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RULE 106B OF DRUGS & COSMETICS RULES, 

1945 HELD ULTRA VIRES TO CONSTITUTION 
-NILAVRO CHATTERJEE1 

 

ABSTRACT 

 

Rule 106B of Drugs & Cosmetics Rule 1945 restricted the size of Homeopathic Medicines. 

The draconian rule created havoc and virtually ruined the Industry for logistic reasons; 

consequently, poor patients across the country were the worst sufferer. Attempts to get the rule 

withdrawn through representation to the Union Government were in vain. Judicial remedy via 

Writ Petitions in 6 different High Courts by diverse stake holders challenging the vires was 

turned down. Ultimately, His Lordship, the Hon’ble Mr. Justice I. P. Mukherjee of Calcutta 

High Court by its order [un reported] dated 20th April 2015 declared the rule to be ultra 

vires to the constitution in WP 8062 of 2015, as the said rule was not ratified in both houses 

of the parliament in violation of Section 38 of the parent Act which enables a mandatory 

provision. The interim order is valid, final disposal is before Supreme Court where the Writ 

petition has been transferred. The relief is a panacea to the Homeopathic Industry after an 

epic 26 year battle at diverse forum. The Role of Right to information which revealed the 

misnomer has been a sufficient and lethal tool by stake holders.  

 

Interested Persons may contact for earlier orders, back ground facts,  gazette notifications 

regarding the impugned rule, and subsequent questions of law  raised and decided by the 

different High Courts and in contrast  the present order  as stated supra.  The Government so 

far has failed to counter the stance taken, consequent on which the present order has been 

passed by High Court.   

 

Keywords: Parliamentary Proceedings, Constitution of India, Right to Information Act, 

Drugs & Cosmetics Act 1940. 
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Rule 106B of Drugs & Cosmetics Rules, 1945 

 

Rule 106B of Drugs & Cosmetics Rules, 1945 reads as:  

 

106B. Prohibition of quantity and percentage. —No Homoeopathic medicine 

containing more than 12% alcohol v/v (Ethyl Alcohol) shall be packed and 

sold in packing or bottles of more than 30 millilitres, except that it may be sold 

to hospitals/dispensaries in packing or bottles of not more than 100 millilitres. 

 

It originated from a Gazette Notification that the Government of India 

published as G.S.R. 108-E dated 22nd February 1994 following a draft 

notification dated 3rd July, 1992 which was published in the Gazette of India 

Extra ordinary dated 3rd July, 1992 wherein the draft of certain Rules to amend 

the Rules of 1945 was purported to be published.  

 

This rule was supposedly an after effect of the Jagadish Commission. A tragedy 

resulting in loss of human lives and involving the use of spurious alcohol based 

on Ayurvedic medicinal preparations led to the constitution of a one-man 

Inquiry Committee under the Chairmanship of Justice Jagadish Chandra. 

Among other recommendations, the Committee suggested that medicinal 

preparations containing more than 12% alcohol should be packed in smaller 

packages. These recommendations led to the initiation of a process by which 

Rule 106B was introduced by way of an amendment to the Drugs and Cosmetics 

Rules. The relevance of the commission report is under judicial challenge. 

 

Rule 106B of the Rules, 1945 has not been laid before either House of 

Parliament which is mandatory obligation cast under Section 38 of the Drugs 

and Cosmetics Act 1940. Therefore, in effect Rule 106B of the Rules, 1945 is 

invalid and of no effect. This will be evident from the response received from 

the Lok Sabha Secretariat and Rajya Sabha Secretariat pursuant to an application 

made under the Right to information Act, 2005. The Lok Sabha Secretariat has 

categorically stated in its reply dated 10 February, 2015 that the said Rules and 

in particular Rule 106B were not received for laying on the table of Lok Sabha.  
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The Rajya Sabha Secretariat has also confirmed that information regarding 

laying of Rule 106B of the said Rules before the Rajya Sabha is not available 

with the Rajya Sabha Secretariat. This aspect was not unknown and only 

revealed latter at the behest of a member of Bengal Homoeopathic 

Manufacturer’s Association. 

 

Thus, this rule has never been placed before either House of Parliament which 

is a mandatory obligation cast under Section 38 of the Drugs and Cosmetics 

Act, 1940. For ready reference the same is reproduced hereunder: 

 

“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, 2[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 form 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.” 

 

The draconian rule created havoc and virtually ruined the Industry for multiple 

reasons; smaller packing of 30ml meant higher cost to end use. Production of 

medicines consequently became slower and expensive. Incidentally production 

of Homeopathic medicine is pain stacking manual process. Inventory like 

bottles, cap labels became numerous.  Poor patients across the country were the 

worst sufferer.  

 

Attempts to get the rule withdrawn through representation to the Union 

Government. Several representations were made to the Ministry, though several 

parleys were allowed by the Hon’ble Ministers, courtesy exchanged but nothing 

substantial was achieved, simply speaking the Government was not at all willing 

to repel the said rule. 
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Different stake holders filed Writ Petitions at diverse High Courts. 

Unfortunately, none was aware about the fact of non-compliance of Section 38 

of the Drugs & Cosmetics Act. The challenges made on grounds of violation of 

Fundamental rights were to say the least vague and were very general in terms. 

In fact, more emphasis was given on the parameter of loss of business volume 

than on the point of plight of the patients across the spectrum of our Country. 

The result was that the Writ Petitions challenging the vires of the said impugned 

rule failed to win the confidence of the different High Courts and after exchange 

of affidavits all were all dismissed. A few glaring examples are stated hereunder: 

 

HIGH 

COURT 

CASE 

NO. 

DATE OF 

ORDER 
PETITIONER RESPONDENT 

MADRAS 16679 
06 December 

1995 
BAHOLA LAB UNION OF INDIA 

BOMBAY 4666 
28 September 

2005 

SHRI KRISNA 

HOMEO PHARMACY 
UNION OF INDIA 

DELHI 55551 08 February 2008 R.S. BHARGAVA UNION OF INDIA 

MADRAS 11971 01 February 2010 
DR G.P. 

HAHNEMANN 

DRUG 

CONTROLLER OF 

TAMIL NADU 

PUNJAB & 

HARYANA 
17874 

01 September 

2014 

DR LORMANS 

HOMEOPATHIC 

ASSOCIATES 

UNION OF INDIA 

 

Due to improper Grounds and lack of clinching logic the writs were rejected 

and dismissed. The Hon’ble Courts were not at all satisfied by the stance taken.  

Only Uttarkhand High Court gave temporary reprieve which was latter vacated 

Undaunted, the stake holders of West Bengal umbrella organisation Bengal 

Homoeopathic Manufacturers Association, led by a leading dynamic member 

fought back resolutely. The Bengal Industry in tandem with their brethren of 

the rest of the Country were facing immense hardship and virtual closure of the 

Homeopathic industry. Resolutions were taken to take up the matter in right 
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interest. Onwards the year 2010 fresh representation on behalf of the 

Association were made before the Union Ministry by written representation and 

thereafter personal parley. But history repeated and no cogent action was 

elicited from the Union Government. Thereafter, failing to make any impact by 

the aegis of the Government the association took the trajectory of legal avenue 

and started to research for preparing Proper and appropriate grounds.  

 

Sustained research and consultations were initiated and it was felt that the 

legislature was not taken into confidence while the rule was enacted.  In view of 

the hunch RTI was preferred to both the Houses of Parliament and it revealed 

that the aforesaid rule 106B was not ratified. 

 

A writ was filed before Hon’ble Supreme Court under Article 32 of the 

Constitution challenging the vires of the Constitution. It was very difficult for 

the association to mobilise money and man power to proceed as the association 

was not having adequate funds. On hearing and exchange of affidavits Supreme 

Court subsequently allowed the petitioners to move the matter before Hon’ble 

Calcutta High Court. Thereafter Writ under Article 226 of the Constitution of 

India was filed at Hon’ble Calcutta High Court. Notices were served on all 

Government authorities.   

 

Upon hearing His Lordship, the Hon’ble Mr. Justice I. P. Mukherjee of Calcutta 

High Court by order dated 20th April 2015 declared the rule to be ultra vires to 

the constitution in WP 8062(W) of 2015, as the said rule was not ratified in both 

houses of the parliament in violation of Section 38 of the parent Act meaning 

the Drugs & Cosmetics Act 1940 which enables a mandatory provision. The 

interim order is valid though final disposal is before Supreme Court where the 

Writ petition has been transferred by a subsequent order of the Hon’ble Apex 

Court. It is very important to note that no stay order has been issued against 

this solemn order and therefore the said is still in force. 

 



      Corpus Juris                                                                                                 ISSN: 2582-2918  
      The Law Journal   website: www.corpusjuris.co.in	
	

 CORPUS JURIS|6 

The relief is a panacea to the Homeopathic Industry after an epic 25-year battle 

at diverse forum though final disposal along with other petitions are still 

pending. 

 

The Role of Right to information which revealed the misnomer has been a 

sufficient and lethal tool by stake holders.  

 

Interested Persons may contact the author for earlier orders, detailed back 

ground facts which is immense and voluminous, gazette notifications regarding 

the impugned rule, and subsequent questions of law raised and decided by the 

different High Courts and in contrast to the present order as stated supra.  The 

Government so far has failed to counter the stance taken, consequent on which 

the present order has been passed by High Court.   

  

 
 
 
 
 
 
 
 
 
 
 
 
  


