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&o Finished product specification
(@) Cefazolin for injection USP

i) Test ltems Specifications
o) Identification Meet the requirement
() Assay ®o.o-ead.0% labeled amount of Cefazolin sodium
o Uniformity of dosage units* | Meet the requirement
<4 Constituted solution Meet the requirement
& | Optical rotation Between -e0 10 &
> Bacterial endotoxins Test NMT o.@& USP Endotoxin Unit/mg of cefazolin
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? Test Items Specifications
o Sterility Meet the requirement
® pH &.0-9.0
« Water Determination Not more than v.0%
®0 Particulate matter
- Size 2 @0 Pm Not more than b,000 particles/container
- Size 2 b& pm Not more than boo particles/container

() Cefazolin sodium for injection BP
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U8 Test [tems Specifications
® Identification Meet the requirement
® Assay ®o.0 — @od.o% labeled amount of the

stated amount

o pH &.o-b.0
& Clarity of solution Meet the requirement
& Related substances
- Area of any secondary peak Not more than @.0%
- Sum of the areas of any such peaks | Not more than en.&%
- Disregard any peak Not more than o.0&%
| Water Not more than .0% w/w
o Bacterial endotoxins Not more than e.€ IU/mL
® Sterility Meet the requirement
« Particulate matter Meet the requirement

&l Drug substance specification:
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(@) Cefazolin sodium USP

i Test ltems Specifications
@ | Identification Meet the requirement
o | Assay 2.6 — @00.0% labeled amount of
cefazolin sodium on the anhydrous basis
o | Impurity
Organic impurities

- Tetrazolylacetic acid Not more than @.0%

- Tetrazolylacetamide acetal Not more than @.0%

- Cefazolin open-ring lactone or

cefazolin en-hydroxymethyl Not more than o.&%
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4o Test ltems Specifications
o | Impurity
Organic impurities
- Methylthiadiazole thiol Not more than @.0%
- e@-Aminocephalosporanic acid Not more than @.0%
- Cefazolin e--methyl analog Not more than e.0%
- Cefazolin lactone Not more than @.0%
- Cefazolin acetoxy analog Not more than @.0%
- Cefazolin deacylated Not more than @.0%
- Cefazoloic acid isomers Not more than @.0%
- Cefazolin epimer Not more than .0%
- Cefazolin pivaloyl Not more than e.0%
- Any individual unspecified Not more than o.e%
impurity
- Total impurities Not more than e.&%
& | Optical rotation Between -a0 10 -0
& | pH &.o-b.o
b | Water Determination Not more than ©.0%
o | Sterility Meet the requirement
® | Bacterial endotoxins Test Not more than o.e& USP Endotoxin Unit/mg
of Cefazolin
(w) Cefazolin sodium BP
) Test [tems Specifications
® |dentification Meet the requirement
® Assay &¢.o0 — ®@ol.o% on the anhydrous substance
o Solubility Meet the requirement
cd pH &.0o-b.0 ,
& Specific optical rotation ‘o€ to -e€ (anhydrous substance)
) Related substances
- Any impurity Not more than @.0%
- Total impurities Not more than en.&%
- Disregard limit Not more than o.o0&%
) N,N-Dimethytaniline Maximum o ppm
© Water Maximum ©.0%
« Bacterial endotoxins Less than o.e& [U/mg
@o | Sterility Meet the requirement
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