
du
l1 ua v t0 uo a ila fl ufuy tQ?'t1 sI

:1Un15vl < OxaLipLatin a mglmL , loo mt injection

,. dor. OxaLipl.atin a mg/ml , loo mI injection

u. narautifirfehj

Io. or :l urr u t{i u a v a r u"lal : r rto r n rdo tri fi f; rir r.lYl d n udr y r r ya o n Ld o n rir
!

b.[o druil:vflou o trq l:vnou6'ru6'rur Oxatiptatin ooo mg luar:avaru bo m[

lp. en fr 1 1J 1.J v u i : a t fi llun r t u u u : : a iJ o a fr vr fi o a:ra n fr ri'o r
lqq$

b.d anln
4',-:i^- :vrt'our eiruil:vnourr"ru'x{rrieyutavn?r]JrL:.i {uzufrsr {ufruorq tarfizua^m ltauLat

y v rrj uu sirYu u tlio d 1 {t-n rsuuulJ :T1 ri6ue4

- fla1n!!nltuuur:qo u rrrio uplot:vuflo urv:^oa'rurJ:v noun-x u1e{lrYry ua vFr?'r}J tL:.i
19

- X .j ^ \v
lUAUolU ttavtatilzuan [?ou1{t otau

v^
6n. nfUdlJUFlUl{tMnUFl

zuanr:m::oitn:rvvi'nrunrvrrflutrJmrl finish product specification LLau drug substance
. 4v u d - Aqv d

specification vro'rr6rorrrtnfi"uol.rilafiroeJ:niu frrlpl'norvrvrf,uusio6l'rfn{1!Frcuun::ttn1ro1v1:
ilXuou*nvv^va,vAd,4o

uauu'rn:vyE?.rff1or:ruqfl vr-rfirna-tm"rYufllc]drtOr6'arrfluoriufirvr'ar.lrvirraSolvrjn'jurrt:oruLnNrJ
o vo ! d' 

"q'rfr'Losfrirvfirrturl:vnlnnru?1i?{dro1:6uqfl 16or:surir:1Elr fl.fl. bdbo aq'i'ura' u #urrnr

Lsrdbo (a nJ :v n r n"tu:lt n ea 1! tu nrgriufi ob 
Q 

rin r $Tud r, auu)

a{10. 1j .il:ysrun::rLnr:
(urrfiuur va':ana) uruuv,rvdrirurrunr:fr rrtu

..ft::!nl: 6.110.................

(urtarr 6umur 6r :vur.:q:) un#tn:r!rur rynr:fi rntu

a 0iir.... ........}3rr.... ltill.r . ^ ... ...........n ::ri n1 :
(utarmiur urfltrr) rn#rn:rJfr u'fr nr:

(ur erqivr r{ryurar) mdtn:drurrynr:

, i,,i
,el

i!l

il

-1L(crv1 4 
^l 

In{l 04.(")""" ..fl:trnl:

u..fi . . ......./.1?rd-rl ....C*mry, ..n::!n'r5

:l
ti

rifr

iiad'(ul.:41?nil:au nila?ilu) ma?,n:t]u1fun1:

i

I

lll

ll



UA
nilailu9rvl1{t[?lnun USP do NF srb

c(o.o 7o to ooo.o o/o L.A. of oxal'ipLatino. rlilrrufr":urc{rd'ry

tcr. ldentification a:10r,1'lu

en. lmpurities

o Oxa[ic acid

o (SP-d-ter)-Diaqua [(oR,lerR]ryctohexane-

o,ler-diamine-N,NJ platinum

o Diaquodiaminocyclohexaneptatinum

dimer

. Any individual unspec.fied impurity

o Totat impurities

NA/T o.d 7o

NIMT o.b %
NA/T o.bd %

NA/T o.tE o/o

NMT b.<a o/o

d. pH d.o to e'l.o

d. Particutate matte,'

. Olnlntil'lFl > oo pm llJLnU

b,ooo,/container

. ouf,i'lFt'llu'1fl > Led pm tillfru boo/container

al'tar.,t1u

91514'.J',.]U

b. BacteriaI endotoxins test Nlr4T o.o USP Endotoxin unit/mg of oxatiptatin

erl. Steritity test nt?a,.l1u

m.o Finish product Ctuirn:rsri
I

iln11^ln0{

a{fl0..

(urr#sur vo,rafla

flu6'roeir.r)

...(.................rJ:sorun::r nr:

r) ur u unmdqirurarnr:fr rfi u
a{1,0

l'i,i

.x[

,{il

s{11€1...
'f rJn (1 a!r *'::.f

. fl::}.tfl't:
(ur{amiufl ur 6r:vur.:n:) m#tn:rirurrynr:fi rsu

a.rd0.......... ..1trt4,....}\St.q ..... ... . . ... ..n::iln1:
(utamr3 ur :rfi ur) rn*'tn:tln^ffi nr:

(uru4ivr riry*al) m#tn:rirurrynr:

ult" -to.l?d-d \Yfil?tt n:run.ri

.n:::.Jfl't:

;jj

ffi

ri

(urrar:fim:fi fi nlaivrd) m#tn:rirurrunr:

ri
:l

.:: i

i]

1l

I



m.b Raw m ateria I prod uct (rraq.:lului unsr yr{isr

caI rotation

.:I
,:I

:

I

,lr

;tl

1l
ll

(
a{10

T lfrru'l -(
AA

(urlam6urtur fiu:vurrq:) rnfrtn:rirurrynr:fi rnu

arii0..........S$t....Irfrm...... . ....,......n:mrn'r:

(urramriar rLrfltr:) una'tn:rJfr ri6nr:

arfi o.......................K........................rJ:vorun:::Jn1i

(urlriuur roraqa) ura umvdrirurcgnr:fi unrv

....n::L.,fl'r: 4td0..................... .............fl::ilfl1:

(ureraiv tiryuar) in#tn:rirurrynr:

uudr. .....d_N.{_ 4y!tuin{ ....n5:iln15

UAA
n6u6lllu9lyn{l[unun USP do NF mb

r. rJi:rrru6':urrir frrg c(d.o% - oolcr.oolo on dried basis

ls. ldentiflcation FtT?atJ11l

en. lmpurities

6n.o Limit of siiver

sn.to Content of platinum

or.en Organic impurities

o Oxalic acid
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