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KOSSAN INTERNATIONAL SDN. BHD. 195301018440 (273178-m)

STRETCHING LIMITS * SINCE 1979

EU DECLARATION OF CONFORMITY

Kossan International Sdn Bhd

Wisma Kossan, Lot 782, Jalan Sungai Putus,
Off Batu 3 3/4, Jalan Kapar,

42100 Klang, Selangor, Malaysia.

SRN: MY-MF-000022331

with his EU representative, established in the European Community:

Advena Limited

Tower Business Centre
2" Floor, Tower Street
Swatar, BKR 4013

Malta

E-mail: info@advena.mt
SRN: MT-AR-000000234

Under the sole responsibility as a manufacturer, declare that the following product
described hereafter:

Product Description Size Brand
Sterile Powder Free Nitrile Examination T
Seaves, Diae ol | XS,5,M,L,XL | iNtouch V Synthetic
Basic UDI-DI: |

955 525660 SEPFN NM

is in conformity with the

Medical Device Regulation (EU) 2017 /745, under Class Is Medical Device per
set out in Rule 1 and Rule 5 of Annex VIII, complying with the European standards
EN 455-1:2020+A1:2022, EN 455-2:2015, EN 455-3:2015, and EN 455-4:2009.

Conformity assessment was performed according to Article 52 (7), per set out in
Part A of Annex XI of the regulations, under certificate number 742058 R0QO.

The conformity assessment is carried out by:

BSI Group The Netherlands B.V. (2797)
Say Building,

John M. Keynesplein 9,

1066 EP Amsterdam,

The Netherlands.

KOSSAN INTERNATIONAL SDN. BHD. 199301018440 (273178-M) A subsidiary of KOSSAN Group
Wisma KOSSAN, Lot 782, Jalan Sungai Putus, Off Batu 3%, Jalan Kapar, 42100 Klang, Selangor, Malaysia.
T +603-3291 2657 F +603-3291 0584 www.kossan.com.my



KOSSAN INTERNATIONAL SDN. BHD. 159301018440 (273178-m)

STRETCHING LIMITS » SINCE 1979

The following quality management system standard requirement are used to demonstrate
fulfilment to the General Safety and Performance Requirements set out in Annex I of the

MDR Regulation (EU) 2017/745.

IS0 9001:2015
EN ISO 13485:2016

Signature: — Selangor, Malaysia
Issue Place
Stamp:

Name : Cho Sow Fong
Position : Senior Manager, Regulatory Affairs
Date : 03 June 2022

Signed and on behalf of: Kossan International Sdn. Bhd

KOSSAN INTERNATIONAL SDN. BHD. 199301018440 (273178-M) A subsidiary of KOSSAN Group
Wisma KOSSAN, Lot 782, Jalan Sungai Putus, Off Batu 3%, Jalan Kapar, 42100 Klang, Selangor, Malaysia.
T +603-3291 2657 F +603-3291 0584 www.kossan.com.my
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STRETCHING LIMITS « SINCE 1979

[E USER INFORMATION

Product Name : iNtouch V Synthetic (INTW82E and INTW83E)
Product Type : Sterile Powder Free Nitrile Examination Gloves (blue colored)
Available size 5 XS, S, M: L-XL

wd

Kossan International Sdn Bhd
Wisma Kossan, Lot 782,

Jalan Sungai Putus, Off Batu 3 34,
Jalan Kapar 42100 Klang,
Selangor Darul Ehsan, Malaysia.

1) Medical Device Regulation (MDR)
a) This product is classified under Class I Sterile Medical Device per Rule 1

and Rule 5 of Annex VIII, meets the provisions of Medical Device
Regulation (EU) 2017/745.

b) This product complies with European Standards EN 455-1:2020, EN 455-

c)

2:2015, EN 455-3:2015, and EN 455-4:2009.

Notified Body responsible for conformity assessment was carried out by
BSI Group The Netherlands B.V. (2797), Say Building, John M.
Keynesplein 9, 1066 EP Amsterdam, The Netherlands.

2) Medical Devices Regulations 2002 (SI 2002 No 618, as amended) (UK
MDR 2002) - UKCA mark

a) This product is classified under Class I Sterile Medical Device per Rule 1

and Rule 5 of Annex IX, meets the provisions of the Council Directive
93/42/EEC, as amended by the Council Directive 2007/47/EC.

b) This product complies with Designated Standards BS EN 455-1:2020, BS

)

EN 455-2:2015, BS EN 455-3:2015, and BS EN 455-4:2009.

Approved Body responsible for conformity assessment was carried out by
BSI Assurance UK Ltd (AB0086), Kitemark Court, Davy Avenue, Knowlhill,
Milton Keynes, MK5 8PP, United Kingdom.



4]

KOSSAN INTERNATIONAL SDN. BHD. @z17m

STRETCHING LIMITS « SINCE 1979

3)

4)

5)

6)

7)

8)

Indication For Use (IFU)

Sterile examination gloves are intended to be worn on the hands of
healthcare personnel for medical purposes to provide a barrier against
potentially infections materials and other contaminants. Sterile examination
gloves are intended to be worn only once and permanently discarded after
use. This glove is supplied sterile and intended to be used on a single patient
during a single procedure/examination only.

Usage

For single use only. If re-used:

a) Lost of sterility

b) Extremely high risk of cross-contamination
c) Deterioration of barrier protection

d) Deterioration of glove properties

e) Lost of lot traceability

Warnings

a) Do not use if the sealed pouch is punctured, torn or otherwise
compromised.

b) Do not use if the glove is visibly torn, frayed or damaged.

c) Do not re-sterilize.

Storage conditions

Store under cool and dry conditions. Avoid direct sunlight and heat. The
gloves are packed in dispenser suitable for transportation. Keep the gloves in
the box when they are not in use.

Instruction for Use

a) For maximum comfort, choose the fitting gloves size for your hands.
As examination gloves are ambidextrous, it should be donned according to
the correct hand-side as indicated on the inner wrapper.

b) Donning:
e Prior to donning, perform hand hygiene using hand scrub or
antimicrobial solution and water.

c) Discard the soiled gloves and change to new gloves immediately:
e As soon as any damage, puncture or tear (or non-integrity is
suspected) is noticed.
o After inadvertent contact with contaminated or non-sterile surface.

d) Doffing - Hold glove bead and pull toward the finger until the glove come
off

e) These gloves have not been tested against chemotherapy drugs.
Precaution for disposal

Dispose of soiled examination gloves in accordance with relevant regulations
that practice safe disposal of clinical waste.
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KOSSAN INTERNATIONAL SDN. BHD. 159301018440 273178- )

STRETCHING LIMITS » SINCE 1979

EU DECLARATION OF CONFORMITY

Kossan International Sdn Bhd

Wisma Kossan, Lot 782, Jalan Sungai Putus,
Off Batu 3 3/4, Jalan Kapar,

42100 Klang, Selangor, Malaysia.

SRN: MY-MF-000022331

with his EU representative, established in the European Community:

Advena Limited

Tower Business Centre
2™ Floor, Tower Street
Swatar, BKR 4013

Malta

E-mail: info@advena.mt
SRN: MT-AR-000000234

Under the sole responsibility as a manufacturer, declare that the following product
described hereafter:

Product Description Size Brand

Sterile Powder Free Nitrile Examination
Gloves, Blue Color

i XS,S, M, L, XL iNtouch V Synthetic
Basic UDI-DI: i
955 525660 SEPFN NM

is in conformity with the

Medical Device Regulation (EU) 2017 /745, under Class Is Medical Device per
set out in Rule 1 and Rule 5 of Annex VIII, complying with the European standards
EN 455-1:2020+A1:2022, EN 455-2:2015, EN 455-3:2015, and EN 455-4:2009.

Conformity assessment was performed according to Article 52 (7), per set out in
Part A of Annex XI of the regulations, under certificate number 742058 R0Q0O.

The conformity assessment is carried out by:

BSI Group The Netherlands B.V. (2797)
Say Building,

John M. Keynesplein 9,

1066 EP Amsterdam,

The Netherlands.

KOSSAN INTERNATIONAL SDN. BHD. 159301018440 (273178-M) A subsidiary of KOSSAN Group
Wisma KOSSAN, Lot 782, Jalan Sungai Putus, Off Batu 3%, Jalan Kapar, 42100 Klang, Selangor, Malaysia.
T +603-3291 2657 F +603-3291 0584 www.kossan.com.my



KOSSAN INTERNATIONAL SDN. BHD. 155301018440 (273178 m)

STRETCHING LIMITS » SINCE 1979

The following quality management system standard requirement are used to demonstrate
fulfilment to the General Safety and Performance Requirements set out in Annex I of the
MDR Regulation (EU) 2017/745.

IS0 9001:2015
EN ISO 13485:2016

Signature: — Selangor, Malaysia
Issue Place
Stamp:

Name : Cho Sow Fong
Position : Senior Manager, Regulatory Affairs
Date : 03 June 2022

Signed and on behalf of: Kossan International Sdn. Bhd

KOSSAN INTERNATIONAL SDN. BHD. 139301018440 (273178-M) A subsidiary of KOSSAN Group
Wisma KOSSAN, Lot 782, Jalan Sungai Putus, Off Batu 33, Jalan Kapar, 42100 Klang, Selangor, Malaysia.
T +603-3291 2657 F +603-3291 0584 www.kossan.com.my

ﬁ

m KOSSAN INTERNATIONAL SDN. BHD. zrsi7sm
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STRETCHING LIMITS + SINCE 1979

EE USER INFORMATION

Product Name : iNtouch V Synthetic (INTW82E and INTW83E)
Product Type : Sterile Powder Free Nitrile Examination Gloves (blue colored)
Available size : XS,5, M, L, XL

wd

1)

2)

Kossan International Sdn Bhd
Wisma Kossan, Lot 782,

Jalan Sungai Putus, Off Batu 3 3,
Jalan Kapar 42100 Klang,
Selangor Darul Ehsan, Malaysia.

Medical Device Regulation (MDR)
a) This product is classified under Class I Sterile Medical Device per Rule 1

and Rule 5 of Annex VIII, meets the provisions of Medical Device
Regulation (EU) 2017/745.

b) This product complies with European Standards EN 455-1:2020, EN 455-
2:2015, EN 455-3:2015, and EN 455-4:2009.

¢) Notified Body responsible for conformity assessment was carried out by
BSI Group The Netherlands B.V. (2797), Say Building, John M.
Keynesplein 9, 1066 EP Amsterdam, The Netherlands.

Medical Devices Regulations 2002 (SI 2002 No 618, as amended) (UK
MDR 2002) - UKCA mark

a) This product is classified under Class I Sterile Medical Device per Rule 1
and Rule 5 of Annex IX, meets the provisions of the Council Directive
93/42/EEC, as amended by the Council Directive 2007/47/EC.

b) This product complies with Designated Standards BS EN 455-1:2020, BS
EN 455-2:2015, BS EN 455-3:2015, and BS EN 455-4:2009.

c) Approved Body responsible for conformity assessment was carried out by
BSI Assurance UK Ltd (AB0086), Kitemark Court, Davy Avenue, Knowlhill,
Milton Keynes, MK5 8PP, United Kingdom.




KOSSAN INTERNATIONAL SDN. BHD. @z17m

STRETCHING LIMITS = SINCE 1979

3)

4)

5)

6)

7)

8)

Indication For Use (IFU)

Sterile examination gloves are intended to be worn on the hands of
healthcare personnel for medical purposes to provide a barrier against
potentially infections materials and other contaminants. Sterile examination
gloves are intended to be worn only once and permanently discarded after
use. This glove is supplied sterile and intended to be used on a single patient
during a single procedure/examination only.

Usage

For single use only. If re-used:

a) Lost of sterility

b) Extremely high risk of cross-contamination
c) Deterioration of barrier protection

d) Deterioration of glove properties

e) Lost of lot traceability

Warnings

a) Do not use if the sealed pouch is punctured, torn or otherwise
compromised.

b) Do not use if the glove is visibly torn, frayed or damaged.

c) Do not re-sterilize.

Storage conditions

Store under cool and dry conditions. Avoid direct sunlight and heat. The
gloves are packed in dispenser suitable for transportation. Keep the gloves in
the box when they are not in use.

Instruction for Use

a) For maximum comfort, choose the fitting gloves size for your hands.
As examination gloves are ambidextrous, it should be donned according to
the correct hand-side as indicated on the inner wrapper.

b) Donning:
e Prior to donning, perform hand hygiene using hand scrub or
antimicrobial solution and water.

c) Discard the soiled gloves and change to new gloves immediately:
e« As soon as any damage, puncture or tear (or non-integrity is
suspected) is noticed.
s After inadvertent contact with contaminated or non-sterile surface.

d) Doffing - Hold glove bead and pull toward the finger until the glove come
off

e) These gloves have not been tested against chemotherapy drugs.
Precaution for disposal

Dispose of soiled examination gloves in accordance with relevant regulations
that practice safe disposal of clinical waste.
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KOSSAN INTERNATIONAL SDN. BHD. 199301018440 273178 )

STRETCHING LIMITS » SINCE 1979

EU DECLARATION OF CONFORMITY

Kossan International Sdn Bhd

Wisma Kossan, Lot 782, Jalan Sungai Putus,
Off Batu 3 3/4, Jalan Kapar,

42100 Klang, Selangor, Malaysia.

SRN: MY-MF-000022331

with his EU representative, established in the European Community:

Advena Limited

Tower Business Centre
2"d Floor, Tower Street
Swatar, BKR 4013

Malta

E-mail: info@advena.mt
SRN: MT-AR-000000234

Under the sole responsibility as a manufacturer, declare that the following product
described hereafter:

Product Description Size Brand
Sterile Powder Free Nitrile Examination
Gloves, Blue Color XS, S, M, L, XL iNtouch V Synthetic
Basic UDI-DI:

955 525660 SEPFN NM

is in conformity with the

Medical Device Regulation (EU) 2017 /745, under Class Is Medical Device per
set out in Rule 1 and Rule 5 of Annex VIII, complying with the European standards
EN 455-1:2020+A1:2022, EN 455-2:2015, EN 455-3:2015, and EN 455-4:2009.

Conformity assessment was performed according to Article 52 (7), per set out in
Part A of Annex XI of the regulations, under certificate number 742058 R00O.

The conformity assessment is carried out by:

BSI Group The Netherlands B.V. (2797)
Say Building,

John M. Keynesplein 9,

1066 EP Amsterdam,

The Netherlands.

KOSSAN INTERNATIONAL SDN. BHD. 159301018440 (273178-M) A subsidlary of KOSSAN Group
Wisma KOSSAN, Lot 782, Jalan Sungai Putus, Off Batu 3%, Jalan Kapar, 42100 Klang, Selangor, Malaysia.
T +603-3291 2657 F +603-3291 0584 www.kossan.com.my



KOSSAN INTERNATIONAL SDN. BHD. 19301018440 (273173-m)

STRETCHING LIMITS » SINCE 1979

The following quality management system standard requirement are used to demonstrate
fulfilment to the General Safety and Performance Requirements set out in Annex I of the
MDR Regulation (EU) 2017/745.

IS0 9001:2015
EN ISO 13485:2016

Signature: - Selangor, Malaysia
Issue Place
Stamp: .

Name : Cho Sow Fong
Position : Senior Manager, Regulatory Affairs
Date : 03 June 2022

Signed and on behalf of: Kossan International Sdn. Bhd

~

KOSSAN INTERNATIONAL SDN. BHD. 199301018440 (273178-M) A subsidiary of KOSSAN Group
Wisma KOSSAN, Lot 782, jalan Sungai Putus, Off Batu 334, Jalan Kapar, 42100 Klang, Selangor, Malaysia.
T +603-3291 2657 F +603-3291 0584 www.kossan.com.my
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[E USER INFORMATION

Product Name : iNtouch V Synthetic (INTW82E and INTWS83E)
Product Type : Sterile Powder Free Nitrile Examination Gloves (blue colored)
Available size r XS,5:M; L. XL

wl

1)

2)

Kossan International Sdn Bhd
Wisma Kossan, Lot 782,

Jalan Sungai Putus, Off Batu 3 3,
Jalan Kapar 42100 Klang,
Selangor Darul Ehsan, Malaysia.

Medical Device Regulation (MDR)
a) This product is classified under Class I Sterile Medical Device per Rule 1

and Rule 5 of Annex VIII, meets the provisions of Medical Device
Regulation (EU) 2017/745.

b) This product complies with European Standards EN 455-1:2020, EN 455-

c)

2:2015, EN 455-3:2015, and EN 455-4:2009.

Notified Body responsible for conformity assessment was carried out by
BSI Group The Netherlands B.V. (2797), Say Building, John M.
Keynesplein 9, 1066 EP Amsterdam, The Netherlands.

Medical Devices Regulations 2002 (SI 2002 No 618, as amended) (UK
MDR 2002) - UKCA mark

a) This product is classified under Class I Sterile Medical Device per Rule 1

and Rule 5 of Annex IX, meets the provisions of the Council Directive
93/42/EEC, as amended by the Council Directive 2007/47/EC.

b) This product complies with Designated Standards BS EN 455-1:2020, BS

c)

EN 455-2:2015, BS EN 455-3:2015, and BS EN 455-4:2009.

Approved Body responsible for conformity assessment was carried out by
BSI Assurance UK Ltd (AB0086), Kitemark Court, Davy Avenue, Knowlhill,
Milton Keynes, MK5 8PP, United Kingdom.
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STRETCHING LIMITS « SINCE 1979

3) Indication For Use (IFU)
Sterile examination gloves are intended to be worn on the hands of
healthcare personnel for medical purposes to provide a barrier against
potentially infections materials and other contaminants. Sterile examination
gloves are intended to be worn only once and permanently discarded after
use. This glove is supplied sterile and intended to be used on a single patient
during a single procedure/examination only.

4) Usage
For single use only. If re-used:
a) Lost of sterility
b) Extremely high risk of cross-contamination
c) Deterioration of barrier protection
d) Deterioration of glove properties
e) Lost of lot traceability

5) Warnings
a) Do not use if the sealed pouch is punctured, torn or otherwise
compromised.
b) Do not use if the glove is visibly torn, frayed or damaged.
c) Do not re-sterilize.

6) Storage conditions
Store under cool and dry conditions. Avoid direct sunlight and heat. The
gloves are packed in dispenser suitable for transportation. Keep the gloves in
the box when they are not in use.

7) Instruction for Use
a) For maximum comfort, choose the fitting gloves size for your hands.
As examination gloves are ambidextrous, it should be donned according to
the correct hand-side as indicated on the inner wrapper.

b) Donning:
e Prior to donning, perform hand hygiene using hand scrub or
antimicrobial solution and water.

c) Discard the soiled gloves and change to new gloves immediately:
e As soon as any damage, puncture or tear (or non-integrity is
suspected) is noticed.
¢ After inadvertent contact with contaminated or non-sterile surface.

d) Doffing - Hold glove bead and pull toward the finger until the glove come
off

e) These gloves have not been tested against chemotherapy drugs.
8) Precaution for disposal

Dispose of soiled examination gloves in accordance with relevant regulations
that practice safe disposal of clinical waste.
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KOSSAN INTERNATIONAL SDN. BHD. 159301018440 273178- )

STRETCHING LIMITS » SINCE 1979

EU DECLARATION OF CONFORMITY

Kossan International Sdn Bhd

Wisma Kossan, Lot 782, Jalan Sungai Putus,
Off Batu 3 3/4, Jalan Kapar,

42100 Klang, Selangor, Malaysia.

SRN: MY-MF-000022331

with his EU representative, established in the European Community:

Advena Limited

Tower Business Centre
2™ Floor, Tower Street
Swatar, BKR 4013

Malta

E-mail: info@advena.mt
SRN: MT-AR-000000234

Under the sole responsibility as a manufacturer, declare that the following product
described hereafter:

Product Description Size Brand

Sterile Powder Free Nitrile Examination
Gloves, Blue Color

i XS,S, M, L, XL iNtouch V Synthetic
Basic UDI-DI: i
955 525660 SEPFN NM

is in conformity with the

Medical Device Regulation (EU) 2017 /745, under Class Is Medical Device per
set out in Rule 1 and Rule 5 of Annex VIII, complying with the European standards
EN 455-1:2020+A1:2022, EN 455-2:2015, EN 455-3:2015, and EN 455-4:2009.

Conformity assessment was performed according to Article 52 (7), per set out in
Part A of Annex XI of the regulations, under certificate number 742058 R0Q0O.

The conformity assessment is carried out by:

BSI Group The Netherlands B.V. (2797)
Say Building,

John M. Keynesplein 9,

1066 EP Amsterdam,

The Netherlands.

KOSSAN INTERNATIONAL SDN. BHD. 159301018440 (273178-M) A subsidiary of KOSSAN Group
Wisma KOSSAN, Lot 782, Jalan Sungai Putus, Off Batu 3%, Jalan Kapar, 42100 Klang, Selangor, Malaysia.
T +603-3291 2657 F +603-3291 0584 www.kossan.com.my
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STRETCHING LIMITS » SINCE 1979

The following quality management system standard requirement are used to demonstrate
fulfilment to the General Safety and Performance Requirements set out in Annex I of the

MDR Regulation (EU) 2017/745.

IS0 9001:2015
EN ISO 13485:2016

Signature: — Selangor, Malaysia
Issue Place
Stamp:

Name : Cho Sow Fong
Position : Senior Manager, Regulatory Affairs
Date : 03 June 2022

Signed and on behalf of: Kossan International Sdn. Bhd

KOSSAN INTERNATIONAL SDN. BHD. 199301018440 (273178-M) A subsidiary of KOSSAN Group
Wisma KOSSAN, Lot 782, Jalan Sungai Putus, Off Batu 334, Jalan Kapar, 42100 Klang, Selangor, Malaysia.
T +603-3291 2657 F +603-3291 0584 www.kossan.com.my
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1) Medical Device Regulation (MDR)

2)

a)

This product is classified under Class I Sterile Medical Device per Rule 1
and Rule 5 of Annex VIII, meets the provisions of Medical Device
Regulation (EU) 2017/745.

b) This product complies with European Standards EN 455-1:2020, EN 455-

c)

2:2015, EN 455-3:2015, and EN 455-4:2009.

Notified Body responsible for conformity assessment was carried out by
BSI Group The Netherlands B.V. (2797), Say Building, John M.
Keynesplein 9, 1066 EP Amsterdam, The Netherlands.

Medical Devices Regulations 2002 (SI 2002 No 618, as amended) (UK
MDR 2002) - UKCA mark

a)

b)

c)

This product is classified under Class I Sterile Medical Device per Rule 1
and Rule 5 of Annex IX, meets the provisions of the Council Directive
93/42/EEC, as amended by the Council Directive 2007/47/EC.

This product complies with Designated Standards BS EN 455-1:2020, BS
EN 455-2:2015, BS EN 455-3:2015, and BS EN 455-4:2009.

Approved Body responsible for conformity assessment was carried out by
BSI Assurance UK Ltd (AB0086), Kitemark Court, Davy Avenue, Knowlhill,
Milton Keynes, MK5 8PP, United Kingdom.
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