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o.e Finished product specification : Hypromellose with Preservative Eye Drops

49 Test items Specifications
@ | ldentification Meet the requirement
v | pH b.o-de
o | Assay =& - @0&% labeled amount of HPMC
& | Sterility sterile
& | Minimum fill
- Average volume Not less than the labeled volume
- Content of any single container Not less than «o% of the labeled volume

e.lo Drug substance specification : Hydroxypropyl methylcellulose
Complied with drug substance specification
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o. F81 Intralipid + Amino acid + Glucose
. AauFATANYlY
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b.lo.@ Amino acid solution @o% with electrolyte
..o Glucose solution em%
©.lo.on Lipid emulsion wo%
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o.e Finish product specification : Mixed Three chamber bag

D) Test items Specifications
@ | Bacterial endotoxins, EU/ml Not more than o.&
© | Sterility test Approved
o.la Finished product specification : Lipid emulsion no%

4o Test items Specifications
® | |dentification Fatty acids
© | pH

- Time of manufacture w.¢ - o

- Throughout Shelf life .0 - &o
o | Droplet size distribution, % < & [lm ®00
€ | Mean droplet size, [Lm s o&

=~




U9 Test items Specifications
& | Assay

- Caprylic acid, mg/ml oo - &

- Capric acid, mg/ml ®0 — Mo

- Oleic acid, mg/ml o - ¢o

- Linoleic acid, mg/ml bc - &o

- Eicosapentaenoic acid, mg/ml - o

- Docosahexaenoic acid, mg/ml o-o

- Glycerol, mg/ml bo.& - o.&

- Sodium, mmol/t < &o

- Phosphorus, mg/l a@bve - a&

- All-rac-Qt-Tocopherol, mg/L ®90 - bmo

- Triglycerides, mg/ml exo - beo
o | Impurity

Free fatty acid, mmol/l
- Time of manufacturing < mo
- Throughout shelf life < ®.0

Lysophosphatidyl choline, mg/ml

Throughout shelf life

Not more than

e.en Finished product specification : Amino acid solution 0% with electrolyte

U2 Test items Specifications
® | ldentification
- The retention time of amino acids i Positive
relation to reference standard Positive
- Sodium Positive
- Potassium Positive
- Calcium Positive
- Magnesium Positive
- Phosphorus \ Positive
- Zinc Positive
Positive
pH e -é&a
Clarity Clear
@ | Colour Not more intensely coloured than Yo/BYo
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U Test items Specifications
& | Particalate contamination by light blockage
principle
2@0 m particles/ml Not more than &
2lo¢ m particles/ml Not more than
o | Assay
- Sodium, mmol/l oo - @&
- Potassium, mmol/l & - o
- Calcium, mmol/L & — &
- Magnesium, mmol/l ®.& - @o.¢
- Phosphorus, mmol/l or.d - bo.@
- Zing, mmol/l o0.00o - 0.023x
o | Assay of Amino acids, g/l
- L-Alanine en.m — ec.a
- L-Arginine ®6.€ - av.D
- Glycine @®@0.@ - ®®.D
- L-Histidine ©.¢ - mlo
- L-Isoleucine &6 - &
- L-Leucine 0.0 — 0.
- L-Lysine D.on — b
- L-Methionine <o - €&
- L-Phenylalanine e - &«
- L-Proline ®0.D — ®6.@
- L-Serine bl - o.a
- Taurine o.qd — ®.0&
- L-Threonine &b - &b
- L-Tryptophan 0.8 - b.e
- L-Tyrosine 0.n@ - 0.a®
- L-valine & - o.&
o.& Finished product specification : Glucose em%
\b) Test items Specifications
@ | ldentification
- Glucose Positive
pH ng - &&
Clarity Clear
@ | Colour Not more intensely coloured than Yo/BYo
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b) Test items Specifications
& | Particulate contamination by light blockage
principle
>@0 m particles/ml Not more than ¢
2l m particles/ml Not more than m
o | Assay
- Glucose, mg/ml ebn.¢ — emo.¢&
& | Impurity
- &Hydroxymethylfurfural, Not more than o.lo&
absorbance, AU

o.& Drug substance specification : Intralipid+Amino acid+Glucose
Complied with drug substance specification
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