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qmé’nvmztawwwmm Tramadol HCl sel.&¢ mg. + Paracetamol elo& mg. tablet

Foen Tramadol eme.& mg. + Paracetamol emlo& mg.

YUIATFINS 1 o Win Usznaumeiiend@fty Tramadol mel.& mg. + Paracetamol miod meg.
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AANYZIANIY
Finished product specification
®. Identification ATITHUATISEY
o. Assay
©.@ Paracetamol ®0.0 - ®0.0%
.o Tramadol HCl ®o.0 - ®®0.0%
o. Uniformity of dosage units Not more than e&.o
& Dissolution Not less than &o% of LA in o min 1 o fendnfny
&. Limit of p-aminophenol Not more than o.ce%
. O-Desmethyl-tramadol Not more than o.b%
. Tramadol related compound A Not more than o.0%
&. Unspecified degradation product Not more than o.0%
«. Total impurities Not more than o.s%

®o. Microbial limit test

@o.e Total aerobic microbial count < @,000 cfu/s.
®@o.b Total yeast and mold count < @oo cfu/e.
@o.m Bile-tolerant gram-negative bacteria count < @oo cfu/s.
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o. fdunluhdgmstunsdeusivemesnsmsassuge

b, iviidesusennnsgiumsnanginamdninaitagBnsirlunskEn (GMP) vaInsensae
av1sauguvsevesEmernan Tumnaefiausuie (nsdilusmanluusemelne vioudn
INFNUTEWA AINFIGU)

o, eitauaifueiuismbuduanvdodudunusmnielnenss

< fdwnenasaudnvurresn deluil

<o NaNTITIATIERRMA MRERSuTiveskEn (Certificate of analysis) vasenguiithunfufiotig
Tumsiguemean guanvdemirsnuiinsevsasisnguiuses

<lo NAMIATIVIATIRVAUNIWIRGAU (Raw material) maaﬁhmﬁwﬁ’zgf‘i’h’f[umsmﬁmmnéwﬁm

¢ Tluinsgsienvezunisuda (Lot. No.) 91nlsenugdn visnnnsuingrmaninisuwd g
sendulviinszivessumsudnieisufumogamiuuanduiudages

5. flauenaagdesdsiiegieetes b miussytusiitunslsmeia fadusum
uamaseazidonldpsuumuiirmusluidoauauiivaludeiu
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MUIMNINTUSEIRIUAMATNUALSIAMET (Price performance)
Tun15dndiosn Tramadol mev.¢ mg. + Paracetamol med mg. tablet
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b.e Idayan13Anw Long term stability sufisiumunong ®0
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