RNI NO: MAHENG/2007/23118 V“" Jamwary 113, 2022 | 260
l AL Youn ’hgud\zh’[d [ Osee HAgijht I ‘ Hﬂﬂ“? Nw |

SOUTH ASIA

(BC) BHARAT S coars

d Stability

\

Advantages of
Protectab Enteric-M1

1. Complete Enteric Coating Premix

2. Stable Methacrylic acid
Copolymer based

Reliable Performance
batch after batch
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4. Quick drying
5. Excellent acid resistance
6. Good release in pH 6.8 and above
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Ingredients

Call for stricter requlatory oversight of excipients

OUR BUREAU, MUMBAI

PHARMACEUTICAL experts have
for stricter regulatory oversight of ex
with a view to avoid umwanted side effec
interactions with the medicines.
Excipients in pharmacological dosage b
have well-defined functional activities, Modu-
lating active pharmaceutical ingredients’ {APls)
solubility and bioavailabilily, improving active
ingredient’s stability in finished dosage forms,
maintaining pH and osmolarity of liquid for-
mulations, acting as an antioxidant, emulsify-
ing; agent, aerosals, tablet binders, disintegrates,
lubricants and diluents are among their many
functions.

In the past the adverse drug reaction of ex-
cipients was overlooked. Now the system has
changed entirely. The selection of excipients has
become an important part of deciding drug for-
mulations. Excipients’ intercompatibility may
alter physical, chemical, microbiological, thera-
peutic properties of drugs in its dosage forms.

For instance, Cofset-AT, & cough syrap man-
ufactured by Kala Amb-based Digital Vision
pharma company which has the presence of ex-

Apient diethylene glyeol caused renal failure to

a two-year-old girl, Similarly, there are reports

\d \..ndlut\)xlmty induced by excipient propyle
ene glycol.

ave a vital role in ensuring
the active prlnmp]ei dose, stability, and bio-
availability are the essential portion of a drug
in terms of its weight. The components used as
excipients must have the properties requived
by this technical purpose, and must also meet
appropriate safety requirements, as with any
substance delivered to humans, The impertance
of assessing the excipient’s potential adverse ef-
fects was overlooked in the past, he stated.
Excipients are now more than just fillers in a
dosage form; they can also be actual partners
of APls, with the ability to improve or degrade

performance. Excipienls musl meel regulalory
standards before being utilized in a particular
dosage form. Several organizations have issued
exclusive development, manufacturi and
control guidelines. Some of the studies looked
at safety testing for new excipients and existing
excipients with a new application, Dr Agrawal
added.

are
focusing on developing excipient ingredients in
challenging medication farmulation. The grow-
ing demand for more complex excipients and
new applicalions for existing anes has fuelled
these advancements. The first consideration is
the material's safety. Tt is because pharmaceu-
tical excipients are no longer considered inert
chemicals, it is critical to understand their safety
and efficacy, said Anshu Yadav, another phar-
maceutical expert.

The use and safely of current and new ex-
cipients are now a priority in developing new
drugs. Chemical, manufacturing and preclinical
data ave critical considerations in excipient’s de-
velopment. Substances emerging from a struc-
tural alteration of an “authorized” excipient, a
recopnized food additive, a structurally modi-
fied food addi or a constituent of an Vet
the-counter (UT\’_] drug are examples of new
excipients from the intermediate category, h/
added. a

Eight year high
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registered for the vear 2017-18, at $17.28 billion, The
year 201619 has seen a growth of 1072 per cent to
$19.13 billion compared to the previous year, 2019-
20) with a growth of 7.57 per cent to $20.58 billion,
befure hitting an eight year high or 1819 per cent
‘growth to 52447 billion in the year X20-21.
However, the country has been facing challeng-
&5 in terms of availability of APIs, intermediates
and key starting materials (KSMs), and depended
on China for many of the key ingredients. In the
wake of Covid10 pandemic impacting global
supply chain for varios materials including the
ey raw materials for essential medicines and the
resultant price increase, the Government of India
has decided to increase the domestic production
af APls, drug intermediates and K5Ms, also to
reduce India’s dependency an ofher cauntries for
eritical inputs and bulk drugs in the long run
This include the scheme on promotion of bulk
drug parks for financing commaon infrasteucture
facilities in three bulk drug parks with financial
implication of Rs, 3,000 crone for next five years,
production linked incentive (LI scheme for
promuotion of domestic s of crifical
KSMs/drug intermediates and APls and for do-
‘mestic manufacturing of pharmaceuticals, among
wthers, said the Minister in Lok Sabha. =]

Much needed flexibility
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CTE & CTO, the intended benefit of providing

amendments for the APT and

amgle category instead of individual pmdu(ls
in order to provide flexibility to the industry to
change the raw material mix and product mix
within the sanctioned pollution load.

The memorandum stated that henceforth all
the Expert Appraisal Committees (EACS) or
State Expert Appraisal Committees (SEACs)
shall appraise the proposals for prier environ-
mental clearance under the provisions of EIA

2006 and

under the category of the schedule of FTA No-
tification, 2006 for the APT and intermediates
as single category instead of individual prod-
ucts. Accordingly, the EAC/SEAC shall clearly
recommend the permissible pollution load ie.
quantity, quality and compasition of emissions,
discharges and solid waste generation

such activity for inclusion in the prior environ-
mental clearance.

“Similar amendments are needed in case of
Consent to Fstablish (CE) and Consent to Op-
erate (COJ, both of which are issued by the
states, EC is just the first stage in the prior e
quirements before a manufacturer is able
make any “changes” in the unit, Unless similar
exemptions are also forthcoming as regards b

flexibility to tu quickly adapt to
the changing needs of the market will remain
only on paper, stated IDMA.

‘The industry body has recently made a repre-
sentation to CSPE appealing to it to make ap-
propriate changes to CE and CO so the consents
can also be issued in the same way as EC in the
common terminology of “APT & intermediates”
s0 a5t provide Gujarat APL manufacturess
much needed flexibil

“EC 5 just the first step in the various per-
missions needed for a unit to operate and
discharge treated effluent. Without back up
of similar legislation allowing consents to be
issued as "APl & intermediates”, at the state
level the concept of immediate change over
remain only on paper, as the consents will
still continue to be issued in names of individ-
ual products. For change of product mix, the
labarious lask af amendment 1o (he consents
will defeat the purpose of allowing just the EC
o be issued in the general name of APT & in-
termediates,” it stated.

India has been overly dependent on China for
bulk drugs (APls) and key intermediates, which
has boen rightly identificd by the contral gover-
ment as a threat to nativnal medicine sequity. 3
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