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AMANBZIANZET Acitretin o¢ mg capsule Tssweuiaiasida

%_E}_j 41 Acitretin loé mg capsule
Jaguseasd  ilensUitindnungtos Tulsenenunadonidn
pauAiEnaly
o Wundedwiviudsemu
b, Ussnaumee) Adtretin g mg 68 o Wi
o ussqluunssgiifemosddostunaaazanuty
«. Muwsegiiflonsvdfianinszyiunds Sununony waiinds weinadouiiuenlidmay
UUMBUFUTTRN
auautANamadna
Finished product : Acitretin lo& me capsule
SIHALDER USP @@ BP boeb®
o. [dentification ATIVU NI
. USuasendfAny wo.0%-ee0.0% LA w&.0%-e0&.0% LA =
en. Dissolution NLD 2&%(Q) in sno min NLD e3&9%(Q) in && min
< Uniformity of dosage units | #3931
&. Organic impurities; Acitretin related cpd A NMT 0.@% | AS2360U
Degradation products (UsP) | Aditretin related pdB  NMT o.e%
- Related substances (BP) Any unspecified impurity NMT o.a%
Total unspecified NMT o.€%
Drug substance : Acitretin
EELEIGL) USP o BP boab
®. Identification ATV N3AH
o, USinashedian ®c.0%-eck.0% dried basis wa.0%-eol.o% dried basis |
m. Residue on ignition NMT o.e%
& Heavy metal/ NMT lbo ppm/ Maximum bo ppm
Flemental impurities B3I
&. Organic impurities (USP) Aditretin related cpd A NMT o.e% | Impurities AB each NMT o.m%
Related substance (BP) Acitretin related cpd B NMT o.en% | Total NMT @.0%
Any unspedfied impurity NMT o.e%
Total unspecified NMT o.@%
L Total impurities NMT &.0%
©. Loss on drying NMT o.le% of its weight Maximum o.¢%
. Palladium Maximum eo ppm
. Sulfated ash Maximum o.e%
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o0l TuFaTuny L‘UEJ‘L!EI’] VitLe Y30 b.e vasliduesa wieuswandunidenis
muamammwmmmamnmmmmmummau (finished product specification) nsilagenI1an13
wWasuwlamdluiufuegdouuuenaisiadnunmionisveudly (¢.¢) wm¥on finished product
specification waz/v3® Drug substance specification lagvauilanauiulszniAvszningial
Bidnniednd uwasliiu b U & Jutssmedszmesimdidnnseding
.o BNAITTUTBINTFIUNITHARE
oo nidifnanelul semelny fudnagdosdidiunnmdenivdeiusoannsgums
NERBINVANINUAISA1INERARTUNTSHEREN PIC/S (pharmaceutical Inspection Co-operation
Scheme) lnenu891u PIC/S participating authorities #305aNa13TUIOWIATFIUNTIINER BN
VAL BN AR lUNT AR YOI NUALENT TN TMISUASEN NTENTINENTITUET Ferivius
Tulasilauaenndauaziniienfundninasiuasiinisiinlunisudaen PIC/S luvinaefiaueuis aty
angamuseunmInadeulseiinanmssusestisiulssmalssninsamBidnnsedind
o.blo naldusrindrandusene guandesiniad@adiuininagntdeiuses
LIRTFIUNTSHAR BN TUVA NN TSN AlUN1THARET PIC/S (pharmaceutical Inspection Co-operation
Scheme) lpgwiinaau PIC/S participating authorities ativagaRIusauNIsATIvdoUlRedinanI1ssuUTeRy
Tulsgnalszmnsianddnnselind wieegnaonTn wausnsdl
@50 LONASAMAMYBILIAURTIAN
s HANTIHTINATIIAUA NEESuTiendnTaguvesdndn (Certification of analysis
of finished product) Tuenguidaiudaaing
@.mlo HANIIATIVIATIBARUNTWINGAUTDIMIEIdFTY (Certification of analysis of
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NAUPNTSIRAZMLL PUMA NN U Ssiue 15 BnEnnaas1a1 (Price Performance)
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Fudsudn ALY AzULUENG
. GMP PIC/S participating authorities ®@co ®0
. WHO GMP oo e
oo =
o, GMP Ussinrgiwgs / GMP aueq Do o)
oo 5589 b : WIRTFIUREAANT (ALLULEAY ao ABULL)
Audsuan AP AYWUUEVE
®. MITUTRIAUN NG &o od
o, TayaativayuAnm IVRan el &o od
b.lv.e MLT504 © toy : MR MRERTNTILFaNTaladenis)
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