
























EC Certificate - Production Quality Assurance
Directive 93/42/EEC on Medical Devices, Annex V

No. CE 584545
Issued To: Sol-Millennium Medical, Inc.

1735 North Brown Road
Suite 120
Lawrenceville
Georgia
30043
USA

In respect of:

The manufacture of sterile safety syringes, standard syringes, safety needles, hypodermic
needles and blunt fill needles.

Those aspects of manufacture related to metrology, securing and maintaining the sterility of
oral syringes.

on the basis of our examination of the quality assurance system under the requirements of Council Directive
93/42/EEC, Annex V. The quality assurance system meets the requirements of the directive. For the placing on the
market of class IIb and class III products an Annex III certificate is required.

For and on behalf of BSI, a Notified Body for the above Directive (Notified Body Number 0086):

Stewart Brain, Head of Compliance & Risk -
Medical Devices

First Issued: 2012-08-22 Date: 2018-12-18 Expiry Date: 2022-08-21
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Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A member of BSI Group of Companies.



Changshu ROZER Sterilization Technology Co., Ltd.
No. 2 Building Hongfeng Road
Baimao Industrail Park
Guli Town Changshu City
Jiangsu Province
215532
People’s Republic of China

ETO Sterilization

Hangzhou Longde Medical
Products Co., Ltd.
No. 510 Shunfeng Road
Qianjiang Economic Development Zone
311106 Hangzhou
Zhejiang
China

Manufacture

Obelis s.a.
Bd. Général Wahis 53
Brussels
1030
Belgium

EU Representative

EC Certificate - Production Quality Assurance
Directive 93/42/EEC on Medical Devices, Annex V

List of Significant Subcontractors
Recognised as being involved in services relating to the product covered by:

Certificate No: CE 584545
Date: 2018-12-18
Issued To: Sol-Millennium Medical, Inc.

1735 North Brown Road
Suite 120
Lawrenceville
Georgia
30043
USA

Subcontractor: Service(s) supplied
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Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A member of BSI Group of Companies.



Shanghai Kindly Enterprise
Development Group Co.
658 Gaochao Road
Shanghai, 201803
China

ETO Sterilization
Manufacture

Sol-Millennium Medical Products Co., Ltd
No. 45, Fangyuan Street
Industrial Park, Suzhou
China

Final Inspection
Manufacture

Zhejiang Kindly Medical Devices Co., Ltd.
No. 758, 5th Binhai Road,
Binhai Ind. Park, Longwan District,
Wenzhou, Zhejiang Province
325025
China

ETO Sterilization
Manufacture
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Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A member of BSI Group of Companies.



 

EC Certificate - Production Quality Assurance
 

Certificate History

Certificate No: CE 584545
Date: 2018-12-18
Issued To: Sol-Millennium Medical, Inc.

1735 North Brown Road
Suite 120
Lawrenceville
Georgia
30043
USA

Page 1 of 2

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A member of BSI Group of Companies.

Date Reference
Number Action

22 August 2012 7804227 First issue.

15 January 2013 7900640

Extension of scope to include safety syringes, standard syringes and
hypodermic needles.
Addition of new subcontractor Shanghai Kindly Enterprise
Development Group Co.

03 April 2013 7962349 Scope clarification to include safety needles.

25 February 2015 8139083
Extension to scope to include Class 1 sterile/measuring oral syringe.
Addition of significant subcontractor Hangzhou Longde Medical
Products Co., Ltd.

24 July 2015 8351679 Addition of significant subcontractor Sol-Millennium Medical Products
Co., Ltd, Suzhou, China, for Final Inspection and Manufacture.

20 December 2015 8428801 Change to legal manufacturer address.

05 October 2016 8621736 Change in address for subcontractor, Zhejiang Kindly Medical Devices
Co. Ltd.

04 August 2017 8792384
Certificate Renewal.
Addition of significant subcontractor Sol Mil, Suwanee, GA for
distribution. 
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Certificate History

Certificate No: CE 584545
Date: 2018-12-18
Issued To: Sol-Millennium Medical, Inc.

1735 North Brown Road
Suite 120
Lawrenceville
Georgia
30043
USA
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Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A member of BSI Group of Companies.

Date Reference
Number Action

30 October 2018 8939396

Administrative update to remove distributor, Sol-Millennium Medical,
Inc.
Addition of subcontract ETO Sterilizer, Changshu ROZER Sterilization
Technology Co., Ltd.

Current 8939396 Administrative correction to subcontractor listings.









 

 

BSI Migration of Certificates from 
UK Notified Body (0086) to NL Notified Body (2797) 
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BSI operates two full scope Notified Bodies, which cover all NBOG codes for the Medical Device Directives (MDD, 
AIMD, and IVDD): 

 
United Kingdom Netherlands 

Notified Body Number 0086 Notified body number 2797 

BSI 
Kitemark Court  
Davy Avenue  
Milton Keynes  
MK5 8PP 

BSI Group The Netherlands B.V.  
Say Building  
John M. Keynesplein 9  
1066 EP Amsterdam 

Please Note: This letter provides validation only where BSI NB 2797 certificate(s) accompany the document. 

The named manufacturer has completed migration of the enclosed CE certificate(s), originally issued by BSI UK 
(0086) Notified Body to BSI Group The Netherlands B.V. which is a European Notified Body designated in The 
Netherlands for the following three directives: MDD (93/42/EEC), AIMDD (90/385/EEC) and IVDD (98/79/EC).  
The migrated certificates retain their original certificate references to ensure traceability and to maintain full 
visibility of the significant history of the previous certification changes for the product or product family concerned. 
BSI Group The Netherlands B.V will maintain and continue with the full surveillance audit schedule set previously 
by BSI UK. The maintained traceability ensures all regulatory requirements under the Directives remain valid and 
assessed on an ongoing basis and manufacturers do not need to update their labelling immediately. 
 

 
Your Sincerely 

 
Gary Slack 
SVP Notified Body and Brexit Strategist, 

















EC Certificate - Production Quality Assurance
Directive 93/42/EEC on Medical Devices, Annex V

No. CE 584545
Issued To: Sol-Millennium Medical, Inc.

1735 North Brown Road
Suite 120
Lawrenceville
Georgia
30043
USA

In respect of:

The manufacture of sterile safety syringes, standard syringes, safety needles, hypodermic
needles and blunt fill needles.

Those aspects of manufacture related to metrology, securing and maintaining the sterility of
oral syringes.

on the basis of our examination of the quality assurance system under the requirements of Council Directive
93/42/EEC, Annex V. The quality assurance system meets the requirements of the directive. For the placing on the
market of class IIb and class III products an Annex III certificate is required.

For and on behalf of BSI, a Notified Body for the above Directive (Notified Body Number 2797):

Albert Roossien, Regulatory Lead

First Issued: 2012-08-22 Date: 2019-03-06 Expiry Date: 2022-08-21
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Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.



Changshu ROZER Sterilization Technology Co., Ltd.
No. 2 Building Hongfeng Road
Baimao Industrail Park
Guli Town Changshu City
Jiangsu Province
215532
People’s Republic of China

ETO Sterilization

Hangzhou Longde Medical
Products Co., Ltd.
No. 510 Shunfeng Road
Qianjiang Economic Development Zone
311106 Hangzhou
Zhejiang
China

Manufacture

Obelis s.a.
Bd. Général Wahis 53
Brussels
1030
Belgium

EU Representative
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Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.



Shanghai Kindly Enterprise
Development Group Co.
658 Gaochao Road
Shanghai, 201803
China

ETO Sterilization
Manufacture

Sol-Millennium Medical Products Co., Ltd
No. 45, Fangyuan Street
Industrial Park, Suzhou
China

Final Inspection
Manufacture

Zhejiang Kindly Medical Devices Co., Ltd.
No. 758, 5th Binhai Road,
Binhai Ind. Park, Longwan District,
Wenzhou, Zhejiang Province
325025
China

ETO Sterilization
Manufacture

EC Certificate - Production Quality Assurance
Directive 93/42/EEC on Medical Devices, Annex V

List of Significant Subcontractors
Recognised as being involved in services relating to the product covered by:

Certificate No: CE 584545
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1735 North Brown Road
Suite 120
Lawrenceville
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Subcontractor: Service(s) supplied
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Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.
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Certificate History

Certificate No: CE 584545
Date: 2019-03-06
Issued To: Sol-Millennium Medical, Inc.

1735 North Brown Road
Suite 120
Lawrenceville
Georgia
30043
USA
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Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

Date Reference
Number Action

22 August 2012 7804227 First issue.

15 January 2013 7900640

Extension of scope to include safety syringes, standard syringes and
hypodermic needles.
Addition of new subcontractor Shanghai Kindly Enterprise
Development Group Co.

03 April 2013 7962349 Scope clarification to include safety needles.

25 February 2015 8139083
Extension to scope to include Class 1 sterile/measuring oral syringe.
Addition of significant subcontractor Hangzhou Longde Medical
Products Co., Ltd.

24 July 2015 8351679 Addition of significant subcontractor Sol-Millennium Medical Products
Co., Ltd, Suzhou, China, for Final Inspection and Manufacture.

20 December 2015 8428801 Change to legal manufacturer address.

05 October 2016 8621736 Change in address for subcontractor, Zhejiang Kindly Medical Devices
Co. Ltd.

04 August 2017 8792384
Certificate Renewal.
Addition of significant subcontractor Sol Mil, Suwanee, GA for
distribution. 
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Certificate History

Certificate No: CE 584545
Date: 2019-03-06
Issued To: Sol-Millennium Medical, Inc.

1735 North Brown Road
Suite 120
Lawrenceville
Georgia
30043
USA
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Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

Date Reference
Number Action

30 October 2018 8939396

Administrative update to remove distributor, Sol-Millennium Medical,
Inc.
Addition of subcontract ETO Sterilizer, Changshu ROZER Sterilization
Technology Co., Ltd.

18 December 2018 8939396 Administrative correction to subcontractor listings.
Current 8011215 Traceable to NB 0086.





Strzykawki Trzyczęściowe 

Strzykawki 

Wysoce transparentny cylinder -zapewnia dobrą widoczność zawartości strzykawki. 

Powłoka silikonowa -zapewnia płynny ruch tłoka. 

Pierścień zabezpieczający-zapobiega przypadkowemu wypadaniu tłoka. 

Konstrukcja -zapewnia stabilność i wygodę podczas iniekcji. 

Końcówka typu Luer Slip (koncentryczna i ekscentryczna), Luer Lock i cewnikowa. 

Pojemność nominalna 

1 ml 

3ml 

5ml 

10ml 

20ml 

30ml 

60ml 

Pojemność nominalna 

1 ml 

Luerlock 

180001 
180001PP* 

P180003 

P180005 

P180010 

P180020 

P180030 

P180060 

Luerlock 

180001T** 
180001TPC*"" 

Strzykawka bez igły, blister 

Luer Slip koncentryczna 

180011 180011 

1800035T 

1800055T 

1800105T 

1800205T 

Strzykawka bez igły, zestaw 

Luer Slip koncentryczna 

* Polipropylen **Polipropylen, zestaw ***Poliwęglan, zestaw ****z łącznikiem Luer Slip i zatyczką 

Luer Slip ekscentryczna Cewnikowa 

180010ET 

180020ET 180020ET 

180060ET 180060ET 180060CT**** 180060CT**** 

Luer Slip ekscentryczna Cewnikowa 





Strzykawki Trzyczęściowe 

Strzykawki 

KOŃCÓWKA LUER SLIP 

SOL-M™ Strzykawka typu Luer Slip bez igły 

Numer referencyjny Końcówka Pojemność Pudełko/ Opakowanie zbiorcze 

1800035T koncentryczna 3ml 100/800 

1800055T koncentryczna 5ml 100/800 

180010ET ekscentryczna 10ml 100/1200 

1800105T koncentryczna 10ml 100/1200 

180020ET ekscentryczna 20ml 100/800 

1800205T koncentryczna 20ml 100/800 

180060ET ekscentryczna 60ml 30/240 

KOŃCÓWKA LUER LOCK 

SOL-M''" Strzykawka typu Luer Lock bez igły 

Numer referencyjny Pojemność Pudełko/ Opakowanie zbiorcze 

P180003 3ml 100/800 

P180005 5ml 100/800 

P180010 10ml 100/1200 

P180020 20ml 100/800 

P180030 30ml 50/400 

P180060 60ml 30/240 

KOŃCÓWKA CEWNIKOWA 

SOL-M™ Strzykawka z końcówką cewnikową, bez igły 

Numer referencyjny Pojemność Pudełko/ Opakowanie zbiorcze 

180060CT 60ml 30/240 
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