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Joen Piperacilin € g and Tazobactam &oo Mg for injection
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Finished product specification
@. ldentification
o, Assay
- Piperacillin

- Tazobactam

. Piperacilin and tazobactam for injection UsP

Complied with finished product specilication

o, Uniformity of dosage units*  Complied with finished product specification

&, Organic impurities

o0 —mao.0% of the labeled amount of piperacillin

do.o —aeo.0l of the labeled amount of tazobactam

¥ Er— .')' : —Il. . J
AD e L'LY“%ZC— ......... 9N
(e 3¥nd msesIn)

(Lneyayss FuITsug)

Mame | Procedure @ | Procedure s | Frocedure @ Procedure & l
Tazobactam related cormpound A <@o% < o.m % <a0% < @0 %
Armoxicillin related compound A - <ol % <ob% |
Piperacillin related compound E - Zoa b <od&% <om%
| Formyl penicillamine < ol % <ol Y% - E
Armpicillin Zolb % < om % <ob % |
Piperazinedionecarbonyl D-phenylglycine - <ok % <o.d % co@% |
Piperazinedionecarbonyl = - -
| D-phenylglycylglycine el
| Piperacillin impurity & < @0 % .
*_Piperaciltin penilloic acid < @m0 % Lo0d&% <m0 % zod% |
_Acetyl.a‘ted penicilloic acid of piperacillin < @0 % < o.d % < om% <o % |
Piperacillinpenicillenic acid - <ol % -]
Piperacillin penicilloic acid, isomer @ < o.@& %
<c®o0% [ < .o % < lm.o %
Piperacillin penicilloic acid, isomer o < ad %
Ampicillin hydantoin analog, isomer @ 5 - < ol %
Amp-icilllin hydantoin analog, isomer . oy _5 o.md %
Piperacillin sulfoxide - - <oed %
Pineracillin oxalylamide - - < olo % -
| Piperacillin impurity & < @0 % - -
| Piperacillin impurity % <mo % = |
AITD.oreerssnni ﬁ“}? ...................... UseaTUATINNTT BT e ecsensee e srssrsnresssss oo 54NN



Finished product specification : Piperacilin and tazobactam for injection USP (#i&)

«. Organic impurities (fa)

—

|
Procedure o [ Procedure &

Mame Procedure & Procedurs o
| Piperacillin dimer ethyl ester : <ol %
Piperacillin dimer thiazolamide derivative < ol % - -]
Piperacillin penicillamide 7 < om% <ol %
Piperacillin dimer <o« % <o % < o.m %
_PiperacliLinylampicilLin - < o.m % <m0 % -
Any individual unspecified impurity <mo % < o.@ % < om % <oa |
Total impurities (not include piperacillin < &o % < o % - -
penicilloic acid) J | )

&. Bacterial endotoxins

g

Sterility
Particulate matler
- Size = @o um

- Size = lod UM

@ pH

a, Walter

al
T i I 23:3 .......................... UIEHUNTINATS

(wewwd Lsgde i)

- \J{r% %HFL;L % 7‘5 IIIII

I i oo b N354A13
)

(WA AedaTIn

Not more than o.oe % Endotoxins Unit/mg
of a mixture of piperacillin and tazobactam

Meel the reguirement

Not more than b,ooo particles/container
Mot more than oo particles/conlainer
&0 — .o

Not more than lo.& %

ATUD...ccoerererersersseemTesssessemsaess oo 394013
(eyysT MRS




Drug substance specification: Piperacillin sodium USFP

&. ldentification
ley,  Assay

m. mpurities

- Piperacillin related compound E

- Ampicillin

- Acetylated penicilloic acid of piperacillin
- Piperacillin penicilloic acid

- Piperacillimylampicillin

- Total impurities

Specific rotation

Water

Fe £l

Bacterial endotoxins

.E:r

w. Sterility

g 5
R 12 ROV 4. - SO 1525 UATIUNG
(ueyIAd LI dEIRn)

9 & of

<
BAPWD...... S Lt A7IUNTT
(St eneEIIn)

Complied with finished product specification
&oo — momo microgram/mg of piperacillin
(on the anhydrous basis)

Not more than oo %

Mot more than ols %

Not more than o.€ %

Not more than e.o %

Mot more than b.o %

Not more than e %

+ @dd " to + ewd ©

ln.o — .o

Not more than o.os Endotoxin Unit/mg
of piperacilin

Complied with finished product specification

=
B oo s RTINS
(WeysET FUIIATER)



Drug substance specification: Tazobactam USP

G

o,

Identification

Assay

Residue on ignition
Organic impurities
Tazobactam related compound A
- Any other individual impurity
- Total impurities (liis7u tazobactam
related compound A)
Specific rotation
Microbial enumeration test and tests
for specified microorganisms
pH
Water
- For the anhydrous form
- For the hemihydrate form

............................ g wereerersa VTTHATE

(Sl ma9easIo)

Complied with finished product specification
@0 — mob.o % of tazobactam

(on the anhydrous basis)

Not more than o.a %

Mot more than .o 9%
Mot more than o.a %

Mot maore than o.m %

+ @oo’ to + o’

Complied with finished product specification
N K

Mot more than oo %
oo — e %0

L TR, SN 3TN
(WnoyeyaT AudsiAss)
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