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INYOITUARUANYUZLANIZEN
Amino acids 46 g + dextrose 103 g + lipids 41 g emulsion for infusion, 1000 Kcal
(1448 ml) 91u7u 4,000 §9
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1. ¥o87 Amino acids 46 g + dextrose 103 ¢ + lipids 41 g emulsion for infusion,
1000 Keal ( 1448 ml )

2. auautinaly

& v Qv -
2.1 JUuuy Wuansewmsusiaainiie dwmsulinmasaidon
2.2 dausznav luviunns 1448 fiaddnsusznouseaiulsenau 3 YuIAUsTY LA
- Lipid emulsion 20% 41 gm, Usuns 204 ml

- Amino acid solution 10% with electrolyte 46 gm, USuns 456 ml
- Glucose solution 13% 103 gm, YSuns 788 ml
TAwds9uiavan 1,000 Keal
z y
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overpouch inner bag ¥191n multilayer polymer film
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3. AuaNUANIunAile

3.1 Finished product specification:

3.1.1 Lipid emulsion 20%

) Test items Specifications

1. | Description A white, homogeneous emulsion in a three-

chamber bag.

2. | Identification MY

7 < £ v ¢ a a <. v = L~ aa
(wwinfnd AnARIINY) (UNEANYUAT YUURNRINIF) (udgwd  FTeRInng)
weunwnggnngns weuwnd Fuems wndynsdungnsiiay
(unamubun| Fdvaung) (unUseln 535u973)

wndunsdungnisniey Wndunsgugynis




3.1.1 Lipid emulsion 20% (#i®)

do Test items Specifications
3. | pH 7.5-9.0
4. | Droplet size distribution, % < 5 um 100
5. | Mean droplet size, um <05
6. | Assay
- Caprylic acid, mg/ml 26 - 48
- Capric acid, mg/ml 10 - 30
- Oleic acid, mg/rﬁl 46 - 70
- Linoleic acid, mg/ml 28 - 50
- Eicosapentaenoic acid, mg/ml 2-7
- Docosahexaenoic acid, mg/ml 2-7
- Glycerol (anhydrous), mg/ml 22.5-215
- Sodium, mmol/L <50
- Phosphorus, mg/! 421 - 515
- All-rac-a-Tocopherol, mg/L 160 - 230
- Triglycerides, mg/m 190 - 210
7. | Impurity
- Free fatty acids, mmol/l <30

3.1.2 Amino acid solution 10% with electrolytes

) Test items Specifications

1. | Description A clear solution, colorless to slightly yellow and

practically free from particle, in a three chamber bag

2. | Identification AU

54-58

3. | pH

M AMNTIUNMIMNUATIZASIDEAAMAN HUSIANIZUAZIIAING
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L) Test items Specifications

4. | Assay of electrolyte, mmol/!

- Sodium 76 - 84

- Potassium 57 -63

- Calcium 4.8 - 5.3

- Magnesium 9.5-10.5

- Phosphorus 18.4 - 204

- Zinc 0.072 - 0.088

Assay of amino acids, g/l

- L-Alanine 13.3-147
- L-Arginine 114 -126
- Glycine 104 - 116
- L-Histidine 28-32
- L-Isoleucine 47-53
- L-Leucine 70-78
- L-Lysine 6.3-6.9
- L-Methionine 41-45
- L-Phenylalanine 48 -54
- L-Proline 10.6 - 11.8
- L-Serine 6.2 -6.8
- Taurine 0.95 - 1.05
- L-Threonine 42 -4.6
- L-Tryptophan 19-21
- L-Tyrosine 0.38 - 0.42
- L-Valine 59-6.5

5. | Particulate contamination

> 10 pum particles/ ml NMT 25

> 25 um particles/ ml NMT 3
AN IUNTIINUATIZASIBINAMANHUSIAaNIZUATIIAING
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3.1.3 Glucose solution 13%

U9 Test items

Specifications

1. | Description

A clear, almost colorless solution and practically

free from particles, in a three chamber bag.

2. | Identification AU
3. | pH 35=55
4. | Assay of glucose, mg/ml 1235 - 136.5
5. | Impurity
- 5-Hydroxymethylfurfural, NMT 0.25
absorbance, AU
6. | Particulate contamination
2 10 um particles/ ml NMT 25
2 25 ym particles/ ml NMT 3

3.1.4 Mixed three chamber

D) Test items

Specifications

1. | Description

A white emulsion in an open/mixed three

chamber bag.

2. | Bacterial endotoxins, EU/ml NMT 0.5

3. | Sterility test AT

4. | Osmolarity 850 fiadeoaluasioans
5 | pH 56

3.2  Wan133As1ey Elemental impurity w3ail Risk assessment report (WSALBNETS

Jdsznau)
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