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Lactose, alpha cyclodextrine, sodium citrate,

hydrochloric acid sol., sodium hydroxide sol.,

benzyl alcohol, water for injection.
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PATIENT PACKAGE INSERT
IN ACCORDANCE WITH THE PHARMACISTS’
REGULATIONS (PREPARATIONS) - 1986
The dispensing of this medicine requires
a doctor’s prescription
Read this package insert carefully in its entirety
before using this medicine
The format of this leaflet was determined by
the Ministry of Health and its content was
checked and approved

CAVERJECT™" CAVERJECT"
0 mcg 0 mcg

Solution for injection
(after dissolving the powder)

Composition:

Each vial contains: Each vial contains:
Alprostadil 10 mcg Alprostadil 20 mcg
Inactive ingredients: Lactose, alpha cyclodextrine,
sodium citrate, hydrochloric acid sol., sodium
hydroxide sol., benzyl alcohol, water for injection.

Therapeutic group: Prostaglandins.

Therapeutic activity:

The active ingredient of this preparation causes
(rapid) vasodilation. When the Caverject is
injected, it increases blood flow to the genital
area and in this way causes an erection.

When should the preparation not be used?

Do not use this medicine if you are sensitive
to any of its ingredients or to prostaglandins.
Do not use this medicine in case of diseases
that together with the use of this preparation
are likely to cause prolonged erection
(priapism), such as sickle cell anemia, multiple
myeloma, leukemia.

Do not use this medicine in case of penile
implant or when sexual activity is inadvisable
or forbidden.

Do not take this medicine without consulting
a doctor before starting treatment:

If you are suffering, or have suffered in the past,
from impaired function of the blood system (e.g.
coagulation disorder, etc.).

Warnings:

Do not use this medicine frequently, or for a
prolonged period, without consulting a doctor.

If ¥ou are sensitive to any type of food or medicine,
inform your doctor before commencing treatment
with this medicine.

Use of this medicine may cause prolonged
erection (priapism) - rare.

Inform your doctor immediately if you experience
an erection that lasts for more than 4 hours or is
painful.

Drug interactions:

If you are taking another drug, including non-
prescription medicines and food supplements,
or if you have just finished treatment with another
medicine, inform the attending doctor, in order
to prevent hazards or lack of efficacy arising from

drug interactions, es%ecially with regard to other
druigs that are intended for the same purpose
and with regard to anticoagulants.

Side effects:

In addition to the desired effect of the medicine,
adverse reactions may occur during the course
of taking this medicine, for example: painful
erection, pain at the injection site, local
hemorrhage. These side effects usually disappear
within a short time following the period of
adaptation to the medicine.

Side effects that require special attention:
Prolonged erection for more than 4 hours (rare):
discontinue treatment and consult a doctor
immediately!

If there is prolonged bleeding or swelling at the
injection site (rare): continue treatment and consult
a doctor.

Signs of absorption of Caverject: decrease in
blood pressure, dizziness, arrhythmia (rare):
consult a doctor immediately!

In the event that you experience side effects not
mentioned in this leaflet, or if there is a change
in your general health, consult your doctor
immediately.

Dosage:

Dosage is according to doctor’s instructions only!
This is after the dose was individualized for
each patient, by injecting Caverject for the first
time at the physician’s clinic and under his

supervision. o ]
he recommended frequency of injections is no

more than one injection a day and no more than
twice a week.

The recommended maximal dosage for injection
is 10-20 micrograms.

Do not exceed the recommended dosage.

Directions for use:
Instructions for the preparation of Caverject 10-
20 mcg and for its injection:

A. D_islsolving the powdered medication in the
vial:

1. Wash your hands thoroughly with soap and
water.

2. Remove the plastic cap from the powder vial.

3. Cleanse the rubber stopper of the vial, using
one of the swabs provided (see fig. 1).
(Pay attention: The second swab will be
needed later.) Discard the used swab into
the place designated for trash collection.

Fig. 1: Cleansing the rubber stopper of the vial.

4. For the blue plastic container:

ake the IHIC[E, ong needle (labelled 22G1'/2
and gray colored), keeping the needle
covered in its plastic cover. Remove the
rubber shield which is on the syringe and
attach the needle in its place (firmly!).

(see fig. 2).

It is very important to keep the needle sterile.
The needle could become contaminated from
contact with the vial, clothes, fingers, etc.

Fig. 2: Attaching the needle to the syringe.

5. Remove the needle’s plastic cover and put
it by your side, at hand’s reach.

6. Keep holding the syringe and the base of the
needle in one hand together. With the other
hand, push the syringe plunger to the 1 ml
mark. (This will get rid of any excess air in
the syringe).

7. Pierce the needle through the central portion
of the rubber stopper of the vial. With the
syringe positioned above the vial, inject the
water into the vial by pushing on the plunger
until the syringe is emptied ?see fig. 3).

Fig. 3: Injecting water from the syringe
into the vial.

8. Carefully holdin%; the syringe and vial steady

as a unit, gently shake the vial until the

owdered medication dissolves completely.

0 not use if the resulting solution is cloudy

or colored, or if it contains undissolved
particles.

B. Withdrawing the medication into the syringe
9. To withdraw the medication, turn the vial

upside down so that the syringe is facing
downwards. Making sure to keep the tip of
the needle below the level of the fluid, slowly
withdraw the plunger out of the syringe until
the amount of solution is the desired one as
recommended by gour doctor.

10. If there are air bubbles in the syringe, tap the
syringe gently to expel the air, or inject the
solution back into the vial and slowly withdraw
again (see fig. 4).

u
@

. 4: Tapping the syringe to remove air bubbles.

11. Remove the syringe with the needle from the
vial and carefully replace the plastic needle
cover on the needle.

12. Open the package of the short, thin needle
(labelled 27G'/2 and white colored) without
removing the plastic needle cover, and put it
by your side, at hand’s reach.

13. Carefully remove the long needle, covered
in plastic, from the syringe and discard it to
the place designated for trash collection.

14. Holding the syringe in one hand, with the
other hand take the short needle from its
open packet, keeping the plastic needle cover
in place, and attach it to the syringe in the
same way that you attached the long needle.

C. Self-injecting the medication
or_your_attention! The first injection of
Caverject must be done under the supervision
of the attending doctor. The medication is to
be injected into either of two areas of the
penis called the corpora cavernosa (see fig.
5 and 6).

Fig. 5: Cross-section of the penis
showing injection sites.

Fig. 6: Top view of penis showing injection sites.

15. Perform the self-injection procedure while
sitting.

16. Use gnl the injection areas shown in fig. 5
and 6. Each time you use Caverject inject
into a different side of the penis. Even when
in#'ecting into the same area, the actual point
of injection should be changed each time so

that the medicine will be inserted at different
places in the same area.

. Using the thumb and forefinger, grasp the
head of the penis and stretch the penis until
it is taut so that it will not slip during the
injection. (In uncircumcised men the foreskin
must be retracted to assure proper placement
of the injection).

18. Clean the injection area thoroughly with the
unused alcohol swab. Put the swab by your
side, at hand’s reach.

19. Hold the syringe between thumb and index

-
J

finger. (Do no put your thumb on the plunger).
Insert the needle at a 90-degree angle into
the injection site (see fig. 7).
Avoid visible blood vessels.

Fig. 7: Inserting the needle into the injection site.

20. Using your thumb or forefinger press the
plunger towards the bottom of the syrin%e,
slowly injecting the entire contents of the
syringe (see fig. 8). Avoid any motion during
the injection.

Fig. 8: Injecting the contents of the syringe.

21. Withdraw the needle from your penis.
Continue to apply pressure from both sides
of the penis for about three minutes with the
help of the alcohol swab which you used to
disinfect the injection site. If bleeding occurs,
maintain pressure until the bleeding stops.

. After using the contents of this pack, gather
all of the materials safely, including needles
in their plastic cover, and insert carefully into
the blue plastic Caverject container. Remove
the red plastic Tocking device from the
container. Close the container firmly so that
it snaps shut. To lock the container, push the
red locking device completely into the center
of the lid, where a picture of a lock appears.
The locked container should be discarded.

Avoid poisoning!

is medicine, and all other medicines, must be
stored in a safe place out of the reach of children
and/or infants, to avoid poisoning. If you have
taken an overdose, or if a child has accidentally
swallowed the medicine, proceed immediately
to a hospital emergency room and bring the

ackage of the medicine with you.

0 not induce vomiting,; unless explicitly instructed
to do so by a doctor! This medicine has been
prescribed for the treatment of your ailment; in
another patient it may cause harm.

Do not give this medicine to your relatives,
neighbours or acquaintances.

Do not take medicines in the dark! Check the
label and the dose each time you take your
medicine. Wear glasses if you need them.
Storage:

Before reconstitution: Store the preparation at
room temperature (up to 25°C).

The preparation for immediate use after
reconstitution.

Even if kept in their original container and stored
as recommended, medicines ma?; be kept for a
limited period onIY. Please note the expiry date
of the medicine! In case of doubt, consult the
pharmacist who dispensed the medicine to you.
Do not store different medications in the same
package.

License numbers: 101082.8542, 68132.8275

2

n

Manufacturer:
Pfizer NV/SA, Belgium.

License holder:
Pfizer PFE Pharmaceuticals Israel Ltd.,
9 Shenkar St., Herzeliya Pituach 46725.
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