
COMPOSITION
Each mL contains
Insulin Glargine (rDNA Origin) 100 IU
m-Cresol 2.7 mg  (as preservative)
Excipients....q.s.

DOSAGE FORMS
A clear colourless solution for injection in vials.

DESCRIPTION
®BASALOG  (insulin glargine [rDNA origin] injection) is a sterile solution of insulin 

glargine for use as an injection. Insulin glargine is a recombinant human insulin 
analog that is a long-acting (up to 24-hour duration of action), parenteral blood-
glucose-lowering agent. is produced by recombinant DNA 
technology utilizing Pichia pastoris as the production organism. Insulin glargine 
differs from human insulin in that the amino acid asparagine at position A21 is 
replaced by glycine and two arginines are added to the C-terminus of the B-

A B Bchain. Chemically, it is 21 -Gly-30 a-L-Arg-30 b-L-Arg-human insulin and has 
the empirical formula C H N O S  and a molecular weight of 6063. 267 404 72 78 6

INDICATIONS 
is indicated for the treatment of adults, adolescents and children of 6 

years or above with diabetes mellitus, where treatment with insulin is required.
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PHARMACODYNAMIC AND PHARMACOKINETIC PROPERTIES
Mechanism of Action:
Primary function of insulin, including insulin glargine, is regulation of glucose 
metabolism. Insulin and its analogs lower blood glucose levels by stimulating 
peripheral glucose uptake, primarily by skeletal muscle and fat, and by inhibiting 
hepatic glucose production. Anabolic functions of insulin include inhibition of 
lipolysis, inhibition of proteolysis, and enhancement of protein synthesis.

Pharmacodynamics:
Insulin glargine has low aqueous solubility at neutral pH. At pH 4, as in the 
glargine injection solution, it is completely soluble. After injection into the 
subcutaneous tissue, the acidic solution is neutralized, leading to formation of 
microprecipitates from which small amounts of insulin glargine are slowly 
released, resulting in a relatively constant concentration/time profile over 24 
hours with no pronounced peak which allows once-daily dosing as a patient's 
basal insulin.

In published clinical studies, the glucose-lowering effect on a molar basis of 
intravenous insulin glargine was approximately the similar to human insulin. In 
published euglycemic clamp studies in healthy subjects or in patients with type 1 
diabetes, the onset of action of subcutaneous insulin glargine was slower than 
NPH human insulin. The effect profile of insulin glargine was relatively constant 
with no pronounced peak and the duration of its effect was prolonged compared 
to NPH human insulin. 

Pharmacokinetics:
Absorption and Bioavailability. The insulin serum concentrations after 
subcutaneous injection of insulin glargine in healthy subjects and in patients 
with diabetes, indicated a slower, more prolonged absorption and a relatively 
constant concentration/ time profile over 24 hours with no pronounced peak in 
comparison to NPH human insulin. In published studies, the duration of action 
after abdominal, deltoid, or thigh subcutaneous administration was similar.

Metabolism. In a published metabolism study in humans it was found that 
insulin glargine is partly metabolized at the carboxyl terminus of the B chain in 
the subcutaneous depot to form two active metabolites with in vitro activity 
similar to that of insulin, M1 (21A-Gly-insulin) and M2 (21A-Gly-des-30B-Thr-
insulin). Unchanged drug and these degradation products were also present in 
the circulation.
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DOSE AND METHOD OF ADMINISTRATION
Insulin glargine is an analogue of human insulin which exhibits a relatively 
constant glucose-lowering profile over 24 hours that permits once-daily dosing. 
Potency of insulin glargine is approximately the same as human insulin.

is recommended for once daily subcutaneous administration and 
may be administered at any time during the day. However, once started should be 
administered at the same time every day. For patients adjusting timing of dosing 
with , see WARNINGS and PRECAUTIONS, Hypoglycemia.

is not recommended for intravenous administration (see 
PRECAUTIONS). Intravenous administration of the usual subcutaneous dose 
could result in severe hypoglycemia. The desired blood glucose levels as well as 
the doses and timing of anti-diabetes medications must be determined 
individually. Blood glucose monitoring is recommended for all patients with 
diabetes.

The prolonged duration of action of is dependent on injection into 
subcutaneous space. As with all insulins, injection sites within an injection area 
(abdomen, thigh, or deltoid) must be rotated from one injection to the next.

In published clinical studies, there was no relevant difference in insulin glargine 
absorption after abdominal, deltoid, or thigh subcutaneous administration. As 
for all insulins, the rate of absorption, and consequently the onset and duration 
of action, may be affected by exercise and other variables.

is not the insulin of choice for the treatment of diabetes ketoacidosis. 
Intravenous short-acting insulin is the preferred treatment.

Initiation of therapy:
Based on published information the recommended starting dose on an average 
is 10 IU once daily and subsequently adjusted according to the patient's need to 
a total daily dose ranging from 2 to 100 units, however doses needs to be 
individualized by the prescriber for a particular patient.

®Changeover to BASALOG :
If changing from a treatment regimen with an intermediate or long-acting insulin 
to a regimen with , the amount and timing of short-acting insulin or 
fast-acting insulin analog or the dose of any oral anti-diabetes drug may need to 
be adjusted. 

In published clinical studies, when patients were transferred from once-daily 
NPH human insulin or ultralente human insulin to once-daily insulin glargine, the 
initial dose was usually not changed. However, when patients were transferred 
from twice-daily NPH human insulin to insulin glargine once daily, to reduce the 
risk of hypoglycemia, the initial dose (IU) was usually reduced by approximately 
20% (compared to total daily IU of NPH human insulin) and then adjusted based 
on patient response (see PRECAUTIONS, Hypoglycemia).

A program of close metabolic monitoring under medical supervision is 
recommended during transfer and in the initial weeks thereafter. The amount 
and timing of short-acting insulin or fast-acting insulin analog may need to be 
adjusted. This is particularly true for patients with acquired antibodies to human 
insulin needing high-insulin doses and occurs with all insulin analogs. Dose 
adjustment of insulin glargine and other insulins or oral anti-diabetes drugs may 
be required; for example, if the patient's timing of dosing, weight or lifestyle 
changes, or other circumstances arise that increase susceptibility to 
hypoglycemia or hyperglycemia. The dose may also have to be adjusted during 
intercurrent illness (see PRECAUTIONS, Intercurrent Conditions).

Preparation and Handling:
 should be inspected visually prior to administration whenever the 

solution and the container permit. must only be used if the solution is 
clear and colorless with no particles visible.
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Mixing and diluting:
®BASALOG  must NOT be diluted or mixed with any other insulin or 

solution. The syringes must not contain any other medicinal product or residue.

USE IN SPECIAL POPULATIONS
Pediatric:
Insulin glargine can be safely administered to pediatric patients ≥6 years of age. 
Administration to pediatric patients <6 years has not been studied. 

Pregnancy:
There are no well-controlled clinical studies of the use of insulin glargine in 
pregnant women. It is essential for patients with diabetes or a history of 
gestational diabetes to maintain good metabolic control before conception and 
throughout pregnancy. Insulin requirements may decrease during the first 
trimester, generally increase during the second and third trimesters, and rapidly 
decline after delivery. Careful monitoring of glucose control is essential in such 
patients. 

Nursing Mothers:
It is unknown whether insulin glargine is excreted in significant amounts in 
human milk. Many drugs, including human insulin, are excreted in human milk. 
For this reason, caution should be exercised when insulin glargine is 
administered to a nursing woman. Lactating women may require adjustments in 
insulin dose and diet.

Geriatric Use:
In elderly patients with diabetes, the initial dosing, dose increments, and 
maintenance dosage should be conservative to avoid hypoglycemic reactions. 
Hypoglycemia may be difficult to recognize in the elderly.

CONTRAINDICATIONS
is contraindicated in patients hypersensitive to insulin glargine or the 

excipients and during hypoglycemia.

WARNINGS
Hypoglycemia is the most common adverse effect of insulin, 
including insulin glargine. As with all insulins, the timing of 
hypoglycemia may differ among various insulin formulations. 
Glucose monitoring is recommended for all patients with diabetes.

Any change of insulin should be made cautiously and only under 
medical supervision. Changes in insulin strength, timing of dosing, 
manufacturer, type (e.g., regular, NPH, or insulin analogues), species 
(animal, human), or method of manufacture (recombinant DNA versus 
animal-source insulin) may result in the need for a change in dosage. 
Concomitant oral anti-diabetes treatment may need to be adjusted.

PRECAUTIONS
General:
Insulin glargine is not intended for intravenous administration. The prolonged 
duration of activity of insulin glargine is dependent on injection into 
subcutaneous tissue. Intravenous administration of the usual subcutaneous 
dose could result in severe hypoglycemia. Insulin glargine must NOT be 
diluted or mixed with any other insulin or solution. If insulin glargine is 
diluted or mixed, the solution may become cloudy, and the 
pharmacokinetic/pharmacodynamic profile (e.g., onset of action, time to peak 
effect) of insulin glargine and/or the mixed insulin may be altered in an 
unpredictable manner. When insulin glargine and regular human insulin are 
mixed immediately before injection there is a possibility of delayed onset of 
action and delayed time to maximum effect for regular human insulin. The total 
bioavailability of the mixture may also slightly decreased compared to separate 
injections of insulin glargine and regular human insulin. As with all insulin 
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preparations, the time course of insulin glargine action may vary in different 
patients or at different times in the same patient and the rate of absorption is 
dependent on blood supply, temperature, and physical activity. Insulin may cause 
sodium retention and edema, particularly if previously poor metabolic control is 
improved by intensified insulin therapy.

Hypoglycemia:
As with all insulin preparations, hypoglycemic reactions may be associated with 
the administration of insulin glargine. Hypoglycemia is the most common 
adverse effect of insulins. Early warning symptoms of hypoglycemia may be 
different or less pronounced under certain conditions, such as long duration of 
diabetes, diabetes nerve disease, use of medications such as beta-blockers, or 
intensified diabetes control. Such situations may result in severe hypoglycemia 
(and, possibly, loss of consciousness) prior to patients' awareness of 
hypoglycemia.

The time of occurrence of hypoglycemia depends on the action profile of the 
insulins used and may, therefore, change when the treatment regimen or timing 
of dosing is changed. Patients being switched from twice daily NPH insulin to 
once-daily insulin glargine should have their initial insulin glargine dose reduced 
by 20% from the previous total daily NPH dose to reduce the risk of 
hypoglycemia. The prolonged effect of subcutaneous insulin glargine may delay 
recovery from hypoglycemia.

Renal Impairment:
Insulin glargine requirements may be diminished because of reduced insulin 
metabolism, based on observations found with other insulins.

Hepatic Impairment:
Insulin glargine requirements may be diminished due to reduced capacity for 
gluconeogenesis and reduced insulin metabolism, similar to observations found 
with other insulins.

Injection Site and Allergic Reactions:
As with any insulin therapy, lipodystrophy may occur at the injection site and 
delay insulin absorption. Other injection site reactions with insulin therapy 
include redness, pain, itching, hives, swelling, and inflammation. Continuous 
rotation of the injection site within a given area may help to reduce or prevent 
these reactions. Most minor reactions to insulins usually resolve in a few days to 
a few weeks.

In the published data reports of injection site pain were more frequent with 
insulin glargine than NPH human insulin (2.7% insulin glargine versus 0.7% 
NPH). The reports of pain at the injection site were usually mild and did not result 
in discontinuation of therapy. Immediate-type allergic reactions are rare. Such 
reactions to insulin (including insulin glargine) or the excipients may, for 
example, be associated with generalized skin reactions, angioedema, 
bronchospasm, hypotension, or shock and may be life threatening.

Intercurrent Conditions:
Insulin requirements may be altered during intercurrent conditions such as 
illness, emotional disturbances, or stress.

Information for Patients:
 must only be used if the solution is clear and colorless with no 

®particles visible. Patients must be advised that BASALOG  must NOT be 
diluted or mixed with any other insulin or solution. Patients should be 
instructed on self-management procedures including glucose monitoring, 
proper injection technique, and hypoglycemia and hyperglycemia management. 
Patients must be instructed on handling of special situations such as intercurrent 
conditions (illness, stress, or emotional disturbances), an inadequate or skipped 
insulin dose, inadvertent administration of an increased insulin dose, inadequate 
food intake, or skipped meals. 

®BASALOG

As with all patients who have diabetes, the ability to concentrate and/or react 
may be impaired as a result of hypoglycemia or hyperglycemia. Patients with 
diabetes should be advised to inform their health care professional if they are 
pregnant or are contemplating pregnancy.

DRUG INTERACTIONS
A number of substances affect glucose metabolism and may require insulin dose 
adjustment and particularly close monitoring.

UNDESIRABLE  EFFECTS
In a clinical study done by Biocon the adverse events were similar in nature, 
frequency and severity as compared to the reference product . Hypoglycaemic 
events were the most common adverse events in both the treatment groups. 
Apart from hypoglycemia, pyrexia was the next most common adverse event 
with three events in each study arm. Retinal adverse events reported in this study 
were comparable between the study arms.  The abnormalities in the laboratory 
parameters were comparable between the two study arms and all of them were 
considered not clinically significant. Antibodies against Biocon's insulin glargine 
were observed with the same frequency as compared to the reference product.

Following are the adverse events reported from published literature:
Body as a whole: allergic reactions.

Skin and appendages: injection site reaction, lipodystrophy, pruritus, rash.

Other; hypoglycemia: Rarely, insulin may cause sodium retention and oedema 
particularly if previously poor metabolic control is improved by intensified insulin 
therapy.

Immune system disorders: Allergic reaction Immediate-type allergic reactions to 
insulin are rare. Such reactions to insulin (including insulin glargine) or the 
excipients may, for example, be associated with generalised skin reactions, 
angio-oedema, bronchospasm, hypotension and shock, and may be 
lifethreatening. Insulin administration may cause insulin antibodies to form. 

Nervous system disorders: Dysgeusia

Eyes disorders: A marked change in glycaemic control may cause temporary 
visual impairment, due to temporary alteration in the turgidity and refractive 
index of the lens. Long-term improved glycaemic control decreases the risk of 
progression of diabetic retinopathy. However, intensification of insulin therapy 
with abrupt improvement in glycaemic control may be associated with 
temporary worsening of diabetic retinopathy. In patients with proliferative 
retinopathy, particularly if not treated with photocoagulation, severe 
hypoglycaemic episodes may result in transient amaurosis. 

Musculoskeletal and connective tissue disorders: Myalgia 
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Substances that may increase 
the blood-glucose-lowering 
effect and susceptibility to 
hypoglycemia

Substances that may reduce 
the blood-glucose-lowering 
effect of insulin

Substances that may 
either potentiate or weaken 
the blood-glucose-lowering 
effect of insulin. 

Oral antidiabetes products,
 ACE inhibitors, disopyramide, 
fibrates, fluoxetine, 
MAO inhibitors, propoxyphene, 
salicylates, somatostatin analog 
(e.g. octreotide), sulfonamide 
antibiotics.

Corticosteroids, danazol, 
diuretics, sympathomimetic agents 
(e.g., epinephrine, albuterol, 
terbutaline), isoniazid, 
phenothiazine derivatives, 
somatropin, thyroid hormones, 
estrogens, progestogens 
(e.g., in oral contraceptives), 
protease inhibitors and atypical 
antipsychotic medications 
(e.g. olanzapine and clozapine).

Beta-blockers, clonidine, lithium 
salts, and alcohol 

Pentamidine may cause hypoglycemia, which may sometimes be followed by hyperglycemia.
In addition, under the influence of sympatholytic medicinal products such as beta-blockers, 
clonidine,  guanethidine, and reserpine, the signs of hypoglycemia may be reduced or absent.

OVERDOSAGE
Insulin overdose may result in hypoglycemia. Mild to moderate hypoglycemia 
can be treated with consumption of drinks or foods containing sugar. Severe 
hypoglycemia, may be treated with parenteral glucose or injections of glucagon. 
Adjustments in drug dosage, meal patterns, or exercise, may be needed. 

CLINICAL STUDIES - EFFICACY RESULTS 
Efficacy of Biocon's insulin glargine was assessed in a phase III study conducted 
by Biocon Limited to establish the safety and non-inferiority of recombinant 
glargine manufactured by Biocon Limited in comparison to reference product in 
patients with Type 1 Diabetes Mellitus. Change in HbA1c analysis results 
established non inferiority of Biocon's insulin glargine compared to the reference 
product. The changes in FPG, PPG and Seven point glucose were comparable 
between the two study arms. The proportion of patients who achieved target 
HbA1c <7% was comparable between groups. Mean insulin dose was also 
comparable between the two arms. Compliance for the study treatment was 
good during the study with average compliance >98% for both basal & pre-meal 
soluble insulin and was comparable for both study arms. Overall the two study 
treatments were comparable with respect to efficacy.

SHELF LIFE
Please refer to the expiry data on label/carton

PACKAGING INFORMATION
 100 units per mL (100IU) is available in 3 mL vials and 10 mL vials 

STORAGE AND HANDLING INSTRUCTIONS:
Unopened  vials should be stored in a refrigerator, 36°F - 46°F                
(2°C - 8°C).  vials should not be stored in the freezer and they should 
not be allowed to freeze. Discard if it has been frozen.

Manufactured by:  
Biocon Limited
Biocon Special Economic Zone
Plot No. 2-4, Phase IV, Bommasandra - Jigani Link Road, 
Bommasandra Post, Bangalore -560099. India

Marketed by: 
Biocon Limited
20th KM, Hosur Road, Electronics City, Bangalore - 560 100. India

® -  Registered Trademark

In case of any product related complaints or adverse effect related to Biocon 
products, Call Toll Free No: 1800-425-7667 Or Visit our website 
www.biocon.com and fill voluntary reporting form available under Report 
Adverse Events/ Side Effects and product complaints & send the duly filled form 
to us at the address mentioned in the web mail address.
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