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Patient Information Leaflet (PIL)
Voltaren 1% Emulgel
Diclofenac Diethylamine
Read all of this leaflet carefully before you start using this medicine.
— Keep this leaflet. You may need to read it again.
— If you have any further questions, ask your doctor, or pharmacist.
— If any of the side effects gets serious, or if you notice any side effects
‘ not listed in this leaflet, please tell your ask your doctor, or pharmacist.
In this leaflet:
‘ . What Voltaren 1% Emulgel is and what it is used for
. Before you use Voltaren 1% Emulgel

How to use Voltaren 1% Emulgel

. Possible side effects

. How to store Voltaren 1% Emulgel
. Further information
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1. What Voltaren 1% Emulgel is and what it is used for

Voltaren Emulgel contains the active ingredient diclofenac, which belongs to

a group of medicines called non-steroidal antirheumatics (analgesic and

anti-inflammatory medicines).

Voltaren Emulgel is used for pain and inflammation. As it contains water and

alcohol, it has a soothing and cooling effect.

Vloltaren Emulgel is used for the topical treatment of pain, inflammation and

swelling in case of:

* injuries to tendons, ligaments, muscles and joints, e.g. sprains, contusions,
muscle strains or back pain following sporting activity or an accident

o |ocalised forms of extra-articular rheumatism, e.g. tendinitis (tennis
elbow), shoulder hand syndrome, bursitis, polyarthropathies

* and for the symptomatic treatment of osteoarthritis of the small and

‘ medium superficial joints, e.g. finger or knee joints.

Voltaren Emulgel is intended for use in adults and adolescents aged

‘12 years and above.

2. Before you use Voltaren 1% Emulgel

When Voltaren Emulgel should not be used

Vloltaren Emulgel should not be used in case of known hypersensitivity to
diclofenac (active ingredient) or to other substances that relieve pain,
inflammation and fever (particularly acetylsalicylic acid/aspirin and ibuprofen), or
in case of hypersensitivity to any of the ingredients (e.g. propylene glycol,
isopropyl alcohol, full list of ingredients: see “What Voltaren Emulgel contains”
section).

The symptoms of such hypersensitivity include wheezing or shortness of
breath (asthma), difficulty breathing, skin rash with blisters, urticaria,
swelling of the face and of the tongue, and rhinorrhoea (nasal discharge).
Voltaren 1% Emulgel must not be used during the last three months of
pregnancy (see also “Can Voltaren 1% Emulgel be used during pregnancy or
breastfeeding?”).

Precautions to be taken when using Voltaren Emulgel

e Voltaren Emulgel should not be applied to open wounds (e.g. grazes,
cuts) or to damaged skin (e.g. eczema, skin rash).

Stop treatment immediately if a rash appears after using the product.
Voltaren Emulgel should not be applied to large areas of skin for a
prolonged period of time, unless medically prescribed.

e Avoid contact with the eyes and mucous membranes. In case of contact,
rinse the eyes thoroughly with running water. Tell your doctor if
problems persist. Do not swallow the product. Wash your hands after
use (except for the treatment of finger joints).

e Voltaren Emulgel contains propylene glycol and benzyl benzoate: these
ingredients may cause local skin irritation in some patients.

e Voltaren Emulgel should not be used with airtight dressings.

‘Voltaren Emulgel contains viscous paraffin. Fabrics (clothing, bedding,
dressings, etc.) that have come into contact with the product are more
flammable and pose a fire hazard with the risk of severe burns. Do not
smoke or go near an open flame during use. Paraffin is never completely
‘removed from clothing or bed linen, even after washing.

This medicinal product contains a fragrance with linalool, benzyl alcohol,
geraniol, citronellol, benzyl benzoate, coumarin, citral and eugenol. These
ingredients may cause allergic reactions.

Tell your doctor, or pharmacist if you have had any allergic reactions after
using similar products (“antirheumatic ointments”),

e if you have any other disease,

* if you are allergic or

* if you are already using other medicines (including self-medication).
Can Voltaren Emulgel be used during pregnancy or breastfeeding?

Voltaren Emulgel should not be used during the first or second trimester of
pregnancy or during breastfeeding, unless formally prescribed by your doctor.
Voltaren Emulgel must not be used during the last three months of pregnancy,
as it could harm your unborn child or cause problems at delivery.

If you are planning to become pregnant, you should ask your doctor, or
pharmacist for advice before use.

3. How to use Voltaren 1% Emulgel
The product is for topical use only.

Adults and adolescents aged 12 years and above

Depending on the size of the painful or swollen areas to be treated, apply 2-4 g
of Voltaren Emulgel (a cherry to walnut-sized amount) 3—4 times a day, then rub
in gently or massage it into the skin if the muscles are sore.

After use:

Wipe your hands with a dry paper towel, then wash your hands well (except
when treating your fingers). Dispose of the paper towel in the household waste.
Wait until the gel has dried on your skin before showering or bathing.

If you forget to use Voltaren Emulgel, do so as soon as possible. Do not apply

Voltaren
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Triple effect: relieves pain, reduces inflammation
and reduces swelling Diclofenac diethylamine gel 1.16%
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Tell your doctor if your symptoms get worse or if they have not improved after a
week. Do not use Voltaren Emulgel for more than two weeks without a doctor’s
prescription. Use the product for the shortest amount of time possible; do not
apply more than necessary.

Children less than 12 years of age ‘
The use and safety of Voltaren 1 % Emulgel have not yet been established for
children less than 12 years of age and its use is therefore not recommended in
this age group.

If an adult or a child (accidentally) swallows Voltaren 1 % Emulgel, seek
immediate medical attention. ‘

Take the dose shown on the package leaflet or as prescribed by your doctor. If
you think that the effect of the medication is too weak or too strong, tell your
doctor, pharmacist

4. Possible side effects

Application of Voltaren Emulgel may cause the following side effects: in rare
to very rare cases, the side effects may be serious.

Stop using Voltaren Emulgel and tell your doctor immediately if you experience: ‘
e skin rash with blisters, urticaria

e wheezing, shortness of breath or feeling of tightness in the chest (asthma)
o swelling of the face, lips, tongue and throat. ‘
The following side effects are usually mild and temporary:

Common (affects 1 to 10 out of 100 patients treated): skin rash, itching, ‘

redness, burning sensation on the skin.

Very rare (affects fewer than 1 out of every 10,000 patients treated): skin
rash with pimples, increased sensitivity to sunlight. Signs include sunburn
with itching, swelling and blistering.

If you notice any side effects that are not mentioned in this leaflet, tell your
doctor, pharmacist.

5. How to store Voltaren 1% Emulgel ‘

Store below 30°C.

The medicine must not be used after the date that appears on the container
after “EXP”. Keep out of the reach of children.

Other information

Voltaren Emulgel should not be used near open flames or heat. ‘
Do not dispose of medicines via wastewater (e.g. via the toilet or
washbasin). This will help protect the environment. ‘

For more information, ask your doctor, or pharmacist, who have detailed
information for healthcare professionals.

6. Further information

a. What Voltaren 1% Emulgel contains
Active ingredient: 1.16 g of diclofenac diethylamine corresponding to 1 g of
diclofenac sodium.
Excipients: carbomers, cocoyl caprylocaprate, diethylamine, isopropy!
alcohol, macrogol cetostearyl ether, Liquid Paraffin, propylene glycol,
Perfume cream 45, purified water.
b. What Voltaren 1% Emulgel looks like ‘
e Voltaren Emulgel is white to practically white, soft, homogenous,
cream-like O/W emulsion.
o Voltaren Emulgel is available in tube of 50 gm, and tube of 100 gm.
¢. Marketing Authorization Holder and Manufacturer
Manufactured by: ‘
Haleon CH SARL, 1260 Nyon, , Switzerland.
Marketing Authorization Holder:
Haleon Schweiz AG, 6343 Risch, Switzerland.
d. This leaflet was last revised in February 2024 GDS v5.
e. Toreport any side effect(s): ‘
To report any side effect(s):
Kingdom of Saudi Arabia ‘
-National Pharmacovigilance centre (NPC)
e Reporting Hotline: 19999
e E-mail: npc.drug@sfda.gov.sa
o Website: https:/ade.sfda.gov.sa ‘
\
\

-Haleon Saudi Arabia - Head Office, Jeddah
e Tel: +966-12-601-5444

e Mobile: +966-53-553-3647

¢ Email: mystory.sa@haleon.com

e P0.Box 48034, Jeddah 21572, Saudi Arabia

For any information about this medicinal product, please contact:
Haleon Saudi Arabia - Head Office, Jeddah

o Tel: +966-12-601-5444

¢ Email: mystory.sa@haleon.com

e PO0.Box 48034, Jeddah 21572, Saudi Arabia

This is a Medicament

Medicament is a product which affects your health and its consumption
contrary to instructions is dangerous for you.
Follow strictly the doctor’s prescription, the method of use and the
instructions of the pharmacist who sold the medicament.
— The doctor and the pharmacist are the experts in medicines, their

benefits and risks.
— Do not by yourself interrupt the period of treatment prescribed for you.
Do not repeat the same prescription without consulting your doctor.
Keep all medicaments out of reach of children. |

Council of Arab Health Ministers |
Union of Arab Pharmacists

This patient information leaflet is approved by the Saudi Food and Drug Authority
Trade Marks are owned or Licensed by Haleon

62000000217706 ‘

ice the amount to make up for the forgottendose. T

Y
11.5
4

11.5

V2

19 - MAR - 2025

Artwork Information Panel

~
HAL=ON

Non Production Artwork |:|

Total Number of Colours including Varnish & Foils: 1

Production Artwork |X|

Component No:| AWP No:
62000000217706 | 7985821

Manufacturing Site:
Nyon

(Note: North American Artwork will have N/A in this field)
Approving Market:
Saudi Arabia-SAU

Technical Drawing No:

AWDRG-1016 v1

{Material Spec No:
P07

(Note: North American Artwork will have N/A in this field)
Body Text Size: 6.2pt
Smallest Text Size: 6.2pt

7. 8. 9. 10. 11. 12.
Total Special Finishes: 0 Printer and User notes:

American Artwork, see Regulatory Spec box for this information)

Eléctronic Verification Code:
1422

Studio Location: SGS

AIP_CHAMPS_2023_HALEON

Page 1 of 2

Ychamps HAL=ON

Production Artwork Workflow

17-APR-2025 5:44

EASTERN TIME ZONE (GMT-4)

TECHNICAL INFORMATION

SITE COMPONENT NUMBER
123456 : DUMMY for positioning only
62000000123456 | Background: No color

Use the 14-digit site component number

PHARMACODE AREA

TEXT & GRAPHICS FREE

SARTING POINT ON THE LEFT

BAR HEIGHT : 7.0 mm
CODE LENGTH : VARIABLE

TEXT AND GRAPHIC FREE AREA
JJ Blank or Technical Area

COPY AREA
Text and Graphic Area

CuTt

Legacy number = P07

STUDIO REFERENCE No. N/A

SUPPLIER REFERENCE No. | N/A

DRAWING OWNER (SITE) NYON

LEAFLET 145 X 297 MM

DRAWING No. AWDRG-1016 V1

COPYRIGHT AND DESIGN RIGHT IS THE PROPERTY OF HALEON

SCALE: 1:1 GENERAL DRAWING TOLERANCE UNLESS STATED OTHERWISE
ALL DIMS. IN MILLIMETRES N/A




Verso

145 mm

A

y
11.5
Y

297 mm

A 4

‘m,q_%swA;g._‘\ﬁb,:;“u‘gm,.;umm‘g el oy (el gl Tyl o113
e il il gl Gy Y i MaJamleg] 7 oolilsd aladind Bk
AU e ST deaiies Vg o San By

‘ Vale VY e emslac) 13 0yt S
ALen Y (e @asleal a5 ¢l JLALYI e Jorbegl ) Gaolilh adhaug al il aay ey of
A yeadl Al o2 dalazials oy ¥ L

Tl il ol o) 79 sl (Uil 32 02 Jio 51 s i gl 13)
sl Gle

o 58l ) e S 130 el L) o ol Bgall 5580 2 Tomingll eyl J5lis
el sl bl 5ils i 653 51 1 s <151

Aot | Zeolot | LY g

55305 (185005 S Lo 2 AT Al ST 2 ot (15058 plutiia! gty o3
25 ydad Aot | Y (3 gSE 0B el

RGN ST 2 5581 e dlule iy danles! ()T 58 pliiul (ye a8 55

S gl o sgals e Gl ile g @

(520) smaall 2 Gautny s3aill ol il 2 Gang 5051 ®

Sl oledlly cpaailly dasll a)g @

cple Sy BBa p Rasii (53 AL Al Y1

ol B gl il s (g Mo @3 (e 100 Juol (50 10 1 1 Gl 535) il
._)J?_n“;ﬂo&»

sl e gl il s (e e 5 2 0 10000 S ¢y 1 Gy 31 e 5552) Tt 5L
2y 5l ASn s il By ol Dl Jath - puadidl 2asY dpuolamll 3313
SRV [P PETWISVEN PESE-HIPLVY- BTN DU W ENSTL JPI PR SO}

dabenl 1) il o8 (5555 BuaS o

ugtedaa T G 081550 m s 2 0l e

ey it B} EXP" IS ey 3l (le (33ol) )l i elgall alaid pie Coms
LY Joline ope

Soal el

351yl gl oSl gl Gy 3L domlesl (bl paieies o i ¥

byl Gyl e Jliell e ) B puallalia Gole oo Basa¥l (on i ¥
Ll Bles le el Cag 120 . (Aluiall 5l

rolain¥ Aliaie cilasles a3l 201 sl o clads il olaglall e a3l

T amalimgle

‘ Sy oleglae .1
daleol 71 Ga3latgh clogime. 1

‘ spsage ALislSs e @ ) Leblis e dhitns lislSs e @2 1)) VLl 50
ST 55, Le s pag5al J5S ccmedlios (k1S oSS el pasa S gl 5
‘ ohiecle 80 g lae @S JsSula gy e Sl ol i Gl nitsiandsa s SLe
NESPPANNILIPE [

‘ s g puilatag @eliy alll (I 3 Juss 03 A ol 455! el croolils @
‘ S s ela 2 oy
\
|

() e il @2 0 e Cipdl 2 arleol Goolilsh a5t @
Aateal 3 015 el Gagedl clils .z

Alaulsy gl @

L 5 035 WY1+, ] T o] o] 351 o Ol
aeiall Gagesd! clile

Lpaags ¢ gy THEY « 2 ol 32lsd Ol

GDS V5 2024 22 5 il ol danl pa 3l cudl. 5
il Tl e L. &

sanle BT gl e N

Bad gl i yal\ 2S00

(NPC) aslgadl e Shaully LAzl o 71 35,00 -
19999t 1l @3 1L, JL3¥I @
npc.drug@sfda.gov.sa : 9,50 w0l @
https://ade.sfda.gov.sa :l,’.,;.sjjil 2l @

Bl | COSeT) —T pad | Bpa gasid | D gutle -
+966-12-601-5444 :xla

+966-53-553-3647 :Jls>
mystory.sa@haleon.com : 35 ,3I¥ 1,00
gl g yal) BSLell (21572 5. 48034 .oy
AL AL,V JLaiN | o o gl a1 (e Slo glas (51 (pe Hluwdiian U
Bl ) COSeT) —T pal | Baa gaid Hgutle -

+966-12-601-5444 : s5ls ®
mystory.sa@haleon.com : 55,31 0l @
ysgacadl B pal) ASLaL1 21572 300 48034 .o @

elgs puamiall aa
il i oy sl B35 43k giuly climn e 350 ke slgall —

el g puo sl aall claglasy Jlesiawd) A3 sl coplall Rdioy 3oy sl —
Lo plalinay Lgais 2ussVL ol sl Lea lalls Conalls —

tleads oAy el 33al) 23 Bne e ¥ —

sl 5Ll (333 Cye Rang] i 5)S3Y —

JLL o Jaline e 1 gl e dai oy —

ol Amaall el pulme
opall Wbl oLty

syl slgally ol 2a Zia (ye 3oains 02a iyl cilaglas 3 45

Osallas wllad &ins yo 5l BSslen G Ll ciledlall

. “JIIJ 9-3:‘2 HALZON

Wasllg awallg pahall pVT bl

Pigill Gaddgg wlgYl Jliyg alll Laddy 1 S Josko
7107 Jaday] oy @lindlSys

(PIL) (b1 Sole glae b iy

(dardant 71 (5250 93)

{ome oo iliasisyo)}

L gl 128 Jloaial 2 e ad! (13 Ko 3 2t o0as 1,31

<618 e Lgiel B N s e 3 80 olgy Lol Yl oy @

sl sl cundall Jlgas G sl luadin¥l e a3l lia IS T3] @

oA 555 ie it Bl ST 6l sals ¥ 13151 Lol LY oy o BB W2 @
sl 51 ol 3Ll 2 3 43 ]

B PRVS-N

Seal il elgs oo Leg domban! 1) ()it o8 o L. )

) Fﬁ!'ﬁ‘w)mﬁﬁl.@uld__&.Y

Unban! 74 (il 98 al il LS. ¥

el il BN, ¢

[

N

Janbanl 7Y ()l 98 (358 A
Sl alagles.

Sdalasiul ,elgn oo Lag dambas! %) (p)li o8 9o Le .\

253W1 (o By Il gty 5201 «cSLioslSas Jadl] GISU e Jelard oo lal55 sims

(LIS 5Ll RSl 25331) syl a5l 5l sLine s

Aok sl el e (ogims il Less - olgiWs @91 2300 mbes] (o lils i

<3 pans (Siga 5505

Al 2 sl LWy @IS asll el Jmles] (o5 lals S

S laaSl 5l 5231 JELT S e < el 5 cs3haiaally B 3315 55531 oo @
Gl gl ol ol s yglall w31 5l Sl slea !

(il 385 ) 5331 Glgtll JBLI Jus sl - Jomill 2ol a55Les 1) (p dsninga JIS5T @
53] Juolall ¥l o Y31 a1 gl i sty oSl e Sk ol

Jmlie fin il 3 il Gl oLl 2 alladll L5t il el 5Ly @
A8 gl

O e 251555 (01 O s AL g a1 asaine Jonbas! (053

(332 Lag Lale VY

Jodan ! 7Y (bt 98 alasil S8 .Y

e pp 353 il slss

1 (JUad (33801 ILiog IS A s oy U 2 byl Cp5l058 al ainl s

¥/ Ll el e Busls) sl s LW 91 Caiis all 639151500

U5 51 ol sl Sl Jie) LIS (o Y Anbiamdl do o 20l 251 (03 pasdls

((besd oolilyBbagions” 0 M o1 5Ll el BSLAY Lo U g o3

2 iganny (52 11) uil) 2 L 5f s 15351 bl o 2l ot

«S\-KS\ 250580 ) G Oty Sy gl 2 553 6 g 5 sgals pen ol ek

Liadl 151 ol (0 50591 B30I 531 I3 o) 1) 0y l2ls8 ol il s ¥

< ("Sasnsdall AeLin 1 5l Jas ¢ LT Janleg] 70 0ol alaiiad ¢Sy Ja”

Jemla] oo llsd ot die Lo 3Ll ol ol Las Y

5l e sl (o pmlls gl Jie) dagiill g pmdl e Jomlesl (rolilyh puing i Y @
(gt alally Lay ySY1 ¥l Jia) 3 il

il il ey sl ils gl 131 1598 30! _;,:f;ji °

o @ Lo cliglo 3240 alandl (a8 S ol Gle amlenl Golilsd aluia i Y @
-l cdatl

bl UL T cpadl Caladil diona o Als 2 s L) 322 W1y il Ba Do s @
LLHML) Jlesiaa¥l oy clyiy Joud il o8 ¥ JSLALL & paiand 13) gl 1
(Lol Jolis 3o 3l

LS 2 s 3 1 3dl il 3g Ol sl JsSul (e Jomlesl (ooplilys gims @
ol s sl Gl Al g

B BaSrt caleal) o byl cpplilsd al i i Y @

(@1 laloaatl s Gl all  GunSall) 231 2 300 Ll Gle (ol croolils3 gsioms

Gapmm DLl Slad po Gy gl slai K35 JLasdU A0 ST gitell uedks 3l ‘

O Lalas Ll 50 @5 Y )i LT gl caglll (ym 35 o) (535 Y By

sl s el Adac gl G Sl

Jslets s Joil ez g Jo 3l Js=Ss JsIlid Gle g she Gl Gulall el s ggimy

bl s 03 lsSall o - Jsdem 315 Ity oolesSily Jusdl <lg 5y

Ales ciliie alaiinl wa ol 3l @ b o pgls 13] ageall ol sl 55

(" rsleglzalatll @al 1)

T el e il s 13) @

5 el (n il S 1] @

(G a3 2 Ley) (6] sl Jadlly ﬁ@axtsg .

Sinadall delin 1 5 Jasd) s Jorba) 051058 aluiiad (San Ja

LT gl et oo BSLIN 1 IV 3531 502N g3s Jamlea! cslids alaianl oy ¥

Loy 2 cplall msa o Lo s Bgalal delin 1

il sty 43 s Janl (30 3y H1 A g ¥1 PO Jomleal (a1l lssmiaal oy ¥

52¥s)l e (Ui s 5

<ol gpdalain’ <8 13 dalaimianl U8 aweall ol clds 55Lacal Gy

danbanl 71 (5058 pluiital uaS r‘

s a1 alasi U Gacaies gl

SLm ale 1Y @aslac) 0L (ygmal 0 (ysalll

Oolilsd (e 472 s ¢ L e 31 all e ygiall ) adiall Gloliall @ e slate!
calaly cloall @i @ bl Gle gl o ol e 43 (Gemell S @ammmy 4aS) Jamles!
“alge ol @IS 15) 5k 81 Ky eldall @ ol

rplaziudl ae

Ll - (chayliol z3ke wie W) g ooy Jud! @3 ¢ Bola 3355 Aadiiay ooy gassl @
el LAl b a3 sl aadiall e

plemia¥ 5l alemia¥! 1 o6 iy e Joell Camy i 11 @

B s ¥ S an s g el 2 daiiial s derbasl 7 Goliled alusiol pled Ja 2

] il Ladd o 1 3,01 Qg Adelias

wuw g/

2yl Sl 434 30D VINYVHd

A
11.5
Y

V2

19 - MAR - 2025

Artwork Information Panel

~
HAL=ON

Non Production Artwork |:|
Total Number of Colours including Varnish & Foils: 1

Production Artwork |X|

Component No:| AWP No:
62000000217706 | 7985821

Manufacturing Site:
Nyon

(Note: North American Artwork will have N/A in this field)
Approving Market:
Saudi Arabia-SAU

Technical Drawing No:

AWDRG-1016 v1

{Material Spec No:
P07

(Note: North American Artwork will have N/A in this field)
Body Text Size: 6.2pt
Smallest Text Size: 6.2pt

7. 8. 9. 10. 11. 12.
Total Special Finishes: 0 Printer and User notes:

American Artwork, see Regulatory Spec box for this information)

Eléctronic Verification Code:
1422

Studio Location: SGS

AIP_CHAMPS_2023_HALEON

Page 2 of 2

Ychamps HAL=ON

Production Artwork Workflow

17-APR-2025 5:44

EASTERN TIME ZONE (GMT-4)

TECHNICAL INFORMATION

SITE COMPONENT NUMBER

62000000123456 | Background:

123456 : DUMMY for positioning only
No color

Use the 14-digit site component number

PHARMACODE AREA

TEXT & GRAPHICS FREE
SARTING POINT ON THE LEFT
BAR HEIGHT :

CODE LENGTH :

7.0 mm
VARIABLE

TEXT AND GRAPHIC FREE AREA

JJ Blank or Technical Area

COPY AREA
Text and Graphic Area

Cut

Legacy number = P07

STUDIO REFERENCE No. N/A
SUPPLIER REFERENCE No. | N/A
DRAWING OWNER (SITE) NYON

LEAFLET 145 X 297 MM

DRAWING No.

AWDRG-1016

V1

COPYRIGHT AND DESIGN RIGHT IS THE PROPERTY OF HALEON

SCALE: 1:1
ALL DIMS. IN MILLIMETRES

N/A

GENERAL DRAWING TOLERANCE UNLESS STATED OTHERWISE




