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A ANy 1 Topiramate €o m

?j@ﬂj Topiramate ¢o mg tablet

AnuALRYA

o. Wusdiandeuiidudmiuiudsen

. T o Wauszneusnesen Topiramate &o mg

a. Usslumvuglnaiin Jestunudy

& a8 - syufiesn dnlsenauiedfy miuuss Tudiou-U7 wan, wuaey
w@iings, wunzloussuen ethednauuuussy i
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AULTIYRSEN LauTinan Tuvunenglitaiau

AuauURIanale
Finished product specification : Topiramate ¢o mg tablet (USPas)

AuguTAN 1Al specification
Identification ATIUY
Assay #o.0-000.0% LA
Dissolution Test @ NLT go%(Q) of LA of topiramate is dissolved in o min

Testlo NLT mo%(Q) of LA of topiramate is dissolved In @ min
Test o NLT @o%(Q) of LA of topiramate is dissolved in enc min

Related substance/Impurities

-Topiramate related compound A - NMT o.&%
-Individual unspecified - NMT olo%
-total - NMT oc.e1%
Lirmnit of sulfamate and sulfate
- Sulfate ion - NMT clwé%
- Sulfamate ion - NMT o.lbé&%
Uniformity of dosage unit NI

Drug substance specification : Topiramate(USP&a)

AuaLURAMLmATlA specification

Identification FIVNTU

Assay &z.0-e0.0% (calculated on anhydrous basis)

Inorganic Impurities
- Residue on ignition NMT oloo%
- Heavy metals/Elemental | NMT oo ppm/asa961u

Impurities

oy ol
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Drug substance specification : Topiramate (USPae) (78)

AALUAMIAmALA specification

Organic Impurities (Procedure &)

- Any individual NMT o.@%

- Total NMT 0.¢%
Organic Impurities (Procedure )

- Fructose NMT o.m%

- Topiramate related compound A | NMT o.e%

- Any Individual unspecified NMT o.@%

- Total NMT o.&%

QOrganic Impurities (Procedure )
- Topiramate related compound A | NMT o.en%

- Any Individual unspecified NMT o.@%

- Total NMT o.¢%
Optical rotation 1@ 00 4 -ad.0° measured at lvo®
Water determination NMT o.&%

Limit of sulfamate and sulfate

- Sulfate - NMT c.0%
- Sulfamate - NMT c.e%
Rouluduy)
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o0l Tumatunzdeue ne.e vio b.e vew Tiauenial wieuneanduntdonis
AIUANANAINYBINE AL ATung oy (finished product specification) ndog Teninans
wWaruLasutlusdnsyfosuuienasviodiunnmesnisveufle (8.¢) swdeu finished product
specification wag/%30 Drug substance specification lagvaunlunsutudsenialssningnng
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®.lo LONATITUTOININTFIUNTHANET
o.b.o n3fiindnelulsemalng grudnzdosdidiunmienideiusounnsgiums
NARBIMINVANINUTIE N THARTIRlUATSHANEY PIC/S (pharmaceutical Inspection Co-operation
Scheme) laemua8a1u PIC/S participating authorities #3aiiona135U58UINIFIUNTTHER BN
wnINFLaEIENS TR lUNSHANE 19BN NUARENSIINTEMNSUAYEN NFENTNEISITUAT Fatwun
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