
orloql23

FM/ QC/4002/ 05

MASTER COPY

D.px n,cnr:

'* Quantum Drugs & Chemicals a,,,r1r .-r,,,r

Fli\ lsl llil) t,ti(lt)t ( T st't..a tl t(-.11 t()\
TII LT : TOLBUTA}IIDE BP/ET/IP/IJSP

Practically insoluble in waE , soluble in accrone and
ethanol (% p€r cent). It dis$lv6 in dilure sotutiotu

absorpt on spKEophoronetry to l00.0hl wirh lne sme solvent.
r6t solltion (b) Dilute r0.0 nn ol test $lution (a) io 250 0

spftbal rrge. 24!t . 100 m tor rest etuhoi (d). 22c2lt
nm for r6t olu tion (tJ
Ako.phon marimar At 253 M, 2d1 m and 275 nm lor t rt
$lution (a)i ai 223 m tor ied soluhon (b)
Shoulder Ar 264 m ffr test solution (a).
Sp<ift abobafte at Op abe.ption haximlm 440 b 5tu

\ilh th! rur(rcn.c \FNrrum,i

sodrm hydroide solution
Th. solution is .1ear and
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Disolve 02 g in 5n of diluh
$lutio. R an.l add 5ml ol wale, R.
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Pra.ti.auy icolubL in waie., elut le i. acebne .nd
ethanol (% per cent). Il d,selves in dilrle solutions

rest elltion (a) Disolvd 25 0 ng in m.thanol R and
dilute ro 100.0m1 wflh rfie $me sorveni
Test slution (b) Dilute 100 trJ or rcat $lution (i) io
250.0 drl wi0, m€rtuol R.
Sp€ctsal range 2,1, - 300 m lor tert $lution

Ab$rphon naximar At 1s3 nm,263 nm an'l r:75 nm for
lest sohtion (a), at 223 m 10. re* soluhon (b)
shoulde. 

^r 
2.4 m Io iest $lliion (a)

sp<ifi. absorbaft. at thc absorpiion mxinum 430 b

a mfrr, !fr, !u n
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Dislolve 25 n8 in slrri.ieni melhanol lo frod!.r
100.0 nJ. W]1en cnhincd in dt range 24i m b
360 nm, rhe resulling elutio shows ab$rption

. sfioulder at ataur 26a m. Dilute rhe slltion
wi$ merhanol ro pmduc. a 0.m1 Fr cmr w/v
soluhon wlen eramined in the range 20 nm ro
aT .r! th. resulting soluilon shows in
ataorphon mximum at about 22n nn,

tll
Di$olve 0 58 in t ml of dilut amhoni.r

R€lat€d suht.nc6 lBY HPLq

"*-@qrrntm Drugs & Chemicals

l t\ t\ t.]l) t,t{ot)t ( T s PIi('t FIC.lTIO\
'll r:: T()t,Bl]T,{Nfl I)F t}P/FP/tP/|SP

A wh ib, crv5Ell i. r.q',ler

Compaie sp(Eun { i& tie rfer.r.e spdtrum of

tnss on dryins{drv.t 105!C to,
3hous.)
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Fl:,llsH F:l) PRoDtJCT SPE( tl't.ATrON

Illr.r: I ()l.lll l1\ttl)t..

4. Organjc lmpuiiti.s by HPLC

iv)Any other individual impurity

Cofrpare sprbm wiln rhe Eference speLkum

IIIIL: The Pbntion time ol $e maior pear
Sanple $lution.o csponds ro drat
Shndard soluhon.as.hbin.d in rh.

l.oson'lrying(d .i L05f lor 3h )
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Loss On l)!vin* ldry ar r05C ror 3h.l 1 Maximum 0 s %

PISA : p-toluene s{lphonamide
PrSU: p-tolu€ne su,rhonyl ure.
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1 l0rl03/23 1. src TdplaE was updat€d as

2. Adminishative .ha.g6 was

3. Spftifkatioro m *paraie froh
STP for b.tter .larity and

4. lhe spEiai.ation and SP of
usP .re Pvied as p€r u5P{5
(202) levision due to the updat
i. Organi impurihes and Assay
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