1-May-2022) 9/L of sodium phosphate, dibasic, anhydrous and A36, (USP 1-May-2022) 9/L of potassium phosphate
vater® 4 (Usp 1-May-2022)

zetonitrile and Buffer A (10:90)

2022)

n: 0.05 mg/mL of USP Cefazolin RS* 4 (ysp 1-May-2022) in Buffer B

lution: Allow 1 container of Injection to thaw prior to use, and mix. ANominally , (USP 1-May-2022) 1 mg/mL of cefazolin from a
e of Injection in Buffer B.

. ANominally, (USP 1-May-2022) 0.05 mg/mL of cefazolin from Sample stock solution® (USP 1-May-2022) in Buffer B

> system

54 nm. AFor Identification B, use a diode array detector in the range of 200-400 NM. 4 (USP 1-May-2022)

MMy (UsSP 1-May-2022) X 30-cm; 10-um packing L1
_/min
1e: 10 uL

A"
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dard solution and Sample solution

: percentage of the labeled amount of cefazolin (C14H14N80483) in the portion of Injection taken:4&

Result = (r,/r)) x (C//C,) x P x 100
2ak response of cefazolin from the Sample solution
2ak response of cefazolin from the Standard solution
»ncentration of USP Cefazolin RS in the Standard solution (mg/mL)
>minal concentration of cefazolin in the Sample solution (mg/mL)
stency of cefazolin in USP Cefazolin RS (mg/mg)

1y-2022)
ria: 90.0%-115.0%

S
/L of potassium phosphate, monobasic in water
Jnitrile and Solution A (1:1)

2e Table 1.
Table 1
Time Solution A Solution B
(min) (%) (%)
0 80 20
10 50 50
14 70 30
15 80 20
20 80 20

5.0 g of sodium acetate, anhydrous to a 1-L volumetric flask and add 900 mL of water and dissolve. Adjust with phosphoric

4.5, and dilute with water to volume.

olution: 1.0 mg/mL of USP Cefazolin RS in Diluent. Sonicate to dissolve, if necessary.

n: 0.03 mg/mL of USP Cefazolin RS from Standard stock solution, in Diluent

y solution: Add 3.0 mL of 2.5 N sodium hydroxide TS to 25.0 mL of Standard stock solution. Mix and allow to react for 20
mL of this solution with Diluent to 50 mL.

on: 0.3 pg/mL of USP Cefazolin RS from Standard solution, in Diluent

: Nominally 0.6 mg/mL of cefazolin from a previously thawed Injection, in Diluent

> system
graphy (621), System Suitability.)

54 nm

m x 30-cm; 10-um packing L1
amperature: 5°

_/min

1e: 15 L
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