Patient Information leaflet (PIL)
Hemoral HC Ointment & Suppositories

Hydrocortisone Acetate
Lidocaine HCI
Zinc Oxide

Read all of this leaflet carefully before you start taking this medicine because it contains
important information for you (POM).

eKeep this leaflet. You may need to read it again.
o[f you have any further questions, ask your doctor or pharmacist.

oThis medicine has been prescribed for you only. Do not pass it on to others. It may harm them,
even if their symptoms are the same as yours.

o[f any of the side effects get serious, talk to your doctor or pharmacist. This includes any
possible side effects not listed in this leaflet.

In this leaflet:

What Hemoral HC is and what it is used for.
Before you use Hemoral HC.

How to use Hemoral HC.

Possible side effects.

How to store Hemoral HC.

Contents of the pack and other further information.

AR

1. What Hemoral HC is and what it is used for

Therapeutic class:

Lidocaine exerts a local anesthetic effect.

Hydrocortisone acetate belongs to the mild group of corticosteroids and is effective because of
its anti-inflammatory and anti-pruritic action.

Zinc oxide has astringent, antiseptic, soothing and protectant properties.

Indications:
Hemoral HC is intended for the treatment of pain, itching and discomfort, arising from irritated

anorectal tissues e.g., hemorrhoids, pruritus ani, proctitis, milder forms of anal fissures,
postoperative pain relief.

Hemoral HC suppositories should be used in preference to ointment for treatment of proctitis or
internal hemorrhoids.

2. Before you use Hemoral HC

Do not use Hemoral HC
If you have hypersensitivity to active substances or other ingredients in this product.

Special warnings and special precautions for use

! Before prescription the patient should be investigated to exclude a malign process.

! Contact with eyes shall be avoided. The hands should be washed after usage.

! Prolonged use of large doses of hydrocortisone can result in systemic effects or local
effects such as skin atrophy. With recommended doses and treatment periods that do not
exceed 3 weeks, systemic effects of hydrocortisone are unlikely.




! In the event of infections caused by viruses, bacteria, pathogenic fungi or parasites,
local glucocorticoids must not be used without concomitant causal therapy.

! In the event of irritation or rectal bleeding the treatment should be discontinued and
the patient investigated.

! Local irritation can sometimes be due to hypersensitivity to lidocaine or
hydrocortisone, and in such cases the treatment should be discontinued.

! Overdosage of lidocaine or short intervals between the doses can result in high plasma
levels of lidocaine and serious adverse events. The patients must be instructed to follow
the recommended posology carefully.

! Patients treated with class III antiarrhythmic drugs (e.g. amiodarone) should be
closely observed and ECG monitoring should be considered, as the cardiac effects of
lidocaine and class III antiarrhythmic drugs can be additive.

! When applying Hemoral HC ointment to the rectum, care should be taken to avoid the
introduction of an excessive amount.

! With rectal administration the systemic availability is relatively high, and large doses
can cause effects on the central nervous system.

! The active substance lidocaine is probably porphyrinogenic and should only be
prescribed to patients with acute porphyria when no safer alternative is available.
Precautions are motivated in all patients with porphyria.

Interactions with other medicinal products and other forms of interaction

The following combinations together with Hemoral HC may need dose adjustment:
Hemoral HC should be used with caution together with dental injection anesthesia, other
local anaesthetics or agents structurally related to local anaesthetics of amide type, for
example antiarrhythmic drugs such as mexiletine, as the toxic effects of these drugs are
additive (see “Overdose™).

Patients treated with class III antiarrhythmic drugs (e.g. amiodarone) should be closely
observed and ECG monitoring should be considered, as the cardiac effects of lidocaine and
class III antiarrhythmic drugs can be additive.

Drugs that inhibits the metabolism of lidocaine (eg, cimetidine or betablockers) may cause
potentially toxic plasma concentrations when lidocaine is given in repeated high doses over
a long time period. Such interactions are of no clinical importance following short-term
treatment with lidocaine at recommended doses.

Pregnancy and lactation

Pregnancy:

Adequate data from treatment of pregnant women with Hemoral HC is not available.
Hydrocortisone

Even though effects on fetus and newborn have been observed after per oral long-term
treatment, still the systemic exposure is judged to be so low after topical treatment on a
limited area that no corticosteroid induced effects are expected.

Lidocaine

Animal studies are not complete concerning effects on pregnancy, embryonal development,
delivery and development after birth. It is reasonable to presume that lidocaine has been
used by a large number of pregnant women and women of child-bearing potential. No direct
disorders of the reproduction process, such as increased frequency of malformation or direct
or indirect effects on fetus have been reported. However, the risks to humans are not
investigated. Therefore the lowest dose possible and the shortest possible duration of
treatment should be aimed at during treatment with Hemoral HC during pregnancy.
Lactation

Lidocaine and hydrocortisone acetate pass into breast milk, but the risk of effects on the
child appears unlikely with therapeutic doses.




Effects on ability to drive and use machines

Depending on the amount of dose local anesthetics may have a mild temporary effect on the
ability to move and the coordination. With recommended doses of Hemoral HC these
effects are unlikely.

Important information about some of the ingredients in this medicine
Hemoral HC Ointment: no special warning.
Hemoral HC Suppositories contain Nipasol M which may cause allergic reactions (possibly delayed).

3. How to use Hemoral HC

» Always use this medicine exactly as your doctor has told you.
» You should check with your doctor or pharmacist if you are not sure.
» For external use only.

Hemoral HC Ointment:

The rectal ointment is applied in and around the rectum one or more times daily in a thin
layer. Up to 6 g rectal ointment per day may be applied. The treatment period can vary
between ten days and three weeks. If an extension of the treatment period is intended, a
treatment-free interval is recommended.

Hemoral HC Suppositories

One suppository is inserted into the rectum morning and evening, and as required after each
bowel action. Up to 5 suppositories per day may be administered. In cases of painful bowel
actions the suppository is inserted a few minutes before. It is important that the suppository
is retained until it has melted. The treatment period can vary between ten days and three
weeks. If an extension of the treatment period is intended, a treatment-free interval is
recommended. The treatment period should not exceed 3 weeks.

Overdose

Lidocaine can cause acute toxic effects after overdose. No toxic effects have been reported
with use of recommended doses of Hemoral HC. If symptoms of systemic toxicity do occur,
the signs are anticipated to be similar to those following the administration of local
anesthetics by other routes. Concomitant use of other local anaesthetics, for example
topically or by injection, the toxic effects are additive and can cause overdosage with toxic
systemic reactions. Overdosage of local anaesthetics causes symptoms in the form of effects
on the central nervous system, and in severe cases also the heart and blood circulation.

If you have any further questions about the use if this medicine, ask your physician or
pharmacist.

4. Possible Side Effects:

Like all medicines, Hemoral HC can cause side effects although not everybody gets them.
Tell your doctor or pharmacist if you notice:

Organ system Frequency Adverse event
Skin and subcutaneous Uncommon (>1/1,000 to Contact dermatitis
tissue disorders <1/100)
Immune system disorders | Rare (>1/10,000 to Allergic reactions, in the
<1/1,000) most severe instances
anaphylactic shock

The risk of adverse events increases with longer treatment periods.



Reporting of side effects

% If any of the side effects gets serious, or if you notice any side effects not listed in this
leaflet, please tell your doctor or pharmacist.

% To report any side effect(s) directly to ministry of health, using the on-line reporting form at
the following link: https://www.pharmacy.moh.ps/index/Form/Language/ar & to the
company web site https://www.beitjalapharma.com

5. How to store Hemoral HC
e  Keep the medicine out of the reach of children.

Ointment & suppositories: Keep below 25°C, avoid freezing and protect from direct heat.

Ointment: Do not use after 3 months from first opening.

Do not use this medicine after the expiry date shown on the carton. The expiry date refers
to the last day of that month.

Do not throw away any medicines via waste water or household waste. Ask your
pharmacist how to throw away medicines you no longer use. These measures will help
protect the environment.

6. Contents of the pack & other further information:

What Hemoral HC contains
Hemoral HC ointment contains:

Hydrocortisone Acetate 0.5%
Lidocaine HC1 1.5%
Zinc Oxide 5.0%

Hemoral HC suppositories:
Each suppository contains:

Hydrocortisone Acetate 10 mg
Lidocaine HCI 30 mg
Zinc Oxide 60 mg

What Hemoral HC looks like and contents of the pack

Hemoral HC Ointment is off-white ointment and no foreign particles. It is available in aluminum
tube of 28 g ointment with an applicator.

Hemoral HC suppositories are white adult torpedo suppositories, these are available in a box of 6
suppositories.

Marketing authorization holder:

Product License held by Beit Jala Pharmaceutical Company
81, Al-Madaress Str., P.O.Box 58, Beit Jala —Palestine
http://www.beitjalapharma.com

Manufactured by:

B
Beit Jala Pharmaceutical Co.

81, Al-Madaress St.
P.O.Box 58
Beit Jala - Palestine

http://www.beitjalapharma.com

This leaflet was last revised in October 2022, version number 1406030-5
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