
Tenoviral
®

Tenofovir Disoproxil Fumarate INN

Description

Tenofovir Disoproxil Fumarate an acyclic nucleotide analog of Adenosine 

Monophosphate, is a prodrug of Tenofovir. 

Mode of action

Tenofovir shows activity against HBV polymerase & HIV reverse transcriptase 

after phosphorylation of the active diphosphate form. Tenofovir diphosphate 

inhibits viral polymerase by directly competing with the natural substrate 

deoxyribonucleotide & by causing DNA chain termination after incorporation 

into viral DNA.

Composition

Tenoviral® 300 mg Tablet: Each film coated tablet contains Tenofovir 

Disoproxil Fumarate INN 300 mg.

Indications

• Chronic Hepatitis B virus infection in adults

• HIV infected adults with others anti-retroviral

Dosage & administration 

The recommended dose of Tenofovir in Chronic Hepatitis B virus infection in 

adults 12 years of age & other with adequate renal function is 300 mg once 

daily with or without food.

Dose adjustment in renal impairment: Tenofovir is eliminated by renal 

excretion, so the exposure of Tenofovir increases in patients with renal 

dysfunction. Dosing interval should be adjusted in all patients with creatinine 

clearance <50 ml/min, as detailed below-

Dose adjustment in hepatic impairment: no dose adjustment is required in 

patients with hepatic impairment.

Pediatric use: Safety & effectiveness of Tenofovir in patients under the age of 

12 years have not been established.

Geriatric use: In general, dose selection for the elderly patient should be 

cautious, keeping in mind the greater frequency of decreased hepatic, renal, 

or cardiac function.

Contraindications

Tenofovir is contraindicated in patients with previously demonstrated 

hypersensitivity to Tenofovir or any components of the product.

Side effects

The most common side effects are nausea, vomiting, diarrhoea, headache etc.

Use in pregnancy & lactation 

Pregnancy: US FDA pregnancy category B. There are no adequate and 

well-controlled studies in pregnant women. It should be used during pregnancy 

only if clearly needed.

Lactation:  It is not known whether it is excreted in breast milk. Mothers 

should be instructed not to breast-feed if they are taking Tenofovir.

Precautions

Lactic acidosis/severe hepatomegaly with steatosis: through the risk of 

occurrence of lactic acidosis is low for Tenofovir, Treatment should be 

suspended in any patient who develops lactic acidosis or pronounced 

hepatotoxicity.

Exacerbation of hepatitis after discontinuation of treatment: 
Discontinuation of anti-HBV therapy may be associated with severe acute 

exacerbations of hepatitis.

Co-administration with other drugs: Should not be administered 

concurrently with Emtricitabine, Adefovir or Tenofovir Combination.

Drug interactions

Co-administration of Tenofovir with anti-retroviral, Methadone, Nelfinavir, Oral 

Contraceptives, or Ribavirin did not result in significant drug interactions.

Over dosage

There is no experience of Tenofovir overdosage reported in patients.

Storage

Store in a cool and dry place, protected from light.

Packaging

Tenoviral® 300 mg Tablet: Each carton contain 6X2 tablets in Alu-Alu blister 

pack.
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ßaPjJnJArJu®

ßaPjJPlJKnr KcPxJPk´JKéu KlCoJPra IJAFjFj

Kmmre
ßaPjJPlJKnr KcPxJPk´JKéu KlCoJPra FTKa FPcPjJKxj oPjJlxPla Fr FxJAKTîT KjCKTîSaJAc FjJuV, ßpKa 
ßaPjJPlJKnr Fr FTKa ßk´J-csJVÇ 

TJptk≠Kf
ßaPjJPlJKnr lxPlJrJAPuvPjr oJiqPo TJptTr cJAlxPla F kKref ymJr kr FKa ßykJaJAKax Km nJArJx 
kKuoJPrx FmÄ FAY IJA Kn KrnJxt asJ¿KâP¡\ Fr KmÀP≠ TJptTJKrfJ k´hvtj TPrÇ k´JTíKfT xJmPˆsa 
KcIKérJAPmJKjCKTîSaJAc Fr xJPg xrJxKr k´KfÆKºfJr oJiqPo FmÄ nJArJPxr KcFjF ßf k´PmPvr kr KcFjF 
ßYAj aJrKoPjvj WKaP~ ßaPjJPlJKnr cJAlxPla nJArJu kKuoJPrx (KrnJxt asJ¿KâP¡\) ßT mJiJ ßh~Ç

CkJhJj
ßaPjJnJArJu® 300 KoV´J aqJmPua: k´KfKa Kluì ßTJPac aqJmPuPa rP~PZ ßaPjJPlJKnr KcPxJPk´JKéu KlCoJPra 
IJAFjFj 300 KoV´JÇ

KjPhtvjJ
ßaPjJPlJKnr KjPÕJÜ ßrJPVr \jq KjPhtKvf
• ßykJaJAKax Km nJArJx ÆJrJ oJrJfúTnJPm IJâJ∂ k´J¬m~Û
• FAY IJA Kn ßf IJâJ∂ k´J¬m~Û, ßpPTJPjJ IjqJjq FK≤KrPasJnJArJu Fr xJPg mqmyJrPpJVq

oJ©J S k´P~JV
ßykJaJAKax Km nJArJx ÆJrJ oJrJfúTnJPm IJâJ∂ k´J¬m~Û, pJPhr mOÑ kptJ¬ kKroJPe TJptTr FmÄ m~x 12 IgmJ 
Fr ßmKv, fJPhr ßãP© ßaPjJPlJKnr Fr KjPhtKvf oJ©J yu ‰hKjT 300 KoV´J UJhq V´yPer kNPmt IgmJ kPrÇ
mOÑL~ ITJptTJKrfJr ßãP© oJ©Jr xJo†xq: ßaPjJPlJKnr ßrjJu FéKâP~vj ÆJrJ Kj”xOf y~ mPu mOÑL~ 
ITJptTrL ßrJVLPhr rPÜ Fr kKroJe ßmPz pJ~Ç KâP~KaKjj KTî~JPr¿ 50 KoKu/KoKja Fr To yPu ßaPjJPlJKnr 
Fr oJ©Jr oiqTJr xo~ KjPÕJÜ VJAcuJAj IjMpJ~L xJo†xq TrPf yPm -

pTíf ITJptTJKrfJr ßãP© oJ©Jr xJo†xq: ITJptTrL pTíPfr ßãP© oJ©Jr xJo†Pxqr k´P~J\j ßjAÇ
KvÊPhr ßãP© mqmyJr
12 mZPrr To ßrJVLPhr ßãP© ßaPjJPlJKnr Fr KjrJk•J S TJptTJKrfJ FUjS k´KfKÔf y~KjÇ
m~Û ßrJVLPhr ßãP© mqmyJr
SwMPir oJ©J KjitJrPe xJmiJjfJ Imu’j TrJ CKYfÇ TJre FPãP© pTíf, mOÑL~ mJ ÂhpπL~ TJptãofJ TPo 
pJS~Jr x÷JmjJ gJPTÇ

KmÀ≠ mqmyJr (ßpxm ßãP© mqmyJr TrJ pJPm jJ) 

ßaPjJPlJKnr IgmJ Fr ßTJj CkJhJPjr k´Kf IKfxÄPmhjvLu ßrJVLr ßãP© AyJ KjPhtKvf j~Ç

kJvõtk´KfKâ~J
xJiJre kJvõtk´KfKâ~JèPuJ yPuJ mKo-mKo nJm, mKo, cJ~Kr~J FmÄ oJgJmqgJ AfqJKh CkxVt ßhUJ ßpPf kJPrÇ

VntJm˙J S ˜jqhJjTJPu mqmyJr
VntJm˙J~: ACFx FlKcF ßk´VjqJK¿ TqJaJVKr-KmÇ VntmfL oKyuJPhr ßãP© ßaPjJPlJKnr Fr k´nJm KjP~ ßTJj 
kptJ¬ krLãJ ßjAÇ VntJm˙J~ pUj kKrÛJrnJPm hrTJr yPm ÊiMoJ© fUj FKa KmPmYjJ TrJr kr ßhS~J CKYfÇ
˜jqhJjTJPu: oJfíhMPê FKa Kj”xOf y~ KTjJ \JjJ pJ~KjÇ  ßaPjJPlJKnr V´yjTJPu oJP~Phr ˜jqhJj ßgPT Kmrf 
gJTJ CKYfÇ

xfTtfJ
uqJTKaT FKxPcJKxx FmÄ ßˆ~JPaJKxx Fr xJPg k´Y¥ ßykJPaJoqJVJuL: pKhS ßaPjJPlJKnr Fr ßãP© uqJTKaT 
FKxPcJKxx ymJr x÷JmjJ To fJrkPrS ßTJj ßTJj ßrJVLr ßãP© uqJTKaT FKxPcJKxx IgmJ ßykJPaJaKéKxKa ßhUJ 
KhPu KYKT“xJ mº TrPf yPmÇ 
SwMi k´fqJyJPr xfTtfJ: ßgrJkL k´fqJyJPr xfTtfJ Imu’j TrJ CKYf TJrj ßaPjJPlJKnr ßgrJkL k´fqJyJPr 
ßykJaJAKaPxr oJ©J oJrJfìTnJPm mOK≠ ßkPf kJPrÇ

IjqJjq SwMPir xJPg mqmyJr: FjKasKxaJKmj S ßaPjJPlJKnr TK’Pjvj IgmJ FPcPlJKnr KcKknKéu Fr xJPg 
ßaPjJPlJKnr V´ye TrJ KbT j~Ç

Ijq SwMPir xJPg k´KfKâ~J
ßaPjJPlJKnr Fr xJPg FK≤KrPasJnJArJu, KogJcj,  ßjuKlKnr, SrJu T≤sJPxkKan&x FmÄ  KrmJKnKrj V´yPe ßfoj 
ßTJj CPuäUPpJVq k´KfKâ~J kKruKãf y~KjÇ

oJ©JKiTq
ßaPjJPlJKnr Fr oJ©JKiPTqr ßTJj k´oJe FUjS kJS~J pJ~KjÇ

xÄrãe 
IJPuJ ßgPT hNPr, ÊÏ FmÄ bJ§J˙JPj rJUMjÇ

Ck˙JkjJ
ßaPjJnJArJu® 300 KoV´J aqJmPua: k´Kf TJatPj IqJuM-IqJuM KmäˆJr kqJPT rP~PZ 6*2 aqJmPuaÇ
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Dosing interval adjustment of Tenofovir in patients with renal impairment

Creatinine
Clearance (ml/min)

Recommended 

300 mg Dosing

Interval

Every

24 hours

Every

48 hours

Every

72 to

96 hours

Every 7 days or after 

a total of approximately

12 hours of dialysis

In case of

Hemodialysis patients
≥50 30 - 49 10 - 29

mOÑL~ ITJptTr ßrJVLr ßãP© ßaPjJPlJKnr Fr oJ©Jr oiqTJr xoP~r xJo†xq

KâP~KaKjj KTî~JPr¿ 
(KoKu/KoKja) 

KjPhtKvf oJ©J 300 KoV´J 
Fr oiqTJr xo~

k´Kf
24 W≤J~

k´Kf
48 W≤J~

k´Kf
72-96 W≤J~

k´Kf 7 Khj kr IgmJ
cJ~JuJAKxx TrJr

TokPã 12 W≤J kr

KyPoJcJ~JuJAKxx Fr ßrJVLr ßãP©≥50 30 - 49 10 - 29
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