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PHARMA PULSE

Pharma salts are acid or
base compounds of suf-
ficient purity and qual-

ity for use in pharma compo-
sition. Buffers are solid or
aqueous agents that are used
to maintain an adequate PH
level of a formulation. Stabilis-
ers are used to help APIs
maintain the desirable prop-
erties of the product until con-
sumption. Many APIs are
plagued with issues such as
poor solubility and bio-avail-
ablity,   thereby affecting the
formulation. Hence, a strong
need arises to address the
problem faced. 

Choosing the right one 
The past decades have seen
revolutionary changes in drug
discovery and development. In
search of more potent and
highly specific drugs, more and
more selection of highly insol-
uble compounds are selected.
Hence, salt forms are critical

to solve the problem. The se-
lection of an appropriate salt
form for a potential drug can-
didate is an opportunity to
modulate its characteristics to
improve bioavailability, stabil-
ity, Manufacturability, and pa-
tient compliance. Salt forms
must be chosen based on early
stages of drug development,
aqueous solubility, degree of
crystallinity, etc. 

Buffering agents such as
citrates, phosphate and ac-
etates are commonly used to
ensure solubility  and stability
of formulations such as bio-
therapeutics. Recognising the
importance of pKa is the first
step in choosing a buffer that
has a value close to middle of
the range requirement. Other
factors like desired tempera-
ture, purity and cost of a
buffer are decisive factors as
well.

Selecting a stabiliser in-
volves practical considera-

tions; relating to a drug such
as solubility of a drug in a sta-
biliser solution, lipophilicity,
etc. Stabiliser-related parame-
ters involve concentration of a
stabiliser that affects the ad-
sorption efficiency, hydropho-
bicity, viscosity, affinity for a
drug, and dispersibility,
among the most common.

Conclusion 
Developing a stable formula-
tion is a time-consuming and
expensive process. Excipient
choice has typically been a
trial-and-error process involv-
ing the preparation of numer-
ous different formulation vari-
ations and placing them on
accelerated stability. The need
for new excipients as well as a
better understanding of the
existing excipients is highly
desirable. Overcoming for-
mulation challenges is critical
to bring a finished dosage into
a market. 
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For more details, login to
www.srchemie.com or drop an
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for a quick technical discussion

Salts, buffers and stabilisers in pharmaceuticals
Sredstva Regionale Chemie offers inorganic salts and chemistry that comply with regulations and
standards for formulations

“Overcoming
formulation
challenges is
critical to bring
a finished
dosage into a
market”

OUR OFFERING

High Purity Sodium Chloride Sodium Caprylate Sodium Acetate Anhydrous /Trihydrate

Ammonium Acetate Sodium Succinate Anhydrous Sodium Diacetate

Boric Acid Magnesium Citrate Tribasic Anhydrous Calcium Acetate /Anhydrous

EDTA Potassium Phosphate Dibasic/Monobasic Potassium Benzoate

DTPA Sodium Phosphate Dibasic Anhydrous/Heptahydrate/Dihydrate Calcium Propionate

Ethyl Acetate Sodium Caprate Sodium  Benzoate
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