SOFVEL

CONTRAINDICATIONS
SOFVEL and ribavirin combination regimen is contraindicated in patients for whom
ribavirin is contraindicated.

Tablets

(Sofosbuvir + Velpatasvir)

WARNINGS AND PRECAUTIONS

QUALITATIVE AND QUANTITATIVE COMPOSITION
post-treatment follow-up. Initiate appropriate patient management for HBV
infection as clinically indicated.
CLINICAL PARTICULARS
Therapeutic Indications

may occur in patients taking amiodarone, particularly in patients also receiving beta

inhibitor, and is indicated for the treatment of adult patients with chronic HCV

disease. Coadministration of amiodarone with SOFVEL is not recommended. In
patients without alternative viable treatment options, cardiac monitoring is
recommended.

SOFVEL

PREGNANCY AND BREAST FEEDING
There are no adequate and well controlled studies with sofosbuvir + velpatasvir in
pregnant women. Sofosbuvir + velpatasvir is not recommended during pregnancy.
It is not known whether sofosbuvir, metabolite of sofosbuvir or velpatasvir are

DOSAGE AND ADMINISTRATION
measuring HBsAg and anti-HBc.

sofosbuvir + velpatasvir should not be used during breast-feeding.
INTERACTIONS

Treatment-naive and treatment
a
experienced , without cirrhosis and
with compensated cirrhosis (ChildPugh A)
Treatment-naive and treatment
a
experienced , with decompensated
cirrhosis (Child-Pugh B and C)

SOFVEL

recommended.

SOFVEL 12 weeks

a

Concomitant Drug Class: Drug Name

Clinical Eﬀect / Recommendation
Velpatasvir solubility decreases as pH
increases. Drugs that increase gastric pH are
expected to decrease concentration of
velpatasvir.
Separate antacid and sofosbuvir + velpatasvir

Acid Reducing Agents:

b

SOFVEL + ribavirin 12 weeks

Antacids (e.g., aluminum and
magnesium hydroxide)
↓ velpatasvir

a

H2 - receptor antagonists (e.g.,

b.When administered with SOFVEL , the recommended dosage of ribavirin is based
Proton-pump inhibitorsa (e.g.,
omeprazole)

starting dosage and on-treatment dosage of ribavirin can be decreased based on
hemoglobin and creatinine clearance

Eﬀect on amiodarone, sofosbuvir and

amiodarone

recommendations in the table above
impairment or end stage renal disease

a

Digoxin

SOFVEL

↑ digoxin

Anticancers: topotecan
Anticonvulsants:
Carbamazepine
Phenytoin
Phenobarbital
Oxcarbazepine

orally once daily with or without food. Recommended Treatment and Duration for all
HCV Genotypes.

SOFVEL

↑ topotecan

a

Rifampin
Rifapentine
HIV Antiretrovirals:
a
Efavirenz

SOFVEL

normal time, patients should be instructed to take the tablet as soon as possible and

SOFVEL
SOFVEL

↓ sofosbuvir
↓ velpatasvir

Co-

↑ tenofovir

Herbal Supplements:
St. John’s wort (Hypericum
perforatum)

↓ sofosbuvir
↓ velpatasvir

HMG-CoA Reductase Inhibitors:

SOFVEL

Cosofosbuvir + velpatasvir
with efavirenz-containing regimens is not
recommended.
Monitor for tenofovir-associated adverse
velpatasvir concomitantly with a regimen
containing tenofovir disoproxil fumarate.
CoCo-

recommended.

Coadministration of sofosbuvir + velpatasvir
with rosuvastatin may signiﬁcantly increase
associated with increased risk of myopathy,

a

Special Populations
Renal impairment

digoxin is recommended when coadministered with sofosbuvir + velpatasvir.
CoCo-

↓ sofosbuvir
↓ velpatasvir

Tipranavir / ritonavir

Coproton-pump inhibitors is not recommended.
If it is considered medically necessary to coadminister, sofosbuvir + velpatasvir should be
administered with food and taken 4 hours
before omeprazole 20mg.
Cone with
sofosbuvir + velpatasvir may result in serious
-administration
of amiodarone with sofosbuvir + velpatasvir is
not recommended; if corequired, cardiac monitoring is recommended

↓ sofosbuvir
↓ velpatasvir

↓ velpatasvir

Regimens containing tenofovir
disoproxil fumarate

H2 - receptor antagonists may be
administered simultaneously with or 12 hours
apart from sofosbuvir + velpatasvir at a dose
that does not exceed doses comparable to

be administered with sofosbuvir + velpatasvir
at a dose that does not exceed 10mg.
Co-

SOFVEL

concent
associated with increased risk of myopathy,
including rhabdomyolysis. Monitor closely for
HMG-CoA reductase inhibitor-associated
rhabdomyolysis.

adults

Hepatic Impairment
No dosage adjustment of SOFVEL is required for patients with mild, moderate, or

ADVERSE REACTIONS

recommended for patients with decompensated cirrhosis receiving treatment with

SOFVEL

SOFVEL and ribavirin.

fatigue.

Elderly
No dose adjustment is warranted for elderly patients.
Pediatric population

with decompensated cirrhosis are fatigue, anemia, nausea, headache, insomnia, and
diarrhea.

SOFVEL

SOFVEL

OVERDOSE

1

SOFVEL

patient must be monitored for evidence of toxicity. Treatment of overdose with
SOFVEL consists of general supportive measures including monitoring of vital signs

as sofosbuvir. This indicate that renal clearance is the major elimination pathway for

velpatasvir since velpatasvir is highly bound to plasma protein.

Velpatasvir:

PHARMACOLOGICAL PROPERTIES
Mechanism of Action
Direct acting antiviral agents against the hepatitis C virus.

from the feces and urine, respectively. Unchanged velpatasvir was the major species

is required for viral replication. Sofosbuvir is a nucleotide prodrug that undergoes
intracellular metabolism to form the pharmacologically active uridine analog

data indicate that biliary excretion of parent drug was a major route of elimination for
velpatasvir. The median terminal half-life of velpatasvir following administration was
SPECIAL POPULATIONS
Renal impairment

neither an inhibitor of human DNA and RNA polymerases nor an inhibitor of
mitochondrial RNA polymerase.
replication. Resistance selection in cell culture and cross-resistance studies indicate
Pharmacodynamic Properties
Cardiac Electrophysiology

The pharmacokinetics of velpatasvir was studied in HCV negative patients with
severe renal impairment. Relative to subjects with normal renal function, velpatasvir

sofosbuvir does not prolong QTc to any clinically relevant extent.

Hepatic impairment
The pharmacokinetics of sofosbuvir was studied in HCV-infected patients with
moderate and severe hepatic impairment. Relative to patients with normal hepatic

recommended dose, velpatasvir does not prolong QTc interval to any clinically
relevant extent.
Pharmacokinetic Properties
Absorption
Sofosbuvir:
Following oral administration, sofosbuvir was absorbed quickly and the peak median

respectively.
The pharmacokinetics of velpatasvir was studied in HCV negative patients with
moderate and severe hepatic impairment. Compared to subjects with normal
with moderate or severe hepatic impairment.
PHARAMCEUTICAL PARTICULARS
Shelf life
Observe expiry date on the outer pack.

Velpatasvir:
Effect of food
Relative to fasting conditions, the administration of a single dose of sofosbuvir +

Dosage & Instructions:
As prescribed by the Physician. For details see enclosed leaflet.
Keep out of the reach of children. Protect from sunlight and moisture.
Do not store above 30˚C. Do not use if seal over bottle is broken.
To be sold on the prescription of a registered medical practitioner only.

substantially affect the sofosbuvir Cmax. The moderate or high fat meal did not alter
respectively. Sofosbuvir + Velpatasvir can be administered without regard to food.
Distribution
Sofosbuvir:
μ

Nature and Contents of Container

SOFVEL

μ

Manufactured by:
Velpatasvir:
μ

μ

Aspin Pharma (Pvt) Ltd.
Plot No. 10 & 25, Sector No. 20,
Korangi Industrial Area,
Karachi-74900, Pakistan.
www.obs.com.pk

Metabolism
Sofosbuvir:
Sofosbuvir is extensively metabolized in the liver to form the pharmacologically

SV-L-1/1

involves sequential hydrolysis of the carboxyl ester moiety catalyzed by human
the pyrimidine nucleotide biosysthesis pathway. Dephosphorylation results in the

exposure.
Velpatasvir:
radioactivity in plasma was parent drug. The monohydroxylated and desmethylated
is the major species present in feces.
Excretion
Sofosbuvir:

2

HDPE bottle

