TARDIPEN® 1.2 M.1.U.

Benzathine benzylpenicillin 1.2 M.1.U./vial
Sterile powder for 1M injectable preparation

Read this leaflet carefully before you start using this medicine.
- Keep this leaflet. You may need to read it again.
- If you have any further questions, ask your doctor, health care provider or your pharmacist.
- This medicine has been prescribed for you. Do not pass it on to others. It may harm them,
even if their symptoms are the same as yours.
- If any side effect gets serious or if you notice any side effect not listed in this leaflet; please
tell your doctor, health care provider or your pharmacist.
In this leaflet:

1. What TARDIPEN® 1.2M.1. U. is and what it is used for

2. Before you use TARDIPEN® 1.2 M.1.U.

3. How to you use TARDIPEN® 1.2 M.1.U.

4. Possible side effects

5. How to store TARDIPEN® 1.2 M.1.U.

6. Further information
1. What TARDIPEN® 1.2M. 1. U. is and what it is used for
= Pharmacotherapeutical group:
TARDIPEN® is an antibiotic. It contains the active substance called benzathine
benzylpenicillin. It belongs to a family of medicines called “penicillins”. It works by killing
certain bacteria which can cause infections.
= Therapeutic indications:
TARDIPEN® is used for the treatment of:
- Erysipelas (skin infection)
- Syphilis
- Tropical infectious diseases of the skin caused by bacteria of the Treponema species, such as
yaws, or pinta.
TARDIPEN® is also used to prevent the following diseases:
- Rheumatic fever
- Poststreptococcal glomerulonephritis (a specific form of kidney inflammation).
- Erysipelas (skin infection).
2. Before you use TARDIPEN® 1.2 M.1.U.
a. Do not use TARDIPEN® 1.2 M.I1.U.:
Do never use TARDIPEN® 1.2 M.1.U., solution for Injection in the following cases:
If you are allergic to the active substance benzathine benzylpenicillin, other penicillins or any
of the other ingredients of this medicine (listed in section 6).
IN CASE OF DOUBT, IT IS NECESSARY TO ASK THE OPINION OF YOUR DOCTOR OR
PHARMACIST.
b. Take special care with TARDIPEN® 1.2 M.I.U.:
Be careful with TARDIPEN® solution for injection:
Talk to your doctor or pharmacist before using TARDIPEN®:
- If you have ever had any allergic reactions to other antibiotics like penillicin or other beta-
lactam antibiotics,
- If you have kidney problems (your doctor may need to adapt the dose of this medicine),
- If you have liver problems (your doctor may need to adapt the dose of this medicine).
- TARDIPEN® should not be used in tissues with poor blood flow.
- If allergic symptoms occur (e.g. skin rash, itching, shortness of breath), tell a doctor
immediately. - Before treatment, an hypersensitivity test should be performed if possible. If an
allergic reaction occurs, your doctor will stop your treatment and, if necessary, start
appropriate therapy.
- As a possible cross-allergy should be considered in patients with hypersensitivity to
cephalosporins, please tell your doctor if you have already had a previous allergic reaction to
certain antibiotics (cephalosporins).
- When treating syphilis, a bodily reaction to the bacterial toxins may occur, which lasts up to
several days (Jarisch-Herxheimer reaction, see section 4). Typical symptoms are sudden fever
(sometimes with chills), pallor - followed by skin redness, headache, painful muscles and
joints or tiredness. To suppress or alleviate a Jarisch-Herxheimer reaction, your doctor will
start appropriate therapy.
- In long-term treatment (more than 5 days), your doctor may arrange for checks on your blood
count and kidney function tests. Please make sure that you attend the check-ups prescribed by
the doctor.
- As with other antibiotics, therapy with TARDIPEN® may also lead to the overgrowth of non-
susceptible germs. Contact your doctor if you get e.g. a fungal infection.
- During treatment with antibiotics, including TARDIPEN®, diarrhea may occur, even several
weeks after you stopped your therapy. In case of severe or persistent diarrhea, or if you notice
that your stools contain blood or mucus, contact your doctor immediately. The therapy with
TARDIPEN® must be stopped immediately, as it can be life-threatening. Do not take any
medication which stop or slow down the bowel movements.
- If neurological involvement cannot be ruled out in patients with congenital syphilis, forms of
penicillin that reach a higher level in cerebrospinal fluid should be used.
- In case of renal failure, adapt the posology in function of the creatinine clearance.
IN CASE OF DOUBT, IT IS NECESSARY TO ASK THE OPINION OF YOUR DOCTOR OR
PHARMACIST.
c¢. Taking other medicines, herbal or dietary supplements:
Tell your doctor or pharmacist if you are using, have recently taken/used or might take/use any
other medicines.
Caution should be exercised when administering TARDIPEN® at the same time as the
following medicines:
— Probenecid, a medicine used to treat gout.
— Methotrexate, a medicine used in chemotherapy. The combination with methotrexate is not
recommended.
- Anticoagulants: medicines used to thin the blood.
d. Pregnancy and breast-feeding:
If you are pregnant or breast-feeding, think you may be pregnant or are planning to have a
baby, ask your doctor or pharmacist for advice before this medicine is used.
Pregnancy:
TARDIPEN® can be used during pregnancy after appropriate diagnosis and careful
consideration of the benefits and risks by the prescribing doctor.
Breast-feeding:
This medicament goes weakly through the mother’s milk, yet, breast-feeding is possible.
However, interrupt it in emergence of diarrhea, candidosis or cutaneous eruption in the breast-fed child.
IN ALL CASES ASK THE OPINION OF YOUR DOCTOR.
e. Driving and using machines:
This medicine can impair responsiveness and the ability to drive.
Due to the occurrence of possible serious side effects (e.g. anaphylactic shock with collapse
and anaphylactoid reactions, see section 4), TARDIPEN® can have a major influence on the
ability to drive and use machines.
3. Howto use TARDIPEN® 1.2 M.1.U.
The recommended dose is:
General treatment:
- Adults and adolescents: 1.2 MIU once weekly
- Children > 30 kg body weight: 1.2 MIU once weekly
- Children < 30 kg body weight: 0.6 MIU once weekly
- Duration of treatment: single dose
Treatment of syphilis:
*Primary and secondary stage
- Adults and adolescents: 1 x 2.4 MIU
- Children: 50.000 1U/kg body weight, however not more than 2.4 MIU
(If clinical symptoms return or laboratory findings remain strongly positive, treatment should
be repeated)
- Duration of treatment: single dose
* Late-stage syphilis (latent seropositive syphilis)
- Adults and adolescents: 2.4 MIU once weekly

- Children: 50.000 1U/kg body weight, however not more than 2.4 MIU

- Duration of treatment: 3 weeks

* Treatment of congenital syphilis: without neurological involvement:

- Newborns and infants: 1 x 50.000 1U/kg body weight

- Duration of treatment: single dose.

Treatment of tropical infectious skin diseases (yaws, pinta):

- Adults and adolescents: 1 x 1.2 MIU

- Children > 30 kg body weight: 1 x 1.2 MIU

- Children < 30 kg body weight: 1 x 0.6 MIU

- Duration of treatment: single dose

Prevention of rheumatic fever, poststreptococcal glomerulonephritis and erysipelas:

= Adults and adolescents: 1 x 1.2 MIU every 3-4 weeks

= Children > 30 kg body weight: 1 x 1.2 MIU every 3-4 weeks

= Children < 30 kg body weight: 1 x 0.6 MIU every 3-4 weeks

= Duration of treatment:

a) Without heart involvement: at least 5 years, or up to 21 years of age

b) Temporary heart involvement: at least 10 years, or up to 21 years of age

c) Persistent heart involvement: at least 10 years or up to 40 years of age; life-long treatment is

sometimes necessary.

Special patient groups (impaired kidney function or impaired liver function)

The dosage and dosing interval will be determined by your doctor. If you have any questions

on your dosage, please contact your doctor.

Method of administration

The preparation may only be injected into muscle (intramuscular administration).

The injection must not be administered into tissue with poor blood flow.

In case of repeated intramuscular application, the injection site must be changed.

Severe local reactions may occur during intramuscular administration, especially in young children.

For this reason, other treatments such as a different penicillin formulation can be used where possible.
Instructions for preparing an I.M. injection of a dose of 1.2 MIU:
The suspension must be prepared aseptically.
Add the 4 mL of water for injections contained in the ampoule of solvent to the 1.2 MIU
powder vial.
The suspension thus prepared corresponds to a dose of 1.2 MIU.
Shake this suspension carefully for at least 20 seconds until a uniform suspension is
obtained then inject it immediately once prepared or use it within 24 hours at the most if
stored at the refrigerator.
This reconstitution must be carried out only for a single taking.

CONFORM OBLIGATORILY TO YOUR DOCTOR'S PRESCRIPTIONS.

a. If you take TARDIPEN® 1.2 M.1.U. more than you should:

At extremely high doses, penicillins can cause neuromuscular excitability or epileptiform

seizures. If overdose is suspected, tell a doctor immediately for advice.

b. If you forget to take TARDIPEN® 1.2 M.1.U.:

If you think that you have not been given a dose, talk to your doctor immediately.

If you have any further questions on the use of this medicine, ask your doctor or pharmacist.

4.  Possible side effects:

Like all medicines, this medicine can cause side effects, although not everybody gets them.

Very common: may affect more than 1 in 10 people

Common: may affect up to 1 in 10 people

Uncommon: may affect up to 1 in 100 people

Rare: may affect up to 1 in 1,000 people

Very rare: may affect up to 1 in 10,000 people

Not known: frequency cannot be estimated from the available data

Infections and infestations

Common: fungal infection (candidiasis)

Blood and lymphatic system disorders

Very rare: certain blood disorders (so-called hemolytic anemia, leukopenia, thrombocytopenia,

agranulocytosis)

Immune system disorders

Rare: allergic reactions: nettle rash (urticaria), angioedema (swelling), skin reactions (erythema

multiform, exfoliative dermatitis), fever, painful joints, anaphylactic shock with collapse and

anaphylactoid reactions (asthma, skin bleeding known as purpura, gastrointestinal complaints).

Not known: serum sickness. When treating syphilis, a Jarisch-Herxheimer reaction may occur as a

result of bacteriolysis, characterised by fever, chills, general and focal symptoms. In patients with

dermatomycosis (skin fungus), para-allergic reactions may occur.

Gastrointestinal disorders

Common: diarrhea, nausea

Uncommon: inflammation of the mouth lining (stomatitis) and burning tongue (glossitis),

vomiting

Not known: pseudomembranous colitis.

Hepatobiliary disorders

Not known: liver inflammation (hepatitis), impairment of bile flow (cholestasis)

Renal and urinary disorders

Rare: kidney disease (nephropathy), kidney inflammation (interstitial nephritis)

General disorders and administration site conditions

Unknown: pain at the injection site, injection site infiltrates

Investigations

Common: Change in certain tests and investigations, such as:

= Positive direct Coombs’ test.

= False-positive tests to determine protein in the urine, using precipitation techniques (Folin-
Ciocalteu-Lowry method, biuret method).

= False-positive tests to determine protein in the urine (ninhydrin method).

= Simulation of pseudobisalbuminaemia when using electrophoresis methods to determine albumin.

= False-positive non-enzymatic tests to detect glucose in the urine and urobilinogen.

= [ncreased levels when determining 17-ketosteroids in urine (using the Zimmermann reaction).

5. Howto store TARDIPEN®1.2 M.1.U.

- Keep this medicine out of the sight and reach of children.

- Do not use this medicine after the expiry date which is stated on the label, carton and
container after the expiry date.

- Before reconstitution: Store at a temperature below 30°C.

- After reconstitution: store the solution in the refrigerator at the most 24 hours.

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

6.  Further information:

a. What TARDIPEN® 1.2 M.1.U. contains:

The drug substance is benzathine benzypenicillin.

The other ingredients are: Lecithin, Polysorbate 80.

b. What TARDIPEN® 1.2 M.1.U. looks like and contents of the pack:

TARDIPEN® 1.2 M.I.U. is a sterile powder for 1.M injectable preparation.

Box of 1 vial of TARDIPEN®1.2 M.I.U. and 1 ampoule of water for injection 4ml.

¢. Marketing Authorisation Holder and Manufacturer:

unimed

UNIMED LABORATORIES

1.Z. Kalaa Kebira — P.O.Box: 38 - 4060 TUNISIA

Phone: (+ 216) 73 342 669 - Fax: (+216) 73 342 472

Web Site: www.unimed.com.tn

d.This leaflet was last approved in {12/2020}; Version number {01}
e. Prescription Only Medicine

f. Reference in Iraq: 571C

Keep medicines away from children

This is a product that affects your health and not following the method of administration puts you at risk.
Follow carefully the doctor's prescription, the directions for use and the pharmacist’s advice.

The doctor and the pharmacist are the experts on the medicine and know its benefits and risks.

Do not stop taking the medicine on your own.
Do not renew the supply of this medicine without consulting the doctor.
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