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API Specification

@. Assay (HPLC) f=.¢ - @06.& %
. Impurities (HPLC)
©.e Ketosulfone A% LA o0.0 %
.o Any individual impurity A% LAY 0.0 %
.m Any unspecified impurity A% LAY o0.0 %
.« Total impurities aiiAiu oo %
. Sulphated Ash Ly 0.0 %
«. Water content Lty 0.0 %
&. Residual n-heptane by GC 14y @,000 ppm
o. Residual toluene by GC laiifiu g@xo ppm
Finished product specification
®. Identification test ATIUIITISTY
. Assay «&.0 - @o&.o %
. Uniformity of dosage units Gli?ﬁ]ﬂiﬁumwuﬁizq
@. Dissolution test Not less than &&% in @& min
&. Water content Not more than m.o %
. Degratdation products
©.® Individual degradation product Not more than o.eo0 %
©.v Total degradation products Not more than o.mo %

ANENSTUNIAMUATIUALIDEAAMANYULIANIZLALIMNUATIAINAN
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Foulvdueg

o fduuluddgmstunadouiiueenssnyas gy

b ImfideiusounnsgiumansInamdninaeiLagIsn1siintunisndn (GMP) uaz PICs v
nIEMTNASITIAUYSBveUTEMARNAR TumnaeTiauste (nsallduswmanlussmelne
IpNAINANYTENA ANEIRU)

o, oilaueiduenivismudraaviedudunusminelaonss

. fduunenaisaudnuasewe feluil

<. NanTvIlAs RN MRARTUSve AR (Certificate of analysis) vasgnguiiwniiu
satlumsiauenen graaviomhenuiinsensnasisuauiuses

<o HANSATITNATILIANNINIAGAU (Raw material) waadeddgyidlunisuanainguan

& NastuduANUduRUSIEnINTUMNEnTa TR YW@ AyuasTuNHEnTD
nanSueiednsagy

& Aluliaseienvedsunisudn (Lot. No.) 1nlsanugndn wseannsuinermansnisunnd lag
soudulviteseiunasumskanieriufusegieiminnuanduiuleves

. flauesmaziesdsiogteetinies ¢ mioussadusiviiumalsmetua dudusunu
uanawazidoalfasufumuiiimusluidenuautinaludeiu

o, lenansuuudug MdUsznaunsiensanAnEenemuuuIMINITUsHIIuALAMULALTIAE)

(Price performance)

ANENTTUNNSIVUATIUALLDUAAMAN BULIANIZLAL ATVILATIAINAIS

avde uUsH Amsena USETTUNTTUNT sammmsnsinn s s
asle unaHIns  sulaies ASIUMS oo SO U
aste usanail TInMyaddina NIIUNS L



LLuTVI'Nn’liUizLﬁuqmmwuaSﬁﬂWEﬂ (Price performance)
lun15imdaen Etoricoxib wo mg. tablet Ae35UsznInsIABENNIoTing

liwdninasivssiliueuszdnsamsosan Inslidndiusimdennn muasquandi
Juvszloninen1asvnis (oo : o) Insrsunisiarsunlirzuuudndensn srflaussrferu
vdninausinanyuenll AudnvuzmzLasiteuludug asuynde

NSNS AT
®. 311 o LU
0. AuamuasAuauTATIduUstlowitunesmns Go  AZLUU
VLT AZLUU
©.e WBNANTFUTNITLUUNIIAANULAZYUEINIY Good storage Practice waz Good ®0

distribution practice

oo ifayanisfinu Bioequivalent uag/v3e Clinical trial lusteniseniiiaussian
il Clinical trial oo AzluY , 3 Bioequivalent & ALY , lidetoya o Az o
“*nstiiifiauasimbulenats Clinical trial innndn o 518 sziimsiasandeyad3ouiiouiy

.o Uszaumsainisldevedlsamenuia
- flsraunsainsldlulsmeuanazldnulgmainnisiden o AZLUY
- inefimsnaaasldmogvenlulsmenuia wilinedtydolsmena coc AZLLY Lo
- LivngmaaesliuaghiinedrdgTlsmeuaniey usiivdngrumstdlulsmeuiagud
1NN @0 WA & AZLUY
e Undlsmeuansaiaevnaaadld wulgusunsidenlulsmeia o azuuu

b.¢ fomsmifugiuuundsiuriasiansenusonisiiiunuvenundenss
(WATUINNNTIN)
- uneussgen Slaanseydeen Lot uasfuvineny nnuinuuimeaen o
- Anvaizuneeuazussyias flenafamudssiesyuuswedlsameunares
- dnvnizidaeiesanisiigationdnualen
- 91881

. MIVIMINEINITVY
- fenansiusesmsuanideududlviiumalsameuna natlomunens ®0
(Wasuld @oo% = eo , WasUlAUINAI1 €o% = « , Wannsadsuld eco% = o)
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