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Finished product specification

U::A

Count

Count

10 Escherichia Coti

Drug substonce specification

Fleavy meta[s

Acceptance Criteria
Average weight r30-1.38

Uniformity of mass According to Ph.Eur.

Uniformity of content

DissoIuiion test

According to Ph.Eur.

NLT 70% (Q) of the l.abei ctiam after 3
Loss on drying NMT 2.50lo

-31.50 mg/fct (95.0-105.0% of the
TotaI related compound

NMT 2000 cfulg

NMT 200 cfulg

Acceptance Criteria

the L,A. of NicergoIine (anh

ldentification
Fr :? 0r.i1LFt'u.l specification

Specific rotation

Related subst'ance

+4.8 to +5,8

lmpurityB;NM-f0.8%o

lmpurityA:NMT0.5%o

lmpurityH:NMT0.3%

lmpurity D,C,F,l : NMT 0,2%

Unspecified impurities for each

0.L00/o

Totaf impurity : NMT L2o/o

vvdtcl NMT 0.50lo

Sul.fated ash

NMT 20 ppm

Reference : In-house specification (Finished product specification)
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