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CERTIFICATE

No. QS4 09456 0094 Rev. 00

America

Certificate Holder: ACCULAB USA
128 W Suffolk Ave, Central Islip,
11722, New York, USA.

Certification Mark:

\ 15013485

Scope of Certificate: Attached Annex

Standard(s): ISO 13485:2016
Regulatory Authority(ies):  Health Canada, USA FDA.

The Certification Bedy of TUV SUD America Inc. certifies that the quality management system of the
manufacturer listed above has been audited against the stated criteria and found to conform to those
criteria for the scope of certification listed. Validity of this certificate can be obtained by visiting the
website https://www.tuev-sued.de/product-testing/certificates

TUV SUD America Inc. is an MDSAP Recognized Auditing Organization.

DUNS No: 03-931-6910
Effective Date: 2023-11-26
Expiry Date: 2025-11-25

M

( Arie Henkin )
Manager, Certification Body MHS

TUV SUD America Inc. * 10 Centennial Drive Ste 207 » Peabody, MA 01960 USA « www.tuvsud.com
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No. QS4 09456 0094 Rev. 00

D2043090
D2043043

D2043044
D2043045

D2043046
D2043047
D2043048
D2043049
D2153040
D2153041
D2153042
D2153043
D2153044
D2153045
D2153046
D2253023
D2253024
D2253025
D2253026
D2253027
D2253028
D2253029
D2163060
D2163061
D2163062

DUNS No:

Effective Date:

Expiry Date:

Automated Bacterial Identification
Laboratory Centrifuge

Laboratory Microplate Washer
Laboratory Spectrophotometer with Power

Supply
Biochemistry analyzer - Automated

Biochemistry analyzer - Automated
Biochemistry analyzer - Automated
Laboratory Micro-plate Reader
Laboratory Micropipette

Blood Culture System

Blood Culture System

Laboratory Ultrasonic Homogenizer
Laboratory Hotplate Magnetic Stirrer
Laboratory Empty Liquid Nitrogen Tank
Blood Culture System

Blood Gas Analyzer

Blood Gas Analyzer

Laboratory Water Bath

Blood Gas Analyzer

Blood Gas Analyzer

Laboratory Benchtop PH Analyzer
Blood Gas Analyzer

Laboratory Spectrophotometer
Laboratory Microscope
Electrolyte Analyzer

03-931-6910
2023-11-26

2025-11-25

M

( Arie Henkin )

Manager, Certification Body MHS
TUV SUD America Inc. * 10 Centennial Drive Ste 207 » Peabody, MA 01960 USA « www.tuvsud.com

ABI19600
CE18-362RL
MW52

ACM10
ABA-300

ABA-400
ABA-600
MR200K
SVP
BCU500
BCU6GOO
UP250
HS380D
LNC-6
BCU2400
BGA-900A
BGA-900B
WB-12J
BGA-900Q
BGA-900AQ
PH-28BY
BGA-500
DFP45
MB180B
EAZ-40C

America
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MEDICAL DEVICE SINGLE AUDIT PROGRAM

D2163063
D2163064
D2163065
D2163066
D2163067
D2163068
D2163069
D2163070
D2163071
D2163072
D2163073
D2163074
D2163075
D2163076
D2254098
D2254099
D2254100
D2254101
D2254102
D2254103
D2254104
D2254105
D2254106
D2254107
D2254108

DUNS No:
Effective Date:

Expiry Date:

CERTIFICATE

No. QS4 09456 0094 Rev. 00

Electrolyte Analyzer
Electrolyte Analyzer
Electrolyte Analyzer
Electrolyte Analyzer
Electrolyte Analyzer
Electrolyte Analyzer
Laboratory Drying Oven
Laboratory Colony Counter
Electrolyte Analyzer
Electrolyte Analyzer
Electrolyte Analyzer
Electrolyte Analyzer
Electrolyte Analyzer
Laboratory Micro Centrifuge
Blood Bank Refrigerator
Laboratory Electrophoresis lamp
Laboratory Pipette Stand
Blood Bank Refrigerator
Blood Bank Refrigerator
Blood Bank Refrigerator
Blood Bank Refrigerator
Blood Bank Refrigerator
Blood Bank Refrigerator
Blood Bank Refrigerator
Blood Bank Refrigerator

03-931-6910
2023-11-26

2025-11-25

Mh

( Arie Henkin )

Manager, Certification Body MHS
TUV SUD America Inc. » 10 Centennial Drive Ste 207 » Peabody, MA 01960 USA « www.tuvsud.com

EAZ-50
EAZ-40L
EAZ-100A
EAZ-100B
EAZ-100C
EAZ-100D
OV300-45
CC-40A
EAZ-100I
EAZ-100J
EAZ-100K
EAZ-100L
EAZ-100M
CE5-24x15
BBR9OOB
UVII

C6
BBR360B
BBR650B
BBR1000B
BBR120D
BBR210D
BBR370D
BBR650D
BBR1000D

America
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No. QS4 09456 0094 Rev. 00

D2254109
D2254110
D2254111
D2254112
D2254113
D2254114
D2254115
D2254116
D2254117
D2254118
D2063549
D2063550
D2063551
D2063552
D2063553
D2063554
D2085563
D2085564
D2085565
D2085566
D2085567
D2155431
D2155432
D2155433
D2155434

DUNS No:

Effective Date:

Expiry Date:

Blood Bank Refrigerator
Blood Bank Refrigerator
Blood Bank Refrigerator
Blood Bank Refrigerator

Laboratory Horizontal Electrophoresis
Laboratory Vertical Electrophoresis

Laboratory Microscope
Plasma Freezer

Plasma Freezer

Plasma Freezer

Laboratory Incubator
Hematology Analyzer
Hematology Analyzer
Hematology Analyzer
Laboratory Microplate Shaker
Laboratory Biological Microscope
Immuno Assay Analyzer
Immuno Assay Analyzer
Immuno Assay Analyzer
Immuno Assay Analyzer
Immuno Assay Analyzer
Laboratory Nitrogen Container
Elisa System

Elisa System

Elisa System

03-931-6910

2023-11-26

2025-11-25

Mh

( Arie Henkin )

Manager, Certification Body MHS
TUV SUD America Inc. * 10 Centennial Drive Ste 207 » Peabody, MA 01960 USA « www.tuvsud.com

BBR-120S
BBR-180S
BBR-300S
BBR-360S
HGE25X25
VGE10X10D
MB100B
PFZ-40-180
PFZ-40-300
PFZ-40-400
IN65-45S5T
AHA3500
AHA5200
AHA5400
MS-4A
DLM500
CIA-1000
CIA1500
CIA-2000
CIA-3000
CIA-2500CE
LNC-6
FAE-4
FAE-8
MR98

America
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D2155435
D2155436
D2155437
D2155438
D2155439
D2155440
D2155441
D2254100
D2254101
D2254102
D2254103
D2254104
D2254105
D2254106
D2254107
D2254108
D2254109
D2254110
D2254111
D2254112
D2254113
D2254114
D2254115
D2254116
D2254117

DUNS No:
Effective Date:

Expiry Date:

Elisa System
Elisa System
Elisa System
Elisa System
Elisa System

Laboratory Microwave Chemical Reactor
Laboratory Hot plate Magneric Stirrer

Blood Bank Refrigerator
Blood Bank Refrigerator
Blood Bank Refrigerator
Blood Bank Refrigerator
Blood Bank Refrigerator
Blood Bank Refrigerator
Blood Bank Refrigerator
Blood Bank Refrigerator
Blood Bank Refrigerator
Blood Bank Refrigerator
Blood Bank Refrigerator
Blood Bank Refrigerator

Laboratory Ultrasonic Cleaner
Laboratory Ultrasonic Cleaner

Laboratory Ph Analyzer
Plasma Freezer
Plasma Freezer
Plasma Freezer

03-931-6910

2023-11-26

2025-11-25

Mh

( Arie Henkin )

Manager, Certification Body MHS

MR100
MR200
MR100K
MR200K
MIR500
MDI30
HS550-S
BBR300B
BBR360B
BBR650B
BBR1000B
BBR120D
BBR210D
BBR370D
BBR650D
BBR1000D
BBR-120S
BBR-180S
BBR-300S
USC360W-15L80C
USC360W-20L80C
PH/CM-28BY
PFZ-40-120
PFZ-40-180
PFZ-40-300

TUV SUD America Inc. * 10 Centennial Drive Ste 207 » Peabody, MA 01960 USA « www.tuvsud.com

America
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<< D2254118 Plasma Freezer PFZ-40-400
E) D2063549 Hematology Analyzer AHA3232
E D2063550 Hematology Analyzer AHA3500
— D2063551 Hematology Analyzer AHA5200
; E D2063552 Hematology Analyzer AHA5400
| Ll D2063553 Laboratory Kjeldahl Analyzer KJD-900
D D2063554 Laboratory Heat Unit Block GDI-550-8
K D2085563 Laboratory Incubator IN8O-30DT
| D2085564 Immuno Assay Analyzer CIA1500
. IE D2085565 Immuno Assay Analyzer CIA-2000
N D2085566 Immuno Assay Analyzer CIA-3000
S D2085567 Laboratory Vortex VM2S
K= D2155431 Laboratory Spectrophotometer UVF-1000
. D2155432 Elisa System FAE-4
{ D2155433 Elisa System FAE-8
2 li.l.-l D2155434 Elisa System MR98
7 O D2155435 Elisa System MR100
. D2155436 Elisa System MR200
D2155437 Elisa System MR100K
i D2155438 Elisa System MR200K
7 2o D2155439 Elisa System MIR500
= D2155440 Elisa System MIR500T
a D2155441 Laboratory Water Distiller WD51
3
DUNS No: 03-931-6910
Effective Date: 2023-11-26
Expiry Date: 2025-11-25

Mh

( Arie Henkin )
Manager, Certification Body MHS

TUV SUD America Inc. * 10 Centennial Drive Ste 207 » Peabody, MA 01960 USA « www.tuvsud.com
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DUNS No: 03-931-6910
Effective Date: 2023-11-26
Expiry Date: 2025-11-25

M

( Arie Henkin )
Manager, Certification Body MHS

TUV SUD America Inc. » 10 Centennial Drive Ste 207 » Peabody, MA 01960 USA « www.tuvsud.com

America



