
~tlbb'IJU11C!fl1~bb~~~ru~fl'!:H1J~bu'\AI1~En Piperacillin <s: g + Tazobactgm o.~ g for injectiQt;l 

.. 
mllD Piperacillin <s: g + Tazobactam o.~ g for injection 

1"1 ru 6'f1l1J~~1}J . ., 
(9). b ~'U~~e.n'll~1PI"il1 m ~eJ~1Vl~tJQ~ b -b'1vn~V!~ e:J~ b~ e:J~~h 

~. tJ~~f1e:JtJ~1EJI'i'1E.I1 Piperacillin Vl~e:J Piperacillin Sodium 6'f1l:lJ~6nu Piperacillin <s: g bb~~ 

Tazobactam Vl~e:J Tazobactam sodium 6'f1l:lJ~6nu Tazobactam ~oo mg 

1'U (9) vial 

bll. u~~"il1 'U.fl1'1l'U~u~~"ilEJ1Q~tJ~1PI"il1n b ~eJ'IJil~bbrh bb~~u~~"ilnru61'hJeJ~n'Ubb6'f~ , , . , 
<s:. umn - ~~u~mn ~1'Utl~~ne:JtJ~1E.l1~1rl'ru m11lbb~~ 1''U-b~e:J'U-tl~ ~~~. Vl1l~mEJ 

' " ' 
b~"V~~~~. b~"VVl~bDEJ'U~1-ruEJ1 HeJ~1~<U'~b"il'UtJ'UtJ~~"ilnrua;l 

' 
-tJ'U.fl1'1J'U~tJ~~"ileJ~1~,reJ E.J\91 eJ~~~tJ~eJ E.l1 ~f) fl1~fl1 ~1'Utl ~~f) e:JtJ bb~~"IJ'U1~ 

' ' 
m11lbb~-:~"Ve:J~EJ1 b~"V~~~~ 1'UVl1l~m[IJ H<U~b"il'U 

' 

Finished prgduct specificatiQn :Pipergcillin gnd tazobactam for injection USP 

(9). Identification Test m'J"il~1'U 

~. tJ~mrul'i'1EJ1~1rl'qJ 

-Piperacillin 

-Tazobactam 

r;n. pH 

<s:. Bacterial Endotoxins 

~. Sterility 

b. Particulate matter 

Q'}}, Water 

c;;:;, Uniformity of dosage unit 

li. Impurities 

lio.0-(9)(9)0.o% L.A. 

lio.o-(9)(9)0.o% L.A. 

~.o-Q'}}.o (Solution containing the equivalent 

of <to mg of piperacillin per ml) 

1~dl'U o.oc;;:; USP endotoxin units/mg of mixture of 

piperacillin and tazobactam 
' 

m1"il~1'U 

~~1"il~1'U 

1~bn'U ~.~% 

~~1"il~1'U 

- Piperacillin related compound A 1\JMT ~.o% 

- other Individual impurity NMT (9).o% 

-Total Impurities NMT ~.o% (not include Piperacillin related compound A ) 

a~~ 
~ ................. m~1lm~ 

('U1E.l~'UE.l~ b'IJEJE.l~rl) 



Drug substance specification : 

(A) Piperacillin USP (V!~18~\I piperacillin monohydrate) 

~'j"J~~TU (9). Identification Test 

lv. 'lJ~~1flJ~1816h•1qj ~'o::lo-®omo mcg/mg of piperacillin 

(on the anhydrous basis) 

m. Heavy metals NMT \vo ppm 

cs::. Ampicillin and piperacillin related compounds A,S and C 

- Piperacillin related compound B NMT o.\v% 

- Ampicillin NMT o.\v% 

- Piperacillin related compound C NMT o.oc% 

- Piperacillin related compound A NMT ®.o% 

~. Piperacillin related compound 0 

- Piperacillin related compound 0 NMT lv.o% 

-Total Impurities NMT m.~% 

b. Water \v.o-CS::.o% 

mi. Specific rotation +®~~0 to +<9lmi~0 

~. Bacterial Endotoxins NMT o.omi USP endotoxin units/mg of 

piperacillin 

~. Sterility m1~~1'W 

(B) Piperacillin sodium USP 

(9). Identification Test 

\v. 'lJ~~1flJ~1816'1'1rlqj 

~'j"J~~1'W 

~bm-®oomi mcg/mg of piperacillin 

(on the anhydrous basis) 

m. piperacillin related compounds A and C 

- Piperacillin related compound C 

- Piperacillin related compound A 

oc. pH 

~.Water 

b. Bacterial Endotoxins 

mi. Sterility 

NMT <9l.o% 

NMT m.~% 

~.~-mi.~ 

NMT <9l.o% 

NMT o.omi USP endotoxin units/mg of 

piperacillin 
' 

m1~~1'W 

d--~ 
2":: ............. :.. fl'j'j~fl1'j 

('W18~'W8\I b'/188\lrl) 



(C) Jpzgbactam USP 

(9). Identification Test 

tv. \J~1J1fil~1tJ1~1~ty 

m. Residue on ignition 

<I:. Heavy metals 

cr. Organic impurities 

m 1 '\! ~ TU 

ri~.o-(9)o\v.o% of Tazobactam 

(on the anhydrous basis) 

NMT o.(9) o/o 

NMT tvo ppm 

- Tazobactam related compound A NMT (9).oo/o 

- Any other individual impurity · NMT o.(9)% 

-Total impurities NMT o.mo/o 

(W~111 Tazobactam related compound A) 

'o. Bacterial Endotoxins NMT o.b'll USP endotoxin units/mg of 

Tazobactam 

6'11. Specific rotation 

~. Microbial enumeration tests 

For specified microorganisms 

ci. pH 

(9)0. Water 

- For the anhydrous form 

- For the hemihydrate form 

+(9)\iJoo to +(9)\iJb'lio 

meet the requirement 

NMT o.'o% 

tv .tv-m .~o/o 

vh-ila Uniformity of dosage units b~bb'U'Ubelfl6'f1~bb6'f~'l~1tJ6'l~bBtJ~~61n1~(9)'J1'\J1bfl~1~~ 

Vl1n~1~bb~'l~1tJ61~bBtJ~~b'Ut.J~1b61"1l 111 t.J COA 

mrll'il~Vl~bUtJ'Ubb~'lfl1~bl'U (waive) fl1~\91~1'\!1bm1~~~1tJfl1~1~ 1~~'Ubb6'f~'l'Vl6lfl~1'U~'lfl~11 ... 
~1~-ruat.J~~~'dtJ 

' . 
Drug substance specification Vl"i11~tl.nil1flb'U1bfl'i1~~"UB'l~~~\91 Drug substance Vl~a1 'U 

1bfl~1~~ druo substance "UB'l~~~\91tJ1~1b~"il~tJ ~:ruu1~uU'U'Vlti'l ~'l:Wfl1~\91~1"il1bfl~1~~fi~'U :> 'U 'U 

Q..II/CIO 

'\1 fl'Vl1"1JBV1 fl1Vl'U ~ 

(9). ~ b?f'U a~1m~ a'l ~'U~1 b 'U1.fi1'V'l~1 tJ b amn~ 'V'l~a11m tJ:Wa~a-ru~a'l bel fl6'f1~ 1~ tJ~1JeJ1t.J1 "il ~1 tJ61~ bB tJ ~~'l.Q 
'U 'U 

(9) .(9) bBfl6'f1~fl1~ 1~-ruat.J tu1\91~'UVl~bU tJt.J\9\' 1-rutJ1b ~mh'Vl'l11tJ 1 t.JU'J'~ b Vlf'11 VltJ bb61~6'11bb~'l( declare)bb'Vl~'l~~\91 ' ... 
(9).(9).(9) 1u~1~ty,m~~t.JVl~bUtJt.J\9\'1-rutJ1 (VltJ.tv VltJ.m VltJ.<I:) bbGi'1bb~mru, tJ1~~~1911t.JtJ~~bVlf'11VltJ 

(Vl1l1tJ5'l VltJ .tv),tJ1U1b oV1b ~m tlt.Jm~bbD'l'U~~"il(Vl1l1tJ5'l VltJ .m), tJ1U1b -il1"il1fl~1'ltJ~~b Vlf'l (Vl1l1tJ5'l VltJ .<I:) 
' 

.......................... m~lJm~ 
a~~ 
~ ............... -.. m'J'lJfl1~ 

('U1tJ~'UtJ'l 1-utJtJ'l~) 



v ' 

(9).(9).tv 1url'1"1la;u'WVl~b'Ut.J'Wt.J1 'Vlt.J.(9) Vl~a tJ.(9) "1Ja\lt.JTvh?!'Wm1m 'l"'~m.J';i1tJ~~bBt.J~Vi'loU'am';i 

fll'U~~~rutn'\fo.I"1Ja\H:.J~\?1JlnJsv1m~~~'WVl~ b D tJ'W (finished product specification) mrua ~';i~Vl'h~ fl1';i b '\.J~ t.J'Wbb '\.J~\l 
bbm"1Jb~~b~~'<il~\Xa-:Jbb'U'Ubafl?l1';i'Vl~m:hb'W1m'l"'~1t.Jf11';j"1Je:Jbbm"1l (t.J.ct) m'l"'~a~ finished product specification 

bb~~/V!~a Drug substance specification 1~t.J"1lmbm"1lna'U1'W'\.J';i~fl11"1tb~m~';i1fl1~h~n'Vl';ia\lm1 bb~~1,Jb11'U tv tJ 
ru1'W'\.J';i~fl11"!'\.J';i~fll~';i1fl1Bb~fl'Vl';ia\ln~ 

@).tv bafl?l1';i-r'IJ';ia\l~1\?l';i~1'Ufl1';ie.J~I?ltJ1 .... 
(9).tv.(9) mru~~~l?lt.J11 'U'\.J';i~b 'Vll"lb 'Vlt.J ~e.J~~'<il~l'i'a\l~~1b 'U1i11'1"1~1tJV!'I!\l~a-ru';ia\lm~';i~1'Ufl1';ie.J~\?l 

t.J11?11~Vl~flbflrusv115m';ie.J~~~m 'Ufl1';ie.J~I?lt.J1 PI CIS (pharmaceutical Inspection Co-operation Scheme) 1~t.J 
' I , , , , , .::$ .::::.1 Q.l c:.. Q.l ( C:...ci d d 

Vl'Ult.J\l1'U PIC/S participating authont1es V!';ia~bafl?l1';i';i'\J';ia\lm~';i~1'Ufl1';ie.J~~tJ1m~Vl~flbflru6f'lbb~~~ofl1';i'Vl~ 

1 'U fl1';je.J~~ m"1la\l~1ir m1'Wfl ru~ m';i~fl1';ie:l1V!1';i bb~~t.J1 m~'\fl"jl\l?l1 o1';in.t?l"1l ~\l tl1Vl'U ~~'U 1~ t.J~fll1~ ?Ia ~ fl~a\l bb~ ~ 
' 

~~bYltJ~tl'UVI~mmusv1bb~~15fl1';i~~1'Wfl1';ie.J~~tJ1 PIC/S 1'WVI~l~tJ1~b?I'Ua"1J1tJ uD'U~1~~1'11~';ia'\Jfl1';i~';il'<il?la'U 
1~tJ~e.J~fl1';i-r'\J';ia\lfi'l1'U'\.J';i~fl11"1'\.J';i~fll~';i1fl1~b~flVl';iatJfl~ 

(9) .tv .tv mrub \J'Ut.JTU1 b oU1'<il1 n ~1\l'\.J';i~b '\Ill"! er e.J~ ~ l'i'a-:J~Vlir\l~a~1 b 'W1 m'l"'~1 t.JV!'I!\l~a-r'U ';ia\l~1 ~ ';i~1'U 
~ .... 

fl1';ie.J~~tJ11'11~Vl~flbflrusv115~~1'Wfl1';ie.J~~tJ1 PIC/S (pharmaceutical Inspection Co-operation Scheme) 

1~t.JVI'\.ht.J\l1'U PI CIS participating authorities uU'U~1~~~1ma'I.Jfl1';i~';il'<il?la'U 1~t.J~e.J~fl1';i-r'\J';ia\lfi-:J1'W'\.J';i~fl11"1 

'\.J';i~fllm1fl1~b~fl'Vl1ailn~ Vl~aa1t.J~?J~a~~'~"~ bb~lbb~mru 
' 
"" (9).(;T) bafl?l11flrum'l"'"1la\ltJ1Vlb?I'Ue.J';i1fl1 

' 
(9).(;T). (9) e.J~ fl11~';il'<il1 bm1~~flrutn'l"'e.J~~.tlrusv1t.J1~1 b ~'<il';i'\.J"1Ja\lere.J~ ~ (Certification of analysis ' ~ ~ 

of finish product) 1 'Ut.J1i'W~?i\lbD'WI'lla~1\l 
@).(;T).tv e.J~fl1';i\?11l'<ilibfl11~~~rufl1'1"11~?J~~'U"1Ja\ll'ilt.J1~1flt1J (Certification of analysis of drug 

substance) mm'Wmie.J~~m~'W~?i\lbtl'WI'lla~1\l~\l"(Ja\lere.J~~t.J1bb~~ere.J~~1~?Jt~~'U 
q '\J 'V II 

tv . l'ila~1\ltJ1 

tv.@) erb?I'Wm1fl11'1 a-:J?i-:JI'lla ~1\l ma ~1\ltJat.J (9) Vl'l.h t.J'\J';j';j'<i).fl rusv1 ~\l b tl'WI'll bb 'Vl'U bb?l~\l11t.J~~bBt.J~ 1~fl';i'Uli'l'W 
,;. I 'tJ I I <j I I 

m~Yin1Vl'W~ 1 'W'!XloUaflru?I~D~~~1 '\.JoU1-:JI'i''W 1 'Wl'W~'W61la\lb?I'Wa11fl11~t.Je:l1t.J"1Ja\ltJ1"1Ja\l Lot. Yl'<il~~'Wb?I'We:li'1fl1'<il~l'i'a\l 
' ' 

~a1t.J'!!'U'<il1fll'W~e.J~\?l 1,J~1flfl11 (9) tJ 1'Wl'U?Ia'U11fl1V!~a'\.Ji~fll~11fl1 
' 

(;T). l'i'a-:Je.J1'Wfl11'Vl~?la'U~1'Wfl1t.Jfl1'l"'mt.J 1 'W 11'l'l"'t.J1'\J1~ 

~. mi'\.J';i~tl'W~rum'l"'"1la\lt.J1~?i-:J~a'U 
~.(9) e:l1tJ"1Ja\ltJ1~?f\l~a'U\1i'a\l ~a1t.J 1,J~1flfl11 (9) tJ ir'U'<il1fl1'W~e.J~~ 

' ' 
~.tv t.J1'Vlfl\ll ~~?i\l~a'U ~V~I'i'a-:J?i\l~1 b 'W1m'l"'~1 tJ 1 'U-r'Uia\l e.J~ m1~1l'<il1 bm1~~tJ1~'W~?i\l~a'U"1Ja\ler e.J ~\?] 

' ' ~ 
bb~~ 1 'Uibfl';i1~~-rl?ltl~'U"(Ja\l~e.J~~-r~tl~'Um -i!e.J~~ m~'W~?i\l~a'U 

, \1 q q 

~. (;T) 1 'W mru~V!th tJ 11'1Jfl11'Vll fl1';j?i~l'il a ~1\l tJ1~?i\l~a'U b ~a?! \l~ 1l'<il1 bfl11~~flrum'l"' VI 'Ill tJ11'1J fl111il ~vl1 
' ' 

V!ir\l~a ~a\l"1Jal'il a ~1\l t.J1 1~ tJ er "()1 t.J '<il ~ 111 a-:J?i\l t.J1 b ~~B n~1~"il1'Wl'W~V!i..h tJ 11'1Jn11?i\l ~ ';il~Vi bfl ';i1~~ bb~ ~ b tl'W 
~ . 

~-r'U~~'1Ja'Urh 1-il'~1 tJ 1 'W fl1';j~';il'<il1 bflj1~~flrum'l"' 1 'W mru~'l"''U11 tJ1b,jb D'W 1 U\?11~flru~ fl(;nJ~bu'l"'1~ Vl'\.h tJ11'1Jfl1';j 
~ ' ' 
"1Ja?l\ll'W~'Vl<! ,J-ruw'<il1';in.t1fl1';ib?I'Wa11fl1t.J1~\ln~1l"1Ja\l~"(J1tJ bb~~~Vl~e:J~e.J~~ 1 'Wfl~\l~€11 tJ 

~ ~ . 

~~. fl';j';j~fl11 
('W1tJ~'WtJ\l b'lJt.JtJ\l~) 



cs:.cs: ~ti1CJ~::;\?l €1\l~'l.J btl~ CJ'UCJ1 b~e:J t.J11ni1~1!(91€J1 ~ ~;e:J b~mii(91 m~ b~€l1!?Lfl1'\f'j rie:J'W fl1~'U(91 
CS:.<t ~tl1t.J~::;\?l€J\IG'i\11!€l'l.J 1m ~\j'jl'jtJ1'U16lfl1CJ 1 'U ®<t l'U '!!u~\1 bb~b~~'U 1 'l.J~\1~€1 
cs:. b ~tJ1CJfl'WCJ€l1! 1 ~~~€lt.Jm~m1run '1rieJ'Wil'ruru1~::;~'U6'1(911 'Umru~eJ1 tJi! 

\1 \.1 IV 0 ~ 4/ IV Cj 

cs:. o.® b D'U~1t.Jm~~nm~~~1~ru11?i'(9lt.J1€l€lfl~1nU't~J~tle:J\11 ~\l'jl'jtJ1'l.J16'1 
cs:. b.tv e.J6'lfl1~~m:n hJ~ b(91CJ V'UtJ'Ue.J6'1 fl1~ 1.U~1 fl bb WVl ~ m oUCJ1 bb6'1 ::;ij~~ mi1'UV'UtJ'U'Vl1\l fl1~bb '\f'j'\fl ~ 

" "" 
~~€li1~1CJ\11'U ADR €1~1\I~'Ubb~\1 • 

cs:. o.bTl 'jl'j'IJUtlJ~1~n'l!fru::;~\J bb uu CJ1~~€lmtJ'U::;'lj~~~ b D'U6'11b ~~ 1 ~bii(9lfl111lflm(91 bfl~eJ'U'Vl1\ICJ1~ 
G'i.:Je.J6'lm::;'Vl'U~€lfl1~~mn~th tJ b(9lt.Ji1~1 t.J\11'Utl ru~1~1n~ b~ t.J1-1JeJ.:Jnum~ 1.Um 

~ v \1 

cs:.mJ l?i'e:J.:Ji1fl1~6'1tJ'U6'1'U'U sensitivity disc tl€l\ll?i'1CJ1b(9lt.J 1~A(911!6'1rh 1 ~nu 1 ~\l'\f'jtJ1'\J16'1~6'1€J(91€J1tJiln'ru1 
q \1 q <>~IV 

,; 
<t. b€lfl6'11~€l'U i 

<t.® 1'Wmru~'U'Vl::;djt.J'Ut.J11!1'U1'Wfl11 tv tJ ~::;\?leNi16'11b'U1fl1'jl'j~1CJe.J6'1fl1~Pin'l!f1Long term stability 

~11J~~'Ub ~1Jb~1!1 'U'Vl::;b'iJ CJ'Ut.J11!1bb6'1(91\l 

<t.tv 1 'Wmru~'U'Vl::; b 'iJt.J'Ut!11l1~€lt.Jn11 tv tJ ~::;\?leJ\Ii16'11 b 'U1fl1'jl'j~1t.Je.J6'1 m~Pi n'l!f1 m11lA\II?i'1t~mm~11l~~'U 
b ~1!b~1! 1 'U'Vl~b 1J CJ'U1!1 bb6'1(91\l bb6'1::; hWum~6'1\I'U11l~'U~€l\l b€lfl6'11~~1ne:fi1e31'U1~tl€l\I'U~~'Vl 

" 
b. m~tJ~::;b~'U~1tl~::;~'VlB.fl1'\f'j~€J~1fl1 (Price Performance) ~1t.J6'J::;bBCJ(91~11!b€lfl6'11~tl~::;m(91~1fl1Bb~fl'Vl~€lilfl~ 

~~. m~1!fl1~ 
('U1t.Jv'Um ht.Jt.J\1~) 


