Ganciclovir (as sodium salt) 500 mg Powder WHOPAR Part 3 Margh 2015
for Injection (Hainan Poly Pharm Co Ltd), Section 6 updated: May 2021
HAS15

PATIENT INFORMATION LEAFLET

Page 1 of 6



Ganciclovir (as sodium salt) 500 mg Powder WHOPAR Part 3 Margh 2015
for Injection (Hainan Poly Pharm Co Ltd), Section 6 updated: May 2021
HAS15

PATIENT INFORMATION LEAFLET: INFORMATION FOR THE USER

Ganciclovir 500 mg Powder for Infusion "

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

e Keep this leaflet. You may need to read it again.
e If you have any further questions, ask your doctor, health care provider or pharmacist.

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

o If you get any side effects, talk to your doctor, health care provider or pharmacist. This includes
any possible side effects not listed in this leaflet. See section 4.

What is in this leaflet

1. What Ganciclovir 500 mg Powder for Infusion is and what it is used for

2. What you need to know before you given Ganciclovir 500 mg Powder for Infusion
3. How Ganciclovir 500 mg Powder for Infusion will be given

4. Possible side effects

5. How Ganciclovir 500 mg Powder for Infusion is stored

6. Contents of the pack and other information

o

WHAT GANCICLOVIR 500 mg POWDER FOR INFUSION IS AND WHAT ITIS
USED FOR

Ganciclovir 500 mg Powder for Infusion contains a medicine called ganciclovir. It belongs to a group
of medicines called ‘antivirals’.

Ganciclovir 500 mg Powder for Infusion is used to treat infections caused by a virus called
cytomegalovirus (CMV). In people with a poor immune system because of other diseases ormedicines
(people who are ‘immuno-compromised’), the infection can be severe and cause serious effects.

CMYV can infect any part of the body. Infection in the retina of the eye (‘CMYV retinitis’) can affect
eyesight. In most people with CMV retinitis, Ganciclovir 500 mg Powder for Infusion slows down or
prevents the spread of CMV to healthy cells, thereby protecting eyesight from damage.

Ganciclovir 500 mg Powder for Infusion does not cure CMV retinitis, and in some people the retinitis
may progress during or after treatment with Ganciclovir 500 mg Powder for Infusion.

2. WHAT YOU NEED TO KNOW BEFORE YOU ARE GIVEN GANCICLOVIR 500 mg
POWDER FOR INFUSION

You must not be given Ganciclovir 500 mg Powder for Infusion if:

e you are allergic (hypersensitive) to ganciclovir.
e you are allergic to similar antiviral medicines including valganciclovir, aciclovir and valaciclovir.

" Trade names are not prequalified by WHO. This is the national medicines regulatory authority’s responsibility.
Throughout this WHOPAR the proprietary name is given as an example only.
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e you are pregnant or breast-feeding a baby. See the section on ‘Pregnancy and breast-feeding’.

You must not be given Ganciclovir 500 mg Powder for Infusion if any of the above apply to you. If
you are not sure, talk to your doctor or health care provider before you are treated with Ganciclovir
500 mg Powder for Infusion.

Take special care with Ganciclovir 500 mg Powder for Infusion

Check with your doctor or health care provider before having Ganciclovir 500 mg Powder for Infusion
if:

e you have low numbers of white blood cells, red blood cells or platelets in your blood

e you have had blood problems in the past that have been caused by medicines

e you are having radiotherapy or have had it recently

e you have kidney problems

e you or your partner might become pregnant during treatment. See the section on ‘Pregnancy and
breastfeeding’.

If any of the above apply to you, or if you are not sure, talk to your doctor or nurse before youhave
Ganciclovir 500 mg Powder for Infusion.

Taking other medicines

Tell your doctor or health care provider if you are taking or have recently taken any other medicines.
This includes medicines that you buy without a prescription and herbal medicines. Ganciclovir 500 mg
Powder for Infusion can affect the way some medicines work. Also some medicines can affect the way
Ganciclovir 500 mg Powder for Infusion works.

In particular, tell your doctor or nurse if you are taking any of the following medicines:

e probenecid (used to treat gout)
e mycophenolate mofetil (used after an organ transplant)
e zidovudine, didanosine, cidofovir or foscarnet (used to treat HIV)

e imipenem-cilastatin, trimethoprim, pentamidine, flucytosine, amphotericin B or dapsone
(antibiotics used to treat infections)

e doxorubicin, hydroxycarbamide (also called hydroxyurea), vincristine, or vinblastine (used to
treat cancer)
Pregnancy and breastfeeding

You must not have Ganciclovir 500 mg Powder for Infusion if you are pregnant or breast-feeding.
Ganciclovir 500 mg Powder for Infusion can be harmful to an unborn baby.

e Ifyou are a man and your partner is at an age where she could get pregnant, you must use
condoms during your treatment with Ganciclovir 500 mg Powder for Infusion and for 90 days
after the end of treatment.

e Ifyou are a woman at an age where you could get pregnant, you must use contraception (birth
control) during your treatment with Ganciclovir 500 mg Powder for Infusion.

If you are not sure if you are protected (have adequate contraception), talk to your doctor or health
care provider before having Ganciclovir 500 mg Powder for Infusion.
Driving and using machines

Ganciclovir can make you feel dizzy, sleepy or confused. It can also cause fits and reduce the abilityto
make fine movement. If any of these happen to you, do not drive or use any tools or machines.
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3. HOW GANCICLOVIR 500 mg POWDER FOR INFUSION WILL BE GIVEN

Ganciclovir 500 mg Powder for Infusion will be given to you by a doctor or health care provider
through a small tube into one of your veins. It usually takes one hour for the medicine to be given into
your vein (called an ‘intravenous infusion”).

e The dose of Ganciclovir 500 mg Powder for Infusion varies from one patient to another. The
usual dose is 5 mg for every kilogram that you weigh (5 mg/kg). However, the dose may need to
be reduced according to how well your kidneys are working. The doctor or health care provider
will work out how much to give you.

e How often you have Ganciclovir 500 mg Powder for Infusion and how long your treatment
continues also varies from one patient to another. You will usually start by having one infusion
every 12 hours for up to 21 days. After that you may have one infusion a day.

e  Your doctor or health care provider will check how well the medicine is working and you may
need to have regular blood tests. If necessary your dose might be changed or your treatment
stopped.IN

If you are given more Ganciclovir 500 mg Powder for Infusion than you should have

e Ifyou are given too much Ganciclovir 500 mg Powder for Infusion your blood test results may
change, you may develop problems with your liver or kidneys, and get effects such as stomach
pain, being sick, diarrhoea, fits and shaking.

e Ifyou think you have been given too much Ganciclovir 500 mg Powder for Infusion, tell your
doctor or health care provider.

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

4. POSSIBLE SIDE EFFECTS

Like all medicines, this medicine can cause side effects but not everybody getsthem.

Allergic reactions (uncommon, affect fewer than 1 in 100 people)
If you have an allergic reaction, tell a doctor straight away. The signs may include:
e A raised itchy skin rash (hives).

o Difficulty breathing or swallowing caused by sudden swelling of the throat, face, lips and mouth.
e Sudden swelling of the hands, feet and ankles.

Other possible side effects

Very common (affect more than 1 in 10 people)

e Low numbers of one type of white blood cell (called neutrophils)}—the signs include infections of
the mouth, gums, throat and lungs. Your doctor or health care provider may want you to have
blood tests

e Low numbers of red blood cells (anaemia)—the signs include feeling tired, pale skin, palpitations
(a fluttering sensation in the heart) and being short of breath

e Difficulty breathing
e Diarrhoea

Common (affect fewer than 1 in 10 people)

e Infections of the blood, skin, urinary tract and mouth. The signs include high temperature (fever),
chills, feeling tired, redness and swelling of the skin, pain on passing water and creamy white spots
in the mouth.

e Reduction in all types of white blood cells. The signs include infections of the mouth, gums, throat
and lungs.
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e Reduced number of platelets in your blood. The signs include bruising easily and nose bleeds.

e Reduction in all the types of cells in your blood. The signs include feeling tired, bruising easily,
being short of breath and nose bleeds.

e Loss of appetite

e Depression, anxiety, feelings of confusion and abnormal thinking

e Headache

e Difficulty in sleeping

e Changes to the way things taste

e Dizziness

e Fits (‘convulsions’)

e Changes in your skin sensitivity (such as numbness, pins and needles, burning sensations)
e Changes to your eye-sight, loss of vision or eye pain

e Farache

e Cough

e Feeling or being sick, pain in your stomach, constipation, wind and difficulty swallowing
e Problems with your liver, shown in a blood test

e Skin rashes (including inflammation, redness and blistering), itchiness and sweating at night
e Pain in your back, joints, muscles or chest or muscle cramps

e Problems with your kidneys. This may affect the amount of water (urine) that you pass

e Feeling tired, unwell or weak, high temperature (fever), shivering, weight loss

e A reaction near the vein where Ganciclovir 500 mg Powder for Infusion was given

Uncommon (affect fewer than 1 in 100 people)

¢ Changes to your bone marrow (which may affect the production of some blood cells)
e Mental disturbance, including feeling agitated and losing contact with reality

e Shaking or trembling that you cannot control

¢ Infection of the eye (conjunctivitis)

e Deafness.

e Uneven heart beat.

e Low blood pressure—the signs include feeling dizzy or light-headed

e Mouth ulcers, swelling of the abdomen (tummy) and pancreatitis. The signs of pancreatitis include
severe pain in the stomach which spreads to your back

e Loss of hair and dry skin
e Serious kidney disease
e Blood in your urine (water)

e Infertility in men. Ganciclovir 500 mg Powder for Infusion may stop sperm production. This can
be temporary or permanent.

If any of the side effects become serious or troublesome or if you notice any side effects not listedin
this leaflet, tell your doctor or health care provider.

S. HOW GANCICLOVIR 500 mg POWDER FOR INFUSION IS STORED

e Your doctor, health care provider or pharmacist is responsible for storing Ganciclovir 500 mg
Powder for Infusion. They are also responsible for the correct disposal of any unused Ganciclovir
500 mg Powder for Infusion.
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e Keep out of the reach and sight of children.

e Ganciclovir 500 mg Powder for Infusion must not be stored above 30°C. It should be protected
from light.

e Do not use Ganciclovir 500 mg Powder for Infusion after the expiry date printed on the pack.

6. CONTENTS OF THE PACK AND OTHER INFORMATION

What Ganciclovir 500 mg Powder for Infusion contains

The active substance in Ganciclovir 500 mg Powder for Infusion powder for infusion is ganciclovir.
Each glass vial contains 500 mg ganciclovir as ganciclovir sodium 543 mg. Sodium content per vial is
46 mg.

There are no other ingredients in Ganciclovir 500 mg Powder for Infusion.

What Ganciclovir 500 mg Powder for Infusion looks like and contents of the pack

Ganciclovir 500 mg Powder for Infusion is a powder, supplied in a glass vial. Before it is given,
Ganciclovir 500 mg Powder for Infusion is made into a solution by adding sterile water to the vial.
The correct dose is then taken out of the vial and added to the infusion solution to be given tothe
patient.

Vials of Ganciclovir 500 mg Powder for Infusion are supplied in packs of 10.

Supplier and Manufacturer

Hainan Poly Pharm Co. Ltd.

Meilan District

Guilinyang Economic Development Area
Haikou

Hainan Province

China

Tel: +86 898 65712762

Fax: +86 898 65710298

Email: minhuaf@hnpoly.com

For any information about this medicinal product, please contact the local representative orsupplier.

Minhua Fan

Hainan Poly Pharm Co. Ltd
Meilan District

Guilinyang Economic Development Area
Haikou

Hainan Province

China

Tel: +86 898 65712762

Fax: +86 898 65710298

Email: minhuaf@hnpoly.com
Web: http://www.hnpoly.com/en/

This leaflet was first approved in March 2015.
Section 6 was updated in May 2021

Detailed information on this medicine is available on the World Health Organization (WHO) website:
https://extranet.who.int/prequal/..
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