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qmé’numzmwwwadm Diacerein ¢o mg. capsule

%am Diacerein &o mg. capsule
%uﬂmﬁﬁmms Diacerein &o mg. #1981 @ im
Bl g WAdMIUTUUTEUY
AnuanAvia LY @ 8T WU TaaTn
b, Taamnvielonansiiuen szyeaniyvnaen, wuin, 3814, Junde,
Fuvunong, laviings, laamzdoumhivelidaou
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API Specification
@. Assay (HPLC) &=.& - @0e.0 %
lo. Related substances
v.@ Monoacetyl rhien isomer A L3iifiu o.n %
.l Monoacetyl rhien isomer B Ty o.m %
.o Rhien LU 0o %
.« Total impurities iy @.0 %
. Aloe-emodin (Free and acetylated impurity B,H) Liifiu & ppm
@ Loss on drying Ly 0.& %
& Sulphated Ash Ly c.00 %
b. Water content LAy o.¢ %
. Chromium LAy & ppm
®. Residual solvents
®.@ Acetone L4y @oo ppm
.o Ethanol laiifiu & 000 ppm
.o Ethylacetate L4iifiu &oo ppm
. Benzene Ly o ppm
<.&¢ N,N-Dimethylacetamide (By HPLC) LailAiu &o ppm
Finished product specification
®. Identification test ATITUAILTITEY
. Assay xo.0 - ®®0.0 %
en. Disintegration time Not more than o min
& Uniformity of dosage units mwshumuﬁssq
&. Dissolution test AR LTITEY
©. Water content Not more than al.o %
o. Purity test
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o.® Monoacethylrein @ Not more than e.oo %
o.lo Monoacethylrein b Not more than e.0o %
o.en Rhein Not more than o.&o %

®. Micrological control

&.® TAMC Not more than e,000 CFU/g.
<.l Total combined yeast/mold count Not more than eco CFU/s.
.o E.coli Absent in @ g.
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. fvilsdofuseunnsgiumsnansmundninaeiuayISnsimiunisuan (GMP) uwag PICs 189
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.0 NAnITIAT IR MHARfusivesudn (Certificate of analysis) Ueseguiiundusiodis
Tumsiauenan fuanviemisauiingsnssasisnguiusns

<o HAMINSIVNATEVAMNNINGAY (Raw material) vasieddgyildlunisuinanguan

¢ fluviasgievediunisndn (Lot. No.) 31nlssnududn vseainnsuineamansnisunnd lay
doathlulinseviueaiumssdnieafuiufegisiminnuanduiulage

5. flauesimasdiosdsegisnetnos ¢ mirsussyfusivitumalsmetuia Fadusunu
wansseazidumlansuiunuiitmusluidenmuautimnludieiy
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(Price performance)
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KUININTUSTEIUAMAWLAZIIAT8T (Price performance)
o X . N adc a o
Tun159n@ae Diacerein &o mg capsule #835UsENIATIABENNTBTNE
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v.e Touslifitunzfousdivuwinfusduuuy Tnefionanssessu o&

oo fifayansAine Bioequivalent uag/v3e Clinical trial Tusensefiauesian
i1 Clinical trial @o AzwuY , & Bioequivalent o Azuuu , liditaya o AvuuY ®0
~nsdififiauasiniuenans Clinical trial 111191 o 918 Fedinsinsandeyasisuiisuiu
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