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3.1 Finished product specification:

VD Test Items Specifications

3.1.1 | Identification Meet the requirement

3.1.2 | Assay 93.0-105.0%

3.1.3 | Uniformity of dosage unit Meet the requirement

3.1.4 | Dissolution Not less than 809%(Q) is dissolved in 30 minutes

3.1.5 | Impuirities

-Guanine Not more than 1.0%
-Ganciclovir Not more than 2.0%
-Each individual unidentified impurity Not more than 0.2%
-Total impurities Not more than 3.5%

RN18L1R

1. 9@ Dissolution tag Uniformity of dosage units lWluULNESHENI18AELDIANANIINTITATIERIING 1AL

sreazanmdusaaviilulu CoA

2. n3finaamzLdeundinisiiu (waive) NMsnsaaeunseisenisle iguuanuenaisndngiuianga1a9lasuaylia



3.2 Drug substance specification:

h) Test Items Specifications
3.2.1 | Identification Meet the requirement
3.2.2 | Assay 97.0-102.0%

3.2.3 | Water determination Not more than 8.0%
3.2.4 | Residue on ignition Not more than 0.1%
3.25 | Limit of isopropyl alcohol Not more than 1.0%
3.2.6 | Related compound
-Ganciclovir Not more than 1.5%
-Guanine Not more than 0.25%
-Methoxymethylguanine Not more than 0.3%
-Isovalganciclovir Not more than 0.5%
-Monoacetoxyganciclovir Not more than 0.15%
-Bis-valine ester of ganciclovir Not more than 0.1%
-Valganciclovir dimer (Stereocisomer A) Not more than 0.1%
-Valganciclovir dimer (Sterecisomer B) Not more than 0.1%
-Valganciclovir dimer (Stereocisomer C) Not more than 0.1%
-Ganciclovir mono-N-methyl valinate Not more than 0.3%
-Each individual unidentified impurity Not more than 0.1%
-Total impurities Not more than 3.0%
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