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Ketoanalogues and amino acid film-coated tablet 600 mg
1. Toen Ketoanalogues and amino acid film-coated tablet 600 mg
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2.2 dwsznou luudazdin Usenause
alpha-Ketoanalogue to Isoleucine, Ca salt 67.0 mg
alpha-Ketoanalogue to Leucine, Ca salt 101.0 mg
alpha-Ketoanalogue to Phenylalanine,Ca salt 68.0 mg
alpha-Ketoanalogue to Valine, Ca salt 86.0 mg
alpha-Hydroxyanalogue to Methionine, Ca salt 59.0 mg
L-Lysine acetate 105.0 mg
L-Threonine 53.0 mg
L-Tryptophan 23.0 mg
L-Histidine 38.0 mg
L-Tyrosine 30.0 mg
Calcium 0.05 ¢
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3.1 Finished product specification : msﬁﬁmmwaaﬂmxnsmmsﬁwumﬂmé’nwmsLaww
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1 | Identification ma’«asﬁumuﬁizﬂu finished product specification

2 YSuasendnny 90.0 - 110.0% of labeled amount
alpha-Ketoanalogue to 90.0 - 110.0% of labeled amount
Isoleucine, Ca salt
alpha-Ketoanalogue to 90.0 - 110.0% of labeled amount
Leucine, Ca salt
alpha-Ketoanalogue to 90.0 - 110.0% of labeled amount
Phenylalanine,Ca salt
alpha-Ketoanalogue to 90.0 - 110.0% of labeled amount
Valine, Ca salt
alpha-Hydroxyanalogue to Ca salt 90.0 — 110.0% of labeled amount
Methionine
L-Lysine acetate 90.0 - 110.0% of labeled amount
L-Threonine ‘ 90.0 - 110.0% of labeled amount
L-Tryptophan 90.0 - 110.0% of labeled amount
L-Histidine 90.0 - 110.0% of labeled amount
L-Tyrosine 90.0 - 110.0% of labeled amount
Calcium 0.05 ¢ 90.0 - 110.0% of labeled amount
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4.2.1. nstlgwdnlulszvalvg dudndedlionarsiuseawnnssiunisudnginaumdninad
warifnasfAalunisudnea PIC/S (Pharmaceutical Inspection Co-operation
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4.3, nESANN MY TIALDTIAN

4.3.1.4an13099A g mkdndueisdnSagUveudn (certificate of analysis of
finished product) Tusnjuiidadusetng

4.3.2.04an15952995sRRuA M IRgAvvaeiieddey (certificate of analysis of drug
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n. gaiszyeglungu Biopharmaceutics Classification System (BCS) Class 3 w3e 4

'
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9. 9EATinISSNYILAY (narrow therapeutic index drugs)

A. efidinLAMENSIINITE IS LAT B SE AR RIS bioequivalence 1u 81
AuAniingnidu zidovudine (azidothymidine, AZT) s1lusUuuvsIidaLUaINIs
Uanudegsgndfig(modified release dosage forms) s
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