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C o m m i s s i o n  c o m n u i n ic a t i o n  o n  p a r a l l e l  i m p o r t s  o f  p r o p r i c t a r y  m c d ic in a l  p r o d u c t s  f o r  
w hich  m a r k e t i n g  a u t h o r i z a t i o n s  h a v e  aLrcady  b c e n  g r a n t c d

In o r d c r  p r o g r e s s i v c l y  to  c s ta h l i sh  th e  f r c c  m o v c m c n t  
o f  p r o p n e t a r y  m c d t c m a l  p r o d u c t s ,  th e  C o u n c i l  h a s  
a d o p t c d  -four D ir e c t iv c s  ( ' )  e s s e n u a l l y  r e l a u n g  t o  th c  
c o n d í t io n s  in w'hich thc M c m b e r  S t a t c s  d c i iv c r  
m a r k e t i n g  a u i h o r i z a t i o n s  fo r  th c s c  p r o d u c t s :

F u r t h c r m o r c ,  in thc  ‘ D c  P c i jp c r ’ c a s c  ( 2) ,  th c  C o u n  o f  
J u s t i c e  o f  th c  E u r o p c a n  C o m m u n i t i e s ,  to  w h ic h  th c  
m a t t e r  w a s  r e fc r r e d  u n d e r  A r t i c l c  177  o f  thc  E E C  
T r c a t y ,  h a s  d c i iv e rc d  a  j u d g m c n t  o n  p a r a j l e l  im p o r t s  
o f  m c d i c in a !  p r o d u c t s .  T h i s  j u d g m c n t  g iv c s  th c  
C o m m i s s i o n  in tc rp r e t a t iv c  r u l i n g s  e n a b l in g  it to  
e x e r c i s e  rn o re  s t r in g e n t  c h c c k s  o n  th e  a p p h c a t i o n  o f  
thc ru ie s  o f  th c  T r c a t y  o n  frec  m o v e t n e n i  o f  g o o d s ,  in 
p a r t i c u l a r  th e  p r o v i s io n  o f  A r t i c l c s  3 0  t o  3 6  o f  thc  
E E C  T r c a t y .

l ’o l l o w m g  th is  j u d g m c n t ,  the C o m m i s s i o n  c o n s i d e r c d  
it n c c c s s a r y  to  s u p p lc m c n t  thc  c x i s t i n g  D i r e c l i v c s  b y  
t r a n s n m t i n g  to  thc  C o u n c i l  o n  2 J u n c  1 9 8 0  a p r o p o s a l  
f o r  a D i r c c t iv c  ( ’ ) r e l a t m g  to  p a r a l l c l  i m p o r t s  o f  
p r o p r i c t a r y  m e d ic in a l  p r o d u c t s .

T h c  C o m m i s s i o n  h a s  t a k c n  n o t c  o f  th c  o b j e c t io n s  
r a i se d  b y  th c  E c o n o m i c  an d  S o c i a l  C o m m i t t c e  to  the 
p r o p o s a l  r c l a t in g  to  para f lc l  í m p o r t s  a n d  th e  n e g a t iv e  
v o t e  t a k e n  o n  th a t  p r o p o s a l  b y  th e  E u r o p e a n  
P a r i i a m c n t  o n  Í6  O c t o b e r  1981 .

( ‘) Directivc 6 5 / 6 5 / E E C  o f  26 Ja n u a ry  1965, O J  N o  22, 
9. 2. 1965; Directive 7 5 /3 1 8 / E E C  o f  20 M ay  1975, O J  
N o  L  147, 9. 6. 1975; Directive 7 5 / 3 1 9 / E E C  o f  20 M a y  
1975, O J  N o  L  147, 9. 6. 1975; Dircctive 7 8 / 2 5 / E E C  o f  
12 D e cem ber  1977, O J  N o  L  11, 14. 1. 1978.

O  C J E C  20 M a y  1976,’ Case  104/75 ,  1976 Report ,  p. 613. 
( ’) P rop osa !  dated 2 Junc  1980 fo r  a  Directive am ending  
• Directives 6 5 / 6 5 / E E C  and 7 5 / 3 1 9 / E E C  ( O J  N o  C  143, 

1 2 .6 .1 9 8 0 ) .

’ l lic C o m m i s s i o n  l ias  t f ic rc fo rc  d c c i d c d  to  w it l id raw  
its p r o p o s a l ,  e s p c c i a l l y  a s  its a d o p t i o n  by  the C o u n c i i  
a p p e a r s  i m p r o b a b l c  in thc p r e s e n t  c i r c u m s t a n c e s .

' T h e  C o m m i s s i o n  is n o t ,  h o w c v e r ,  a b a n d o n t n g  its 
r e s p o n s ib i l i ty  t o  e n s u r c  that  full c f f c c t  is g iven  to  thc 
p r o v i s io n s  o f  th c  T r c a t y  r c l a t in g  to  thc free 
m o v e m e n t  o f  g o o d s .  T h e  P a r l i a m c n t  s t r c s sc d  d u r in g  
its  d i s c u s s i o n  a n d  in the t c x t  o f  its r c so iu t io n  its 
a t t a c h m c n t  to  th c  p r in c ip lc  o f  f r c c  m o v e m e n t .  T h i s  is 
w h y  thc  C o m m i s s i o n  w ish c s  t o  in d ic a t e ,  on  the 
o c c a s i o n  o f  th is  w i th d ra w a l ,  tfie w a y  in w h ich  it 
in te n d s  to  a p p l y ,  u n d c r  its o w n  rc sp o n s ib i l i ty ,  thc 
ru le s  e m b o d i c d  in thc  T r c a t y  a s  in te q m e te d  by  thc 
C o u n  o f  J u s t i c c ,  in o r d c r  to  p r c s c r v c  ' ih e  unity  o f  the 
C o m m u n u y ’ s u u c r n a l  m a rk c t .

In c . i sc  1 0 4 / 7 5 ,  tl ic  C o u n  liatl t o  g iv c  a  r u lm g  o n  a 
s c t  o f  l ica l th  r c g u l a t i o n s  r c la t in g  to  th c  m a r k c t in g  o f  
m e d ic in a l  p r o d u c t s  th a t  p r e v e n te d  th e  m a r k e t in g  o f  a  
m e d ic in a l  p r o d u c t  in t r o d u c e d  a s  a  p a r a l le l  im p o rt .

T h e  C o u a  f ir s t  o f  all c s t a b l i s h c d  t h a t  n a t io n a í  rule s 
o r  p r a c t i c c s  w h ic h  re su l t  in im p o r t s  b e in g  c h an n e í fed  
in su c h  a  w a y  t h a t  o n f y  c e r t a in  t r a d e r s  c a n  e f fe c t  
th e s e  im p o r t s ,  w i i e r e a s  o th e r s  a r e  p r e v e n te d  f ro m  
d o i n g  s o ,  a r e  c a u g h t  b y  th e  p r o h ib i t io n  se t  o u t  in 
A r t ic ie  3 0  o f  th e  E E C  T r e a t y .

T h e  C o u n  w c n t  o n  to  r c a f f i r m  th c  M e m b e r  S u t c s ’ 
r igh t ,  in p u r s u a n c e  o f 'A r t i c I e  3 6  o f  th e  E E C  T r e a t y ,  
t o  d e c id c , .  s u b j e c t  t o  the l im i ta t io n s  i m p o s e d  by  the 
T r e a t y ,  o n  th e  leve l  o f  p r o t e c t i o n  t h c y  w ish  to  a f fo r d  
f o r  th e  h c a l t h  a n d  l i f e - o f  p e r s o n s ,  in p a r t ic u la r  the 
s t r i n g c n c j  o f  th e  c h c c k s  to  he c a r r i c d  o u t .



h  n e v c r th c le s s  i m m e d i a t c l y  s t r c s s c d  thc  g c n e r a l  
c o n t c x t  in w h ich  th is  c o m p e t c n c c  o f  th c  M c m b c r  
S t a t c s  w a s  to  b e  e x e r c i s e d :

' N a t i o n a l  ru le s  o r  p r a c t í c e s  w h ic h  d o  r c s t n c t  im p o r t s  
o f  p h a r m a c e u t t c a l  p r o d u c t s  o r  a rc  c a p a b l c  o f  d o m g  so  
a r c  o n l y  c o m p a t i b l e  w ith  thc  T r c a t y  to  th c  c x t c n t  to 
w h ich  tltcy  a r e  n e c e s s a r y  fo r  thc  c f f c c n v c  p r o t e c u o n  
o f  h ea l th  nnd l ifc  o f  h u in n n s .

N a t i o n a !  ru lc s  o r  p r a c t i c e s  d o  n o t  fall w i th m  the 
e x c c p t i o n  s p e c i f ie d  in A r t i c l e  3 6  if th e  h e a h h  a n d  hfe 
o f  h u m a n s  c a n  be  a s  e f fe c t iv c ly  p r o t e c t e d  b y  m e a s u r e s  
w h ic h  d o  n o t  r e s t r i c t  i n t r a - C o m m u n i t y  t r a d e  s o  

m u c h .

In p a r t i c u l a r  A a i c l e  3 6  c a n n o t  be  re l ie d  o n  to  ju s t i fy  
ru lc s  o r  p r a c t i c e s  w h i c h ,  even  t h o u g h  th e y  arc  
b e n e f i c i a l ,  c o n t a in  r e s t r ic t io n s  w h ic h  a r c  c x p l a i n e d  
p r im a r i ly  b y  a  c o n c e r n  to  l ig h te n  the a d m i m s t r a t i o n ’s 
b u r d e n  o r  r e d u c e  p u b l i c  e x p e n d i t u r e ,  u n l e s s ,  in thc 
n b s c n c c  o f  the s a i d  r u le s  o r  p r a c t i c e s ,  th is  b u r d c n  o r  
e x p e n d i t u r e  c l e a r ly  w o u l d  e x c e e d  th c  h m it s  o f  w h a t  
c a n  r e a s o n a b l y  b e  r e q u i r e d . ’

in tf ic c a s e  in p o i n t  th e  c o m p e t c n t  n a t i o n a !  a u t h o n t i c s  
in t e n d c d  to  p r c v e n t  a p a ra l lc l  i m p o r t c r  froni 
111:11 k r t in j ;  a m c d ic in a l  p r o d u c i  tl iai w a s  s im i l a r  10 a 
m r d i c i n a l  p r o d u c t  w h ic h  h a d  a l r e a d y  h c c n  a u t h o n / c d  
an d  w a s  p r o d u c e d  b y  th c  s a m e  m a n u f a c i u r e r  f o r  tw o  
r c a s o n s .

Firs t ,  the  p a r a l le l  m a n u f a c t u r e r  w a s  n o t  ab lc  to 
p r o v id c  the a u t h o r i t i e s  .w i th  the c o m p l e t c  file ( ' )  
r c la t in g  to  th e  q u a l i t y ,  e f f i c a c y  a n d  s a f e t y  o f  thc 
p r o d u c t  in g e n e r a l ,  w h ic h  the m a n u f a c t u r c r ’ s au th -  
o r i z e d  i m p o n e r  h a d  a l r e a d y  s u p p h e d  to  t h o s c  s a m e  
a u t h o r i t i e s  with  a  v i e w  to  o b t a in in g  a  m a r k e n n g  au th -  
o r i z a t i o n  f o r  th a t  m e d i c i n a !  p r o d u c t .

S e c o n d l y ,  the  p a r a l ie l  i m p o n c r  c o u l d  n o t ,  u n h k c  thc 
a u t h o r iz e d  i m p o a e r ,  o b t a in  f r o m  th c  m a n u f a c i u r c r  
thc r e p o a s  o n  c h c c k s  m a d e  o n  e a c h  m a n u f a c t u r i n g  
batc i i .

Jn the j u d g m e n t  o n  th e  ‘ D e  P c i jp c r ’ c a s c ,  tl ic C o u r t  

r u lc d  th a t  ‘ n a t io n a l  ru lc s  o r  p r a c t i c c s  w lu c l i  m a k c  11 

p o s s ib ie  f o r  a  m a n u f a o i u r e r  o f  tl ic  p l i a rm n i  cu t ic a !  
p r o d u c t  in q u e s t io n  a n d  his d u ly  a p p o i n t e d  repre-  
se n ta t iv e ,  s im p ly  b y  r e fu s i n g  to  p r o d u c e  th e  d o c u m e n t s

{ ')  Th is  file compriscs inler  al'ta a dcscription o f  thc manu- 
facturcr’s production and conirol mcthods and thc 
results o f  thc analytical,  tox ico-pharm acological  and 
clinical tcsts conductcd  on thc medicinal product in 
gcncral.

r c l a t i n g  to  thc  m c d ic in a !  p r c p a r a t i o n  m  g c n c r a i  01 to  
a  s p e c i f i c  b a tc h  o f  t h a t  p r c p a r a n o n ,  10 c n jo y  a 
m o n o p o l y  o f  the i m p o r t i n g  a n d  m a r k c u n g  o f  the 
p r o d u c t ,  m u s t  be  r e g a r d e d  a s  b e i n g  u n n c c c s s a n l y  
r c s t r ic t iv e ,  u n le s s  it is c l e a r ly  p r o v e d  t h a t  a n y  o t h c r  
r u lc s  o r  p r a c t ic e s  w o u l d  o b v i o u s l y  b c  b e y o n d  the 
m c a n s  w h ich  c a n  b e  r c a s o n a b l y  c x p c c t c d  o f  an 
a d m i n i s t r a t i o n  o p c r a t m g  m  a n o r m a l  m a r in e r  . . . ’

‘ It is o n ly  íf  tlic i n f o r m a n o n  o r  d o c u m c i u s  to  bc 
p r o d u c c d  by  the m a n u f a c t u r c r  o r  his d u l y  a p p o i n t c d  
i m p o a e r  s h o w  th a t  th e r c  a r e  s c v e r a i  v a r i a m s  o f  thc 
m c d i c in a l  p r e p a r a t i o n  a n d  t h a t  the d i f f e r e n c e s  
b e t w e e n  th ese  v a r i a n t s  h a v e  a  t h e r a p e u t i c  e f f e c t  th at  
t h c r e  w o u l d  be  a n y  ju s t i f i c a t i o n  fo r  t r e a t i n g  the 
v a r i a n t s  a s  d i f f e r c n t  m e d i c i n a l  p r e p a r a t i o n s ,  f o r  the 
p u r p o s e  o f  a u t h o r i z i n g  t h e m  t o  b e  p l a c e d  o n  the 
m a r k e t  a n d  a s  r e g a r d s  p r o d u c i n g  th e  r e levan t  
d o c u m e n t s  . . . ’

T h e  C o m m i s s i o n ,  in its ro le  a s  g u a r d i a n  o f  the 
T r e a t y ,  will c n s u r c  t h a t  the ru lc s  a n d  p r a c u c e s  
a p p l i c d  b y  M e m b e r  S t a t e s  to  p a r a l le l  i tn p o rts  oí  
m c d i c in a l  p r o d u c t s ,  a n d  in p a a i c u l a r  p ro p r ic ta iy '  
in c d ic in a l  p r o d u c t s 'w h i c h  a c c o u n t  f o r  th e  m a jo r i t y  o f  
i n t r a - C o m m u n i t y  t r a d i n g  o p c r a t i o n s  in m e d ic iu a l  
p r o d u c t s ,  will r c m a in  w i th in  i im its  c o m p a t i b l e  with 
A m d c s  30  to  36.

In p a a i c u l a r ,  su c h  m e a s u r e s  m u s t :

—  b c  str ict ly  n e c e s s a r y  f r o m  thc h ca i th  s t a n d p o i n t ,

-—  o b s t r u c t  i n t r a - C o m m u m t y  t r a d e  a s  httlc  as 
p o s s ib le ,

—  r e q u ire  the M e m b c r  S t a t e s  to  a d o p t  a n  a c t iv c  and  
v ig i la n t  a t i t t u d e  t o w a r d s  p h a r m a c e u t i c a !  
c o m p a m c s .

I lic C o m m i s v i o n  p o i n t s  o u t  that  thc  < o m p c t c n i  auili-  

o r i t i e s  ín the M e m b e r  S t a t c s  a r c  n o t  en t i t led  to 
o p p o s e  th c  m a r k c t i n g  o f  a n y  m c d ic in a l  p r o d u c t ,  th<- 
s u b j c c t  o f  p ara l lc l  im p o r t a t i o n ,  th a t  a lrcac ly  h a s  a 
m a r k c t i n g  a u t h o r i z a t i o n ,  011 th r  g r o u n t i s  ih a i  th<- 
p a r a l i c l  im p o r t e r  is n o t  ab lc  to  o b t a in  d o c u m c n t s  
w h ic h  o n ly  ih c  m a n u f n c u i r e r  01 lns a p p r o v c d  i< 
p i c v m a i i v c  i an  l ia v c  a t  i l ic ir  d i s p o s a l .

In th c  a b s e n c e  o f  a n y  h a r m o n i z e d  ru lc s  g o v c r n i n g  the 
s y s t e m  o f  p a r a l le l  i m p o r t s ,  it is u p  to  the C o m m i s s i o n ,  
in n c c o r d a n c e  w ith  th c  p r o c e d u r e  u n d e r  A a i d e  169, 
a n d  to  the ín te r e s te d  p a a i e s ,  in a c c o r d a n c c  w ith  the 
m e a n s  o f  r e d r e s s  w h ic h  th e y  h a v e  a t  th e ir  d i s p o s a l ,  to 
e n s u r e  th at  p a r a l le !  i m p o r t s  o f  m e d ic in a l  p r o d u c t s  are 
m a d e  p o s s ib le  u n d e r  th e  c o n d i t i o n s  la id  d o w n  b y  the 
r u l i n g s  o f  the  C o u a .
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ÍU'i ( ( in sn iu n g  sc n ^ o r  c x p c r t s  in p u b l i c  h ca l tb  
; a t i c r s  f ro m  thc  M c m b c r  S t a t c s ’ a d m i m s t r a u o n s  
icc t in g  m thc  P h a n n a c c u t i c á l  C o m m i u c c  ( ’ ) ,  thc 
o m m i s s i o n  h a d  p r o p o s c d  a u m f o r m  s y s t e m  fo r  
a r a l lc l  i mp o r t s  o f  p r o p r i c t a r y  m c d i c in a l  p ro d u c u s .  
>c sp n c  tlic w i t h d r a w a l  o f  its  p r o p o s a l ,  tiic 
i o m m is s io n  c o n s i d c r s  it u sc f u l  to  m d i c a t c  s a f c  w a y s  
f m o m t o r i n g  p a r a l l c l  i m p o n s  w h ic h ,  s u b j e c t  t o  thc  
u l in g s  o f  thc  C o u r t ,  secrn  to  it to  be  ju s t i f i e d  f o r  thc 
u r p o s c  o f  p r o t c c t m g  th c  h ca l th  a n d  h fc  o f  h u m a n s  
u r s u a n t  to  A r t ic lc  3 6  o f  thc  T r e a i y .

l’itc C o m m i s s i o n  p o i n t s  o u t  th a t  th c  c o m p c t c n t  a u th -  
ir it ics  o f  thc- M c m b c r  S t a t c s  a l r c a d y  h a v c  a t  ti icir  
l i s p o s a l  t w o  i m p o r t a n t  s a f c g u a r d s  f o r  h e a l th  in thc  
a s c  o f  p a r a l l d  im p o r t s  o f  p r o p r i c t a r y  m c d ic in a i  

i r o d u c t s .

D n N n ic  o n c  h a n d ,  th c  n a t io n a l  r u le s  g o v e r n i n g  thc  
act iv it ics  o f  i m p o r t e r s ,  w h o l e s a l e r s  ' a n d ,  w h e r c  
a p p l i c a b lc ,  m a n u f a c t u r e r s  o f  p r o p r i e t a r y  m c d ic in a l  
p r o d u c t s  a p p ly  e q u a l l y  to  p a r a i le l  i m p o r t c r s .  T h c s c  
r u lc s  u su a l ly  c o v c r  p r o f c s s i o n a l  c o m p e t e n c e  a n d  
r c s p o n s ib ih t ic s ,  th c  t e c h n ic a !  p r e m i s e s  a n d  e q u i p m e n t  
r c q u i r e d  a n d  th e  ru lc s  f o r  th e  o p e r a t i o n  o f  su c h  
c s t a b l i s h m e h t s ,  in p a r t i c u l a r  th c  p r o c e d u r e s  r e la t in g  to  
thc  p r e s e r v a t io n  o f  d o c u m e n t s  t o  f a c i l i t a t e  o f f i c ia l  
c h c c k s  a n d  in s p c c t io n s .

O n  thc  o t h e r  h a n d ,  th c  a u t h o r i t i e s  c o m p e t c n t  to  i s su e  
m a r k c t i n g  a u t h o r i z a t i o n s  f o r  p r o p r i e t a r y  m e d ic in a i  
p r o d u c t s  a l r c a d y ,  a s  a  ru le ,  p o s s e s s  th e  d o s s i e r  
r c l a t m g  to  ih c  t ju a h ty ,  c f f i c a c y  a n d  s a f c t y  o f  thc 
m c d i c m a l  [ i r o d u c i  in g c n c r a l ,  w h ic h  h a s  b c e n  s u p p h c d  
hy ih c  i n a n u f a c t u r c r  o r  lus a p p r o v c d  i m p o r t c r  a n d  
w hich  Maic.v, in p u r s u . in c c  o f  A r t i c l c  -1 (11)  o f  
D irc c t iv c  6 5 / 6 5 / L I i C ,  thc a u t l io r i z a t io n . s  a l r c a d y  

a in c d  f o r  th c  p r o d u c t  in a n y  o t h e r  M e m b c r  S t a t c .  
V w c o r d in g  to  th e  C o u r t ,  thc  c o m p e t e n t  a d m i n i s t r a t i o n  
o f  the i m p o r t i n g  M c m b e r  S t a t e  is c i c a r l y  e n t i t ie d  t o  
r c q u ire  thc  m a n u f a c t u r e r ,  o r  h is  d u l y  a p p o i n t c d  
u n p o a c r ,  to  s t a t c  w h e t h c r  th e  m a n u f a c i u r e r ,  o r  th c  
g r o u p  o f  m a n u f a c t u r e r s  to  w h i c h  he  b e i o n g s ,  
p r o d u c e s  se v e ra l  v a r i a n t s  o f  t h e  s a m e  m e d ic in a l  

p r o d u c t  f o r  d i f f c r e n t  M c m b c r  S t a t c s .  I t  th is  is s o ,  it is 
o n i y  if  th e  d o c u m e n t s  s u b m i t te d  b y  t h e  m a n u f a c t u r c r  
s h o w  th a t  t h c r c  a r e  d i f f e r e n c e s  h a v i n g  a  t h e r a p e u t i c  
e f f e c t  th a t  t h c r c  w o u l d  b c  a n y  ju s t i f i c a t i o n  f o r  
t r c a t m g .  th e  v a r i a n t s  a s  d i f f e r e n t  m e d i c i n a l  p r o d u c t s  
f o r  th e  p u r p o s e  o f  m a r k e t in g  a u t h o r i z a t i o n .

In a d d i t i o n  to  t h e s e  s a f e g u a r d s ,  t h e  a u d t o r i t i e s  h a v c  a  
l e g i t im a t e  ín t e r e s t  in b e in g  a b le  to  v e r i f y ,  a t  a l i  t im e s

(') Sct  up by C oun cil  Decision 7 5 / 3 2 0 / E E C  o f  20 M ay  
1975, O J  N o  L  147, 9. 6. 1975.

a n d  b c y o n d  d o u b t ,  w h c t h c r  thc b a t c h c s  o f  im p o r te d  
m c d ic in a i  p r o d u c t s  a r c  m c o n f o r m u y  w n h  thc  par i i -  
c u l a r s  c o n t a in c d  m th c  d o s s ic r .

T h c  C o m m i s s i o n  c o n c c d c s  that thc p a r a l l c !  i m p o n e r  
n u y  b c  r c q u irc d  to  s u p p iy  thc c o m p c t c n t  a u t h o n u c s  
in thc  M c m b c r  S t a t c  u u o  which  thc  p r o d u c t  is 
i in p o r tc d  w u h  c e r t a in  in f o n n a t io n  r e a d i ly  a c c c s s ib ic  
t o  liim w hcn  h c  w a i u s  to  m a r k c t  f o r  th c  f ir s t  t im c a 
p r o p r i c t a r y  in c d ic m a l  [ i ro d u c t  a l r c a d y  m a r k c t c d  by 
thc  m a n u f a c t u r c r  o r  liis d u ly  a p p o i n t c d  r c p r c s c n t a u v c .

T l i i s  in fo n i i a t io u  im is t  al ltnv thc c o m p c t c n t  auth-  
o r i t i c s  in thc M c m b c r  S t a t c  ín to  w h ich  th c  p r o d u c t  is 
u u p o r t c d  lo  r l i c c k ,  w i i l im  a r e a s o n a b le  p c r i o d ,  tliat 
l l ic  p t o p n c t a i y  m c i lu  in.ii p n u iu c t  l i ia t  i.s tl ic su b jc i  i 
o f  [inrallcl i u ip o r t a l io n  is c f lc c t iv c iy  c o v c r c d  by  tlic 
m a r k c i i n g  a u t h o r iz a t i o n  a l r c a d y  g r a n t c d  to  th e  m a n u -  
f a c t u r c r  o r  his d u l y  a p p o i n t c d  r e p r c s c n ta t iv e .  In tiic 
C o u i n i i s s i o n ’s vicsv, t iu s  p c r io d  s h o u l d  n o t  c x c c c d  45 
d a y s  fron i  t!ie t im c  tlic p ara l lc !  i m p o a e r  g iv c s  the 
f o l l o w m g  i n f o r m a t io n  to  thc c o m p c t e n t  a u t h o r m c s :

( a )  n a n ic  o f  tlic p r o p r i c t a r y  m c d ic in a l  p r o d u c t  in the 
M c m b c r  S t a t c  in to  w hich  it is i m p o a c d  a n d  in the 
M e m b c r  S t a t c  f r o m  w h ic h  it c o m e s ;

(b )  n a m c  o r  c o r p o r a t e  n a m e  a n d  p e r m a n e n t  a d d r c s s  
o f  tiic p c r s o n  r c s p o n s ib lc  fo r  p l a c m g  tl ic  p r o d u c t  
o n  ih e  m a r k c t  in tl ic  M e m b e r  S t a t c  in to  w hici i  it 
is i m p o r tc d  a n d  in thc M c m b e r  S t a t e  f r o m  w hich  
it c o m e s ,  anti w l ic rc  a p p r o p r ia t c ,  o f  tl ic  m a n u -  

f a c t u r c r ( s ) ;

(c)  n a n ic  o r  c o i p o t n i c  i ian ic  a n d  p c m i a i i c n i  ndtlrrss  
o !  il ic p a ra l ic i  m q io i  ir i  ;

(d )  n u m b c r s  o f  thc  m a r k c t in g  a u t l i o r i z a t i o n s  in tlie 
M e m b c r  S t a t c  in to  wli ich the p r o d u c t  is i m p o a e d  
a n d  in thc M c m b c r  S ta te  f r o m  w'hich it c o m e s ;

(c )  a n y  o t i i c r  g c n c r a l  in f o r m a t io n  u se f u l  f o r  tiie 
m a r k e t m g  o f  th c  p r o p r i c t a r y  m c d i c in a l  p r o d u c t  in 
thc  M c m b c r  S t a t c  in to  w h ich  it is i m p o a c d ,  i.c.

—  q u a h ta t iv c  a n d  q u a n t i t a t iv c  c o m p o s i t i o n  in 
tc rm s  o f  a c t iv c  pr in c ip lc s ,  b y  d o s a g e  unit o r  in 
p c r c e n t a g c ,  u s in g  the in tc rn a t io n a l  n on -  
p r o p r ie t a r y  n a m c s  r e c o m m e n d e d  by  thc 
W o r l d  U c a l t h  O r g a n i z a t i o n  w h c r e  such  

n a m e s  cx is t ,

—  p h a r m a c c u t i c a l  f o r m  a n d  . r o u t e  o f  
a d m i n i s i r a i io n ,

—  th c ra j i c u t ic  nidic.at ions a n d  n o r m a !  d o s a g c ,  

c o i i l r a - iihÍk a n o u s  an d  m a m  s i d c - c f f c i  is,

—  s t o r a g e  p r c c a u t i o n s ,  i f  a n y ;
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( f)  o n c  o r  m o r c  s p c c u n c n s  o r  m o c k - u p s  o f  tk c  
p r o p r i c t a r y  p r o d u c t  in thc  fornt m  w ln c h  it wi!I bc  
m a r k e t e d  in th e  M e m b e r  S t a t c  in to  w h ic h  it ts 
i m p o r t e d ,  in c lu d in g  the p a c k a g c  i c a f l e i ,  i f  any .

I'o cn.ahie th e  a u c h o r i t ie s  to  b c  c f f c c t iv c ly  i n f o r m c d  o f  
ih c  m a r k c t i n g  o f  e a c h  b a t c b  o f  the p r o d u c t  i m p o r t c d ,  
thc p a r a l le l  i m p o r t e r  s h o u l d ,  in titc C o i n m i s s i o n ’ s 
v icw ,  r e g is te r  th e  o r ig in ,  q u a n t i ty  a n d  b a tc i t  n u m b c r s  
o f  thc  im p o r t e d  m e d ic in a l  p r o d u c t s  w h c n e v c r  he 
im p o r t s  th e m ,  a n d  h o ld  this í n f o r m a t i o n  a t  titc 
d i s p o s a l  o f  th e  c o m p e t e n t  a u t h o r u ie s .

' í 'he C o m m i s s i o n  p o in t s  o u t  th a t  p u r s u a n t  to  C h a p c e r  
IV  o f  D ire c c iv e  7 5 / 3 I 9 / E E C  e a c h  b a t c h  o f  
p r o p r i e t a ry  m e d ic in a l  p r o d u c t s  m a n u f a c t u r e d  in a 
M e m b e r  S t a t c  is c h e c k e d  b y  the m a n u f a c t u r e r  w h o  
in a k e s  o u t  a  c e r t i f i c a te  a n d  r e g is te r s  th c  o p c r a t i o n s  
i .arr icd  o u t  in d o c u m c n t s  th a t  rcn ta in  a t  the  d i s p o s a !  
o f  tltc a g c n t s  o f  tite c o m p c t c n t  a u t i t o r i t y  f o r . a t  lcas t  
f ivc y e a r s .  B e c a u s e  th e s e  c o n t r o l  r c p o r t s  a r c  s c n t  co 
him b y  the m a n u f a c t u r c r ,  the  d u l y  a p p o i n t c d  i m p o r t c r  
i\ c x c m p t  f r o m  r e p c a t in g  thc  c o n t r o l s  in thc  M c m lt c r  
S i a t c  in to  whiclt  ti ic  p r o d u c t  is i m p o r t c d .

S im 'c  thc  p a r a l lc l  in i j to r tc r  d o c s  n o t  l tavc  a c c e s s  to 
thcsc  c o n t r o l  r c p o r t s ,  thc  n a t io n a l  a u t h o r i t i c s  h a v c  to  
a d o p t  a m o r e  a c t iv e  p o l i c y  w h e n  th e y  w i s h  to  v e r i fy  
thc c o n t r o l s  c a r r i e d  o u t  b y  the m a n u f a c t u r e r  o n  'a 
g iven  b a tc h .  T h e y  c a n  c h o o s e  f o r  th is  p u r p o s e  o n e  o f  
tlic f o u r  a p p r o a c h e s  g iv en  ín th c  D e  P c i jp c r
ju d g m e n t ,  í .e . :

—  th ey  c a n  o b t a in  the m a n u f a c t u r i n g  c o n t r o l  r c p o r t s  
b y  t a k in g  le g i s la t iv e  o r  a d m in t s t r a t iv e  m c a s u r e s

' c o m p e i l m g  the m a n u f a c t u r e r  h im s e l f ,  o r  his d u ly  
a p p o in t e d  re p re se n ta c iv e ,  to  s u p p l y  t h c m ;

—  chcy c a n  o b t a in  th ese  r e p o r t s  t h r o u g l i  th c  autlt-  
o r i u e s  in th e  c o u n t r y  o f  m a n u f a c t u r e ;

—  tltcy c a n ,  w h e n e v e r  p o s s i b i c ,  lay  d o w n  a 
p r c s u m p t io n  o f  c o n fo r m i t y  w ith  th c  s p c c i f i c a t io n s  
o f  the m c d i c a m c n t  a n d  it w o u ld  b c  u p  to  ih e m ,  m 
n p p r o p r i a tc  c a s c s ,  to  rcliui t ius  p r c s u m p t i o n  a f t c r  
v c r i f ic a t io n  o f  th c  c o n f o r m i l y ;

—  a s  far  a s  tli is p r e s u in p t io n  is fu l ly  i m p r a c i i c a b i e ,  
i l icy  c a n  a l lo w  tltc parnllc l  i in p o r t iT  u> p r o v i d r
p r o o f  o f  c o n f o r m i t y  b y  a n y  m c a n s  o t f tc r  ti tan by
d o c u m c n t s  t o  w h ic h  he h a s  n o  a c c e s s .

T l t c  p a ra i i c l  im p o r t c r  is h a b lc ,  m  il ic s a m c  w a y  a s  liic 
p e r s o n  r e s p o n s ib lc  f o r  m a r k c t m g ,  to  tb c  m c a s u r c s  
t a k e n  by  the M e m b e r  S t a t c s  to  w i t h d r a w  iltc p r o d u c t ,  
to  s u s p c n d  o r  r c v o k c  th c  a u t h o r i z a t i o n  o r  to  p r o h i lm  
s u p p l y  o f  thc p r o d u c t ,  p u r s u a m  ut A r u c lc  28 o f  
D i r c c t iv c  7 5 / 3 l 9 / E I - : C .

B y  a p p r o p r ia t e  c o o p e r a t i o n  b c t w c c n  tltc M c r n bc r  
S t a t e  a u th o r i t ie s ,  it w o u l d  b c  p o s s ib l c  to  s u p p l c m c n t ,  
i f  n c c e s s a r y ,  th e  m o n i i o r i n g  m e a s u r c s  c o in p a t ih lc  wult 
A r t i c ie  36 'o f  th e  T r e a i y ,  d c s ig n e d  to  c h c c k  thc 
c o n f o r m i t y  o f  m e d i c i n a !  p r o d u c t s  i m p o r t c d  m 
p a r a l lc l .

In th c  D e  P e i jp e r  j u d g m e n t ,  tlte C o u r t  i tcld ihat  
s im p le  c o o p e r a t i o n  b e t w e c n  the a u i h o r i t i c s  o f  thc 
M e m b e r  S t a t c s  w o u l d  c r tab le  th e m  to  o b i a m  o n  a 
r e c i p r o c a !  b a s i s  th e  d o c u m c n t s  n c c c s s n r v  fo r  c h c c k m g  
c c r t a m  la r g c ly  s t a n d a r d i z c d  a n d  w u lc ly  d i s i n b ut c i i  
p r o d u c t s .

In a d d i u o n  to  th c  o b l i g a i i o n s  r c s u lu n ; ;  I ro m  A m c lc  5 
o f  th c  E E C  T r c a t y ,  th e  o h h g a i i o n  f or  i h c  r o m p c i c m  
a m h o r m c s  to  c o m t n u n i c m c  to  c a c h  o i h c i  such  mfo i  
n ta t io n  a s  is a p p r o p n a i c  i o  i’.u a i  m i t i r  íli.u ihc 
rc< |u irc m e n ts  f o r  th c  m a i  k c u n g  o r  i i t anuf . icuu  m;.; 
a u t h o r i z a u o n s  a r e  fu l f i l l c d  is s p e c i f i c a l iy  s pc i l cd  out  
in A r t ic le  30 o f  D i r e c t iv e  7 5 / 3 I 9 / E E C .

T h e  C o m m i s s i o n  f o r  tts p a r t  is p r e p a r e d  io  d o  
c v c ry t í t in g  it c a n  to  a s s i s t  thc  M c m b c r  S i a t c s  in 
e x c h a n g i n g  the in f o r r n a t io n  th ey  c o n s i d e r  n c c c s s a iy  
to  c h e c k  the c o n f o r m i t y  o f  parn l lc l  m tp o r t s  o f  
p r o p r i e t a r y  m e d ic in a !  p r o d u c t s .

T h e  C o m m i s s i o n  c o n s i d e r s  ih a t  litc  C o m u i i i t e e  for  
P r o p r i e t a r y  M e d ic i n a l  P r o d u c i s ,  s e t  ujt by  U i r c c u v c  
7 5 / 3 1 9 / E E C ,  p r o v i d c s  a  s u u a b l c  lo r u m  fo r  any  - 
e x c h a n g e s  o f  i n f o r m a t i o n  b e c w c e n  th c  reprcscntntivc .s  
o f  i b c  M c m b c r  Sm te .s  r c s p o n s ib lc  f<)i m a r k c i m j ;  au ih  
o n / a i i o n s  fo i  p r o p i i c t a i y inc<hcinnl p i o i h n  t\ I 1 >'
C lo in m is s io n  a l s o  h o l d s  al  l l ic  <hs|>o‘..iI o l  M< iub< < 
S t a t c s  a c o n t i n u o u s l y  u p d n tc d  lisi o l  il ic pcrsom . 
n j í p o m tc d  !>y ih c  r o m p c i c m  n u t h o n i i c s  n> \wpply .u 
s l i o i l  n o l ic c  an y  n c c c .w a iy  m l o n i i a l i o n  o n  m .u l a u i i ) ;  
o r  m a n u f a c i u r i n g  a u ih o r i / . a u o n . s  m a p p l u a u ' i n  ol 
A r t ic ie s  30  a n d  33  o f  D ir e c t iv c  7 5 / 3 1 9 / E E C .



30

Annex VIII

Average prices in the Member States 

(EC = 100)

Netherlands 

Ireland 

Denmark 

United Kingdom 

Belgium 

Germany 

Luxembourg 

Italy 

Spain 

Greece 

Portugal 

France

148

133

133

20 40 60 80 100 120 140 160

Source : A BD A  (Situation 1.1.93)


