EC Certificate
~  Full Quality Assurance System

CertificateNo.: Project No.: Valid Untit \/

245067-2019-CE-IND-NA-PS Rev. 0.0 PRJC-427502-2018-MSL-IND 10 December 2023

This is to certify that the quality system of:

Divine Medicure Technology.

Plot-87, Laxman nagar Industrial Estate,
Laskana, Surat — 395006 (GUJ), India

For design, production and final product inspection/testing of:

Sterile surgical grommets, like ventilation tubes, middle ear implants,
rhinological product for ear and nose surgeries.

Has been assessed with respect to:

The conformity assessment procedure described in Annex Il
excluding section 4 of Council Directive 93/42/EEC on Medical
Devices, as amended

and found to comply.

Further details of the product(s) and conditions for certification are given overleaf.

Place and Date: ﬁ, For:

Fa \ \
NORWEGIAN (\v(;“\hru\b Lovssech

ACCREDITATION

Hevik, 15 April 2019 m DNV GL PRESAFE AS

Cathrine Wisbech
PROD 021 The Certificata has besn digitally signed.
Notified Body No.: 2460 See www.presafe.com/ digital_signatur es for more info

Natice: The Cerificate is subject to terms and conditions as set out in tha Centification Agreeman!. Failure to comply may render this Cantificate invalid.
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Jurisdiction

Application of Council Directive 93/42/EEC of 14 June 1993, adopted as “Forskrift om
Medisinsk Utstyr” by the Norwegian Ministry of Health and Care Services.

Certificate history:

Revision Description Issue Date
0.0 Original certificate 2019-04-15

Products covered by this Certificate:

Product Description Product Name Class
EAR VENTILATION Shepard Ventilation tube llb
TUBES [Tympanostomy Donaldson Ventilation tube Ilb
tube Rigid & Soft 1.14mm, | Armstrong Ventilation tube lib
1.27 mm, & flexible] Modified Armstrong Ventilation tube Ib

Shah Ventilation tube Ilb
[optional accessories Mini shah Ventilation tube Ilb
includes Stainless steel Collar button Ventilation tube Ilb
Wire, 0.1mm or PTFE tail] | Reuter bobbin Ventilation tube Ilb
Bevel bobbin Ventilation tube IIb
(Sterile) Baxter bevel bobbin Ventilation tube llb
Straight tube Ventilation tube Iib
Paparella type-1 & type-2 Ventilation tube Ilb
Umbrella Ventilation tube IIb
T-tube short & long Ventilation tube lb
Other Ventilation tubes made from Titanium, b
Silicone & PTFE combinations as per technical file
EAR IMPLANTS Partial Ossicles Replacement Prosthesis llb
(Sterile) (PORP VARIAC BELL) Titanium
Total Ossicles Replacement Prosthesis lib
(TORP VARIO DRUM), Titanium
STAPES PISTON Titanium, PTFE, & Combinations lib
Other Middle Ear Implants products made from b
Titanium & PTFE combinations as per technical file|
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RHINOLOGICAL K splint Internal nasal Splint lla
PRODUCTS Doyle splint / Airway Splint Internal nasal Splint lla
(Sterile) Bi valve splint Internal nasal Splint lla
Dempsey splint Internal nasal Splint lla
Pre-cut splint Internal nasal Splint lla
Nasal septal button Internal nasal Splint lla
Silicone splint Internal nasal Splint lla
Aluminium splint External nasal Splint lla
Thermoplastic splint External nasal Splint la
Other Items covered under technical file lla
The complete list of devices is filed with the Notified Body
Sites covered by this certificate
Site Name Address
Divine Medicure Technology Plot-87, Laxman nagar lnd-ustrial Estate, Laskana,
Surat — 395006 (GUJ), India
EU Representative
Medeuropa Certicon Ltd, Saffle 66132,Sweden,
Phone: +46 708 12 81 11
E-Mail: swe@medeuropacerticon.com
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Terms and conditions

The certificate is subject to the following terms and conditions:

Any producer (see 2001/95/EC for a precise definition) is liable for damage caused by a
defect in his product(s), in accordance with directive 85/374/EEC, as amended,
concerning liability of defective products.

The certificate is only valid for the products and/or manufacturing premises listed above.

The Manufacturer shall fulfil the obligations arising out of the quality system as approved
and uphold it so that it remains adequate and efficient.

The Manufacturer shall inform Presafe of any intended updating of the quality system and
Presafe will assess the changes and decide if the certificate remains valid.

Periodical audits will be held, in order to verify that the Manufacturer maintains and
applies the quality system. Presafe reserves the right, on a spot basis or based on
suspicion, to pay unannounced visits.

The following may render this Certificate invalid:

Changes in the quality system affecting production.

Periodical audits not held within the allowed time window.

Conformity declaration and marking of product

When meeting with the terms and conditions above, the producer may draw up an EC
declaration of conformity and legally affix the CE mark followed by the Notified Body identification
number of Presafe.

End of Certificate
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