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L-arginine hydrochloride, L-histidine hydrochloride monohydrate,
L-histidine, Polysorbate 20 and water for injection.
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The following information is intended for healthcare professionals only:
INSTRUCTIONS FOR USE OF OMLYCLO®
Read ALL the way through these instructions before injecting. The box contains
Omlyclo pre-filled syringe(s).
Omlyclo pre-filled syringes are available in 2 dose strengths (see Figure A). These

instructions are to be used for the 150 mg/1 mL dose strength. See Figure C: Dosing
Chart.

This Dose Strength: Other Dose Strength:

150 mg/1 mL
(Blue Plunger Rod)

)

75 mg/0.5 mL
(Yellow Plunger Rod)

Figure A

Important safety information

* Keep the pre-filled syringe out of the sight and reach of children. Pre-filled
syringe contains small parts.

* Do not open the sealed carton until you are ready to use the pre-filled syringe.

* Do not use the pre-filled syringe if it looks damaged or used.

* Do not use the pre-filled syringe if the carton is damaged or seal is broken.

* Never leave the pre-filled syringe where others might tamper with it.

* Do not shake the pre-filled syringe.

* Do not remove the cap until just before you give the injection.

* The pre-filled syringe cannot be re-used. Dispose of the used pre-filled syringe

immediately after use in a sharps disposal container (see step 13. Dispose of

the pre-filled syringe).

Storing the pre-filled syringe

 Store the pre-filled syringe in a refrigerator between 2°C and 8°C. Store this
medicine sealed inside its carton to protect it from light. Do not freeze the
pre-filled syringe.

* Remember to take the pre-filled syringe out of the refrigerator and allow it to reach
room temperature (25°C), about 30 minutes, before preparing it for injection. Leave
the pre-filled syringe in the carton to protect it from light.

» Before giving an injection, the carton can be removed from and placed back in

the refrigerator if needed. The total combined time out of the refrigerator may not

exceed 7 days. If Omlyclo is exposed to temperatures above 25°C, do not use
Omlyclo and throw it away in a sharps disposal container.

* Do not use the pre-filled syringe after the expiration date which is stated on the
carton and the pre-filled syringe label. If it has expired, return the entire pack to
the pharmacy.

* Do not use the pre-filled syringe if it has been dropped or is visibly damaged.

Parts of the pre-filled syringe (see Figure B)

After Use

Before Use

Plunger
Rod

é‘lHl

1N

Finger
Flange

[
Viewing
Window

Needle
Guard

Needle

Medicine

Cap

Figure H

XP.: MONTH YEAR 7.d.

Figure |

Figure J

Administering the Injection

9.b.

Figure B
Preparing for the Injection

Pre-filled Syringes Needed
Yellow (75 mg/0.5 mL)

s | A

150

Dose
(mg)

#

A

A K

A

A A

N o
HAAK

Figure C: Dosing Chart
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Gather the supplies for the injection.

a. Prepare a clean, flat surface, such as a table or countertop, in a well-lit area.
.b. Take the carton(s) containing the pre-filled syringe(s) needed to administer
the prescribed dose out of the refrigerator.
Note:Depending on the dose you may need to prepare one or more pre-filled
syringes and inject the contents of them all. The following chart shows how
many injections of each dose strength are needed for the prescribed dose
(see Figure C: Dosing Chart).

. Make sure you have the following supplies:
- Carton containing pre-filled syringe

Not included in the carton:
- 1 Alcohol swab

- 1 Cotton ball or gauze

- 1 Adhesive bandage

- Sharps disposal container

2. Check the expiration on the
carton (see Figure D).

* Do not use it if the expiration
date has passed. If the expiration
date has passed, return the
entire pack to the pharmacy.

Figure D

3. Wait 30 minutes.

3.a. Leave the unopened carton

containing the pre-filled syringe

30 at room temperature (25°C) for

minutes 30 minutes to allow it to warm up
(see Figure E).

* Do not warm the pre-filled
syringe using heat sources such
as hot water or a microwave.

* |f the pre-filled syringe does not
reach room temperature, this
could cause the injection to feel
uncomfortable and make it hard
to push the plunger rod.

Figure E

4. Wash your hands.

4.a. Wash your hands with soap and
water and dry them thoroughly
(see Figure F).

Figure F

5. Choose an injection site (see
Figure G).

You may inject into:

- The front of the thighs.

- The lower abdomen except for
the 5 cm around the belly button
(navel).

- The outer area of the upper arm.

* Do not inject into moles, scars,
bruises, or areas where the skin
is tender, red, hard, or if there are
breaks in the skin.

* Do not inject through the
clothes.

Choose a different injection site for
each new injection at least 2 cm
apart from the area used for the
last injection.

5.a.

I/

00

5.b.

Figure G

Figure L

11.
11.a

Figure M

12,

12.

[y

Figure N

After the injection

13.

2

Figure O

14. Care for the injection site.

10.b.

13.a.

Clean the injection site.

. Clean the injection site with an

alcohol swab using a circular
motion (see Figure H).

. Let the skin dry before injecting.

* Do not blow on or touch the
injection site again before giving
the injection.

Inspect the pre-filled syringe.

. Open the carton.

Gripping from the syringe body
lift the pre-filled syringe from the
carton.

. Look at the pre-filled syringe and

make sure you have the correct
medicine (Omlyclo) and dosage.

. Look at the pre-filled syringe and

make sure it is not cracked or
damaged.

Check the expiration date on the
label of the pre-filled syringe (see
Figure I).

* Do not use if the expiration date
has passed.

Note: If the expiration date is not
visible in the viewing window,
you may rotate the inner barrel
of the pre-filled syringe until the
expiration date becomes visible.

Inspect the medicine.

. Look at the medicine and

confirm that the liquid is clear
to slightly cloudy, colourless to
pale brownish-yellow, and free of
particles (see Figure J).

* Do not use the pre-filled syringe
if the liquid is discoloured,
distinctly cloudy, or contains
particles in it.

* You may see air bubbles in the
liquid. This is normal.

Remove the cap.

. Hold the pre-filled syringe by the

syringe body in one hand. Gently

pull the cap straight off with the

other hand.

* Do not hold the plunger rod
while removing the cap.

* You may see a few drops of liquid
at the tip of the needle. This is
normal.

Dispose of the cap right away in
a sharps disposal container (see
step 13. Dispose of the pre-filled
syringe and Figure K).

* Do not re-cap the pre-filled
syringe.

* Do not remove the cap until you
are ready to inject.

* Do not touch the needle. Doing
so may result in a needle stick
injury.

Insert the pre-filled syringe into
the injection site.

. Gently pinch a fold of skin at the
injection site with one hand.

Note: Pinching the skin is
important to make sure that you
inject under the skin (into the fatty
area) but not any deeper (into
muscle).

With a quick and “dart-like”
motion, insert the needle
completely into the fold of skin
at a 45 to 90-degree angle (see
Figure L).

* Do not touch the plunger rod
while inserting the needle into
the skin.

Give the injection.

. After the needle is inserted,
release the pinch.

. Slowly push the plunger rod all
the way down until the full dose
of medicine gets injected, and the
syringe is empty (see Figure M).
* Do not change the position of

the pre-filled syringe after the
injection has started.

* If the plunger rod is not fully
pressed, the needle guard will
not extend to cover the needle
when it is removed.

Remove the pre-filled syringe
from the injection site.

. After the pre-filled syringe is
empty, slowly lift your thumb from
the plunger rod until the needle is
completely covered by the needle
guard (see Figure N).

If the needle is not covered,

proceed carefully to dispose

of the syringe (see step 13.

Dispose of the pre-filled

syringe).

Some bleeding may occur (see

step 14. Care for the injection

site).

In case of skin contact with

medicine, wash the area that

touched the medicine with

water.

* Do not reuse the pre-filled
syringe.

* Do not rub the injection site.

Dispose of the pre-filled
syringe.

Put the used pre-filled syringe in
a sharps disposal container right
away after use (see Figure O).

* For the safety and health of you
and others, needles and used
syringes must never be re-used.
Any unused medicinal product
or waste material should be
disposed of in accordance with
local requirements.

* Do not throw away any
medicines via wastewater.

14.a. If some bleeding occurs, treat the injection site by gently pressing, not
rubbing, a cotton ball or gauze to the site and apply an adhesive bandage

if needed.


https://www.gov.il/he/Departments/General/biosimilar
http://www.health.gov.il
https://sideeffects.health.gov.il/
http://Padagis.co.il



