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Histidine 216.2 mg/2.5 g + Isoleucine 203.9 mg/2.5 ¢ + Leucine 320.3 mg/2.5 ¢ + Lysine

hydrochloride 291 mg/2.5 ¢ + Methionine 320.3 mg/2.5 ¢ + Phenylalanine 320.3 mg/2.5 ¢

+ Threonine 145.7 mg/2.5 ¢ + Tryptophan 72.9 mg/2.5 ¢ + Valine 233 mg/2.5 ¢ granules

for oral solution
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1. Foen Histidine 216.2 mg/2.5 ¢ + Isoleucine 203.9 mg/2.5 g + Leucine 320.3 mg/2.5 ¢ +
Lysine hydrochloride 291 mg/2.5 ¢ + Methionine 320.3 mg/2.5 ¢ + Phenylalanine
320.3 mg/2.5 g + Threonine 145.7 mg/2.5 ¢ + Tryptophan 72.9 mg/2.5 g + Valine
233 mg/2.5 ¢ granules for oral solution
2. AauauATalY
2.1 3Uuuy Huedausenide
2.2 druisznay Usznaumay Histidine 216.2 mg/2.5 ¢ + Isoleucine 203.9 mg/2.5 ¢ + Leucine 320.3
me/2.5 ¢ + Lysine hydrochloride 291 mg/2.5 ¢ + Methionine 320.3 mg/2.5 ¢ +
Phenylalanine 320.3 mg/2.5 g + Threonine 145.7 mg/2.5 ¢ + Tryptophan 72.9
meg/2.5 g + Valine 233 mg/2.5 ¢
2.3 MIULUTIY UsTbunsurdmsuenda
2.4 2810 UuMUUrUTTY ST dessyyenn drulszneusiendidguazanunss Tusdn Tumineny
Wuinan uaziay zousiuen egrednauuuussyiasi
UUNYUEUTIEN FoszyTosmietovnninnsdn danuUsEnou wauiNARNLTIYEdeN
\aviindn Tuvuneny Tidnuuuusseiet
2.5 ongueseiidwou litesndn 1 T duaniudsey
3. anauUAnamaila
Namim%ﬁLﬂiwﬁ@mmwﬁ]ﬂﬂmm Finished product specification wag drug substance specification
figradeanindudsuatuiieatu usewdu In house specification Taedealdsunisaanzifouneditniu
ANENTTINITOWNTUALE NTENTHAITUAY 1ol indushiuillddndefonduatuiiiisuviudelmininnasgu
ndusin$uladifunil maUsEnAnTENTaIsITIEY 1309 STYM1TIe A, 2561 asTuil 6 FurnAu w2561 (A
Usgnialussfanyuneniudl 12 nunniug we2562) way seuisen @Uufl 2) w.A.2562 astuil 3 nangnau w.a.
2562 (asUsgmelussRayunnIuil 26 nangnAu w.a.2562)

3.1 Finished product specification:

h) Test Items Specifications
3.1.1 | Identification Meet the requirement
3.1.2 | Assay 92 - 108% of labeled amount
313 | pH 6.6 -17.6
3.1.4 | Osmotic pressure ratio 16-20
3.1.5 | Foreign insoluble matter test Meet the requirement




3.1.6 | Insoluble particular matter

- Size 2 10 ym NMT 25 particles/ml

- Size = 25 um NMT 3 particles/ml
3.1.7 | Bacterial endotoxins NMT 0.5 EU/ml
3.1.8 | Sterility test Meet the requirement
3.1.9 | Impurities

- Heavy metals NMT 1.1 ppm

- Arsenic NMT 0.10 ppm
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4.1 Long term stability ANUDIEEN

4.2 In-use stability N/A
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