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&e Finished product specification

(@) USP
1D Test ltems Specifications
@ | Identification Meet the requirement
o | Assay «o.0% - @mo.0% of the labeled amount of Paracetamol
m | Uniformity of dosage units* | Meet the requirement
& | Dissolution® Not less than 20% (Q) of the labeled amount of
Paracetamol dissolved in mo minutes

& | Impurities

- &-Aminophenol Meet the requirement
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i Test ltems Specifications
@ | ldentification Meet the requirement
b | Assay «&.0% - mod.o% of the labeled amount of Paracetamol
m | Dissolution® Meet the requirement
@ | Related substances

- @-Aminophenol NMT o.@%

- & -chloroacetanilide NMT @o ppm

&ln Drug substance specification
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(@) USP

D Test ltems Specifications
@ | Identification Meet the requirement
o | Assay es.o-aob.o % L.A. of Paracetamol
m | Residue on ignition NMT o.e%
& | Limit of Free &-Aminophenol NMT o.c0&%
& | Organic impurities

- Acetaminophen related compound B* | NMT o.0&%

- Acetaminophen related compound C° | NMT o.0&%

- Acetaminophen related compound D° | NMT o.0&%

- Acetaminophen related compound J¢ | NMT o.coa%

- Individual unspecified impurity NMT o.od%

- Total impurities NMT o.a%
| Loss on drying NMT o.¢%
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ia Test ltems Specifications
@ | Identification Meet the requirement
o | Assay ax.0—mom.o % L.A. of Paracetamol
e | Related substances Meet the requirement
& | Heavy Metals NMT oo ppm
& | Loss on drying Maximum o.&5%
| Sulfated ash Maximum o.a%
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FansAdlunisuane PIC/S (Pharmaceuticat Inspection Co-operation Scheme) Taaniizeanu
PIC/S participating authorities ¥3efllonansusanasgunsnanenamaninusinasisnsin
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