Note:

Summary of Changes for Outer Carton Label of
B. Braun 50% Glucose Intravenous Infusion BP

-Blue highlight indicates new text is added.

No. Section Current Approved Text Proposed Text
1. Qualitative and Each 100 ml contains: 100 ml of solution for infusion contain:
Quantitative Composition
Glucose Monohydrate for Parenteral Use 55.0 g Glucose monohydrate  55.0 g
Water for Injections to 100 ml (equivalent to glucose) (50.0 g)
Caloric value in 100ml 850 kJ =200 kcal Energy 8375 kJ/I = 2000 kcal/l
Osmolarity: 2770 mOsm/| Theoretical osmolarity 2770 mOsm/I
Dosage: Up to 15 ml/kg body weight/day Desage—Yp-te-tb-mbkg-body-weight/day
Flow rate: Up to 25 drops/min = 75 ml/h Flow rate- Upto-25-dropsimin=75ml/h
2. List of excipient(s) Mentioned in composition Water for injections
3. Method of administration | - Intravenous use. For central venous infusion only.
4. Instructions for use e See directions for use inside carton e Read the package leaflet before use.
e Single dose container e For single use only. Discard unused contents.
e Discard unused portion e Do not re-connect partially used containers.
e Sterile, non-pyrogenic o Sterle—non-pyrogenic
5. Warning / Caution e Not to be used if container is found leaking or e Use only if solution is clear and colourless or faintly
solution is not clear. yellow and container and closure are undamaged.
e Keep medicine out of reach of children. o Keep out of the sight and reach of children.
e Jauhkan dari kanak-kanak. Jauhkan dari kanak-kanak.
[ )
6. Storage condition Do not store above 25°C. Do not store above 30°C.
7. Registration number MAL19910433XZ MAL19910433AZ
8. Additional statement and | - e Controlled Medicine
information e GTIN
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