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

a.@ Definition White or almost white powder

oo Identification test m’s’«aci’mmmﬁsxq‘lu Raw material specification
(IR, HPLC)

an.en USuauddendAey ®&.0 — @o.0%L.A. (anhydrous substance)

m.& Related substances

- Impurities A (Lactam) Not more than oc.e&%

- Impurities B (R-enantiomer) Not more than o.e&%

- Polar impurities (unspecified) Not more than o.e%

- Non-polar impurities (unspecified) Not more than o.e%

- Total impuirities Not more than o.&%

o.& Water determination Not more than o.&%, determined on o.@e ¢

.o Sulfated ash Not more than o.@%, determined on .o ¢

Drug substance specification (Reference USP «o)

m.@ Definition White or almost white powder

m.lo |dentification test mnﬂmumuﬁ%ﬂu Drug substance specification
(IR, HPLC)

an.en USuaudaendrdgy ®&.0 — @o.0%L.A. (dried substa
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en.@ Impurities
o.c.o Residue on lgnition  14lAu 0.0%
a.@o Chloride and Sulfate  Chloride Lty 0.e%
en..en Organic Impurities

Yoans Acceptance Criteria NMT (%)
Mandelic acid 0.0
Isobutylglutaric acid 0.0&
Isobutyl glutamsnmonoamide 0.60&
Pregabalin related compound C o.0&
Any unspecified impurities 0.®0
Total impurities 0.3

a.e.« Enantiomeric Impurity Wil o.e&%
o.& Loss on Drying TailAu 0.¢%
oo Packaging and storage wulunvusUnuuu (tight container) Jasfiuas uag
ungamaiiliiifu be ssmwaded

Drug substance specification (Reference BP woa)

m.@ Definition White or almost white powder

oo [dentification test m'i’sﬁwi’mmuﬁiquu Drug substance specification
(IR, HPLQO)

an.en USHeudaendnagy ®&.0 — @o.0%L.A. (anhydrous substance)

en.& Impurities

o.&.® Enantiomer impurity

- Impurity B maximum o.e&%

m.a.lo Related substances

Test A. Polar impuirities

- 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&%)

en.@.en Total impurity for test A and B maximum o.&%

o.&.& Water maximum o.&% (determined on o.em ¢)

a.@.¢& Sulfated ash maximum o.e% (determined on ®.o0 g
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Finished Product specification

a.@ Descriptions mi’sﬁ]&humuﬁimﬂu finished product specification
oo Identification test minmummﬁwﬂu finished product specification
anlo USunausnendndigy ®&.0 — ®@o&.0%L.A,

en.en Dissolution Laitpenin @o.0% Tu eo UMWl

on.& Uniformity of dosage units m’mchumuﬁsxq‘lu finished product specification
o.& Related substances G\i’;ﬁ]ﬂiﬁummﬁwﬂu finished product specification
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<o nadlenedntulszinelng desliniidesusewnnsgrunsninaunaninad wagIsn1suaEn
I (GMP) ¥84NTENTNAITUAY UazuanInasIBnIndnnatunisanyesannmglsy (GMP PIC/S)
Tumneeauenie vie nadlsntdnandisussma dosdimiideduses GMP PIC/S vaslssaudnan
granUsemalnanvievtsdedusonanfusion Certificate of Pharmaceutical Products #ieenlng
UsgmahanvseUssinagitving

<.« Aniadesusen13ns1331A T 1eivelssulHan (Certificate of Analysis of finish
product) asafugMtanUsEne UM IR
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(Certification of analysis of drug substance) VuasuStMEkANE uasU3EMERARTAgAY
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<.« Tumnoguasiidmeudediitoonin e U o ey Tunniufidueu

<.oo n3fililderfuiuu (Original) avdosiitoyan1sdAnuritanya (Bioequivalence)
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.0l luns@tunsdousiuinnnd b ¥ agdesfidiuinmarenanis@ne Long term
stability srufiguiisdnlunzidouguuans

<.on LANNDNASEUTUAMNFNRUSIENIUNISHARYRITRgAUYBIid1ATY (drug
substance) fusunsuanvadnfnmendnsazy (finished product)
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