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PROTEIN STATEMENT 
 

Product Name: PKU Nutri 2 Concentrated B3228 
 

SHS International Ltd herewith confirms that the above-mentioned product is a food for special 

medical purposes 

 Protein content: 60g/100g of product 
 

 Phenylalanine: <5mg/100g product 
 

 Our products have been extensively analysed by QC601 and QC602 (method for low 
levels of Phenylalanine) 

 
 

Amino Acid Label (g/100g) 

L-Alanine 2.7 

L-Arginine 2.32 

L-Aspartic Acid 6.56 

L-Cystine 1.54 

L-Glutamic Acid 14 

L-Glutamine 0 

Glycine 1.54 

L-Histidine 1.54 

L-Isoleucine 3.93 

L-Leucine 6.56 

L-Lysine 4.73 

L-Methionine 1.54 

L-Proline 6.18 

L-Phenylalanine 0 

L-Serine 3.47 

L-Threonine 3.1 

L-Tryptophan 1.25 

L-Tyrosine 3.86 

L-Valine 4.73 

Total Amino Acids 69.55 
 
 
 

 

 

    Diane Sheldon       Date : 17/09/2021  
    Registration Officer  
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Product: PKU Nutri 2 Concentrated  

PD Recipe No.: 12/03/04

SP Recipe No.: B3042

This declaration involves the following claims:

Phenylalanine free

This declaration takes into consideration the following directives and recommendations:

FSMP-Directive

Remarks/Reason for change:
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Product: PKU Nutri 2 Concentrated  

PD Recipe No.: 12/03/04

SP Recipe No.: B3042

                        100 g 100 g (ml) 100 kcal 1 portion content 100 kJ

composition 1 2 3 4 5 dry ready to feed ready to feed (100 g) per ready to feed

product product 1 g protein product

protein equivalent g  60 6 21.4 6 1 5

   amino acids g 72

   vegetable protein g

   animal protein g

fat g  

   vegetable fat g

   animal fat g

   MCT g

digest. carbohydrates g  10 1 3.6 1 0.2 0.8

dietary fiber g  

salt equivalent g 1.35 0.14 0.5 0.1 0.02 0.1

minerals g 6.8 0.7 2.4 0.7 0.1 0.6

water (calculated) g 11.2 91.1 325.4 91.1 0.2 76.6

energy kJ  1190 119 - 119 -

kcal  280 28 - 28 -

vitamins

   A µg 1200 120 429 120 20 101

   D3 µg 18 1.8 6.4 1.8 0.3 1.5

   E mg 21 2.1 7.5 2.1 0.4 1.8

   K1 µg 57 5.7 20.4 5.7 1 4.8

   thiamin (B1) mg 1.8 0.2 0.64 0.2 0.03 0.2

   riboflavin (B2) mg 2.4 0.2 0.86 0.2 0.04 0.2

   B6 mg 2.7 0.3 0.96 0.3 0.05 0.2

   niacin mg 12.6 1.3 4.5 1.3 0.2 1

   niacin equivalents mg 33.6 3.4 12 3.4 0.6 2.8

   biotin µg 90 9 32 9 2 7.6

   folic acid µg 288 29 103 29 5 24

   B12 µg 3.6 0.4 1.3 0.4 0.06 0.3

   pantothenic acid mg 11.4 1.1 4.1 1.1 0.2 1

   C mg 180 18 64 18 3 15

nutrient relation (energy %)

   protein % 86 86 86

   fat % 0 0 0

   carbohydrates % 14 14 14

1 = required declaration according to EEC-directive 90/496/EEC Labelling Directive

2 = required declaration according to EEC-directive 99/21/EEC FSMP Directive

3 = required declaration according to EEC-directive 91/321/EEC Infant Formula Directive

4 = required declaration according to EEC-directive 96/5/EEC Weaning Food Directive

5 = 

* reference value = EC-Weaning/Infant Food Directive
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Product: PKU Nutri 2 Concentrated  

PD Recipe No.: 12/03/04

SP Recipe No.: B3042

                        100 g 100 g (ml) 100 kcal 1 portion content 100 kJ

composition 1 2 3 4 5 dry ready to feed ready to feed (100 g) per ready to feed

product product 1 g protein product

minerals g 6.8 0.7 2.4 0.7 0.1 0.6

   sodium mg  540 54 193 54 9 45

mmol 23.5 2.3 8.4 2.3 0.4 2

   potassium mg 1200 120 429 120 20 101

mmol 30.7 3.1 11 3.1 0.5 2.6

   calcium mg 2300 230 821 230 38 193

 mmol 57.4 5.7 20.5 5.7 1 4.8

   magnesium mg 300 30 107 30 5 25

 mmol 12.3 1.2 4.4 1.2 0.2 1

   phosphorus mg 1380 138 493 138 23 116

mmol 44.6 4.5 15.9 4.5 0.7 3.7

   chloride mg 900 90 321 90 15 76

mmol 25.4 2.5 9.1 2.5 0.4 2.1

   iron mg 30 3 10.7 3 0.5 2.5

mmol 0.5 0.05 0.19 0.05 0.01 0.05

  Na+K+Cl mol/l 0.8 0.08 0.28 0.08 0.01 0.07

   Ca/P 1.7 1.7 1.7 1.7 1.7 1.7

trace elements          

   zinc mg 30 3 10.7 3 0.5 2.5

   copper mg 2.1 0.2 0.8 0.2 0.04 0.2

   iodide µg 340 34 121 34 6 29

   manganese mg 3.6 0.4 1.3 0.4 0.06 0.3

   chromium µg 120 12 43 12 2 10

   fluoride mg 1.8 0.18 0.6 0.18 0.03 0.2

   molybdenum µg 95 9.5 34 9.5 1.6 8

   selenium µg 50 5 18 5 0.8 4

   choline mg 780 78 279 78 13 66

   inositol mg 265 27 95 27 4.4 22

1 = required declaration according to EEC-directive 90/496/EEC Labelling Directive

2 = required declaration according to EEC-directive 99/21/EEC FSMP Directive

3 = required declaration according to EEC-directive 91/321/EEC Infant Formula Directive

4 = required declaration according to EEC-directive 96/5/EEC Weaning Food Directive

5 = 

* reference value = EC-Weaning/Infant Food Directive
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Product:  

PD Recipe No.: 

SP Recipe No.:

                        100 g 100 g (ml) 100 kcal 1 portion content 100 kJ

composition 1 2 3 4 5 dry ready to feed ready to feed (100 g) per ready to feed

product product product 1 g protein product

protein g 60 6 21.4 6 1 5

amino acids g 72 1.2

  essential amino acids

    cystine g 1.6 0.16 0.58 0.16 0.027 0.14

    histidine g 1.6 0.16 0.58 0.16 0.027 0.14

    isoleucine g 4 0.4 1.4 0.4 0.067 0.34

    leucine g 6.8 0.68 2.4 0.68 0.114 0.57

    lysine g 4.9 0.49 1.74 0.49 0.081 0.41

    methionine g 1.6 0.16 0.58 0.16 0.027 0.14

    phenylalanine g

    threonine g 3.2 0.32 1.16 0.32 0.054 0.27

    tryptophan g 1.3 0.13 0.45 0.13 0.021 0.11

    tyrosine g 4 0.4 1.4 0.4 0.067 0.34

    valine g 4.9 0.49 1.74 0.49 0.081 0.41

  sum of ess. amino acids g 34 3.4 12.1 3.4 0.566 2.85

  sum of branched chain

  amino acids g 15.7 1.57 5.61 1.57 0.26 1.3

  non ess. amino acids

    alanine g 2.8 0.28 1 0.28 0.047 0.24

    arginine g 2.4 0.24 0.9 0.24 0.04 0.2

    aspartic acid g 6.8 0.68 2.4 0.68 0.114 0.57

    glutamic acid g 14.4 1.44 5.14 1.44 0.24 1.2

    glycine g 1.6 0.16 0.58 0.16 0.027 0.14

    proline g 6.4 0.64 2.27 0.64 0.106 0.53

    serine g 3.6 0.36 1.29 0.36 0.06 0.3

  sum of non-ess.

  amino acids g 38 3.8 13.59 3.8 0.634 3.2

    taurine mg

    carnitine mg 150 15 53.6 15 3 12.6

  chemical score* 0

  method

1 = required declaration according to EEC-directive 90/496/EEC Labelling Directive

2 = required declaration according to EEC-directive 99/21/EEC FSMP Directive

3 = required declaration according to EEC-directive 91/321/EEC Infant Formula Directive

4 = required declaration according to EEC-directive 96/5/EEC Weaning Food Directive

5 = 

* reference protein = casein

B3042

12/03/04

PKU Nutri 2 Concentrated
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Product: PKU Nutri 2 Concentrated  

PD Recipe No.: 12/03/04

SP Recipe No.: B3042

                        100 g  100 g 100 g (ml) 100 kcal 1 portion content

composition 1 2 3 4 5  fat dry ready to feed ready to feed (100 g) per

(dry product) product product product 1 g protein

fat g  

fatty acids spectrum   

  - butyric acid C4 g

  - caproic acid C6 g

  - caprylic acid C8 g

  - capric acid C10 g

  - lauric acid C12 g

  - myristic acid C14 g

  - myristolic acid C14:1w9 g

  - pentadecanoic a. C15 g

  - palmitic acid C16 g

  - palmitolic acid C16:1w7 g

  - margaric acid C17 g

  - stearic acid C18 g

  - elaidic acid C18:1tw9 g

  - oleic acid C18:1w9 g

  - vaccenic acid C18:1tw11 g

  - c-t linoleic acid C18:2ctw6 g

  - linoleic acid C18:2w6 g

  - gamma-linolenic a. C18:3w6 g

  - alpha-linolenic a. C18:3w3 g

  - arachidic acid C20 g

  - eicoseic acid C20:1w9 g

  - eicosadienoic acid C20:2w6 g

  - homo-g-linolenic a. C20:3w6 g

  - arachidonic acid C20:4w6 g

  - eicosapentanoic a. C20:5w3 g

  - behenic acid C22 g

  - erucic acid C22:1w9 g

  - docosatetranoic a. C22:4w6 g

  - docosapentanoic a. C22:5w3 g

  - docosahexanoic a. C22:6w3 g

  - lignoceric acid C24 g

  - non identified fa   g

fatty acids characteristics

  trans fatty acids   g

  saturated fatty acids     g  

  unsaturated fatty acids g

  mono unsaturated fatty acids g

  poly unsaturated fatty acids g

  essential fatty acids *  g

   w3 LCP g

   w6 LCP g

  w6/w3 fatty acids g

  linoleic / alpha-linolenic acid g

  poly. unsat./saturated fatty acids

      = P/S quotient     

  cholesterol mg

1 = required declaration according to EEC-directive 90/496/EEC Labelling Directive

2 = required declaration according to EEC-directive 99/21/EEC FSMP Directive

3 = required declaration according to EEC-directive 91/321/EEC Infant Formula Directive

4 = required declaration according to EEC-directive 96/5/EEC Weaning Food Directive

5 = 

* = Linoleic + alpha-Linolenic acid
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Product: PKU Nutri 2 Concentrated  

PD Recipe No.: 12/03/04

SP Recipe No.: B3042

                        100 g 100 g (ml) 100 kcal 1 portion % of content

composition 1 2 3 4 5 dry ready to feed ready to feed (100 g) carbohydrates per

product product ready to feed p. 1 g protein

digest. carbohydrates g  10 1 3.6 1.0 100 0.2

carbohydrates    

  sugars g  0.4 0.04 0.13 0.04 4 0.006

    - glucose g 0.1 0.01 0.04 0.01 1 0.002

    - fructose g  

    - lactose g

    - sucrose g  

    - maltose g 0.3 0.03 0.09 0.03 3 0.004

    - galactose g  

polysacch., digest. g 9.6 1 3.4 1 96 0.16

dietary fiber (AOAC) g

    - soluble g

    - insoluble g

starch g

polyols g

    - sorbitol g

bread unit 1 0.1 0.1

1 = required declaration according to EEC-directive 90/496/EEC Labelling Directive

2 = required declaration according to EEC-directive 99/21/EEC FSMP Directive

3 = required declaration according to EEC-directive 91/321/EEC Infant Formula Directive

4 = required declaration according to EEC-directive 96/5/EEC Weaning Food Directive

5 = 
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Product: PKU Nutri 2 Concentrated

PD Recipe No.: 12/03/04

SP Recipe No.: B3042

Further details:

osmolarity: mosmol/l

osmolality: mosmol/kg H2O

renal solute load:

pH-value (Standard dilution):

1. Standard dilution: 10 g powder + 90 mL water = 100 g/mL ready to feed product

Serving size: 10 g powder + 90 mL water = 1 portion / meal

g powder +  mL water = 1 portion / meal

g powder +  mL whole milk (3,5% fat) = 1 portion / meal

g powder +  mL fat reduced milk (1,5% fat) = 1 portion / meal

g powder +  mL whole milk (3,5% fat)     + mL water = 1 portion/meal

10 g powder/portion = 0 scoops/portion

Scoop weight: 1. scoop = g Identification:

2. scoop = g

3. scoop = g

Shelf life: 24 months

Packing material: 500g can

7
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Product: PKU Nutri 2 Concentrated  

PD Recipe No.: 12/03/04

SP Recipe No.: B3042

List of ingredients according to the labelling council directive 79/112 EEC:

L-lysine-L-glutamate

maltodextrin

L-glutamic acid

L-leucine

L-proline

L-valine 

L-isoleucine

L-tyrosine 

magnesium-L-aspartate 

calcium orthophosphate

L-serine

L-aspartic acid 

L-threonine

L-alanine

potassium orthophosphate

L-arginine

sodium bicarbonate

choline bitartrate

calcium chloride

L-histidine 

L-methionine 

L-cystine

glycine

calcium carbonate

L-tryptophane

inositol

L-ascorbic acid

L-carnitine

ferrous sulphate

zinc sulphate

vanillin

DL-alpha-tocopheryl acetate

calcium-D-pantothenate

niacinamide

manganous sulphate

cupric sulphate

sodium fluoride

pyridoxine hydrochloride

riboflavin

thiamin mononitrate

retinyl acetate

chromium (III) chloride

potassium iodide

pteroylmonoglutamic acid

ammonium molybdate

sodium selenite

D-biotin

phylloquinone

cholecalciferol

cyanocobalamin
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