1. Text and images to be removed
a. Home page
[image: C:\Users\NMbaziira\Dropbox\Screenshots\Screenshot 2016-10-05 16.40.34.png]Remove texts and images – this information will provided on the NMRC website; www.nmrc.com.na 
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b. Home page >> Registration

[image: C:\Users\NMbaziira\Dropbox\Screenshots\Screenshot 2016-10-05 16.53.41.png]Remove texts and images – this information will provided on the NMRC website; www.nmrc.com.na 






2. User registration/sign up
· The users should be able to apply for login details by filling the Applicants registration form accessible from the home page. Authorization is only granted by the NMRC administrator on review of application. 
[image: C:\Users\NMbaziira\Dropbox\Screenshots\Screenshot 2016-10-05 17.16.52.png]‘Applicant’ refers to a firm. And each firm should have registered users who login into the app to submit or check status of their applications


3. Product registration
Product Proprietary Name should not be mandatory since some products may be presented as generics

[bookmark: _GoBack][image: C:\Users\NMbaziira\Dropbox\Screenshots\Screenshot 2016-10-06 08.00.41.png]Insert guidance: “Mandatory field, enter generic name where there is no Proprietary Name”


4. Screening
The person with the roles of screening/receiving may not see the following tabs: Forms, Current applications. The processing tab is more relevant
The checklist seen under screening allows upload of documents. It would be good if the applicant has this option also and the person screening/receiving can only download to verify if right documents are provided. Currently the applicant only checks off with no option to upload

[image: C:\Users\NMbaziira\Dropbox\Screenshots\Screenshot 2016-10-06 15.40.47.png]
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Registration of medicines is focal point of any regulatory framework. The regisiration section is responsible for reviewing application dossiers
submitted for the registration of medicines, related substances and medical devices. In addiion it also reviews all post registration amendments
madeto any registered medicines, related substances and medical devices.Those in need of applying for registration of medicines in Namibia are
quided to download and acquaint themselves with the registration quidelines and the medicines appiication form, the MRF.

‘The registration actvities are summarized below

« Wedicine application dossiers from pendingApps are recsived, screened for completeness and that application fees have been included

« Data on the dossiers is entered into the registration data base: an application number is allocated and information communicated to the
applicant

« Dossier s scheduled for evaluation by staffof the registration section. A detailed evaluation report s generated. Deficiencies, missing
information efc communicated to applicant and deadline to respond to queries outiined.

« Completed dossier reports and recommendation are forwarded to The Pharmaceutical and Analytical Committee of the NMRC.

« Recommendations ffom this committee to Council may define whether a product s to be registered or not.

« Products approved by NMIRC based on the recommendations of the Pharmaceutical and Analytical Committee are allocated a registration
number and gazetted. The product is then entered into the Medicines Register

Other activities done by the registration section include, but not imited to:
« Processing of import/ export permits for Narcotic and Psychotropic Substances controlled in terms of the Intemational Narcotics Contro
Board (INCB)
« Submission of quarterly and annual consumption reports of Narcotic and Psychotropic products to the Intemational Narcotic Control Board.
Staff members of this section are also responsible for evaluating application for importation of unregistered medicines that are allowed for

compassionate reasons. Such importation and sale is authorized in terms of Section 27 of the medicines and Related substances control Act, Act 13
072003
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« Dossier s scheduled for evaluation by staffof the registration section. A detailed evaluation report s generated. Deficiencies, missing
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« Completed dossier reports and recommendation are forwarded to The Pharmaceutical and Analytical Committee of the NMRC.
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‘The Namibia Medicines Regulatory Council (NMRC)is a statutory body established in terms of the Medicines and Related Substances Contro
Act, 2003 (Act No. 13 0f2003), to regulate the use of medicines in Namibia. The NMRC is appointed by the Minister of Health and Social
Senices (MoHSS)

The NMIRC's s constituted of 12 members as follows:

« Three medical practitioners >





