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Piperacillin ........ g and Tazobactam ........ mg for injection

(aan1d w.e. 2553)

FHoen Piperacillin ........ g and Tazobactam ........ mg for injection

ansaudAnaly

1. Dunsen Unanide

2. Usznaumesiien piperacillin sodium ﬁamdaﬁu piperacillin ..... ¢ WA tazobactam sodium
ﬁaugaﬁ’u tazobactam....... mg

3. UssqlunuzUTIEAAUTIAINTe

4. aansryTenn drulszneufendifyuazanuuse Sundn iu?;ums; liindn waziaunzidou
fsuenliognedaauuuussgdue  uavaanuuIneeesfessEylieyn dauusznousen
dfuazaaus Tudueny uasiaviinde
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1. Identification
Piperacillin m’ms\i’lum’mﬁszﬂu finished product specification
Tazobactam m’s‘\]ﬁhummﬁizﬂu finished product specification
2. Ysunaudnendnfgy
Piperacillin 90.0 = 120.0 % of labeled amount of piperacillin
Tazobactam 90.0 - 115.0 % of labeled amount of tazobactam
3. pH msmﬁhummﬁszﬂu finished product specification
4. Particulate matter m?m\immm‘ﬁizﬂu finished product specification
5. Uniformity of dosage ufits maf\]mum’mﬁiaﬂu finished product specification
6. Bacterial endotoxins laiu1nnd1 0.07 endotoxin units/mg of piperacillin
7. Sterility sterile
8. Constituted solution maﬁwhummﬁizqiu finished product
specification
9. Water content mm&immmﬁlﬁzﬂu finished product specification
10.Related compounds m’sﬁwhummﬁizuiu finished product specification
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1. tenansmslisueugatunsfousifveniedmineluvssmalne uasduag (declare) uvas
Na
1.1 Tuddmstunsdous$uen me.2 1.3 e.s wdusnsd)
1.1.1 lunsdifduefindaludsemnelne (uneds ve.2)
1.1.2 lunsaiidugmindiion1sutsussy aneda ne.3)
1.1.3 lunsdifdugtdhandsdsenea anedis ve.d)

1.2 Tudwetunsdousn ve. 1 vesenilauesia wieuseasBenvidonisniuauamnin
vesmanfainuiitunsdouls (finished product specification) nsdiflegseninens
Wasuwlasudlofiufiy sxdosuuionansnisvendlunmden  finished  product
specification

2. Tunsdiflewdsiulszmelne frdndosidunamearenidesusomnnsgmnsnanemamaninasi
FBsiAlunHEneIeINsENTIE513EY (GMP) Tumainendiiauene
Tunsaliiduenindrandaszma fuandeaidiunnmsewiisdosusesnnsgiunsnan
ANENINAITIBNSTIRIUN AN wRIUsEIMARNAN vi3e Certificate of pharmaceutical
products

3. lBNANSAAAN YL T STIAUDTIAN
3.1 HANSATIVIATILIIAAATHEN A UTYB NS  (Certification of analysis) Tuegufid
Juseg
3.2 HANMINTIITATILRAUNINERYAU (Raw material) vossnendfrydildlunsndneiuiids

Jufegnsisvesinandmazindningau
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3.3 hdensnradidyinowantlululingey
- specific rotation
- piperacillin : 5899 +155° wag +175°
- related, compounds
: piperacillin me%’agamimaa specific related substances
: tazobactam LLamﬁ?Jjagamimw specific related substances
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4.1 Hlauesinn fesdinegeeegeley ... nguTIiae  Fadudunulans
wazdenldnsuiumunimunlumvenmaudAnilu g
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5. M3UsEAUAMAME MDY

5.1 onguesefidweudeslsitoonia ... oy / U udusinsal ) duanniudey

5.2 gynnaidaey adesdidiunamagluiuseman1snyIviingisuiidmeures
dranuazlulinsziingurestinan Tngauiilinanenjuiidmen

5.3 Tunsdliienemevinsduiegseidaeuilednsalinsgiannm mhesenms
whvilsdeteswefogiee lngfuieazdosdseniindnauduuiivinesvnsdmse
Ainnesiwasduifuiaveuailiinglumsnsaiinseiganm Tunsdfinui orlaiduly
AUAUSNYULLANIE YUIBTIVNI3VEIUENSLUTUNITUINTEUDIIAEIFINA1IVDS
fanouas/mierkanluadiiely

5.4 feadiossuidsusiilesilndmuneny vieilainnisidenanimeusznnslag reu
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6.1 Tlunsalunzidouenuinnndt 2 U ssdeuannanisansatone Term Stability anudi
Sudiudalunsioue

6.2 lunsaiduefigomannould avfosuaninafnsiinwaninuasimdnisazaisniud
seyluenansiiven
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