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Drug substance specification (Reference Ph.Eur «.0)

White or almost white powder

en.@ Definition
asaarinumaiiszylu Raw material specification

oo Identification test

(IR, HPLC)
o USnausnend Ay <o — mol.0%LA. (@anhydrous substance)
o.@ Related substances
- Impurities A (Lactam) Not more than o.e&%
- Impurities B (R-enantiomer) Not more than o.e&%
- Polar impurities (unspecified) Not more than o.@%
- Non-polar impurities (unspecified) Not more than o.0%
- Total impurities Not more than o.&%
o.& Water determination Not more than o.&%, determined on c.em §
e o Sulfated ash Not more than o.e%, determined on .0 g

Drug substance specification (Reference USP «o)

en.o Definition White or almost white powder

oo [dentification test m’mc\hummﬁisﬂu Drug substance specification
e (IR, HPLC)

en.en UIUIUAIBIAIALY ®c.0 — @ob.0%L.A. (dried subs
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en.@ Impurities
o.&.@ Residue on Ignition Taifiu 0.0%
n.c o Chloride and Sulfate Chloride laitfiu 0.0%

Jodns Acceptance Criteria NMT (%)
Mandelic acid T [kl [T ]

lsobutylglutaric acid 0.60&

Isobutyl gLutammonoamide
Pregabalin related compound C o.e&
Any unspecified impurities ﬂ
Total impurities ﬂ

a.@.¢ Enantiomeric Impurity Lifiu o.0&%

an.& Loss on Drying Taiviu o.&%
alunneuzdauuiu (tight containen) Yosfunas uae

o e ay 1 =l
Fuitgamagiilsiiiu be a3miTaTed

en..en Organic Impurities

.o Packaging and storage

Drug substance specification (Reference BP woas)

a.@ Definition White or almost white powder

oo Identification test m”mphumw?ﬁzﬂu Drug substance specification
(IR, HPLC)

oo USanausnendnAny se.0 — aoe.0%L.A. (anhydrous substance)

m.@ Impurities

o.&.@ Enantiomer impurity

- Impurity B maximum o.e@&%
oo Related substances

Test A. Polar impurities
_ Unspecified impurities maximum o.eo% (for each impurity; reporting

threshold o.0&%)
Test B. Non-polar impurities
- Impurity A maximum o.e&%
- Unspecified impurities maximum o.eo% (for each impurity; reporting
threshold o.0&%)

o1& Total impurity for test Aand B maximum o.&€%

m.e.c Water maximum o.&% (determined opid.

a.@.¢ Sulfated ash maximum o.e@% (determined
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Finished Product specification

m.@ Descriptions mi%mummﬁizﬂu finished product specification
oo Identification test M'Jﬁ]ﬂhumuﬁizﬂu finished product specification
oo USanausngnddny s&.0 — @o&.0%LA.

en.en Dissolution laitiopnd1 wo.o0% Tu ;o il

m.c Uniformity of dosage units mwdwummﬁw@u finished product specification
o.& Related substances nsaarumaiszylu finished product specification
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&.@ s fedpFusesniiniiaiiasizivealsanugnan (Certiicate of Analysis of finish
product) asefugnfitnUsenoun1sRaNTeN
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&.00 nsailulyeduuuy (Original) azdaaildoyanis@nurirauya (Bioequivalence)
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