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3.1 Finish product specification“’

1. YSanausand g

: p T .
m’mmuﬂ’mﬂﬁzﬂu Finished product specification

2. Identification

m’aﬁlw"mm&lﬁi:‘lﬂu Finished product specification

3. Uniformity of dosage units

{Content uniformity)

s o
am9ruaaNTzylu Finished product specification

4. Dissolution test

: ) - P
Glﬂﬁm'mm&mi:i,ﬂu Finished product specification

5. Related substances

; ey . -
miaamﬂuﬂﬁ&lﬂi:qlu Finished product specification

3.2 Drug substance specification @
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Qmﬂ&lﬂﬂﬂﬂ\ﬂﬂﬂ%ﬂ

BP 2013

1. dTnmdaday

99.0% - 101.0% of the L.A. of Nicergoline (dried substances)

2. ldentification

AT

3. Specific optical rotation

+4.8° to +5.8°

4. Related substance

- Impurity B : NMT 0.8%
- Impurity A : NMT 0.5%
- Impurity H : NMT 0.3%

- Total impurity : NMT 1.2%

- Impurity D,C,F,I : for each impurity, NMT 0.2%
- Unspecified impurities : for each impurity, NMT 0.10%

5. Water

NMT 0.5%

6. Sulfated ash

NMT 0.1% )
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3. AMENLGNINARA

3.1 Finish product specification?

1. WS menedagy m’;amumuﬁszq’lu Finished product specification
2. Identification test m’m&humwﬁiquu Finished product specification
3. Dissolution @li’mmum’m‘ﬁiquu Finished product specification
4. Uniformity of dosage units m’aﬁwi’mmuﬁsquu Finished product specification
5. Related substances / impurity maﬁlr«humwﬁiquu Finished product specification

3.2 Drug substance specificationm

Testitem ~  BP2013

1. UTanmaaendan 98.0 - 102.0% of Piracetam (dried substance)

2. Identification ATIWIU

3. Apperance of solution AT

4. Related substances - Impurity A, B, C, D : for each impurity, NMT 0.1%

- Unspecified impurities : for each impurity, NMT 0.1%
- Total : NMT 0.3%

5. Heavy metals NMT 10 ppm
6. Loss on drying NMT 1.0%
7. Sulfated ash NMT 0.1% 7
(m%a) ................... Usemuanenssums
(wwanriaen lsaiglasas)
(0980).r A nIINMT ATINNT
(WHENTIUNS 2dlem) (WNENIMUGTH ATURY)
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