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81 Sucralfate @ g/& mL oral suspension, seo mL bottle
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Drug substance specification
m.e Definition mi’sﬁ]mum’mﬁisﬂu drug substance specification
msmm’wumuﬁisq’tu drug substance specification
(HPLC, Chemical test, Aluminum)

mo.o — ee.0% of sucrose octasulfate

oo ldentification test

an.en USLNEURIEdAY (Assay)
o.e Limit of pyridine and o-methylpyridine
- Pyridine Not more than o.0&%

- b-Methylpyridine Not more than o.0&%

o.& Acid-neutralizing capacity
a.o Chloride

en.ed Arsenic

a.e Limit of sucrose heptasulfate

. Aluminum content

Finished Product specification
a.@ Descriptions

oo |dentification test

an.en USnnaudaendidny (Assay)
o Impurities

en.& Deliverable volume

Not less than el mEqg
Not more than o.&o%
Not more than & ppm
Not more than @o%
od.&-0c.d%

m’mshummﬁ's::qlu finished product specification
mwmumuﬁisﬂu finished product specification
®0.0 - ®®0.0%L.A.

mwmumuﬁ’wqﬂlu finished product specification
nrvsiumNiszlu finished product specfie
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e.'o Acid-neutralizing capacity Not less than ele mEq/ & mL
an.ed Microbial Enumeration test and tests for specified microorganisms
- Total aerobic microbial count Not more than @o® cfu/mL

- Total combined yeasts and molds count  Not more than @o® cfu/mL

- E.coli Absence/mL
. pH @0 -b.o
on.a Specific gravity at o&°C @0.0& — 6.o&
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finished product specification LLaz‘fJ'aﬁmummmwﬁquaU (raw material specification) ‘Vﬁaﬂizﬁﬁagj
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.o nsdlemanlulsunalne fesdivilidefusonnasgiunsuadanundninast was3sn1swandis
(GMP) U83NT¥NTINANTITNEY LaEndnINaEIsNsKARNRLuNSHARYDIanA Ly (GMP PIC/S) Tuvan
gATlauenIs w3 nsdeidandaUsene desllniladaiuses GMP PIC/S valsanudndnenain
Uszinagnanvionisdoiusoswandusion Certificate of Pharmaceutical Products fioaningUszine
AnaavSaUssnagIvLe

<.« indedaiusnin1snsiadnsnenvadlssaulnGn (Certificate of Analysis of finish product)
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@& fnthdefuseinmsnsiainswinarlunansuvdmanvesasiadiidudendfayCertification
of analysis of drug substance) ﬁﬂ‘umﬂ%ﬁﬂé’mﬁmm WaEUTEVENER TN AU
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c.ob lunsatunsideusiunuinnit e U szfesdidiuinindrananisfine Long term stability
paiduindslungidousnnuans

<o Wandenansdudunnuduiussywinsqunidnvasingauvesinendrfgy (drug substance)
flujunswanvemandoeierdiiagu (finished product)
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