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Up to 1962 Pharmaceutical Products were losely findinp, their 
wa.y into the Suda.l"\1,se market without restrictions, but soon after the 
emer�ence of the pharmacy and poisons Act 1963 and the impoFe of res
trictive laws on registration, the free flow of ph1=1rmqceuticals in to 
the country was checked. 

In fact the Sudan now has strict and exactinp re"1"Ulations 
p:cnrerninp: the importation, manuf::tcturinp:, and sale of phArIM.ceutical 
products. I.mportation of prooucts mR.y take place only tbroup:h ap-proved 
parties such as apents and manufacturers. 

The basic rerulations p,overninp. the importation, registratiJn 
and sale of ph1=1rmaceutical specfa.lties, medicinal prepara.tions and 
allif!d procuts are cont::-iined in !he Ph,uinaceutical rep.ulations which 
to0k effPct in 1974. 

The decrees o� 1963 and the amended fonn 1974 make mandatory 
the rep:istrati0n with the board of pharmaceutical products sold in 
tte Sudrui. Accordinp- to the law it shall be unlawful to manufa.cture, 
import, distribute, sell, offer for SRle, receive for resale,purchase, 
administer, transport or possess any hrand of drups wl:ich has not been 
rer:istt--red. 

A person ·tdshinp- to rep,ister any brand of drt.11? shall file with 
the board an application in the prescribed form, filling in all part
iculars reo11ired and enclosin� the followin�:-

(i) Ten Fully packed ori�nal si:irrples of that.brand of drug; 

(ii) A copy of all claims made by the manufacturer for that brand 
of drUP-"; 

(iii) A full description o:" the clj_nical a.nd other tests upon wLich 
the claims are b�Fed; 

(iv) A re�istration fee for eRch product; 

(v) Submition of a free sale certificate 

(vI) Certific�te of re�istration in oth�r countries espPcially 
U.S.A. and European Countries 

( vll) Certificntfi from the Heal th Authorities in the manufacturinp: 
country certifyinR that the firm is obli�ed with r.ood manufa
cturinp. pri:1ctice and in conformity with the 'W .H .o. recommendations. 
Failin� to submit such a certificRte, the reasons should be 
explained and send with the applicetion. 
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(vlll) Method of analysis and a certificate of analysis. 

(lx) Method of manufacturing. 

(x) Any otl:.(:'r relevruit informR.tion that the board may in any 
case reo'.lire o 

The board may registflr any brMd of drup: a"l'l.d issue a cer
tificate of reRistration in the prescribed form subject to ruiy 
restrictions the board may see fit to impose. It also may, for 
reasons to be etated in writinp: the boqrd m�y refuse to re�ister 
or rPfuse to renew the repistration of AnY brand of drup; or cancel 
the re�istration of -;ny registered brand of druR, �1ich is, in their 
opinion unsuitable for registration at the time. 

A certificate of re�istration granted shall expire after 24 
months, but may be renewed, on application for renewal beinp made 
in the prescribed form, accompanied by ?. renewal fee not later tban 
30 days before the exniry dRte shown on the certificate. 


