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CERTIF ICATION OF IFlPORTED 

P.MRM.kCEUTICAL PfiEPAUT IONS 

by 

M r .  A.H. Ibrah- 

D r .  blallen I n  hls  two page paper has capably given 

brxef ta ckgmund lnf o r m t  ion on the evolnt Ion and development 

of the present recommerded o e r t l f  l ca t lon  soheme f o r  unported 

pharmaoeutlcal preparat~ons.  

2. Originally on the subject  of irnprovlng the  qua l i ty  of 

drmgs I* international commerce the 20th W.H.A. requested 

the Director Gemral t o  repork Do the 21stFI.H.A. on the  

principles which should be included as  regulations under 

Artlcle 21 of the Constitution, supplewnted i f  necessary by 

recommendations urder Art lc le  23, The 21st  W.H.A. a lso  after 

studying the  Director General report  and his suggested ce r t l f l ca t ion  

scheme t o  be included a s  a regulation and h i s  Requirement f o r  

Good Manufacturing practlce a s  recommendatron, a l so  passed a 

resolution requesting the Director "lneral t o  report  to the  

22nd W.H.A. on t h e  l n c l u s ~ o n  of a ae r t l f l ca t lon  scheme on the 

qna l l ty  of pharmaceutical products m lnternat lonal  commerce 

and the  requirement f o r  good manufactur~ng practlce In 

regulations and recommendations respeetlvely. 

* Assistant Under-Secretary, Medical Supplies and Pharrnaeeuticals 
311nlstry of Health, Khartoum 
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Now going over the  resolution of the 22nd W.H.A. on 

Uhe subject I couldn't recognlse any mention on the  previously 

suggested inclusion of the ce r t l f l ca t lon  scheme a s  a regulation 

under article 21 of the W.H.O. Consltutlon. 

3. The regulation of the c e r t l f ~ c a t i o n  system is, m 
my oplnlon, the  only way t o  make most o f t h e  drug exporting 

countries Implement the  scheme and consequently make a l l  good 

drug manufacturers and natlonal control  authorities mplement 

the  recommendation of good practice i n  manufacture and qua l l ty  

control  of drugs. 

The suggested c e r t s i c a t l o n  scheme (Annex 12 - 2) 

1. The suggested ce r t l f i ca t lon  scheme a s  lt appears i n  

Annex 12 - 2 was developed a f t e r  study and thought, and if 

implemented a s  a regulatlon would def ln l te ly  malntain a higher 

standard of qual i ty  of drugs i n  internat ional  commerce and 

would eventually eliminate bad manufacturing firms who a re  

now speclalised i n  exporting sub-standard drugs to developing 

countries. 

2. However the  suggested system fo r  certification of 

individual batches although both v l t a l  and prac t ica l  yet  it 

cannot be applicable and avada  ble t o  importing country unless 

the  batch has already been contracted for .  In, my opinion, 

it i s  necessary to be able t o  get  an o f f i c i a l  separate c e r t d i c a t e  

from the  publlc heal th  authori ty  of the exporting country 

cer t i fying sunply t h a t  they have authorlsed a cer ta rn  drug to 

be placed on the market far use v~ l th ln  the exporting country, 
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o r  otherwise glve reasons why t h e  drug 1s not so  authorised. 

Such a c e r t l f i c a t e  could be made available before any order is  

made o r  a contrac t  signed by the  unportlng country and ~t could 

be presented by the  manufacturer nth h l s  o f f e r .  Such a 

c e r t l f i c a t e  could be made a requirement f o r  r e g ~ s t r a t i o n  of 

drugs. 

3. Success of t h e  c e r t l f l c a t l o n  scheme i n  servlng ~ t s  

intended purpose would depend on the fol1omng:- 

a- enforcement of the  ln te rna t lona l  regula t lons  and 

recommendation by a l l  exporting countr ies  I n  an  

equal  manner, specially I n  t h e i r  nat lonal  l e g i s l a -  

t l o n  and enforcement by a wel l  equipped and q u a l i f i e d  

nat lonal  drug con t ro l  authority. 

b- The publ lca t lon of up t o  d a t e  l n t e r n a t l o n a l  specl f l -  

ca t lons  f o r  pharmaceutlcal chemicals and f ln l shed  

pharmaceutlcal preparations coverlng a l l  the  range 

of drugs and t h e l r  ac t lve  constituents, p resen t ly  

used i n  the  world. 

c- The publ lca t lon of up t o  da te  m t e r ~ a t l o n a l  specl f l -  

c s t l o n s  f o r  t h e  q u a l l t y  cotC,nol of these  drugs and 

the  lr a c t l v e  pharmaezutrcal chemicals. 

d- The a v a f i a b l l l t y  of International Reference standards 

authenticated by W.H.0. 

e- The d r a f t l n g  of c e r t a l n  s p e c l f l c  regula t lons  t h a t  

should be lncluded In the nat lonal  l e g l s l a t l o n  of 

each member country. 
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f - Developmnt of natlonal qua l l t  y control  laborator ies  

In  importing countries. 

4. From our experience we have found the ce r t i f i ca t ion  

system, where available, i s  r ea l ly  useful. A s  a requirement 

fo r  reg ls t ra t lon  of any brand of drug a ce r t r f l ca t e  from the 

natlonal heal th  authority i s  required. Some countries issue 

c e r t i f i c a t e s  m l l n e  wlth t he  suggested scheme and i n  these 

cases we have mostly found the products and manufacturers 

c e r t l f  i c a t e  a re  re l iab le  . Attention should be drawn, however, 

t h a t  these countries a re  s o w  of those who enforce very 

cmprehenslve leg ls la t lon  and have adequate means' f o r  effective 

control. A s  previously mentioned the ce r t l f i ca t lon  system 

may not be a l l  t ha t  effect ive and r e l i a b l e  rf t he  exporting 

country does not enforce effect ive control  on loca l ly  

manufactured drugs. That why laboratory control  facilities 

1n the importing country i s  mndlspenslble. 

5. I n  conclusion, I t h n k  the suggested cert lf icatxon 

system could f u l l f l l  ~ t s  o b ~ e c t l v e s  If ~t was passed a s  a 

regulation under Ar t lc le  2 1  of the Constltutlon and if W.H.0, 

enhanced i t s  e f f o r t s  a t  central ,  reglonal and natlonal l e v e l s  

t o  implement, develops provlde and ava i l  the f a c l l l t i e s  

outlined i n  para 3 (a t o  f )  above, whlch I belwve are  the 

fac tors  t h a t  could make a success of the scheme. 



In thls presentation I woulc only like to comment on some points 

whlch rea~lly naed some clarification from a more informed expert. 

The aim of both the suggested certification scheme and the 

recommended good practice In the manufacture and quality control of 

drugs 1s to achleve good quality drugs in international commerce 

1.e. the supsly of g3od quallty drugs to xmportlng countries. 

As I polnted out In my brref paper, in both the 20th and 21st 

iJ.H.A. , the certiflcatlon scheme was suggested as a regulatlon under 
article 21 of WHO constltutlon, whlle the good practlce in 

manufacture and quality control of drugs was suggested as a 

recommendation under article 23 of the constltutlon. 

It seems to me now that the 22nd W.H.H. has only recommended that 

member States adopt and apply the requirement for Good Practlce and 

the certlfzcatlon scheme. I redly do not know the reason for the 

change of attltude . 
It seems to me that only through the regulation of the certification 

scheme that we coulc' get,first its adoptlon and application by many 

exporting countries, and secondly to -,et implementatl on of recommended 

*~ssistant Under-Secretary, Medlcal S u ~ ~ l i e s  and ~harmaceuticals 
Ministry of Health, Khartoum. 



~h$/SEhi .qUAL .CTR .PHA%~/~ 8b  
nnnex 1 
page 6 

Good P r a c t l c e  I n  manufacture and q u a l i t y  c o n t r o l  of d rugs  both by 

manufacturers  and by t h e  r e spons ib l e  p u b l i c  h e a l t h  authorities i n  

t h e s e  expor t ing  coun t r i e s .  

A s  f a r  a s  I know from my l im i t ed  and n o t  very r e l i a b l e  in format ion  

t h e  r e g u l a t i o n  of t h e  certification system met wi th  some oppos i t i on  

i n  t h e  Execut ive Board, f i r s t l y  because it could embaress hones t  

c o u n t r i e s  and secondly because lt might be r e j e c t e d  by a  m a j o r i t y  o f  

drug expo r t i ng  c o u n t r i e s ,  which ca se  it might n o t  s e rve  xts purpose. 

Anyway it seems t h a t  t h e  sugges ted  c e r t i f i c a t i o n  scheme was 

tightened up  a  b i t  i n  comparison w l th  t h e  system prev ious ly  suggested 

a s  a  r e g u l a t i o n ,  pos s lb ly  7x1 make up f o r  ~ t s  change i n t o  a 

recommendation coming t o  t h e  certification scheme i t s e l f ,  it r e q u i r e s  

t h a t  - 
1- The r e spons ib l e  p u b l l c  h e a l t h  a u t h o r i t y  of t h e  expor t ing  

count ry  t o  e s t a b l i s h  a l is t  of manufac ture rs  s a t i s f y i n g  t h e  

requi rements  o f  Good P r a c t i c e s  i n  t h e  manufacture and q u a l i t y  c o n t r o l  

o f  durgs ,  t o  be exchanged between i n t e r e s t e d  Governments. I do no t  

know whether l ' in te res ted  Governments" means "any Government" on r eques t  

o r  n o t  
Yet he r e ,  and I n  t h e  absence of a  r e g u l a t l o n ,  one wonders 

whether such a  l ls t  w l l l  be f r e e l y  g iven  t o  any Government on r eques t ;  

The r e spons ib l e  P.H. authority o f  t h e  expo r t i ng  count ry  should 

c e r t i f y  on r e q u e s t  t h a t  a  c e r t a i n  manufacturer  i s  s a t i s f y i n g  t h e  

requi rements  of G.P.M.Q.C.D. 

Also he re  one wonders, i n  t h e  absence o f  a  r e g u l a t l o n ,  whether 
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t h e  r e spons ib l e  P.H. a u t h o r i t y  o f  an expo r t i ng  count ry  could 

be w i l l l n g  nr' a b l e  t o  c e r t l f y  t h a t  a c e r t a i n  manufacturer  

1s n o t  s a t l s f y l n g  t h e  requirement o f  G.P.M.Q.C.D. 

3- Thi rd ly ,  t h e  certification of  i n d l v l d u a l  batches  a s  

being produced I n  accordance 4 t h  t h e  requirements  of G.P.M.Q.C.D. 

Does t h l s  mean t h a t  a manufacturer  could g e t  a c e r t i f i c a t i o n  

w i t h  r e s p e c t  t o  a c e r t a i n  l n d l v l d u a l  ba tch  whlle  he may n o t  be 

r e s p e c t i n g  t h e  requirements o f  G.P. w i t h  r e s p e c t  t o  h i s  o t h e r  

products .  

4- I n  t h e  suggested ba tch  certificate, one f i n d s  t h a t  it 

anc ludes  a c e r t i f l c a t l o n  t h a t  t h e  drug i n  cjuestion 1s au tho r i s ed  

f o r  use  i n  t h e  expo r t i ng  c.:untry - and i f  no t ,  t o  s t a t e  t h e  

f a c t  and g l v e  reasons  t he r e fo re .  

Th i s  i s  one certification whlch I t h i n k  i s  Impor tan t  

n o t  j u s t  f o r  a c e r t a i n  batch,  bu t  f o r  any drug g e n e r a l l y ,  and 

i n s p i t e  o f  i t s  l i m i t a t i o n s  it could s e r v e  a good purpose i n  

c a s e  a drug i s  n o t  au tho r l s ed  f o r  sake i n  t h e  home market. 

Las t l y ,  a s  I mentioned I n  my >aper ,  t h e  c e r t i f i c a t i o n  

scheme could s e r v e  i t s  in tended  purpose ~f lt >!as supplemented 

by e f f o r t s  by WHO t o  t -  

1. ensure  t h a t  adop t ion  and a p p l i c a t i o n  1s Implemented i n  

a l l  drug expo r t l r g  countries i n  a near  equa l  manner 

through harmonisat ion of legislation and p rov l s lon  of 

adequate  enforcement f a c i l i t i e s  and e f f o r t s ;  
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2. publication of up t o  d a t e  l n t e r n a t l o n a l  s p e c i f x c a t l o n s  

f o r  pharmaceut ical  chemicals f i n i s h e d  produc ts ;  

3. p u b l i c a t i o n  of up  t o  ; a t e  a u a l i t y  c o n t r o l  s p e c i f i c a t i o n s ;  

4. making w a i l a b l e  a s  many r e f e r e n c e  s t anda rds  a s  

p o s s i b l e  

5. and l a s t l y ,  bu t  impor tan t  under t h e  circumstances, t o  

p rov ide  effective a s s i s t a n c e  i n  t h e  establishment and 

development of q u a l i t y  L n t r o l  l a b o r a t o r i e s  i n  importing 

coun t r i e s .  


