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Finished product specification :Piperacillin and tazobactam for injection USP&o
@. Identification Test AU
. Usunumiendfny

-Piperacillin ®o.0-0®0.0% L.A,
-Tazobactam | &o.0-0m0.0% LA
. pH &.o-¢.0 (Solution containing the equivalent

of &o mg of piperacillin per ml)
«. Bacterial Endotoxins 1iifiu o.0@ USP endotoxin units/me of mixture of
piperacillin and tazobactam

&. Sterility NI
o. Particulate matter AT
o. Water Determination laifiu 1o.¢%
. Uniformity of dosage unit AIITNU
«. Organic Impurities ATIIUMN USPeo
rug s an ification :
(A) Piperacillin USP (w1888 piperacillin monohydrate)
. Identification Test RN
o. UsunaumendAmy - &bo-@,0mo mcg/me of piperacillin
(on the anhydrous basis)
m. Heavy metals NMT o ppm
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Drug substance specification :

Piperacillin USP (1u188a piperacillin monohydrate)

& Impurities [

- Piperacillin related compound E
- Ampicillin
- Acetylated penicilloic acid of piperacillin
- Piperacillin penicilloic acid
- Piperacillinylampicillin
- Total Impurities
& Water
o. Optical rotation

o. Bacterial Endotoxins

@. Sterility

(B) Piperacillin sodium USP

. ldentification Test
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. Usuneusiundndgy

o. Impurities
- Acetylated penicilloic acid of piperacillin
- Piperacillin penicilloic acid
&. pH
&. Water
©. Bacterial Endotoxins

. Sterility

(C) Tazobactam USP&
®. |ldentification Test
o. YSunauiendrAny

o. Residue on ignition

NMT o.o%
NMT o l8%
NMT o.&%
NMT @.0%
NMT ©.0%
NMT en.c%

b.o-&.0%

+@d&d&® to +ené®

NMT o.oe USP endotoxin
units/mg of piperacillin
NI

NI
som-eoos mcg/me of piperacillin

(on the anhydrous basis)

NMT @.0%

NMT en.¢%

&.d-n&

NMT @.0%

NMT o.om USP endotoxin
units/mg of piperacillin
ATIINTY

ATIINY

«z.0-eol.c% of Tazobactam
(on the anhydrous basis)
NMT o.@ %

&. Heavy metals NMT oo ppm
&. Organic impurities *
- Tazobactam related compound A NMT &.0%
- Any other individual impurity NMT o.e%
-Total impurities (liisu Tazobactam NMT o.n%
related compound A ) 5 il '
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H
o. Bacterial Endotoxins NMT o.osy USP endotoxin units/mg of

Tazobactam

. Specific rotation +aoa® 1o +eon®
@. Microbial enumeration tests meet the requirement

For specified microorganisms
. pH &.@- 0.
ao. Water

- For the anhydrous form NMT o.9%

- For the hemihydrate form b.lo-n.8%
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lenuasanu PIC/S participating authorities aUuaaanusaun1InsIvaeulaeiinanisiusesiviudsene
Usznnsiadidnnsetind vieaynanndn udiumnsdl
6.0 LBNAITAUNINYDILTLAUDIIAT
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