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Piperacillin & g + Tazobactam &oo mg powder for solution for injection/infusion, e vial
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@. YY1 Piperacillin & g + Tazobactam &oo mg powder for solution for injection/infusion, @ vial
TMT-ID (GPU): oxeosia
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.o Finish product specification: Piperacillin and Tazobactam for Injection (USP o)

Test items

Specifications

®. ldentification

Meet the requirement

. Assay

tazobactam

«®o.0%-e®0.0% of the labeled amount of piperacillin and

a. Performance tests
- Uniformity of dosage unit

Meet the requirement

&. Impurities
Organic impurities

procedure @

procedure o

procedure e

procedure &

- Tazobactam related NMT @.0% NMT o.e% NMT @.0% NMT &.0%
compound A
- Piperacillin impurity & NMT @.0% - 5 =
- Piperacillin penilloic acid NMT @.0% NMT o.&% NMT @.0% =
/ l FusadneanzgsunsimuanuanvasIawE
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Piperacillin & g + Tazobactam &oo mg powder for solution for injection/infusion, @ vial TMT-ID (GPU): seterosia

Lo Sy



- Piperacillin penicilloic acid NMT &.0% = - -
- Acetylated penicilloic acid | NMT @.0% NMT o.¢% NMT o.m% NMT o0.5%
of piperacillin
Test items Specifications
- Piperacillin impurity & NMT @.0% . = -
- Piperacillin impurity o NMT @.0% - . -
- Any individual unspecified NMT @.0% NMT c.a% NMT o.@% NMT o.@%
impurity
- Total impurities NMT &.0% NMT &.0% -
- Amoxicillin related - NMT o.0% - NMT o.lo%
compound A
- Piperacillin related - NMT o.g% NMT o.4&9% NMT o.8%
compound E
- Formyl penicillamine - NMT o.% NMT o.0%
- Ampicillin - NMT o.lb% NMT o.m% NMT o.0%
-Piperazinedionecarbonyl - NMT o.0% NMT o.&% NMT o.0%
D-phennylglycine
- Piperacillin penilloic acid, - NMT o.0&% NMT ¢.0% NMT b.0%
isomer @
- Piperacillin penilloic acid, = NMT &.&%
isomer lo
- Piperacillin dimer ethyl - NMT o.0% - -
ester
- Piperacillin dimer = NMT o.6% . -
thiazolamine derivative
- Piperacillin penicillamide - NMT o.e% NMT o.0% —
- Piperacillin dimer 5 NMT o.e% NMT o.&% NMT o.m%
- Piperacillinylampicillin - NMT o.n% NMT @.0% .
- Piperazinedionecarbonyl - - NMT o.0% -
D-phenylglycylglycine
- Piperacillinpenillenic acid - - NMT o.0% -
- Ampicillin hydantoin analog - - NMT o.m% =
- Piperacillin oxylylamine - - NMT o.b% -
- Ampicillin hydantoin analosg, - - — NMT o.b%
isomer @
- Ampicillin hydantoin analosg, - - - NMT o.e&%
isomer J
//
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Piperacillin & g + Tazobactam &oo mg powder for solution for injection/infusion, @ vial TMT-ID (GPU): betelosie
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- Piperacillin sulfoxide - - - NMT o.e&%
- Piperacillin penilloic analog, - - - NMT o.&%
isomer @

Test items Specifications
- Piperacillin penilloic analog, - - - NMT o.&%
isomer o

&. Specific tests

- Bacterial endotoxins
- Sterility test

- Particulate matter in
injections

- pH

- Water determination

- Other requirement

NMT o.o= USP endotoxin unit in a portion
Meet the requirement
Meet the requirement

&.0-¢).0
NMT .¢%

Meet the requirement in injection and implanted drug product

m.la Drug substance specification: Piperacillin monohydrate (USP olaen)

Test items Specifications
. ldentification Meet the requirement
. Assay aDo-®,0;n0 Mcg/mg on the anhydrous basis
m. Heavy metal NMT o ppm
& Impurities
- Ampicillin, Piperacillin penicilloic
acid, Piperacillin related compound,
Acetylated penicilloic acid of
piperacillin NMT o.lb%
- Piperacillin related compound E NMT o.lo%
- Ampicillin NMT o.€%
- Acetylated penicilloic acid of NMT @.0%
piperacillin
- Piperacillin penicilloic acid NMT o.0%
- Piperacillinylampicillin NMT en.<%
- Piperacillinylampicillin
- Total impurities
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&. Specific test

- Water determination
- Optical rotation

- Bacterial endotoxins

©.0%-a.0%
+e&&° - +ee/&°
NMT o.os EU/mg

- Sterility test

Meet the requirement

a.en Drug substance specification: Pipera

cillin sodium (USP o)

Test items

Specifications

®. ldentification

Meet the requirement

. Assay

&om-e,006) Mcg/mg on the anhydrous basis -

o. Impurities
- Piperacillin penicilloic acid and
Acetylated penicilloic acid of piperacillin

- Acetylated penicilloic acid of NMT @.0%
Piperacillin

- Piperacillin penicilloic acid NMT an.&%
&. Specific tests

- pH &&-a.&

- Water determination NMT @.0%

- Bacterial endotoxins

Meet the requirement

- Sterility test

Meet the requirement

o. Drug substance specification: Tazob

actam (USP wolae)

Test items

Specifications

®. ldentification

Meet the requirement

. Assay

&w.0%-e0b.0% on the anhydrous basis

. Impurity
- Residue on ignition
- Organic impurities
- Tazobactam related compound A
- Any other individual impurity
- Total impurities (13593 Tazobactam
related compound A)

NMT o.@%

NMT @.0%
NMT o.@%
NMT o.;m%

&. Specific test

- Bacterial endotoxins

- Optical rotation

- Microbial enumeration tests and tests

Meet the requirement
+@90° - +abn®

for specified microorganisms
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- The total aerobic microbial count NMT @,000 cfu/g
- The total combined molds and yeast | NMT @oo cfu/g
count
- pH 0.c" 9.’
- Water determination
- for the anhydrous form NMT o.0%
- for the hemihydrate form ©.9%-mn.c%
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Quotation
4 o, lueruesian
594 [AUesIA NI
GFou g8 mauns Tsaneraunand
) y a o P3 o g sen sl o e v A A o Ly S
dmid lunnvoauSEn ySa vhiu wde S0 DamduRiauesinnsiusiiofinsadesiomsas Uil
fau YN FIUIU vail TAFanIgY TIUIUIIU
(L)
L LINTAZ 4.5 for injection GPU:375774 TPU:697671 16,000 56.18 $98,880.00
{Piperacillin 4.0gm + Tazobactam 0.5 gm} 1 Vial/Box
HIDLHE FINNFUA 840,074.77
mByaniy 7% 58,805.23
. L 3
=smlauaudmihwdaiunefaouleduumdu= s 898.880.00
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