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AMANTLANIZYDIE
Piperacillin & g and Tazobactam &oo mg for injection
lsswenuranssunsASogsen

faen Piperacillin & ¢ and Tazobactam &oco mg for injection

AnanTRvilY

o. Wunsunanniedmiudndmaondons

. Usgnausiesien Piperacillin %38 Piperacillin sodium ﬁ?iﬁﬂuuuaﬁ'u Piperadillin & n3u &g
Tazobactam %30 Tazobactam sodium %38 Tazobactamacid ?;damgaﬁu Tazobactam
¢oo fadnTu lu o vial (§n9182%1849 Piperacillin #9 tazobactam WU  #9 )
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Finished product specification :Piperacillin and tazobactam for injection USP

®. ldentification Complied with finished product specification

. Assay
- Piperacillin ®0.0 —e@@0.0% of the labeled amount of piperacillin
- Tazobactam @o.0 —e@o.0% of the labeled amount of tazobactam

. Uniformity of dosage units*  Complied with finished product specification

&. Organic impurities

Name Procedure @ | Procedure v | Procedure e ! Procedure &
Tazobactam related compound A <@.0 % <o.n% <@.0 % <@.0 %
Amoxicillin related compound A - <o.lb% - <o.lu%
Pigeracillin related compound & - <o0.8% <o0.&% <o.&%
Formyl penicillamine - <o.lo% <o.lb% -
Ampicillin - <o.lo% <o.:% <olw%
Piperazinedionecarbonyl D-phenylglycine - <olo% <o.&% <o.0%
Piperazinedionecarbonyl - - -
<o.w%

D-phenylslycylglycine
Piperacillin impurity & <®.0 % - - -
Piseracillin penilloic acid <®.0 % <o.¢% <&.0 % <0.€%
Acetylated penicilloic acid of piperacillin <@.0 % <o.&% <o.m% <0.9%
Piperacillin penicillenic acid - <olo% -
Piperacillin penicilloic acid, isomer & <o.e&%

<é&.0 % <o % <b.o %
Piperacillin penicilloic acid, isomer & <&.&%
Ampicillin hydantoin analog, isomer - - oo <olo%
Ampicillin hydantoin analog, isomer - - <o.e¢%
Piperacillin sulfoxide - - - <o.a&%
Piperacillin oxalylamide - - <o.lb% -
[5R/1 TU w ...................... UsEsIUnTINNIG ﬁﬂ%’ﬂ ............ ﬂ J ...................... NIIUNTT
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Finished product specification :Piperacillin and tazobactam for injection USP (sia)

& Oreanic impurities (#18)

Name Procedure » | Procedure v | Procedure m | Procedure &

Piperacillin impurity & <@.0 % - - | -
Piperacillin impurity o <@.0 % - - -
Piperacillin dimer ethyl ester - <o.0% - -
Piperacillin dimer thiazolamide derivative - <o.lb% - -
Piperacillin penicillamide - <o.m% <o.b% -
Piveracillin dimer - <o.&% <0.&% <o.a%
Piperacillinylampicillin - <o.m% <®.0% _
Any individual unspecified impurity <e.0 % <o.e% <o.@% <0.0%
Total impurities (not include piperacillin <&.0 % <&.0% - -
penicilloic acid)

&. Bacterial endotoxins

b, Sterility
w. Particulate matter
- Size 2 @o um

- Size = & um

Not more than o.o® % Endotoxins Unit/me

of a mixture of piperacillin and tazobactam

Meet the requirement

Not more than b,000 particles/container

Not more than poo particles/container

LLATINANG

. PpH &.o-e.o
«. Water Not more than b.& %
BB b . Usg51unsIums aq%a...................%’.’. ................... NSTUATS
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Drug substance specification: Piperacillin sodium USP
®. ldentification Complied with finished product specification
. Assay «po - @omo microgram/mg of piperacillin

(on the anhydrous basis)
. Impurities

- Piperacillin related compound E Not more than o.&%
- Ampiciltin Not more than oo %
- Acetylated penicitloic acid of piperacillin - Not more than o.€ %
- Piperacillin peniciltoic acid Not more than .0 %
- Piperacillinylampicillin Not more than v.o %
- Total impurities Not more than e %
& Spedific rotation + od&d& ° to +ead °
& Water .o -&o
. Bacterial endotoxins Not more than o.oe Endotoxin Unit/mg
of Piperacillin
@, Sterility Complied with finished product specification
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Drug substance specification: Tazobactam USP

@.
b,

Identification
Assay

Residue on ignition

Organic impurities

- Tazobactam related compound A
- Any other individual impurity

- Total impurities (lis73 tazobactam
related compound A)

Specific rotation

Microbial enumeration test and tests
for specified microorganisms

oH

Water

- For the anhydrous form

- For the hemihydrate form

Complied with finished product specification
gz.0 - @olw.o % of tazobactam

(on the anhydrous basis)

Not more than o.e%

Not more than e.0 %
Not more than o.@ %

Not more than o.en %

+apo’ 10 +abe®
Complied with finished product specification

.6 — 0.0

Not more than oo %
blo - ong %
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