TIAUDYAAMANYULIANIL
81 Piperacillin + Tazobactam inj
Y2 SINGVIANUNINYS

®. ATNUABINTS 81 Piperacillin « ¢ + tazobactam ¢oo mg powder for solution for injection /
infusion, @ vial 31U &,poo vials (GPU: basone)
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&.e Finished product specification: Piperacillin and Tazobactam for injection

USP e
h) Test items Specifications
®. | Identification Meet the requirement
Assay N
- Piperacillin o - @@o % of labeled amount of Piperacillin
- Tazobactam o - @@o % of labeled amount of Tazobactam
/a0 Drug ...
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U8 Test items Specifications
e | Uniformity of Dosage units Meet the requirement
& | Organic impurities
- Tazobactam related compound A | - Not more than @.0%
- Piperacillin impurity & - Not more than .0%
- Piperacillin impurity @ - Not more than @.0%
- Piperacillin related compound A | - Not more than &.0%
- Piperacillin related compound C | - Not more than @.0%
- Piperacillin impurity & - Not more than .0%
- Piperacillin impurity o - Not more than .0%
- Any individual unspecified impurity | - Not more than .0%
& | Bacterial Endotoxins Not more than o.o® Endotoxin Unit/mg of
mixture of Piperacillin and Tazobactam
o | Sterility Meet the requirement
@ | Particulate matter
Size 2 @0 Um Not more than vooo particles/container
Size > lo@ Um Not more than woo particles/container
@ | pH &o-d.o
«® | Water Not more than o.&%

&.lo Drug substance specification :
&.e Piperacillin USP %unefle Piperacillin monohydrate

! Test items Specifications
@ | Identification Meet the requirement
o | Assay &oo - @omo microgram/mg of Piperacillin
(on the Anhydrous basis)

m | Heavy metal Not more than wo ppm (o.coe%)
@ | Ampicillin and Piperacillin related

compounds A, B, and C

- Piperacillin related compound B | Not more than o.o%

- Ampicillin Not more than o.lb%

- Piperacillin related compound C | Not more than o.@%

- Piperacillin related compound A | Not more than e.0%
& | Piperacillin related compound D

- Piperacillin related compound D

Not more than v.0%

Not more than e.g%
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- -
D) Test items Specifications
o | Water w.0 - &0%
¢ | Specific rotation +od&&’ to +eud”
& | Bacterial endotoxins Not more than o.oe Endotoxin Unit/mg of
Piperacillin
« | Sterility Meet the requirement
& .o Piperacillin sodium USP
i Test items Specifications
@ | Identification Meet the requirement
o | Assay &@om - @oos microgram/mg of Piperacillin
(on the Anhydrous basis)
e | Piperacillin related compound A and C
- Piperacillin related compound C Not more than .0%
- Piperacillin related compound A Not more than en.&%
& |pH d&-ug
& | Water Not more than @.0%
o | Bacterial endotoxins Not more than o.oey Endotoxin Unit/mg of
Piperacillin
o | Sterility Meet the requirement
&.lo.en Tazobactam USP
0} Test items Specifications
® | ldentification Meet the requirement
© | Assay &z.0 - ®0.0% of Tazobactam
(on the anhydrous basis)
e | Residue on ignition Not more than oc.e%
@ | Heavy metals Not more than lvo ppm (0.00%)
& | Organic impurities
- Tazobactam related compound A Not more than e.0%
- Any other individual impurity Not more than o.6%
- Total impurities (L5721 Tazobactam ~ | Not more than o.:%
related compound A)
o | Bacterial endotoxins Not more than o.ey Endotoxin Unit/mg of
Tazobactam
o | Specific rotation +eo0° to +ebe’
@ | Microbial enumeration tests and tests | Meet the requirement

for specified. miCroorganisms. . -« - oo v o
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U Test items Specifications
« | pH 0.5 - b.g
@o | Water
- For the anhydrous form Not more than o.o%
- For the hemihydrate form .o - m.c8%
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&x.o nideiausliliendiuwuu (Orginal drugs) Fesfienasnanisfine Bioequivalence
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