FNUTMILKF100P04 THERAPEUTIC MILK, powder, F100, tin 400g

Specifications

As per contractual agreement, ICRC/IFRC will appa@n inspection company that will check that thedfanatches compulsory analytical
requirements.

Additional tests may be performed in case furtheality assessment is required. This will be perfnn addition to analysis performed by
supplier according to his quality internal contsgktem.

ICRC/IFRC reserves the right to control any parameit the supplier's premises or elsewhere, inrdence with these specifications.
On demand of the ICRC/IFRC the supplier will prevall documentation and evidence of a proper quabdintrol.
Production process and Quality Management system:

F100 shall be manufactured referencing the fornudacribed in the WHO document: Management of sewamutrition: a manual for
physicians and other senior health workers, Woellth organization, 1999 (refer to Table 7, Tabén@ Appendix 4).

All processing and drying shall be carried out manner that minimizes loss of nutritive value tigatarly protein quality and vitamin content.

Products must be manufactured in accordance wiehGbdex Alimentarius and applicable references @niPs (Good Manufacturing
Practices). The producer must have a food safetigypim place and an effective food safety managensystem based on a Hazard Analysis
and Critical Control Points (HACCP) approach. Pgargite programs including environmental monitormgst be implemented.

Applicable standards reference:

* CAC/RCP 1-1969, Rev. 4-2003: Recommended Intenmait Code of Practice. General Principles of Fblydjiene.
* CAC/RCP 66 — 2008: Code of Hygienic PracticeRordered Formulae for Infants and Young Children.

* 1ISO 22000:2005 - Food Safety Management SysteRsquirements for any Organization in the Food &hai

* ISO/TS 22002-1:2009 — Prerequisite Programs tmdFSafety. Part 1. — Food M anufacture.

The manufacturer is responsible to elaborate anulement an analytical plan of the finished produety materials and the processing
environment. All analytical test procedures mustdbscribed in sufficient details, e.g. the sampjitan, acceptance/release criteria, analytical
methods. 1ISO 17025 certified laboratories shalfgyably be used.
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FNUTMILKF100P04 THERAPEUTIC MILK, powder, F100, tin 400g

Traceability:

The manufacturer should have implemented an upsteesd downstream quality system allowing for evprpduction batch to trace the
composition, the raw materials used, the resulthefanalysis performed on raw materials, interatedsroducts and final product, customers,
guantity produced and dispatched, customers aesl wihere delivered etc.

The batch size shall not exceed 150 M etric tongoarmhe week of production
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FNUTMILKF100P04

TherapeuticMilk F100

THERAPEUTIC MILK, powder, F100, tin 400g

Product requirements

Ingredients Specifications Applicable Standards
Dairy powde Full cream milk powder Codex STAN 207-1999 - Codex Standard for
products e Skimmed milk powder and/or Milk Powders and Cream Powder and/or
e Wheypowder (may produce bitter taste) Codex STAN 289-1995: Codex Sandard for
The product must provide at least 50% of protein in the form of dairy | YWhey Powders
protein.
Ol - Edible refined vegetable Codex STAN 210-1999: Codex Sandard for
- Hydrogenated vegetable oils are not to be used. Named Vegetable Oils
Carbohydrate - Carbohydrates used shall be glutenfree and readilysoluble in Codex STAN 212-1999: Codex Sandard for
(sweetener) water. Sugars

Isotonicversions, which contain maltodextrins instead of cereal

flourandsome ofthe sugarcanbe accepted.
Lactose shall notbe added: Lactose and glucose polymers to be

used.

Vitamins and Mineral:
premix

The used nutrient compounds shall comply with the criteria established
Vitamins and mineralsshallbeinsuchforms thattheyare easily
absorbedbypatients with SAM. The added minerals shallbe water-
solubleandshall not form insoluble components when mixed together.

Iron salts are not to be added

supplied by a specialized premix supplier with fetificate of
analysis

Storage maximum temperature: 20°C

Record frequent measurements of the coefficienthef variation
related to the mixing step

Added minerals shall be inthe form of water solublesalts. Nitrite

-CAG/GL 10— 1979 (Rev. 2008 last amendment
2015) Aavisory lists of Nutrient Compounds for
use in foods for Special Dietary uses for Infants
and Young Children.

- Annex 3 of the COMMISSION DIRECTIVE
2006/141/EC of 22 December 2006 on infant
formulae and follow-on formulae and
amending Directive 1999/21/EC. Vitamin and
mineral compounds approved for use in infant
formulae are listed on pages 22 and 23; these
compounds are also acceptable for therapeutic
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FNUTMILKF100P04 THERAPEUTIC MILK, powder, F100, tin 400g

and nitrate salts shallnot be used. Minerals usedshallbeinforms | food.
thatare knownto be biologicallyavailable.
Additives Specifications Applicable Standards
Flavouring The use of artificial flavourings is not permitted, only natural Natural flavourings are defined in CAC/GL 29-
flavourings maybe used. 1987 General Requirements for Natural
Flavourings and in Regulation ofthe European
parliament and of the Council (EC) N°
1334/2008.
Antioxidants The use of artificial antioxidants is not permitted, only natural
antioxidants as ascorbyl palmitate or mixed tocopherols maybe used.
Other additive Essential L-amino acids, choline, ta urine, carnitine, i nositol carotene
and othersemi-essential or biologically valuable nutrients may be
added to meetthe specificationat levels considered to be safe for
children with severe malnutrition.
Final Product Specification Recommended Method
Macronutrients
Parameter Unit Min Max Unit Min Max | Unit Min Max
Energy Kcal/100ml 95 105 | Kcal/g 520 550
Protein g/100g powder 12.5 16 g/100ml reconstituteddiet | 2.5 3.5 % of total energy 10 15
Lipids g/100g of powder 25 35 g/100ml reconstituteddiet | 5 7 % of total energy 45 60
Carbohydrate . . o
s -calculated g/100g of powder 35 65 g/100ml reconstituteddiet | 7 12 % of total energy 25 50
Lactose g/100g of powder 20 25
Ash Content % 3.2 4%
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FNUTMILKF100P04

Moisture % 2.5%

Content

$o|ubi|ity ml 1

index

Burnt Particles | (disc B minimum) 15
mOsmol/L

Osmolarity | (freezingpoint 280 420
depression)

THERAPEUTIC MILK, powder, F100, tin 400g

Minerals

Nutrient Unit Minimum Maximum Unit Minimum Maximum
Sodium mg/100g powder - 290 mg/100ml reconstituted diet - 55
Potassium* mg/100g powder 1100 1400 mg/100ml reconstituted diet 210 270
Calcium mg/100g powder 300 600 mg/100ml reconstituted diet 55 115
Phosphorus mg/100g powder 300 600 mg/100ml reconstituted diet 55 115
Magnesium mg/100g powder 80 140 mg/100ml reconstituted diet 15 25

Iron mg/100g powder - 0.35 mg/100ml reconstituted diet <0.1

Zinc mg/100g powder 11 14 mg/100ml reconstituted diet 2 3

Copper mg/100g powder 1.4 1.8 mg/100ml reconstituted diet 0.25 0.35
Selenium pg/100g powder 20 40 ug/100ml reconstituteddiet 3.5 7.5
lodine pg/100g powder 70 140 ug/100ml reconstituteddiet 13 27

NB :Ration Ca:P:between1and1,5//*excluding phytate

Vitamins

Nutrient Unit Minimum Maximum Unit Minimum Maximum
Vitamin A mg/100g powder 0.15 0.30 mg/100ml reconstituted diet 0.8 1.6
Vitamin D3 pg/100g powder 3 4 ug/100ml reconstituteddiet 15 20
Vitamin E (d-alpha tocopherol) | mg/100g powder 4 5.5 mg/100ml reconstituted diet 20 30
Vitamin K pg/100g powder 2.79 5.57 ug/100ml reconstituteddiet 15 30
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FNUTMILKF100P04 THERAPEUTIC MILK, powder, F100, tin 400g

Vitamin C Ascorbic acid mg/100g powder 9.6 mg/100ml reconstituted diet 50
Vitamin B1 Thiamine mg /100g powder 0.1 mg/100ml reconstituted diet 0.5
Vitamin B2 Riboflavin mg/100g powder 0.30 mg/100ml reconstituted diet 1.6
Vitamin B3 Niacin mg/100g powder 1 mg/100ml reconstituted diet 5
Vitamin B5 Pantothenicacid mg/100g powder 0.6 mg/100ml reconstituted diet 3
Vitamin B6 Pyridoxine mg/100g powder 0.1 ug /100ml reconstituted diet 0.6
Vitamin B7 Biotin pg/100g powder 11 ug/100ml reconstituteddiet 60
Vitamin B9 Folic acid pg/100g powder 38 ug/100ml reconstituteddiet 200
Vitamin B12 Cobalamin pg/100g powder

Shelflife

The productshallretainthe above mentioned specifications for at least
18 months from date of manufacture when stored in dry te mperatures

A real time shelf life study at 30°C or an acceledashelf life study &
40°C shall be initiated on each new formulatiorcoafirm that:

between30 and 40°C

- Food remains within the range defined in the aldéwreur ! Source
du renvoi introuvable. of the final product
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FNUTMILKF100P04

THERAPEUTIC MILK, powder, F100, tin 400g

Mi cr obi ol ogy

“Microbiological safety of Reac-to-use Lipid Based therapeutic and supplementary F- Technical meeting” summary report released on M

6th 2013, FAO and WHO.

CAC/GL 21, 1997, the Principles for the Establishment and Application of Microbiological Criteria for Foods (revision scheduled for 2013).
CAC/GL 63-2007: Principles and Guiddines for the Conduct of Microbiological Risk Management (MRM)

Microbiological criteria

The batchshallnotbereleasedif thereis a failure to meetthe criteria related to Salmonella and Enterobacteriaceae defined below. In the

Microbiological plans defined below

- n:number of sampling units to be taken
- ¢ maximum allowable number of defective sampléauim a 2-class plan or marginally acceptable sarapits in a 3-class plan

- m: a microbiological limit in a 2-class plan, seqtas good quality from defective quality or, in &l&s plan separates good quality fr|

marginally acceptable quality

- M: amicrobiological limit in a 3-class plan, septas from marginally acceptable quality to defectjuality

p: define the plan (2 or 3 class plan)

[®]

Salmonell Max level: 0/25g following a 2-class p lan ISO 6579
n =60 NOTE: No composite sample. Maximum
=2 pooling authorized is 4 pooled samples of 375g
p=2 (25g from 15 sachets), only if the laboratory
c=0; method has been validated and accredited for
m = 0/25¢g (e.g. absentin 25q) that method
maximum allowable number of defective sample: 0 @futhe 60 samplep
tested
C.Sakazak Max level: 0/10g following a 2-class p lan Method ISO/TS 22964

n=230
p=2;
c=0;

NOTE: No composite sample. One pooled
sample of 300g (10g from 30 units) authorized,
only if the laboratory method has been
validated and accredited for that method.
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FNUTMILKF100P04 THERAPEUTIC MILK, powder, F100, tin 400g

- m=0/1(g (e.g. absentilCg)
maximum allowable number of defective sample: Oafuthe 30 samples

tested
Enterobacteriace at 30 dec Max level : <10cfu/cfollowinga 2-class plan For 150 21528-1: One pooled sample of 300g
- n=10 (10g from 30 units) authorized, only if the
=2 laboratory method has been validated and
- P ; -~
_ accredited. In case of positive result, another
- c=2 test using the ISO 21528-2 is mandatory (no
-.m S]_chu/g composite sample, no pooled samples

maximum allowable number of defective sample: Oafithe 10 authorized for IS0 21528-2.

samples tested

Mesophilic Aerobic Bacter Max level : <500cfu/(followinga 3-class plan Method ISO 4833
i n=5 No composite sample. No pooled samples
- p =3
- =2

- m <500cfu/g

- M <5000cfu/g
The lot can be released if :

- Each of the 5 samples analysed has a level of &deteriaceae
which is<500 cfu/g

- Maximum 2 samples analysed has a level of Mesoglidtteria
which is<5000 cfu/g. Therest of each sample analysed hiexehof
Enterobacteriaceae which<4800 cfu/g.
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FNUTMILKF100P04

THERAPEUTIC MILK, powder, F100, tin 400g

Contaminants

CAC/RCP 49-2001: Code of Practice for Source Directed Measures to Reduce Contamination of Food with Chemicals.
CODEX STAN 228-2001: General Methods of Analysis for Contaminants.
CODEX STAN 193-1995: Codex General Sandard for Contaminants and Toxins in Food and Feed.

CODEX STAN 229-1993, REV.1-2003: Analysis of Pesticide Residues: Recommended Methods.

COMMISION REGULATION (EU) No 594/2012 of July 2012 amending Regulation (EC) 1881/2006 as regar dsthe maximumlevels of the
contaminants ochratoxin A, non-dioxin like PCBs and melaminein food stuffs

Pesticide Carbamates < 10p| CODEX STAN 229-1993, REV.1-2003: Analyss of Pesicide Resdues
Organochlorine < 10 ppb Recommended Methods
Organophosphorus <10 ppb
Pyrethroid < 10 ppb

Heavy metal Lead <0.01 mg/k CODEX STAN 228-2001: General Methodsof Analysisfor Contaminants.

BIRICODEX STAN 193-1995: Codex General Standard for Contaminants and Toxins
in Food and Feed.

Radioactivity

Onlyingredientscertified free of radioactivity can be used. If thelimitsare not
defined, the value must not exceed 370bg/kg max (Cs134&Csl37)

M elamine must not exceed 0.15mg/kg In treconstitute(| CODEX STAN 193-1995: Codex General Standardfor Contaminantsand Toxins
form in Food.
MYy cotoxins CAC/RCP 49-2001 Code of Practice for Source Directed Measuresto Reduce
Ochratoxin A <0.5ppb Contaminationof Foodwith Chemicals. _ _
Aflatoxin B1 <0.1ppb CODEX STAN 228-2001: General Methodsof Analysisfor Contaminants.
. CODEX STAN 193-1995: Codex General Standard for Contaminantsand Toxins
Aflatoxin M1 <0.025ppb in Eood.
Palutin <10ppb
Deoxynivalenol <200ppb
Zearalenone <20ppb
Fumonisins <200ppb

Other contaminan

Theproduct should befreefrom resduesof hormones, antibioticsand
pharmacologically active substance
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FNUTMILKF100P04

THERAPEUTIC MILK, powder, F100, tin 400g

Packaging

Primary packag

Productshallbe packedin airtight 400g canister. Packagingunderinert gas (nitrogen or carbon dioxide)
prolongs products s helf-life andis recommended. Packagingmust be free of damage such as, but not limited
to, tears, cuts, holes, and abrasions through one or more layers, |leakage of anyseal. The closure seal must be
free of wrinkles, occluded mater

Canistershall beairtight or hermetically sealed, made of materialresistant to corrosionathumidandhot
climate. It shall be capped with a reusable lid to adequately close the canister and protecting its content from
external contaminationincluding high humidity or pests also after the canister was opened. The manufacturer
shallprovide scoop made of afood contact materialwith a size for quantity of powder needed. The scoop
should be placed into the canister or hygienically packed and attached to it or placedinthe secondary
packaging with sachets. Each scoopshallbe marked with the product name F100 and manufacturer name

Secondary packa

Shock, puncturing resistant, strong export cartons for canisters. Cartons shall be ofa sturdy qualityand provide
protection of the goods for carriage byair, sea and/orroad to finaldestination worldwide, induding re mote
locations underadverse climatic and storage conditions, and high humidity

Inside containel

Slip sheet or plywood shall be usto provide maximum stacking strength. Pallets veipipropriate stackin
configuration could also be used.

Leaflel

Each carton must contain a leaflet in English (atiebr language as per contract) includihe protocol an
instructions for use, and should mention recongtityserving, storage of the reconstituted diet

Labelling

Codex STAN 146-1985 : General standards for the labelling of and claims for pre-packaged foods for special dietary uses
Codex STAN 1-1985 : General standard for labelling of pre-packaged foods

Canister Insideleafl et Outside box

Commercial nan

Shall be kept simp

Product Nanr

Genericname: F-100 Therapeutic Milk
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FNUTMILKF100P04

THERAPEUTIC MILK, powder, F100, tin 400g

Target us

A clearstatement: F-100 therapeutic milk designed for the re habilitation phase treatment of
children >6 months with severe acute malnutrition

Reference to the WHO guidelines ontreatment of SAM: TO be usedinaccordance with: ‘UPDATES
ON THE MANAGEMENT OF SEVERE ACUTE MALNUTRITIONIN INFANTS AND CHILDREN’, WHO, 2013

Breastfeeding logo and a message:

Breastfeeding is recommended for at least the first 24 months and exclusively until 6 months

Preparation instructions

Dosinginstruction for preparation of reconstituted diet
Instructionfor hygienicuse ofthe scoop and the canister.
Instructionfor hygienic handling of left overs of Therapeutic milk powder

Net Weigh and gross weig| 400¢

Number of packaging per carton

- filled by manufacture

Nutrients conter

Per 100 mL of reconstituted diet

Nutritional compositio

Ingredient lis

filled by manufacture (raw materials used) in descending order quar | -

Storage Instructic

“ Best stored belovXX degrees, in dry and hygienic conditio

M anufacturer nan

Produced by: filed by manufactu

Manufacturer addre filled by manufacturer, including country of ori

M anufacturer batch/lot numk filled by manufacture - filled by manufacture
Production dat filled by manufacture - filled by manufacture
Best before Da filled by manufacture - filled by manufacture

Othel

“not for sale or exchancg
“Contains no ingredients of animal origin besidagydproducts”

Donor and log

as per contractual agreerr

Colour codin

Beneficiary feedback hotlinef

required in the contractual agreement)

filled by manufacture - filled by manufacture
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