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SOUTH AFRICAN HEALTH PRODUCTS

REGULATORY AUTHORITY

Licence number: 000001046MD

LICEI{CE TO MAI{UFACTURE MEDICAL DEVICES
In terms of section 22C(1Xb) of the Medicines and Related Substances Act, 1965

To act as a Manufacturer and Distributor

:

This licence is granted to: ,-;i i

Licence Holder

Biotectr fiedi'cal (Fty) Ltd

.:..:i-...:.:;::;: ZS Aeedgtt6 Cr:escent ,

South'ga,te7,t,n{,,..1t ial Parl<':'::::'

Amanzirntoti '

4126

On the following terms and conditions:

The licence holder and the pers6'ns OesilibeO and r:e'med in Annexure 1 shall at all times
ensure that all medical devices diStributed, irrespective d its registration status, comply with all
the provisions of the Medicines and Related Substances Act, 1965, as amended and in
particularwith sections 14, 18, 18A, 18B, 18C, 19, 20,?2A,22C,22H,23,26,28,33 andthe
Regulations relating to Medical Devices 2, 3, 4,5, 6, 1 3, 14, 17, 18, 19, 20, 21, 22, 23, 24, 25,
27.28 and all relevant South African Health Products Regulatory Authority Guidelines.

This licence consists of 4 pages

This facility is
licence.

authorised to..:pte rm the man,ufacturing activities

i:l
[-[\--i\-
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ACTING CH!EF EXECUTIVE OFFIGER

ORIGINAL DATE OF TSSUE: 14 June 2019

EXPIRY DATE: 14 June 2024

AMENDMENT DATE: N/A

This licence remains the propefty of the National Department of Health and the
Authority. Upon amendment, voluntary withdrawal, recall, suspension or revocation
returned to the Office of the Chief Executive Officer.
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