
Over 60
No special warnings. Some older people may, however, have
vision problems that may make it difficult to draw up the
correct dose of insulin.
Driving and Hazardous Work
Patients taking insulin must be very careful to avoid
hypoglycemia when driving or engaging in hazardous work.
Alcohol
Moderate alcohol intake, especially when taken with large
meals, does not adversely affect control of diabetes or alter
the dose of insulin. However, large amounts of alcohol
increase the risk of hypoglycemia.
Pregnancy
Strict metabolic control—using insulin injections in most
women—must be maintained during pregnancy to reduce
the risk of birth defects, fetal complications, or death at
the time of delivery. In women who had diabetes before
the onset of pregnancy, the dose of insulin is often smaller
during the first third (trimester) of pregnancy and then
higher during the final two trimesters. When women first
develop diabetes during pregnancy (gestational diabetes),
insulin requirements drop rapidly after delivery and most
do not need to continue with insulin treatment.
Breast Feeding
Insulin requirements tend to be lower during breast feeding.
Home glucose monitoring is important to avoid
hypoglycemia. Insulin is not present in breast milk.
Infants and Children
Treatment with insulin in young patients is the same as that
in older people with diabetes.
Special Concerns
Inadequate amounts of insulin in type 1 diabetes may lead
to the serious complication of diabetic ketoacidosis,
characterized by loss of appetite, excessive thirst and
urination, nausea, vomiting, deep breathing, fruity breath
odor, drowsiness, confusion, and loss of consciousness.
Overdose Symptoms and Management
Insulin overdose results in hypoglycemia (see Side Effects
for symptoms).
For mild to moderate hypoglycemia, consume drinks or food
containing sugar. For more severe hypoglycemia, administer
parenteral glucose or injections of glucagon or call
emergency medical services immediately.
Interactions
Drugs
A large number of drugs can promote either elevated blood
glucose levels or hypoglycemia. Be sure that your doctor
knows about all the medications you are on, and is well
informed about any new drugs you plan to take, either by
prescription or over the counter. Corticosteroids in particular
are likely to raise blood glucose levels and insulin
requirements. Beta-blockers(commonly prescribed for
hypertension) may cause either high blood glucose levels
or hypoglycemia ; such medications may dampen the
symptoms of hypoglycemia that are caused by adrenaline
release, mild degrees of hypoglycemia may progress
unnoticed to more serious hypoglycemia affecting the brain.
Alpha-lipoic acid, Chromium, Ephedra (Ma huang),
Ginkgo biloba, Ginseng etc., when co-prescribed may
need a change in the Insulin dosage and close monitoring
of Blood Glucose levels.

Food Interactions
Insulin requirements are increased when larger amounts of
calories are ingested, especially simple sugars and
carbohydrates.
Disease Interactions
Insulin requirements are increased by infections,
psychological stress, or an uncontrolled overactive thyroid,
and often at a time of surgery. Requirements may diminish
with kidney disease or a less active adrenal or pituitary
gland.
Undesirable Effects
Serious Side Effects
Symptoms of hypoglycemia can be caused by the release of
adrenaline or by an inadequate supply of glucose to the
brain. With severe hypoglycemia, lack of sufficient glucose
to the brain may cause slurred speech, impaired
concentration, confusion, seizures, coma, irreversible brain
damage, and death. Mild hypoglycemia may cause restless
sleep, nightmares, or a cold sweat that awakens patients at
night.
Common Side Effects
Symptoms resulting from release of adrenaline are common
manifestations of mild to moderate hypoglycemia. They
include cold sweats, anxiety, shakiness, hunger, rapid
heartbeat, head-ache, and nervousness. Weight gain is
common when taking insulin.
Less Common Side Effects
Allergic reactions, lipoatrophy (depressions in the skin due
to loss of fat tissue), and lipohypertrophy (excessive
accumulation of fat tissue).
Incompatibilities
In general terms insulin should only be added to compounds
with which it is known to be compatible.  Insulin suspensions
should not be added in infusion fluids.
Storage and precautions
INSUGEN-R vials which are not in use should be stored in its
carton at 2°C to 8°C in a refrigerator (not too near the
freezing compartment)
INSUGEN-R vials that are in use can be kept at room
temperature (up to 25°C) for up to 6 weeks.
Keep protected from light.
Keep INSUGEN-R out of reach of children.
Insulin products which have been frozen must not be used.
INSUGEN-R vials should never be exposed to heat or direct
sunlight and should never be frozen.
Never use insulin after the expiry date printed on the pack.

Shelf Life
Please refer to expiry date on label/carton

Never use Insugen-R if the solution shows cloudiness or any
suspended matter.
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INSUGEN-R(Regular),
Insulin, Human of recombinant DNA Origin
For s.c., i.v. use only

INSUGEN-R(Regular) is a soluble short acting Insulin in a
10ml vial for injection
INSUGEN-R(Regular),  10ml vials are available in the strength
of 40 IU/ml for use with insulin syringes with a corresponding
unit scale.

Composition
Each ml contains
Insulin, Human Ph. Eur. ..... 40 IU
(Insulin, Human of recombinant DNA Origin)
m-Cresol U.S.P. .......... 0.25% w/v
Water for Injection I.P. ......... q.s.
One IU (International Unit) of insulin is equivalent  to
0.035mg of human insulin.

Indications
Treatment of all types of Diabetes mellitus

Pharmacological properties
Insulin, a hormone secreted by the beta cells of the pancreas,
plays an essential role in controlling the metabolism and
storage of carbohydrates, fat, and protein. Insulin is secreted
in response to a rise in blood glucose (sugar). Insulin lowers
blood glucose by facilitating uptake of glucose following
binding of insulin to receptors on muscle and fat cells and
to the simultaneous inhibition of glucose output from the
liver between meals. Insulin in the blood stream has a half-
life of a few minutes. Consequently, the time-action profile
of an insulin preparation is determined solely by its
absorption characteristics. This process is influenced by
several factors (e.g. insulin dosage, injection route and site),
which is why considerable intra and inter patient variants
are seen.

An average action profile of Regular Insulin, after
subcutaneous injection:
Onset of Effect
Within 30 minutes
Peak effect occurs within 2 to 4 hours.
Duration of Action
From 4 to 6 hours.

Dosage and Administration
Dosage is individualised and determined by the physician
in accordance with the needs of the patient.
The average daily insulin requirement for Diabetes therapy
ranges between 0.5 and 1.0 IU/kg, depending on the
individual needs of the patient. Optimised metabolic
control, including glucose monitoring, is therefore
recommended during Insulin treatment.
In Geriatric patients, the primary aim of treatment may be
relief of symptoms and avoidance of hypoglycaemic events.
INSUGEN-R may be taken 1 to 4 times daily, before meals
and possibly at bedtime. Regular(or rapid-acting) insulin
should be administered 30 to 45 minutes before a meal. It

can be mixed in the same syringe with intermediate-acting
insulins, but in such situations, the regular insulin is drawn
first.
INSUGEN-R is administered subcutaneously into the thigh
or abdominal wall. If convenient, the gluteal region or
deltoid region may be used.
Subcutaneous injection into the abdominal wall results in
a faster absorption than from other injection sites.
Injection into a lifted skin fold minimises the risk of an
intramuscular injection.
Injection sites should be rotated within an anatomic region
and also among various other sites in order to avoid
lipodystrophy.
An injection should be ideally but not always, followed
within 30 minutes by a meal or a snack containing
carbohydrates.

Instructions to be given to the patient
Before injecting this insulin,
1. Disinfect the rubber stopper.
2. Roll the vial between the palms of the hands, make sure

there are no suspended impurities
3. Draw into the syringe the same amount of air as the dose

of insulin to be injected.
4. Inject the air into the vial
5. Turn the vial and syringe upside down and draw the

correct insulin dose into the syringe. Withdraw the needle
and expel the air from the syringe and check that the
dose is correct.

6. Inject immediately

How to inject this insulin
• Pinch the skin between two fingers, push the needle into

the skinfold and inject the insulin under the skin
• Keep the needle under the skin for at least 6 seconds to

make sure all the insulin has been injected
• If blood appears after the needle has been withdrawn,

press the injection site lightly with a finger.

Contraindications
Hypoglycaemia.
Hypersensitivity to human insulin or any of the excipients.

Precautions
Missed Dose
Timing of insulin doses is extremely important. The best
approach is to measure blood glucose and add a dose of
regular insulin if glucose levels are too high. Otherwise,
wait for the next scheduled dose.

Stopping the Drug
Do not stop taking insulin injections unless ordered by your
doctor. Patients with diabetes are often given general
instructions for modifying their insulin doses based on blood
glucose measurements.

Prolonged Use
After many years with diabetes, some patients become
insensitive to the symptoms of hypoglycemia and are at risk
for serious brain complications of prolonged, unrecognized
hypoglycemia.
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