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1. INTRODUCTION

Botswana Medicines Regulatory Authority is an authority set up under the Medicines and Related
Substances Act (MRSA) of 2013 and was established by the Government of Botswana under
Ministry of Health to regulate the supply chain of medicines and related substances, cosmetics
and medical devices in order to ensure their quality, safety and efficacy.

A crucial arm of regulation that the authority carries out is the evaluation and registration
function of medical products which include complementary medicines. These products include
vitamins, minerals and amino acids in acceptable pharmaceutical dosage forms as well as
products emanating from plant and animal sources (including micro-organisms) that are aimed
to be used as adjuvants to allopathic therapy or on their own for certain self-limiting illnesses or
symptomatologic therapy.

The Online Registration Platform for Complementary Medicines

BoMRA has developed an online registration platform for low-risk complementary medicines as a
way to improve efficiencies in the registration process. The platform is a cloud-based system that
is accessible from anywhere, any time and on any electronic device through internet, and it allows
applicants to submit applications (including attaching the required supporting documentation),
receive responses to their applications, submit responses and receive regulatory decisions on
their products.

The platform currently allows for the online registration of products that have the ingredients
listed in Annexure 1. These are mainly belonging to the following categories:

Vitamins

Minerals

Amino Acids

Other Complementary medicines such as choline, inositol and PABA.




Automation means the following for stakeholders:

Allow rapid market access for medicines through the platform

Ensure the Botswana public has access to new medicines that are safe and of high quality in
a timely manner. The maximum turnaround time for the registration of a complementary
medicine using the full assessment pathway is 2 years as dictated by the Botswana
Customer Service Standards. The platform will seek to drastically reduce that time to single
digit months.

The platform is designed to guide the applicant through the application process. This
negates the need for continued meetings with applicants who want to understand the
registration system.

2. The Pilot Testing Activity

This activity is the last stage of product development to ensure that there is stakeholder
acceptability of the online registration platform.

The eligibility criteria for expression

a. Complementary medicines containing ingredients belonging to the categories stated above
(including products with multiple ingredients) (See Annexure 1).

BoMRA, through a stakeholder training session, will take interested applicants through the
system and provide technical support as they lodge their applications. The applications that will
go through the system will be required to conform to

requirements to safety, quality and efficacy as dictated by the guideline for applications for

registration of low-risk complementary medicines.

payment of the applicable application fee for registration of complementary medicine.

Applications that are successful in the pilot testing phase will be accorded the same regulatory
rights as products that have undergone the full registration assessment procedure.

Applicants that are interested to take part in the procedure should do so by sending an email to
compmeds.services@bomra.co.bw, including in the email the following details:

(a) the name of the product(s)

(b) name and address (postal and email) of applicant

(c) name and address of manufacturer of the finished product
The deadline to submit requests is 31st March 2022.
The stakeholders are expected to bring along a computer, tablet or smart phone through which
they will access the system. End user manual shall be sent to the confirmed stakeholders before
the day of the pilot test.

3. Enquiries

Should you have any queries, please contact us on the following email: rchihaka@bomra.co.bw




Vitamin Upper tolerable limit/day/age group

Biotin Infants (0-12 months) N/A

Children(1year) to Adults 500 pg/day

Pregnancy ND*

Lactation ND
Folate Children

(1-3 years) 10 mg/day

(4-8 years) 15 mg/day

Adolescents

(9-13 years) 20 mg/day

14 - 18years 30 mg/day

Adults 500 mg/day

Pregnancy 800 - 1000 pg /day

Lactation 800 - 1000 g /day
Niacin Children

(1-3 years) 300 pg/day

(4-8 years) 400 ug/day

Adolescents

(9-13 years) 600 pg/day

14 - 18years 800 ug/day

Adults 1000 pg/day

Pregnhancy 30 - 35 mg/day

Lactation 30 - 35 mg/day
Niacinamide Children

(1-3 years) 10 mg/day

(4-8 years) 15 mg/day

Adolescents

(9-13 years) 20 mg/day

14 - 18years 30 mg/day

Adults

500 mg/day

Pregnancy 30 - 35mg/day

Lactation 30 - 35mg/day
Pantothenic acid Infants (0-12 months) N/A

Children(1year) to Adults 500 mg/day

Pregnancy ND

Lactation ND
Riboflavin Infants (0-12 months) N/A

Children(1year) to Adults 100 mg/day

Pregnancy ND

Lactation ND
Thiamine Infants (0-12 months) N/A

Children(1year) to Adults 100 mg/day

Pregnancy ND

Lactation ND
Vitamin A Infants (O - 12 months) 600 ug/day

Children

(1-3 years) 600 ug/day

(4-8 years) 900 pg/day

Adolescents

(9-13 years) 1700 pg/day

14 - 18years 2 800 ug/day

Adults

3003 pg/day

Pregnancy 2800 - 3000 ug /day

Lactation 2800 - 3000 ug /day




Vitamin Upper tolerable limit/day/age group
Vitamin B6 Children
1-3 years) 30 mg/day
(4-8 years) 40 mg/day
Adolescents
(9-13 years) 60 mg/day
14 - 18years 80 mg/day
Adults 100 mg/day
Pregnancy 80 - 100 mg/day
Lactation 80 - 100 mg/day
Vitamin B12 All age groups, except infants 1000 ug/day
Pregnancy ND
Lactation ND
Vitamin C Children
(1-3 years) 400 mg/day
(4-8 years) 650 mg/day
Adolescents
(9-13 years) 1200 mg/day
14 - 18years 1800 mg/day
Adults 2 000 mg/day
Pregnancy 1800 - 2 000 mg/day
Lactation 1800 - 2 000 mg/day
Vitamin D (D2 and D3) All age groups 25 ug/day
Pregnancy 100 ug /day
Lactation 100 ug /day
Vitamin E Children
(1-3 years) 200 mg/day
(4-8 years) 300 mg/day
Adolescents
(9-13 years) 600 mg/day
14 - 18years 800 mg/day
Adults 1000 mg/day
Pregnancy 800 - 1000 mg/day
Lactation 800 - 1000 mg/day
Vitamin K (K1, K2 and K3) Children
(1-3 years) 30 ug/day
(4-8 years) 55 ug/day
Adolescents
(9-13 years) 60 pg/day
(14 -18 years) 80 ug/day
Adults 120 ug/day
Pregnancy ND
Lactation ND
Beta Carotene Infants

(0 -12 months)
Children

(1-3 years)

(4-8 years)
Adolescents
9-13 years)

(14 - 18 years)
Adults

3600 ug/day

3600 pg/day
5400 ug/day

10 200 ug/day
16 800 pg/day
18 000 ug/day




Mineral/Element

Upper tolerable limit/day/age group

Boron Not applicable to other age groups except
Adult dose 700 ug/day
Pregnhancy 17 - 20 mg/day
Calcium Children
(1-3 years) 1500 - 2 500 mg/day
(4-8 years) 2500 mg/day
Adolescents
(9-13 years) 3000 mg/day
(14 -18 years) 3000 mg/day
Adults 2 500 mg/day
Pregnancy 2 500mg/day
Lactation 2 500mg/day
Chromium All age groups except infants 500 pg/day
Pregnancy ND
Lactation ND
Cobalt All age groups except infants 44 ug/day
Copper Children
(1-3 years) 700 ug/day
(4-8 years) 2500 pg/day
Adolescents
(9-13 years) 4 000 ug/day
(14 -18 years) 6500 pg/day
Adults 8 000 pg/day
Pregnancy 8 000-10 000 ug /day
Lactation 8 000- 10 000 pg/day
lodine Children
(1-3 years) 133 ug/day
(4-8 years) 200 ug/day
Adolescents
(9-13 years) 400 ug/day
(14 - 18years) 800 ug/day
Adults 800 ug/day
Pregnancy 900-1100 pg /day
Lactation 900- 1100 ug /day
Iron Infants to adolescents aged up to 13 years

40 mg/day
Adolescents 14 years to adults 45mg/day
Pregnancy 45mg/day

Lactation 45mg/day




Mineral/Element

Upper tolerable limit/day/age group

Magnesium

Children
(1-3 years) 65 mg/day
(4-8 years) 110 mg/day

Adolescents

(9-13 years) 350 mg/day
(14 -18 years) 350 mg/day
Adults 500 mg/day
Pregnancy 350 mg/day
Lactation 350 mg/day
Manganese Children
(1-3 years) 2 mg/day
(4-8 years) 3 mg/day
Adolescents
(9-13 years) 6 mg/day
(14 -18 years) 9 mg/day
Adults 1 mg/day
Pregnancy 9-11 mg/day
Lactation 9-11 mg/day
Molybdenum Children
(1-3 years) 300 pg/day
(4-8 years) 600 ug/day
Adolescents
(9-13 years) 1100 pg/day
(14 -18 years) 1700 pg/day
Adults 2 000 pg/day
Pregnancy 1700-2 000 ug /day
Lactation 1700- 2 000 ug /day
Nickel Children
(1-3 years) 3000mg/day
(4-8 years) 3000mg/day

Adolescents

(9-13 years) 4 000 mg/day
14 - 18years 4 000 mg/day
Adults 4 000 mg/day
Pregnancy 3500mg/day

Lactation 4 000mg/day




Mineral/Element

Upper tolerable limit/day/age group

Phosphorous Children
(1-3 years) 3000mg/day
(4-8 years) 3000mg/day
Adolescents
(9-13 years) 4 000 mg/day
(14 -18 years) 4 000 mg/day
Adults 4 000 mg/day
Pregnancy 3500mg/day
Lactation 4 000mg/day
Potassium Not applicable to other age groups except adults 200 mg/day
Selenium Infants 45 pg/day
Children
(1-3 years) 90 ug/day
(4-8 years) 150 pg/day
Adolescents
(9-13 years) 280 ug/day
(14 - 18years) 400 pg/day
Adults 400 pg/day
Pregnancy 400 pg/day
Lactation 400 pg/day
Silicon Not applicable to other age groups except adults 84 mg/day
Pregnancy ND
Lactation ND
Tin Not applicable to other age groups except adults 2 mg/day
Vanadium Not applicable to other age groups except adults 182 pg/day
Pregnancy ND
Lactation ND
Zinc Infants
0 -12 months) 2 mg/day
Children
(1-3 years) 7 mg/day
(4-8 years) 12 mg/day
Adolescents
(9-13 years) 23 mg/day
(14 -18 years) 34 mg/day
Adults 50 mg/day
Pregnancy 34 - 40 mg/day
Lactation 34 - 40 mg/day




Other Complementary medicine ingredients Upper tolerable limits/per day/per age group

Inositol All age groups except infants 650 mg/day
para-Aminobenzoic acid Not applicable to other age groups except adults
1200 mg/day
Choline Infants
(0 -12 months) 1000mg/day
Children
(1-3 years) 7 mg/day
(4-8 years) 12 mg/day

Adolescents

(9-13 years) 23 mg/day

(14 -18 years) 34 mg/day

Adults 50 mg/day

Pregnancy 34— 40 mg/day

Lactation 34— 40 mg/day
Lutein Not applicable to other age groups except adults

20 mg/day
Lycopene Not applicable to other age groups except adults at 30 mg/day
Taurine 3000 mg/day

*Not determinable due to lack of data of adverse effects in this age group and concern with
regard to lack of ability to handle excess amounts. Source of intake should be from food only
to prevent high levels of intake.




