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7. swandunanuanuuziawzyeaginsduiiunsinge
#1 Rivastigmine 4.6 mg/24 hr transdermal patch 374U 16,680 Wiy

7.1 Jotn Rivastigmine 4.6 mg/24 hr transdermal patch
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7.2.2 dndsenou Usenaumie Rivastigmine 4.6 mg T 1 usiu
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7.3 Arusiimanaiia

wamsasviaTsiRuawiuiumy finished product specification wag drug substance
" N o a 2 o W w o 1 1 o
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1.3.1 Finished product specification: Rivastigmine Base

) Test items Specifications

1 | ldentification mia%w"ium'mﬂ"ssq'lu finished product specification
2 | Assay 98.0 ~ 102.0 % L.A. of Rivastigrine

3 | Content uniformity mﬁ%ﬁ'}umuﬁwﬂu finished product specification
4 | Enantiomer by HPLC 208-87:Not more than 0.3%

5 | impurities by GC (Specified N-ethyl-N-rethyl-carbamoyl chloride: NMT 2 ppm

identified impurity)
6 | Residual solvents by GC Acetone: NMT 0.1%
Ethyl acetate: NMT 0.5%
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Toluene: NMT 0.02%

7 | Water content by KF Not more than 0.5%
8 | Sulfated ash Not more than 0.1%
9 | Specific optical rotation Between -44.0° to -38.0°
10 | Heavy metals by ICP-MS Ni: NMT 2ppm
Pb; NMT 2ppm
Pd: NMT Zppm
Cd: NMT 2ppm
Ru: NMT Zppm
Total (Fe, Ni, Cu, Zn, Cd, Pb, Pd, Ru): NMT 10ppm
11 | Impurities by HPLC 226-90: NMT 0.1%
008-90: NMT 0.1%
Any unspecified impurity: NMT 0.10%
Total unspecified impurities: NMT 0.3%
Total impurities: NMT 0.4%
12 | Impurities by GC Tributylamine: NMT 25 ppm
13 | In vitro release 7Th/max NMT 93%
14 | TAMC Not more than 2000 cfu/mi
15 | TYMC Not more than 200 cfu/ml
16 | Tests for specified

microorganisms
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-Pseudomonas aeruginosa

-Staphylococcus aureus

Absent

Absent
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