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APPROVED PATIENT INFORMATION LEAFLET

PATIENT INFORMATION LEAFLET

SCHEDULING STATUS
CHLORAMPHENICOL EYE DROPS BP 0, 5% w/v , EYE DROPS
(Chloramphenicol)

Read all of this leaflet carefully before you start taking CHLORAMPHENICOL EYE
DROPS BP 0, 5% w/v

o Keep this leaflet. You may need to read it again.

o If you have any further questions, ask your doctor or pharmacist.

e CHLORAMPHENICOL EYE DROPS BP 0, 5% w/v has been prescribed for you

personally and you should not share your medicine with other people. It may harm them,

even if their symptoms are the same as yours.

What is in this leaflet:

1. What CHLORAMPHENICOL EYE DROPS BP 0, 5% w/v is and what it is used for.

What you need to know before you use CHLORAMPHENICOL EYE DROPS BP 0, 5% w/v
How to use CHLORAMPHENICOL EYE DROPS BP 0, 5% w/v

Possible side effects.

How to store CHLORAMPHENICOL EYE DROPS BP 0, 5% w/v Contents of the pack and

other information.

o M oD

1. What CHLORAMPHENICOL EYE DROPS BP 0, 5% w/v is and what it is used for
CHLORAMPHENICOL EYE DROPS BP 0, 5% w/v belongs to a group of medicine called
antibiotics.

It works by stopping the growth of bacteria, allowing your body to fight off the infection.
CHLORAMPHENICOL EYE DROPS BP 0, 5% w/v are wused to treat minor
infections of the eye or eyelid caused by bacteria (bacterial conjunctivitis). Signs include sore, red
or inflamed eyes, sticky discharge or crust on the lids which may make it difficult to open the eye.
When put in the eye, chloramphenicol works by helping kill the bacteria (germs) and helps the body

to get recovery from the infection.

2. What you need to know before you take CHLORAMPHENICOL EYE DROPS BP 0, 5%

wiv
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Do not take CHLORAMPHENICOL EYE DROPS BP 0, 5% w/v:

« If you are allergic (hypersensitive) to chloramphenicol or to any other ingredient of this medicine
« If you or someone in your family ever had a blood disorder or bone marrow

disease including anemia (decrease in the number of red blood cells) when using chloramphenicol
in the past.

* If you have a family history of “dyscrasias”, a condition which can cause

tiredness, bruising and an increased risk of infections.

Warnings and precautions

» Talk to your doctor before taking CHLORAMPHENICOL EYE DROPS BP 0, 5% w/v

« If you have visual disturbances.

« If you have severe pain in the eye.

« If your eyes sensitive to light.

e If your eye is inflamed and you have a rash on the scalp or face.

e If your eye looks cloudy.

e If you’re black or coloured part of the eye looks unusual.

« If you feel or have a foreign particles in the eye.

e If you have an eye infection that keeps coming back.

e If you have glaucoma (raised pressure in the eye).

< If you have dry eyes.

e If you have eye injury or eye surgery.

< If you are currently using any other eye drops or eye ointment.

e You wear contact lenses. You should not wear contact lenses while using these eye drops and
for at least 24 hours after completing your treatment.

Chloramphenicol has been associated with acute attacks of porphyria (disturbance in porphyrin

metabolism) and is considered unsafe in patients with acute porphyria

If you are not sure if the above apply to you, talk to your doctor or pharmacist before using

CHLORAMPHENICOL EYE DROPS BP 0, 5% wi/v.

Other medicines and CHLORAMPHENICOL EYE DROPS BP 0, 5% w/v:

Tell your doctor or pharmacist if you are taking, have recently taken or might take any other
medicines, including using eye drops or eye ointment, herbal medicine and medicines obtained
without a prescription (this includes complementary or traditional medicines). Before you start to

use this medicine. Your medicine may affect their action and could alter their effect.

Before taking CHLORAMPHENICOL EYE DROPS BP 0, 5% wl/v, tell your doctor if you are

A380647.000 (Chloramphenicol 0,5%w/v) FDC SA (Pty) Ltd
CHLORAMPHENICOL EYE DROPS BP Page 3 of 10
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using any of the following medicines:
» Medicines for cancer such as methotrexate

 Medicines for the immune system such as azathioprine

Taking CHLORAMPHENICOL EYE DROPS BP 0, 5% w/v with food and drink and
alcohol.
CHLORAMPHENICOL EYE DROPS BP 0, 5% wi/v topical administration to the eyes no data

available with the food and water.

Pregnancy, breast feeding and fertility

If you are pregnant or breastfeeding your baby, please consult your doctor, pharmacist or other
healthcare professional for advice before CHLORAMPHENICOL EYE DROPS BP 0, 5% w/v is
administered to you.

Do not take CHLORAMPHENICOL EYE DROPS BP 0, 5% wi/v if:

If you are breast-feeding or planning to breast-feed, talk to your doctor or pharmacist before taking
or using any medicine.

You should not breast-feed if you are taking CHLORAMPHENICOL EYE DROPS BP 0, 5% wi/v.

This is because small amounts may pass into mothers’ milk.

Driving and using machines
No effects on ability to drive and use machines have been reported.
However do not drive or operate machines if you experience any visual disturbance after using the

product. Wait until this clears before driving or using machines.

CHLORAMPHENICOL EYE DROPS BP 0, 5% w/v contains Phenylmercuric nitrate
There is a preservative Phenylmercuric nitrate which may cause allergic reaction.
Do not wear contact lenses during treatment. Wait until 24 hours after the end of the treatment

before you wear your contact lenses. You can wear glasses during treatment.

3. How to take CHLORAMPHENICOL EYE DROPS BP 0, 5% w/v

Instil 2-3 drops to the affected eye every 2-3 hours. Treatment should be continued for at least 48
hours after the eye appears normal. Discard after 28 days.

Do not share medicines prescribed for you with others.

In the event of an over dosage, consult your doctor or pharmacist. If neither is

available, rush the patient to the nearest hospital or poison control center
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Instructions for use:

(Please also refer to pictograms at the end of the leaflet)

« First wash your hands

« Avoid touching the eye (or any other surface) with the tip of the bottle

« If you wear soft contact lenses, they should be removed before using the eye drops and wait at
least 15 minutes before reinserting.

 These drops are supplied as a sealed bottle with a spiked cap. When using the bottle for the first
time, screw the cap down tightly in order to pierce the tip of the bottle

« Tilt your head back and look at the ceiling pull the lower eyelid gently downwards the medicine.

* Hold the bottle upside down above the eye and gently squeeze the bottle to release a drop into
your eye.

» Keep the affected eye closed and press your fingertip against the inside corner of the closed eye,
and hold for 1 minute, repeat for the other eye if necessary

* Replace and tighten the cap immediately after use.

Be careful not to touch the tip of the bottle on your eye or on any other surface.

Ocular solutions, if handled wrongly, can become contaminated by common bacteria and cause eye
infections.

If you do develop any other eye reactions whilst using this product, see your doctor immediately.
Your doctor will tell you how long your treatment with CHLORAMPHENICOL EYE DROPS BP
0, 5% w/v Will last. You should not take CHLORAMPHENICOL EYE DROPS BP 0, 5% w/v for

longer than absolutely necessary.

If you take more CHLORAMPHENICOL EYE DROPS BP 0, 5% w/v than you should
If you accidently apply too much drops, you should wash your eye with plenty of water, if any

painful symptoms continue after this, you should tell your doctor immediately.

If you forget to take CHLORAMPHENICOL EYE DROPS BP 0, 5% w/v
Apply the drops as soon as you remember. However, if it is almost time for your next dose, do not

double your dose and carry on with the normal schedule dose.

If you stop using CHLORAMPHENICOL EYE DROPS BP 0, 5% wi/v
No data available

4. Possible side effects
CHLORAMPHENICOL EYE DROPS BP 0, 5% wi/v can have side effects.
Not all side effects reported for CHLORAMPHENICOL EYE DROPS BP 0, 5% w/v are included

in this leaflet. Should your general health worsen or if you experience any untoward effects while
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taking CHLORAMPHENICOL EYE DROPS BP 0, 5% wi/v, please consult your doctor, pharmacist
or other healthcare professional for advice.

Like all medicines, Chloramphenicol can cause side effects, although not everybody gets them.
Some people find that their eyes sting or their sight is blurred immediately after using the drops.
These effects should wear off after a short time. If prolonged irritation, swelling, watery eyes or
sensitivity to light occurs, then exposed eye should be washed with water for 15 minutes. If the
symptoms continue after this, an eye examination may be required.

Hypersensitivity reactions including rashes, fever, and swelling may occur especially after topical
use. Anaphylaxis has occurred but is rare.

Prolonged use of antibiotics may result in the overgrowth of non-susceptible organisms, including
fungi. Should new infections appear during treatment, the medication should be stopped an
appropriate measures taken.

Disorders of cellular elements of the blood and lack of bone marrow development has been reported
following long term oral administration of chloramphenicol eye drops.

If irritation, pain, swelling, lacrimation, or photophobia occurs after use, the eye should be washed

out for at least 15 minutes. If symptoms persist, a doctor should be consulted.

Stop using CHLORAMPHENICOL EYE DROPS BP 0, 5% w/v and seek medical help

immediately if you have any of the following allergic reactions:

« Wheeziness (shortness of breath), fever, swelling of your face, lips or tongue, itching or rash
with swelling of skin (the rash could be puffy (swollen) or blotchy, or look like little blisters.

e A sore throat, bruising or being unable to overcome an infection. On very rare occasions,
patients using chloramphenicol have had changes in their blood cells causing severe tiredness
or easy bruising.

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.

Tell your doctor immediately or go to the casualty department at your nearest hospital if you notice

or experience any of the following:

Unknown Frequency side effects:

* Aplastic anaemia (Body stops producing enough new blood cells),

* Bone marrow failure (is the reduction or cessation of blood cell production),
* Anaphylactic reaction (Anaphylactic reaction),

* Burning sensation in the eyes,

e Irritation in the eyes,

e Burning sensation in the eyes,

e Stinging and sensitivity reactions such as itching,
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* Angioedema (swelling under the skin),

e Dermatitis (an itchy inflammation of the skin),

e Urticaria (Hives),

* Pain,

e Pyrexia (raised body temperature),

If any of the side effects get serious, or if you experience one of the above —mentioned serious side
effects, call the nearest doctor immediately. If you experience any side effects not listed in this

leaflet, please inform your doctor or pharmacist.

Reporting of side effects

If you get side effects, talk to your doctor, pharmacist or nurse. This includes any possible side
effects not listed in this leaflet. You can also report side effects via the “6.04 Adverse Drug reaction
Reporting Form” found online under SAHPRA'’s
publications: https://www.sahpra.org.za/publications/Index/8. By reporting side effects, you can

help provide more information on the safety of this medicine.

5. How to store CHLORAMPHENICOL EYE DROPS BP 0, 5% w/v

STORE ALL MEDICINES OUT OF REACH OF CHILDREN.

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

Store in a refrigerator at a temperature between 2°C and 8°C.

Protect from light.

Discard the bottle 28 days after opening, even if there is solution remaining.

Do not use chloramphenicol after the expiry date which is stated on the carton and label after
'Expiry'. The expiry date refers to the last day of that month.

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. Contents of the pack and other information

What CHLORAMPHENICOL EYE DROPS BP 0, 5% w/v contains
The active substance is chloramphenicol.

The other ingredients are

Borax,

Boric acid,

Phenyl mercuric nitrate (as preservative),

Water for injection.
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What CHLORAMPHENICOL EYE DROPS BP 0, 5% w/v looks like and contents of the
pack

LDPE vial:

It is available in 10 mL labelled LDPE vial with spike cap packed in a carton with pack insert.

HOLDER OF CERTIFICATE OF REGISTRATION
FDC SA (Pty) Limited

Unit J3, The Willows Office Park,

Farm Road, The willows, Pretoria East

Pretoria, 0081,

South Africa

This leaflet was last revised in
25 August 2023

Registration Number
A38/15.1 /0647

Access to the corresponding Professional Information

Scan the QR code to access the corresponding professional Information (PI) and HCR details
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Patient Information Leaflet

SCHEDULING STATUS

CHLORAMPHENICOL EYE DROPS BP 0,5 % w/v
Ophthalmic Solution
(Chloramphenicol 0,5 % w/v)

Read all of this leaflet carefully before you start taking CHLORAMPHENICOL EYE DROPS BP 0,5 % w/v
o Keep this leaflet. You may need to read it again.
o Ifyou have any further questions, ask your doctor or pharmacist.
o CHLORAMPHENICOL EYE DROPS BP 0,5 % w/v has been prescribed for you personally and
you should not share your medicine with other people. It may harm them, even if their symptoms are
the same as yours.

Whatis in this leaflet:

What CHLORAMPHENICOL EYE DROPS BP 0,5 % w/v is and whatitis used for.

. What you need to know before you use CHLORAMPHENICOL EYE DROPS BP 0,5 % w/v
. How to use CHLORAMPHENICOL EYE DROPS BP 0,5 % w//

. Possible side effects.

How to store CHLORAMPHENICOL EYE DROPS BP 0,5 % w/v

. Contents of the pack and other information.

1.What CHLORAMPHENICOL EYE DROPS BP 0,5 % w/vis and whatit is used for
CHLORAMPHENICOL EYE DROPS BP 0,5 % w/v belongs to a group of medicine called antibiotics.

It works by stopping the growth of bacteria, allowing your body to fight off the infection.
CHLORAMPHENICOL EYE DROPS BP 0,5 % w/v are used to treat minor infections of the eye or eyelid
caused by bacteria (bacterial conjunctivitis). Signs include sore, red or inflamed eyes, sticky discharge or
cruston the lids which may make it difficult to open the eye.

When putin the eye, chloramphenicol works by helping kill the bacteria (germs) and helps the body to get
recovery from the infection.

2. Whatyou need to know before you take CHLORAMPHENICOL EYE DROPS BP
Do nottake CHLORAMPHENICOL EYE DROPS BP 0,5 % w/v:
o Ifyouare allergic (hypersensitive) to chloramphenicol or to any other ingredient of this medicine.
o |fyou or someone in your family ever had a blood disorder or bone marrow disease including anemia
(decrease in the number of red blood cells) when using chloramphenicol in the past.
o If you have a family history of “dyscrasias”, a condition which can cause tiredness, bruising and an
increased risk of infections.

Warnings and precautions

Talk to your doctor before taking CHLORAMPHENICOL EYE DROPS BP 0,5 % w/v
o Ifyou have visual disturbances.

If you have severe painin the eye.

If your eyes sensitive to light.

If your eye is inflamed and you have a rash on the scalp or face.

If your eye looks cloudy.

If you're black or coloured part of the eye looks unusual.

If you feel or have a foreign particles in the eye.

If you have an eye infection that keeps coming back.

If you have glaucoma (raised pressure in the eye).

If you have dry eyes.

If you have eye injury or eye surgery.

If you are currently using any other eye drops or eye ointment.

You wear contact lenses. You should not wear contact lenses while using these eye

drops and for at least 24 hours after completing your treatment.

Chloramphenicol has been associated with acute attacks of porphyria (disturbance in porphyrin
metabolism) and is considered unsafe in patients with acute porphyrialf you are not sure if the above apply
to you, talk to your doctor or pharmacist before using CHLORAMPHENICOL EYE DROPS BP 0,5 % w/v.
Other medicines and CHLORAMPHENICOL EYE DROPS BP 0,5 % w/v :

Tell your doctor or pharmacist if you are taking, have recently taken or might take any other medicines,
including using eye drops or eye ointment, herbal medicine and medicines obtained without a prescription
(this includes complementary or traditional medicines). Before you start to use this medicine. Your
medicine may affect their action and could alter their effect.

Before taking CHLORAMPHENICOL EYE DROPS BP 0,5 % w/v, tell your doctor if you are using any
of the following medicines:

o Medicines for cancer such as methotrexate

o Medicines for the immune system such as azathioprine

Taking CHLORAMPHENICOL EYE DROPS BP 0,5 % w/v with food and drink and alcohol.
CHLORAMPHENICOL EYE DROPS BP 0,5 % w/v topical administration to the eyes no data available
with the food and water.

Pregnancy, breast feeding and fertility

If you are pregnant or breastfeeding your baby, please consult your doctor, pharmacist or other healthcare
professional for advice before CHLORAMPHENICOL EYE DROPS BP 0,5 % w/v is administered to
you.Do not take CHLORAMPHENICOL EYE DROPS BP 0,5 % w/vif:

If you are breast-feeding or planning to breast-feed, talk to your doctor or pharmacist before taking or
using any medicine.

You should not breast-feed if you are taking CHLORAMPHENICOL EYE DROPS BP 0,5 % w/v. This is
because small amounts may pass into mothers' milk.

Driving and using machines

No effects on ability to drive and use machines have been reported.

However do not drive or operate machines if you experience any visual disturbance after using the
product. Wait until this clears before driving or using machines.

CHLORAMPHENICOL EYE DROPS BP 0,5 % w/v contains Phenylmercuric nitrate

There is a preservative Phenylmercuric nitrate which may cause allergic reaction.

Do not wear contact lenses during treatment. Wait until 24 hours after the end of the treatment before you
wear your contact lenses. You can wear glasses during treatment.

3. How to take CHLORAMPHENICOL EYE DROPS BP 0,5 % w/v

Instil 2-3 drops to the affected eye every 2-3 hours. Treatment should be continued for at least 48 hours
after the eye appears normal. Discard after 30 days.

Do not share medicines prescribed for you with others.

In the event of an over dosage, consult your doctor or pharmacist. If neither is available, rush the patient to
the nearest hospital or poison control center.

Instructions for use:

(Please also refer to pictograms at the end of the leaflet)

Firstwash your hands

Avoid touching the eye (or any other surface) with the tip of the bottle

If you wear soft contact lenses, they should be removed before using the eye drops and wait at least

15 minutes before reinserting.

e These drops are supplied as a sealed bottle with a spiked cap. When using the bottle for the first

time, screw the cap down tightly in order to pierce the tip of the bottle

Tilt your head back and look at the ceiling pull the lower eyelid gently downwards medicine.

o Hold the bottle upside down above the eye and gently squeeze the bottle to release a drop into your
eye.

o Keep the affected eye closed and press your fingertip against the inside corner of closed eye, and
hold for 1 minute, repeat for the other eye if necessary

o Replace and tighten the cap immediately after use.

Be careful not to touch the tip of the bottle on your eye or on any other surface.

Ocular solutions, if handled wrongly, can become contaminated by common bacteria and cause eye
infections.

If you do develop any other eye reactions whilst using this product, see your doctorimmediately.

Your doctor will tell you how long your treatment with CHLORAMPHENICOL EYE DROPS BP 0,5 % w/v
Will last. You should not take CHLORAMPHENICOL EYE DROPS BP 0,5 % w/v for longer than absolutely
necessary.

If you take more CHLORAMPHENICOL EYE DROPS BP 0,5 % w/v than you should
If you accidently apply too much drops, you should wash your eye with plenty of water, if any painful
symptoms continue after this, you should tell your doctorimmediately.

If you forget to take CHLORAMPHENICOL EYE DROPS BP 0,5 % w/v
Apply the drops as soon as you remember. However, if it is almost time for your next dose, do not double
your dose and carry on with the normal schedule dose.

If you stop using CHLORAMPHENICOL EYE DROPS BP 0,5 % w/v
No data available

4. Possible side effects CHLORAMPHENICOLEYE DROPS BP 0,5 % w/v can have side effects.
Not all side effects reported for CHLORAMPHENICOL EYE DROPS BP 0,5 % w/v are included in this
leaflet. Should your general health worsen or if you experience any untoward effects while taking.

CHLORAMPHENICOL EYE DROPS BP 0,5 % w/v, please consult your doctor, pharmacist or other
healthcare professional for advice.

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

Some people find that their eyes sting or their sight is blurred immediately after using the drops. These
effects should wear off after a short time. If prolonged irritation, swelling, watery eyes or sensitivity to light
occurs, then exposed eye should be washed with water for 15 minutes. If the symptoms continue after this,
an eye examination may be required.

Hypersensitivity reactions including rashes, fever, and swelling may occur especially after topical use.
Anaphylaxis has occurred butis rare.

Prolonged use of antibiotics may result in the overgrowth of non-susceptible organisms, including fungi.
Should new infections appear during treatment, the medication should be stopped an appropriate
measures taken.

Disorders of cellular elements of the blood and lack of bone marrow development has been reported
following long term oral administration of chloramphenicol eye drops.

If irritation, pain, swelling, lacrimation, or photophobia occurs after use, the eye should be washed out for
atleast 15 minutes. If symptoms persist, a doctor should be consulted.

Stop using CHLORAMPHENICOL EYE DROPS BP 0,5 % w/v and seek medical help immediately if
you have any of the following allergic reactions:

o Wheeziness (shortness of breath), fever, swelling of your face, lips or tongue, itching or rash with
swelling of skin (the rash could be puffy (swollen) or blotchy, or look like little blisters.

o Asore throat, bruising or being unable to overcome an infection. On very rare occasions, patients
using chloramphenicol have had changes in their blood cells causing severe tiredness or easy
bruising.

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.Tell your doctor immediately or go to the casualty department at your nearest
hospital if you notice or experience any of the following:

Unknown Frequency side effects:
o Aplastic anaemia (Body stops producing enough new blood cells),
Bone marrow failure (is the reduction or cessation of blood cell production),
Anaphylactic reaction (Anaphylactic reaction),
Burning sensation in the eyes,
Irritation in the eyes,
Burning sensation in the eyes,
Stinging and sensitivity reactions such as itching,
Angioedema (swelling under the skin),
Dermatitis ( anitchy inflammation of the skin),
Urticaria (Hives),
Pain,
e Pyrexia (raised body temperature),
If any of the side effects get serious, or if you experience one of the above —mentioned serious side effects,
call the nearest doctor immediately. If you experience any side effects not listed in this leaflet, please
inform your doctor or pharmacist.

Reporting of side effects

If you get side effects, talk to your doctor, pharmacist or nurse. This includes any possible side effects not
listed in this leaflet. You can also report side effects via the “6.04 Adverse Drug reaction Reporting Form”
found online under SAHPRA's publications: https://www.sahpra.org.za/publications/Index/8. By reporting
side effects, you can help provide more information on the safety of this medicine.

5. How to store CHLORAMPHENICOL EYE DROPS BP 0,5 % w/v

STORE ALL MEDICINES OUT OF REACH OF CHILDREN.

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

Store in arefrigerator at a temperature between 2 °C and 8 °C.

Protect from light.

Discard the bottle 28 days after opening, even if there is solution remaining.

Do not use chloramphenicol after the expiry date which is stated on the carton and label after 'Expiry". The
expiry date refers to the last day of that month.

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. Contents of the pack and other information

What CHLORAMPHENICOL EYE DROPS BP 0,5 % w/v contains

The active substance is chloramphenicol.

The otheringredients are

Borax,

Boricacid,

Phenyl mercuric nitrate (as preservative),

Water for injection.

What CHLORAMPHENICOL EYE DROPS BP 0,5 % w/vlooks like and contents of the pack LDPE vial:
Itis available in 10 mL labelled LDPE vial with spike cap packed in a carton with pack insert.

HOLDER OF CERTIFICATE OF REGISTRATION
FDC SA(Pty) Limited

Unit J3, The Willows Office Park,

Farm Road, The Willows, Pretoria East,

Pretoria, 0081, South Africa.

This leaflet was last revised in
25August 2023

Registration Number.
A38/15.1/0647

Access to the corresponding Professional Information
Scan the QR code to access the corresponding professional Information (PI) and HCR details
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Pasiéntinligtingsblad
SKEDULERINGSTATUS

CHLORAMPHENICOL EYE DROPS BP 0,5 % w/v
Oftalmies Oplossing
(Chlooramfenikol 0,5 % w/v)

Lees die hele pamflet aandagtig deur voor u CHLORAMPHENICOL EYE DROPS BP 0, 5 % w/v gebruik
e Hou hierdie pamflet. Miskien wil u dit weer lees.
e Asuenige verdere vrae het, vra u dokter of apteker.
o CHLORAMPHENICOL EYE DROPS BP 0,5 % w/v is vir u persoonlik voorgeskryf en u moet nie
umedisyne met ander mense deel nie. Dit kan hulle benadeel, selfs al is hul simptome dieselfde as u s'n.

Wat in hierdie pamflet staan:

Wat CHLORAMPHENICOL EYE DROPS BP 0,5 % w/vis en waarvoor dit gebruik word
Wat u moet weet voordat u CHLORAMPHENICOL EYE DROPS BP 0,5 % w/v gebruik.
Hoe om CHLORAMPHENICOL EYE DROPS BP 0,5 % w/v aan te wend.

Moontlike newe-effekte.

Hoe om CHLORAMPHENICOL EYE DROPS BP 0,5 % w/v te bére.

Inhoud van die pakket en ander inligting.

1. WatCHLORAMPHENICOL EYE DROPS BP 0,5 % w/v is en waarvoor dit gebruik word
CHLORAMPHENICOL EYE DROPS BP 0,5 % w/v behoort aan 'n groep medikasies wat antibiotika
genoemword.

Dit werk deur die groei van bakterié te stop om sodoende u liggam toe te laat om die infeksie te beveg.

CHLORAMPHENICOL EYE DROPS BP 0,5 % w/v word gebruik om klein infeksies van die oog of ooglid te
beveg wat veroorsaak is deur bakterieé (bakteriese konjunktivitis). Tekens sluit in seer, rooi of ontsteekte
08, taai afskeiding of kors op die ooglede, wat dit moeilik kan maak om die oog oop te maak.

As dit in die oog geplaas word, werk Chlooramfenikol deur die bakterieé (kieme) dood te maak en die
liggaam te help herstel van die infeksie.

2. Wat u moet weet voor u CHLORAMPHENICOL EYE DROPS BP 0,5 % w/v gebruikMoenie
CHLORAMPHENICOL EYE DROPS BP 0,5 % w/v gebruik nie as:
o uallergies (hipersensitief) is vir chlooramfenikol of vir enige ander bestanddeel van hierdie medisyne
e u of iemand in u gesin ooit 'n bloed- of beenmurgkwaal gehad het of 'n siekte insluitend
bloedarmoede (afname in die aantal rooibloedselle) waarvoor chlooramfenikol in die verlede gebruik is.
o u'n familiegeskiedenis van "diskrasies" het, 'n toestand wat moegheid, kneusing enverhoogde risiko
van infeksies kan veroorsaak.

Waarskuwings en voorsorgmaatreéls

Praat met u dokter voordatu CHLORAMPHENICOL EYE DROPS BP 0,5 % w/v gebruik, as u
o visuele versteurings het.

erge pyn indie oog het.

oé sensitiefis virlig.

oog ontsteek is en u 'n uitslag op die kopvel of gesig het.

oog bewolk lyk.

die swart of gekleurde deel van u oog ongewoon lyk.

'n vreemde deeltjie in die oog voel of het.

'n ooginfeksie het wat aanhou terugkom.

gloukoom het (verhoogde druk in die 0og).

droé oé het.

'n oogbesering het of oogchirurgie gehad het.

tans enige ander oogdruppels of oogsalf gebruik.

kontaklense dra. U moenie kontaklense dra terwyl u hierdie oogdruppels gebruik nie en ten minste

24 uurnadatu u behandeling voltooi het nie.

Chlooramfenikol word geassosieer met akute aanvalle van porfirie (versteuring in porfirienmetabolisme)
enword as onveilig beskou by pasiénte met akute porfirie.

As u nie seker is of bogenoemde op u van toepassing is nie, praat met u dokter of apteker voordat u
CHLORAMPHENICOL EYE DROPS BP 0,5 % w/v gebruik.

Ander medikasie en CHLORAMPHENICOL EYE DROPS BP 0,5 % w/v:

Voordat u hierdie medikasie begin gebruik, vertel u dokter of apteker as u enige ander medikasie gebruik,
onlangs gebruik het of dalk gebruik, insluitend oogdruppels of oogsalf, kruiemedisyne en medikasie wat
sonder 'n voorskrif verkry is (dit sluit komplementére of tradisionele medisyne in). U medikasie kan die
werking daarvan beinvloed en kan die effek verander.

Voordat u CHLORAMPHENICOL EYE DROPS BP 0,5 % w/v gebruik, vertel u dokter as u enige van
die volgende medikasie gebruik:

o Medikasie vir kanker soos metotreksaat

e Medikasie vir dieimmuunstelsel soos azatioprien

U kan CHLORAMPHENICOL EYE DROPS BP 0,5 % w/v gebruik saam met kos en drank en alkohol.
CHLORAMPHENICOL EYE DROPS BP 0,5 % w/v topikale toediening aan die 0&; geen data beskikbaar
oorinvloed van kos en water nie.

Swangerskap, borsvoeding en vrugbaarheid
As uswanger is of u baba borsvoed, raadpleeg asseblief u dokter, apteker of ander gesondheidswerker vir
advies voordat CHLORAMPHENICOL EYE DROPS BP 0,5 % w/v aan u toegedien word.

Moenie CHLORAMPHENICOL EYE DROPS BP 0,5 % w/v aanwend nie as u borsvoed of beplan om te
borsvoed; praat met u dokter of apteker voordat u enige medikasie neem of gebruik.

Moenie borsvoed as u CHLORAMPHENICOL EYE DROPS BP 0,5 % w/v gebruik nie. Dit is omdat klein
hoeveelhede in moedersmelk kan oorgaan.

Bestuur en gebruik van masjiene

Geen uitwerking op die vermoé om te bestuur en masjiene te gebruik is gerapporteer nie.

Moet egter nie bestuur of masjiene gebruik as u enige visuele versteuring ervaar nadat u die produk gebruik
het nie. Wag totdat dit opklaar voordat u bestuur of masjiene gebruik.

CHLORAMPHENICOL EYE DROPS BP 0, 5 % w/v bevat fenielkwiknitraat

Die preserveermiddel fenielkwiknitraatin CHLORAMPHENICOL EYE DROPS BP 0,5 % w/v kan allergiese
reaksies veroorsaak.

Moenie kontaklense dra tydens behandeling nie. Wag tot 24 uur na die einde van die behandeling voordat
u u kontaklensedra. U kan'n bril dra tydens behandeling.

3. Hoe om CHLORAMPHENICOL EYE DROPS BP 0,5 % w/v aan te wend

Drup 2-3 druppels in die aangetaste oog elke 2-3 uur. Behandeling moet vir ten minste 48 uur voortgesit
word nadat die oog normaal lyk. Gooi medikasie weg na 30 dae.

Moenie medikasie wat vir u voorgeskryfis metander deel nie.

In die geval van 'n oordosering, raadpleeg u dokter of apteker. Indien een nie

beskikbaar is nie, jaag met die pasiént na die naaste hospitaal of gifoeheersentrum.

Gebruiksaanwysings:
(Verwys asseblief ook na piktogramme aan die einde van die pamflet)

e Waseers u hande

o Vermy omdie oog (of enige ander oppervlak) met die punt van die flessie aan te raak

e As u sagte kontaklense dra, moet dit verwyder word voordat die oogdruppels gebruik word en u

moet ten minste 15 minute wag voordat dit weer ingesit word.

e Hierdie druppels word as 'n verseélde flessie met 'n spitsdop voorsien. Wanneer u die flessie vir die
eerste keer gebruik, skroef die doppie styf vas om deur die punt van die flessie te steek.
Kantel u kop agteroor en kyk na die plafon trek die onderste ooglid liggies afwaarts.
Hou die flessie onderstebo bokant die oog en druk die flessie liggies om 'n druppel in u
oog vry te laat.

e Hou die aangetaste oog toe en druk u vingerpunt teen die binnehoek van die toe oog, en

hou so vir 1 minuut, herhaal vir die ander oog indien nodig.

e Vervang endraaidie doppie onmiddellik na gebruik vas.
Wees versigtig om nie met die punt van die flessie aan u oog of op enige ander oppervlak te raak nie.
As oogoplossings verkeerd hanteer word, kan dit deur algemene bakterieé besmet word en ooginfeksies
veroorsaak.
As u wel enige ander oogreaksies ontwikkel terwyl u hierdie produk gebruik, raadpleeg onmiddellik u
dokter. U dokter sal u vertel hoe lank u behandeling met CHLORAMPHENICOL EYE DROPS BP
0,5 % w/v sal duur. Moenie CHLORAMPHENICOL EYE DROPS BP 0,5 % w/v langer gebruik as wat
absoluut nodig is nie.

As u meer CHLORAMPHENICOL EYE DROPS BP 0,5 % w/vtoedien as wat u moet
As u perongeluk te veel druppels toedien, moet u u oog met baie water was, as enige pynlike simptome
daarna voortduur, moet u u dokter dadelik vertel.

As u vergeethet om CHLORAMPHENICOL EYE DROPS BP 0,5 % w/v aan te wend
Dien die druppels toe sodra u onthou. As dit egter amper tyd is vir u volgende dosis, moenie u dosis
verdubbel nie gaan voort met die normale skeduledosis.

As u ophouom CHLORAMPHENICOL EYE DROPS BP 0,5 % w/v te gebruik
Geen data beskikbaar nie

4. Moontlike newe-efekte

CHLORAMPHENICOL EYE DROPS BP 0,5 % w/v kan newe-effekte hé.

Nie alle newe-effekte wat vir CHLORAMPHENICOL EYE DROPS BP 0,5 % w/v aangemeld is, is in hierdie
pamflet ingesluit nie. Indien u algemene gesondheid vererger of as u enige nadelige effekte ervaar
terwyl u CHLORAMPHENICOL EYE DROPS BP 0,5 % w/v neem, raadpleeg asseblief u dokter,
apteker of ander gesondheidswerker vir advies.

Soos alle medisyne, kan Chlooramfenikol newe-effekte veroorsaak, hoewel nie almal dit kry nie.
Sommige mense vind dat hul o€ steek of hul sig is onduidelik nadat hulle die druppels gebruik het. Hierdie
effekte behoort na 'n kort tyd af te neem. As langdurige irritasie, swelling, waterige oé of sensitiwiteit vir lig
voorkom, moet die blootgestelde oé vir 15 minute met water gewas word. As die simptome daarna
voortduur, kan 'n oogondersoek vereis word.

Hipersensitiwiteitsreaksies insluitend uitslag, koors en swelling kan veral na aktuele gebruik voorkom.
Anafilakse het al voorgekom, maar dis skaars.

Langdurige gebruik van antibiotika kan lei tot die oorgroei van nie-vatbare organismes, insluitend
swamme. Indien nuwe infeksies tydens behandeling voorkom, moet die medikasie gestaak word en
gepaste maatreéls getref word.

Afwykings van sellulére elemente van die bloed en gebrek aan beenmurgontwikkeling is gerapporteer na
langtermyn orale toediening van chlooramfenikol oogdruppels.

As irritasie, pyn, swelling, traanvorming of fotofobie na gebruik voorkom, moet die oog vir ten minste
15 minute uitgespoel word. As simptome voortduur, moet 'n dokter geraadpleeg word.

Staak gebruik van CHLORAMPHENICOL EYE DROPS BP 0,5 % w/v en soek onmiddellik mediese
hulp as u enige van die volgende allergiese reaksies het:
o Fluitbors (kortasem), koors, swelling van u gesig, lippe of tong, jeuk of uitslag met swelling van die
vel (die uitslag kan pofferig (geswel) of viekkerig wees, of soos klein blasies lyk.
o 'n Seer keel, kneusing of infeksie wat nie verbygaan nie. in baie seldsame gevalle het pasiénte wat
chlooramfenikol gebruik, veranderinge in hul bloedselle ondervind wat erge moegheid of maklike
kneusing veroorsaak het.

Indien enige van die newe-effekte ernstig word, of as u enige newe-effekte opmerk wat nie in hierdie
pamflet gelys word nie, vertel asseblief u dokter of apteker.

Vertel u dokter dadelik of gaan na die ongevalle-afdeling by u naaste hospitaal as u enige van die
volgende opmerk of ervaar:

Newe-effekte wat met onbekende gereeldheid mag voorkom:
o A-plastiese anemie (Die liggaam hou op om genoeg nuwe bloedselle te produseer),
Beenmurgversaking (is die vermindering of staking van bloedselproduksie),
Anafilaktiese reaksie (Anafilaktiese reaksie),
Brandende sensasie in die 0&,
Irritasie in die o€,
Brandende sensasie in die 0&,
Steek- en sensitiwiteitsreaksies soos jeuk,
Angioedeem (swelling onder die vel),
Dermatitis ('n jeukende ontsteking van die vel),
Urtikaria (korwe),
Pyn,
Pireksie (verhoogde liggaamstemperatuur),
As enige van die newe-effekte ernstig word, of as u een van die bogenoemde ernstige newe-effekte
ervaar, skakel die naaste dokter dadelik. Indien u enige newe-effekte ervaar wat nie in hierdie pamflet
gelys word nie, stel asseblief u dokter of apteker in kennis.

Aanmelding van newe-effekte

As u newe-effekte ondervind, praat met u dokter, apteker of verpleegster. Dit sluit enige moontlike
newe-effekte in wat nie in hierdie pamflet gelys word nie. u kan ook newe-effekte rapporteer via die “6.04
Adverse Drug Reaction Reporting Form” wat aanlyn gevind word onder SAHPRA se publikasies:
https://www.sahpra.org.za/publications/Index/8. Deur newe-effekte aan te meld, kan u help om meer
inligting oor die veiligheid van hierdie medisyne te verskaf.

5.Hoe om CHLORAMPHENICOL EYE DROPS BP 0,5 % w/v te bére
BEREALLE MEDISYNE BUITE BEREIK VAN KINDERS.

Hou hierdie medisyne buite die sig en bereik van kinders.

Bére in'nyskas by 'n temperatuurtussen2°Cen 8 °C.

Beskermteen lig.

Gooi die flessie 28 dae na oopmaak weg, selfs al is daar oplossing oor.
Moet nie chlooramfenikol gebruik na die vervaldatum wat op die karton en etiket na 'Vervaldatum'
aangeduiword. Die vervaldatum verwys na die laaste dag van daardie maand.

Moenie enige medisyne via afvalwater of huishoudelike afval weggooi nie.

Vra u apteker hoe om medisyne wat u nie meer gebruik nie, weg te gooi. Hierdie maatreéls sal help om
die omgewing te beskerm.

6. Inhoud van die pakkie en ander inligting

Wat CHLORAMPHENICOL EYE DROPS BP 0,5 % w/v bevat

Die aktiewe bestanddeel is chlooramfenikol.

Die ander bestanddele is

Boraks,

Boorsuur,

Fenielkwiknitraat (as preserveermiddel),

Water virinspuiting.

Hoe lyk CHLORAMPHENICOL EYE DROPS BP 0,5 % w/v en die inhoud van die verpakking
LDPE-flessie:

Ditis beskikbaarin 10 mL-gemerkte LDPE-flessies met spykerdop verpakin 'n karton metinsetsel.
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