INFORMATION FOR THE PATIENT
r

REGULAR
INSULIN HUMAN INJECTION, USP
RECOMEINANT DNA ORIGIN

This JUSLINE is a human insulin praduct that differs irem animal source insulin because it is structurally
identical ta the insulin produced by your body's pancreas and because of itg unigue marwfacturing process
Any change of insulin should be made cautiously and only under madical suparvision, Changas in purity.
strangth, brand {manutacturer), ype {regular, NPH, lente, afc), species {baef, pork, beef-pork, human),
and/ar method of manufacturing {recormbinant DNA varsus animal-source insulin) may result in the need for
a changa in dosage. |
Saome patients taking JUSLINE® {Insulin human. recombinant DNA ariging may reguire a change in dosage
fram that used with animat source insulins. If an adjustment needed, it may ocour with the first dose or
during the first several weeks or manths |

Insulin is a harmone produced by the pancreas, a targe gland that lies near the stornach. This hormone s
necessary for the body's carrect use of food, especially sugar. Diabetes aceurs when the pancreas does not
make encugh insufin to mast yaur body's needs,
Ta control your diabeles, your doctor has prescibed injections of insulin ta keep your blood glucose at o
nearly normal level Froper contral of your dabeles requires close and constant cooperation with yar
doctor, In spite of diabeates, You can lead an agtive, healthy, and usatul lite | you eat a balancad et daiby,
exercise regularly, and take your insulin injections as prascribed,
‘You have been Instructad 1o test your body andior ¥our urine regularty for glucose, |f your blood tests
consistently show above-or balow-normal glucase levels ar WOUr Ufing tesis consistently show tha presence
af glucosa, your dizbotes is not properly controlled and you must let YOUr docior know, X
Always keep an extra supply af insulin and @ spare syringe neadla on hand. Always wear digben:
identification so that apprapriate treatment can be avan il comphcations oceut away from homa.
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JUSLINE is synthesized in a non-disease-producing spacial laboratory stran of Escherchia coll bactatfa
that has been genetically allerad by the addition of the gene for human nsulin produclion. JUSLINE R
cansists of zinc-insulin crystals dissolved in a clear fluid, JUSLINE R has had nothing added 1o change the
speed ar length of its aclion, It lakes effect rapidly and has a relatively shor duration of activity (4 tg 12
haurs) as compared with other insulins. The time course of action af any msubn may vary considerably jn
different individuals or at differant times i1 the same individual. As with all insulin preparations, the duration
af action of JUSLINE R is dependent an dose, site of injection, blood supply, temperature, and physical
activity. JUSLINE R s a sterile solution and s for subcutanepus injechen anty. B should not ba use
intramuscularly. The concentration of JUSLINEIR is 100 units/miL (U-100)

Insulin human is available in 3 farmulations:

Regular (R), NPH (Ny, 30% as soluble insulin and 70% as isophana insulin (3070}, Your doctor has
presenbed the type of insulin that hedshe beligves 15 best for you: DO NOT USE ANY OTHER INSULIN
EXCEPT ON HIS/HER ADVICE AND DIRECTION.

Always check the carton and the bottle label for the name and letter designation of the insulin Yau receivi:
from your pharmacy 1o make sure it is the same as thal your dactar has nprescrbed,

Always examing the Appaarance af your botle of insuhn before withdrawng pach dose. JUSLINE R iz o
clear and colortess hquid with water ke appearance and consistency: Do not use if appears cloudy.
thickened, or sightly colered ar if salid particles arc wisible. Always check the appearance of your botle of
msulin betare using, and if ¥ou nate anything unusual in the appearance of your insulin or notice wour insulin
requirements changing markadly, consult your doctar

Keep the vial in the outer carton in order te protect from light. Stere in a refrigerator (2 - 82C). Avoid treezing.
Da nat use msulin if it has been frozen. Do not use a bottle of insulin after the expiration date stamped on
the label.

Doses of insulin are measured in units. It is irmponant that you undarstang tho markings on your syringe,
bacause the volume of insulin you inject depends on the strength, that is, the number of units/ml. Far the
reasan, you should always use g syringe marked for the strength of insulin you are injecting. Failure to use
the proper syringe can lead to a mistake in dosage, causing sarous problems for ¥au, such as a blood
glucose level that is too low ar toa high,

To help avard contamination and possible infaction, follow these instructions exactly,

Disposable syringes and necdies should be used anly once and then discarted.

NEEDLES AND SYRINGES MUST NOT BE SHARED.

Reusable syringes and nondles must be sterilized befare each injection. Follow the packaga directions
supplied with your syringn

1. Wash your hands,
2. Inspect the insulin. JUSLINE R should loak clear and colorless. Do not use JUSLINE R if it appears
Cloudy, tickenad, or slightly colored or if solid particles are visibla, '
I using a new bottle, 1lip off the plastic protective cap, but do nat remave the stopper. Whan using a new
battle. wipe the top of the bottle with an alcohol swab.
- 1t you are mixing insulin. refar ta the nstructions for mixing that follaw,
Put the needla through rubber top of the insulin bottle.
- Tum tha bottle and syringe upside down. Hold the bottle and syringe firmly in one hand,
Make sure that the 1ip of the neadle is in the insulin, withdraw the correct dase of insulin inta the syrnge,
Befora removing 1he nesdle from the battle, check your syringe for air bubbles that raduce the amount of
insulin in o, If.blbbles are present, hold the syringe straiglt up and lap Its side until the bubbles float 1o
the top. Push them out with the plunger and withdraw the correct dose.
9. Hemove the needle trom the battle and lay the syringe down so that the needle does not teuch anything.
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Hegular human insulin should be mixed only with longer-acting human insulins anly on the advice of
your dactor,

Insert tha needle into reqular human insulin bottla, Tum the bottle and the synnge upside dawn.

Making sure the tip ol the needle is in the insufin, withdraw the correct dose of regular insulin into the
syringe.

Betare removing the needle trom the bottle, chack Your syringe tor air bubbles, which reduce the amount
ol insulin init. If bubbles are present, hold the syringe straight up and tap its side until the bubbles float
to the top. Push tham out with the plunger and withdraw the enrract dose.

Remove the needle from the battle of regular insulin and insen it into the battla of langer-acting insulin,
Turn the bottle and the syringa upside down. Hold the bottle and syringe firmly in one hand and shake
gently. Make sura that the tip of the needle is in the insulin, withdraw your dose of lenger-acting insulin,
. Remova the needle and lay the syringe down so that the needle does not touch anything,

Follow your doctor's instruction on whether to mix your insuling ahead of time or just before giving yaur
Injection. |t is important to be cansistent in your method,

Syringas from differant manufaciurers may vary in the amount of space betwaen the bottom line and the
neadle; because of this da not change the sequence af mixing or the model and brand of syringes or needle
that the doctor has prescribed.
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Cleanse the skin with alzahal where infection 1s to be mada. Stabilize skin by spreading it or pinching up a
large araa, nsert neadie as instructed by your doctor, Push the plunger in as far as it will go. Pull tha neadle



out and apply gentle pressure aver the injgction site tar several seconds. Da not rub the area. To avoid
tissue damage, give the next injection at a site at least 14" from the previous site.

Your doctar has told you which insulin to use, how much, and when, and how often to inject it. Bacause
aach patient's case of diabeles is different, this schedule has been individualized for you,
Your usual insulin dose may be attected by changes in your foad, activity, or work schedule, Carafully tollow
your doctors instructions to allow for these changes. Other things that may affect your insulin doze are;
liness, especially with nausea and vormiting, may cause your insulin requirements io change. Even
it you are not eating, you will stil requira insulin. You and your doctor shauld eslablish & sick day plan tar
you to Lse in case of iliness. When ¥ou are sick, test your bload/urine frequently and call your doctor as
nstructed,

Good control of diabetes is especially important far vou and ¥our unbomn baby, Pregnancy may
make managing your diabotes more difficult. M you are planning to have a baby, are pregnant, or are
nursing a baby, consult your dector.

Insulin requirerments may be increased if yau are taking ather drugs with hyperglycamic
activity, such as oral contraceptives, conicosteroids, of thyroid replacement therapy. Insulin requirements
may be reduced in the presence of drugs with hypoglycemic activity. such as oral hypoglycemics,
salicylates (tar exampile, aspirin} sulla antibictics and cartain antidepressaniz  Always discuss any
medications you are taking with your doctor.

Exercise may lower your bady's need for insulin during and for some time ater the activity,
Exarcise may also speed. up the effect of an insulin dose, especially if the exercise involves the area of
injection site {for example; the leg should not be used for injection just priar ta running). Discuss with your
doctor how you should adjust your regiman 1o accommodatle axercise.
Persons traveling across maore than 5 time zones should consult thelr daclor CONEerning
adjustments in their insulin schedula.
O

Hypoglycemia {Insulin Reaction)

Hypoglycemia (too littla glucase in the blood) is one of the mast frequent adverse events exparienced by
insulin users. It can be brought about by taking too much: insulin; missing ar delaying meals; exercising or
working more than usualt an infection or iliness {espocially with diarrhea or vernitingy. a change in the
bady's need for insulin; diseases of the adrenal, pituitary, ar thyroid gland, or progress of kidney ar liver
disease; interactions with ather drugs that lower blood gilcose such as aral hypoglycemics, ‘salicylates (for
exampla, aspiring sulfa antibiotics, and certain antidepressants; cansumption of alcohalic beverages.
Symptoms of mitd to moderate hypoglycemia may ocour suddenly and can include swealing, dizziness.
palpitatian, tremar, hunger, restlessness, tingling in the hands, feet, lips ar tangue. ghtheadedness, inability
to concentrate, headache, drowsiness, sleep disturbances, anwiety, blurred vision, slurred speech,
deprassive mood, imitability, abnermal behavior, unsteady movement and parsonalty changes.

Signs of severe hypoglycemia can include disarientation, seizures, unconsciousnass and death.

Theretare, it is important that assistance be abtained immediately.

Early warning symptoms of hypoglycemia may be differert or less pronounced under certain conditions.
such as long duration of diabetes, diabetic nerve disease, medications such as bata-blockers, change in
insulin preparations, or intensified contral (3 or more insutin injections per day) of diabetes.

A few patients who have expenenced hypoglycemic rgactions atter transfer fram animal-source insulin ta
human insulin have reparted that the early waming symptams of hypoglycemia were less prancunced or
different from those experienced with their previous insulin.

Without recognition of early warning symptoms, you may not ba able to take steps to avold more sarious
hypoglycemia. Ba alert far all of the various types of symptoms that may indicate hypoglycemia, Patients
wha experience hypoglycemia without early warning symptoms shauld monitor fhair blood glucose

Mild ta moderate hypoglycernia may be treated by eating foods or drinks that contain sugar. Patients should
always carry a quick solrce of sugar, such as candy mints or glucose tablets, More savere hypoglycemia
may require the assistance of another person. Patiants who are unable to take sugar arally or who are
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Uneonsclaus require an injection of glucagon or should be treated with inravenous administration of glucose
at a medical facility.

You should feamn to recognize your own symptoms of hypoglycemia. If You are uncerain about these
symploms. you should monitor your bloog glucose fraquently to help you leam to recognize the symptoms
that you experience with hypoglycemia,

! you have frequent episodes of hypoglycemia or experience difficulty in recognizing the Symptoms, you
should consult your doctor 1o discuss possible changes in therapy. meal plans, and/or exercise programs to
help you aveid hypoglycemia,

Hyperglycemia ftoa much glucase in the blood) may develop if your body has too little insulin.
Hyperglycemia can be brought about by:

1, Omitting your insulin ar taking lass than the doctor has prascribad

2. Eating significantly mare than your meal plan suggesls

3. Developing a taver, infection, or other significant stresstul situation,

In patients with insulin-dependent diabetes, prolonged hyperglycemia can result in diabetic acidasis, Tha
lirst symptoms of diabatics acidasis usually come on gradally, aver a period ot hours or days, and include
a drowsy feeling, flushed face thirst, loss of appetite and acetone odor in the breath  With acidosis, urine
tests shaw large amounts of glucose and ketone bodies. Heavy breathing and a rapid pulse are more
severe symplomns I uncorrected, prelonged hyperglycermia or diabetic asidosis can lead 1o nauses,
vomiting, dehydration, and loss af CONsciousness or death Tharsfare. it is iImperant that you obtain medical
assistance immeadiataly

Rarely, administration of insylin subcutaneously can result in lipoatrophy (deprassion in the skin} ar
lipohypertophy {enlargement ar thickering of fissue). It you naotice eithar af these condtions, consult your
doctor, A change in your njection lechmgue may help allaviate the problem

Local Alftergy — Panams accasionally experience redness, swelling, and itching a1 the site of injection af
msulin. This candition, called lacal allergy, usually clears up in a few days 1o a lew weeks, In some
nstances, this condition may be related ta factors other than insuln. such as irritants in the skin cleansing
agent ar poor inection tachinique I ¥ou have local reactions, contact your doctor,

Systemic Allargy — Less cammon, but patentially more serious, is generalized allergy 10 insulin, which may
cause rash aver the whole body, shartness of breath, wheezing, reduction in blood [ressure, last pulse, or
sweating. Severe cases of generalized allergy may be life threatening., W you thirk you are having a
generahzed allergic reaction to insulin, natity a dectar immeadiately

THIS IS A MEDICAMENT
- Medicament 15 a produet, which affecls your health, and 115 censumption conlrary to
Instructions is dzngoraua for you,

- Foliow strictly the: dnator's prescription, the method of use and the nstuchions ol the
pharmacist whe seld he medicamenl

- The doctor and the pharmacisl are EXers In medcines ther benefits and nshs
Da net by yoursall miertupl the pariod of treatmaen) preseribed for you

- Do nat repeal the saine presenpion without corsulling yaur doctar

- Keep all medicamants vul of reach of the children
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