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INSULIN HUMAN INJECTION USP

(RECOMBINANT DNA ORIGIN)

WOSULIN™-R | "ockeuror
COMPOSITION REGULAR
Eachml 3 .
oS 1o 100 Monocomponent Insulin
in-Cresol usP 0.25% wiv (HUMAN)
as preservalive
Watlornecion UsP . FOR SC, IM, IV USE ONLY
Insulin is 2 hormone produced by the pancreas, 2 Iarge gland that lies near the stomach Thls hormone is necessary for the
my s c:rersct useof food, especially sugar. Diab: when the p to meetyour

y's ni

To control your diabetes, your doctor has prescribed injections of insulin products to keep your blood glucose at a near-
normal level. You have been instructed to test your biood and/or your urine regulariy for glucose. Studies have shown that
some chronic complicafions of diabetes such as eye disease, kidney disease, and nerve disease can be significantly
reduged if the blood sugar is maintained as close to normal as possible. Propercumml of your diabetes requires close and
constant cooperation with your doctor. Despite diabetes, you can lead an active and healthy life if you eat a balanced diet,
exercise regularly, and take our insulin injections as prescribed. Always keep an extra supply of insulin as well as a spare
syringe and needl« handy.

WOSUL!N R ’* inantinsulin, which i izedina special fthe
yeast Hansenula polymnrpna This special host cell line has been genetically altered by the addition of the gane for Insulin
human producti

WOSULIN-R conlams zine crystals dissolved in-a clear soiution. It is  sterile solution for parenteral use. It can be used
The onset of action of WOSULIN-R is rapid and it has a relatively short

duration of action (4 -6 h ipared with other longe 9 finsulin.

MECHANISM OF ACTION

Likeall insulins, the gl loweri WOSULIN-Ri tothe facilitated uptake of glucose in body lissues.

"hrs up!ake occurs Iollowmg the bmdmg yof msulm ln its veceptors presenl in the muscle and gmpuse fissue. The blood
ofins om the liver.

PHARMACOKINETICS

Insulin has a haif-life of a few minutes in the blood stream. Consequently, the time course of action of any insulin may vary
considerably in different individuals or at different times in the same individual. As with all insulin preparations, the intensity
and duration of action of WOSULIN-R is dependent on the dose, site of injection, blood supply, temperature, and physical
gﬁhvny . -

®0nset - within 30 minutes ® Peak levels attained hetween 1-3hours @ Duration of action - approximately 4-5 hours
INDICATIONS

WOSULIN-R isindicated for the following

[} Treatmentof all patients with type 1 diabetes

® Trealmenl of patients with type 2 diabetes who are not adequalely controlled by diet and / or orai hypaglycemic
agen
L For lhe initial slablhzauan of diabetes in pauems wr(h diabetic keloacidosis, hyperosmolar non-ketotic

and major surgery in diabetic patients.

Treatment of geslahona! diabetes

DOSAGE AND ADMINISTRATION

‘The dosage of WOSULIN-R is determined by your doctor, as per your need. Your usual insulin dose may be affected by

changes in your food, activity. or work schedule, Therefore carefully follow your doctor's instructions. With WOSULIN-R, itis

important lo use a syringe thatis 'narked for the desired strength, e.g. U-40 orl U-100insulin preparations. Failure to use the

propersyringe can leadtlca

The average range of total daily insulin requxremenl for maintenance in type 1 diabstic anems ranges between0.5and 1.0

1U/kg. Funher, in insulin res(stam:e the dauy by i of insulin may be higher. In patients with type 2

diabetes, i .3-0.61U/kg/day.

WOSULINR is usually administered subculaneously in the abdominal wall the thigh, the gluteal region or the deitoid

region.

In(ramuscular injections are posslble under guldance by a physmlan Intravenous administrations are suitable only for vial
odu unaer

To avmd lipodystrophy, the site of subcutaneous injection should be frequently changed. Any injection of insulin should be

iaﬂowsd by a meal or snack containing carbohydrates wuhm 30 minutes. Adjustment of dosage may be necessary, if you

change your usual diet.

USEALONG WITH OTHERINSULINS

WOSULIN-R can be used either in with bij regular i andi

uv in combmalmn with isophane insulin. However it should not be used with lente insufin because of mueased risk of

CONTRAINDICATIONS

the following condili
. Hypoglycemia
Hypersensitivity to insulin
FRECAUTKJNS

Pregnancy: There are no restrictions on the use of insulin during pregnancy since insulin does not cross the placental

barrier. Published sludies with human insulins suggest that optimizing overall glycemic control, including postprandial

control, before conception and during pregnancy improves fetal outcome. Although the fetal complications of maternal
have fetal toxicily also has been reported with matemal hypoglycemia. Insulin

reqwmenls usually fall dunng'he first lnmesler andi increase during the second and third trimesters. During the perinatal

peri

Nursing Mothers: Thi i thausa oFincuint

does notinvolve any risk o the baby However, caution should be exercised when administered to nursing mothers and the

dosage of insulin may be reduced.

Effects on the ability to drive and use machmes The patient's ability to cuncenua(e 2and react may be impaired as a

resultof This may ariskir where these | (e.g.drivinga
car or operating machinery).
You are therefore advised 1o avoic hyp: ia during driving. This is p igninc_amin patients who have reduced

SWITCHING TO DIFFERENT TYPE OF INSULIN

Ifyou are switching to another type of insulin, it should be done under strict medical supervision. Changes instrength, brand

(manufacturer), type (rapid acting insuiin, intermediate acting insulin, long acting insulin efc), species (animal, Insulin

human analog) and/or melhgd of manufacturer (recombinant versus animal source insulin) may resuit in the need for a
usedwith fi

LABORATORY TESTS

Aswithallinsulins, the toh insulin should b it peri tests. Periodic

DRUG INTERACTIONS
Insulln requirements may be increased by med|cauons with hyperglycemic activity such as corticosteroids, isoniazid,
(e.g. niacin), estr therapy.
insulin requirements may be decreased in t e pfesence of drugs with hypoglycemic activity, such as oral hypoglycemic
agems salccytatss sulfa_antibiotics, certain anbdeprzssanls (monoamine oxidase inhibitors), certain angiotensin
g hibitors, beta adrenergic block ors Of pancre (e.g. octreolide), and alcohol. Beta

Renal Impamnent The requ;remenls forinsulin may be reduced in patients with renalimpairment.
Hepahc Impairment: Allhough impaired hepah: luncnon does not affect the absorptior: or disposition of WOSULIN-R,

anddose Y.
ADVERSEEFFECTS
Themost

ith WOSULIN-R are:

1. Hypoglycemia :
Hypoglycemia is one of the miost common adverse effect seen with the use of any type of insulin including human iasulin.
This can occur because of the following:

Use of toomuchinsulin

° Missed meal/ delayed meal
c Intercurrentinfection oriliness
Strenuous exercise.
steasus of the adrenal, p«lullary, of thyroid gland, or progression of kidney or liver disease may also lead to hypoclycemia.
drugs that lower blood glucose such example,
asplnn), sulfa antibiotics, i maylead i

Concomitant consumption of alcoholic beverages may also lead to hypoglycemia. Symptoms of mild to moderate
hypoglycemia may occur suddenly and can include: Swealing; dizziness: palpitation: tremor; hunger; restlessness; tingling

PATIENT'S INFORMATION AND RECORD

Points you ¢hould know:

Remember ffie brand name and type of insulin prescribed.

Never expose insulin o extreme temperatures

Use only the right concentration of the insulin prescribed (40 IU of 100 ILJ) with the ngnl syringe.

The insulin vials have a prolective colour-coded cap which must be removed before use. If the plastic cap is loose
or missing, retum the vial to the pharmacy.

® WOSULIN is free from, Insulin derived from Animals.

i the hands. feet. fips. or fongue: bility to slee;

anxiely; biured vision; sbmdspeech d°pvess|vemood irritability; abnonnal benavu)r. unsteady muvemem personality
changes.

Signsof include : Di g Therefore, itis imp that

assistance be obiained immediately. Early waming symptoms of hypcglymmxa may be different or less monounoed under

certain cmdtm wdusbr@dumm of diabetes, d!abeuc istration of h as beta

blockers, chi injecti ay) of diabetes.

Ifthe bioodgiowse s below your narmaf fashng glucose, you shuuld oous;der ealing of drinking sugar cantaining foods to

noderate hypoglycemia may be treated by eating foods or drinks that contain sugar.
s 8 quick source of sugar, such as mnd‘z or glucose tablets. More severe hypog ycemna may

require meassls\anceol anothet person. Th OSULIN-R

‘offects asmaksdwm the use of animalinsulins.

2.0ede

Osdema anﬂ refraction enemahes ‘may occur upon initiation of insulin therapy. These symptoms are usually of a transitory

alure,
3 Allergy tolnsulin: i
SystemicAllergy: Le but potentially more serious, i j allergy to insulin, which may cause
rash over the whole body, shortness of brealh wheezing, reduclion in blood pressure, fast pulse, or sweating.

3.b: Local Allergy: Patients occasionally experience redness, swelfing, and itching at the site of injection of insulin.
This condition called local allergy, usuaﬂy dears up in 2 few days 0 a few weeks. In'some instances, this

gag

4, Lipoatrophy and lipodystrophy :

Lipoatrophy / Lipodystraphy occurs at the site of injection after long usage. However, this is less common with the newer
preparations of insulin.

5.Insulinresistance :

When insulin requirement is increased (> 200 I / day), insulin resistance is said io have developed. The following are the
different grades of insulin resistance:

Acute: Acute insulin resistance develops rapidly and is usually a short term problem. It usually occurs due to an underlying
infection, trauma, surgery and emotional stress. Treatment s {o overcome the precipitating factor and to give high doses of
regular insulin,
Ci?rcmc This type of insulir resist; seen in patients fory i fbeef
or pork insuling and it is more common in patlenls with Type 2 diabetes. Develmmem of such a type of insulin resistance is
an indication for switching patients to.the 7 newer preuaratmns of insulin. After i ins ituting the newer preparalions, insulin

jority of 601U/ day.

OVERDOSAGE

Hypoglycemia may occur as a fesult of an excess of insulin relative to food intake, energy expenditure, or both. Mild
episodes of hypoglycemia usually can be treated with oral glucose. It is therefore recommended that the diabetic patient
constantly carry some sugar lumps, sweets, biscuits, or sugary fruit juice. Adjusiments in drug dosage, meal patterns, or
exercise, may be needed. More severe episcdes of hypoglycemia with coma, seizure; or neurologic impairment may be
treated with i ! glucagon or glucose. Glucose must alsc be given
intravenously, if lhe pahen( does not respond fo glucagon within 10 to 15 minutes. Sustained carbohydrate intake and

ay recur after apparent clinical recovery.

STORAGE

WOSULIN-R should be stored in a refrigerator (2°C to 8°C) but not allowed to freeze. Whenin use, vial may be keptat room
temperature (15°C to 25°C) for upto six weeks. Do not expose to excessive heat or direct sunlight. WOSULIN-R rmust be
keptout of reach of children.

Insulin preparations, which have been frozen, must not be used. WOSULIN-R solutions should not be used if they do not
appear water-clear and colourless.

Once opened (when the stopper or seal has been punctured wit'i a needte), WOSULIN-R is kept at room temperature. Cold
insulin can be irritating to inject. Thus, patients should be asked to roll the vial in their hands 10 umes prior to drawing itupin
the syringe (after allowing the viato sitfor 30 minules atroom ifthe vialis storedin i

PACK : WOSULIN-R 100 1U/mt - 10mi vial

Manufactured by g
WOCKHARDT LTD. 8
Aurangabad, india -
TM Trademark of Wockhardt 3
\
( PROCEDURE FOR INSULIN ADMINISTRATION
8. Turn the bottle and
1, syringe upside down.
poos g B Hold the bottle and
roll Wosulin=R syringe firmly in_one
insulin vial 10 times hand ‘and shake- gently.
to completely mix Making sure that the tip
the insulin of the needle.is in the
- liquid, withdraw the
correct dose of insulin
into the syringe,
2. Inspect the vial.
Wosulin-R should
appear uniformly 7. Before removing the
cloudy or milky. The needle from the vial,
k Insulin Injection check the insulin syringe
should not be used if for air hubbles, which
there is anything reduces the amount of
unusual in @ insulin in-it;.if bubbies
appearance. 4 are present, hold the
insulin straight up and
" { tap its side until the
3 “r’.hf" 'lil_smgfaf “‘?"” bubbles float to the top.
as, Tpan e Push them out with the
plastic protective liinger-and® withdra
ap, but do not plinge araw
femave the stopper, the correct dose again.
The tip of the vial
should be wiped ;
with an alcohol i 8. Lightly pinch up the skin,
swab ) holding the syringe like
\ a pencil.
Draw air into the
syringe equal to your
insulin dose 9. Insertthe needle into the
skin and push the
plunger slowly. Make
sure that the needle is all
the way in.
Insert needle into vial
through rubber top .
and push plunger to 10. Wait for 5 seconds and
empty the air into the pull out the syringe. Do
vial 3 notrub the area.
\ J

Your Daily Insulin Intake Calendar

DATE| INSULIN.' TIME | BRAND DATEIINSULIN ITIME IBRAND
E




