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nan13nsIaas e 1mluluaia Finished product specification wag Drug substance
specification 1819899 nLadysifuatuifsafu nensdldalivsngluinduiiuligredeann
in-house specification FdlsannuTeuredinNUALENTTNNITEMNILALEN NTENTIEANSITUAY LAY
soadulnduirfuiliisumimielmininnasgrundusiiuladfunis sauuszniansensisansisnige
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Drug substance specification (Reference Ph.Eur &.o)

o.® Definition White or almost white powder

oo Identification test mi’aﬁwi’mm’mﬁiwiu Raw material specification
(IR, HPLQO)

an.en USuaudaendany ®&.0 — @o.o%L.A. (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.@%

- Total impurities Not more than o.¢%

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

oo Sulfated ash Not more than o.e%, determined on @.0 ¢

Drug substance specification (Reference USP o)

on.@ Definition White or almost white powder

oo ldentification test m‘smtﬁumuﬁsxﬂu Drug substance specification
(IR, HPLO)

an.en USnaudaendnany ®&.0 — ®@olb.0%L.A. (dried substa
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o Impurities
a.c.o Residue on lgnition iU o.0%
a.clo Chloride and Sulfate  Chloride LitAiu o.e%
en..en Organic Impurities

Hoes Acceptance Criteria NMT (%)
Mandelic acid 0.®0
Isobutylglutaric acid o.0&
Isobutyl glutammonoamide o.60&
Pregabalin related compound C o.o&
Any unspecified impurities 0.0
Total impurities o.®

..« Enantiomeric Impurity l1ilAY o.e&%
en.& Loss on Drying TRy 0.¢%
en.o Packaging and storage WiulunvusUauuy (tight container) Uasiulas wag
Huiguugiliitiu be ssrwaliod

Drug substance specification (Reference BP woae) .

m.@ Definition White or almost white powder

oo dentification test m’mmumu‘ﬁisﬂu Drug substance specification
(IR, HPLQ)

sn.en USHaudaednngy «c&.0 — @o.o%L.A. (anhydrous substance)

en.& Impurities

a.&.@ Enantiomer impurity

- Impurity B maximum o.e&%

a.a.lo Related substances

Test A. Polar impurities

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

Test B. Non-polar impurities

- Impurity A maximum o.e&%

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

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

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

n.&.& Sutfated ash maximum o.e% (determined on @.o g

# @gm‘tl@@

QN

AMENITUNSHTNUARMANYMSIANY

&
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Finished Product specification

om.@ Descriptions mwﬂi’mmuﬁiz‘lﬂ,u finished product specification
m.lo Identification test msmci*mmuﬁssu’lu finished product specification
.o Usuaudiedngy ®&.0 - @od.0%L.A.

en.an Dissolution Laitpenin Go.0% lu mo U

o.e Uniformity of dosage units m’sﬁ]mumuﬁ"isqlu finished product specification
o.& Related substances mimmumuﬁisuﬂu finished product specification
VUL

- NSADNDIRANAFVANSUAIA USP &a, EP ot.en, BP woes #381in Il uuLaaIsI189UKa

a € w v T . @ 0 A |
NNINTIVNUATIVINIVD Elemental Impurities risk assessment report AMUNRATIIULATVAITU nleu
FOANUNIUANENTTUNITOIMITUAZEN
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< Haulvdu 9

<o vwislunuslaain - Fuvedauiunudauss
<lo iliaueiivingildsumstunsdeun Wedwielulssmdlnevenssnisasisaage
sniunsadunniinannundusiiuiinsenansisaguiuses
<. ’I.U?T']ﬁ'wum's%uummﬁauﬁw%’um WUEES 8.0, e tunsaildusnfinanly
Useinelnglaslulumvetunaifoundasiiveandonidonisemuauaunmasssdadusiauiiiy
e duulily finished product specification wagdon nunnuaInIngau (raw material
specification) 3ansdifiegszminamsiAsundaudly foauuienansmiveuslouazeasBonnis

Wk (8.@) uAae

o

oo ludfnstunziiousue vuned ve.e vie ne.s lunsalidududian

FUTHNAVTOUUIUTI]

<o nsflendntulsenelng desdivisdesusewnnsgrunsndanuvaninas wasisnsuan
717 (GMP) ¥3n58M3I9a15130qY UagvaninassiIsnsudniiaiunisadnvesanamglsy (GMP PIC/S)
Tumsnaeliausune vie nsdleniuinaniessine dosivisdeuses GMP PIC/S vedlsaanugidn
g1anUssimagnanvIenidedeusowandusien Certificate of Pharmaceutical Products fineniay
UsswagHAnvsoUssmagaiviing

<.« Anadaiuseen1Ins193inT1enveals s uduin (Certificate of Analysis of finish
product) asafugnfithundseneunsinnsen

<.& fnfadedusoanisnsiadiassinazlundnsunaswdnvasasiafiidudland1dny
(Certification of analysis of drug substance) ﬁamaw?ﬁ’mé’wﬁmm wazUTENENEn gy
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<. Tunminorguaseiidwmeudadlitoonit o U o o tuaniufidwey
<.eo n3filildurdunuy (Original) avdeslidayan1sAnyrfrauya (Bioequivalence)
Wisuisufuenduiuy deaenndesmuvdninasivazuuimajoRlugiiensfnundiussaniuanas
PrauyavesndnineignnunnsgIuIvuaYeInesnIuAten dinnuAugnITINTE N TLAYUTEEN
Usanelng® woow wioilluuseviwanfasiniu wdslasduandeatunieluedofieriu gasidu
WAZNIEUIUNMINARREIAURUE LY
. o = U

L 1 A v = 12 a a ]
€00 WEAMANGIUMMAITNIUEIINGAY WisuNansnTIRTIneRauAwIngRuvesinendfty
Allunsraslusuilauene Nawssnansasinanngiu

<ol luns@tunsidousiuininni b 9 azdesiidnuinmaienanisfine Long term
stability aufitudiuinlungifeugnunuans

<.on wanuanaistuduauduiusseninagunisuanvesingivuesdiiendify (drug
substance) fugun1sudnvewndniamiendnsagu (finished product)

<.oc ftaudddluenasiivgnituwiiueduwuuynide

<.o& fUszaunsainsidlulsassunnnd (UHOSNET) wagiiuszansnmmssnuiduiiseusu
Laisna1 o U wazdeasldogautiadagiu
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