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Statement 

Registration of Dru •s and Pharmaceuticals 
Companie 

1 297.  SHRI SAJJAN KU MAR : Wi l l 
the M i n i  tcr o f  CHE MICALS AND 
FERTILIZERS be p lea ed to  s ta te  : 

(a )  l he numb · r  of i.lSt'S of reg i. tra t ion 
o f  Ind ian  d rug a nd pha rmaceu ticals 
compan ies pend i ng wi th Governmct:lt with 
deta i l  a regard to name of th  compan ies 

nd t h  da t  of app l i c  t ion ;  

( b! t he numb r of reg i� tra tion appl ica­
ll ns of Drug compani  s th,H have b en 
r jcc ted a fter t he i n r rod 1 1c t ion  of New Drug 
Pol icy w i t h  de ta i ls, firm-wi5 ; and 

( · )  th · rea on for the r je t ioa of 
t h\. "i · a ppli  a 1 1 on , in  deta i l '! 

TH M I N ISTER O F  CHE M I  ALS 
A N D  FERTI L IZE S (SH RY VASANT 
S TH E )  : (a ) A i n t ima l d by DGTD, 
name·  of th..! compan i  s a od d re from 
wh ich l b  i r  r g i!> t r  l ion  appli  a t ioas a.re 
p..:nd in  wi 1 h  DGTD ,  a r_. a pe r t he 
1 a 1 cm1.:n t  a t t · �hcu A l l  o c h  r a ppl i  u t i on 

have e i t her b en a pprov d or  r jec ted/ 
clo ed by Lbe D .G .T .D .  

( b )  a nd ( c )  From 30. 3 . 78 to  30.6 .84, 
444 ppl ica r i o n  for DGTD rcg i  t ra t ioa 
ha ve b n reje�t d/clo ed by t he Drug. nd 
Pharm ceu t k  I D i r  c tora t f DGTD due 
l var i ous rea n such as n o n  coafirm i ty 
of  t h e  D r ug Pol icy, non-fu lfilment of 
pa ram l rs of r gi ! ra t ion , fa i l u r  to subm i t  
add i t io n  I d .1 t a  ca lled for ,  e tc. 

J m  o f  t h  omp ny hem o D� te r r i pt f 
m.i nuac t u r  app l i ca t i  a i n  

DOTO 

l 2 3 --
1 .  '1).1/ . C l PLA Cyan iduno l  & 

n i t id ino HCL. 3 .2 .  4 

2 .  Ml . An 1 10- r ocl'\ / rimozi n f rmul t 1on11 28 .4 .84 

3 .  M/ . Ri  h rd on H tndu· 1 n· AyurvcLl ic 25.4.84 
; 
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4. M/s .  Parke Davis Cbloro. ort ea r drop 

Griponyl e 1 c .  

7 . 3 . 84 

5 .  M/s .  Bengal Immuni ty Co- Tri maxazoJe Ta blet  , 
Methyl Dopa 

. 4. 84 

6. M/s .  Andbra Ci tra tes Ri fampicio 27 .2 .84 

7 .  M/'/5 . Suueeta La bra tories Probenecid 23 ,6 .84 

8. M/s .  P. Ra macbandra Rao Vi tamin  B6 8 .6 .84 

• 

Registration of Drugs and Pharmaecotcia l 
Units 

1 298 . SHRI  SAJ JAN K U M A R  : W i l l  
the Min is ter  of  CHEMICALS A N D  FER­
TILIZERS be plea ed to  s t a re : 

(a) whether r g i  t ra t i on of d rug n<l 
pharmaceut ica l  u n i ts  is a u tomat ic  ur.der 
Indus t ries (D & R) Act  a nd as  per 1 977 
ru les ;  

(b )  whe ther i t  i a fac t tba t DGTD ib 
the admi n i  t ra t i ve dPpar rmcnt  so fa r " 
registra t ion of drugs and pharmaceu t ica l 
is concerned;  

(c) the rea on  for t he i o terfert'o of 
Ministry of Chem ical a nd F rt i l i z  r i n  
cases of regis tra t i on o f  D rug a nd Phar­
maceut ica ls u n i ts; a nd 

(d ) the detai l of pol icie and ru t a nd 
re-gu la tioo under which re i s t ra t  i on app l i ­
ca t ions of Drugs a nd Pharmaceu t ica l uoi t 
a re c lea red ? 

THE M f NISTER OF CHE MICA LS 
AND FERTILlZBRS (SHRI VASANT 
SATHE) : (a) to (d) DGTD reg i t ro. tioa 
is normal ly ran ted to  uni c  i n  the org -
n i  cd ector, i f  they are exempt from i n d u  -
tr ia l l icens i ng a per gov rnmen t  pol icie 
a nnounced from t ime to t i me .  I n  t h  ca 
of d rug indus t ry, i t  wa decided , a par t  of. 
March, 1 978 Drug f\ol icy tha t  the DGTD 
registra t ion chem ha U c a e .  However 
subsequen t ly ,  th i  ma t ter  .a con id red i u  
consu l t a t ipn  w i t h  M i n is t ry of  lnd u t ry i n  
the  con text of fu nh,r ov r I I  l i b  r 1 .i u a 

I 

of  DGTD reg i  t ra t ion scheme. I t  wa de­
cid d tha t DGTD rcgis t rn t ioa c hem , ould 
con t i nue f > r  the drug ec tor  al o ubject 
to ( i )  1 978 Drug Pol i  y ra t i  pa ra m ter 
bei ng a t i  fled a nd (2 )  c ru t i ay of each 
app l ica t ion by M i n i s t ry of Chemica l nd 
F r t i l izer 
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