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REGISTRATION OF CERTAIN MEDICINES:
MEDICINES AND RELATED SUBSTANCES CONTROL ACT, 2003

Under section 23 of the Medicines and Related Substances Control Act, 2003 (Act No. 13 of 2003),
I give notice that the medicines set out in the Schedule have been registered in terms of that Act,
subject to the following conditions:

(a) the applicant must ensure that the medicine is manufactured and controlled in terms of
existing good manufacturing practices as determined by the Namibia Medicines Regulatory
Council (hereafter referred to as “the Council”);

(b) inspections and investigations of the medicine may be carried out regularly by inspectors
appointed in terms of section 35 of the Act to assess compliance with existing good
manufacturing practices;
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(©) the applicant must ensure the information contained in the medicine package insert is
regularly updated so as to provide accurate information to the user of the medicine;

(d) the applicant must comply with all the legal requirements of the Medicines and Related

Substances Control Act, 2003 (Act No. 13 of 2003);

(e) the registration of medicine is subject to regular review by the Council regarding quality,
safety and efficacy and the Council may vary the registration of the medicine, if it considers
it necessary;

® the applicant must validate the first two production batches of the medicine in terms of the
detailed process validation protocol submitted at the time of application for registration and
the validation report must be submitted to the Council within 30 days after completion of the
validation; and

(2) the Council may review the registration dossier and may determine the intervals when
reviews will take place.

J. GAESEB

REGISTRAR OF MEDICINES Windhoek, 6 March 2018
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MINISTRY OF HEALTH AND SOCIAL SERVICES
No. 52 2018

EXCLUSION OF CERTAIN MEDICINES FROM OPERATION OF CERTAIN
REGULATIONS: MEDICINES AND RELATED SUBSTANCES CONTROL ACT, 2003

Under section 45(1) of the Medicines and Related Substances Control Act, 2003 (Act No. 13 0f2003),
after consultation with the Namibia Medicines Regulatory Council, I exclude the medicines set out
in the Schedule from the operation of paragraph 4 of Annexure XXXVIII issued under regulation 47
of Regulations Relating to Medicines and Related Substances, published under Government Notice
No. 178 of 25 July 2008.

B. HAUFIKU
MINISTER OF HEALTH AND SOCIAL SERVICES

SCHEDULE
Name of substance Purpose of schedule substance
1. Polyvalent - snake anti-venom Treatment of snake bite
2. Spider anti-venom Treatment of spider bite
3. Scorpion anti-venom Treatment of scorpion bite
4. Dantrolene sodium Management of malignant hyperthermia
5. Dicobalt edentate Antidote for cyanide overdose
6. Obidoxime chloride Treatment of organophosphate poisoning
7. Deferoxamine Treatment of iron poisoning
8. Dimercaprol Treatment of acute mercury, arsenic and gold poisoning
9. Fludrocortisone acetate Management of addison’s disease (crisis)
10. Hydralazine Management of severe essential hypertension
11. Flumazenil Complete or partial reversal of the sedative effects of benzodiazepines
MINISTRY OF HEALTH AND SOCIAL SERVICES
No. 53 2018

AMENDMENT OF CLASSIFICATION OF MEDICINES AND OTHER
SUBSTANCES AS SCHEDULE SUBSTANCES: MEDICINES AND
RELATED SUBSTANCES CONTROL ACT, 2003

Under section 29(1)(b) of the Medicines and Related Substances Control Act, 2003 (Act No.13 of
2003), on the recommendation of the Namibia Medicines Regulatory Council, I amend Schedule 0
of the Classification of Medicines and Other Substances as Scheduled Substances, published under
Government Notice No. 180 of 25 July 2008 as set out in the Schedule.

B. HAUFIKU
MINISTER OF HEALTH AND SOCIAL SERVICES

SCHEDULE

The Classification of Medicines and Other Substances as Schedule Substances is amended by the
substitution for Schedule 0 of the following Schedule:
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“SCHEDULE 0

Activated Charcoal for medicinal purpose Ammonium chloride

Amylmetacresol

Benzyl benzoate

Benzoyl peroxide for medicinal purpose

Bisacodyl:
Substances, preparations and mixtures, except if containing more than 10 milligrams of Bisacodyl, if packed
in a primary pack containing more than an aggregate of 100 milligrams of Bisacodyl (NS1)

Caffeine for medicinal purpose, when intended for injection (NS2)

Camphor for oral use

Cetylpiridinium

Choline Salicylate for oral use

Cinchona

Citric acid, in combination with other substances in oral rehydration salt or antacids

2-4-dichloro-benzyl alcohol

Dextrose, in combination with other substances in oral rehydration salt, when intended for infusion (NS2)

Guaifenesin
Iodoform
Ispaghula husk
Lactulose
Paracetamol:
1. Substances, preparations and mixtures -
(a) in tablets or capsules containing less or equal to 500 milligrams of Paracetamol if -
(1) packed in a primary pack containing not more than an total of 12.5 grams of Paracetamol
in the tablets or capsules; or
(i1) packed in blister strip packaging or containers with child-resistant closures;
(b) individual wrapped powders or in sachets containing 100 milligrams or less of Paracetamol, if

packed in in a primary pack containing not more than total of 12.5 grams of Paracetamol in the
powders or sachets;

() in liquid or syrup dosage form containing 120 milligrams or less of Paracetamol per 5 millilitres, if -

(1) packed in a primary pack containing not more than 100 millilitres in the case of the liquid
or syrup dosage form containing 120 milligrams or less of Paracetamol per 5 millilitres; or

(i1) packed in a primary pack containing not more than 20 ml in the case of the paediatric
dosage form (drops) containing 120 mg or less of Paracetamol per 1.2 ml

2. If contained in rectal suppositories. (NS1).

Plantago Ovata

Senna alkaloids and sennosides

Sodium alginate

Sucralfate

Turpentine gum

Undecenoate acid

ER]




