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Certificate GB16/871493 "&\\&\x

The Food Safety Management System'of =

SHS International Ltd

100 Wavertree Boulevard, Wavertree T_echnologf 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 0f1

Validity of this certificate can be verified in the FSSC 22000 database of cerliﬁud_ufgmizabﬂns_ﬂvailﬂc on m.fss:m.m.

- 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 permisslon of SGS. Any misuse,
Ko alteratlon forgery or falsmcauon is unlawful. ;
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Food for special medical purposes. For the dietary management of Nutrition information per 100g
phenylketonuria (PKU) and hyperphenylalaninaemia (HPA) in infants.
A phenylalanine-free powdered mixture of amino acids with carbohydrate, vitamins, Energy 1251kJ | L:Proine 5189 | Minerals and trace elements
minerals and trace elements. 299 keal | L-Serne 288q| Na (304mmol) 700mg
Important notice: For enteral use only. Must be used under medical Fat 0g L:Threonine 258g| K (57,5 mmol) 2250 mg
supervision. Not suitable as a sole source of nutrtion. Suitable forinfants. Only of which L-Tryptophan 09g| Cl (39.5mmol) 1400mg
intendedtforuse by patiens with PKUHPA. - Saturaes 0g | LTyrosne 32q| Ca (480 mmo) 1925 mg
Precautions: This product mustbe supplemented with adequate amounts of Carbohycrate 64 L-Valine 380g| P (87.0mmol POg) 1146 mg
energy, essential fatty acids and phenylalanine to meet daily requirements. If used h 7 salt 18g| Mg (9.87 mmol) 240mg
i . of which 9
aspart of modular feed, ensure fluid intakes are adequate to meet daily N - Fe 350mg
requirements. Sugars 089 xn“a/;“'“s w00u| 2 165mg
Suggested intake: Should be determined by a cinician or dieftian only, and is Fibre 09 ViD 425“9 Cu 180mg
dependent on age, bodyweight and medical condition of the patient. The daily Protein equivalent 5009 ViE 160 "7 9| Mn 027mg
amount should be adjusted regularly under medical supervision. ofwhich ik (160mgTEET)21.7mg | F 050mg
1sco0p (44 g approx.) = approx. 2.2 g protein equivalent. L:Alanine 2359 TI[:" ) 23(%)“9 Mo 1009
Preparation: The productshould be taken mixed with calcuatedamounts ofother ~~ Larginine 1%g| e Soamd| S 60019
food or drinks e.g. water, infant formula,fruit puree. The suggested intake should be: L-Aspartic acid 5469 Ndi n 285 mINEN 2 M| Cr 800pg
givenin conjunction with a natural protein source and divided into equal portions L-Cystine 133g | Neen (385mgNEEN) 225mg | | 004
distributed throughoutthe day. fused as partof modular feed, use cooled, L-Glutamic acid 116 | Pantotenicacid 150mg
previously boiled water and ensure that the productis at the correct temperature Glycine 135 | VitBs 1.75mg| Others
before feeding by placing a few drops on the wrist, Once reconstitted, use within L:Histine 130g | Folcacd 20pg| L-Camiine 750mg
1 hour. ffadded foinfantformula or used in a modular feed, always discard Lisoleucine 329q | Foate 417y Choline 700mg
unfinished feeds and do not rewarm prepared product during feed. L-Leucine 5429 | VtBf2 4251 | Inositol 450mg
Important: Productis not sterle. Use clean utensis to prepare feed. Prepare Ldysine 384 | Biotn 500yg | Taurine 235mg
" immedately priortofeeding. -Methionine 1.309 Vit.C 100mg | *ni added

. Dental health waming: Good dental hygiene is important for infants and chidren, L:Phenylanine -

+ asprolonged or frequent contact of drinks and feeds with teeth increases the risk of )

: toothde@ Make sure theirteth are cleaned afterthe last feed atnight. Ask your Produced by: SHS Intemational Ltd, 100 Wavertree Boulevard, 500 e
Health or Dental Professionl for advice. Liverpool L79PT, United Kingdom. g
Storage: Storeina cool, dry place. Always replace container lid after use. Once - .
opened, use within4 weeks. .’J\‘ummﬂll_ﬂe?ﬁ“ﬁgla‘t "

ients: in, Lysine L+ . L-glutamic acid, L-leucing, umel es lowers, Cluster W,
Ingredients: maltodextrin, L-lysine L-glutamate, L-glutamic acid, L-leucine, BUIGJBCS, Ut 3701,

. .
MY I I

potassium citrate, L-proline, calcium hydrogen phosphate, Lvaline, L-isoleucine,
L-tyrosine, magnesium L-aspartate, L-serine, L-aspartic acid, L-threonine, L-alanine,
choline bitartrate, L-arginine, sodium chloride, glycine, L-cystine, L-histidine,
L-methionine, calcium carbonate, L-tryptophan, potassium chloride, inositol, taurine,
L-ascorbic acid, L-camitine-L-tartrate, ferrous sulphate, zinc sulphate,
DL-orfocopheryl acetate, nicotinamide, calcium D-pantothenate, copper sulphate,
thiamin hydrochloride, refinyl acetate, riboflavin, pyridoxine hydrochloride, sodium

' fluoride, manganese sulphate, potassium odide, chromium chioride,
. pteroyimonoglutamic acid, sodium molybdate, sodium selenite, D-biotin,

cholecalciferol, phytomenadione, cyanocobalamin.

&

DSN expects that this PDF
will be checked completely
regarding all text, lay-out,
cutter, product code and bar-
code. Ifno correctionis com-
municated about any of
these items, DSN will consi-
der this as being approved
for further processing and
ultimately printing. Due to li-
mitations of digital proofing
this PDF cannotbeseenasa
final printing result.

Questions? We are at your
service.

L

Dubai, United Arab Emirates.
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NUTRICIA

: \j Advanced Medical Nutrition

PROTEIN STATEMENT

Product Name: PKU Nutri 1 Concentrated B5300

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

medical purposes

e Protein content: 50g/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 2.35
L-Arginine 1.95

L-Aspartic Acid 5.46
L-Cystine 1.33
L-Glutamic Acid 11.6
L-Glutamine 0.00
Glycine 1.35
L-Histidine 1.30

L-Isoleucine 3.29
L-Leucine 5.42

L-Lysine 3.84

L-Methionine 1.30

L-Proline 5.18
L-Phenylalanine 0
L-Serine 2.88

L-Threonine 2.58

L-Tryptophan 0.96
L-Tyrosine 3.22

L-Valine 3.80
Total Amino Acids 57.8

gg l\@\dﬂﬁ

Diane Sheldon
Registration Officer

www.nutricia.com

Date : 17/09/2021

Nutricia Liverpool is a trading division of SHS INTERNATIONAL LTD

Nutricia Liverpool 100 Wavertree Boulevard UK Tel: +44

31 Fax: +44 (0)

O

A Danone
company



@UTRICIA

LIFE-TRANSFORMING NUTRITION

Amsterdam, September 6t 2021

To whom it may concern,

We herewith confirm that PKU NUTRI 1 CONCENTRATED (50g/100g) is registered and lawfully sold in the countries listed
in the below table.

Yours sincerely,

Global Market Access Director

Danone Specialized Nutrition

BrandName Marketed Country Name With Currency ’aeimbmsement Status

PKU NUTRI 1 CONCENTRATED 2X500G YES Serbia (€) YES

PKU NUTRI 1 CONCENTRATED 2X500G 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
Zagreb, Velika Cesta 74 e

2. Evidencija, ovdje
3. Pismohrana, ovdje
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'NUTRICIA  Product Documentation Sheet Version: 1

7 qman(ed Medical Nutrition Date: 01/08/2014
Page: 1 of 8
Product: PKU Nutri 1 Concentrated

PD Recipe No.: 11/08/06

SP Recipe No.: B3169

This declaration involves the following claims:
Phenylalanine free

This declaration takes into consideration the following directives and recommendations:
FSMP-Directive

Remarks/Reason for change:



¢ NUTRICIA  Product Documentation Sheet Version: 1
\]‘Ean(ed Medical Nutrition Date: 01/08/2014
Page: 2 of 8
Product: PKU Nutri 1 Concentrated
PD Recipe No.: 11/08/06
SP Recipe No.: B3169
100 g 100 g (ml) 100 kcal content 100 kJ
composition 1({2]|3(4]5 dry ready to feed | ready to feed per ready to feed
product product 1 g protein product
protein equivalent g 50 5 17.2 1 4.1
vegetable protein g
amino acids g 60 6 20.7 12 4.9
fat g
vegetable fat g
animal fat g
MCT g
digest. carbohydrates g 225 2.3 7.8 0.5 1.8
dietary fiber g
salt equivalent g 1.8 0.2 0.6 0.04 0.1
minerals (calculated) g 15.3 15 5.3 0.3 1.2
water (calculated) g 2.2 90.2 311.1 0.04 73.2
energy kJ 1233 123 - -
kcal 290 29 - -
vitamins
A ug RE 1750 175 603 35 142
D3 g 22.5 2.3 7.8 0.45 1.8
E mg TE 10 1 3 0.2 0.8
K1 g 25 25 9 0.5 2
thiamin (B1) mg 2 0.2 0.69 0.04 0.2
riboflavin (B2) mg 18 0.2 0.61 0.035 0.14
B6 mg 1.5 0.15 0.52 0.03 0.12
niacin mg 21 21 7.2 0.42 17
niacin equivalents mg 37.7 3.8 13 0.8 3.1
biotin Hg 42 4 14 0.83 3
folic acid Hg 275 28 95 5.5 22
B12 Mg 4 0.4 1.4 0.08 0.32
pantothenic acid mg 11.5 1.2 4 0.23 0.9
] mg 150 15 52 3 12
nutrient relation (energy %)
protein % 69 69
fat % 0 0
carbohydrates % 31 31

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




¢ NUTRICIA  Product Documentation Sheet Version: 1
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Page: 3 of 8
Product: PKU Nutri 1 Concentrated
PD Recipe No.: 11/08/06
SP Recipe No.: B3169
100 g 100 g (ml) 100 kcal content 100 kJ
composition 1(2]|3(4]5 dry ready to feed | ready to feed per ready to feed
product product 1 g protein product
minerals g 15.3 15 5.3 0.3 12
sodium mg 700 70 241 14 57
mmol 30.4 3 10.5 0.6 25
potassium mg 2230 223 769 44.6 181
mmol 57.0 5.7 19.7 1.1 4.6
calcium mg 1900 190 655 38 154
mmol 47.4 4.7 16.3 0.9 3.8
magnesium mg 190 19 66 3.8 15
mmol 7.8 0.8 2.7 0.2 0.6
phosphorus mg 1130 113 390 22.6 92
mmol 36.5 3.6 12.6 0.7 3
chloride mg 1400 140 483 28 114
mmol 39.5 3.9 13.6 0.8 3.2
iron mg 29 2.9 10 0.58 2.4
mmol 0.5 0.1 0.2 0.01 0.04
Na+K+Cl mol/l 1.3 0.1 0.4 0.03 0.1
Ca/P 1.7 1.7 1.7 1.7 1.7
trace elements
zinc mg 18 1.8 6.2 0.36 15
copper mg 1.65 0.17 0.57 0.033 0.13
iodine ug 260 26 90 5.2 21
manganese mg 1.8 0.2 0.62 0.04 0.1
chromium ug 75 8 26 15 6.1
fluoride mg 0.5 0.05 0.17 0.01 0.04
molybdenum ug 100 10 34 2 8.1
selenium g 74.5 7.5 25.7 1.49 6
choline mg 450 45 155 9 37
inositol mg 300 30 103 6 24

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




¢ NUTRICIA Product Documentation Sheet Version: 1
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Page: 4 of 8
Product: PKU Nutri 1 Concentrated
PD Recipe No.:  11/08/06
SP Recipe No.:  B3169
100 g 100 g (ml) 100 kcal content 100 kJ
composition dry ready to feed | ready to feed per ready to feed
product product product 1 g protein product
protein equivalent g 50 5 17.2 1 4.1
amino acids 60 1.2
essential amino acids
cystine g 1.4 0.14 0.5 0.028 0.11
histidine g 1.4 0.14 0.5 0.028 0.11
isoleucine g 3.4 0.34 1.2 0.068 0.28
leucine g 5.7 0.57 2 0.113 0.46
lysine g 4 0.4 14 0.08 0.32
methionine g 14 0.14 0.5 0.028 0.11
phenylalanine g
threonine g 2.7 0.27 0.93 0.054 0.22
tryptophan g 1 0.1 0.34 0.02 0.08
tyrosine g 3.4 0.34 1.2 0.068 0.28
valine g 4 0.4 1.38 0.08 0.32
sum of ess. amino acids g 28.4 2.8 9.8 0.567 2.3
sum of branched chain
amino acids g 13.1 1.31 4.5 0.261 1.06
non ess. amino acids
alanine g 2.4 0.24 0.83 0.048 0.2
arginine g 2 0.2 0.69 0.04 0.16
aspartic acid g 5.7 0.57 2 0.113 0.46
glutamic acid g 11.9 1.2 4.1 0.237 1
glycine g 14 0.14 0.5 0.028 0.11
proline g 5.4 0.54 18 0.107 0.43
serine g 3 0.3 1 0.06 0.24
sum of non-ess.
amino acids g 317 3.2 10.9 0.6 2.6
taurine mg 250 2.9 10.1 5 2.4
carnitine mg 75 5.9 20.3 15 4.8
chemical score*
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
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Product: PKU Nutri 1 Concentrated
PD Recipe No.: 11/08/06
SP Recipe No.: B3169
1009 1009 100 g (ml) 100 kcal content 100 kJ
composition 112|3[4]|5 fat dry ready to feed | ready to feed per ready to feed
(dry product) product product product 1 g protein product
fat s} 0 0.0 0.0 0.0 0.0
fatty acids spectrum
- butyric acid c4 g 0.00 0.000 0.000 0.0000 0.000
- caproic acid Cé g 0.00 0.000 0.000 0.0000 0.000
- caprylic acid cs8 g 0.00 0.000 0.000 0.0000 0.000
- capric acid C10 g 0.00 0.000 0.000 0.0000 0.000
- lauric acid C12 [s} 0.00 0.000 0.000 0.0000 0.000
- myristic acid Cl4 g 0.00 0.000 0.000 0.0000 0.000
- myristolic acid C14:1w9 g 0.00 0.000 0.000 0.0000 0.000
- pentadecanoic a. C15 g 0.00 0.000 0.000 0.0000 0.000
- palmitic acid C16 [s} 0.00 0.000 0.000 0.0000 0.000
- palmitolic acid C16:1w7 g 0.00 0.000 0.000 0.0000 0.000
- margaric acid C17 [s} 0.00 0.000 0.000 0.0000 0.000
- stearic acid C18 g 0.00 0.000 0.000 0.0000 0.000
- elaidic acid C18:1tw9 [s} 0.00 0.000 0.000 0.0000 0.000
- oleic acid C18:1w9 g 0.00 0.000 0.000 0.0000 0.000
- vaccenic acid C18:1twll s} 0.00 0.000 0.000 0.0000 0.000
- c-t linoleic acid C18:2ctwb g 0.00 0.000 0.000 0.0000 0.000
- linoleic acid C18:2w6 g 0.00 0.000 0.000 0.0000 0.000
- gamma-linolenic a. C18:3w6 g 0.00 0.000 0.000 0.0000 0.000
- alpha-linolenic a. C18:3w3 g 0.00 0.000 0.000 0.0000 0.000
- arachidic acid C20 g 0.00 0.000 0.000 0.0000 0.000
- eicoseic acid C20:1w9 g 0.00 0.000 0.000 0.0000 0.000
- eicosadienoic acid C20:2w6 g 0.00 0.000 0.000 0.0000 0.000
- homo-g-linolenic a. C20:3w6 g 0.00 0.000 0.000 0.0000 0.000
- arachidonic acid C20:4w6 g 0.00 0.000 0.000 0.0000 0.000
- eicosapentanoic a. C20:5w3 g 0.00 0.000 0.000 0.0000 0.000
- behenic acid Cc22 g 0.00 0.000 0.000 0.0000 0.000
- erucic acid C22:1w9 g 0.00 0.000 0.000 0.0000 0.000
- docosatetranoic a. C22:4w6 g 0.00 0.000 0.000 0.0000 0.000
- docosapentanoic a. C22:5w3 g 0.00 0.000 0.000 0.0000 0.000
- docosahexanoic a. C22:6w3 g 0.00 0.000 0.000 0.0000 0.000
- lignoceric acid C24 g 0.00 0.000 0.000 0.0000 0.000
- non identified fa g 100.0 0.0 0.0 0.0 0.0 0.0
fatty acids characteristics
trans fatty acids g 0.0 0.0 0.00 0.00 0.000 0.00
saturated fatty acids g 0.0 0.0 0.00 0.00 0.00 0.00
unsaturated fatty acids g 0.0 0.0 0.00 0.00 0.00 0.00
mono unsaturated fatty acids g 0.0 0.0 0.00 0.00 0.00 0.00
poly unsaturated fatty acids g 0.0 0.0 0.00 0.00 0.00 0.00
essential fatty acids * g 0.0 0.0 0.00 0.00 0.00 0.00
w3 LCP g 0.00 0.0 0.00 0.00 0.000 0.00
w6 LCP g 0.00 0.0 0.00 0.00 0.000 0.00
w6/w3 fatty acids g 0.0 0.0 0.00 0.00 0.00 0.00
linoleic / alpha-linolenic acid g 0.0 0.0 0.00 0.00 0.00 0.00
poly. unsat./saturated fatty acids
= P/S quotient 0.0 0.0 0.00 0.00 0.00 0.00
cholesterol mg 0.0 0.00 0.0 0.0 0.0

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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composition

1009
dry

100 g (ml)
ready to feed
product

100 kcal
ready to feed
product

% of
carbohydrates
ready to feed p.

content
per
1 g protein

100 kJ
ready to feed
product

digest. carbohydrates
carbohydrates
sugars

- glucose

- fructose

- lactose

- sucrose

- maltose

- galactose
polysacch., digest.
dietary fiber (AOAC)

- soluble

- insoluble
starch
polyols

- sorbitol

[(=}

oA

22.5

0.9

0.6

21.6

2.3

0.1
0.03

0.06

7.8

0.3
0.1

0.2

7.4

100

4
1

96

0.5

0.02
0.01

0.01

0.4

1.8

0.1
0.02

0.05

1.8

bread unit

1.9

0.2

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=




CNUTRICIA  Product Documentation Sheet

\.| Advanced Medical Nutrition

Version: 1
Date:  01/08/2014
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Product: PKU Nutri 1 Concentrated
PD Recipe No.: 11/08/06
SP Recipe No.: B3169
Eurther details:
osmolarity: mosmol/l
osmolality: mosmol/kg H20
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: g powder + 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
0 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
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Product: PKU Nutri 1 Concentrated

PD Recipe No.: 11/08/06

SP Recipe No.: B3169

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

maltodextrin
L-lysine-L-glutamate
L-glutamic acid
L-leucine

L-proline

potassium citrate
calcium orthophosphate
L-valine

L-aspartic acid
L-isoleucine

L-tyrosine

L-serine

L-threonine
magnesium-L-aspartate
L-alanine

L-arginine

sodium chloride
L-histidine
L-methionine

L-cystine

glycine

calcium carbonate
choline bitartrate
L-tryptophane
potassium chloride
inositol

taurine

L-ascorbic acid
L-carnitine tartrate
ferrous sulphate

vanillin

zinc sulphate
niacinamide
DL-alpha-tocopheryl acetate
calcium-D-pantothenate
cupric sulphate
manganous sulphate
thiamine mononitrate
retinyl acetate
pyridoxine hydrochloride
riboflavin

sodium fluoride
pteroylmonoglutamic acid
chromium (lll) chloride
potassium iodide
sodium molybdate
sodium selenite
D-biotin

phylloquinone
cholecalciferol
cyanocobalamin
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Orszagos Gydgyszerészeti
és Elelmezés-egészségiigyi Intézet

Orxzdgos Blelinezés- és Tapldlkozdstudomdnyi Inidzet Féigargardsdy

1097 Budapest, Albert Floridn 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

Tkiatészam: 1096/2015. OBTI

Zimai Veronika
Mumil Kt

1134 Budapest
Rébert Karoly krt. 82-84.

Budapest, 2015. janius 04.
Meotifikacids szdm: T/1976/2015,

Melléklet: a Dbejelentett termék
pétcimke szdvegterve (1 old) és angol
nyelvili cimketerve (1 lap)
Ugytéiszolgalat: (+36) 1 476 64 40

ugyfelszolgalat@oeti.antsz.hu
Vdlaszlevelében kérjiik, hivatkozzon az OETI
iktatoszamra.

Igazolas specidlis — gybgyaszati célra szdnt — tapszer bejelentésérsl

1. Bejelentd adatai
Név: Numil Kft.

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

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

Elérhetdség: Tel: 06 1 452-7872

Forgalmazé: Numil Kft., 1134 Budapest, Robert Kéroly krt. 82-84.

2. Termék eredete
Orszag: Egyesiilt Kirdlysag
El164ll{t6 neve: SHS International Ltd.

El64llit6 cime: 100 Wavertree Boulevard Liverpool L7 9PT, United Kingdom

El6allitas helye: Egyesiilt Kirdlysag
El6allitd elérhetdsége: -

3. Termék megnevezése:
PXU Nutri 1 Concentrated

{zesités nélkiili specialis - gy6gyaszati célra szant - tapszer fenilketondrids (PXU) és
hiperfenilalaninémids (HPA) csecsemék szdméra.

4, Termék besoroldsa:

Specidlis — gyogyaszati célra szant — tapszer
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1096/2015 OETI
Notifikacios szam: T/1976/2015

5. Termék Osszetevdi cstkkend mennyiségi sorrendben:

maltodextrin, L-lizin-L-glutamét, L-glutaminsav, L-leucin, L-prolin, kalium-citrat, kalcium-
ortofoszfat, L-valin, L-aszparaginsav, L-izoleucin, L-tirozin, L-szerin, L-treonin,
magnézium-L-aszpartat, L-alanin, L-arginin, nétrium-klorid, L-hisztidin, L-metionin, L-
cisztin, glicin, kalcium-karbonat, kolin-bitartrat, L-triptofan, kdlium-klorid, inozitol, taurin,
1-aszkorbinsav, L-karnitin-tartarat, vas-szulfat, aroma (vanillin), cink-szulfat, niacinamid,
DL-alfa-tokoferil-acetat, kalcium-D-pantotendt, réz-szulfit, mangén-szulfit, tiamin-
mononitrat, retinil-acetdt, piridoxin-hidroklorid, riboflavin, nétrium-fluorid, pteroil-
monoglutaminsav, krém(lll)-klorid, kélium-jodid, nétrium-molibdat, nétrium-szelenit, D-
biotin, fillokinon, kolekalciferol, cianokobalamin.

6. Krzékszervi tulajdonsagok:
Semleges izii, illatd por.

7. Csomagolas, mennyiségi jellemzdk:
fémdoboz, 500 g

8. Jeloiés:
A bejelentett termék pdtcimke szdvegterve (1 old) és angol nyelvii cimketerve (1 lap))
mellékelve.

9. Felhasznalési teriilet:
PKU Nutri 1 Concentrated, izesités nélkiili specilis - gydgydszati célra szdnt - tdpszer
fenilketondridas (PKU) és hiperfenilalaninémids (HPA) csecsemOk szdmdra. Egy
fenilalaninmentes aminosav porkeverék szénhidrattal, vitaminokkal, dsvanyi anyagokkal és
nyomelemekkel.

Csak enterdlis taplaldsra alkalmas, parenterdlisan nem adhato.
Kizérdlagos taplaldsra nem alkalmas.

A terméket tartalmazé diétdnak tartalmaznia kell a napi sziikségletnek megfelel6
mennyiségii energiit, esszencidlis zsirsavakat és fenilalanint.

18. Fontos figyelmeztetés:
Csak fenilketondrias vagy hiperfenilalaninémids csecsemok részére.

2/3



1096/2015 OETI
Notifikdcios szam: T/1976/2015

11, Adagolas:
Az adagot csak orvos és dietetikus hatirozhatja meg. Az adag fiigg az életkortdl, a
testsilytdl és az egyén egészségi dllapotatdl. A javasolt napi bevitelt rendszeres orvosi
ellen6rzés alatt kell tartani.
Elkészités: A javasolt adag elosztandé 3-5 egyenlé részre a nap folyamdn és elbre
kiszamitott —mennyiségi mds étellel, itallal (pl. vizzel, csecsemdtapszerrel,
gyiimolcspiirével) egyiitt fogyasztandd.

A fenti termék a 24/2003. (V.2.) ESZCSM rendelet 5. § alapjdn bejelentettnek
tekintendd.

Felhiviuk szives figyelmét, hogy jelen visszaigazolds kizérdlag azt igazelja, hogy a
- bejelenté eleget teti a bejelentési kitelezetiségének, nem gyartasi, illetve forgalomba

hozatali engedély, tovabba nem tandsitja a termék és a jeltlés/cimke megfeleloségét.

A termék Osszetéfelében, jeltiésében, cimkesziivegében bekdvetkezeit birminemd

valtozas i bejelentési eljarast von maga utén.
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PKU Nutri 1 Concentrated

izesités nélkiili specialis — gydgyaszati célra szant — tapszer fenilketonurias (PKU) és hiperfenilalaninémids (HPA)
csecsemdk szdmadra. Egy fenilalaninmentes aminosav porkeverék szénhidrattal, vitaminokkal, dsvanyi
anyagokkal és nyomelemekkel.

Fontos figyelmexrtetés: Csak enteridlis taplaldsra alkalmas, parenterdlisan nem adhatd. Csak orvosi felligyelet
mellett alkalmazhatd. Kizardlagos taplaldsra nem alkalmas. Csak fenilketonurids vagy hiperfenilalaninémias
csecsemdbk részére. A terméket tartalmazé diétanak tartalmaznia kell a napi sziikségletnek megfeleld
mennyiség(i energiat, esszencidlis zsirsavakat és fenilalanint. Javasolt adagolds: az adagot csak orvos és
dietetikus hatdrozhatja meg. Az adag fligg az életkortdl, a testsulytdl és az egyén egészségi allapotatdl. A
javasolt napi bevitelt rendszeres orvosi ellendrzés alatt kell tartani. Elikészftés: A javasolt adag elosztandé 3-5
egyenld részre a nap folyaman és elbre kiszamitott mennyisegli mas étellel, itallal (pl. vizzel,
csecsem@tapszerrel, gylimdlcspiirével) egyiitt fogyasztandd. Csecsem&tapszerhez torténd hozzdadds esetén
kévesse a szigoru higiénids szabalyokat a szennyezédés elker(ilése érdekében. Elkészités utan azonnal hasznalja
fel. A megfelels elkészitéshez vegye figyelembe a csecsemé&tapszerre vonatkoz6 gyartoi utasitasokat. ne hagyja,
hogy a tapszer hosszu idén keresztiil érintkezzen babdja/gyermeke fogaval. Biztositsa a foguk tisztasdgat az
utolsd esti etetés utan. Térolds: Tarolja hlivés, szdraz helyen {<25°°C). Hasznalat utdn mindig zarja vissza a
doboz tetejét. Felbontds utan hasznilja fel 4 héten beliil. Védbgazas csomagolasu termék.

(sszetevSk: maltodextrin, Lizin L-glutamat, L-glutaminsav, L-leucin, L-prolin, kalium-citrat, kalcium
ortofoszfat, L-valin, L-aszparaginsav, L-izoleucin, L-tirozin, L-szerin, L-treonin, magnézium L-aszpartat, L-alanin,
L-arginin, natrium-klorid, L-hisztidin, L-metionin, L-cisztin, glicin, kalcium-karbonat, kolin-bitartrat, L-triptofan,
kalium-klorid, inozitol, taurin, L-aszkorbinsav, L-karnitin-tartarat, vas-szulfdt, aroma (vanillin}, cink-szulfat,
niacinamid, DL-alfa-tokoferil acetat, kalcium D —pantotenat, réz-szulfat, mangan-szulfat, tiamin-mononitrat,
retinil-acetdt, piridoxin-hidrokiorid, riboflavin, natrium-fluorid, pteroilmonoglutaminsav, krém(ill}-klorid,
kalium-jodid, natrium-molibdat, natrium-szelenit, D-biotin, fillokinon, kolekalciferol, cianokobalamin.

Atlagos tapérték/100 g termék: Energia 1233 kI/290 kcal, Zsir Og, amelybdi Telitett zsirsavak 0 g, Szénhidrat:
22,5 g, amelybdl cukrok: 0,9g, Rost Og, Fehérje ekvivalens: 50g, $6 1,8 g, Aminosavak: 60 g, L-cisztin 1,4 g, L-
hisztidin: 1,4g, L-izoleucin 3,4g, L-leucin 5,7g, L-lizin 4g, L-metionin 1,4 g, L-fenilalanin Og, L-treonin 2,7 g, L-
triptofan 1g, L-tirosin 3,4g, L-valin 4g, L-alanin 2,4g, L-arginin 2g, L-aszparaginsav 5,7g, L-glutaminsav 11,9g,
Glicin 1,4g, L-prolin 5,4g, L-szerin 3g. Asvényi anyagok: Natrium 700mg, Kalium 2230 mg, Kalcium 1900 mg,
Magnézium 190 mg, Foszfor 1130 mg, Klorid 1400 mg, Mvomelemek: Vas 29 mg, Cink 18 mg, Réz 1,65 mg, Jéd
260 mcg, Mangdn 1,8 mg, Krém 75 mcg, Fluor 0,5 mg, Molibdén 100 mcg, Szelén 74,5 mcg, Vitaminok: A-
vitamin 1750 mcg RE, D- vitamin 22,5 mcg, E- vitamin 10 mg TE, K- vitamin 25 mcg, Tiamin 2 mg, Riboflavin 1,8
mg, B6-vitamin 1,5 mg, Niacin 37,7 mg NE, 21 mg, Folsav 275 mcg, Biotin 42 mcg, B12- vitamin 4 mcg,
Pantoténsav 11,5 mg, C- vitamin 150 mg, Egyéb: L-karnitin 75 mg, kolin 450 mg, Inozitol 300 mg, Taurin 250
mg.

MinGségét megdbrzi: doboz aljan lathatd idGpontig
Gyarija: SHS International Lid., 100 Wavertree Bouldvard, Liverpool L79PT, Egyesiilt Kiralysag.

Forgalmazza: Numil Kft. 1134 Budapest, Robert Kéroly krt.§}n@w¢€ﬁé¢wg.nutricia.hu Diétas
’ 18U €8 £
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Foodfor spacial medical purposes, Forhe dietay managementol
pharylketomuria (KU and hyperphenyldlaninaemia {HPA) ininfaois.
Aphenylalanine-fee povdared mixtire of areino acitls wil cardiohyrrate,
vitaing, minerall and race dements,

Important notice: For enteral use only, Notior parenersluse. Mustte
usad indsr madical suparvision. Not suliable g a sole seurce of
nubrition, Sultatde forinfants. Only 1o be used by individuals with

PIIHPA,

Pracantions: Disis will: his product must contain adequale ampunts of
energy, essentil fatly acids and pherylelanine to meet dully
TEGiUrBIeS,

Suggested iake: Should be deterinet by a chalclen o dietifan only,
and s Gaperdent on age, bodyweght, and madieal condiion of e
patiart. The daly amouns shoubd be adusited regufary under medical
suparvision,

Praparaiion ang Administration: The suquestad intale shouldbe
dvided it 3 1o 5 eued porfors diskibuted Sroughout he day,

The product should be taken mixed with caleulated armounts of other foad
or danks &g, water, infant formad, fruit pires, I added o irdant fomula,
Tolkow stict hygjenic muasures to prevent contamination.

Use inmediately after reconstition. Refer toinfantfonmuls
manachrer's ingtructions for comect sreparaion and e,
Donutafow prolonged or frequent contaet of teads with your
baby's taeth, Clean teeth afterfast feed st night,

Storage: Store in ason, dry place («25°Ch Always replace cortainir bl
affer use. Once opened, use wilhin 4 weeks. Packaged ina protective
atmosphiere,

Tngredients: Malndextin, I-Lysine L-Glutareste -ghtamic acid,
Lohesscins, Lepsofing, notassium citale, celsim onthophosphads, Lvaling,
Leaspart ac, Lsaloucing, L-tyrosing, |-serine, Lthweoning, magnesium
Laspariate, L-glorine, argining, sodium chionge, LAdsiiting,
Lmeghicnine, oystine, ghoine, cakium carbonate, cholne bitartrate,
Ltryntoohan, potassium citlorids, inosil udng, Lesconic ackl,
Lecarniting sartate, fewous sulphate, Bavcrire ivandin), sine sulphate,
niacinasmide, Dl-odosonterd acaigte, caloum D-pantothanale, cuptic
sufphale, manganese sulghate, anin monorileale, et acslale,
pyridoxine hydrochloride, rboffavin, sodhum fuoside, plevoyimanogh
acid, ehromiumiliichludde, potassium iodide, sedham molibidale, 5o
sebrite, Dndiotin, phyBocuinens, cholecalofierdd cyannsotalamin,
Bestbefore: Seetase of can

Producad by: SHS Inemational L., 100 Wavertres Boulsvard,
Liverpaal L7 9T, Unlted Kingtom,
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Hutsition information: pertilig
Energy 123347 1 LTnptophan g1 ¥ G5mg
250keal | LrTyrogine J4g | Me 100ug
LNalina 491 Se TaByug
Fat Gg 1 L-fMaring 244
of which L-Argining 2| Vitaming
- Saturates 0g | L-Asparic Acd 571 VLA 750ug RE/ER
1-Ghutarse acld 11D g
Carbohydrate 2254 | Glyeine 149 VILE mgelEET
of which |Prre 5491 VLK g
~Sugars 03¢ 1 l=Serine 3g | Thiamin 2mg
Aiboflavan 18mg
Fibire Og | Minerals Vit B8 1Emy
Na {304 mymel) 700mg | Niaen {37.7 g MEEN) 3 mg
Proteln eoudvalent 53g { K {57 mmok; 2230mg | Polic acid 27545
Ca 474 mmol) 1300mg | Biokn 42pg
Salt 1891 Mg {78 v} Whing | Vi B g
P @65mmd P04 1130mg | Pantothenic acid 115mg
Amino Acids [EA B ] {385 mench 1400mg | VLG 150 ng
Cysting 149
Ligtding 149 | Trace alements Others
Lsoleucing gl Fe 28my | Llamiine 7&mg
L eucine 87g{ 2 18my | Choling 450 my
1 ysine 4g s 185 my | Irosital 300 my
i 4yl 280y | Taudng 250 mg
& J BV 18mg
{-Thveonine aigl O g
Distributed by:
Rutricis Migdle Enst & Al
Jumeirah Lakes Towers
Bk J5C i
Dupat, United Arab Emirales, 1
@) 5 1016533648966
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