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Dear Sir,

We refer to the meeting the members of Executive Committee of BDMAI had with you on
18" March 2026 at your office. At the outset, we express our sincere thanks for providing
us the opportunity to meet you and for your patient hearing of the concerns of the
industry.

We would like to reiterate the points discussed and seek your clarifications on some of the
issues:

Product Mix Change:

It is understood that now Bulk Drug Industries in the Telangana State are allowed to change
their product mix (change or increase / decrease the number of products) provided there is
no change in the total production capacity and there is no increase in the Pollution Load, as
allowed in the EC obtained by the manufacturer. Further currently Drugs and Intermediates
are treated separately and it is not permitted to change from Intermediate to Drug products
vice versa without obtaining fresh EC.

In this connection, we have brought to your notice GO S.0.980 (E) dated 2™ March 2021 ,
OM Dated Dec 17, 2025 and a recent industry interaction with the senior officials of MoEF
on 12" March 2026 at Delhi, wherein it was clarified that industries can change/increase or
decrease the number of products and also the total quantity of Products, provided there is
no increase in Pollution Load and the pollution loads are within the limits of approved EC.
Further it is also permitted to treat Drugs and Intermediates as one single category and
product change within the category is permissible. We enclose herewith a copy of the
minutes and other documents, for your reference.

As many of our member industries are not fully aware of these provisions and clarifications,
we would be grateful if your good office could kindly issue a guidance document/circular for
the benefit of the industry.
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Amendment to CTO:

At present, in the event of any change in product mix, the industry is required to submit an
online application to the state PCB duly along with “ no increase in pollution load”
certificate. This goes to a CFE/CTE committee which reviews the application and issues a
CFE/CTE to the industry. Based on this CFE the industry has to apply for CFO, which is again
reviewed by a CFO committee and then the CFO is issue to the industry. This process is
taking a lot of time and is not attuned to current international market dynamics which are
extremely time sensitive.

As per the minutes of the industry interaction with MoEF&CC officials held on 12th March
2026, it has been clarified that, subsequent to submission of the online application to MoEF
& CC on Parivesh Portal, the industry can approach the PCB for amendment of CTO by
furnishing a copy of the acknowledgement of the application submitted to MoEF&CC.

As per the above minutes, we humbly request the Sate PCB’s to amend the process for
change in product mix approval process to include the following procedural changes

Treat the product mix request as an amendment to CFO
Make the submission completely online

Fix a time period for issue of amendment to CFO
Separate fee structure for Change in product mix
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As there is no change to the establishment in cases of product mix change, the CFE & CFO
steps may be combined and converted into an time bound on line approval process. Your
kind consideration of this request would greatly facilitate smooth and efficient operations of
the industry.

ZLD status for the Units of the Members of CETPs with ZLD facilities:

We are very thankful for clarifying that all the manufacturing units which are the members
of a Common Effluent Treatment Plant with ZLD facilities and regularly sending their
effluents to such CETPs are also considered as ZLD facilities. Also thankful for clarifying that
those manufacturing units which are having their own ZLD facilities, but would like to use
the common ZLD facility ( not wanting to operate them due to uneconomical size) and
instead wanting to send their effluents to a ZLD CETP can also be permitted and treated as
ZLD units.

We shall be grateful if the above clarification is also included in the requested Guidance
Document / Circular for the benefit of the industry.

Thanking you once again for your kind cooperation.
Youts gincefgly,
L V Sunil

Secretary
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