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What ULTRACETP? is used for
ULTRACET?® is used to treat moderate
pain to severe pain.

How ULTRACET® works
ULTRACET® tablets have a
combination of two pain relievers —
tramadol hydrochloride (an opioid
analgesic) and acetaminophen (same as
paracetamol).

Before you use ULTRACET®

- When you must not use it

e  You are less than 12 years old;

e  You have slow or shallow breathing,
or other breathing problems;

e  You are pregnant;

e  You are breastfeeding.

You must not take ULTRACET® if you
have previously had an allergic reaction
(hypersensitivity) to tramadol
hydrochloride or acetaminophen, or to
any other opioid pain relievers. Please
tell your doctor if this applies to you.
Hypersensitivity can be recognized for
instance by skin rash, itching, shortness
of breath or swollen face. If any of these
occur, contact your doctor right away.

Do not give ULTRACET® to a child
under 18 years of age that has just an
operation to remove their tonsils or
adenoids.

Do not take ULTRACET® if you are

taking:

e Sleeping pills e.g. hypnotics;

e Medicines that affect your mood or
emotions e.g. narcotics and
psychotropic drugs;

e Pain relievers that affect your central
nervous system e.g. centrally acting
analgesics and opioids;

e  Antidepressants such as Monoamine
Oxidase Inhibitors (MAO inhibitors)
currently or within the last 14 days.

Pregnancy and lactation

If you are, or think you may be,
pregnant, you should inform your doctor,
who will decide if you can take
ULTRACET®. Opioid medicines can
slow the breathing of a newborn child.
Prolonged use of ULTRACET® during
pregnancy can cause withdrawal
symptoms in your new-born baby that
could be life-threatening if not
recognized and treated. This risk is
increased in the last trimester of
pregnancy.

Breastfeeding

You are advised not to take
ULTRACET® if you are breastfeeding,
because ULTRACET® may end up in
your milk.

- Before you start use it
BEFORE you use ULTRACET®, be
sure to tell your doctor or pharmacist if
you:
e suffer from serious liver or kidney
disease,
have diabetes,
are over 65 years of age,
have abdominal problems,
have had a previous head injury,
have chronic alcoholism,
have sepsis (when bacteria and their
toxins circulate in the blood leading
to organ damage)
e suffer from malnutrition
e  are pregnant or plan to become
pregnant,
e  are breast-feeding,
if you are taking any other medications
including natural health products,
prescription drugs, salicylates, other pain
and fever relief medications or
nonsteroidal anti-inflammatory drugs
(NSAIDS).
This will help your doctor to decide
whether you should use ULTRACET®
and what extra care should be taken
during its use.

- Taking other medicines
Please tell your doctor or pharmacist if
you are taking or have recently taken
any other medicines. This includes

medicines that you buy without a
prescription or herbal medicines. In
particular, tell your doctor or
pharmacist if you are taking any of the
following medicines as ULTRACET®
may affect how well they work:
Monoamine Oxidase Inhibitors
(MAOIs), used to treat mental
conditions such as depression e.g.
phenelzine, tranylcypromine. You
should not take ULTRACET® with
MAOIs or within 14 days of having
last taken them;
Selective Serotonin Reuptake
Inhibitors (SSRI’s), used to treat
depression or Parkinson's Disease;
Drugs used to treat depression e.g.
mirtazapine; tricyclic
antidepressants; trazadone;
Triptans, used to treat migraines;
5-HT3 receptor antagonists, used to
treat nausea and vomiting;
Medicines that slow down your
central nervous system such as
sedatives, sleeping pills, drugs used
for surgery (anesthetics),
tranquilizers (benzodiazepines),
drugs used to treat certain mental
conditions (psychotropic drugs),
some strong painkillers (opioids), or
alcohol;
Antibiotics to treat infections, e.g.
erythromycin, rifampin, linezolid,
flucloxacillin;
Anti-fungals used to treat fungal
infections, e.g. ketoconazole;
Anti-retrovirals used to treat
HIV/AIDs, e.g. ritonavir;
Phenytoin, used to treat seizures;
Carbamazepine, used to treat
epilepsy and some types of pain;
Quinidine, used to treat heart
conditions (antiarrhythmics);
Warfarin like compounds, used to
stop blood clotting (blood thinners);
Drugs that slow down or reduce the
conversion (metabolism) of this drug
to its active form (CYP2D6
inhibitors); e.g. fluoxetine,
paroxetine, amitriptyline, and
bupropion;
Cimetidine, used to treat heart burn
and peptic ulcers.

Taking ULTRACET® with a
benzodiazepine (medicine used as
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sedatives or treat anxiety) can depress
your central nervous system. Inform
your doctor if you are currently taking
any benzodiazepine.

Taking ULTRACET® at regular doses

for a prolonged period or together with

flucloxacillin can cause serious
metabolic acidosis (a blood and fluid
abnormality). Symptoms of metabolic
acidosis include: serious breathing
dificulities with deep rapid breathing,
drowsiness, feeling sick (nausea) and
being sick (vomiting).

Seek medical attention immediately if
you or the person taking this

medication experience(s) symptoms of

unusual dizziness or lightheadedness,
extreme sleepiness, slowed or
difficulty in breathing, or
unresponsiveness.

How to use ULTRACET®

- How to use it
ULTRACET® comes in the form of
tablet to be taken by mouth. You can
take ULTRACET® at any time of the
day with or without food. Do not take
more than the recommended dose of
ULTRACET®. The lowest effective
dose should be used for the shortest
period of time.

- How much to use
Adults (including elderly) and
Children over 16 years:
Take 1 to 2 tablets every 4 to 6 hours
as needed for pain relief.
Do not take more than § tablets in a
24-hour period.

Do not take ULTRACET® if you have
severe liver problems.

Tell your doctor if you have a kidney
disorder (a creatinine clearance of less
than 30 mL/min). Do not take more
than 2 tablets every 12 hours.

If in doubt, ask your doctor or
pharmacist for advice.

- When to use it
Always take ULTRACET® exactly as
your doctor has told you. You should

check with your doctor if you are not
sure.

- How long to use it

Continue taking ULTRACET® for as
long as your doctor recommends.

- Ifyou forget to use it

If you miss a dose, take it as soon as
you remember. But, if it is almost time
for the next dose, do not take the
missed dose. Instead, take the next

scheduled dose. Do not try to make up
for the missed dose by taking a double
dose next time.

- Ifyou use too much (overdose)

Tell your doctor immediately if you
have taken too much ULTRACET®,
especially if you have any of the
following symptoms:

Breathing difficulties with slow or
shallow breathing and/or fits
(seizures), irritation and discomfort in
the stomach and gut, loss of appetite,
nausea, vomiting, feeling unwell,
unusually pale colour and sweating.
Cases of abnormal electrical
conduction in the heart have been
reported.

Your doctor will take the necessary
measures.

Accidental swallowing of
ULTRACET® tablets, especially by
children, can result in breathing
difficulties, with slow or shallow
breathing, and/or fits (seizures).
Deaths have been reported.

While you are using it
- Things you must do

Take your medicine exactly as your
doctor has told you.

Tell all the doctors, dentists and
pharmacists treating you that you are
taking ULTRACET®.

Tell your doctor immediately if you
become pregnant while taking this
medication.

- Things you must not do

Do not take more than your
recommended dose.

Discontinuation:

Stopping the ULTRACET® tablets too
quickly may cause some side effects,
so your doctor may ask you to
gradually stop taking your medication
over several days. To get the full
benefit from your treatment, it is
important to take ULTRACET® tablets
as prescribed.

Things to be careful of

Tramadol is not to be used during
breastfeeding. Small amounts of
tramadol is excreted into breast milk.
On a single dose, it is usually not
necessary to interrupt breastfeeding. If
you have taken ULTRACET® when
you are breastfeeding, seek immediate
medical attention if you notice your
baby has any changes in their
breathing (such as weak, difficult or
fast breathing).

Serotonin syndrome:

ULTRACET® may cause a rare but
potentially life-threatening condition
resulting from concomitant
administration of serotonergic drugs. If
you have some or all of these
symptoms: feeling confused, feeling
restless, sweating, shaking, shivering,
hallucinations, sudden jerks in your
muscles or a fast heartbeat, seek
medical attention immediately.

Adrenal insufficiency:

Long-term use of ULTRACET® may
cause adrenal insufficiency, a
potentially life-threatening condition
that may present with non-specific
symptoms and signs such as nausea,
vomiting, decreased appetite, fatigue,
weakness, dizziness, and low blood
pressure. Seek medical attention if you
experience a constellation of these
symptoms.

Infertility:

Long-term use of ULTRACET® may
cause reduced fertility. It is known
whether these effects on fertility are
reversible.




Consumer Medication Information Leaflet (RIMUP)

ULTRACET® TABLET

Tramadol hydrochloride / acetominophen (37.5mg/325mg)

Opiods can be abused and misused, and
you are at risk for opiods addiction, even
if you take your dose as prescribed.

Tell your doctor if you:

e Have an allergic reaction
(characterized by significant skin
rash, itching, hives, difficulty
breathing, and/or swollen face)
while taking codeine or other
opioids.

e Taking other medicines, which
contain tramadol or acetaminophen.

e Taking any medicines, because
taking some medicines together with
ULTRACET® may increase your
risk of fits (seizures).

e Have asthma, any history of serious
breathing problems or if you
experience breathing difficulties,
with slow or shallow breathing.

e ULTRACET®can cause low levels
of oxygen in the blood and a
problem called sleep apnea
(stopping breathing from time to
time whilst sleeping). Tell your
doctor if you have a history of sleep
apnea or if anyone notices you stop
breathing from time to time whilst
sleeping.

e ULTRACET®is not for use in
children under 12 years old as it may
result in breathing difficulties, with
slow or shallow breathing, that could
lead to death.

e Taking any drugs that slow down
your central nervous system (for
example, drugs that make you
sleepy, reduce anxiety or decrease
awareness). Taking these kinds of
drugs with ULTRACET® can cause
severe drowsiness, decreased
awareness and breathing difficulties,
with slow or shallow breathing.

e  Have recently suffered from a head
injury or severe headaches
associated with vomiting.

e Have a history of substance
dependence or abuse of drugs,
alcohol or any opioid painkillers.

e Have a history of mental health
problems.

e  Want to stop taking ULTRACET®.
You may become dependent on
ULTRACET® and may need to
reduce the dose of ULTRACET®

slowly to avoid withdrawal

symptoms.

Stop taking ULTRACET® and tell

your doctor immediately if you

experience skin rash, especially:

o A red rash covered with small
pus-filled bumps that can spread
over the body, sometimes with a
fever (acute generalized
exanthematous pustulosis).

o A life-threatening rash with
blisters and peeling skin over
much of the body (toxic
epidermal necrolysis).

o A severe rash with blisters and
peeling skin, particularly around
the mouth, nose, eyes and
genitals (Stevens-Johnson
syndrome).

Some patients taking this medicine

may experience low levels of

sodium in the blood (hyponatremia).

Symptoms of low blood sodium may

include nausea and vomiting,

headaches, feeling confused, feeling
very tired, feeling restless, feeling
irritable, muscle weakness, spasms
or cramps and seizures. Elderly
patients and patients taking other
medicines that lower sodium in the
blood are most at risk for this side
effect. If you get any of these
symptoms while taking

ULTRACET®, tell your doctor

immediately.

Tell your doctor if you have

problems with or have had surgery

on your gall bladder or bile duct so
you can be monitored for potential
development of acute pancreatitis

(inflamed pancreas).

Opioids can cause a high level of the

hormone 'prolactin’ and low levels of

sex hormones in the blood. The
effects of these hormone changes
may include:

o In females — unexpected
production of breast milk; loss
of menstrual periods

o In males — enlarged breasts;
difficulty getting and keeping
an erection (impotence)

o In females or males — decreased
sex drive; infertility.

Tell your doctor if you notice any of
these symptoms. You may need
blood tests, and your doctor may tell
you to stop using ULTRACET®.

Warning

This preparation contains
PARACETAMOL.

Do not take any other
paracetamol containing
medicines at the same time.

Allergy alert: Paracetamol may cause
severe skin reactions. Symptoms may
include skin reddening, blisters or rash.
These could be signs of a serious
condition. If these reactions occur, stop
use and seek medical assistance right
away.

Alcohol

You should not take ULTRACET®
tablets with any alcohol-containing
beverages. Also, you should tell your
doctor if you drink alcohol regularly, or
have a history of alcoholism.

Driving and using machines
ULTRACET® may make you feel tired,
dizzy or drowsy. If this happens, do not
drive or use any machines.

Side effects

Like all medicines, ULTRACET® can
cause side effects, although not
everybody gets them. Tell your doctor if
you notice any of the following side
effects while using ULTRACET®:

Very Common
e Nausea

Common

e Loss of appetite, difficulty sleeping,
dizziness, headache, feeling sleepy,
vomiting, constipation, diarrhea,
indigestion, dry mouth, stomach
discomfort,  itching, increased
sweating, feeling tired, hot flushes,
stomach pain, wind, rash

You may report any side effects or
adverse drug reactions directly to the
National Centre for Adverse Drug
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Reaction Monitoring by visiting the
website npra. gov.my [Consumers -
Reporting side effects to medicines
(ConSERF) or vaccines (AEFT)].

Storage and disposal of ULTRACET®
- Storage
ULTRACET® tablets should be stored
at room temperature (15°C to 30°C).

Do not use ULTRACET® tablets after
the expiry date, even if it has been
stored properly.

Keep this and all medicines in a safe
place away from children.

Store this medicine securely, where
other people cannot access it. It may
harm people who may take this
medicine by accident, or intentionally
when it has not been prescribed for
them.

- Disposal
Medicines should not be disposed of
via wastewater or household waste.
Ask your pharmacist how to dispose of
medicines no longer required. These
measures will help to protect the
environment.

Product description

- What it looks like
A light-yellow tablet with an off-white
core, with debossing as follows: ‘J-C’
on one side and ‘T/P’ on the other side.

ULTRACETP® tablets are packaged in
blisters of standard PVC with
aluminium foil backing, polypropylene
with aluminium foil backing and
polypropylene with polypropylene
backing. Each blister contains ten
tablets. Pack sizes available are 2, 10
and multiples of 10 up to 60 tablets per
pack (however not all pack sizes listed
may be marketed).

- Ingredients
- Active ingredients in

ULTRACET® are 37.5mg tramadol
hydrochloride and 325 mg
acetaminophen.

- Inactive ingredients
Carnauba wax, hypromellose, iron
oxide, magnesium stearate, maize

starch, polyethylene glycol,
polysorbate 80, powdered cellulose,
pregelatinized starch, sodium starch
glycolate, and titanium dioxide.

- MAL number:
MAL20051462AZ

Manufacturer

Janssen-Cilag S.p.A.

Via C. Janssen (loc. Borgo S. Michele)
04100 Latina (LT), Italy

Product registration holder

Johnson & Johnson Sdn Bhd (3718-D)
Level 8, The Pinnacle,

Persiaran Lagoon, Bandar Sunway,
46150, Petaling Jaya, Selangor, Malaysia

Date of revision
06/08/2025 (MY PI based on CCDS
v02May25)

Serial number
NPRA (R1/6) 15112024/207




