
Instructions for medical use of medicinal product

Duac
Trade name:
Duac
INN (international nonproprietary name):
Not applicable
Pharmaceutical form:
Gel for external use, 15g
Composition:
1 g of gel contains:
Active substances: 10 mg of clindamycin (as clindamycin phosphate), 50 mg of anhydrous benzoyl peroxide (as hydrous 
benzoyl peroxide).
List of excipients: Carbomer, dimeticone, disodium lauryl sulfosuccinate, edetate disodium, glycerol, silica colloidal hydrated, 
poloxamer 182, sodium hydroxide, purified water
Description
White to slightly yellow homogeneous gel
Pharmacotherapeutic group
Antimicrobial preparations for acne treatment
Clindamycin combination
ATC Code: D10AF51
Pharmacoloogical properties
Pharmacokinetics
Clindamycin
Clindamycin phosphate is rapidly hydrolyzed by skin phosphatase and metabolized to clindamycin sulfoxide. Significant 
levels of clindamycin were detected in acne lesions in patients who used the medicine for two weeks. There is no evidence 
of a cumulative effect of clindamycin when used multiple times. Clindamycin is metabolized in the liver into the active and 
inactive metabolites. The half-life of clindamycin is approximately 9 hours and is predominantly excreted via the urine as a 
compound. Urinary excretion of clindamycin is less than 0.06% when used topically.
Benzoyl peroxide
Benzoyl peroxide is absorbed through the skin, where it is metabolized to benzoic acid. Less than 5% of topical preparation 
enters to the systemic circulation, where it circulates as benzoic acid and is excreted via the urine.
Clindamycin+Benzoyl peroxide
The presense of benzoyl peroxide in the medicinal product does not affect absorbtion and excretion of clindamycin.
Pharamcodynamics
Clindamycin is a lincosamide antibiotic with bacteriostatic action against Gram-positive aerobes and a wide range of 
anaerobic bacteria. Lincosamides such as clindamycin bind to the 50S subunit of the bacterial ribosome and inhibit the early 
stages of protein synthesis. The action of clindamycin is predominantly bacteriostatic although high concentrations may be 
slowly bactericidal against sensitive strains.

Although clindamycin phosphate is inactive in-vitro, rapid in-vivo hydrolysis converts this compound to the active 
clindamycin. Clindamycin activity has been demonstrated clinically in comedones from acne patients at sufficient levels to 
be active against most strains of Propionibacterium acnes. Clindamycin in-vivo inhibits all Propionibacterium acnes cultures 
(MIC 0.4 mcg/ml). Free fatty acids on the skin surface have been decreased from approximately 14% to 2% following 
application of clindamycin. In addition, inflammation has been decreased due to inhibition of leukocyte chemotaxis.
Benzoyl peroxide is higly lypophylic oxidising agent with bactericidal and mildly keratolytic activity. The inclusion of benzoyl 
peroxide reduces the potential for the emergence of organisms resistant to clindamycin.
Benzoyl peroxide is effective for treatment of acne vulgaris especially caused by Propionibacterium acnes. Furthermore, it 
counteracts the excessive sebum production associated with acne.
Resistance and cross-resistance
Acne treatment with oral antibiotic monotherapy and topical antibiotics (clindamycin and erythromycin) is associated to 
resistance of microbs such as Propionibacterium acnes, as well as simbiotic organisms (Staphylococcus aureus, 
Streptococcus pyogenes). The use of clindamycin may lead to the development of resistance to the organisms mentioned 
above.
Benzoyl peroxide has bactericidal effect. In the process of its use, the development of resistance to Propionibacterium acnes 
was not detected, also, it is approved that combination with clyndamicin reduces the level of resistanse to clindamycin.
The prevalence of acquired resistance may vary geographically and with time. It is desirable to have data on the resistance 
of microorganisms in a specific region before starting therapy.
Indications

-	 Topical treatment of mild to moderate acne vulgaris, particularly inflammatory lesions, in adults and adolescents aged 
12 years and above.

Posology and method of administration
Adults and Adolescents (aged 12 years and above)
Duac is intended for external use only.
Duac should be applied once daily (preferably in the evening) to the entire affected area in a thin film after washing well the 
skin with a cleanser and warm water. The skin should be fully dried before application.
If the gel is not easily rubbed into the skin, it means that too much of the gel has been applied.
Excessive application will not improve efficacy but may increase the risk of skin irritation.
After applying the gel hands should be washed.
The patient may need to moisture the skin additionally.
If excessive dryness and peeling occurs, frequency of application should be reduced., However, the effectiveness of therapy 
when using the drug less than once a day was not investigated.
The recommended duration of using Duac depends on clinical response of the patient but should not exceed more than 
12 weeks of continuous use. During long-term therapy, the doctor should evaluate the benefits of using the medicine.
An effect on inflammatory and non-inflammatory lesions may be seen as early as week 2-5 of treatment.
Children
The efficacy and safety of Duac has not been studied in children under 12 years of age and therefore it is not recommended 
for use in this age group.
Elderly patients
No specific recommendations.
Patients with renal impairment
No need for dosage adjustment, as skin absorption of clindamycin and benzoyl peroxide is low when apied topically, and 
kidney failure will not affect the systemic exposure of medicine.
Patients with liver impairment
No need for dosage adjustment, as skin absorption of clindamycin and benzoyl peroxide is low when applied topically, and 
liver failure will not affect the systemic exposure of medicine.
Side effects
Efficacy and safety data are received from five randomised double-blind clinical studies of 1319 patients with facial acne 
vulgaris.
Frequencies of side effects are defined as: very common (>1/10); common (>1/100 and <1/10); uncommon (>1/1,000 and <1/100); 
rare (>1/10,000 and <1/1,000), very rare (<1/10 000).
Very common

-	 Erythema, peeling, skin dryness at the site of application
Common

-	 Burning sensation.
Uncommon

-	 Pareasthesia at the site of application
-	 Dermatitis, pruritus, erythematous rash at the site of application, exacerbation of the underlying disease

Post-marketing data
Rare

-	 Allergic reactions, including hypersensitivity reactions and anaphylaxis
-	 Colitis (including pseudomembranous colitis), hemorrhagic diarrhoea, diarrhoea, abdominal pain
-	 Urticaria at the site of application
-	 Application site reactions including skin discoloration

In addition to the reactions listed above, after using benzoyl peroxide 3% gel, application site photosensitivity reaction was 
also reported commonly.
In studies conducted with topical clindamycin alone, headache and application site pain were reported commonly.
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Contraindications
-	 Hypersensitivity to lincomycin, clindamycin, benzoyl peroxide or any other ingredients of the medicine;
-	 Enteritis, ulcerative colitis, antibiotic-associated colitis, pseudomembraneous colitis (current or existing in history);
-	 Children under 12 years of age.

Interaction with other medicinal products
No specific drug-drug interaction studies have been performed with Duac.
Duac should not be used in combination with erythromycin-containing products due to possible antagonism to erythromycin 
and clindamycin.
Clindamycin has been shown to have neuromuscular blocking properties that may enhance the action of other neuromuscular 
blocking agents. Therefore, caution should be exercised with concomitant use of Duac with these medicines.
Concomitant application of Duac with tretinoin, isotretinoin and tazarotene should be avoided since benzoyl peroxide may 
reduce their efficacy and increase skin irritation. If combination treatment is required, Duac and other products should be 
applied at different times of the day (e.g., one in the morning and the other in the evening).
Using topical benzoyl peroxide-containing preparations at the same time as topical sulfonamide-containing products may 
cause skin and facial hair to temporarily change colour (yellow/orange)
Special warnings
Contact of Duac with the mouth mucous membrane, eyes, lips or areas of irritated or broken skin should be avoided.
In case of accidental contact, it is recommended to wash with large amounts of water.
During the first weeks of treatment, an increase in skin dryness and reddening will occur in most patients. Depending upon 
the severity of these side effects, patients can use a moisturiser, temporarily reduce the frequency of application of 
medicine or temporarily discontinue use; however, efficacy of Duac has not been established for less than once daily dosing 
frequencies.
Concomitant acne therapy should be used with caution because a possible cumulative irritancy may occur, which sometimes 
may be severe, especially with the use of peeling, abrasive soaps and cosmetics that have a strong drying effect.
If severe irritancy (severe erythema, dryness and burning) occurs, Duac should be discontinued.
As benzoyl peroxide may cause increased sensitivity to sunlight, sunlamps (e.g. solarium) should not be used with Duac and 
exposure to sun should be minimised. When exposure to strong sunlight cannot be avoided, patients should be advised to 
use a sunscreen product and wear protective clothing. If a patient has sunburn, this should be resolved before using Duac.
The product may bleach hair or coloured fabrics. Avoid contact with hair, fabrics, furniture or carpeting.
Pseudomembranous Colitis
Cases of pseudomembranous colitis have been reported with the most antibiotics, including clindamycin, which can be mild 
or life-threatening and may develop after several weeks of treatment.
Although the occurance of such cases is unlikely, if clindamycin in the Duac causes severe or significant diarrhoea or 
abdominal cramps, treatment with medicine should be discontinued immediately and suitable diagnostic methods should be 
employed, as the symptoms may indicate antibiotic-associated colitis.
Resistance to clindamycin
Benzoyl peroxide reduces microorganism resistance to clindamycin. However, in patients with a recent history of clindamycin or 
erythromycin use, sensitivity to Propionibacterium acnes and commensal flora should be determined before beginning 
treatment with Duac.

Cross-resistance
Cross-resistance may occur with lincomycin and erythromycin. Resistance to clindamycin is often associated with 
resistance to erythromycin.
Pregnancy and lactation
There are no adequate data from the use of Duac in pregnant women. There are limited data on the use of clindamycin and 
benzoyl peroxide alone in pregnant women. It is not likely Duac affect on pregnant women because of it is used topically 
and its systemic exposure is low. Therefore, Duac should only be prescribed if expected benefit to mothers outweighs 
potential risks to the fetus.
There are no data on use of Duac during breastfeeding. Percutaneous absorption of clindamycin and benzoyl peroxide is 
low however it is not known whether these components are excreted in human milk following the topical use. Oral and 
parenteral administration of clindamycin has been reported to result in the appearance of clindamycin in breast milk.
For this reason, Duac should be used during lactation only if the expected benefit justifies the potential risk to the infant.
To avoid accidental ingestion by the infant if used during lactation, Duac should not be applied to the breast area.
Effects on ability to drive vehicles or operate potentially dangerous machinery
No studies have been conducted. Based on available data, it is not likely to occure any effect on the ability to drive vehicles 
or operate potentially dangerous machinery.
Overdose
Symptoms: severe irritation - in this event, discontinue use and wait until the skin has fully recovered. In the event of 
accidental ingestion of preparation, gastrointestinal adverse reactions similar to those seen with systemically administered 
clindamycin may be seen.
Benzoyl peroxide: topically applied is not generally absorbed in sufficient amounts to produce systemic effects.
Clindamycin: excessive application of topically applied may result in absorption of sufficient amounts to produce systemic 
effects.
Treatment: discontinuation of the medicine, symptomatic measures. Accidental ingestion should be managed clinically at the 
toxicology department.
Presentation form and package
Gel for external use
Internally lacquered membrane-sealed aluminium tubes of 15 g, fitted with a polyethylene screw-cap.
1 tube packed into a carton with patient information leaflet.
Storage conditions
Store at a temperature 2°C to 8°C. Do not freeze.
After dispensing: Do not store above 25°C.
Keep this medicine out of the sight and reach of children.
Shelf life
24 months
After first opening - 2 months
Do not use after the expiry date.
Manufacturer
Glaxo Operations UK limited, UK*
Harmire Road, Barnard Castle, Durham, DL12 8DT
Packager
Glaxo Operations UK limited, UK
Harmire Road, Barnard Castle, Durham, DL12 8DT
Marketing Authorisation Holder
GlaxoSmithKline Export Ltd, UK
980 Great West Road, Brentford, Middlesex, TW8 9GS, UK
*Member of the GSK group of companies.
Trade marks are owned by or licensed to the GSK group of companies.
©2022 GSK group of companies or its licensor.

Prescription information:
Pharmaceutical product group III, issued without a prescription

6200000 
0083727

IMPORTANT
GSK LOC is responsible to

approve the change 
documentation, artwork brief
and final artwork, ensuring

that it is accurate, consistent
and complete.

GSK SDC is responsible for site
technical requirements and

pre-press suitability.

GSK Market is responsible
to advise SDC when changes 
required impact the following:

Formulation
Tablet embossing

Storage conditions
Shelf Life

NOTE TO MARKET
Local approvers must ensure that trade mark and 

copyright statements included in the brief 
comply with guidance provided by

Legal: Global Trade Marks.

 

Total Colours & Varnishes: 1

BLACK

Total Special Finishes: 0

4
Harmony AMS
Artwork Information Panel
Manufacturing Site Number:
62000000083727
Manufacturing Site(s): 
GSK_BARNARD CASTLE_UNITED KINGDOM
Product Market Trade Name:
DUAC
Approving Market(s):
Georgia-GEO
Print Process:
N/A
Colour Standard Reference:
N/A
Technical Drawing (Do NOT include version number):

JMF333
Material Spec. (Do NOT include version number):

N/A
Material Type:
N/A N/A

 

AIP_Production_V_INDD - 06_2022 - Harmony - Version 3

Body Text Size:
10.0pt
Smallest Text Size:
9.0pt
Leading:
11.0pt
Horizontal Scale:
100%
Microtext:
Y
Additional Info (1):
N/A
Additional Info (2):
N/A
Additional Info (3):
N/AA

rt
w

or
k 

co
py

rig
ht

 is
 th

e 
pr

op
er

ty
 o

f t
he

 G
SK

 G
ro

up
 o

f C
om

pa
ni

es
. A

ll 
su

pp
lie

rs
 p

ro
vi

di
ng

 a
 s

er
vi

ce
 to

 G
SK

 fo
r p

rin
te

d 
co

m
po

ne
nt

s 
of

 a
ny

 d
es

cr
ip

tio
n 

m
us

t e
ns

ur
e 

th
at

 th
ey

 h
av

e 
a 

lic
en

ce
 fo

r a
ll 

fo
nt

s 
/ s

of
tw

ar
e 

us
ed

 in
 c

on
ju

nc
tio

n 
w

ith
 G

SK
 a

rtw
or

k.
Th

e 
di

st
rib

ut
io

n 
an

d 
us

e 
of

 fo
nt

s 
/ s

of
tw

ar
e 

w
ith

ou
t a

 li
ce

nc
e 

co
ns

tit
ut

es
 a

n 
in

te
lle

ct
ua

l p
ro

pe
rty

 in
fri

ng
em

en
t. 

G
SK

 w
ill 

no
t a

cc
ep

t a
ny

 li
ab

ilit
y 

fo
r t

he
 b

re
ac

h 
of

 th
ird

 p
ar

ty
 in

te
lle

ct
ua

l p
ro

pe
rty

 ri
gh

ts
 b

y 
pr

in
te

d 
co

m
po

ne
nt

 s
up

pl
ie

rs
.

Th
e 

G
SK

 c
er

tif
ic

at
io

n 
/ a

ud
it 

pr
oc

es
s 

re
qu

ire
s 

su
pp

lie
rs

 to
 d

ec
la

re
 th

at
 th

ey
 d

o 
no

t u
se

 u
nl

ic
en

se
d 

fo
nt

s 
/ s

of
tw

ar
e 

an
d 

m
ay

 re
qu

ire
 th

e 
su

pp
lie

r t
o 

pr
od

uc
e 

ev
id

en
ce

 o
f s

uc
h 

lic
en

ce
 to

 G
SK

.

20
0 

m
m

 M
ea

su
rin

g 
B

ar
If 

an
 e

-b
an

ne
r D

O
ES

 N
O

T 
ap

pe
ar

 o
n 

th
e 

to
p 

of
 th

is
 d

oc
um

en
t, 

TH
EN

 th
is

 d
oc

um
en

t h
as

 N
O

T 
be

en
 p

rin
te

d 
fr

om
 th

e 
H

ar
m

on
y 

sy
st

em
.

Page 2 of 2

Project: CO-0052653

Site Code: 62000000083727

Document: PPC-0030229 Version: 6

Operator: SB852516 Date/Time Created: 18.May.2023 08:44 GMT+1e-Banner


