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Frame + Protection Shields

Technical data sheet
1. Administrative information about the company Date of issue : 01/10/2015
1.1 | Name : Hygitech SAS

1.2 | Complete address : Phone: +33 1 48 01 32 89
25 rue Bleue Fax:+33 14801 3280
75009 PARIS — FRANCE e-mail : info@hygitech.fr

Web site : www.hygitech.fr

1.3 | Contact information Materiovigilance | Phone : +33 1 4591 31 82
: Claudia Régnier Fax:+33 148 65 67 23
e-mail : qualite@hygitech.fr

2. Information about the equipment
2.1 | Trade name: Frame + Protection Shields

2.2 | Class of MD : N/A

European Directive: 93/42/EEC including Directive 2007/47/CE
According Annex n° N/A

Nofified body: N/A

Date of first launch on the UE market: 2015_02

Manufacturer : Hygitech

2.3 | Product description :

Complete article: Autoclavable frame, single use shields
e Anfi-fog freatment
e Vertical inclination
e Frame available in 3 colours: white, blue, pink

Box with 1 frame
Box of 12 shields

e Comfortable frame, it adapfts to all face types
e Handy: Shields easy to fit
e Perfect protection: 30cm shield protects the whole face
e The shield assures clear vision,
e Abrasion and scratch-resistant
Light: 22 grams
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2.4 | Packaging:
ou MOQ
Reference Order unit CARTON Minimum order quantity
HY- 07001 Box with 1 frame | Box with 1 frame Box with 1 frame
HY- 07002 Box with 1 frame | Box with 1 frame Box with 1 frame
HY- 07003 Box with 1 frame | Box with 1 frame Box with 1 frame
HY- 07009 Box of 12 shields Box of 12 shields Box of 12 shields
Labelling : Unknown
2.8 | Composition of the product, dimensions and accessories :
Elements Materials Dimensions

HY-07001 — White frame Polypropylene 22 grams
HY-07002 - Blue frame Polypropylene 22 grams
HY-07003 - Pink frame Polypropylene 22 grams
HY-07009 - 12 refill shields Polypropylene 30cm shield
Latex []YES X NO
Phthalates (DEHP) ] YES X NO
Products of animal or biological origin ] YES X NO

2.9 | Field - Indications: Unknown

3. Method of sterilizing

Sterile : NO
Sterilization method: N/A

4. Storage conditions

Normal conditions of storage: N/A
Special precautions: N/A

Shelf life: N/A

Presence of temperature indicators: N/A

5. Safety in use

5.1

Technical security: N/A

5.2

Biosecurity: N/A

6. Advices of use

Refer to the manual for more information on the instructions for use.

7. Additional product information

Single use: YES (shields only)

8. Related documents

Unknown




