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Drug substance specification (Reference USP«&e)
Tramadol Hydrochloride
o.e Definition
oo Identification test

(IR, Chloride, HPLC)
an.en USIaudnendrfny (Assay)
o Impurities
o.&.@ Residue on Ignition
.o Content of chloride
an.&.en Limit of tramadol related compound B
a.&.@ Organic impurities
m.<.&® Tramadol related compound A
a.e.&© Individual impurities
a..am Total impurities
o.& Water determination

TaliAunIN 0.¢% (Method la)
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mswmumuwszq’tu drug substance specification,

| - . 5
mswmumuwssq‘lu drug substance specification

®&.0 — ®@0.0% (anhydrous basis)

Tliuni o.@%
ee.0%-eb.e% of chloride

TiAunI 0.0%

T3liiunin olw%
1iAuni o.e%
Taiiunin o.e%
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oo Acidity 14ilAU 0. ML U84 0.0@ N NaOH VS is required to

produce a yellow color

Paracetamol
a.® Definition mnmum’mﬁszq’tu drug substance specification
m.lo ldentification test mi’mshumuﬁi:‘,ﬂu drug substance specification (IR,
HPLC)
.o USUNaudd1d1AgY (Assay) ®z.0 — @0.0% (dried basis)
e.& Impurities
o.@.® Residue on Ignition LiAuni o.0%
on.@ o Limit of Free 4-Aminophenol TaiAunI1 0.00&%
en..n Organic impurities ATIMILALATTIT ©
Gl’ﬁ’]\‘ﬁ?i ®
& Acceptance criteria
Not more than (%)
@. Acetaminophen related compound B? o.0&
. Acetaminophen related compound cP o0.0&
. Acetaminophen related compound D° 0.0&
&. Acetaminophen related compound J 0.006
&. Individual unspecified impurity o.0&
©. Total impurities 0.6

? N~(4-Hydroxyphenylpropanamide
® N-(2-Hydroxyphenylacetamide
¢ N-Phenylacetamide

¢ N-(4-Chlorophenyl)acetamide (p-chloroacetanilide)

an.& Loss on Drying TiAunin o.¢%

Finished Product specification

m.@ Descriptions mi:}ﬁwhumuﬁiquu finished product specification

m.o Identification test m’s‘\]mumuﬁisﬂu finished product specification
(HPLQO)

oo UsunausiendAgy (Assay) Tramadol hydrochloride ®0.0 — ®00.0%L.A,
Paracetamol ®o.0 - @®o.0%L.A.

an.en Dissolution

Test @ laitioeni o.0%L.A. (Tramadol hydrochloride +
Paracetamol) #a391N mo U
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Test o Laitiosnin go.o%L.A. (Tramadol hydrochloride +
Paracetamol) #d337n o WYl
on.@ Uniformity of dosage units m’sﬁ]mumm‘ﬁixﬂu finished product specification
en.& Impurities

a.&.e 4-Aminophenol in Acetaminophen-Containing Drug product

nsranunNseyly finished product specification

o€ Organic impurities AFITHIUANNANT T ©
C‘vﬂﬁﬂﬁl 5]
doans Acceptance criteria
Not more than (%)
@. O-Desmethyl-tramadol® oo
. Tramadol related compound A olv
o. Any individual, unspecified degradation o.lb
product
&. Total degradation product 0.3

% 3.{1RS,2RS)-2-[(Dimethylamino)methyl]-1-hydroxycyclohexyl}phenol
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<.« Andaddusen1Insalinsneivadlssnuitan (Certificate of Analysis of finish product)
nssfugTitanyseneunsRansan

<.& inldeTusosnsnnadnneitarlunanunasdnvesansiadiiiushenddiay(Certification
of analysis of drug substance) Vyfwaw%ﬁw:imamm wagUSEYINER Tty

&5 wnastuduanuduiusseninegunisndnvesingiuiiendidty (drug substance) uag qu
nsuanveandniueiduiagu (finish product)
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