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Obelis European Authorized Representative Center is a member of the European Association of 
Authorized Representatives (E.A.A.R.), ISO 9001 : 2015 and ISO 13485 : 2016 certified in accordance 
to the profession of a European Authorized Representative.
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 This is not a CE mark and is only provided *
as a template for informational purposes.
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#

Catalogue 

reference 

number

Commercial 

Name
Generic Device Term

Short description 

and intended use

GMDN 

Code
Class Rule

1. LEGPPS

Powdered 

Latex 

Examination 

Gloves

Natural White, 

Powdered, Smooth, 

Ambidextrous, Non 

Sterile

Non Sterile, 

Ambidextrous, 

Made by Natural 

Rubber. Use by 

healthcare 

personnel. Worn 

over hands as a 

biological barrier.

NA I 5

2. LEGPFT

Powder Free 

Latex 

Examination 

Gloves

Natural White, 

Powder Free, 

Textured, 

Ambidextrous, Non 

Sterile

Non Sterile, 

Ambidextrous, 

Made by Natural 

Rubber. Use by 

healthcare 

personnel. Worn 

over hands as a 

biological barrier.

NA I 5

3. NTPF Nitrile Gloves

Blue/White/Black, 

Powder Free, 

Textured, 

Ambidextrous, Non 

Sterile

Non Sterile, 

Ambidextrous, 

Made by Synthetic 

Rubber. Use by 

healthcare 

personnel. Worn 

over hands as a 

biological barrier.

NA I 5

4. SURPPT

Sterile Pre-

Powdered 

Latex Surgical 

Gloves

Natural White, 

Powdered, Textured, 

Hand Specific, Sterile

Sterile, Hand 

Specific Shape, 

Made by Natural 

Rubber. The 

device is to 

provide biological 

protection (Barrier 

protection and 

cross-

contamination) 

both to the wearer 

and patient during 

medical use. The 

gloves are worn in 

the hands by the 

medical personnel 

during clinical 

practice.

NA IIA 7

Order No.:  AC 8654-2020
Ref No.:  PV 8906-2020

Annex A - List of Devices

(Article 9, section 1 of the Directive 93/42/EEC on medical devices)
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5. SURPFT

Sterile Powder 

Free Latex 

Surgical Gloves

Natural White, 

Powder Free, 

Textured, Hand 

Specific, Sterile

Sterile, Hand 

Specific Shape, 

Made by Natural 

Rubber. The 

device is to 

provide biological 

protection (Barrier 

protection and 

cross-

contamination) 

both to the wearer 

and patient during 

medical use. The 

gloves are worn in 

the hands by the 

medical personnel 

during clinical 

practice.

NA IIA 7

Obelis s.a.

Signature: __________

Date: ______________

Stamp:
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	Article: (Article 14.2 of the Directive 93/42/EEC on Medical Devices)
	Manufacturer: Manufacturer:
	Manufacturer R: TAN SIN LIAN INDUSTRIES SDN. BHD.
No. 1-14, Jalan Indah 2, Taman Indah, Jalan Haji Abdullah,
84000 Muar, Johor,
Malaysia
	Facilities: Facilities:
	Facilities R: TAN SIN LIAN INDUSTRIES SDN. BHD.
No. 1-14, Jalan Indah 2, Taman Indah, Jalan Haji Abdullah,
84000 Muar, Johor,
Malaysia
	Product Cat: Product Categories:
	Product Cat R: Please See Annex A - List of Devices (5 Devices, 2 Pages)
	Models: Models:
	Models R: Please See Annex A - List of Devices (5 Devices, 2 Pages)
	MDD: The European Authorized Representative Center Obelis s.a. declares that the aforementioned manufacturer
has fulfilled the essential requirement of appointing a European Authorized Representative in accordance
with article 14.2 of the MDD 93/42/EEC and to the terms and conditions set out in the agreement entered into force on February 1st, 2015.*
	Text5: Order No.: AC 8654-2020
	Text6: ref. no.: PV 8906-2020
	Date: date: 27/03/2020
	Date R:      
*This certificate is not a confirmation of product notification nor an approval to place products on the market.
**This certificate will become void automatically upon termination of the EAR agreement.


