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3.1 Finished product specification : Alfuzosin 10 mg Extended release
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ia Test items Specifications

1 ldentification mmﬁ‘i:ﬁﬁlu Finished product specification
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MYRDUAAMSN BALANIZVDS
81 Intralipid + Amino acid + Glucose 1,904 ml

TseneuradeumuLsuNs

1. Fown Intralipid + Amino acid + Glucose 1,904 ml
2. gruautAvialy
21 g0uuy Jumsasanglety Usiminde Som dmiulinmasndens
2.2 dnssneulssnausig
2.2.1 Amino acid solution 10% with electrolyte
2.2.2 Glucose solution 13%
2.2.3 Lipid emulsion 20%
2.3 myuzussyUsEnaumegmanain 3 i ussgaulsznaunsdazdiy aelude 2.2
2.4 287N
- suy@on dhlssnauihndidiguasmiuuse Sundn 5’u§umq lauiindn wazian
nzidewsiiuegnlfoeedniauuuussginedt
- yumsususIqenedelesdoessyfesmietonmsd diulsvrsunasauin
ATNUTIVENET LAYTHAR fuﬁuawq Lethediay
3. Anuandanisvaia
NAN1IRsIlRT1esinan L EulUs L Finished product specification Was Drug substance
specification dsldanmzifeuradinrunnenssnisonsuaren NIENTHET TG

3.1 Finish product specification: Mixed Three chamber bag

78 Test items Specifications
1 Bacterial endotoxins, EU/ml Not more than 0.5
2 | Sterility test Approved

3.2 Finished product specification: Lipid emulsion 20%

4o Test items Specifications
1 | !dentification Fatty acids
2 jpH

- Time of manufacture 7.5-90
- Throughout Shelf life 6.0 ~ 9.0
3 | Droplet size distribution, % < 5 L 100
% | Mean droplet size, lm <05

g £ N
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98 Test items Specifications
5 | Assay
- Caprylic acid, mg/ml 26 - 48
- Capric acid, mg/ml 10 - 30
- Oleic acid, mg/mt 46 - 70
- Linoleic acid, mg/ml 28 - 50
- Elcosapentaenoic acid, mg/ml 2-7
- Docosahexaenoic acid, me/ml 2-7
- Glycercl, mg/ml 225275
- Sodium, mmol/l £ 50
- Phosphorus, mg/l 421 - 515
- All-rac-Qt-Tocopherol, mg/l 160 - 230
- Triglycerides, mg/ml 190 - 210
6 | Impurity
Free fatty acid, mmol/l
- Time of manufacturing £3.0
- Throughout shelf life <80
Lysophosphatidyl cheline, meg/ml
- Throughout shelf life Not more than 2
3.3 Finished product specification : Amino acid solution 10% with electrolyte
D) Test items Specifications
1 | Identification

- The retention time of aminc acids
in relation to reference standard

- Sodium

- Potassium

- Calcium

- Magnesium

- Phosphorus

- Zinc

Positive
Positive
Positive
Positive
Positive
Positive
Positive
Positive

Positive




e

2 Test items Specifications
2 | pH 54-58
3 | Clarity Clear
4 | Colour Not more intensely coloured than Y6/8Y6
5 | Particalate contamination by light
blockage principle
210 Wm partictes/ml Not more than 25
225 Um particles/ml Not more than 3

6 | Assay

- Sodium, mmacl/L 76 -84

- Potassium, mmol/L 57 - 63

- Calcium, mmaol/L 48-53

- Magnesium, mmot/l 9.5 -10.5

- Phosphorus, mmol/l 18.4 - 204

- Zinc, mmol/t 0.072 - 0.088
7 | Assay of Amine acids, g/l

- L-Alanine 13.3-147

- L-Arginine 11.4-126

- Glycine 104 -116

- L-Histidine 28-32

- L-lsoleucine 67-53

- L-Leucine 70-78

- L-Lysine 6.3 -6.9

- L-Methionine 4.1-45

- L-Phenylalanine 48-54

- L-Proline 10.6 - 11.8

- L-Serine 62-68

- Taurine 0.95-1.05

- L-Threonine 4.2-46

- L-Tryptophan 1.9-21

- L-Tyrosine 0.38 - 0.42

- L-Valine 59-65

/7 /

y -

-

\\»\_//




-
3.4 Finished product specification: Glucose 13%

¥ Test items Specifications
1 | Identification
- Glucecse Positive
2 | pH 35-55
3 | Clarity Clear
4 | Colour Not more intensely coloured than Y6/BY6
5 | Particulate contamination by light
blockage principte
210 Um particles/m! Not more than 25
225 lm particles/m! Not more than 3
6 | Assay
- Glucose, mg/ml 1235 - 136.5
7 | Impurity
- B-Hydroxymethylfurfural, Not mere than 0.25
absorbance, AU
3.5 Drug substance specification: Intralipid+Amino acid+Glucose
Complied with drug substance specification
vanewg ;1 nsalfeavmdeundinmsiiu (Waive) mamsaageiiessisionisls Iniuionans
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2. Drug substance specification Aavsananludmsisiosgnin Drug substance
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