EC Certificate Full Quality Assurance System: Certificate MY00/51706

The management system of

Richter Rubber Technology
Sdn. Bhd.

Plot 209 & 214, Kuala Ketil Industrial Estate

09300 Kuala Ketil, Kedah

MALAYSIA

has been assessed and certified as meeting the requirements of

Directive 93/42/EEC

on medical devices, Annex Il (excluding Section 4)

For the following products

Non-Medicated Natural Latex Condoms including Warming & Cooling
Lubricated, Luminuous (Glow in Dark), Flavoured & Coloured
Condoms and Non-Standard Size Condoms for Contraceptive

Purposes & to assist in Prevention of STis.

Where the above scope includes class lll medical device(s), a valid EC Design Examination

Certificate according to Annex Il (Section 4) is a mandatory requirement for each device in

addition to this certificate to place that device on the market.

This certificate is valid from 30 April 2019 until 30 April 2024 and
remains valid subject to satisfactory surveillance audits.

Re certification audit due before 22 March 2022

Issue 11. Certified since 24 July 2000

Certification is based on reports numbered MY/KUL  MY00325

Authorised by

Gl Mkl

SGS United Kingdom Ltd, Notified Body 0120

202B Worle Parkway, Wi

‘eston-super-Mare, BS22 6WA UK

t +44 (0)1934 522917 f+44 (0)1934 522137 www.sgs.com

SGS CE 020215
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Certificate MY00/51705

The management system of

Richter Rubber Technology
Sdn. Bhd.

Plot 209 & 214, Kuala Ketil Industrial Estate
09300 Kuala Ketil, Kedah
MALAYSIA

has been assessed and certified as meeting the requirements of

1SO 13485:2016
EN ISO 13485:2016

For the following activities

Design and Manufacture of Non-Medicated Latex Condoms including Warming
& Cooling Lubricated Luminuous (Glow in Dark), Flavoured & Coloured
Condoms, Non-Standard Size Condoms for Contraceptive Purposes & to assist
in Prevention of STls, Packaged Water Based Warming & Cooling Lubricant
and Non-Sterile Natural Latex Probe Cover.

This certificate is valid from 13 March 2019 until 30 April 2022 and
remains valid subject to satisfactory surveillance audits.

Re certification audit due before 22 March 2022

Issue 11. Certified since 24 July 2000

Authorised by

SGS United Kingdom Ltd

Rossmore Business Park Ellesmere Port Cheshire CHE5 3EN UK
t+44 (0)151 350-6666 f+44 (0)151 350-6600 www.sgs.com

HC SGS 13485 2016 0118
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This document s issued by the Company subject to its General Conditions of

Cerlification Servi ible al www.sgs comfterms_and_conditions.htm.
Attention is drawn to the fimilations of fiability, indemnification and jurisdictional
issues established therein. The authenticity of this document may be verified al

hitp:ifurviv.sgs.comienlcertified-clients-and-productsicentified-client-directory.

Any unauthorized alleration, forgery o falsification of the contenl or appearance
of this document is untawful and offenders may be proseculed to the fullest
extentof the law.
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%=+ Richter Rubber Technology sdn. Bhd. 280506-T

EC DECLARATION OF CONFORMITY

Manufacturer: Plot 209 & 214 Kuala Ketil Industrial Estate,
09300 Kuala Ketil, Kedah Darul Aman, Malaysia.
Fax.: +60 4 4161667 Tel.: +60 4 4161668 /9
e-Mail: richter@myrrt.de
Website: www.myrrt.de

Product: My Size 47 36°s Pack, MY1PL47036FG
My Size 49 36’s Pack, MY 1PL49036FG
My Size 53 36°s Pack, MY1PL53036FG
My Size 57 36°s Pack, MY1PL57036FG
My Size 60 36’s Pack, MY 1PL60036FG
My Size 64 36°s Pack, MY1PL64036FG
My Size 69 36’s Pack, MY1PL69036FG

My Size 47 3’s Pack, MY1PL47003FG
My Size 49 3’s Pack, MY1PL49003FG
My Size 53 3’s Pack, MY1PL53003FG
My Size 57 3’s Pack, MY1PL57003FG
My Size 60 3’s Pack, MY1PL60003FG
My Size 64 3’s Pack, MY1PL64003FG
My Size 69 3’s Pack, MY1PL69003FG

My Size 47 10’s Pack, MY1PL47010FG
My Size 49 10’s Pack, MY1PL49010FG
My Size 53 10’s Pack, MY1PL53010FG
My Size 57 10’s Pack, MY1PL57010FG
My Size 60 10’s Pack, MY1PL60010FG
My Size 64 10’s Pack, MY1PL64010FG
My Size 69 10’s Pack, MY1PL69010FG

Classification: Class Ilb device in accordance with Rule 14 of Annex IX

Standards used: EN 1SO 13845:2012, ISO 4074:2015, I1SO 10993:2012, 1SO 14971:2012

We, Richter Rubber Technology Sdn Bhd declare that the stated products are in conformity with the essential
requirements and provision of Medical Device Directive 93/42/EEC as amended by Directive 2007/47/EC. It is

subjected to the procedure set out in Annex Il of Directive 93/42/EEC as amended by Directive 2007/47/EC.

Notified body: SGS UK Limited, 202B Worle Parkway,
Western-Super-Mere, BS22-6WA, United Kingdom

Notified Body No.: CE 0120
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Factory: Plot 209 & 214 Kuala Ketil Industrial Estate, 09300 Kuala Ketil, Kedah Darul Aman, Malaysia.
Fax.: +60 4 4161667 Tel.: +60 4 4161668 /9; 04 4163389, 04 4163390
e-Mail: richter@myrrt.de; richter@tm.net.my Website: www.richterrubber.com


http://www.myrrt.de/
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1 1 %=« Richter Rubber Technology sdn. Bhd. 280506-T

Certification No.: MYO00/51706

European Representative:  Klaus Richter
RRT Vertrieb Und Service GmbH
Heinrich-Kuemmel Str.3, D-30169 Hannover
Tel: +49- 511 8092368
Fax: +49 511 9675081

Email: klaus@myrrt.de

Place of Declaration: Richter Rubber Technology Sdn Bhd, Malaysia

Signature:

Name: Mr Fabian Knauthe
Position: Managing Director

Date: 23 January 2019
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Fax.: +60 4 4161667 Tel.: +60 4 4161668 /9; 04 4163389, 04 4163390
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%=+ Richter Rubber Technology sdn. Bhd. 280506-T

EC DECLARATION OF CONFORMITY

Manufacturer:

Product:

Classification:

Standards used:

Plot 209 & 214 Kuala Ketil Industrial Estate,
09300 Kuala Ketil, Kedah Darul Aman, Malaysia.
Fax.: +60 4 4161667 Tel.: +60 4 4161668 /9
e-Mail: richter@myrrt.de

Website: www.myrrt.de

ON Chocolate 100’s Pack, ON1CH54100FG
ON Super Thin 100’s Pack, ON1UT54100FG
ON Super Thin 3’s Pack, ON1UT54003FG
ON Strong 100’s Pack, ON1EX54100FG

ON Stimulation 100’s Pack, ON1DT54100FG
ON Stimulation 3’s Pack, ON1DT54003FG
ON Fruit & Color 3’s Pack, ON1FRU5403FG
ON Natural Feeling 100’s Pack, ON1PL54100FG
ON Little Tiger 100’s Pack, ON1PL49100FG
ON Clinic 100’s Pack, ON1PC34100FG

ON Strawberry 100°s Pack, ON1SR54100FG
ON Extra Large 100’s Pack, ON1PL57100FG
ON Banana 100’s Pack, ON1BY54100FG

ON Natural Feeling 3’s Pack, OROPL53003FG

Class I1b device in accordance with Rule 14 of Annex IX

EN ISO 13845:2012, I1SO 4074:2015, I1SO 10993:2012, I1SO 14971:2012

We, Richter Rubber Technology Sdn Bhd declare that the stated products are in conformity with the essential
requirements and provision of Medical Device Directive 93/42/EEC as amended by Directive 2007/47/EC. It is
subjected to the procedure set out in Annex Il of Directive 93/42/EEC as amended by Directive 2007/47/EC.

Notified body:

Notified Body No.:
Certification No.:

European Representative:

SGS UK Limited, 202B Worle Parkway,
Western-Super-Mere, BS22-6WA, United Kingdom

CE 0120
MY00/51706

Klaus Richter

RRT Vertrieb Und Service GmbH
Heinrich-Kuemmel Str.3, D-30169 Hannover
Tel: +49- 511 8092368

Fax: +49 511 9675081

Email: klaus@myrrt.de
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1 I %s Richter Rubber Technology sdn. Bhd. 280506-T

Place of Declaration: Richter Rubber Technology Sdn Bhd, Malaysia

Signature:

Name: Mr Fabian Knauthe
Position: Managing Director

Date: 23 January 2019
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%=+ Richter Rubber Technology sdn. Bhd. 280506-T

EC DECLARATION OF CONFORMITY

Manufacturer:

Product:

Classification:

Standards used:

Plot 209 & 214 Kuala Ketil Industrial Estate,
09300 Kuala Ketil, Kedah Darul Aman, Malaysia.
Fax.: +60 4 4161667 Tel.: +60 4 4161668 /9
e-Mail: richter@myrrt.de

Website: www.myrrt.de

Vitalis Chocolate 100’s Pack, RS1CH54100FG
Vitalis Super Thin 100’s Pack, RSIUT53100FG
Vitalis Strong 100’s Pack, RS1EX54100FG
Vitalis Strong 3’s Pack, RS1EX54003FG

Vitalis Sensation 12°s Pack, RS1PD54012FG
Vitalis Color 3’s Pack, RS1CO54003FG

Vitalis Natural 12’s Pack, RS1PL54012FG
Vitalis Natural 100’s Pack, RS1PL53100FG
Vitalis Comfort Plus 100’s Pack, RC1FL54100FG
Vitalis Ribbed 100’s Pack, RS1IRB53100FG
Vitalis Strawberry 100’s Pack, RS1SR53100FG
Vitalis X-Large 100’s Pack, RS1PL57100FG
Vitalis Stimulation & Warming 100’s Pack, RW1PL54100FG
Vitalis Super Thin 3’s Pack, RROUT54003FG

Class I1b device in accordance with Rule 14 of Annex IX

EN ISO 13845:2012, I1SO 4074:2015, I1SO 10993:2012, I1SO 14971:2012

We, Richter Rubber Technology Sdn Bhd declare that the stated products are in conformity with the essential
requirements and provision of Medical Device Directive 93/42/EEC as amended by Directive 2007/47/EC. It is
subjected to the procedure set out in Annex Il of Directive 93/42/EEC as amended by Directive 2007/47/EC.

Notified body:

Notified Body No.:
Certification No.:

European Representative:

SGS UK Limited, 202B Worle Parkway,
Western-Super-Mere, BS22-6WA, United Kingdom

CE 0120
MY00/51706

Klaus Richter

RRT Vertrieb Und Service GmbH
Heinrich-Kuemmel Str.3, D-30169 Hannover
Tel: +49- 511 8092368

Fax: +49 511 9675081

Email: klaus@myrrt.de
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1 I %s Richter Rubber Technology sdn. Bhd. 280506-T

Place of Declaration: Richter Rubber Technology Sdn Bhd, Malaysia

Signature:

Name: Mr Fabian Knauthe
Position: Managing Director

Date: 23 January 2019
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