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Drug substance specification (Reference EP)

en.e Definition m’mmumuﬁisﬂu drug substance specification
oo |dentification test m'i’af\]ti’mmmﬁ'izq‘lu drug substance specification
- Specific optical rotation 8EEMNIN +oe.0° B +owl.o°
- Infrared absorption spectrophotometry mw&iwummﬁwﬂu drug substance
specification
an.en USLNausnendAgy (Assay) ®&.0 -~ ®0.0% (on the dried basis)
& Impurities
- L-cystine (impurity A) LailAu o.¢%
- L-cysteine (impurity B) TaiiAiy o.¢%
- N,N'-diacetyl-L-cystine (impurity C) LAy 0.¢%
- N,S-diacetyl-L-cysteine (impurity D) laiiAu 0.¢%
- Any other impurity LAy o.¢0%
- Total l1ilAY o.¢%
n.& Zinc Ly eo ppm.
en.o Loss on drying LA e.0%
.o Sulfated ash L3y o.e%
. pH BYIEININ b.o N b
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Finished Product specification

e.@ Descriptions m’mthum’mﬁisﬂu finished product specification
oo Identification test mmﬁhummﬁsmiu finished product specification
en.en U%mmé’ama*“wﬁm (Assay) 0.0 ~ @®0.0%L.A.
en.& Disintegration Time laiiAu & undl
on.& Uniformity of dosage units mw&hummﬁizuiu finished product specification
.o Impurities

- Any other impurity Ly 0.0%

- Total m’nﬁlmu@lmﬁixqiu finished product specification
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.00 nmiuiﬁummmwu (Original) assiasilfayans@nurfrauya (Bioequivalence)
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