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A. CATEGORY: Food for Special Medical Purposes

B. CLAIMS: Phenylalanine free

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.

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 43 30 100

1. Protein (equivalent) g 70.0 1.0 7.0 23.5

2. Carbohydrate g 4.4 0.063 0.4 15

- 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
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COMPONENT

UNIT

per 100g
powder

per 1g protein

Prep per 100ml
10 g powder

per 100 kcal

1. Protein (Equivalent

Protein (equivalent)
- Nitrogen
- Animal protein
. Whey protein
. Casein
- Vegetable protein
. Soy protein
- Added aminoacids

2. Carbohydrate
Carbohydrate

- Sugars

. Glucose

. Fructose

. Galactose

. Lactose

. Maltose

. Sucrose

- Polysacharides
. Starch

- Organic acids

3. Fat

Fat

- Vegetable

- Animal

. of which: milk

- Saturates (incl. trans fatty acids)

- Monounsaturates
- Polyunsaturates
- Cholesterol

- Phospholipids

4, Fibre, dietary
Fibre, dietary

- Soluble

- Insoluble

5. Moisture/water
Moisture / water

Q@

QU aQaQ

<3

0.063
0.003
0.001

0.003

0.06

235

15
0.1
0.01
0.07

14
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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 (CI) 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 35 12
- Phosphate (PO4) mg 3325 47.5 333 1116
- Phosphate (PO4) mmol 35 0.50 35 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) Hg 1100 15.7 110 369
- Molybdenum (Mo) ug 90 13 9.0 30
- Selenium (Se) Hg 70 1.0 7.0 23
- Chromium (Cr) ug 98 14 10 33
- lodine (1) Hg 288 4.1 29 97
7. Vitamins
- Vitamin A Hg RE 1400 20 140 470
- Vitamin D Hg 35 0.50 35 12
- Vitamin E mga-TE 11 0.16 11 3.7

. a-Tocopherol mg 15 0.21 15 5.0
- Vitamin K ug 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 25 8.5

mg NE 48 0.69 4.8 16

- Pantothenic acid mg 9.1 0.13 0.9 3.1
- Vitamin B6 Hg 2500 35.7 250 839
- Folic acid Hg 252 3.6 25 85
- Vitamin B12 ug 4.2 0.060 0.42 14
- Biotin Hg 70 1.0 7.0 23
- Vitamin C mg 105 15 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 ug - - - -
- Beta-carotene Hg - - - -
- Gamma-carotene Ug - - - -
- Lutein ug - - - -
- Lycopene Hg - - - -
- Zeaxanthin ug - - - -
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 15 10.5 35
- Choline mg 630 9.0 63 211
- Inositol mg 315 4.5 315 106
- 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 0.73 244
L-Serine 4.03 0.058 0.40 1.35
L-Threonine 3.61 0.052 0.36 121
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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COMPONENT g

per 100g
fatty acids

per 100g
powder

per 1g protein

Prep per 100ml

per 100 kcal

g powder

C 40

C 60

C 80

C 10:0
C12:0

C 14:0

C 16:0

of which

C 16:0 (B)
C 16:1 (n-7)
C 18:.0

C 18:1 (n-9)
C 18:1t(n-9)
C 18:2 (n-6)
C 18:2t(n-6)
C 18:3 (n-3)
C 18:3t(n-3)
C 18:3 (n-6)
C 18:4 (n-3)
C 20:0

C 20:1 (n-9)
C 20:3 (n-6)
C 20:4 (n-6)
C 20:5 (n-3)
C 22:0

C 22:1 (n-9)
C 22:5(n-3)
C 22:6 (n-3)
C 24:0

C 24:1 (n-9)

Butyric acid
Caproic acid
Caprylic acid
Capric acid
Lauric acid
Myristic acid
Palmitic acid

3 palmitate

Palmitoleic acid

Stearic acid

Oleic acid

trans-Oleic acid (Elaidic acid)
Linoleic acid (LA)
trans-Linoleic acid

Alpha linolenic acid  (ALA)
trans-Alpha linolenic acid
Gamma linolenic acid (GLA)
Stearidonic acid

Arachidic acid

Eicosaenoic acid

Dihomo gamma-linolenic acid
Arachidonic acid (AA)
Eicosapentaenoic acid (EPA)
Behenic acid

Erucic acid
Docosapentaenoic acid
Docosahexaenoic acid
Lignoceric acid
Nervoic acid

(DHA)

Other fatty acids

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

- Monounsaturates

- Polyunsaturates

(n-6) / (n-3) ratio:
LA/ ALA ratio:

0.0
0.0
0.0
0.0

0.0
0.0

QG
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E. 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 (5009) 24 24

2. Target scoop weight: n/a g
3. Instructions for safe use:

Store in a cool and dry place

Use clean utensils

Always replace container lid after use

Once opened, content should be used within 4 weeks

Preparation per 100 ml ready to feed: 10g

Once reconstituted, the feed should be sealed, stored in a refridgerator, and used within 24 hours

Shake or stir immediately before use
4, Precautions, contra-indications and warnings:

Use under medical supervision.
Not for parenteral use.

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

Not suitable for use as a sole source of nutrition.

Diets with PKU Nutri 3 Concentrated must contain adequate amounts of energy, essential fatty acids and other nutrients
and phenylalanine to meet daily requirements.

VALIDATED BY:

APPROVED BY:

NAME

FUNCTION :

Chris Shaw NAME : John Pritchard

PD Technologist FUNCTION : PD Manager
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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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SHS International Ltd

100 Wavertree Boulevard, Wavertree "T_e_chndlogf_ Park,
Liverpool, L7 9PT, UK

has been assessed and determined to.comply with the reguirements of

Food Safety System Certification
FSSC 22000

Certification scheme for food safety management systems consisting of the following elements:
IS0 22000:2018, 1SO/TS22002-1:2009 and Additional FSSC 22000 requirement (version 5).

This cerlificate is applicable for the scope of:

Blending and packing of foods for special medical purposes (FSMPs)
for the management of inborn errors of metabolism
and other specific disorders.

Food Category: CIV - Processing of ambient stable products O F Ss c 22000

This certificate is valid from 25 May 2021 until 25 May 2024
and remains valid subject to satisfactory surveillance audits.
Date of Certification decision 25 May 2021

Issue Date: 16 April 2021

Re-certification audit due 60 days prior to expiry date

Issue 6. Certified since 22 November 2010

Authorised by m

UKAS

3 MANAGEMENT
SGS United Kingdom Ltd SYSTEMS
Rossmore Business Park  Ellesmere Port ' Cheshire . CHE5 3EN - UK
t +44 (0)151350-6666 " f+44 (0)151 3505600 Wiw.595.com 0005
- HC SGS FSSC 22000 V5 0420
“‘Page 1 of1

Validity of this certificate can be verified in the FSSC 22000 database of certificd organizations-avallable dn i 85622000, com:

- This document is a Web version of SGS certificate for electronic use

- exclusively. It shall only be available by clicking on SGS Certification Mark
~ which has been posted on Your website. It shall not be printed in anyway.
This document is copyright protected. No content or appearance may be
reproduced without the express written permission of SGS. Any misuse,
e - alteration, forgery or falsification is untawful, ;
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A food for special medical purposes. For the dietary
management of phenylketonuria (PKU) and
hyperphenylalaninaemia (HPA) in children over 8 years of age
and adolescents. A phenylalanine-free powdered mixture of
amino acids with vitamins, minerals and trace elements.

Important notice: For enteral use only. Not for parenteral
use. Must be used under medical supervision. Not suitable as
asole source of nutrition. Suitable for children over 8 years of
age and adolescents. Only to be used by individuals with

PKU/HPA,

Precautions: Diets with this product must contain adequate
amounts of energy, essential fatty acids and phenylalanine to
meet daily requirements.

Suggested intake: Should be determined by a clinician or
dietitian only, and is dependent on age, bodyweight, and
medical condition of the patient. The daily amount should be
adjusted regularly under medical supervision.

Use only the scoop provided in the packaging. Two level scoops
provides 8.6 g =6.0 g PE.

Preparation and Administration: The suggested intake
should be divided into 3 to 5 equal portions distributed
throughout the day. The product should be taken mixed with
calculated amounts of other food or drinks e.g. water, fruit juice,
fruit puree.

Storage: Store in a cool, dry place. Always replace container lid

. after use. Once opened, use within 4 weeks.
* Ingredients: L-lysine L-glutamate, L-glutamic acid, L-leucine,

L-proline, L-valine, L-isoleucine, L-tyrosine, magnesium
L-aspartate, maltodextrin, L-aspartic acid, L-serine, L-threonine,
L-alanine, potassium phosphate dibasic, calcium phosphate
dibasic, calcium carbonate, L-arginine, glycine, L-cystine,
L-histidine, L-methionine, choline bitartrate, L-tryptophan,
magnesium citrate, inositol, L-ascorbic acid, L-carnitine, zinc
sulphate, ferrous sulphate, flavouring, nicotinamide,
DL-a-tocopheryl acetate, calcium D-pantothenate, thiamin
mononitrate, pyridoxine hydrochloride, riboflavin, sodium
fluoride, vitamin A acetate, manganese sulphate, chromium
chloride, potassium iodide, folic acid, ammonium molybdate,

. copper sulphate, sodium selenite, D-biotin, vitamin K1,
' vitamin D3, cyanocobalamin.

Best before: See base of can.

Produced by: SHS International Ltd., 100 Wavertree Boulevard,
Liverpool L7 9PT, United Kingdom.
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Nutrition information: per100g
Energy 1263kJ/ | LTyrosine 4529 | Mn 280mg
297 keal | L-Valine 5379 | Cr 98 g
L-Alanine 325q | F 11mg
Fat 0g | L-Arginine 2.70g | Mo 90ug
of which L-Aspartic Acid 7709 | Se 70pg
- Saturates 0g | L-Glutamic acid 16219
Glycine 1864 | Vitamins
Carbohydrate 439 | L-Proline 7289 | Vit A 1400 pg
of which L-Serine 403g | Vit.D 3519
- Sugars 029 Vit.E 15mg (oTE/ET)
Salt <0.05g | VitK 56 g
Fibre 0g Thiamin 245mg
Minerals Riboflavin 220mg
Protein equivalent 7009 | Na (<0.9 mmol) <20mg | Vit.B6 2.5mg
K (36 mmol) 1400mg | Niacin (48 mgNE/EN) 25.2mg
of which Ca (45mmol) 1820mg | Folic acid 2539
L-Cystine 1869 | Mg (16 mmol) 392mg | Biotin 701
L-Histidine 1869 | P (35 mmol PO4) 1085mg | Vit. B12 42y9
L-Isoleucine 4639 | Cl (<0.6 mmol) <20mg | Pantothenic acid 91mg
L-Leucine 7609 Vit.C 105mg
L-Lysine 5379 | Traceelements
L-Methionine 1859 | Fe 224mg | Others
L-Phenylalanine - | Zn 200mg | L-Camitine 105mg
L-Threonine 3619 | Cu 1.82mg | Choline 630mg
L-Tryptophan 134g | | 2881 | Inositol 315mg
Distributed by:
Nutricia Middle East & Africa,
Jumeirah Lakes Towers, Cluster W,
Build JBC 5, Unit 3701.
Dubai, United Arab Emirates. |||| ||| |||| || ||||| |
5"016533"649000
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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

e Protein content: 70g/100g of product
e Phenylalanine: <5mg/100g product

e 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

5 kotdac

Diane Sheldon
Registration Officer

www.nutricia.com

Date : 17/09/2021

Nutricia Liverpool is a trading division of SHS INTERNATIONAL LTD

A Danone
Nutricia Liverpool 100 Wavertree Boulevard Liverpool L7 9PT UK Tel: +44 (0) 151 228 8161 Fax: +44 (0) company
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LIFE-TRANSFORMING NUTRITION

Amsterdam, September 6%, 2021

To whom it may concern,

We herewith confirm that PKU NUTRI 3 CONCENTRATED (70g/100g) is registered and lawfully sold in the countries listed
in the table below.

Yours sincerely,

Ozd

Global Market Access Director

Danone Specialized Nutrition

Brand Name Marketed Country Name With Currency Feimhursement Status
NUTRI CONCENTRATED 3 2X500G EN YES Croatia (Hrk) YES
NUTRI CONCENTRATED 3 2X500G EN YES Russia (P) YES
NUTRI CONCENTRATED 3 2X500G EN WES Serbia (€) NO
NUTRI CONCENTRATED 3 2X500G EN YES Ukraine (Hry) YES
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REPUBLIKA HRVATSKA
MINISTARSTVO ZDRAVSTVA

KLASA: 541-02/16-07/48
URBROJ: 534 -07-1-1-3/1-17-3
Zagreb, 13. veljace 2017.

Ministar zdravstva u predmetu izdavanja potvrde o notifikaciji hrane za posebne
prehrambene potrebe po zahtjevu trgovackog drustva G-M Pharma Zagreb d.o.o., Zagreb,
Velika Cesta 74, od 05. listopada 2016. na temelju ¢lanka 13. stavak 1. Zakona o hrani za
posebne prehrambene potrebe (“Narodne novine “ br. 39/13), izdaje

POTVRDU
o notifikaciji hrane za posebne prehrambene potrebe

Hrana za posebne medicinske potrebe pod nazivom:

1. ,,PKU Nutri 1%, proizvoda¢a SHS International Ltd., Wavertree Boulevard, Liverpool,
L79PT, Velika Britanija, namijenjena za dijetalnu prehranu dojendadi oboljele od
fenilketonurije i hiperfenilalaninemije;

2. ,,PKU Nutri 2%, proizvoda&a SHS International Ltd., Wavertree Boulevard, Liverpool,
L79PT, Velika Britanija, namijenjena za dijetalnu prehranu djece iznad 1 godine
starosti oboljele od fenilketonurije i hiperfenilalaninemije;

3. ,PKU Nutri 3, proizvodada SHS International Ltd., Wavertree Boulevard, Liverpool,
L79PT, Velika Britanija, namijenjena za dijetalnu prehranu djece iznad 8 godina,
adolescenata i odraslih oboljelih od fenilketonurije i hiperfenilalaninemije;

upisana je u Registar hrane za posebne prehrambene potrebe Ministarstva zdravlja sukladno
Clanku 13.stavak 2. Zakona o hrani za posebne prehrambene potrebe (“Narodne novine “ br.
39/13).

Upravna pristojba naplacena je temeljem Zakona o upravnim pristojbama (“Narodne novine “
br. 8/96, 77/96, 95/97, 131/97, 68/98, 66/99, 145/99, 30/00, 116/00, 163/03, 17/04, 110/04,
141/04, 150/05, 153/05, 129/06, 117/07, 25/08, 60/08, 20/10, 69/10, 126/11, 112/12, 19/13,

80/13).
=
A % MINISTAR
[/ prefadr. s¢, Milan KujundZi¢, dr. med.
.2 o
I h.0. (If A YT
DOSTAVITI: ‘1 \
1. G-M Pharma Zagreb d.o.o0., N\DBsron 7
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Orszdgos Gydgyszerészeti
és Elelmezés-egészségligyi intézet

Orsvdgos Elehnezés- éx Tapldlozastudomdnyi hnézet Féigargardsdy

1097 Budapest, Albert Fl6ridn it 3./a.
Levéleim: 1372 Postafidk 450.

Tel: (1) 8869-300, Fax: (1) 8869-460
E-mail: ogyei @ogyei.gov.hu

Web: www.ogyei.gov.hu

Tktatészam: 1098/20615. OKTI

Zimai Veronika
Mumil K.

1134 Budapest
Rébert Karoly krt. 82-84.

Budapest, 2015. jinius 04,
Notifikacios szam: T/1978/2015.

Meliéklet: a Dbejelentett termék
pdicimke szovegterve (1 old) és angol

nyelvi cimketerve (1 lap)
Ugyftélszolgalat: (+36) 1 476 64 40
ugyfelszolgalat@oeti.antsz.hu

Vdlaszlevelében kérjiik, hivatkozzon az OETI
iktatészdmra.

Igazolés specialis — gybgyaszati célra szént - tapszer bejelentésérsl

i. Bejelentt adatai
Név: Numil Kft.

Cim: 1134 Budapest, Rébert Kéroly krt. 82-84.

Telephely: 1134 Budapest, Rébert Karoly krt. 82-84.

Elérhetoség: Tel: 06 1 452-7872

Forgalmaz6: Numil Kft., 1134 Budapest, Robert Karoly krt. 82-84.

2. Termék eredete
Orszag: Egyesiilt Kirdlysag
El6allit6é neve: SHS International Ltd.

El64llité cime: 100 Wavertree Boulevard Liverpool L7 9PT, United Kingdom

El6allitas helye: Egyesiilt Kirdlysag
El6allits elérhetosége: -

3. Termék megnevezéses
PKU Nutri 3 Concentrated

fzesités nélkiili specidlis - gy6gyészati célra szant - tapszer fenilketontrids (PKU) és
hiperfenilalaninémids (HPA) 8 évesnél idésebb gyermekek €és serdiildk szamara.

4, Termék besorclasa:

Specidlis — gydgydszati célra szant — tapszer
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1098/2015 OETI
Notifikacios szam: T/1978/2015

5. Termék Osszetevdi cstkkend mennyiségi sorrendben:

L-lizin-L-glutamat, L-glutaminsav, L-leucin, L-prolin, L-valin, L-izoleucin, L-tirozin,
magnézium-L-aszpartdt, maltodextrin, L-aszparaginsav, L-szerin, L-treonin, L-alanin,
kalium-difoszfat, kalcium-difoszfat, kalcium-karbonat, L-arginin, glicin, L-cisztin, L-
hisztidin, L-metionin, kolin-bitartarat, L-triptofin, magnézium-citrd, inozitol, L-
aszkorbinsav, L-karnitin, cink-szulfét, vas-szulfat, aroma, DL-alfa-tokoferil-acetat, kalcium-
D-pantotenét, tiamin-mononitrat, piridoxin-hidrokiorid, riboflavin, nétrium-fluorid, retinil-
acetdt, mangén-szulfit, krém(lll)-klorid, kélium-jodid, pteroil-monoglutaminsav,
ammoénium-molibdat, réz-szulfit, natrium-szelenit, D-biotin, fillokinon, kolekalciferol,
cianokobalamin.

6. Erzékszervi tulajdonsagok:
Semleges iz, illatd por.

7. Csomagolés, mennyiségi jellemzk:
fémdoboez, 500 g

8, Jelblés:
A bejelentett termék pétcimke szévegterve (1 old) és angol nyelvli cimketerve (1 lap))
mellékelve.

9. Felhasznalasi teriilet:
PKU Nutri 2 Concentrated, izesités nélkiili specidlis - gydgyaszati célra szant - tdpszer
fenilketondrias (PKU) és hiperfenilalaninémids (HPA) 8 évesnél iddsebb gyermekek és
serdiilék szdmara. Egy fenilalaninmentes aminosav porkeverék szénhidrattal, vitaminokkal,
asvanyi anyagokkal és nyomelemekkel.

Csak enteralis tapldldsra alkalmas, parenterdlisan nem adhat6.
Kizéardlagos taplalasra nem alkalmas.

A terméket tartalmazé diétdnak tartalmaznia kell a napi szikségletnek megfeleld
mennyiségli energidt, esszencidlis zsirsavakat és fenilalanint.

18, Fontos figyelmezieiés:
Csak 8 évnél id6sebb fenilketondrids vagy hiperfenhlalaninémids gyermekek és serdiilok
részére.
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Notifikdciés szam: T/1978/2015

11, Adagolas:
Az adagot csak orvos és dietetikus hatdrozhatja meg. Az adag fiigg az életkortdl, a
teststlytdl és az egyén egészségi allapotitdl. A javasolt napi bevitelt rendszeres orvosi
ellendrzés alatt kell tartani.
Elkészités: A javasolt adag elosztandé 3-5 egyenlé részre a nap folyaman és eldre
kiszdmitott mennyiségli mds étellel, itallal (pl. vizzel, gylimdlcslével, gylimolcspiirével)
egylitt fogyasztandd.

A femti termék a 24/2003. (V.3.) ESZCSM rendelet 5. § alapjén bejelentetinek
tekintendd.

Felhiviuk szives figyelmét, hogy jelen visszaigazolds kizérdlag azt igazolja, hogy a
bejelentd eleget tett a bejelemiési kitelezetiségének, nem gyartasi, illetve forgalomba
 hozatali engedély, tovabba nem tandsitja a termék és a jeldlés/cimke megfelelségét.

A termék Osszetéielében, jeltiésében, cimkeszivegében bekvetkezett barminemi
valtozés G} bejelentési eljarast von maga utn.
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PKU Mutri 3 Concentrated

izesités nélkiili specialis — gydgyaszati célra szant ~ tapszer fenilketondrias (PKU) és hiperfenilalaninémias (HPA)
8 évesnél id8sebb gyermekek és serdiilék szdmara. Egy fenilalaninmentes aminosav porkeverék szénhidrattal,
vitaminaokkal, asvanyi anyagokkal és nyomelemekkel.

Fontos figyelmezietés: Csak enterdlis taplalasra alkalmas, parenteralisan nem adhatd. Csak orvosi feliigyelet
mellett alkalmazhaté. Kizardlagos taplalasra nem alkaimas. Csak 8 évnél idGsebb fenilketonurids vagy
hiperfenilalaninémias gyermekek és serdiil6k részére. A terméket tartalmazé diétanak tartalmaznia kell a napi
sziikségletnek megfeleld mennyiségli energiat, esszencialis zsirsavakat és fenilalanint. favascli adagolds: az
adagot csak orvos és dietetikus hatdrozhatja meg. Az adag fiigg az életkortdl, a testsulytdl és az egyén egészségi
allapotatdl. A javasolt napi bevitelt rendszeres orvosi ellenérzés alatt kell tartani. Elkésziiés: A javasolt adag
elosztandé 3-5 egyeni részre a nap folyaman és elSre kiszamitott mennyiségli mas étellel, itallai (pl. vizzel,
gylimélcslével, gylimélesplirével) egyiitt fogyasztandd. Tarolds: Tarolja hiivds, szaraz helyen (<25°°C). Hasznalat
utdn mindig zérja vissza a doboz tetejét. Felbontas utan hasznalja fel 4 héten bellil. VédGgazas csomagolasban.

{sszetev8i: L-lizin L-glutamat, L-glutaminsav, L-leucin, L-prolin, L-valin, L-izoleucin, L-tirozin, magnézium L-
aszpartat, maltodextrin, L-aszparaginsav, L-szerin, L-treonin, L-alanin, kalium-difoszfat, kalcium-difoszfat,
kalcium-karbonat, L-arginin, glicin, L-cisztin, L-hisztidin, L-metionin, kolin-bitartarat, L-triptofan, magnézium-
citrat, inozitol, L-aszkorbinsav, L-karnitin, cink-szulfat, vas-szulfat, aroma, DL-alfa-tokoferil acetdt, kalcium D -
pantotenat, tiamin-mononitrat, piridoxin-hidroklorid, riboflavin, natrium-fluorid, retinil-acetdt, mangan-szuifat,
krém(lll)-klorid, kalium-jodid, pteroilmonoglutaminsav, ammonium-molibdat, réz-szuifat, natrium-szelenit, D-
biotin, fillokinon, kolekalciferol, cianokobalamin.

Atlagos tapérték/100 g termék: Energia 1263 kJ/297 kcal, Zsir Og, amelybdl Telitett zsirsavak 0 g, Szénhidrat:
4,3 g, amelybdl cukrok: 0,2g, Rost 0g, Fehérje ekvivalens: 70g, 86: <0,005 g, Aminosavak: 81 g, L-cisztin 1,86 g,
L-hisztidin: 1,86g, L-izoleucin 4,63g, L-leucin 7,60g, Lizin 5,37g, L-metionin 1,85 g, L-fenilalanin 0g, L-treonin
3,61 g, L-triptofan 1,34g, L-tirozin 4,52g, L-valin 5,37g, L-alanin 3,25g, L-arginin 2,70g, L-aszparaginsav 7,70g, L-
glutaminsav 16,21g, Glicin 1,86g, L-prolin 7,28g, L-szerin 4,03g. Asvényi anyagok: Natrium <20mg, Kalium 1400
mg, Kalcium 1820 mg, Magnézium 392 mg, Foszfor 1085 mg, Klorid <20 mg, Nyomelemek: Vas 22,4 mg, Cink 20
mg, Réz 1,82 mg, Jod 288 mcg, Mangan 2,80 mg, Krom 98 mcg, Fluor 1,1 mg, Moalibden 90 mcg, Szelén 70 mcg,
YWitaminok: A-vitamin 1400 mcg RE, D- vitamin 35 mcg, E- vitamin 15 mg TE, K- vitamin 56 mcg, Tiamin 2,45 mg,
Ribofiavin 2,20 mg, B6-vitamin 2,5 mg, Niacin 48 mg NE, 25,2 mg, Folsav 253 mcg, Biotin 70 mcg, B12- vitamin
4,2 mcg, Pantoténsav 9,1 mg, C- vitamin 105 mg, Egyéb: L-karnitin 105 mg, kolin 630 mg, Inozitol 315 mg.

Mingségét megdrzi: doboz aljan lathaté idGpontig
Gyartja: SHS International Ltd., 100 Wavertree Bouldvard, Liverpool L79PT, Egyesiilt Kirdlysag.

Forgalmazza: Numil Kft. 1134 Budapest, Robert Karoly krt. 82-84. www.nutricia.hu Diétds
tandcsadds: 06 40/223-223
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A food for special medieal p . For the dietary
ngec m(P KU

managemel Wﬂ}‘&m }and
2gmin Pﬂ)mdﬁdmnwerayearsofaga
and escems.A nine-free powdered mixture of

amino acids with vitamins, minerals and trace elements,

{mporimnt notice: For enteral use only. Not for parenteral
use. Must be used under medical supervision. Not suitabls as
& sole source of nutrition, Suﬁableiorchddmnwefs ars of

a%andade&escents.()ﬂ!?tobeusedby! with
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Precsutions: Diets with this product must contain adequate

amounts of energy, essential fatly acids and phenylalanine to

meet dafly requirements.

s ested intake: Should be determined by a dlinician o
ian ondy, and is dependant on age, badyweight, and

medical congition of the patient, The dally amount should be

adjusted reguiarly under medical supervision,

Preparation and Administration: The suggested intake

shoukd be divided into 3 to 5 equal pertions distributed

mtmday agommshculdhetakenmedwﬁh

amounis of ather foad or drinks e.g. water, fruit juice,

fruit pureg.

Storage: Storein a coa), &y piace (éscyﬂiways replace

container idalter use, Gres opened, use within 4 weels,

B Ingredients: Ldysine L-gmtama:e |-glutamic acid, L-leucme,
" Lproline, Lveline, L-iscleucing, L.
|-asparials,

, magnesium
malmxlm L-asparlic acld, L-senne t-threonins,
L a!amne, potassium phosphate dibasic, calolum phosphate

dibasic, caloium carbonate, L-argmma giyeine, Loystine,
|-higtiding, L-methionine, chotine bl harirats, L4ryplophan,
magnesium citrata, inositol, L-ascarbic amd Lacamiting, zinc
sulphate, fervous ﬂ%}ha!e. ﬁavouring mcoﬂmmde

Dl-odocopheryl acetate, calium D enate, thiamin
mongnitrate, pyndkatehy&ochic ribofiavin, Sodkm
fluodids, vitamin A cetate,

mangans@a suiphata, chromium
chkmde, polassium lodwe folic acid, ammenium  molybdate,
opper suiphate, sodium selanits, D-biotin, vitamin K1,
vﬂmmn D3, cyanucobelamin,

. Bestieiore: Seabass of can,
* Frodused vy SHS Intemaional U, 160 Waverires Boulsard,

Liverpaol L7 6PT, Unfed Kingdom,
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Hutriion infermation: peritog j
Energy 1263%J/ § LThvecrine 361g| ¥n 280mg |
e e o
Fal og 5379 | o 90ug E
cfwhich 0 L %_2,509 Se oy !
3 L-Asparlgichm 7.703 Vitamins
43¢ ¢ L-Gltamicacd 16219} VLA 1400pgREER |
ciwhich Ghetine 18691 VLD 35& i
=Supars 02¢ § LProline 7289 | VLE 15mg & TEA ¢
1:8erine 403g| VLK Sy
Fisre 0g Thiamin 245mg
Hinerdls Abollavin 220mg
Proteln equivalant 7009 | Na (<09 mmol) <20mg | ViL.BS 25mg |
K (%m 1400mg | Hiscin {48 mg NE/EM) 25.2mg ;
Sait 0054 g: ((;sés 1%;!\9 %&cﬁd 2578pg |
oo
Amino Agida 810¢g P (%mmTF“g?g 10&5:3 it B12 421 |
1-Cyst 186g1 O (<0.6mm <20my | Paniothenicacid oimg |
L-Histidiny 1869 Vit.C 05mg
Chamne 7808 it 2Amg | Othors §
7 ;] |
L-Ays smg Zn zon% L-Camitine 05mg
|&ieihionine 185g § Cu 182mg | Choine 60mg |
\-Fhemiataning - 288yg | tnositol Mmy
Dibtuiedby: ’f
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