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THE DRUGS AND COSMETICS ACT, 1940 

     23 OF 19401 
         [10th April, 1940] 
 
   [PASSED BY THE INDIAN LEGISLATURE] 
 
         (Received the assent of the Governor General on the 10th April, 1940) 
 
                     As Amended by Act No. II of 1955 
 
   [PASSED BY THE INDIAN PARLIAMENT] 
 
        (Received the assent of the President on the 15th April, 1955) 
 
                     As Amended by Act No. 35 of 1960 
 

[PASSED BY THE INDIAN PARLIAMENT] 
 

         (Received the assent of the President on the 15th September, 1960) 
 

       As Amended by Act No. 21 of 1962 
 

[PASSED BY THE INDIAN PARLIAMENT] 
 

         (Received the assent of the President on the 27th June, 1962) 
 

                     As Amended by Act No. 13 of 1964 
 

[PASSED BY THE INDIAN PARLIAMENT] 
 

       (Received the assent of the President on the 12th May, 1964) 
 

                     As Amended by Act No.19 of 1972 
 

[PASSED BY THE INDIAN PARLIAMENT] 
 

       (Received the assent of the President on the 31st May, 1972) 
 
___________________________________________________________________________ 

1For Statement of Object and Reasons, see Gazette of India, 1940, Pt. V, p.34; for the Report of the   
Select Committee, see ibid., p. 143. 
The Act has been applied to all the partially excluded areas in the State of  Orissa, see Orissa 
Government Notification No. 3358-LSG., dated the 25th August, 1941. 
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       As Amended by Act No.68 of  1982 

 
 [PASSED BY THE INDIAN PARLIAMENT] 
 

    (Received the assent of the President on the 13th November, 1982) 
 
                           As Amended by Act No. 71 of 1986 
 

[PASSED BY THE INDIAN PARLIAMENT] 
 

(Received the assent of the President on the 24th December, 1986) 
   

                  As Amended by Act 22 of 1995. 
 
 

[PASSED BY THE INDIAN PARLIAMENT] 
 

(Received the assent of the President on the                                   ) 
   
 
 

An Act to regulate the import, manufacture, distribution and sale of drugs 1[and 
cosmetics]; 

 
 WHEREAS it is expedient to regulate the 2[import, manufacture, distribution and 
sale] of drugs 1[and cosmetics]; 

 
AND WHEREAS the Legislature of all the Provinces have passed resolutions in 
terms of section 103 of the Government of India Act, 1935 26 Geo. 5,c.2, in 
relation to such of the above-mentioned matters and matters ancillary thereto as 
are enumerated in List II of the Seventh Schedule to the said Act; 

 
 
 
 
 
 
 
 
 
___________________________________________________________________________ 
  1Ins. By Act 21of 1962, s. 2(w.e.f. 27-7-1964). 

2Subs. By the A.O. 1950 for certain words. 
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It is hereby enacted as follows: -- 
 

  CHAPTER I 
    
                                         INTRODUCTORY  

 
1.  Short title, extent and commencement. –(1) This Act may be called the Drugs 1[and 

Cosmetics] Act, 1940. 
(2)  It extends to the whole of India 2 * * * 
(3)  It shall come into force at once; but Chapter III shall take the effect only from     

such 3date as the Central Government may, by notification in the Official Gazette, appoint 
in this behalf, and Chapter IV shall take effect in a particular State only from such 3date as 
the State Government may, by like notification, appoint in this behalf: 

 
4[Provided that in relation to the State of Jammu and Kashmir, Chapter III shall take 

effect only from such date after the commencement of the Drugs and Cosmetics 
(Amendment) Act, 1972 19of 1972, as the Central Government may, by notification in the 
Official Gazette, appoint in this behalf.] 

 
2. Application of other laws not barred. —The provisions of this Act shall be in 

addition to and not in derogation of, the Dangerous Drugs Act, 1930 2 of 1930,and any 
other law for the time being in force.              

 
3.Definitions. —In this Act, unless there is anything repugnant in the subject or 

context,-- 
 

5[(a) “Ayurvedic, Siddha6 or Unani drug” includes all medicines intended for internal 
or external use for or in the diagnosis, treatment, mitigation or prevention of 
5[disease or disorder in human beings or animals, and manufactured] exclusively 
in accordance with the formulae described in, the authoritative books of 
Ayurvedic, Siddha6 and Unani (Tibb) systems of medicine], specified in the First 
Schedule;] 

___________________________________________________________________________ 
                          1Ins. By Act 21of 1962, s. 2(w.e.f. 27-7-1964) 
 
                          2The words “except the State of Jammu & Kashmir” omitted by Act 19 of 1972, s .2. 
 

         31st  April, 1947; see  Notification No. F. 28 (10) (3) 45-H (1), dated the 2nd September 1946, Gazette     
of India, 1946, Pt, I, p.1349. 
Chapter IV came into force in the States of Delhi, Ajmer and Coorg on the 1st April, 1947, see ibid., 
Chapters III and IV came into force in the States of Himachal  Pradesh, Bilaspur, Kutch, Bhopal, 
Tripura, Vindhya Pradesh and Manipur on the 1st  April, 1953, vide Notification No. S.R.O. 663, 
dated the 30th March, 1953, Gazette of India, Pt. II, Sec. 3, p. 451. 
 
Chapter IV came into force in the Unoin territory of Dadra and Nagar Haveli  w.e.f. 1st August, 1968, 
see Notification No. ADM/Law/117(74) dated the 20th July, 1968, Gazette of India, Pt. III, Sec. 3,  
p.128.The Act is extended to Dadra and Nagar Haveli  by Reg. 6 of 1963, s.2 and Sch. I; to 
Pondicherry by Reg. 7 of 1963. s. 3  and Sch. I; to Goa, Daman and Diu, by Reg. 11 of 1963, s. 3 and 
Sch. and to         Laccadive, Minicoy and Amindivi Islands by Reg. 8 of 1965. s.3 and Sch. 

                 4Added by Act 19 of 1972, s. 2. 
 
                 5Ins. by Act 13 of 1964, s. 2 (w.e.f. 15-9-1964). 
 
                 6Amended as per Act 68 of 1982 (w.e.f. 01-02-1983). 
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1[(aa) “the Board” means— 
 

(i) in relation to Ayurvedic, Siddha2 or Unani drug, the Ayurvedic, Siddha2  
   or Unani Drugs Technical Advisory Board] constituted under section 33C; and 
 

(ii) in relation to any other drug or cosmetic, the Drugs Technical Advisory 
Board constituted under section 5;] 

 
3[4 (aaa) ] “cosmetic” means any article intended to be rubbed, poured, sprinkled or  

sprayed on, or introduced into, or otherwise applicated to, the human body or any part 
thereof for cleansing, beautifying, promoting attractiveness, or altering the appearance, 
and includes any article intended for use as a component of cosmetic ,2* * * ;] 

 
 5[(b) “drug” includes— 
 

  (i) all medicines for internal or external use of human beings or 
animals and all substances intended to be used for or in the diagnosis, 
treatment, mitigation or prevention of any disease or disorder in human 
beings or animals, including preparations applied on human body for the 
purpose of repelling insects like mosquitoes; 

 
(ii) such substances (other than food) intended to affect the structure 

or any function of human body or intended to be used for the destruction 
of 6(vermin) or insects which cause disease in human beings or animals, as 
may be specified from time to time by the Central Government by 
notification in the Official Gazette;] 
 

2[(iii) all substances intended for use as components of a drug 
including empty gelatin capsules; and 

 
 (iv) such devices intended for internal or external use in the 

diagnosis, treatment, mitigation or prevention of disease or disorder in 
human beings or animals, as may be specified from time to time by the 
Central Government by notification in the Official Gazette, after 
consultation with the Board ;] 

 
7[(c) “Government Analyst” means— 

(i) in relation to Ayurvedic, Siddha2 or Unani drug, a Government Analyst 
appointed by Central Government or a State Government under section 
33F; and 

(ii) in relation to any other drug or cosmetic , a Government Analyst appointed 
by the Central Government or a State Government under section 20;] 

__________________________________________________________________________ 
1Original cl. (a) was relettered as cl. (aa) and subs. by s.  2,  ibid. (w.e.f. 15-9-1964). 
2Amended as per Act 68 of 1982   (w.e.f. 01-02-1983)     

3Ins. as ci. (aa) by Act 21 of 1962, s. 4 (w.e.f. 27-7-1964). 
4Relettered by Act 13 of 1964, s. 2 (w.e.f. 15-9-1964). 
5Subs. by Act 11 of 1955, s. 2, for cl. (b). 
6Subs. By s. 2, ibid., for  “vermins”  (w.e.f. 15-9-1964). 
7Subs. By s. 2, ibid., for cl. ( c) (w.e.f. 15-9-1964). 
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1*  *  *  *  * 
 

 

2[(e) “Inspector” means— 
(i) in relation to Ayurvedic, Siddha3 or Unani drug, an Inspector appointed by 

the Central Government or a State Government under section 33G; and 
(ii) in relation to any other drug or cosmetic, an Inspector appointed by the 

Central Government or a State Government under section 21;] 
 
4[5(f) “manufacture” in relation to any drug 6[or cosmetic] includes any process or part 

of a process for making, altering, ornamenting, finishing, packing, labelling, 
breaking up or otherwise treating or adopting any drug 6[or cosmetic] with a view 
to its 3[sale or distribution] but does not include the compounding or dispensing  
7[of any drug, or the packing of any drug or cosmetic,] in the ordinary course of 
retail business; and “to manufacture” shall be construed accordingly;] 

 
8[(g)] “to import”, with its grammatical variations and cognate expressions means to 

bring into 9[India]; 
 
3[8[(h)] “patent or proprietary medicine” means, -- 

(i) in relation to Ayurvedic, Siddha or Unani Tibb systems of medicine all   
formulations containing only such ingredients mentioned in the formulae 
described in the authoritative books of Ayurveda, Siddha or Unani Tibb 
systems of medicine specified in the First Schedule, but does not include a 
medicine which is administered by parenteral route and also a formulation 
included in the authoritative books as specified in clause (a); 

(ii) in relation to any other systems of medicine, a drug which is a remedy or 
prescription presented in a form ready  for internal or external 
administration of human beings or animals and which is not included in 
the edition of Indian Pharmacopoeia for the time being or any other 
Pharmacopoeia authorized in this behalf by Central Government after 
consultation with the Drugs Technical Advisory Board constituted under 
section 5;]] 

10[8[(i)] “prescribed” means prescribed by rules made under this Act.] 
___________________________________________________________________________ 

 1Cl. (d) omitted by Act 19 of 1972, s 3. 
2Subs. by Act 13 of 1964, s. 2, for cl. (e) (w.e.f. 15-9-1964). 
3Amended as per Act 68 of 1982  (w.e.f. 01-02-1983)      
4Cl. (bbb) ins. by Act 11 of 1955,  s. 2. 
5Cl. (bbb) relettered as cl. (f) by Act 35 of 1960, s. 2 (w.e.f. 16-3-1961). 
6Ins. by Act 21 of 1962, s. 4 (w.e.f. 27-7-1964). 

 7Subs. by s. 4, ibid., for “or  the packing of any drug “. 
8Cls.(c), (d) and (e) relettered as cls. (g), (h) and (i) respectively by Act 35 of 1960, s. 2 (w.e.f. 
16-3-1961). 

 9Subs. by Act 3 of 1951, s. 3 and Sch., for  “the States”. 
10Subs. by Act 11 of 1955, s. 2, for original cl. (e). 
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1*  *  *  *  *  * 
 

23A. Construction of references to any law not in force or any functionary not in 
existence in the State of Jammu and Kashmir. –Any reference in this Act to any law which is 
not in force, or any functionary not in existence, in the State of Jammu and Kashmir, shall, in 
relation to that State, be construed as a reference to the corresponding law in force, or to the 
corresponding functionary in existence, in that State.] 

 
4. Presumption as to poisonous substances. —Any substance specified as poisonous by 

rule made under Chapter III or Chapter IV 3[or Chapter IVA] shall be deemed to be a 
poisonous substance for the purposes of Chapter III or Chapter IV 3[or Chapter IVA], as the 
case may be. 
 
     CHAPTER II 

 
THE DRUGS TECHNICAL ADVISORY BOARD, THE CENTRAL DRUGS  

LABOURATORY AND THE DRUGS CONSULTATIVE COMMITTEE 
 

5. The Drugs Technical Advisory Board. — (1) The Central Government shall, as soon as 
may be, constitute a Board (to be called the Drugs Technical Advisory Board) to advise the 
Central Government and the State Governments on technical matters arising out of the 
administration of this Act and to carry out the other functions assigned to it by this Act. 
 

 4[(2) The Board shall consist of the following members, namely: -- 
 

(i) the Director General of Health Services, ex officio, who shall be 
Chairman; 

(ii) the Drugs Controller, India, ex officio; 
(iii) the Director of the Central Drugs Laboratory, Calcutta, ex officio; 
(iv) the Director  of the Central Research Institute, Kasauli, ex officio; 
(v) the Director of Indian Veterinary Research Institute, Izatnagar, ex 

officio; 
(vi) the President of Medical Council of India, ex officio; 
(vii) the President of the Pharmacy Council of India, ex officio; 
(viii) the Director of Central Drug Research Institute, Lucknow,  ex officio; 
(ix) two persons to be nominated by the Central Government from among 

persons who are in charge of drugs control in the States; 
(x) one person, to be elected by the Executive Committee of the Pharmacy 

Council of India, from among teachers in pharmacy or pharmaceutical chemistry 
or pharmacognosy  on the staff of Indian University or a college affiliated thereto; 

 
1Cl. (f), ins. by the A.O. 1950, omitted by Act 3 of 1951, s. 3 and Sch. 
2Ins. by Act 19 of 1972, s. 4. 
3Ins. by Act 13 of 1964, s. 3 (w.e.f. 15-9-1964). 
4Subs. by Act 13 of 1964, s. 4 , for sub-section (2)(w.e.f. 15-9-1964). 
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(xi) one person, to be elected by the Executive Committee of the Medical 

Council of India,from among teachers in medicine or therapeutics on the staff of  
an Indian University or a college affiliated thereto; 

(xii) one person to be nominated by the Central Government from the       
pharmaceutical industry; 

(xiii) one pharmacologist to be elected by the Governing Body of the Indian 
Council of  Medical Research; 

(xiv) one person to be elected by the Central Council of the Indian Medical 
Association; 

(xv) one person to be elected by the Council of the Indian Pharmaceutical 
Association; 

(xvi) two persons holding the appointment of Government Analyst under 
this Act, to be nominated by the Central Government.] 

 
(3) The nominated and elected members of the Board shall hold office for three years, 

but shall be eligible for re-nomination and re-election:  
 

1[Provided that the person nominated or elected, as the case may be, under clause (ix) or 
clause (x) or clause (xi) or clause (xvi) of sub-section (2) shall hold office for, so long as he 
holds the appointment of the office by virtue of which he was nominated or elected to the 
Board.] 

 
(4) The Board may, subject to the previous approval of the Central Government, make 

bye-laws fixing a quorum and regulating its own procedure and the conduct of all business 
to be transacted by it. 

 
(5) The Board may constitute sub-committees and may appoint to such sub-committees 

for such periods, not exceeding three years, as it may decide, or temporarily for the 
consideration of particular matters, persons who are not members of the board. 

 
(6) The functions of the Board may be exercised notwithstanding any vacancy therein. 

 
(7) The Central Government shall appoint a person to be Secretary of the Board and 

shall provide the Board with such clerical and other staff as the Central Government 
considers necessary. 

 
6. The Central Drugs Laboratory. --  (1) The Central Government shall, as soon as may 

be, established a Central Drugs Laboratory under the control of a Director to be appointed 
by the Central Government, to carry out the functions entrusted to it by this Act or any rules 
made under this Chapter: 

 
 
______________________________________________________________________ 

 1Subs. by s. 4, ibid, for the proviso (w.e.f. 15-9-1964). 
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Provided that, if the Central Government so prescribes, the functions of the Central 
Drugs Laboratory in respect of any drug or class of drugs 1[or cosmetic or class of 
cosmetics] shall be carried out at the Central Research Institute, Kasauli, or at any other 
prescribed Laboratory and the functions of the Director of the Central Drugs Laboratory in 
respect of such drug or class of drugs 1[or such cosmetic or class of cosmetics] shall be 
exercised by the Director of that Institute or of that other Laboratory, as the case may be. 

 
(2) the Central Government may, after consultation with the Board, make rules 

prescribing— 
 

(a) the functions of the  Central Drugs Laboratory; 
 
2*  *  *  *  *  * 

 
(d) the procedure for the submission to the said Laboratory 3[under Chapter IV 

or Chapter IVA]of samples of drugs 1[or cosmetics] for analysis or test, the forms of 
Laboratory’s reports thereon and the fees payable in respect of such reports;  

 
(e) such other matters as may be necessary or expedient to enable the said 

Laboratory to carry out its functions;  
 

(f) the matters necessary to be prescribed for the purpose of the proviso to sub-
section (1). 

 
7. The Drugs Consultative Committee. —(1) The Central Government may constitute an 

advisory committee to be called “the  Drugs Consultative Committee” to advise the Central 
Government, the State Governments and the Drugs Technical Advisory Board on any other 
matter tending to secure uniformity throughout 4[India] in the administration of this Act. 
 

(2) The Drugs Consultative Committee shall consist of two representatives of the Central 
Government to be nominated by that Government and one representative of each State 
Government to be nominated by the State Government concerned. 

 
(3) The Drugs Consultative Committee shall meet when required to do so by the Central 

Government and shall have power to regulate its own procedure. 
 

5[7A. Sections 5 and 7 not apply to Ayurvedic, Siddha6 or Unani drugs. — Nothing 
contained in sections 5 and 7 shall apply to Ayurvedic, Siddha6 or Unani drugs.] 
 
__________________________________________________________________________ 
 1Ins. by Act 21 of 1962, s. 5 (w.e.f. 27-7-1964). 
 2Cls. (b) and (c) omitted by Act 11 of 1955, s. 4.  

3Subs. by Act 13 of 1964, s. 5, for “under Chapter IV” (w.e.f. 15-9-1964). 
4Subs. by Act 3 of 1951, s. 3 and Sch., or  “the States”.  
5Ins. by Act 13 of 1964, s. 6 (w.e.f. 15-9-1964). 
6Amended as per Act 68 of 1982 (w.e.f. 01-02-1983)    
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CHAPTER III 

 
1[IMPORT OF DRUGS AND COSMETICS] 

 
8.  Standards of quality. —(1) For the purposes of this Chapter, the expression “standard 

quality” means— 
 

(a)  in relation to a  drug, that the drug complies with the standard  set out in            
2[the Second Schedule], and 

     
(b)  in relation to a cosmetic, that the cosmetic compiles with such standard as may 

be prescribed.] 
 

(2) The Central Government, after consultation with the Board and after giving by 
notification in the Official Gazette not less than three months’ notice of its intention so to do, 
may by a like notification add to or otherwise amend 2[the Second Schedule], for the purpose 
of this Chapter, and thereupon 2[the Second Schedule] shall be deemed to be amended 
accordingly. 
 

9. Misbranded drugs. ---For the purposes of this Chapter a drug shall be deemed to be 
misbranded--- 

1[(a) if it is so coloured, coated, powdered or polished that damage is concealed or if 
it is made to appear of better or greater therapeutic value than it really is; or 

    

(b) if it is not labelled in the prescribed manner; or 
 

(c) if its label or container or anything accompanying the drug bears any statement, 
design or device which makes any false claim for the drug or which is false or misleading 
in any particular; ] 

 

1[9A. Adulterated drugs. -- For the purposes of this Chapter, a drug shall be deemed to be 
adulterated,-- 

(a) if it consists, in whole or in part, of any filthy, putrid or decomposed substance; 
or 

(b)  if it has been prepared, packed or stored under insanitary conditions whereby it 
may have been contaminated with filth or whereby it may have been rendered injurious to 
health; or 

(c)   if its container is composed in whole or in part, of any poisonous or deleterious 
substance which may render the contents injurious to health; or 

(d)   if it bears or contains, for purposes of colouring only, a colour other than one 
which is prescribed; or 

(e)  if it contains any harmful or toxic substance which may render it injurious to 
health; or  

(f)  if any substance has been mixed therewith so as to reduce its quality or 
strength. 

 
1Amended as per Act 68 of 1982 (w.e.f. 01-02-1983)    
2Subs. by Act 13 of 1964, s. 7, for  “the Schedule” (w..e.f. 15-9-1964). 
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9B. Spurious drugs. -- For the purposes of this Chapter, a drug shall be deemed to be 
spurious— 

(a) if it is imported under a name which belongs to another drug; or 
(b) if it is an imitation of , or a substitute for, another drug or resembles another 

drug in a manner likely to deceive or bears upon it or upon its label  or container the name 
of another drug unless it is plainly and conspicuously marked so as to reveal its true 
character and its lack of identity with such other drug ; or 

(c) if the label or the container bears the name of an individual or company 
purporting to be the manufacturer of the drug, which individual or company is fictitious 
or does not exist; or 

(d) if it has been substituted wholly or in part by another drug or substance; or 
(e) if it purports to be the product of a manufacturer of whom it is not truly a 

product . 
 

9C.Misbranded cosmetics. ---For the purposes of this chapter, a cosmetic shall be deemed 
to be misbranded--- 

(a) if it contains a colour which is not prescribed ; or 
(b) if it is not labelled in a prescribed manner; or  
(c) if the label or container or anything accompanying the cosmetic bears any 

statement which is false or misleading in any particular. 
 

9D. Spurious cosmetics. --For the purposes of this Chapter, a drug shall be deemed to be 
spurious, -- 

(a) if it is imported under the name which belongs to another cosmetic; or  
(b) if it is an imitation of, or is a substitute for, another cosmetic or resembles 

another cosmetic in a manner likely to deceive or bears upon it or upon its label or 
container the name of another cosmetic, unless it is plainly or conspicuously marked so as 
to reveal its true character and its lack of identity with such other cosmetic; or 

(c) if the label or the container bears the name of an individual or company 
purporting to be the manufacturer of the cosmetic, which individual or company is 
fictitious or does not exist; or 

(d) if it purports to be the product of a manufacturer of whom it is not truly a 
product]. 

 
10. Prohibition of import of certain drugs or cosmetics. —From such 1date as may be 

fixed by the Central Government by notification in the Official Gazette in this behalf, no 
person shall import— 

(a) any drug 2[or cosmetic] which is not of standard quality; 
___________________________________________________________________________ 

11st April, 1947 for cls. (a), (b), (c), (e) and (f) and 1st April 1949 for cl. (d) see Notification No. 18- 
12/46-D (I), dated on 11th February 1947, Gazette of India, 1947, Pt. 1, P. 189 as amended by 
Notification No.F.1-2/48-D (1), dated 29th September,1948. 
1st April, 1953 for the States of Himachal Pradesh, Bilaspur, Kutch, Bhopal,Tripura, Vindhya Pradesh 
and Manipur; vide Notification No. S.R.O. 666, dated the 30th March, 1953, Gazette of India, 1953, Pt. 
II, Sec. 3, p.451. 
2Ins. by Act 21 of 1962, s. 8 (w.e.f. 27-7-1964). 
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1[(b) any misbranded drug or misbranded 2(or spurious) cosmetic;] 
 
3[(bb) any adulterated 2(or spurious) drug;] 

 
(c) any drug 4[or cosmetic] for the import of which a licence is prescribed, otherwise 

than under, and in accordance with, such licence;  
 
5[(d) any patent or proprietary medicine, unless there is displayed in the prescribed 

manner on the label or container thereof  2(the true formula or list of active ingredients 
contained in it, together with the quantities thereof);] 

  
 (e) any drug which by means of any statement, design or device accompanying it or 

by any other means, purports or claims to cure or mitigate any such disease or ailment, or 
to have any such other effect, as may be prescribed; 

 
 4[(ee) any cosmetic containing any ingredient which may render it unsafe or harmful 

for use under the directions indicated or recommended;] 
 
  (f) any drug 4[or cosmetic] the import of which is prohibited by rule made under this 

Chapter: 
 

Provided that nothing in this section shall apply to the import, subject to prescribed 
conditions, of small quantities of any drug for the purpose of examination, test or analysis or 
for personal use:  

 
Provided further that the Central Government may, after consultation with the Board ,by 

notification in the Official Gazette, permit, subject to any conditions specified in the 
notification, the import of any drug or class of drugs not being of standard quality. 

 
2*   *  *  *  *  * 

 

5[10A. Power of Central Government to prohibit import of drugs and cosmetics in public 
interest. — Without prejudice to any other provision contained in this Chapter, if the Central 
Government is satisfied that the use of any drug or cosmetic is likely to involve any risk to 
human beings or animals or that any drug does not have the therapeutic value claimed for it 
or contains ingredients and in such quantity for which there is no therapeutic justification and 
that in the public interest it is necessary or expedient so to do then, that Government may, by 
notification in the Official Gazette, prohibit the import of such drug or cosmetic.]   
___________________________________________________________________________ 
                    

 1Subs. by s.8, ibid,. for cl. (b) (w.e.f. 27-7-1964). 
2Amended as per Act 68 of 1982 (w.e.f. 01-02-1983) 
3Ins. by Act 13 of 1964, s. 9 (w.e.f. 15-9-1964). 
4Ins. by Act 21 of 1962, s. 8 (w.e.f. 27-7-1964). 
5Subs. by Act 11 of 1955, s. 5, for cl. (d). 
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11.  Application of law relating to sea customs and powers of Customs Officers. – (1) The 
law for the time being in force relating to sea customs and to goods, the import of which is 
prohibited by section 18 of the Sea Customs Act, 18781 (8 of 1878) shall, subject to the 
provisions of section 13 of this Act, apply in respect of drugs 2[and cosmetics] the import of 
which is prohibited under this Chapter, and officers of Customs and officers empowered 
under that Act to perform the duties imposed thereby on a Customs Collector and other 
officers of Customs, shall have the same powers in respect of such drugs 2[and cosmetics] as 
they have for the time being in respect of such goods as aforesaid. 
 

3[(2) Without prejudice to the provisions of sub-sections (1), the Customs Collector  
or any other officer of the Government authorized by the Central Government in this behalf, 
may detain any imported package which he suspects to contain any drug 2[or cosmetic] the 
import of which is prohibited under this Chapter and shall forthwith report such detention to 
the Drugs Controller, India, and, if necessary, forward the package or sample of any 
suspected drug 2[or cosmetic] found therein to the Central Drugs Laboratory.] 
 

12. Power of Central Government to make rules. —(1) The Central Government may, 
after consultation with 4(or on the recommendation of the Board) and after previous 
publication by notification in the Official Gazette, make rules for the purpose of giving effect 
to the provisions of this Chapter:  
 

5[Provided that consultation with the Board may be dispensed with if the Central 
Government is of opinion that circumstances have arisen which render it necessary to make 
rules without such consultation, but in such a case the Board shall be consulted within six 
months of the making of the rules and the Central Government shall take into consideration 
any suggestions which the Board may make in relation to the amendment of the said rules.] 

 
(2) Without prejudice to the generality of the forgoing power, such rules may— 

 
(a) specify the drugs or classes of drugs 6[or cosmetics or classes of cosmetics] for 

the import of which a licence is required, 4[and prescribe the form and conditions of such 
licences, the authority empowered to issue the same, the fees payable therefor and 
provide for the cancellation, or suspension of such licence in any case where any 
provision of this Chapter or the rules made thereunder is contravened or any of the 
conditions subject to which the licence is issued is not complied with]; 

(b) prescribe the methods of test or analysis to be employed in determining whether 
a drug 6[or cosmetic] is of standard quality; 

(c) prescribe, in respect of biological and organometallic compounds, the units or 
methods of standardization; 

 
1Now see the Customs Act 1962  
2Ins. by Act 21of 1962, s. 9 (w.e.f. 27-7-1964). 
3Subs. by Act 11 of 1955, s. 6, for sub-section (2).  
4Amended as per Act 68 of 1982 (w.e.f. 01-02-1983) 
5Ins. by Act 11 of 1955, s. 7.  
6Ins. by Act 21of 1962, s. 10 (w.e.f. 27-7-1964).  
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1[(cc) prescribe under clause (d) of 2(section 9A) the colour or colours which a 
drug may bear or contain for purposes or colouring;] 

(d) specify the diseases or ailments which an imported drug may not purport or 
claim 3[to prevent, cure or mitigate] and such other effects which such drug may not 
purport or claim to have; 

(e) prescribe the conditions subject to which small quantities of drugs, the 
import of which is otherwise prohibited under this Chapter, may be imported for the 
purpose of examination, test or analysis or for personal use;  

(f) prescribe the places at which drugs 4[or cosmetics] may be imported, and 
prohibit their import at any other place; 

(g) require the date of manufacture and the date of expiry of potency to be 
clearly and truly stated on the label or container of any specified imported drug or class 
of such drugs, and prohibit the import of the said drug or class of drugs after the expiry 
of a specified period from the date of manufacture; 

(h) regulate the submission by importers, and the securing, of samples of drugs 
4[or cosmetics] for examination, test or analysis by the Central Drugs Laboratory, and 
prescribe the fees, if any, payable for such examination, test or analysis; 

(i) prescribe the evidence to be supplied, whether by accompanying documents 
or otherwise, of the quality of drugs 4[ or cosmetics] sought to be imported, the 
procedure of officers of Customs in dealing with such evidence, and the manner of 
storage at places of import of drugs 4[ or cosmetics] detained pending admission;  

(j) provide for the exemption, conditionally or otherwise, from all or any of the 
provisions of this Chapter and the rules made thereunder of drugs 4[or cosmetics] 
imported for the purpose only of transport through, an export from, 5[India]; 

(k) prescribe the conditions to be observed in the packing in bottles, packages or 
other containers, of imported drugs 2[including the use of packing material which comes 
into direct contact with the drugs] 4[or cosmetics];  

(l) regulate the mode of labeling drugs 4[or cosmetics] imported for sale in 
packages, and prescribe the matters which shall or shall not be included in such labels; 

(m) prescribe the maximum proportion of any poisonous substance which may 
be added to or contained in any imported drug, prohibit the import if any drug in which 
that proportion is exceeded, and specify substances which shall be deemed to be 
poisonous for the purposes of this Chapter and the rules made thereunder; 

(n) require that accepted scientific name of any specified drug shall be displayed 
in the prescribed manner on the label or wrapper of any imported, patent or proprietary 
medicine containing such drug; 

(o) provide for the exemption, conditionally or otherwise, from all or any of the 
provisions of this Chapter or the rules made thereunder of any specified drug or class of 
drugs 4[or cosmetic or class of cosmetics]. 

 
 

1Ins. by Act 13 of 1964, s. 10 (w.e.f. 15-9-1964) 
2Amended as per Act 68 of 1982 (w.e.f. 01-02-1983) 
3Subs. by Act 11 of 1955, s. 7, for  “to cure or mitigate”. 
4Ins. by Act 21 of 1962,  s. 10 (w.e.f. 27-7-1964). 
5Subs. by Act  3 of 1951, s. 3 and Sch., for “the States”.       
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1[13. Offences. —(1) Whoever himself or by any other person on his behalf imports,- 
 

(a) any drug deemed to be adulterated under section 9A or deemed to be a spurious 
drug under section 9B or any spurious cosmetic referred to in section 9D or any 
cosmetic of the nature referred to in clause (ee) of section 10 shall be punishable 
with imprisonment for a term which may extend to three years and a fine which 
extend to five thousand rupees;] 

 
1[(b) any drug or cosmetic other than a drug or cosmetic referred to in clause (a), the 

import of which is prohibited under section 10, or any rule made under this Chapter, 
shall be punishable with imprisonment for a term which may extend to six months, 
or with fine which extend to five thousand rupees or both; 

   
(c) any drug or cosmetic in contravention of the provision of any notification issued 

under section 10A, shall be punishable with imprisonment for a term which may 
extend to three years, or with fine which extend to five thousand rupees, or both; 

   
(2) Whoever having been convicted of an offence— 

(a) under clause (a) or clause (c) of sub-section (1), is again convicted of an offence 
under that clause, shall be punishable with imprisonment for a term which may 
extend to ten thousand rupees, or with both; 

 
(b) under clause (b) of sub-section (1),is again convicted of an offence under that 

clause, shall be punishable with imprisonment for a term which may extend to one 
year, or with fine which may extend to one thousand rupees, or with both 

 
(3) The punishment provided by this section shall be in addition to any penalty to which 

the offender may be liable under the provision of section 11.]  
    

14.Confiscation. —Where any offence punishable under section 13 has been committed, 
the consignment of the drugs 2[or cosmetics] in respect of which the offence has been 
committed shall be liable to confiscation. 

15.Jurisdiction. —No Court inferior to that of a 1[Metropolitan] Magistrate or of a 
1[Judicial] Magistrate of the first class shall try an offence punishable under section 13. 
 

CHAPTER IV 
 

MANUFACTURE, SALE AND DISTRIBUTION OF DRUGS 1[AND COSMETICS] 
 

16.Standards of quality. —3[(1) For the purposes of this Chapter, the expression “standard 
quality” means— 

(a) in relation to a drug, that the drug complies with the standard set out in 4[the 
Second Schedule], and 

__________________________________________________________________________ 
1Amended as per Act 68 of 1982 (w.e.f. 01-02-1983) 
2Ins. by Act 21 of 1962, s. 11 (w.e.f.27-7-1964) 
3Subs. by s. 12, ibid., for sub-section (1), (w.e.f. 27-7-64). 
4Subs. Act  13 of 1964, s. 11, for “the Schedule” (w.e.f 15-9-1964). 
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(b) in relation to a cosmetic, that the cosmetic complies with such standard as may 

be prescribed.] 
 
(2) The 1[Central Government], after consultation with the Board and after giving by 

notification in the Official Gazette not less than three months’ notice of its intention so to do, 
may by a like notification add to or otherwise amend 2[the Second Schedule] for the purpose 
of this Chapter, and thereupon 2[the Second Schedule] shall be deemed to be amended 
accordingly. 
 

3[17. Misbranded drugs. —For the purposes of this Chapter a drug shall be deemed to be 
misbranded— 

(a) if it is so coloured, coated, powdered or polished that damage is concealed, or if 
it is made to appear of better or greater therapeutic value that it really is; or 

(b) if it is not labelled in the prescribed manner; or 
(c) if its label or container or anything accompanying the drug bears any statement, 

design or device which makes any false claim for the drug or which is false or 
misleading in any particular. 

 
17A.  Adulterated drugs. -- For the purpose of this Chapter, a cosmetic shall be deemed 

to be adulterated, --  
(a) if it consists, in whole or in part, of any filthy, putrid or decomposed 

substance; or 
(b) if has been prepared, packed or stored under insanitary conditions whereby it 

may have been contaminated with filth or whereby it may have been rendered injurious 
to health; or 

(c) if its container is composed, in whole or in part, of any poisonous or 
deleterious substance which may render the contents injurious to health; or 

(d) if it bears or contains, for the purpose of colouring only, a colour other than 
one which is prescribed; or 

(e) if it contains any harmful or toxic substance which may render it injurious to 
health; or 

(f) if any substance has been mixed therewith so as to reduce its quality or 
strength. 

 
17B.Spurious drugs. --For the purposes of this Chapter a drug shall be deemed to be 

spurious,- 
(a) if it is manufactured under a name which belongs to another drug; or 
(b) if it is an intimation of, or is a substitute for, another drug or resembles 

another drug in a manner likely to deceive or bear upon it or upon its label or container 
the name of  another drug unless it is plainly and conspicuously marked so as to reveal 
its true character and its lack identity with such other drug ; or 

(c) if the label or container bears the name of an individual or company 
purporting to be the manufacturer of the drug , which individual or company is fictitious 
or does not exist; or 

(d) if it has been substituted wholly or in part by another drug or substance; or 
___________________________________________________________________________ 

1Subs. by Act 11 of 1955, s. 8, for “State Government.” 
2Subs. Act  13 of 1964, s. 11, for “the Schedule” (w.e.f 15-9-1964). 
3Amended as per Act 68 of 1982 (w.e.f. 01-02-1983) 
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(e) if it purports to be the product of a manufacturer of whom it is not truly a 

product. 
 
17C. Misbranded cosmetics. —For the purposes of this Chapter, a cosmetic shall be 

deemed to be misbranded, -- 
(a) if it contains a colour which is not prescribed; or 
(b) if it is not labelled in the prescribed manner; or 
(c) the label or any container or anything accompanying the cosmetic bears any 

statement which is false or misleading in any particular. 
 

17D. Spurious cosmetics.—For the purposes of this Chapter, a cosmetic shall be deemed 
to be spurious,-- 

(a) if it is manufactured under a name which belongs to another cosmetic; or] 
(b) if it is an intimation of , or a substitute for , another cosmetic or resembles 

another cosmetic in a manner likely to deceive or bear upon it or upon its label or 
container the name of another cosmetic unless it is plainly and conspicuously marked so 
as to reveal its true character and its lack of identity with such other cosmetic; or 

(c) if the label or container bears the name of an individual or a company 
purporting to be the manufacturer of the cosmetic which individual or company is 
fictitious or does not exist; or 

(d) if it purports to be the product of a manufacturer of whom it is not truly a 
product.]  

 
18. Prohibition of manufacture and sale of certain drugs and cosmetics. —From such  

1date as may be fixed by the State Government by notification in the Official Gazette in this 
behalf ,no person shall himself or by any other person on his behalf— 

 
(a) manufacture for sale 2[or for distribution] ,or sell, or stock or exhibit 2[or 

offer for sale]— 
 

2[(i) any drug which is not of a standard quality, or is misbranded, 
adulterated or spurious; 

  (ii) any cosmetic which is not of a standard quality or is misbranded or  
spurious;] 

3[(iii) any patent or proprietary medicine, unless there is displayed in the 
prescribed manner on the label or container thereof the true formula or list of 
2[active ingredients contained in it together with the quantities thereof;]] 

  (iv) any drug which by means of any statement, design or device 
accompanying it or by any other means ,purport or claims 4[to prevent ,cure or 
mitigate ] any such disease or ailment ,or to have any such other effect as may 
be prescribed; 

___________________________________________________________________________ 
11st April,1947 for sub-clauses (i), (ii), (iv) and (v) of clause (a) and clauses (b) and (c) ; 1st April, 1949 
for sub-clause (iii) of clause (a) in so far as it takes effect in Delhi, Ajmer and Coorg, see Notification 
No. 18-12/46-D. II, dated 11th February, 1947. Gazette of India, 1947, Pt.I, p.189; as amended by 
Notification No.F. 1-2/48-D(II), dated 29th September, 1948; 1st April, 1953 for the States of Himchal 
Pradesh, Bilaspur, Kutch, Bhopal, Tripura, Vindhya Pradesh and Manipur, vide Notification No. 
S.R.O. 664, dated 30th March,1953, Gazette of India,1953, Pt. II,Sec. 3, p. 451. 
2Amended as per Act 68 of 1982 (w.e.f. 01-02-1983) 
3Subs. by Act 11 of 1955, s. 9, for sub-clause (iii)  
4Subs. by s. 9,ibid., for “to cure or mitigate”. 
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 1[(v) any cosmetic containing any ingredient which may render it unsafe 
or harmful for use under the directions indicated or recommended; 

  (vi) any drug or cosmetic in contravention of any of the provisions of this 
Chapter or any rule made thereunder;] 
(b) sell, or stock or exhibit 2[or offer] for sale, or distribute any drug 3[or cosmetic] 

which has been imported or manufactured in contravention of any  of the provisions of 
this Act or any rule made thereunder; 

(c) manufacture for sale 2[or for distribution], or sell, or stock or exhibit 2[or offer] 
for sale, or distribute any drug 4[or cosmetic],except under, and in accordance with the 
conditions of, a licence issued for such purpose under this Chapter : 

         
Provided that nothing in this section shall apply to the manufacture, subject to prescribed 

condition of small quantities of any drug for the purpose of examination, test or analysis: 
 

Provided further that the 5[Central Government] may, after consultation with the Board, 
by notification in the Official Gazette, permit, subject to any conditions specified in the 
notification, the 2[manufacture for sale, or for distribution, sale, stocking or exhibiting or 
offering for sale or distribution] of any drug or class of drugs not being of standard quality. 
 

6*  *  *  *  *  * 
 

7[18A. Disclosure of the name of the manufacturer, etc.—Every person, not being the 
manufacturer of a drug or cosmetic or his agent for the distribution thereof, shall, if so 
required, disclose to the Inspector the name, address and other particulars of the person from 
whom he acquired the drug or cosmetic.] 
 

8[18B. Maintenance of records and furnishing of information. —Every person holding a 
licence under clause (c) of section 18 shall keep and maintain such records, registers and 
other documents as may be prescribed and shall furnish to any officer or authority exercising 
any power or discharging any function under this Act such information as is required by such 
officer or authority for carrying out the purposes of this Act.] 
 

19.Pleas. —(1) Save as hereinafter provided in this section, it shall be no defence in a 
prosecution under this Chapter to prove merely that the accused was ignorant of the nature, 
substance or quality of drug 7[or cosmetic] in respect of which the offence has been 
committed or of the circumstances of its manufacture or import, or that a purchaser, having 
bought only for the purpose of test or analysis, has not been prejudiced by the sale. 
___________________________________________________________________________ 

1Subs. by Act 21 of 1962, s. 14, for sub-clause (v) (w.e.f. 27-7-1964). 
2Amended as per Act 68 of 1982 (w.e.f. 01-02-1983) 
3Ins. by s. 14, ibid. (w.e.f. 27-7-1964). 
4Ins. by Act 21 of 1962, s. 14 (w.e.f. 27-7-1964). 
5Subs. by Act 11 of 1955, s. 9, for “State Government”. 
6Explanation Omitted as per Act 68 of 1982 (w.e.f. 01-02-1983) 
7Ins. by Act 13 of  1964, s. 14 (w.e.f. 15-9-1964) 
8Ins. by Act 68 of 1982 (w.e.f. 01-02-1983) 
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(2) 1[For the purposes of section 18 a drug shall not be deemed to be misbranded or 
adulterated 2[or spurious] or to be below standard quality nor shall a cosmetic be deemed to 
be misbranded or to be below standard quality] only by reason of the fact that— 

 
(a) there has been added thereto some innocuous substance or ingredient because the 

same is required for manufacture or preparation of the drug 3[or cosmetic] as an article of 
commerce in a state fit for carriage or consumption, and not to increase the bulk, weight 
or measure of the drug 3[or cosmetic]or to conceal its inferior quality or other defects; or 

 

4*  *  *  *  *  * 
 
 

(b) in the process of manufacture, preparation or conveyance some extraneous 
substance has unavoidably become intermixed with it: Provided that this clause shall not 
apply in relation to any sale or distribution of the drug 3[or cosmetic] occurring after the 
vendor or distributor became aware of such intermixture. 

    
5[(3) A person, not being the manufacturer of a drug or cosmetic or his agent for the 

distribution thereof, shall not be liable for a contravention of section 18 if he proves— 
 

(a) that he acquired the drug or cosmetic from a duly licensed manufacturer, 
distributor or dealer thereof; 

 
(b)  that he did not know and could not ,with reasonable diligence, have ascertained 

that the drug or cosmetic in any way contravened the provisions of that section ;and 
 

(c) that the drug or cosmetic, while in his possession, was properly stored and 
remained in the same state as when he acquired it .] 

 

6[20.Government Analysts. — (1) The State Government may, by notification in the 
Official Gazette, appoint such persons as it thinks fit, having the prescribed qualifications, to 
be Government Analysts for such areas in the state and in respect of such drugs or 7[classes 
of drug or such cosmetics or classes of cosmetics] as may specified in the notification. 
 

(2) The Central Government may also, by notification in the Official Gazette, appoint 
such persons as it thinks fit, having the prescribed qualifications, to be Government Analysts 
in respect of such drugs or 7[classes of drugs or such cosmetics or classes of cosmetics] as 
may be specified in the notification. 
 
___________________________________________________________________________ 

1Subs. by Act 13 of 1964, s. 15, for certain words (w.e.f. 15-9-1964). 
2Amended as per Act 68 of 1982 (w.e.f. 01-02-1983) 
3Ins. by Act 21 of 1962, s. 15 (w.e.f. 27-7-1964). 
4Cl.(aa)ins. by Act 11 of 1955, s. 10, omitted by Act 13 of 1964, s. 15 (w.e.f. 15-9-1964). 
5Subs.by Act 13 of 1964, s. 15, for sub-section (3) (w.e.f. 15-9-1964). 
6Subs. by Act 35 of 1960, s. 4, for the original ss.20 and 21 (w.e.f. 16-3-1961) 
7 Subs. by Act 21 of 1962,  s. 16,  for “class of drugs” (w.e.f. 27-7-1964). 

 
 
 
 



 

26

 

 
 
 

 
(3) Notwithstanding anything contained in sub-section (1) or sub-section (2), neither 

the Central Government nor a State Government shall appoint as a Government Analyst any 
official not serving under it without the previous consent of the Government under which he 
is serving. 
 

1[(4) No person who has any financial interest in the import, manufacture or sale of drugs 
or cosmetics shall be appointed to be a Government Analyst under sub-section (1) or sub-
section (2) of this section.] 
 

21. Inspectors. —(1) The Central Government or a State Government may, by notification 
in the Official Gazette, appoint such person as it thinks fit, having the prescribed 
qualification, to be Inspectors for such areas as may be assigned to them by the Central 
Government or State Government, as the case may be. 
 

(2) The powers which may be exercised by an Inspector and the duties which may be 
performed by him, the drugs or 2[classes of drugs or cosmetics or classes of cosmetics] in 
relation to which and the conditions, limitations or restrictions subject to which, such powers 
and duties may be exercised or performed shall be such as may be prescribed. 

 
(3) No person who has any financial interest 3[in the import, manufacture or sale of drugs 

or cosmetics] shall be appointed to be an Inspector under this section.] 
 

4[(4) Every Inspector shall be deemed to be public servant within the meaning of section 
21 of the Indian Penal Code (45 of 1860), and shall be officially subordinate to such authority 
5[having the prescribed qualification] as the Government appointing him may specify in this 
behalf.] 

 
6[22. Powers of Inspectors—(1) Subject to the provisions of section 23 and of any rules 

made by the Central Government in this behalf, an Inspector may, within the local limits of 
the area for which he is appointed, — 

5[(a) inspect, -- 
(i) any premises wherein any drug or cosmetic is being manufactured and the 

means employed for standardizing and testing the drug or cosmetic; 
(ii) any premises wherein any drug or cosmetic is being sold, or stocked or 

exhibited or offered for sale, or distributed ; 
(b) take samples of any drug or cosmetic,-- 

(i) which is being manufactured or being sold or is stocked or exhibited or 
offered for sale, or is being distributed; 

(ii) from any person who is in the course of conveying, delivering or preparing to 
deliver such drug or cosmetic to a purchaser or a consignee; 

 
 1Ins. by Act 68 of 1982 (w.e.f. 01-02-1983) 

2Subs. by s.17,  ibid. ,for “class of drugs” (w.e.f. 27-7-1964). 
3Subs. by Act 21of 1962, s.17, for “in the manufacture, import or sale of drugs” (w.e.f 27-7-1964). 
4Subs. by Act 35 of 1960, s. 4, for the original ss.20 and 21 (w.e.f. 16-3-1961) 
5Amended by Act 68 of 1982 (w.e.f. 01-02-1983) 
6Subs. by Act 11of 1955, s. 11, for s.22. 
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(c) at all reasonable times, with such assistance, if any, as he considers necessary,-- 
(i) search any person, who, he has reason to believe, has secreted about his 

person, any drug or cosmetic in respect of which an offence under this  
Chapter has been, or is being, committed; or 

(ii) enter and search any place in which he has reason to believe an offence under 
this Chapter has been, or is being committed; or 

(iii) stop and search any vehicle, vessel, or other conveyance which, he has reason 
to believe, is being used for carrying any drug or cosmetic in respect of which 
an offence under this Chapter has been, or is being, committed, 

and order in writing the person in possession of the drug or cosmetic in respect of which 
the offence has been, or is being, committed, not to dispose of any stock of such drug or 
cosmetic for a specified period not exceeding twenty days, or, unless the alleged offence 
is such that the defect may be removed by the possessor of the drug or cosmetic, seize the 
stock of such drug or cosmetic and any substance or article by means of which the 
offence has been ,or is being, committed or which may be employed for the commission 
of such offence;] 

 
1[(cc) examine any record, register, document or any other material object found 

2[with any person, or in place, vehicle, vessel or other conveyance referred to in 
clause (c)], and seize the same if he has reason to believe that it may furnish 
evidence of the commission of an offence punishable under this Act or the Rules 
made thereunder;] 
 

2[(cca) require any person to produce any record, register, or other document relating 
to the manufacture for sale or for distribution, stocking, exhibition for sale, offer 
for sale or distribution of any drug or cosmetic in respect of which he has reason 
to believe that an offence under this Chapter has been, or is being, committed; 
 

(d) exercise such other powers as may be necessary for carrying out the purposes of 
this Chapter or any rules made there under. 

 
(2) The provisions of the Code of Criminal Procedure, 2[1973 (2 of 1974)] shall, so far as 

may be, apply to any search or seizure under this Chapter as they apply to any search or 
seizure made under the authority of a warrant issued under section 2[94] of the said Code. 
 

2[(2A) Every record, register or other document seized under clause (cc) or produced 
under clause (cca) shall be returned to the person, from whom they were seized or who 
produce the same, within a period of twenty days of the date of such seizure or production, as 
the case may be, after copies thereof or extracts there from certified by that person, in such 
manner as may be prescribed, have been taken.] 
 

 
1Ins.by Act 35 of 1960, s. 5(w.e.f. 16-3-1961) 
2Amended by Act 68 of 1982 (w.e.f. 01-02-1983) 
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(3) If any person willfully obstructs an Inspector in the exercise of the powers conferred 
upon him by or under this Chapter 1[or refuses to produce any record, register or other 
document when so required under clause (cca) of sub-section (1)], he shall be punishable 
with imprisonment which may extend to three years, or with fine, or with both.] 

 
23. Procedure of Inspectors. —(1) Where an Inspector takes any sample of a drug 2[or 

cosmetic] under this Chapter, he shall tender the fair price thereof and may require a written 
acknowledgement therefor. 

 
(2) Where the price tendered under sub-section (1) is refused, or where the Inspector 

seizes the stock of any drug 2[or cosmetic] under clause (c) of section 22, he shall tender a 
receipt therefore in the prescribed form. 

 
(3) Where an Inspector takes a sample of a drug 2[or cosmetic] for the purpose of test or 

analysis, he shall intimate such purpose in writing in the prescribed form to the person from 
whom he takes it and, in the presence of such person unless he willfully absents himself, shall 
divide the sample into four portions and effectively seal and suitably mark the same and 
permit such person to add his own seal and mark to all or any of the portions so sealed and 
marked: 

 
Provided that where the sample is taken from premises whereon the drug 2[or cosmetic] is 

being manufactured, it shall be necessary to divide the sample into three portions only: 
 
Provided further that where the drug 2[or cosmetic] is made up in containers of small 

volume, instead of dividing a sample as aforesaid, the Inspector may, and if the drug 2[or 
cosmetic] be such that it is likely to deteriorate or be otherwise damaged by exposure shall, 
take three or four, as the case may be, of the said containers after suitably marking the same 
and, where necessary, sealing them. 

 
(4) The Inspector shall restore one portion of a sample so divided or one container, as the 

case may be, to the person from whom he takes it, and shall retain the remainder and dispose 
of the same as follows: -- 

 
(i) one portion or container he shall forthwith send to the Government Analyst for 

test or analysis; 
(ii) the second he shall produce to the Court before which proceedings, if any, are 

instituted in respect of the drug 2[or cosmetic]; 
3[(iii) the third, where taken, he shall send to the person, if any, whose name, 

address and other particulars have been disclosed under section 18A.] 
 

(5) Where an Inspector takes any action under clause (c) of section 22, -- 
 

 1Amended by Act 68 of 1982 (w.e.f. 01-02-1983) 
2Ins.by Act 21 of 1962, s.15 (w.e.f. 27-7-1964). 
3Subs. by Act 13 of 1964, s.16, for cl. (iii) (w.e.f.15-9-1964). 
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(a) he shall use all despatch in ascertaining whether or not the drug 1[or cosmetic] 

contravenes any of the provisions of the section 18 and, if it is ascertained that the drug 
1[or cosmetic] does not so contravene, forthwith revoke the order passed under the said 
clause or, as the case may be take , such action as may be necessary for the return of the 
stock seized; 

 
(b) if he seizes the stock of the drug 1[or cosmetic], he shall as soon as may be, 

inform a 2[Judicial] Magistrate and take his orders as to the custody thereof; 
 

(c) without prejudice to the institution of any prosecution, if the alleged 
contravention be such that the defect may be remedied by the possessor of the drug 1[or 
cosmetic], he shall, on being satisfied that the defect has been so remedied, forthwith 
revoke his order under the said clause. 

 
3[(6) Where an Inspector seizes any record, register, document or any other material 

object under clause (cc) of sub-section (1) of section 22,he shall, as soon as may be, inform a 
2[Judicial] Magistrate and take his orders as to the custody thereof.] 
 

24. Persons bound to disclose place where drugs or cosmetics are manufactured or kept. 
—Every person for the time being in charge of any premises whereon any drug 1[or cosmetic] 
is being manufactured or is kept for sale or distribution shall, on being required by an 
Inspector so to do, be legally bound to disclose to the Inspector the place where the drug 1[or 
cosmetic] is being manufactured or is kept, as the case may be. 
 

25.Reports of Government Analysts. —(1) The Government Analyst to whom a sample of 
any drug  1[or cosmetic] has been submitted for test or analysis under sub-section (4) of 
section 23, shall deliver to the Inspector submitting it a signed report in triplicate in the 
prescribed form. 
 

(2)The Inspector on receipt thereof shall deliver one copy of the report to the person from 
whom the sample was taken 4[and another copy to the person, if any, whose name, address 
and other particulars have been disclosed under section 18A], and shall retain the third copy 
for use in any prosecution in respect of the sample. 
       

(3)Any document purporting to be a report signed by a Government Analyst under this 
Chapter shall be evidence to the facts stated therein, and such evidence shall be conclusive 
unless the person from whom the sample was taken 5[or the person whose name, address and 
other particulars have been disclosed under section 18A] has, within twenty-eight days of the 
receipt of a copy of the report, notified in writing the Inspector or the Court before which any 
proceedings in respect of the sample are pending that he intends to adduce evidence in 
controversion of the report. 

 
1Ins by 21 of 1962 s.15 (w.e.f.27-7-1964) 
2Amended by Act 68 of 1982 (w.e.f. 01-02-1983) 
3Ins by Act 35 of 1960,s.6(w.e.f.16-3-1961). 
4Subs.by Act 13 of 1964,s.17, for certain words (w.e.f.15-9-1964). 
5Subs. By s.17, ibid., for “or the said warrantor”(w.e.f..15-9-1964). 
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 (4) Unless the sample has already been tested or analysed in the Central Drugs 

Laboratory, where a person has under sub-section (3) notified his intention of adducing 
evidence in controversion of a Government Analyst’s report, the Court may, of its own 
motion or in its discretion at the request either of the complainant or the accused, cause the 
sample of the drug 1[or cosmetic] produced before the Magistrate under sub-section (4) of 
section 23 to be sent for test or analysis to the said Laboratory, which shall make the test or 
analysis and report in writing signed by, or under the authority of, the Director of the Central 
Drugs Laboratory the result thereof, and such report shall be conclusive evidence of the facts 
stated therein. 

  
 (5) The cost of a test or analysis made by the Central Drugs Laboratory under    sub-

section (4) shall be paid by complainant or accused as the Court shall direct. 
 

26. Purchaser of drugs or cosmetics enabled to obtain test or analysis.— Any person 2[or 
any recognized consumer association, whether such person is a member of that association or 
not] shall, on application in prescribed manner and on payment of prescribed fee, be entitled 
to submit for test or analysis to a Government Analyst any drug 1[or cosmetic] purchased by 
him 3[or it] and to receive a report of such test or analysis signed by the Government Analyst. 

 

2[Explanation. —For the purposes of this section and section 32, “recognized consumer 
association” means a voluntary consumer association registered under the Companies Act, 
1956 or any other law for the time being in force.]  
 

4[26A. Power of Central Government to prohibit manufacture, etc., of drug and cosmetic 
in public interest. —Without prejudice to any other provision contained in this Chapter, if the 
Central Government is satisfied, that the use of any drug or cosmetic is likely to involve any 
risk to human beings or animals or that any drug does not have the therapeutic value claimed 
or purported to be claimed for it or contains ingredients and in such quantity for which there 
is no therapeutic justification and that in the public interest it is necessary or expedient so to 
do, then, that Government may, by notification in the Official Gazette, prohibit the 
manufacture, sale or distribution of such drug or cosmetic] 
 

4[27. Penalty for manufacture, sale, etc., of drugs in contravention of this Chapter. -- 
Whoever, himself or by any other person on his behalf, manufactures for sale or for 
distribution, or sells, or stocks or exhibits or offers for sale or distributes, — 
 

(a) any drug deemed to be adulterated under section 17A or spurious under section 
17B or which when used by any person for or in the diagnosis, treatment, mitigation, or 
prevention of any disease or disorder is likely to cause his death or is likely to cause such 
harm on his body as would amount to grievous hurt within the meaning of section 320 of 
the Indian Penal Code, solely on account of such drug being adulterated or spurious or not  

___________________________________________________________________________ 
1Ins. by Act 21 of 1962, s.15 (w.e.f.27-7-1964). 
2Ins. by Act 71 of 1986 
3Amended. by Act 68 of 1982 (w.e.f. 01-02-1983) 
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of standard quality, as the case may be, shall be punishable with imprisonment for a term 
which shall not be less than five years but which may extend to a term of life and with fine 
which shall not be less than ten thousand rupees;] 

 
1[(b) any drug— 

(i) deemed to be adulterated under section 17A, but not being a drug referred to 
in clause (a), or 
(ii) without a valid licence as required under clause (c) of section 18, 

 
shall be punishable with imprisonment for a term  which shall not be less than one year but 
which may extend to three years and with fine which shall not be less than five thousand 
rupees; 

 
Provided that the Court may, for any adequate and special reasons to be recorded in the 

judgment, impose a sentence of imprisonment for a term of less than one year and of fine of 
less than five thousand rupees; 

 
(c) any drug deemed to be spurious under section 17B, but not being a drug referred 

to in clause (a) shall be punishable with imprisonment for a term which shall not be less 
than five years and with fine which shall not be less than five thousand rupees; 

  
Provided that the Court may, for any adequate and special reasons, to be recorded in the 

judgment, impose a sentence of imprisonment for a term of less than three years but not less 
than one year; 

 
(d) any drug, other than a drug referred to in clause (a) or clause (b) or clause (c), in 

contravention of any other provision of this Chapter or any rule made thereunder, shall be 
punishable with imprisonment for a term which shall not be less than one year but which 
may extend to two years and with fine; 

  
Provided that the Court may, for any adequate and special reasons, to be recorded in the 

judgment impose a sentence of imprisonment for a term of less than one year. 
 

27A. Penalty for manufacture, sale, etc., of cosmetics in contravention of this Chapter. — 
Whoever himself or by any other person on his behalf manufactures for sale or for 
distribution, or sells, or stocks or exhibits or offers for sale— 

(i) any cosmetic deemed to be spurious under section 17D shall be punishable with 
imprisonment for a term which may extend to three years and with fine; 

(ii) any cosmetic other than a cosmetic referred to in clause (i) above in contravention 
of any provision of this Chapter or any rule made thereunder shall be punishable 
with imprisonment for a term which may extend to one year or with fine which 
may extend to one thousand rupees or with both.] 

 
 
 
 
 
 

1Amended. by Act 68 of 1982 (w.e.f. 01-02-1983) 
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1[28.Penalty for non-disclosure of the name of the manufacturer, etc.— Whoever 
contravenes the provisions of section 18A 2[or section 24] shall be punishable with 
imprisonment for a term which may extend to one year, or with fine which may extend to 
2[one thousand rupees], or with both.] 

 
2[28A. Penalty for not keeping documents, etc., and for non-disclosure of information. —

Whoever without reasonable cause or excuse, contravenes the provision of section 18B shall 
be punishable with imprisonment for a term which may extend to one year or with fine which 
may extend to one thousand rupees or both. 

 
28B.Penalty for manufacture, etc., of drugs or cosmetics in contravention of section 26A. 

—Whoever himself or by any other person on his behalf manufactures or sells or distributes 
any drug or cosmetic in contravention of the provisions of any notification issued under 
section 26A, shall be punishable with imprisonment for a term which may extend to three 
years and shall also be liable to fine which may extend to five thousand rupees.] 

 
29 Penalty for use of Government Analyst’s report for advertising. —Whoever uses any 

report of a test or analysis made by the Central Drugs Laboratory or by a Government 
Analyst, or any extract from such report, for the purpose of advertising any drug 3[or 
cosmetic], shall be punishable with fine, which may extend to five hundred rupees. 

 
4[30.Penalty for subsequent offences. --. 5[2[(1) whoever having been convicted of an 

offence- 
(a) under clause (b) of section 27 is again convicted of an offence under that clause, 

shall be punishable with imprisonment for a term which shall not be less than two years 
but which may extend to six years with fine which shall not be less than ten thousand 
rupees: 
 
Provided that the Court may, for any adequate and special reasons to be mentioned in the 

judgment, impose a sentence of imprisonment for a term of less than two years and of fine of 
less than ten thousand rupees; 

 
(b) under clause (c) of section 27, is again convicted of an offence under that clause 

shall be punishable with imprisonment for a term which shall not be less than six years 
but which may extend to ten years and with fine which shall not be less than ten thousand 
rupees; 

(c) under clause (d) of section 27, is again convicted of an offence under that clause 
shall be punishable with imprisonment for a term which shall not be less than two years 
but which may extend to four years or with fine which shall not be less than five thousand 
rupees, or with both;]] 

__________________________________________________________________________________________________________________________________________ 

1Subs. by Act 13 of 1964,s.19,for s.28 (w.e.f.15-9-1964). 
2Amended. by Act 68 of 1982 (w.e.f. 01-02-1983) 
3Ins by Act 21 of 1962, s.15(w.e.f.27-7-1964) 
4Subs. by Act 11 of 1955, s. 14, for s. 30 
5Subs. by Act 35 of 1960 
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1[(1A).Whoever, having been convicted of an offence under section 27A is again 
convicted under that section, shall be punishable with imprisonment for a term which may 
extend to two years, or with fine which may extend to 2[two thousand rupees], or with both.] 
 

(2) Whoever, having been convicted of an offence under 3* * * section 29 is again 
convicted of an offence under the same section shall be punishable with imprisonment which 
may extend to 4[ten years] or with fine, or with both.] 

 
31. Confiscation. 5[(1)] Where any person has been convicted under this Chapter for 

contravening any such provision of this Chapter or any rule made thereunder as may be 
specified by rule made in this behalf, the stock of the drug 6[or cosmetic] in respect of which 
the contravention has been made shall be liable to confiscation 7[and if such contravention is 
in respect of— 

   
2[(i) manufacture of any drug deemed to be misbranded under section 17, 

adulterated under section 17A or spurious under section 17B; or 
 (ii) manufacture for sale, or for distribution ,sale, or stocking or exhibiting or 

offering for sale, or distribution of any drug without a valid licence as required under 
clause (c) of section 18;] 

 
any implements or machinery used in such manufacture, sale or distribution and any 
receptacles, packages or coverings in which such drug is contained and the animals, vehicles, 
vessels or other conveyances used in carrying such drug shall also be liable to confiscation.] 
 

8[(2) Without prejudice to the provisions contained in sub-section (1) where the Court is 
satisfied, on the application of an Inspector or otherwise and after such inquiry as may be 
necessary that the drug or cosmetic is not of standard quality 2[or is misbranded, adulterated 
or spurious drug or misbranded or spurious cosmetic], such drug or, as the case may be, such 
cosmetic shall be liable to confiscation.] 
 

9[31A. Application of provisions to Government departments. -- The provisions of this 
Chapter except those contained in section 31 shall apply in relation to the manufacture, sale 
or distribution of drugs of any department of Government as they apply in relation to the 
manufacture, sale or distribution of drugs by any other person.] 

 

32.Cognizance of offence. —(1) No prosecution under this Chapter shall be instituted 
except by an Inspector 10[or by the person aggrieved or by a recognised consumer association  
__________________________________________________________________________________________ 

1Ins.by Act 21 of 1962, s. 20 (w.e.f.27-7-1964). 
2Amended by Act 68 of 1982 (w.e.f. 01-02-1983) 
3The words and figures “ section 28 or” omitted by Act 13 of 1964 
4Subs.by s.20,ibid.,for “two years.” 
5Re-numbered as sub section (1) by Act 35 of 1960, s. 9.(w.e.f.16-3-1961). 
6Ins.by Act 21 of 1962, s. 21 (w.e.f. 27-71964). 
7Added by Act 13 of 1964, s. 21 (w.e.f.15-9-1964). 
8Ins.by Act 21 of 1962 s, 18 (w.e.f.27-7-1964). 
9Ins by Act 13 of 1964, s. 22(w.e.f.15-9-1964). 
10Ins. by Act 71 of 1986. 
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whether such person is a member of that association or not.] 
(2) No court inferior to that of a 1[Metropolitan] Magistrate or of a 1[Judicial] Magistrate 

of the first class shall try an offence punishable under this Chapter. 
 

(3) Nothing contained in this Chapter shall be deemed to prevent any person from being 
prosecuted under any other law for any act or omission which constitutes an offence against 
this Chapter. 

 
2[32A.Power of Court to implead the manufacturer, etc.—Where, at any time during the 

trial of any offence under this Chapter alleged to have been committed by any person, not 
being the manufacturer of a drug or cosmetic or his agent for the distribution thereof the 
Court is satisfied, on the evidence adduced before it, that such manufacturer or agent is also 
concerned in that offence, then, the court may, notwithstanding anything contained in 1[sub-
sections (1), (2) and (3) of section 319 of the Code of Criminal Procedure,1973 (2 of 1974)] 
proceed against him as though a prosecution had been instituted against him under section 
32.] 
 

33.3[Power of Central Government to make rules. —(1) The Central Government may 
after consultation with, 1[or on the recommendation of,] the Board and after previous 
publication by notification in the Official Gazette, make rules for the purposes of giving 
effect to the provisions of this chapter: 

Provided that consultation with the Board may be dispensed with if the Central 
Government is of opinion that circumstances have arisen which render it necessary to make 
rules without such consultation, but in such a case the Board shall be consulted within six 
months of making of the rules and the Central Government shall take into consideration any 
suggestions which the Board may make in relation to the amendment of the said rules.] 
  

   (2) Without prejudice to the generality of the foregoing power, such rules may— 
 

 (a) provide for the establishment of laboratories for testing and analyzing drugs 
4[or cosmetics]; 

 (b) prescribed the qualifications and duties of Government Analysts and the 
qualifications of  Inspectors; 

 (c) prescribe the methods of test or analysis to be employed in determining 
 whether a drug 4[or cosmetic] is of standard quality; 

 (d) prescribe, in respect of biological and organometallic compounds, the units 
or methods of standardization; 

5[(dd) prescribe under clause (d) of section 1[17A] the colour or colours which a drug may 
bear or contain for purposes of colouring;] 

 
___________________________________________________________________________                

1Amended by Act 68 of 1982 (w.e.f. 01-02-1983) 
2Ins.by s. 23, ibid (w.e.f.15-9-1964). 
3Subs. by Act 11 of 1955, s. 15, for sub-section (1). 
4Ins. by Act 21 of 1962, s. 22 (2.e.f. 27-7-1964) 
5Ins. by Act 13 of 1964, s. 24 (w.e.f. 15-9-1964) 
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(e) prescribe the forms of licences for the manufacture for sale 1[or distribution], 
for the sale and for the distribution of drugs or any specified drug or class of drugs 
2[or of cosmetic or any specified cosmetic or class of cosmetics], the form of 

application for such licences, the conditions subject to which such licences may be 
issued, the authority empowered to issue the same, 1[the qualification of such 
authority] and the fees payable therefor 1[and provided for the cancellation or 
suspension of such licences in any case where any provision of this Chapter or the 
rules made thereunder is contravened or any of the conditions subject to which they 
are issued is not complied with;] 

1[(ee) prescribe the records, registers or other documents to be kept and 
maintained under section 18B; 

(eea) prescribe the fees for the inspection (for the purposes of grant or renewal 
of licence) of premises, wherein any drug or cosmetic is being or is proposed to be 
manufactured; 

(eeb)  prescribe the manner in which copies are to be certified under sub-section 
(2A) of section 22;] 

(f) specify the diseases or ailments which a drug may not purport or claim 3[ to 
prevent, cure or mitigate] and such other effects which a drug may not purport or 
claim to have; 

(g) prescribe the conditions subject to which small quantities of drugs may be 
manufactured for the purpose of examination, test or analysis; 

(h) require the date of manufacture and the date of expiry of potency to be 
clearly or truly stated on the label or container of any specified drug or class of 
drugs, and prohibit the sale, stocking or exhibition for sale, or distribution of the 
said drug or class of drugs after the expiry of a specified period from the date of 
manufacture or after the expiry of the date of potency; 

(i) prescribe the conditions to be observed in the packing in bottles, packages, 
and other containers of drugs 2[or cosmetics] ,1[including the use of packing 
material which comes into direct contact with the drugs]and prohibit the sale, 
stocking or exhibition for sale, or distribution of drugs 2[or cosmetics] packed in 
contravention of such conditions; 

 (j) regulate the mode of labelling packed drugs 2[or cosmetics], and prescribe 
the matter which shall or shall not be included in such labels; 

(k) prescribe the maximum proportion of any poisonous substance which may be 
added or contained in any drug, prohibit the manufacture, sale or stocking or 
exhibition for sale, or distribution of any drug in which that proportion is exceeded, 
and specify substances which shall be deemed to be poisonous for the purposes of 
this Chapter and the rules made thereunder; 

(l) require that the accepted scientific name of any specified drug shall be 
displayed in the prescribed manner on the label or wrapper of any patent or 
proprietary medicine containing such drug; 

 
 
___________________________________________________________________________ 

1Amended as per Act 68 of 1982 (w.e.f. 01-02-1983) 
2Ins. by Act 21 of 1962, s. 22 (2.e.f. 27-7-1964) 
3Subs. By Act 11 of 1955, s. 15, for “to cure or mitigate”. 
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1*  *  *  *  *  * 
2[(n) prescribe the powers and duties of Inspectors 3[and the qualifications of the 

authority to which such Inspectors shall be subordinate] and 4[specify the drugs or 
classes of drugs or cosmetics or classes of cosmetics] in relation to which and the 
conditions, limitations or restrictions subject to which, such powers and duties may 
be exercised or performed;] 

(o) prescribe the forms of report to be given by Government Analysts, and  the 
manner of application for test or analysis under section 26 and the fees payable 
therefor; 

 5[(p) specify the offences against this Chapter or any rule made thereunder in 
relation to which an order of confiscation may be made under section 31;] and 

(q) provide for the exemption, conditionally or otherwise, from all or any of the 
provisions of this Chapter or the rules made thereunder, of any specified drug or 
class of drugs 2[or cosmetic or class of cosmetics]; 

6*  *  *  *  *  *  
  

 
7[33A. Chapter not to apply to Ayurvedic, 3[Siddha] or Unani drugs. —Save as otherwise 

provided in this Act, nothing contained in this Chapter shall apply to Ayurvedic, 3[Siddha] or 
Unani drugs.] 
 

8[CHAPTER IVA] 
 

PROVISIONS RELATING TO AYURVEDIC, 3[SIDDHA] AND UNANI DRUGS 
 

33B. Application of Chapter IVA—This Chapter shall apply only to Ayurvedic, 3[Siddha] 
and Unani drugs. 
 

33C. Ayurvedic, 3[Siddha] and Unani Drugs Technical Advisory Board.—(1) The Central 
Government shall, by notification in the Official Gazette and with effect from such date as 
may be specified therein, constitute a Board (to be called the Ayurvedic, 3[Siddha] and Unani 
Drugs Technical advisory Board) to advise the Central Government and the State 
Governments on technical matters arising out of this Chapter and to carry out the other 
functions assigned to it by this Chapter 
 

(2) The Board shall consist of the following members, namely: -- 
 
 
 
 
 
 

 
___________________________________________________________________________ 

1Cl. (m) omitted by Act 13 of 1964, s. 24 (w.e.f. 15-9-1965) 
2Subs. by Act  35 of 1960, s. s. 10, for cl. (n) (w.e.f.16-3-1961) 
3Amended as per Act 68 of 1982 (w.e.f. 01-02-1983) 
4Subs. by Act 21 of 1962, s. 22, for “ the drugs or class of drugs” (w.e.f. 27-7-1964) 
5Subs, by Act 13 of 1964, s. 24, for cl. (p) (w.e.f. 15-9-1964) 
6Sub-section (3) ins. by Act 35 of 1960, omitted by Act 13 of 1964, s. 24 (w.e.f. 15-9-1964) 

7Ins. by Act 13 of 1964, s. 25 (w.e.f.1-2-1969) 
8Ins. by Act 13 of 1964, s. 26, (w.e.f. 8-12-1969) 
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(i) the Director General of Health Services, ex officio; 
(ii) the Drugs Controller, India ex officio; 
1[(iii) the principal officer dealing with Indian systems of medicine in the Ministry 

of  Health, ex-officio;] 
(iv) the Director of the Central Drugs Laboratory, Calcutta, ex officio; 
(v)  one person holding the appointment of Government Analyst under section 

33F,to be nominated by the Central Government; 
(vi)  one Pharmacognocist to be nominated by the Central Government; 
(vii) one Phyto-chemist to be nominated by the Central Government; 
1[(viii)  four persons to be nominated by the Central Government, two from amongst 

the members of the Ayurvedic Pharmacopoeia Committee, one from amongst the 
members of the Unani Pharmacopoeia Committee and one from amongst the members of 
the Siddha Pharmacopoeia Committee;]  

(ix)one teacher in Dravyaguna and Bhaishajya Kalpana, to be nominated by the 
Central Government; 

(x)one teacher in Ilm-Ul-Advia and Taklis-Wa-Dawa-sazi,to be nominated by the 
Central Government; 

1[(xi) one teacher in Gunapadam to be nominated by the Central Government; 
(xii) three persons, one each to represent the Ayurvedic, Siddha and Unani drug 

industry, to be nominated by the Central Government; 
(xiii) three persons, one each from among the practitioners of Ayurvedic, Siddha 

and Unani Tibb system of medicine to be nominated by the Central Government.] 
 
(3) The central Government shall appoint a member of the Board as its Chairman. 
(4) The nominated members of the Board shall hold office for three years but shall be 

eligible for renomination. 
(5) The Board may, subject to the previous approval of the Central Government, make 

bye- laws fixing a quorum and regulating its own procedure and conduct of all business to be 
transacted by it. 

(6) The functions of the Board may be exercised notwithstanding any vacancy therein. 
(7) The Central Government shall appoint a person to be Secretary of the Board and shall 

provide the Board with such clerical and other staff as the Central Government considers 
necessary. 

 
1[33D. The Ayurvedic, Siddha and Unani Drugs Consultative Committee. —(1) The 

Central Government may constitute an Advisory Committee to be called the Ayurvedic, 
Siddha and Unani Drugs Consultative Committee to advise the Central Government, the State 
Governments and the Ayurvedic, Siddha and Unani Drugs Technical Advisory Board on any 
matter for the purpose of securing uniformity throughout India in the administration of this 
Act in so far as it relates to Ayurvedic, Siddha or Unani drugs. 
 

(2) The Ayurvedic, Siddha and Unani Drugs Consultative Committee shall consist of two 
persons to be nominated by the Central Government as representatives of that Government 
and not more than one representative of each State to be nominated by the State Government 
concerned. 

 
 
 
 

__________________________________________________________________________________________________________________________________________ 

1Amended as per Act 68 of 1982 (w.e.f. 01-02-1983) 
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(3) The Ayurvedic, Siddha and Unani Drugs Consultative Committee shall meet when 

required to do so by the Central Government and shall regulate its own procedure. 
 

33E. Misbranded drugs. -- For the purposes of this Chapter, an Ayurvedic, Siddha or 
Unani drug shall be deemed to be misbranded-- 

(a) if it is so coloured, coated, powered or polished that damage is concealed, or if it 
is made to appear of better or greater therapeutic value than it really is; or 

(b) if it is not labeled in the prescribed manner; or 
(c) if its label or container or anything accompanying the drug bears any statement, 

design device which makes any false claim for the drug or which is false or misleading in 
any particular. 

 
33EE. Adulterated Drugs. —For the purposes of this Chapter, an Ayurvedic, Siddha or 

Unani drug shall be deemed to be adulterated, -- 
(a) if it consists, in whole or in part, of any filthy, putrid or decomposed substance; 

or 
(b) if it has been prepared, packed or stored under insanitary conditions whereby it 

may have been contaminated with filth or whereby it may have been rendered injurious to 
health; or 

(c) if its container is composed, in whole or in part, of any poisonous or deleterious 
substance which may render the contents injurious to health; or 

(d) if it bears or contains, for purposes of coloring only, a colour other than one   
which is prescribed; or 

(e) if it contains any harmful or toxic substance which may render it injurious to  
health; or                

(f) if any substance has been mixed therewith so as to reduce its quality or strength. 
        

Explanation. —For the purpose of clause (a), a drug shall not be deemed to consist, in 
whole or in part, of any decomposed substance only by reason of the fact that such 
decomposed substance is the result of any natural decomposition of the drug: 

 
Provided that such decomposition is not due to any negligence on the part of 

manufacturer of the drug or the dealer thereof and that it does not render the drug injurious to 
health. 
 

33EEA. Spurious drugs. -- For the purposes of this Chapter, an Ayurvedic, Siddha or 
Unani drug shall be deemed to be spurious-- 

(a) if it is sold, or offered or exhibited for sale, under a name which belongs to 
another drug; or 

(b) if it is an imitation of, or is a substitute for, another drug or resembles another 
drug in a manner likely to deceive, or bears upon it or upon its label or container the name 
of another drug, unless it is plainly and conspicuously marked so as to reveal its true 
character and its lack of identity with such other drug; or  

(c) if the label or container bears the name of an individual or company purporting 
to be the manufacturer of the drug, which individual or company is fictitious or does not 
exist; or 

(d) if it has been substituted wholly or in part by any other drug or substance; or 
(e) if it purports to be the product of  a manufacturer of whom it is not truly a 
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 product. 
 

33EEB. Regulation of manufacture for sale of Ayurvedic, Siddha and Unani drugs. —No 
person shall manufacture for sale or for distribution any Ayurvedic, Siddha or Unani drug 
except in accordance with such standards, if any, as may be prescribed in relation to that 
drug. 
  

 33EEC. Prohibition of manufacture and sale of certain Ayurvedic, Siddha and Unani 
drug. From such date as the State Government may, by notification in the Official Gazette, 
specify in this behalf, no person, either by himself or by any other person on his behalf, 
shall— 

(a) manufacture for sale or for distribution-- 
(i) any misbranded, adulterated or spurious Ayurvedic, Siddha or Unani drugs;  
(ii) any patent or proprietary medicine, unless there is displayed in the 
prescribed manner on the label or container thereof the true list of all the 
ingredients contained in it; and 
 (iii) any Ayurvedic, Siddha or Unani drug in contravention of any of the 
provisions of this Chapter or any rule made thereunder; 

(b) sell, stock or exhibit or offer for sale or for distribution, any Ayurvedic, Siddha 
or Unani drug which has been manufactured in contravention of any of the provisions of 
this Act, or any rule made thereunder; 

(c) manufacture for sale or for distribution, any Ayurvedic, Siddha or Unani drug, 
except under, and in accordance with the conditions of, a licence issued for such purpose 
under this Chapter by the prescribed authority; 

 
Provided that nothing in this section apply to Vaidyas and Hakims who manufacture 

Ayurvedic, Siddha or Unani drug for the use of their own patients; 
 

Provided further that nothing in this section shall apply to the manufacture, subject to the 
prescribed conditions, of small quantities of any Ayurvedic, Siddha or Unani drug for the 
purpose of examination, test or analysis. 

 
33EED. Power of Central Government to prohibit manufacture, etc., of Ayurvedic, 

Siddha or Unani drugs in public interest. – Without prejudice to any other provision 
contained in this Chapter, if the Central Government is satisfied on the basis of any evidence 
or other material available before it that the use of any Ayruvedic, Siddha or Unani drug is 
likely to involve any risk to human beings or animals or that any such drug does not have the 
therapeutic value claimed or purported to be claimed for it and  that in the public interest it is  
necessary or expedient so to do then, that Government may, by notification in the Official 
Gazette, prohibit the manufacture, sale or distribution of such drug.] 
 

33F. Government Analysts. —(1) The Central Government or a State Government may, 
by notification in the Official Gazette, appoint such person as it thinks fit, having the 
prescribed qualification, to be Government Analysts for such areas as may be assigned to 
them by the Central Government or the State Government ,as the case may be. 
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(2) Notwithstanding anything contained in sub-section(1),neither the Central Government 
nor a State Government  shall appoint as a Government Analyst any official not serving 
under it without the previous consent of the Government under which he is serving. 

 

1[(3) No person who has any financial interest in the manufacture or sale of any drug 
shall be appointed to be a Government Analyst under this section.] 

 
33G. Inspectors. —(1) The Central Government or a State Government may, by 

notification in the Official Gazette, appoint such persons as it thinks fit, having the prescribed 
qualification, to be Inspectors for such areas as may be assigned to them by Central 
Government or the State Government as the case may be. 
 

(2) The powers which may be exercised by an Inspector and the duties which may be 
performed by him and the conditions, limitations or restrictions subject to which such powers 
and duties may be exercised or performed shall be such as may be prescribed. 
  

(3) No person who has any financial interest in the manufacture or sale of any drug shall 
be appointed to be an Inspector under this section. 
 

(4) Every Inspector shall be deemed to be a public servant within meaning of section 21 
of the Indian Penal Code (45 of 1860) and shall be officially subordinate to such authority as 
the Government appointing him may specify in this behalf. 

 
33H. Application of provisions of section 22, 23, 24 and 25. —The provisions of section 

22, 23, 24 and 25 and the rules, if any, made thereunder shall, so far as may be, apply in 
relation to an Inspector and a Government Analyst appointed under this Chapter as they apply 
in relation to an Inspector and a Government Analyst appointed under Chapter IV, subject to 
the modification that the references to “drug” in the said section, shall be constructed as 
references to “Ayurvedic, 1[Siddha] or Unani Drugs.” 
 

1[33I . Penalty for manufacture, sale, etc., of Ayurvedic, Siddha or Unani drug in 
contravention of this Chapter. —Whoever himself or by any other person on his behalf— 

 (1) manufactures for sale or for distribution,-- 
(a) any Ayurvedic, Siddha or Unani drugs-- 

(i) deemed to be adulterated under section 33EE, or  
(ii) without a valid licence as required under clause (c) of section 33EEC, 
 

shall be punishable with imprisonment for a term which may extend to one year and 
with fine which shall not be less than two thousand rupees; 
 
(b) any Ayurvedic, Siddha or Unani drug deemed to be spurious under section 

33EEA, shall be punishable with imprisonment for a term which shall not be less than one 
year but which may extend to three years  and with fine which shall not be less than five 
thousand rupees: 
Provided that the Court may, for any adequate and special reasons to be mentioned in the 

judgment, impose a sentence of imprisonment for a term of less than one year and of fine of 
less than five thousand rupees; or 

(2) contravenes any other provisions of this Chapter or of section 24 as applied by  
________________________________________________________________________ 
 1Amended as per Act 68 of 1982 (w.e.f. 01-02-1983) 
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section 33H or any rule made under this Chapter, shall be punishable with 
imprisonment for a term which may extend to three months and with fine which shall 
not be less than five hundred rupees. 
 

33J. Penalty for subsequent offences. —Whoever being convicted of an offence, -- 
(a) under clause (a) of sub-section (1) of section 33I is again convicted of an 

offence under that clause, shall be punishable with imprisonment for a term which may 
extend to two thousand rupees; 

(b) under clause (a) of sub-section (1) of section 33I is again convicted of an 
offence under that clause, shall be punishable with imprisonment for a term which shall 
not be less than two years but which may extend to six years and with fine which shall not 
be less than five thousand rupees; 

 
Provided that the Court may, for any adequate or special reasons to be mentioned in the 

judgment, impose a sentence of imprisonment for a term of less than two years and of fine of 
less than five thousand rupees; 

(c) under sub-section (2) of section 33-I is again convicted of an offence under that 
sub-section , shall be punishable with imprisonment for a term which may extend to six 
months and with fine which shall not be less than one thousand rupees.] 

 
33K. Confiscation. -- Where any person has been convicted under this Chapter, the 

stock of the Ayurvedic,1[Siddha] or Unani drug, in respect of which the contravention has 
been made, shall be liable to confiscation. 
  

33L. Application of provisions to Government departments.-- The provisions of this 
Chapter except those contained in section 33K shall apply in relation to the manufacture for 
sale, sale or distribution of any Ayurvedic,1[Siddha] or Unani drug by any department of 
Government as they apply in relation to the manufacture for sale, sale or distribution of such 
drug by any other person. 
 

33M. Cognizance of offences. —(1) No prosecution under this Chapter shall be 
instituted except by an Inspector 1[with the previous sanction of the authority specified under 
sub-section (4) of section 33G.] 

(2) No Court inferior to that of a 1[Metropolitan Magistrate] or of a 1[Judicial 
Magistrate] of the first class shall try an offence punishable under this Chapter. 

 
33N. Power of Central Government to make rules. —(1) The Central Government may, 

1[ after consultation with, or on the recommendation of, the Board] and after previous 
publication by notification in the Official Gazette, make rules for the purpose of giving effect 
to the provisions of this Chapter:  

Provided that consultation with the Board may be dispensed with if the Central 
Government is of opinion that circumstances have arisen which render it necessary to make 
rules without such consultation, but in such a case, the Board shall be consulted within six 
months of the making of the rules and the Central Government shall take into consideration 
________________________________________________________________________ 

1Amended as per Act 68 of 1982 (w.e.f. 01-02-1983) 
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any suggestions which the Board may make in relation to the amendment of the said rules. 
           

(2) Without prejudice to the generality of the foregoing power, such rules may- 
(a) provide for the establishment of laboratories for testing and analysing 

Ayurvedic,1[Siddha] or Unani drugs; 
(b) prescribe the qualification and duties of Government Analysts and the 

qualifications of Inspectors; 
(c) prescribe the methods of test or analysis to be employed in determining whether 

any Ayurvedic,1[Siddha] or Unani drug is labelled with the true list of the ingredients 
which it is purported to contain; 

(d) specify any substance as a poisonous substance; 
(e) prescribe the forms of licences for the manufacture for sale of  

Ayurvedic,1[Siddha] or Unani drugs,1[and for sale of processed Ayurvedic, Siddha or 
Unani drugs,] the form of application for such licences, the conditions subject to which 
such licences may be issued, the authority empowered to issue the same and the fees 
payable therefor; 1[and provide for the cancellation or suspension of such licences in any 
case where any provision of this Chapter or rules made thereunder is contravened or any 
of the conditions subject to which they are issued is not complied with;] 

1[(f) prescribe the conditions to be observed in the packing of Ayurvedic, Siddha 
and Unani drugs including the use of packing material which comes into direct contact 
with the drugs, regulate the mode of labelling packed drugs and prescribe the matters 
which shall or shall not be included in such labels;]  

(g) prescribe the conditions subject to which small quantities of Ayurvedic 
1[Siddha] or Unani drugs may be manufactured for the purpose of examination, test or 
analysis; and 

1[(gg) prescribe under clause (d) of section 33EE the colour or colours which an 
Ayurvedic, Siddha or Unani drug may bear or contain for purposes of colouring; 

(gga) prescribe the standards for Ayurvedic, Siddha or Unani drugs under    section 
33EEB;] 

(h) any other matter which is to be or may be prescribed under this Chapter. 
    

33O. Power to amend First Schedule. —The Central Government, after consultation 
with the Board and after giving, by notification in the Official Gazette, not less than three 
months’ notice of its intention so to do, may, by a like notification, add to or otherwise amend 
the First Schedule for the purposes of this Chapter and thereupon the said Schedule shall be 
deemed to be amended accordingly. 
 
 
 
 
 
 
___________________________________________________________________________ 

1Amended as per Act 68 of 1982 (w.e.f. 01-02-1983) 
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1[CHAPTER V 
 

MISCELLANEOUS 
 

 

2[333P.] Power to give directions.  The Central Government may give such directions to 
any State Government as may appear to the Central Government to be necessary for carrying 
into execution in the State any of the provisions of this Act or of any rule or order made 
thereunder.]  
 

34. Offences by companies. (1) Where an offence under this Act has been committed by 
a company, every person who at the time the offence was committed, was in charge of, and 
was responsible to the company for the conduct of business of the company, as well as the 
company shall be deemed to be guilty of the offence and shall be liable to be proceeded 
against and punished accordingly:  

 
Provided that nothing contained in this sub-section shall render any such person liable 

to any punishment provided in this Act if he proves that the offence was committed without 
his knowledge or that he exercised all due diligence to prevent the commission of such 
offence. 
     

(2) Notwithstanding anything contained in sub-section (1), where an offence under this 
Act has been committed by a company and it is proved that the offence has been committed 
with the consent or connivance of, or is attributable to any neglect on the part of, any director, 
manager, secretary or other officer of the company, such director, manager, secretary or other 
officer shall also be deemed to be guilty of that offence and shall be liable to be proceeded 
against and punished accordingly: 
     

    Explanation. —For the purposes of this section-- 
         

(a) “company” means a body corporate, and includes a firm or other association 
of individuals; and 

(b) “director” in relation to a firm means a partner in the firm. 
 

4[34A. Offences by Government departments. Where an offence under Chapter1V or 
Chapter 1VA has been committed by any department of Government, such authority as is 
specified by the Central Government to be in charge of manufacture, sale or distribution of 
drugs or where no authority is specified, the head of the department, shall be deemed to be 
guilty of the offence and shall be liable to be proceeded against and punished accordingly: 

Provided that nothing contained in this section shall render any such authority or person 
liable to any punishment provided in Chapter1V or Chapter 1VA, as the case may be, if such 
authority or person proves that the offence was committed without its or his knowledge or 
that such authority or person exercised all due diligence to prevent the commission of such 
offence.] 
___________________________________________________________________________ 

1Subs. by Act 11 of 1955, s. 16, for s. 34 
 2Ins. by act 35 of 1960, s. 11 (w.e.f. 16-3-1961). 

 3S. 33A re-numbered as s. 33P by Act 13 of 1964, s. 27 (w.e.f. 15-9-1964)  
 4Ins. by Act 13 of 1964, s. 28, (w.e.f. 15-9-1964) 
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1[34AA. Penalty vexatious search or seizure. Any Inspector exercising powers under 
this Act or the rules made thereunder, who,-- 

(a) without reasonable ground of suspicion searches any place, vehicle, vessel or 
other conveyance; or  

(b) vexatiously and unnecessarily searches any person; or 
(c) vexatiously and unnecessarily seizes any drug or cosmetic, or any substance or 

article, or any record, register, document or other material object; or 
(d) commits, as such Inspector, any other act, to the injury of any person without 

having reason to believe that such act is required for the execution of his duty, shall be 
punishable with fine which may extend to one thousand rupees.] 

 
35. Publication of sentences passed under this Act. (1) If any person is convicted of an 

offence under this Act, [ the court before which the conviction takes place shall, on 
application made to it by the Inspector, cause] the offender’s name, place of residence, the 
offence of which he has been convicted and the penalty which has been inflicted upon him, to 
be published at the expense of such person in such newspapers or in such other manner as the 
Court may direct. 

(2) The expenses of such publication shall be deemed to form part of the cost relating to 
the conviction and shall be recoverable in the same manner as those costs are recoverable. 
 

36. Magistrate’s power to impose enhanced penalties. — Notwithstanding anything 
contained 2*     *     *  1[the Code of Criminal Procedure, 1973,] it shall be lawful for any 
1[Metropolitan Magistrate or any Judicial Magistrate of the first class] to pass any sentence 
authorized by this Act in excess of his powers under 2*    *    * the said Code. 
 

1[36A. Certain offences to be tried summarily. —Notwithstanding anything contained 
in the Code of Criminal Procedure, 1973, all offences under this Act, punishable with 
imprisonment for a term not exceeding three years, other than an offence under clause (b) of 
sub-section (1) of section 33I, shall be tried in a summary way by a Judicial Magistrate of the 
first class specially empowered in this behalf by the State Government or by a Metropolitan 
Magistrate and the provisions of section 262 to265 (both inclusive) of the said Code shall, as 
far as may be, apply to such trial: 
       

Provided that, in the case of any conviction in a summary trial under this section, it 
shall be lawful for the Magistrate to pass a sentence of imprisonment for a term not exceeding 
one year: 

Provided further that when at the commencement of, or in the course of, a summary 
trial under this section, it appears to the Magistrate that the nature of the case is such that a 
sentence of imprisonment for a term exceeding one year may have to be passed or that it is, 
for any other reason, undesirable to try the case summarily, the Magistrate shall, after hearing 
the parties, record an order to that effect and thereafter recall any witness who has been 
examined and proceed to hear or rehear the case in the manner provided by the said Code.] 
___________________________________________________________________________ 

1Amended as per Act 68 of 1982 (w.e.f. 01-02-1983) 
2The words and figures “section 32 of” omitted by Act13 of 1964. 29, (w.e.f.15-9-1964) 
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37. Protection of action taken in good faith. —No suit, prosecution or other legal 
proceeding shall lie against any person for anything which is in good faith done or intended 
to be done under this Act. 
 

1[38. Rules to be laid before Parliament. —Every rule made under this Act shall be laid 
as soon as may be after it is made before each House of Parliament while it is in session for a 
total period of thirty days which may be comprised in one session or in two or more 
successive sessions, 1[and if, before the expiry of the session immediately following the 
session or the successive sessions aforesaid], both Houses agree in making any modification 
in the rule or both Houses agree that the rule should not be made, the rule shall thereafter 
have effect only in such modified from or be of no effect, as the case may be, so however that 
any such modification or annulment shall be without prejudice to the validity of anything 
previously done under that rule.] 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
___________________________________________________________________________ 

1Ins. by s.30, ibid (w.e.f. 15-9-1964) 
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1[THE FIRST SCHEDULE] 
 

[See section 3(a)] 
 

A. —AYURVEDIC AND 2SIDDHA SYSTEMS 
 

Serial No.   Name of book 
 

      Ayurveda 
1.      Arogya Kalpadruma 
2.     Arka Prakasha 
3.     Arya Bhishak 
4.     Ashtanga Hridaya 
5.     Ashtanga Samgraha 
6.     Ayurveda Kalpadruma 
7.     Ayurveda Prakasha 
8.     Ayurveda Samgraha 
9.     Bhaishajya Ratnavali 
10.     Brihat Bhaishajya Ratnakara 
11.     Bhava Prakasha 
12.     Brihat Nighantu Ratnakara 
13.     Charaka Samihita 
14.     Chakra Datta 
15.     Gada Nigraha 
16.     Kupi Pakva Rasayana 
17.     Nighantu Ratnakara 
18.     Rasa Chandanshu 
19.     Rasa Raja Sundara 
20.     Rasaratna Samuchaya 
21.   3[Rasatantra Sara Va Siddha Prayoga Sangraha—Part 1] 
22.     Rasa Tarangini 
23.     Rasa Yoga Sagara 
24.     Rasa Yoga Ratnakara 
25.     Rasa Yoga Samgraha 
26.     Rasendra Sara Samgraha 
27.     Rasa Pradipika 
28.     Sahasrayoga 
29.    Sarvaroga Chikitsa Ratnam 
30.                Sarvayoga Chikitsa Ratnam 
31.     Sharangadhara Samhita 
32.     Siddha Bhaishajya Manimala 
33.     Sidha Yoga Samgraha 

 
1Subs. by Act 13 of 1964, s. 31, for the Schedule. First Schedule came into force w.e.f. 1-2-
1969 and the Second Schedule came into force w.e.f. 15-9-1964 
2Amended as per Act 68 of 1982 (w.e.f. 01-02-1983) 
3Subs. by Notification No. G.S R. 658 (E) dated 31-08-94 
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Serial  No.   Name of book 
 

34.             Sushruta Samhita 
35.                               Vaidya Chintamani 
36.     Vaidyaka Shabda Sindu 
37.     Vaidyaka Chikitsa Sara 
38.     Vidya Jiwan 
39.     Vasava Rajeeyam 
40.     Yoga Ratnakara 
41.     Yoga Tarangini 
42.     Yoga Chintamani 
43.     Kashyapasamhita 
44.     Bhelasamhita 
45.     Vishwanathachikitsa 
46.     Vrindachikitsa 
47.     Ayurvedachintamani 
48.     Abhinavachintamani 
49.     Ayurveda-Ratnakara 
50.     Yogaratnasangraha 
51.     Rasamrita 
52.     Dravyagunanighantu 
53.     Rasamanijari 
54.      Banagasena 

1[54A              Ayurvedic Formulary of India (Part-I) 
54B                      Ayurveda Sara Samgraha] 

  254C   Ayurvedic Pharmacopoeia of India 
    Siddha 
 
55 Siddha Vaidya Thirattu 
56 Therayar Maha Karisal 
57 Brahma Muni Karukkadai (300) 
58 Bhogar (700) 
59 Pulippani (500) 
60 Agasthiyar Paripuranam (400) 
61 Therayar Yamagam 
62 Agasthiyar Chenduram (300) 
63 Agasthiyar (1500) 
64 Athmarakshamrutham 
65 Agasthiyar Pin (80) 
66 Agasshiyar Rathna Chrukkam 
67 Therayar Karisal (300) 
68               Veeramamuni Nasa Kandam 
69         Agasthiyar (600) 
70 Agasthiyar Kanma Soothiram 
71 18 Siddar’s Chillarai Kovai 

 
1Ins. by Notification No. G.S.R. 735 (E) dated 28th August 1987 

   2Inserted by Notification No. G.S.R. 423(E)dated 11th june 2002 
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72 Yog Vatha Kaviyam 
73 Therayar Tharu 
74 Agasthiyar Vaidya Kaviyam (1500) 
75 Bala Vagadam 
76 Chimittu Rathna (Rathna) Churukkam    
77    Nagamuni (200) 

  78    Agasthiyar Chillarai Kovai 
79   Chikicha Rathna Deepam 
80 Agasthiyar Nayana Vidhi 
81 Yugi Karisal (151) 
82 Agasthiyar Vallathi (600) 
83 Therayar Thaila Varkam 

1[84    Siddha Formulary of India (Part I)] 
 
 

B.—UNANI  2TIBB SYSTEM 
 

Serial No.   Name of book 
 
1 Karabadin Qadri 
2 Karabadin Kabir 
3 Karabadin Azam 
4 Ilaj-ul-Amraz 
5 Al Karabadin 
6 Biaz Kabir Vol. II 
7 Karabadin Jadid 
8 Kithalf-ul-Taklis 
9 Sanat-ul-Taklis 
10 Mifta-ul-Khazain 
11 Madan-ul-Aksir 
12 Makhzan-ul-murabhat 

    1[13    National Formulary of Unani Medicine (Part I)] 
 
 
 
 
 
 
 
 
 

 
  1Ins. by Notification No. G.S.R. 735 (E) dated 28th August 1987 
  2Amendment as per Act 68 of 1982 (w.e.f. 01-02-1983) 
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  THE SECOND SCHEDULE 

(See section & 8 and 16) 
 

STANDARDS TO BE COMPLIED WITH BY IMPORTED DRUGS AND BY DRUGS       
MANUFACTURED FOR SALE, VOLD, STOCKED OR EXHIBITED FOR SALE OR DISTRIBUTED 

 
     

                 Class of drug 
 

Standard to be complied with 

                                1                     2 
Patent or proprietary medicines1[other  

than Homoeopathic medicines] 
 
 
 
2. 2[Substances commonly known as 

vaccines, sera toxins, toxoids, antitoxins 
and antigens and biological products of 
such nature for human use or for 
veterinary use.  

 
 
 
 
 
3. 3*       *         * 
4.Substances (other than food) intended to 

affect the structure or any function of 
the human body or intended to be used 
for the destruction or vermin or insect 
which cause disease in human beings or 
animals. 

 
* *4-A. Homoeopathic Medicines : 
    (a) Drugs included in the Homoeopathic 

Pharmacopacia of India. 
    

The formula of list of ingredients displayed 
in the prescribed manner on the label of the 
container and such other standards as may 
be prescribed. 
 
The standards maintained at the 
International Laboratory for Biological 
Standards, Stantans Serum Institute, 
Copenhagen and at the Central Veterinary 
Laboratory, Weybridge Surrey, U.K., and 
such other laboratories recognized by the 
World Health Organization from time to 
time, and such further standards of strength, 
quality and purity, as may be prescribed.]    
 
 
Such standards may be prescribed. 
 
 
 
 
 
 
Standards of identity, purity and strength 
specified in the edition of the 
Homoeopathic Pharmacopoeia of the India  
for the time being and such other standards 
as may be prescribed. 

 
 
 

___________________________________________________________________________ 
1Ins. by Notification No. S.O. 887 ,dated 19th March 1966, Gazette of India , Pt.   II, Sec. 3 (ii), p. 819 

 2Subs. by Notification No. G.S.R. 299(E) dated 23rd April 1984 
 3Omitted  by Notification No. G.S.R. 299(E) dated 23rd April 1984 

** Amended by Ministry of Health and Family Welfare Notification No. X-1101/3/77-D/M/S & PFA 
dated 6th June 1978 
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(b) Drugs not included in the 

Homoeopathic Pharmacopoeia of  
India, but which are included in the 
Homoeopathic Pharmacopoeia of 
United States of America or the United 
Kingdom or the German Homoeopathic 
Pharmacopoeia 

 
(c) Drugs not included in the 

Homoeopathic Pharmacopoeia of  India 
or the United States of America, or the 
United Kingdom or the German 
Homoeopathic Pharmacopoeia 

 
1[5. Other drugs 

(a) Drugs included in the Indian 
Pharmacopoeia 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

(b) Drugs not included in the Indian 
Pharmacopoeia but not included in 
the official Pharmacopoeia of any 
other country. 

 

Standards of identity, purity and strength 
prescribed for the drug in the edition of 
such Pharmacopoeia for the time being in 
which they are given and such other 
standards as may be prescribed. 
 
 
 
The formula of list of ingredients displayed 
in the prescribed manner on the label of the 
container and such other standards as may 
be prescribed by the Central Government. 
 
 
 
Standards of identity, purity and strength 
specified in the edition of the Indian 
Pharmacopoeia for the time being in force 
and such other standards as may be 
prescribed. 
 
In case the standards of identity, purity and 
strength for drugs are not specified in the 
edition of the Indian Pharmacopoeia for the 
time being in force but are specified in the 
edition of the  Indian pharmacopoeia 
immediately preceding, the standards of 
identity, purity and strength shall be those 
occurring in such immediately preceding 
edition of the Indian Pharmacopoeia  and 
such other standards as may be prescribed. 
 
Standards of identity, purity and strength 
specified for drugs in the edition of such 
official Pharmacopoeia of any other 
country for the time being in force and such 
other standards as may be prescribed. 
 
 

 
 
 
 
 
___________________________________________________________________________ 

1Subs. by Notification No. G.S.R. 885 dated 18-8-73, Gazette of India Pt. II S.3(i)  
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 In case the standards of identity, purity and 

strength for drugs are not specified in the 
edition of the official Pharmacopoeia for the 
time being in force but are specified in the 
edition immediately preceding, the standards 
of identity, purity and strength shall be those 
occurring in such immediately preceding 
edition of the official Pharmacopoeia  and 
such other standards as may be prescribed.] 
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7.3. Filling machines shall be challenged initially and then at periodic intervals by 

simulation trials including sterile media fill. Standard Operating Procedures and acceptance 
criteria for media fills shall be established, justified and documented. Special simulation trial 
procedures shall be developed, validated and documented for special products like ophthalmic 
ointments. 
 

7.4. The construction material used for the parts which are in direct contact with products 
and the manufacturing vessels may be stainless steel 316 or Boro-silicate glass (if glass 
containers) and the tubing shall be capable of being washed and autoclaved. 
 

7.5 On procurement, installation qualification of each of the equipment shall be done by 
engineers with the support of production and quality assurance personnel. Equipment for 
critical processes like aseptic filling and sterilizers shall be suitably validated according to a 
written program before putting them to use. 
 

7.6. Standard Operating Procedures shall be available for each equipment for its 
calibration and operation and cleaning. Gauges and other measuring devices attached to 
equipment shall be calibrated at suitable intervals against a written program. Calibration status 
of equipment gauges shall be adequately documented and displayed. 
 

8.Water and Steam Systems – 
 

8.1. Potable water meeting microbiological specification of not more than 500 cfu/ml 
and indicating absence of individual pathogenic microorganisms,  Escherichia coli, 
Salmonella, Staphylococcus aureus and Pseudomonas aeruginosa per 100 ml sample shall be 
used for the preparation of purified water. 

 
8.2 Purified water prepared by de-mineralization shall meet the microbiological 

specification of not more than 100 cfu per ml and indicate absence of pathogenic micro-
organisms in 100 ml. Purified water shall also meet IP specification for chemical quality. 
Purified water shall be used for hand washing in change rooms. Containers, closures and 
machine parts may be washed with potable water followed by suitably filtered purified water. 
Purified water shall be stored in stainless steel tanks or plastic tanks. 

  
8.3. Water for Injection (hereinafter as WFI) shall be prepared from potable water or 

purified water meeting the above specifications by distillation. Water for Injection shall meet 
microbiological specification of not more than 10 cfu per 100 ml. WFI shall also met IP 
specification for Water for Injection and shall have an endotoxin level of not more than 0.25 
EU/Ml. bulk solutions of liquid parenterals shall be made in WFI. Final rinse of product 
containers and machine parts shall be done with WFI. Disinfectant solutions for use in aseptic 
areas shall be prepared in WFI. 
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8.4. Water for Injection for the manufacture of liquid injectables shall be freshly 
collected from the distillation plant or from a storage or circulation loop where the water has 
been kept at above 70 degree centigrade. At the point of collection, water may be cooled 
using suitable heat exchanger. 

 
8.5 Water for non-injectable sterile products like eye drops shall meet IP specifications 

for purified water. In addition, microbiologial specification of not more than 10 cfu per 100ml 
and absence of Pseudomonas aeruginosa and Enterobacter coli  in 100 m shall also be met. 

 
8.6. Water for Injection shall be stored in steam jacketed stainless steel tanks of suitable 

size and the tanks shall have hydrophobic bacterial retention with 0.2 µ vent filters. The filters 
shall be suitably sterilized at periodic intervals. The distribution lines for purified water and 
distilled water shall be of stainless steel 316 construction and shall not shed particles. 

 
8.7. There shall be a written procedure and program for the sanitation of different water 

systems including storage tanks, distribution lines, pumps and other related equipment. 
Records of sanitation shall be maintained. 

 
8.8. There shall be written microbiological monitoring program for different types of 

water. The results shall justify the frequency of sampling and testing. Investigation shall be 
carried out and corrective action taken in case of deviation from prescribed limits. 

 
8.9 Steam coming in contact with the product, primary containers and other product 

contact surfaces shall be sterile and pyrogen free. The steam condensate shall meet 
microbiological specification of not more than 10 cfu per 100ml. the condensate shall also 
meet IP specification for Water for Injection and shall have an endotoxin levels of not more 
than 0.25 EU/ml. there shall be a suitable schedule for the monitoring of steam quality. 
 
9.Manufacturing Process – 
 

9.1. Manufacture of sterile products shall be carried out only in areas under defined 
conditions. 
 

9.2. Bulk raw materials shall be monitored for bio-burden periodically. Bio-burden of 
bulk solution prior to membrane filtration shall be monitored periodically and a limit of not 
more than 100 cfu per ml is recommended. 
 

9.3 The time between the start of the preparation of the solution and its sterilization or 
filtration through a micro-organism retaining filter shall be minimized. There shall be a set 
maximum permissible time for each product that takes into account its composition and 
method of storage mentioned in the Master formula record. 
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9.4. Gases coming in contact with the sterile product shall be filtered through two 0.22 µ 
hydrophobic filters connected in-series. These filters shall be tested for integrity. Gas 
cylinders shall not be taken inside aseptic areas. 
 

9.5.Washed containers shall be sterilized immediately before use. Sterilized containers, if 
not used within an established time, shall be rinsed with distilled or filtered purified water and 
re-sterilized. 
 

9.6. Each lot of finished product shall be filled in one continuous operation. In each case, 
where one batch is filled in using more than one operation, each lot shall be tested separately 
for sterility and held separately till sterility test results are known. 
 

9.7. Special care shall be exercised while filling products in powder form so as not to 
contaminate the environment during transfer of powder to filling machine-hopper. 
 

10 Form-Fill-Seal Technology or Blow, Fill-Seal Technology. - 
 

10.1 Form-Fill-Seal units are specially built automated machines in which through one 
continuous operation, containers are formed from thermoplastic granules, filled and then 
sealed. Blow, fill-seal units are machines in which containers are moulded / blown (pre-
formed) in separate clean rooms, by non-continuous operations. 

 
  Note: - 
 

(i) These shall be installed in at least Grade C environment. 
(ii) These shall comply with the limits as recommended in Table at Item 4.2. 

 
10.2. Form-Fill-Seal/Blow, Fill-Seal machines used for the manufacture of products for 

terminal sterilization shall be installed in at least Grade C environment and the filling zone 
within the machine shall fulfill Grade A requirements. 

 
10.3. Terminally sterilized products. - 

 
10.3.1. Preparation of primary packaging material such as glass bottles, ampoules and 

rubber stoppers shall be done in at least Grade D environment. Where there is unusual risk to 
the product from microbial contamination, the above operation shall be done in Grade C 
environment. All the process used for component preparation shall be validated. 
 

10.3.2. Filling of products requiring terminal sterilization shall be done under Grade A 
environment with a Grade C background.   
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10.4 Preparation of solutions, which are to be sterilized by filtration, shall be done in 
Grade C environment, and if not to be filtered, the preparation of materials and products shall 
be in a Grade A environment with Grade B in background. 
 

10.5 Filtration (membrane).- 
 
(i) Solutions for Large Volume Parenterals shall be filtered through a non-fibre 

releasing, sterilizing grade cartridge/membrane filter of nominal pore size of 
0.22 µ  for aseptic filling whereas 0.45 µ porosity shall be used for terminally 
sterilized products. 
  

(ii) A second filtration using another 0.22 µ sterilizing grade cartridge / membrane 
filter shall be performed immediately prior to filling. Process specifications 
shall indicate the maximum time during which a filtration system may be used 
with a view to precluding microbial build-up to levels that may affect the 
microbiological quality of the Large Volume Parenterals. 
 

(iii) The integrity of the sterilized filter shall be verified and confirmed immediately 
after use by an appropriate method such as Bubble Point, Diffusive Flow or 
Pressure Hold Test. 

 
10.6 Sterilization (Autoclaving).- 

 
10.6.1. Before any sterilization process is adopted, its suitability for the product and its 

efficacy in achieving the desired sterilizing conditions in all parts of each type of load pattern 
to be processed, shall be demonstrated by physical measurements and by biological 
indicators, where appropriate. 

 
10.6.2 All the sterilization process shall be appropriately validated. The validity of the 

process shall be verified at regular intervals, but at least annually. Whenever significant 
modifications have been made to the equipment and product, records shall be maintained 
thereof. 

 
10.6.3 The sterilizer shall be double ended to prevent mix-ups. 

 
10.6.4 Periodic bio-burden monitoring of products before terminal sterilization shall be 

carried out and controlled to limits specified for the product in the Master Formula. 
 

10.6.5 The use of biological indicators shall be considered as an additional method of 
monitoring the sterilization. These shall be stored and used according to the manufacturer’s 
instructions. Their quality shall be checked by positive controls. If biological indicators used, 
strict precautions shall be taken t avoid transferring microbial contamination from them. 
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10.6.6 There shall be clear means of differentiating ‘ sterilized’ and ‘un-sterilized’ 
products. Each basket, tray or other carrier of products or components shall be clearly labeled 
with the name of the material, its batch number, and sterilization status. Indicators shall be 
used, where appropriate, to indicate whether a batch (or sub-batch) has passed through the 
sterilization process. 
 

10.6.7 Sterilization records shall be available for each sterilization run and may also 
include thermographs and sterilization monitoring strips. They shall be maintained as part of 
the batch release procedure. 
 

10.7.    Sterilization (by dry heat).- 
 

10.7.1 Each heat sterilization cycle shall be recorded on a time/temperature chart of a 
suitable size by appropriate equipment of the required accuracy and precision. The position of 
temperature probes used for controlling and/or recording shall be determined during the 
validation and, where applicable, shall also be checked against a second independent 
temperature probe located in the same position. The chart shall form a part of the batch 
record. Container mapping may also be carried out in the case of Large Volume Parenterals. 

 
10.7.2 Chemical or biological indicators may also be used, but shall take the place of 

physical validation. 
 

10.7.3. Sufficient time shall be allowed for the load to reach the required temperature 
before measurement of sterilization time commences. This time shall be separately 
determined for each type of load to be processed. 

 
10.7.4. After the high temperature phase of a heat sterilization cycle, precautions shall be 

taken against contamination of sterilized load during cooling. Any cooling fluid or gas in 
contact with the product shall be sterilized unless it can be shown that any leaking container 
would not be approved for use. Air inlet and outlets shall be provided with bacterial retaining 
filters. 

 
10.7.5. The process used for sterilization by dry heat shall include air-circulation within 

the chamber and the maintenance of a positive pressure to prevent the entry of non-sterile air. 
Air inlets and outlets should be provided with micro-organism retaining filters. Where this 
process of sterilization by dry heat is also intended to remove pyrogens, challenge tests using 
endotoxins would be required as part of the validation process. 

 
10.8. Sterilization (by moist heat).- 

 
10.8.1 Both the temperature and pressure shall be used to monitor the process. Control 

instrumentation shall normally be independent of monitoring instrumentation and recording 
charts. Where automated control and monitoring systems are used for these applications, these 
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shall be validated to ensure that critical process requirements are met. System and cycle faults 
shall be registered by the system and observed by the operator. The reading of the 
independent temperature indicator shall be routinely checked against the chart-recorder during 
the sterilization period. For sterilizers fitted with a drain at the bottom of the chamber, it may 
also be necessary to record the temperature at this position throughout the sterilization period. 
There shall be frequent leak tests done on the chamber during the vacuum phase of the cycle. 

 
10.8.2 The items to be sterilized, other than products in sealed containers, shall be 

wrapped in a material which allows removal of air and penetration of steam but which 
prevents re-contamination after sterilization. All parts of the load shall be in contact with the 
sterilizing agent at the required temperature of the required time. 

 
10.8.3. No Large Volume Parenteral shall be subjected to steam sterilization cycle until it 

has been filled and sealed. 
 

10.8.4 Care shall be taken to ensure that the steam used for sterilization is of a suitable 
quality and does not contain additives at a level which could cause contamination of the 
product or equipment. 

 
10.9. Completion/finalisation of sterile products.- 

 
10.9.1. All unit operations and processes in the manufacture of a batch shall have a 

minimum time specified and the shortest validated time shall be used from the start of a batch 
to its ultimate release for distribution. 

 
10.9.2. Containers shall be closed by appropriately validated methods. Containers closed 

by fusion e.g. glass or plastic ampoules shall be subjected to 100% integrity testing. Samples 
of other containers shall be checked for integrity according to appropriate procedures. 

 
10.9.3 Containers sealed under vacuum shall be tested for required vacuum conditions. 

 
10.9.4 Filled containers parenteral products shall be inspected individually for extraneous 

contamination or other defects. When inspection is done visually, it shall be done under 
suitably controlled conditions of illumination and background. Operators doing the inspection 
shall pass regular eye-sight checks with spectacles, if worn, and be allowed frequent rest from 
inspection. Where other methods of inspection are used, the process shall be validated and the 
performance of the equipment checked at suitable intervals. Results shall be recorded. 
 

11. Product Containers and Closures. 
 

11.1 All containers and closures intended for use shall comply with the pharmacopoeial  
and other specified requirements. Suitable samples sizes, specifications, test methods, 
cleaning procedures and sterilization procedures, shall be used to assure that containers, 
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closures and other component parts of drug packages are suitable and are not reactive, 
additive, adsorptive or leachable or presents the risk of toxicity to an extent that significantly 
affects the quality or purity of the drug. No second hand or used containers and closures shall 
be used. 
  

11.2 Plastic granules shall also comply with the pharmacopoeial requirements including 
physio-chemical and biological tests. 
 

11.3. All containers and closures shall be rinsed prior to sterilization with Water for 
Injection according to written procedure. 
 

11.4. The design of closures, containers and stoppers shall be such as to make cleaning, 
easy and also to make airtight seal when fitted to the bottles. 
 

11.5 It shall be ensured that containers and closures chosen for a particular product are 
such that when coming into contact they are not absorbed into the product and they do not 
affect the product adversely. The closures and stoppers should be of such quality substances 
as not to affect the quality of the product and avoid the risk of toxicity. 
 

11.6. Whenever glass bottles are used, the written schedule of cleaning shall be laid down 
and followed. Where bottles are not dried after washing, these shall be finally rinsed with 
distilled water or pyrogen free water, as the case may be, according to written procedure.   
 

11.7. Individual containers of parenteral preparations, ophthalmic preparations shall be 
examined against black/white background fitted with diffused light after filling so as to ensure 
freedom from foreign matters. 
 

11.8 Glass Bottles.- 
 

11.8.1 Shape and design of the glass bottle shall be rational and standardized. Glass 
bottles made of USP Type-I and USP Type-II glass shall only be used. Glass bottles shall not 
be reused. Before use, USP Type-II bottles shall be validated for the absence of particulate 
matter generated over a period of the shelf life of the product and shall be regularly monitored 
after the production, following statistical sampling methods. USP Type-III glass containers 
may be used for non-parenteral sterile products such as Otic Solutions. 
 

11.9. Plastic Containers.- 
 

11.9.1 Pre-formed plastic containers intended to be used for packing of Large Volume 
Parenteral shall be moulded in-house by one-continuous operation through an automatic 
machine. 
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11.9.2. Blowing, filling and sealing (plugging) operation shall be conducted in room(s) 
conforming to requirements as mentioned in Table III of Item 3.10. Entry to the area where 
such operations are undertaken, shall be through a series of airlocks. Blowers shall have an air 
supply which is filtered through 0.22µ filters. Removal of runners and plugging operations 
shall be conducted under a laminar airflow workstation. 
 

11.10 Rubber Stoppers.- 
 

11.10.1 The tuber stoppers used for Large Volume Parenterals shall comply with 
specifications prescribed in the current edition of the Indian Pharmacopoeia. 
 

12. Documentation 
 

12.1 The manufacturing records relating to manufacture of sterile products shall 
indicate the following details:- 
 

(1) Serial number of the Batch Manufacturing Record. 
(2) Name of the product 
(3) Reference to Master Formula Record. 
(4) Batch/Lot number 
(5) Batch/Lot size. 
(6) Date of commencement of manufacture and date of completion of 

manufacture. 
(7) Date of manufacture and assigned date of expiry. 
(8) Date of each step in manufacturing. 
(9) Names of all ingredients with the grade given by the quality control 

department. 
(10) Quality of all ingredients. 
(11) Control reference numbers for all ingredients. 
(12) Time and duration of blending, mixing, etc. whenever applicable. 
(13) pH  of solution whenever applicable.  
(14) Filter integrity testing records 
(15) Temperature and humidity records whenever applicable 
(16) Records of plate-counts whenever applicable. 
(17) Results of pyrogen and/or bacterial endotoxin  & toxicity. 
(18) Results of weight or volume of drug filled in containers. 
(19) Bulk sterility in case of aseptically filled products. 
(20) Leak test records. 
(21) Inspection records. 
(22) Sterilization records including autoclave leakage test records, load details, 

date, duration, temperature, pressure, etc. 
(23) Container washing records. 
(24) Total number of containers filled.  
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(25) Total numbers of containers rejected at each stage 
(26) Theoretical yield, permissible yield, actual yield and variation thereof. 
(27) Clarification for variation in yield beyond permissible yield. 
(28) Reference numbers of relevant analytical reports. 
(29) Details of reprocessing, if any. 
(30) Name of all operators carrying out different activities. 
(31) Environmental monitoring records. 
(32) Specimens of printed packaging materials. 
(33) Records of destruction of rejected containers printed packaging and testing. 
(34) Signature of competent technical staff responsible for manufacture and testing. 

  
 Note:   (1)  Products shall be released only after complete filling and testing. 
  (2) Result of the tests relating to sterility, pyrogens, and Bacterial 

endotoxins shall be maintained in the analytical records. 
(3) Validation details and simulation trail records shall be maintained 

separately,  
(4) Records of environmental monitoring like temperature, humidity, 

microbilogical data, etc. shall be maintained. Records of periodic 
servicing of HEPA filters, sterilizers and other periodic maintenance of 
facilities and equipment carried out also be maintained.  

(5) Separate facilities shall be provided for filling-cum-sealing of Small  
Volume Parenterals in glass containers and/or plastic containers, 

(6)  It is advisable to provide separate facilities for manufacture of Large        
Volume Parenterals in glass containers and / or plastic containers. 

(7) For manufacture of Large Volume Parenterals in plastic containers, it 
is advisable to install automatic (with all operations) Form–Fill-Seal 
machines having one continuous operation. 

 
PART  I-B 

 
SPECIFIC REQUIREMENTS FOR MANUFACTURE OF ORAL SOLID DOSAGE 

FORMS (TABLETS AND CAPSULES) 
 
 Note: - The General Requirements as given in Part 1 of this Schedule relating to 

requirements of Good Manufacturing Practices for Premises and materials for 
pharmaceutical products shall be complied with, mutates mutandis, for the 
manufacture of oral Solid Dosage Forms (Tablets and Capsules). In addition 
to these requirements, the following Specific Requirement shall also be 
followed, namely :- 

1. General- 
 

1.1 The processing of dry materials and products creates problems of dust control and 
cross-contamination. Special attention is therefore, needed in the design, maintenance and use 
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of premises and equipment in order to overcome these problems. Wherever required, enclosed 
dust control manufacturing systems shall be employed. 
 

1.2. Suitable environmental conditions for the products handled shall be maintained by 
installation of air-conditioning wherever necessary. Effective air-extraction systems, with 
discharge points situated to avoid contamination of other products and professes shall be 
provided. Filters shall be installed to retain dust and protect the factory and local environment. 
 

1.3. Special care shall be taken to protect against subsequent contamination of the 
product by particles of metal or wood. The use of metal detector is recommended. Wooden 
equipment should be avoided. Screens, sieves, punches and dies shall be examined for wear 
and tear or for breakage before and after each use. 
  

1.4. All ingredients for a dry product shall be sifted before use unless the quality of the 
input material can be assured. Such sifting shall normally be carried out at dedicated areas. 
 

1.5. Where the facilities are designed to provide special environmental conditions of 
pressure differentials between rooms, these conditions shall be regularly monitored and any 
specification results brought to the immediate attention of the Production and quality 
Assurance Department which shall be immediately attended to. 
 

1.6. Care shall be taken to guard against any material lodging and remaining undetected 
in any processing or packaging equipment. Particular care shall be taken to ensure that any 
vacuum, compressed air or air-extraction nozzles are kept clean and that there is no evidence 
lubricants leaking into the product from any part of the equipment. 
 

2. Sifting, Mixing and Granulation. 
 

2.1. Unless operated as a closed system, mixing, sifting and blending equipments shall be 
fitted with dust extractors. 
 

2.2. Residues from sieving operations shall be examined periodically for evidence of the 
presence of unwanted materials. 
 

2.3. Critical operating parameters like time and temperature for each mixing, blending 
and drying operation shall be specified in a Master Formula, monitored during processing, 
and recorded in the batch records. 
 

2.4. Filter bags fitted to fluid-bed drier shall not be used for different products, without 
being washed in-between use. With certain highly potent or sensitizing products, bags specific 
to one product only shall be used. Air entering the drier shall be filtered. Steps shall be taken 
to prevent contamination of the site and local environment by dust in the air leaving the drier 
due to close positioning of the air-inlets and exhaust. 
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2.5.Granulation and coating solutions shall be made, stored and used in a manner which 

minimizes the risk of contamination or microbial growth. 
 
3. Compressions (Tablets) 

3.1. Each tablets compressing machine shall be provided with effective dust control 
facilities to avoid cross-contamination. Unless the same product is being made on each 
machine, or unless the compression machine itself provides its own enclosed air controlled 
environment, the machine shall be installed in separate cubicles. 

3.2. Suitable physical,, procedural and labeling arrangements shall be made to prevent 
mix up of materials, granules and tables on compression machinery. 
   

3.3. Accurate and calibrated weighting equipment shall be readily available and used for 
in-process monitoring of tablet weight variation. Procedures used shall be capable of detecting 
out-of-limits tablets. 
 

3.4 At the commencement of each compression run and in case of multiple compression 
points in a compression machine, sufficient individual tablets shall be examined at fixed 
intervals to ensure that a tablet from each compression station or from each compression point 
has been inspected for suitable pharmacopoeial parameters like ‘appearance’, ‘weight 
variation’, ‘disintegration’, ‘hardness’, ‘friability’ and ‘thickness’. The results shall be 
recorded as part of the batch documentation. 

3.5. Tablets shall be de-dusted, preferably by automatic device and shall be monitored 
for the presence of foreign materials besides any other defects. 
 

3.6. Tablets shall be collected into clean, labeled containers. 
 

3.7. Rejected or discarded tablets shall be isolated in identified containers and their 
quality recorded in the Batch Manufacturing Record. 
 

3.8 In-process control shall be employed to ensure that the products remain within 
specification. During compression, samples of tablets shall be taken at regular intervals of not 
greater than 30 minutes to ensure that they are being produced in compliance with specified 
in-process specification. The tablets shall also be periodically checked for additional 
parameters such as ‘appearance’, ‘weight variation’, ‘disintegration’, ‘hardness’, ‘friability’ 
and ‘thickness’ and contamination by lubricating oil. 
 

4. Coating (Tablets) 
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4.1. Air supplied to coating pans for drying purposes shall be filtered air and of suitable 

quality. The area shall be provided with suitable exhaust system and environmental control 
(temperature, humidity) measures. 
 

4.2 Coating solutions and suspensions shall be made afresh and used in a manner, which 
shall minimize the risk of microbial growth. Their preparation and use shall be documented 
and recorded. 
 

5. Filling of Hard Gelatin Capsule. 
 

Empty capsules shells shall be regarded as ‘drug component’ and treated accordingly. 
They shall be stored under conditions which shall ensure their safety from the effects of 
excessive heat and moisture. 
 

6. Printing (Tablets and Capsules) 
 

6.1. Special care shall be taken to avoid product mix-up during any printing of tablets 
and capsules. Where different products, or different batches of the same product, are printed 
simultaneously, the operations shall adequately be segregated. Edible grade colours and 
suitable printing ink shall be used for such printing. 
 

6.2. After printing, tablets and capsules shall be approved by Quality Control before 
release for packaging or sale. 
 

7. Packaging (Strip and Blister) 
 

7.1. Care shall be taken when using automatic tablet and capsule counting, strip and 
blister packaging equipment to ensure that all ‘rogue’ tablets, capsules or foils from 
packaging operation are removed f\before a new packaging operation is commenced. There 
shall be an independent recorded check of the equipment before a new batch of tablets or 
capsules is handled. 
 

7.2. Uncoated tablets shall be packed on equipment designed to minimize the risk of 
cross-contamination. Such packaging shall be carried out in an isolated area when potent 
tablets or Beta-Iactum containing tablets are being packed. 
 

7.3. The strips coming out of the machine shall be inspected for defects such as misprint, 
cuts on the foil, missing tablets and improper sealing. 

 
7.4. Integrity of individual packaging strips and blisters shall be subjected to vacuum test 

periodically to ensure leak proofness of each pocket strip and blister and records maintained. 
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PART I-C 
SPECIFIC REQUIREMENTS FOR MANUFACTURE OF ORAL LIQUIDS 

(SYRUPS, ELIXIRS, EMULSIONS AND SUSPENSIONS) 
 

Note :- The General Requirements as given in Part I of this Schedule relating to 
Requirements of Good Manufacturing Practices for Premises and Materials for 
pharmaceutical products shall be complied with, mutates mutandis, for the manufacture of 
(Syrups, Elixirs, Emulsions and Suspensions). In addition to these requirement, the following 
Specific Requirements shall also be followed, namely:- 
 

1. Building and Equipment. 
 

1.1. The premises and equipment shall be designed, constructed and maintained to suit 
the manufacturing of Oral Liquids. The layout and design of the manufacturing area shall 
strive to minimize the risk of cross-contamination and mix-ups. 
 

1.2. Manufacturing area shall have entry through double door airlock facility. It shall be 
fly proof by use of ‘fly catcher’ and/or ‘air curtain’. 
 

1.3. Drainage shall be of adequate size and have adequate traps, without open channels 
and design shall be such as to prevent back flow. Drains shall be shallow to facilitate cleaning 
and disinfecting. 
 

1.4. The production area shall be cleaned and sanitized at the end of every production 
process. 
 

1.5. Tanks, containers, pipe work and pumps shall be designed and installed so that they 
can be easily cleaned and sanitized. Equipment design shall be such as to prevent 
accumulation of residual microbial growth or cross-contamination. 
 

1.6. Stainless steel or any other appropriate material shall be used for parts of equipments 
coming in direct contact with the products. The use of glass apparatus shall be minimum. 
 

1.7. Arrangements for cleaning of containers, closures and droppers shall be made with 
the help of suitable machines/devices equipped with the high pressure air, water and steam 
jets. 
 

1.8. The furniture used shall be smooth, washable and made of stainless steel. 
 

2. Purified Water. 
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2.1. The chemical and microbiological quality of purified water used shall be specified 
and monitored routinely. The microbiological evaluation shall include testing for absence of 
pathogens and shall not exceed 100 cfu/ml (as per Appendix 12.5 of IP 1996.) 

2.2. There shall be a written procedure for operation and maintenance of the purified 
water system. Care shall be taken to avoid the risk of microbial proliferation with appropriate 
methods like re-circulation, use of UV treatment, treatment with heat and sanitizing agent. 
After any chemical sanitisation of the water systems, a flushing shall be done to ensure that 
the sanitizing agent has been effectively removed. 

3. Manufacturing 

3.1. Manufacturing personnel shall wear non-fiber shedding clothing to prevent 
contamination of the product. 

3.2. Materials likely to shed fiber like gunny bags, or wooden pallets shall not be carried 
into the area where products or cleaned-containers are exposed. 

3.3. Care shall be taken to maintain the homogenecity of emulsion by use of appropriate 
emulsifier and suspensions by use of appropriate stirrer during filling. Mixing and filling 
processes shall be specified and monitored. Special care shall be taken at the beginning of the 
filling process, after stoppage due to any interruption and at the end of the process to ensure 
that the product is uniformly homogenous during the filling process. 

3.4. The primary packaging area shall have an air supply which is filtered through 5 
micron filters. The temperature of the area shall not exceed 30 degrees centigrade. 

3.5. When the bulk product is not immediately packed, the maximum period of storage 
and storage conditions shall be specified in the Master Formula. The maximum period of 
storage time of a product in the bulk stage shall be validated. 

 

PART I-D 

SPECIFIC REQUIREMENTS FOR MANUFACTURE OF TOPICAL PRODUCTS i.e.  
EXTERNAL PREPARATIONS (CREAMS, OINTMENTS, PASTES, MULSIONS, 
LOTIONS, SOLUTIONS, DUSTING POWDERS AND IDENTICAL PRODUCTS) 

 
 Note: -  The General Requirements as given in Part I of this Schedule relating to 
Requirements of Good Manufacturing Practices for Premises and Materials for 
pharmaceutical products shall be complied with, mutates mutandis, for the manufacture of 
Topical Products i.e. External preparations (Creams, Ointments, Pastes, Emulsions, Lotions, 
Solutions, Dusting powders and identical products used for external applications).  In 
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addition to these requirements, following Specific Requirements shall also be followed, 
namely: - 
  

1. The entrance to the area where topical products are manufactured should be 
through a suitable airlock. Outside the airlock, insectocutors shall be installed. 

2. The air to this manufacturing area shall be filtered through at least 20µ air 
filters and shall be air-conditioned. The area shall be ventilated.  

3. The area shall be fitted with an exhaust system of suitable capacity to 
effectively remove vapours, fumes, smoke, floating dust particles. 

4. The equipment used shall be designed and maintained to prevent the product 
from being accidentally contaminated with any foreign matter or lubricant. 

5. No rags or dusters shall be used in the process of cleaning or drying the process 
equipment or accessories used. 

6. Water used in compounding shall be Purified Water IP. 

7. Powders, wherever used, shall be suitably sieved before use. 

8. Heating vehicles and a base like petroleum jelly shall be done in separate 
mixing area in suitable stainless steel vessels, using steam, gas, electricity, 
solar energy, etc. 

9. A separate packing section may be provided for primary packaging of the 
products. 

     
PART I-E 

SPECIFIC REQUIREMENTS FOR MANUFACTURE OF 
METERED-DOSE-INHALERS (MDI)  

 
 Note: - The General Requirements as given in Part I of this Schedule relating to 
Requirements of Good Manufacturing Practices for Premises and Materials for 
pharmaceutical products shall be complied with, mutates mutandis, for the manufacture of 
Metered-Dose-Inhalers (MDI). In addition to these requirements, the following Specific 
Requirements shall also be followed, namely: - 
 

1. General 
 

Manufacture of Metered-Dose-Inhalers shall be done under conditions which shall ensure 
minimum microbial and particulate contamination. Assurance of the quality of components 
and the bulk product is very important. Where medicaments are in suspended state, uniformity 
of suspension shall be established. 
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2. Building and Civil Works 
 

2.1. The building shall be located on a solid foundation to reduce risk of cracking walls 
and floor due to the movement of equipment and machinery. 
 

2.2 All building surfaces shall be impervious, smooth and non-shedding. Flooring shall 
be continuous and provided with a cove between the floor and the wall as well as the wall to 
the ceiling. Ceiling shall be solid, continuous and covered to walls. Light fittings and air-grills 
shall be flush with the ceiling. All service lines requiring maintenance shall be erected in such 
a manner that these accessible from outside the production area. 
 

2.3. The manufacturing area shall be segregated into change rooms for personnel, 
container preparation area, bulk preparation and filling area, quarantine area and spray testing 
and packing areas. 
 

2.4. Secondary change rooms shall be provided for operators to change from factory 
clothing to special departmental clothing before entering the manufacturing and filling area. 
 

2.5. Separate area shall be provided for de-cartoning of components before they are air 
washed. 
 

2.6. The propellants used for manufacture shall be delivered to the manufacturing area 
distribution system by filtering them through 2µ filters. The bulk containers of propellants 
shall be stored, suitably identified, away from the manufacturing facilities. 
  

3. Environmental Conditions 
 

3.1. Where products or clean components are exposed, the area shall be supplied with 
filtered air of Grade C. 
 

3.2. The requirements of temperature and humidity in the manufacturing area shall be 
decided depending on the type of product and propellants handled in the facility. Other 
support area shall have comfort levels of temperature and humidity. 
 

3.3. There shall be a difference in room pressure between the manufacturing area and the 
support areas and the differential pressure shall be not less than 15 Pascals (0.06 inches or 
1.5mm water gauge). 
 

3.4. There shall be a written schedule for the monitoring of environmental conditions.  
Temperature and humidity shall be monitored daily. 
 

4. Garments 
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4.1. Personnel in the manufacturing and filling section shall wear suitable single-piece-
garment made out of non-shedding, tight weave material. Personnel in support areas shall 
wear clean factory uniforms. 
 

4.2. Gloves made of suitable material having no interaction with the propellants shall be 
used by the operators in the manufacturing and filling areas. Preferably, disposable gloves 
shall be used. 
 

4.3. Suitable department-specific personnel protective equipment like footwear and 
safety glasses shall be used wherever hazard exists. 
 

5. Sanitation 
 

5.1. There shall be written procedures for the sanitation of the MDI manufacturing 
facility. Special care should be taken to handle residues and rinses of propellants. 
 

5.2. Use of water for cleaning shall be restricted and controlled. Routinely used 
disinfectants are suitable for sanitizing the different areas. Records of sanitation shall be 
maintained.  
 

6. Equipment. 
 

6.1. Manufacturing equipment shall be of closed system. The vessels and supply lines 
shall be of stainless steel. 
 

6.2. Suitable check weights, spray testing machines and labeling machines shall be 
provided in the department. 
 

6.3. All the equipment shall be suitably calibrated and their performance validated on 
receipt and thereafter periodically. 
 

7. Manufacture.- 
 

7.1. There shall be  approved Master Formula Records for the manufacture of metered 
close inhalers. All propellants, liquids and gases shall be filtered through 2µ filters to remove 
particles. 
 

7.2  The primary packing material shall be appropriately cleaned by compressed air 
suitably filtered through 0.2µ filter. The humidity of compressed air shall be controlled as 
applicable. 

 
7.3. The valves shall be carefully handled and after de-cartoning, there shall be kept in 

clean, closed containers in the filling room. 
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7.4. For suspensions, the bulk shall be kept stirred continuously. 

 
7.5. In-process controls shall include periodical checking of weight of bulk formulation 

filled in the containers. In a two-shot-filling process (liquid filling followed by gaseous 
filling), it shall be ensured that 100% check on weight is carried out. 
 

7.6. Filled containers shall be quarantined for a suitable period established by the 
manufacturer to detect leaking containers prior to testing, labeling and packing. 
 

8. Documentation- 
 

8.1. In addition to the routine good manufacturing practices documentation, 
manufacturing records shall show the following additional information:- 

(1) Temperature and humidity in the manufacturing area. 
(2) Periodic filled weights of the formulation. 
(3) Records of rejections during on line check weighing. 
(4) Records of rejection during spray testing. 

 
 

PART I-F 
SPECIFIC REQUIREMENTS OF PREMISES, PLANT AND MATERIALS FOR MANUFACTURE OF 

ACTIVE PHARMACEUTIAL INGREDIENTS 
 (BULK DRUGS). 

 
Note : The General Requirements as given in Part I of this Schedule relating to Requirements 

of Good Manufacturing Practices for premises and Materials for pharmaceutical 
products shall be complied with, mutates mutandis, for the manufacture of active 
pharmaceutical ingredients (Bulk Drugs). In addition to these requirements, the 
following Specific Requirements shall also be followed, namely: - 

 
1. Building and Civil Works. - 

 
1.1. Apart from the building requirements contained Part-I, General  note, the active 

pharmaceutical ingredients facilities for manufacture of hazardous reactions, Beta-Lactum 
antibiotics. Steroids and Steroidal Hormones / Cytotoxic substances shall be provided in 
confined areas to prevent contamination of the other drugs manufactured. 
 

1.2. The final stage of preparation of a drug, like isolation / filtration / drying / milling / 
sieving and packing operations shall be provided with air filtration systems including pre-
filters and finally with a 5 micron filter. Air handling systems with adequate number of air 
changes per hour or any other suitable system to control the air borne contamination shall be 



 511

provided. Humidity / Temperature shall also be controlled for all the operations wherever 
required. 
 

1.3. Air filtration systems including pre-filters and particulate matter retention air filters 
shall be used, where appropriate, for air supplies to production areas. If air is re-circulated to 
production areas, measures shall be taken to control re-circulation of floating dust particles 
from production. In areas where air contamination occurs during production, there shall be 
adequate exhaust system to control contaminants. 
 

1.4. Ancillary area shall be provided for Boiler-house. Utility areas like heat exchangers, 
chilling workshop, store and supply of gases shall also be provided. 
 

1.5. For specified preparation like manufacture of sterile products and for certain 
antibiotics, sex hormones, cytotoxic and oncology products, separate enclosed areas shall be 
designed. The requirements for the sterile active pharmaceutical ingredient shall be in line 
with the facilities required for formulation to be filled aseptically. 
 

2. Sterile Products. - Sterile active pharmaceutical ingredient filled aseptically shall 
be treated as formulation from the stage wherever the process demands like crystallization, 
lyophilisation, filtration etc. all conditions applicable to formulations that are required to be 
filled aseptically shall apply mutates mutandis for the manufacture of sterile active 
pharmaceutical ingredients involving stages like filtration crystallization and lyophilisation. 
 

3. Utilities / Services. - Equipment like chilling plant, boiler, heat exchangers, vacuum 
and gas storage vessels shall be serviced, cleaned, sanitized and maintained at appropriate 
intervals to prevent mal-functions or contamination that may interfere with safety, identity, 
strength, quality or purity of the drug product. 
 

4. Equipment Design, Size and Location. - 
 

4.1. Equipment used in the manufacture, processing, packing or holding of an active 
pharmaceutical ingredient shall be of appropriate design, adequate size and suitably located to 
facilitate operations for its intended use and for its cleaning and maintenance. 
 

4.2. If the equipment is used for different intermediates and active pharmaceutical 
ingredients, proper cleaning before switching from one product to another becomes 
particularly important. If cleaning of a specific type of equipment is difficult, the equipment 
may need to be dedicated to a particular intermediate or active pharmaceutical ingredient. 
 

4.3. The choice of cleaning methods, detergents and levels of cleaning shall be defined 
and justified. Selection of cleaning agents (e.g. solvents) should depend on : 
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(a) the suitability of the cleaning agent to remove residues of raw 
materials, intermediates, precursors, degradation products and isomers, 
as appropriate. 

(b) whether the cleaning agent leaves a residue itself, 
(c) compatibility with equipment construction materials like centrifuge / 

filtration, dryer / fluid bed dryer, rotocone proton dryer, vacuum dryer, 
frit mill, multi-mill / jet mills / sewetters cut sizing; 

(d) test for absence of intermediate or active pharmaceutical ingredient in 
the final rinse. 

 
4.4. Written procedures shall be established and followed for cleaning and maintenance 

of equipment, including utensils used in the manufacture, processing, packing or holding of 
active pharmaceutical ingredients. These procedures shall include but should not be limited to 
the following : 

(a) assignment of responsibility for cleaning and maintaining equipment; 
(b) maintenance and cleaning program schedules, including where appropriate, 

sanitizing schedules; 
(c) a complete description of the methods and materials used to clean and 

maintain equipment, including instructions for de-assembling and re-
assembling each article of equipment to ensure proper cleaning and 
maintenance.; 

(d) removal or obliteration of previous batch identification; 
(e) protection of clean equipment from contamination prior to use; 
(f) inspection of equipment for cleanliness immediately before use; 
(g) establishing the maximum time that may elapse between completion of 

processing and equipment cleaning as well as between cleaning and 
equipment reuse. 

4.5. Equipment shall be cleaned between successive batches to prevent contamination 
and carry-over of degraded material or contaminants unless otherwise established by 
validation. 

 
4.6. As processing approaches the final purified active pharmaceutical ingredient, it is 

important to ensure that incidental carry over between batches does not have adverse impact 
on the established impurity profile. However, this does not generally hold good for any 
biological, active pharmaceutical ingredient where many of the processing steps are 
accomplished aseptically and where it is necessary to clean and sterilize equipment between 
batches.  
 

5. In-Process Controls. - 
 

5.1. In-process control for chemical reactions may include the following: 
(a) reaction time or reaction completion; 
(b) reaction mass appearance, clarity, completeness or pH solutions; 
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(c) reaction temperature 
(d) concentration of a reactant; 
(e) assay or purity of the product 
(f) process completion check by TLC / any other means. 

 
5.2. In-process control for physical operations may include the following: 

(a) appearance and colour; 
(b) uniformity of the blend; 
(c) temperature of a process; 
(d) concentration of a solution; 
(e) processing rate or time; 
(f) particle size analysis; 
(g) bulk/tap density; 
(h) pH determination 
(i) moisture content, 

 
6. Product Containers and Closures 

 
6.1. All containers and closures shall comply with the pharmacopoeial or any other 

requirement, suitable sampling methods, sample sizes, specifications, test methods, cleaning 
procedures and sterilization procedures, when indicated, shall be used to assure that 
containers, closures and other component parts of drug packages are suitable and are not 
reactive, additive, adsorptive or leachable to an extent that significantly affects the quality or 
purity of the drug. 

 
6.2. The drug product container shall be tested or re-examined as appropriate and 

approved or rejected and shall be identified and controlled under a quarantine system 
designed to prevent their use in manufacturing or processing operations for which these are 
unsuitable. 

 
6.3 Container closure system shall provide adequate protection against foreseeable 

external factors in storage / transportation and use that may cause deterioration or 
contamination of the active pharmaceutical ingredient. 

 
6.4. Bulk containers and closures shall be cleaned and, where indicated by the nature of 

the active pharmaceutical ingredient, sterilized to ensure that they are suitable for their 
intended use. 

 
 6.5. The container shall be conspicuously marked with the name of the product and the 

following additional information concerning : 
(a) quality and standards, if specified; 
(b) manufacturing licence number/drug master file number (whichever 

applicable), batch number; 
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(c) date of manufacture and date of expiry; 
(d) method for container disposal (label shall give the methodology, if 

required); 
(e) storage conditions, if specified and name and address of the 

manufacturer, if available. 
 

6.6. Areas for different operation of active pharmaceutical ingredients (bulk drugs) 
section shall have appropriate area which may be suitably partitioned for different operations.
  

PART- II 
REQUIREMENTS OF PLANT AND EQUIPMENT 

 
1. External Preparations. - 
The following equipments are recommended for the manufacture of ‘External 

preparations’ i.e. Ointments, Emulsion, Lotions, Solutions, Pastes, Creams, Dusting powders 
and such identical products used for external applications whichever is applicable, namely :- 
 

(1) Mixing and storage tanks (stainless steel), 
(2) Jacketted Kettle (steam, gas or electrically heated), 
(3) Mixer (electrically operated) 
(4) Planetary mixer 
(5) A colloid mill or a suitable emulsifier. 
(6) A triple roller mill or an ointment mill. 
(7) Liquid filling equipment (electrically operated). 
(8) Jar or tube filling equipment (electrically operated) 

 
Area. - (1) A minmum area of thirty square meters for basic installation of ten square 

meters for Ancillary area is recommended. 
 

(2) Areas for formulations meant for external use and internal use shall be separately 
provided to avoid mix-up. 
 

2. Oral Liquid Preparations. - 
 

The following equipments are commended for the manufacture of oral/internal use 
preparations i.e. Syrups, Elixirs, Emulsions and suspensions, whichever is applicable, namely: 
- 
  

(1) Mixing and storage tanks (stainless steel), 
(2) Jacketted Kettle / Stainless steel tank (steam, gas or electrically heated). 
(3) Portable stirrer (electrically operated) 
(4) A colloid mill or suitable emulsifier (electrically operated) 
(5) Suitable filtration equipment (electrically operated) 
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(6) Semi-automatic/automatic bottle filling machine 
(7) Pilfer proof cap sealing machine. 
(8) Water distillation unit or deioniser 
(9) Clarity testing inspection units. 

 
 Area. -  A minimum area of thirty square meters for basic installation and ten square 

meters for Ancillary area is recommended. 
 

3.Tablets 
 

The Tableting section shall be free from dust and floating particles and may be air-
conditioned. For this purpose, each tablet machine shall be isolated into cubicles and 
connected to a vacuum dust collector or an exhaust system. For effective operations, the tablet 
production department shall be divided into four distinct and separate sections as follows: - 

 
(a) Mixing, Granulation and Drying section. 
(b) Tablet compression section. 
(c) Packaging section (strip/blister machine wherever required). 
(d) Coating section (wherever required). 

 
3.1. The following electrically operated equipments are recommended for the 

manufacture of compressed tablets and hypodermic tablets, in each of the above sections, 
namely: - 
 

(a) Granulation-cum-Drying section 
 

(1) Disintegrator and sifter 
(2) Powder mixer 
(3) Mass mixer/Planetary mixer/Rapid mixer granulator. 
(4) Granulator 
(5) Thermostatically controlled hot air oven with trays (preferably mounted on 

a trolley)/Fluid bed dryer. 
(6) Weighing machines. 

 
(b) Compression section. 
 

(1) Tablet compression machine, single/multi punch/rotatory. 
(2) Punch and dies storage cabinets. 
(3) Tablet de-duster 
(4) Tablet Inspection unit/belt. 
(5) Dissolution test apparatus 
(6) In-process testing equipment like single pan electronic balance, hardness 

tester, friability and disintegration test apparatus. 
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(7) Air-conditioning and dehumidification arrangement (wherever necessary) 
 
(c) Packaging section. 
 

(1) Strip/blister packaging machine. 
(2) Leak test apparatus (vacuum system) 
(3) Tablet counters (wherever applicable) 
(4) Air-conditioning and dehumidification arrangement (whereever applicable). 

 
Area. -  A minimum area of sixty square meters for basic installation and twenty 

square meters for Ancillary area is recommended for un-coated tablets. 
 

(d) Coating section, 
 

(1) Jacketted kettle  (steam, gas or electrically heated for preparing coating 
suspension). 

(2) Coating pan (stainless steel) 
(3) Polishing pan (where applicable) 
(4) Exhaust system (including vacuum dust collector) 
(5) Air-conditioning and dehumidification arrangement. 
(6) Weighing balance. 

 
3.2. The Coating section shall be made dust free with suitable exhaust system to remove 

excess powder and fumes resulting from solvent evaporation. It shall be air-conditioned and 
dehumidified wherever considered necessary.  

Area. -  A minimum additional area of thirty square meters for coating section for basic 
installation and ten square meters for Ancillary area is recommended. 
 

Separate area and equipment for mixing, granulation, drying, tablet compression, coating 
and packing shall be provided for Penicillin group of drugs on the lines indicated above. In 
case of operations involving dust and floating particles, care shall be exercised to avoid cross-
contamination. 
 

3.3. The manufacture of Hypodermic tablets shall be conducted under aseptic conditions 
in a separate air-conditioned room, the walls of which shall be smooth and washable. The 
granulation, tableting and packing shall be done in this room. 
 

3.4. The manufacture of effervescent and soluble/dispersible tablets shall be carried out 
in air-conditioned and dehumidified areas. 
 

(4)  Powders 
 

The following equipment is recommended for the manufacture of powders, namely:- 



 517

 
(1) Disintegrator 
(2) Mixer (electrically operated) 
(3) Sifter. 
(4) Stainless steel vessels and scoops of suitable sizes. 
(5) Filling equipment (electrically operated). 
(6) Weighing balance. 

 
In the case of operation involving floating particles of fine powder, suitable exhaust 

system shall be provided. Workers should be provided with suitable masks during operation. 
 

Area. -  A minimum area of thirty square meters is recommended to allow for the basic 
installations. Where the actual blending is to be done on the premises, an additional room 
shall be provided for the purpose. 
 

  (5)Capsules 
 

For the manufacture of capsules, separate enclosed area suitably air-conditioned and 
dehumidified with an airlock arrangement shall be provided. The following equipment is 
recommended for filling Hard Gelatin Capsules, namely: - 

 
(1) Mixing and blending equipment (electrically or power driven). 
(2) Capsules filling units (preferably semi automatic or automatic filling machines). 
(3) Capsules counters (wherever applicable) 
(4) Weighing balance. 
(5) Disintegration test apparatus. 
(6) Capsule polishing equipment. 

 
Separate equipment and, filling and packaging area shall be provided in penicillin and 

non-penicillin sections. In case of operations involving floating particles of fine powder, a 
suitable exhaust system shall be provided. Manufacture and filling shall be carried out in air-
conditioned area. The room shall be dehumidified. 

Area. -  A minimum area of twenty-five square meters for basic installation and ten square 
meters for Ancillary area each for penicillin and non-penicillin sections is recommended. 
 

(6)Surgical Dressing 
 

The following equipment is recommended for the manufacture of Surgical Dressings other 
than Absorbent Cotton Wool, namely:- 

 
(1) Rolling machine 
(2) Trimming machine 
(3) Cutting equipment. 
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(4) Folding and pressing machine for gauze. 
(5) Mixing tanks for processing medicated dressing. 
(6) Hot air dry oven. 
(7) Steam sterilizer or dry heat sterilizer or other suitable equipment. 
(8) Work tables/benches for different operations. 

 
Area. -  A minimum area of thirty square meters is recommended to allow for the basic 

installations. In case medicated dressings are to be manufactured, another room with a 
minimum area of thirty square meters shall be provided. 
 

(7) Ophthalmic Preparations. 
 

For the manufacture of Ophthalmic preparations, separate enclosed areas with airlock 
arrangement shall be provided. The following equipment is recommended for the manufacture 
under aseptic conditions of Eye-Ointment, Eye-Lotions and other preparations for external 
use, namely 
 
  

 (1) Thermostatically controlled hot air ovens (preferably double ended). 
 (2) Jacketted kettle/stainless steel tanks (steam, gas or electrically heated). 
 (3) Mixing and storage tanks of stainless steel/Planetary mixer. 
 (4) Colloid mill or ointment mill. 
 (5) Tube filling and crimping equipment (semi-automatic or automatic filling 

machines). 
 (6) Tube cleaning equipment (air jet type), 
 (7) Tube washing and drying equipment, if required 
 (8) Automatic vial washing machine. 
 (9) Vial drying oven. 
(10) Rubber bung washing machine. 
(11) Sintered glass funnel, Seitz filter and filter candle (preferably cartridge and 

membrane filters). 
(12) Liquid filling equipment (semi-automatic or automatic filling machines). 
(13) Autoclave (preferably ventilator autoclave). 
(14) Air conditioning and dehumidification arrangement (preferably centrally air-

conditioned and dehumidification system). 
(15) Laminar airflow units. 

 
Area. -  (1) A minimum area of twenty-five square meters for basic installation and ten 

square meters for Ancillary area is recommended. Manufacture and filling shall be carried out 
in air-conditioned areas under aseptic conditions. The rooms shall be further dehumidified as 
considered necessary if preparations containing antibiotics are manufactured. 
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(2) Areas for formulations meant for external use and internal use shall be separately 
provided to avoid mix up. 
 

(8) Pessaries and Suppositories 
 
(i) The following equipment is recommended for manufacture of Pessaries and 

Suppositories, namely: - 
 (1) Mixing and pouring equipment 
 (2) Moulding equipment. 
 (3) Weighing devices. 
 

Area. -  A minimum area of twenty square meters is recommended to allow for the basic 
installation. 
 

(iii) In the case of Pessaries manufactured by granulation and compression, the 
requirements as indicated under “Item 3 of Tablet”, shall be provided. 

 
9. Inhalers and Vitralle 

 
The following equipment is recommended for manufacture of inhalers and vitrallae, 

namely: - 
 
 (1)  Mixing equipment. 
 (2)  Graduated delivery equipment for measurement of the medicament during filling. 
 (3)  Sealing equipment. 
 

Area. -   An area of minimum twenty square meters is recommended for the basic 
installations. 
 

10.    Repacking of Drugs and Pharmaceutical Chemicals. 
 

The following equipment is recommended for repacking of drugs and pharmaceuticals 
chemicals, namely:- 

(1) Powder disintegrator 
(2) Powder sifter (electrically operated) 
(3) Stainless steel scoops and vessels of suitable sizes 
(4) Weighing and measuring equipment. 
(5) Filling equipment (semi-automatic / automatic machines). 
(6) Electric sealing machine. 

 
Area-   An area of minimum thirty square meters is recommended for the basic 

installation. In case of operations involving floating particles of fine powder, a suitable 
exhaust system shall be provided. 
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11. Parenteral Preparations 

 
The whole operation of manufacture of parenteral preparations (small volume injectables 

and large volume parenterals) in glass and plastic containers may be divided into the 
following separate areas/rooms, namely: - 
 

11.1 Parenteral preparations in glass containers,- 
 
(1) Water management area: this includes water treatment and storage 
(2) Containers and closures preparation area: This includes washing and drying of    

ampoules, vials, bottles and closures. 
(3) Solution preparation area: This includes preparation and filtration of solution. 
(4) Filling, capping and sealing area: This includes filling and sealing of ampoules 

and/or filling, capping and sealing of vials and bottles. 
(5) Sterilization area 
(6) Quarantine area 
(7) Visual inspection area 
(8) Packaging area 

 
The following equipment is recommended for different above-mentioned areas, namely: - 

 
(a) Water management area, - 

 
(1) De-ionised water treatment unit 
(2) Distillation (multi-column with heat exchangers) unit. 
(3) Thermostatically controlled water storage tank. 
(4) Transfer pumps. 
(5) Stainless steel service lines for carrying water into user areas. 

 
(b) Containers and closures preparation area, - 

 
(1) Automatic rotary ampoule/vial/bottle washing machine having separate air, 

water distilled water jets. 
(2) Automatic closures washing machine, 
(3) Storage equipment for ampoules, vials, bottles and closures. 
(4) Dryer/sterilizer (double ended) 
(5) Dust proof storage cabinets. 
(6) Stainless steel benches/stools. 

 
(c) Solution preparation area. – 

 
(1) Solution preparation and mixing stainless steel tanks and other containers. 
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(2) Portable stirrer. 
(3) Filtration equipment with cartridge and membrane filters/bacteriological filters. 
(4) Transfer pumps. 
(5) Stainless steel benches/stools 

 
(d)  Filling, capping and sealing area, - 

 
(1) Automatic ampoule/vial/bottle filling, sealing and capping machine under 

laminar air flow workstation. 
(2) Gas line (Nitrogen, Oxygen, Carbon dioxide) wherever required. 
(3) Stainless steel benches / stools 

 
(e) Sterilization area, - 

 
(1) Steam sterilizer preferably with computer control for sterilization cycle along 

with trolley sets for loading/unloading containers before and after sterilization). 
(2) Hot air sterilizer (preferably double ended). 
(3) Pressure leak test apparatus. 

 
(f) Quarantine area. – 

 
(1) Storage cabinets. 
(2) Raised platforms/steel racks. 

 
 

(g)  Visual inspection area, - 
(1) Visual inspection units (preferably conveyor belt type and composite white and 

black assembly supported with illumination). 
(2) Stainless steel benches/stools. 

 
(h) Packaging area. - 

 
(1) Batch coding machine (preferably automatic) 
(2) Labelling unit (preferably conveyor belt type) 
(3) Benches/stools 

 
Area. -  (1) A minimum area of one hundred and fifty square meters for the basic 

installation and an Ancillary area of one hundred square meters for Small Volume Injectables 
are recommended. For Large Volume Parenterals, an area of one hundred and fifty square 
meters each for the basic installation and for Ancillary area is recommended. These areas 
shall be partitioned into suitable enclosures with airlock arrangements. 
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(2) Areas for formulations meant for external use and internal use shall be separately 
provided to avoid mix up. 

 
(3) Packaging materials for large volume parenteral shall have a minimum area of 100 

square meters. 
 

11.2 Parenteral preparations in plastic containers by Form-Fill-Seal/Blow, Fill-Seal 
Technology. -The whole operation of manufacture of large volume parenteral preparations in 
plastic containers including plastic pouches by automatic (all operations in one station) Form-
Fill-Seal machine or by semi-automatic blow moulding, filling-cum-sealing machine may be 
divided into following separate areas/rooms, namely: - 
 
 (1) Water management area 
 (2) Solution preparation area 
 (3) Containers moulding-cum filling and sealing area 
 (4) Sterilization area 
 (5) Quarantine area  

(6) Visual inspection area 
(7) Packing area 

 
The following equipment is recommended for different above mentioned areas namely: - 

  
(a) Water management area, - 
 

(1) De-ionised water treatment unit 
(2) Distillation unit (multi column with heat exchangers) 
(3) Thermostatically controlled water storage tank 
(4) Transfer pumps 
(5) Stainless steel service lines for carrying water into user areas. 

 
(b) Solution preparation area, -  

  
(1) Solution preparation and storage tanks. 
(2) Transfer pumps 
(3) Cartridge and membrane filters. 

 
(i) Container moulding-cum-filling and sealing area, - 
 

(1) Sterile Form-Fill-Seal machine (all operations in one station with built-in 
laminar air flow workstation having integrated container output conveyor belt 
through pass box). 

(2) Arrangement for feeding plastic granules through feeding-cum-filling tank into 
the machine. 
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(j) Sterilization area, - Super heated steam sterilizer (with computer control for 

sterilization cycle along with trolley sets for loading/unloading containers for 
sterilization).  
 

(k) Quarantine area, - Adequate number of platforms/racks with storage system. 
 

(l) Visual inspection area, - Visual inspection unit (with conveyor belt and composite 
 

(m) Packaging area, - 
 

(1) Pressure leak test apparatus (pressure belt or rotating disc type) 
(2) Batch coding machine (preferably automatic) 
(3) Labelling unit (preferably conveyor belt type). 

 
Area. -  (1) A minimum area of two hundred and fifty square meters for the basic 

installation of an Ancillary area of one hundred and fifty square meters for large volume 
parenteral preparations in plastic containers by Form-Fill-Seal technology is recommended. 
These areas shall be partitioned into suitable enclosures with airlock arrangements. 
 

(2) Areas for formulations meant for external use and internal use shall be separately 
provided to avoid mix up. 
 

(3) Packaging  materials for large volume parenteral shall have a minimum area of 100 
square meters.] 
 

*SCHEDUE M-I 
[See Rule 85-E (2)] 

 
1. Requirements of factory premises for manufacture of Homoeopathic preparations. - 
 
(A)  Location and surroundings. -   The factory shall be situated in a place which shall not 

be adjacent to an open sewage drain, public lavatory or any factory which produces a 
disagreeable or obnoxious odour or fumes or large quantities of soot, dust or smoke. The 
factory shall be located in a sanitary place, remove from filthy surroundings. 

 
(B) Buildings. -  The part of the building used for manufacturing shall not be used for a 

sleeping place and no sleeping place adjoining to it shall communicate therewith except 
through open air or through an intervening open space. The walls of the room in which 
manufacturing operations are carried out shall, upto a height of six feet from the floor, be 
smooth, waterproof and shall be capable of being kept clean. The flooring shall be smooth, 
even and washable and shall be such as not to permit retention or accumulation of dust. There 
shall be no chinks or crevices in the walls or floor. 



 524

The building used for the factory shall be constructed so as to permit production under 
hygienic conditions laid down in the Factories Act, 1948 (63 of 1948). 

 
     (C)  Water Supply. -  The water used in manufacture shall be pure and drinkable quality, 
free from pathogenic microorganisms. 

 
(D) Disposal of waste. -  There should be adequate arrangement for disposal of 

wastewater and other residues from the laboratory. 
The rooms should be airy and clean and the temperature of the room should be moderately 

comfortable. 
 
(E) Health, Clothing and Sanitary requirement of the Staff. -  All workers shall be free 

from contagious or obnoxious disease. Their clothing shall consist of a white or coloured 
uniform suitable to the nature of the work and the climate, and shall be clean. Adequate 
facilities for personal cleanliness, such as clean towels, soap and hand scrubbing brushes, 
shall be provided separately for each sex. The workers shall be required to wash and change 
into clean footwear before entering the rooms where the manufacturing operations are carried 
on. Workers shall be required to wear either a clean cap or a suitable headgear so as to avoid 
any possibility of contamination by air or perspiration. 

 
(F)  Medical services. -  The manufacturer shall provide adequate facilities for First Aid, 

Medical inspection of workers at the time of employment and periodically check-up thereafter 
at least once a year. 

 
 (G) Working benches. -  Working benches shall be provided for carrying out operations 

such as filling, labeling, packing etc. such benches shall be fitted with smooth, impervious 
tops capable of being washed. 

 
(H) Container management. -  Where operations involving use of containers such as 

bottles, phials and jars are conducted, there shall be adequate arrangements separated from 
potentisation chamber for washing, cleaning and drying such containers, with suitable 
equipment for the purpose. Wherever these are attended manually adequate precaution of 
perfection in respect of cleanliness and avoidance of pollutants shall be taken.  

 
 
 
 
 
 
  

___________________________________________________________________________
* Ins. by G.O.I Notification G.S.R. No. 507(E) dt 12-06-1987 w.e.f. 12.06.1987 
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2. Requirements of Plant and Equipment. - 

 
(A) Mother tinctures. External tinctures and Mother solution section. -  The following 

plant and equipment shall be provided namely: - 
(i) Disintegrator 
(ii) Sieved Separator 
(iii) Balances and fluid measures 
(iv) Chopping boards and knives. 
(v) Macerators with lids.  
(vi) Percolators with lids and regulated discharge. 
(vii) Moisture determination apparatus or other suitable arrangement. 
(viii) Filtering arrangement 
(ix) Mixing vessels and suitable non-metallic storage containers. 
(x) Portable stirrers. 
(xi) Water still 

Note: -  (1) As for as possible metal contacts may be avoided once the drug is processed. 
 
(2) An area of 55 sq. meters is recommended for basic installations. 

 
(3) Adequate separate storage facility should be provided for raw material quarantine, 

storage and bonded room for alcohol were applicable. 
 

(4) Separate and suitable storage facility should be provided for fresh herbs and odorous 
raw materials. 

 
(5) Adequate laboratory facility shall be provided for testing of raw material and finished 

products, 
 

(a) Potentisation Section. - 
 (1) the following arrangements are recommended for container for closure preparation 

section namely: - 
(i) Washing tanks with suitable brushing arrangement manual or mechanical. 
(ii) Purified Water rinsing tank 
(iii)Closure macerating or washing tanks. 
(iv) Drying chambers. 

An area of 20 sq. meters is recommended for basic installation. 
 
(2) The following arrangements are recommended for potency preparation section, 

namely: -  
(i) Working tables with washable top. 
(ii) Facilities for separate storage of different grades of back potencies. 
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(iii)Suitable measuring devices for discharge of drug and diluent in potentisation 
vial, 

(iv) Potentiser with counter or suitable manual arrangement. 
Note: - (1) Different droppers shall be used for different drugs potencies. 

 
(3) All measuring devices shall be of metric system and be made of glass and shall be 

free from metallic contents. 
 

(4) It is desired that glass droppers etc. intended for re-use after cleaning should be 
sterilized by autoclave or heating in a hot air oven. 

 
(5) Plastics, rubber tubes, bulks etc. coming in contact with tinctures or back potencies 

should not be re-used for other tincture and potencies. 
 

(6) Method of potentisation will be adopted as specified in Homoeopathic 
Pharmacopoeia of India Vol. I (3) Triturating, Tableting and Pill/Globules section - 

 
(3) The following arrangement are recommended: - 

  (i) Triturating machine for suitable device 
(iii) Disintegrator 
(iv) Mass Mixer 
(v) Granulator 
(vi) Oven 
(vii) Tableting punches or machines 
(vii) Kettle (Steam/gas/electrically heated) for preparation solution. 
(viii) Dryers 
(ix) Sieved separator, tablet counters and balances. 

 
Note: - Tablet section shall be free from dust and floating particles. An area of 55 sq. 

meters is recommended for basis installations 
 

(4) Ointments and lotion section. 
 The following arrangements are recommended namely: - 

 
(i) Mixing tank 
(ii) Kettle (Steam, gas or electrically heated). 
(iii)Suitable powder mixer 
(iv) Ointment mill 
(v)Filling equipment or arrangement. 
 
An area of 20 sq. meters is recommended for basic installation. 
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(5) Syrups and tonics: - 
 The following arrangements are recommended namely:- 

 
(i) Mixing and storage tank 
(ii) Potable mixer 
(iii) Filtering equipment 
(iv) Water still / Deioniser 
(v) Filling and sealing equipment. 
An area of 20 sq. meters is recommended for basic installations. 

 
(6) Ophthalmic Preparations: 

The following equipment is recommended for manufacture under aseptic conditions of 
Eye-Ointments, Eye-Drops, Eye-lotion and other preparations for external use, 
namely: - 
  

(i) Hot air even electrically heated with thermostatic control. 
(ii) Colloid mill or ointment mill. 
(iii) Kettle (gas or electrically heated) with suitable mixing arrangement. 
(iv) Tube filling equipment. 
(v) Mixing and storage tanks of stainless steel or of other suitable material. 
(vi) Sintered glass funnel, Seitz filter or filter candle. 
(vii) Liquid filling equipment 
(viii) Autoclaves 
 
Adequate precaution should be taken to ensure that the finished product is 
sterile. An area of 20 Sq. meters is recommended for basic installations. 
 

(7) Adequate arrangements for space and equipment should made for labeling and 
packing. 

 
 
 
 
 
 

*[SCHEDULE M-II 
[See Rule 139] 

 
 

REQUIREMENT OF FACTORY PREMISESFOR MANUFACTURE 
 OF COSMETICS. 
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1.  GENERAL REQUIREMENTS 
 

(A) Location and surroundings. -  The factory shall be located in a sanitary place and 
hygienic conditions shall be maintained in the premises. Premises shall not be used for 
residence or be interconnected with residential area. It shall be well ventilated and clean. 
 

(B) Buildings. -  The buildings used for the factory shall be constructed so as to permit 
production under hygienic conditions and not to permit entry of insects, rodents, files, etc. 
The walls of the room in which manufacturing operations are carried out, shall up to a height 
of six feet from the floor, be smooth, waterproof and capable of being kept clean. The flooring 
shall be smooth, even and washable and shall be such as not to permit retention or 
accumulation of dust. 
 

(C) Water supply: - The water used in manufacture shall be of potable quality. 
 
(D) Disposal of water. -  Suitable arrangements shall be made for disposal of wastewater. 
 
(E) Health, clothing and sanitary requirements of the staff. -   All workers shall be free 

from contagious or infectious diseases. They shall be provided with clean uniforms, masks, 
headgears, and gloves wherever required. Washing facilities shall also be provided. 

 
(F) Medical Services. -  Adequate facilities for first aid shall be provided 
 
(G)Working benches shall be provided for carrying out operations such as filling, 

labeling, packing, etc. such benches shall be fitted with smooth, impervious tops capable of 
being washed. 

 
(H)Adequate facilities shall be provided for washing and drying of glass containers if the 

same are to be used for packing the product. 
 
 
 
 
 
 
 
 
 
 

 
 
* Ins. by G.O.I. Notification No. GSR 723(E) dt 11-8-1992. 
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II. Requirement of Plant and Equipment 

 
The following equipment, area and other requirements are recommended for the 

manufacture of: - 
 

A. Powders. -  Face powder, cake make-up, compacts, face packs, masks and rouges, etc. 
 

 1. Equipment. 
  

(a)  Powder mixer of suitable type provided with a dust collector. 
(b) Perfume and colour blender. 
(c) Sifter with sieves of suitable mesh size. 
(d) Ball mill or suitable grinder. 
(e) Trays and scoops (stainless steel). 
(f) Filling and sealing equipment provided with dust extractor. 
(g) For compacts: - 

(i) a separate mixer, (ii) compact pressing machine. 
(h) Weighing and measuring devices 
(i) Storage tanks. 

 
An area of 15 square meters is recommended. The section is to be provided with adequate 
exhaust fans. 

 
B. Creams, lotions, emulsions, pastes, cleansing milks, shampoos, pomade, brilliantine, 

shaving creams and hair-oils etc. 
            

(a)  Mixing and storage tanks of suitable materials. 
(b) Heating kettle – steam, gas or electrically heated. 
(c) Suitable agitator. 
(d) Colloidal mill or homogeniser (wherever necessary) 
(e) Triple roller mill (wherever necessary). 
(f) Filling and sealing equipment. 
(g) Weighing and measuring devices. 

 An area of 25 square meters is recommended. 
 

C. Nail Polishes and Nail lacquers. 

1. Equipment:  

(a) A suitable mixer. 
(b) Storage tanks. 
(c) Filling machine – hand operated or power driven. 
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(d) Weighing and Measuring devices. 

An area of 15 square meters is recommended. The section shall be provided with 
flameproof exhaust system. 

 
2. Premises: - The following are the special requirements related to Nail Polishes and 

Nail Lacquers: - 
 

(a) It shall be suited in an industrial area. 
(b) It shall be separate from other cosmetic-manufacturing areas by metal/brick 

partition up to ceiling. 
(c) Floors, walls, ceiling and doors shall be fireproof. 
(d) Smoking, cooking and dwelling shall not be permitted and no naked flame 

shall be brought in the premises. 
(e) All electrical writing and connections shall be concealed and main electric 

switch shall be outside the manufacturing area. 
(f) All equipment, furniture and light fittings in the section shall be flameproof. 
(g) Fire extinguisher like foam and dry powder and sufficient number of buckets 

containing sand shall be provided. 
(h) All doors of the section shall open outwards. 

 
3. Storage. -  All explosive solvents and ingredients shall be stored in metal cupboards or 

in a separate enclosed area. 
 

4. Manufacture: 
 

(a)  Manufacture of lacquer shall not be undertaken unless the above conditions 
are complied with. 

(b) Workers shall be asked to wear shoes with rubber soles in the section.  
 

5. Other requirements: - No objection certificate from the local Fire Brigade Authorities 
shall be furnished. 
 

D. Lipsticks and Lip-gloss, etc. 

 1. Equipment  
        

(a) Vertical mixer 
(b) Jacketted kettle – steam, gas or electrically heated. 
(c) Mixing vessel (stainless steel) 
(d) Triple roller mill/Ball mill. 
(e) Moulds with refrigeration facility. 
(f) Weighing and measuring devices. 

 An area of 15 square meters is recommended. 
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E. Depilatories. 

 1.   Equipment: 
 

(a) Mixing tanks. 
(b) Mixer 
(c) Triple roller mill or homogeniser (where necessary). 
(d) Filling and sealing equipment 
(e) Weighing and measuring devices. 
(f) Moulds (where necessary) 

 An area of 10 square meters is recommended. 
 

F. Preparations used for Eyes: - Such preparations shall be manufactured under strict 
hygienic conditions to ensure that these are safe for use. 

  
I. Eyebrows, Eyelashes, Eyeliners, etc. 

 1 Equipment: 
               

(a) Mixing tanks. 
(b) A suitable mixer. 
(c) Homogeniser (where necessary) 
(d) Filling and sealing equipment. 
(e) Weighing and measuring devices. 

 An area of 10 square meters is recommended. 
 

II. Kajal and Surma 
 1.Equipment: 
 

(a) Base sterilizer 
(b) Powder sterilizer (dry heat oven).  
(c) Stainless steel tanks. 
(d) A suitable Mixer 
(e) Stainless steel sieves 
(f) Filling and sealing arrangements. 
(g) Weighing and measuring devices. 
(h) Homogeniser (where necessary) 
(i) Pestle and Mortar (for Surma) 

 
An area of 10 square meters with a separate area of 5 square meters for base sterilization 
is recommended. 
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 Other requirements for 1 and 2 
 

(a)  False ceiling shall be provided wherever required. 
(b) Manufacturing area shall be made fly proof. An airlock or an air curtain shall 

be provided. 
(c) Base used for Kajal shall be sterilized by heating the base at 150 degree C for 

required time in a separate enclosed area. 
(d) The vegetable carbon black powder shall be sterilized in a drying oven at 120 

degree C for required time. 
(e) All utensils used for manufacture shall be of stainless steel and shall be 

washed with detergent water, antiseptic liquid and again with distilled water. 
(f) Containers employed for ‘Kajal’ shall be cleaned properly with bactericidal 

solution and dried. 
(g) Workers shall put on clean overalls and use hand gloves wherever necessary. 

 
G. Aerosol. 

1. Equipment: - 
 

(a)  Air-compressor (wherever necessary). 
(b) Mixing tanks. 
(c) Suitable propellant filling and crimping equipments. 
(d) Liquid filling unit. 
(e) Leak testing equipment. 
(f) Fire extinguisher (wherever necessary) 
(g) Suitable filtration equipment. 
(h) Weighing and measuring devices. 

 An area of 15 square meters is recommended. 

2. Other requirements: - No objection certificate from the Local Fire Brigade 
Authorities shall be furnished. 

 
H. Alcoholic Fragrance Solutions. 

 1. Equipment: - 
  

(a)  Mixing tanks with stirrer 
(b) Filtering equipment. 
(c) Filling and sealing equipment. 
(d) Weighing and measuring devices. 

  
An area of 15 square meters is recommended. 
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I. Hair Dyes. 

 1. Equipment: 

(a) Stainless steel tanks.  
(b) Mixer. 
(c) Filling Unit 
(d) Weighing and measuring devices. 
(e) Masks, gloves and goggles. 

 An area of 15 square meters with proper exhaust is recommended. 
 

J. Tooth powders and toothpastes, etc. 
 
 1.Tooth-powder in General. 
 1. Equipment: 
 

(a) Weighing and measuring devices. 
(b) Dry mixer (powder blender) 
(c) Stainless steel sieves 
(d) Powder filling and sealing equipments. 

 An area of 15 square meters with proper exhaust is recommended. 
 
 2. Toothpastes. 

 1. Equipment: 
 

(a) Weighing and measuring devices.  
(b) Kettle – steam, gas or electrically heated (where necessary) 
(c) Planetory mixer with de-aerator system. 
(d) Stainless steel tanks. 
(e) Tube filling equipment. 
(f) Crimping machine. 

 An additional area of 15 square meters with proper exhaust is recommended. 

 3.Tooth-powder (Black) 

 1.  Equipment:  

(a) Weighing and measuring devices. 
(b) Dry mixer powder blender. 
(c) Stainless steel sieves. 
(d) Powder filling arrangements. 

An area of 15 square meters with proper exhaust is recommended. Areas for 
manufacturing “Black” and “White” tooth powders should be separate. 
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K. Toilet Soaps. 

 1. Equipment: - 

(a)  Kettles/pans for saponification. 
(b) Boiler or any other suitable heating arrangement. 
(c) Suitable stirring arrangement. 
(d) Storage tanks or trays 
(e) Driers. 
(f) Amalgamator/chipping machine. 
(g) Mixer 
(h) Triple roller mill. 
(i) Granulator 
(j) Plodder 
(k) Cutter 
(l) Pressing, stamping and embossing machine 
(m) Weighing and measuring devices. 

A minimum area of 100 square meters is recommended for the small-scale manufacture of 
toilet soaps.  

The areas recommended above are for basic manufacturing of different categories of 
cosmetics. In addition to that separate adequate space for storage of raw materials, finished 
products, packing materials shall be provided in factory premises.1 [* * *] 
 

Note No. I. The above requirements of the Schedule are made subject to modification at 
the direction of the Licensing Authority, if he is of the opinion that having regard to the nature 
and extent of the manufacturing operations it is necessary to relax or alter them in the 
circumstances of a particular case. 
 

Note No. II. The above requirements do not include requirements of machinery, 
equipments and premises required for preparation of containers and closers of different 
categories of cosmetics. The Licensing Authority shall have the discretion to examine the 
suitability and adequacy of the machinery, equipments and premises for the purpose of taking 
into consideration of the requirements of the licence. 
 

Note No. III.  Schedule M-II specifies equipments and space required for certain 
categories of cosmetics only. There are other cosmetics items, viz. Attars, perfumes, etc., 
which are not covered in the above categories. The Licensing Authority shall, in respect of 
such items or  
___________________________________________________________________________ 
The words ‘A testing laboratory shall also be provided’ were omitted by G.O.I.Notification No.G.S.R.285 (E) dt 
16.07.1996. 
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categories of cosmetics have the discretion to examine the adequacy of factory premises, 
space, plant and machinery and other requisites having regard to the nature and extent of the 
manufacturing operations involved and direct the licensee to carry on necessary modification 
in them. 
 
Note No. IV. **[Areas for formulations meant for external use and areas for formulations 
meant for internal use shall be separately provided to avoid mix-up even though they are from 
the same category of formulations] 
 

***[SCHEDULE M-III 
[See Rule 76] 

REQUIREMENTS OF FACTORY PREMISES FOR MANUFACTURE OF 
MEDICAL DEVICES 

 
1.  GENERAL REQUIREMENTS 

 
1.1.1. Location and surroundings. -   The factory building(s) shall be located in a 

sanitary place and hygienic conditions shall be maintained in the premises. Premises shall be 
not used for residence or be interconnected with residence. It shall be well ventilated and 
clean. 

 
1.1.2. Buildings. -  The buildings used for the factory shall be constructed so as to permit 

production under hygienic conditions and not to permit entry of insets, rodents, flies etc. 
 

The walls of the rooms in which manufacturing operations are carried out, shall be up to a 
height of six feet from the floor, be smooth, water proof and capable of being kept clean. The 
floor shall be smooth, even and washable and shall be such as not to permit retention or 
accumulation of dust. 
 

1.1.3. Water supply. -  The water used in manufacture shall be of potable quality. 
 

1.1.4.  Disposal of waste. -  Suitable arrangements shall be made for disposal of 
wastewater. 

 
1.1.5.  Health, Clothing and Sanitation of workers. - All workers shall be free from 

contagious or infectious diseases. They shall be provided with clean uniforms, masks, 
headgears and gloves wherever required. Washing facilities shall also be provided. 

 
 
 

_________________________________________________________________________ 
** 
*** Ins. by GOI Notification No. G.S.R. 109(E), w.e.f. 22.2.1994. 
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1.1.6.Medical Services. -  Adequate facilities for first-aid shall be provided. 
 

1.1.7.   Workbenches shall be provided for carrying out operations such as moulding, 
assembling, labeling, packing etc. such benches shall be fitted with smooth impervious tops 
capable of being washed. 
 

1.1.8. Adequate facilities shall be provided wherever required for cleaning, washing, 
drying of different containers of devices. 
 

1.1.9. The premises shall be kept under controlled conditions of temperature and 
humidity so as to prevent any deterioration in the properties of materials and products due to 
storage and process conditions. 
 

2. Requirements for Manufacture of Medical Devices.- The process of manufacture of 
medical devices shall be conducted at the licensed premises, wherever required, and shall be 
divided into the following separate operations/Sections:- 
 

1) Moulding (wherever manufacture of medical devices is to start from granules). 
2) Assembling (include cutting, washing and drying, sealing, packing, labeling, etc.) 
3) Raw Materials. 
4) Storage Area. 
5) Washing, drying and sealing area (wherever required). 
6) Sterilization. 
7) Testing facilities. 

  
The following equipments and space are recommended for the basic manufacture of 

different categories of medical devices. - 
 

A.  STERILE DISPOSABLE PERFUSION AND BLOOD COLLECTION SETS. 

(1) Moulding: 

       (a) Injection Moulding Machine. 
       (b) Extruder Machine. 
                  (c) PVC Resin compounding Machine. 
 

(2) Assembling: 
  

(a) Hand Pressing Machine for filter fixing a Drip Chamber. 
(b) Bag Sealing Machine. 
(c) Compressor Machine. 
(d) Leak Testing Bench 
(e) PVC Tube Cutting Machine. 
(f) Tube Winding Machine (wherever necessary). 
(g) Welding Machine (wherever necessary) 
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An area of 30 square meters for Moulding and 15 square meters for Assembling are 
recommended for basic installation. The assembling area shall be air-conditioned provided 
with HEPA filters. The moulding section shall, if necessary, have proper exhaust system. 
 

Note: - An additional area of 20 square meters is recommended for any extra category. 
 
 B.  STERILE DISPOSABLE HYPODERMIC SYRINGES. 
  
        (1) Moulding: - 

(a) Granulator 
(b) Injection Moulding Machine. 
(c) Weighing devices. 

     (2) Assembling: 

(a) Blister Pack Machine. 
(b) Vacuum Dust Cleaner 
(c) Rubber-tip Washing Machine 
(d) Foil stamping or screen printing equipment. 

An area of 30 square meters for moulding and 15 square metres for assembling are 
recommended for basic installation. The assembling area shall be air-conditioned provided 
with HEPA Filters. The moulding section, shall, if necessary, have proper exhaust system. 
 

Note: - An additional area of 20 square meters is recommended for any extra category. 
 

C.  STERILE DISPOSABLE HYPRODERMIC NEEDLES. 
 

  (1) Moulding: 

(a)  Needle grinding and leveling machine. 
(b) Electro Polishing Machine. 
(c) Cutting Machine 

(d) Injection Moulding Machine. 
(e) Needle Pointing Deburrine Machine 
(f) Air-compressor. 

       (2) Assembling: 

(a) Needle cleaning Machine with Magnetic Separator. 
(b) Blister Packing Machine. 
(c) Needle Inspection Unit. 

An area of 30 square meters for Moulding and 15 square meters for Assembling are 
recommended for basic installation. The assembling area shall be air-conditioned provided 
with HEPA filters. The molding section shall, if necessary, have proper exhaust system. 
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Note: - An additional area of 20 square meters is recommended for any extra category. 

3.  Raw Materials. -  The licensee shall keep an inventory of all raw materials to be used 
at any stage of manufacture of devices and shall maintain records as per Schedule U. All such 
raw materials shall be identified and assigned control reference umber. They shall be 
conspicuously labeled indicating the name of the material, control reference number, name of 
the manufacturer and be specially labeled “Under Test” or “ Approved” or “Rejected”. The 
under test, approved or rejected materials shall appropriately be segregated. These shall be 
tested for compliance with required standards of quality. 
 

A minimum area of 10 Square meters shall be provided for storage of raw materials. 
  

4.  Storage Area. -  The licensee shall provide separate storage facilities for quarantine and 
sterilized products. 
                

An area not less than 10 square metre shall be provided for each of them. 
 

5.  Washing, drying and sealing area. -  The licensee shall provide wherever required 
adequate equipments like water distillation still, deionizer, washing machine. Dying Oven 
with trays for washing, drying and sealing of medical device. 
 

An area not less than 10 square metre shall be provided. 
 

6.   Sterilization. -  The licensee shall provide requisite equipments with required controls 
and recording device for sterilization of medical devices by Ethylene Oxide Gas in his own 
premises or may make arrangements with some Institution approved by the Licensing 
authority for sterilization. The products sterilized in this manner shall be monitored to assure 
acceptable levels of residual gas and its degradation products. An area of 10 square meters is 
recommended for basic installation of such facility. 

Provided that the above equipment may not be required in case the licensee opts for 
sterilization of medical devices by Ionising Radiation. 
 

7. Testing Facilities. -  The licensee shall provide testing laboratory for carrying out 
Chemical and Physio-Chemical testing of medical devices and of raw materials used in its 
own premises: 
 

Provided that the Licensing Authority shall permit the licensee in the initial stage to carry 
out testing of Sterility, Pyrogens, Toxicity on their products from the approved testing 
institutions but after one renewal period of licensee shall provide testing facilities of all such 
tests in their own premises. 
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8. Records. -  The licensee shall maintain records of different manufacturing activities 
with regard to each stage of manufacture in-process control, assembling, packing, batch 
records for the quantity of devices manufactured from each lot of blended granules, duration 
of work, hourly quantum of production in respect of each item as well as record of each 
sterilizing cycle of the gaseous method employed. 
 

Note: - The above requirements of machinery, equipments, space, qualifications are made 
subject to the modification at the discretion of the Licensing Authority, if he is of the opinion 
that having regard to the nature and extent of the manufacturing operations it is necessary to 
relax or alter them in the circumstances of a particular case.] 
 
 

? [SCHEDULE N 
[See Rule 64(1)] 

List of minimum equipment for the efficient runninig of a pharmacy:- 
 

I.   Entrance. -  The front of a pharmacy shall bear an inscription “Pharmacy” in front. 
 
II.  Premises. -  The premises of a pharmacy shall be separated from rooms for private 

use. The premises shall be well built, dry, well lit and ventilated and of sufficient dimensions 
to allow the goods in stock especially medicaments and poisons to be kept in a clearly visible 
and appropriate manner. The area of the section to be used as dispensing department shall be 
not less than 6 square meters for one pharmacist working therein with additional 2 square 
meters for each additional pharmacist. The height of the premises shall be at least 2.5 meters. 

 
The floor of the pharmacy shall be smooth and washable. The walls shall be plastered or 

tiled or oil painted so as to maintain smooth, durable and washable surface devoid of holes, 
cracks and crevices. 
 

A pharmacy shall be provided with ample supply of good quality water. 
 

The dispensing department shall be separated by a barrier to prevent the admission of the 
public. 
 
 
 
 
 
_______________________________________________________________________ 
? Subs by G.O.I. Notification No.S.O.2139 dt12.08.1972. 
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III. Furniture and apparatus. -  The furniture and apparatus of a pharmacy shall be 
adapted to the uses for which they are intended and correspond to the size and requirements of 
the establishment. 
 

Drugs, chemicals, and medicaments shall be kept in a room appropriate to their properties 
and in such special containers as will prevent any deterioration of the contents or of contents 
of containers kept near them. Drawers, glasses and other containers used for keeping 
medicaments shall be of suitable size and capable of being closed tightly to prevent the entry 
of dust. 
 

Every container shall bear a label of appropriate size, easily readable with names of 
medicaments as given in the Pharmacopoeias. 
 

 A pharmacy shall be provided with a dispensing bench, the top of which shall be covered 
with washable and impervious material like stainless steel, laminated or plastic, etc. 
 

A pharmacy shall be provided with a cupboard with lock and key for the storage of 
poisons and shall be clearly marked with the work ‘poison’ in red letters on a white 
background. 
 

Containers of all concentrated solution shall bear special label or marked with the works 
“To be diluted”. 

 
A Pharmacy shall be provided with the following minimum apparatus and books 

necessary for making of official preparations and prescriptions:- 
 

Apparatus: - 
 Balance, dispensing, sensitivity 30 mg. 
 Balance, counter, capacity 3 Kgm., sensitivity 1 gm.  
 Beakers, lipped, assorted sizes 
 Bottles, prescription, ungraduated assorted sizes 
 Corks assorted sizes and tapers. 
 Cork, extracter 
 Evaporating dishes, porcelain. 
 Filter paper 
 Funnels, glass 
 Litmas paper, blue and red 
 Measure glasses cylindrical 10 ml, 25 ml, 100 ml and 500 ml 
 Mortars and pestles, glass 
 Mortars and pestles, wedgwood. 
 Ointment pots with bakelite or suitable caps. 
 Ointment slab, porcelain 
 Pipettes, graduated, 2 ml, 5 ml and 10 ml 
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 Ring, stand (retort) iron, complete with rings. 
 Rubber stamps and pad 
 Scissors 
 Spatulas, rubber or vulcanite 
 Spatulas, stainless steel. 
 Spirit lamp 
 Glass stirring rods 
 Thermometer, 0oC to 200oC 
 Tripod stand 
 Watch glasses 
 Water bath 
 Water distillation still in case Eye drops and Eye lotions are prepared. 
 Weights, Metric, 1 mg. to 100 gm 
 Wire Gauze 
 *Pill finisher, boxwood 
 * Pill Machine 
 * Pill Boxes 

* Suppository mould 
Books : 

 The Indian Pharmacopoeia (current Edition) 
 National Formulary of Indian (Current Edition) 
 The drugs and Cosmetics Act, 1940 
 The Drugs and Cosmetics Rules, 1945 
 The Pharmacy Act, 1948 
 The Dangerous Drugs Act, 1930 
 

4. General provisions. -  A pharmacy shall be conducted under the continuous personal 
supervision of a Registered Pharmacist whose name shall be displayed conspicuously in the 
premises.  
 

The Pharmacist shall always put on clean white overalls. 
 

The premises and fittings of the pharmacy shall be properly kept and everything shall be 
in good order and clean. 
 

All records and registers shall be maintained in accordance with the laws in force. 
 

Any container taken from the poison cupboard shall be replaced therein immediately after 
use and the cupboard locked. The keys of the poison cupboard shall be kept in the personal 
custody of the responsible person. 
 

Medicaments when supplied shall have labels conforming to the provisions of laws in 
force. 
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Note: - The above requirements are subject to modifications at the discretion of the 

licensing authority, if he is of opinion that having regard to the nature of drugs dispensed, 
compounded or prepared by the licensee. It is necessary to relax the above requirements or to 
impose additional requirements in the circumstances of a particular case. The decision of the 
licensing authority in that regard shall be final. 
 

* These items are to be provided only by those who intend to dispense pills or 
suppositories, as the case may be.] 
 

1[SCHEDULE  O 

[See  Rule 126] 

STANDARD FOR DISINFECTANT FLUIDS 

PART 1 
Provision applicable to Black fluids and White Fluids. 

1. Classification. - The disinfectants shall be classified as follows: - 

 (A) Black fluids  (B)White fluids 
 

(A) Black fluids. – 
  These shall be homogeneous dark brown solution of coal tar acid or similar acids derived 

from petroleum with or without hydrocarbon, and/or other phenolic compounds, and their 
derivatives and a suitable emulsifier. 
 

(B) White fluids. –  
  These shall be finely dispersed homogeneous white to off-white emulsion consisting of 

coal tar acids or similar acids derived from petroleum, with or without hydrocarbons, and/or 
other phenolic compounds, and their derivatives.  

 
2. Gradation -  Each of the above classes of disinfectant fluids shall be graded on the 

basis of the minimum requirements in respect of: 
 

Rideal Walker (RW) Coefficient as follows: - 

 Grade   Rideal Walker (RW) Coefficient (Minimum) 

    1.      18 

      2.      10 

      3.        5 

___________________________________________________________________________ 
1Subs.by G.O.I.Notification No. G.S.R.1243(E) dt.19.09.1979. 
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3. Type. -  Each of the above grades of disinfectant fluids shall be stable in the range of 

temperature indicated against each type. - 
 

       Type        Stable in the range of 
      (I) Normal        15oC to 45oC. 
      (II) Winter        5 oC to 30 oC 
 

4. Requirements. -  All classes and grades of disinfectant fluids shall comply with the 
following requirements, namely: - 
 

(1) Stability after dilution. -  When tested by the method described hereinafter the 
disinfectant fluids shall be miscible with artificial hard water (for Black fluids) or with 
artificial sea water (for White fluids) in all proportion from 1 per cent to 5 per cent by volume, 
to give emulsion which shall not break or show more than traces of separation of either top or 
bottom oil when kept for 6 hours at 15o to 45oC for Type (I) (Normal) and 5oC to 30oC for 
Type (II) (Winter). 
 

(2)  Germicidal Value. -  Rideal Walker Coefficient – Black fluids and White fluids shall 
be used tested for determination of Rideal Walker Coefficient (R.W.Coefficient) by the 
method described hereinafter. 
  

(3) Storage. - Disinfectant fluids of all classes shall be stored in mild steel, tinned mild 
steel or other suitable containers. These shall not be stored in containers made of galvanized 
iron. 
 

(4) Labelling. -Subject to the other provisions in these rules, the label on the container 
shall state- 
 

(j) the name of the product 

(ii) the name and full address of the manufacturer, 

(iii) grade, type, R.W. Coefficient of product, 

(iv) date of manufacture, 

(v) quantity present in the container, 

(vi) indications and mode of use, and 

(vii) date up to which the product can be used 
 

5. Method of testing -   

(1) Preparation of sample. -   The sample of disinfectant fluids to be tested should be 
mixed thoroughly taking care that no air is beaten into the fluid immediately before 
withdrawing any portion for testing. The rest portion should be withdrawn from the middle of 
the sample. 
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(2)Method of resting stability after dilution. - 
 (a)  Preparation of Artificial Hard Water: 40ml of I N Hydrochloric Acid (Analytical 

Reagent Quality) is neutralized with a slight excess of Calcium Carbonate and 
filtered. The filtrate is diluted to 1000 ml with distilled water, 10 parts of this 
solution is further diluted to 100 parts with distilled water. 

 
(b) Preparation of Artificial Sea Water: 27G of Sodium Chloride (Analytical Reagent 

Quality) and 5 G of Magnesium Sulphate (Analytical Reagent Quality) are 
dissolved in distilled water and diluted to 1000 ml. the solution is filtered before 
use. 

 
(c) Procedure: Take 1 ml and 5 ml portions of the sample in duplicate in 100 ml 

stoppered  measuring cylinder (IS: 878 – 1956) by means of pipettes. Dilute the 
sample with artificial Hard water or Artificial Sea water (as the case may be) 
upto 10 ml mark. Mix thoroughly by inverting the cylinders 5 times. Keep the 
cylinders containing the diluted fluids for 6 hours at the extremes of the 
temperature range specified for the particular type. The sample complies with the 
test if the solution shows not more than a trace of separation at its top and 
bottom. 

 
(3)  Method of determination of Rideal Walker Coefficient (R.W.C) 

 
(a) Apparatus – A loop, 4 mm in internal diameter is made at the end of 28 swg (0.376 

mm) wire of platinum or platinum iridium alloy, 38mm long from the loop to the holder. The 
loop is bent at such an angle to the length of the wire and will facilitate in removal vertically 
from the surface of the liquid while keeping the place of the loop horizontal. 
 
 Incubator – Set and maintained at 37oC ± 1oC 

 Pipettes – Standard graduated pipettes of capacity 10 ml; 5 ml and 1 ml 

 Dropping Pipette – Made of delivery 0.2 ml 

Medication tubes – 5 sterile plugged rimless test tubes 125 mm x 22 mm (5” x ¾“) 
made of hard neutral glass. 

 
 Both tubes – About 2 dozens of the same description as medication tubes. 
 

Standard measuring cylinders stopped and graduated- 500ml graduated in 10 ml-; 100ml 
graduated 1 ml- five.  All apparatus must be scrupulously clean and sterile immediately before 
use. 

 
Regents- (a) Broth- Prepare a mixture of the following ingredients: 
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Meat extract (Microbiological grade) 20 g Peptone (Micro biological grade) 20 g Sodium 
Chloride (Regent Quality) 10 g Distilled Water- 1000 ml. 

 
Dissolve the solids in distilled water, add sufficient sodium hydroxide to neutralize the 

solution; then boil it to bring down phosphates and filter while hot. The broth thus prepared is 
then adjusted to pH 7.6 with normal Hydrochloric acid. The broth is then sterilized b 
autoclaving at 15 lbs pressure for 20 minutes. It is then filtered and placed in 5 ml quantities 
in sterilized broth tubes. The tubes of media thus prepared are sterilized by autoclaving at 15 
lbs pressure for 10 minutes. The final pH of the medium should lie between 7.3 and 7.5.   
Further sterilization in bulk or in tubes is not possible. 

  
(b) Test Organism- Test organism used is Salmonella typhi  (NCTC 786) of which 

suitable culture shall be obtained from the Director, Central Drugs Laboratory, Calcutta. This 
culture is maintained by weekly subculture on a nutrient agar slope (made by dissolving 2.5 
per cent Agar Agar (Bacteriological grade) in broth prepared as above), incubating the 
subculture for 24 hours at 37OC and then storing in refrigerator at a temperature below 22oC. 
For the purpose of the test a little the growth from the most recent subculture in nutrient agar 
slope is placed in tube of R.W. broth and incubated for 23 hours at 38oC.  A standard loopful 
is then transferred to a second tube and incubated as before. This is done at least three times 
before a test is carried out. Sub-cutting in broth is limited to 14 days. 

 
(c) Standard phenol: 5 per cent W/V solution in sterile distilled water of chemically pure 

phenol having a crystallizing point of not less than 40.5oC is prepared. Test dilutions are 
prepared from this stock solution containing 1 g of phenol in each 95, 100, 105, 115 ml of the 
solution made. These dilutions shall be used within a week of preparation. 

 
(d) Test dilutions of Disinfectant (sample)- The sample is prepared as described under 

“Preparation of samples”. A test portion of 5 ml is withdrawn and discharged into about 480 
ml of sterile distilled water in a 500ml glass stoppered sterile measuring cylinder and the 
pipette is rinsed three times or more in the clear liquid. The whole is then made up to 500ml 
with sterile distilled water, the cylinder is stoppered and the contents thoroughly mixed by 
inverting the cylinder several time. Suitable test dilutions in sterile distilled water are then 
immediately prepared from this stock solution. 

 
Procedure: 5 ml of 4 chosen dilutions of the disinfectant are placed in 4 medication tubes 

which are than placed in a rack provided with water bath maintained at a constant temperature 
between 17oC and 19 oC, with the strongest dilution on the left. The fifth medication tube 
containing 5 ml of the particular phenol dilution is placed on the right. When the content on 
the medication tubes and broth culture of the test organism have reached the temperature of 
the water bath, starting at Zero time, 0.2 ml of the culture is added to the left hand medication 
tube and the tube is shaken gently. After 30 seconds the next tube is inoculated similarly and 
the process is repeated with each successive tube at intervals of 30 seconds until the phenol 
control has been inoculated. Thirty seconds after this last addition (that is 2-1/2 minutes from 
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zero) a loopful of the well-shaken content of the tube at the extreme left is withdrawn and 
placed in tube containing 5 ml of the broth medium. Thirty seconds after this similar 
operation is performed on the second medication tube. The procedure is repeated at an 
interval of 30 seconds with each of the 5 medication tubes working from left to right until 4 
sets of cultures have been made i.e. at 2-1/2, 5, 7-1/2 and 10 minutes respectively after 
exposure. In each withdrawal care should be taken to ensure that the loop is removed 
vertically from the surface of the liquid with its plane horizontally and without touching the 
side of the test tubes. The loop shall be sterilized by flaming between each operation, care 
being taken that the loop is cooled before being again used. The inoculated broth tubes are 
incubated for not less than 48 hours and not more than 72 hours at 37oC when the tubes 
showing growth of the test organisms will be recognized by turbidity of the broth. 

 
Calculation of Coefficient- The R.W. Coefficient is obtained by dividing that dilution of 

the disinfectant which shows life of test organism in 2-1/2 and 5 minutes but no life thereafter 
by that dilution of the phenol which gives the same response. 

 
A typical set of sample is given below: 

  Sample disinfectant         Time of exposures in minutes 
   Dilutions.                      _____________________________ 

                                                2½             5             7½        10         
    ____________________________________________________________________ 
 
  1: 1000            -       -               -           -       R.W.Coefficient  
                                                                                                                                    1200  = 12 
                                                                                                                                     100 
                       1: 1100                       +                 -               -           -                       

                      1:  1200            +       +            -   - 

  1: 1300            +       +            +           - 

                 Phenol control 

  1: 100                        +       +               -            - 
__________________________________________________________________________ 
                        (+ = growth                                                                     - = No growth) 
 

PART  II 
 

Provisions applicable to other disinfectant fluids: 
  

Disinfectant fluids which are made with chemicals other than those specified under Part I 
of this Schedule shall conform to the formula or list of ingredients shown on the label. 
 



 547

Labelling :  Subject to the provisions of rules on labeling, the label of container shall 
state- 

(i) the name of product 

(ii) the name and full address of the manufacturer; 

(iii) the full formula or list of ingredients of the preparation; 

(iv) date of manufacture; 

(v) date up to which the product can be used; 

(vi) quantity present in the container, and 

(vii) indications and mode of use. 
 

Cautionary note: 

 Mercury compounds shall be strictly excluded from all grades.] 
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*[SCHEDULE P 

[See Rule 96] 
 

LIFE PERIOD OF DRUGS 
 
Sl. 
No. 

Name of the drug Period in months (unless 
otherwise specified) 
between date of 
manufacture and date of 
expiry which the labeled 
potency period of the 
drug shall not exceed 
under the conditions of 
storage specified in 
Column No.4. 
 

Condition of storage 

1                 2                3               4 
ANTIBIOTICS 
 1. Adramycin    30                     In a cool place 
 2. Ampicillin    36  In a cool place 
 3. Ampicillin Capsules    24   
 4. Ampicillin Dry Syrup    24   
 5. Ampicillin Injection    24   
 6. Ampicillin Sodium    36  In a cool place 
 7. Ampicillin Trihydrate    30     In a cool place 
 8. Amoxycillin rihydrate     36  In a cool place 
 9 Amoxycillin Trihydrate Capsules    24   
10. Amoxycillin Trihydrate Dry Syrup    18   
11. Bacitracin    18  In a cool place 
12. Bacitracin or Zinc Bacitracin Tablets    12   
13. Bacitracin Lozenges    12   
14. Carbenicillin Sodium Injection    24  At temperature not 

exceeding 5oC. 

15. Carbenicillin Sodium Powder    24  At temperature not 
exceeding  5oC. 

16. Cephalexin    24  In a cool place 
17. Chloramphenicol    60  In a cool place 
18. Chloramphenicol Capsules & Tablets    48   
19. Chloramphenicol Palmitate    48   
__________________________________________________________________________ 
* Subs. by G.O.I. Notification No. GSR 17(E) dt 7.1.1986 w.e.f. 7.1.1986  
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1                 2         3               4 
20. Chloramphenicol Palmitate Oral Suspension 36   
21. Chloramphenicol Eye drops 24   
22. Chloramphenicol Sodium Succinate Powder 48  In a cool palace 
23. Chloramphenicol Sodium Succinate Injection 36  In a cool place 
24 Chlortetracycline Hydrochloride 60  In a cool place 
25. Chlortetracycline Hydrochloride Capsules 60   
26. Chlortetracycline Hydrochloride Tablets 24   
27. Chlortetracycline Hydrochloride Ointment 24   
28. Cloxacillin (Oral) 36  In a cool place 
29. Cloxacillin Sodium (Injection Grade) 36  In a cool place 
30. Colistin Sulphate 60  Protected from light 
31. D-Cycloserine 48  In a cool place 
32. Dimethyl chlortetracycline Hydrochloride 48   
33. Dimethyl Chlortetracycline Hydrochloride 

Capsules. 
36   

34. Daunoblastin Injection. 36   
35. Doxycycline Hydrochloride 48  In a cool place 
36. Doxcycline Monohydrate 36  In a cool place 
37. Doxycyline Monohydrate for Oral Suspension. 24   
38. Doxycycline Monohydrate Capsules. 36   
39. Erythromycin Estolate 36  In a cool place 
40. Erythromycin Ethylsuccinate 60  In a cool place 
41. Erythromycin Oral Suspension 36   
42. Erythromycin Estolate for Oral Suspension 36   
43. Erythromycin Ethyl Succinate Tablet. 24   
44. Erythromycin Estolate Tablets 24   
45. Erythromycin Stearate 36  In a cool place 
46. Framycetin Sulphate 48  In a well closed contained 

with temperature not 
exceeding 30oC 

47. Framycetin Sulphate Eye drops 24  In a  well closed container 
with temperature not 
exceeding 30oC 

48. Framycetin Sulphate Ointment. 24  In a  well closed container 
with temperature not 
exceeding 30oC. 

49. Gentamycin Sulphate 60  In a cool place. 
50. Gentamycin Sulphate Injection 36   
51. Gramicidin 60  In a cool place 
52. Griseofulvin 48  In a cool place 
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1                 2    3               4 

53. Griseofulvin Tablets 36  
54. Kanamycin Sulphate Injection. 24  
55. Kanamycin Acid Sulphate Powder 48 In a cool place 
56. Mitomycin C 48 In a cool place 
57. Neomycin Sulphate. 48 In a cool place 
58. Nystatin 36 At  temperature not exceeding 5oC. 
59. Oleandomycin Phosphate sterile 24 In a cool place 
60. Oleandomycin Phosphate non sterile 36 In a cool place 
61. Oxytetracline Hydrochloride   36 In a cool place 
62. Oxytetracycline Hydrochloride Capsules. 36  
63. Oxytetracycline Hydrochloride Tablets 24  
64. Oxytetracycline Hydrochloride Injection 24  
65. Oxytetracycline Hydrochloride Ointment 36  
66. Penicillin Crystalline 36 In a cool place 
67. Penicillin Tablets 18 In a cool place 
68. Procaine Penicillin G 36 In a cool place 
69. Benzathin Penicillin G 48 In a cool place 
70. Potassium Phenoxy Methyl Penicillin 48 In a cool place 
71. Potassium Phenoxy Methyl PenicillinTablets 24  
72. Polymixin B Sulphate 48 In a cool place 
73. Polymixin B Sulphate Ointment or Powder 24 In a cool place 
74. Rifampicin 36 In a cool place 
75. Rifampicin Capsules *[36]  
76. Spramycin Base 24 In a cool place 
77. Strepromycin Injection. 36  
78. Streptomycin Ointment 24  
79. Streptomycin Tablets 24  
80. Streptomycin Sulphate 48 At temperature not exceeding 20oC 
81. Tetracycline Base 24 In a cool place 
82. Tetracycline Hydrochloride 36 In a cool place 
83. Tetracycline Hydrochloride Capsules 36  
84. Tetracycline Tablets 24  
85. Tyrothricin 60 In a cool place. 
 
VITAMINS. 
  1. Vitamin A Injection 24  
  2. Vitamin BI Injection 24  
  3. Thiamine Mononitrate Tablets 36  
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  1                 2    3               4 
  4. Thiamine Hydrochloride 48 In a well  closed container, protected from 

light, in a cool place. 
  5. Thiamine Mononitrate 48 In a well  closed container, protected from 

light, in a cool place. 
  6. Riboflavin  60 In a well  closed container, protected from 

light, in a cool place. 
  7. Riboflavin 5 Phosphate 24 In a well  closed container, protected from 

light, in a cool place. 
  8. Riboflavin Tablets 36  
  9. Vitamin B2 Injection 24  
10. Vitamin B6 60 In a well  closed container, protected from 

light, in a cool place. 
11. Vitamin B6 tablets 36  
12. Cyanacobalamin 48 In a well  closed container, protected from 

light, in a cool place. 
13. Hydroxycobalamin 48 In a well  closed container, protected from 

light, in a cool place. 
14. Vitamin B12 Injection 36  
15. Calcium Pantothenate 36 In a well  closed container, protected from 

light, in a cool place. 
16. Vitamin C Injection 24  
17. Calcium Pantothenate Tablets 36  
18. Vitamin C 48 In a well  closed container, protected from 

light, in a cool place. 
19. Vitamin D2 D3 36 In a well  closed container, protected from 

light, in a cool place. 
20. Vitamin E or E-Acetate 60 In a well  closed container, protected from 

light, in a cool place. 
21. Folic Acid 60 In a well  closed container, protected from 

light, in a cool place. 
22. Folic Acid Tablets 36  
23. Vitamin K 60 In a well  closed container, protected from 

light, in a cool place. 
24. Vitamin K Injection 36  
25. Niacinamide 60 In a well  closed container, protected from 

light, in a cool place. 
26. Niacinamide Tablets 36  
27. D-Panthenol 60 In a well  closed container, protected from 

light, in a cool place. 
 
1                 2  3               4 
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INSULIN PREPARATIONS 
  1. Globuline Zinc Insulin Injection 24 At temperature between 2oC and 8oC, 

must not be allowed to freeze. 
  2. Insulin Injection 24 At temperature between 2oC and 8oC, 

must not be allowed to freeze. 
  3. Insulin Zinc Suspension 24 At temperature between 2oC and 8oC, 

must not be allowed to freeze. 
  4. Isophane Insulin Injection. 24 At temperature between 2oC and 8oC, 

must not be allowed to freeze. 
*[5. Human Insulin Injection 30 At temperature between 2oC and 8oC, 

must not be allowed to freeze. 
NORMAL HUMAN PLASMA 
  1. Anti-Haemophillic Human Globulin 12 In a cool place 
  2. Dried Plasma 60 At temperature between 2oC and 8oC, 

must not be allowed to freeze. 
  3. Dried Normal Human Serum Albumin 60 At a temperature not exceeding 25oC 

  4. Frozen Plasma 24 In deep freeze 
  5. Liquid Plasma 24 In cold place 
  6. Liquid Normal Human Serum Albumin. 60 In cold place. 
**[7 Whole Human Blood- 

(a) Collected in ACD solution 
(b) Collection in CPDA solution. 

 
21days 
35days 

 
At temperature between 4oC and 6oC 
At temperature between 4oC and 6oC] 

SERA TOXIN AND TOXOID 
 
 1. Alum Precipitated Diphtheria Toxoid    24 In cold place. 
 2. Alum Precipitated Diphtheria and  

Tetanus toxoid and Pertusis 
vaccine combined 

   18 In cold place 

 3. Alum Precipitated Tetanus Toxoid    24 In a cold place 
 4. Aluminium Hydroxide  

Absorbed Diphtheria Toxoid 
   24 In a cold place. 

 5. Aluminium hydroxide Absorbed 
Diphtheria Tetanus Toxoid and 
Pertussis Vaccine combined. 

   18 In a cold place 

 
 
 
 
 
*Ins. by G.O.I. Notification No. GSR 215(E) dt 19.3.1999. 
** Sub. by  G.O.I. Notification No. GSR 626(E) dt 14.10.1991. 
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1                 2    3               4 

  6. Aluminium Phosphate Absorbed Diphtheria 
Toxoid. 

   24 In a cold place. 

  7. Aluminium Phosphate absorbed 
Diphtheria and Tetnus Toxoid 

   24 In a cold place. 

  8. Aluminium phosphate absorbed diphtheria 
Toxoid Tetanus Toxoid and 
Pertussis vaccine combined. 

   18 In cold place 

  9. Diagnostic Diphtheira Toxin (Schick Test)    12 In cold place 
10. Cobra venom in solution      3 Between 2oC and 5oC protected from 

light. 
11. Diphtheria Toxoid    24 In cold place 
12. Inactivted Diagnostic Diphtheria Toxin.    12 In cold place 
13. Liquid serum    12 Between 2oC and 10oC preferable at 

the lower limit.  
14. Lyophilised anti-snake venom serum    60  
15. Lyophilised Schick test Toxin and control    60  
16 .Old Tuberculin    60 In cold place 
17. Thrombin (Bovine origin)    36 In cold place. 
18. Tetanus Toxoid    24 In cold place 
19. Tuberculin PPD    60 In cold place 
 
OTHER VACCINES. 
 
 1. Alum precipitatd pertussis Vaccine.   18 In cold place 
 2. BCG Vaccine 14 days In cold place 
 3. Cholera Vaccine   18 In cold place 
 4. DHL Vaccine (for dog)   12 In cold place 
 5. Measles Vaccine   24 In cold place 
 6. Plague Vaccine   36 In cold place 
 7. Polio Vaccine   24 

    6 
    3 

When stored at minus 20oC 
When stored at Zero oC 
When stored at 4 oC 

8. Rabies vaccine     6 In cold place 
9. Typhoid vaccine   18 In cold place 
10. Typhoid and Para Typhoid Vaccine.   18 In cold place 
11. Typhoid Para Typhoid A and B vaccine.   18 In cold place 
12. Typhoid Para Typhoid A,B & C Vaccine   18 In cold place 
13. Typhoid Para Typhoid  A, B & C and 

Tetanus Vaccine. 
  18 In cold place 
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1                 2    3               4 
14. Typhus vaccine  12 In cold place 
15. Yellow Fever Vaccine  12 In cold place 
* [16 Anti-Rabies Vaccine (Cell Culture)  24 In cold place.] 
 
ANTITOXIN 
 
 (For serum extracted preparations)   
 20% Excess potency  12 In cold place 
 30% Excess potency  24 In cold place 
 40% Excess potency  36 In cold place 
 50% Excess potency (for enzyme 

preparations) 
 48 In cold place 

 5% Excess potency  12 In cold place 
 10% Excess potency  24 In cold place 

 15% Excess potency  36 In cold place 

 20% Excess Potency  48 In cold place 

 
MISCELLANEOUS DRUGS 
 
 1. Andrenaline for Injection.  12 In cold place. 
 2. Chorionic Gonadotrophin for  

Injection (Lyophilised) 
 36 At temperature not exceeding 20oC. 

 3. Corticotrophin  24 In cold place 
 4. Corticotrophin Lyophilised  36 In cold place 
 5. Heparin Injection  36 In a cool place. 
 6. Liquid Extract of Ergot  12 In cold place 
 7. Liver Extract Crude Injection.  24 In a cool place 
 8. Oxytocin Injection  24 In cold place 
 9. Paraldehyde Injection    6 In cool place protected from light. 
10. Pituitary Injection  24 In cold place. 
11. Vasopressin Injection.  24 In cold place. 
 
Note : (1) The term “cool place” means ‘place having a temperature between 10oC and 25oC. 
 (2) The term “cold place” means a place having a temperature not exceeding 8 oC. 
 (3) Capsules should be kept in a well-closed container at temperature not exceeding 30 oC. 
 (4) Wherever condition of storage is not specified in Column 4, it may be stored under 
         normal room temperature.] 
__________________________________________________________________________ 
*Ins. by G.O.I. Notification No. GSR 215(E) dt 19.3.1999. 
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*[SCHEDULE P-1 

[See Rule 105] 
 

PACK SIZES OF DRUGS 
 
Name of the Drug Dosage form Pack size 
             1                                                             2                                        3 

Albendazole Suspension 10ml 

Atenolol Tablets 14 

Anti-Haemmorhoidal Topicals Rectal Capsules 20 

Aspirin (Low-dose) Tablets 14 

Cholecalciferol or Ergocalciferol Granules 1 gm. Sachet 

Ciclopiroxolamine  Vaginal Cream 30 gms. 

Catalin Ophthalmic drops 15 ml 

Famotidine Tablets 14 

Glyceryl Trinitrate Spansules (Long Acting) 25 

Isosorbide Dinitrate Spansules (Long Action) 25 

Isoniazide Syrup 200 ml 

Ipecacuanha Syrup 10 ml 

Oral Rehydration Salt (ORS) Powder Pouches to be reconstituted 
to one litre in one pack or in 
5 unit does sachets in one 
pack. 

Piperazine Granules 5 gm. 

 Syrup 30 ml 

Pyrantel Pamoate Syrup 8 ml or 10 ml 

Potassium Chloride. Syrup 60 ml and 200 ml. 

Progestogen Qestrogen 
  (Combinations for Oral 
Contraception) 

Tablets 21 or 22 with or without 7 
placebo. 

______________________________________________________________________________ 
*  Ins. by G.O.I. Notification No. GSR 796(E) dt 1.10.1992 
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      Name of the Drug Dosage form Pack size 
                1          2      3 

Roxatidine Acetate Hydrochloride Tablets 14 

Vitamin A Oral Drops Drops 7.5 ml] 
1[Co-trimoxazole Suspension 50 ml 

Haloperidol Oral Solution 15 ml 

Loxapine Oral Liquid Concentrate 15 ml ] 

  
2SCHEDULE  Q 

[ See rules134 and 144] 
3[Part I] 

4[List of Dyes, colours and Pigments permitted to be used in Cosmetics and Soaps as given under 
IS : 4707 (Part I)-1988 as amended by the Bureau of Indian Standards].] 

 
Common name of the 
colour 

Colour 
Index 
Number 

Chemical name of the colour 

                 1                                     2                       3 
 
Guinea Green B 42085 Monosodium salt of 4-(N-ethyl-p-sulfobenzylamino) –

diphenylmethylone-(1-(N-ethyl-N-p-sulfoniumbenzyl)?  
2,5-cyclohexadienimine). 

Light Green SF 
Yellowish 

42095 Disodium salt of 4-[4 (N-ethyl-p-sulfo benzylamine)-
phenyl)-4-sulphoniumphenyl) methylene]-(2 (N-ethyl-N-
sulfobenzyl) ?  2,5-Cyclohexadienimine. 

Tartrazine. 19140 Trisodium salt of 3-carboxy-5-hydroxy-1-p-sulfophenyl-4-
p-sulfophenylazo-pyrazole. 

Sunset yellow FCF. 15985  Disodium salt of 1-p-sulfophenylazo-2- naphthol-6-
sulfonic acid. 

Ponceau 3R 16155  Disodium salts of a mixture of 1-alkyl- phenylazo-2-
napthol 3, 6-disulfonic acids. 

______________________________________________________________________________ 
1Ins. by G.O.I. Notification No. GSR 753(E) dt 4.11.1999  
2Ins. by G.O.I. Notification No. GSR 1183 dt 17.8.1964. 
3Renumbered as Part I by G.O.I. Notification No. GSR 11(E) dt 7.1.1991. 
4Subs. by G.O.I. Notification No. GSR 811(E) dt 14.11.1994. 
 
 
                 1                                     2                       3 
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Amarnath.    16185

  
Trisodium salt of 1-(4-sulfo-1- napthylazo) 2-naphthol 3, 6-
disulfonic acid. 

Erythrosine. 45430
  

Disodium salt of 9-0-carboxyphenyl-6- hydroxy 2,4,5, 7-
tetraiodo-3- isoxanthone. 

Ponceau SX. 14700 Disodium salt of 2-(5 sulfo-2, 4-xylyl- azo)-1-naphthol-4-
sulfonic acid. 

Brilliant Blue FCF 42090 Disodium salt of 4-(9-4-(N-ethyl-p-sulfobenzylamino)-
phenyl)-2-sulfonium phenyl)- methylene)-(1-(N-ethtl-N-p-
sulfobenzyl)-  ?  2, 5-cyclohexadienimine). 

Indigocarmine. 73015 Disodium  salt of 5,5’-indigotindisulfonic  acid. 

Wool Violet 5 BN (Acid 
violet 6B) 

42640 Monosodium salt of 4-(N-ethyl-p-sulfobenzylamino)-
phenyl)-(4-(N-ethyl-p-(sulfonium-benzylamine)-phenyl) 
methylene)-(N, N-dimethyl-?  2,5-cyclohexadienimine) 

Light Green SF Yellowish  
42095 

Calcium salt of 4-(4-(N-ethyl-p-sulfobenzylamino)-phenyl) 
(4-sulfonium-phenyl)methylene), (1-(N-ethyl-N-p-
sulfobenzyl)- ?   2,5-cyclohexadienimine). 

Alizarin Cyanine Green F 61570 Disodium salt of 1,4-bis (O-sulfo-p-toluino)anthraquinone) 

Quinazarine Green SS. 61565 1,4-bis-(p-Toluino)-anthraquinone 
Fast Green FCF. 42053 Disodium salt of 4-(4-(-ethyl-p-sulfobenzylamino)-phenyl) 

(4-hydroxy-2 sulphoniumphenyl) methylene)-(1-N-ethyl-
N-p-sulfobenzyl) ?   2,5, cyclohexadienimine). 

Acid Fast Green 42100 Monosodium salt of 4-(4-N-ethyl-p-sulfobenzylomino) 
phenyl)-(o-chlorophenyl)-methylene)- 1-(N-ethyl-N- p-
sulfonium-benzyl- ?  2,5, cyclohexadienimine). 

Pyranine Concentrated.
  

59040 Trisodium  salt of 10-hydroxy-,3,5,8-pyrene-trisulfonic 
acid. 

Quinoline Yellow WS. 47005 Disodium salt of disulfonic acid of 2-(2-Quinolyl)-1, 3-
indandione. 

Quinoline Yellow SS 47000 2-(2-quinolyl)-1, 3 indandiene. 
Poneceau 2 R. 16150

  
Disodium salt of 1 xylylazo-2-naphthol-3, 6-disulfonic 
acid. 

Lithol Rubin B.  15850
  

Monosodium salt of 4-(o-sulfo-p-tolylazo)3 hydroxy-2-
naphthoic acid. 

Lithol Rubin BCA 15850 Calcium salt of 4-(o-sulfo-p-tolylazo)-3-hydroxy-2-
naphthoic acid 
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                 1                                      2                       3 
 
Lake Red D. 15500 Monosodium salt of 1-0-carboxyphenylazo-2-

naphthol. 
Lake Red DBA 15500 Barium salt of 1-o-carboxyphenylazo-2-naphthol. 

Lake Road DCA. 15500 Calcium salt of 1-o-carboxyphenylazo-2-naphthol. 

Toney Red.  26100 I-p-phenylazophenylazo-2-naphthol. 
Oil Red OS.  26125 I-Xylylazoxylylazo-2-napththol 
.Tetrabromofluorescein 45380 2,4,5,7-Tetrabromo-3, 6-flurandiol. 
Eosin TS 45380 Disodium salt of 2,4,5,7-tetrabromo-9-0 

carboxyphenyl-6-hyroxy-3-isoxanthone. 
Eosin YSK. . 45380

  
Dipotassium salt of 2,4,5,7-tetrabromo-9-0 
carboxyphenyl-6-hyroxy-3-isoxanthone 

Tetrachlorofluorescein NA 45366 2,4,5,7- tetrachloro-S, 6-Fluorandiol 

Tetrachlorofluorescein K. 45366 Disodium salt of 9-0-carboxyphenyl-2,4,5,7-
tetrachloro-6-hydroxy-3-isoxanthose. 

Tetrachloro Tetrabromo floure 
scein 

45410
  

2,4,5,7-Tetrabromo-12,13,14,15-tetrachloro-3,6fluora-
ndiol. 

Phloxine B  45410 Disodium salt of 2,4,5,7-tetrabromo-9(3,4,5,6-tetra 
chloro-o-carboxyphenyl)-6-hydroxy-3-isoxanthone 

Bluish Orange T.R. 45457 1,4,5,8, 15-Pentabromo-2, 7-dicarboxy-3, 6-fluoran 
diol. 

Helindone Pink CN.  73360 5, 5-Dichloro-3, 3’ dimethyl-thio indigo 
Brilliant Lake Red R 15800

  
Calcium salt of 3-hydroxy-4-phenylazo-2-naphthoic 
acid. 

Deep Maroon (Fanchon 
Maroon) 

15880 Calcium salt of 4-(I-sulfo-2-naphthylzo (3- hydroxy-2-
naphtoic acid. 

Toluidine Red.. 12120 1-(o-Nitro-p-tolylazo)-2-naphthol. 
 

Flaming Red. 12085 I- (o-Chloro-p-nitrophenylazo)-2-naphthol 

Deep Red  (Maroon).  12350
  

3-Hydroxy-N- (m-nitrophenyl)-4-(o-nitro-p-tolylazo)-
2-naphthamide. 

Alba Red. 13058
  

o-(p,B,B-Dihydroxy-diethylamino)- phenylazo)-
benzoic acid. 

Orange G. 16230 Disodium  salt of 1-phenylazo-2-naphthol-6-8-
disulfonic acid. 
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                 1                                      2                       3 
 
Orange II  15510 Monosodium salt of 1-p-sulfophenylaxo-2-naphthol. 
Dichlorofluorescein 45365 4,5-Dichloro-3, 6-fluorandiol. 
Dichlorofluorescein. NA 45365 Disodium salt of 9-o-carboxyphenyl-4,5- dichloro-6-

hydroxy-3-isoxanthone 
Diiodofluorescein. 45425 4,5 –Diiodo-3, 6-fluorandiol 
Erythrosine Yellowish NA. 45425 Disodium salt of 9-o-carboxyphenyl-6- hydroxy-4, 5-

diiodo-3-isoxanthone. 
Erythrosine Yellowish K.  45425

  
Dipotassium salt of 9-o-carboxyphenyl-6-hydroxy-4, 
5-diiodo-3-isoxanthone. 

Erythrosine Yellowish NH 45425 Dipotassium salt of   9-o-carboxyphenyl-6-hydroxy-4, 
5-diiodo-3-isoxanthone 

Orange TR 45456 4,5, 15-Tribromo 2, 7-dicarboxy-3, 6- fluorandiol. 
Alizarin. 58000 1,2- Anthraquinonediol. 
Dibromodiiodofluorescein. 45371 4 ,5- Dibromo-2, 7-diiodo-3, 6-fluorandiol. 

Resorcin Brown. 20170
  

Monosodium salt of  4-p-sulfophenylazo-2(2) 4, 
xylylazo)-1, 3-resorcinol. 

Alphazurine FG. 42090
  

Diammonium salt of 4-(N-ethyl-p- sulfobenzyl) 
amine-phenyl) 2-sulfoniumphenyl. Methytlene (-1 (N 
ethyl-N-p-sulfobenzyl ? (2 ,5-cyclohexandienimine). 

Allarin Astro B. 1530 Monosodium salt of 1-methylamino-4-(o-sulfo-p-
toluino)-anthroquinone. 

Indigo.  73000 Indigotin. 
Patent Blue NA. . 42052

 
  

Monosodium salt of 4-(4- (N-ethyl- benzylamino)-
phenyl –5 hydroxy-4-sulfo-2-sulfoniumphenyl, 
methylene)- (N-ethyl-Benzyl- ?   2 5-cyclohexadie-
nimine). 

Patent Blue CA. 42052
  

Calcium salt of 4-(4- (N-ethyl- benzylamino)-phenyl –
5 hydroxy-4-sulfo-2-sulfoniumphenyl, methylene)- (N-
ethyl-N-benzyl- ?   2, 5-cyclohexadienimine). 

Curbrantherene Blue 69825 3- 3- Dichlorolindanthrene. 
Nibhihol Blue Black 20470 Disodium salt of 8-amino-7-p- nitrophenylazo 3-

phenylazo-1-naphthol-3, 6-disulfonic acid 
Alizurol purple SS. 60725 I-hydroxy-4-p-tolhuno-anthraquinone. 
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                 1                                     2                       3 
.Acid Red 89. 23910                        ---- 
Acid Red 97. . 22890                        ---- 
Acid Blue 1 42045                        ---- 
Food Blue 3 42045                        ---- 
Natural Orange 75480                        ---- 
Solvent Blues 4 44045                        ---- 
Solvent Yellow 18 12740                        ---- 
Food Yellow 18. 12740                        ---- 
Solvent Red 1.  12150                        ----  
Solvent Yellow 32.  48045                        ---- 
Fanchon Yellow  
(Hansa Yellow G).  

11680 (a) (o-Nitro-p-tolylazo) accetoacetanilide 

 1[Part II – List of Colours permitted to be used in Soaps. 
 
Phthalocyanine Blue 74160 (phthalocyninate (2--)  copper 

Iragalite Red CVPB Paste or 
Pigment Orange 5 

12075 1-(2,4-dinithro phenylazo-2-Naphthalenol. 

Citrus Red No.2. 12156 1-2(2,5-dimethoxy phenylazo) 2-naphthol. 
Rhodamine B 500 45170 3-ethochloride of 9-0 carboxy-ethenyl-6-diethylamino- 

3-ethylamine-3-isoxanthene. 
Aqueous Green Paste 74260 Polychloro copper Phthalocyanine. 

Pigment Yellow 3 11710 2-(4-Chloro-2-nitrophenyl)-azo-N-(-2-Chlorophenyl)-
3-Oxobutamide. 

Irgalite Carmine F-P Power or 
Pigments Red 5. 

12490 N-(5-Chloro-2, 4-dimethoxy-phenyl)-4-(CS-diathy-
lamine) Sulfonyl-2-methoxyphenyl)azo-3-hydroxy-2-
naphthalene carboxamide. 

Monolite Red 4R HV Paste or 
Pigment Red 7. 

12420 N-(4-Chloro-2-methylphenyl-4-(-4-Chloro-2-
methylphenyl) azo 3-hydroxy-2-naphthalenel 
Carboxamide. 

Oil Red No.1 or Solvent Red 
24 or Oil Red 3R. 

26105 4-0-Tolylazo-Toluidine azo 2-naphthalenol.] 

_____________________________________________________________________________ 
1 Ins. by G.O.I. Notification No. GSR 11(E) dt 7.1.1991.   
  

 



 561

 
1[SCHEDULE  R 
[See Rule 125] 

 
Standards for condoms made of rubber latex intended for single use and other mechanical 

contraceptives. 
 

I-Condoms  
 
 1. Description. -Condoms consist of cylindrical rubber sheaths with one end open. The 
open end shall terminate with an integral rim. The closed end may have a receptacle. They may be 
supplied rolled and shall be free from tackiness and shall be capable of being unrolled readily. 
 

2. Materials. - (1) Condoms shall be manufactured from good quality rubber latex and 
shall be free from embedded grit and shall be opaque or translucent prior to the application of 
dusting materials or lubricants;    

 
(2) The rubber latex, colours used and any dusting materials or lubricants applied to the 

condoms shall neither contain nor liberate substances which are known to have toxic or other 
harmful effects under normal conditions of use. Any dusting material or lubricant or colour used 
shall not have deleterious effect on the condoms or be harmful to the users. 

 
3. Procedure for sampling during production. - (1) Specimens constituting the test samples 

shall be taken at random successively from each quantum of production that is, from the quantity 
produced from the same finished rubber latex and under the same processing and finishing 
conditions of manufacture and samples from each quantum shall be tested separately to ascertain 
conformity of quantum with the specified requirements in accordance with the tests described in 
this Schedule. 

 
(2) (a) The number of samples drawn from each quantum shall be not less than 0.5 per cent 

of the number. 
 
(b) The number of samples drawn from each quantum shall be tested for Burst Volume and 

Pressure Test and Water Leakage Test in accordance with the method prescribed in 
paras 9 and 10 of this Schedule; 75 per cent of the samples drawn will be tested for 
Water Leakage Test and 25 per cent will be tested for Burst Volume and Pressure Test. 

 
(c) The number of test samples ‘N’ and the number of rejected samples ‘R’ from a 

sequence of production quanta shall be recorded in a register.  The cumulative total of 
test samples  

_____________________________________________________________________________ 
1Subs, by G.O.I. Notification No. GSR 495(E) dt 9.6.1995 



 562

‘N’ and the cumulative total of rejects ‘R’ from the test shall be recorded and the condoms shall be 
deemed to comply with the requirements if the cumulative total of rejects ‘R’ is not more than 
2[0.0025N+3 x v0.0025N] for Water Leakage Test, and 3[0.01N+3 x v0.01N] for Burst Volume 
and Pressure Test. 
  

(3) Each unit of 100 test samples shall be distributed for the various tests and follows: - 
 

25 for Burst Volume Pressure Test, and; 75 for Water Leakage Test 
 
 (4) Where the number of test samples is a multiple of 100 the distribution scale mentioned 
above shall be prorated. 
 
 (5) If the cumulative total sample rejected exceeds the number of allowables at any point 
in the sequence of quanta, the quantum at which this occurs shall be liable to rejection. The 
assessment of quality of further production quanta shall include all previous test results starting 
from quantum number 1 and approval of production shall be in suspense until the condition 
required by the scheme is again fulfilled. 
 
 (6) At least one sample shall be taken at random from each production quantum not 
exceeding 10,000 condoms and shall satisfy all requirements regarding dimensions as specified in 
paragraph 8 of this Schedule. 
 

4. Procedure for sampling and testing of finished products by a manufacturer- 
 
A. Water Leakage Test.- (1) Statistical sampling for quality control assessment of the 

finished product in respect of Water Leakage Test shall be done in accordance with the plan set 
out in Annexure 1 to this Schedule. 

 
(2) A test sample failing in the above test is to be considered as defective. If the cumulative 

total of rejects ‘R’ is found to be equal to or greater than the number shown against ‘R’ in 
Annexure-I, the batch or lot shall be declared as not of standard quality. 
 

B. Bursting Volume and Pressure Test.-  (1) Sample condoms shall be tested for Bursting 
Volume and Pressure Test. Statistical sampling for this test shall be done in accordance with the 
plan set out in Annexure III to this Schedule. 

 
Condoms shall not leak or burst at a volume of less than that specified or at a pressure less than 
1.0 kpa (gauge), when tested as per paragraph 9, both before and after oven conditioning as 
specified in annexure V. Bursting Volume minimum limit in litres shall be equal to  [mean 
condom width (mm)  2]   rounded to the nearest 0.5 litre. 
           151.8 
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 (2) A test sample failing in the above test is to be considered defective. If the cumulative 
total of rejects ‘R’ is found to be equal or greater than the number shown against ‘R’ in annexure 
III, the batch or lot shall be declared as not of standard quality. 
 
  C. Dimensions. -  At least 2 samples drawn from the lot or batch shall satisfy the 
requirements regarding Dimensions as specified in paragraph 8 of the Schedule. 

 
5. Procedure for sampling and testing of condoms by a purchaser.- 

       
A. Water Leakage Test.-  (1)  Statistical sampling of condoms by a purchaser for Water 

Leakage Test shall be done in accordance with the plan set out in annexure II to this Schedule; 
 (2) A test sample failing in the above test is to be considered as defective. If the 

cumulative total of rejects ‘R’ is found to be equal to or greater than the number shown against ‘R’ 
in the Annexure-II, the batch or lot shall be declared as not of standard quality. 

  
B.   Bursting Volume and Pressure Test.- Sample condoms shall be tested for Bursting 

Volume and Pressure Test. Statistical sampling for this test shall be done in accordance with the 
plan set out in Annexure III to this Schedule. If the cumulative total of rejects ‘R’ is found to be 
equal to or greater that the number shown against ‘R’ in Annexure III, the batch or lot shall be 
declared as not of standard quality. 
 
Condom shall not leak or burst at a volume of less than that specified or at a pressure less than 1.0 
kpa (gauge), when tested as specified in paragraph 9, both before and after oven conditioning as 
per specified in Annexure V. Bursting volume minimum limit in litres shall be equal  [mean 
condom   width (mm)  2] rounded to the nearest 0.5 litre. 

151.8   
Dimensions. -  At least two samples from the lot or batch shall satisfy the requirements 

regarding dimensions as specified in paragraph 8 of this Schedule. 
  

6. Sampling plan for a Drugs Inspector. - (1) Where an Inspector under the Act, desires to 
take for test samples from the premises of manufacturer or a distribution depot; twenty containers 
from each batch of production may be selected by him on a random basis and from each of this 
containers, five samples shall be taken. The hundred samples so selected shall be distributed for 
various tests as specified in paragraph 7 of this Schedule. In case the number of container is less 
than twenty, the number of samples to be taken from each container shall be proportionately 
increased. 

 
(2) Where an Inspector under the Act, desires to take samples from a sales premises, he 

shall take hundred samples from each batch of production in accordance with the procedure as 
specified in sub-paragraph (1). 

 
7. Sampled condoms drawn under sub-paragraph (1) shall be distributed for various tests 

as follows: - 
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 Two samples for thickness, length and width; 

 Forty-five samples for Water Leakage Test; 

 Forty-five samples for Bursting Volume and Pressure Test; and 

 Eight samples as reserve. 
 
The samples shall be declared as not of standard quality, if, - (i) the number of condoms 

found defective in the Water Leakage Test exceeds one; (ii) the number of condoms found 
defective in Bursting Volume and Pressure Test exceeds two; (iii) samples fail to conform to the 
requirements of dimensions as specified in paragraph 8 of this Schedule. 
 

8. Dimensions. -  (1) the length when unrolled (excluding teat) shall be not less than. - 

(i) 170mm 

(ii) 180 mm 
 

(2) The width of a condom which laid flat and measured at any point within 85 mm from 
the open end shall be, 

 
 (i) 49 ± 2mm for 170mm length 

(iii) 52 ± 2mm for 180mm length. 
 

(3) The single-wall thickness of a condom when measured at three points, one at 30 ± 
2mm from the open end, 30 ± 5mm from the close end excluding the reservoir tip and at the mid 
distance between these two point shall be from 0.045 mm to 0.075 mm. 
 
 NOTE 1. -  The single-wall thickness shall be determined with a suitable micrometer dial 
gauge graduated in intervals of 0.01 mm. 
 
 NOTE 2. -  Condoms shall, prior to the measurement of thickness, have the dusting 
powder or the lubricant or both removed by means of water or Isopropanol.  
 
 9. Bursting Volume and Pressure Test.- Determination of Bursting Volume and Pressure 
Test shall be done as specified in Annexure IV. 
 
 10. Water Leakage Test.- Unroll the condom and fit the open end on a suitable mount, the 
condom thus being suspended open end upwards. Fill it with 300ml water at room temperature 
and inspect it after a period of at least 1 minute for leakage up to 25mm from the open end  
because of distension of the condom the water does not extend to25mm from the open end. If raise 
the closed end until the water level reaches this distance.  After at least 1 minute, inspect the 
newly-wetted part of the condom for leakage. The condom shall be deemed to be defective if it 
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bursts during test or shows any evidence of leakage or seepage of micro-droplets or does not hold 
300ml water. 
 
 11. Quantity of Lubricant. -(1) The condoms shall be dressed with silicone lubricant. The 
quantity required on each individual condom should not be less than 200 mg and minimum 
viscosity shall be 200 centistokes. 
 
 (2) Lubricated condoms in individual foil packages shall be weighed on an Analytical 
Balance. Each condom shall be removed from its foil package and both condom and its foil 
package shall be washed in denatured ethanol or isopropanol, dried and then weighed again. All 
weights shall be recorded to the nearest milligram (mg.). Compliance with the requirement shall 
be determined by subtracting the weight of the washed and dried condom and its foil package from 
the weight of sample condom in individual foil package prior to the removal of lubricant. Washing 
and drying may be required upto a total of four times if the lubricant quantity is less than the 
required minimum. 
 
 (3) At least thirteen samples shall be drawn from the lot or batch and the samples shall 
satisfy the requirements regarding the quantity of lubricant. 
 
 12. Colour Fastness.-  Not less than ten samples taken at random from each batch of 
coloured condoms shall pass the following test for colour fastness, namely :- 
  
 Thoroughly wet inside and outside of the condom with distilled water. Make no attempt to 
remove any dusting material or lubricant. Wrap the wet condom in white absorbent paper so that 
the largest possible surface area of the condom is in contact with the paper and seal the whole in a 
suitable container to prevent loss of moisture. Allow the container and its contents to stand for 16 
hours to 24 hours at room temperature. After removing the absorbent paper from the container, 
examine it visually the natural daylight for any indication of staining. No part of the absorbent 
paper shall be stained. If there is any indication of staining of the absorbent paper by any colouring 
agent present in any of the condoms or any dusting material or lubricant, the entire batch shall be 
declared to be not of standard quality. 
 
 13. Labelling, packing and storage. - (1) The condoms shall be individually wrapped and 
sealed in laminates containing at least eight microns of aluminium foil. The individual condom 
shall be packed in square (non-squeeze condition) / rectangular aluminium foil. The packing shall 
protect the condoms from contamination and mechanical damage.  The smallest packing offered to 
the consumer shall bear a clear permanent marking with the following particulars, namely: - 

(i) Manufacturer’s name and address and the trade name of the condoms, if 
any; 

(ii) Batch number; 
(iii) Date of manufacture (Month and year only); 
(iv) Date of expiry (Month and year only) which shall not be more than thirty-

six months from the date of manufacture; 
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(v) The words “For single use only” 
 

 (2) The condoms shall be stored in a cool dry place away from heat and direct sunlight. 

 14. Integrity of individual package seals. -  Sample condoms in individual packages shall 
be placed in a sealed, transparent container (such as a laboratory Bell jar) and subjected to vacuum 
of 50± 10 kpa (gauge) for a period one minute. 
 
 Condom packages that do not inflate or remain inflated for the period of the test shall be 
deemed non-compliers. In doubtful cases, the test may be repeated, and both the inflation and 
deflation of packages may be observed on application and removal of vacuum. An AQL of 2.5 per 
cent will be applied in assessing the results of this test. Thirty-two samples of condoms for a batch 
size less than 5 lakhs and fifty samples of condoms for batch size more than 5 lakhs shall be tested 
for integrity test of individual package seals and compliance limit or acceptance number shall be 
not more than two or three condoms respectively. 
 

II- Other Mechanical Contraceptive 
 

15. Standards for other mechanical contraceptive - Standards for ‘Copper T’ and ‘Tubal 
Ring’ shall be as laid down in Annexure VI. 
 

*[ANNEXURE  I 

[See Paragraph 4-A] 

Sampling Plan for Quantity Control of Condoms at Manufacturer’s Level. 

 
BATCH SIZE: 35,001 TO 1.5 LAKH. 

Single Sampling Plan. 
Sample Size 200:                                                                                   AQL    -    0.25 
                                                                                                               AC       -    1 
                                                                                                                R         -    2 
                                                BATCH SIZE:  150001 TO 5 LAKHS 
Single Sampling Plan. 
Sample Size 315 :                     AQL     -    0.25 
                                                                                                               AC       -    2 
                                                                                                                R         -    3 

 
 
 
 

* Annexures I to III subs. by G.O.I. Notification No. GSR 353(E) dt 26-4-2000. 
 

 



 567

 
                                      BATCH SIZE: OVER 5 LAKHS 

 
Single Sampling Plan. 
Sample Size 500:                     AQL     -     0.25 
                                                                                                               AC       -     3 
                                                                                                                R         -      4 
 
Note :  AQL denotes Acceptance Quality Level; 

 AC denotes Acceptance Number i.e. the maximum allowable number of defectives 
 for acceptance of the Batch; and 
 R denotes Rejection Number i.e., the minimum number of defectives for rejection  
 of the Batch. 

 
ANNEDURE  II 

[See Paragraph 5-A] 

Sampling Plan for Quality Control of Condoms at Purchaser’s Level. 

BATCH SIZE: 35,001 TO 1.5 LAKHS 
Single Sampling Plan. 
Sample Size 200:         AQL     -     0.25 
                                                                                                   AC       -     1 
                                                                                                   R          -    2 
 

BATCH SIZE : 15,001 TO 5 LAKHS 
Single Sampling Plan. 
Sample Size 315:         AQL     -     0.25 
                                                                                                   AC       -      2 
                                                                                                   R          -      3 

BATCH SIZE : OVER 5 LAKHS 
Single Sampling Plan. 
Sample Size 500:         AQL     -      0.25 
                                                                                                   AC        -      3 
                                                                                                   R          -       4 
 
 Note: AQL denotes Acceptance Quality Level; 
    AC denotes Acceptance Number i.e. the maximum allowable number of defectives 

       for acceptance of the Batch; and 
R    denotes Rejection Number i.e., the minimum number of defectives for rejection  
       of the Batch. 
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ANNEXURE  III 

[See Paragraph 4-B and 5-B] 

Sampling Plan for Bursting Volume and Pressure Test. 

 
BATCH SIZE: 35,001 TO 1.5 LAKH. 

Single Sampling Plan. 
Sample Size 200:                                                                                   AQL     -     1.5 
                                                                                                               AC        -     7 
                                                                                                               R           -     8 
                                                BATCH SIZE:  150001 TO 5 LAKHS 
Single Sampling Plan. 
Sample Size 315:                     AQL      -     1.5 
                                                                                                               AC        -     10 
                                                                                                               R           -     11 

                                    BATCH SIZE: OVER 5 LAKHS 
Single Sampling Plan. 
Sample Size 500:                     AQL      -     1.5 
                                                                                                               AC         -    14 
                                                                                                               R            -    15 
 Note : AQL denotes Acceptance Quality Level; 

AC  denotes Acceptance Number i.e. the maximum allowable number of defectives 
       for acceptance of the Batch; and 
R    denotes Rejection Number i.e., the minimum number of defectives for rejection  

                              of the Batch.] 
 

ANNEXURE  IV 

(See Paragraph 9) 
Determination of Bursting Volume and Pressure. 

 
1. Principle. -  Inflation of constant length of the condom with air and recording the 

volume and pressure at the moment of bursting. 
 
2. Apparatus. - (1) Apparatus suitable for inflating the condom with clean air at a 

specified rate and provided with equipment for measuring volume and pressure. 
 
(2) Suitable mount for fitting the condoms to the apparatus as shown in the figure annexed. 
 
(3)  Rod, 140mm in length having a smooth sphere 20 mm in diameter at its top (see the 

figure) for hanging the unrolled condom when fixed to the apparatus. 
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3. Procedure. - (1) Unroll the condom, hang it on the rod (2.3), affix to the mount (2.2) 

and inflate with air at a rate of 0.4 to 0.5 litre/sec. (24 to 30 litres/min) 
 
(2)  Measure and note the Bursting Volume, in litres rounded to the nearest 0.5 litre and the 

bursting pressure, in kilopascals rounded to the nea5rest 0.1 kpa. 
 
4. Test report. -  The test report shall include the following particulars. 

(a) the identification of the sample, 
(b) the Bursting Volume and Bursting Pressure of each tested condom; 
(c) the date of testing. 
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ANNEXURE  V 

[See Paragraphs 4(B) and 5 (B) 

Oven Conditioning 
 

1. Principle of the Method. -  The test consists in subjecting test samples to controlled 
deterioration by air at an elevated temperature and at atmospheric pressure after which Burst 
Volume and Pressure limits are measured. 

 
2. Apparatus. -  The air oven shall be of such a size that the total volume of the test 

samples does not exceed 10 per cent of the free air space of the oven. Provision shall be made for 
slow circulation of air in the oven of not less than three changes and not more than ten changes per 
hour. The temperature of the over shall be thermostatically controlled so that the test samples are 
kept within ± 2 oC of the specified ageing temperature. A thermometer shall be placed near the 
center of the ageing test samples to record the actual ageing temperature. 

Note: - Copper or Copper alloys shall not be used for the material of construction of the 
oven prescribed. 

 
3. Test sample. -  The foil laminations of individual packages should remain intact 

throughout all laboratory handling including over conditioning.  

4. Temperature of the oven – Maintain the over at 70 ± 2 oC. 

5. Duration of test. -  96 hours. 

6. Procedure. -  Condition the requisite number of unopened packages of rubber condoms 
in the oven at 70 ± 2 oC for 96 hours. After heating, keep the packages at 23  ± 5 oC for at least 12 
hours but not more than 96 hours. Open the packages and examine conditioned condoms for 
thickness, brittleness, or other signs of deterioration. Within 96 hours but not sooner than 12 hours 
after conditioning, do the Bursting Volume and Pressure Test as described in this Schedule. 

ANNEXURE  VI 

(See Paragraph 15) 
 
 1. Standards for Copper T (200B) (IS-12418 (part 4)-1991-UDC 615.477.87. - 
Contraceptive Device Copper T (200B) shall conform to the Indian Standards laid down from time 
to time b the Bureau of Indian Standards. 
 
 2. Standards for Contraceptive Tubal Ring (IS 13009 : 1990-UDC 615.472.6 : 611.656).-  
Contraceptive Device Tubal Ring shall conform to the Indian Standards laid down from time to 
time by the Bureau of Indian Standards.] 
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1[SCHEDULE  R-1 

(See Rules 109-A and 125-A) 
 
 The following medical device shall conform to the Indian Standards specification laid 
down from time to time by the Bureau of Indian Standards: - 

 (1)  Sterile Disposable Perfusion sets for single use only (Sections 2 and 3 of item 1 of IS 
9824:1981 read with Amendment number 1). 

 (2) Sterile Disposable Hypodermic Syringes for single use only (IS 10258 : 1982). 

 (3) Sterile Disposable Hypodermic Needles for single use only 9IS 10654 : 1991)] 

2[SCHEDULE  S 

[See Rule 150-A] 

STANDARDS FOR COSMETICS 

 Standards for cosmetics in finished form.-  The following cosmetics in finished form shall 
conform to the Indian Standards specifications laid down from time to time by the 3[Bureau of 
Indian Standards (BIS)]. 
 

   1. Skin Powders 
   2. Skin Powder for infants 
   3. Tooth Powder 
   4. Toothpaste 
   5. Skin Creams 
   6. Hair Oils 
   7. Shampoo, Soap-based 
   8. Shampoo, Synthetic-Detergent based 
   9. Hair Creams 
  10. Oxidation hair dyes, Liquid 
  11. Cologne.] 
3[12 Nail Polish (Nail Enamel) 
   13. After Shave Lotion 
  14.  Pomades and Brilliantines 
  15. Depliatories chemicals 

 

 

1Ins. by G.O.I. Notification No. GSR 510(E) dt 26.7.1982. 
2 Subs. by G.O.I. Notification No. GSR 673(E) dt 27.10.1993. 
3Added by G.O.I. Notification No. GSR 731(E) dt 28.8.1990 
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  16 Shaving Creams 
  17. Cosmetic Pencils 
  18. Lipstick] 
1[19. Toilet Soap 
   20. Liquid Toilet Soap 
   21. Baby Toilet Soap 
   22. Shaving Soap 
   23. Transparent Toilet Soap] 
2[24. Lipsalve IS:10284 
   25. Powder Hair Dye IS: 10350 
   26. Bindi (Liquid) IS: 10998 
   27. Kum Kum Powde IS: 10999 
   28. Henna Powder IS: 11142] 

 
3SCHEDULE  T 

[See Rule 157] 

GOOD  MANUFACTURING  PRACTICES  FOR  AYURVEDIC, 
SIDDHA AND UNANI MEDICINES. 

 
The Good Manufacturing Practices (GMP) are prescribed as follows in Part I and Part II to 

ensure: -  
i)  raw materials used in the manufacture of drugs are authentic, of prescribed quality and 

are free from contamination; 
ii) the manufacturing process is as has been prescribed to maintain the standards; 
iii) adequate quality control measures are adopted; 
iv) the manufactured drug which is released for sale is of acceptable quality; 
v) to achieve the objectives listed above, each licensee shall evolve methodology and 

procedures for following the prescribed process of manufacture of drugs which should be 
documented as a manual  and kept for reference and inspection.  However, under IMCC 
Act 1970 registered Vaidyas, Siddhas and Hakeems who prepare medicines on their own 
to dispense to their patients and not selling such drugs in the market are exempted from 
the purview of Good Manufacturing Practices (GMP). 

PART  I 

GOOD MANUFACTURING PRACTICES 
 
Factory Premises: 
 The manufacturing plant should have adequate space for: - 
____________________________________________________________________________ 
1Ins. by G.O.I. Notification No. GSR 673(E) dt 27.10.1993. 
2Ins. by G.O.I. Notification No. GSR 553(E) dt 20.7.1995. 
3 Sub. By G.O.I. Notification No. GSR 198(E) dt 07.3.2003. 
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 (i) receiving and storing raw material; 
 (ii) manufacturing process areas; 
 (iii)Quality control section; 
 (iv) finished goods store; 
 (v) office; 
 (vi) rejected goods/drugs store. 

 
  1.1.General Requirements: 
 

1.1(A) Location and surroundings. -  The factory building for manufacture of Ayurveda, 
Siddha and Unani medicines shall be so situated and shall have such construction as to avoid 
contamination from open sewerage, drain, public lavatory for any factory which produces 
disagreeable or obnoxious odour or fumes or excessive soot, dust and smoke.  

 
1.1(B) Buildings. -  The buildings used for factory shall be such as to permit production of 

drugs under hygienic conditions and should be free from cobwebs and insects/rodents. It should 
have adequate provision of light and ventilation. The floor and the walls should not be damp or 
moist. The premises used for manufacturing, processing, packaging and labeling will be in 
conformity with the provisions of the Factory Act. It shall be located so as to be: 
 

(I) Compatible with other manufacturing operations that may be carried out in the 
same or adjacent premises. 

(II) Adequately provided with working space to allow orderly and logical placement of 
equipment and materials to avoid the risk of mix up between different drugs or 
components thereof and control the possibility of cross contamination by other 
drugs or substances and avoid the risk of omission of any manufacturing or control 
step. 

(III) Designed, constructed and maintained to prevent entry of insects and rodents. 
Interior surface (walls, floors and ceilings) shall be smooth and free from cracks 
and permit easy cleaning and disinfection. The walls of the room in which the 
manufacturing operations are carried out shall be impervious to and be capable of 
being kept clean. The flooring shall be smooth and even and shall be such as not to 
permit retention or accumulation of dust or waste products. 

(IV) Provided with proper drainage system in the processing area. The sanitary fittings 
and electrical fixtures in the manufacturing area shall be proper and safe. 

(V)  Furnace/Bhatti section could be covered with tin roof and proper ventilation, but 
sufficient care should be taken to prevent flies and dust. 

(VI) There should be fire safety measures and proper exits should be there. 
(VII) Drying Space: - There should be separate space for drying of raw materials, in 

process medicine or medicines require drying before packing. This space will be 
protected from flies/ insects/ dust etc., by proper flooring, wire mesh window, glass 
panels or other material. 
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 1.1(C) Water Supply. -  The water used in manufacture shall be pure and of potable 
quality. Adequate provision of water for washing the premises shall be made. 
 
 1.1(D) Disposable of Waste. -  From the manufacturing section and laboratories the waste 
water and the residues which might be prejudicial to the workers or public health shall be disposed 
off. . 
 
 1.1(E) Container’s Cleaning. -  In factories where operations involving the use of 
containers such as glass bottles, vials and jars are conducted, there shall be adequate arrangements 
separated from the manufacturing operations for washing, cleaning and drying of such containers. 
 
 1.1(F) Stores. -  Storage should have proper ventilation and shall be free from dampness. 
It should provide independent  adequate space for storage of different types of material, such as 
raw material, packaging material and finished products. 
 
 1.1. (F)(A) Raw Materials. - All raw materials procured for manufacturing will be stored in 
the raw materials store. The manufacture based on the experience and the characteristics of the 
particular raw material used in Ayurveda, Siddha and Unani system shall decide the use of 
appropriate containers which would protect the quality of raw materials as well as prevent it from 
damage due to dampness, microbiological contamination or rodent and insect infestation, etc. If 
certain raw materials require such controlled environmental conditions, the raw materials stores 
may be sub-divided with proper enclosures to provide such conditions by suitable cabinization. 
While designing such containers, cupboard or areas in the raw materials store, care may be taken 
to handle the following different categories of raw materials:- 
 

1. Raw material of metallic origin. 
2. Raw material of mineral origin 
3. Raw material from animal source 
4. Fresh Herbs 
5. Dry Herbs or Plant parts 
6. Excipients etc 
7. Volatile oils/perfumes and flavours 
8. Plant  concentrates/ extracts and exudates/resins. 

 
Each container used for raw material storage shall be properly identified with the label 

which indicates name of the raw material, source of supply and will also clearly state the status of 
raw material such as ‘UNDER TEST’ or ‘APPROVED’ or  ‘REJECTED’.  The labels shall 
further indicate the identity of the particular supply in the form of Batch No. or Lot No. and the 
date of receipt of the consignment. 
 
 All the raw materials shall be sampled and got tested either by the in-house Ayurvedic, 
Siddha and Unani experts (Quality control technical person) or by the laboratories approved by the 
Government and shall be used only on approval after verifying. The rejected raw material should 
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be removed from other raw material store and should be kept in separate room. Procedure of ‘First 
in first out’ should be adopted for raw materials wherever necessary. Records of the receipt, 
testing and approval or rejection and use of raw material shall be maintained. 
 
 1.1. (F)(B) Packing Materials. -  All packaging materials such as bottles, jars, capsules etc. 
shall be stored properly. All containers and closure shall be adequately cleaned and dried before 
packing the products. 
 
 1.1. (F)(C) Finished Goods Stores. -  The finished goods transferred from the production 
area after proper packaging shall be stored in the finished goods stores within an area marked 
“Quarantine”. After the quality control laboratory and the experts have checked the correctness of 
finished goods with reference to its packing/labeling as well as finished product quality as 
prescribed, then it will be moved to “Approved Finished Goods Stock” area. Only approved 
finished goods shall be dispatched as per marketing requirements. Distribution records shall be 
maintained as required. 
 
 If any Ayurvedic, Siddha and Unani drug needs special storage conditions, finished goods 
store shall provide necessary environmental requirements. 
  
 1.1(G) Working space. - The manufacturing area shall provide adequate space 
(manufacture and quality control) for orderly placement of equipment and material used in any of 
the operations for which these employed so as to facilitate easy and safe working and to minimize 
or to eliminate any risk of mix-up between different drugs, raw materials and to prevent the 
possibility of cross contamination of one drug by another drug that is manufactured, stored or 
handled in the same premises. 

 1.1(H)  Health Clothing, Sanitation and Hygiene of Workers.- All workers employed in the 
Factory shall be free from contagious diseases. The clothing of the workers shall consist of proper 
uniform suitable to the nature of work and the climate and shall be clean. The uniform shall also 
include cloth or synthetic covering for hands, feet and head wherever required. Adequate facilities 
for personal cleanliness such as clean towels, soap and scrubbing brushes shall be provided. 
Separate provision shall be made for lavatories to be used by men and women, and such lavatories 
shall be located at places separated from the processing rooms. Workers will also be provided 
facilities for changing their clothes and to keep their personal belongings. 

 1.1. (I) Medical Services: The manufacturer shall also provide:- 

  (a)  Adequate facilities for first aid; 

(b) Medical examination of workers at the time of employment and periodical 
check up thereafter by a physician once a year, with particular attention being 
devoted to freedom from infections. Records thereof shall be maintained. 
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1.1(J) Machinery and Equipments. -  For carrying out manufacturing depending on the size 
of operation and the nature of product manufactured, suitable equipment either manually operated 
or operated semi-automatically (Electrical or steam based) or fully automatic machinery shall be 
made available. These may include machines for use in the process of manufacture such as 
crushing, grinding powdering, boiling, mashing, burning, roasting, filtering, drying, filling, 
labeling and packing etc. to ensure case in movement of workers and orderliness in operation a 
suitably adequate space will be ensured between two machines or rows of machines. These 
equipments have to be properly installed and maintained with proper cleaning. List of equipments 
and machinery recommended is indicated in Part II A. 

Proper Standard Operational Procedures (SOPs) for cleaning, maintaining and performance 
of every machine should be laid down. 
 
 1.1(K) Batch Manufacturing Records. -  The licencee shall maintain batch manufacturing 
record of each  batch of Ayurvedic, Siddha and Unani drugs manufactured irrespective of the type 
of product manufactured (classical preparation or patent and proprietary medicines). 
Manufacturing records are required to provide an account of the list of raw materials and their 
quantities obtained from the store, tests conducted during the various stages of manufacture like 
taste, colour, physical characteristics and chemical tests as may be necessary or indicated in the 
approved books of Ayurveda, Siddha and Unani mentioned in the First Schedule of the Drugs and 
Cosmetics Act, 1940 (23 of 19400. These tests may include any in-house or pharmacopoeial test 
adopted by the manufacturer in the raw material or in the process material and in the finished 
product. These records shall be duly signed by Production and Quality Control Personnel 
respectively.  Details of transfer of manufactured drug to the finished products store including 
dates and quantity of drugs transferred along with record of testing of the finished product, if any, 
and packaging, records shall be maintained. Only after the manufactured drugs have been verified 
and accepted quality shall be allowed to be cleared for sale. 
 
 It should be essential to maintain the record of date, manpower, machine and equipments 
used and to keep in process record of various shodhana, Bhavana, burning and fire and specific 
grindings in terms of internal use. 
 
 1.1(L)  Distribution Records. -  Records of sale and distribution of each batch of Ayurveda, 
Siddha and Unai Drugs shall be maintained in order to facilitate prompt and complete recall of the 
batch, if necessary.The duration of record keeping should be the date of expiry of the batch. 
Ceertain category of Ayurvedic, siddha and Unani medicines like Bhasma, Rasa, Kupi-pakva, 
Parpati, Sindura, Karpu/uppu/puram, kushta, Asava-arishta etc. do not have expiry date in contrast 
their efficiency increases with the passage of time. Hence, records need be maintained upto five 
years of the exhausting of stock. 
 

1.1(M) Record of Market Complaints. -   Manufacturers shall maintain a register to record 
all reports of market complaints received regarding the products sold in the market. The 
manufacturer shall enter all data received on such market complaints, investigations carried out by 
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the manufacturers regarding the complaint as well as any corrective action initiated to prevent 
recurrence of such market complaints shall also be recorded. Once in a period of six months the 
manufacturer shall submit the record of such complaints to the licensing authority. The Register 
shall also be available for inspection during any inspection of the premises. 
 
 Records of any adverse reaction resulting from the use of Ayurvedic, Siddha and Unani 
drugs shall also be maintained in a separate register by each manufacturer. The manufacturer shall 
investigate any of the adverse reaction to find if the same is due to any defect in the product, and 
whether such reactions are already reported in the literature or it is a new observation. 
 
 1.1(N)  Quality Control. -   Every licensee is required to provide facility for quality control 
section in his own premises or through Government approved testing laboratory. The test shall be 
as per the Auurveda, Siddha and Unani pharmacopoeial standard. Where the tests are not 
available, the test should be performed according to the manufacturers specification or other 
information available. The quality control section shall verify all the raw materials, monitor in 
process, quality checks and control the quality of finished product being released to finished goods 
store/warehouse. Preferably for such Quality control there will be a separate expert. The quality 
control section shall have the following facilities: - 
 

1) There should be 150 sq. feet area for quality control section. 
2) For identification of raw drugs, reference books and reference samples should be 

maintained. 
3) Manufacturing record should be maintained for the various processes. 
4) To verify the finished products, controlled samples of finished products of each 

batch will be kept for 3 years. 
5) To supervise and monitor adequacy of conditions under which raw materials, semi-

finished products and finished products are stored. 
6) Keep record in establishing shelf life and storage requirements for the drugs. 
7) Manufacturers who are manufacturing patent proprietary Ayurveda Siddha, and 

Unani medicines shall provide their own specification and control reference in 
respect of such formulated drugs. 

8) The record of specific method and procedure of preparation, that is, “Bhavana”, 
“Mardana” and “Puta” and the record of every process carried out by the 
manufacturer shall be maintained. 

9) The standards for identity, purity and strength as given in respective 
pharmacopoeias of Ayurveda, Siddha and Unani systems of medicines published 
by Government of India shall be complied with. 

10) All raw materials will be monitored for fungal, bacterial contamination with a view 
to minimize such contamination. 

 
11) Quality control section will have a minimum of: 
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(i) One person with  Ayurveda /Siddha/ Unani qualification recognized under Schedule II 
of Indian Medicine Central Council Act, 1970 (84 of 1970). Two other persons one each with 
Bachelor qualification in Botony/ Chemistry/ Pharmacy could be on part time or contractual basis.  

 
(ii) The manufacturing unit shall have a quality control section as explained under Section 

35(ii). Alternatively, these quality control provisions will be met by getting testing etc., from a 
recognized laboratory for Ayuveda, Siddha and Unani drugs; under Rule 160-A of the Drugs and 
Cosmetics Act. The manufacturing company will maintain all the record of various tests got done 
from outside recognized laboratory. 
 

(iii)List of equipments recommended is indicated in Part II C. 
 

1.2. Requirement for Sterile Product: 
.2(A) Manufacturing Areas: For the manufacture of sterile Ayurvedic, Unani and Siddha 

drugs, separate enclosed areas specifically designated for the purpose shall be provided. These 
areas shall be provided with air locks for entry and shall be essentially dust free and ventilated 
with an air supply. For all areas where aseptic manufacture has to be carried out, air supply shall 
be filtered through bacteria retaining filters (HEPA Filters) and shall be at a pressure higher than 
in the adjacent areas. The filters shall be checked for performance on installation and periodically 
thereafter the record of checks shall be maintained. All the surfaces in sterile manufacturing areas 
shall be designed to facilitate cleaning and disinfection. For sterile manufacturing routine 
microbial counts of all Ayurvedic, Siddha and Unani drug manufacturing areas shall be carried out 
during operations. Results of such count shall be checked against established in-house standards 
and record maintained. 
  

Access to manufacturing areas shall be restricted to minimum number of authorized 
personnel. Special procedure to be followed for entering and leaving the manufacturing areas shall 
be written down and displayed. 
 

For the manufacturing of Ayurvedic, Siddha and Unani drug that can be sterilized in their 
final containers, the design of the areas shall be preclude the possibility of the products intended 
for sterilization being mixed with or taken to be products already sterilized. In case of terminally 
sterilized products, the design of the areas shall preclude the possibility of mix up between non-
sterile products. 
 
 1.2(B) Precautions against contamination and mix: 
  

(a) Carrying out manufacturing operations in a separate block of adequately isolated 
building or operating in an isolated enclosure within the building, 

(b) Using appropriate pressure differential in the process area. 
(c) Providing a suitable exhaust system. 
(d) Designing laminar flow sterile air system for sterile products. 
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(e) The germicidal efficiency of UV lamps shall be checked and recorded indicating the 
burning hours or checked using intensity. 

(f) Individual containers of liquids and ophthalmic solutions shall be examined against 
black-white background fitted with diffused light after filling to ensure freedom from 
contamination with foreign suspended matter. 

(g) Expert technical staff approved by the Licensing Authority shall check and compare 
actual yield against theoretical  yield before final distribution of the batch. 

 
 All process controls as required under master formula including room temperature, relative 
humidity, volume filled, leakage and clarify shall be checked and recorded. 
  

PART  II 

A. LIST OF MACHINERY, EQUIPMENT AND MINIMUM  
MANUFACTURING PREMISES REQUIRED FOR THE  

MANUFACTURE OF VARIOUS CATEGORIES OF AYURVEDIC, SIDDHA SYSTEM OF 
MEDICINES. 

 
Sl.No. Category of Medicine 

 
Minimum manufacturing 
space required 

Machinery/equipment 
recommended 

 (1)                (2)                (3)              (4) 

  1200 Square feet covered area 
with separate cabins partitions 
for each activity. If Unani 
medicines are manufactured 
in same premises an 
additional area of 400 sq. feet 
will be required. 

 

1. Anjana/Pisti 100 sq. feet. Karel/mechanized/motorized, 
kharel. End runner/Ball-Mill 
Sieves/Shifter 

2. Churna / Nasya 
Manjan/Lepa 
Kwath Churn 

200 Sq feet Grinder / disintegrator / 
Pulverisar / Powder mixer / 
Sieves / Shifter. 

3. Pills / Vatti / Gutika  
Matrica and tablets 

100 sq. feet Ball Mill,  Mass mixer powder 
mixer, granulator, drier, tablet 
compressing machine, pill/vati 
cutting machine, stainless steel 
trays/container for storage and 
sugar coating, polishing pan in 
the case of sugar coated 
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tablets,mechanised chattoo (for 
mixing guggulu) where 
required. 

 
  1             2            3                   4 

 
 4. Kupi pakava / Ksara / 

Parpati / Lavana Bhasma 
Satva / Sindura Karpu / 
Uppu / Param 

150 Sq. feet Bhatti,Karahi/StainlessSteelVessels/ 
Patila Flask, Multani Matti/Plaster of 
Paris, copper Rod, Earthern container, 
GajPutBhatti,Mufflefurnace(Electri- 
callyoperated)End/EdgeRunner,Exhaus
tFan,Wooden/S.S.Spatula. 

5. Kajal 100 Sq. feet Earthern lamps for Collection of Kajal, 
Triple Roller Mill, End Roller, Sieves, 
S.S.Patila, filling / packing and 
manufacturing room should be 
provided with exhaust fan & ultra 
violet lamps.  

 6. Capsules 100 Sq. feet Air Conditioner, De humidifier, 
hygrome ter, thermometer, Capsule 
filling machine and chemical balance. 

 7. Ointment /Marham / 
Pasai  

100 Sq. feet Tube filling machine, Crimping 
machine/Ointment mixer, End Runner/ 
Mill (Where required) S.S. Storage 
Container S.S.Patila. 

 8. Pak /Avalesh / Khand / 
Modak /Lakayam 

100 Sq. feet Bhatti section fitted with exhaust fan 
and should be fly proof, iron kadahi / 
S.S.Patila and S.S. Storage container. 

9. Panak  / Syrup / Pravahi 
Kwath Manapaku 

150 Sq, feet Tincture press, exhaust fan fitted and 
fly proof, Bhatti section, Bottle 
washing machine, filter press / Gravity 
filter liquid filling machine, P.P. 
Capping Machine. 

 
10. Asava / Arishta 200 Sq. ft Same as mentioned above. 

Fermentation tanks containers and 
distillation plant where necessary, 
Filter Press. 
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12. Sura 100 Sq. ft Same as mentioned above plus 
distillation plant and transfer pump. 

13. Ark/ Tinir 100 Sq. ft Maceration tank, Distillation plant, 
Liquid filling tank with tap / Gravity 
filter/Filter press, Visual inspection 
box. 

14. Tail/Ghrit Ney 100 Sq. ft Bhatti, Kadahi/S.S. Patila S.S.Storage 
Containers, Filtration equipment, 
filling tank with tap/Liquid filling 
machine. 

15. Aschyotan / Netra 
Malham Panir 

100 Sq. ft Hot air oven electrically heated with 
thermostatic control, kettle gas or 
electrically heated with suitable mixing 
arrangements collation mill, or 
ointment mill, tube filling equipment, 
mixing and storage tanks of stainless 
steel or of other suitable material 
sintered glass funnel, seitz filter or 
filter candle, liquid filling equipment, 
autoclave. 

16. Each manufacturing unit 
will have a separate area 
for Bhatti, furnace, 
boilers, puta, etc. This 
will have proper 
ventilation, removal of 
smoke, prevention of 
flies, insets, dust etc. the 
furnace section could 
have tin roof. 

200 Sq. ft  

 
 

B. LIST OF MACHINERY, EQUIPMENT AND MINIMUM MANUFACTURING 
PREMISES REQUIRED FOR THE MANUFACTURE OF VARIOUS CATEGORIES OF 

UNANI SYSTEM OF MEDICINES. 
 

 

Sl.No. Category of Medicine 
 

Minimum manufacturing 
space required 

Machinery/equipment 
recommended 
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 (1)                (2)                (3)              (4) 

 1.  1200 square feet covered 
area with separate cabins, 
partitions for each 
activity. If Ayurveda / 
Siddha, Medicines are 
also manufactured in 
same premises an 
addition area of 400 
square feet will be 
required. 

 

 1. Itrifal Tiryao / 
majoon / Laooq / 
Jawarish Khamiras 

100 Sq. feet Grinder/ Pulveriser, Sieves, powder 
mixer (if required), S.S. Patilas, 
Bhatti and other accessories, 
Planter mixer for Khamiras. 

 2. Araq. 100 Sq. feet Distillation Plant (garembic) S.S. 
storage tank, boiling vessel, gravity 
filter, bottle filling machine, bottle 
washing machine, bottle drier. 

 3. Habb (Pills) and 
tablets. 

 100 Sq. feet Ball Mill, Mass Mixer/Powder 
mixer, Granulator drier, tablet 
compressing machine, pill/vati 
cutting machine, stainless steal 
trays/ container for storage and in 
the case of sugar coated tablets, 
mechanized chattoo, (for mixing 
guggulu) where required. 

 4. Sufoof (Powder)  100 Sq. feet Grinder / Pulveriser, Sieves, Trays, 
Scoops, Powder mixer (where 
required).   

 5. Raughan (oils) 
(Crushing and 
boiling) 

 100 Sq. feet Oil expeller, S.S. Patilas oil filter 
bottle, filling machine, bottle drier, 
bhatti. 

6. Shiyaf, Surma, Kajal 100 Sq. feet End runner,mixing S.S. Vessel 
7. Marham, Zimad  

(Ointment) 
100 Sq. feet Karal, Bhatti, End runner, Grinder, 

Pulveriser, Triple Roller Mill (if 
needed). 
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 (1)            (2)             (3)                   (4) 

 8. Qurs (Tab) 100 Sq. feet Grinder / Pulveriser, Sieves, Powder 
mixer (where needed), Granulator, 
Drier, Tablet Compressing Machine, 
Die punches Trays, D.T. apparatus, 
Balance with weights, Scoops, Sugar 
Coating Pan, polishing pan, Heater. 
 

 9. Kushta 100 Sq. feet Bhatti, Kharal, Sil Batta, Earthen pots. 
 

10. Murabba 100 Sq. feet. Aluminium Vessels 50-100 kgs. 
Capacity, Gendna, Bhatti. 
 

11. Capsule 100 Sq. feet Pulveriser, Powder mixer (where 
needed), capsule filling machine, Air 
conditioner, Dehumidifier Balance 
with weights, storage containers, 
glass. 
 

12. Sharbat & Jushanda 100 Sq. feet Tinctum Press, exhaust fan fitted, 
Bhatti section, Bottle washing 
machine, Filter Press, Gravity filter, 
Liquid filling tank with tap/liquid 
filling machine, PP capping machine, 
air over electrically heated with 
thermostatic control, kettle. 
 

13. Qutoor Chasm and 
Marham (Eye drops 
eye ointment) 

100 Sq. feet Hot air oven electrically heated with 
thermostatic control, kettle. 
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C. LIST OF EQUIPMENT RECOMMENDED FOR IN HOUSE QUALITY CONTROL 

SECTION 
(alternatively unit can get testing done  from the government approved laboratory.) 

 
(A)          CHEMISTRY SECTION (B) PHARMACOGNOSY SECTION 
 1 Alcohol determination Apparatus (complete 

set) 
 1. Microscope Binoculor. 

 2. Volatile Oil Determination Apparatus.  2. Dissecting Microscope. 
 3. Boiling Point Determination Apparatus  3.  Microtome. 
 4. Melting Point Determination Apparatus  4.  Physical Balance. 
 5. Refractometer  5.  Aluminium Slide Trays. 
 6. Polarimeter  6.  Stage Micrometer. 
 7. Viscometer.  7. Camera Lucida (Prism and 

Mirror Type.) 
 8. Tablet Disintegration Apparatus.  8.  Chemicals, Glass-ware etc. 
 9. Moisture Meter.   
 10. Muffle Furnace.   
 11. Electronic Balance.   
 12. Magnetic Stirrer.   
 13. Hot Air Oven.   
 14. Refrigerator.   
 15. Glass/Steel Distillation apparatus.   
 16. LPG Gas Cylinders with Burners.   
 17 Water Bath(Temperature controlled.)   
 18 Heating Mantles/ Hot Plates.   
 19. TLC Apparatus with all accessories 

(Manual) 
  

 20 Paper Chromatography apparatus with 
accessories. 

  

 (1)         (2)            (3)                    (4) 
 
14. 
 

 
Each manufacturing 
unit will have a 
separate area for 
Bhatti, furnaces, 
boilers, putta, etc. this 
will have proper 
ventilation, removal 
of smoke, prevention 
of flies, insets, dust 
etc. 

 
200 Sq. feet 
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21. Sieve size 10 to120 with Sieve shaker.   
22 Centrifuge Machine.   
23. Dehumidifier.   
24 PH Meter.   
25. Limit Test Apparatus.   

 
Note: -  The above requirements of machinery, equipments, space, qualifications are made subject 
to the modification at the discretion of the Licensing Authority, if he is of the opinion that having 
regard to the nature and extent of the manufacturing operations it is necessary to relax or alter then 
in the circumstances in a particular case. 
  

*[SCHEDULE  U 

[ see I Rules 74, 74-A, 74-B, 78 and 78-A] 

I.  PARTICULARS TO BE SHOWN IN MANUFACTURING RECORDS 

A. Substances other than parenteral in preparation in general. 
1.  Serial number 

2.  Name of the product 

3.  Reference of Master Formula Records. 

4.  Lot/Batch Size. 

5.  Lot/Batch Number  

6.  Date of commencement of manufacture and date of completion of manufacture and 
assigned date of expiry. 

 
7.  Name of all ingredients, specifications quantities required for the lot/Batch size and 

quantities actually used. All weighing and measurements shall be carried out by a 
responsible person and initialed by him and shall be counter-checked and signed by the 
competent technical staff under whose personal supervision the ingredients are used for 
manufacture. 

 
 8. Control Numbers of raw materials used in the formulation. 
 
 9. Date, time and duration of mixing. 
 
10 Details of environmental controls like room temperature, relative humidity. 
 
11.Date of granulation, wherever applicable. 

_______________________________________________________________________________ 
* Sub by G.O.I. Notification No. GSR 735(E) dt 24.6.1988. 
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12.Theoretical weight and actual weight of granules/powder blend. 

13.  Records of in-processes controls (Periodically whenever necessary) 

   a)  Uniformity of mixing. 
  b)  Moisture content of granules/powder in case of Tablet/Capsules. 
  c)  pH of solution in case of liquid. 
   d)  Weight variation. 
  e)  Disintegration time. 
  f)  Hardness 
  g)  Friability test 
  h)  Leak test in case of strip packing. 
  i)  Filled volume of liquids. 
  j)  Quantity of tablets/capsules in the final container. 
  k)  Content of ointment in the filled containers. 

14.  Date  of compression in case of Tablets/date of filling in case of capsules. 

15.  Date of sealing/coating /polishing in case of capsules/tablets wherever applicable. 

16.  Reference to analytical Report number stating the result of test and analysis. 

17.  Separate records of the disposal of the rejected batches and of batches withdrawn from 
the market. 

18. 
 

The theoretical yield and actual productions yield and packing particulars indicating 
the size and quantity of finished packing. 
 

19. Specimen of label/strip, carton with batch coding information like Batch Number, 
date of manufacture, date of expiry, retail prices as applicable, stamped thereon and 
inserts used in the finished packings. 
 

20. Signature with date of competent technical staff responsible for the manufacture. 
 

21. Counter-signature of the head of the testing units or other approved person-in-charge 
of testing for having verified the batch records and for having released and batch for 
sale and distribution, the quantity released and date of release. 
 

22. Date of release of finished packings and quantity released for sale and distribution. 
 

23. Quantity transferred to warehouse. 
 

24. For Hypodermic tablets and ophthalmic preparations, which are required to be 
manufactured under aseptic conditions, records shall be maintained indicating the 
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precautions taken during the process of manufacture to ensure that aseptic conditions 
are maintained. 
  

B. PARENTERAL PREPARATIONS 
 

1. Serial number 

2. Name of the product. 

3. Reference of the master formula record 

4. Batch /Lot size 

5. Batch No. and/or Lot No. 

6. Date of commenceme nt of manufacture and date of completion. 

7.  Name of all ingredients, specifications and quantity required for the Lot/Batch size 
and quantity actually used. All weighings and measurements shall be carried out by 
a responsible person and initialed by him and shall be countersigned by the 
technical staff under whose personal supervision the stock are issued and by 
another competent technical staff under whose supervision the ingredients are used 
for manufacture. 

 
8. Control numbers of raw materials used in the formulation. 
 
9. Date, time and duration of mixing. 
 
10. Details of environmental controls like temperature, humidity, microbial count in 

the sterile working areas. 
  
11. pH of the solution, wherever applicable. 
 
11. Date and method of filtration. 
 
12. Sterility test, release on bulk batch wherever applicable. 

 
13. Record of check on volume filled. 

 
14. Date of filling. 

 
15. Records of test employed: - 

a) To ensure that sealed ampoules are leak proof 
b) To check the presence of foreign particles. 
c) Pyrogen test, wherever applicable. 
d) Toxicity test wherever applicable. 
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16. Records of checking of instruments and apparatus of sterilization (indicators). 
 
17. Records of cleaning and sterilization of containers and closures, if necessary. 

 
18. Records of sterilization in case of parenteral preparations which are heat sterilized 

including particulars or time, temperature and pressure employed. Such records 
should be marked to relate to the batch sterilized. 

 
19. Number and size of containers filled and quantity rejected. 

 
20. The theoretical yield and actual yield and the percentage yield thereof. 

 
21. Reference to Analytical report numbers stating whether of standard quality or 

otherwise. 
 

23.  Specimen of labels, cartons, etc. with Batch coding information like batch number, 
date of manufacture, date of expiry, as applicable, stamped thereon, and inserts 
used in the finished  packings. 

 
24. Signature with date of the component technical stall responsible for manufacture. 

 
      25.  Particulars regarding the precautions taken during the manufacture to ensure that 

aseptic conditions are maintained. 
  
26. Countersignature of head of the testing unit or person in charge of testing for 

having verified the documents and for having released the product for sale and 
distribution, the quantity released and date of release. 

 
27.  Records for having transferred to warehouse giving packings and quantities. 

 
28. Separate records of the disposal of the rejected batches and of all batches 

withdrawn from the market. 
 
       29.  Records of reprocessing if any and particulars of reprocessing. 
 
          II.  RECORDS OF RAW MATERIALS 
        

Records in respect of each raw material shall be maintained indicating the date of receipt, 
invoice number, name and address of the manufacturer/supplier, batch number, quantity received, 
pack size, date of manufacture, date of expiry, if any, date of analysis and release/rejection by 
quantity control, analytical report number, with special remarks, if any, quantity issued, date of 
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issue and the particulars of the name and batch numbers of products for the manufacture of which 
issued and the proper disposal of the stocks. 
 

III.  PARTICULARS TO BE RECORDED IN THE ANALYTICAL RECORDS. 
 
A.  TABLETS AND CAPSULES. 
 

1. Analytical report number. 
2. Name of the sample 
3. Date of receipt of sample 
4. Batch/Lot number 
5. Protocols of tests applied. 

a)  Description 
b) Identification 
c) Uniformity of weight 
d) Uniformity of diameter (if applicable). 
e) Disintegration test (time in minutes) 
f) Any other tests 
g) Results of Assay. 

 
 Note: - Records regarding various test applied (including readings and calculations) should be 

maintained and necessary reference to these records should be entered in Col. 5 above 
whenever necessary. 

 
6. Signature of the Analyst. 
7. Opinion and signature of the approved Analyst. 
 

B.  PARENTERAL PREPARATIONS. 
 
      1,   Analytical report number. 
      2.   Name of the sample 
      3.   Batch number 
      4.   Date of receipt of samples. 
      5.   Number of containers filled. 
      6.   Number of containers received. 

7. Protocols of tests applied. 
a) Clarity 
b) PH wherever applicable 
c) Identification. 
d) Volume in container. 
e) Sterility – (i) Bulk sample wherever applicable (ii) container sample. 
f) Pyrogen test, wherever applicable 
g) Toxicity test, wherever applicable 
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h) Any other tests 
i) Results of Assay 

Note: -  Records regarding various test applied (including readings and calculations) should be 
maintained and necessary reference to these records should be entered in Col. 7 above, 
wherever necessary. 

 
8. Signature of the Analyst. 
9. Opinion and signature of the approved Analyst. 

 
Pyrogen Test: 
 

1. Test Report Number. 
2. Name of the sample. 
3. Batch Number. 
4. Number of rabbits used. 
5. Weight of each rabbit. 
6. Normal temperature of each rabbit. 
7. Mean initial temperature of each rabbit. 
8.   Dose and volume of solution injected into each rabbit and time of injection.   

      9.   Temperature or each rabbit noted at suitable intervals. 
10. Maximum temperature. 
11. Response. 
12. Summed response. 
13. Signature of the Analyst. 
14.Opinion and signature of the approved Analyst. 

 
Toxicity Test 
 

1. Test Report Number. 
2. Name of the sample. 
3. Batch Number. 
4. Number of mice used and weight of each mouse. 
5. Strength and volume of the Drugs injected. 
6. Date of injection. 
7. Results and remarks. 
8. Signature of Analyst. 
9. Opinion and signature of the approved Analyst. 

 
C.  FOR OTHER DRUGS 

1. Analytical report number. 
2. Name of the sample. 
3. Batch/Lot number. 
4. Date of receipt of sample. 
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5. Protocol of tests applied. 
(a) Description. 
(b) Identification. 
(c) Any other tests. 
(d) Results of Assay. 

 
Note :-  Particulars regarding various tests applied (including readings and calculations) shall 

be maintained and necessary reference to these records shall be entered in Column 
5 above, wherever necessary. 

6. Signature of Analyst. 
7. Opinion and signature of the approved Analyst. 

 
D. RAW MATERIALS 

1. Serial number, 
2. Name of the materials. 
3. Name of the manufacturer/supplier. 
4. Quantity received. 
5. Invoice/Challan number and date. 
6. Protocols of test s applied. 

 
Note: - Particulars regarding various tests applied (including readings and calculations) shall 

be maintained and necessary reference to these records shall be entered in Column 6 
above, wherever necessary. 

 
E.     CONTAINER, PACKING MATERIALS ETC. 

1. Serial number. 
2. Name of the item. 
3. Name of the manufacturer/supplier. 
4. Quantity received. 
5. Invoice/Challan number and date 
6. Results of tests applied. 

Note:- Particularsregarding various tests applied shall be maintained and necessary reference 
to these records shall be entered in column 6 above. 

7. Remarks. 
8.  signature of the examiner. 
 

Note: -  The foregoing provisions represent the minimum requirements to be complied with by 
the licensee. The Licensing Authority, may however, direct the nature of records to 
be maintained by the licensee for such products as are not covered by the categories 
described above. 
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2. The Licensing Authority may permit the licensee to maintain records in such manner as 
are considered satisfactory, provided the basic requirements laid down above are 
complied with. 

 
3.  The Licensing Authority may at its discretion direct the licensee to maintain records for 

such additional particulars as it may consider necessary in the circumstances of a 
particular case.] 

 
 

     1SCHEDULE  U (I) 
 

       (See rules 142 and 142-B) 
 

I. Particulars to be shown in the manufacturing Records: - 
 

 1. Serial number. 

2. Name of the product. 

 3. Lot/Batch size. 

4. Lot/Batch number 

5. Date of commencement of manufacture and date when manufacture wascompleted. 

6. Names of all ingredients, quantities required for the lot/batch size, quantities 

actually used. 

7. Control reference numbers in respect of raw materials used in formulation. 

8. Reference to analytical report number. 

9. Actual production and packing particulars indicating the size and quantity of 

finished packings. 

10. Date of release finished packing for distribution sale.  

            11. Signature of the expert staff responsible for the manufacture. 

 

II.  Records of Raw Materials- 
 

Records in respect of each raw material shall be maintained indicating the quantity 
received, control reference number, the quantity issued from time to time, the names and batch 
numbers of the products for the manufacture of which the said quantity of raw material has been 
issued and the particulars relating to the proper disposal of the stocks. 
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NOTE 1:The Licensing Authority may permit the licensee to maintain records in such 
manner as is considered satisfactory, provided the basic requirements laid down above are 
complied with. 

 
NOTE 2:The Licensing Authority may direct the licensee to maintain records for such 

additional particulars, as it may consider necessary in the circumstances of a particular case. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
_______________________________________________________________________________ 
1Added by G.S.R. 1594, dated 13-11-1976, Govt. of India Notification No. X. 11014/4/76-&MS, dated 28-10-1976. 



593 –A 
 

 
Vitamin  Unit  Patent or proprietary  Patent or proprietary  Patent or proprietary medicines containing  

Medicines containing  medicines containing  vitamins for paediatric use. 
    Vitamins for prophylactic vitamins for therapeutic 
    Use. 
___________________________________________________________________________________________________________________  
            in single dose or in two divided doses. 
           ___________________________________________ 
    per                                                       daily  dose        
                             For adults                For infants less than                            For children above one                          
                one year.            year  upto adults 
1  2   3  4     5     6 
 
Vitamin A. I.U Not less than 1600 and not 

more than 2500  
Not less than 5000 and not 
more than 10000 

Not less than 750 and not 
more than 3000 

Not less than 1500 and more 
than 5000 
 

Vitamin D. I.U Not less than 100 and not 
more than 200. 

Not less than 400 and not 
more than 1000 

Not less than 200 and not 
more than 400 

Not less than 100 and more 
than 400 
 

Vitamin B1   mg. Not less than 1 and not more 
than 2 

Not less than 4.5 and not 
more than 10 

Not less than 0.5 and 
more than 1 

Not less than 1 and  not more 
than 4.5 
 

Vitamin B2 mg Not less than 1 and not more 
than 3 

Not less than 5 and not more 
than 10 

Not less than 0.5 and not 
more than 1.5 

Not less than 1 and not more 
than 5. 
 

Vitamin B6 mg Not less than 0.5 and not 
more than 1.5 

Not less than 1.5 and not 
more than 3 

Not less than 0.5 and not 
more than 1.5 

Not less than 1 and not more 
than 3 
 

Niacinamide mg Not less than 15 and not 
more than 26 

Not less than 45 and not 
more than 100 

Not less than 5 and not 
more than 15 

Not less than 10 and not 
more than 40. 
 

d-Pantothenic  
acid or its 
salts and 
panthenol. 

Mg Not less than 1 and not more 
than 5 

Not less than 5 and not more 
than 50 

Not less than 1 and not 
more than 3 

Not less than 2.5 and not 
more than 10 

 



593 – B 

 
 
1  2   3  4     5     6 
 
Folic acid
  

mcg. Not less than 50 and not 
more than 300 

Not less than 1000 and not 
more than 1500 

Not less than 25 and not 
more than 100 

Not less than 100 and not 
more than 500 
 

Vitamin B12 mcg Not less than 0.5 and not 
more than 1 

Not less than 5 and not more 
than 15 

Not less than 1 and not 
more than 3 

Not less than 1 and not more 
than 5 
 

Vitamin C mg Not less than 25 and not 
more than 50 

Not less than 75 and not 
more than 150 

Not less than 20 and not 
more than 40 

Not less than 30 and not 
more than 80 
 

Vitamin E I.U Not less than 5 and not 
more than 10 

Not less than 15 and not 
more than 25 

Not less than 2.5 and not 
more than 10 

Not less than 5 and not more 
than 20. 
 

  
Note 1:  Patent or proprietary medicines containing vitamins intended for prophylactic, therapeutic or paediatric use shall bear on the label the words “For 

Prophylactic Use” “ For Therapeutic Use,” or “For Paediatric Use” as the case may be. In the case of paediatric preparations the age of the infant or the 
child for whose use it is intended, shall be given in addition to the particulars required to be given under these rules. 

  
Note 2: The above standards shall not apply to any preparation containing a single vitamin only and also to any preparation containing vitamins intended for 

parenteral use. Provided, however, that in the case of patent or proprietary medicines containing vitamins which are intended for the treatment of certain 
specific conditions or diseases, the Licensing Authority specified in clause (b) of rule 21, may permit the addition of vitamins therein in relaxation of the 
limits specified above, if satisfactory evidence is produced in justification of such relaxation. 
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     1SCHEDULE  V 
 
     [ See rule 124-B] 
 

Standards for patent or proprietary medicines. 
 

 1.  2[ * * * ] 
 

 32.   Standards for patent or proprietary medicines, containing vitamins: 
 

Patent or proprietary medicines containing vitamins for prophylactic, therapeutic or 
paediatric use shall contain the vitamins in quantities not less than and not more than those 
specified below in single or in two divided daily doses, namely: -  
                                                          (See Table )  

43  5[*  *  *] 
 

6[4.  General Standards for Different Categories of Patent or Proprietary Medicines. -   
 

In the case of Pharmaceutical products containing several active ingredients, the selection 
shall be such that the ingredients do not interact with one another and do not affect the safety and 
therapeutic efficacy of the product. The combination shall not also lead to analytical difficulties 
for the purpose of assaying the content of such ingredient separately. The substances added as 
additives shall be innocuous, shall not affect the safety or therapeutic efficacy of the active 
ingredients, and shall not affect the assays and identity tests in the amount present. 
 
 Subject to the provisions of these rules, patent or proprietary medicines shall comply with 
the following standards, namely: - 
 

1. Patent or proprietary medicines shall comply with the general requirements of the dosage 
from under which it falls as given in the Indian Pharmacopoeia.  If the dosage form is not included 
in the Indian Pharmacopoeia, but is included in any other pharmacopoeia, prescribed for the 
purpose of the Second Schedule to the Act, it shall comply with the general requirements  
____________________________________________________________________________ 
1 Added under G.S.R. No. 665, dated 28-5-1977 (Govt. of India Notification No. X. 11014/2/77-D & MS, dated 6-5-
1977). 
2  Omitted as per G.O.I. Notification No. GSR 59(E) dt 22.1.1992., 
3 Added under G.S.R. No. 930, published in the Gazette of India, Pt. II, Sec. 3, Sub-Sc. (i), 
 dtd 22-7-1978. (G.O.I. Notification No. X. 11013/2/77-DMS & PFA dated 13th July, 1978.) 
4and 5  Paragraph 3 inserted by G.O.I. Notification No. GSR 331(E) dt 8.5.1984 and omitted as per G.O.I. Notification 
No. GSR 59(E) dt 22.1.1992. 
6 Inserted as per G.O.I. Notification  No. GSR 792(E) dt 17.9.1987.  
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of the dosage of such pharmacopoeia. Without prejudice to the generality of the foregoing 
requirements, general requirements shall include compliance with colour consistency, clarity, 
stability, freedom from contamination with foreign matter or fungal growth, defects like 
chipping and capping of tablets, cracking of the coating, mottled appearance and other 
characteristic defects that can be perceived by visual inspection. 
 

2. Without prejudice to the generality of the following paras, dosage forms of patent or 
proprietary medicines shall comply with the following requirements, namely:- 

 
a) Tablets: Medicines shall comply with requirements for tablets as laid down in the 

Indian Pharmacopoeia. The nature of coating shall be indicated on the label. Permitted colours 
may, however, be added and declared on the label. Nature of tablets, such as uncoated, sugar 
coated or film coated, shall be declared on the label. 

 
b) Capsules :  Medicines shall comply with the requirements for capsules laid down in the 

Indian Pharmacopoeia. However, the capsules shall be free from distortion or shape, dis-
colouration and other physical defects like leakage of power from joints, pinholes or cracks in the 
capsules; 

 
c) Liquid  oral dosage forms: Emulsions and suspensions shall disperse uniformly on 

shaking. Homogeneous solutions shall contain no sediments. The volume of the product (net 
content) in the container shall be not less than the labeled volume. The limit for ethanol content of 
pharmaceutical products shall be not less than 90 per cent and not more than 110 per cent of the 
labeled contents. 

 
d) Injections: Medicines shall comply with the requirements for injections as laid down in 

the Indian Pharmacopoeia. 
 

e) Ointments: Medicines shall comply with the requirements for injections as laid down in 
the Indian Pharmacopoeia. 
 
 3. The contents of active ingredients, other than vitamins, enzymes and antibiotics, in 
patent or proprietary medicines shall be not less than 90 per cent and not more than 110 per cent of 
the labeled content; however, for enzymes and vitamins, only for lower limit of 90 per cent shall 
apply. In all dry formulations containing antibiotics, the limit shall be 90 to 130 per cent of the 
labeled contents and in case of liquid antibiotic formulations, the limit shall be 90 to 140 per cent 
of labeled contents. 
 
 Fiducial limits for error for microbiological assay of antibiotics may be estimated 
depending upon the design of assay procedure. Methods, used for assaying active ingredients shall 
employ the same basic principles and shall use same organisms as given in the latest edition of the 
Indian Pharmacopoeia or shall follow any other methods as approved by the authority competent 
to grant licence to manufacture. 
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 4. All patent or proprietary medicines containing aspirin shall be subjected to “Free 
Salicylic Acid Test” and the limit of such acid shall be 0.75 per cent. Except in case of soluble 
type aspirin in which case the limit of such acid shall be 3 per cent. 
 
 5. Patent or proprietary medicine to be tested under the provisions of Rule 121-A for 
pyrogen shall be tested by injecting into rabbits not less than the human dose of the medicine 
based on body weight of a 60 kg. human being.  Methodology selected shall be indicated in the 
protocol but the dose shall be not greater than 5 times the human dose based on body weight of 60 
kg for man. 
 
 6.In injectable patent or proprietary medicines, the test for freedom from toxicity, shall be 
performed as described in the Indian Pharmacopoeia. Dose selected shall be indicated in the 
protocol but the dose shall not be less than five times the human dose based on body weight of 60 
kg. human being.] 

 
SCHEDULE  W 

(Schedule W) – Inserted as per G.O.I. Notificiation No. GSR 27(E) dt 17.1.1981 and deleted 
as per G.O.I. Notification No. GSR 94(E) dt 8.2.2000. 

 
1[SCHEDULE  X 

[See Rules 23, 61, 75, 97 and 105.A] 

 
Amobarbital 2[ Omitted] 
Amphetamina Methylphenidate 
Barbital Methylphenobarbital 
Cyclobarbital Pentobarbital 
Dexamphetamine Phencyclidine 
Ethclorvynol Phenmetrazine 
Glutethimide 3[Omitted} 
Meprobamate Secobarbital 
Methamphetamine  

 
 Note:- 1. Any stereoisometric form of the substance specified in this Schedule, any salt of 
the substance and preparation containing such substances are also covered by this Schedule. 
 
____________________________________________________________________________ 
1 Ins as per G.O.I. Notification No. GSR 462(E) dt 22.6.1982. 
2 Omitted as per G.O.I. Notification No. GSR 647(E) dt 28.10.1998. 
3 Omitted as per G.O.I. Notification No. GSR 673(E) dt 27.10.1993. 
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 2.  Preparations containing the above substances are also covered by this Schedule. 
 
 Provided, however, preparations containing Meprobamate [* * *] 1 in combination with 
other drugs may be exempted by the Licensing Authority specified in clause (b) of Rube 21, from 
the provisions of this Schedule, if satisfactory evidence is adduced that these preparations are not 
liable to be misused.] 
 

2[SCHEDULE  Y 
REQUIREMENT AND GUIDELINES ON CLINICAL TRIALS FOR IMPORT AND 

MANUFACTURE OF NEW DRUG. 
 

1. Clinical Trials. 

1.1.Nature of trials. -  The clinical trials required to be carried out in the country before a new 
drug is approved for marketing depend on the status of the drug in other countries. If the drug is 
already approved/marketed, Phase III trials as required under Item 7 of Appendix 1 usually are 
required. If the drug is not approved/marketed trials are generally allowed to be initiated at one 
phase earlier to the phase of trials in other countries. 

  
For new drug substances discovered in other countries phase I trials are not usually allowed to 

be initiated in India unless Phase I data as required under Item 5 of the said Appendix from other 
countries are available. However, such trials may be permitted even in the absence of Phase I data 
from other countries if the drug is of special relevance to the health problem of India. 

 
For new drug substances discovered in India, clinical trials are required to be carried out in 

India right from phase I as required under Item 5 of the said Appendix though Phase III as 
required under Item 7 of the said Appendix, permission to carry out these trials is generally given 
in stages, considering the data emerging from earlier phase. 

    
1.2.Permission for trials. -  Permission to initiate clinical trials with a new drug may be 

obtained by applying in Form 12 for a test licence (TL) to import or manufacture the drug under 
the Rules. Data appropriate for the various phases of clinical trials to be carried out should 
accompany the application as per format given in Appendix I (items 1-4). In addition, the protocol 
for proposed trials, case report forms to be used, and the names of investigators and institutions 
should also be submitted for approval. The investigators selected should possess appropriate 
qualifications and experience and should have such investigations facilities as are germane to the 
proposed trials protocol. 
 

Permission to carry out clinical trials with a new drug is issued along with a test licence in 
Form 11. 
____________________________________________________________________ 
1 Omitted as per G.O.I. Notification No. GSR 673(E) dt 27.10.1993. 
2. Ins. by G.O.I. Notification No. GSR 944(E) dt 21.9.1998. 
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 It is desirable that protocols for clinical trials be reviewed and approved by the institution’s 
ethical committee. Since such committees at present do not exist in all institutions, the approval 
granted to a protocol by the ethical committee of one institution will be applicable to use of that 
protocol in other institutions which do not have an ethical committee. In case none of the trial 
centers/institutions has an ethical committee, the acceptance of the protocol by the investigator and 
its approval by the Drugs Controller (India) or any officer as authorized by him to do so will be 
adequate to initiate the trials. 
 
 For new drugs having potential for use in children, permission for clinical trials in the 
paediatric age group is normally given after phase III trials as required under item 7 of the said 
Appendix in adults are completed. However, if the drug is of value primarily in a disease of 
children, early trials in the paediatric age group may be allowed. 
 
 1.3.Responsibilities of Sponsor/Investigator. -  Sponsors are required to submit to the 
licensing authority as given under Rule 21 an annual status report on each clinical trial, namely, 
ongoing, completed, or terminated. In case a trial is terminated, reason for this should be stated. 
Any unusual, unexpected or serious adverse drug reaction (ADR) detected during a trial should be 
promptly communicated by the sponsor to the licensing authority under Rule 21 and the other 
investigators. 
 
 In all trials an informal, written consent required to be obtained from each 
volunteer/patient in the prescribed Forms (See Appendix V) which must be signed by the 
patient/volunteer and the chief investigator. 
 

2.Chemical and pharmaceutical information. 
 
      Most of the data under the heading (See Appendix I, item 2) are required with the 

application for marketing permission.  When the application is for clinical trials only, information 
covered in item 2.1 to 2.3 of Appendix I will usually suffice. 
 

3. Animal Toxicology. 
 
 3.1.Acute Toxicology. -  Acute toxicity studies (See Appendix I item 4.2) should be carried 
out in at least two species usually mice and rats using the same route as intended for humans. In 
addition, at least one more route should be used to ensure systemic absorption of the drug; this 
route may depend on the nature of the drug. Mortality should be looked for up to 72 hours after 
parenteral administration and up to 7 days after oral administration. Symptoms, signs and mode of 
death should be reported, with appropriate macroscopic and microscopic findings where 
necessary. LD 50s should be reported preferably with 95 per cent confidence limited, if LD 50s 
cannot be determined, reasons for this should be stated. 
 
 3.2 Long term toxicity: -  Long term toxicity (see appendix 1, item 1.3) should be carried 
out in at least tow mammalian species, of which one should be a non rodent. The duration of study 
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will depend on whether the application is for marketing permission or for clinical trial, and in the 
latter case, on the phase of trials (see Appendix III). If a species is known to metabolize the drug 
in the same way as humans, it should be preferred. 
 
 In long-term toxicity studies the drug should be administered 7 days a week by the route 
intended for clinical use in humans. The number of animals required for these studies, i.e. the 
minimum number on which data should be available, is shown in Appendix IV. 
 
 A control group of animals given the vehicle along should always be included and three 
other groups should be given graded dose of the drug; the highest dose should produce observable 
toxicity, the lowest dose should not cause observable toxicity, but should be comparable to the 
intended therapeutic dose in humans of a multiple of it, e.g. 2.5 to make allowance for the 
sensitivity of the species; the intermediate dose should cause some symptoms, but not gross 
toxicity or death, and may be placed logarithmically between the other two doses. 
 
 The variables to be monitored and recorded in long-term toxicity studies should include 
behavioral, physiological, biochemical, and microscopic observations. 
 
 3.3.Reproduction studies. -  Reproduction studies (see Appendix I, item 4.4) need to be 
carried out only if the new drug is proposed to be studied or used in women or childbearing age. 
Two species should generally be used, one of them being a non-rodent if possible. 
 

a. Fertility Studies. -  The drug should be administered to both males and females, 
beginning a sufficient number of days before mating. In females the medication should be 
continued after mating and the pregnant one should be treated throughout pregnancy. The highest 
dose used should not affect general health or growth of the animals. The route of administration 
should be the same as for therapeutic use in humans. The control and the treated group should be 
similar size and large enough to give at least 20 pregnant animals in the control group of rodents 
and at least 8 pregnant animals in the control group of non-rodents. Observations should include 
total examination of the litters from both the groups, including spontaneous abortions, if any. 

 
b.Teratogenicity studies. - The drug should be administered throughout the period of 

organogenesis, using three dose levels. One of the doses should cause minimum maternal toxicity 
and one should be proposed dose for clinical use in humans or a multiple of it. The route of 
administration should be the same as for human therapeutic use. The control and the treated group 
should consist of at least 20 pregnant females in case of non-rodents, on each dose used. 
Observations should include the number of implantation sites; resorptions if any; and the number 
of foetuses with their sexes, weights and malformations, if any. 
 

c. Perinatal studies. -  The drug should be administered throughout the last third of 
pregnancy and then through lactation of weaning. The control of each treated group should have at 
least 12 pregnant females and the dose which causes low foetal loss should be continued 
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throughout lactation weaning. Animals should be sacrificed and observations should include 
macroscopic autopsy and where necessary, histopathology. 
 

3.4.Local toxicity. -  These studies (see Appendix I, item 4.5) are required when the new 
drug is proposed to be used topically in humans. The drug should be applied to an appropriate site 
to determine local effects in a suitable species such as guinea pigs or rabbits, if the drug is 
absorbed from the site of applications, appropriate systemic toxicity studies will be required.  

 
3.5Mutagenicity and Carcinogenicity. -  These studies (see Appendix 1, item 4.5) are 

required to be carried out if the drug or its metabolite is related to a known carcinogen or when the 
nature and action of the drug is such as to suggest a carcinogenic/mutagenic potential. For 
carcinogenicity studies, at least two species should be used. These species should not have a high 
incidence of spontaneous tumors and should preferably be known to metabolize the drug in the 
same manner as humans. At least three dose level should be used; the highest dose should be 
sublethal out cause observable toxicity; the lowest dose should be comparable to the intended 
human therapeutic dose or a multiple of it, e.g. 2.5 X; to make intermediate dose to be placed 
logarithmically between the other two doses. A control group should always be included. The drug 
should be administered 7 days a week or a fraction of the life span comparable to the fraction of 
human life span over which the drug is likely to be used therapeutically. Observations should 
include macroscopic changes observed at autopsy and detailed histopathology.  

 
4. Animal pharmacology. 

 
Specific pharmacological actions (see Appendix I, item 3.2) are those with therapeutic-

potential for humans. These should be described according to the animal models and species used. 
Wherever possible, dose-response relationships and ED 50s should be given. Special studies to 
elucidate mode of action may also be described.  
 
 General pharmacological action (see Appendix I, item 3.3) are effects on other organs and 
systems, specially cardiovascular, respiratory and central nervous systems. 
 
 Pharmacokinetic data help relate drug effect to  plasma concentration and should be given 
to the extent available. 
 
 
 5 Human/Clinical Pharmacology (Phase I). 
 
 The objective of phase I of trials (see Appendix I, item 5) is to determine the maximum 
tolerated dose in humans; pharmacodynamic effects; adverse reactions, if any, with their nature 
and intensity; and pharmacokinetic behaviour of the drug as far as possible. These studies are 
carried out in healthy adult males, using clinical, physiological and biochemical observations. At 
least 2 subjects should be used on each dose. 
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 Phase I trials are usually carried out by investigators trained in clinical pharmacology and 
having the necessary facilities to closely observe and monitor the subjects. These may be carried 
out at one or two centers. 
 
 6. Explanatory trials (Phase II). 
 
  In phase II trial (see appendix I, item 6) a limited number of patients are studies carefully 
to determine possible therapeutic use, effective dose range and further evaluation of safety and 
pharmacokinetics. Normally 10-12 patients should be studied at each dose level. These studies are 
usually limited to 3-4 centres and carried out by clinicians specialized in the concerned therapeutic 
areas and having adequate facilities to perform the necessary investigations for efficacy and safety. 
 

7. Confirmatory trials (Phase III).  
 
The purpose of these trials (see Appendix I, item 7) is to obtain sufficient evidence about 

the efficacy and safety of the drug in a larger number of patients, generally in comparison with a 
standard drug and/or a placebo as appropriate. These trials may be carried out by clinicians in the 
concerned therapeutic areas, having facilities appropriate to the protocol. If the drug is already 
approved/marketed in other countries, phase III data should generally obtained on at least 100 
patients distributed over 3-4 centres primarily to confirm the efficacy and safety of the drug, in 
Indian patients when used as recommended in the product monograph for the claims made. 
 
 If the drug is a new drug substance discovered in India and not marketed in any other 
country, phase III data should be obtained at least 500 patients distributed over 10-15 centres. In 
addition, data on adverse drug reactions observed during clinical use of the drug should be 
collected in 1000-2000 patients; such data may be collected through clinicians who give written 
consent to use the drug as recommended and to provide a report on its efficacy and adverse during 
reactions in the treated patients. The selection of clinicians for such monitoring and supply of drug 
to them will need approval of the licensing authority under Rule 21. 
 

8. Special Studies. 
 

A. These include studies on solid oral dosage form, such as, bio-availability and 
dissolution  studies. These are required to be submitted on the formulations manufactured in the 
country. (see Appendix I, items 8.2 and 8.3). 
 

B. These include studies to explore additional aspects of the drug, e.g. use in elderly 
patients or patients with renal failure, secondary or ancillary effects, interactions, etc. (See 
Appendix 8.2 and 8.3). 
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9. Submission of Reports (Appendix II). 
 

The reports of completed clinical trials shall be submitted by the applicant duly signed by 
the investigator with a stipulated period of time. The applicant should do so even if he is no longer 
interested to market the drug in the country unless there are sufficient reasons for not doing so. 
 

10. Regulatory status in other countries. 
 

It is important to state if any restrictions have been placed on the use of the drug in any 
other country, e.g. dosage limited, exclusion of certain age groups, warnings about adverse drug 
reaction, etc. (See Appendix I, item 9.2). 

 
 Likewise, if the drug has been withdrawn from any country specially by a regulatory 
directive, such information should be furnished along with reasons and their relevance, if any, to 
India (See appendix I, item 9.1 (d). 
 

11. Marketing information. 
 

The product monograph should comprise the full prescribing information necessary to 
enable a physician to use the drug properly. It should include description, actions, indications, 
dosage precaution, drug interactions, warnings and adverse reactions. 
 
 The drafts of label and carton texts should comply with provisions of Rules 96 and 97 of 
the said rules. 
 

*[12 Post-marketing surveillance study. 
 

On approval of a new drug, the importer or the manufacturer shall conduct post-marketing 
surveillance study of that new drug after getting the protocols and the names of the investigators 
approved by the Licensing Authority as defined under clause (b) of Rule 21 during the initial 
period of two years of marketing.] 
 
 
 
 
 
 
 
 
__________________________________________________________________________ 
* Ins. by G.O.I. Notification No. 900(E) dt 12.12.2001. 
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APPENDIX  I 
 

 Data required to be submitted with application for permission 
 to market a New Drug 

 
1. INTRODUCTION 

 A brief description of the drug and the therapeutic class to which it belongs. 
 
2. CHEMICAL AND PHARMACEUTICAL INFORMATION. 

2.1. Chemical name, code name or number, if any, non-proprietary or generic 
name, if any, structure, physio-chemical proportion. 

2.2 Dosage form and its composition. 
2.3 Specifications of active and inactive ingredients. 
2.4. Tests for identification of the active ingredient and method of its assay. 
2.5. Outline of the method of manufacture of the active ingredient. 

2.6 Stability data 

3. ANIMAL PHARMACOLOGY  

3.1. Summary 

3.2. Specific pharmacological actions. 

3.3 General pharmacological actions. 

3.4. Pharmacokinetics, absorption, distribution, metabolism, excretion. 

4. ANIMAL TOXICOLOGY (See Appendix III and IV) 

4.1. Summary 
4.2 Acute Toxicity 
4.3. Long Term Toxicity 
4.4 Reproduction Studies. 
4.5 Local Toxicity 
4.6. Mutagenicity and Carnicogenicity. 

5. HUMAN/CLINICAL PHARMACOLOGY (PHASE I). 

5.1. Summary 
5.2 Specific Pharmacological effects. 
5.3 General Pharmacological effects. 
5.4. Pharmacokinetics, absorption, distribution, metabolism, excretion. 

6. EXPLANATORY CLINICAL TRIALS (PHASE II). 

6.1. Summary 
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6.2 Investigatorwise reports. 
7.. CONFIRMATORY CLINICAL TRIALS (PHASE III)  

7.1. Summary 
7.2 Investigatorwise reports 

8. SPECIAL STUDIES 

8.1. Summary 
8.2 Bioavailability and dissolution studies. 
8.3 Investigatorwise reports. 

9. REGULATORY STATUS IN OTHER COUNTRIES. 

9.1. Countries where – 

(a) Marketed 
(b) Approved. 
(c) Under trial, with phase. 
(d) Withdrawn, if any, with reasons. 

9.2. Restrictions on use, if any, in countries where marketed/approved. 
9.3 Free sale certificate from country of origin. 

10.MARKETING INFORMATION. 

10.1. Proposed product monograph 
10.2. Drafts of labels and cartons. 
10.3. Sample of pure drug substance, with testing protocol. 

Notes:   (1) All items may not be applicable to all drugs, for explanation, see text of  
Schedule Y. 

 
(2) For requirements of data to be submitted with application for clinical 

trials see text of Schedule Y, Section 1 and also Appendices II and III. 
 
 

*[APPENDIX 1-A 
[See Rules 122-A and 122-B) 

 
Data required to be submitted by an applicant for grant of permission to import 

 manufacture an already approved new drug. 
 
1. INTRODUCTION 

A brief description of the drug and the therapeutic class. 
___________________________________________________________________________ 
* Ins. by G.O.I. Notification No. GSR 900(E) dt 12.12.2001. 
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2. CHEMICAL AND PHARMACEUTICAL INFORMATION. 
 

2.1. Chemical name, code name or number, if any, non-proprietary or generic name, if 
any, structure, physico-chemical properties.    

2.2. Dosage from its composition 

2.3. Test specifications. 
(a) active ingredients. 
(b) Inactive ingredients 

2.4. Tests for identification of the active ingredients and method of its assay. 
2.5. Outline of the method of manufacture of active ingredients. 
2.6. Stability data. 

3. Marketing information. 

3.1 Proposed package insert/promotional literature 
3.2 Draft specimen of the label and carton. 

      4.         Special studies conducted with approval of Licensing Authority. 

4.1. Bioavailability/Bioequivalance and comparative Dissolution Studies, for oral 
dosage form, 

4.2. Sub-acute animal toxicity studies for intravenous infusions and injectables.] 
 
 

APPENDIX  II 

Format for submission of clinical Trial Reports. 

___ Title of the trial 

___ Name of investigator and institution 

___ Objectives of the trial 

___ Design of study: Open, single-blind or double blind, non-comparative or comparative, 
parallel group or crossover. 

___ Number of patients, with criteria selection and exclusion, whether written, informed 
consent, was obtained. 

___ Treatments given – drugs and dosage forms, dosage regimens, method of allocation of 
patients to treatments, method of verifying compliance, if any 

___ Observations made before, during and at the end of treatment, for efficacy and safety, with 
methods used. 
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___ Results : exclusions and dropouts, if any, with reasons, description of patients with initial 
comparability of groups where appropriate, clinical patients with initial comparability of 
groups where appropriate, clinical and laboratory observations on efficacy and safety, 
adverse drug reactions. 

___ Discussion of results ; relevance to objectives, correlation with other reports/data, if any, 
guidance for further study, if necessary. 

___ Summary and conclusion. 

APPENDIX  III 

Animal toxicity requirements for clinical trials and marketing of a New Drug. 

Route of administration Duration of Human 
administration 

Phase Long term toxicity 
requirements. 

                 1                   2       3                4 

 Single dose of several 
doses in one day. 
 

I-III MP 2 sp; 2 wk 

I, II 2 sp ; Up to 4 wk 

III MP 2 sp; Up to 3 mo 

Up to 2 wk 

I, II 2 sp; 4 wk 

Up to 3 wk III 2 sp; 3 mo 

 MP 2 sp; Up to 6 mo 

I, II 2 sp; 3 mo 

Oral or Parenteral or 
Transdermal 

Over 3 mo  

III: MP 2 sp; 6 mo 

Inhalation (general 
Anaesthetics) 

 I: III MP 4 sp; 5d(3h/d) 

I; II 1-2 sp; 3h/exp. 

III 1-2 sp; Up to 6 wk 
(2 exp/d) 

    Aerosole Repeated or Chronic use 

MP 1-2 sp; 24 wk 
(2 exp/d) 

Dermal Short term or long 
Term application 

I: II 1 sp; single 24h exp; 
then 2 wk observation 
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  III: MP 1 sp. number and duration of 
applications commensurate 
with duration of use. 

Ocular or Otic or Nasal Single or Multiple  
Applications. 

I: II Irrigation test; 
Graded doses. 

  III 1 sp; 3 wk; dailyapplications 
as in clinical use. 

  MP 1 sp; number and or duration 
of application commensurate 
with duration of use. 

Vaginal or Rectal Single or Multiple 
Application 

I : II 

III : MP 

1 sp; number and duration of 
applications commensurate 
with duration of use. 

 

Abbrevations   :   Sp-species, wk- week, d- day,  h-hour,  mo-month,  MP-Marketing 
Permission, exp-exposure, I,II,III – Phases of clinical trial (see Appendix I, 
item No.5-8). 

Note: -  (1) Animal toxicity data available from other countries are acceptable and do 
not need to be repeated/duplicated in India. 
 

             (2) Requirements for fixed dose combinations are given in Appendix VI. 

 

APPENDIX  IV 

Number of animals for long term Toxicity Studies. 

2     -      6 Weeks        7  -  26 Weeks 

Group Rodents (rats) Non-Rodents 
(dogs) 

Rodents 
(Rats) 

Non-Rodents  
(dogs) 

  M    F  M   F    M     F   M   F 
Control 6 – 10 6 – 10 2 –3 2 –3 15 –30 15 –30 4—6 4—6 

Low dose 6 – 10 6 – 10 2 –3 2 –3 15 –30 15 –30 4—6 4—6 

Intermediate dose 6 – 10 6 – 10 2 –3 2 –3 15 –30 15 –30 4—6 4—6 

High dose 6 – 10 6 – 10 2 –3 2 –3 15– 30 15 - 30 

 

4—6 4—6 
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APPENDIX  V 

Patient consent form for participation in a Phase I Clinical Trial 

 The clinical trial involves the study of a new …………. agent …………….. in 
volunteers/patients suffering from ………………………………………………………………. 
 
 The drug which will be administered to volunteers/patients has been found to be safe in 
animal toxicity tests and other experimental data. The volunteers /patients will be required to 
undergo, if necessary, all routine examinations including taking of X-ray, ECG, EEG etc. at 
intervals. The volunteers/patients may be asked to collect stool and urine, and there may be need 
to draw blood or any other body fluid on several occasions to test the effects of concentrations of 
the drug. The volunteers/patients are free to withdraw from the trial at any stage. 
 

Authorisation 
 
 I have read/been briefed on the above project summary and I voluntarily agree to 
participate in the project. I understand that participation in this study may or may not benefit me. 
Its general purpose, potential benefits, possible hazards, and inconveniences have been explained 
to my satisfaction, I hereby give my consent for this treatment. 
 
 Name of the volunteer/patient 

 Signature or thump impression 
 of the volunteer/patient. 
         Signature of Chief Investigator 
         Date: 
 
 Patient consent form for participation in Phase II and Phase III Clinical Trial: - 
 
 I…………………………….. exercising my free power of choice, hereby give my consent 
to be included as a subject in the clinical trial of a new drug, namely……………….. for the 
treatment of …………………….. I understand that I may be treated with this drug for the 
diseases. I am suffering from ………………………I have been informed to my satisfaction, by 
the attending physician the purpose of the clinical trial and the nature of drug treatment and follow 
up including the laboratory investigation to monitor and safeguard my body functions. 
 
 I am also aware of my right to opt out of the trial at any time during the course of the trial 
without having to give the reasons for doing so. 
 
 Signature of the attending physician. 
 
Date: ………….      Signature of the patient 
        Date:  
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APPENDIX VI 
 

Fixed Dose Combination (FDC) fall into four groups and their data requirements accordingly. 
 
 (a) The first group of FDC includes those in which one or more of the active ingredients is 
a new drug. Such FDC are treated in the same way as any other new, drug, both the clinical trials 
and for marketing permission (See Rule 122-E, item (a).) 

 (b) The second group of FDC includes those in which active ingredients already 
approved/marketed individually are combined for the first time, for a particular claim and where 
the ingredients are likely to have significant interaction of a pharmacodynamic or pharmacokinetic 
nature (see Rule 122-E, item (c)).  For permission to carry out clinical trials with such FDC, a 
summary of available pharmacological, toxicological and clinical data on the individual 
ingredients should be submitted, with rationale for combining them in the proposed ratio. In 
addition, actual toxicity data (LD 50) and pharmacological data should be submitted on the 
individual ingredients as well as their combination in the proposed ratio. If the clinical trials have 
been carried out with the FDC in other countries, reports of such trials should be submitted. If the 
FDC is marketed abroad, the regulatory status in other countries should be stated. (See Appendix , 
item 9). 

For marketing permission, the reports of clinical trails carried out with the FDS in India 
should be submitted. The nature of trials depending on the claims to be made and the data already 
available. 

 (c) The third group of FDC includes those which are already marketed, but in which it is 
proposed either to change the ratio of active ingredients or to make a new therapeutic claim. 

 For such FDC, the appropriate rationale should be submitted to obtain a permission for the 
clinical trials, and the reports of trials should be submitted to obtain a marketing permission. The 
nature of trails will depend on the claims to be made and the data already available. 

 (d) The fourth group of FDC includes those whose individual active ingredients have been 
widely used in particular indication for years, their concomitant use is often necessary and no 
claim is proposed to be made other than convenience, and a stable acceptable dosage from the 
ingredients are unlikely to have significant interaction of a pharmacodynamic or pharmacokinetic 
nature. 

 No additional animal or human data are generally required for these FDC, and marketing 
permission may be granted if the FDC has an acceptable rationale. 
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   NOTIFICATIONS ISSUED UNDER THE DRUGS AND COSMETICS ACT, 1940 
                                                        _____________________ 
 
 
I.Notifications pertaining to prohibition of manufacture etc of drugs: -  
Notifications issued under Section 26 A of the Act: 
[  1 Amidopyrin. 
   2 Fixed dose combinations of Vitamins with anti-inflammatory agents and 

tranquilisers 
   3 Fixed dose combinations of  atropine inAnalgesics and anti-pyretics. 
   4 Fixed dose combinations of Strychnine and Caffeine in tonics. 
   5 Fixed dose combinations of Yohimbine and Strichnine with Testosterone and 

Vitamins. 
   6 Fixed dose combinations of Iron with Strichnine, Arsenic and Yohimbine. 
   7 Fixed dose combinations of sodium Bromide/ chloral Hydrate with other drugs. 
   8 Phenacetin. 
   9 Fixed dose combinations of anti-histaminics with anti- diarrhoeals. 
 10 Fixed dose combinations of Penicillin with Sulphonamides. 
 11 Fixed dose combinations of Vitamins with Analgesics 
 12 Fixed dose combinations of Tetracycline with Vitamin C. 
 13 Fixed dose combinations of Hydroxyquinoline group of drugs except 

preparations    preparations meant for external use. 
[14 Fixed dose combinations of corticosteroids with any other drug for internal use. 
 15   Fixed dose combinations of Chloramphenicol with any other drug for internal 

use.] 
 16  Fixed dose combinations of crude Ergot except those containing Ergotamine, 

caffeine, analgesics, antihistamines for the treatment of Migraine headaches.  
 17 Fixed dose combinations of Fixed dose combinations ofitamins with 

antiT.B.Drugs except combination of Isoniazid with Pyridoxin Hydrochloride ( 
Vitamin B6.) 

 18 Penicillin skin/eye ointment 
 19 Tetrracycline liquid oral preparations. 
 20 Nialamide. 
 21 Practolol. 
22 Methapyrilene, its salts.] 
23 Methaqulone. 
24 Oxytetracycline Liquid Oral Preparations. 
25 Democlocycline Liquid Oral Preparations. 
26. Combinations of Anabolic steroids with other drugs. 



 611

27 Fixed dose combination of Oestrogen and Progestin(other than oral 
contraceptives) containing per tablet oestrogen content of more than50 
mcg.(equivalent to Ethenyl Estradiol) and progestin content of more than 3 
mg(equivalent to Norethysterone Aceate and all fixed dose combination 
injectable preparations containing synthetic oestrogen and progesterone. 

28 Fixed dose combination of Sedatives/hypnotics/anxiolytics with analgesic – 
antipyretics. 

29 Fixed dose combination of Pyrazinamide with other anti tubercular drugs except 
combination of Pyrazinamide with rifampicin and INH as per recommended 
daily dose given below: - 

                                             Minimum             Maximum. 
Rifampicin                            450 mg                  600 mg   
INH                                       300 mg                  300 mg 
Pyrazinamide                       1000 mg                1500 mg. 

30 Fixed dose combination of histamin H2 – receptor antagonists with antacids 
except those combinations approved by the Drugs Controller, India. 

31  The patent and proprietary medicines of fixed dose combinations of essential 
oils with alcohol having a percentage higher than 20% proof except preparations 
given in the Indian Pharmacopoea. 

32 All Pharmaceutical preparations containing Chloroform exceeding 0.5% w/w or 
whichever is appropriate. 

33 Fixed dose combination of Ethambutol with INH other than the following: 
        INH                  Ethambutol 
        200 mg              600 mg. 
        300 mg.             800 mg. 

34 Fixed dose combination  containing more than one antihistamine. 
35 Fixed dose combination of anthelmintic with cathetric/ purgative except for 

piperazine. 
36 Fixed dose combination of  salbutamol or any other bronchodialator with 

centrally acting anti-tussive and/or antihistaminic. 
37 Fixed dose combination of laxatives and/or anti-spasmodic drugs in enzyme 

preparations. 
38 Fixed dose combination of Metaclopromide with other drugs except for 

preparations containing Metaclopromide and aspirin/ paracetamol. 
39 Fixed dose combination of centrally acting anti-tussive with antihistamine 

having high atropin like activity in expectorants. 
40 Preparations claiming to combat cough associated with asthma containing 

centrally acting anti-tussive and/or other antihistamine. 
41 Liquid oral tonic preparations containing and/or otherphosphates and/or central 

nervous system stimulant and such preparations containing alcohol more than 
20% proof. 

42 Fixed dose combination containing Pectin and/or Kaolin with any  drug which is 
systemically absorbed from GI tract except for combinations of Pectin and/or 
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Kaolin with drugs not systemically absorbed. 
43 Chlora Hydrate as a drug. 
44 Dover’s Powder I.P. 
45 Dover’s Powder Tablets I.P. 
46 Anti diarrhoeal formulations containing Kaolin or Pectin or Attapulgite or 

activated charcoal. 
47 Anti diarrhoeal formulations containing Phthalyl sulphathiazole or 

Sulphaguanidine or Succinyl Sulphathiazole. 
48 Anti diarrhoeal formulations Neomycin or Streptomycin or Dihydrostreptomycin 

including their respective salts and esters. 
49 Liquid oral anti-diarrhoeals or any other dosage form for paediatric use 

containing Diphenoxylate or Loparamide or Atropine or Belladonna including 
their salts or esters or metabolites Hyoscyamine or their extracts or their 
alkaloids. 

50 Liquid oral anti-diarrhoeals or any other dosage form for paediatric use 
containing halogenated hydroxyquinolines. 

51 Fixed dose combination or anti-diarrhoeals with electrolytes. 
52 Patent and Proprietary Oral Rehydration Salts other than those conforming to the 

following parameters: 
(a) Patent and Proprietary Oral Rehydration Salts on reconstitution to one 

liter shall contain: -  
Sodium – 50 to 90 millimoles. 
Total osmolarity – not more than 290 millimoles. 
Dextrose:Sodium molar ratio- not less than 1:1 and not more than 3:1. 

(b) Patent and Proprietary cereal based Oral Rehydration Salts on 
reconstitution to one liter shall contain: -  

            Sodium – 50 to 90 millimoles. 
Total osmolarity – not more than 290 millimoles. 
Precooked rice  - equivalent to not less than 50 gms. And not more than 
80 gms. As total replcement of dextrose. 

      ©   Patent and Proprietary Oral Rehydration Salts (ORS) may contain     
aminoacids in addition to Oral Rehydration Salts conforming to the 
parameters specified above  and labeled with the indication “ For Adult 
Choletric Diarrhoea only.” 

      (d) Patent and Proprietary Oral Rehydration Salts shall not containMono or 
Polysaccharides or saccharine sweetening agent. 

53 Fixed dose combination of Oxyphenbutazone or Phenylbutazone with any other 
drug. 

54 Fixed dose combination of Analgin with any other drug.[ The words ‘other than 
anti-spasmodics’ omitted by G.O.I. notification no.405(E) dt.03.06.1999.] 

55 Fixed dose combination dextropropoxyphene with any other drug other than 
anti-spasmodics and/or non-steroidal anti-inflammatory drugs (NSAIDS). 

56 Fixed dose combination of a drug, standards of which are specified in the Second 
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Schedule to the said Act with an Ayurvedic, Siddha or Unani drug. 
57  Mepacrine Hydrochloride (Quinacrine and its salts) in any dosage form for use 

for female sterilization or contraception. 
58 Fenfluramine and Dexfenfluramine. 
59 Fixed dose combination of diazepam and diphenhydramine Hydrochloride. 

 
Items 1 to 22 were prohibited as per G.O.I. Notification No. G.S.R.578(E) 

dt23.07.1983. and items 14 and 15 were subs. by G.O.I.Notification No.X.11014/2/88 
DMS&PFA. G.S.R.1057(E) dt 03.11.1988.    
  . Item No.13 was subs. By G.O.I.notification No.G.S.R.793(E) dt.13.12.1995. 
. Item no. 23 was Ins. by  G.O.I.notification No.G.S.R.49(E) dt.31.01.1994. 

. Items no.24 and 25 were Ins. by  G.O.I.notification No.G.S.R.322(E) 
dt.03.05.1984. 

 Item no. 26 was Ins. by  G.O.I.notification No.G.S.R.863(E) dt.22.11.1985. 
Item no. 27 was Ins. by  G.O.I.notification No.G.S.R.700(E) dt.15.06.1988 and. 
was subs. by  G.O.I.notification No.G.S.R.743(E) dt.10.08.1989. 

. Items nos. 28 to 32 were Ins. by G.O.I.notification No.G.S.R.999(E) 
dt.26.12.1990. 
 Items nos. 33 to 42 were Ins. by G.O.I.notification No.G.S.R.69(E) dt.11.02.1991 
and Item no. 38 was subs. by G.O.I.notification No.G.S.R.603(E) dt.24.08.2001. 
 Item no 43 was Ins. by  G.O.I.notification No.G.S.R.304(E) dt.07.06.1991. 
 Items nos. 44 and 45 were Ins. by G.O.I.notification No.G.S.R.111(E) 
dt.22.02.1994 and corrected by G.S.R. No. 612(E) dt.09.08.1994. 
 Items nos. 46 to 51 were Ins. by G.O.I.notification No.G.S.R.731(E) 
dt.30.09.1994. 

Item no. 52 was Ins. by G.O.I.notification No.G.S.R.57(E) dt.07.02.1995. 
Items nos. 53 to 56 were Ins. by G.O.I.notification No.G.S.R.633(E) 

dt.13.09.1995. 
Items nos. 57 and 58 were Ins. by G.O.I.notification No.G.S.R.499(E) 

dt.14.08.1998. 
Items nos.59 and 60 which had been ins. by G.O.I.Notification No.590(E) 

dt.17.08.19999 were deleted by G.O.I.Notification No.704(E) dt. 20.10.1999. 
The present item 59 was Ins. by G.O.I.notification No.G.S.R.169(E) dt.12.03.2001. 
 Other drugs prohibited without being made part of the list above: - 

(i) Fixed dose combination of Penicillin with Streptomycin- vide G.S.R. No. 
93(E) dt.25.02.1997,w.e.f.01.01.1998. 

  
(ii) Fixed dose combination of Vitamin B1,Vitamin B6 and Vitamin B12- 

vide G.S.R. No.702(E) dt.14.10.1999,w.e.f.01.01.2001. 
 
(iii) 1. Fixed dose combination of  haemoglobin in any form ( natural or 
synthetic.) 
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2. Fixed dose combination of Pancreatin with Pancrelipase containing 
amylipase, protease and lipase wqith any other enzyme. 
 - vide G.O.I. Notification No. G.S.R.814(E) dt.16.12.1999 
w.e.f.01.09.2000 

(iv) 1. Fixed dose combination of Nitrofurantoin and trimethprim. 
2. Fixed dose combination of Phenobarbitone with any anti-asthmatic 
drug. 
3. Fixed dose combination of Phenobarbitone with Hyoscine and/or 
Hyoscyamine. 
4. Fixed dose combination of Phenobarbitone with Ergotamine and or 
Belladonna. 
5. Fixed dose combination of Haloperidol with any anti-cholinergic agent 
includingPropanthelene Bromide. 
6. Fixed dose combination of Nalidixic acid with any anti-amoebics 
including Metronidazole. 
7. Fixed dose combination of Loperamide Hydrochloride with 
Furazolidone. 
8. Fixed dose combination of Cyproheptadine with Lysine or Peptone. 
-items 1 to 8 above prohibited vide G.O.I.Notification. No G.S.R.170(E) 
dt.12.03.2001, w.e.f. 01.01.2002. 
 

COSMETIC prohibited under Sec.26.A of the Drugs and Cosmetics Act.1940: - 
 
Tooth pastes/ tooth powders containing tobacco. 
-vide G.O.I. Notification No.G.S.R.444(E) dt.30.04.2002. 
 
Drugs prohibited under section 33 Eed of the Drugs and Cosmetics Act,1940:- 
 
All Ayurvedic drugs licensed as tooth pastes/ tooth powders containing tobacco. 
-vide G.O.I. Notification No.G.S.R.443(E) dt.30.04.2002. 
 

II. Prohibition of Import under section 10-A of the Drugs and Cosmetics Act,1940. 
 

1.G.O.I. Notification. No. G.S.R.577 (E) dt.23.07.1983.  
  
 1.Nialamide. 
 2.Practolol. 
 3.Amidopyrin. 
 4.Phenacetin. 
 5.Methapyrilene and its salts. 
    2. G.O.I. Notification. No. G.S.R.48 (E) dt.31.01.1984..  
 6.Methaqualone. 
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3.  G.O.I. Notification. No. G.S.R.303 (E) dt.07.06.1991 
 7.Chloral Hydrate as a drug. 
4.  G.O.I. Notification. No. G.S.R.498 (E) dt.14.08.1998.  

8.Mepacrine Hydrochloride (Quinacrine and its salts) in any dosage form for use 
for female sterilization or contraception. 

9.Fenfluramine and Dexfenfluramine. 
 
 

 NOTIFICATIONS AS DRUGS 
 

1. G.O.I. Notification No.1-20/60-D dt.03.06.1961. 
11. Contraceptives. 
22. Disinfectants. 

3(1) Disinfectant fluids made from Coaltar Oils, Coaltar acids or  
similar acids derived from petroleum with or without 
hydrocarbons. 

(2) Disinfectant fluids from synthetic or naturally occurring substances 
other than those mentioned in (1) above by virtue of their 
composition possessing disinfectant properties or with claim to 
possess disinfectant properties. 

 
2. G.O.I. Notification No G.S.R. 365(E) dt 17.03.1989. 

(i) Disposable Hypodermic Syringes. 
(ii) Disposable Hypodermic needles. 
(iii) Disposable Perfusion Sets. 
4(iv) In-vitro diagnostic devices for HIV, HbsAg & HCV. 

.                                 (w.e.f.01.09.2002.) 
 
 
 
 
. 

   
 
 
 
 
 
1Amended by G.O.I. Notification No.F.1-20/60-D dt.29.9.1962. 
 2Amended by G.O.I. Notification No X.11013/2/72 dt.09.07.1975. 
3Amended by G.O.I. Notification No. F1-49/68-D dt.11.06.1969. 
4 Ins.by G.O.I.Notification No.G.S.R.601(E) dt.27.08.2002. 
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