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Brussels, 31-10-2016
Joint Action 2015 GA no. 705038 — GPSD

Product Activity <Chemicals In TOYS>
Call for Tender for Test Laboratories

ANNEX 1: Quotes & Information to be submitted.

1.0 PRICING
With regards to VAT, it is important to note that PROSAFE does not accept the reverse charge method and therefore all quotes should include the VAT charges as well.
The laboratory should try to fill in as much as possible the respective prices for each part of the table shown below. 

Kindly note that one test report for each sample is needed. 
· Obtained/measured values when the failure occurred is needed in ALL tests performed by the laboratory.
· Uncertainty levels are to be included within the test report too.
Depending on the type of quotes received, PROSAFE may decide to ultimately choose more than one laboratory to perform all the respective tests. Additionally, it may also choose to test up till three different areas within the toy for the same type of chemical. However, this decision will be taken once the exact individual prices are known as per details below. 
Additionally, PROSAFE may decide to send samples for testing from only a few of the four product-types shown below.

The following four types of toys will be mainly focused upon. Approximately 250 or more samples are to be tested but not all analyses are to be performed on each sample. The main focus are on phthalates and SCCP.
	      TYPE OF PLASTICISED TOYS TO BE TESTED

	(i) Toy Plastic Dolls

	(ii) Inflatable Plastic Toys 

	(iii) Toy Plastic Books

	(iv) Bath Toys / Squeezable Toys


1.1 PHTHALATE TESTING
Some phthalates are regulated under REACH, Regulation (EC) No 1907/2006, Annex XVII, points 51 and 52. 

REACH, Annex XVII, Point 51: Bis (2-ethylhexyl) phthalate (DEHP), Dibutyl phthalate (DBP) and Benzyl butyl phthalate (BBP) shall not be used as substances or in mixtures, in concentrations greater than 0,1 % by weight of the plasticised material, in toys and childcare articles.

REACH, Annex XVII, Point 52: Di-“isononyl” phthalate (DINP), Di-“isodecyl” phthalate (DIDP) and Di-n-octyl phthalate (DNOP) shall not be used as substances or in mixtures, in concentrations greater than 0,1 % by weight of the plasticised material, in toys and childcare articles which can be placed in the mouth by children.

Restriction also applies to the combination of each group. A toy is not in compliance with REACH if the concentration of DEHP + DBP + BBP is greater than 0.1 %, or DINP + DIDP + DNOP is greater than 0.1%.

Several phthalates are known as SVHC substances (Substances of Very High Concerns), under the terminology of REACH, due to their classification as toxic for reproduction (CMR substances). Phthalates classified as CMR (Carcinogenic, Mutagenic or toxic for Reproduction), as specified in CLP (Regulation (EC) No 1272/2008), are also restricted by EU Toy Safety Directive 2009/48/EC.

	PHTHALATE
TESTING
	Substance Name
	CAS nr
	Price (inclusive of VAT) in €

	DEHP
	Bis(2-ethylhexyl) phthalate
	117-81-7
	

	DBP
	Dibutyl phthalate
	84-74-2
	

	BBP
	Benzyl butyl phthalate
	85-68-7
	

	DINP
	Diisononyl phthalate
	28553-12-2
	

	
	1,2-Benzenedicarboxylic acid; di-C8-10 branched alkyl esters; C9-rich
	68515-48-0
	

	DIDP
	Di-‘isodecyl’ phthalate
	26761-40-0
	

	 
	1,2-Benzenedicarboxylic acid di-C9-11-branched alkyl esters C10-rich
	68515-49-1
	

	DNOP
	di-n-octyl phthalate
	117-84-0
	

	DnHP
	di-n-hexyl phthalate
	84-75-3
	

	DPP
	dipentyl phthalate
	131-18-0
	

	DIBP
	diisobutyl phthalate
	84-69-5
	

	DHNUP
	1,2-Benzenedicarboxylic acid, di-C7-11 -branched and linear alkyl esters
	68515-42-4
	

	DIHP
	1,2-Benzenedicarboxylic acid, di-C6-8-branched alkyl esters, C7-rich
	71888-89-6
	

	 
	1,2-Benzenedicarboxylic acid, dihexyl

ester, branched and linear
	68515-50-4
	

	
	
	
	


AND/OR a global price for testing of all phthalates mentioned above (Inclusive of VAT) …………………
(Please specify if some of the phthalates mentioned above are unable to be tested. Include the list of phthalates that cannot be tested over here and/or any other conditions which you may wish to specify:
………………………………………………………………………………………………………………………………………………………………………

………………………………………………………………………………………………………………………………………………………………………

………………………………………………………………………………………………………………………………………………………………………

1.2 SHORT CHAIN CHLORINATED PARAFFINS (SCCP) TESTING
SCCP are classified as persistent chemicals and are restricted under European POP Regulation EC 850/2004. Annex I to this regulation has been amended in accordance with the Annex to Regulation (EU) 2015/2030 which came into force as from 4th December 2015 whereby it set the limit for SCCP at 0.15% by weight (1500 mg/kg) in articles.
	 
	Substance Name
	CAS nr
	Price (inclusive of VAT) in €

	SCCP
	Alkanes, C10-13, chloro 
	85535-84-8
	


1.3 POLYCYCLIC AROMATIC HYDROCARBON (PAH) Testing
Commission Regulation 1272/2013 give particular limits to polycyclic aromatic hydrocarbons (PAHs) in toys placed on the market after 27th December 2015 - in line with REACH, Annex XVII, Entry 50.

Toys, shall not be placed on the market, if any of their rubber or plastic components that come into direct as well as prolonged or short-term repetitive contact with the human skin or the oral cavity, under normal or reasonably foreseeable conditions of use, contain more than 0,5 mg/kg (0,00005 % by weight of this component) of any of the listed PAHs.
	 
	Substance Name
	CAS nr
	Price (inclusive of VAT) in €

	PAH
	Benzo(a)pyrene
	50-32-8
	

	PAH
	Benzo(e)pyrene
	192-97-2
	

	PAH
	Benzo(a)anthracene
	56-55-3
	

	PAH
	Chrysene
	218-01-9
	

	PAH
	Benzo(b)fluoranthene
	205-99-2
	

	PAH
	Benzo(j)fluoranthene
	205-82-3
	

	PAH
	Benzo(k)fluoranthene
	207-08-9
	

	PAH
	Dibenzo(a,h)anthracene
	53-70-3
	


1.4 Bisphenol A (BPA) Testing

BPA is limited according to Appendix C of Annex II to the Toy Safety Directive

The European Commission (EC) has adopted Directive 2014/81/EU, which sets a limit on bisphenol-A (BPA) of 0.1 mg/l (migration limit) in all toys intended for children up to the age of 3 years, and in any toys intended to be placed in the mouth, regardless of intended age. The migration limit of 0.1 mg/l is set in this Directive, in accordance with the methods laid down in EN 71-10:2005 and EN

71-11:2005’ and will be applicable beginning December 21, 2015. 
BPA is restricted in all toys distributed in the EU markets due to its classification as toxic for reproduction category 2, with a limit value of 3% 
	 
	Substance Name
	CAS nr
	Price (inclusive of VAT) in €

	BPA
	Bisphenol A  - Testing of CONTENT
	80-05-7
	

	BPA
	Bisphenol A – Testing of Migration limit if content is present.
	80-05-7
	


1.5 EN 71-3:2013+A1:2014 TESTING (MIGRATION OF THE FOLLOWING ELEMENTS)
The Toy Safety Directive (2009/48/EC) specifies maximum migration limits for three categories of toy materials. The limits for the migration of certain elements are expressed in milligram per kilogram toy material and are detailed in Table 2 of EN 71-3:2013+A1:2014.
	 
	Substance Name
	CAS nr
	Price (inclusive of VAT) in €

	EN 71-3
	Cadmium ***

(The limits for cadmium were amended by Commission Directive 2012/7/EU)
	7440-43-9
	

	EN 71-3
	Lead ***
	7439-92-1
	

	EN71-3
	Organic Tin ***
	
	


*** Testing according to Category III (EN71-3:2013+A1:2014): Scraped-off materials
WITH REFERENCE TO ALL THE PRICES MENTIONED ABOVE:
Please include any discounts on prices stated above if between 100 - 200 samples in total are sent to the laboratory: 
Discount of ….. %

Please include any discounts on prices stated above if between 201 - 300 samples in total are sent to the laboratory: 
Discount of ….. %

Please include any discounts on prices stated above if between 301 - 400 samples in total are sent to the laboratory: 
Discount of ….. %

Please include any discounts on prices stated above if over 401 samples in total are sent to the laboratory: 

Discount of ….. %

2.0 OBLIGATORY ADDITIONAL INFORMATION
Include information requested for each of the points indicated below:

2.1 Formal qualifications of the laboratory (e.g. accreditation(s)) and expertise of staff working on these samples;
In particular, confirm that the laboratory is accredited according to: 

· En ISO/IEC 17025:2005 or similar for the required standards and tests 
· En71-3:2013+A1:2014 or later versions:

Include also the number of experts / staff that would be involved in such tests. Include any CV or information on the respective experts working in the laboratory.

2.2 Experience with testing of chemicals in toys in particular;

Kindly make reference to the number of toys tested over these last 3 years (2014-2015-2016) by the laboratory for:

(i) Phthalate testing

………………..
(ii) SCCP Testing


………………..
(iii) PAH Testing


………………..
(iv) BPA testing


…………………
(v) EN71-3 Testing


………………..
Include any additional information to further explain the experience that the laboratory has in these fields. 
2.3 Methodology Used for testing
Kindly explain in detail what type of methodologies are used to for extraction and analysis for EACH chemical to be tested as per details above and specifying the type of GC-MS used. 
Examples are shown below to explain the type of information that is needed:

PHTHALATES – Although there are no harmonized standards in this area, one needs to specify whether ISO 8124-6:2014 (technically comparable to GB/T 22048-2008) or CPSC-CH-C1001-09.3 or EN 14372:2004 are being used or any other in-house method – in which case more detail is needed to better understand the methodology used.

SCCPS – Although there are no harmonized standards in this area, one needs to specify whether ISO 18219 is being adopted or any other method, in which case more detail is required. In view that MCCPs are not banned and still in use by the industry, kindly also explain how you would ensure that MCCPs and SCCPs are not mixed up in the chemical analysis.
PAHS – Although there are no harmonised standard in this area, one needs to specify whether ISO 21461 or AfPS GS 2014:01 are being used or any other in-house method, in which case more detail is required.
BPA – Elaborate on the methodologies used to identify BPA content as well as migration of BPA.
EN71-3 – Confirmation that the harmonised standard is used for this purpose.

2.4 Participation in Standardisation Activities

Kindly mention the respective technical working groups within standardisation bodies which the laboratory has participated in during these last three years in relation to acoustic toys. In particular mention during the last three years the respective technical working groups that the laboratory has attended.
2.5 Uncertainty levels for each test
Please explain in detail and highlight any possible limitations and specify uncertainty levels with respect to each of the following chemical testing:

(i)
Phthalate testing
(ii)
SCCP Testing


(iii)
PAH Testing


(iv)
BPA testing


(v)
EN71-3 Testing


2.6 Participation in laboratory round-robin testing
Kindly indicate the last round-robin testing that your laboratory has taken part in, specifying the overall results and deviations and including any recent improvements made to the overall teswting of such chemicals.

2.7 Delivery time & Terms of delivery;

Kindly state how many weeks are needed to test and finalize all test reports for the respective number of samples from the date of sending you all the respective number of samples as shown in the table below – assuming that samples will be sent all together.
	Number of samples sent to laboratory – assuming that all samples will all be received at the laboratory by end of May 2017 *
	Indicate the minimum and maximum date (after end of May 2017) by which all test reports would be expected to be finalized

	
	Min
	Max

	Between 101 - 200 samples
	
	

	Between 201 – 300 samples 
	
	

	Between 301 - 400 samples
	
	

	Over 401 samples
	
	


(* This date of “end of May 2017” is only indicative. It is important to note that the above information is needed to indicate the approximate number of weeks needed to finalise such test reports. In reality, the samples will be sent to the laboratory over a number of weeks. This will probably be somewhere between March and May 2017 although it is expected that most of the samples will be sent during a period of around two months.) 
2.8 Ability to supply additional services to the Joint Action;


Kindly note that a technical expert from the laboratory may be invited to participate in one or more project meetings to give explanations to the Members on test methods, sampling, test results, etc. Indicate in this section any costs related to attendance by the Laboratory Representative/Expert in meetings held in Brussels.

2.9 Possibility of market surveillance representatives to visit the laboratory

During 2017, representatives from the market surveillance authorities may make appointments with the laboratory in order to visit and in particular see and discuss the non-compliances found within samples. Some individual market surveillance authorities may also ask to have the manufacturer of a particular sample to be present for such a visit, in which case only those particular samples pertaining to that manufacturer are to be shown and discussed. Please confirm that this is possible and no additional charges will be incurred by PROSAFE.

2.10 Possibility of Organising a Toys Working Group Meeting at the premises of the laboratory
One of the joint action group meetings of this Toys Working Group (mainly made up of representatives of the 17 respective market surveillance authorities) may be organised at the premises of the laboratory if this is possible. The scope of such a meeting is to discuss directly the test results of the samples tested and for the representatives from the respective market surveillance authorities to see the actual non-compliances and better understand the test procedure carried out on such samples. 

Kindly indicate whether the laboratory is able to host one of these one-day or two-day group meetings of this toys working group at the premises of the laboratory and whether it has the necessary facilities to do so. Kindly indicate what additional price (inclusive of VAT) would PROSAFE have to be pay for hosting such a meeting at the laboratory - € ……… . 
2.11 Sample of Test Reports

Kindly include samples of test reports in English and particularly related to testing of the above mentioned chemicals, showing the uncertainty levels, the respective limits as per Directive 2009/48/EC and other EU Regulations and Directives, the structure of the report and including the type of photos taken to ensure that the non-compliances are well explained  / exhibited within the report for each sample tested. 

It is important to note that each test report has to have a unique reference number. The PROSAFE Sample Code as well as any other samples codes shown by the respective market surveillance authority, are to be included within the report. 
• Photos of the material when they are prepared should be included in the report
• If the respective market surveillance authority sends in photos of the toy sample, these are to be included in the report.

2.12 Detailed Overview Tables

One detailed Overview Table needs to be prepared. The detailed Overview Table is to eventually include the test results of all samples tested within one spreadsheet based on ‘Microsoft Excel’. This table is to be provided to the Task Coordinator showing individual test results of all sub-clauses of each and every sample tested, including any additional relevant information. The first Overview Table would need to be prepared at the end of the respective month once at least 50% of the test reports would be finalised. Subsequently, this overview table would need to be updated at the end of subsequent months until all test reports are completely finalised. Kindly confirm that the laboratory is able to perform this task without any extra additional charges.
2.12 Final Aggregate Report
The laboratory will also prepare one final aggregate report. This Aggregate Report should not show any individual sample data or brand name but give an aggregate result of all the tests carried out. Aggregate test results of the samples tested, showing non-compliances found and represented in the form of charts and/or any other form, are to be developed. This final report may be presented in the form of a Microsoft Word document or in a Power Point Presentation or both. Kindly confirm that the laboratory is able to perform this task without any extra additional charges.
2.13 Samples tested at the laboratory
All samples sent to the laboratory are to be tested. If, for any reason, the laboratory is unable to test the sample, a documented report is to be sent to the respective market surveillance authority and the Task Coordinator. Once samples are tested and reports issued by the laboratory in both hardcopy and soft copy formats, the samples are to be retained in a safe place within the premises of the laboratory concern until the March 2018 – upon which the laboratory is to inform the Task Coordinator how it will destroy the respective samples. Any market surveillance authority may, before March 2018 request the laboratory to send back the samples to their authority. All expenses incurred for transportation will be paid for by the respective authority. Kindly confirm that the laboratory is able to do this.
2.14 Additional Information


Please include any additional information which will help PROSAFE to better ascertain the laboratory services being offered.
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