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gn Tramadol hydrochloride ae.& Mg +Paracetamol ela& MS, film-coated tablet

6. ANNUABANTT B Tramadol hydrochloride oned.& Mg +Paracetamol elod MS, film-coated tablet
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Drug substance specification (Reference USP&a)
Tramadol Hydrochloride
a.@ Definition
oo [dentification test

(IR, Chloride, HPLC)
e USsnausnendndey (Assay)
. Impurities
o Residue on Ignition
o.elo Content of chloride
o.e.en Limit of tramadol related compound B
on.@.c Organic impurities
o.@.@.o Trarnadol related compound A
..o Individual impurities
m.@.@ .o Total impurities
m.¢ Water determination

LiiAunI1 0.6% (Method 1a)

asrarnuufiszyly drug substance specification,
ss7asinunufiseylu drug substance spedification

a0 — @o.0% (anhydrous basis)

leJ‘Lﬁ‘LAﬂ’J"I o.@%
oo 0%-ab.a% of chloride
l3iifAun?n o.w%

lalAunIn olo%
aiifunii o.0%

AMIZNTINNFAIAUARANANEAZIANIE
wﬁ.uw.w%’au:§aq%mmmﬁa

YseaunIsaunig

agarsdnd Funsiyad

NITUNTT

noy Syeymil Ussrunse

AFTUNTLAZERUIUNIT




en.o Acidity 13LAU o.@ mL 18d o.o@ N NaOH VS is required to

produce a yellow color

paracetamol

a.@ Definition 579 usnaiszyly drug substance specification

o o Identification test m”sf\wi'\um’mﬁiaﬁﬂu drug substance specification (IR,
HPLC)
an.en U3anausnedAny (Assay) «d.o — e@ow.0% (dried basis)
en.@ Impurities
m.&.@ Residue on lgnition Taltfiunin o.@%
.o Limit of Free 4-Aminophenol Liiuni o.00&%

an..en Organic impurities AsTaEnuANAIS NN @

715197 @

o Acceptance criteria
YOI
Not more than (%)

& Individual unspecified impurity o.o0&

: NA(a—HydroxyphenyUpropanamide

. N—(Z—Hydroxyphenyl)acetamide

¢ N-Phenylacetamide
¢ nN-{a-Chlorophenylacetamide (pchloroacetanilide)

a.& Loss on Drying Laifiunin 0.€%

Finished Product specification

m.® Descriptions miaﬂmummﬁixﬂu finished product specification

an.lo Identification test mwmummﬁﬁzq’lu finished product specification
(HPLO)

oo USuneusnendnAgy (Assay) Tramadol hydrochloride ®0.0 - 90.0%L.A.
Paracetamol do.o — eac.oWl A

an.en Dissolution

Test ® Lyitaenin co.o0%LA. (Tramadol hydrgefg
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Test & Litenin go.0%L.A. (Tramadol hydrochloride +
Paracetamol) #A431N o I
. Uniformity of dosage units as7apumTszyby finished product specification

on.& Impurities
a.&.e G-Aminophenol in Acetaminophen-Containing Drug product

aaeusudtszylu finished product specification

on.&.w Organic impurities A5IANNUANNANTNT B
AN &
4 Acceptance criteria
YaHI

Not more than (%)

_ O-Desmethyl-tramadol® olo

| Sesmety e —————]
lv. Tramadol related compound A ol
a. Any individual, unspecified degradation ol

product

«. Total degradation product

2 34{1RS,ZRS}Z-[(DimethyLamlno)methyt]—l-hydroxycydohexyl}phenol
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