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LAWS AND REGULATIONS 
PROMULGATED TO GIVE EFFECT TO THE PROVISIONS OF THE CONVENTION OF 13 JULY 1931 FOR 
LIMITING THE MANUFACTURE AND REGULATING THE DISTRIBUTION OF NARCOTIC DRUGS, AS 

AMENDED BY THE PROTOCOL OF 11 DECEMBER 1946 

NOTE BY THE SECRETARY-GENERAL - In accordance with Article 21 of the Convention of 13 July 1931 for 
Limiting the Manufacture and Regulating the Distribution of Narcotic Drugs, as amended by the Protocol of 
11 December 1946, the Secretary-General has the honour to communicate the following legislative text. 

M i n i s t r y of Heal th 

The D i r e c t o r of t h e Nat iona l Medical and Pharmaceut ica l Cont ro l S e r v i c e , pu r suan t t o t h e 
p r o v i s i o n s of a r t i c l e 29 , s e c t i o n XI , of t h e By-Laws of t h e Nat iona l Medical and Pharmaceut ica l 
Cont ro l Serv ice as approved by Decree No. 41 ,904 , 

Consider ing t h a t t h e consumption of psycho t rop ic medic ina l subs tances wi thou t a d o c t o r ' s 
p r e s c r i p t i o n i s becoming a p r a c t i c e which e n t a i l s grave r i s k s t o p u b l i c h e a l t h ; 

Cons ider ing t h a t t h e s t i p u l a t i o n i n t he l i c e n c e s i s sued by t h e Nat ional Medical and 
Pharmaceut ica l Cont ro l Serv ice t h a t such drugs must only be so ld " a g a i n s t a medical p r e s c r i p 
t i o n " i s n o t being complied w i th i n a s a t i s f a c t o r y manner; 

Consider ing t h e u rgen t need fo r s t r i c t and e f f e c t i v e c o n t r o l over t h e consumption of 
c e r t a i n p sycho t rop i c subs tances o r p r o p r i e t a r y d r u g s , t h e i n d i s c r i m i n a t e use of which g ives 
r i s e t o s o c i a l e v i l s ; 
HEREBY DECIDESt 

L a b o r a t o r i e s , pha rmac ies , d r u g g i s t ' s shops , drug w h o l e s a l e r s , h o s p i t a l s and s i m i l a r 
e s t ab l i shmen t s s h a l l be ob l iged t o record i n an a p p r o p r i a t e r e g i s t e r - which s h a l l be opened, 
endorsed on each page and c lo sed by t h e competent F e d e r a l , S t a t e o r T e r r i t o r i a l h e a l t h 
a u t h o r i t y - a l l t h e pharmaceu t i ca l subs tances or p r o p r i e t a r y drugs s p e c i f i e d i n a r t i c l e 6 of 
t h i s Regula t ion which t hey o b t a i n . 

The pha rmac i s t s i n charge of t h e above-mentioned e s t ab l i shmen t s s h a l l be r e s p o n s i b l e fo r 
ensur ing t h a t a l l medical p r e s c r i p t i o n s i n c l u d i n g t he pharmaceu t ica l subs tances o r p r o p r i e t a r y 
drugs covered by t h a t a r t i c l e a re recorded i n t h e s a i d r e g i s t e r ; t h e p r e s c r i p t i o n s i n q u e s t i o n 
s h a l l be kep t f o r subsequent v e r i f i c a t i o n and approval by t he s u p e r v i s o r y a u t h o r i t y . 

L a b o r a t o r i e s manufactur ing p r o p r i e t a r y drugs of t h e k ind s p e c i f i e d i n a r t i c l e 6 s h a l l 
p l a c e t he fo l lowing p r i n t e d n o t i c e , i n a d d i t i o n t o t he l e g a l r e s t r i c t i o n "To be so ld s o l e l y 
a g a i n s t a medica l p r e s c r i p t i o n " , i n prominent c h a r a c t e r s on t h e packaging and l a b e l s of such 
drugsf "This p roduc t t o be used under a d o c t o r ' s o r d e r s and s u b j e c t t o h i s s u p e r v i s i o n , s i nce 
i t c o n t a i n s subs tances having a p sycho t rop ic e f f e c t " . The same wording w i l l a u t o m a t i c a l l y 
appear on t h e l i c e n c e s i s s u e d i n connexion wi th t h e s e p r o p r i e t a r y d r u g s . 
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Sole pa ragraph A p e r i o d of s i x t y days s h a l l be allowed to enable a l l l i c e n c e s a l r e a d y 
i s s u e d t o be a l t e r e d t o conform t o t h i s R e g u l a t i o n . 

A r t i c l e 4 
L a b o r a t o r i e s s h a l l l i m i t t he t o t a l q u a n t i t y of t h e samples which t h e y d i s t r i b u t e s o l e l y 

t o d o c t o r s t o 5 p e r cen t of t h e i r f a c t o r y ou tpu t of t h e subs tances r e f e r r e d t o i n a r t i c l e 6 . 
The words mentioned i n a r t i c l e 3 s h a l l l i k e w i s e be p r i n t e d on t h e packaging and l a b e l s of 
such samples . 

A r t i c l e 5 
Whenever i t deems i t n e c e s s a r y t o do s o , t h e Medical and Pharmaceut ica l Cont ro l Serv ice 

s h a l l b r i n g t h e l i s t of t h e pharmaceu t ica l subs tances covered by t h i s Regula t ion up t o da t e 
by i n c l u d i n g o t h e r s ; i t s h a l l be r e s p o n s i b l e f o r any a d d i t i o n s and d e l e t i o n s . 

A r t i c l e 6 
The fo l lowing a r e t he subs tances covered by t h e p r o v i s i o n s of t h i s Regu la t i on : 
(a) hypno t i c s and a n t i - s p a s m o d i c s ; 
(b) subs tances having a s t i m u l a t i n g a c t i o n based on sympathicomimetic amines 

o r subs tances of a s i m i l a r chemical s t r u c t u r e , i . e . t hose which produce 
e x c i t a t i o n of t h e c e n t r a l nervous system; 

(c) h a l l u c i n o g e n i c subs tances such as Mescaline and LSD. The c h a r a c t e r i s t i c s 
of t h e above-mentioned pharmaceu t i ca l subs tances and p r o p r i e t a r y drugs 
s h a l l be determined i n accordance w i th t he p a r t i c u l a r s en te red on t h e 
r e l e v a n t l i c e n c e i s sued by t h e Nat iona l Medical and Pharmaceut ica l 
Cont ro l S e r v i c e . 

A r t i c l e 7 
To enable t h e s u p e r v i s o r y a u t h o r i t y t o keep a check on consumption, pha rmaceu t i ca l 

l a b o r a t o r i e s s h a l l p r epa re s p e c i a l c o n t r o l c a r d s , confirming s a l e s made and any r e b a t e g ran ted 
t o t h e e s t ab l i shmen t pu rchas ing them for p r o p r i e t a r y drugs c o n t a i n i n g the subs tances enumerated 
i n a r t i c l e 6; t h e s e ca rds s h a l l be s en t t o t h e s u p e r v i s o r y a u t h o r i t y before t he f i f t h day of 
each month, e i t h e r d i r e c t or through t h e l a b o r a t o r y ' s p r o f e s s i o n a l o r g a n i z a t i o n . Commercial 
concerns s h a l l a l s o send to t h a t a u t h o r i t y , before t h e f i f t h day of each month, a s t a t emen t 
of a l l goods covered by t h i s Regu la t ion which have been so ld du r ing t h e p rev ious month; t h i s 
may be done e i t h e r d i r e c t or through the a p p r o p r i a t e p r o f e s s i o n a l o r g a n i z a t i o n . 

A r t i c l e 8 
Pharmaceut ica l subs tances or p r o p r i e t a r y drugs a c t i n g as t r a n q u i l l i z e r s , a t a r a c t i c s o r 

mental s t i m u l a n t s , o t h e r t han t h o s e s p e c i f i e d i n a r t i c l e 6 , s h a l l be exempt lrom the r e q u i r e 
ments s e t out i n a r t i c l e s 1, 2 , 6 and 7 of t h i s Regu la t ion bu t s h a l l comply wi th t h e p r o v i s i o n s 
of a r t i c l e s 3 , 4 and 5 . 

A r t i c l e 9 
Any inf r ingement of t h e p r o v i s i o n s of t h i s Regula t ion s h a l l be punished by f i n e s l e v i e d 

i n accordance w i th e x i s t i n g l e g i s l a t i o n ; t h e s e f i n e s s h a l l be i nc rea sed i n t h e case of a 
second or subsequent o f f e n c e . 
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Paragraph 1 . Af te r a t h i r d such in f r ingement , and i n a d d i t i o n t o t h e f i n e s provided 
for i n t h i s a r t i c l e , t h e s u p e r v i s o r y a u t h o r i t y may o rde r t h e temporary c l o s u r e of t h e 
e s t ab l i shmen t fo r t h i r t y days ; such a c t i o n s h a l l be r e p o r t e d immediately t o t h e Fede ra l 
Pharmaceut ica l Counc i l , t o enable i t t o t ake t h e necessa ry measures wi th regard t o t h e 
pharmac is t concerned on t h e ground t h a t he has r e p e a t e d l y committed a s e r i o u s o f f ence . 

Paragraph 2 . A f u r t h e r inf r ingement s h a l l r ender t h e e s t ab l i shmen t concerned l i a b l e 
t o t h e p e n a l t i e s provided fo r by law. 

A r t i c l e 10 
This Regu la t ion s h a l l come i n t o force on t h e d a t e of i t s p u b l i c a t i o n . Regula t ion No. 3 

of 28 Apr i l 1951 i s hereby ab roga ted . 

FERNANDO LUZ FILHO 
D i r e c t o r , 

Nat ional Medical and Pharmaceut ica l Control Serv ice 

Rio de J a n e i r o , 2 A p r i l 1962. 


