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Rivastigmine 4.6 mg/24 hr transdermal patch

1. ¥oe Rivastigmine 4.6 mg/24 hr transdermal patch

2. quauAnaly
2.1 vy WuuwsiuwlzRamladmsudssiuen (Transdermal patch)
2.2 d@wdsenau  Usznausieme Rivastigmine base 9 mg dnsimsuanuasssisnlusienie
4.6 mg we 24 Hlus

2.3 YAV WARZUNUYUIN 5 MTIUYURANAT
- = a :
24 maurussy  avusleaiin Uestuanuiy
= ' a o w v a w o a = =
2.5 aan - syyiesn dwlszneufmeddguazanuusyiundniuduoigiaviings uay
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3. AENUANIumAila

3.1 Finished product specification:

A Test Items Specifications

1 Identification Complied with finished product specification

2 Assay 90.0-110.0% of the labeled amount of Rivastigmine

3 | Y3uw D,L-alfa-tocopherol 80.0-110.0%of the labeled amount of D,L-alfa-

tocopherol

4 Uniformity of dosage units Complied with finished product specification

5 Impurities
Total degradation products Not more than 1.0%

6 Adhesion force Not less than 1.41 N

7 Peel force Not more than 700cN

8 | Release rate by HPLC (Shelf-life)
-2 hours 31-73%
-4 hours 42-80%
-7 hours 55-87%

334N €
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3.2 Drug substance specification:

D! Test Items Specifications

1 | Identification Meet the requirement

2 | Assay 98.0% - 102.0% of Rivastigmine on the anhydrous and solvent-free basis
3 | Water Not more than 0.5%

4 | Residue on ignition | Not more than 0.1%

5 | Enantiomeric purity | Not more than 0.3% of the R-enantiomer

6 | Impurities - Total impurities: Not more than 0.5%

4. Gouludu 9
4.1 wnasnsidsueygntunadousfueiiesminelulssmalneuarduns (declare) undandn
411 Tudynstunsdeusiiue (me.2 ve.3 e.d vie 2 wdauinsed)
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n159eunlY (8.5) umseou finished product specification Was/w3e Drug Substance
specification
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VEANNIISNSTAIUNIHARYY PIC/S (Pharmaceutical Inspection Co-operation Scheme) 1ng
g1 PIC/S participating authorities ¥3aillanansiusauNAsFIUNHEREIMUNENNLN
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