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

m.® Definition White or almost white powder

o.lo ldentification test m'm\humuﬁigquu Raw material specification
(IR, HPLC)

an.an USunausinendndiy &s.0 — @ol.o%L.A. (@anhydrous substance)

a.« 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.e%

- Total impurities Not more than o.¢%

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

en.'o Sulfated ash Not more than o.e%, determined on e.0 ¢

Drug substance specification (Reference USP &o)

o.@ Definition White or almost white powder
en.le Identification test m’mhumuﬁis:ﬂu Drug substance specification
(IR, HPLC) :

@

o.en USunausgnanday &0 — @ol.o%L.A. (dried substang®

@
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en.& Impurities
o.c.a Residue on lgnition  14iAY 0.0%
.o Chloride and Sulfate  Chloride 131y 0.0%

o.c.en Organic Impurities

Foans Acceptance Criteria NMT (%)
Mandelic acid 0.0
Isobutylglutaric acid o.e&
Isobutyl glutammonoamide o.6&
Pregabalin related compound C o0.6&
Any unspecified impurities 0.0
Total impurities o.@

on.c.€ Enantiomeric Impurity Wi o.e&%

en.& Loss on Drying LAy 0.¢%
en.o Packaging and storage Avlunivuglawiiu (tight container) asfulas way

Wufigamgiliiu be ssmwaldea

Drug substance specification (Reference BP woaw)

e.@ Definition White or almost white powder

o.lo Identification test msaﬁ]ﬁhummﬁii:ﬂﬂu Drug substance specification
(IR, HPLC)

an.en UStniusenanfgy «&.0 — @ob.0o%L.A. (anhydrous substance)

on.& Impurities

m.&.@ Enantiomer impurity

- Impurity B maximum o.e&%

s.clo Related substances

Test A. Polar impurities

- Unspecified impurities maximum o.e0% (for each impurity; reporting
threshold o0.0&%)

Test B. Non-polar impurities

- Impurity A maximum o.e&%

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

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

o.c.& Water maximum o.¢% (determined on o.e g)

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

s.@ Descriptions mﬁﬁiﬁhuﬁ’mﬁi:ﬁﬂu finished product specification
oo Identification test ﬁl'ﬁ’;ﬁ]ﬂhumuﬁi%ﬂu finished product specification
oo UTHuinendfgy ®&.0 — ®@o&.0%L.A.

en.m Dissolution liitloanin @o.0% 1u mo W¥

o.& Uniformity of dosage units mwmum’mﬁisqs{,u finished product specification
a.& Related substances m‘i'sﬁ]&humuﬁwﬂu finished product specification
e MISINGI9H
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<o ATy winlulssmelng doslivtisdeduseanasgrumsnanmundninast wagisnisuan
i7 (GMP) 994n38MT9a1515 044 uagndnnasNEATIRlun sHARTesaAmELsY (GMP PIC/S)
lumnaeniltauaie wio nsderdudnanaalssnd Feadimildaiuses GMP PIC/S ULNERRUIAED
v nUssimagninnionisdoiusomandueien Certificate of Pharmaceutical Products fieenlag
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<.« dnidsdeiusesniinsininsiziveslswuduan (Certificate of Analysis of finish
product) nssfugfinunyssnaunisiiansan
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&.00 nTildlgerdunuy (Orginal) azfeasiifayanisfinwdaduya (Bioequivalence)
Wisuifisufivenfuuuy Bsaenadamuvaninaueitaziumeiiluglianisdnwdnseandnauas
TrauyavosndafusiemunInsgIuiuaUemnesIUANE dENOUANEATINNTMSHaE1USEd
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<ol Tunsdidunzilvueiuininnin o U agsdesllduuinmanananisfinel Long term

stability suiigudandslunsdousnnuans

oo LANNDNATSTUTUATNFUNUTTENINTUNTHERTBVINgAUYRIR 8 d AL (drug
substance) fugun1skanvemdnseiatdusag (finished product)
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