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NovoPen® Junior Instruction
Manual

Dial-A-Dose Insulin Delivery System

INTRODUCTION

NovoPen® Junior delivers a minimum dose of 1 unit to a maximum dose of 35
units of insulin in half unit steps. A raised circle on the push button makes it easy
for you to know your NovoPen Junior from the ordinary NovoPen 3. This booklet
includes everything you need to know about using the NovoPen Junior. Please
read it carefully before using your NovoPen Junior for the first time.

The NovoPen Junior is designed for use with:

= PenFill® 3 mL cartridges.

= NovoFine® disposable needles.
NovoFine disposable needles are for single-use only.
You will also need alcohol swabs.

If you have any questions about your NovoPen Junior insulin delivery system,
please call Novo Nordisk Pharmaceuticals, Inc. at 1-800-727-6500.

Please complete and return the NovoPen Junior warranty card.

See Important Things to Know and Important Notes on pages 33-35.
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HOW TO USE THIS BOOKLET

This booklet gives you step-by-step instructions for using the NovoPen
Junior.

Begin by reviewing the drawing layout of the parts of the NovoPen Junior, PenFill
3 mL cartridge, and NovoFine disposable needle. The inside front cover opens
out so you have a handy reference while you read the rest of the booklet.

Most pages contain a drawing on the right with numbered instructions to the left
of the drawing.
Important additional information is given below the drawing.

We suggest that you read the text and look at the drawing to make sure that
you understand each step thoroughly.
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SECTION 1 Preparing the NovoPen Junior

Remove the device cap:
1. Remove the NovoPen Junior from the case.
2. Gently twist the pen cap until the cap separates from the barrel.
3. Pull the pen cap straight up to remove it.

1-1

Ip?
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If you use more than one insulin product (such as Novolin® R, Novolin® N,
Novolin® 70/30, or NovoLog®), use a separate insulin delivery device for each
product.
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133 SECTION 1 (cont.)
134
135 Separate the cartridge holder from the barrel:
136
137 4. Unscrew and remove the cartridge holder from the barrel.
138

1-2

Yy

139
140
141  Make sure the dose indicator window shows zero:
142
143 5. Press the push button all the way in until zero (0) appears in the window.
144 The zero should be lined up with the stripe below the dose indicator
145 window.
146

147
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SECTION 1 (cont.)

The end of the piston rod should be flat against the end of the reset mechanism
prior to inserting each new PenFill 3 mL cartridge. It should not be sticking out.

If the piston rod is sticking out:

Turn the end of the reset mechanism in a clockwise direction until it is no longer
sticking out. Never push the piston rod back in.

1-4

In?
Ne‘ed HH-; .6500

call 1-890°

You should never reset the piston rod until it is time to remove the used PenFill 3
mL cartridge and insert a new one.

If the reset mechanism locks, it is usually due to improper technique. Gently turn
the mechanism side to side until it unlocks. Then call our toll free number (1-800-
727-6500) so that we may go over your technique with you.
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SECTION 2 Inserting the PenFill 3 mL Cartridge

1. Toremove the PenFill cartridge from its wrapper, push the cartridge
through the foil side of the packaging. Always make sure that the PenfFill
cartridge you use contains the correct type of insulin (such as Novolin R,
Novolin N, Novolin 70/30, or NovoLog). If you are treated with more than
one type of insulin in PenFill cartridges, you should use a separate insulin
delivery device for each type of insulin. Before use, check that the PenFill
cartridge is full and intact. If not, do not use it.

2-1

2. In the PenFill Information For The Patient leaflet, you will find instructions
on how to prepare the insulin if the PenFill contains a suspension insulin
(white and cloudy insulin) such as Novolin N or Novolin 70/30.

Each PenFill 3 mL cartridge contains a total of 300 units of insulin. Make sure
you are using the correct type of insulin. On the glass part of the cartridge is the
name of the insulin.

Each PenFill cartridge is for single-person use only. DO NOT share the same
cartridge with anyone even if you attach a new disposable needle for each
injection. Sharing the cartridge can spread disease.

Use only a new PenFill 3 mL cartridge when loading the NovoPen Junior. Never
load a partially filled cartridge.

Never try to refill a used PenFill 3 mL cartridge.

8



This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

NDAs 19-938, 19-959, 19-991, & 20-986
NovoPen Junior Final revision

Page 12
200 9
201 SECTION 2 (cont.)
202
203 Insert the PenFill cartridge:
204
205 2. Hold the cartridge holder so the wider opening is up.
206 3. Drop the PenFill cartridge into the cartridge holder, plastic cap first.
207
2-3 >
»
S 3
208

209 A threaded plastic cap surrounds the end of the PenFill® cartridge, like the cap
210 on a bottle. In the center is the front rubber stopper.

211

212  The rear rubber stopper is at the other end of the PenkFill cartridge.

213

214 10
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SECTION 2 (cont.)
Re-attach the cartridge holder:

4. Screw the barrel into the cartridge holder completely until it is tight.

2-4

Ip?
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You can see the cartridge in the insulin scale window. The cartridge holder has a
scale with marks showing about how much insulin is left in the PenFill cartridge.

11
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SECTION 3 Attaching the NovoFine® Disposable Needle

At the end of the cartridge holder are two inspection windows. You can see the
cartridge through these windows.

If you use a suspension insulin (white and cloudy) such as Novolin® N or
Novolin® 70/30, use the windows to check if there is enough insulin left for
proper mixing. (see below)

Check the amount of insulin remaining:

= |f the rear rubber stopper cannot be seen in the inspection window, you
have enough insulin for mixing left in the cartridge.

= |f the rear rubber stopper can be seen in the inspection window, you do
not have enough insulin left in the cartridge and must insert a new PenFill
3 mL cartridge.

See Section 7 for instructions on removing a PenFill cartridge and Section 2 for
inserting a new one.
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SECTION 3 (cont.)

For users of suspension insulin (white and cloudy) such as Novolin N or
Novolin 70/30:

Always remix the insulin before each injection.
To remix the insulin, turn the NovoPen Junior up and down between positions A
and B 10 times or until the insulin looks uniformly white and cloudy

3-2

Ip?
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SECTION 3 (cont.)

1. Wipe the front rubber stopper with an alcohol swab.

3-3

You must wipe the front rubber stopper with an alcohol swab before each
injection, even if you are using the same PenFill cartridge.

14
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SECTION 3 (cont.)

2. Remove the protective tab from the NovoFine disposable needle.
3. Screw the NovoFine disposable needle firmly onto the PenFill 3 mL
cartridge until it is tight.

3-4

Never place a NovoFine disposable needle on your NovoPen Junior until you are

ready to do an air shot and give an injection.

If the NovoFine needle is left on, some liquid may leak out of the PenFill
cartridge. This may cause a change in the strength of the suspension insulin
such as Novolin N or Novolin 70/30.

15
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SECTION 4 Doing an Air Shot

The PenFill cartridge may contain an air bubble, and small amounts of air may
collect in the needle and PenFill cartridge when you use them. To avoid injecting
air and to ensure proper dosing, you must perform an air shot before each
injection.

Before doing the air shot, the dose indicator window must show zero (0).

If you use a suspension insulin, such as Novolin N or Novolin 70/30 and have
used the PenFill cartridge for previous injections, make sure there is enough
insulin left in the PenkFill cartridge to properly mix the insulin (see page 12). If
there is enough insulin left in the PenFill cartridge, see the next page for
instructions.

16
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SECTION 4 (cont.)

Set the NovoPen Junior for the air shot:

1. Turn the dial-a-dose selector to 2 units. Full units are shown as numbers.

Half units are shown as long lines between the numbers.

4-1

If you dial more than 2 units, DO NOT turn the dial back to zero (0). If you

do, the extra insulin will squirt out of the needle. You may complete the air shot

with the number of units you have dialed or refer to Section 5 on page 21 for
instructions on how to reset the dose to zero.

17
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321 SECTION 4 (cont.)
322
323 Uncap the NovoFine needle:
324
325 2. Pull off the outer needle cap and set aside.
326 3. Pull off the inner needle cap and discard.
327
328 Do not use the needle if it is bent or damaged.
329

4-2
330
331
332 4. Hold the NovoPen Junior with the NovoFine needle pointing up.
333 5. Tap the cartridge holder with your finger a few times to raise any air
334 bubbles that may be present to the top of the cartridge.
335

4-3
336
337 18
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SECTION 4 (cont.)
Do the air shot:

6. Press the push button all the way in. A drop of insulin should appear at the
needle tip.

If no insulin appears, repeat the following steps, until a drop of insulin
appears:

a. Make sure the NovoFine needle is securely attached.
b. Dial 2 units.

c. Tap the cartridge holder with your finger.

d. Press the push button all the way in.

There may still be some small air bubble(s) in the PenFill cartridge after this, but
they will not affect your dose and they will not be injected.

4-4

When you press the push button, the piston rod presses against the rear rubber
stopper. This moves the rear rubber stopper and pushes the correct amount of
insulin up through the needle.
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SECTION 5 Giving the Injection

Be sure to do an air shot before giving each injection (see pages 16-19).
Select the dose:

1 Check that the dial-a-dose selector is set to zero. If not, follow the
instructions on the next page. Turn the dial-a-dose selector until you see
the correct number of units in the dose indicator window. Full units are
shown as numbers. Half units are shown as long lines between the
numbers.

DO NOT use the clicking sound as a guide for selecting your dose.

The NovoPen Junior can deliver insulin in half unit steps from a minimum dose
of 1 unit to a maximum dose of 35 units.

If you dial more than your dose, DO NOT turn the dial back to zero (0). If you

do, the extra insulin will squirt out of the needle. For instructions on how to reset
the dose to zero (0) so you can start again, see the next page.

20
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SECTION 5 (cont.)

If you dial a larger dose than you need, pull the barrel and the cartridge holder
apart, as shown in the drawing A. While holding them apart, gently press the
push button against a hard surface and release your grip B. Your dose indicator
window should be back to zero (0).

You can now dial the correct number of units.

5-2

21
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400
401 SECTION 5 (cont.)
402
403  Giving the injection:
404
405 2. After the air shot is done and you have chosen the correct number of
406 units, insert the NovoFine needle in the correct injection site on your body.
407 (Use the injection technique recommended by your health care
408 professional). If you use a suspension insulin such as Novolin N or
409 Novolin 70/30, mix the insulin (see page 13, Section 3) and make sure the
410 insulin looks uniformly white and cloudy before you inject.
411
412 3. Press the push button as far as it will go to deliver the insulin. Do not
413 force it.
414

415 To ensure that all the insulin is injected, keep the NovoFine needle in the skin for
416  several seconds after injection with your thumb on the push button. Keep the
417  push button fully depressed until after the NovoFine needle has been withdrawn.
418

419 Important: Never turn the dial-a-dose selector to inject the insulin.

420

421
422

423  When you get near the end of a PenFill cartridge, you may need to give yourself
424 two injections to receive your full dose. Check the dose indicator window after
425  giving an injection. If zero does not appear in the dose indicator window, you did
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not receive your full dose. See the next page for instructions on how to get the
remaining part of your dose.

22
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SECTION 5 (cont.)

4. Check the dose indicator window to make sure it shows zero (0). If
zero does not appear, you did not receive the full dose.

If the dose indicator window does not show zero, there were not enough units of
insulin in the PenFill cartridge for you to receive the full dose. The dose indicator
window shows the number of units that you did not receive.

For example, if you dial 25 units and there are only 20 units left in the PenFill
cartridge, after the injection the number in the dose indicator window will be
5 (25-20 = 5). If this happens, proceed with the following steps to get the
remaining part of your dose:

Note the number of units in the dose indicator window.
Remove the NovoFine needle (see Section 6).

Remove the empty PenFill 3 mL cartridge (see Section 7).
. Insert a new PenFill 3 mL cartridge (see Section 2).
Attach a NovoFine needle (see Section 3).

Do an air shot (see Section 4).

Dial the number of units noted in step a.

Give the injection.

S@roao0oTp
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SECTION 6 Removing the NovoFine Disposable Needle
Remove the NovoFine disposable needle:
1. After the injection, remove the needle without replacing the cap.

2. Hold the cartridge holder firmly while you unscrew the NovoFine
disposable needle.

3. Place the NovoFine disposable needle in a puncture-resistant disposable
container.

Health care professionals, relatives and other caregivers should also follow the
above instructions to eliminate the risk of unintended needle penetration.

The NovoFine disposable needle must be removed immediately after each
injection without replacing the cap. If the NovoFine disposable needle is not
removed, some liquid may leak out of the PenFill cartridge. This may cause a
change in the strength of suspension insulins (white and cloudy) such as Novolin
N or Novolin 70/30.

For information on how to throw away needle containers properly, contact your
local trash company.

24

SECTION 6 (cont.)
Replace the pen cap:

4. After you remove the disposable needle, hold the pen cap so that the clip
is lined up with the dose indicator window.

5. Gently slide the pen cap onto the barrel.
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SECTION 7 Removing the PenFill 3 mL Cartridge
You will need to remove the PenFill cartridge for the following reasons:
=  WhentThe PenFill cartridge is empty.
» |If you use a suspension insulin such as Novolin N or Novolin 70/30:

When you see the rear rubber stopper in the inspection window, then you
do not have enough insulin left in the PenFill cartridge for proper mixing.

Remove the barrel:
1. Remove the pen cap.
2. Hold the NovoPen Junior with the dose indicator window at the top.

3. Unscrew the barrel from the cartridge holder.

26
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SECTION 7 (cont.)
Remove the PenFill 3 mL cartridge:
4. Tip the cartridge holder. The PenFill cartridge will drop out.
5. Press the push button all the way in until zero (0) appears in the window.

6. Turn the end of the reset mechanism in a clockwise direction until the
piston rod is no longer sticking out (refer to figure 1-4 on page 7).

7. Toinsert a new PenFill cartridge, please refer to Section 2.

7-2

?
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If the reset mechanism locks, it is usually due to improper technique. Gently turn
the mechanism side to side until it unlocks and then call our toll free number (1-
800-727-6500) so that we may go over your technique with you.
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FUNCTION CHECK

You should regularly check the functioning of your NovoPen Junior, (for example,
once a month or before starting a new box of PenFill cartridges). The function
check is done by delivering 20 units of insulin into the outer needle cap. You will
not be injecting insulin into your body.

Always check the functioning of the NovoPen Junior if you suspect it has been
damaged or if you are uncertain that it is delivering the correct dose.

Do not use NovoPen Junior unless you are sure that it is working properly.
To perform the function check:

1. Attach a NovoFine disposable needle (see pages 12-15).

2. Do an air shot (see pages 16-19).
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FUNCTION CHECK (cont.)

3. Do not replace the inner needle cap. Place the outer needle cap
securely over the exposed NovoFine needle.

F-1

Expel 20 units of insulin into the outer needle cap:

4. Turn the dial-a-dose selector so the dose indicator window shows 20.

F-2

1o?
GI%H??;-EW
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FUNCTION CHECK (cont.)

5. Hold the NovoPen Junior so the NovoFine disposable needle is pointing
down.

6. Slowly press the push button as far as it will go.

7. Check the dose indicator window to see if it shows zero (0). If it does not
show zero (0), there is not enough insulin in the cartridge to do a function
check. Insert a new PenFill cartridge (see pages 8-11) and repeat the
function check. If there is enough insulin in the cartridge but the dose
indicator window does not show zero, repeat the FUNCTION CHECK. If
you do not see zero after repeating the above steps, do not use your
NovoPen Junior. Contact Novo Nordisk Pharmaceuticals, Inc. at our toll
free number (1-800-727-6500).

©

=

The insulin should fill the bottom part of the outer needle cap. This indicates the
device is functioning properly.

If the insulin does not fill or overfills this part of the cap, review the function
check procedure. Then repeat the function check with a new NovoFine
disposable needle and outer needle cap.

If the second function check also shows under- or over-filling, do not use your
NovoPen Junior.

DO NOT try to repair a NovoPen Junior that you think is not working
properly.
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612  See Warranty section for further information.
613
614 30
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STORAGE

Guidelines for storing the NovoPen Junior and PenFill 3 mL cartridges:

PenFill cartridges should be stored in a cool place, such as in a
refrigerator, but not in thea freezer.

After the first use of PenFill cartridge in the NovoPen Junior, the NovoPen
Junior (with the PenFill cartridge inside) can be kept at room temperature

below 86°F (30°C) for the amount of time-days speeified-listed in the
PenFill Information for the Patient leaflet for the type of insulin you are
using.

Do not store the NovoPen 3 Junior (with the PenFill cartridge inside) in a

refrigerator or areas where there may be extreme temperatures or
moisture, such as in your car.

The expiration date printed on the cartridge is for unused cartridges
under refrigeration. Never use the cartridge after the expiration date

on the cartridge or its box.

Store the NovoPen Junior without the NovoFine needle attached and
with the pen cap in position.

For information on storing PenFill cartridges, see the package leaflet that

comes in the PenFill cartridge box.
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MAINTENANCE

Guidelines for maintaining the NovoPen Junior.

Be sure to:

1. Clean it by wiping with a soft cloth moistened with alcohol.

2. Protect it from dust, dirt, and moisture when not in its case.

Make certain you:

32

1. Do not soak it in alcohol, do not wash it in soap and water, or do not
lubricate it, since this may cause damage.

2. Do not expose it to excessive pressure or blows.

3. Do not drop it.
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IMPORTANT THINGS TO KNOW

= The NovoPen Junior is not recommended for the blind or visually
impaired, without the assistance of a sighted individual trained to use it.

= |If you use more than one type of insulin (such as Novolin R, Novolin N,
Novolin 70/30, or NovoLog), use a separate insulin delivery device for
each type of insulin.

= Use only a new PenFill 3 mL cartridge when loading the NovoPen Junior.
Never load the NovoPen Junior with a partially filled PenFill cartridge.

= Always keep a spare insulin delivery system available, in case your
NovoPen Junior is lost or damaged.

= Keep the NovoPen Junior, PenFill cartridges, and NovoFine needles out
of the reach of children. The American Diabetes Association recommends
that insulin should be self-administered. The proper age for initiating this
should be assessed by the adult caregiver.

= Keep the NovoPen Junior away from areas where temperatures may get
too hot or too cold such as a car or refrigerator.

= The NovoPen Junior is designed for use with PenFill 3 mL insulin
cartridges and NovoFine single-use disposable needles.

Novo Nordisk is not responsible for any consequences arising from the use of
the NovoPen Junior with products other than PenFill 3 mL insulin cartridges
and NovoFine single-use disposable needles.
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IMPORTANT NOTES

The following is a review of some important information about the use and
care of your NovoPen Junior.

Before each injection, be certain:

1.

2.

3.

The NovoPen Junior contains the correct insulin cartridge (such as
Novolin R, Novolin N, Novolin 70/30, or NovoLog), if you use more than
one type of insulin.

The PenFill cartridge contains enough insulin for mixing, if you use a
suspension insulin (white and cloudy) such as Novolin N or Novolin 70/30.

To do an air shot with the NovoFine needle pointing up before each
injection.

Be sure to:
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1.

Check the dose indicator window after each injection to make sure you
have received your full dose (see page 23, Section 5).

Remove the NovoFine needle immediately after each injection without
replacing the cap.

Select your dose only by using the number in the dose indicator window.

Perform the function check regularly or if you think your NovoPen Junior is
not working properly.



733
734
735
736
737
738
739
740
741
742
743
744
745
746
747
748
749
750
751
752
753
754
755
756
757

This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

NDAs 19-938, 19-959, 19-991, & 20-986
NovoPen Junior Final revision

Page 41

IMPORTANT NOTES (cont.)
Make certain you:

1. DO NOT place a NovoFine needle on the NovoPen Junior until you are
ready to do an air shot and give an injection or do a function check.
Remove the needle immediately after each injection without replacing the
cap. If the NovoFine needle is not removed, some liquid may leak out of
the PenFill cartridge. This may cause a change in the strength of
suspension insulin (white and cloudy) such as Novolin N or Novolin 70/30.

2. DO NOT use the clicking sound to set your insulin dose.

3. DO NOT try to refill a PenFill cartridge.

4. DO NOT share the same PenFill cartridge with anyone else even if you
attach a new NovoFine needle for each injection. Sharing the cartridge
can spread disease. Each PenFill cartridge is for single-person use only.

Blood glucose levels should be tested frequently to monitor your insulin regimen.

Any change in insulin should be made cautiously and only under medical
supervision.
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WHAT TO DO IF...
The dose indicator window does not show zero after the injection:

1. You did not receive your full dose.
Follow the steps on page 23 to get the remaining part of your dose.

2. Your NovoPen Junior is malfunctioning.
Do not use your NovoPen Junior. Contact Novo Nordisk Pharmaceuticals,
Inc. at our toll free number (1-800-727-6500).

No insulin appears when you do the air shot:

1. The piston rod is not far enough down the cartridge holder to reach
the rear rubber stopper.
Repeat the air shot (see pages 16-19).

2. The NovoFine needle may not be securely attached.
a. Put the plastic outer cap back on the NovoFine needle.
b. Turn the plastic outer cap in a clockwise direction to tighten the
NovoFine needle.

3. The NovoFine needle may be blocked.
Change the NovoFine needle (see pages 14-15) and do an air shot (see
pages 16-19).

The piston rod is sticking out too far to attach the cartridge holder to the
barrel:

You must screw the piston rod back into the barrel (see page 7). Never try to
push it in or you can damage the mechanism.

The push button will not return to zero or the piston rod will not turn back
into the reset mechanism:

The return mechanism may be locked. This is usually due to improper
technique. Gently turn the mechanism side to side until it unlocks and then
call our toll free number (1-800-727-6500) so that we may go over your
technique with you.
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WARRANTY

Should your NovoPen® Junior device be defective in materials or
workmanship within two (2) years of purchase, Novo Nordisk
Pharmaceuticals, Inc. will replace it at no charge if you mail the defective unit
along with a description of the problem and the sales receipt or other proof of
purchase to:

Novo Nordisk Pharmaceuticals, Inc.
Product Safety

100 College Road West

Princeton, NJ 08540

Protected by U.S. Patent Nos. 5,693,027; 5,626,566; 6,126,646 and Des.
347,894 (cartridge) restricted to use with Novo Nordisk insulin cartridges and
Novo Nordisk pen needles.

No other warranty is made with respect to NovoPen® Junior. This warranty
will be invalid and Novo Nordisk A/S, Novo Nordisk Pharmaceuticals, Inc.,
Bristol-Myers Squibb Co., Nipro Medical Industries Ltd., and Bang & Olufsen
A/S cannot be held responsible in the case of defects or damages arising
from:

» The use of the NovoPen® Junior with products other than PenFill 3 mL
cartridges and NovoFine single-use disposable needles.

=  The use of the NovoPen® Junior not in accordance with the instructions in
this booklet.

» Physical damage to the NovoPen® Junior caused by neglect, misuse,
unauthorized repair, accident, or other breakage.
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For assistance or further information, write to:

Novo Nordisk Pharmaceuticals, Inc.
Customer Relations

100 College Road West

Princeton, NJ 08540

Or call: 1-800-727-6500

NovoPens, Hovoline, Movologs, PenFills and NovoFines
are reqlstered fradermarks of Novo Nordisk A0%

Copyright © 2000

MNovo Nordisk Pharmaceuticals, Inc.
Primceton, M1 08540

834 hittpaitansnaw novonond isk-us.com Bed X5 2310031
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Novo Nordisk™

R HUMAN

Information for the patient who uses

Novolin. R PenFilk

Regular,

Human Insulin Injection
(recombinant DNA origin)
3 mlL Disposable Carridge
(300 units per cartridge}

100 units/miL

Please read this leafiet carefully before using this product.
Please note the saecial directions under "PREPARING THE INJECTI
~ Novoline R PenFille 3 mL is designed for use with NovoPene 3 fnsulin livery
Devices Beviee-and NovoFines disposable needies or other products specifically
recommended by Novo Nordisk,
PenFille cartridge is for single person use only. See important Notes section.

WARNING

ANY CHANGE OF INSULIN SHOULD BE MADE CAUTIOUSLY AND ONLY UNDER MEDICAL
SUPERVISION, CHANGES IN PURITY, STRENGTH, BRAND (MANUFACTURER), TYPE
[{REGULAR, NPH, LENTEs, ETC.), SPECIES (BEEF, PORK, BEEF-PORK, HUMAN), AND/OR
METHOD OF MANUFACTURE {RECOMBINANT DNA VERSUS ANIMAL-SOURCE INSULIN} MAY
RESULT IN THE NEED FOR A CHANGE IN DOSAGE.

SPECIAL CARE SHOULE BE TAKEN WHEN THE TRANSFER i€ FROM A ETANDARD BEEF OR
MIXED SPECIES INSULIN TO A PURIFIED PORK OR HUMAN INSULIN. IF A DOSAGE
ADJUSTMENT IS NEEDED, IT WILL USUALLY DECOME APPARENT EITHER IN THE FIRST FEW
DAYS OR OVER A PERIOD OF SEVERAL WEEKS, ANY CHANGE IN TREATMENT SHOULD BE -
CAREFULLY MONITORED.

PLEASE READ THE SECTIONS *INSULIN REACTION AND SHOCK" AND "DIABETIC
KETOACIDOSIS AND COMA” FOR SYMPTOMS OF HYPOGLYCEMIA (LOW BLOOD GLUCOSE)
AND HYPERGLYCEMIA (HiGH BLOOD GLUCOSE).

WNSULIN USE IN DIABETES

Your physician has explained thet you have diabetes and thal your treatment invoives injections of
insulin o insukin tharapy combined with an oral antidiabatic medicine. Insulin is normally producad
by the pancraas, a gland that ies behind the stornach. Without insulin, glucose (a simple sugar made
frorn digested food) is trapped in the blooc and cannot enter the celis of the body. Some
patiernswhudm‘tmakeenmghd!hairovmk\wh.ormcarmmemmhmdom
proparly, must take insulin by injection in order to control their biond ghacosa lavais.

Each case of diabetes is dilerent and requires direct and continued medical supervision. Your
physician has lold you tha typs, strength and amount of insulin you should use and the time(s) at which
you should inject , and has also discussed with you a diet and exercise schedule. You should contact
your physician il you experienca any diifficulties or it you have questions.

TYPES OF INSULINS

Standard and purified animal inguling as well as human insuling are avaliable. Standard and puritied
insulins dilter in their dlegree of purification and content of noninsulin material. Siandand end purified
insuling also vary in species source; they may ba of besf, pork, o mixed beef and pork ongin. Human

NovoPen® Junior, and NovoPen® 3 Demi

insulin is identical in structune to the insulin produced by the humsuésm. and thuss ditters from
animel n:lu;"sulm Insuling vary in time of action; see PRODUCT DESCHIPTION for additions!
intormal .

erphysicianhaspmcribadmeinswnmlsmhyw:bemywhawptmhasedﬂ\ecmect
insulin and check it carefully before you use it.

PRODUCT DESCRIFTION
This package contains five (S} Novoline R PenFille 3 mL. cartridges. Novuoline R is commonly
knOwWn as R%ular. Human Insulin Injection (recombinant DNA origin). The concentration of this
product is 1 units ol insulin per malliier. 1t is & clear, coloress solution which has & short
duration of action. The eftect of Novoline R begins approximately Yzhour after injection, The
effect is maximal between 2¥zand 5 hours and ends approximately 8 hours after injection.
— The time Course of action of any insulin may very iderebly in ditferent individuals, or at
ma diflerent times in the same mdividual, Because of this variation, the tima periods listed hars
e 2hould ba considered as general ines only.
o This human insulin {recombirrant DNA origin) is structuralty ldertical o the insulin produced by
v the human pancreas. This human insulin i produced by recombinant DA wechnology ubkzing
semmm S#ccharomyces cerevisias (bakers' yoast) as the procluction organism.
s INSULIN DELIVERY SYSTEMS
=——— These Novoline R PenFille 3 mi cartridges are designed tor use with NovoPene 3 Insutin
Dellvery Device and NovoFines disposable neadies or other products specificalty
recommended by Novo Notdisk.

STORAGE

Insulin shoutd be stored in 8 cold place, preferably in a refrigerator, but ot in the freezing
compartment, Do not let it fresze, Keep Novoline R PenFille cartridges in the carton so thal
they will stay clean and p 1 from light. Novoline R PenFille cartridges can be kept
unrelrigerated for 28 days. Unrefrigerated cartridges must be used within this time paniod or
discarded. Be sure to protect cartridges from sunfight and extreme heat or cold,

Never use any Navoline R PenFille cartricge It it becomes viscous (thickened) or cloudy; use it
only if it is clear and coloracs.

Never use insulin after the axpiration dete which is printed on the iabel end carton.

IMPORTANT

Failure 1o comply with the iollowing antiseptic measures may lead to infections at the
injection site,

_" Disposable neadies are for single use; they should be used only once and destroyed.
- Clean your hands and the injection site with soap and waler o with aicohol.

- Wipe the rubber stopper on the insulin cartridge with an alcohol swab.

PREPARING THE INJECTION

Place 2 NovoFines single-Usa neacie on the device. Refer 1o the instruction manual for your
insulin delivery davice.

Insulin PenFille cartridges may contain & small amount of alr. To prevent an injection of air
and make certain insulin is delivered, an air shot must be done before each injection.
Directions for parforming an air shot are provided in your insulin delivery device instruction

0199-31.007-1
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GIVING THE INJECTION

1. The fellowing areas are suitable for subcutaneous insulin injection: thighs. upper arms, buttocks,
abdomen. Donat change areas without consulting your physician. The aciual pomt of injection

should ba changed sach tima

R

; injection sites should be aboyt an inch apat.

The injection site should be clean and dry. Pinch up skin erea fo be injeclod and hold i firmly.
Hold the clevice bke o pencliand push tha needie quickly and fimmiy into the pinched-up area.
. Release the skin and push the push-button all the way n 1o inject inisufin hensath e skin. To

ensute that all the insulin is injecled, keep the needie in the skin for severnl seconds after

with your thumb on the push D

ié You should never injact nsulin Lo & vein.

injection
unm.Donmhmm arrpsd_emlessyouphys'cmpasa_dvised
the directions for use of your Insulin Delivery

avite.
5. Remaovethe needle. f siight bieeding occurs, press lightty with & dry catton swab ok & few seconds

- do ngtrub.
Note: Use i injoction techniq

USAGE [N PREGNANCY

ue ded by your physician.

It is particulary mportant to mainiain good contral of your diabetes during pregnarncy and special

attertion must be paid to your diet, exercise and insulin regimens, f you are pregnant o nursing a

baby, consull your physician ofn

uree educator.

INSULIN REACTION ANO SHOCK

jnsulin reaction "ypogiycemia’ octurs when the biood glucose falls very low, This can happen if you
\ake toamuch insuiin, miss o delay a meal, exercise more than usual of work tod hard without eating,
of becomeill (especially with voriting o fever). Hypoglycermia can also happen if you combine insulin
therapy and other medications that lower blocd gluccsa. such as oral antidiabatic agents or ather
prescription and over-the-counter drugs. The first symptoms of an insulin reaction usually come on
suddenty. They may include a coid swoal, faligue, Nervousness o shakiness, rapid hearlbeat, of
nauses. Personality change or confusion may also oG, 1f you clrink or eat sormething right away (8
glass of milk o ofange juice, O several sugar cétndies), you can often slop e prograssn of

symptoms. If symploms persist, call your phiysiclan - an
SCIOUSNESS, eMmergel

If & reaction results in loss ot con:

lead 10 UNCONSCIOUENAES.
medical care should be

3 ncy cbteinad
mmdiatemnyouhavehacmpeamdraamomorIlanksuinrawtbnhasledbalmsd
m@m.mawmmwm&me' can result in temporary of permanent

impairmant of brain function

I GeTtain cases, the nature and intensity of the warning sy

p of hypoghy may
charge. A few patients have raporied thai after being trangfemad t¢ hur;unTnculln, the sarly
waming symploms of hypoglycemia were less pronouncad than they had besn with

animal-source insulin.

DIABETIC KETOACIDOSIS AND COMA

Diatretic ketoacidosis may

body has 0o ¥tle nsuln. The Most comMmMon causes Are

t , 3 develop If your ; B I
acute iliness or infection or failure to lake h insulin by injection. If you are il you should check

your urine for ketones. The sym|

of dial ketoacidosis usually come on gradually, over 8

pioms
periad of hours or days, and include a drowsy feeting, fushed face, thirel and lose of appatite, Notity
your physician right away if the ine \est is positive for ketones {aceione) of it you have any of thesa
symptoms. Fasl, heavy breathing and rapid pulse are more savera symploms and you should have
medical atiantion right away. Severe, sustained hyperglycemia may resull i diabetc coma and desth.

ADVERSE REACTIONS

Alaw people with diabetss develop red, swollen and fichy skin whede the insulin has been injected.
This@scaneda'bcalmadjon‘andnnnywcurﬂmehpcﬁmlsnmpmpenymde.inheskinis
N iy

sensitive 10
roaction, tell

orifyoumnllunicmﬂwimulhbeimmd.lfwuhmsbcd

physiclan.
aneralizedmﬁn allergy ocours rarety, Dut whan it does it may cause a gerious reaction, including

of breath, fast pulse, sweating, and & drop in blood pressure. If
medical care.

.?atmﬁzsdrash.mﬁlga
ditficutties) you should be kin-lestad with sach new insulin preparation before it Is used.

IMPORTANT NOTES

-

GTISHIE HI1 UM § b i ki

. Achangeinthetype, trrtn,:dpedaaotpu-hyuf insulin could require a dosage adiustment. Ay
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2. To avoid possible transmission of disease, PenFille
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6 emergency medical care.
7.
8.

Albwiry h your physicl
of ingulin.

Always ask your or
N Dongtswtoraﬁlia He cartridge.

X YmmmaMpmidwﬁcmmmmMyouhaved‘mbem.
pharmacist

ist biefors taking &y drug.

llyouhwuanquwommyomumﬂﬁonoru-uu

Hdpmlmmwmmdmhmwm%mw.
1660 Duke Street, Alexandria, VA 22314

License under U.S. Patent No. 5,462,535 and
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sm&hMWWW en® Junior, and NovoPen® 3 Demi
Nowo Norciak™, Novoline, Penfils, anxl MovoFines
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Information for the patient who uses

Novolin. N PenFille s

NPH, Human Insulin Isophane Suspension
(recombmant ONA origin)

3 mL Disposable Cartridge

(300 units per cartridge)

100 units/mlL NovoPen® Juni : j
Please read this leaflet carefully before using this produc /9 unior, and NovoPen® 3 Demi

Please note the special directions under "PREPARING THE INJECTION'. |
Novoline N PenFille 3 mL is designed for use with NovoPens :gmmmvéry
Devices Pevims and NovoFinee disposable needles or other products specifically i
recommended by Novo Nordisk.
PenFills cartridge is for single person use only. See Important Nates saction.

Novo Nordisk™

WARNING
ANY CHANGE OF INSULIN SHOULD BE MADE CAUTIOUSLY AND ONLY UNDER MEDICAL
SUPERVISION. anNGl-:s IN Puam‘ STRENGTH, BRAKD QIANUFACTUREH). TYPE
(REGULAR, NPH, LENTE., ETC.), SPECIES (BEEF, PCRK, BEEF-PORK, HUMAN), AND/OR
METHOD OF MANUFACTURE &HECOMBINANT DNA VERSUS ANIMAL-SOURCE INSULIN) MAY
RESULT IN THE NEED FOR A CHANGE IN DOSAGH
SPECIAL CARE SHOULD BE TAKEN WHEN THE THANSFEH IS FROM A STANDARD BEEF OR
MIXED SPECIES INSULIN TO A PURIFIED PORK OR HUMAN INSULIN. IF A DOSAGE
ADJUSTMENT IS NEEDED, iIT WILL USUALLY BECOME APPARENT EITHER IN THE FIRST FEW
DAYS OF OVERA A PERIOD OF SEVERAL WEEKS, ANY CHANGE IN THEATMENT SHOULD BE
CAHEFULL\' MONITORED,
PLEASE AEAD THE SECTIONS “INSULIN REACTION AND SHOCK® AND *DIABETIC
KETOACIDOSIS AND COMA™ FOR SYMPTOMS OF HYPOGLYCEMA (LOW BLOOD GLUCOSE) -
AND HYPERGLYCEMIA (HIGH BLOOD GLUCOSE).

INSULIN USE IN DIABETES
Your physician has explarnedthat u have diabeies and that your treatment nvolves injections of
insulin or insulin therapy combi with an oral sntidiabetic medicine. Insubn is

iy the pancreas. a gland that lies behirkd the stomach. Without insulin, glucoss (asimphmarrmda
mdlgestedfoodflstrappedm bloodstream and cannot enter tha calls of the
patiems who don't make anough of their own insulin, orwhucanmlmﬂuirwlhmdom

ly. musnakemuhnbymcbmmnrw o control their DIood ghucose levels.
ach case of diabetes is different and requires direct and continued medical supervision. Your

physician has lold youthe type, strongmanﬂmunoﬂnsumywshouldmemdhtlm(l)mwﬂch
youshwldn}ectu end has elso mssedvdhyouad»etmdaxemsaacmdm You shouid contact
your physician If youexpenaneamydiﬁumuorﬂyw QUBBLIONS.
TYPES OF INSULINS.
Standard and purified animal insuling as well as human insuling ere available. Standard and purified
insuling differ in their degrea of purification ancl eontam of nonmsulin material. Standard and purified

insulins also vary in species source; they may be 'Rgrk,ovmmad beal andpork in. Human
insulin is identical in structure to the Inaulin pmducad Ean jors from
:‘nmdw.mmnmdmm PTIONloruddmomI

‘tmrphysicunlulpmcdbedmmlhmlsmhrym ba sure you have purchassd the correct
muﬂnammumuwmiyouun
PRODUCT DESC
This peckargHmmmﬁve(s)thNMFlb 3 mL cartriciges. Novoline N s commonly
known as 1scphane Suspension (recombinant DNA origin) . The
ooncmtraumalhn pmducus 1Wmlhdlmdhlﬁrn'ﬂliﬂw Itis ac
of human inguli protamine and substance (the
mebcmmofme , therefor etm;amldgemmbemmdup down as described
under ‘PREPAHING TH INJECTION 80 that the contents are unlfom'iy mixad before 2 dose is
given. Novolina N has an ntermediate ouration of action. The effect dNovollruNbegm
approximaltety 1¥2hours after injection. The effect is maximal batween 4 and approdmaltety 12
hours, The dumlnnuiwnonmyhstupnzwoumma«ngcm
-——Thalmecwno‘faclmd-nymuhmywymmrabrylnd}ﬂmmhﬁduub oF at
_dmr%ntl:mhﬂnsammdiwdual Boeiuuofﬂ'usvmabon tha time pericds litted here
—Thshunanlmwn(mmmmdNAong )lsmctualybderdcalmmemuinproducedby
— human pancreas. Tnlshunaninsulln pmduoad recombinant DNA 1schnology utilizing
_Sacchmycsscsrame prummotgmun
== JHSULIN DELIVERY SYSTEMS
~ _ThaseNovulIrnNPonﬂblntmldnsmdoaignodlumemmmamm
Delivery Devices and NovoFinss disposable needies les of other products specifically
recommanded by Novo Nordiak.

STORAGE
Insuiin should be stored in a cold place, prelerably in & refri , bul not in the freezing
compartment, Do not let 1t freexs. Keef Novaline N PenFl cw;dgoshﬂwcmaom

R rircg ight n.rld heat or cold
Never use any Noveline N PenFlile cartricge i the precipitate (the white deposm hecome
iumpyorgranular'mappearanceorhasfnrmdadapwlofaohdpamdeammewalofme

cartridge. "This inguin should not be used if the liquid in the cartrkige remains clear after il has
Muuwndw&u-:ﬂmmmhpmmhm“m.

IMPORTANT
anmummmmmmmammmrﬁmnmmm

Eite,
- Disposable needles are for single use; should be used only once and destroyed.
-~ Clean maammum%mm and water or with alcohol.

~ Wipe mbbersmpp«onﬂuhdmcwndgemmanubddswnb

pnemp?ama'mz MNJECTION sl delivery device ual o
Never piace a single-uss needie on in delivery YOU Bre rea ive
an injection, W%Tmuinmdinwaﬂareachhjem i the needls is not vsnnvsgd
mmel-quidmaybeexpoued the Cartricgs causing a change in the insulin
concentration (sirength).
deoudymamlmanrwlnmpemmwﬂssnhloﬂnboumoftmm lulhe
contents must be mixed before injection. These Novoline PenFille cartridges cornail

lass ball to aid mixing.
0 betweon positions A and B -

using a new cartrioge, turn the cartridge up
SeaFigure‘\ Dothlsatleastmnimesuﬂhehqmdappwsmlfomﬂyﬂﬂmuﬂcmﬁ
Assembla your insulin delivery device foliowing the directions in your instruction man

For subsequent injections when a cartri i aiready in the device, tumn the devica up and
down between positions A and B - Sea Figure 2. Do salleasnotmaammmuqmd

gppurgwfmmymwdwdy.wwumsamnm in delivery cevice

02ra-N -N?-‘l




Thi; Ial?el may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

RIEEyeY

Fig. 1 Fg. 2

Mote: Mever initigte 8 new injection unless there is suticient insulin in the cartridge to ensure proper
mixing (the ?Itass bell needs adequate ream fof movemnaent to mix the suULDE .

Insulin Pen Il-cartridgasmayoomainamaﬂamouﬂdair.'bpmmanh' of air and make
cerlain insulin is delivered, an air shot st be done before each injection. Directions for performing
mmrd-mamprmﬁdedhmddiverydwbammm.

GIVING THE YNJECTION
1. The following aress ane suitable for suboutaneous insulin injection: migw ams, buttocks,
abdomen,. Do not change araas without consulling your physician. The point of Injection

shouid be changed @ach time; injection sites shouid be about an inch apart.

Thwe inj 'nsitashouldbecleananddry.Phnhupsﬁnmoawbewscledundhddnm

Hold the device li%e a pencil and push tha needie quickly-and firmly irto the pinchad-up area.

Reisasathe:ldnandpmhmepush-bunonahuuwaynmimwli-nsuﬁnbeneammeskh.Toenswa

that all the ingukin is injected, koe| the needie in the skin for several seconds aftsr injection with
ur thumb on the push bution. nolin]ectintoarru%mlesaywrphysicianmsaﬂviudit
mumiﬂmnﬂlnmawhmhdmﬂhﬂumdmlmm

FN-TS

Device.
5. Hmm&mwh.nﬂiummdﬁvmwiﬂmﬁnﬂmumbh.mm
Note: Use the Injectk b T ded by your physician.

USAGE N PREGNANCY
1t s particularly important to maintain good oorwm diabetes during pregnancy and special
anenﬁonmmlbepaidhwdial_axerdseand regimens. if you are prégnant or nusing &
baby, consuit your ohy or NUTBE SGUCALON.
INSULIN REACTION AND SHOCK 5
Insulin reaction "hy, umu'ocwmmnmebbodglumfalavww.mseanrnppsnilyw
take toe much insulin, miss o dela: ‘2 meal, exercise more than usual o work 100 hard without sating,
of become il (aspeacially with vorniting or fever). lycemia can alto happen if you combine ingulin
therapy and other medications that ower blood , such as oral antidiabetic agents or other
prescription and over-the-counter drugs, The finst symptoms ol an insulin reaction usualy come on
suddsnl\r'.:They ey include a cold sweat, faligue, nervousness ot ghakiness, rapig heartbeat, o

: mmlwmqngeummmmmyﬂwpw:.“ymmummmmym
glassulnimormnqepnca.orsmrsl awﬂm)._ywpanmgnmpmoprwmd .
symmptoms. lf sympioms persis| Lcallyow#lysidan-an insulin reaction canlead mmmwm' X

care

CONSGIOUSNAss, Contact your
impaimmen of brain unction 3
in cartain cases, the nature snd Ity of the ing sy of trypogly ia may
change. A tew patients have upnn-dlhaufnrbﬁnghnshnodtohumﬂnﬂlh.unm
warning symp of hypogly 1 mnuwmmodmnmhnﬂhmwlh
animal-sourcs insulin.
MABETIC KETOACIDOSIS AND COMA
Diabeﬁcketoacidoslanwydevebplfyowbodymmﬁmhn#n,huwwmmcmm
acmumnessormlecﬁmorfailwetotakeanouqhmmpywIfyoumilyoudujdm
ymrmmnm.mmptomddiabawkamﬂom come on gradually, over &
‘phoytsli.::ouiﬂm'orhl 'Th?had‘.dlhpg': ! mm)wﬁmgve of hese
your n away urine 18| or i you any
.Fasﬁwawbneahingandmp&ppuhemmumesmmmlywmuhm
amﬁmﬁdnmmw.smhwﬂwmmNNndenamdﬂm
ADVERSE REACTIONS
Alwm#:maimmmmd.mmmm‘wmmmmm
injectsd, This is called 8 "local reaction” and it may ocCul the Injection is nol properly madae, if
15 skin is sansitive Lo the Cleansing Boltion, of if you are aliergit 1o the insusin being used. i
have & kocal reaction, tel your physician. .
rnlizedinsulinanugyoccwsra:ety.mmnIldouilmycauaeammncmn.
lncludingsﬂnmshwofﬂubody.dmrmeudbmdh.hslpdsa.mﬂnu.angadmhblmd
Pressura. It any of thege symploms davelop, you should seak mrgmmdml care,
f severs allergic reactions to inaulin have occurred (ie., generalized . Eweliing o breathing
diiﬁwlﬁas)ymmubemnes\edvﬂmmhm n prepanation before it i used.

'"Tmm"m - th, purity of insulin could dosage adjusiment.
1. Acl inthe type. | BpACias Of i recluire 8 ¥
Any o nsx.ﬂmm be under medical gU

change in made 3
2. Toavold ble transmission of diseass, PenFllle carridge is for lo person use only.
8. Beloreposlia.chackmt mawnﬂmmwhm(e.g.mcms).mnmmuw
dmbmmﬂmmdnmmmmmbmmﬁnhm

bar code band.
4. Youmayha\neleamadhowlﬂlestymlui'leotycu'bbodbt lucose. It is important 1o
xmmmwmuwmwmurmwwﬂmpmm‘ Of U8
5, If you Ivave an acute iiness, aspecially with vomiting or fever, your
insulin, lfpmm.myonyoure%qmmnyou Hhava trouble fruit
requiar solt drinks, or Clear 5OUpS, xouun.ansmallarmmalbiandloods?omw
urine lor glicose and ketones and, possible, lest your bicod glucose. Note
and your ian for possible insulin have severe and
N emergency medical
6 shouldnhmyswryldmﬁﬁmﬂonwhiﬁnmashatywhwadhm
7. nskymlph;?’nuanﬂ ' any
8. Donot try to refil a PenFllle cartridge.

AM{.}"IOOHIHIIWWPWIHIH Hmmmmwmmmuh
use of insutin.

Helpmnnionnaﬁunforpeoplevdmd]abetaslspublldnd by American Diabetes
Association, Duke Street,

1660 Alaxandaa, VA 22314
For information conact:
100 Overlook Center
Sutte 200
W Princeton, NJ 08540
1-800-727-6500
Manufaciued by
Novo Nordisk Pharmaceutical Incustries, nc.
Clayton, NC 27520
H,:";‘,ﬁggﬁw“‘m“‘mamm“ NovoPen® Junior, and NovoPen® 3 Demi
lasul Novo Nordisk pen needies.
Nove Nordisk™, Novoline, NovoPars, HovolinPend, NovoFines and Laniss
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Devices

Novo Nordisk™

7 O/ 30 HUMAN

Information tor the patient who uses

Novolin. 70/30 PenFilk

70% NPH, Human Insulin Isophane Suspension and
30% Hegular Human Insulin Injection
(recombinant DNA ori n)

3mL Disposable Ca

(300 unite per cartndgs)

100 wnisimt

Please read this leafiet carefully bafore using this product. :

Flease note the special directions under ‘PHEPARING THE INJECTION

Novoline 70/30 Penfille 3 mL is designed for use with NovoPene 3Mnsulin
(DLIIV.}IQ_pOﬂee and NovoFines disposable needies or other products

speciiically recommended by Novo Nordisk.

PenFille cartridge is for single person use only. See Important Notes section.

. NovoPen® lunior, and NovoPen® 3 Demi

WARNING
ANY CHANGE OF INSULIN SHOULD BE MADE CAUTIOUSLY AND ONLY UNDER MEDICAL
SUPERVISION. CHANGES IN PURITY, STRENGTH, BRAND (MANUFACTURER), TYPE

(REGULAR, NPH, LENTEs, ETC.), SPECIES (BEEF, PORK, BEEF-PORK, HUMAN), ANDVOR
METHOD OF MANUFACTURE ECOMBINANT DNA VERSUS ANIMAL-SOURCE INSULIN) MAY
RESULT IN THE NEED FOR A CHANGE IN DOSAGE.
SPECIAL CARE SHOULD BE TAKEN WHEN THE TRANSFER IS FROM A STANDARD BEEF OR
MIXED SPECIES INSULIN TO A PURIFIED PORK OR HUMAN INSULIN. IF A DOSAGE
ADJUSTMENT IS NEEDED, IT WILL USUALLY BECOME APPARENT EITHER IN THE FIRST FEW
DAYS OR OVER A PERIOD OF SEVERAL WEEKS. ANY CHANGE IN TREATMENT SHOULD BE
CAREFULLY MONITORED.
PLEASE READ THE SECTIONS *INSULIN REACTION AND SHOCK" AND "DIABETIC
KETOACIDOSIS AND COMA” FOR SYMFTOMS OF HYPOGLYCEMIA (LOW BLOOD GLUCOSE) ’ -
AND HYPERGLYCEMIA (HIGH BLOOD GLUCOSE).
INSULIN USE iN DIABETES
Your physician has explained that have diabetes and that your treatment invoives injections of
insulin o insulin therapy cornbined with an oral antidiabetic medicine. Insulin is normally
by the pancreas, & gland that lies behind the stomach. Without insulin, glucose (a simpla sugar mads
trom dhgested food) is trapped in the bioodstream and cannot enter the calls of the body, Some
patients who don't meke moughdnmrownm.lln. or who cannot uselhe Insulin they do Make
groperly. must take insulin by injection in order to control their biood glucoss levals,
ach cese of diabetes is difierent and requires direct and coritinued medical supervision. Your
physician has told you the type, strength and amount of Insulin you should use and Ihelkne(s)alwﬁch
you should inject it, and has also discussad with you a diet and axarcise schedule. You shoudd contact
your physician if you experience any dificulties or if you have questions.
TYPES OF INSULINS
Standard and purified animal insulins as well as human insul Halk and p
insulins differ in their degree ot purification and content of r\onlnm.lm material, Standard and pu'iﬁod
insuiins also vary in species sourcs: they may be of baet, povk or mixed bee! and poﬂmn

Insulin Is kdentical In structure 10 the insulin produced Fanu'e ars from
animal insyling., Insuling vary in tme of action; see PHOB’UCT DESCRI for addmonal Inlbrrmnon
Yourphys»cuanhasprescnbedhehswnmatbmrlthrym.btm have purchased the correct
insubin and check it carefully bafors you uss it - e

PRODUCT DESCAIFTION .

Thie five () N line 70/30 PenFille 3 mL cartridges. Kovoline 70430 iz a
mmixture of 70% NPH, Human Insulin Isophane Suspension {recomirinant DNA ongin)andacm
Re 0gular Human Jnswin in*em(rswmmmDNAuigmLﬂnwmmm this product &

units of insulin ﬂelﬂ\d iliter. llls acbudynrmlkywsmn!bndhunanlnsuhvdm protarmine
and zinc, The insull the cloudy material) setties at the bottom of mewua%
therefore, ﬂmcaerg:mustbarmatedmar\ddnwnudsscﬂbadm'PﬁE’AﬁlNG E
INJECTION® 50 that contents are uniformiy mixed befors & dose is given. Novoline T30 has
an intarmadiata duration of action. Tha attect of Novolins T0/30 begms appraximately ¥z hour
after injection. heaﬂwtismexlmslbemeonzmwmumhhf 2 hours. The full duration of
achmnuyluslmmahwranﬂofh
e The time course of mdwmmmmmdmuhdlﬁmlmmm o at
different times in the same individuel, Because ¢ this variation, the time periods listed hare
—-shouldbacmsidemdasgen«algurﬂelm only.

N.Aoﬂg } is structurally identcal o the insulin produced by
lin is produced by racombinant DNA technologry utikzing

fuem— o INSULIN DELIVERY SYSTE
These Novoline 70/30 PenFills 3 mL cartridges are designed for usa with NovoPens 3 insutin
Delivery Devite and NovoFines disposable needies or other products specifically
recarmnmonded by Novo Nordisic

STORAGE
lnsuhsrwldbewwhaooldplace.ﬁalambryharemgermbotnounmelm:hg
compartmani. Do not jet b freazs. K the carton so that
they will stay clean and protected from hghL Nwolln- 70130 PenFills cmndgescan bbe kept

unrslr erntedht'lndays Urwetri eratpdea be uted within this time period or

dmcarﬁed Be sure o protect nndummehut coldt.

Never usae any Novoline 70¢30 Penl I.camidge the precipitate (ﬂwwhdadepasil)ha:

Deoornelumpyntgranuarlnappearanceorhasbmmda aposh solid particies on the wall

ﬁlhﬂ;b:;::ndga This insulin Id not be usad it the liquid in the cartridge remains clear afier
n mixed.

Never use Insulin atter the sxpiration date which is prired on the labal and carton.

IMPORTANT

z?imwom‘ptywimm' liowing anbiseptic may lead 1o infections at the injection

8.
- Dlsposabbemdleaarebrmnglouu shoukd be used oniy once and desroyed.
— Clean your hands and the injection site soap and water or with alcohol.

- Wipe the rubber stopper on the inawlin cartridge with an sicohol swab,

PREPARING THE INJECTION il celve i o
Never place a sin Ie-useneedleon device you are ready o give
nninjecuonandg W after each inj A ﬂ'nneedlebmlm'ovgd.
somaliquldmaybeexpeihdimmhcﬂldgchaMemmmuh
concenlralm(aumg?

The cloudy material aninsulhmpmwllaﬂﬁﬂohbemofﬂ\ewmdga sothe
contents must be mixed before injection. These Novoline PenFilis Cariridges contain a

in rnstructmmanual Fovsu Linj awtndgens in the
deyv;‘s m the device bmbmnmpodm»\ama = See Figure 2. Do this at
Ieastwumesurntimuiqu:dappsmmmmww Foliow the directions in
your insulin delivery device

0R77-31-087-1
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fg.1 Fg.2

Note: Never initiate a new injection unless there is suffickent insulin in the carlritige g)er

mixing (the glass ball needs adequate room 1or movemant 1o rmix the suspenslcn) lnsuhn Pnn

carridQes may contain a small amount of al, To ?revem an injection of air and make certain insul

delivered, an air shal must be done beium sach Directions for parforming an air shutm

proyided inyour insulin delivery device

GIVING THE INJECTION

1. The foliowing areas ee suitable tor subcutaneous insulin injection: thig mﬁerm,bumd‘s.
abdgmen. DO not Ghange areas without consulting your physician. The peint of injection
shouid be changed eech time; Injection eites should be about an Inch apart.

2. The injection site should be clean and dry. Phchup skinarea 10 e Injoc!sd and hddltlimﬂy

3. Hold the device like a pencil and push the needle guickly and firmiy inlo the pl

4. Releass the skin and push he push-bution all the way In o inject Insulin beneath ihe shin. To ensure
that all the insulin is inpecmd keep the needia in the skin for several seconds after in}echmvdm
your thumb on the push bution nothjectmoam.tscleuruess your physician
You should never inject insuiin into & vein. Folow the directions for use of your Inmlh Deﬂvery

ce.
5. Remaovethe needle. i slight bleeding coours, pross lightly with a dry colton swab for a few saconds

-do

Hote: Uss the injection technique recommendad by your physiclan.

Ius‘mml:.ﬁf important to good control of diabelasdurlng nancy and special

t is maintain pregl

mtanpt?onnmtbepmdmywldm.exerciseand regimans. If you are pregnant of nursing a

baby, consult your physician or

INSULIN REACTION AND CHOCK

Insulin reaction ryoemhoceursmntrwbbodghmhlsvsrymﬂ\bmnmpmﬂpu

1ahebomu:l:?m Inélr';u:dsu?rdaﬂayam:lws;ammmmnmﬁgﬁmn%ham%m

or become il {especi vorniti I lycemia can combl in
clha?ec cations e , k Bgnubetk:yw other

sucdenty. They may inch.lda ecold swaat fatigue, rervousness of shakinass, rapki heartbeat, or

naused. mnalhychmgedconﬂsmmyalsomcu."youdddcuealmaﬂﬂngﬂynm(a

glass of Mk or orangs juice, or saveral candies), you can often stop the progresalon of

'ymplcrns 1f symptorms persist, call your - aninsulin reaction can leagd 10 LNCONBCIOUSNSss.

resuits in koss of consciousness, medical cars should be oblained

imrnediately. Nyouhavemampaamdmma i'lsdinmhe’abdwawof ¢

CONBCIOUSIBSS, CO Severe hypogiycemia can result in temporary or permanen

mmmmmﬁw

In ceriain cases, the nature and Intenshy of the waining sympioms m

chan -.AMputhnu have reporied that afist being hmnrndmohumln h.murly

wam ng.ymploml of hypoglycemis were lass pronounced than

animal-sounca insutin

DIABETIC KETOACIDOSIS AND OGIA

Diabstic ketoacidosis may develop K has toc little insulin, MOSt COMIMON CAUSAE

acutelllnessorlntactionorfnﬂuslotakemqh hsulnzhjedbn lfywmlllyoumndcm

ycu'unnehrkewms The symptors of diabetic Im

period of da)smdlncludendrowsyloalh&fﬂumm mandluaudappmmdty

yourpnysicianrl%e:wnylrkurimlealis ) or if you have any of these

syny:n vy breathing mmpidpuhemmauwmsmmamyoumm
-calansnﬁmngmw&vara sustalned hyperglycemia may resuit in disbetic coma and death.

ADVERSE REACTIONS

Alwpeglmvﬁmdlabemsdmbpmd swollen and itc| ddn\msran-;eim\.llinhasbew

injected is called a "local reaction* and it may oceur it the injection is not property made., if

the skin is sensitive to the cleans mm«nmmﬂmmummmm H

Eouhaveslocslraacﬁm

valized insulin allerg{eocm rarely, but when it does i may cause 8 esrioys reaction,
including skin rash ,shorh\emofbreaﬂ-n. mupuse awealing.andldfoph blood

ressure, I any of thase pton-nsdavehp
Fsavers an:r?lrc raacbonm msulmhaveor.cunad(le ”"ng mlling orbnaning
difficulties) you shouid be skin-tested
|1M.M:!-»a‘rlnm'lﬂ purity of insulin could require a dosage it
or n a
.ﬂun)rc:ham;;talﬂlrnsuinm..‘pemes unger medical supenvision. m
2. To evold possible transmission of disease, PanFille cartridge is for single
3. Beforsuse, chwkmmhnﬂlheamﬁjgehmm 6.g. no cracks). notmeﬂany
damgelsseemafﬂmpan rubber piston that you see is wider than the white

bar code
4. Youmyrmalaamsdhowmtedymrum«ynurbbodfa huCosE. ltishwnamm
mmmreuulaﬂymdmmrdﬂwmuﬂsforwﬂawmg physician of

educator.

5. If you have an acute liness, sspecially orlaverwuﬂrm
Insyni'ltljn.lfpussble mymym.l‘l’egulurdid. troubl esamg drinkm.noes

las ot drinks, or clear soups; rf*ou can, eat small amaunis of bland
unnelorglucosoandkamneamd posslble mastywrbluodgkmooe Nom
and contac! your physician for posai usu-mrn.lfyoulnwmraand
advcniﬁnq.aeek medk:aleue
6. should giways which states that you have diabstes,

7. Always ask o phanmacist before taki drag.
8. Dungtswwyl%mﬂln Fills cartriige. e ey
gnwmmmmuhhnﬂmhmanymmwmnmhnwun

Hai Mlniu'nmmbrpooplewnhdnbuns published by American Diabetes
An?:ai-ﬁon Streot, Maxandria, VA 22314 by
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Novo Nordisk™, mmmmmmwm
are trademarka ownad by Novo Nordisk AS

Printed in USA Date of issue: February 2000




This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

This is a representation of an electronic record that was signed electronically and
this page is the manifestation of the electronic signature.

David Ol of f
4/ 11/ 02 07:24: 52 PM





