








CERTIFICATE OF REGISTRATION

File Number A12241 Cycle Start
Date

May 23, 2023
Certificate Number 1458.230523 Effective Date May 23, 2023

Initial Issue Date June 26, 2018 Expiry Date May 22, 2026

This quality system registration is included in UL’s Directory of Registered Firms and applies to the provision of
goods and/or services as specified in the scope of registration from the address(es) shown above.  By issuance
of this certificate the firm represents that it will maintain its registration in accordance with the applicable
requirements.  This certificate is not transferable and remains the property of UL LLC® (UL Solutions).

UL Solutions
333 Pfingsten Road

Northbrook, IL  60062-2096 USA

ISO 13485:2016
Form-ULID-000724 Issue 4.0 UL and the UL Solutions logo are trademarks of UL LLC © 2023

Lorne Laboratories Ltd
Unit 1 Cutbush Park Industrial Estate
Danehill
Lower Earley
Berkshire  RG6 4UT   UNITED KINGDOM

UL LLC® (UL Solutions) issues this certificate to the Firm named above, after assessing the Firm’s quality
system and finding it in compliance with:
ISO 13485:2016
EN ISO 13485:2016

The design and manufacture of in vitro diagnostic blood grouping reagents. The purchase for resale of in vitro diagnostic
serology test kits.

 Authorized by

Paul Hilgeman
Senior Business Manager - Medical

CMIT – Medical Regulatory
Check Certificate Status:

here

https://database.ul.com/certs/PDWS.A12241.pdf
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EC Certificate Tüvahei„.af?d

Full Quality Assurance System
Directive 98/79/EC on In Vitra Diagnostic Medical Devices,
Annex IV excluding (4, 6)

Registration No.: HL 1038121-1

Manufacturer: MACHEREY-NAGEL GmbH & Co. KG
Valencienner Str. 11
52355 Düren
Germany

Products: Products for self-testing
— Single and multi-parameter disposable test strips for urine analysis
- Indicator test strips and papers for measurement of pH in urine

Replaces Certificate, Registration No.: HL 60119814 0001

The Notified Body hereby declares that the requirements of Annex lV, excluding sections 4 and 6 of the
directive 98/79/EC have been met for the listed products. The above named manufacturer has
established and applies a quality assurance system, which is subject to periodic surveillance, defined
by Annex IV, section 5 of the aforementioned directive. For placing on the market of List A devices
covered by this certificate an EC design—examination certificate according to Annex IV, section 4 and a
verification of manufactured products according to section 6 is required.

Report No.: 1106581-20

Effective date: 2022-02-16

Expiry date: 2025-05-26

Issue date: 2022-02-16 S»
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Dipl.-Ing.
7

TÜV einland LGA Products GmbH
Tillystraße 2 - 90431 Nürnberg - Germany

offmann

TÜV Rheinland LGA Products GmbH is a Notified Body according to Directive 98/79/EC concerning in vitro

diagnostic medical devices with the identification number 0197.
Page 1 of2
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EC Certificate Tüvahemraftd

Full Quality Assurance System
Directive 98I79/EC on In Vitra Diagnostic Medical Devices,
Annex IV excluding (4, 6)

Registration No.: HL 1038121-1

Manufacturer: MACHEREY-NAGEL GmbH & Co. KG
Valencienner Str. 11
52355 Düren
Germany

The scope of certification includes the following manufacturing sites:

No. Location Product groups manufactured

/01 MACHEREY-NAGEL GmbH & Co. KG Design and development, manufacture and
Valencienner Str. 11 quality control
52355 Düren
Germany

/02 MACHEREY—NAGEL GmbH & Co. KG Warehousing and Iogistics
Bahnstr. 120
52355 Düren
Germany

Report No.: 1106581-20

Effective date: 2022-02-16

Expiry date: 2025—05-26

Issue date: 2022-02-16

TÜV R einland LGA Products GmbH
Tillystraße 2 - 90431 Nürnberg - Germany

TÜV Rheinland LGA Products GmbH is a Notified Body according to Directive 98I79/EC concerning in vitro
diagnostic medical devices with the identification number 0197.
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MPP-QMS-DOC-003 Rev 21      

 

EC Declaration of Conformity according to 
MDD 93/42/EEC 

 
Product Description:   SurgiLance™ Safety Lancet 
 
Product Designation:   Lancing Devices, Blood 
UMDNS- Code:    16380 
 
Model No’s:    SLN100, SLN170, SLN200, SLN240, SLN300,  
     SLN100S, SLN170S, SLN200S, SLN240S, SLN300S,  
      SLN103, SLN173, SLN203,  SLN243, SLN303,  

    SLB200, SLB250, SLB200S, SLB250S, SLB203, SLB253 
                             
We herewith declare that the products listed above are in compliance with the requirements set out in the 

Council Directive on the harmonization of the Laws of the Member States concerning Medical Device 

Directive 93/42/EEC. 

 

Conformity Assessment Procedure:   Annex II without section 4 (MDD 93/42/EEC) 

Classification of the Product:                               Class IIa  Rule: 6        (MDD 93/42/EEC Annex IX) 

 

 

Manufacturer :     MediPurpose Pte. Ltd.   

 

Address :     10 Anson Road    
     #12-08 International Plaza, Singapore 079903 
 
EU Authorized:    Obelis S. A. 
Representative:   Bd. Général Wahis, 53 

                           1030 Brussels, 
                           Belgium 

 
This declaration is supported by EC quality assurance statement (Annex II without section 4), demonstrated 

by compliance to certificate number HD 60146306 0001 (Issued 10 February 2020/Exp: 26 May 2024), 

issued by Notified Body TÜV Rheinland LGA Products GmbH (0197). 

 

This Declaration of conformity is valid in connection with the release of document for the respective batch 

of produced devices. 

 

This Declaration of Conformity covers all medical devices as specified in the product list belonging to this 

declaration and is only valid in connection with a batch specific Certificate of Compliance for all products 

concerned bearing the CE mark. 

 

 

 

 

 
                  __________________________          06 April 2020                                        

         Patrick Yi, CEO     Date 



SURGILANCE™ SAFETY AUTOMATIC LANCETS - NEEDLES

Colour: Grey
Depth of penetration: 1,8 mm
Entire needle Gauge: 21G
Needle tip Gauge: 23G
Blood Flow: 10-20 µl
Finger Stick: yes
Glucose: yes
Hematocrit: -

Multi purpose capillary blood sampling devices for all testing requirements.
The one-step safety lancet is easier to use, no arming is required, and safer, once lancet is
used it is rendered inoperable.
High-speed delivery and penetration method minimizes patient pain and operator error.
Latex-free, hypo-allergenic, disposable, sterile.

Multilingual box: GB, FR, IT, ES, DE, PT, NL, SE, DK, RU, GR

1

box of 100 pcs.

V9009

16427

Lancets

24514

Description:

Minimum order:

Unit of sale:

CND:

NSIS:

Category:

Code:

SURGILANCE SAFETY NEEDLE G23 - automatic lancets

Type: Medical device

Class: II A

EAN13: 8023279245141

Gima S.p.A. Via Marconi, 1 - 20060 Gessate (MI) Tel. +39 02 953854209 - Fax.+39 02 35380056











 

 

E.S.R. GRADUATED PIPETTE AND Ø 12 X 86 MM TEST 
TUBE 
E.S.R. graduated pipettes + Ø 12 x 86 mm test tubes with 0.2 ml of Na 
Citrate for 0.8 ml of blood, labelled, with pink cap. 

Cod. 

10110 
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