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AMANYULIANITY8981 Tramadol HCL ew.¢ mg + Paracetamol miod” mg tablet

Foen Tramadol ened.& mg + Paracetamol mod& mg

YPUIATHDINTG 81 @ Wiin Usenoumediendfty Tramadol mel.& me + Paracetamol mlo& mg
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Drug substance specification
®. Tramadol

@.@ Identification mi?ﬁlﬁiwum’luﬁizq

®.lo Assay ®z3.0 - ®ob.0%

®.om Water determination Not more than o.&¢%

®.@ Residue on ignition Not more than o.%

@.& Content of Chloride ®6.D - eb.0%

@0 Acidity Not more than o.@ mL

@.¢¥ Limit of Tramadol related compound B Not more than o.0%

®.< Tramadol related compound A Not more than o.0%

e.« Individual impurities Not more than c.@%

®.@o Total Impurities Not more than o.@%
lo. Paracetamol

.o Identification P9I ASEY

o.lo Assay ®z.0 - ®@ow.o%

lo.on Loss on drying Not more than o.¢%

o.& Residue on ignition Not more than o.@%

b.¢ Limit of Free &-Aminophenol Not more than o.co0&%

.o Acetaminophen related compound B Not more than o.0&%

b.e¥ Acetaminophen related compound C Not more than o.0&%

v.@ Acetaminophen related compound D Not more than o.0&%

.« Individual unspecified impurity Not more than o.0&%

b.@o Total impurities Not more than o.e%

................................ USESUNTIUNS  aete. A e@e it g aede ASIUNIT
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Finished product specification

®. Identification ATIMUALTITEY
. Assay

.e Paracetamol ®o.0 - ®90.0%

.o Tramadol HCl ®0.0 — ®©0.0%
a. Uniformity of dosage units Not more than e¢.o
@ Dissolution Not less than @o% of LA in emo min %4 o FendAny
&. Limit of p-aminophenol Not more than o.ce%
. O-Desmethyl-tramadol Not more than ole%
o. Tramadol related compound A Not more than o.le%
&. Unspecified degradation product Not more than o.lb%
«. Total impurities Not more than o.<&%

@o. Microbial limit test

®@o.e Total aerobic microbial count < @,000 cfu/g
®@o.lb Total yeast and mold count < oo cfu/g
@o.e Bile-tolerant gram-neqative bacteria count < @oo cfu/g
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®. ﬁﬁ%m‘lnﬁ']ﬁ’zymsﬁumLﬁauﬁﬁ’uawaansszmmmmqm
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NNARYTENA AEIRU)

o, iavedusiivisndundavieduunusminelnenss

< fduunenarsaudnunrose frelui

<o NORTIIATIERRUN AR STveINAn (Certificate of analysis) vesenguiitiunidy
Metnlunsiauevien guiinuiemienufinsensiaisisuguiuses

<o naMINnITIATERRunwIngiu (Raw material) voashondWayiildlumsnanaingudn

¢. filulingievessunisndn (Lot. No.) 3nlssnugude vieannsuivermansnisunwnd lag
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