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Drug substance specification (Reference EP)

a.@ Definition mwshumuﬁsquu drug substance specification
oo dentification test m'smmumuﬁizﬂu drug substance specification

- Specific optical rotation BEIENINUN +e.0° T4 +eow.o°

- Infrared absorption spectrophotometry mi%ﬁ]ﬂi’lumuﬁszﬁlu drug substance

specification
on.on YsunsudaendAey (Assay) «&.0 — ®06.0% (on the dried basis)
en.& Impurities

- L-cystine (impurity A) laiiiu o.¢%
- L-cysteine (impurity B) TaiAu 0.¢%
- N,N'-diacetyl-L-cystine (impurity C) Ty o.¢%
- N,S-diacetyl-L-cysteine (impurity D) TaitAu o.¢%
- Any other impurity LA 0.&0%
- Total lailAu 0.¢%

on.& Zinc LAY @o ppm.

oo Loss on drying LAy @.0%

on.e Sulfated ash iy 0.0%

. pH 885NN b.o N b.g
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Finished Product specification

a.® Descriptions mmﬁwi’mm’mﬁi::qiu finished product specification
oo Identification test m’Jﬁ]ﬂi’lumuﬁwﬂu finished product specification
an.en USHauAIEd ALY (Assay) ®0.0 - ®©0.0%L.A.
en.« Disintegration Time liAu & ud
on.& Uniformity of dosage units mswchumuﬁizqiu finished product specification
.o Impurities

- Any other impurity Tl o.0%

- Total m’m&i’]umuﬁi&:ﬂu finished product specification
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Tumneenitaues wie nsdlsnhidiandessna fosiivilsiesuses GMP PIC/S vaslssauluin
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(Certification of analysis of drug substance) ﬁgwaw'%ﬁmé'mﬁmm WAL USVENATngRv

<o wnansduduanuduiusseninsiunisudnvesingiuiendfty (drug substance) uay
JunsHanvemansinsidsagu (finish product)
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«.o0 nstllilderduuuy (Original) azdesififeyanisfinuidrauya (Bioequivalence)
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