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AMANMZIANITYDIYT
Rivastigmine 4.6 mg/24 hr transdermal patch

1. Yoen Rivastigmine 4.6 mg/24 hr transdermal patch

2. qruandnaly
2.1 jUuuu JuwsiuwdeRmladmiudariug (Transdermal patch)
2.2 d@wlsenay  Useneumuesiaen Rivastigmine base 9 mg dnsinsuanuassienlusinie
4.6 mg #o 24 Halas
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3. AENUANIImALA

3.1 Finished product specification:

¥ Test Items Specifications
1 Identification Complied with finished product
specification
2 Assay 90.0-110.0% of the labeled amount of
Rivastigmine
3 Usuna D,L-alfa-tocopherole 80.0-110.0%c0f the labeled amount of
D,L-alfa-tocopherole
4 Uniformity of dosage units Complied with finished product
specification
5 Impurities
Any unspecified Not more than 0.2%
Total degradation products Not more than 1.0%
6 Adhesion force TTS Not less than 1.41 N/TTS
nmmi.....ff‘uf.czf.......‘..’.?..’ﬁ?’.'.‘.’.ﬂff ....... - S J i T I J%:—/V ........ B ®7"”’°‘S’ ...........

(Wey.am3sou Junemd)  (uwUSge) Weddsnswg)  (ngyadguun sete)  (ag.ennnes ausd)
GPU 657164 [V2404]



i Peel force TTS Not more than 700cN/TTS

8 | Release rate by HPLC (Shelf-life)

-2 hours 31-73%
-4 hours 42-80%
-7 hours 55-87%

3.2 Drug substance specification: USP 41

D) Test Items Specifications
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%
i} Residue on ignition Not more than 0.1%

5 Impurities

- Enantiomeric purity Not more than 0.3% of the R-enantiomer
- Phenol impurity Not more than 0.3%
- Nor impurity Not more than 0.1%
- Any other individual impurity Not more than 0.1%
- Total impurities Not more than 0.5%
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nanfasinuiitunsdoy (finished product specification) uagtainuanunmeasingdiv
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nsvaudly (8.5) 1w3au finished product specification wag/v3e Drug Substance
specification
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waNINMTIBMIARLUNSWEREN PIC/S (Pharmaceutical Inspection Co-operation Scheme) g
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431 WaMITIVIATITIRUAWHERSUeIvNER (Certification of analysis of finished product)
Tugnjuiideotig
4.3.2  wamyiaTevRunwingiuvesiiendfity (Certification of analysis drug substance) Al
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434 wan13An® Long term stability @13 ASEAN guideline on stability study of drug product
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Rivastigmine 4.6 mg/24 hr transdermal patch
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inausiusziiulsEan3nmeasA (Price Performance)
Rlvastlgmlne 4.6 mg/24 hr transdermal patch
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