Ref.: DRF/Dr.KRK/A-05/05-06

May 29, 2006

Mr. Shiv Basant Ji

Honorable Joint Secretary

Ministry of Health & Family Welfare

Department of AYUSH

Red Cross Building, New Delhi – 110 001

Ref.: Notification F.No.K- 11020/5/97-DCC (AYUSH) dated March 14, 2006 on the list of the Ingredients 

Respected Sir,

In reference to the above quoted subject, many of our Industry members have sought several clarifications and have several doubts on the smooth implementation of the above quoted Government notification on Label especially with respect to the classical products.   The gist of the concerns of our members are as under:

1. Although the Drugs & Cosmetic Act is in vogue since 1940, all the classical products on their labels had been mentioning only the Adhikaran as prescribed in the authoritative books. Our members have a feeling that the classical products are taken only through the prescription and there is hardly any likelyhood for misuse of these products.  The practical difficulties of many of the herbs not being available today, have also been highlighted.  

2. There are long lists of ingredients of almost all the classical products.  The label of the Asavas & Arishtas bottles will not be able to carry all the names of the ingredients and there is no way that the packaging insert can be put into the bottles.  If the package insert is hanged on the neck of the bottle, it will slow down the manufacturing process as hanging of the package insert is a manual operation as against total automatic bottling.  Addition of the mono-carton to the products for putting a package insert does not look to be practical as it will increase the cost of the product to a great extent.

3. There are very small packings of classical Bhasmas and Ras Aushadhis which again cannot carry the ingredients list on the labels.  

4. Many of the formulations which advocate the use of so-called banned items are today being prepared without such banned raw materials of animals/plant origin.  But if the ingredients list is to be declared then the ingredients on the labels may not exactly match with the reference given on the label.  No manufacturer will take this risk and, hence, these products will cease to be manufactured.  There are a good number of such products which will not remain in practice because they might not get manufactured for the reasons given here.

5. Ayurvedic medicines are already struggling for existence as every other day, there are some controversies which catch the attention of media as well as other social activists which blame Ayurved, Ayurvedic medicines and Ayurvedic doctors.  By openly declaring the use of Mercury, Lead and several other metals in the medicines (which allopathic and media presumes to be toxic),  we shall be putting Ayurvedic practitioners and Ayurvedic companies into lot more controversies.  Legal suites against Ayurvedic doctors and Ayurvedic companies will flare thereby killing Ayurved and its practice.

6. Certain Ayurvedic preparations contain narcotic agents like Opium (Ahiphena) , Bhanga, Dhatura (Laxmi Vilas Ras).  These medicines are very popular within Ayurvedic practice but when the patients read individual ingredients, this will confuse them more on whether to consume the Ayurvedic medicine or not and thus this issue of ingredients will hamper the Ayurvedic practice to a great extent. 

7. There are many controversial raw materials.  The display of their names on the label will create more controversies among the Ayurvedic manufacturers and Ayurvedic educationists themselves.

8. Maha Chandanadi Tail uses kasturi, dear meat and rabbit meat and hence, the existence of such products (without using the banned items) will also become extinct.

Sir, based on the above inputs from many of the manufacturers, the Association also feels that a hasty implementation of this Government order will arrest the growth of ayurved and the growth of industries which are the objectives of Department of AYUSH as well.  Many of the classical and grantha based products will vanish forever.  This all will lead to lot of restrictions to the expansion of Ayurvedic market both in India and abroad.  There have been lots of controversies in the identification of raw materials/substitutes which will also create a lot of bureaucratic intervention and harassment both for the Ayurvedic manufacturers as well as Ayurvedic practitioners.  

Hence, our Association feels that it may not be desirable to implement this rule in the current form and this issue needs to be studied in depth by the working group comprising of the regulators, practitioners and the industry associations.  This working group should study the ways and means to follow this order and also to study the impact of this order on the practice of Ayurvedic medicines as well as on the business of Ayurvedic manufacturers.

At the end, we conclude that our Associations is fully in favour of following this order for the proprietary products and we can assure you our timely implementation of this order by our members but for classical products, we need your genuine understanding on this issue.


Thanking you & with kind regards,

PRADIP MULTANI

GEN. SECRETARY
