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Ref. No.: CIPI/2017/218
04" May, 2017

Dear All Members,

I am pleased to inform that next General body meeting of
Confederation of Indian Pharmaceutical Industry (CIPI) s
scheduled on 17.06.2017 at Hotel Central Blue Stone, Plot No.
358-359, Sec-29, City Center, Gurgaon-122002, Haryana.

The meeting shall commence from 4.00 PM in the evening,
followed by cocktail and dinner. You are requested to kindly send
your consent to attend the meeting, so that we may arrange food
and other arrangements so that wastage may be minimized. Once
again | urge that this meeting is very important for the future of
Pharma industry in small scale sector.

There are few important issues, reply of these important issues
have to be submitted promptly within 4 days. The issues are
mentioned below:

1. Central Government has started a new move i.e. to give
directions to all Doctors whether Government employed
or Private Doctors to prescribe only generic medicines.
This is another blow to ruin the future of Pharma industry
and will lead to substandard medicines to be flooded in
the market.

2. As you are aware that Ministry of Health has issued a
notification GSR 327 (E) dated 03.04.2017. In the said
notification, Ministry of Health has incorporated in Rule
74, 74B, 76, 78, 78A i.e. at the time of grant of any license
for oral dosage form, bioequivalence should be submitted
along with the other documents for drugs specified under
category of Ii & IV of Biopharmaceutical Classification
System (BCS). Copy of this notification and list of drugs in
BCS are enclosed with this letter as Annexure 1 & 2
respectively. We need your advice on this issue

3. Ministry of Health and Family Welfare issued a
notification GSR 319 (E) dated 31.03.2017. In the said
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draft rules, Ministry of Health has proposed
manufacturing License of Pharmaceutical products, Retail
sale license, Wholesale License etc. to be issued or already
issued, not for 5 years but forever. On the other side they
proposed that manufacturing units at the time of grant of
License and every year, shall be inspected by Central and
State Authorities and verification of defects raised by the
Inspecting team shall also be done by the Joint team of
State and Central Authority. Copy of notification (draft
rules) is enclosed as Annexure 3. We need your advice
within a period of 7 days as we have to submit the
objection on or before 15.05.2017.

I cordially invite members from the Pharmaceutical industry,
even if they are not in the list of office bearers of CIPI.

Regards

For Confederation of Indian Pharmaceutical Industry

e oM

P. K. Gupta
Chairman
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