IVD solutions through partnership

Mast

Group

SRL SANMEDICO Mast Group Ltd.

Mast House
A. Corobceanu Street 7A, apt. 9, Derby Road
Chiginau MD-2012, Bootle
Moldova Merseyside L20 1EA

United Kingdom
Tel: +44 (0) 151 933 7277

www.mast-group.com

TO WHOM IT MAY CONCERN

LETTER OF AUTHORISATION

This letter is to confirm, SRL SANMEDICO of address A. Corobceanu Street 7A, apt. 9,
Chisinau MD-2012, Moldova is authorised to register products, present proposals, offer
quotations and accept orders and to participate in tenders as required for Mast Group
Limited products.

The undersigned herewith states that the above is true and correct.

Yours faithfully,

Susan Thomson
Bootle UK
January 11th 2024

International business Manager, on behalf of Mast Group

Digitally signed by Dolgopol Iulian
Date: 2024.05.07 15:03:09 EEST
Reason: MoldSign Signature
Location: Moldova

CERTIFIED

: A bSi 1S0 9001
Registered in England 632512 aay
Mast House, Derby Road, Bootle, Merseyside L20 1EA, United Kingdom Systems

Certificate No: FM 724380 Certificate No: MD 72379



1 bsi .

By Royal Charter

Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 9001:2015

This is to certify that: Mast Group Ltd
Mast House, Derby Road
Bootle
Liverpool
L20 1EA
United Kingdom

Holds Certificate Number: FM 724380

and operates a Quality Management System which complies with the requirements of ISO 9001:2015 for the
following scope:

Design, manufacture and supply of in-vitro diagnostic devices and associated
services.

For and on behalf of BSI:

Matt Page, Managing Director Assurance - UK & Ireland

Original Registration Date: 1994-06-14 Effective Date: 2021-11-11
Latest Revision Date: 2021-12-03 Expiry Date: 2024-05-31
o Page: 1 of 2
S ..making excellence a habit.

0003

This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.
An electronic certificate can be authenticated online.
Printed copies can be validated at www.bsigroup.com/ClientDirectory

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowilhill, 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 the BSI Group of Companies.



Certificate No: FM 724380

Location Registered Activities

Mast Group Ltd Design, manufacture and supply of in-vitro diagnostic devices
Mast House, Derby Road and associated services.

Bootle

Liverpool

L20 1EA

United Kingdom

Mast Group Ltd Manufacturing, QC and warehousing of IVD kits and
Atlantic House, Derby Road reagents, bacteriological media and other kits and reagents
Bootle for the life sciences industry.

Liverpool

L20 1EA

United Kingdom

Original Registration Date: 1994-06-14 Effective Date: 2021-11-11
Latest Revision Date: 2021-12-03 Expiry Date: 2024-05-31
Page: 2 of 2

This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.
An electronic certificate can be authenticated online.
Printed copies can be validated at www.bsigroup.com/ClientDirectory

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 the BSI Group of Companies.



bsi.
Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016 & EN ISO 13485:2016

This is to certify that: Mast Group Ltd
Mast House, Derby Road
Bootle
Liverpool
L20 1EA
United Kingdom

Holds Certificate Number: MD 724379
and operates a Quality Management System which complies with the requirements of ISO 13485:2016 & EN ISO
13485:2016 for the following scope:

Design, manufacture and supply of in-vitro diagnostic devices for clinical microbiology and
molecular biology and bacteriological media.

cni C_Seed ¢

Gary E Slack, Senior Vice President - Medical Devices

For and on behalf of BSI:

Original Registration Date: 2020-10-07 Effective Date: 2021-06-01
Latest Revision Date: 2021-11-28 Expiry Date: 2024-05-31
ohy Page: 1 of 2
et ..making excellence a habit”

0003

This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.
An electronic certificate can be authenticated online.
Printed copies can be validated at www.bsigroup.com/ClientDirectory

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowilhill, 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 the BSI Group of Companies.



Certificate No: MD 724379

Location Registered Activities

Mast Group Ltd Design, manufacture and supply of in-vitro diagnostic devices
Mast House, Derby Road for clinical microbiology and molecular biology and

Bootle bacteriological media

Liverpool

L20 1EA

United Kingdom

Mast Group Ltd Manufacture of IVD kits and reagents for clinical microbiology
Atlantic House, Derby Road and molecular biology, bacteriological media.

Bootle

Liverpool

L20 1EA

United Kingdom

Original Registration Date: 2020-10-07 Effective Date: 2021-06-01
Latest Revision Date: 2021-11-28 Expiry Date: 2024-05-31
Page: 2 of 2

This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.
An electronic certificate can be authenticated online.
Printed copies can be validated at www.bsigroup.com/ClientDirectory

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 the BSI Group of Companies.



IVD solutions through partnership

Mast @

Group

Mast Group Ltd.
Mast House

Derby Road

Bootle

Merseyside L20 1EA
United Kingdom

Tel. +44 (0)151 933 7277
Fax +44 (0)151 944 1332

www.mastgrp.com

EC DECLARATION OF CONFORMITY

We hereby declare that the devices described below comply with those provisions which apply to them
of the European Directive 98/79/EC ‘on in vitro diagnostic medical devices’, and are placed on the
European market by Mast Group UK through our appointed EC Authorised Representative Mast
Diagnostica GmbH, Feldstrasse 20, 23858 Reinfeld, Germany.

This declaration is valid for the IVD medical devices described below on or after the date hereof, and
which bear the CE mark. It is also valid for all IVD medical devices described below which are
manufactured by Mast and placed on the market on or after the date hereof by third parties with our
consent and which bear the CE mark. All supporting documents relating to this declaration are retained

at the manufacturer’s premises.

Product | Product description IVD Directive EDMS code
code classification
Various | MAST® Dehydrated culture media — Self certification 1401010100, 1401010200, 1403010100

(DM--) | Powdered product formulations for use | annex Il excluding | (Codes registered - 24/03/2003)

in microbial culture media. .
section 6

GMDN codes 30630, 30660

Standards applied: EN ISO 13485:2016, ISO 9001:2015, EN ISO 14971:2019, EN I1SO 18113-1:2011,
EN ISO 18113-2:2011, EN ISO 15223-1:2016, EN ISO 15223-2:2010.

(JUJ(\ N

Declaration made by Date: 26 May 2022

Christine Winstanley, Quality Assurance and Regulatory Affairs Manager — Mast Group Ltd.

Document valid till: 26th May 2025

Registered in England 632512
Mast House, Derby Road, Bootle, Merseyside, L20 1EA, United Kingdom
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IVD solutions through partnership

Mast
Group

Mast Group Lid.
Mast House

Derby Road

Bootle

Merseyside L20 1EA
United Kingdom

Tel. +44 (0)151 933 7277
Fax +44 (0)151 944 1332

www.mastgrp.com

EC DECLARATION OF CONFORMITY

We hereby declare that the devices described below comply with those provisions which apply to them of the
European Directive 98/79/EC ‘on in vitro diagnostic medical devices’, and are placed on the European market
by Mast Group UK through our appointed EC Authorised Representative Mast Diagnostica GmbH,

Feldstrasse 20, 23858 Reinfeld, Germany.

This declaration is valid for the 1VD medical devices described below on or after the date hereof, and which
bear the CE mark. It is also valid for all IVD medical devices described below which are manufactured by Mast
and placed on the market on or after the date hereof by third parties with our consent and which bear the CE
mark. All supporting documents relating to this declaration are retained at the manufacturer’s premises.

Product Product description IVD Directive classification | EDMS code
f code
| PACE-ID | MAST® CARBA PACE — A screening test for | Self certification Annex Il 1402029000
| the rapid detection of carbapenemase excluding section 6 (code registered - 24/03/2003)

producing Enterobacterales, Pseudomonas,
OXA 48 and 23-like enzyme production in
Acinetobacter.

Standards applied: EN ISO 13485:2016, ISO 9001:2015, EN ISO 14971:2012, EN ISO 18113-1:2011,
EN ISO 18113-2:2011, EN ISO 15223-1:2016, EN ISO 15223-2:2010.

Declaration made by Cv&\'\\c‘\&’\\\gw\) .......... Date: 26t May 2022
C Winstanley, Quality Assurance and Regulatory Affairs Manager — Mast Group Ltd.

Document valid till: 26" May 2025

Registered in England 632512
Mast House, Derby Road, Bootle, Merseyside, L20 1EA, United Kingdom



Mast Group Ltd.
Mast House, Derby Road, Bootle Feldstrasse 20
Liverpool, Merseyside, L20 1EA
United Kingdom
Tel: + 44 (0) 151 472 1444
Fax: + 44 (0) 151 944 1332
email: sales@mast-group.com
Web: www.mast-group.com

Germany

C€

MAST® CARBA PAcE

Intended Use

PACE-ID. For the rapid detection of carbapenemase
producing Enterobacterales, Pseudormonas, OXA 48 and
23-like enzyme production in Acinetobacter.

FOR IN VITRO DIAGNOSTIC USE ONLY

Contents

o Vial PEL. Freeze dried pellet* - 4 vials containing
inhibitors and lysis components, each designed for 12
tests.

¢ Vial RB. Reconstitution buffer* - 4 vials containing
chromogenic indicator resuspension buffer, each
sufficient for 12 tests.

¢ Plastic 0.5 ml tubes, sufficient for 48 tests.

Storage and shelf life

Store at 2 to 8°C in the containers provided until the expiry
date shown on the pack label. Allow to equilibrate to room
temperature before opening. Once reconstituted, test
solution stored at 2 to 8°C, must be used within 4 weeks.

Precautions

For in vitro diagnostic use only. Observe approved
biohazard and aseptic techniques. To be used by only
trained and qualified laboratory personnel. Sterilise all
biohazard waste before disposal. Refer to product safety
data sheets.

Materials required but not provided

Standard microbiological supplies and equipment such as
loops, MAST Group Ltd. culture media, table top vortexes,
pipettes, incinerators and incubators, etc.

Procedure

1. Reconstitute the pellet by tipping the entire contents of
vial RB into vial PEL.

2. Allow the pellet to fully dissolve at room temperature for
1 minute and mix contents by gently vortexing for 10
seconds. Reconstituted solution should be yellow, if the
solution is any other colour do not use.

3. Dispense 250ul of reconstituted solution into the tubes
provided. One tube per test.

4. Using a pure, fresh culture of the test organism, take an
approximate 1 to 5ul loopful of organism, and add to the
tube containing test solution. Mix well by vortexing for 20
seconds.

Note: to obtain distinct results, ensure that the
bacterial resuspension is similar to the turbidity of
a 3.0 to 3.5 McFarland standard; Approx. 10°
CFU/ml.

5. Incubate at 35+1°C for 10 minutes.

6. Record the colour of the test solution immediately or up
to 20 minutes after incubation.

Please refer to corresponding steps on the image page.

Mast Diagnostica GmbH
DE-23858 Reinfeld

Tel: + 49 (0) 4533 2007 0

Fax: + 49 (0) 4533 2007 68

email: mast@mast-diagnostica.de
Web: www.mast-group.com

Mast Diagnostic
12 rue Jean-Jacques Mention

France
Teél: + 33 (0) 322 80 80 67 Mas*

CS91106, 80011 Amiens, CEDEX 1

Fax: + 33 (0) 3 22 80 99 22

email: info@mast-diagnostic.fr Grou p
Web: www.mast-group.com

Interpretation of results

If a colour change is recorded; from yellow to orange/red,
record the organism as demonstrating carbapenemase
activity.

If no colour change is recorded; solution remains yellow,
record the organism as negative for carbapenemase
activity.

Quality control

Check for signs of deterioration. Quality control must be
performed with at least one organism to demonstrate a
positive reaction and another to demonstrate a negative
reaction. Do not use the product if the reactions with the
control organisms are incorrect. The list below illustrates a
range of performance control strains which the end user
can easily obtain.

Test Organism Result
Acinetobacter baumanii Orange/Red
NCTC 13301 Carbapenemase positive
Pseudomonas aeruginosa Orange/Red
NCTC 13437 Carbapenemase positive
Acinetobacter Iwoffi Remains Yellow

ATCC® 15309 Carbapenemase negative

Pseudomonas aeruginosa Remains Yellow

ATCC® 25668 Carbapenemase negative

Klebsiella pneumoniae Orange/Red

NCTC 13438 Carbapenemase positive
Limitations

1. Colonies isolated from indicator media are not
recommended.

2. This product only detects the presence of a
carbapenemase, differentiation can be carried out by
using a suitable genotypic or phenotypic test (for
example MASTDISCS® Combi Carba Plus; D73C).

3. Some GES-type carbapenemases might be difficult to
detect.

4. To avoid potentially erroneous results, ensure that
equipment used for testing is free of contamination.

5. Test results must be recorded within 20 minutes
following the initial 10 minute incubation.

6. Results obtained with this kit must be considered
alongside other clinically relevant data when diagnosing
an infection.

References
Bibliography available on request.

Acknowledgement
HMRZ compound used in this product was developed by Dr.
Hideaki Hanaki of Kitasato, Institute, Japan.
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*Formulation may change to meet performance criteria
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Mueller Hinton Agar

DM170

Intended Use
A standardised medium for susceptibility testing.

Contents
See pack label.

Formulation*

Material: Concentration in
medium:
Casein hydrolysate 17.5¢/litre
Beef infusion from 300g 2.0g/litre
Starch 1.5¢g/litre
Agar 17.0g/litre
Final pH at 25°C: 7.3+ 0.1

Storage and shelf life

All dehydrated culture media containers should be kept
tightly closed and stored in a dry place at 10 to 25°C until
the expiry date shown on the pack label.

Precautions

For /n vitro diagnostic use only. Observe approved hazard
precautions and aseptic techniques. To be used only by
adequately trained and qualified laboratory personnel.
Sterilise all biohazard waste before disposal. Refer to
Product Safety Data sheet (available on request or via
MAST® website).

Materials required but not provided

Standard microbiological supplies and equipment such as
loops, MAST® selective supplements, swabs, applicator
sticks, incinerators and incubators, etc., as well as
serological and biochemical reagents and additives such
as blood.

Procedure

1. Refer to pack label for quantities and volumes
required. Prepare MAST® Mueller Hinton Agar
(DM170D) by suspending the powder in distilled or
deionised water. For sachet packs, dissolve the entire
contents of the sachet in the volume shown on the
label.

2. Autoclave at 121°C (15 p.s.i.) for 15 minutes.

3. If required cool to 50 to 55°C and hold at this

temperature in a water bath. If required add 5 to 7%

sterile defibrinated blood to enhance the growth of

fastidious organisms or antibiotics (MAST® ADATAB)

for dilution susceptibility test methods.

Alternative growth supplements can be used.

5. Pour culture plates (25ml per plate) and allow to set.

6. Prepared culture plates may be used immediately or
stored in plastic bags at 2 to 8°C for up to one week
before use.

&

Mast Diagnostica GmbH  Mast Diagnostic

Mast Group Ltd.
Mast House, Derby Road, Feldstrasse 20
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France Ma st
Tél: + 33 (0) 322 80 80 67

Fax: + 33 (0) 3 22 80 99 22 Grou p

email: info@mast-diagnostic.fr
Web: www.mast-group.com

7. Antimicrobial Susceptibility Testing should be
performed in accordance with standards set down by
regulatory bodies such as CLSI® (Clinical and
Laboratory Standards Institute) and EUCAST (The
European Committee on Antimicrobial Susceptibility
Testing).

Interpretation of results

After incubation record diameter of zones of inhibition or
Minimum Inhibitory Concentration (MIC). Interpret results
as sensitive, intermediate or resistant according to the
criteria laid down in the method of use.

Quality control

Check for signs of deterioration. Quality control must be
performed with at least one organism to demonstrate
expected performance. Do not use the product if the
result with the control organism is incorrect. The list below
illustrates a range of performance control strains which the
end user can easily obtain.

Test Organisms

Enterococcus faecalis Growth and correct
ATCC® 29212 susceptibility pattern
Escherichia coli Growth and correct
ATCC® 25922 susceptibility pattern

Pseudomonas aeruginosa | Growth and correct

ATCC® 27853 susceptibility pattern

Staphylococcus aureus Growth and correct

ATCC® 25923 susceptibility pattern
References

Bibliography available on request.
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