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COMPOSITION
Becovir Tablet: Each film coated Tablet contains Tenofovir Disoproxil 
Fumarate INN 300 mg.

PHARMACOLOGICAL INFORMATION

Pharmacological Action
Tenofovir is an antiretroviral agent, which belongs to a class of drugs 
called “nucleotide reverse transcriptase inhibitor” or “NtRTI.” Tenofovir 
mimics a nucleoside base, which blocks further construction of the virus. 
When combined with other antiretroviral agents, Tenofovir can achieve a 
significant decrease in viral multiplication. 

Mechanism of Action
Tenofovir Disoproxil Fumarate is an acyclic nucleoside phosphonate 
diester analog of adenosine monophosphate. Tenofovir disoproxil 
fumarate requires initial diester hydrolysis for conversion to Tenofovir 
and subsequent phosphorylations by cellular enzymes to form Tenofovir 
diphosphate, an obligate chain terminator. Tenofovir diphosphate inhibits 
the activity of HIV-1 reverse transcriptase and HBV reverse transcriptase 
by competing with the natural substrate deoxyadenosine 5’-triphosphate 
and, after incorporation into DNA, by DNA chain termination. Tenofovir 
diphosphate is a weak inhibitor of mammalian DNA polymerases α, β, 
and mitochondrial DNA polymerase γ.

CLINICAL INFORMATION

Indications & Uses
Tenofovir is indicated in combination with other antiretroviral agents for 
the treatment of HIV-1 infection in adults and pediatric patients 12 years 
of age and older. Tenofovir is indicated for the treatment of chronic 
hepatitis B in adults.

Dosage & Administration
Recommended Dose in Adults: For the treatment of HIV-1 or chronic 
hepatitis B: The dose is one 300 mg Tenofovir tablet once daily taken 
orally, without regard to food. In the treatment of chronic hepatitis B, the 
optimal duration of treatment is unknown

Recommended Dose in Pediatric Patients (≥12 Years of Age and ≥35 
kg): For the treatment of HIV-1 in pediatric patients 12 years of age and 
older with body weight ≥35 kg (≥77 lb): The dose is one 300 mg 
Tenofovir tablet once daily taken orally, without regard to food.

Dose Adjustment for Renal Impairment in Adults: Significantly increased 
drug exposures occurred when Tenofovir was administered to subjects with 
moderate to severe renal impairment [See Clinical Pharmacology. 
Therefore, the dosing interval of Tenofovir should be adjusted in patients 
with baseline creatinine clearance <50 mL/min using the recommendations 
in Table 1. These dosing interval recommendations are based on modeling 
of single-dose pharmacokinetic data in non-HIV and non-HBV infected 
subjects with varying degrees of renal impairment, including end-stage 
renal disease requiring hemodialysis.  The safety and effectiveness of 
these dosing interval adjustment recommendations have not been clinically 
evaluated in patients with moderate or severe renal impairment, therefore 
clinical response to treatment and renal function should be closely 
monitored in these patients.  No dose adjustment is necessary for patients 
with mild renal impairment (creatinine clearance 50–80 mL/min).  Routine 
monitoring of calculated creatinine clearance and serum phosphorus 
should be performed in patients with mild renal impairment.

Dosage Adjustment for Patients with Altered Creatinine Clearance

a. Calculated using ideal (lean) body weight. 
b. Generally once weekly assuming three hemodialysis sessions a week 
of approximately 4 hours duration. Tenofovir should be administered 
following completion of dialysis.

The pharmacokinetics of Tenofovir have not been evaluated in 
non-hemodialysis patients with creatinine clearance <10 mL/min; 
therefore, no dosing recommendation is available for these patients. No 
data are available to make dose recommendations in pediatric patients 
12 years of age and older with renal impairment.

Contraindications

Tenofovir is contraindicated in patients with a hypersensitivity to Tenofovir 
Disoproxil Fumarate, or to any of its excipients.

Side Effects
The following adverse reactions are discussed in other sections of the 
labeling: Lactic Acidosis/Severe Hepatomegaly with Steatosis, Severe 
Acute Exacerbation of Hepatitis, New Onset or Worsening Renal 
Impairment, Decreases in Bone Mineral Density , Immune Reconstitution 
Syndrome, Diarrhea (9%), Nausea (11%), Vomiting (5%), Flatulence 
(4%), Abdominal pain (3%), Headache (6%).

Pregnancy
Pregnancy Category B.

Nursing Mothers
Nursing mothers should be instructed not to breast-feed if they are 
receiving.

Pediatric Use
Pediatric Patients 12 Years of Age and Older.

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, and of concomitant disease or other drug therapy.

Patients with Impaired Renal Function
It is recommended that the dosing interval for Tenofovir be modified in 
patients with creatinine clearance <50 mL/min or in patients with ESRD 
who require dialysis.

Drug interaction

Didanosine, Atazanavir, Lopinavir/Ritonavir, Drugs Affecting Renal 
Function.

Overdosage
If overdose occurs the patient must be monitored for evidence of toxicity 
and standard supportive treatment applied as necessary.

PHARMACEUTICAL INFORMATION

Storage condition
Store in a cool (below 30­° C) and dry place, away from light. Keep out of 
the reach of children.

Presentation & packaging
Becovir Tablet: Each commercial box contains 8’s tablets in Alu-Alu 
blister pack.
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Dcv`vb

we‡Kvwfi U¨ve‡jUt cÖwZwU wdj¥ †Kv‡UW U¨ve‡j‡U Av‡Q 300 wgMÖv †U‡bv‡dvwfi 
wW‡mvcÖw·j wdDgv‡iU AvBGbGb|

wb‡`©kbv:

`xN©w`b †ncvUvBwUm-we fvBivm Øviv AvµvšÍ cÖvßeq¯‹ e¨w³ GBPAvBwf  AvµvšÍ 
cÖvßeq¯‹ e¨w³, †hLv‡b Ab¨vb¨ Gw›U‡i‡UªvfvBiv‡ji mv‡_ e¨envi †hvM¨|

gvÎv I †mebwewa

`xN©w`b †ncvUvBwUm-we fvBivm Øviv  AvµvšÍ, hv‡`i e„° ch©vß cwigv‡b Kvh©Ki 
Ges eqm 18 A_ev Gi †ekx, Zv‡`i †¶‡Î †U‡bv‡dvwfi Gi wb‡`©wkZ gvÎv 
ˆ`wbK 300 wgMÖv, Lvevi Av‡M A_ev c‡i|

e„°xq AKvh©Kix †ivMx‡`i †¶‡Ît 

†U‡bv‡dvwfi g~‡Îi gva¨‡g wb®‹vwkZ nq e‡j e„‡°i AKvh©KvwiZvq i‡³ Gi gvÎv 
†e‡o hvq| wµ‡qwUwbb wK¬qv‡iÝ ≥50 wgwj/wgwbU Gi Kg †ivMx‡`i †¶‡Î wb‡gœv³ 
fv‡e gvÎvi mgš^q Ki‡Z n‡et

hK…‡Zi AKvh©KvwiZvqt 

gvÎv mgš^‡qi cÖ‡qvRb †bB|

cÖwZwb‡`©kbv:

†U‡bv‡dvwfi A_ev Gi †Kvb Dcv`v‡bi cÖwZ AwZ ms‡e`bkxj †ivMxi †¶‡Î GwU 
cÖwZwb‡`©wkZ|

mZK©Zv:

Ab¨ Ily‡ai mv‡_ e¨envi:

†U‡bv‡dvwfi GgwUªwmUvweb I †U‡bv‡dvwfi Kw¤^‡bkb A_ev G‡W‡dvwfi 
wWwcfw·j Gi mv‡_ MÖnY Kiv DwPZ bq|

j¨vKwUK Gwm‡Wvwmm I w÷qv‡Uvwmm Gi mv‡_ gvivZ¥K †ncv‡Uvg¨vMvjx:

hw`I †U‡bv‡dvwfi Gi †¶‡Î j¨vKwUK Gwm‡Wvwmm nevi m¤¢vebv Kg, Zvic‡iI 
†Kvb †ivMxi †¶‡Î j¨vKwUK Gwm‡Wvwmm ev †ncv‡UvUw·wmwU †`Lv w`‡j wPwKrmv 
eÜ Ki‡Z n‡e|

wPwKrmv e‡Üi c‡i †ncvUvBwUm-we Gi msµgbt

†h mKj †ivMx †U‡bv‡dvwfi eÜ K‡i †`q, Zv‡`i †¶‡Î Zxeª †ncvUvBwUm-we      
msµg‡bi m¤¢vebv _v‡K|

Mf©ve¯’vq I ¯Íb¨`vbKv‡j e¨envi:

Mf©ve¯’vq:

†cÖMb¨vÝx K¨v‡UMwi ÕweÕ| Mf©ve¯’vq mywbw`©÷ cÖ‡qvR‡bB †Kej mveavbZvi mv‡_ 
†U‡bv‡dvwfi w`‡Z n‡e|

¯Íb¨`vbKv‡j:

†U‡bv‡dvwfi gvZ…`y‡» wbtm„Z nq wKbv Rvbv hvqwb| gv‡qiv hw` †U‡bv‡dvwfi MÖnY

K‡i _v‡Kb Zvn‡j Zv‡`i‡K ¯Íb¨`vb Kiv‡bv †_‡K weiZ _vKv DwPZ|

wkï‡`i †¶‡Î e¨envi:

18 eQ‡ii Kg eqmx wkï‡`i †¶‡Î †U‡bv‡dvwfi Gi wbivcËv I Kvh©KvwiZv 
cÖwZwôZ nqwb|

eq®‹ †ivMx‡`i †¶‡Î e¨envi:

65 A_ev Gi AwaK eq‡mi †ivMxiv †U‡bv‡dvwfi MÖn‡Y A‡c¶vK…Z Kgeqmx‡`i 
Zzjbvq Ab¨ iKg mvov †`q wKbv Zv wb‡q h‡_ó wK¬wbK¨vj ÷vwW Kiv nqwb e‡j 
Zv‡`i Dci †U‡bv‡dvwfi Gi Kvh©KvwiZvi Zzjbv Kiv hvqwb| Z‡e eq¯‹ †ivMx‡`i 
†¶‡Î †U‡bv‡dvwfi Gi gvÎv wba©vi‡Y mveavbZv Aej¤^b Kiv Ges

e„‡°i Kvh©KvwiZv ch©‡e¶Y Kiv DwPZ|

cvk¦© cªwZwµqv:

mvaviY cvk¦© cªwZwµqv¸‡jv nj ewg ewg fve, ewg, Wvqwiqv I †cU duvcv|

Ab¨ Ily‡ai mv‡_ cªwZwµqv:

†U‡bv‡dvwfi Gi mv‡_ Gw›U‡i‡UªvfvBivj, G‡›UKvwfi, j¨vwgf~wWb, wg_vWb, Iivj 
K›Uªv‡mcwUf, wievwfwib Ges †U‡µvwjgvm MÖn‡Y †Zgb †Kvb Ilya cÖwZwµqv nq 
bv| †h mKj Ilya e„° Øviv AcmvwiZ nq A_ev e„‡°i Kvh©KvwiZvq cÖfve †d‡j 
†m¸‡jv †U‡bv‡dvwfi Gi mv‡_ MÖn‡Y †Kvb cÖfve GLbI cvIqv hvqwb|

msiÿY:

we¯ÍvwiZ weei‡Yi Rb¨ mshy³ wb‡`©kbvgv †`Lyb| ïaygvÎ †iwR÷vW© wPwKrm‡Ki 
e¨e¯’vcÎ Abyhvqx weµq I weZiY‡hvM¨| Av‡jv †_‡K `~‡i, VvÛv (30 †m. Gi 
wb‡P) I ïK‡bv ¯’v‡b ivLyb| mKj Ilya wkï‡`i bvMv‡ji evB‡i ivLyb|

mieivn:

we‡Kvwfi U¨ve‡jU: cÖwZwU ev‡· Av‡Q 8wU U¨ve‡jU A¨vjy-A¨vjy weø÷vi c¨vK-G|

cÖ¯‘ZKviK
exKb dvg©vwmDwUK¨vjm& wjwg‡UW
fvjyKv, gqgbwmsn, evsjv‡`k

we¯ÍvwiZ weei‡bi Rb¨ Bs‡iRx Ask †`Lyb|

e„°xq AKvh©Kix †ivMxi †¶‡Î †U‡bv‡dvwfi -Gi gvÎv

wµ‡qwUwbb
wK¬qv‡iÝ (wgwj/
wgwbU) 

≥50 30
‡_‡K
49

10
‡_‡K
29  

†n‡gvWvqvjvBwmm
Gi †ivMx‡`i
‡¶‡Î 

wb‡`©wkZ gvÎv
(300 wgMÖv) Gi
ga¨Kvi mgq|  

cÖwZ
24
N›Uvq  

cÖwZ
48
N›Uvq  

cÖwZ
72-96
N›Uvq  

cÖwZ 7 w`‡b
A_ev
WvqvjvBwmm Kivi
Kgc‡¶ 12 N›Uv
ci|    
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