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DMV International is a leading manufacturer and supplier of
excipients for a wide range of pharmaceutical applications.

Our commitment is to supply highest quality products, which
comply with the latest cGMP requirements and exceed all regional
pharmacopoeias. Our technical sales support ensures that customers
receive full advantage of the latest excipient technologies.

Superdisintegrants

For tablets and capsules which need rapid
disintegration, the inclusion of the right disintegrant
is a prerequisite for optimal bioavailability.
Superdisintegrants are used to improve the efficacy
of solid dosage forms. This is achieved by
decreasing the disintegration time which results in
an increase in the drug dissolution rate. Super-
disintegrants are widely used in direct compression
and wet granulation applications. In order to
closely match the functionality requirements,

DMV produces two superdisintegrants, sodium
starch glycolate (Primojel® and crosscarmellose
sodium (Primellose®), which show outstanding
disintegration characteristics for tablets and capsules
prepared by direct compression and

wet granulation.

Your choice of disintegrants

Why should you use Primojel® or Primellose®?
Both products are hydrophilic and practically
insoluble, which allows increased disintegration

of solid dosage forms. Only superdisintegrants are
effective with such as small concentration as
2-6%, while disintegrants such as starches require
dosage of about 20%. Growing attention for the

SEMA of Primellose®
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Primojel® ph. Eur., UsP/NF, JPE

Primojel® is sodium starch glycolate, Ph. Eur.,
USP/NF, JPE, produced by cross-linking and
carboxy-methylation of potato starch. The starch
source, degree of cross-linking and degree of
substitution are optimized in order to maintain
maximum disintegration efficiency. Chart 1 shows
that potato starch, the source material for Primojel,
is the preferred type of starch for sodium starch
glycolate.’

Disintegration mechanism

Primojel® takes up more than 20 times its own
weight of water. The resulting high swelling
capacity combined with high water penetration
account for its high disintegration rate and
efficiency.? The product is suitable for a variety of
tablet and capsule formulations.

Reduction of negative effect of lubricants
The lubricant film around tablet ingredient particles,
which is formed when mixing tablet ingredients
with magnesium stearate is known to retard water
penetration into tablet pores. When the tablet
contains Primojel®, water is absorbed by Primojel®
particles on the outside of the tablet, which is
hardly affected by the presence of lubricant film.

The outer shell of the tablet will be disrupted by
the swelling of Primojel® and water can reach the
underlying disintegrant particles. The tablet will
thus progressively be disrupted from the outside
of the tablet, resulting in a fast and complete
disintegration.

Drug dissolution rate

After the fast disintegration of tablets or capsules
containing Primojel®, the active ingredient

will dissolve rapidly and enhance in vivo drug
absorption rate as a result of the hydrophilic nature
of Primojel® and of its counteracting effect on
lubricants.®
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Tablet formulation example with Primojel® for direct compression

Phenobarbitone tablets 50mg

Phenobarbitone 25.0%
Microcrystalline cellulose 225%
Pharmatose® 100M 49.3%
Primojel® 25%
Colloidal silica 0.2%
Magnesium stearate 0.5%
Variation coefficient of tablet weight  0.6%
Friability 0.1%
Crushing strength 78N
Disintegration time (no disk) 208

$mm, 200mg tablets
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Tablet formulation example with Primojel® for wet granulation

Hydrochlorothiazide tablets 100mg

Hydrochlorothiazide 20%
Pharmatose® 200M 75%
Primojel® 4%
PVP 0.5%
Magnesium stearate 0.5%
Crushing strength 65N
Disintegration time (no disk) 328

13mm, 500mg tablets

Percentage dissahred
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Primellose® ph. Eur., USP/NF. JPE

Primellose® is croscarmellose sodium, Ph. Eur.,
USP/NF, JPE, a cross-linked carboxymethyl cellulose
sodium. Cross-linking reduces its water solubility
and permits the material to swell and take up many
times its weight in water without losing its fibrous
integrity.

Disintegration mechanism

The combination of a rapid water penetration into
tablets via the hydrophilic, fibrous disintegrant
particles, and the subsequent development of a
disintegration force are responsible for the excellent
disintegration efficiency of croscarmellose sodium
Primellose®.

Reduction of negative effect of lubricants
The high swelling capacity of Primellose® can
counteract the deteriorating effect of hydrophobic
lubricants on tablet disintegration, such as
magnesium stearate. The water absorption of
Primellose® destroys the magnesium stearate film
around the particle and in tablet pores. When the
swelling of Primellose® disrupts the outer shelf of
the tablet, water can reach underlying disintegrant
particles.

The tablet is then disrupted from the outside,
resulting in a complete and fast disintegration.

Drug dissolution rate

Primellose® improves the drug dissolution rate
from capsules and tablets prepared by both direct
compression or by wet granulation. The hydrophilic
nature of Primellose® helps the active ingredient
dissolve quickly.
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Tablet formulation example with Primellose® for direct compression

Oxazepam tablets 10mg

Oxazepam 4.0%
Pharmatose® DCL 11 454%
Pharmatose® 100M 454%
Primellose® 4.0%
Collodial silica 0.2%
Magnesium stearate 1.0%
Variation coefficient of tablet weight 0.95%
Crushing strength 70N
Disintegration time (no disk) 255

Smm, 200mg tablets
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Tablet formulation example with Primellose® for wet granulation

Hydrochlorothiazide tablets 100mg

Hydrochlorothiazide 20%
Pharmatose® 200M 77%
Primellose® 2.0%
PVP 0.5%
Magnesium stearate 0.5%
Crushing strength 60N
Disintegration time (no disk) 32§

13mm, 500mzg tablets

Percentage dissohved
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Specifications

Primojel® Primellose®
Description Sodium starch glycolate = Description
Ph.Eur, USP/NF, JPE Croscarmellose sodium
(type A) Ph.Eur, USP/NF, JPE
Appearance Fine, white powder Appearance Fine, white powder
Loss on drying < 6.0% Loss on drying <7.0%
pH 55-75 pH 5.0-7.0
Sieve Analysis Sodium glycolate
<50mg/g content and Sodium
on 63 micrometers chloride content < 0.5%

Sodium qastnet

(chemically linked) 2.8-4.2%
Sodium glycolate

content <2.0%
Sodium chloride

content <55%
Alcohol soluble

material <15.0%
Iron (Fe) < 0.002%
Heavy metals < 0.002%
Organic volatile

impurities as

mentioned in USP/NF = absent
Total aerobic

mesophilic count < 100CFU/g
Yeasts < 50CFU/g
Moulds < 50CFU/g
Candida albicans (1g)  negative
Pseudomonas

aeruginosa (10g) negative
Staphylococcus

aureus (10g) negative
Escherichia coli (10g) negative
Salmonella (10g) negative

Pharmacopoeia
Primojel® and Primellose® comply with the latest
editions of the Ph.Eur., USP/NF and JPE.

Drug Master File Number
Primojel®: No. 3015, submitted August 24, 1977.
Primellose®: No. 9662, submitted April 21, 1992.

Packaging
Primojel®: packed in a 50kg HDPE (high-density

polyethylene) drum with a polyethylene inner bag.

Primellose®: packed in a 25kg fiber drum with a
polyethylene inner bag.

‘Weatel sbiblnetnngna
Settling volume
Degree of substitution

Sulphated ash

Heavy metals
Organic volatile
impurities as
mentioned in USP/NF

Total aerobic
mesophilic count
Yeasts

Moulds

Candida albicans (1g)
Pseudomonas
aeruginosa (10g)
Staphylococcus
aureus (10g)
Escherichia coli (10g)
Salmonella (10g)

1.0%-10.0%
10-30ml
0.60-0.85

14.0%-28.0%

< 0.001%

absent

< 100CFU/g
< 20CFU/g
< 20CFU/g
negative

hegative
hegative

hegative
negative

Storage, stability and shelf life

The products should be stored under normal
warehouse conditions, which are recommended
temperature averaging between 5 and 25°C and
a relative humidity of max. 70%. Under these
conditions originally sealed packing can be stored

for at least 5 years.

For further information please visit our website
www.dmv-international-pharma.com or contact us
on pharma@dmvy-international.com
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Represented In India By :

Y. SAINATHAN,

3/20, Tardeo Air Conditioned Market,
5, Tardeo, Mumbai - 400 034.

Tel. : 91-22-2351 0937 / 2351 3014
Fax : 91-22-2352 0939

E-mail : ysnth@vsnl.com

Warranty

The details given here are merely intended for information purposes and are in no way
legrlly binding. Consequently we accept re respensibility in the broadest serse of the word
for darnage that may result from applications based upeon this information. Furtherrmons,
this information doss not corstitube parmission to infrings patent and licence rights.
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