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2.1. Packaging and Markings
2.1.1. Retail Packaging


The contents of this clause shall be deleted and replaced by:
Accessories shall be packaged in clean, sealed packaging. Each package shall contain a maximum of three accessories, with the exception of packaging for disposable feeding bottle nipples and disposable accessory nipples, which shall have only one disposable nipple per package.

2.1.2.   Markings

2.1.2.2 Packaging Markings 

-  
In the eighth and ninth lines, beginning with the words “if the accessory” until the words “and sterilization” shall be deleted and replaced by: 
If the accessory is a disposable bottle nipple, or disposable accessory nipple – the words: “for one-time use” and the word: “sterile”.


4.3. Testing Requirements and Methods

4.3.3. The Ability to Withstand Tensile Load

The following shall be added to the section:
Disposable feeding bottle nipples shall not be boiled.

 4.3.3.2. The following shall be added to the section:
Disposable feeding bottle nipples shall not be boiled.

4.3.6. Boiling and Sterilization
This section shall be deleted and replaced by the following:

4.3.6. Sterility


This requirement applies only to disposable feeding bottle nipples and                 disposable accessory nipples.


Each production batch of disposable feeding bottle nipples and disposable accessory nipples shall be accompanied by a declaration from the manufacturer, stipulating the sterilization method used and the date on which it was sterilized. 
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Chapter A – General

1.2 References


The sentence beginning with the words: “Standards and documents” shall be deleted and replaced by the following:
Standards and documents mentioned in this Standard (non-dated standards and documents –the last published version shall be the authoritative version).
 
Foreign Documents 
The contents of the list shall be deleted and replaced by the following: 
EN 12868 – 
Child use and care articles - Methods for determining the release of 



N-nitrosamines and N-nitrosatable substances from elastomer or rubber 


teats and soothers.

Chapter C – Dummies

3.1 Classification and Nomenclature


Table 1


In the second column: 


The word: “short” shall be deleted and replaced by the word: “small”. 


The word: “long” shall be deleted and replaced by the word: “large”. 

3.4 Requirements and Testing Methods

      3.4.6 Nitrosamine Content
The contents of this section, including footnote (6) to this section shall be deleted and replaced by the following:

Test to determine the content of N-nitrosamines and precursor substances for the formation of N-nitrosamines (N-nitrosatables) in the accessory and their content shall be calculated in accordance with the specifications in European Standard: EN 12868.

(see continuation on next page)
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The content of N-nitrosamines and precursor substances for the formation of N-nitrosamines shall be as stipulated in the table below: 

	Substance
	Maximum Content  - mg / kg

	N-nitrosamines
	0.01

	N-nitrosamine precursor substances

(N-nitrosatables)
	0.01


* 
Footnote (6) 

The footnote shall be deleted.
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Chapter A – General

1.1 Applicability of the Standard
This Standard shall apply to babies’ dummies, feeding bottle nipples and accessory nipples (hereinafter “the accessory”)


1.2 References
The standards and documents mentioned in this Standard:


Israeli Standards
IS 562 Part III – Safety of toys: The passage of certain chemicals.


Foreign Documents
Food and Chemical Toxicology – 1982, Vol. 20, pp. 939 – 944
FDA memorandum, 6 April 1984


1.3. Definitions
The following definitions shall apply to this Standard:

1.3.1 Flexible Material
The material shall not tear for sixty seconds, when a cut-out sample at room temperature measuring 200mm x 25mm is wrapped spirally around a roller with a diameter of 25mm at a steady pace of one complete turn every five seconds.

1.3.2 Baby’s Dummy
This is an accessory with a sucking nipple that serves to calm the baby. 

1.3.3 Bottle Nipple
This sucking accessory is attached to a baby’s feeding bottle.

1.3.4 Accessory Nipple
This accessory is used to protect the mother’s nipple during breast-feeding. 


Chapter B – General Requirements

2.1 Packaging and Marking

2.1.1    Retail Packaging
Accessories shall be packaged in clean and sealed packaging. It shall be possible to view the contents of the package without opening the packaging. 
Each package shall contain a maximum of three accessories, with the exception of disposable accessory nipples packaging, which shall contain only one disposable accessory nipple. 

2.1.2 Markings

2.1.2.1 Markings on the Accessory
Each accessory shall be stamp-marked with the manufacturer’s registered trademark.

2.1.2.2 Packaging Markings


Each retail package shall be marked with clear, durable markings in Hebrew containing the following details: 

· The manufacturer’s name and address, or the manufacturer’s trademark and address. 

· If the accessory is imported – markings shall also include the name and address of the importer, or the importer’s trademark and address.

· Markings identifying the production batch

· The name of the accessory. 

· The number of accessories in each package.

· If the accessory is a dummy – it shall be named as specified in section 3.1.

· If the accessory  is a disposable accessory nipple, markings shall include the words: “use only once” and the words: “boiled and sterilized”.

· On the packaging or in the enclosed instruction leaflet – Care and maintenance instructions as described in section 3.3 or section 4.2 in accordance with the accessory’s designated use.

2.2 Compliance of a Single Accessory with the Standard


Given the destructive nature of some of the tests, it is not possible to apply all the tests stipulated in the Standard to a single accessory. Consequently, the testing of a single accessory cannot establish that the accessory complies with the Standard. However, such testing can establish that the accessory does not comply with the Standard. If an accessory undergoes any test or tests as stipulated in the Standard and is found non-compliant with any of the requirements in the Standard – that accessory is non-compliant with the Standard; even if the accessory is taken from the batch of accessories found to comply with the requirements stipulated in Appendix A.


A batch of accessories shall be accepted or rejected in accordance with the sampling programme described in Appendix A to this Standard. 
The sampling programme is not designed for use in the Standards Mark system, but it can also be used for this purpose. 

2.3 Finishing


The surface of every component part of all accessories shall be smooth; it shall have no cracks; it shall have no holes that are not part of the original design and shall have no sharp corners or edges. 

2.4 Materials  


The accessory shall be manufactured from elastomer component materials. Dummies can also be manufactured from plastic component materials or a combination of plastic and elastomer materials. Materials used to manufacture accessories shall have no detrimental effect on users’ health and shall not cause any irritation of the mucous membranes in the mouth, caused by the release of soluble materials dissolved by saliva. 


Materials from which the accessory is manufactured shall be considered compliant with the requirements in the Standard if the manufacturer or the importer of the accessory presents a certificate issued by the Ministry of Health, listing the names of such materials and confirms that such materials are well known as being biocompatible
. 

Chapter C – Dummies

3.1 Classification and Nomenclature

      Dummies shall be sorted according to size and appropriately named according to the   length of the dummies’ nipples, as listed in Table 1.

Table 1

	Dummy Name
	Nipple Length (mm)

	Short
	Up to 30

	Medium
	31-35

	Long 
	36-40


3.2 Structure and Dimensions

The dummy shall be moulded (manufactured as a composite whole) or it shall be assembled from components. 


Dummies shall include the following components:


Nipple, shield, stopper, ring, (or button) (Diagram 1)
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Diagram 1 – Dummy Parts

3.2.1 Dummy Nipple

The dummy nipple shall be either hollow or solid
.


Nipple length from the end of the nipple to the front side of the shield shall be as specified in section 3.1. 


A hollow nipple shall not contain any filling material.

3.2.2 The Shield


The shield shall be manufactured from an elastomer or plastic material and shall be one solid piece. 


If the shield is round or ribbed, its diameter or the diameter of the circle encompassing the shape of the shield shall be as specified below: 


-    When the shield is manufactured from an inflexible material
 - at least 38mm. -    -    When the shield is manufactured from a flexible material – at least 42mm. 


If the shield design is a special shape, the dimensions of the rectangle encompassing that shape shall be as described in Diagram 2.
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Diagram 2 – Shield dimensions for a non-circular or ribbed dummy (dimensions in mm.)

3.2.3 The Stopper

The stopper (if present) shall not cause any cracking or tearing in the dummy’s nipple or shield. After assembly on the dummy, the stopper shall protrude no more than 17mm beyond the rear face of the shield.

3.2.4 The Ring or Button


To the rear of the dummy, there shall be a ring or button that shall be comfortable to hold. 

3.2.4.1 Ring  


The ring shall be designed to allow the free movement thereof (in dummies assembled from separate components) or it shall bend easily (in the case of moulded dummies) through an arc of at least 160º.


Ring width (Diagram 3) shall be as stipulated below: 

       -  A ring manufactured from non-flexible material – At least 25mm and ring 
 length shall not be larger than ring width.

           - A ring manufactured from flexible material – 45mm at the most. 


The length of a ring manufactured from a flexible material shall be measured when it has been compressed to a width of 45mm at the most. Ring shape shall permit the insertion of a testing rod with a diameter of 14mm, located on the dummy’s main axis (as described in Diagram 3).
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Diagram 3 – Ring dimensions (dimensions in mm)
3.2.4.2 Button
A button shall only be provided on a dummy with a non-flexible shield. The button shall protrude from the rear face of the shield as stipulated below: 

A button made from a non-flexible material – 17mm at most.

A button made from a flexible material – 30mm at most.

3.3 
Care and Maintenance Instructions

-
Packaging shall include instructions on dummy care and maintenance. Instructions shall be written in Hebrew and include at least the following details:


-
Wash the dummy well before first use and sterilize the dummy by boiling for 5 
minutes; 


-
Store in a clean, dry place;


-
Do not attach any pins to this dummy or tie the dummy in any way that might 
endanger the baby; 


-
Do not dismantle this dummy;


-
Check the dummy on a regular basis and dispose of the dummy if it is cracked, 
torn or shows any other signs of wear;


-
We recommend that you do not dip this dummy in any sweeteners such as syrup, 
honey or jam, which might endanger the health of your baby’s teeth. 

3.4 Test Requirements and Methods

3.4.1 General Testing Instructions

All the tests described in sections 3.4.2 – 3.4.7 shall be used to test the dummy, complete with all its component parts. Unless otherwise stipulated in the Standard, tests shall be performed at the ambient temperature. A different dummy shall be used for each test. 

3.4.2 
Ability to Withstand Pressure


Boil the dummy for five minutes and cool to room temperature. Place the dummy in any manner on a hard, horizontal surface. 


Apply a perpendicular force of 400 Newton using the metal plate described in Diagram 4. Apply the force gradually for 5 seconds until the full test force is reached and hold it for at least another 10 seconds. 


After removing the force, install the dummy in the fixture described in Diagram 4 and along the dummy’s main axis, apply a force of 90 Newton to the ring or the button. 

 
Apply the force gradually for 5 seconds until the full test force is reached and hold it for at least another 10 seconds. 


The dummy shall not come apart and no cracks shall appear in the shield, the ring, the stopper or the button. 


There shall be no damage to the nipple.
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Diagram 4 – Testing the Ability to Withstand Pressure (dimensions in mm)

3.4.3 The Ability to Withstand Blows


Place the dummy in any manner on a hard, horizontal surface. Drop a 200-gram weight onto the dummy from a height of 300 mm. 


The diameter of the dropped weight shall be 38 (± 2) mm and it shall have smooth surfaces. 


A weight guide can be used, but the final speed of the weight as it delivers the blow must be the same as the speed achieved by the weight in free fall. 


Following this test, the dummy shall have no cracks or tears in the shield, the stopper, the ring or the button. 


There shall be no damage to the nipple. 

3.4.4  The Ability to Withstand Biting


With the exception of the stopper, all the other dummy parts shall be subjected to this test. The said test shall be applied to two places on the dummy’s shield.


The cold-rolled steel jaws described in Diagram 5 shall be used for this test.


Place the accessory to be tested between the test jaws and apply a load of 220 Newton. Apply the force gradually for 5 seconds until the full test force is reached and hold it for at least another 10 seconds.


Following this test, the dummy shall have no cracks or tears in the shield, the ring or the button. 


There shall be no damage to the nipple. 


Comment:


If this test causes marks that remain on components manufactured from non-flexible materials, such shall not be considered a defect. 
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Diagram 5 – Jaws used to Test the Ability to Withstand Biting (dimensions in mm)

3.4.5 
The Ability to Withstand a Tensile Load

In all the tests described below, the force shall be applied gradually for five seconds until the full test force is reached and then held for at least another 10 seconds.


Boil the dummy for five minutes and then cool to room temperature. 

           The dummy shall undergo all the tests described in sections 3.4.5.1 – 3.4.5.4

3.4.5.1 Install the dummy’s nipple in the appropriate fixture. Apply 90 Newton of tensile load to the ring (or to the button) along the line of the dummy’s main axis.

3.4.5.2 Install the dummy’s shield in the appropriate fixture. Apply 90 Newton of tensile load to the ring (or to the button) and to the nipple at an angle to the line of the dummy’s main axis. 

3.4.5.3 Place the dummy in boiling water and continue boiling the water for five minutes. 
Remove the dummy from the water and cool it down to room temperature. 
Repeat this process another nine times. 


3.4.5.4 After completing the test described in section 3.4.5.3, repeat the tests described in sections 3.4.5.1 – 3.4.5.2.


After completing all the tests described in sections 3.4.5.1 – 3.4.5.4, the dummy shall not disintegrate and shall have no visible residual deformations detrimental to its use or safety. 


The dummy’s nipple shall not be damaged.

3.4.6
Nitrosamine Content

Test the accessory’s nitrosamine content in the manner described in the journal: “Food and Chemical Toxicology”, Volume 20, pp. 939 – 944 dated 1982 and in the memorandum published by the FDA
 on 6 April 1984, which states that 2 grams of Barium Hydroxide (Ba[OH]2) must be added to the distilled solution.

The maximum content of any volatile Nitrosamines whatsoever in the accessory shall be 10 ppb.

Comment:

If the nitrosamine content is greater than 10 ppb, test results must be confirmed by performing gas chromatography – mass spectrometry testing.

3.4.7
Heavy Metal Content
Test for the presence of heavy metals using the test described in Israel Standard IS 562, Part III  -  in the sections dealing with polymer materials and their like that are not textiles.


The maximum content of heavy metals shall be as stipulated in Table 2.

Table 2

	Material
	Maximum Content (mg / kg)

	Antimony
	60

	Arsenic
	25

	Barium
	250

	Cadmium
	50

	Chrome
	25

	Lead
	90

	Selenium
	500

	Mercury
	25

	Zinc (a)
	250

	Comment:

(a) Zinc content is tested only in dummies manufactured from natural rubber.


Chapter D – Nipples

4.1 Structure and Dimensions
Structure and dimensions shall be as agreed between the party ordering the accessories and the manufacturer.


4.2 Care and Maintenance Instructions
Packaging shall include care and maintenance instructions for the nipple. Instructions shall be in Hebrew and shall be as follows:


4.2.1 Reusable Nipples


- Wash the nipple well before first use and sterilize by boiling for five minutes;


- Store in a clean, dry place;


- Check the dummy on a regular basis and dispose of the dummy if it shows any signs 
of wear.


4.2.2 Disposable Accessory Nipple


- Store in a clean dry place.


4.3 Testing Requirements and Methods


4.3.1 General Testing Instructions

Unless otherwise stipulated in the Standard, tests shall be conducted at the ambient temperature. 


A different dummy shall be used for each test.


4.3.2 The Ability to Withstand Biting
Test the nipple using the test described in section 3.4.4.

Following this test, there shall be no cracks or tears in the nipple.

The nipple shall suffer no damage.

4.3.3 The Ability to Withstand Tensile Load


This test is applied only to nipples for babies’ bottles.


In all the tests described below: apply the force gradually for five seconds until the full test force is reached and then hold it for at least another 10 seconds.


Boil the bottle nipple for five minutes and then cool to room temperature.


With the nipple fitted onto the bottle, test the nipple using the following procedures:

4.3.3.1 Install the bottle with the nipple attached in the appropriate testing fixture and apply tensile load of 90 Newton along the line of the nipple’s main axis and at an angle to the nipple’s main axis. 

4.3.3.2 Place the nipple in boiling water and continue to boil the water for another five minutes. 
Remove the nipple from the water and cool it down to room temperature.
Repeat this action another nine times.

4.3.3.3 After completing the tests described in section 4.3.3.2, repeat the test described in section 4.3.3.1.
After completing all the withstanding tensile load tests described in sections 4.3.3.1 – 4.3.3.3, the nipple shall have no visible residual deformations detrimental to the nipple’s use or safety. 
The nipple shall not detach from the bottle.

4.3.4 Nitrosamine Content
This test and its requirements are specified in section 3.4.6.

4.3.5
Heavy Metal Content


This test and its requirements are specified in section 3.4.7.

4.3.5 Boiling and Sterilization
This test is applied only to disposable accessory nipples.
Every production batch of disposable accessory nipples shall be accompanied by a manufacturer’s declaration stipulating the boiling and sterilization method used and the date on which it was performed.  

Appendix A – Approval for a Batch of Accessories 

(Normative)

For the purposes of this Standard, a ‘batch’ is a quantity of accessories, which are all the same model; they are the same size, are made of the same material and one manufacturer manufactured them all. To approve a batch of accessories, the following procedure shall be applied:

A – 1
Dummies

A. Examine the certificate from the Ministry of Health as stipulated in section 2.4.
If the certificate confirms that the materials from which the accessory was assembled, conform to the stipulations given in section 2.4; continue with the tests described in section B below.

B. Take a random sample of the size stipulated in Table A – 1, from each batch. 

Table A – 1

	Batch Size
	Sample Size

	Up to 1200
	8

	1201-3200
	12

	3201-10,000
	20

	Over 10,000
	32


Check that all the dummies in the sample conform to the requirements stipulated in sections 2.1, 2.3 and 3.1. If all the dummies in the sample conform to the requirements stipulated in these sections, divide the sample into six sample sub-groups of equal size and check that the dummies in each sub-group conform to the requirements stipulated in sections 3.4.2, 3.4.3, 3.4.4, 3.4.5, 3.4.6 and 3.4.7. 
The batch shall conform to the Standard if it fulfils the conditions set out in section A above and when all the dummies in the sample have been tested and found to conform with all the requirements in the Standard.

A – 2
Nipples

A. Examine the certificate issued by the Ministry of Health as stipulated in section 2.4.
If the certificate confirms that the materials from which the accessory was assembled, conform to the requirements stipulated in section 2.4, continue with the tests described in section B below.
Take a random sample of the size stipulated in Table A – 2, from each batch.

Table A – 2

	Batch Size
	Sample Size

	Up to 1200
	4

	1201-3200
	6

	3201-10,000
	10

	Over 10,000
	16


Check that all the nipples in the sample conform to the requirements stipulated in sections 2.1 and 2.3. 

If all the nipples in the sample conform to the requirements specified in these sections, divide the sample into four sample sub-groups of equal size and check that the nipples in each sub-group conform to the requirements stipulated in sections 4.3.2, 4.3.3, 4.3.4, and 4.3.5.
The batch shall conform to the Standard if it fulfils the conditions set out in section A above and when all the dummies in the sample have been tested and found to conform with all the requirements in the Standard.

� In professional language the term “biological compatibility” is in standard use.


� These diagrams are for guidance only and the shape of components described therein is not binding.


� Solid – mukshet.


� In the absence of a sample of a material that permits verification in accordance with section 2.4, the material shall be deemed flexible. 


� Dimensions marked with a star (*) are given as illustrations only and they are not obligatory.


� FDA – US Food and Drugs Administration 





