
MINUTES OF THE 25™ MEETING OF THE DRUGS
CONSULTATIVE COMMITTEE HELD ON THE 10Hl &

II™ SEPTEMBER 1987

Dr. P rcm  K. Gupta, C hairm an  w elcom ed  all the m em bers  a ttending  the m eeting 
and reques ted  that each m em bers  m ay  p lease  in troduce himself. H e in fo rm ed  that  M iss 
M ira Seth, Addl. Secretary o f  the M inistry  o f  H ealth  &  Fam ily  W elfare  had  inspite  o f  her 
busy schedule , k ind ly  consented to m eet the m em b ers  o f  the com m ittee  and  say a few 
w ords on  enfo rcem en t o f  Drugs Control in the light o f  th inking o f  the G o v e rn m en t  and 
also the d iscuss ions  which are held  from  tim e to tim e in Parliam ent so that  these  points 
are borne  in m ind  w hen  the com m ittee  delib trates and take decisions.

M iss  M ira  Seth, Addl. Secretary  (H ealth)  s tated  that before she  cou ld  sugges t  any 
m easu re  o n  d rug  control, it is necessary  to  assess ho w  is the present sy s tem  w o rk in g  and 
ho w  w e  could  im prove  upon it. H er app roach  w ou ld  be purely  an adm in is tra t ive  one 
because  she  w as no t  a technical person. She has assessed that the n u m b e r  o f  drugs 
inspectors  in the State w as not adequate  as per the recom m endations  o f  the T ask  Force. 
W e shou ld  have  around  2600 d rug  inspectors  in the w ho le  country  as aga ins t  ab o u t  600 
drugs inspectors .  O n a further ana lysis  the  n u m b er  o f  drug  inspectors  in  the State o f  
U ttar P radesh ,  B ihar  and M ad h y a  P radesh  w ere  less. T he  num ber o f  d rug  inspec to rs  in 
these S ta tes  shou ld  be augm ented  by  abou t 25-30  every  year i f  the op tim al m in im u m  has 
to be m ain ta ined .  T here  should  be M obile  Squads in each  State to de tec t  the cases  o f  
m an u fac tu re  and  sale o f  spurious drugs. This is a very  good m easu re  to  co m b a t  the 
m en ace  o f  spurious  drugs in the country . She also stated that clinical screening 
co m m ittees  to screen form ulations o f  d rugs perm it ted  to be m an u fac tu red  in the state 
should  be set up since m any  o f  the States do not have  such  com m ittees.

She also stated that m any  o f  the Sta tes like U.P., Bihar, M a d h y a  P radesh ,  Delhi 
either d id  no t have an their ow n  drug  tes ting  facilities or the facilit ies  w ere  totally  
inadequate. W ith o u t  drug testing  facilities, the d rug  control en forcem ent is cr ippled . She 
suggested  that  the drug  inspectors should  take m ore  sam ples  o f  d rugs an d  also  ca rry  out 
in spec tion  o f  the m anufac tu ring  activ ities  at the end  o f  every  year. It w o u ld  n o t  be proper 
for any  in sp ec to r  to draw  m ore  sam ples  at the end  o f  the year to fulfill any  target, but the 
sam p lin g  ta rge t  sh o u ld  be fixed for every  quar te r  for every  drug inspector. T h is  will give 
m ore  tee th  to  enforcem ent.  She regretted  that  m an y  drug  m anufac tu rers  h av e  no t  yet set
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lip their ow n drug testing facilities, inspite o f  the fact that the D rugs and C osm etics  Rules 
n ow  specifically laid d o w n  that each drug  m anufac tu ring  unit shall have its ow n testing 
laboratory. This should  not be permitted. She observed  that prescrip tion  drugs nam ely 
those included in S chedu le  ‘I f  to the Drugs & C osm etics  Rules are freely available from 
chem ists  and there is hard ly  any enforcem ent o f  the Rules  by the State authorities. She 
suggested  that strict ac tion  should  be taken to ensure that no prescrip tion  drugs are sold 
freely. Referring to the N ew  Drugs Policy, she observed  that the Stale Drug Control 
au thorities  have a lready  been apprises o f  its salient features and the draft am endm en ts  on 
G ood  M anufactu ring  Practices, on new  drugs, and loan licensing have already been 
published  for public com m ents .  The report o f  the co m m ittee  on  D rug  P ackag ing  is also 
being finalized. The D rug  Prices Control Order, she observed , should  also be enforced 
by the Slate Drug C ontro l A uthorities. Watch is to be kept to check  the increase in prices 
o f  d rugs which are not included in Schedule I and Schedu le  II o f  the D.P.C. Order. The 
Stales will have to act as w atch  dogs to see that the co m m o n  people  is not overcharged, 
prices o f  drugs or that no d rug  should go underground. She appealed  to the State Drug 
C ontro lle rs  for m otiva tion  and dedication  o f  their serv ices  and  for also canalizing  the 
sam e by their s ta f f  m em b ers  so that the com m on  m an  could  be helped. T he full text o f  
the speech  o f  the Addl. Secre tary  (Health) is at A p p en d ix  I.

T he C ha irm an  thereafte r  requested Dr. A. K. M ukher jee ,  Addl. D irector General 
o f  H ealth  Services to k indly  say a few words to the m em b ers  a ttend ing  the meeting. Dr. 
M ukher jee  w e lc o m e d  the m em bers  and inform ed them  that Dr. G. K. V ishw akarm a, 
D G H S  w as not keep ing  well and  so he could not com e to m eet the m em b ers  attending  the 
m eeting. H e stated that the recent case o f  supply o f  adu lte ra ted  g lycerine  in J.J.Hospital 
B om bay  had show n  h o w  severe the co llousness could  be i f  there is laxity in drug  control 
en fo rcem en t to control the quality  o f  drugs. He stated that in the Dte. General o f  Health 
Serv ices the list o f  d rugs for supp ly ing  to the C G H S , to the p r im ary  H ealth  C are Centres 
have been d raw n  up. It is necessary  that the N ational F o rm u lary  o f  India  should be 
updated  so that hosp ita ls  cou ld  buy drugs with the fo rm ulae  g iven in this book. He 
suggested  that the inc idence  o f  spurious drugs and  sub-s tandard  d rugs n o w  prevailing in 
the coun try  should  be reduced  and this com m ittee  should  engage  its a ttention to this 
problem . M ore  tes ting  labora tories should  be set up by the States, i f  not already done, 
and  M obile  Squads should  also  be form ed to com bat the m en ace  o f  spurious  drugs. No 
m anufac tu ring  l icence shou ld  be granted unless the m an u fac tu re r  has his ow n testing 
labora tory  and he fo llow s G ood  M anufac tu ring  Practices. R eferring  to irrartional 
form ulations, Dr. M u k h er jee  s tated  that each Stae should  have  a co m m ittee  to w eed out 
irrational fo rm ula tions  i f  the States enforce  these m easu res  they will s trengthen  the hands 
o f  the D rug  C on tro l le r  (India).

He also endorsed  the v iew s o f  M iss M ira  Seth, A ddl.  Secretary  (H ealth) that strict 
ac tion  should  be taken  i f  any  chem is t  is found to sell p rescr ip t ion  d rug  openly . Such sale 
o f  po ten t d rugs leads to se lf-m edica tion  by patients  w ith o u t  k n o w in g  the consequences.

Shri V. S. S ubram an iyan , Jt. Secretary (H ealth ) at this stage cou ld  com e to the 
m ee ting  and the C h a irm an  requested  him  to address  the com m ittee .  Shri Subram aniyan  
stated that the d raft am en d m en t  recently  published  to the D ru g s  and  C osm etics  Rules
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gives a new  defin ition o f  new  drugs which includes also com bina tions  i f  any state drug 
contro llers  gives m anufac tu ring  licence to m anufactu re  irrational com binations 
indiscrim inately . Such  drugs will move to other States and it w ou ld  be very diificult to 
curb  the m anaufactu re  o f  s im ilar  drugs in other States. Me, therefore, suggested that the 
m em b ers  w ho are State D rug  & Licensing Authorities should  be very careful in granting 
licences to drug  com bina tions  which should be done in term s o f  the new  provisions. Me 
stated that em phasis  should  be on the quality o f  drugs. For this purpose every drug 
m anufac tu ring  unit should  have its own testing laboratory.

There  had been suggestions for group testing laboratory and this matter should be 
d iscussed  by Drugs C onsu lta tive  Committee. The Drugs C ontroller,  India had in som e 
cases  written to the States to ensure that the ‘con tra ind ica tions’ should  be shown on the 
label. Me enquired  w he ther  thers directions are being fo llow ed? Me also brought to the 
notice o f  the C o m m ittee  that for new drugs the generic nam es will have to be shown in 
doub le  the size o f  the brand nam es and for others it has to be show n m ore prominently 
and w hether these requ irem ents  are being com plied  with  by the drug  m anufacturers  it 
their States. He em phas ized  about the consum er education  and  w as o f  the view that 
un less  the consum ers  are educated  about the existing D rug  Laws, the d rug  control in the 
coun try  could  not be effective. Me rem inded the m em bers  that the H ealth  M inistry are 
anx ious  to get m ontly  inform ation on drug control en fo rcem en t in each  State in the 
p ro fo rm a g iven by the Drgu Controller (India) and it appears that m any  o f  the State are 
not g iving this inform ation. He stated that the sam ples  drau 'n  by the drug  inspectors 
should  not be o f  the sam e type o f  drugs but should be o f  d ifferent categories. Referring 
to the Asstt. D rugs Contro lle rs  o f  the Central D rug  Standard C ontrol O rganisation, he 
stated that they should  give information o f  im port o f  Sera and V accines  to the D rug 
C ontro lle r  (India) regularly . He also m entioned  that in som e Sta tes the Govt. Analysts 
are not having  qualif ica tions  as laid down in the D rugs & C osm etic s  A ct &  Rules and as 
such  the test reports  o f  these  Govt. Analysts w ou ld  be not reliable. He requested the 
m em b ers  to consider  the points  m entioned by the Addl. Secretary  (H ealth)  and the Addl. 
D irecto r G eneral o f  H ealth  Services alongw ith  those m entioned  by him  w hile  considering 
A g e n d a  item s and  take necessary  decisions.

T he State D rugs  Controllers o f  M .P., Bihar, R ajasthan, P unjab  and  H aryana gave 
an  assessm en t o f  their  d rug  inspectorate and testing facilities. R equest  w as m ade for 
financial help  by  the Central Govt, for augm enting  the State D rug  Laboratories. T he 
D rugs C ontro lle rs ,  B ihar, requested that a com peten t  technical person  fulfilling the 
qualif ica tion  laid d o w n  for Govt. Analyst m ay  be suggested  so that he could  be appointed  
as the D irec to r  o f  his State Drug Laboratory. Dr. S. K. Roy, D irector,  Central D rug  
L aboratory , C a lcu tta  s tated  that he has one such person  w ho will be w ill ing  to jo in  the 
pos t on a pay  o f  R s .4 ,500 /-  per m onth  after a few  m onths . T he D rugs Controller, B ihar 
s tated that he w o u ld  take further action after getting in touch  with  Dr. Roy.

A fte r  the inaugura tion  session was over, Dr. P rem  K. G upta, the C ha irm an  stated 
that the figure  o f  sub-s tandard  drugs prevailing  in the country  as per the test reports  is 
very  h igh  and  it is necessary  that this figure should  be reduced. T h is  could  be achieved  if  
the drug  inspec to rs  take  m ore  stringent action to check the quality  o f  d rugs w h ich  are
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m anufac tu red  by ensuring the d isc ip line  laid dow n in the drug  control m easures  right 
from the beginning o f  m anufacture. In case there is any test report rece iv ed  by any State 
D rug Contro lle r  for any sub-standard  drug, s tringent action could  also  be taken against 
the m anufacturer . The entire m atter needs re-thinking. The n u m b er  o f  d rug  inspectors 
today is also 25%  o f  the optimal nu m b er  in many o f  the States and efforts  should be 
m ade to have more inspectors. In m any  Stales licences to m an ufac tu re  irrational drug 
com binations  have been given freely in the past. The com m ittee shou ld  be constituted in 
each State with pharm acologis ts  and clinicians to exam ine the d rug  com binations 
proposed  to be m anufactured. The World Health Organisation has clearly  stated that 
com bination  products  should be d iscouraged. I'he State Drug C on tro l le rs  shokl also take 
action to de-license irrational drug  com bina tions  so that these produc ts  no longer Hood 
the market. He stated that w hen asked in various forums and by Govt, as to why the 
prescrip tion drugs are sold freely, he has no reply to give. Recently  in the public hearings 
on com bination  products  O estrogen  and Progistrons, he had to hear repea ted ly  that there 
is no control over the sale o f  these products  and these prescription d rugs  are sold freely 
and openly  w ithout prescription by the chem is ts  and no action is being  taken against the 
dealers. If  som e licences o f  such dealers  are cancelled  or suspended  this will have some 
salu tary  effect. He stated that recently  a draft am endm en t on new  drugs ,  their  import and 
m anufac tu re  and also on G .M .P. have been published  for public c o m m en ts  and the Slate 
D rug Contro lle rs  m ay send their co m m en ts  at the earliest. In particu la r  he requested  the 
State Drugs Contro lle r  to im press upon the small scale m anufac tu rers  to con fo rm  to the 
new  provis ions for their ow n benefit. He also suggested that the State D rugs Controllers 
should  take the help o f  the Zonal O fficers  o f  the C D S C O  for m ore  jo in t  inspections ol 
m anufac tu ring  premises. The C hairm an  slated that Dr. S. S. G o thoskar ,  w h o  w as Drugs 
C ontro lle r  (India) for m ore  than a decade w as also the C h a irm an  o f  the Drugs 
C onsu lta tive  C om m ittee  for 11 years. If  the m em bers  agree the D .C .C . w o u ld  record the 
apprecia tion  o f  w ha t is d o n e  by Dr. S .S .G othoskar  as its C h a irm an  in the past. The 
m em bers  agreed  to this suggestion.

At this stage Shri G opal K rishan M urthy, Drugs C ontroller,  A n d h ra  Pradesh 
w elcom ed  Dr. P rcm  K. G up ta  as the new  C hairm an  o f  the D .C .C . and  on b e h a lf  o f  the 
m em bers  stated that during  his C hairm ansh ip  this com m ittee will also do va luable  work 
for proper en fo rcem en t o f  d rug  control for the benefit  o f  the people. T h e  o ther  m em bers  
jo in ed  Shri M urthy  in w e lco m in g  Dr. P rem  K. G up ta  as the new  C hairm an .

Items on the ag en d a  w ere  then taken up for consideration.

Item No. 1 : C on firm ation  o f  the M inutes  o f  the last M eet in g  o f  the Drugs
C on su lta tive  C om m ittee .

T he M inu tes  o f  the last m eeting  w ere  confirm ed w ith  no change.

Item No. 2 : C on sideration  o f  the sta tem en t on action  taken  on the
reco m m en d a tio n s  m ad e  by the D rugs C onsulta tive  C o m m ittee  at its 
last m eet in g  held  on the 8 th and 9 (h Jan. 1985.
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T he C hairm an stated that action taken on the reco m m en d a tio n  m ade at the 
last meeting o f  the Drugs Consultative C om m ittee  w as set out in 
A nnexure  I and the m em bers  could seek c lar ification and make 
observations on any point given in the statements. R egard ing  Item 5 o f  
the s tatem ent about m anufacture  o f  preparations con ta in ing  insoluble 
B ism uth  salts and also com bination  o f  E tham butol w ith  Isoniazide given 
at Item No. 9. it was expla ined  that these 2 prepara tons will be considered 
by the sub-com m ittee  on irrational preparations on the basis o f  the replies 
received.

R egarding Item 4 o f  the statement, the Drugs C ontroller,  Delhi and the 
Director Drugs Control Adm inistration , Gujarat s tated that they have also 
obtained the opinion o f  the Law Ministry o f  their State G overnm en t and 
these would be forwarded by them so that the m atter  could  be examined 
further.

R egard ing  Item 10 o f  the s tatem ent it w as re -em phasised  that the re-use o f  
type II bottles should  eb stopped im m ediately  and all S tate Drug 
Contro lle rs  should  take action  in the matter.

Item N o .3 (A ):C o n s id cra t io n  o f  the points arising out o f  the m inutes  o f  the last 
m eetin g  o f  the Drugs C onsultative  C om m ittee  held  on 8 lh and 9 th Jan.  
1985.

T he report o f  the sub-com m ittee  was accepted.

Item No. 3 (B ) i ) : R eport o f  the sub-com m ittee  constituted  by the 2 3 rd M eetin g  o f  the 
D rugs C onsulta tive  C om m ittee  to suggest con d en sed  tra in in g  courses  
for B.Sc. as w ell  as B .P harm a G raduates  tak ing  into consideration  the 
course  outlined  by the earlier sub-com m ittee .

N or m any  com m ents  have been received on the report w hich  was 
c irculated  to the State Drugs Controllers. The report o f  the sub-com m ittee  
w as approved.

Item No. 3 (B ) ii) : R eport o f  the su b-com m ittee  to perm it one testing  laboratory  for  
testing the drugs m anufactured  by a group  o f  m an u factu rers .

The recom m endation  s o f  the sub-com m ittee  that these d rug  m anufac tu ring  
units m ay  have a group testing laboratory was not accepted.

In v iew  o f  the present thinking and also because  the new  prov is ions  o f  the 
D rugs and C osm etic s  Rules  require that each d rug  m anufac tu ring  units 
should  have its ow n testing unit. But i f  a drug  m anufac tu re r  has  its sister 
concern  with  the saem  M anag ing  D irector or D irecto r in the sam e
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prem ises ,  one testing labora tory  can cater to the tes ting  requ irem ents  o f  
the sam e group o f  sister concerns  in the sam e premises.

T he Director, C.R.I. Kasauli s tated that in W est B engal tw o Govt, 
laboratories are m anufac tu ring  R abbies V accines and C h o le ra  Vaccines 
separate ly  and can one testing laboratory serve both  these  m anufacturing  
laboratories. T he  C hairm an  stated that this specific m atte r  will have to be 
exam ined .

Item No. B(iii) : R eport o f  the S ub -C om m ittee  to lay dow n deta ils  o f  .space, 
eq u ip m en t ,  etc., for the m an u factu re  o f  cosm etics.

T h e  report o f  the Sub-C om m ittee  w as agreed to.

Item No. 3(H) (iv) : R cprot o f  the S u b -C o m m ittee  on l icensing u n d er  the D rugs and 
C o sm etics  Rules for m an u factu re  o f  d iagnostic  reagents.

It w as  observed  that a large nu m b er  o f  diagnostic  reagen ts  w ere  included 
in the list by the Sub-C om m ittee . T herefo re  w ould  need re-exam ination. 
T he  S u b -C o m m ittee  w as re-constitu ted  with  the fo llow ing  m em b ers  :

1. Dr. S. N. Saxena  C h a irm an
Director, CRI Kasauli

2. A  pathologis t  to be co-opted  by the C hairm an

3. Dr. L. V. K annan , Dy. Drugs Controller, C o n v en er
India, D G H S  N irm an  B haw an , N e w  Delhi.

It w as  also suggested  that som e invitro  chem icals  used in d iagnosis  could 
be ex c lu d ed  from  the list. P regnancy  test kits shou ld ,  how ever,  be 
con s id ered  as drugs. T he  report o f  the sub -com m ittee  shou ld  be subm itted  
w ith in  6 m onths.

Item No. 3 (B ) (v) : R ep rot o f  the S u b -C o m m ittee  to go into the details of  
m a n u fa c tu re  o f  surgica l dressings and to suggest m in im u m  hygienic  
con d it ions  requ ired  for the m an u factu re  o f  surg ica l dressings / 
b an d ages .

T he report  w as  accepted.

Item  No. 3 (C ) : W e e d in g  out o f  fixed does com bin ations  o f  drugs.

T he  C o m m it tee  agreed  to the recom m endations  m ade  in the report ot the 
S u b -C o m m ittee .
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At this state the C ha irm an  inform ed Dr. S. N. S axena , Director, CRI 
Kasauli had another m eeting  and he would like to say a few  w ords about 
testing o f  Sera and Vaccines. Dr. Saxena stated that w h e n ev e r  a sam ple o f  
Sera or V accine is sent to CRI Kasauli. the Drug Inspector or the State 
Drug C ontroller should clearly indicate as to w he ther  all the tests should 
he done or only som e tests should  be done that w ould  help in the testing o f  
the drugs and for early issuance o f  test reports.

At his suggestion  Item No. 67 was taken up for consideration .

Item No. 67 : Inspection o f  m an u factu rin g  prem ises for vaccines and sera.

The C hairm an  stated that the earlier inspection Panel has now  become 
defuntt. N o w  w henever  Dr. Saxena, Director, C.R.I. Kasauli has to go for 
inspection o f  any m anufac tu ring  unit he may take his ow n experts. Dr. 
Saxena stated that he w ould  prepare a Panel o f  abou t 10-12 experts  whose 
services could be utilized by him. It was further explained  by the 
C hairm an  that for veterinary  drugs a separate panel o f  experts  w ould be 
formed after consulting  the D irector I.V.R.I.

Item No. 4 : M an u facture ,  sale an d istribution  o f  form ulations con ta in in g  protein
hydrolysates ,  v itam ins, m inerals.

All the m em bers  were unan im ous  that the form ulations conta in ing  protein  
hydrolysate ,  v itam ins and  m inerals  are “ D rugs” and  are c ircum venting  the 
p rovis ions o f  the D rugs & C osm etics  Act and Rules. M any  o f  these 
products  are g iven in dose also on the label. It w as  dec ided  that all such 
item s should  be considered  as drugs and m anufac tu red  under  a drug 
m anufac tu ring  licence under the D rugs and C osm etic s  Rules. I f  any party 
wants  any  exem ptions  he should  obtain perm iss ion  from  the authorities 
enforcing  the P reven tion  o f  Food A dultera tion A ct and  also label the 
produc t as ‘not for m edicinal u se ’ and  no dose should  be g iven  on the 
label. Further such  food products  should not be allow ed to be 
m anufac tu red  in the sam e p rem ises w here  drugs are m anufactu red .

Item No. 5 : M a n n er  o f  labeling  S chedule  ‘P ’ drugs.

T he  C hairm an  inform ed that Schedule ‘P ’ to the D rugs  and  C osm etics  
Rules  laying dow n  the life periods to d ifferent therm olab ile  drugs has 
already been  revised and  the am ended  Schedule ‘P ’ is in force n o w  for 
about 1 !/2 years. U nfortunate ly  m any o f  the State D rug  Contro lle rs  w ere  
not aw are  o f  the n ew  provisions, he requested th em  to study  the p rovis ions 
and revised Schedu le  ‘P ’ and enforce them. T he  C o m m iss ioner ,  Food & 
D rugs A dm in is tra tion ,  M aharash tra  stated that s ince  R ule  96 and Schedule  
‘P ’ have been  am en d ed  it w ould  be in the fitness o f  th ings that  these 
p rov is ions  should  be enforced. If, how ever,  at any  p lace  the tem pera tu re
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is above  25 degree C, it will be necessary  for the chem is t  to install an air- 
conditioner.  The Drugs Controller, Rajasthan h ow ever  stated that in his 
State the normal tem perature in som e m onths  and even in spring and 
au tum n  is so high that it would be quite difficult even for reputed chemists 
in big cities in his State to keep drugs below  25 degree  C. He regretted 
that it will not be possible for him to enforce  the prov is ions  o f  Schedule 
'P '  in respect ol" m aintenance o f  d rugs below  25 degree  C by the chemists. 
T he  C om m issioner,  Food & D rugs A dm in is tra tion , M aharash tra  stated 
that w hen the Rules have been fram ed these should  eb enforced and no 
ex em p tio n s  to any party can be given.

Item No. 6 : I.S.I. specifications for finished cosm etics.

T he  C om m ittee  observed that there will not be any difficulty  in com ply ing  
with  the standards for chem ists  as laid dow n  by the I.S . I. and the m in im um  
s tandards  could be expected under the D rugs &  C osm etic s  Rules.

A suggestion  was m ade that the I.S.I. has laid d o w n  spec ifica tions for 
toilet soaps and these also should  be adopted  u nder  the Drugs and 
C osm etic s  Rules. This suggestion  w as accepted.

Item No. 7 : T h e  stan d ard s  o f  W eight and M easu res  A ct 1977 and the standards of
W eigh ts  and M easures (PC) R ules 1977 -  applicab ility  to packaging  
o f  drugs.

T he com m ittee  considered at length  the p rovis ions o f  the W eigh t and 
M easures  A ct 1977 w hich  run coun te r  to the provis ions o f  the D rugs & 
C osm etic s  Rules. It w as clarified that the pack ing  o f  any  drug, tablet, 
capsu les  or  liquids is for one trea tm ent and  could  not be necessarily  be in 
term s o f  the matric system  i.e. a m ultip le  o f  5 or 10. It w ou ld  therefore be 
necessary  for the m anufacturers  to co m p ly  w ith  the p rovis ions o f  the 
D rugs &  C osm etics  Rules in the m atter  o f  pack ing  o f  drugs. T he  drugs 
should  therefore be exem pted  from  the p rov is ions  o f  the W eigh t and 
M easu res  A ct 1977 and the m atte r  m ay  be taken  up w ith  the concerned  
authorities.

Item No. 8 : U se o f  approved  co lour m ixtures -  m a n n er  o f  labeling.

T he  question  o f  granting exem ptions  to the n am es o f  co lours  used in the 
m anufac tu re  o f  drugs and the label w as  d iscussed  and  it w as the v iew  that 
s ince the G overnm en t analyst w ou ld  test the presence o f  each  co lou r  in the 
drug, it w ou ld  not be p roper to g ive any exem ptions .  T he  n am e o f  colours 
should  therefore be show n  on  the label in te rm s o f  the prov is ions  o f  Rule 
127 o f  the D rugs & C osm etics  Rules. I f  any  exem ptions  is gran ted  the 
m em b ers  w ere  apprehensive  harm ful co lours  could  also be added  and
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ultim ately  this will the users. Further the m ix ing  o f  different colours 
should  not be encouraged.

Item No. 9 : R equest for insisting for the sale o f  O xytocin  Injections for Veterinary
use against prescription of a Registered  Veterinary M edical  
P ractitioner.

The m isuse  o f  Oxytocin  by the M ilkm en  w ho  adm in is te r  the injection to 
the cow  or buffa low  was voiced by m any  m em bers.  The com m ittee 
rev iew ed the earlier circulars which w ere  issued to check this menace. 
A lte r  detailed  discussions it was agreed to take the following course o f  
ac tion

1) O xytocin  o f  veterinary use should be banned under the Section 26A 
and  necessary  action may be initiated.

2) O xytocin  lo r  hum an use shall be perm itted  but its sale shall be strictly 
aga inst  prescrip tion o f  registered m edica l practitioners. I f  any dealer 
is found to sell such oxytocin injection to any m ilk m en  or others, strict 
ac tion  against  him shall be taken.

3) T he  m anufac tu rer  o f  Oxytocin  injection  for h u m an  use could be 
restr ic ted  by the Drugs Controller (India) by adv is ing  less im port o f  
the raw  m aterial i.e. oxytocin in p o w d er  form  w hich  is imported. The 
im port  o f  this item in bu lk  should  also be only on the 
recom m endations  o f  the Drugs C ontro lle r  (India).

Item No. 10 : Issue  o f  licence to Bachelor o f  Science for op en in g  a M edica l  shop.

Since the d ispensing  o f  drugs is a  specia lized activity  for which 
institu tional training is necessary, it w ou ld  no t be considered  appropriate 
to perm it  a B achelo r o f  Science to w ork  as a com peten t  person  for the sale 
o f  drugs. T he  proposal was not agreed  to.

Item No. 11 : C o n sid era t io n  for reservation d iagnostics  kits, reagents  and strips for  
exc lu s ive  d evelop m en t in the sm all sca le  sector.

T h e  C o m m ittee  did not agree to the suggestion  that d iagnostic  kits shall be 
re served  for the small scale sector only. D iagnostic  kits are very  sensitive 
item s on  w h ich  hum an  life depends and  the large scale m anufac tu re  w ho 
can  afford  research and w ho can enforce  m ore quality  should  also 
con tinue  to m anufacture these items.

Item No. 12 : C on s id era tion  o f  the question o f  sh o w in g  the nam e and address o f  the 
m a n u fa c tu re r  w h ere  the drug has been  m an u factu red  on the label o f  
the drug.
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Item No. 13 

Item No. 14

Item No. 15

Item No. 16 

Item No. 17

Item No. 18 :

Item No. 19 :

The C om m ittee  d iscussed in detail the m an n e r  o f  show ing  the nam e and 
address  o f  the m anufacturers  on the label. It w as the consensus v iew  that 
the nam e o f  the m anufacturer and the address  o f  the prem ises w here  the 
drug  has been m anufactured  should alone be m en tioned  on the label.

: S ch ed u le  K o f  the Drugs & Cosm etics  Rules.

: P rocurem ent o f  G overn m ent Analyst.

Since these items w ere  suggested by the Drugs Controller, A ssam  who 
w as not attending  the meeting, these w ere  not d iscussed.

: C o m b in ed  Food and Drug L aboratory , A gm aq u an , Patne -  
A p p o in tm en t  / deputation  o f  Govt. Analyst.

T his  m atter  was already discussed earlier and the D irector Central Drugs 
L aboratory  had prom ised  to help Drugs C ontroller,  B ihar in availing o f  the 
serv ices  o f  a suitable technical personnel to w ork  as incharge o f  his drug 
testing  laboratory.

F ixation  o f  time limit for analytical ch em ist  for approval.

T he  C om m ittee  was o f  the v iew  that this w as  a m atter o f  d iscre tion  on the 
part o f  the licensing authority  and it w ou ld  not be appropria te  to fix any 
tim e limit.

N eccssary  instruction m ay be given  to C D L  C alcutta  and C IP L ,  
(■ h a /iab ad  for testing sam ples  o f  drugs sent from  this State (Bihar).  
At p resent sam ples arc not accepted  in these laboratories.

T he  C h a irm an  stated that the sam ples  o f  d rugs received  from  B ihar could 
not be tested because o f  the huge arrears  o f  the State G overnm etn  for the 
sam ples  tested earlier. H ow ever, D C (I)  requested the Director, C D L  
C alcu tta  and  the Director CIPL, G haz iabad  to help the D rugs Controller, 
B ihar  as far as possible.

F o rm u la  B ank  m ay be constitu ted  at the C entral level to elim inate  
irrational,  incom patib le  harm ful form ula .

T he  central Drugs S tandard  C ontrol O rgan isa tion  is a lready  considering  
w ay s  and  m eans so that there is so m e central gu idance for approval o f  
fo rm ula  o f  drug com binations.

M a n u fa c tu r in g  and m arketing  o f  Paed. A spirin  tablets.

177



Item No. 20 

Item No. 21

Item No. 22 :

Item No. 23 :

Item No. 24 : 

Item No. 25 : 

Item No. 27 :

T he co m m ittee  was o f  the v iew  that Aspirin  tablets  for paediatric use 
should  not be permitted. The perm ission to m anufac tu re  75 m g Aspirin 
tablets should  be w ithdraw n by persuading the m anufacturers .  In case 
there are any representations then this matter could  be referred to the 
m edical experts  for their advice and the item brought back for d iscussion 
in the D rgus Consulta tive Com m ittee  meeting.

V et/Food  Supplem ent.

Since the Drugs C o n t r o l l e r ,  Chandigarh  A dm inis tra tion . C hand igarh  was 
not present this item was not discussed.

T ablet  and capsules sizes for different strengths o f  the sam e drug.

The C ha irm an  explained that in the Indian P harm acopoe ia  1955 different 
s izes o f  tablets o f  different strengths have been g iven  in the general 
m onograph .  W hen an am endm ent in the Indian P harm acopoeia  is 
considered  the provisions in the British P h a rm acopoe ia  will also be taken 
into consideration . Dr. J. L. Kaul stated that today the sam e tablet o f  same 
strength is m arketed  in different colours w ith 5 d iffe ren t brand nam es and 
this m ust be stopped. The C hairm an stated that a c ircu lar  to this effect 
will be issued by the Drugs Controller (India) for tak ing  necessary  action.

Pow ers to be given to L icensing  A uthorities  in States.

It w as agreed  that necessary am endm en t m ay be m ade  in the Drugs & 
C osm etic s  Rules.

A m e n d m e n t  o f  re levant rules like 69, 71, 76, etc.

T he C ha irm an  stated that this m atter will be ex am in ed  and further action 
w ould  be taken.

A p p ea l to the State G overnm ent.

A m e n d m e n t  o f  Rule 154.

B an n in g  o f  A yurvedic  preparation  con ta in ing  high percentage o f  
A lcohol w h ich  are being abused for in tox icating  purposes .

T hese  steps (3 items) related to the en fo rcem en t o f  control m easures  over 
A yurved ic  and  U nani drugs and as such  have  to be referred to the 
C onsu lta tive  C om m ittee  for A yurvedic , S iduha  and  U nani D rugs for 
consideration .
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T he  co m m ittee  was o f  the v iew  that the use o f  Poly thene bags for 
m arke ting  batlets and capsules o f  drugs was not ethical and should  be 
stopped . It w as recom m ended that the D rugs Contro lle r  (India) m ay issue 
a circu lar also to all the State Drug Contro lle rs  for taking further action in 
the matter.

Item No. 2<S : C on sideration  o f  the need to issue one licence for d ifferent set o f  
p rem ises  m anufacturing  d ifferent dosage form s, but s ituated  in the 
sa m e ca m p u s  and belonging to the sa m e m anufacturer.

T he  co m m ittee  was o f  the view  that only  one m anufac tu ring  licence can 
he g iven if  the entire m anagem en t is under one ow nersh ip . 11' the 
o w nersh ip  is different o f  the d iffe ren t m anufac tu ring  prem ises , separate 
l icences w ould  be necessary.

Item No. 29 : C on sidera tion  o f  the need o f  in corp oratin g  the w o rd in g s  ‘N a m e o f  the 
d r u g s ’ in the body o f  Form 26.

It w as clarified that Form 26 a lready  requires show ing  o f  the n am es  ol the 
d rugs to be m anufactured , no further ac tion  is necessary.

Item No. 30  : C on sideration  o f  the need to clarify w h eth er  drugs inc lude in IP 
edition 1955 and deleted from IP (1966) and IP (1985) ed ition , can be 
allow ed  to be m anufactured  as a P h arm acop oe ia l  d ru g  and labeled  as 
IP ’55  in v iew  o f  the provisions o f  R u le  124(i) (b).

Since only  the im m edia tely  p roced ing  ed ition  o f  the Indian 
P harm acopoe ia  is considered as official under the Second  Schedu le  to the 
D rugs & C osm etic s  Act, any d rug  w hich  is g iven in JP ’55 could  not be 
considered  as pharm acopoeia l.  H ow ever, the m an ufac tu re r  could  show  
the w ords  T P  1955’ on the label, i f  he c la im s the confo rm ation  to these 
standards.

Item No. 31 : C on sidera tion  o f  the need to a u th orize  the units, in ex istence since  
prior to 1981, to set up their  ow n  testing facility  in a d ifferent set o f  
p rem ises , w h en  they are unable  to prov ide  laboratory  in their existing  
prem ises  for w a n t  o f  space.

T he C o m m ittee  agreed that it w ould  be in o rder  to perm it  m anufac tu rers  to 
have their d rug  testing laboratory in a separate  set o f  p rem ises  because ol 
acu te housing  p rob lem  in m ost o f  the cities and towns.

Item No. 32  : C on sideration  o f  the need to clarify w h e th e r  O ral R eh yd ration  salt  
(O R S ) hav in g  identical com position  ind icated  by W H O  b ut conta in ing

Item No.  26 : Sale  o f  l i fe-saving drugs in Po ly then e bags.
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in addition  cxcipcnts and colour, should be acccpted  as W H O  
form ula , as c la im ed by the m anufacturers.

It w as clarified that oral dehydration  salt as per W H O  specifications 
need not contain  any colour. The use o f  colour in oral dehydra t ion  salt 
(O R S) should, how ever, be discouraged.

Item No. 33 : C onsideration  o f  the question as to w h eth er  there is in fringem ent of  
the law by perm itting  the product to be labeled as ‘A m pic ill in  Sodium  
for In jection ’ in :» m anner prescribed bv IP su p p lem en t w h en  IP ’85 
has deleted these w ords.

It w as suggested that the nam e given for the drug  in the latest edition o f  
Indian P harm acopoeia  should  be adopted.

Item No. 34 : M an u facture  o f  fixed dose com bination  o f  steroids for internal use.

T he com m ittee  was o f  the v iew  that since som e m anufac tu rers  have 
obtained stay orders  for their products, it does not flow from  this situation 
that o ther m anufac tu rers  are free to m anufactu re  the item. T he  other 
m anufacturers  should  not be permitted  to m ake  these items.

Item No. 35 : R etesting  o f  D rug  sam ples.

T he Drugs Controller, M .P. stated that under the P revenction  o f  Food 
A dultera tion  A ct & Rules there is a provis ion  for re tes ting  o f  food. Dr. 
Kaul stated that  w hen  the State Drug Contro lle r  feels that the lest report 
g iven by the Govt. A na lyst  is not correct, due to som e reason  or the other, 
the State D rug  Contro lle r  should  have pow er to send  the sam ple  for re­
testing. Shri K attishettar how ever felt that the report o f  the G ov t Analyst 
could not be doub ted  by the State D rug  Controller. I f  the Govt. A nalyst 
has g iven a w ro n g  report, he could be pun ished  under  the Civil Servant 
C onduc t  Rules. Dr. S. K. Roy, Director, C D L, C a lcu tta  in tervening  at this 
stage, said that in such  case the sam e sam ple  could  be  g iven to another 
ana lyst  for re-testing in the laboratory o f  the Govt. A nalyst. The 
C o m m iss io n er  Food &  D rug  A dm inistration , M ah a rash tra  did no t support 
the suggestion and w as o f  the v iew  that in accordance  w ith  the provisions 
o f  the Drugs &  C osm etics  Act, the report o f  the Govt. A na lys t  could be 
checked  only by the Director, C .D.L. after testing the sam e sam ple  and 
there should not be any  deviation  from this p rescribed  procedure .

A fte r  detailed d iscussion  it was agreed that there is no need  to change the 
present provisions.

H ow ever ,  it is a lw ays open  for the State D rugs C ontro lle rs  to get the same 
sam ples  tested inform ally  from  any L aboratory  for his o w n  inform ation.
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Item No. 36 : S u b -stan d ard  drugs supplied by m a n u fa ctu rers  / dealers  outside the 
State -  A ction  to be taken.

The D rugs C ontro lle r ,  Himachal Pradesh, in troducting  the subject, stated 
that his S ta te  w as a purchasing one and all the drugs com e from other 
States. W hen  a d rug  on lest is found to be not o f  standard  quality  he refers 
the m atter to the concerned State but unfortuna te ly  no action is taken 
against the m anufacturer.  The Director D rug  Control Adm inistration. 
G ujarat en d o rs in g  the view o f  the Drugs C otnro lle r .  H im achal Pradesh 
stated that w hen  som e drugs in the Gujarat State, m ade by m anufacturers  
in o ther States, are found to be not o f  s tandard  quality ,  he refers these to 
the concerned  States. I Iowever, he does not get any reply about the action 
taken. It w ould  be w orthw hile  to know  w hal each  State is do ing  in such 
cases. The C hairm an  also endorsed these v iew s and inform ed the 
C o m m ittee  that as Drugs Controller (India) w hen  he writes  lo the States to 
let him k n o w  as to what action has been taken on a drug  reported  to be not 
o f  s tandard  quali ty  many a times he also does  not get any  reply. It 
becom es d iff icu lt  for him  to explain to P arliam ent about the ac tion  taken 
in these individual cases. Shri K attishettar s ta ted  that in m ost o f  these 
cases, he has found that where as the m an u fac tu re r  should  add 100% ol 
the drug  in the tablet or capsule, he adds the m in im u m  quantity  to m ake 
m ore profits. This is the root cause o f  such  substandard  drugs being 
detected. He suggested  that in the new  p rov is ions  o f  G .M .P . published for 
public  co m m en ts  provisions should be m ad e  so that m anufac tu rer  is 
required to add  100% o f  drug. His suggestion  w as  agreed  to.

The co m m ittee  recom m ended  that in all cases  o f  sub-standard  drugs 
m atters  m ust  be persued to the end and  the concerned  State Drugs 
C ontro lle r  should  be inform ed so that his papers  are com plete .  W hen the 
sam ple  has  failed action as per the reco m m en d a t io n s  o f  the sub-com m ittee  
o f  the D rugs C onsu lta tive  C om m ittee  shou ld  be taken. I f  the sam ple has 
failed grossly  about the content o f  drug, p rosecu tions  shou ld  be launched 
in the State w here  the sam ple  was drawn.

Item No. 37  : A ssay  for am picil lin  for oral suspension .

It w as reco m m en d ed  that this item m ay be referred to the Indian 
P h a rm aco p o e ia  C om m ittee  for its consideration .

Item No. 38 : S tatus o f  A n im al feed su pp lem ents  con ta in in g  A ntib iotics / 
A n tib acter ia l  V itam ins.

It w as  ag reed  to bring forw ard this item  in the n ex t  m ee ting  o f  the Drugs 
C onsu lta tive  C om m ittee  by which t im e the D ru g s  C ontroller,  K arnataka 
will co llec t m ore  data abou t the posit ion  ob ta in ing  in fo re ign  country.
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Item No. 39 : D isintegration  time for entric coated patent & proprietary m edicines  
-  D iscrepancy between I.P. specification  & Schedule  V specifications.

. It w as recom m ended  that this m atter m ay be referred to the Indian 
P harm acopoeia  C om m ittee  for its consideration.

Item No. 40 : M echanical Nasal filter to be notified as a drug.

W hen this item was discussed the D rugs Controller, Delhi A dm inistration  
stated that now  the m anufacturer  o f  the item in Delhi has deleted 
therapeutic  claim s on the label and has such product is no longer 
considered  as a drug. The item was. therefore, not pressed  for 
consideration.

Item No. 41 : N otif ication  o f  M edical devices such  as IV sets blood transfusion  sets 
and hypoderm ic  medics.

It w as explained by the C hairm an that the necessary  notification  in this 
regard is being processed for publication.

Item No. 42 : Definition  o f  the term “ Broad B a n d in g ” and its re levance in 
p rocess ing  application  by D rugs C ontrol A uthorities  w h ile  granting  
the licence.

Since the subject relates to Price Control o f  drugs it w as felt that it would 
not be w ith in  the am bit  o f  drugs control and w as thus not discussed.

Item  No. 43 : C on ta in ers  and delivery system s for eye drops.

T he  subject  w as discussed  at length and  it w as observed  that the packing  
o f  “ E y e to n e” o f  M/s. D e y ’s M edicla  Stores had a good  pack ing  in a 
po ly thene container w ith  good delivery  system. T he spec if ica tions o f  ths 
pack ing  could be adopted  by others. Shri A m ol C hakraborty , A dditional 
Director, D rugs Control, W est Bengal prom ised  to get the specifications 
from  the m anufactu rer and m ake  th em  available to the C om m ittee . 
T herafte r  the other suggestions m ade  in the Drugs C ontroller,  K arnataka 
w as also considered.

Item  No. 44 : W a te r  for Injection-M odif ica iton  o f  M onograph .

It w as recom m ended  that item m ay  be fo rw arded  to the Indian 
P harm acopoe ia  C om m ittee  for its consideration.
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T he C hairm an  stated that the licence lees  for m anufac tu re  and sale o f  
drugs were raised upw ards a few years earlier. H ow ever, it is no w  open  to 
the m em bers  to m ake any suggestions. T he m em bers  felt tht the licence 
fees no w  prescribed were m eager and it w ould  be quite reasonab le  to raise 
the fees as suggested by the D rugs Controller, Kerala. This  v iew  was 
agreed to and it was recom m ended  that the revised fees as suggested  by 
D rugs Controller, Kerala m ay be reco m m en d ed  for adoption.

Item No. 46 : Levy o f  inspection fee under  Rule 69(2) and 75(1) o f  the D rugs and  
C osm etics  Rules -  clarification needed.

It w as agreed that there should be inspection fee for each  inspection. 
How ever, the C hairm an  suggested  that the m em bers  m ay  go through this 
proposal and exam ine  the other connected  rules and give their v iew s so 
that the matter could be processed.

Item No. 47 : D rugs perm issib le for m an u factu re  by w a y  o f  repacking  -  list issued  
by D rugs C ontroller  (India).

The C om m ittee  considered  86 d rugs w hich  have been  g iven in the list o f  
drugs w hich  could be perm itted  for repacking. It w as felt that this list m ay 
not need any rev is ion  im m ediately . It w as also clarified that i f  a drug 
m anufactu rer ho lding a m anufac tu ring  licence in F orm  25 desires to 
repack any drug  he need not take repacing  licence. H ow ever ,  repack ing  o f  
drugs g iven by a m anufac tu rer  ho ld ing  a licence in F orm  25, the items to 
be repacked  should  be confined  to the 86 items.

Item No. 48  : U nhealthy  T ren d s in the m an n er  o f  labeling.

T his  subject w as earlier d iscussed  and as such no ac tion  w as  considered 
necessary.

Item No. 49 : C au tion  legends.

The C hairm an  stated that generally  ‘C aution  leg en d s ’ should  be g iven in 
the form  o f  inserts. H ow ever ,  the inserts should  com ply  to the provisions 
o f  the D rugs M agic  R em ed ies  (O bjectionable  A dvert isem en t)  Act.

Item No. 50 : E xp iry  date for b u lk  drugs.

In regard  to the p ro ced u re  for g iv ing a date  o f  exp iry  o f  finished 
prepara tions, the C h arim an  stated that w henever  the fin ished  d rug  is m ade 
from  a  bulk  drug w h ich  has a. shorter date o f  expiry , it is m andato ry  that 
the fin ished drug  canno t have  a date o f  expiry  beyond  that o f  bu lk  drug.

Item No. 45 : Revis ion o f  Licence Fees.
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In ease the finished product has a num ber o f  ingredients, the shortest date 
o f  any o f  the ingredients in bulk form will be the date of expiry.

Item No. 51 : S ituation  with regard to test for Aids Virus by B lood Banks.

The C hairm an stated that a new  set o f  rules for control o f  blood banks is 
being processed for replacing the existing  one. For A ID S  Virus detection, 
it m ay not be feasible to test each donor unless such a m ethod is developed 
and could be easily adopted in our country.

Item No. 52 : C onsideration  o f  identify ing statutory T esting  Lab for the State to 
ensure quality control or w hole  hum an blood IP.

Shri Das, Drugs Controller, O rissa in troducing the subject stated that in 
his State Drugs Inspectors are not able to test blood for A ustra lian  antigen 
because there is difficulty in d ispatch  o f  sam ples for test. This  problem  
w ould  appear to be in two o ther States and he requested  the m atter to be 
discussed.

Dr. Patel stated that each bottle o f  blood has to be considered  as a separate 
batch. After test the conten t o f  blood becom es less and it also becom es 
useless. Dr. Kaul endorsed  these views. In v iew  o f  these factors the 
com m ittee  came to the conclusion. T here is no po in t in appoin ting  
anybody  as govt, analyst for bloods. The C ha irm an  stated that the 
responsibility  for testing the blood collected from  donors  shou ld  be on the 
b lood  banks who w ould also carry  out test for A ustra lian  A ntigen .

Item No. 53 : T o  consider  laying dow n su itable  qualification  o f  technical s ta ff  
incharge  o f  quality control division in Blood Banks.

T he  C hairm an  inform ed the m em bers  that as stated earlier, a 
com prehrens ive  requ irem ents  for blood banks is be ing  p rocessed  and 
w ould  be published for public com m ents .  T he draft am en d m e n t  includes 
clarification  o f  technical s ta ff  incharge o f  quality  control.

Item No. 54 : R ev iew  o f  requirem ent o f  testing  laboratory  in case o f  units engaged  
in repacking  o f  drugs and handlooin  surgica l dressings.

T he C hairm an  inform ed the C o m m ittee  that since standards  for 3 surgical 
d ressings  have been recently  laid d o w n  in the D rugs &  C osm etic s  Rules, it 
w as deem ed expedient to carry  out a survey  about the s tandards  attained 
by these  surgical dressings. A ccord ingly , sam ples  w ere  d raw n  by the 
Zonal  O f f  ces o f  C D S C O  and w ere  sent to the Central D rugs  L aboratory  
for test. A ccord ing  to the reports  received  m ajority  o f  the sam ples  had 
failed.
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The com m ittee  agreed  that since the s tandards lo r  the three surgical 
dressings have been laid dow n recently these shou ld  be enforced. No 
further action at this stage w as considered necessary.

Item No. 55 : Prohibition for the m an u factu re  for sale o f  sacchar in  containing  
form ulations for paediatric  use.

i'he Drug C ontroller,  Rajasthan, introducing the sub jec t  stated that oral 
rehyderation salt (O R S ) m arketed by som e m anufac tu rers  contains 
Saccharin  and this O R S is also used by children. I le requested  that a ban 
should be im posed  on the use o f  Saccharin in O R S. He m entioned the 
nam e o f  Fairdeal C orpora tion  which is m arketing  O R S  and this lirm has 
justif ied  the use o f  Sod ium  Sacharin in the product “ lilec tro l’'. Dr. 
A shw ani Kum ar, Dy. Drugs Controller, India, Sou th  Z one  stated that in 
Rajasthan a survey  w as m ade som etim e back and it w as found that the 
O R S  o f  m ost o f  leading firms contain Saccharin . It w as decided to 
exam ine  this m atter in detail. Also the Indian P h arm aco p o e ia  should have 
a m onograph  on ORS.

Item No. 56 : R equ irem en t o f  m in im u m  are and qualification  o f  com peten t person  
for w holesa le  o f  drugs.

The Drugs Controller, R ajasthan  stated tha the req u irem en ts  o f  an area o f  
10 sq. m eter  appears  to be applicable only for fresh licences. Because at 
the tim e o f  renew al o f  old  w holesa le  licences, the dea lers  are saying that 
the rule does not apply to them.

It w as dec ided  to exam ine  this m atter in detail.

Item No. 57  : A m e n d m e n t  o f  R ule 145 (C).

It w as agreed  that the am en d m en t  proposed by the D rugs Controller, 
Tam il N ad u  shall be exam ined .

Item No. 58 : A m e n d m e n t  to Seeiton  18(A).

T he C h a irm an  stated that the po int raised by the D rugs  C ontroller,  Tamil 
N adu  w as considered  in depth  a num ber o f  tim es bu t no so lu tion  could be 
found. It is also not possib le  to am end  Section 18(A) at this stage, since 
p iecem eal  am en d m en ts  to tne D rugs & C osm etics  A c t  can  not be made. It 
w ou ld  be helpful i f  there is a ruling from  the S u p rem e  C ourt  o f  India about 
this S ection  o f  the A ct so that am en d m en t could be m ade.
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Item No.  59

Item No. 60

Item No. 61

Item  No. 62 :

Item No. 63 :

I tem  No. 64 :

Item No. 65 :

T he C hairm an  informed the com m ittee  that gelatine capsu les  are also used 
in the A yurvedic  and Unani system s o f  m edicines. N o action would 
appear  necessary.

R eturn o f  records, registers or other docu m en ts  Section  22 (2A) to be 
am end ed .

There w ss  detailed discussion about ihe im plem entation  o f  Section 22 
(2A) and how  som e persons are c ircum venting  the enfo rcem en t o f  this 
Section. Som e m em bers  also pointed out that this Section runs contrary to 
the provisions o f  other Sections o f  the Act. T he D rugs C ontroller,  Tamil 
N adu stated that he has also a H igh Court Ju d g em en t w hich  is re levant to 
this Section. It was decided to exam ine this m atter after the State Drug 
Contro lle rs  have given written notice giv ing all the po in ts  and also alter 
the Drugs Controller, Tam il N adu  has sent a copy  o f  the ju d g em en t  
m en tioned  by him.

Q ualifications  and experience o f  s ta ff  em ployed  for testing.

This  item w as d iscussed earlier and as such no ac tion  is necessary .

S ch ed u le  ‘T ’ to the Drugs and C osm etics  Rules to tbe e laborated .

T he  subject  m atter was d iscussed and it w as dec ided  no t to m ak e  any 
change  in Schedule ‘T \

Q ualif ication  and experience o f  s ta f f  em ployed  for  testing.

T he  subject  w as discussed and  it w as decided not to m ak e  any  change in 
the ex is ting  rules.

C erticate  o f  test or analysis in form  34.

It w as  considered  that the w ord ing  o f  the existing  fo rm  34 is c lea r  and it 
cou ld  not be necessary  to m ake  any  change.

S ta n d a rd s  for veterinary drugs -  P reparation  o f  a N ation a l  form ulary  
thereof.

T h e  C ha irm an  explained that it has been dec ided  that  Indian 
P h a rm aco p o e ia  shall have a separate  section  for ve ter inary  drugs. It was 
also no t be possible to take any  ac tion to control the i tem s like A jow an, 
C hira ta  and  G inger powders. N o  ac tion  w as d eem ed  necessary  at this 
stage.

A m e n d m e n t  to Sect ion 3.
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T he com m ittee  recom m ended that this item may be referred to the 
H o m oeopa th ic  sub-com m ittee o f  the Drugs Technical Advisory  Board.

Item No. 68 : P roposal for am endm ent o f  Section  27(b), 27(c) and 27(d) o f  (he Drugs  
C osm etics  Act.

The D rugs Controller, A ndhra  P radesh, while introducing the subject, 
s tated that although the pun ishm en ts  under the Drugs & C osm etics  Act 
have been m ade more stringent, the provisos  o f  Section 27 arc being 
invoked  by the Judiciary and there are som e cases where the punishm ent 
w as only I T  R 0  C (Im prisonm en t till the rising o f  the Court), l ie  
b rought to the notice o f  the C ha irm an  that the Secretary o f  the Govt, o f  
A n d n ra  Pradesh has written to the the Health  M inister in 1986 to take 
ac tion  for deletion o f  the proviso  ’ o this Section. It was agreed to consider 
this subject in the light o f  the letter o f  the Secretary o f  A n d h ra  Pradesh 
G overnm ent.  A copy o f  this letter has also been received a longw ith  the 
agenda  item.

Item No. 69 : C o m p o u n d in g  o f  offences u n d er  the D rugs & C osm etics  Act.

The C ha irm an  informed the D rugs Contro lle r ,  A.P. w ho  had raised the 
subject that the Drugs C onsu lta tive  C o m m ittee  at its 2 4 lh M eeting  had 
a lready  taken a decision for c o m p o u n d in g  o f  offences and further ac tion 
will be taken.

A t this s tage Shri C. V. N aras im ah  Rao, U nion  M iniste r  for H ealth  and 
f a m i ly  W elfare  had arrived and  the C h a irm an  and the m em bers  w elcom ed  
him. All the m em bers  attending  the m eeting  w ere  introduced to the U nion  
M inister.

T he  U nion  Health  M iniste r thereafter  addressed  the m em bers  and a copy 
o f  his speech is at A ppend ixd  II. A s desired  by the U nion H ealth  M inister, 
the State D rugs Controllers  exp la ined  the steps taken by them  to reduce 
the incidence o f  substandard  and  spurious  drugs in their States.

H o w  a drug  could  becom e substandard  w as also expla ined  to him. This 
could  be due to various reasons like the failure o f  tablets in d is in tegration  
test, non-com pliance  o f  som e requ irem ents  o f  s tandards by surgical 
d ressings, p resence  o f  particu la te  m atte r  in parentera l prepara tions, etc.

T he  C ha irm an  explained  that the n ew  prov is ions  o f  G ood  M anufac tu ring  
Practices (G M P),  it is expected , will help  in reducing  m an y  o f  the defects 
n o w  found in drugs. T he  U nion  M in is te r  o f  H ealth  expressed  his concern

Item No. 66 : H o m o eo p a th ic  Patent and Prop rie tary  medicine.
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ab o u t  the presence o f  spurious drugs in the m arket and the harm  that is 
caused  to the public on use o f  such  drugs. He urged the State Drugs 
C ontro lle rs  to take all positive steps for com bating  and  weeding  out 
spurious  drugs.

T he  Union Health Minister also expressed  concern about the large num ber 
o f  d rug  formulations m oving in the market. He stated that w hen  there are 
abou t  40 to 50 thousand form ulations in the country, he is not able to give 
any satisfactory reply to the Parliam ent as to how  so m any products  have 
been licensed. This matter should also be looked into.

T he  U nion M inister o f  Health stated that many doctors  have inform ed him 
that the small scale drug m anufac tu rers  are g iving useless drug  to the 
people. Drugs are for saving life and if  there is no quality  control 
assurance, he expressed concern , as to how the patient using  such drug 
w ould  jjet any  medical relief. T he Union Health  M in is te r  enquired  about 
the cost o f  setting up a good T esting  Laboratory  and Dr. S. K. Roy, 
Director, C D L , Calcutta in form ed that it w ould  be around  Rs.35 lakhs.

T he  U nion  Health M inister stated that s ince there has hardly  been  any 
a ttem pt to set up an independent D rug  Testing  Laboratory , it w ould  be 
w orthw hile  to work out i f  30 to 40  independent D rug  Laboratories  could 
be set up in the country to test all the drugs at random . A s a patien t he 
w ou ld  be interested to k n o w  that the drugs taken  by h im  are o f  standard  
quality , i f  it has been tested by an independen t laboratory. H e requested  
the D rugs Consulta tive C om m ittee  to th ink on a long range basis  as to 
h o w  m uch  it will cost to have a such  laboratories. I f  the details could  be 
w o rk ed  out, he would take further action. T he D .C .C . assured  h im  that 
this m atter  w ould  be considered seriously  by the m em b ers  and a schem e 
w ou ld  be w orked  out.

T he  m em b ers  expressed their gra tefu lness  to the U n io n  M in is te r  o f  Health  
&  F .W . w ho  had spared his va luable  tim e to d iscuss  the d rug  control 
m atte r  in the meeting.

T he C ha irm an  and m em bers  d iscussed thereafter the d irective g iven by the 
U nion  H ealth  M inister and the ques tion  o f  u tiliza tion  o f  private  testing  
labora tories was raised. M ost o f  the m em bers  w ere  not in favour o f  g iving 
any responsive  testing w ork  to the p rivate  testing labs because  o f  various 
irregularities  and com plaints  against such  labs that have been  received.

It w as  dec ided  that sub-com m ittee  w ith  the fo llow ing  com posit ion  m ay  be 
consti tu ted  to consider the d irectives g iven  by the U nion  M in is te r  o f  
H ealth  & Fam ily  W elfare  for se tting  up independen t  drug  testing 
glaboratories.
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The sub -com m ittee  for an independent d rug  testing units  :

1. Dr. S.K. R oy, Director, CDL, C a k u t t  - C h a irm an
2. Dr. M .A. Patel, Director, Drugs Control, - M em b er

Gujarat State.

3. Shri Kattishettar, D rug  Controller 
Karnataka.

4. Shri Sharm a, C om m iss ioner,  Food &
Drugs A dm in is tra tion ,  M aharash tra

5. Dr. Perumal 
Drug C ontroller,  Tam il N adu

6. Shri Dubcy, D rugs Controller, M.P.

7. Dr. P .D .Sethi,  Director, CIPL,
G haziabad.

8. Dr. J. L. K aul,  D rugs Controller,
Delhi A dm in is tra tion ,  Delhi.

It w as also dec ided  that this sub-com m ittee  m ay  co m p le te  its w ork  on 
priority basis  w ith in  a period o f  3 months.

*

Item  No. 7 0 :  C ogn izan ce  o f  offences  u nd er  the D rugs  &  C o sm etics  A ct -  
M an d atory  sanction  to be obta ined  by the D rugs  Inspector .

T he D rugs  Contro lle r ,  (M .P.) stated that a p ro v is io n  shou ld  be m ade by 
w hich  the D rugs  Inspector for m odern  d rugs is requ ired  to obtain 
m andato ry  sanc tions  from  the authority  notified  by  the  State Governm ent,  
as the case for D rugs Inspector for A yurved ic  and  U nani drugs. H e stated 
there is a  H igh  C ourt  Judgem en t in this regard. It w as  agreed  to consider 
this m atte r  fu r ther after H igh  Court  ju d g e m e n t  has  been  received  from 
him.

Item N o. 71 : A vailability  o f  d ru gs  in rural areas.

The sugges tion  o f  the D rugs Controller, M ad h y a  P radesh  to give 
exem ption  to the sale o f  drugs in v illages and area  w ith  popu lation  o f  3 
thousand  from  the requ irem ent o f  em ploy ing  a  ‘qualif ied  p e r so n ’ by the 
chem ist  w as  co ns idered  at length. T he  m em b ers  w ere , how ever,  not 
agreeable  to the sugges tion  as it will conflic t w ith  the prov is ions  o f  the 
P harm acy  Act. Shri D ubey, how ever,  exp la ined  the difficulties for 
ob ta in ing  drugs by the people  in the rural areas o f  M ad h y a  Pradesh

M em b er

M em b er

M em b er

M em ber

M em ber

Secretary
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especially  in the Baster district. It was agreed that the D rugs  Controller, 
M adhya  Pradesh will send  a detailed proposal w ith  ju s t if ica t ion  so that it 
could  be considered further.

Item No. 72 : C onsideration  o f  a question, as to w h eth er  T ra n sfu s io n  Fluid
m anufacturers, be a llow ed  to use opaque plastic con ta in ers  as Govt.  
A nalyst,  is not in a position to exam ine particu la te  m atter  in such  
products  in opaque containers.

It w as dec ided  that the question o f  using opaque  plastic  containers  for 
transfusion fluids m ay be referred to the Indian P h arm aco p o e ia  com m ittee 
so that the m anner in which  particulate matter could  be checked  is laid 
down.

Item No. 73 : C onsideration  o f  a question as to w h eth er  p rod uct p erm ission  for
C hloram p h en ico l  Inj. In liquid and p ow d er form s be granted for
otherw ise.

Dr. M. A. Patel, introducing the subject, stated that C h loram phen ico l 
Injection in pow der form is official in I.P. as well as in U .S .P., w hile  the 
sam e in liquid form is official in U.S.P. only. T he  U .S.P . M o n o g rap h  for 
liquid injections clearly states that it is m eant for ve ter inary  use only. It is 
felt that pow der form injection should  be perm itted  for h u m an  use and 
ano ther  form should  be restricted for veterinary  use  only. It w as decided 
to refer this m atter to the Indian P harm acopoe ia  C om m ittee .

Item No. 74 :

1. Section  18 to be am ended  as m ere stock in g  o f  d ru gs  is not offence as 
ju d ic ia ry  does not take a view that it is an offence, S tate  Vs. M oh m ed  
S habir .  C rim inal appeal NO. 103 o f  1973 (S.C .). It is felt that after  
the w o rd  “S to ck ” in Section 18 (a), 18(b) and  18(c) a com a is put or  
a m en d ed  su itably  so as to serve the purpose.

2. Section  23(2) o f  Drugs and C osm etics  A ct and R ules  th ereu nd er ,  it is 
m ention ed  w h o m  the price tendered  u nd er  S ub -S ec tion  (1) is refused ,  
D rugs Inspector shall tender a receipt th erefore  in the prescribed  
form . B ut w h en  the price is refused for  the sa m p le  so far no form  has  
been prescribed  in the rules. Provis ions to be a m en d ed  su itably . T he  
w o rd s  “T herefore  in the prescribed fo r m ” sh ou ld  be deleted.

3. U n d er  Rule 15 r/w Section 22 (i) (c) the period  in the form  15 may  
please  be extended  from  20 days to 45 days.
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In Rule 46 : 4 11' line -  A fter (here should  be substituted  by “ the test or  
analysis should  be com pleted  w ith in  30 days or su itab le  tim e limit 
should be fixed for test and analysis.

Rule 74(c) : W ords  “ or in any o th er  laboratory ap proved  by L .A .” 
should  be deleted since it is inconsis tent with Rule 76(4).

Rule 74-A (b) is consistant with Rule 71-A (3) and may be su itably .

In Rule 79 s ince there is no provision  for rejection applicat ions  in 
Form s 24, 24B, 24A  and 27A  Instead o f  “ in Form 28 (or F -28B ) the 
w ords “ under  this p art” should  be substituted.

In Rule 81 instesad o f  “ in form 28 (or F .28B )” the w ord s  “ u nd er  this 
p a rt” should  be substituted.

In R ule 82 instead o f  “ in form 28 (or F28)” the w o rd s  “ u nd er  this 
p art” should  be substituted.

S ince there is no provision  for rejection o f  applications in Form  24-C  
a new sub-ru le  should  be added.

S ince there is no provision  for rejection o f  application  in F.31 or 31-A.  
A fter  R ule  142-B a new sub-ru le  should  be added.

S ince  there is no provision  for  rejection o f  application  in F.24 D and  
24-E  after  rule 158-A a new su b-ru le  should  eb ad ded  to that effect. 
Sim ilar  provis ion  as in rule 79, 81 and 82 o f  inspection  before grant o f  
l icence should  be introduced.

Provis ions s im ilar  to R ule 65-A  should  be m ade app licab le  to all drug  
and cosm etics  m a n u fa ctu r in g  l icense and a p rov is ion  i.e. “ the 
application  for the grant o f  a l icene or any person gran ted  a licence  
u n d er  this part shall on d em a n d , furnish  to the L .A ., before  the grant  
o f  licence or d u r in g  the period  the licence is in forcc  as the case may  
be, d ocu m en tary  ev id en ce  in respect o f  the o w n ersh ip  or occupation  
rental or  o ther  basis o f  the prem ises ,  specified in the application  for  
licence or  in the licence gran ted , constitu tion  o f  the firm  or any other  
re levant m atter , w h ich  m ay be required  for the p u rp ose  o f  verify ing  
the correctness  o f  the s ta tem en ts  m ad e  by the ap p lican t or the licence  
w h ile  ap p ly in g  for or after obta in in g  the licence as the case  m ay be” 
inserted.

S ince  there is no provis ion  to control the use o f  R .M . used for  drugs or  
cosm etics  w h ich  are found to be not o f  s tandard  quality  by the 
m an u factu rer .  F o llo w in g  a m e n d m e n ts  parallel to th ose  for  approved



testing laboratory  should  be made. A fter R u le  74(n),  74-A (h), 74-B(5),  
78(o), 78-A (6) “ In case any raw material o f  d ru g  is found on test to be 
not o f  standard  quality, the licensee shall furnish  the Licensing  
A uthority  w ith  a copy o f  the test report on such  raw m ateria l with  the 
protocols o f  test applied .”

16. A fter Rules 142 (f), 142-13(0

“ In case any raw material o f  a cosm etics is found on test to be not of  
standard  quality, the licensee shall ft:rnish the L icen sing  Authority  
w ith  a copy o f  the test report on such raw m ateria l w ith  the protocols 
o f  test a p p lied .”

Since all the above proposals o f  Food & D rugs Adm inistration 
M aharash tra  related to specific am endm ents  o f  the D rugs &  Cosmctics 
A ct and Rules, it was decided to exam ine them  indiv idually  and take 
necessa iy  action.

O n the suggestion  the o f  the C om m iss ioner ,  Food & Drugs 
A dm in is tra tion ,  M aharash tra  it was also reco m m en d ed  to take action on 
the fo llow ing  points :

(a) A  p ro fo rm a  m ay be prescribed w hen the price  tendered  for a sample 
d raw n  by a drug  inspector is refused.

(b) S econd ly  changes m ay be done in the R ules  w h ich  require  that each 
m anufac tu re  shall have its ow n testing laboratory. T h is  is necessary 
because  o f  the Stay O rder granted by the B o m b ay  H igh  C ourt  in the 
W rit Petition  filed by m anufacturers w ho  do not have  their  o w n  testing 
laboratory.

Item No. 75 : Instead  o f  current system  o f  B iological and non-B io log ica l  licences for  
m a n u fa c tu r in g  licence fo llow ing licensing  prov is ions  are to be m ade  
for m a n u fa ctu r in g  o f  drugs. T his  w ill offer a defin ite  ad vantage  over  
the p resent system  and bring a uniform ity  a m o n g  licen sing  o f  all the 
disc ip line o f  drugs :

(a) M a n u fa c tu r er ’s licence :
(b) P ro d u ct  licence :

T he sugges t ion  w as considered  and it w as  felt that the p resen t system  o f  
licensing  w as  in force for a long tim e and  it w o u ld  be difficult  to introduce 
ano ther  “ produc t l icence” .
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T he  D rugs Controller, G oa  s tated  that the Govt. Analysts  and  the private 
laboratories do not do all the tests for a  drug and declare the p roduc t  as o f  
s tandard  quality. Dr. S. K. Roy, D irector, C D L  stated that this sub jec t  will 
be d iscussed  in the next Govt. A n a ly s ts ’ Conference.

T h e  D rugs Controller, A n d am an  s tated  that in the group o f  Is land in his 
U nion  Tertitory  there are no qualif ied  person for chem is t  shops  and 
ex em p tio n  m ay be g iven under R ule  65(15) o f  the D rugs &  C osm etics  
Rules. T he  C hairm an requested  him  to write  to the D rugs Controller, 
India so that the m atter could  be exam ined .

T h e  m eeting  term inated w ith  a vote o f  thanks to the Chair.

*****

Item No.  76 : A N Y  O T H E R  ITEM  W I T H  T H E  A P P R O V A L  O F  T H E  C H A I R .

:
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