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Finished product specification (Oxaliplatin @oo mg injection) :USP ~o 

<9>. Identification Test : \91".i11i1~1'1..1 

® . \J~1J1ru~1t.116'11ri't1:J : ~o -<9l<9lo % LA of oxaliplatin 

Q1 . pH : ~.o-{;'l/.o 

(9:'. . Bacterial endotoxin 

ct. Total impurities 

b. Specified impurities 

: NMT <9>.o USP endotoxin unit/mg of oxaliplatin 

: Not more than ®.(9:'.ct % 

- Oxalic acid : 1lJLn'l..I o.bo% 

- Diaquo DACHplatinum dimer : 1lJLn'l..I o.cto% 

- (SP-(9:'.-l!l)-Diaqua[(@R,®R)-cyclohexane-@,®-diamine-N,N']platinum : 1lJLii'l..I a.bet% 

- Any individual unspecified impurities : 11JLn'l..I .o.®o % 

(;'!/. Particulate matter : \91".i11i1~1'1..1 

~- Sterility Test 

Drug substance specification : (Oxaliplatin) :USP ~o 

<9>. Identification Test : \91".i11i1~1'1..1 

®. \J~mru~1t.116'11ri't1:J : ~~.o-@o®.o%LA of oxaliplatin 

Q1. Impurities 

Q1.<9l Inorganic impurities 

Silver 

Heavy metals 

Platinum 

Q1.®0rganic Impurities 

(procedure <9>) 

Oxalic acid 

(procedure ®) 

calculated on the dried basis 

: NMT ct ppm 

: NMT®o ppm 

: (9:'.~.<9>%-cto.<9>% of oxaliplatin,on dried basis 

: 11JLn'l..I o.<9lo% 

Oxaliplatin related compound C : NMT o.<9>% 

(SP-~-®)-Diaqua[(@R,®Rh:yclohexane-<9>,®-diamine-N,N']platinum : NMT o.<9>% 

Diaquo DACHplatinum dimer : NMT O.@% 

Any individual unspecified impurities : NMT o.@0% 

/- Total impurities : NMT o.Q1o% 
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Drug substance specification : (Oxaliplatin) (~a) 

"1.® Organic Impurities (~a) 

(procedure "1) 

Related compound D 

Bacterial endotoxin 

Loss on drying 

Specific rotation 

Acidity 

: NMT o.®% 

: NMT ®.o USP endotoxin unit/mg of oxaliplatin 

: NMTo.cf% 

: Between +gijcs'..cf0 and +gi1~_0° 

: Vl11"il~1'U 

~- Microbial Enumeration tests and Tests for specified Microorganisms 

Total aerobic microbial count : NMT ®o cfu/g 

Total combined molds and yeast count : NMT cf cfu/g 
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mm11V1~mnru'115m1t-.1~vi~m'Um1t:.J~VICJ1 PIC/S (pharmaceutical Inspection Co-operation Scheme) 1~CJ 
V1i.11CJ-:11'U PIC/S participating authorities 'V!~ai1Lan6'111-ru1a-:i111vi1~1'Um1t-.1~viCJ1vi111V1~mnrusnbb"1~15m1~&i 
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G'i\I~"' mt'Vl'U~e:Jm'i-rni.;1~th EJ 1~Eiii'i1EJ\11'Utlri 1V11"il1n~ b~m-LJ'e:J\ln'Um'i 1-UEJ1 
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d 
<f. b€Jf16'11'i€J'U 1 

<f.® ~'1f11'iPini.;1 Long term stability \91'1e:J~°1l1\1€J1~"1Je:J\IEJ1~~'U'VltbDEJ'Ub1n'Uii11tl'rn1'Uflrutm'i1lf11'i 
€J1V11'ibb'1tt.n mt'Vl'i1\16'11u1'iru'1"1J • 

b. m'i't.J'itbil'Ul°i1't.J'it~'Vl6m~~m1fl1 (Price Performa nee) 'i1EJ'1tba EJ~\9111J rnn'11'i't.J'itmm1mB b~ f1'Vl'ie:JU n~ 

'1\1~€1 : ....... ~'Y\.~ ... f1'i'i1Jf11';j 
d J.n/n,,M 

'1\l"lle:J ..... ~':.'.L ......... f1';j';j1Jf11';j 

('U1\16'111.fi'Vl'i1J'U n\111Vf1m1~mi;:i) ('U1EJ't.J~.fl1ru -r"llu'i) 


