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

o.e Definition White or almost white powder

oo Identification test mwmumuﬁ'i:ﬁﬂu Raw material specification
(IR, HPLC)

an.en USunaudnendnngy .0 — ®@olb.0%L.A. (anhydrous substance)

m.& 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.e%

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

- Total impurities Not more than o.&%
on.& Water determination Not more than o.¢%, determined on o.em ¢
en.'o Sulfated ash Not more than o.@%, determined on @.o ¢

Drug substance specification (Reference USP «o)

.o Definition White or almost white powder
oo ldentification test msm&hum’mﬁs%ﬂu Drug substance specification
(IR, HPI ()
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en.@ Impurities
o.c.o Residue on Ignition LAy 0.e%
a.&lo Chloride and Sulfate  Chloride Wi 0.0%
en..en Organic Impurities

Hoas Acceptance Criteria NMT (%)
Mandelic acid 0.0
Isobutylglutaric acid o.60f
Isobutyl glutamsnmonoamide o.0&
Pregabalin related compound C o.0d
Any unspecified impurities 0.60
Total impurities 0.

..« Enantiomeric Impurity 1lAiu o.0d%
o.& Loss on Drying Ty 0.¢%
o.o Packaging and storage vivTuniwugUawduy (tight container) Ussfiuuas uag
Auigaumnflsiiiu we ssrnivaded

Drug substance specification (Reference BP woae)

o.@ Definition White or almost white powder

m.lo Identification test mi’sfﬂmum’mﬁ‘szﬂu Drug substance specification
(IR, HPLQ)

an.en UTHNeusdendnegy ®&.0 - @olb.o%L.A. (anhydrous substance)

en.& Impurities

o.&.® Enantiomer impurity

- Impurity B maximum o.e&%

m.co Related substances

Test A. Polar impurities

- Unspecified impurities maximum o.eo0% (for each impurity; reporting
threshold o.0&%)

Test B. Non-polar impurities

- Impurity A maximum o.e&%

- Unspecified impuirities maximum o.@o% (for each impurity; reporting
threshold o.o0&%)

o.c.e Total impurity for test A and B maximum o.&%

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

o.e.& Sulfated ash maximum o.e% (determined on @.o ©
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Finished Product specification

am.e Descriptions m’m&humuﬁlixﬂu finished product specification
oo Identification test mi’aﬂlﬂhumuﬁssuh finished product specification
oo USunasiendrfgy ®&.0 — ®0&.0%L.A.

an.n Dissolution laifounin <o.0% lu mo w1

e« Uniformity of dosage units mw&humu‘ﬁsxﬂu finished product specification
o.& Related substances maﬁamum’mﬁ‘wﬂu finished product specification
VUBLAG):

- AP NBINNLNAUFISURILE USP @a), EP .o, BP boee 1#130MUN I IALUULEAITIEUNE
MInTIIlATIIIAYe Elemental Impurities risk assessment report AMUNIFIUNEYRTY Nlaey
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<lo.o Wdfynstunzifousiiuen nuneds ne.e, nele Tunsdiidusinanly
UseenelngluludwetunsfousdosiisvasiSuavitonismuauamunmusndn fasinu ity
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specification) 3ensdifiegszninmsiasundaudly fesuuenasnsveudlunaseandenns
wAlY (8.¢) e
<lolo ludfgynstunsideuiiue mnefis ne.e vio ne.m lunsaifiduindion

ANUTHNANIDUUIUTTY

<o n3flowanlulssinalneg desdinisdoiuseuwnnsgrunsudnnuvaninadt Lasisn1suan
fif (GMP) 984n58N5298151304aY Uagndninaeiisn1snanialunisudnvasanninglsy (GMP PIC/S)
Tumnmenfiauone 3o nsdlenindraniaseme Fealuisdefuses GMP PIC/S vadlssaugkds
pr9nUseinAdnaavienisdesuseminsiugien Certificate of Pharmaceutical Products foanlny
UsswirnanveUseinagdving

<.« AnT9da5UT0IN19759971A518% U895 99 UENER (Certificate of Analysis of finish
product) asefuenfitnanUsenaumsiansan

<. fnthadoduseanisnradinsevuarlunansunasndnvesarsadiidusiodidy
(Certification of analysis of drug substance) ﬁﬁ‘ﬂaﬂﬁ@'ﬁ/}c}:mﬁmm LAz USEMENARIRGAU
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<. Sunumengrasnitdsoudothitosni o U o Weu Tuaniuiidweu

<.oo nsfmlulderdiuiuy (Origina) 9zfeslldayan1sdne13aduya (Bioequivalence)
Wisuisuiuduuuy Jsaenndasnmuvaninasivasuuima fuRluaiionsinundiseansuauay
FrayaraInan A el 1NN TFIUAMUAYBINBIATUANYN ETTNNUAMENTITUNTOMITWALEIUTZAN
Usznalne boow wieiluiusesimansusionty wanlaofranfetuieluniedaiiu gasiu
wagnITUIUNMSHARAEIMUAULWULUY

<.oo WARMENgLLMATIIWEIIRAU WiuNansATIRA AT BRI IRgRuTesTiendfty
fdlumsnanluguiiauens fevosndnsuazuaningiu

€.olo lunsddunzifousiumnnnnit b 3 wgdeafidnuiningienanis@nel Long term
stability suiidwiuinlunzidoueuuans

<.om Lanuonarsduduaruduiusseninajunisndnvesingivvesinendifn (drug
substance) fugunsnanvendndmsiztdniagy (finished product)
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