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Whereas, Rule 169 of Drugs & Cosmetics Act 1940 and Rules made there
under provides the details of conditions to usePermitted Excipients along with their
standards i.e. additives, preservatives, antioxidants, flavouring agenls, ch-elating
aqents etc. permitted in the lndian Pharmacopoeia (lP), Prevention ol Food
A6ulteration Act, 1954 and Bureau ol lndian Standard Act. 1986 in Ayurveda,
Siddha and Unani drugs., wherein it is mentioned that:

l. Preservatives and Coloring agents shall be mentioned on the label for the
information of the consumer as required under rule 161 ol the Drugs and
Cosmetics Rules, 1 945.

ll. Additives used in various processes and in formulating dosage forms shall be
mentioned clearly with quantities used, in the application for licenses and the

record for the same shall be maintained by the manufacturers.

2. Whereas, it has come to the notice of lVlinistry oi Ayush thatsome ol Govt.

Authorities in few states/UTs are insisting upon mentioning of quantity of

Preservatives and Coloring agents on the label.

3. However in the Rule, it is made clear that the Rule 169 just provide for

mentioning of name of the Preservatives and Coloring agents on the label. The
quantity ol the Preservatives and Coloring agents need not be mentioned over the

label. However manufacturers have to submit the details of Preservatives and

Coloring agents along with the quantity to the Licensing Authority at the time of

License.

4. Accordingly, all State Licensing Authorities/ Government Analysts are directed to
revise their actions and take further necessary steps.

5. This issues with the approval of Competent Authority

Wty)
(Ariun Kumar),

Under Secretary to the Government of lndia

All State/UT's Licensing Authority,
All Govt Analyst.
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