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Date: 2022.07.28 15:56:46 EEST
Reason: MoldSign Signature
Location: Moldova

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 phenylketonuria (PKU) and
hyperphenylalaninaemia (HPA) in children over 1 year of age.
Aphenylalanine-free powdered mixture of amino acids with
carbohydrate, 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 1 year of
age. 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.

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.

Use only the scoop provided in the packaging. One level scoop
provides 6.7 g=4.0 g PE.

Storage: Store in a cool, dry place (<25°C). Always replace

", container lid after use. Once opened, use within 4 weeks.
*Ingredients: Maltodextrin, L-lysine L-glutamate, L-glutamic

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

' D-biotin, vitamin K, vitamin D3, cyanocobalamin.
- Bestbefore: See base of can.

DSN expects that this PDF
will be checked completely
regarding all text, lay-out,
cutter, productcode 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.

Joone

Nutrition information per 1009
Energy 1239kJ | L-Valine 479 | Minerals and trace elements
292keal | L-Alanine 279 | Na (235mmol)  541mg

Fat 0 L-Arginine 239 | K (30.7mmol)  1200mg

'a ) 9 | L-Asparticacid 669 | Ca (57.3mmol) 2299 mg
of which L-Glutamic acid 1409 | Mg (130mmol)  315mg
- Safurates 09 | Giycine 159 P (445mmolPO4)  1380mg
Carbohydrate 129¢ | LiProline 62¢ /¢l (254mmol)  902mg
of which L-Serine 350 | Fe 270mg
-Sugars 042 | salt 14g| 2n 19.8mg

3 — Cu 21mg
Fibre 0g | Vitamins | 32349

—— Vit A 180049 | 36m

Protein equivalent 6009 | Vit D 42009 | o 00 9
of which VLE 192mg (@TEET) | ¢ b
L-Cystine 159 | Vit.K S11pg |y, 98 5
LHistidine 159 | Thiamin 23mg S° 240 Hg
Loisoleucine 399 | Rioflavin 24mg | > W
L-Leucine 669 | Vit Bg 21m9 [Others
L-Lysine 479 | Niacin (43.6 mg NE/EN) 228mg | |.Camitine 90mg
L-Methionine 159 | Folicacid 23019 | Gholine 780 mi
L-Phenylalanine - | Biotin 60019 | nositol 270 mg
L-Threonine 31g | Vit.B2 4519 9
L-Tryptophan 1.3¢ | Pantothenic acid 114mg
L-Tyrosine 39g | VitC 90.0mg

Produced by: SHS Intenational Ltd.,

100 Wavertree Boulevard, Liverpool L7 9PT,

United Kingdom.

Distributed by:

Nutricia Middle East & Africa,
Jumeirah Lakes Towers, Cluster W,
Build JBC 5, Unit 3701.

Dubai, United Arab Emirates.
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NUTRICIA

: \j Advanced Medical Nutrition

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

e Protein content: 60g/100g of product

e Phenylalanine: <6mg/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 2.7
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
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

Fax: +44 (0)

O

A Danone
company



&IITRICIA

LIFE-TRANSFORMING NUTRITION

Amsterdam, September 6%, 2021
To whom it may concern,

We herewith confirm that PKU NUTRI 2 CONCENTRATED (60g/100g) is registered and lawfully sold in the countries listed
in the table below.

Global Market Access Director

Danone Specialized Nutrition

Brand Name IMarketed  |Country Name With Currency Reimbursement Status
PKU NUTRI 2 CONC UPGRADE 2X500G EN YES Croatia (Hrk) YES

bKU NUTRI 2 CONC UPGRADE 2X5006G EN YES Russia (P) YES

PKU NUTRI 2 CONC UPGRADE 2X500G EN YES Serbia (€) NO

IPKU NUTRI 2 CONC UPGRADE 2X500G EN YES Ukraine (Hry) YES J
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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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g
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DNV-GL
Ksaver 200a, 10 000 Zagreb, Republika Hrvatska, T +385 1 46 07 555, F +385 1 46 77 076 K V4
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'NUTRICIA  Product Documentation Sheet Version: 1
\J Advanced Medical Nutrition Date: 01/08/2014

Page: 1 of 8

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:



¢ NUTRICIA Product Documentation Sheet Version: 1
\.| Advanced Medical Nutrition Date: 01/08/2014
Page: 2 of 8
Product: PKU Nutri 2 Concentrated
PD Recipe No.: 12/03/04
SP Recipe No.: B3042
1009 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 6 214 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 Hg 1200 120 429 120 20 101
D3 g 18 1.8 6.4 1.8 0.3 15
E mg 21 2.1 7.5 2.1 0.4 1.8
K1 g 57 5.7 20.4 5.7 1 48
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 34 0.6 2.8
biotin Hg 90 9 32 9 2 7.6
folic acid Hg 288 29 103 29 5 24
B12 Mg 3.6 0.4 13 0.4 0.06 0.3
pantothenic acid mg 11.4 1.1 4.1 11 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
1009 100 g (ml) 100 kcal 1 portion content 100 kJ
composition 1({2]13(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 25
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 25
copper mg 2.1 0.2 0.8 0.2 0.04 0.2
iodide Mg 340 34 121 34 6 29
manganese mg 3.6 0.4 13 0.4 0.06 0.3
chromium Mg 120 12 43 12 2 10
fluoride mg 18 0.18 0.6 0.18 0.03 0.2
molybdenum Mg 95 9.5 34 9.5 1.6 8
selenium ug 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: PKU Nutri 2 Concentrated
PD Recipe No.:  12/03/04
SP Recipe No.: B3042
1009 100 g (ml) 100 kcal 1 portion content 100 kJ
composition dry ready to feed | ready to feed (100 g) per ready to feed
product product product 1 g protein product
protein g 60 6 214 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 14 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 14 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 12
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
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Product: PKU Nutri 2 Concentrated
PD Recipe No.: 12/03/04
SP Recipe No.: B3042
1009 1009 100 g (ml) 100 kcal 1 portion content
composition 112|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 Cc8 g

- capric acid C10 g

- lauric acid Ci12 g

- myristic acid Ci4 g

- myristolic acid C14:1w9 g

- pentadecanoica.  C15 [s}

- palmitic acid C16 g

- palmitolic acid C16:1w7 g

- margaric acid Cc17 g

- stearic acid C18 g

- elaidic acid C18:1tw9 g

- oleic acid C18:1w9 g

- vaccenic acid C18:1twll g

- c-t linoleic acid C18:2ctwb 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 Cc22 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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composition

1009
dry

100 g (ml)
ready to feed
product

100 kcal
ready to feed
product

1 portion
(100 g)

% of
carbohydrates

ready to feed p.

content
per
1 g protein

digest. carbohydrates
carbohydrates
sugars

- glucose

- fructose

- lactose

- sucrose

- maltose

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

- soluble

- insoluble
starch
polyols

- sorbitol

«

KOO OQQOQQQQQQQ

10

0.4
0.1

0.3

9.6

1

0.04
0.01

0.03

3.6

0.13
0.04

3.4

1.0

0.04
0.01

100

4
1

96

0.2

0.006
0.002

0.004

0.16

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

Eurther details:

osmolarity: mosmol/l
osmolality: mosmol/kg H20
renal solute load:

pH-value (Standard dilution):

Page:

7 of 8

1. Standard dilution 10 g powder + 90 mL water
Serving size: 10 g powder + 90 mL water
g powder + mL water
g powder + mL whole milk (3,5% fat)
g powder + mL fat reduced milk (1,5% fat)
g powder + mL whole milk (3,5% fat) +

10 g powder/portion = 0 scoops/portion

=100 g/mL ready to feed product
=1 portion / meal

=1 portion / meal

=1 portion / meal

=1 portion / meal
mL water = 1 portion/meal

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 2 Concentrated

PD Recipe No.: 12/03/04

SP Recipe No.: B3042

of 8

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 (II) chloride
potassium iodide
pteroylmonoglutamic acid
ammonium molybdate
sodium selenite
D-biotin

phylloquinone
cholecalciferol
cyanocobalamin
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: 1097 Budapest, Albert Fioridn it 3./a.
O G Y E l Levélcim: 1372 Postafick 450,

Orszagos Gy6gyszerészeti Tel: (1) 8869-300, Fax: (1) 8869-460
és Elelmezés-egészséqiigyi Intézet E-mail: ogyei@ogyei.gov.hu
) Web: www.ogyei.gov.hu
Orszigos Elelimezes- és Tapldlkozdstudomdnyi fézet Figargardsagy
Iktatészam: 1097/2015. OETI Budapest, 2015. jénius 04.
Netifikacids szam: T/1977/2015.
Zimai Veronika Melléklet: a Dbejelentett termék
pétcimke szdvegterve (1 old) és angol
Nurmil Kt nyelvii cimketerve (1 lap)
Ugyléiszolgalat: (+36) 1 476 64 40
1134 Budapest ) ) l}g}"'felsgolgalat@oeti.an/tsz.hu
Robert Karoly kit. 82-84. Yalalee,veleben kérjiik, hivatkozzon az OETI
iktatészdmra.

Igazolds specidlis — gybgyaszati célra szént — tdpszer bejelentésérsl

1. Bejelentd adatai
Név: Numil Kft.
Cim: 1134 Budapest, Robert Kéroly krt. 82-84.
Telephely: 1134 Budapest, Rébert Karoly krt. 82-84.
Elérhetdség: Tel: 06 1 452-7872
Forgalmazé: Numil Kft., 1134 Budapest, Rébert Karoly krt. 82-84.

2. Termék eredete
Orszag: Egyesiilt Kirdlysag
E164llit6 neve: SHS International Ltd.
El&4llité cime: 100 Wavertree Boulevard Liverpool L7 9PT, United Kingdom
Eléallitas helye: Egyesiilt Kirdlysag
El64llitd elérhetdsége: -

3, Termék megnevezése:
PKU NMutri 2 Concentrated
{zesités nélkiili specidlis - gyégydszati célra szant - tapszer fenilketondrids (PKU) és
hiperfenilalaninémids (HPA) 1 éves kornal iddsebb gyermekek szdmadra.

4. Termék besorolésa:
Specidlis — gy6gyaszati célra szant — tdpszer
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1097/2015 OETI
Notifik4ciés szdm: T/1977/2015

5. Termék Gsszetevdi cstkkend mennyiségi sorrendben:
L-lizin-L-glutamét, maltodextrin, L-glutaminsav, L-leucin, L~prolin, L-valin, L-izoleucin,
L-tirozin, kdlium-citrat, magnézium-L-aszpartat, kalcium-ortofoszfat, L-szerin, L-
aszparaginsav, L-treonin, L-alanin, kalium-ortofoszfat, L-arginin, ntrium-bikarbonat,
kolin-bitartarat, kalcium-klorid, L-hisztidin, L-metionin, L-cisztin, glicin, kalcium-karbonét,
L-triptofan, inozitol, L-aszkorbinsav, taurin, L-karnitin, vas-szulfét, cink-szulfét, aroma
(vanillin), DL-alfa-tokoferil-acetat, kalcium—D-pantotenét, niacinamid, mangén-szulfat, réz-
szulfat, natrium-fluorid, piridoxin-hidroklorid, riboflavin, tiamin-mononitrat, retinil-acetat,
krém(ll1)-klorid, kalium-jodid, pteroil-monoglutaminsav, ammoénium-molibdét, natrium-
szelenit, D-biotin, fillokinon, kolekalciferol, cianokobalamin.

6. Erzékszervi tulajdonsdgok:
Semleges iz, illatd por.

7. Csomagolss, mennyiségi jellemzdlk:
fémdoboz, 500 g

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

9. Felhasznalasi teriilet:
PKU Nutri 2 Concentrated, izesités nélkiili specidlis - gyégydszati célra szant - tipszer
fenilketonurias (PKU) és hiperfenilalaninémids (HPA) 1 éves kornal idsebb gyermekek
szamdra. Egy fenilalaninmentes aminosav porkeverék szénhidréttal, vitaminokkal, 4svanyi
anyagokkal és nyomelemekkel.

Csak enteralis tdpldlasra alkalmas, parenterdlisan nem adhato.
Kizarélagos téplalasra nem alkalmas.

A terméket tartalmaz$ diétdnak tartalmaznia kell a napi sziikségletnek megfeleld
mennyiségll energiat, esszencidlis zsirsavakat és fenilalanint.

18. Fontos figyelmezictés:
Csak 1 évnél idésebb fenilketontirids vagy hiperfenilalaninémiés gyermekek részére.
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Notifikacios szam: T/1977/2015

11. Adagolés:
Az adagot csak orvos és dietetikus hatdrozhatja meg. Az adag fiigg az életkortdl, a
testsulytdl és az egyén egészségi allapotdtdl. A javasolt napi bevitelt rendszeres orvosi
ellendrzés alatt kell tartani.
Elkészités: A javasolt adag elosztandd 3-5 egyenld részre a nap folyamin és elbre
kiszadmitott mennyiségli mds étellel, itallal (pl. vizzel, gyiimdlcslével, gylimolcsplirével)
egyiitt fogyasztando.

A fenti termék a 24/2003. (V.9.) ESZTCSM rendelet 5. § alapjan bejelentettnek
tekintendd.

Felhiviuk szives figyelmét, hogy jelen visszaigazolds kizérdlag azt igazolja, hogy a
bejelentd eleget tett a bejelentési kitelezettségének, nem gyartési, illetve forgalomba
" hozatali engedély, tovabba nem fanisitja a termék és a jelolés/cimke megfelelfségét.

A termék Osszetételében, jelolésében, cimkeszivegében bekovetkezett barminemé
valtozas Gj bejelentési eljarast von maga utén,
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PKU Nutri 2 Concentrated

fzesités nélkiili specialis — gyogyaszati célra szant —~ tapszer fenilketondrias (PKU) és hiperfenilalaninémids (HPA)
1 éves kornal idésebb gyermekek szamara. Egy fenilalaninmentes aminosav porkeverék szénhidrattal,
vitaminokkal, dsvanyi anyagokkal és nyomelemekkel.

Fontos figyelmesztetés: Csak enterdlis taplalasra alkalmas, parenteralisan nem adhatd. Csak orvosi felligyelet
mellett alkalmazhatd. Kizardlagos tdplaldsra nem alkalmas. Csak 1 évnél idGsebb fenilketonurids vagy
hiperfenilalaninémias gyermekek részére. A terméket tartalmazd diétanak tartalmaznia kell a napi
sziikségletnek megfelel6 mennyiségli energiat, esszencialis zsirsavakat és fenilalanint. Javasolt adagoias: az
adagot csak orvos és dietetikus hatarozhatja meg. Az adag fligg az életkortdl, a teststlytdl és az egyén egészségi
dllapotatdl. A javasolt napi bevitelt rendszeres orvosi ellendrzés alatt kell tartani. Elkészités: A javasolt adag
elosztandé 3-5 egyenl§ részre a nap folyaman és el6re kiszamitott mennyiségii mas étellel, itallal {pl. vizzel,
gyliméleslével, gyiimslcspiirével) egyiitt fogyasztandé. Tarolds: Tarolja hlivas, szdraz helyen (<25°°C). Hasznalat
utan mindig zarja vissza a doboz tetejét. Felbontas utan haszndlja fel 4 héten bellil. Védbgazas csomagolasban.

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

Atlagos tapérték/100 g termék: Energia 1190 kJ/280 kcal, Zsir Og, amelybdl Telitett zsirsavak 0 g, Szénhidrat: 10
g, amelybdi cukrok: 0,4g, Rost Og, Fehérje ekvivaiens: 60g, 56 1,35 g, Aminosavak: 72 g, L-cisztin 1,6 g, L-
hisztidin: 1,6g, L-izoleucin 4g, L-leucin 6,8g, L-lizin 4,9g, L-metionin 1,6 g, L-fenilalanin Og, L-treonin 3,2 g, L-
triptofan 1,3g, L-tirozin 4g, L-valin 4,9g, L-alanin 2,8g, L-arginin 2,4g, L-aszparaginsav 6,8g, L-glutaminsav 14,4g,
Glicin 1,6g, L-prolin 6,4g, L-szerin 3,6g. Asvénvyi anvagok: Natrium 540mg, Kalium 1200 mg, Kalcium 2300 mg,
iviagnézium 300 mg, Foszfor 1380 mg, Klorid 900 mg, Mvomeiemek: Vas 30 mg, Cink 30 mg, Réz 2,1 mg, Jod
340 mcg, Mangan 3,6 mg, Krém 120 mcg, Fluor 1,8 mg, Molibdén 95 mcg, Szelén 50 mcg, Vitaminok: A-vitamin
1200 mcg RE, D- vitamin 18 mcg, E- vitamin 21 mg TE, K- vitamin 57 mcg, Tiamin 1,8 mg, Riboflavin 2,4 mg, B6-
vitamin 2,7 mg, Niacin 33,6 mg NE, 12,6 mg, Folsav 288 mcg, Biotin 90 mcg, B12- vitamin 3,6 mcg, Pantoténsav
11,4 mg, C- vitamin 180 mg, Egyéb: L-karnitin 150 mg, kolin 780 mg, Inozitol 265 mg.

Mindségét megdrzi: doboz aljén lathatd id6pontig
Gyartja: SHS International Ltd., 100 Wavertree Bouidvard, Liverpool L79PT, Egyesiilt Kirdlysag.

Forgalmazza: Numil Kft. 1134 Budapest, Rébert Karoly krt. 82-84. www.nutricia.hu Diétas
tanacsadas: 06 40/223-223
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Bood tor special medical perposes. Forthe dictary
managemes of phenylietonurs (P and

hyperphenylataninasmia (HPA) n children over 1 year of age.

A shenylelaning-ires powdsred mibcure of aming acids with
hohydrate, vitaming, minerals and bace elements,

Tmportant notice; For enteral use only. Not for paventesal
e, Must i vsed ureiir redical supervigion, Not sulfebl ax
a sole souree of rutrition, Suitable for children over t year o
age. Only to he used by individualg with PKUNPA.

Pracautions: Diels with this product must contain adequate
amaunts of snergy, essantial fatty acids and phenylalariag to
et dally rsquitements,
Suggested intake: Should be determined by
digtilian only, and s dependent on age, bodyweight, an
st condiion of the patient, The dady amount shoulg e
adjustad ragularly under medical supervisin.
Fraparation and Administration: The suggested inake
should be divided ints 3o 5 s portions distrhuted
thraughout 1 day, The product should ke taken mixed with
catoudaind smounis of ofer food or drinks g, wale, nd
fuft pures,
Storage: Store in & oupd, dry place (<25°0) Abways roplace
comnainat Hid after use, Dnce apaned, use within 4 weegks.
Packaged in a prolective atmosphare,
Ingragionts: Lysive Lghuamate, maltodexirin, L-glutamic
aud, Ldeucing, Loroline, Laling, Ldsoleuting, L-tysing,
magnssium Laspartate, caleium orthophosphate, Losedes,
toaspartic acid, L-Ahreoning, L-alaning, polassium
arthophosphiats, Learginine, sothen bivarhonale, chulivg
bitarirate, caloiur chforide, Lhigtiding, Lamethioning, boysting,
ghvcing, calcium carbonate, Liryploph , L-ascorbic
a0, Lcarniting, Taous sudphate, zing sulphale, fevming
ey, Dloniocapheryd ansiate, exleium D-pantthenata,
placinamide, mangarese sulphal i sulphate, sodium
flunride, pyridotine hydrachlonae, iboliavin, thiamin
ssononiivale, ratioyt acetele, chromdum(lchlodds, potassium
fadics, pleroylmonoghtamiz acid, amemonfum molybdate,
chum selenite, D-blotin, phylicouinons, cholecaledarl,
eyanoeobalamin,
Best befors: See bise of can.
Protuced iy SHS Inemalional L, 108 Waverie Buulewd,
Liverpool L7 BT, Urited Kingdom
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Srissttona? We are al yanyy

Huteition informatiom per 180y
Enorgy 10 kS/ W
280 4cal Cr
Ty £
Fat 0g 1 LVeline B
i Se
~ Saturates
Vitaming
Carbolydrale WA 20Dy REER
of it i 1840
~Bugars N mgoTEE
3819 87yg
Fitwe g LEmg
Hinerals 241
Protein equivalent 8lg 1 Na 235 mmaly Blmy 2.7 g
K 1300 my {336 mo NEEN) 128my
Sult 13%g] Ca 2300y | Folic acid 28y
Mg 300sng | Biotk 311
Aming Acids N 1380mg | VB2 g
{-Cysline 8gid 500 mg | Pantothenic arid 114 mg
e 189 VG 18 my
Ldgnleutivs 49 1 Trace tloments
{4 eucine 68g 1 Fe 30y | Dthers
L-Lysing 48912 30mg | L-Camifine &0 mg
Lethionine 18y Cu 2x0myg | Choline T80 g
LRhenyialaning il WMy i 265mg
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