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PKU Nutri 3 Concentrated

A.  CATEGORY: Food for Special Medical Purposes

B.  CLAIMS: Phenylalanine free

For the dietary management of proven Phenylketonuria (PKU).

C.  NUTRITION LABELLING (SUMMARY)

COMPONENT UNIT per 100g per 1g protein Prep per 100ml per 100 kcal

powder 10 g powder

Energy value kJ 1267 18.1 127 425

kcal 298 4.3 30 100

        

1. Protein (equivalent) g 70.0 1.0 7.0 23.5

        

2. Carbohydrate g 4.4 0.063 0.4 1.5

- Sugars g 0.2 0.003 0.02 0.1

        

3. Fat g 0 0 0 0

- Saturates (incl. trans fatty acids) g 0 0 0 0

        

4. Fibre, dietary g 0 0 0 0

        

5. Salt g 0 0 0 0

D.  NUTRITIONAL PROPERTIES

Energy Percentages:

1. Protein (equivalent) En% 94

2. Carbohydrate * En% 6

3. Fat En% 0

4. Fibre En% 0

Total 100

* including organic acids and polyols

PKU Nutri 3 Concentrated is a phenylalanine-free powdered mixture of amino acids, with vitamins, minerals and trace elements.

For the dietary management of Phenylketonuria (PKU) and Hyperphenylalaninemia (HPA) in children over 8 years of age and 

adolescents.
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E. COMPOSITION

COMPONENT UNIT per 100g per 1g protein Prep per 100ml per 100 kcal

powder 10 g powder

1. Protein (Equivalent)   

Protein (equivalent) g 70.0 1.0 7.0 23.5

- Nitrogen g 10.1 0.14 1.0 3.4

- Animal protein g - - - - 

 . Whey protein g - - - - 

 . Casein g - - - - 

- Vegetable protein g - - - - 

 . Soy protein g - - - - 

- Added aminoacids g 81.0 1.16 8.1 27.2

      

2. Carbohydrate

Carbohydrate g 4.4 0.063 0.4 1.5

- Sugars g 0.2 0.003 0.02 0.1

 . Glucose g 0.04 0.001 0.004 0.01

 . Fructose g - - - - 

 . Galactose g - - - - 

 . Lactose g - - - - 

 . Maltose g 0.2 0.003 0.02 0.07

 . Sucrose g - - - - 

- Polysacharides g 4.2 0.06 0.4 1.4

 . Starch g - - - - 

- Organic acids g - - - -

       

3. Fat

Fat g - - - - 

- Vegetable g - - - - 

- Animal g - - - - 

 . of which: milk g - - - - 

- Saturates (incl. trans fatty acids) g - - - - 

- Monounsaturates g - - - - 

- Polyunsaturates g - - - - 

- Cholesterol mg - - - - 

- Phospholipids mg - - - -

          

4. Fibre, dietary

Fibre, dietary g - - - - 

- Soluble g - - - - 

- Insoluble g - - - -

5. Moisture/water

Moisture / water g <3
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COMPONENT UNIT per 100g per 1g protein Prep per 100ml per 100 kcal

powder 10 g powder

6. Minerals and trace elements     

- Sodium (Na) mg <3   - - -

- Sodium (Na) mmol -   - - - 

- Potassium (K) mg 1400   20 140 470

- Potassium (K) mmol 36   0.51 3.6 12

- Chloride (Cl) mg <3   - - -

- Chloride (Cl) mmol -   - - - 

- Calcium (Ca) mg 1820   26.0 182 611

- Calcium (Ca) mmol 45   0.64 4.5 15

- Phosphorous (P) mg 1085   15.5 109 364

- Phosphorous (P) mmol 35   0.50 3.5 12

- Phosphate (PO4) mg 3325   47.5 333 1116

- Phosphate (PO4) mmol 35   0.50 3.5 12

- Magnesium (Mg) mg 392   5.6 39 132

- Magnesium (Mg) mmol 16   0.23 1.6 5.4

  Ca / P ratio 1.7   0.024

- Iron (Fe) (non heam) mg 22.4   0.32 2.2 7.5

- Zinc (Zn) mg 20.0   0.29 2.0 6.7

- Copper (Cu) mg 1.82   0.026 0.18 0.61

- Manganese (Mn) mg 2.80   0.040 0.28 0.94

- Fluoride (F) µg 1100   15.7 110 369

- Molybdenum (Mo) µg 90   1.3 9.0 30

- Selenium (Se) µg 70   1.0 7.0 23

- Chromium (Cr) µg 98   1.4 10 33

- Iodine (I) µg 288 4.1 29 97

      

7.  Vitamins

- Vitamin A µg RE 1400 20 140 470

- Vitamin D µg 35 0.50 3.5 12

- Vitamin E mg a-TE 11 0.16 1.1 3.7

  . a-Tocopherol mg 15 0.21 1.5 5.0

- Vitamin K µg 56 0.80 5.6 19

- Vitamin B1 mg 2.45 0.035 0.25 0.82

- Vitamin B2 mg 2.20 0.031 0.22 0.74

- Niacin (B3) mg 25.2 0.36 2.5 8.5

mg NE 48 0.69 4.8 16

- Pantothenic acid mg 9.1 0.13 0.9 3.1

- Vitamin B6 µg 2500 35.7 250 839

- Folic acid µg 252 3.6 25 85

- Vitamin B12 µg 4.2 0.060 0.42 1.4

- Biotin µg 70 1.0 7.0 23

- Vitamin C mg 105 1.5 11 35
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COMPONENT UNIT per 100g per 1g protein Prep per 100ml per 100 kcal

powder 10 g powder

8. Carotenoids     

Carotenoids mg - - - - 

- Alpha-carotene µg - - - - 

- Beta-carotene µg - - - - 

- Gamma-carotene µg - - - - 

- Lutein µg - - - - 

- Lycopene µg - - - - 

- Zeaxanthin µg - - - -

      

9. Nucleotides

Nucleotides mg - - - - 

- Cytidine-5-monophosphate mg - - - - 

- Uridine-5-monophosphate mg - - - - 

- Adenosine-5-monophosphate mg - - - - 

- Guanosine-5-monophosphate mg - - - - 

- Inosine-5-monophosphate mg - - - -

    

10. Others

- L-Carnitine mg 105 1.5 10.5 35

- Choline mg 630 9.0 63 211

- Inositol mg 315 4.5 31.5 106

- Taurine mg - - - - 

- Creatine mg - - - - 

- Co-enzyme Q10 mg - - - -
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12.  AMINO ACID COMPOSITION

COMPONENT UNIT per 100g per 1g protein Prep per 100ml per 100 kcal

g powder 10 g powder

L-Alanine 3.25 0.046 0.33 1.09

L-Arginine 2.70 0.039 0.27 0.91

L-Aspartic acid 7.70 0.11 0.77 2.58

L-Cyst(e)ine 1.86 0.027 0.19 0.62

L-Glutamic acid 16.21 0.23 1.62 5.44

Glycine 1.86 0.027 0.19 0.62

L-Histidine 1.86 0.027 0.19 0.62

L-Isoleucine 4.63 0.066 0.46 1.55

L-Leucine 7.60 0.11 0.76 2.55

L-Lysine 5.37 0.077 0.54 1.80

L-Methionine 1.85 0.026 0.19 0.62

L-Phenylalanine 0 0 0 0

L-Proline 7.28 0.10 0.73 2.44

L-Serine 4.03 0.058 0.40 1.35

L-Threonine 3.61 0.052 0.36 1.21

L-Tryptophan 1.34 0.019 0.13 0.45

L-Tyrosine 4.52 0.065 0.45 1.52

L-Valine 5.37 0.077 0.54 1.80

        

L-Methionine + L-Cyst(e)ine 3.71 0.053 0.37 1.24

L-Phenylalanine + L-Tyrosine 4.52 0.065 0.45 1.52

Essential aminoacids 31.64 0.45 3.16 10.62
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13. FATTY ACID COMPOSITION:

COMPONENT g per 100g per 100g per 1g protein Prep per 100ml per 100 kcal

fatty acids powder 10 g powder

C   4:0            Butyric acid - - - - - 

C   6:0            Caproic acid - - - - - 

C   8:0            Caprylic acid - - - - - 

C 10:0            Capric acid - - - - - 

C 12:0            Lauric acid - - - - - 

C 14:0            Myristic acid - - - - - 

C 16:0            Palmitic acid - - - - - 

of which 

C 16:0 (ß)      ß palmitate - - - - - 

C 16:1 (n-7)    Palmitoleic acid - - - - - 

C 18:0            Stearic acid - - - - - 

C 18:1 (n-9)    Oleic acid - - - - - 

C 18:1t(n-9)    trans-Oleic acid (Elaidic acid) - - - - - 

C 18:2 (n-6)    Linoleic acid              (LA) - - - - - 

C 18:2t(n-6)    trans-Linoleic acid - - - - - 

C 18:3 (n-3)    Alpha linolenic acid     (ALA) - - - - - 

C 18:3t(n-3)    trans-Alpha linolenic acid - - - - - 

C 18:3 (n-6)    Gamma linolenic acid   (GLA) - - - - - 

C 18:4 (n-3)    Stearidonic acid - - - - - 

C 20:0            Arachidic acid - - - - - 

C 20:1 (n-9)    Eicosaenoic acid - - - - - 

C 20:3 (n-6)    Dihomo gamma-linolenic acid - - - - - 

C 20:4 (n-6)    Arachidonic acid          (AA) - - - - - 

C 20:5 (n-3)    Eicosapentaenoic acid    (EPA) - - - - - 

C 22:0            Behenic acid - - - - - 

C 22:1 (n-9)    Erucic acid - - - - - 

C 22:5 (n-3)    Docosapentaenoic acid - - - - - 

C 22:6 (n-3)    Docosahexaenoic acid     (DHA) - - - - - 

C 24:0            Lignoceric acid - - - - - 

C 24:1 (n-9)    Nervoic acid - - - - - 

Other fatty acids - - - - -

- Saturates (incl. trans fatty acids) 0.0 g 

- Trans fatty acids 0.0 g 

- Monounsaturates 0.0 g 

- Polyunsaturates 0.0 g

  

(n-6) / (n-3) ratio: 0.0   

LA / ALA  ratio: 0.0



Product Documentation Sheet

PDS code: B3215

PDS Variant: Date: 01-Aug-14

PDS Version: 1

Status: Approved

PKU Nutri 3 Concentrated

F.  PHYSICAL PROPERTIES (Ready to use):

PROPERTY VALUE UNIT

1. Osmolarity mOsmol/l 

2. Osmolality TBA mOsmol/kg water 

3. Potential Renal Solute Load 432 mOsmol/l 

4. Density liquid kg/l 

5. Acidity pH 

G. MISCELLANEOUS:

1. TYPE OF PACKAGING SHELF LIFE (MONTHS)

20 °C 30 °C

Can (500g) 24 24

2. Target scoop weight: n/a g

3. Instructions for safe use: 

Store in a cool and dry place

Once opened, content should be used within 4 weeks

Preparation per 100 ml ready to feed: 10g

Shake or stir immediately before use

4. Precautions, contra-indications and warnings:

Use under medical supervision.

Not for parenteral use.

Not suitable for use as a sole source of nutrition.

VALIDATED BY: APPROVED BY:

NAME         : Chris Shaw NAME         : John Pritchard

FUNCTION : PD Technologist FUNCTION : PD Manager

Suitable for children over 8 years of age and adolescents with proven phenylketonuria and hyperphenylalaninemia

Diets with PKU Nutri 3 Concentrated must contain adequate amounts of energy, essential fatty acids and other nutrients 

and phenylalanine to meet daily requirements.

Use clean utensils

Always replace container lid after use

Once reconstituted, the feed should be sealed, stored in a refridgerator, and used within 24 hours
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H. ADDITIONAL PRODUCT INFORMATION (not to be used on labels or regular documents)

LIST OF ALLERGENS (according to directive 2003/89/EC)

XC = Cross-contamination, - = Absent, ? = Unknown, YES = Present Concentration

01 Cereals containing gluten (1) and products thereof -

02 Crustaceans and products thereof -

03 Eggs and products thereof -

04 Fish and products thereof -

05 Peanuts and products thereof -

06 Soybeans and products thereof -

07 Milk and products thereof (including lactose) -

       Of which milk 

       Of which lactose

08 Nuts (2) and products thereof -

09 Celery and products thereof -

10 Mustard and products thereof -

11 Sesame seeds and products thereof -

12 Sulphur dioxide and sulphites (3) -

13 Lupin and products thereof -

14 Molluscs and products thereof -

1    Wheat, rye, barley, oats, spelt, kamut or their hybridised strains 
2   Almond (Amygdalus communis L.), Hazelnut (Corylus avellana), Walnut (Juglans regia), Cashew (Anacardium occidentale), Pecan nut (Carya 

illinoiesis (Wangenh.) K. Koch), Brazil nut (Bertholletia excelsa), Pistachio nut (Pistacia vera), Macadamia nut and Queensland nut (Macadamia 

ternifolia) and products thereof. 
3    At concentrations of more than 10 mg/kg or 10 mg/litre expressed as SO

2

OTHERS

XC = Cross-contamination, - = Absent, ? = Unknown, YES = Present Concentration

15 Beef and products thereof

16 Pork and products thereof

17 Chicken and products thereof

18 Corn and products thereof

19 Saccharose (added)
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General Remarks:

Remarks of this variant:







 

 
 

PROTEIN STATEMENT 
 

Product Name: PKU Nutri 3 Concentrated B3215 
 

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

medical purposes 

 

 Protein content: 70g/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 3.25 

L-Arginine 2.70 

L-Aspartic Acid 7.70 

L-Cystine 1.86 

L-Glutamic Acid 16.21 

L-Glutamine 0 

Glycine 1.86 

L-Histidine 1.86 

L-Isoleucine 4.63 

L-Leucine 7.60 

L-Lysine 5.37 

L-Methionine 1.85 

L-Proline 7.28 

L-Phenylalanine 0 

L-Serine 4.03 

L-Threonine 3.61 

L-Tryptophan 1.34 

L-Tyrosine 4.52 

L-Valine 5.37 

Total Amino Acids 81.05 

 

 
 
Diane Sheldon       Date : 17/09/2021 
Registration Officer  
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