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81 Acitretin lo& mg capsule
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ARANTRNINALIA
Finished product : Acitretin lo@ mg capsule
IUaziden USP &a BP boab
@. |dentification MIIVTY #5790
. USnaaaendndy xo.0%-e@0.0% LA o@.0%-eo&.0% LA
. Dissolution NLD =&%(Q) in evo min NLD ed&%(Q) in && min
&. Uniformity of dosage units | ma1951u
&. Organic impurities; | Acitretin related cod A NMT 0@% | #1599
Degradation products (USP) | Aditretin related codB  NMT o.0%
- Related substances (BP) Any unspedcified impurity NMT o.c%
Total unspecified NMT o.c%
Drug substance : Acitretin
Juazden USP &a BP woab
®. Identification ATITNIY ATIINIY
. YSuraudiendey ®c.0%-a0b.0% dried basis «a@.0%-s0b.0% dried basis
on. Residue on ignition NMT o.@%
&. Heavy metal/ NMT o ppm/ Maximum o ppm
Elemental impurities ATITHTU

&. Organic impurities (USP)
Related substance (BP)

Aditretin related cpd A NMT o.on%
Acitretin related cpdB - NMT 0%
Any unspecified impurity NMT o.e%
NMT o.&%
Total impurities NMT e.0%

Total unspecified

Impurities A,B each NMT o.m%
Total NMT @.0%

. Loss on drying

| NMT o.lb% of its weight

Maximum o.&%

o). Palladium

Maximum a@o ppm

2L Su}fated ash

Maximum o.@%
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specification Wag/u3e Drug substance specification lagaaudlanauiulsznialszninsian
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.10 LBNANTIUTBWINTFIUNTHEREN
o.0.0 nsfifudnalulsanelng dudazdodiduunmaenidedussmiasgiuns
nAnemundninaueisnisndnfiflunisudnen PIC/S (pharmaceutical Inspection Co-operation
Scheme) Tagmung9u PIC/S participating authorities ¥38HLaNA13TUIBINIATIUNTTHERY AN
MENNLLaE I NSRS HAR BRI NLAMENTTINITOMISUAZEY NTENTIIENSITAEY Farnvun
Tulnefiruaenedouasiiaiisafundninasiuay 35 mefimtuniasdnen PIC/S lummneniiiausue atu
argamusaumanTaeulneiinanisiusediviulsenavssmanmdidnuseding
ololo Asalldugniudranansyna guindesiindidadiuinmnientddoiuses
LINTPIUNTTHERE P VAR IEAAUAIHEREN PIC/S (pharmaceutical Inspection Co-operation
Scheme) Tapwiasnu PIC/S participating authorities aduaigamuseunisasiadeulaeiinansiusedd
Tulsznmelsgmngiaddnnielind ¥3eegnaonin waiwsnsedl
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