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STAATSKOERANT, 24 FEBRUARIE 2017 No. 40637 19

DEPARTMENT OF HEALTH
NO. 157 24 FEBRUARY 2017

MEDICINES AND RELATED SUBSTANCES ACT, 1985 (ACT 101 OF 1965)

The Medlcines Control Countil by virtug.of the- puwars vested iy it by section 22C(1)(k} of
the Medicines and Related Substances Act, 1965 {Act 101 of 1985) and Regulation 27(2)
of the Regulations refating to Medical Devices and in Vitro Diagnostics (1V0s) has by
resolution resoived that, with effect from thie date of publication of this notice, all
unlicensed manufacturers. distributors and wholssalers of Medical Devices and Wik are
required to. submit applications, as the case may be, for a licende 16 manufacture

wholgsale or distribute medical devices and /vDs.

i ferms of the. Reguiation 6(1) of the Regulations. on Mﬁidica_l' Davices and VDS a
manutacturer, wholesaler or distribulor referred o in seétion 22C(1)(b) of the Act must

@)t

{6y submit toihe Registtar anapplication for a licence, on a form approved
and-provided by the Council,.

{oy @8 partof the application, provide acceptable documentary-proct ofs
{iy the particulars of the owner of the business; .
() the particuldrs of the aulfiorised represeniative; and
(i)  certification to a Quality Managernent System for medical devices

-and VD ds determiined by'thé. Cotsicil;

(d)  specify, as determined by the. Councll, the Medical Devices or JVDs or
group or family. of medical devices or 1VDs to be manufactired, imporied,
axparted or distribsted and sold; and

(&)  paythe application fes;

The applications for licensing of a Manufacturer or Distibutor should be submitted within
si% (B} months of the date following the pub_iicaiion:of this notice. The application for
ficerising of & Whotssaler shotild be submitted within jwelve (12) monihs of the date
following the publicafion of this notfics, 1f no application is made within. the required petiod,
the  Manufacturer, Distributer or Wholesaler will ‘be. considered fo be trading in
coniravantion of section” 22C(1){h) of the Medicings ard Related Substances Act, 1685
{Act 101 of 1665).
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