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IN

D
ICATIO

N
S AN

D U
SAG

E
VAN

D
A

ZO
LE is indicated in the treatm

ent of bacterial vaginosis 
(form

erly 
referred 

to 
as Haem

ophilus 
vaginitis, Gardnerella 

vaginitis, nonspecific vaginitis, Corynebacterium
 vaginitis, or 

anaerobic vaginosis) in non-pregnant w
om

en.
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D AD
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IN
ISTR

ATIO
N

The recom
m

ended dose is one applicator full of VAN
D

A
ZO

LE, 
(approxim

ately 5 gram
s of gel containing approxim

ately 37.5 m
g 

of m
etronidazole) adm

inistered intravaginally once a day for  
5 days. For once a day dosing, VANDAZOLE should be adm

inistered 
at bedtim

e [see Patient Counseling Inform
ation (17.4)].

N
ot for ophthalm

ic, derm
al, or oral use.
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D

O
SAG

E FO
R

M
S AN

D STR
EN

G
TH

S
VAN

D
A

ZO
LE is a vaginal gel 0.75%

 in a 70 g tube w
ith 5 vaginal 

applicators (each applicator delivers approxim
ately 5 g of gel 

containing 37.5 m
g of m

etronidazole). 
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H

ypersensitivity
The use of VAN

D
A

ZO
LE is contraindicated in patients w

ith a 
history of hypersensitivity to m

etronidazole, other nitroim
idazole 

derivatives, or parabens. R
eported reactions include urticaria; 

erythem
atous 

rash; 
Stevens-Johnson 

Syndrom
e, 

toxic 
epiderm

al necrolysis, flushing; nasal congestion; dryness of 
the m

outh, vagina, or vulva; fever; pruritus; fleeting joint pains 
[see Adverse Reactions (6.2)].
4.2   




Psychotic R
eaction w

ith D
isulfiram

Use of oral m
etronidazole is associated w

ith psychotic reactions 
in alcoholic patients w

ho w
ere using disulfiram

 concurrently. Do 
not adm

inister VANDAZOLE to patients w
ho have taken disulfiram

 
w

ithin the last tw
o w

eeks [see Adverse Reactions (6.2)].
4.3   




Interaction w
ith Alcohol

Use of oral m
etronidazole is associated w

ith a disulfiram
-like 

reaction to alcohol, including abdom
inal cram

ps, nausea, vom
iting, 

headaches, and flushing [see Adverse Reactions (6.2)]. Discontinue 
alcohol consum

ption during and for at least three days after therapy 
w

ith VANDAZOLE.
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Central and Peripheral N
ervous System

 Effects
U

se of oral or intravenous m
etronidazole is associated w

ith 
convulsive 

seizures, 
encephalopathy, 

aseptic 
m

eningitis, 
optic 

and 
peripheral 

neuropathy, 
the 

latter 
characterized 

m
ainly 

by 
num

bness 
or 

parethesia 
of 

an 
extrem

ity 
[see 

Adverse 
R

eactions 
(6.2)]. 

VAN
D

A
ZO

LE 
should 

be 
adm

inistered w
ith caution to patients w

ith central nervous 
system

 diseases. D
iscontinue VAN

D
A

ZO
LE prom

ptly if a patient 
develops abnorm

al neurologic signs. 
5.2   




Carcinogenicity in Anim
als

M
etronidazole has been show

n to be carcinogenic in m
ice and rats 

[see Carcinogenesis, M
utagenesis, Im

pairm
ent of Fertility (13.1)]. 

U
nnecessary use of m

etronidazole should be avoided. U
se of 

VAN
D

A
ZO

LE should be reserved for the treatm
ent of bacterial 

vaginosis [see Indications and Usage (1)]
5.3   




Interference w
ith Laboratory Tests

M
etronidazole m

ay interfere w
ith certain types of determ

inations 
of serum

 chem
istry values, such as aspartate am

inotransferase 
(AST, SG

O
T), alanine am

inostransferase (ALT, SG
PT), lactate 

dehydrogenase (LD
H

), triglycerides, and glucose hexokinase. 
Values of zero m

ay be observed. All of the assays in w
hich 

interference 
has 

been 
reported 

involve 
enzym

atic 
coupling 

of the assay to oxidation-reduction of nicotinam
ide-adenine 

dinucleotides (N
AD + N

AD
H

). Interference is due to the sim
ilarity 

in absorbance peaks of N
AD

H (340 nm
) and m

etronidazole 
(322 nm

) at pH 7. Consider postponing chem
istry laboratory 

tests to after treatm
ent w

ith VAN
D

A
ZO

LE.
6   
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Clinical Trials Experience

Because clinical trials are conducted under w
idely varying 

conditions, adverse reaction rates observed in the clinical trials 
of a drug cannot be directly com

pared to rates in the clinical 
trials of another drug and m

ay not reflect the rates observed 
in practice.
The data described below

 reflect exposure to VAN
D

A
ZO

LE 
com

pared to another form
ulation of vaginal m

etronidazole in 
220 w

om
en in a single trial. The population w

as non-pregnant 
fem

ales (age range 18 to 72 years, the m
ean w

as 33 years 
+/- 11 years) w

ith bacterial vaginosis. The racial dem
ographic 

of those enrolled w
as 71 (32%

) of W
hite, 143 (65%

) of Black,  
3 (1%

) of H
ispanic, 2 (1%

) of Asian, and 1 (0%
) of other. Patients 

adm
inistered an applicator full of VAN

D
A

ZO
LE intravaginally 

once daily at bedtim
e for 5 days.

There w
ere no deaths or serious adverse reactions related to 

drug therapy in the clinical trial. VAN
D

A
ZO

LE w
as discontinued 

in 5 patients (2.3%
) due to adverse reactions. 

The incidence of all adverse reactions in VAN
D

A
ZO

LE-treated 
patients w

as 42%
 (92/220). Adverse reactions occurring in 

≥ 1%
 of patients w

ere: fungal infection* (12%
), headache (7%

), 
pruritus (6%

), abdom
inal pain (5%

), nausea (3%
), dysm

enorrhea 
(3%

), pharyngitis (2%
), rash (1%

), infection (1%
), diarrhea (1%

), 
breast pain (1%

), and m
etrorrhagia (1%

).

* 
Know

n 
or 

previously 
unrecognized 

vaginal 
candidiasis 

m
ay present m

ore prom
inent sym

ptom
s during therapy w

ith 
VAN

D
A

ZO
LE. 

Approxim
ately 

10%
 

of 
patients 

treated 
w

ith 
VAN

D
A

ZO
LE developed Candida vaginitis during or im

m
ediately 

after therapy.
Additional uncom

m
on events, reported by < 1%

 of those w
om

en 
treated w

ith VAN
D

A
ZO

LE included:
General:

allergic reaction, back pain, flu syndrom
e, 

m
ucous m

em
brane disorder, pain

Gastrointestinal:
anorexia, constipation, dyspepsia, flatulence, 
gingivitis, vom

iting
Nervous System

:
depression, dizziness, insom

nia
Respiratory 
System

:
asthm

a, rhinitis

Skin and 
Appendages:

acne, sw
eating, urticaria

Urogenital 
System

:
breast 

enlargem
ent, 

dysuria, 
fem

ale 
lactation, 

labial 
edem

a, 
leucorrhea, 

m
enorrhagia, 

pyleonephritis, 
salpingitis, 

urinary 
frequency, 

urinary 
tract 

infection, 
vaginitis, vulvovaginal disorder

6.2   



O

ther M
etronidazole Form

ulations
Other Vaginal Form

ulations
O

ther reactions that have been reported in association w
ith the 

use of other form
ulations of m

etronidazole vaginal gel include: 
unusual taste and decreased appetite.
Topical (Derm

al) Form
ulations

O
ther reactions that have been reported in association w

ith the 
use of topical (derm

al) form
ulations of m

etronidazole include 
skin irritation, transient skin erythem

a, and m
ild skin dryness 

and burning. N
one of these adverse reactions exceeded an 

incidence of 2%
 of patients.

Oral and Parenteral Form
ulations

The follow
ing adverse reactions and altered laboratory tests have 

been reported w
ith the oral or parenteral use of m

etronidazole:
Cardiovascular: 

Flattening 
of 

the 
T-w

ave 
m

ay 
be 

seen 
in 

electrocardiographic tracings.
N

ervous 
System

: 
The 

m
ost 

serious 
adverse 

reactions 
reported 

in 
patients 

treated 
w

ith 
m

etronidazole 
have 

been 
convulsive seizures, encephalopathy, aseptic m

eningitis, optic 
and 

peripheral 
neuropathy, 

the 
latter 

characterized 
m

ainly 
by 

num
bness 

or 
paresthesia 

of 
an 

extrem
ity. 

In 
addition, 

patients have reported syncope, vertigo, incoordination, ataxia, 
confusion, dysarthria, irritability, depression, w

eakness, and 
insom

nia. [see W
arnings and Precautions (5.1)]

G
astrointestinal: 

Abdom
inal 

discom
fort, 

nausea, 
vom

iting, 
diarrhea, 

an 
unpleasant 

m
etallic 

taste, 
anorexia, 

epigastric 
distress, abdom

inal cram
ping, constipation, “furry” tongue, 

glossitis, stom
atitis, pancreatitis, and m

odification of taste of 
alcoholic beverages.
Genitourinary: O

vergrow
th of Candida in the vagina, dyspareunia, 

decreased libido, proctitis.
Hem

atopoietic: Reversible neutropenia, reversible throm
bocytopenia.

Hypersensitivity 
Reactions: 

U
rticaria; 

erythem
atous 

rash; 
Stevens-Johnson Syndrom

e, toxic epiderm
al necrolysis, flushing; 

nasal congestion; dryness of the m
outh, vagina, or vulva; fever; 

pruritus; fleeting joint pains [see Contraindications (4.1)].
Renal: D

ysuria, cystitis, polyuria, incontinence, a sense of pelvic 
pressure, darkened urine.
7   
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The intravaginal adm
inistration of a single 5 gram

 dose of 
VAN

D
A

ZO
LE results in relatively low

er m
ean system

ic exposure 
to 

m
etronidazole 

that 
is 

approxim
ately 

2%
 

to 
5%

 
of 

that 
achieved 

follow
ing 

a 
500 

m
g 

oral 
dose 

of 
m

etronidazole  
[see 

Clinical 
Pharm

acology 
(12.3)]. 

The 
follow

ing 
drug 

interactions w
ere reported for oral m

etronidazole.
7.1   




D
isulfiram

U
se of oral m

etronidazole has been associated w
ith psychotic 

reactions 
in 

alcoholic 
patients 

w
ho 

are 
using 

disulfiram
 

concurrently. 
VAN

D
A

ZO
LE 

should 
not 

be 
used 

by 
patients 

w
ho 

have 
taken 

disulfiram
 

w
ithin 

the 
last 

tw
o 

w
eeks  

[see Contraindications (4.2)].
7.2   




Alcoholic Beverages
U

se of oral m
etronidazole has been associated w

ith a disulfiram
-

like reaction (abdom
inal cram

ps, nausea, vom
iting, headaches, 

and flushing) to alcohol. Alcoholic beverages and preparations 
containing ethanol or propylene glycol should not be consum

ed 
during and for at least three days after VAN

D
A

ZO
LE therapy 

[see Contraindications (4.3)].
7.3   




Coum
arin and O

ther O
ral Anticoagulants

U
se of oral m

etronidazole has been reported to potentiate 
the 

anticoagulant 
effect 

of 
w

arfarin 
and 

other 
coum

arin 
anticoagulants, 

resulting 
in 

a 
prolongation 

of 
prothrom

bin 
tim

e. 
This 

possible 
drug 

interaction 
should 

be 
considered 

w
hen 

VAN
D

A
ZO

LE 
is 

prescribed 
for 

patients 
on 

this 
type 

of anticoagulant therapy. In patients on oral anticoagulants, 
consider m

onitoring prothrom
bin tim

e, international norm
alized 

ratio 
(IN

R
), 

and 
other 

coagulation 
param

eters 
w

hile 
on 

VAN
D

A
ZO

LE.
7.4   




Lithium
Short-term

 use of oral m
etronidazole has been associated w

ith 
elevation of serum

 lithium
 concentrations and, in a few

 cases 
signs of lithium

 toxicity, in patients stabilized on relatively high 
doses of lithium

. U
se VAN

D
A

ZO
LE w

ith caution in patients 
treated w

ith lithium
 and consider m

onitoring lithium
 serum

 
concentrations w

hile on VAN
D

A
ZO

LE.

HIGHLIGHTS OF PRESCRIBING 
INFORM

ATION
These 

highlights 
do 

not 
include 

all 
the 

inform
ation 

needed to use VAN
D

A
ZO

LE
®

 
safely and effectively. See 
full prescribing inform

ation 
for VAN

D
A

ZO
LE

®
.

VAN
D

A
ZO

LE
®

 
(m

etronidazole vaginal gel, 
0.75%

) for intravaginal use.
Initial U.S. Approval: 1963
-- IN

D
ICATIO

N
S AN

D U
SAG

E --
VA

N
D

A
ZO

LE 
is 

a 
nitroim

idazole 
antim

icrobial 
indicated 

for 
the 

treatm
ent 

of bacterial vaginosis in non-
pregnant w

om
en. (1)

- DOSAGE AND ADM
INISTRATION -

• �O
ne 

applicator 
full 

of 
VAN

D
A

ZO
LE 

adm
inistered 

intravaginally once a day for 
5 days. (2)

• �N
ot for ophthalm

ic, derm
al, 

or oral use. (2)
- DOSAGE FORM

S AND STRENGTHS -
Vaginal gel 0.75%

 in a 70 g tube 
w

ith 5 vaginal applicators (each 
applicator delivers approxim

ately 
5 g of gel containing 37.5 m

g of 
m

etronidazole) (3).
---- CO

N
TR

AIN
D

ICATIO
N

S ----
H

istory 
of 

hypersensitivity 
to 

m
etronidazole, 

other 
nitroim

idazole derivatives or 
parabens (4)

• �D
isulfiram

: 
Psychotic 

reactions have been reported 
w

ith 
disulfiram

 
and 

oral 
m

etronidazole; 
do 

not 
adm

inister concurrently w
ith 

or w
ithin the last 2 w

eeks of 
disulfiram

 (4.2, 7.1).
• �Alcohol: 

D
isulfiram

-like 
reactions 

to 
alcohol 

have 
been 

reported 
w

ith 
oral 

m
etronidazole; 

do 
not 

consum
e 

alcohol 
during 

and for at least three days 
follow

ing treatm
ent (4.3, 7.2) 

- W
ARNINGS AND PRECAUTIONS -

• �Central 
and 

Peripheral 
N

ervous 
System

 
Effects: 

Convulsive 
seizures 

and 
peripheral 

neuropathy 

have 
been 

reported 
in 

patients treated w
ith oral or 

intravenous 
m

etronidazole; 
D

iscontinue 
prom

ptly 
if 

abnorm
al 

neurologic 
signs 

develop. (5.1)
• �Carcinogenicity 

in 
Anim

als: 
M

etronidazole 
has 

been 
show

n to be carcinogenic in 
m

ice and rats; unnecessary 
use should be avoided (5.2, 
13.1)

• �Interference w
ith laboratory 

tests: 
M

etronidazole 
m

ay 
interfere w

ith certain serum
 

chem
istry laboratory values 

(5.3)
---- ADVERSE REACTIONS ----
Adverse reactions occurring in 
≥ 1%

 of patients are: fungal 
infection, 

headache, 
pruritus, 

abdom
inal 

pain, 
nausea, 

dysm
enorrhea, 

pharyngitis, 
rash, infection, diarrhea, breast 
pain, and m

etrorrhagia. (6.1)
To 

report 
S

U
S

P
EC

TED 
A

D
V

ER
S

E 
R

EA
C

TIO
N

S
, 

contact 
TEVA 

U
S

A
, 

P
H

A
R

M
A

C
O

V
IG

ILA
N

CE 
at 

1-888-838-2872, 
X6351 

or 
drug.safety@

tevausa.com
; 

or 
FD

A 
at 

1-800-FD
A-1088 

or w
w

w
.fda.gov/m

edw
atch.

---- DRUG INTERACTIONS ----
• �W

arfarin and other 
coum

arin anticoagulants: 
Prolonged anticoagulant 
effects reported w

ith oral 
m

etronidazole; m
onitor IN

R 
and prothrom

bin tim
e. (7.3)

• �Lithium
: 

Elevated 
lithium

 
concentrations reported w

ith 
oral 

m
etronidazole; 

m
onitor 

serum
 

concentrations 
of 

lithium
. (7.4)

- USE IN SPECIFIC POPULATIONS -
• �N

ursing 
M

others: 
Caution 

should 
be 

exercised 
w

hen 
adm

inistered 
to 

a 
nursing 

w
om

an (8.3).
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PATIENT INSTRUCTIONS FOR USE
VANDAZOLE® (van-DA-zole)
(metronidazole vaginal gel, 0.75%)
For vaginal use only.
Do not put VANDAZOLE in your eyes, mouth, or 
on your skin.
Read this Patient Instructions for Use before you 
start using VANDAZOLE. This leaflet does not take 
the place of talking with your healthcare provider 
about your medical condition or your treatment.
Instructions for use:

Tube

Cap

Applicator

Barrel

Plunger

1. Filling the applicator
•  �Remove the cap and puncture the metal seal 

on the tube with the pointed tip of the cap. 
(See Figure A)

Figure A

•  �Screw the end of applicator onto the tube. 
(See Figure B)

Figure B

•  �Slowly squeeze the gel out of tube and into 
the applicator. The plunger will stop when the 
applicator is full. (See Figure C)

plunger
barrelFigure C

•  �Unscrew the applicator and replace the cap 
on the tube.

"



2. Inserting the applicator
•  You can insert the applicator into your vagina:

 �while you lie on your back with your knees 
bent or
in any position that is comfortable for you

•  �Hold the filled applicator by the barrel, and 
gently insert into your vagina as far as it will 
comfortably go. (See Figure D)

Figure D

•  �Slowly push the plunger in until all of the gel 
goes into your vagina (See Figure D).

•  Take the empty applicator out of your vagina.
3. Care of the applicator
This product comes with 5 vaginal applicators.
•  �After use, throw away the empty applicator 

in the trash.
While you use VANDAZOLE® you should not 
have vaginal intercourse or use other vaginal 
products (such as tampons or douches).
If vaginal irritation develops when you use 
VANDAZOLE, discontinue use and consult your 
healthcare provider.
If you get VANDAZOLE in your eye, rinse 
your eye with cool tap water and consult a 
healthcare provider.
How should I store VANDAZOLE?
•  �Store VANDAZOLE at 68°F to 77°F (20°C to 25°C).
•  �Avoid exposure to extreme heat or cold. Avoid 

freezing VANDAZOLE.
•  �Keep this and all medicines out of reach of 

children. 

 only
Manufactured For: 

UPSHER-SMITH LABORATORIES, INC. 
Minneapolis, MN 55447

Rev. C 12/2010
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