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B/ BRAUN

B. Braun Melsungen AG
Carl-Braun-StraRe 1
34212 Melsungen,

To the competent Authority of Malaysia Germany
Contact: Dr. Patrice Nury
Email: patrice.nury@bbraun.com
Internet: http://www.bbraun.com
Date: October 25", 2023

Letter of Declaration

We,

B. Braun Melsungen AG Postal Address:
Carl-Braun-Strae 1 34209 Melsungen
34212 Melsungen Germany
Germany

as a Responsible Manufacturer of the medicinal product
Nutriflex® Omega Special Novo Emulsion for Infusion

herewith declare the calculation of amino acids as mentioned on the labels and within the product
information per pack size:

Amino Acid (pure) g /1000 mL g/625mL g/ 1250 mL g/ 1875 mL
Isoleucine 3,284 2,053 4,105 6,158
Leucine 4,384 2,740 5,480 8,220
Lysine 3,186 1,991 3,982 5,973
Methionine 2,736 1,710 3,420 5,130
Phenylalanine 4,916 3,073 6,145 9,218
Threonine 2,540 1,588 3,175 4,763
Tryptophan 0,800 0,500 1,000 1,500
Valine 3,604 2,253 4,505 6,758
Arginine 3,780 2,363 4,725 7,088
Histidine 1,753 1,095 2,191 3,286
Alanine 6,792 4,245 8,490 12,730
Aspartic 2,100 1,313 2,625 3,938
Glutamic 4,908 3,068 6,135 9,203
Glycine 2,312 1,445 2,890 4,335
Proline 4,760 2,975 5,950 8,925
Serine 4,200 2,625 5,250 7,875
Total amino acid content per size 35,037 70,068 105,100
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The total amino acid contents per pack size are rounded to the values, which are also indicated in the
product information texts:

625 mL: 35037g= 350¢
1250 mL: 70068g= 70,1
1875 mL: 105100g= 105,19

In addition, please note that for the contents of the amino acids Lysine and Histidine, the pure substances
need to be taken into consideration within the calculation, not the Lysine Hydrochloride and Histidine
Hydrochloride Monohydrate.

Yours sincerely,

B. Braun Melsungen AG represented by

V.
- 7\\Docu§\igned by: DocuSigned by:
B91618F43391455... B8BF00B44137467 ...
Dr. Tom Breiding Dr. Bogdan Bumbacila
Team Leader GRA Operations Dossier GRA CMC Manager
Global Regulatory Affairs CoE Pharma Global Regulatory Affairs CoE Pharma

by Letter of Authorization (or alternative by a Power of Attorney)
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