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IYRSLBYANUANWULLANIZYT Ketoanalogues and essential amino acid tablet

MUY 165,000 Lﬁﬂ ED) 1,650 ndas ndosay 100 Lﬂﬂ

Tsswenunaveuuny
1. %aen Ketoanalogues and essential amino acid tablet
2. puauAnaly
2.1 3Usuy Duednirdeuildu dmsuiuussnu
2.2 dlsznau Tu 1 dlm Yszneusesendndyy
alpha-ketoanalogue to DL-isoleucine, Ca-salt 67 mg
alpha-ketoanalogue to leucine, Ca-salt 101 mg
alpha-ketoanalogue to phenylalanine, Ca-salt 68 mg
alpha-ketoanalogue of valine, Ca-salt 86 mg

alpha-hydroxy-analogue to DL-methionine, Ca-salt 59 mg

L-lysine-acetate 105 mg
L-threonine 53 mg
L-tryptophan 23 mg
L-histidine 38 mg
L-tyrosine 30 mg
Total Calcium 50 mg

2.3 MYULUTIY ussqlunnsegfiflennond v3e blister pack Yastumuty

2.4 amn - seydlaen, ehuﬂ%:mauc?l"amﬁnﬁ’ﬁyuazmwmm, Yunde, Tunuseny,

e uaziawvsdeuhiuelietremauuuussqing
- murussyeegwlesdessrydon, dulsznausieddiguas
AULTY, Suveeny waziaiingn
3. auduiAMamAiln
waﬂ1imi'aﬁm'iwﬁqmmmﬂuiﬂmu finished product specification wag drug
substance  specification  Fi19dsmnnduinfuatuii  Bdldaemeideusiadiiney
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3.1 Finished product specification: Ketoanalogues and essential amino acid tablet

8 Test items

Specifications

1 |ldentification

Meet the requirement

2. |Assay

- Total calcium

- alpha-ketoanalogue of DL-isoleucine, Ca-salt
- alpha-ketoanalogue of leucine, Ca-salt

- alpha-ketoanalogue of phenylalanine

- alpha-ketoanalogue of valine, Ca-salt

- alpha-hydroxy-analogue of DL-methionine,
Ca-salt

- L-lysine-acetate

95.0 - 105.0% of L.A.
90.0 - 110.0 % of L.A.
90.0 - 110.0 % of L.A.
90.0 - 110.0 % of L.A.
90.0 - 110.0 % of L.A.
90.0 - 110.0 % of L.A.

90.0 - 110.0 % of L.A.

- L-threonine 90.0 - 110.0 % of L.A.
- L-tryptophan 90.0 - 110.0 % of L.A.
- L-histidine 90.0 - 110.0 % of L.A.
- Ltyrosine 90.0 - 110.0 % of L.A.
3 | Dissolution > 60% of label amount in 40 minutes
4 |Uniformity of dosage units Meet the requirement
5 | Disintegration time < 60 minutes
6 |Loss on drying 3.0-5.0%
7 |Purity Meet the requirement
8 |Microbiology test Meet the requirement
3.2 WAN1IATARATIEN Elemental impurity w38l Risk assessment report (uan4
na15UsENa)
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4. Roulviy

4.1 L@ﬂﬁ?iﬁiﬁ%U@i{fy?M%ﬂ%%Lﬁ&ﬂ@?ﬂ%U&l']Lﬁ@ﬁf’]%ﬁ'miﬂﬂi&ﬂﬂl%ﬂ wagdmg(declare)
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a.1.1 luddymstunsdeusiiue el ve.2 ne.3 &4 %30 8.2 udusnsdl
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4.2 1PNETIUTWINTFIUNTNARYN

4.2.1 nsdlewanlulssalve fudnfesdionansiusommsgrunanernundninoe
warIBnsAmlunIsHAnen PIC/S (Pharmaceutical Inspection Co-operation Scheme) Ineniaeeu
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431 nammviaT iR dntusieduiagUvesndn (certificate of analysis
L] ! A ! A [}
finished product) Tuenjufidudiusatne

4.3.2 namsnnvlinseinuniwinghiuvesiend iy (certificate of analysis of drug

L3

substance) ﬁ‘h’ﬂumiwﬁmmjuﬁduﬂuaejﬂa*/’]&q‘uaaﬁwé‘mmuasgwﬁm’imqﬁu
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(drug substance) ¥ 4.3.2 ﬁ’ujumsma“mmwﬁmﬁm%mﬁwL%ﬂg‘d (finished product) 48 4.3.1
4.3.4 wan15fnwn long term stability maamwmqmaamﬁﬁumLﬁaul"iﬁ’uﬁﬂﬁ’mm
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