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ZERTIFIKAT & CERTIFICATE o

( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

Product Service

No. Q5 109029 0003 Rev. 01

Holder of Certificate:

Certification Mark:

Scope of Certificate:

Disposafe Health and Life Care Limited

Plot No.1&2,Phase Il,Sector-59,Ballabhgarh
Faridabad, Haryana 121004
INDIA

EN SO 13485

tuvsud.com/ps-cert

Design and Development, Manufacturing and
Distribution of Pneumonology and Respiratory
Physiopathology Instruments, Examination/Treatment
Gloves, Fluids Collection Bags and Systems, Single-
Use Suture Instruments, Caps or Obturators, Naso-
Oropharyngeal Tubes, Peripheral 1.V. Catheters and
Cannulas, Adaptors and Connectors, Extension Tubes,
Single-Use Syringes, Arteriovenous Dialysis Lines for
Haemodialysis- Haemofiltration-Haemodiafiltration,
Urethral Prostatic and Bladder Catheters, without
Balloon, Surgical Drainage Systems, Tracheostomy and
Laringectomy Cannulas, Flow Controllers, Devices for
Percutaneous Nephrostomy, Gastrointestinal
Feeding/Aspiration Tubes, Respiratory Suction Probes
and Systems, Endotracheal Tubes, Surgical Gloves,
Respiratory Masks, Dialysis Needle, Needles for
Infusion and Sampling, Medical Blades, Single-use —
Not Included in other classes, Biopsy Needles and Kits,
Scalpels, Single-Use, Cutting Devices, Single-Use-
Other, Flow Controllers, Tapes, Medical/Surgical,
Umbilical Clamps and Clippers, Single-Use.

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system, which meets the
requirements of the listed standard(s). All applicable requirements of the Testing, Certification,
Validation and Verification Regulations TUV SUD Group have to be complied with. For details
and certificate validity see: www.tuvsud.com/ps-cert?g=cert:Q5 109029 0003 Rev. 01

Report No.:
Valid from:
Valid until:

Date, 2024-05-17

Page 1 of 2

IND2023041
2024-05-20
2027-05-19

c@t‘-\/

Christoph Dicks
Head of Certification/Notified Body

TUV SUD Product Service GmbH « Certification Body * Ridlerstrake 65 + 80339 Munich « Germany
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ZERTIFIKAT & CERTIFICATE o

( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 109029 0003 Rev. 01

Product Service

Applied Standard(s): SO 13485:2016
(EN ISO 13485:2016/AC:2018, EN 1SO 13485:2016/A11:2021)

Medical devices - Quality management systems -
Requirements for regulatory purposes

Facility(ies): Disposafe Health and Life Care Limited (Medon DZA)
Plot No.1&2,Phase II,Sector-59,Ballabhgarh, Faridabad, Haryana
121004, INDIA

See Scope of Certificate
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