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Timelines

Pharmaccutical & Biological Evaluation & Registration Divi

sion

New DML & Section and Priority
Registration (New molecules, anticancer &
other lifesaving drugs)

New registration

Three months

/ Routine registration applications

Six months

[ Minor variation

Forty-five days

Fost regi'stration variations

[ Major variation Sixty days
[~ HOTC- Division i
Enlistment of the firm I Licence to Import - Four moths
[ [ Licence to Local Manufacture Three months

Local Manufacture

Three months

Medicine and Health

‘ Enlistment of the Alternative
Products

/ Import

Forty-five days

LMinor variation

Forty-five days

Eost registration variations

] Major va:riation Sixty days
/ - Pharmaceutical & Biological Licensing Division
[ License to manufacture / ) Four moths
(DML
Benewal of License to DML [ ) - Three months
/ R Medical Devices Division }
LEstainshment License to the LLicence to Import Three moths
firm ] Licence to Manufacture Three months
LEnlistment & Registration of &oeal Manufacture Thirty a;lys
Medical Devices. [ Import Sixty days.

Post registration variations Minor variation
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Forty-five days.
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