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O r i g i n a l : P o l i s h 
E/NL. 1953 /92 

Act of 8 January 1951 
on Pharmaceutical Products, Narcotic Drugs and Medical Appliances 

General Provisions 

Article 1 

P h a r m a c e u t i c a l p r o d u c t s are e i t h e r p h a r m a c e u t i c a l s u b s t a n c e s o r m e d i c i n e s . 

Article 2 

For t h e p u r p o s e s o f t h i s A c t " p h a r m a c e u t i c a l s u b s t a n c e s " means s u b s t a n c e s and 
p r e p a r a t i o n s and p r o d u c t s t h e r e o f m a n u f a c t u r e d o r c o n v e r t e d f o r t h e purpose o f 
compounding m e d i c i n e s i n p h a r m a c i e s . 

Article 3 

1 . For t h e purposes o f t h i s A c t " m e d i c i n e s " means p h a r m a c e u t i c a l s u b s t a n c e s and 
p r e p a r a t i o n s and p r o d u c t s t h e r e o f p r e p a r e d i n a f o r m s u i t a b l e f o r d i r e c t use i n t h e 
t r e a t m e n t o f man o r a n i m a l s o r f o r t h e p r e v e n t i o n o r d i a g n o s i s o f d i s e a s e . 
2. M e d i c i n e s a r e e i t h e r p r e s c r i b e d m e d i c i n e s o r m e d i c a l p r e p a r a t i o n s . 
3. A p r e s c r i b e d m e d i c i n e i s a m e d i c i n e compounded f o r a p a r t i c u l a r p e r s o n a c c o r d i n g 
t o a s i n g l e p r e s c r i p t i o n ; and any o t h e r m e d i c i n e i s a m e d i c a l p r e p a r a t i o n . 

Article 4 

1 . For t h e p u r p o s e s o f t h i s A c t " m e d i c a l a p p l i a n c e s " means m a t e r i a l s f o r d r e s s i n g s 
and s u r g i c a l s u t u r e s o f c a t g u t o r t h r e a d . 
2. The M i n i s t e r o f H e a l t h may, by o r d e r made i n agreement w i t h t h e c h a i r m a n o f t h e 
N a t i o n a l Economic P l a n n i n g Commiss ion , d e c l a r e o t h e r a p p l i a n c e s o f use i n p r o t e c t i n g 
h e a l t h t o be m e d i c a l a p p l i a n c e s . 

Article 5 

For t h e purposes o f t h i s A c t " n a r c o t i c d r u g s " a r e -
( a ) Raw opium 
( b ) M e d i c i n a l opium 
( c ) Smoking opium and i t s r e s i d u e s 
( d ) H a s h i s h 
( e ) Coca l e a f (Folium coca) 
( f ) I n d i a n hemp (Herba cannabis indicae) and p r o d u c t s and p r e p a r a t i o n s t h e r e o f 
( g ) E t h y l e t h e r and p r e p a r a t i o n s t h e r e o f 
( h ) M o r p h i n e , i t s e s t e r s and o t h e r p e n t a v a l e n t n i t r o g e n d e r i v a t i v e s 
( i ) ^ Coca ine 
( J ) H e r o i n ( d i a c e t y l m o r p h i n e ) 
( k ) D i c o d i d e ( d i h y d r o c o d e i n o n e ) 
( 1 ) D i h y d r o o x y c o d e i n o n e 
(m) D i h y d r o m o r p h i n e 
( n ) D i h y d r o m o r p h i n o n e 
( o ) T r o p a c o c a i n e 
(P) E c g o n i n e 
( q ) B e n z o y l e c g o n i n e 
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( r ) M e t h y l e c g o n i n e 
is) A c e t y l d i h y d r o c o d e i n o n e , i t s s a l t s and p r e p a r a t i o n s t h e r e o f ( a c e d i c o n e , 

a c e t y l o d e m e t h y l d i h y d r o t h e b a i n o n e ) 
2. On t h e a u t h o r i t y o f s c i e n t i f i c r e s e a r c h t h e M i n i s t e r o f H e a l t h may by o r d e r 
c l a s s i f y o t h e r s u b s t a n c e s and p r o d u c t s as n a r c o t i c d r u g s . 
3. N a r c o t i c d r u g s w h i c h are p h a r m a c e u t i c a l p r o d u c t s s h a l l be governed b o t h by t h e 
p r o v i s i o n s r e l a t i n g t o n a r c o t i c d r u g s and by t h o s e r e l a t i n g t o p h a r m a c e u t i c a l p r o d u c t s 

A rticle 6 

A p h a r m a c e u t i c a l p r o d u c t o r m e d i c a l a p p l i a n c e s h a l l be deemed t o be s p o i l e d i f 
as a r e s u l t o f any change i n i t s n o r m a l c o m p o s i t i o n o r c h a r a c t e r due t o n a t u r a l 
causes such as l a p s e o f t i m e , t e m p e r a t u r e , m o i s t u r e , l i g h t , b a c t e r i a o r c o n t a m i n a t i o n , 
i t f a i l s t o s a t i s f y t h e p r e s c r i b e d s t a n d a r d s o f q u a l i t y . 

Article 7 

A p h a r m a c e u t i c a l p r o d u c t o r m e d i c a l a p p l i a n c e s h a l l be deemed t o be an 
i m i t a t i o n i f i t i s so p r e s e n t e d as t o appear t o be some o t h e r p r o d u c t t h a n i t i s i n 
r e a l i t y b u t has o n l y t h e appearance and n o t t h e c h a r a c t e r o r c o m p o s i t i o n o f t h e 
o t h e r p r o d u c t . 

Article 8 

A p h a r m a c e u t i c a l p r o d u c t o r m e d i c a l a p p l i a n c e s h a l l be deemed t o be a d u l t e r a t e d 
i f i t s o r d i n a r y c o m p o s i t i o n has been a l t e r e d by a d d i t i o n or s u b t r a c t i o n o r c o m b i n a t i o n 
w i t h a n o t h e r p r o d u c t so t h a t i t s power t o p r o t e c t h e a l t h i s dec reased o r i t does n o t 
s a t i s f y t h e p r e s c r i b e d s t a n d a r d s o f q u a l i t y . 

Manufacture and marketing of pharmaceutical products, medical appliances and narcotic 
drugs 

Article 9 

1 . I t s h a l l be l a w f u l t o m a n u f a c t u r e and m a r k e t o n l y t h o s e p h a r m a c e u t i c a l s u b s t a n c e s 
and m e d i c a l p r e p a r a t i o n s w h i c h a r e i n c l u d e d i n an o f f i c i a l l i s t o f m e d i c i n e s or o t h e r 
s c h e d u l e drawn up by t h e M i n i s t e r o f H e a l t h and t h o s e p h a r m a c e u t i c a l s u b s t a n c e s and 
v e t e r i n a r y m e d i c a l p r e p a r a t i o n s i n c l u d e d i n t h e s c h e d u l e drawn up by t h e M i n i s t e r s 
o f H e a l t h and o f A g r i c u l t u r e and A g r a r i a n Re fo rm. 
2. P r o v i s i o n s c o n c e r n i n g t h e o f f i c i a l l i s t o f m e d i c i n e s and t h e o t h e r s c h e d u l e s 
r e f e r r e d t o i n p a r a g r a p h 1 s h a l l be l a i d down by t h e M i n i s t e r o f H e a l t h i n an O r d e r 
made i n agreement w i t h t h e c h a i r m a n o f the N a t i o n a l Economic P l a n n i n g Commission and , 
i n r e s p e c t o f s c h e d u l e s o f p h a r m a c e u t i c a l s u b s t a n c e s and v e t e r i n a r y m e d i c a l 
p r e p a r a t i o n s , made j o i n t l y w i t h the M i n i s t e r o f A g r i c u l t u r e and A g r a r i a n Reform 
3. O n l y t h e p h a r m a c e u t i c a l s u b s t a n c e s and m e d i c a l p r e p a r a t i o n s r e f e r r e d t o i n 
p a r a g r a p h 1 may be used f o r t h e m a n u f a c t u r e o f p r e s c r i b e d m e d i c i n e s . 

Article 10 

P r e s c r i b e d m e d i c i n e s may be m a n u f a c t u r e d o n l y i n pharmac ies o r , f o r v e t e r i n a r y 
u s e , i n v e t e r i n a r y e s t a b l i s h m e n t s . 

Article 11 

1 . P h a r m a c e u t i c a l s u b s t a n c e s , m e d i c a l p r e p a r a t i o n s and m e d i c a l a p p l i a n c e s may, 
3 



s u b j e c t t o t h e p r o v i s i o n s o f p a r a g r a p h 2, be m a n u f a c t u r e d o n l y u n d e r a l i c e n c e 
i s s u e d by t h e M i n i s t e r o f H e a l t h o r by a p e r s o n a c t i n g under h i s a u t h o r i t y . 
2. The M i n i s t e r o f H e a l t h may by o r d e r d e t e r m i n e t h e p h a r m a c e u t i c a l s u b s t a n c e s and 
m e d i c a l a p p l i a n c e s w h i c h may be m a n u f a c t u r e d w i t h o u t a l i c e n c e . 
3. The M i n i s t e r o f A g r i c u l t u r e and A g r a r i a n R e f o r m , a c t i n g i n agreement w i t h t h e 
M i n i s t e r o f H e a l t h , s h a l l have w i t h r e s p e c t t o p h a r m a c e u t i c a l s u b s t a n c e s and m e d i c a l 
p r e p a r a t i o n s i n t e n d e d e x c l u s i v e l y f o r v e t e r i n a r y use t h e powers o f t h e M i n i s t e r o f 
H e a l t h d e s c r i b e d i n p a r a g r a p h s 1 and 2. 
4. The p r o v i s i o n s o f p a r a g r a p h s 1 and 2 s h a l l n o t a p p l y t o a p h a r m a c e u t i c a l 
s u b s t a n c e , m e d i c a l p r e p a r a t i o n o r m e d i c a l a p p l i a n c e m a n u f a c t u r e d by an e s t a b l i s h m e n t 
u n d e r t h e M i n i s t e r o f N a t i o n a l Defence o r o f S o c i a l S e c u r i t y and i n t e n d e d f o r t h e 
m i l i t a r y o r s o c i a l s e c u r i t y m e d i c a l s e r v i c e s . 

Article 12 

1 . W h o l e s a l e t r a d e i n p h a r m a c e u t i c a l p r o d u c t s and m e d i c a l a p p l i a n c e s may be c a r r i e d 
on o n l y by p h a r m a c e u t i c a l w h o l e s a l e o r w a r e h o u s i n g e s t a b l i s h m e n t s ' o r i n open p h a r m a c i e s 
u n d e r l i c e n c e s i s s u e d by t h e M i n i s t e r o f H e a l t h o r by a p e r s o n a c t i i f g f u n d e r h i s 
a u t h o r i t y , and i n p h a r m a c e u t i c a l p r o d u c t s i n t e n d e d f o r v e t e r i n a r y u s e , and by o t h e r 
e s t a b l i s h m e n t s , o n l y u n d e r l i c e n c e s i s s u e d by t h e M i n i s t e r o f A g r i c u l t u r e and 
A g r a r i a n Reform a c t i n g i n agreement w i t h t h e M i n i s t e r o f H e a l t h . 
2 . The p r o v i s i o n s o f p a r a g r a p h 1 s h a l l n o t a p p l y t o p h a r m a c e u t i c a l w h o l e s a l e o r 
w a r e h o u s i n g e s t a b l i s h m e n t s o r p h a r m a c i e s u n d e r t h e M i n i s t e r s o f N a t i o n a l Defence 
and o f S o c i a l S e c u r i t y . 

Article 13 

The M i n i s t e r o f H e a l t h s h a l l , by o r d e r made i n agreement w i t h t h e c h a i r m a n o f 
t h e N a t i o n a l Economic P l a n n i n g Commiss i on , and i n r e s p e c t o f p h a r m a c e u t i c a l p r o d u c t s 
i n t e n d e d f o r v e t e r i n a r y use a l s o i n agreement w i t h t h e M i n i s t e r o f A g r i c u l t u r e and 
A g r a r i a n R e f o r m , d e t e r m i n e t h e manner i n w h i c h the l i c e n c e s r e f e r r e d t o i n a r t i c l e s 
11 and 12 s h a l l be i s s u e d . 

Article lh 

1 . R e t a i l t r a d e i n p h a r m a c e u t i c a l p r o d u c t s and m e d i c a l a p p l i a n c e s may, s u b j e c t t o 
t h e p r o v i s i o n s o f p a r a g r a p h s 2 and 3*, be c a r r i e d on o n l y i n p h a r m a c i e s . 
2 . The M i n i s t e r o f H e a l t h s h a l l d e t e r m i n e t h e p h a r m a c e u t i c a l p r o d u c t s and m e d i c a l 
a p p l i a n c e s w h i c h may be m a r k e t e d i n o t h e r p l a c e s o f p u b l i c s a l e and, by agreement 
w i t h the M i n i s t e r o f I n t e r n a l T r a d e , t h e c o n d i t i o n s u n d e r w h i c h t r a d e may be c a r r i e d 
on i n such p l a c e s . 
3. R e t a i l t r a d e may a l s o be c a r r i e d on t h r o u g h n a t i o n a l v e t e r i n a r y e s t a b l i s h m e n t s 
i n p h a r m a c e u t i c a l p r o d u c t s i n t e n d e d e x c l u s i v e l y f o r v e t e r i n a r y u s e . 

Article 15 

1 . E v e r y e s t a b l i s h m e n t m a n u f a c t u r i n g o r m a r k e t i n g p h a r m a c e u t i c a l p r o d u c t s s h a l l 
have a t e s t i n g l a b o r a t o r y t o t e s t t h e u n i f o r m i t y and q u a l i t y o f t h o s e p r o d u c t s . 
2. The M i n i s t e r o f H e a l t h may exempt a p a r t i c u l a r e s t a b l i s h m e n t o r c l a s s o f 
e s t a b l i s h m e n t s f r o m t h e d u t y o f c o n d u c t i n g a t e s t i n g l a b o r a t o r y . 

* O r i g i n a l 
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Article 16 

1. The M i n i s t e r o f H e a l t h s h a l l by o r d e r d e t e r m i n e w i t h r e s p e c t t o p h a r m a c e u t i c a l 
p r o d u c t s and m e d i c a l a r t i c l e s -

( a ) r e q u i r e m e n t s f o r s t o r a g e , q u a l i t y and t e s t i n g m e t h o d s , 
( b ) methods o f m a r k i n g , 
( c ) r e q u i r e m e n t s w h i c h must be f u l f i l l e d by p l a c e s o f m a n u f a c t u r e , w a r e h o u s i n g 

and w h o l e s a l e t r a d e , and i n p a r t i c u l a r t h e number and equ ipment o f t e s t i n g 
l a b o r a t o r i e s , 

( d ) q u a l i f i c a t i o n s o f s t a f f employed i n m a n u f a c t u r e and w h o l e s a l e t r a d e , 
( e ) w a r e h o u s i n g and m a r k e t i n g m e t h o d s . 

2. The M i n i s t e r o f H e a l t h s h a l l make t h e o r d e r s r e f e r r e d t o i n p a r a g r a p h 1 , i n so 
f a r as t h e y r e l a t e t o p h a r m a c e u t i c a l p r o d u c t s i n t e n d e d f o r v e t e r i n a r y use , by 
agreement w i t h the M i n i s t e r o f A g r i c u l t u r e and A g r a r i a n R e f o r m , and t h e o r d e r s 
r e f e r r e d t o i n p a r a g r a p h 1 ( c - d ) by agreement w i t h t h e c h a i r m a n o f t h e N a t i o n a l 
Economic P l a n n i n g Commiss ion . 
3. The M i n i s t e r o f H e a l t h may a t t a c h t o t h e l i c e n c e s r e f e r r e d t o i n a r t i c l e s 11 and 
12 s p e c i a l c o n d i t i o n s n o t p r o v i d e d f o r i n o r d e r s made under p a r a g r a p h 1 . 

Article 17 

1 . D i r e c t o r s o f m a n u f a c t u r e s h a l l be l i a b l e f o r -
( a ) m a n u f a c t u r e o f p h a r m a c e u t i c a l p r o d u c t s o r m e d i c a l a p p l i a n c e s a c c o r d i n g t o 

l a w , 
( b ) t h e i r u n i f o r m i t y , 
( c ) t h e i r q u a l i t y d u r i n g t h e i r p e r i o d o f e f f i c a c y i f t h e i r d a t e o f e f f i c a c y i s 

marked on t h e package o r , i f n o t , f o r t h r e e y e a r s , and 
( d ) t h e i r w a r e h o u s i n g i n t h e f a c t o r y a c c o r d i n g t o l a w . 

2 . D i r e c t o r s o f p h a r m a c e u t i c a l w h o l e s a l e o r w a r e h o u s i n g e s t a b l i s h m e n t s s h a l l be 
l i a b l e f o r -
( a ) w a r e h o u s i n g o f p h a r m a c e u t i c a l p r o d u c t s o r m e d i c a l a p p l i a n c e s i n t h e w h o l e s a l 

e s t a b l i s h m e n t a c c o r d i n g t o l a w , 
( b ) t h e i r u n i f o r m i t y and q u a l i t y , i f m a r k e t e d i n p a c k i n g p r o v i d e d by t h e 

w h o l e s a l e e s t a b l i s h m e n t , and 
( c ) m a r k e t i n g them a c c o r d i n g t o t h e i r d a t e o f e f f i c a c y . 

3. D i r e c t o r s o f p h a r m a c i e s s h a l l be l i a b l e f o r -
( a ) m a n u f a c t u r e a c c o r d i n g t o l aw o f p r e s c r i b e d m e d i c i n e s and t h e q u a l i t y o f t h e 

p h a r m a c e u t i c a l s u b s t a n c e s used t h e r e f o r , 
( b ) t h e u n i f o r m i t y and q u a l i t y o f p h a r m a c e u t i c a l p r o d u c t s or m e d i c a l a p p l i a n c e s 

m a r k e t e d i n p a c k i n g p r o v i d e d by t h e pharmacy , 
( c ) m a r k e t i n g them a c c o r d i n g t o t h e i r d a t e o f e f f i c a c y , and 
( d ) t h e i r s t o r a g e and i s s u e f r o m t h e pharmacy a c c o r d i n g t o l a w . 

Article 18 

1 . The m a n u f a c t u r e , c o n v e r s i o n , t r a n s p o r t , e x p o r t , i n t e r n a l t r a n s p o r t , t r a n s i t , 
w a r e h o u s i n g and m a r k e t i n g o f n a r c o t i c d r u g s s h a l l be 1 a w f u l o n l y f o r m e d i c a l , 
s c i e n t i f i c o r c o m m e r c i a l p u r p o s e s u n d e r a l i c e n c e l a y i n g down c o n d i t i o n s f o r t h e i r 
m a n u f a c t u r e , t r a n s p o r t , t r a n s i t , w a r e h o u s i n g and m a r k e t i n g . L i c e n c e s f o r t h e i m p o r t , 
e x p o r t and t r a n s i t o f n a r c o t i c d r u g s s h a l l be i s s u e d by t h e M i n i s t e r o f F o r e i g n 
T r a d e i n agreement w i t h t h e M i n i s t e r o f H e a l t h . O t h e r l i c e n c e s r e l a t i n g t o n a r c o t i c 
d r u g s s h a l l be i s s u e d by t h e M i n i s t e r o f H e a l t h i n agreement , so f a r as t h e y p e r m i t 
t h e m a n u f a c t u r e o r c o n v e r s i o n o f e t h y l e t h e r , w i t h t h e M i n i s t e r o f A g r i c u l t u r a l and 
Consumer I n d u s t r i e s . 
2 . No l i c e n c e s h a l l be r e q u i r e d f o r t h e c o n v e r s i o n o r m a r k e t i n g o f n a r c o t i c d r u g s 
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i n p h a r m a c i e s f o r m e d i c a l p u r p o s e s . 
3. The M i n i s t e r o f H e a l t h s h a l l r e g u l a t e by o r d e r t h e m a n u f a c t u r e , i n t e r n a l t r a n s p o r t 
t r a n s i t , w a r e h o u s i n g and m a r k e t i n g o f n a r c o t i c d r u g s . 

Article 19 

1 . The p r o v i s i o n s o f t h i s A c t s h a l l a p p l y t o i m p o r t e d p h a r m a c e u t i c a l p r o d u c t s , 
n a r c o t i c d r u g s and m e d i c a l a r t i c l e s . 
2 . D i r e c t o r s o f i m p o r t i n g e n t e r p r i s e s s h a l l be l i a b l e f o r -

( a ) t h e u n i f o r m i t y o f p h a r m a c e u t i c a l p r o d u c t s and m e d i c a l a p p l i a n c e s , 
( b ) t h e i r q u a l i t y d u r i n g t h e i r p e r i o d o f e f f i c a c y , i f t h e d a t e o f e f f i c a c y i s 

marked on t h e package o r , i f n o t , t h e i r q u a l i t y a t t h e t i m e o f d e s p a t c h , 
( c ) t h e i r w a r e h o u s i n g i n t h e e s t a b l i s h m e n t a c c o r d i n g t o l a w . 

3. The i m p o r t o f p h a r m a c e u t i c a l p r o d u c t s , n a r c o t i c d r u g s and m e d i c a l a p p l i a n c e s 
s h a l l , where t h i s A c t makes no p r o v i s i o n t o t h e c o n t r a r y , be g o v e r n e d by t h e 
o r d i n a r y l a w r e l a t i n g t o t h e i m p o r t o f goods . 
4 . The i m p o r t by a p e r s o n o f a m e d i c a l p r e p a r a t i o n f o r h i s own use s h a l l be l a w f u l 
o n l y by l e a v e o f t h e M i n i s t e r o f H e a l t h o r o f a p e r s o n a c t i n g u n d e r h i s a u t h o r i t y , 
and f o r v e t e r i n a r y use o n l y by l e a v e o f t h e M i n i s t e r o f A g r i c u l t u r e and A g r a r i a n 
Reform o r o f a p e r s o n a c t i n g under h i s a u t h o r i t y . 

Contro I 

Article 20 

1 . G e n e r a l c o n t r o l o v e r t h e m a n u f a c t u r e , q u a l i t y , w a r e h o u s i n g and m a r k e t i n g o f 
p h a r m a c e u t i c a l p r o d u c t s , n a r c o t i c d r u g s and m e d i c a l a p p l i a n c e s s h a l l be e x e r c i s e d by 
t h e M i n i s t e r o f H e a l t h , i n a g r e e m e n t , so f a r as p h a r m a c e u t i c a l p r o d u c t s a r e i n t e n d e d 
f o r v e t e r i n a r y u s e , w i t h t h e M i n i s t e r o f A g r i c u l t u r e and A g r a r i a n R e f o r m . D i r e c t 
S t a t e c o n t r o l s h a l l be e x e r c i s e d by p r e s i d e n t s o f p r o v i n c i a l p e o p l e ' s c o u n c i l s , who 
s h a l l s u p e r v i s e c o n d i t i o n s i n m a n u f a c t u r i n g , w a r e h o u s i n g and m a r k e t i n g e s t a b l i s h m e n t s . 
2 . S t a t e c o n t r o l over p h a r m a c e u t i c a l p r o d u c t s , n a r c o t i c drugs and m e d i c a l a r t i c l e s 
m a n u f a c t u r e d , warehoused o r m a r k e t e d by e s t a b l i s h m e n t s under t h e M i n i s t e r s o f 
N a t i o n a l De fence and o f S o c i a l S e c u r i t y s h a l l be e x e r c i s e d by t h o s e M i n i s t e r s o r by 
p e r s o n s a c t i n g under t h e i r a u t h o r i t y . 

A r t i c l e 11 

1 . S t a t e c o n t r o l a u t h o r i t i e s may e n t e r on a l l p r e m i s e s where p h a r m a c e u t i c a l p r o d u c t s , 
n a r c o t i c d r u g s o r m e d i c a l a p p l i a n c e s a r e m a n u f a c t u r e d , warehoused o r m a r k e t e d and 
t a k e f r e e samples f o r t e s t . 
2. P h a r m a c e u t i c a l p r o d u c t s , n a r c o t i c d r u g s and m e d i c a l a p p l i a n c e s w h i c h have been 
o r a r e s u s p e c t e d o f b e i n g s p o i l e d , a d u l t e r a t e d o r i m i t a t e d , and n a r c o t i c d r u g s i n 
u n l a w f u l p o s s e s s i o n , and s u b s t a n c e s and a r t i c l e s s u s p e c t e d o f c o n t a i n i n g n a r c o t i c 
d r u g s , s h a l l be l i a b l e t o c o n f i s c a t i o n by t h e S t a t e c o n t r o l a u t h o r i t y . 

A r t i c l e 22 

The M i n i s t e r e x e r c i s i n g t h e c o n t r o l r e f e r r e d t o i n a r t i c l e 20 may i n s t r u c t 
r e c o g n i z e d e x p e r t s or s c i e n t i f i c r e s e a r c h i n s t i t u t e s u n d e r h i s j u r i s d i c t i o n t o 
e x e r c i s e e x p e r t c o n t r o l o v e r t h e m a n u f a c t u r e o f p h a r m a c e u t i c a l p r o d u c t s , n a r c o t i c 
d r u g s and m e d i c a l a r t i c l e s . 

Article 23 
1 . R e g u l a t i o n s g o v e r n i n g c o n t r o l o v e r t h e m a n u f a c t u r e , w a r e h o u s i n g and m a r k e t i n g o f 
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p h a r m a c e u t i c a l p r o d u c t s , n a r c o t i c d r u g s and m e d i c a l a p p l i a n c e s and t h e c o n d u c t o f 
c o n t r o l a u t h o r i t i e s s h a l l be i s s u e d by t h e M i n i s t e r o f H e a l t h by o r d e r made w i t h t h e 
^ n s e n t o f t h e P r e s i d e n t o f t h e C o u n c i l o f M i n i s t e r s i n agreement w i t h t h e c h a i r m a n 

o f the N a t i o n a l Economic P l a n n i n g Commiss ion a n d , so f a r as t h e y r e l a t e t o 
p h a r m a c e u t i c a l p r o d u c t s i n t e n d e d f o r v e t e r i n a r y u s e , a l s o w i t h t h e M i n i s t e r o f 
A g r i c u l t u r e and A g r a r i a n R e f o r m . 
2. R e g u l a t i o n s g o v e r n i n g t h e m a t t e r s r e f e r r e d t o i n p a r a g r a p h 1 and a f f e c t i n g 
e s t a b l i s h m e n t s under t h e M i n i s t e r s o f N a t i o n a l Defence and S o c i a l S e c u r i t y s h a l l be 
i s s u e d by those M i n i s t e r s . 

Article 2k 

1 . P h a r m a c e u t i c a l p r o d u c t s , n a r c o t i c d r u g s and m e d i c a l a p p l i a n c e s s h a l l be t e s t e d 
by t h e c o n t r o l a u t h o r i t y o r , on i t s i n s t r u c t i o n s , by s c i e n t i f i c r e s e a r c h i n s t i t u t e s 
d e s i g n a t e d by t h e M i n i s t e r o f H e a l t h . 
2. The M i n i s t e r o f H e a l t h s h a l l p r e s c r i b e by o r d e r t h e methods p f c a r r y i n g o u t and , 
i n agreement w i t h t h e M i n i s t e r o f F i n a n c e , o f payment f o r t h e t e s t s r e f e r r e d t o i n 
p a r a g r a p h 1 . 

Article 25 

1 . A p e r s o n , b e i n g n e i t h e r a m a n u f a c t u r e r nor an i m p o r t e r , f rom whom samples a r e 
t a k e n u n d e r a r t i c l e 2 1 , p a r a g r a p h 1 may r e q u i r e t h e a c t u a l m a n u f a c t u r e r o r i m p o r t e r 
t o r e s t o r e t o h i m an amount o f t h e p h a r m a c e u t i c a l o r n a r c o t i c p r o d u c t o r m e d i c a l 
a p p l i a n c e e q u a l t o t h e sample t a k e n o r t o pay h i m i t s w h o l e s a l e p r i c e . 
2. The m a n u f a c t u r e r o r i m p o r t e r s h a l l r e s t o r e t h e e x a c t amount o f t h e sample t a k e n 
o r pay i t s p r i c e w i t h i n two weeks o f t h e d a t e o f r e c e i p t o f t h e c l a i m s u p p o r t e d by 

f f i c i a l e v i d e n c e o f t h e t a k i n g o f t h e s a m p l e . 

Penal provisions 

Article 26 

Any p e r s o n i m i t a t i n g o r a d u l t e r a t i n g a* p h a r m a c e u t i c a l p r o d u c t o r m e d i c a l a p p l i a n c e , 
o r m a r k e t i n g an i m i t a t e d , a d u l t e r a t e d o r s p o i l e d p h a r m a c e u t i c a l p r o d u c t or m e d i c a l 
a p p l i a n c e , o r m a n u f a c t u r i n g , w a r e h o u s i n g o r m a r k e t i n g a p h a r m a c e u t i c a l p r o d u c t o r 

X e d i c a l a p p l i a n c e i n b r e a c h o f any r e g u l a t i o n made under a r t i c l e 16 , p a r a g r a p h 1 o r 
f a c o n d i t i o n a t t a c h e d t o a l i c e n c e under a r t i c l e 11 o r 12 s h a l L b j e — L i a b l e t o a 

t e r m o f i m p r i s o n m e n t n o t e x c e e d i n g t h r e e y e a r s and t o a f i n e . 

Article 27 

Any p e r s o n m a n u f a c t u r i n g or m a r k e t i n g a p h a r m a c e u t i c a l p r o d u c t o r m e d i c a l 
a p p l i a n c e w i t h o u t a l i c e n c e o r i n b r e a c h o f a p r o v i s i o n o f a r t i c l e 9 s h a l l be l i a b l e 
t o a r r e s t f o r a t e r m n o t e x c e e d i n g s i x months o r t o a f i n e n o t e x c e e d i n g 9 ,000 z frotys 
o r t o b o t h . 

Article 28 

Any p e r s o n who i n any way announces o r a d v e r t i s e s a p h a r m a c e u t i c a l p r o d u c t ^ by 
means o f m e d i c a l i n f o r m a t i o n c a p a b l e o f m i s l e a d i n g s h a l l be l i a b l e t o a r r e s t f o r a 
t e r m n o t e x c e e d i n g t h r e e months o r t o a f i n e n o t e x c e e d i n g 4,500 z f o t y s o r t o b o t h . 

Article 29 

Any p e r s o n m a n u f a c t u r i n g , c o n v e r t i n g , i m p o r t i n g , e x p o r t i n g , t r a n s p o r t i n g , 

7 



w a r e h o u s i n g o r m a r k e t i n g a n a r c o t i c d r u g w i t h o u t a l i c e n c e or i i i b r e a c h o f a 
c o n d i t i o n o f a l i c e n c e s h a l l be l i a b l e t o i m p r i s o n m e n t f o r a t e r m n o t e x c e e d i n g f i v e 
y e a r s and t o a f i n e . 

Article 30 

Any p e r s o n u s i n g a n a r c o t i c d r u g w i t h o u t a d o c t o r ' s p r e s c r i p t i o n i n t h e company 
o f a n o t h e r person s h a l l be l i a b l e t o a r r e s t f o r a t e rm n o t e x c e e d i n g one y e a r o r t o 
a f i n e or t o b o t h . 

Article 31 

I n t h e case o f a c o n v i c t i o n o f an o f f e n c e u n d e r a r t i c l e s 26, 2 7 , 29 o r 30 an 
o r d e r may be made f o r t h e f o r f e i t u r e o f t h e p h a r m a c e u t i c a l p r o d u c t , n a r c o t i c d r u g o r 
m e d i c a l a p p l i a n c e t h e s u b j e c t o f t h e o f f e n c e and o f t h e i m p l e m e n t s and a p p a r a t u s 
used o r i n t e n d e d t o be used f o r c o m m i t t i n g t h e o f f e n c e . 

Article 32 

Any p e r s o n c o n t r a v e n i n g a r e g u l a t i o n made under a r t i c l e 18, p a r a g r a p h 3 s h a l l be 
l i a b l e t o a r r e s t f o r a p e r i o d n o t e x c e e d i n g t h r e e months o r t o a f i n e n o t e x c e e d i n g 
4, 500 zfcotys o r t o b o t h . 

Article 33 

Any p e r s o n o b s t r u c t i n g a c o n t r o l a u t h o r i t y i n t h e e x e c u t i o n o f i t s o f f i c i a l 
f u n c t i o n s s h a l l be l i a b l e t o a r r e s t f o r a t e r m n o t e x c e e d i n g t h r e e months o r t o a 
f i n e n o t e x c e e d i n g 4,500 z i r o t y s o r t o b o t h . 

Final Provisions 

Article 3k 

1 . A l l p r e v i o u s p r o v i s i o n s c o n c e r n i n g t h e m a t t e r s g o v e r n e d by t h i s O r d e r a r e h e r e b y 
r e p e a l e d , and i n p a r t i c u l a r -

( a ) a r t i c l e 13 o f t h e A c t o f 15 June 1939 on t h e p u b l i c h e a l t h s e r v i c e s 
( D z . U . R . P . , N o . 5 4 , i t e m 3 4 2 ) , 

( b ) t h e A c t o f 22 June 1923 c o n c e r n i n g n a r c o t i c s u b s t a n c e s and p r e p a r a t i o n s 
( D z . U . R . P . , N o . 7 2 , i t e m 5 5 9 ) , and 

( c ) a r t i c l e s 11 and 18 o f the O r d e r o f the P r e s i d e n t o f the R e p u b l i c o f 
22 A u g u s t 1927 on t h e p r e v e n t i o n o f e p i z o o t i c d i s e a s e ( D z . U . R . P . , N o . 7 7 , 
i t e m 6 7 3 ) , as h i t h e r t o amended. 

2. U n t i l t h e o r d e r s p r o v i d e d f o r i n t h i s A c t a r e made, a l l o r d e r s and d e c r e e s made 
u n d e r t h e p r o v i s i o n s r e f e r r e d t o i n p a r a g r a p h 1 s h a l l , i n so f a r as t h e y a r e n o t 
c o n t r a r y t o t h i s O r d e r , r e m a i n i n f o r c e . 

Article 36 

The P r e s i d e n t o f the C o u n c i l o f M i n i s t e r s and t h e M i n i s t e r s o f H e a l t h , N a t i o n a l 
D e f e n c e , S o c i a l S e c u r i t y , A g r i c u l t u r e and A g r a r i a n R e f o r m , F o r e i g n T r a d e and J u s t i c e 
s h a l l g i v e e f f e c t t o t h i s O r d e r . 

Article 37 

T h i s A c t s h a l l come i n t o f o r c e on t h e d a t e o f i t s p r o m u l g a t i o n . 
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P r e s i d e n t o f t h e R e p u b l i c 
P r e s i d e n t o f t h e C o u n c i l o f M i n i s t e r s 
M i n i s t e r o f H e a l t h 
M i n i s t e r o f N a t i o n a l Defence 
M i n i s t e r o f S o c i a l S e c u r i t y 
M i n i s t e r o f A g r i c u l t u r e and A g r a r i a n Reform 
M i n i s t e r o f F o r e i g n Trade 
M i n i s t e r o f J u s t i c e 

E / N L . 1 9 5 3 / 9 3 

Order of the Minister of Health of Ik May 1951 
declaring certain subs tances to be narcotic drugs 

i I n pursuance o f a r t i c l e 5, p a r a g r a p h 2, o f t h e A c t o f 8 J a n u a r y 1951 on 
P h a r m a c e u t i c a l P r o d u c t s , N a r c o t i c Drugs and M e d i c a l A p p l i a n c e s ( D z . U . R . P . , No. 1 , 
i t e m 4 ) , i t i s hereby o r d e r e d as f o l l o w s : 
Article i . The f o l l o w i n g s u b s t a n c e s a r e hereby d e c l a r e d t o be n a r c o t i c d r u g s : 

( a ) T r o p a c o c a i n e and i t s s a l t s 
( b ) M o r p h i n e - N - o x i d e ( g e n o m o r p h i n e ) and i t s d e r i v a t i v e s 
( c ) D i h y d r o d e s o x y m o r p h i n e and i t s s a l t s 
( d ) M e t h y l d i h y d r o m o r p h i n o n e and i t s s a l t s (metopon) 
( e ) Theba ine and i t s s a l t s 
( f ) 1 - p h e n y l , 2 - a m i n i p r o p a n e and i t s s a l t s ( p s y c h e d i r n e , b e n z e d r i n e , 

amphetamine) 
( g ) 1 - p h e n y l , 2 - m e t h y l a m i n o p r o p a n e and i t s s a l t s ( p e r v i t i n , i s o p h e n ) 
( h ) E t h y l e s t e r o f 1 - m e t h y l , 4 - p h e n y l p i p e r i d i n e , 4 - c a r b o x y l i c a c i d and 

i t s s a l t s ( d o l a n t i n e , d e m e r o l , p e t h i d i n e ) 
( i ) 1 - p i p e r i d i n a , 3 . 3 - d i p h e n y l - h e x a n o n e and i t s s a l t s ( h e x a l g o n ) 
( j ) 6 - d i m e t h y l a m i n o , 4 . 4 - d i p h e n y 1 - h e p t a n o n e ( 3 ) and i t s s a l t s ( a m i d o n e , 

d o l a m i d , mecod in ) 
Article 2 . T h i s o r d e r s h a l l come i n t o f o r c e on t h e day o f i t s p r o m u l g a t i o n . 

Minister of Health 
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