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AIUANUEIaN1ZU091 Risperidone b mg tablet TssnsnuiasesLda

fioen Risperidone o mg tablet
pausuUR

0. Dusndindmiusuusenu

b. U e WA Usgneusiasen Risperidone o mg
=u‘ﬁﬂuumﬂmﬁ’uummsmm%’u Tneeazidonluunsenatwiasdassenoudae Tou1 wafinan
uariumMuneny drunuurusIT/UsTYTae AesUseneuiiuuasiBunet1eioufe o1 lwnsdeu
fr¥uen auiindn Juiindn warTununeny

fodandin1unAia
Finished product: Risperidone v mg tablet
AMENUANIINATA USP &a BP boob
Identification MU AT
b, UTinamedgy ®0.0-060.0% LA «&.c-aot.c%L.A
m.  Uniformity of Dosage Unit A99H Y PTIIWTY
Dissolution NLT 6989%(Q) LA is dissolved in @& min | NLT edé&%(Q) LA is dissolved in && min
& Related compounds - Bicyclorisperidone NMT o.¢% Impurity e NMT o.&%
- Risperidone cis-N-oxide  NMT o0.&% | Impurity & NMT o.&¢%
- Any other unspecified  NMT oan% | Any other NMT o.o%
- Total impurities NMT @o0% | Sum of other NMT @.le%
Drug substance : Risperidone
AnaNUANIamaila USP &o BP woeb
@. Identification MTITNIU NIITNIU
.  Assay ®d.o-eob.0% LA(Dried basis) we.0-006.0%
m.  Loss on drying NMT o.¢% Maximum o.¢%
& Residue on ignition NMT o.@%
& Heavy metal/ NMT @0 ppm/
Flemental impurities A57961U
o Related compounds
- E-oxime NMT o.loc% Impurities A,B,C,D,E NMT cloo%
Z-oxime NMT o.oo% Impurity K NMT c.e&%
- w-hydroxyrisperidone NMT oloc% Unspecified (Each) NMT o.e0%
- Desfluoro resperidone NMT o.ec% Total NMT o.no%
- Risperidone difluoroketone | NMT o.@0%
- ¢-fluororisperidone NMT o.lbo%
- Risperidone related cpd. G | NMT o.e0%
s-methylrisperidone NMT o.lbo%
- Any unspecified NMT o.e0%
- Total NMT o.eno0%
o Sulfated ash Maximum o.a%
q 4 ;
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ool udmeTunadous ve.e ¥3e 8 e 0w fdusnm wiouneasBumiadermsmunumonm
vosEnfnainuAtunsde (inshed product specification) nsdiag sewi s e ledisumed s
@NESUS od NN NE AT LY (B.¢) umSau finished product specification waz/v38 Drug substance
specification Tnaauflunsuiutszniavszninspddinnsaiing warhifiu b U w Tudsenmalssningm
Bldnvsefind

.10 lENATITUIDWINTFIUNITHNENE

oo nsdfndnslulszmedlne fndnssdeadiduunamaenidedusewnnsgunsuin
SIS NN IS M SHARNFLUMINERLN PIC/S (pharmaceutical Inspection Co-operation Scheme) lag
WineU PIC/S participating authorities ¥3efilenansfusoanAsIuASHERUA AN MeILaL ISR

Tunsuan 1Yo TN NLANZATINNTEMITLALEN NIENTIAISITUEY Bermuatulaeiiay
aonadnuasinifionfuvdninasinasisnisialunissdne PIC/S lumnaeiileuene aduaganiusey
msnsinasulasiinanmssusesdisiulsznmsemanndidnnsednd

olols nidlduniidianaalsewe fudndssinddediunwdrewisdoiusasnsgv
ASHARER NN ISR AINNSHER S PIC/S (oharmaceutical Inspection Co-operation Scheme) lae
nUI891U PIC/S participating authorities atudnganissaunisnilsasulasinanisiusestsiudsenia
UsgmasiaBidnnselind wioagpaontn udiusinsdl

o0 LONENTARIN THYBIETLAUBS AT

ame NANINTIIRATIERAMAMKENSLsiudLSa3UvesnEn (Certification of analysis
of finished product) “Lum‘juﬁﬁuﬂuﬁ”;aﬂw

e.ale HANNIATIVIATIERAUAWIRGAUYEsRIENE A (Certification of analysis of drug
substance) fil#lunsrdnesuiidausodwiwasareuazfranngfu

o . $7987981
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@. GMP PIC/S participating authorities @O0 ole)
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fisuan ALY ABULLEND
(1) WHO List of Prequalified Medicinal Products &o &d
(¥) oilueiendndusiaunmuaziun (Green book)/ &o Ok
sensuindaumioedalmiffinnumindisdlumsi e Sneaiu
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blolo fulssasi b Joe : SesaaiuayuAnuiSunan mnansos
(ATLNLLAL o AZLUL)
f51991un193FaneaaTn (Clinical trials) w5057 97un 1 sAnwIm1epdtnfivauanis
UszAnsnmuess il fuenfuwuy seesunsnatnfiuansdel seavs mmnvesen nien1sfne
Juq woedowmeifusilunisansniesnisunn (Bendefingwusniign)

AU snan AYLUL PEWUUHND
() F¥nsAnsiluwuu Randomized controlled trial &o ok
(¥) FensAnwndunuy Non-Randomized controlled trial ) ol
() 3FAs@nwnluluu Comparative studies Wuu Cohort @0 o
studies
(@) A5n1sAnwnlunuy Descriptive studies WUy Case o D
report or case series (9BNUETW)
@ (o) MsAnwduqiifietestuautasadivynsn @0 an
(o) Watiation (0) , (), (@) w30 (1) Fhildimamlunsas

.o FMUT9897 o : WsgIwviesuUANs (Sendelatenile)
(AZLULAY aio ABILL)

Al suan ABLLUY ABLULENT
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