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Finished product specification : Piperacilin and tazobactam for injection USP

®.
©.

Identification Complied with finished product specification

Assay

- Piperacillin «®o.0 ~@®0.0% of the labeled amount of piperacillin
- Tazobactam «o.0 ~@®0.0% of the labeled amount of tazobactam

Uniformity of dosage units*  Complied with finished product specification
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Finished product specification : Piperacilin and tazobactam for injection USP (#8)

& Organic impurities

Name Procedure @ | Procedure b | Procedure en | Procedure &
Tazobactam related compound A <®@o% <om% <@o0o% <©0%
Amoxicillin related compound A - <ol % - <ol %
Piperacillin related compound E - <ok % <o&% <o0.c%
Formyl penicillamine - <ol % <ol % -
Ampicillin - <ol % <o.m% <ol %
Piperazinedionecarbonyl D-phenylglycine - <ol % <o0.&% <o0.e %
Piperazinedionecarbonyl - - -
. <ol %

D-phenylglycylglycine
Piperacillin impurity & <®@o0o% = - -
Piperacillin penilloic acid <@0% <od&% <@0% <od&%
Acetylated penicilloic acid of piperacillin <@o0% <od&% < o.m% <ob %
Piperacillinpenicillenic acid - <ol % o
Piperacillin penicilloic acid, isomer @ < o.0& %

. — . <&o% <mo % <b.o %
Piperacillin penicilloic acid, isomer & <e.&%
Ampicillin hydantoin analog, isomer @ - - <ol %

<omn%
Ampicillin hydantoin analog, isomer & - - < o.0& %
Piperacillin sulfoxide . = = < o.0& %
Piperacillin oxalylamide - - <ol % -
Piperacillin impurity & <0 % - - -
Piperacillin impurity » <®0 % - - -
Piperacillin dimer ethyl ester - <ol % - -
Piperacillin dimer thiazolamide derivative = <ol % - -
ol
. (- 5 é&/f\'
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<. Organic impurities (§19)

Name Procedure @ | Procedure | Procedure en | Procedure &
Piperacillin penicillamide - < o.m % <ol % -
Piperacillin dimer - <o&% <o&% <om%
Piperacillinylampicillin - < o.m % < ®.0 % -
Any individual unspecified impurity <®0 % <oe % <oe% <o0.0%
Total impurities (not include piperacillin <&o% <do% - -
penicilloic acid)

&. Bacterial endotoxins Not more than o.o&@ % Endotoxins Unit/mg

of a mixture of piperacillin and tazobactam

o. Sterility Meet the requirement

. Particulate matter

- Size > @0 um Not more than ,000 particles/container
Not more than oo particles/container
c.o-d.o

Not more than ©.& %

- Size > b& um
. pH
«®. Water

Drug substance specification: Piperacillin sodium USP

@. ldentification Complied with finished product specification

. Assay «oo — @omo microgram/me of piperacillin

(on the anhydrous basis)

o. Impurities

- Piperacillin related compound E Not more than o.lb %
- Ampicillin Not more than o.lv %
- Acetylated penicilloic acid of piperacillin = Not more than o.&€ %
- Piperacillin penicilloic acid Not more than e@.0 %
- Piperacillinylampicillin Not more than .o %

- Total impurities Not more than em.< %
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Drug substance specification: Piperacillin sodium USP Gh))

@ Specific rotation + @&& ° to + ewd °
&. Water .0 — &0
. Bacterial endotoxins Not more than o.oe Endotoxin Unit/mg

of piperacilin
. Sterility Complied with finished product specification

Drug substance specification: Tazobactam USP
@. Identification Complied with finished product specification
. Assay ®&.0 — ®@ob.o % of tazobactam
(on the anhydrous basis)
o. Residue on ignition Not more than o.e %

. Organic impurities

- Tazobactam related compound A Not more than @.0 %
- Any other individual impurity Not more than o.@ %
- Total impurities (lais tazobactam Not more than o.en %
related compound A)
&. Specific rotation + @00’ to + @b’
». Microbial enumeration test and tests Complied with finished product specification

for specified microorganisms

. pH 0.6 - b

w. Water
- For the anhydrous form Not more than o.o %
- For the hemihydrate form .o - mnc %
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