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Editorial
Registration and import licences NMRA issues cancellation notices to five pharmaceutical companies
DCGI sends show cause notice to Glenmark over false claims, steep pricing of Fabiflu
12 Years after suspension, BCG Vaccine Lab starts operation
Ayush told to cancel Disinfectant licences
Condolence: Nemai Chandra Kundu, Pharmacist & COVID warrior
Reader’s column

Editorial
Drug price in India is monitored since sixties by the Government under Essential Commodities Act to improve access to
medicines. The number of drugs under price control was 347 in 1970 and gradually it was reduced to 32 in 2002
because of some unknown reasons. There after some health care activists started movement against this process of
decontrolling and they went to court on the basis of National Health Policy 2002 declared by the Government with a
claim that all drugs under National List of Essential Medicines (NLEM) should be under price control. Ultimately
Government of India published Drug Price Control Order 2013 (DPCO-2013) including all 348 drugs in the prevailing
version of NLEM. The number varied as the number of drugs changed in the subsequent version of the NLEM. But
there is an inherent lacuna in this list which is a specific does or doses of a drug is included in the NLEM price could be
monitored only such doses but other doses of the same drugs are not under price control. The manufacturers
sometimes adopted this route to circumvent price control. Another mechanism adopted in this DPCO is monitoring is
market completion based shifting from earlier mechanism of manufacturing cost base. However there is a provision
that Government can fix the price of any drugs if they feel it is necessary to protect public health. This provision was
used several occasions like reducing price of Cardiac stent, orthopaedic implants etc. Hope a new price controlling
mechanisms will be adopted removing all existing weaknesses to improve access to medicines.

Dr. Subhash C. Mandal
Editor
E mail: subhash.mandaldr@gmail.com
Mob. 9830136291



Registration and import licenses NMRA issues
cancellation notices to five pharmaceutical
companies
The NMRA issued notices on 17th July of
cancellation of registrations and import licenses
to five pharmaceutical companies including
Hemas Pharmaceuticals and A. Baur (Pvt) Ltd for
arbitrarily and unilaterally increasing the retail
prices of 10 medicines.
Notices of cancellation have been issued to the
following companies under Section 65 of the
NMRA Act No 5 of 2015 for violating pricing
regulations (Table-I).
NMRA Legal Officer Pushpamala Hettiarachchi
told Daily Mirror these companies had increased
prices of medicines during the past few months in
violation of the conditions of registration issued
by the Authority causing much hardship to
patients especially in the background of the
ongoing COVID-19 pandemic. “The punitive
action, believed to be the first for violating pricing
regulations of medicines, has been taken under
powers vested with the Authority to ensure
affordability of medicines and availability to the
public,” she said.
Among these medicines is a brand (Diltiazem)
that has already been gazetted with a maximum
retail price. “They have repeatedly increased the
price from Rs.40.70 a tablet to Rs.43.70. Once
gazetted the price cannot be changed. If they
want to increase the price they have to do so
after
discussing
with
the
Authority.”
However, the NMRA initially wrote a letter dated
May 29, 2020 to the Sri Lanka Chamber of
Pharmaceutical
Industries
(SLCPI)
which
represents its constituent members on the above
concerns. In a response letter, the SLCPI claimed
the NMRA only has powers to determine the
initial prices of medicines, medical devices and
borderline products and advise the minister on
subsequent price revisions. This is in reference to
Section 14 (q) of the NMRA Act.
Excerpts of the SLCPI letter are as follows :
“While we contest and have always contested the
regulations being prescribed by the Minister of
Health on price control including Gazette
Extraordinary No. 2123/35 dated 15th May 2019
(hereinafter referred to as “the Price Ceiling

regulation”) prior to prescribing a pricing
mechanism through a consultative process as
provided for in Section 118 (4) of the NMRA Act,
which position has already been averred by us in
the Court of Appeal case bearing No. CAWA
517/2019, we wish to place on record that none
of the medicines specified by your high authority
in the said Letter dated 29th May 2020 and the
Letters of Warning fall within the list of medicines
specified in the Price Ceiling Regulation.
As you are well aware, it is with greatest
difficulty, much deliberation and endless
negotiations with your high authority and the
Ministry of Heath that the price enhancement of
14.4% was prescribed for these price- controlled
medicines, yet without imposition of an
objectively formulated pricing mechanism in
accordance with the provisions of the NMRA Act,
as requested by the stakeholders including
SLCPI.
In these premises, we are compelled to believe
that the decision of your high authority to
withdraw your high authority’s recommendation
on proposed price enhancement of 9% for the
price- controlled medicines, which in our opinion
is unreasonable and capricious, is backed by male
fide and unscrupulous intentions to unlawfully
control the pricing of the non-price-controlled
medicines. Such action of your high authority will
only result in the withdrawal of some vital life
saving and reliable medicines as the Importers
will find it impossible to ensure continuous supply
of such products to the market due to the
continuous losses they will be incurring owing to
the rupee devaluation and escalation of costs.
We wish to place on record that none of the
members of SLCPI has violated any of the preconditions set out in Section 65 of the NMRA Act
which warrants the cancellation of the certificates
of registration and/or the relevant licenses issued
thereto and if any action is taken by your high
authority in terms of Section 65 of the NMRA Act,
such action will be ultra vires and invalid in law in
as much as it will amount to a complete abuse of
powers entrusted upon your high authority by the
legislature.”
Quote -- They have repeatedly increased the price
from Rs.40.70 a tablet to Rs.43.70. Once gazetted
the price cannot be changed. If they want to

increase the price they have to do so after

Source: Daily Mirror
DCGI sends show cause notice to Glenmark over
'false claims', steep pricing of Fabiflu

12 Years after suspension, BCG Vaccine Lab
starts operation
Twelve years after its licence was suspended over
lack of good manufacturing practices, Chennai
based BCG Vaccine Laboratory will produce antianti
tuberculosis vaccine for the country’s children.

discussing with the Authority.

72The first batch from the new building of the 72
old plant will be sent out on Friday, officials
year-old
off
said.
“Between June 2020 and March 2021, the lab will
manufacture at least 170 lakh doses of BCG
required for the universal immunization
programme. By March 2022, we will increase
capacity to 400 lakh doses,” said director
On January 16,
(addition charge) Dr T F Hassan.
H
2008, the Centre suspended production at the
Chennai lab, Pasteur Institute in Ooty and CRI in
Kasauli. In October 2019, the Chennai lab, now
Manufacturing
Practices-compliant,
Good
Practices
received the manufacturing licence from the
Central Drugs Standard Control Organisation
(CDSCO). It has the capacity to manufacture 600
lakh doses.
Established in 1948 with assistance of Statens
Serum Institut (SSI) Copenhagen, Denmark and
World Health Organization, the lab uses a strain
from Mycobacterium bovis BCG. The liquid bulk is
filled in glass vials with high sterile fully
automated filling online equipment and frozen to
powder before being sent out for use.
This is the first batch of commercial production in
laboratory will
the lab. “Each vaccine made in the labora
have 10 doses and is expected to cost the
government less than ?50,” said former director
Dr B Sekar, now a consultant. Union health

ministry officials said the lab can supply vaccines
at a much lower cost than being charged by
private suppliers, adding that the price order,
however, is still being worked out.
Until 2008, around 600 lakh doses – nearly 75% of
the country’s demand – came from this lab. Since
then, the Centre has been buying most drugs for
the vaccination programme from private
manufacturers. In 2010, the suspension of licence
was revoked on the condition that the
laboratories put in place GMPs and infrastructure.
The Chennai lab gave about 100 lakh doses it
manufactured from the old building between
2012 and 2015, but suspended work due to
construction of the new building.
In 2016, following CDSCO nod for trial vaccine
production in the new building, small batches, as
per standard protocol, were tested for
consistency and quality. “We tested each batch
internally for various critical parameters such as
viability, sterility and reactivity. The process of
approval was extremely stringent,” said Dr Sekar.
The lab was also severely damaged during
Cyclone Vardah.
Source: The Times of India
Reader’s Column…………..

Dear Editor,
See the link
https://www.synairgen.com/covid-19/
This gives the preliminary results with full details of the
protocol (see the clinical trial registry number) of using
inhaled interferon in the treatment of Covid. All the
details are given, including the number of patients, the
results, endpoints and statistical significance. There is
also data on endpoints that did not reach statistical
significance. I do not make a claim that it is effective, but
the data is there for others to evaluate. It still has to be
registered as a treatment for Covid 19.
Meanwhile in India CDSCO/DCGI has registered a
product with no data publicly available to evaluate the
decision and a closed "Expert Committee" has taken the
decision. Is the membership of the committee known?
Professor K Weerasuriya

Ayush told to cancel Disinfectant licences
The Haryana Government has ordered the state
Ayush Department to cancel through a general
order all licences it had issued for the
manufacture of surface disinfectants as the
product wasn’t ayurvedic in nature and outside
its domain.
The government has also ordered prosecution
against those who violated rules by
manufacturing such disinfectants on a licence
obtained for hand sanitisers. Rajeev Arora,
Additional Chief Secretary, Health and Family
Welfare Department, has told the Director
General,
Ayush
Department,
that
the
disinfectants could not have been produced
under an Ayush licence.
The licensing authority (Ayush) has been told to
issue a general order withdrawing all permissions
for manufacturing surface disinfectants, floor
cleaners or vegetable disinfectants. The orders
have come almost a month after a row erupted
between the FDA and the state Ayush
Department over a raid conducted by the FDA at
a disinfectant unit in Gurugram.
FDA Commissioner Ashok Meena had claimed
that the raided firm could not have manufactured
such disinfectants without obtaining a licence
from his department.
Source: The Tribune

We condole the sad demise of Nemai Chandra
Kundu, Pharmacist & COVID warrior

DISCLAIMER:
The Newsletter intends to provide updated and reliable information on medicines and other related issues in an attempt
to equip healthcare professionals to take informed decision in recommending medicines to the patients. However, they
are encouraged to validate the contents. None of the people associated with the publication of the Newsletter nor the
organization shall be responsible for any liability for any damage incurred as a result of use of contents of this publication
The brand names of medicines, if mentioned, are for illustration only and the Newsletter does not endorse them.

