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THE FOOD CONTACT COMPLIANCE PECLARATION OF EMBALLASJEKONVENSJONEN, EK
(THE NORWEGIAN PACKAGING CONVENTION)

Business operator: Tega Group AS

Address: Energivegen 20, 4056 Tananger, Norway

Type of packaging: Disposable rubber gloves

Model number: NG-1O, NG-11, NG-12, NG-13, NG-14, NG-15, NG-16, NG-17, NG-18, NG-19.
NG-20, NG-21, NG-22, NG-23, NG-24, NG-25, NG-26, NG-27, NG-28, NG-29.

3 Material composition: Nitrile rubber (NBR), pigrnent.

The above listed paekaging material(s) is (are) inanufactuied in accordance with and fulfil the requirements of
11w European Regulation (EC) No 1935/2004 as specified below. Exception: sensory evaluation is not
performed, see articie 7 below.

1935/2004, 2023/2006.
Relevant parts of Regulation (EU) No: 10/2011 with all its
ordinance 817.02321.

Relevant informatio&: Are in compliance with the Overall Migration limit
(see the backside for more Are in compliance with Specific Migration Limit (SML) for substances which have
inforination) a SML

Contain Dual Used Additives (DUA): E170 (Titanium dioxide).
For plastios: raw materials are in accordance with Regulation (EU) No: 10/2011
(w/Amendments).
Disposable nitrile examination gloves and protective gloves. Suitable for short term
contact with all types of food (0-40 °C for s 30 min).

A sensorial examination using distilled water as food simulant at 23 °C for 24 hours
has been performed. Additional tests must be performed to be able to exclude
deteriorahon of the sensory (smell and taste) characteristics of the actual foodstuffs.

Stamp of the Norwegian Packaging Convention, EK:

Written documentation conirolled by: da-Helene Spydevold Date: 14.03.2024

This Deelaration is valid only when bearing the EK—stamp and registration number.

EMBALLASJEKONVENSJONEN, c/o Nofirna AS, Postboks 210, N-1431 Aas, Norway
www.emballasjekonvensjonen.no

Registration no.:
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EK-DECLARATION

2?
Valid until:

14.03.2026
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4 References to regulation:
(see the backside for more
information)

Regulation (EG) No:
BfR XXI, BfRXXI/1.
amendments. Swiss

6 Usage/
specifications’:

Additional information’:7

8

9

10

I0

We wiII inform the user and ihe Norwegian Packaging Convention, EK, as required in Matkontaktforskriften
§ 10, when substantial changes in the production bring about changes in the m igration or when new scientific
data are available. Documeutation is updated continuously and is forw’arded to EK when the EK-declaration is
renewed.

Stamp:
Signature:

1ate (Stisiness operator)’

1) See the haekside, 31 section: “Ineormation..”; 2) Person responsible for the food contact rogulation

14.03.2024



EK Deciaration page 2 (backside)

The EK-Ijeciaration eontains information required by Annex IV Regulation (EU) No 10/2011 regarding Declarations of
Compliance.

If the material ‘viII be used as a component in finished contact materials the EK-Deelaration shall also inelude information about
relevant restrietions (SNILs) according to Anne IV.

Informatjon under art. 4,5,6 and 7 on the front page — NR! TI,is wilI be important information to the user of Ihe EK-Deciaration

4. The rnaority of the supporting material specifie documenlation from the producers.are referring to tIie regulations listed

5. Give(s) information of any substances also listed in the food regulation (Dual Use Additives - DUA). An enclosure ixiv be used.

6. (iive(s) acttial or general applications for types of foods. storage time and temperature, and any area/volume reslrictions for the

material
7. Standard lext from EK is that a material generallv is not tested for absence of smell and tastc dctcrioralion unless tliis is specified here.

Under poinl 7. use of Ihe functional barrier conccpt should be indicateil.

Certilkation — Application
lIte applicants for the declaration shall obtain updated versions of conforrnitv statements and other documenration from the producers

of ris’ materials. the producers of packaging materials and the Lest laboratories. depending on how one is affecied by the requirements
in (be regtilalions. EL Regulations and Dircctives are advaneed ds bK referenee 6 months after adoption ar the latest. Eilled in EK

Deelaration and a Documentation Surnmarv form shall be forsvarded to the EK-Secretariat at Nofirna AS. wirh documentation enclosed.
Ihe seeretariat issues a stamped EK-Deelaration after examining Ihe clocuments. Checklists or guidance is available from the EK

Secretariat.

Extracts from the Articies of the Paekaging Convention, EK

Articie I. Main objective (first section) Arlirle 8. Requirements for (locumentation in EK
The objeclive of Ihe paekaging convention is to assist the members The requirenlents for documentation. regarding the EK
to ensure compliance with the Nonvecian Matkontakiforskrifien. Deelaration. are based on slalemenig. caleulations. or certificates
This requires Ihat Ihere shall be no rransfer of components [rom of analyses. compliant viIh all the poinls in Ihe EK safety
malerials at levels Ihat: reqtnremenls. An EK-Declaration can be issued aller:

• Would constitute a health hazard, • Control of relevant and supporting documentation [rom raw

• Cause some unaeceptable change in LIte compositioti otthe material suppliers. packaging suppliers of material and
food produet, ohjects or.

• Lead to a deterioration of the sensory properties of the food • Ihe demonstration ?f :alid sLtements and ceitificates from
known and neutral instituttons

Articie 5. The EK-Deciaration The requirenients of Deelarations of Compliance and
Ihe EK-Deelaration is issued hases on doeumentation received and documentations are a part of Matkontaktforskriften. Detailed

cheeked by tite Secretariat ofEK. TIle EK-Deelaration is valid for 2 requirements are drawn up based on the Guidance Docunient for
vears. Matkontaktforskriften from Mattilsvnet.

EK Requirernents — European and national regulations, recommendations and resolutions — all materials are not included

FOR ALL MATERIAIS: Regulation (EC) No 1935/2004 and (EC) No 2023/2006. However, the requirement in Regulation (EC) No
1935/2004 for absence of organoleptie deterioration can only be ensured aller testing with the actual foodstuff

PLASTIC: Regulation (EL) No: 10/2011, 1282/2011, 1183/2012. 202/20)4. Regulation (EL): 2015/174, 2016/1416. 2017/752.
2018/79. 2018/213, 2018/83 1,2019/37,2019/1338, 2020/1245. 2023/1442, 2023/1627. NB! Aceording to (hese regulalions relevant
information ahout Dual Use Additives (DUA) must be prcscnted for Ilie food industry.

Where detailed EU-measures are not yet established. olher recommendalions rnay be used (BJR. Swiss Ordinance. Warenwet. [DA, etc.).

PAPER: 131V XXXVI (or Warenwet/FDA)

PLASTIC COATED PAPER: Forthe plastie. see PlASTIC: for the paper see PAPER
For otber mnlerinls than
plaslics: Some allernalives are

ABSORBERS hased on polyacrylates: DIR L]]I + migration limits for PLAST]C given in Matkonlaklforskriften
METALS: CoE (20)3). CM/Res(2020)9 froni ihe Norwegian Food Safety
GLASS: \Varenwet Chap. v Authoritv (in \on’egian):

ADH[SIVES: BIR XXVIII and parts of Regulation No I0’201 I https:Iodata.no dokuineittSF/T

COLORANTS: S ss Ordinanee 817.023.21 or Btlt IX and parts of Regulation Nu 10/1011
orkiiIt. 1993-12-21-1381

PRINTING lNKS: EuPlAGuidelineonPrinting lnks, AP(89)I orSwissOrdinance8l7.023.21. andpa:tsofRegtilationNo 1012011

COATINGS: Regulation(EC)No 1895:2005 andpartsof RegtilationNo l0’2011. asvellasFE.A § 175.210w 175.390

Documentation requirements
Coinpliancc vith the EK-requirements must be documented in uriting.

• Positive list and other list requirdnlents: Deelarations of Coinplianee fiom producers of Ihe ra\v materials aud Ihe paekaging producers

• Resirictions tOM. SMLs. QMs): Deelaration of Compliancc [rom raw inaterial producers and/or the paekaging producer in addition to
anals tical lest reports from test laboratories regarding migration. ur ealct,lationsmodeiling.

• Deelaralions of Coinpiiance from raw material producers shall incltide refeienee to Regulation (EC) No 1935i2004 and (EL) No
2023/2006. [rom the paekaging producers aud ihe importers/distrihulers. Ihe Declarations of Compliance shall be more detailed h’ also
listing the requirentent thev fultil. For e\ample. traceahility. lahelling. quaIit assurance, qualitv control and docuinentation. More
infortnation is obtainahle [rom the EK-Secretariat.

Testitig. rnodelling aud caleulation shall be aeeording to EN-standards and other standards available. Where app[icable the test conditions
(temperature. time. simulants) shall be aeeording w Regulation (Et.)) No 10/2011 (with Amendments).

EMBALLASJEKONVENSJONEN,c/oNofimaAS. Posthoks 210. N-l431 Aas. Norway-Telefon: 004764970100
www.eniballasjekonvensionenno
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