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Tenaladin

Tenofovir alafenamide 25 mg F.C Tablet

Each Tenaladin F.C tablet contains 25 mg Tenofovir alafenamide as an active ingredient.

Chronic hepatitis B virus (HBV) infection
Tenofovir alafenamide is an antiviral medicine, known as a nucleotide reverse transcriptase inhibitor (NtRTI). Tenofovir alafenamide is used to
treat chronic hepatitis B in adults and adolescents 18 years of age and older, who weight at least 35 kg.

Contraindications

If you are allergic to Tenofovir alafenamide or any of the other ingredients of this medicine.

;)Mﬁst common adverse reactions (incidence greater than or equal to 57) are headache, abdominal pain, fatigue, cough, nausea, and

ack pain.

» Take care not to pass on your hepatitis B to other people

You can still infect others when taking this medicine. Tenofovir alafenamide does not reduce the risk of passing on hepatitis B to others through
sexual contact or blood contamination. You must continue to take precautions to avoid this. Discuss with your doctor the precautions needed
to avoid infecting others.

» Severe Acute Exacerbation of Hepatitis B after Discontinuation of Treatment

Discontinuation of anti-hepatitis B therapy, including Tenofovir alafenamide, may result in severe acute exacerbations of hepatitis B. Patients
who discontinue Tenofovir alafenamide should be closely monitored with both clinical and laboratory follow-up for at least several months after
stopping treatment. If appropriate, resumption of anti-hepatitis B therapy may be warranted.

« Tenofovir alafenamide can cause dizziness

If you feel dizzy when taking Tenofovir alafenamide, do not drive and do not use any tools or machines.

« Talk to your doctor if:

1. You have a history of liver disease. Patients with liver disease, who are treated for hepatitis B with antiviral medicines, have a higher risk of
severe and potentially fatal liver complications. Your doctor may need to carry out blood tests to monitor your liver function.

2. You also have hepatitis C or D. Tenofovir alafenamide has not been tested on patients who have hepatitis C or D as well as hepatitis B.

3. You have kidney disease or if tests have shown problems with your kidneys. Before starting treatment and during treatment, your doctor
may order blood tests to monitor how your kidneys work.

4. HBV and HIV-1 co infection: Tenofovir alafenamide alone is not recommended for the treatment of HIV-1 infection. HIV-1 resistance may

develop in these patients.

5. If you are lactose-intolerant or intolerant to other sugars. Tenofovir alafenamide contains lactose monohydrate.

Drug Interactions

Interactions with Medicines

When you are taking Tenofovir alafenamide, it is especially important that your healthcare professional know if you are taking any of the
rr?ﬁdiczlings listed below. The following interactions have been selected on the basis of their potential significance and are not necessarily
all-inclusive.

Using Tenofovir alafenamide with any of the following medicines is usually not recommended, but may be required in some cases. If both
medicines are prescribed together, your doctor may change the dose or how often you use one or both of the medicines.

Carbamazepine, Oxcarbazepine, Phenobarbital, Phenytoin, Rifabutin, Rifampin, Rifapentine, St John’s Wort, Tipranavir

Dosage and Administration
Testing Prior to Initiation of Tenofovir alafenamide
Prior to initiation of, Tenofovir alafenamide patients should be tested for HIV-1 infection. Tenofovir alafenamide alone should not be used in
patients with HIV infection.
It is recommended that serum creatinine, serum phosphorous, estimated creatinine clearance, urine glucose, and urine protein be assessed
before initiating Tenofovir alafenamide and during therapy in all patients as clinically appropriate [see Warnings and Precautions].
Recommended Dosage in Adults
'I(':?‘QI (r’ecommended dosage of Tenofovir alafenamide is 25 mg (one tablet) taken orally once daily with food.

ildren
Do not give this medicine to children who are under 18 years old or weight less than 35 kg.
Dosage in Patients with Renal Impairment
No dosage adjustment of Tenofovir alafenamide is required in patients with mild, moderate, or severe renal impairment.Tenofovir alafenamide
is not recommended in patients with end stage renal disease (estimated creatinine clearance below 15 ml per minute)
Dosage in Patients with Hepatic Impairment
No dosage adjustment of Tenofovir alafenamide is required in patients with mild hepatic impairment.Tenofovir alafenamide is not recom-
mended in patients with decompensate hepatic impairment
Overdose
If overdose occurs; monitor patient for evidence of toxicity . Treatment of overdose with Tenofovir alafenamide consists of general supportive
measures including monitoring of vital signs as well as observation of the clinical status of the patient. Tenofovir is efficiently removed by
hemodialysis with an extraction coefficient of approximately 54%.
Monitoring
Monitor hepatic function for several months following discontinuation should be monitored.

There are no human data on the use of Tenofovir alafenamide in pregnant women to inform a drug-associated risk of adverse fetal develop-
mental outcome.

It is not known whether Tenofovir alafenamide and its metabolites are present in human breast milk, affect human milk production, or have
effects on the breastfed infant.

Side / Adverse effects

-The most common side effects of Tenofovir alafenamide are:

» headache « stomach pain « tiredness ¢« cough * nausea * back pain

-Call your healthcare provider right away if you get any of the following symptoms:

1.New onset or worsening of renal impairment

2.Risk of development of HIV-1 resistance in patients with HIV-1 co infection

3.Severe liver problems

I(ré tsortne .c?ses, these liver problems can lead to death. Your liver may become large (Hepatomegaly) and you may develop fat in your liver

eatosis

-Call your healthcare provider right away if you get any of the following symptoms of liver problems:

your skin or the white part of your eyes turns yellow (jaundice)

«dark “tea-colored” urine o light-colored bowel movements (stools)

*loss of appetite

*nausea

epain, aching, or tenderness in the right side of your stomach area

4 Build-up of lactic acid in your blood (lactic acidosis)

-Call your healthcare provider right away if you get any of the following symptoms which could be signs of lactic acidosis:

*Feel very weak or tired

*Have unusual (not normal) muscle pain

*Have trouble breathing

*have stomach pain with nausea or vomiting

*Feel cold; especially in your arms and legs

«feel dizzy or lightheaded

*Have a fast or irregular heartbeat

5.Severe Acute Exacerbation of Hepatitis after Discontinuation of Treatment

Do not run out of Tenofovir alafenamide. Refill your prescription or talk to your healthcare provider before your Tenofovir alafenamide is all
one.

gDo not stop taking Tenofovir alafenamide without first talking to your healthcare provider.

If you stop taking Tenofovir alafenamide, your healthcare provider will need to check your health often and do blood tests regularly for several

[rnontfhs to clzhfeck yq(t;r HBYV infection. Tell 'your healthcare provider about any new or unusual symptoms you may have after you stop taking
enofovir alafenamide

Store below 30 °C and protect from light and moisture.
Keep out of reach of children.
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