CERTIFICATE OF COMPLIANCE

INTERNATIONAL CERTIFICATION SERVICES PVT. LTD.

This is to certify that the
MEDICAL DEVICES - QUALITY MANAGEMENT SYSTEM of

ORTHOPLAST

Junction Road, Near Ram Mandir, Khurja - 203131, Uttar Pradesh, India.

has been assessed and registered as complying with'the requirements ‘of the following Intemational Standard:

1SO"13485 : 2016
The Medical Devices - Quality Management System applicable to:

Scope: Manufacturing and Supply. of Artificial Teeth Sets, Denture Base Material, Cold
Mould Seal, Restorative Materials; ] Temporary’ Crown and Bridge Materials,
Denture Relining Material, Bond, Sealers, Cal cium Hydroxide Paste and Powder,
EDTA (ethylenediaminetetraacetic acid) Solution and Gel, Etchant, Pulp
Devitalizor, Light Cure Calcium Hydroxide;Plaque Disclosing Dye, Retraction Gel
and Solution, Citric Acid Solution, Camphor MonoChloro Phenol, Eugenol,
FormaCresol, GP (Gutta Percha) Solvent Desensitizing Gel, Pain Relief Oil,
Chlorhexidine Gluconate, Light Cure Gum Barrier, Light Cure Composite, Light
Cure Flowable Composite, Light Cure Pit and Fissure Sealant, Zinc Oxide Powder.

Registration No. : RQMD91/11261
Registered Date : 07" November, 2022
Reassessment Date : 23" June, 2026
Issue Date : 27" June, 2026
Expiry Date : 06™ November, 2028
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Director (Technical)
International Certification Services Pvt. Ltd.
Accredited by National Accreditation Board For Certification Bodies, India.

Validity of this certificate Is based on periodic audits of the management system defined by the above scope and /s
contingent upon prompt, written notification of significant changes to the management system and/or its components
thereof shall be immediately communicated to ICS.

Further clarifications regarding the scope of this certificate and the applicability of ISO 13485:2016 requirements may be

obtained at www.icsaslan.com/ www.lcspl.org
22/23, Goodwill Premises, Swastik Estate, 178 CST Road, Kalina, Santacruz (E), Mumbai - 400 098, Maharashira, India. Tel.: 022-42200900
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