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TEST REPORT 
 
 
 
DATE OF RECEPTION 

30/09/2022 
 
DATE TESTS 

Starting: 30/09/2022 
Ending: 03/11/2022 

 
 
 
 
 
 
 

 

IDENTIFICATION AND DESCRIPTION OF SAMPLES 

 

REFERENCES 

BLACK NITRILE GLOVES M7002 

 
 
 
TESTS CARRIED OUT 

  
- DETERMINATION OF THE OVERALL MIGRATION IN ETHANOL 50 %. 
- DETERMINATION OF THE OVERALL MIGRATION IN ACETIC ACID 3 %. 
- DETERMINATION OF THE OVERALL MIGRATION IN VEGETAL OIL*. 
- DETERMINATION OF SPECIFIC MIGRATION OF METALS* 
- DETERMINATION OF PRIMARY AROMATIC AMINES*. 

APPLICANT 
 
HOLIK INTERNATIONAL S.R.O. 
ZA DVOREM 612, 763 14 
CZ-12 ZLÍN 
ZLÍN 
 
Att. Karolína Šnajdarová 
 
 

2022TM1307 

http://www.aitex.es/
mailto:info@aitex.es
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SAMPLE DESCRIPTION 

 

 

PHOTOGRAPHY 
 

 

 
 

Reference
 (1)

 

BLACK NITRILE GLOVES M7002 

 

LOT number
 (1)

 

--- 

 
(1) 

Data provided for the customer 

Description according to the customer 

Disposable black nitrile glove provided by HOLIK INTERNATIONAL S.R.O 

Observations 

According to the customer, samples are taken randomly from a production lot. The test conditions agreed with 
the customer that appear in this report, are selected following the recommendations of the European 
Commission Guide, Guide Testing conditions for kitchenware items in contact with foodstuffs: Plastics, Metals, 
Silicone and Rubber, European Commission, 2021 Ispra , JRC125894 as the most stringent foreseeable 
conditions of use. 

__________________________________________________________________ /// 
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RESULTS 

     
    DETERMINATION OF THE OVERALL MIGRATION IN ETHANOL 50 %  
     

Standard: EN 1186-9 :2002 
  
Date: 04/10/2022 – 05/10/2022 

 
Contact form: Filling 
 
Expostion time: 30 min 

 
Temperature: 40 ºC 

 
Simulant D1: Ethanol 50 % (v/v) 

 
Relationship of the contact Surface with foodstuffs and the simulant volumen used in migration:  
4,8 dm2/400 ml 
 
Number of samples tested: 3 
 
Results: 
 

Sample reference 

Individual values of 
Overall Migration 

(mg/dm2) 

Average value  
Overall Migration

(1)
 

(mg/dm
2
) 

 
 
 

BLACK NITRILE GLOVES M7002 
 
 

1,8 

1,6 ± 0,2  1,6 

1,5 

 
Remarks:  

 

- (
1) 

Average value (n = 3) ± U (extended uncertainty) for a probability of coverage of 95%. 
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RESULTS 

     

     
    DETERMINATION OF THE OVERALL MIGRATION IN ACETIC ACID 3 %  
     

 
Standard: EN 1186:9-2002 
  
Date: 04/10/2022 – 05/10/2022 
 
Contact form: Filling 
 
Expostion time: 30 min   

 
Temperature: 40 ºC 
 
Simulant B: Acetic acid 3 % (w/v) 

 

Relationship of the contact Surface with foodstuffs and the simulant volumen used in migration:  
4,8  dm2/400 mL 
 
Number of samples tested: 3 
 
Results: 
 

Sample reference 

Individual values of 
Overall Migration 

(mg/dm2) 

Average value  
Overall Migration

(1)
 

(mg/dm
2
) 

BLACK NITRILE GLOVES M7002 

2,0 

1,8 ± 0,2 1,8 

1,7 

 
Remarks:  

 

-  (
1) 

Average value (n = 3) ± U (extended uncertainty) for a probability of coverage of 95%. 
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RESULTS 

 

 

    DETERMINATION OF THE OVERALL MIGRATION IN VEGETAL OIL* 
     

 
Standard: EN 1186-2:2002 
           
Date:  10/10/2022 – 18/10/2022 
 
Contact form: Immersion 
 
Expostion time: 30 min 
 
Temperature: 40 ºC 
 
Simulant (D2): Vegetal oil 
 
Relationship of the contact Surface with foodstuffs and the simulant volumen used in migration: 1 dm

2
/100 

ml 
 
Number of samples tested: 4 
 
 
Resultados / Results: 
 

Reference 

Individual values of 
Overall Migration 

(mg/dm
2
) 

Average value of 
 Overall Migration  

(mg/dm
2
) 

BLACK NITRILE GLOVES M7002 

5,0 

4,3 
3,3 

4,5 

4,1 

 
  

Remark:  
 
 

- Limit of Detection (LOD) = 1 mg/dm
2
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RESULTS 
 

DETERMINATION OF SPECIFIC MIGRATION OF METALS* 

 
Standard: In-house method 
 
Date:  07/10/2022 – 10/10/2022 

 
Expostion time: 30 minutes Temperature: 40 ºC  

 
Simulant (B): Acetic acid 3 % (v/v) 
 
Relationship of food contact Surface and volumen used in calculations to determine migration: 0.6 dm

2
/100 ml 

 
   Reference: BLACK NITRILE GLOVES M7002 
 

Heavy metals 
Result  

(mg/Kg) 

 Maximum 
Limits  

(mg/Kg) 
(1)

 

Barium < 0.1 1 

Cobalt < 0.01 0.05 

Copper < 0.1 5 

Iron < 0.1 48 

Lithium < 0.1 0.6 

Manganese < 0.1 0.6 

Zinc 8.78 
5 

25
(2)

 

Aluminum < 0.1 1
 

Nickel  < 0.01 0.02
 

Arsenic ND N.D 

Cadmium ND 0.002 

Chromium ND N.D 

Europium < 0.01 0.05 

Gadolinium < 0.01 0.05 

Lanthanum < 0.01 0.05 

Terbium < 0.01 0.05 

Lead ND N.D 

Mercury ND N.D 

Antimony <0.01 0.04 
 

Remarks:  
 

  - 
(1) 

Maximum limits according to the annex II of Regulation (EU) No. 10/2011 and subsequent amendments. 
- 

(2)
 This limit is applicable for natural and synthetic rubber gloves according to “Recommendation BfR. 

XXI/1.Commodities based on natural and synthetic rubber in contact with Food”. 
- LC < 0.01 mg/kg 
- N.D = Not detectable 
- LC < 0.01 mg/kg 
- LC (Cd) < 0.002 mg/kg 
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RESULTS 

 

DETERMINATION OF PRIMARY AROMATIC AMINES* 
 

Method: TOF (Q-TOF LC/MS) 
 
Date: 20/10/2022 – 24/10/2022 
 
Contact form: Immersion 

 
Expostion time: 30 minutes / Temperature: 40 ºC   

 
Simulant volumen: 100 ml 

 
Simulant (B): Acetic acid 3 % (w/v) 

 
   Reference:  BLACK NITRILE GLOVES M7002 
 

Results: 
 

Compound 
Result  

(mg/Kg) 

1,4 - Phenylenediamine ND 

2,4-xylidine ND 

2,6 -xylidine ND 

2-amino-4-nitrotoluene ND 

2-methoxyaniline ND 

2-naphthylamine ND 

3,3'-dichlorobenzidine ND 

3,3'-dimethoxybenzidine ND 

3,3'-dimethylbenzidine ND 

4,4'-methylenedianiline ND 

4,4'-methylenedi-o-toluidine ND 

4,4'-oxydianiline ND 

4,4'-thiodianiline ND 

4-aminoazobenzene ND 

4-Aminobiphenyl ND 

4-chloroaniline ND 

4-Chloro-o-toluidine ND 

4-methoxy-m-phenylenediamine ND 

4-methyl-m-phenylenediamine ND 

Aniline ND 

Benzidine ND 

o-aminoazotoluene ND 

o-toluidine ND 

p-cresidine ND 
 

Remarks: 
 

- Requirement according to the Annex II of Regulation UE 10/2011 and Regulation 2020/1245:    
  Sum of PAA < 0.01 mg/kg. 

   - ND: not detectable (LC < 0.002 mg/kg). 
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RESULTS 
 
 

The following tables summarizes the results obtained: 
 

Reference: BLACK NITRILE GLOVES M7002  
 

Overall Migration Tests 
 

Standard 
Results 

(1) 

 (mg/dm
2
) 

Requirement
 (2)

 
(mg/dm

2
) 

DETERMINATION OF THE 
OVERALL MIGRATION IN 
ETHANOL 50 % (v/v) (D1) 

EN 1186-
9:2002 

1,6 ± 0,2 10 

DETERMINATION OF THE 
OVERALL MIGRATION IN 
ACETIC ACID 3 %(v/v) (B) 

EN 1186-
9:2002 

1,8 ± 0,2 10 

DETERMINATION OF THE 
OVERALL MIGRATION IN 
OLIVE OIL *(D2) 

EN 1186-
2:2002 

4,3 10 

Specific Migration Tests Standard 
Results

 

(mg/Kg) 
Requirement

(2) 

(mg/Kg) 

SPECIFIC MIGRATION OF 
METALS* 

 

In-house 
Method 

Ba < 0.1 1 

Co < 0.01 0.05 

Cu < 0.1 5 

Fe < 0.1 48 

Li < 0.1 0.6 

Mn < 0.1 0.6 

Zn 8.78 
5 

25
(3) 

Al < 0.1 1 

Ni  < 0.01 0.02 

As ND N.D 

Cd ND 0.002 

Cr ND N.D 

Eu < 0.01 0.05 

Gd < 0.01 0.05 

La < 0.01 0.05 

Tb < 0.01 0.05 

Pb ND N.D 

Hg ND N.D 

Sb <0.01 0.04 

 
SPECIFIC MIGRATION OF 
PRIMARY AROMATIC AMINES* 

 

In-house 
method 

< 0.002 mg/kg 
 

Sum PAA’s 
< 0.01 mg/Kg 
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RESULTS 
 
 
Remarks: 

 

  - M1: First migration period. 
  - M2: Second migration period. 
  - M3:Third migration period 

 
-

(1)
 Average value (n = 3) ± U (extended uncertainty) for a probability of coverage of 95%. 

 
- 

(2)
 Maximum overall and specific migration  limit according to Regulation (EU) no 10/2011 of the Commission 

of 14 January 2011. 
 
- 

(3)
 This limit is applicable for natural and synthetic rubber gloves according to “Recommendation BfR. 

XXI/1.Commodities based on natural and synthetic rubber in contact with Food”. 
 
- N.D = Not detectable 
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RESULTS 
 
 

 

- In accordance with Regulation 10/2011 and Regulation (EU) No 2017/752 (8º amendment of Regulation (EU) 
nº 10/2011) Annex III point 4, the assignment of these simulants for demonstrates the conformity with the 
global migration limit is  

 according to the following food categories: 
 

FOODS COVERED 
FOOD SIMULANTS IN WHICH TESTING  

SHALL BE PERFORMED 

All types of food 

1) Distilled water or water of equivalent quality or 

food simulant A (ethanol 10%), 

2) Food simulant B (3% acetic acid) 

3) Food simulant D2 (vegetal oil) 

All types of food except for acidic foods 

1) Distilled water or water of equivalent quality or 

food simulant A (ethanol 10%), 

2) Food simulant D2 (vegetal oil) 

All aqueous and alcoholic foods  

and milk products with pH ≥ 4.5 
Food simulant D1 (ethanol 50%) 

All aqueous, acidic and alcoholic 

foods  

and milk products with pH < 4.5 

1) Food simulant D1 (ethanol 50%) 

2) Food simulant B (3% acetic acid) 

All aqueous foods and alcoholic foods 

up to  

an alcohol content of 20 % 

Food simulant C (ethanol 20%) 

All aqueous and acidic foods and 

alcoholic foods up to an alcohol 

content of 20 % 

1)Food simulant C (ethanol 20%) 

2) Food simulant B (3% acetic acid) 
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Judit Sisternes 

Head of Health & Hygiene Products Division 

 
 
 
 
 
 
 
 
 
 

LIABILITY CLAUSES 
  
1.- AITEX is liable only for the results of the methods of analysis used, as expressed in the report and referring exclusively 
to the materials or samples indicated in the same which are in its possession, the professional and legal liability of the 
Centre being limited to these. Unless otherwise stated, the samples were freely chosen and sent by the applicant. 
2.- AITEX  shall not be liable in any case of misuse of the test materials nor for undue interpretation or use of this document  
3.- The Offer and / or Order to which the applicant gives approval through signature and seal, constitutes the Legally 
Executable Agreement in which AITEX is responsible for safeguarding and guaranteeing the absolute confidentiality of the 
management of all the information obtained or created during the performance of the contracted activities. 
4.- In the eventuality of discrepancies between reports, a check to settle the same will be carried out in the head offices of 
AITEX. Also, the applicants undertake to notify AITEX of any complaint received by them as a result of the report, 
exempting this Centre from all liability if such is not done, the periods of conservation of the samples being taken into 
account. 
5.- AITEX will provide at the request of the person concerned, the treatment of complaints procedure. In the event that you 
want to make it, direct it to: calidad@aitex.es. 
6.- AITEX is not responsible for the information provided by customers, which is reflected in the Report, and may affect the 
validity of the results. 
7.- AITEX is not responsible for an inadequate state of the sample received that could compromise the validity of the 
results, expressing such circumstance, in the test reports. 
8.- AITEX may include in its reports, analyses, results, etc., any other evaluation which it considers necessary, even when it 
has not been specifically requested. 
9.- When a Declaration of Conformity is requested, if not indicated otherwise, the decision rule according to ILAC-G8: 2009 
will be applied with a security zone of 1U and a Probability of False Acceptance <2.5%. 
10.- The uncertainties of tests, which are made explicit in the Results Report, have been estimated for a k = 2 (95% 
probability of coverage). If not informed, they are available to the client in AITEX. 
11. - The original materials and rests of samples, not subject to test, will be retained in AITEX during the twelve months 
following the issuance of the report, so that any check or claim which, in his case, wanted to make the applicant, should be 
exercised within the period indicated. 
12.- This report may only be sent or delivered by hand to the applicant or to a person duly authorised by the same. 
13.- The results of the tests and the statement of compliance with the specification in this report refer only to the test 
sample as it has been analyzed / tested and not the sample / item which has taken the test sample. 
14.- The client must attend at all times, to the dates of the realization of the tests. 
15.- According to Resolution EA (33) 31, the test reports must include the unique identification of the sample, and any 
brand or label of the manufacturer may be added. It is not allowed to re-issue test reports of untested sample names 
(references), they can only be re-issued for error correction or inclusion of omitted data that were already available at the 
time of the test. The laboratory can not assume responsibility for declaring that the product with the new trade name / 
trademark is strictly identical to the one originally tested; This responsibility belongs to the client.  
16.- This report may not be partially reproduced without the written approval of the issuing laboratory. 
17.- AITEX laboratories do not carry out sampling, so that the results of the test reports are applicable to the sample as it 
was received. 
 


		2022-11-04T15:30:39+0100
	Alcoy
	MARIA TERESA CANET MIRALLES - NIF:21674877E
	Autorizado




