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TUazISunRUANYMZIANITYT
Amino acids 46 g + dextrose 103 g + lipids 41 g emulsion for infusion, 1000 Kcal
(1448 m0 d7u2u 4,000 g4

Tsane1uravoauwny

1. o1 Amino acids 46 g + dextrose 103 g + lipids 41 g emulsion for infusion,
1000 Kcal (1448 ml)
2. auauiRnaly
2.1 JUnuy Huansewnsusmannide dwiulinmasaiden
2.2 dudssney TutSnes 1448 faddasusenausiadiuusznay 3 1UIAUTTY laun
- Lipid emulsion 20% 41 gm, Uuws 204 mt
- Amino acid solution 10% with electrolyte 46 gm, UIums 456 ml
- Glucose solution 13% 103 gm, U3ums 788 ml
Tndaeusiavan 1,000 Keal
2.3 AIYULUTTY ussq'lum«uuzmsqmﬁwsmmm?ga Ussnauﬁwqa‘&v'u'luuw
multichamberiazgaiy inner bag gnuenidu 3 dw fensaiinsey
\Fouilugneenld I oxygen absorber agsywing inner bag uas
overpouch inner bag %7970 multilayer polymer film
2.4 aa7n - ssqf‘uam, duusenauigdAnuarANLT, TURER, Tuunay,
wviindn uasiawnsdowihiuelietedaauuuussyin
- uunrusuTIenegeendessrydesvdedenensin  duszneu
YUIMATILTIDIET AT wazTunueenglidaiau
3. AuauAnumaila

3.1 Finished product specification:
3.1.1 Lipid emulsion 20%

{o Test items Specifications

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

chamber bas.
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3.1.1 Lipid emulsion 20% (si®)

D) Test items Specifications
2. | Identification AT
3. | pH 75-90
4. | Droplet size distribution, % < 5 um 100
5. | Mean droplet size, um <05
6. | Assay

- Caprylic acid, mg/mt 26 - 48

- Capric acid, mg/ml 10 -30

- Cleic acid, mg/ml 46 - 70

- Linoleic acid, mg/ml 28 - 50

- Eicosapentaenoic acid, mg/ml 2-7

- Docosahexaenoic acid, mg/ml 2-7

- Glycerol (anhydrous), me/ml 225-215

- Sodium, mmol/l <50

- Phosphorus, me/L 421 - 515

- All-rac-a-Tocopherot, 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

D) Test items

Specifications

1. | Description

A clear solution, colorless to slightly yellow and

practically free from particle, in a three chamber bag

2. | ldentification

ATIWIU

3. | pH

54-58
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D) Test items

Specifications

4. | Assay of electrolyte, mmolUt

- Sodium 76 -84

- Potassium 57 - 63

- Calcium 48-53

- 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 11.4-126

- Glycine 104 - 116

- L-Histidine 28-32

- L-Isoleucine 4.7 -53

- L-Leucine 70-78

- L-Lysine 63-69

- 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 59-65
5. | Particulate contamination

2 10 pm particles/ ml NMT 25

2 25 um particles/ ml NMT 3
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3.1.3 Glucose solution 13%

49 Test items

Specifications

1. | Description

A clear, almost colorless solution and practically

free from particles, in a three chamber bag.

2. | Identification HTIVU
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
> 25 um 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 fadoodluasodng
5. | pH 5.6

3.2 wanlIsiAsey Elemental impurity 384l Risk assessment report (W6RWBNES

Usenav)
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wuemg - NMT = Not more than
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4.3.1 nan13esI9diesivinanmndndusiundnieguuegnde (certificate of analysis

@ 1

1 d 1
finished product) Tusjuiidududietng
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4.3.2 wan1snsIviesEiRunIwiIngfvessiiediAgy (certificate of analysis of drug

9 1
[

substance) M#lumananeuitdaiusgraiveidneuasinaningdiu

4.3.3 enansvisevanguiudumnuduiusseniniuniindnvesingiuuesiisnddey (drug
substance) 4o 4.3.2 fugunisndnvasmdndusiendusagy (finished product) 48 4.3.1
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