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Reference ID: 4883315
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NET WT 0.7 0z (20 g)

To open tube: Unscrew cap and press the indent on the top of the cap onto the star-
shaped seal on ﬂ\e tube. Firmly (um the cup to lemove the safety seal

lergy alert: Diclofenac may cause a severe allergic
reaction, especially in people allergic to aspirin.
mptoms may include:

« asthma (wheezing) * skin reddes
o blisters e facial swelling o shock
o ras|
If an allergic reaction occurs, stop_use and seek

aspiri; oferr; naproxen, or othe
* have 3 or more alcoholic drinks every day while
using this product
1
o
aspirin, increase the rlsk of heart attack, heart failure,

and stroke. These can be fatal. The risk is higher if you

use more than directed or for longer than directe:

medical help right away.

Liver warning: This product contains diclofenac. Liver |
if y

» more or for a longer time than directed

* when using other drugs containing diclofenac
Stomach bleeding warning: This product contains an
INSAID, which may cause severe stomach bleeding.
The chance is small but higher if you

» are age 60 or older

» have had stomach ulcers or bleeding problems

» take a blood thinning (anticoagulant) or steroid drug
» take other drugs containing prescription or »

If pregnant or breast-feeding, ask a health
grofesswnal before use. It is especially important not
to use diclofenac at 20 weeks or later in pregnancy
unless definitely directed to do so by a doctor

because it may cause problems in the unborn child or
during delivery.

Keep out of reach of children.
* Store at 20-25°C (68-77°F). Keep from freezing.

Questions or comments?  1-855-297-3031
Dist. by: GSK CH, Warren, NJ 07059

©2021 GSK or licensor.  Made in Canada ~ NPA004474




For current labeling information, please visit https://www.fda.gov/drugsatfda

Drug Facts (continued)

Drug Facts

Read the User Guide for pl

« use only as directed

« do not use more than directed or for longer than directed

« apply only to clean, dry skin that does not have any cuts, open wounds, infections or rashes

« do not apply in same area as any other product

« do not apply with external heat such as heating pad do not apply a bandage over the treated area
« store ENCLOSED DOSING CARD with your Voltaren Arthritis Pain. The dosing card is re-usable.

Other information

« store at 20-25°C (68-77°F). Keep from freezing. »

Active ingredient Purpose
Diclofenac sodium (NSAID*) 1% (equivalent to 0.93% diclofenac) . .Arthritis pain reliever
*nonsteroidal anti-inflammatory drug

Uses
« for the temporary relief of arthritis pain ONLY in the following areas:
« hand, wrist, elbow (upper body areas)
« foot, ankle, knee (lower body areas)
« this product may take up to 7 days to work for arthritis pain; it is not for immediate relief. If no pain relief

in 7 days, stop use. 4

PNL8

PNL1

Drug Facts (continued)

« feel faint e« have bloody or black stools e« vomit blood e have stomach pain that does not get better
« you have symptoms of heart problems or stroke:
o chest pain e trouble breathing « leg swelling » weakness in one part or side of body e slurred speech

If pregnant or breast-feeding, ask a health professional before use. It is especially important not to use diclofenac at
20 weeks or later in pregnancy unless definitely directed to do so by a doctor because it may cause problems in the
unborn child or complications during delivery.

Keep out of reach of children. If swallowed, get medical help or contact a Poison Control Center right away.

Directions

Use up to 21 days unless directed by your doctor 4

Drug Facts (continued)

Stomach bleeding warning: This product contains an NSAID, which may cause severe stomach bleeding.

The chance is small but higher if you

« are age 60 or older

« have had stomach ulcers or bleeding problems

« take a blood thinning (anticoagulant) or steroid drug

« take other drugs containing prescription or nonprescription NSAIDs (aspirin, ibuprofen, naproxen, or others)

« have 3 or more alcoholic drinks every day while using this product e« apply more or for longer than directed

Heart attack and stroke warning: NSAIDs, except aspirin, increase the risk of heart attack, heart failure, and stroke.
These can be fatal. The risk is higher if you use more than directed or for longer than directed. N

PNL6

PNL3

2D code= NPA004452

3

Drug Facts (continued)

« read all product information before using. Keep the dosing card, this carton and accompanying User Guide for important
information.

NPA004452

Inactive ingredients  carbomer homopolymer Type C, cocoyl caprylocaprate, fragrance, isopropyl alcohol,
mineral oil, polyoxyl 20 cetostearyl ether, propylene glycol, purified water, strong ammonia solution

Questions or comments? 1-855-297-3031 www.voltarengel.com

This label may not be the latest approved by FDA.

Reference ID: 4883315
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Drug Facts (continued)

Drug Facts (continued)

Warnings

For external use only

Allergy alert: Diclofenac may cause a severe allergic reaction, especially in people allergic to aspirin.
Symptoms may include:

«hives e asthma (wheezing) e skin reddening e blisters e facial swelling « shock e rash
If an allergic reaction occurs, stop use and seek medical help right away.

Liver warning: This product contains diclofenac. Liver damage may occur if you apply

« more or for a longer time than directed

« when using other drugs containing diclofenac

Not for strains, sprains, bruises or sports injuries. This product has not been shown to work for these types of injuries.

Daily

Per Dose

For your arthritis pain:

« Use 4 times per day every day

« Do not use on more than 2 body areas at the
same time

Use ENCLOSED DOSING CARD to measure a dose

« For each upper body area (hand, wrist, or elbow) —
Squeeze out 2.25 inches (2 grams)

« For each lower body area (foot, ankle or knee) —
Squeeze out 4.5 inches (4 grams)

PNL2
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Drug Facts (continued)

Drug Facts (continued)

Do not use < if you have ever had an allergic reaction to any other pain reliever or to a fever reducer

« for strains, sprains, bruises or sports injuries. This product has not been shown to work for these types of injuries.
« right before or after heart surgery  « on more than 2 body areas at the same time

« in the eyes, nose or mouth

Ask a doctor before use if  you have problems or serious side effects from taking pain relievers or fever reducers
« stomach bleeding warning applies to you e you have a history of stomach problems, such as heartburn

« you have high blood pressure, heart disease, liver cirrhosis, kidney disease, asthma, or had a stroke

« you are taking a diuretic

« you are under age 18 years. It is not known if this drug works or is safe in children under age 18 years.

Ask a doctor or pharmacist before use if you are
« under a doctor’s care for any serious condition e taking any other drug

When using this product
« avoid contact with eyes, nose, or mouth e if

eye contact occurs, rinse thoroughly with water

Stop use and ask a doctor if
 pain gets worse or lasts more than 21 days
« fever occurs

« redness or swelling is present in the painful area
« skin irritation occurs

« any new symptoms appear. These could be signs of a serious condition.
« you experience any of the following signs of stomach bleeding:

PNL4
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This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

To open tube: Unscrew cap and press the indent on the top of the cap onto th the tube.
irml n cap to remove the s: .
‘This tube does not contain i tion. Retain outer carton, dosing card, and User Guide for full product uses, directions and warnings.
Tamper Do not use if safely seal on fube nozzle is broken o missing.
Warnings NSAIDs (aspirin, ibuprofen, naproxen, or others)
[For external use only  have 3 or more alcoholic drinks every day while using

Allergy alert: Diclofenac may cause a severe allergic reaction, | this product
especially in people allergic to aspirin. Symptoms may include: | ® apply more or for longer than directed

 hives  asthma (wheezing) ~ ® skin reddening Heart attack and stroke warning: NSAIDs, except aspirin,
. ins;t|ers « facial swelling  shock _i||_':f:rease ihs ri‘sgk olf_psart anfmplf’ I:‘eartffailure, and s1ro"|§e.
rasl \ese-can be fatal e risk-is-higher if you use more than

If a'? allergic reaction occurs, stop use and seek medical help | directed or for longer than directed.

right away. 5 o . If pregnant or breast-feeding, ask a health professional
Liver warning: This product contains diclofenac. Liver before use. It is especially important not to use diclofenac at
damage may occur if you apply 20 weeks or later in pregnancy unless definitely directed to

' more or for a longer time than directed do so by a doctor because it may cause problems in the
© when using other drugs containing diclofenac unborn child or jications during delivery.
mach bleeding warning: This product contains an Ke tof h of child
NSAID, which may cause severe stomach bleeding. The X éatp ou & ";EC cl 7'7‘,’“"}-( P
chance is small but higher if you ore at 20-25°C (68-77°F). Keep from freezing.
. :re a%e ggtgr uld:r : - " Questions or comments? 1-855-297-3031
» have had stomach ulcers or bleeding problems st by
ke  blood thi (anticoagulant) or steroid drug Dist. by: GSK CH, Warren, NJ 07059
er drugs containing prescription or nonprescription | < oor o HoeRSOE—Hiad

NDC 0067-8152-02

ARTHRITIS PAIN

(iclotenac sodium topical gel, 1% (XSAID) - arthritls pain reliever

NET WT1.76 0z (50 g)

Reference ID: 4883315
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This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda
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NDC 0067-8152-02

ARTHRITIS PAIN

Eor Daily Treatment of Arthritis Pain

Anti-Inflammatory
NETWT 1.76 0z (50 9)

NPA004468

Use Enclosed Dosing Card to Measure a Dose

TREATMENT AREAS

Medicated Gel
Clinically Proven
to R.e!leve. Hand  Wrist  Elbow
Arth I'ItIS Paln Not for use on any other body area (such as back, hip, or shoulder)

ORIGINAL PRESCRIPTION STRENGTH

diclofenac sodium topical gel, 1% (NSAID) - arthritis pain reliever

Foot Ankle Knee

For external use only

How to Use

M For arthritis pain onl
VO"'Gren ArTHRITIS PAIN Dosing Card ot actuat size) pain o

diclofenac sodium topicalgel, 1% (NSAID) - athr s pain e

M Use 4 times a day

Read product User Guide before use . .
Not for immediate pain relief M May take up to 7 days to work for your arthritis pain

\

® Upper body dose 225 inches long (2 grams)
é M For use on no more than 2 body areas
[} .
, et A5 ry— M Use up to 21 days unless directed by your doctor
Tamper evident statement: Do not use if safety seal
on tube nozzle is broken or missing.
[
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This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda
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This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda
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Arthritis Pain
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TREATMENT AREAS

Medicated Gel 4
Clinically Proven > o
to Relieve .
Hand Wrist Elbow Foot Ankle

Not for use on any other body area (such as back, hip, or shoulder)

= .} ARTHRITIS PAIN
I iclofenac sodium topical gel, 1% (NSAID) - arthritis pain reliever
© g For-Daity Treatment of Arthritis Pain

- g, Anti-Inflammatory

Knee

ORIGINAL PRESCRIPTION STRENGTH

For external use only

™ ™ For arthritis pain only

Read product User Guide before use M May take up to 7 days to

work for your arthritis pain
M For use on no more than

2 body areas

M Use up to 21 days unless
directed by your doctor

Use Enclosed Dosing Card to Measure a Dose How to Use
Ve
o VO"'CII'en artHrime pan Dosing Card (voractuausizey | Use 4 times a day
Lfv) diclofenac sodium topical gel, 1% (NSAID) - arthritis pain reliever
< . . . .
§ @ Upper body dose 2.25 inches long (2 grams) Not for immediate pain relief
é
% @
® Lower body dose 4.5 inches long (4 grams)
\\§

/ Tamper evident statement: Do not use if safety seal

on tube nozzle is broken or missing.
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This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

To open tube: Unscrew cap and press the indent on the top of the cap onto the star-shaped seal on the tube.
Firmly turn the cap to remove the safety seal.
This tube does not contain full product information.
Retain outer carton, dosing card, and User Guide for full product uses, directions and warnings.
Tamper evident statement: Do not use if safety seal on tube nozzle is broken or missing.

Warnings o have 3 or more alcoholic drinks every day while using this product
For external use only  apply more or for longer than directed
Allergy alert: Diclofenac may cause a severe allergic reaction, | Heart attack and stroke warning: NSAIDs, except aspirin,
especially in people allergic to aspirin. Symptoms may include: | increase the risk of heart attack, heart failure, and stroke. These
e hives e asthma (wheezing) e skin reddening can be fatal. The risk is higher if you use more than directed or

i ac i o shock—e-rash- r than-directed——

If an allergic reaction occurs, stop use and seek medical help [ pregnant or breast-feeding, ask a health professional before
rigntaway. _ . use. It is especially important not to use diclofenac at 20 weeks or
Liver warning: This product contains diclofenac. Liver damage | ater in pregnancy unless definitely directed to do so by a doctor
may occur if you apply ) because it may cause problems in the unborn child or

 more or for alonger time than directed complications during elivery

© when using other drugs containing diclofenac =
Stomach bleeding warning: This product contains an NSAID, | Keep out of reach of children. :
which may cause severe stomach bleeding, The chance is small | ® Store at 20-25°C (68-77°F). Keep from freezing.

but higher if you Questions or comments? 1-855-297-3031

* are age 60 or older o

© have had stomach ulcers or bleeding problems %?0%/ (?SSKK c':,- Warren, ’bl’ (:170'59021 o T
o take a blood thinning (anticoagulant) or steroid drug orlicensor.  Made in Lanaia

» take other drugs containing prescription or nonprescription
NSAIDs (aspirin, ibuprofen, naproxen, or others)

NDC 0067-8152-07

ARTHRITIS PAIN

diclofenac sodium topical gel, 1% (NSAID) - arthritis pain reliever

NET'WT 4.23 0z (120 9)

Reference ID: 4883315
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This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda
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TREATMENT AREAS

Medicated Gel y
Clinically Proven =
to Relieve &
Hand Wrist Elbow Foot Ankle Knee

Not for use on any other body area (such as back, hip, or shoulder)

Arthritis Pain
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ORIGINAL PRESCRI

NDC 0067-8152-07

Voltaren

ARTHRITIS PAIN

diclofenac sodium topical gel, 1% (NSAID) - arthritis pain reliever

For Daily Treatment of Arthritis Pain ¢ Anti-Inflammatory

NET WT 3.53-6z(1009) 4.23 0z (120¢)

NPA004480

Use Enclosed Dosing Card to Measure a Dose

PTION STRENGTH

For external

use only

How to Use

diclofenac sodium topical gel, 1% (NSAID) - arthritis pain reliever

Upper body dose 2.25 inches long (2 grams)

N ™ For arthritis pain only

VO"'CIren ArR7URITIE PAIN Dosing Card (voractuaLsize) | ¥ Use 4 times a day

Read product User Guide before use M May take up to 7 days to
Not for immediate pain relief

work for your arthritis pain

M For use on no more than
2 body areas

Lower body dose 4.5 inches long (4 grams)

M Use up to 21 days unless
directed by your doctor

J Tamper evident statement: Do not use if safety seal

on tube nozzle is broken or missing.
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This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

the top of the cap onto the star-shaped seal on the Retain outer carton, dosing card, and User Guide
tube. Firmiv tarm t I the safet v St ins.
T ident stat t Do not use if safet Ton tut le is brol g
Warnings NSAIDs (aspirin, ibuprofen, naproxen, or others)
For external use only © have 3 or more alcoholic drinks every day while using this product
Allergy alert: Diclofenac may cause a severe allergic reaction, especially in o apply more or for longer than directed
people allergic to aspirin. Symptoms may include: Heart attack and stroke warning: NSAIDs, except aspirin, increase the risk of
© hives o asthma (wheezing) e skin reddening e blisters heart attack, heart failure, and stroke. These can be fatal. The risk is higher if you
' facial swelling e shock erash ; use more than directed or for fonger than directed. —— |
It an allergic reaction occurs, stop use and seek medical helpright away. — [f pregnant or breast-feeding, ask a health professional before use. ftis
Liver warning: This product contains diclofenac. Liver damage may occur if especially important not to use diclofenac at 20 weeks or later in pregnancy
you apply ; : unless definitely directed to do so by a doctor because it may cause problems in
© more or for a longer time than directed the unborn child or complications during delivery.
 when using other drugs containing diclofenac K tof reach of child
Stomach bleeding warning: This product contains an NSAID, which may .egtp i : 20’9235‘:00"63 ;759“'}( —
cause severe stomach bleeding. The chance is small but higher if you UiBeAl: (68-77°F). Kesp from freezing.
© are age 60 or older Questions or comments?  1-855-297-3031
© have had stomach ulcers or bleeding problems Y P
© take a blood thinning (anticoagulant) or steroid drug X %ZBS%’(?SSKKO‘?“%&S%?" NI\‘IIJa%ZaOi?lQCanada NPAQ04471
|4

NDC 0067-8152-04

Voltare

ARTHRITIS PAIN

diclo’enac sodium topical gel, 1% (NSAID) - artliritis pain reliever

Y

~
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w 2

NET WT5.29 0z (150 9)

Reference ID: 4883315
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This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

“f1anyep Bunnp

Jayem yym Ajybnooy} asull ‘sIn920 J03U0D 3fad Ji «
Uinow 1o ‘asou ‘saka U} M J9BJU0I PIOAR o
1onpoud siy} Buisn uaym

SUO[IeaY|dW02 J0 PIIYY Uogun 8u} i swajqod asnea Aew ) asnessq Jojoop e
£q os op 0} pajoaulp Ajayulyap ssajun Aoueubaid ui Jsye| J0 SY88M (Z 1 JBUBJOJIIP 8Sn 0} Jou

Bnup Jayo Aue Huiye;
UOIJIPUOI SNOLIAS AUB 0} 8189 $,10}90p B Iapun «
aJe nof J1 asn 21043 }s1oeweyd 10 10)00p e ysy

Juepodwl Ajje1aadsa si 3| “asn a10}aq [euoissajoid yieay e yse ‘Buipaa)-iseaiq 10 fiad J

yoaads paun|se  £Apog Jo apis 0 Led U0 Ul SSBUYeaM e

Bujjams Baj »  Buiyyealq sjgnosy e ured 18y o
:9)0.18 10 Swia|qo.d peay Jo swoydwAs aney nok «

131380 186 J0u S30 Jey} Uled YIBLIO)S SABY o

POO|Q JWOA «  S|0C)S 308|q JO APOO|] OABY o JUIB) |38 o
:6uIpaa)q yoewojs Jo subis buimoy|o} 8y} Jo Aue aouanadxa nof «
*UOIIPUOI SNOLIAS B Jo subis aq pinod asay] Jeadde swoydwAs mau Aue e

's1eak g| abe Japun UBIP|IY Ul BJeS SI J0 S}I0M BIp iy} 41 umouy Jou 1} *sJeak g| abe Japun aJe nok e
anainip e Bupe) aie nok e

90118 B PEY 10 ‘BLUY)SE ‘aSeasIp AaUpp| ‘SISOULII JaN|| ‘9seasip eay ‘inssald poojq ubly aney nok o
uingueay se yans ‘swajqoid yaewols jo AIolsiy e aaey noA «

noA o} sajdde Buiurem 6uipas)q yorwols o

$199NPaJ JaA} 10 S13A3IJa. Ured Buie} WOy S}98)40 apIS SNOLIAS J0 Swa|qoid aney nok «

J1 35N 2103q 1020 B YSY

$IN290 UOIB}LLIL UIS
$INJ20 13A3)

Bale |njured 8y} uj Juasaid si Bul [ams Jo ssaupal e
sfep | uey} aiow sise| Jo asiom s}ab ured o

J1 10}90p € Yse pue asn do}g

YInow 10 90U ‘s3k3 AU} Ul e BLUI} BWES BU} Je Seale Apog g UBY) 810W UO e
f1abuns peay Jaye 1o a10jaq Jybu «
*saunful Jo sadAy
959U} 10 310M 0} UMOUS U8aq Jou Sey jonpoJd siy] “seunful SHods Jo Sasiniq ‘sureids ‘suless oy e
139Npail 13A3) B 0} J0 Janalja. ufed Jayjo Aue o} uojoeal JIfI3][e UB PeyY JoAS aABY NOA Jl e 3sn Jou 0Q

(panunuoo) syaeq Bniq

(panunuo) spae4 bnig

*pajaalIp ey} JaBuo| Joj Jo PajaaIIp UBL) aJow asn noA § Jaybiy si sl YL

“[BJB} 8 UBD S8 | "8%04)S PUB ‘BuN|ie} LIEaY SO} Heay Jo st
au) asealoul ‘uplidse 1daoxa ‘sqiySN :Bulutem ayons pue yoepe peay
pa1alip ueyy Jabuoj Joj 1o alow Ajdde o

‘upnidse o0} 91613)1e 8jdoad u Ajeraadss ‘uonaeas 21ba|e d1aAaS B 8SNE Aew 9eudj0jIq :Male ABsa)ly

‘Reme JyBu djay [eaIpaw ¥aas pue asn dois ‘sIna0 uondeal albig|[e ue i
Buijems [e1oey e siaslqe  Buiuappal upjs e (Buizasym) BWYISE ¢ SAAIY
:apnjoul few swoydwAs

Ajuo asn [eusa)xa 104
shujuiey

jonpoJd siy} Buisn ajiym Aep A13Aa SYULIP 91/0Y0I[e BIOW 10 € BARY o
(s18130 Jo ‘uaxoudeu
‘usjoidnq ‘uidse) sqiySN uonduasaiduou Jo uonduasaid Buiureiuod sbnip Jaylo axe} o
6inip poJals Jo (JueinBeoanue) Buiuuiy} poojq e axe}
swajqo.d Buipaajq Jo $199|n YOBWIO)S PEY SABY
18p|0 10 (09 abe aJe o

“asn dojs ‘shep / ul Jaijel
ured ou J "Jaljal ajeIpawiLLl 0} Jou SI i :ured sLyLe 10} Yom 0} shep 2 0} dn axe) Aew 1onpoud siu «
(seale Apoq Jamoj) aauy ‘apjue 00} o
(sea.e £poq Jaddn) mogje ‘1sLm ‘puey e
:seale Buimojo} au UTATINQ ured SiLUMe Jo Jaija) Arelodwsay ayy 1o o
Sas

oA 1 13yBiy Ing | eWS SI 80Uy 8Y | “BuIPas|q YoRWOIS
813A3S 9SNEI AeW YaIYM ‘q YSN Ue Sureiod jnpoud sy :Buiusem Buipas)q yoewols

Bnip Alojewweul-nue [epiosajsuou,,

JRUBJ0(IP BUILIBIU0 SBNIP Jaujo BUISN UM «  PaIOBLIp LRy} LI JaBUO B 10 Jo iow o | 42ARUR UIBd SIL I " (JRUBJOIOIP %60 O} U[BAIND3) % (LIYSN) Wnipos deuajopiq
fdde noA 1 1990 Aew aBewep 1A “DBUBJOIIP SUIEIO3 1npoid Siy 1 :Buiwiem Jaar] || @500UNd Juaipaibul annay
(panunuo) spae4 bnig sjoe4 bnig

_

Medicated Gel
Clinically Proven
to Relieve
Arthritis Pain

TREATMENT AREAS

Os0VDOLO

Hand Wrist Elbow Foot Ankle Knee

Not for use on any other body area (such as back, hip, or shoulder)

1e0¢ 262 558 | W@

NDC 0067-8152-04

ORIGINAL PRESCRIPTION STRENGTH

For external use only

M For use on no more than 2 body areas

Tamper evident statement: Do not use if safety seal

— %:g a re n
@ 82
O — 25
N =
N 85 =
S
nN or
3 ARTHRITIS PAIN
= e : , be
3 m topical gel, 1% (NSAID) - arthritis pain reliever
% g3 For Daily Treatment of Arthritis Pain
5 Anti-Inflammatory
*  NETWT5.29 0z (1509)
Use Enclosed Dosing Card to Measure a Dose How to Use
4 N o

. VO"'GI'en At can Dosing Card votactuausizey | 2 For arthritis pain only

§ diclofenac sodium topical gel, 1% (NSAID) - arthriis pain e iever Read product User Guide before use M Use 4 times a day

<8: A Upper body dose 225 inches long (2 grams) Not for immediate pain relief

o é

3

®
® Lower body dose 4.5 inches long (4 grams)
\ / on tube nozzle is broken or missing.

M May take up to 7 days to work for your arthritis pain

M Use up to 21 days unless directed by your doctor
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Reference ID: 4883315
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This label may not be the latest approved by FDA.

For current labeling information, please visit https://www.fda.gov/drugsatfda
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Medicated Gel

Arthritis Pain

NDC 0067-8152-08
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= \Voltaren

E——— ARTHRITIS PAIN

diclofenac sodium topical gel, 1% (NSAID) - arthritis pain reliever

For Daily Treatment of Arthritis Pain
Anti-Inflammatory

6‘

Voltaren

ARTHRITIS PAIN

diclofenac sodium topical gel, 1% (NSAID) - arthritis pain reliever

For Daily Treatment of Arthritis Pain
Anti-Inflammatory

621001

TREATMENT AREAS

Clinically Proven @%@@@@
to Relieve
Hand

Wrist Elbow

Not for use on any other body area (such as back, hip, or shoulder)

- ORIGINAL PRESCRIPTION STRENGTH

ORIGINAL PRESCRIPTION STRENGTH

- NETWT 2x100 g (3.53 oz) EACH, 200 g (7.06 0z)’1C

Use Enclosed Dosing Card to Measure a Dose How to Use

\

T
EASY
TWIST

Foot  Ankle Knee CAP '\

TWIN
VALUE

PACK

Made in Canada

1001294

Distributed by: GSK Consumer Healthcare, Warren, NJ 07059
Trademarks owned or licensed by GSK.  ©2021 GSK or licensor.

SRy 1-855-207-3031

For external use only

Read product User Guide before use | ¥ May take up to 7 days to

™ M For arthritis pain only

work for your arthritis pain
M For use on no more than

Ve
VO"'GI'en ARTHRITIS PAIN Dosing Card voractuaLsize) | ¥ Use 4 times a day
diclofenac sodium topical gel, 1% (NSAID) - arthritis pain reliever
< Upper body dose 225 inches long (2 grams) Not for immediate pain relief
C)
(9]

® Lower body dose 4.5 inches long (4 grams)

.

2 body areas

M Use up to 21 days unless ‘
directed by your doctor

J Tamper evident statement: Do not use if safety seal
on tube nozzle is broken or missing.

<
(2]
N
-
o
o
-

2D = 1001294

1001294



This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda
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VO"'CII'en ARTHRITIS PAIN Dosing Card (vot actuaL size) How to Use

diclofenac sodium topical gel, 1% (NSAID) - arthritis pain reliever Read product User Guide before use
Not for immediate pain relief

Voltaren

ARTHRITIS PAIN
diclofenac sodium topical gel, 1% (NSAID) - arthritis pain rel
Use Enclosed Dosing Card to Measure a Dose

M For arthritis pain only

1/
-

©

Upper Sody dose 2.25 inches long (2 grams, .
2 J g (2grams) M Use 4 times a day

M May take up to 7 days to work for your arthritis pain
Lower body dose 4.5 inches long (4 grams) M For use on no more than 2 body areas

M Use up to 21 days unless directed by your doctor

Drug Facts Drug Facts (continued)

Active ingredient Purpose | When using this product _ _ _
Diclofenac sodium (NSAID*) 1% (equivalent t0 0.93% diCIOfeNAC) ..........oovvvvveeeveeererereeeeeseeeeeessssseeee Arthritis pain reliever | *avoid contact with eyes, nose, or mouth e if eye contact occurs, rinse thoroughly with water
*nonsteroidal anti-inflammatory drug Stop use and ask a doctor if

« pain gets worse or lasts more than 21 days

« redness or swelling is present in the painful area

« fever occurs

« skin irritation occurs

« any new symptoms appear. These could be signs of a serious condition.

Uses
« for the temporary relief of arthritis pain ONLY in the following areas:
« hand, wrist, elbow (upper body areas) e foot, ankle, knee (lower body areas)
« this product may take up to 7 days to work for arthritis pain; it is not for inmediate relief. If no pain relief in 7 days,

stop use. « you experience any of the following signs of stomach bleeding:
Warnings « feel faint  « have bloody or black stools ~ « vomit blood
For external use only « have stomach pain that does not get better

e } ) P ’ o « you have symptoms of heart problems or stroke:
éy;';ﬂgnﬂ!:gé?'ﬂgm:c may cause a severe allergic reaction, especially in people allergic to aspirin. « chestpain  « trouble breathing < leg swelling « weakness in one part or side of body e slurred speech

e hives e asthma (wheezing) e skin reddening e blisters e facial swelling e shock e rash If pregnant or breast-feeding, ask a health professional before use. It is especially important not to use diclofenac at
If an allergic reaction occurs, stop use and seek medical help right away. 20 weeks or later in pregnancy unless definitely directed to do so by a doctor because it may cause problems in the

. I - . . unborn child or complications during delivery.
I:Ivnﬁ:):z:nfmgé |Tohr:3gg%ﬂﬁgg?&i&gmfe?m;Vﬁ;i(rj]?;n;?r?:rI(Tj]?uyggccc(?r:tgixﬁ]lﬁﬁglgfen ac Keep out of reach of children. If swallowed, get medical help or contact a Poison Control Center right away.

Stomach bleeding warning: This product contains an NSAID, which may cause severe stomach bleeding. The chance is Directions
small but higher if you Use up to 21 days unless directed by your doctor
e are age 60 or older Not for strains, sprains, bruises or sports injuries. This product has not been shown to work for these types of injuries.

« have had stomach ulcers or bleeding problems Daily Per Dose
« take a blood thinning (anticoagulant) or steroid drug ———
« take other drugs containing prescription or nonprescription NSAIDs (aspirin, ibuprofen, naproxen, or others) For your arthritis pain: Use ENCLOSED DOSING CARD to measure a dose
« have 3 or more alcoholic drinks every day while using this product + Use 4 times per day every day  For each upper body area (hand, wrist, or elbow) -
« apply more or for longer than directed « Do not use on more than 2 body areas at Squeeze out 2.25 inches (2 grams)
. L ) ) the same time « For each lower body area (foot, ankle or knee) —
Heart attack and stroke warning: NSAIDs, except aspirin, increase the risk of heart attack, heart failure, and stroke. Squeeze out 4.5 inches (4 grams)
These can be fatal. The risk is higher if you use more than directed or for longer than directed. ’
Do not use Read the enclosed User Guide for complete instructions:
« if you have ever had an allergic reaction to any other pain reliever or to a fever reducer * use only as directed )
« for strains, sprains, bruises or sports injuries. This product has not been shown to work for these types of injuries. + do not use more than directed or for longer than directed o
« right before or after heart surgery * apply only to clean, dry skin that does not have any cuts, open wounds, infections or rashes
« on more than 2 body areas at the same time * do not apply in same area as any other product
« in the eyes, nose or mouth « do not apply with external heat such as heating pad e do not apply a bandage over the treated area

Ask a doctor before use if « store ENCLOSED DOSING CARD with your Voltaren Arthritis Pain. The dosing card is re-usable.

« you have problems or serious side effects from taking pain relievers or fever reducers Other information

« stomach bleeding warning applies to you e you have a history of stomach problems, such as heartourn « store at 20-25°C (68-77°F). Keep from freezing.

« you have high blood pressure, heart disease, liver cirrhosis, kidney disease, asthma, or had a stroke « read all product information before using. Keep the dosing card, this carton and accompanying User Guide for important
« you are taking a diuretic information.

« you are under age 18 years. It is not known if this drug works or is safe in children under age 18 years.
Ask a doctor or pharmacist before use if you are

« under a doctor’s care for any serious condition

« taking any other drug

Inactive ingredients carbomer homopolymer Type C, cocoyl caprylocaprate, fragrance, isopropyl alcohol,
mineral oil, polyoxyl 20 cetostearyl ether, propylene glycol, purified water, strong ammonia solution

Questions or comments? 1-855-297-3031 www.voltarengel.com

Tamper evident statement: Do not use if safety seal on tube nozzle is broken or missing.

Reference ID: 4883315



This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

Qe

Voltaren

ARTHRITIS PAIN
diclofenac sodium topical gel, 1% (NSAID) - arthritis pain reliever
Use Enclosed Dosing Card to Measure a Dose

~N
VO"'CII'en ARTHRITIS PAIN Dosing Card (vot actuaL size) How to Use

diclofenac sodium topical gel, 1% (NSAID) - arthritis pain reliever Read product User Guide before use
Not for immediate pain relief

M For arthritis pain only

/.

©

Upper Sody dose 2.25 inches long (2 grams, .
A J g (2grams) M Use 4 times a day

M May take up to 7 days to work for your arthritis pain
Lower body dose 4.5 inches long (4 grams) M For use on no more than 2 body areas
M Use up to 21 days unless directed by your doctor

Drug Facts Drug Facts (continued)

Active ingredient Purpose | When using this product _ _ _
Diclofenac sodium (NSAID*) 1% (equivalent t0 0.93% diClOfeNAC) ..........cvvvvveeeeeeeererereeeeeeeeeeressesseeee Arthritis pain reliever | *avoid contact with eyes, nose, or mouth e if eye contact occurs, rinse thoroughly with water
*nonsteroidal anti-inflammatory drug Stop use and ask a doctor if

« pain gets worse or lasts more than 21 days

« redness or swelling is present in the painful area

« fever occurs

o skin irritation occurs

« any new symptoms appear. These could be signs of a serious condition.

Uses
« for the temporary relief of arthritis pain ONLY in the following areas:
« hand, wrist, elbow (upper body areas) e foot, ankle, knee (lower body areas)
« this product may take up to 7 days to work for arthritis pain; it is not for inmediate relief. If no pain relief in 7 days,

stop use. « you experience any of the following signs of stomach bleeding:
Warnings « feel faint  « have bloody or black stools ~ « vomit blood
For external use only « have stomach pain that does not get better

e } ) P ’ o « you have symptoms of heart problems or stroke:
éy;';ﬂgnﬂ!:gé?'ﬂgm;c may cause a severe allergic reaction, especially in people allergic to aspirin. « chestpain  « trouble breathing < leg swelling « weakness in one part or side of body e slurred speech

e hives e asthma (wheezing) e skin reddening e blisters e facial swelling e shock e rash If pregnant or breast-feeding, ask a health professional before use. It is especially important not to use diclofenac at
If an allergic reaction occurs, stop use and seek medical help right away. 20 weeks or later in pregnancy unless definitely directed to do so by a doctor because it may cause problems in the

. I L . . unborn child or complications during delivery.
I:Ivnﬁ:):z:nfmgé |Tohr:3;r%(r‘rtl:ttﬁggtalgs(;?;?fe?m;Vﬁ;i(rj]?;n;?r?:rI(Tj]?uyggccc(?r:tgixﬁ]lﬁﬁglgfen ac Keep out of reach of children. If swallowed, get medical help or contact a Poison Control Center right away.

Stomach bleeding warning: This product contains an NSAID, which may cause severe stomach bleeding. The chance is Directions
small but higher if you Use up to 21 days unless directed by your doctor
e are age 60 or older Not for strains, sprains, bruises or sports injuries. This product has not been shown to work for these types of injuries.

« have had stomach ulcers or bleeding problems Daily Per Dose
« take a blood thinning (anticoagulant) or steroid drug ————
« take other drugs containing prescription or nonprescription NSAIDs (aspirin, ibuprofen, naproxen, or others) For your arthritis pain: Use ENCLOSED DOSING CARD to measure a dose
« have 3 or more alcoholic drinks every day while using this product * Use 4 times per day every day  For each upper body area (hand, wrist, or elbow) ~
« apply more or for longer than directed « Do not use on more than 2 body areas at Squeeze out 2.25 inches (2 grams)
. L ) ) the same time « For each lower body area (foot, ankle or knee) —
Heart attack and stroke warning: NSAIDs, except aspirin, increase the risk of heart attack, heart failure, and stroke. Squeeze out 4.5 inches (4 grams)
These can be fatal. The risk is higher if you use more than directed or for longer than directed. ’
Do not use Read the enclosed User Guide for complete instructions:
« if you have ever had an allergic reaction to any other pain reliever or to a fever reducer « use only as directed i )
« for strains, sprains, bruises or sports injuries. This product has not been shown to work for these types of injuries. * do not use more than directed or for longer than directed o
« right before or after heart surgery * apply only to clean, dry skin that does not have any cuts, open wounds, infections or rashes
« on more than 2 body areas at the same time * do not apply in same area as any other product
« in the eyes, nose or mouth « do not apply with external heat such as heating pad  « do not apply a bandage over the treated area

Ask a doctor before use if « store ENCLOSED DOSING CARD with your Voltaren Arthritis Pain. The dosing card is re-usable.

« you have problems or serious side effects from taking pain relievers or fever reducers Other information

« stomach bleeding warning applies to you e you have a history of stomach problems, such as heartourn « store at 20-25°C (68-77°F). Keep from freezing.

« you have high blood pressure, heart disease, liver cirrhosis, kidney disease, asthma, or had a stroke « read all product information before using. Keep the dosing card, this carton and accompanying User Guide for important
« you are taking a diuretic information.

« you are under age 18 years. It is not known if this drug works or is safe in children under age 18 years.
Ask a doctor or pharmacist before use if you are

« under a doctor’s care for any serious condition

« taking any other drug

<8°

Inactive ingredients carbomer homopolymer Type C, cocoyl caprylocaprate, fragrance, isopropyl alcohol,
mineral oil, polyoxyl 20 cetostearyl ether, propylene glycol, purified water, strong ammonia solution

Questions or comments? 1-855-297-3031 www.voltarengel.com

Tamper evident statement: Do not use if safety seal on tube nozzle is broken or missing.

Reference ID: 4883315
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This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

Voltaren i3 )

ARTHRITIS PAIN

diclofenac sodium topical gel, 1% (NSAID) - arthritis pain reliever
User Guide

How to use Voltaren Arthritis Pain, with answers to
frequently asked questions

Quick Start
How to get started right away with Voltaren
Arthritis Pain

Understanding Voltaren Arthritis Pain Gel
Voltaren Arthritis Pain (diclofenac sodium topical
gel, 1% (NSAID) - arthritis pain reliever) is an
arthritis pain relief medication that you apply to
your skin.

Before You Use Voltaren Arthritis Pain
Read the Drug Facts Label, which appears on
the carton.

\
¢4

Remove the dosing card from the inside of the carton.
'You should always use the dosing card to measure out
the correct dose of Voltaren Arthritis Pain.

The first time you use a tube of Voltaren Arthritis Pain:
'You will have either one of the caps shown below.

7

indent

1. Take the cap off the tube. Open the safety seal by
firmly pressing the indent on the top of the cap onto the
star-shaped seal on the tube.

2. Firmly turn the cap to remove the safety seal. Do not
open the safety seal with scissors or other sharp objects.

Using Voltaren Arthritis Pain
How often to use Voltaren Arthritis Pain
Use 4 times a day for best results.

For example:

Start of the day Middle of the day
| 4 A (

Late afternoon End of the day

Where to apply Voltaren Arthritis Pain

Voltaren Arthritis Pain can be used on up to 2 body areas
from the following list: a hand, a wrist, an elbow, a foot,
an ankle, a knee. Do not use on more than 2 body areas
at once.

Some examples include:

4 L
o I I

o

\/ Correct: 2 areas \/ Correct: 2 areas

L

'a// \m

Knee }/
JCorrect: Tarea ¢ Incorrect: 3 areas

Measuring the correct amount using the
dosing card

For each upper body area (a hand, a wrist, or an elbow):
Squeeze gel from the tube equal to the length shown on
the upper body section of the dosing card (2.25 inches).

NPA004472

For each lower body area (a foot, an ankle, or a knee):
Squeeze gel from the tube equal to the length shown on
the lower body section of the dosing card (4.5 inches).

Lost Your Dosing Card? Don't worry!
Call 1-855-297-3031 to get a free replacement.

Applying Voltaren Arthritis Pain

Gently rub Voltaren Arthritis Pain into the skin using
your hand. Apply 4 times a day for best results. Do not
use on more than 2 body areas at once.

Apply only to clean, dry skin that doesn’t have any cuts,
open wounds, infections or rashes. Do not apply in the

same area as any other medicines or products that are

applied to the skin.

Upper body areas Lower body areas

/
Elbow
Including sides, inner, Including sides, kneecap,
and outer and back

Ankle

Wrist
Including sides, top, Including sides, front,
and bottom and back

Hand
Including top, palm, Including sole, top of foot,
and fingers and toes

After You Use Voltaren Arthritis Pain

Wash your hands after applying Voltaren Arthritis Pain.
If the treated area is the hands wait up to 1 hour to wash
the hands.

Wash the dosing card with water. Store dosing card
with your Voltaren Arthritis Pain and keep out of reach
of children.

Wait ten minutes before covering the treated areas
with clothes or gloves.

Avoid:

- showering or bathing for at least 1 hour after use

- exposing the treated area to sunlight or artificial light
(such as in tanning booths)

- use in same area as other products applied to the skin

- applying a bandage over the treated area

- eye, nose, or mouth contact

- if eye contact occurs, rinse thoroughly with water

Facts you need to know
Important information about Voltaren Arthritis Pain

Do not use Voltaren Arthritis Pain...

- if you have ever had an allergic reaction to any other
pain reliever or to a fever reducer

- for strains, sprains, bruises or sports injuries. This
product has not been shown to work for these types of
injuries.

- right before or after heart surgery

- on more than 2 body areas at the same time

- in the eyes, nose or mouth

Ask a doctor before use if...

- you have problems or serious side effects from taking
pain relievers or fever reducers

- stomach bleeding warning applies to you

- you have a history of stomach problems such as
heartburn

-+ you have high blood pressure, heart disease, liver
cirrhosis, kidney disease, asthma, or had a stroke

- you are taking a diuretic

- you are under age 18 years. It is not known if this
drug works or is safe in children under age 18 years.

Ask a doctor or pharmacist before use if...

- you are under a doctor’s care for any serious condition
- you are taking any other drug

- you are pregnant or breast-feeding

Turn over for more information »

NPA004472
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It is especially important not to use diclofenac at 20 weeks or
later in pregnancy unless definitely directed to do so by a doctor
because it may cause problems in the unborn child or
complications during delivery.

Warnings to consider before use...

Allergy alert

Diclofenac may cause a severe allergic reaction,
especially in people allergic to aspirin. Symptoms
may include:

- hives - blisters

- asthma (wheezing) - facial swelling
- skin reddening - shock

- rash

If an allergic reaction occurs, stop use and seek medical
help right away.

Liver warning

This product contains diclofenac. Liver damage may
occur if you apply

- more or for a longer time than directed

* when using other drugs containing diclofenac

Stomach bleeding warning

This product contains an NSAID, which may cause
stomach bleeding. The chance is small but higher if you
- are age 60 or older

- have had stomach ulcers or bleeding problems

- take a blood thinning (anticoagulant) or steroid drug

- take other drugs containing prescription or
nonprescription NSAIDs (aspirin, ibuprofen, naproxen,
or others)

- have 3 or more alcoholic drinks every day while using
this product

- apply more or for longer than directed

Heart attack and stroke warning

NSAIDs, except aspirin, increase the risk of heart attack,
heart failure, and stroke. This can be fatal. The risk is
higher if you use more than directed or for longer than
directed.

Follow these important guidelines when using

Voltaren Arthritis Pain...

- use only as directed

- apply only to clean, dry skin that does not have any
cuts, open wounds, infections or rashes

- do not apply in same area as any other product used on
the skin

- do not apply with external heat such as heating pad

- do not apply a bandage over the treated area

- do not get gel in eyes, nose or mouth

- store ENCLOSED DOSING CARD with your Voltaren
Arthritis Pain. The dosing card is re-usable.

Keep out of reach of children.

f swallowed, get medical help or contact a Poison Control Center
right away.

Stop using Voltaren Arthritis Pain and ask a doctor if...
- pain gets worse or lasts more than 21 days
- redness or swelling is present in the painful area
- fever occurs
- skin irritation occurs
- any new symptoms appear. These could be signs of 3
serious condition.
- you experience any of the following signs of
stomach bleeding:
- feel faint
+ have bloody or black stools
+ vomit blood
- have stomach pain that does not get better
- you have symptoms of heart problems or stroke:
+ chest pain
« trouble breathing
+ leg swelling
+ weakness in one part or side of body
+slurred speech

Questions and Answers
Answers to questions you may ask about
Voltaren Arthritis Pain

Can | use Voltaren Arthritis Pain for the immediate relief
of pain like that associated with sprains, strains, bruises

r sports injuries?
No.

Do not use for strains, sprains, bruises, or sports
injuries. This product has not been shown to work
for these types of injuries. It's intended only for the
temporary relief of arthritis pain.

@ How quickly will Voltaren Arthritis Pain work for
arthritis pain?

oltaren Arthritis Pain may take up to 7 days to

ork for your arthritis pain; it is not for immediate
relief. With 4 times-a-day use, you may start to feel
relief within a few days. You should feel significant
pain relief within 7 days of continuous use. If no
pain relief in 7 days, stop use.

What is Voltaren Arthritis Pain used for?

oltaren Arthritis Pain can be used for the temporary
relief of arthritis pain in the hands, wrists, elbows, feet,
ankles, and knees. Osteoarthritis (OA) is the most
common form of arthritis. It mainly affects a type
of tissue called cartilage, which cushions the joints and
prevents the bones from rubbing against each other.

ith OA, cartilage begins to break down and wear away,
resulting in joint pain and stiffness. OA occurs more
frequently as you get older. Pain develops slowly and
can gradually worsen over time.

Healthy Worn-away
cartilage cartilage

Broken
cartilage

How does Voltaren Arthritis Pain work?

Diclofenac sodium, the medicine in Voltaren Arthritis
Pain, is a nonsteroidal anti-inflammatory drug (NSAID).
NSAIDs are used to treat pain from medical conditions
such as arthritis. Voltaren Arthritis Pain works similarly
to oral NSAIDs like ibuprofen or naproxen by temporarily!
blocking the production of pain signaling chemicals
called prostaglandins. However, when taking a pill, the
medication is distributed to the site of pain through the
bloodstream. Compared to oral diclofenac, only 6% of
the medicine in Voltaren Arthritis Pain is absorbed in the
bloodstream. It works by penetrating through your skin
at the application site to deliver arthritis pain relief.

How does over-the-counter Voltaren Arthritis
Pain differ from prescription Voltaren Gel?
Over-the-counter Voltaren Arthritis Pain is the

same strength and formula as original full prescription
strength Voltaren Gel but is available without a
prescription.

Apply Voltaren Arthritis Pain 4 times a day to ensure you get
the full effect of the medicine.

Can | apply Voltaren Arthritis Pain to upper and lower
body areas at the same time?

Yes.

You can use Voltaren Arthritis Pain on up to 2 body areas
at the same time. The areas can include the foot, ankle,
knee, hand, wrist, and elbow.

Some correct examples include:

S G

Upper body Lower body

Hand and elbow Knee and ankle
Upper/Lower body Lower body )

Wrist and ankle (L)Knee and (R)knee

Do not use Voltaren Arthritis Pain on more than 2 body
areas at once.

Can | apply Voltaren Arthritis Pain without measuring it
out on the dosing card first?

No.

Use the dosing card to make sure you are getting the
correct amount of medicine.

Can | use Voltaren Arthritis Pain on my spine, hips, or
shoulders?

No.

The use of Voltaren Arthritis Pain on the spine, hips, and
shoulders has not been studied.

Can | take any other pain medications with

Voltaren Arthritis Pain?

Ask your doctor or pharmacist before using Voltaren
Arthritis Pain if you are taking any other pain reliever or are
planning on taking any other pain reliever, especially
prescription or nonprescription NSAIDs (aspirin, ibuprofen,
naproxen, or others).

Can | take any other pain medications during the first

7 days | use Voltaren Arthritis Pain?

Taking other pain medications is generally not recommended.
Speak with your doctor or pharmacist before taking other
pain medications when using Voltaren Arthritis Pain.

How long can | use Voltaren Arthritis Pain?

Use Voltaren Arthritis Pain 4 times a day every day for up
to 21 days for treatment of arthritis pain or as directed by
your doctor.

Voltaren Arthritis Pain should be part of an overall
program for managing your arthritis pain. The program
should also include activities such as appropriate
movement or exercise, specific lifestyle changes, and
weight maintenance. Regular visits and discussions with
your doctor can help incorporate Voltaren Arthritis Pain
into a complete program to help manage your

arthritis pain.

What do | do if | get Voltaren Arthritis Pain in my eyes?
If eye contact occurs, rinse thoroughly with water and
consult a doctor if irritation lasts more than an hour.

How do I clean the dosing card?
Wash the dosing card with water, and store dosing card
and tube out of reach of children.

What if | miss a dose of Voltaren Arthritis Pain?
If you forget to apply Voltaren Arthritis Pain, don't
double your dose. Just apply the next dose as scheduled.

How should I store Voltaren Arthritis Pain?

- Store at 20-25°C (68-77°F).

- Do not freeze Voltaren Arthritis Pain.

- Store the dosing card with your Voltaren Arthritis Pain.
+ Keep out of reach of children.

Additional Questions?

Call the Voltaren Arthritis Pain consumer hotline at
1-855-297-3031.

www.voltarengel.com
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Before You The first time 3. After use, put the cap
Use Voltaren | youuseatube |XSksnmeende
Arthritis Pain | of Voltaren A

[ S\

Read the Drug Facts
Label, which appears
on the carton.

Remove the dosing
card from the inside of
the carton. You should
Blways use the dosing
card to measure out the
correct dose of Voltaren
Arthritis Pain.

Arthritis Pain:

You will have either one
of the caps shown below.

indent
)

< -

1. Take the cap off the tube.
Open the safety seal by
firmly pressing the indent on
the top of the cap onto the
star-shaped seal on the tube.

N g~

2. Firmly turn the cap to
remove the safety seal.
Do not open the safety
seal with scissors or
other sharp objects.

Fs

Using Voltaren
Arthritis Pain

How often to use
Voltaren Arthritis Pain
Use 4 times a day

for best results.

For example:

L
Start of the day

Middle of the day
r T |

| ——
Late afternoon

C

End of the day

ow long can T use
Voltaren Arthritis Pain?
Use Voltaren Arthritis
Pain 4 times a day every
day for up to
21 days for treatment of
arthritis pain or as
directed by your doctor.

oltaren Arthritis Pain
should be part of an
overall program for
managing your arthritis
pain. The program should
also include activities
such as appropriate
movement or exercise,
specific lifestyle changes,
and weight maintenance.
Regular visits and
discussions with your
doctor can help
incorporate Voltaren
Arthritis Pain into a
complete program to help
manage your arthritis
pain.

What doTdo if I get Voltaren
Arthritis Pain in my eyes?

If eye contact occurs, rinse
thoroughly with water and
consult a doctor if irritation
lasts more than an hour.

How do I clean the

dosing card?

Wash the dosing card with
water, and store dosing
card and tube out of reach
of children.

What if | miss a dose of
Voltaren Arthritis Pain?

If you forget to apply
Voltaren Arthritis Pain, don't
double your dose. Just apply
the next dose as scheduled.

How should I store

Voltaren Arthritis Pain?

- Store at 20-25°C (68-77°F).

- Do not freeze Voltaren
Arthritis Pain.

- Store the dosing card with
your Voltaren Arthritis Pain.

- Keep out of reach
of children.

Additional

Questions?
Call the Voltaren
Arthritis Pain
consumer hotline at
1-855-297-3031.

www.voltarengel.com
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Applying Voltaren
Arthritis Pain

Gently rub Voltaren
Arthritis Pain into the skin
using your hand. Apply

4 times a day for best
results. Do not use on more
than 2 body areas at once.

Upper body areas

Elbow
Including sides, inner, and outer

Apply only to clean, dry skin
that doesn’t have any cuts,
open wounds, infections or
rashes. Do not apply in the
same area as any other
medicines or products that
are applied to the skin.
Lower body areas

Knee
Including sides, kneecap, and back

Wrist
Including sides, top, and bottom

Hand
Including top, palm, and fingers

4 Quick Start

Ankle

Including sides, front, and back

Y =

Foot
Including sole, top of foot, and toes

q Y,
21e))10
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ow does Voltaren
Arthritis Pain work?
Diclofenac sodium, the
medicine in Voltaren
Arthritis Pain, is a
nonsteroidal anti-
inflammatory drug
(NSAID). NSAIDs are used
to treat pain from medical
conditions such as
arthritis. Voltaren Arthritis
Pain works similarly to
oral NSAIDs like ibuprofen
or naproxen by
temporarily blocking the
production of pain
signaling chemicals called
prostaglandins. However,
when taking a pill, the
medication is distributed
to the site of pain through
the bloodstream.
Compared to oral
diclofenac, only 6% of the
medicine in Voltaren
Arthritis Pain is absorbed
in the bloodstream. It
works by penetrating
through your skin at the
application site to deliver
arthritis pain relief.

How does over-the-counter
Voltaren Arthritis Pain
differ from prescription
Voltaren Gel?
Over-the-counter Voltaren
Arthritis Pain is the same
strength and formula as
original full prescription
strength Voltaren Gel but
is available without

a prescription.

This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

2D Code=NPA004450

2D Code=NPA004450

ARTHRITIS PAIN

diclofenac sodium topical gel, 1% (NSAID) - arthritis pait

er
ide

How to use
Voltaren Arthritis
Pain, with
answers

to frequently
asked questions

NPA004450

Voltaren m

Contents

Quick Start
Page 1

-

Facts You Need to Know
Page 6

Questions and Answers
Page 8

-

Understanding
Voltaren
Arthritis
Pain Gel

Voltaren Arthritis Pain
(diclofenac sodium
topical gel, 1% (NSAID) -
arthritis pain reliever) is
an arthritis pain relief
medication that you
apply to your skin.

It is intended to be used
4 times a day every day
for up to 21 days.

How to get started
right away with
Voltaren

Arthritis Pain
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rthritis Pain to upper
nd lower body areas at
the same time?
Yes.
You can use Voltaren
Arthritis Pain on up to
2 body areas at the same
time. The areas can
include the foot, ankle,
knee, hand, wrist, and
elbow.
Some correct examples
include:

™\ ‘ Upper body
S . Hand and elbow
a8 " Lower body
‘ = Knee and ankle
. Upper/Lower body
Y & Wrist and ankle
o) .) . Lower body
‘ ' (L)Knee and (R)knee
Do not use Voltaren
Irthritis Pain on more

than 2 body areas
bt once.

Ean I'apply Voltaren

1o uestions and Answers

Can I apply Voltaren Arthritis
Pain without measuring it
out on the dosing card first?
No.

Use the dosing card to make
sure you are getting the
correct amount of medicine.

Can | use Voltaren Arthritis
Pain on my spine, hips,

or shoulders?

No.

The use of Voltaren Arthritis
Pain on the spine, hips, and
shoulders has not been
studied.

Can [ take any other pain
medications with
Voltaren Arthritis Pain?
Ask your doctor or
pharmacist before using
Voltaren Arthritis Pain if
you are taking any other
pain reliever or are
planning on taking any
other pain reliever,
especially prescription or
nonprescription NSAIDs
(aspirin, ibuprofen,
naproxen, or others).

Can | take any other pain
medications during the
first 7 days | use Voltaren
Arthritis Pain?

Taking other pain
medications is generally
not recommended. Speak
with your doctor or
pharmacist before taking
other pain medications
when using Voltaren
Arthritis Pain.

here to apply
Voltaren Arthritis Pain
Voltaren Arthritis Pain
can be used on up to
2 body areas from the
following list: a hand, a
wrist, an elbow, a foot, an
ankle, 3 knee. Do not use
on more than 2 body
areas at once.

Some examples include:

L
", ,L\ / ,g\
hil

J Correct: 2 areas J Correct: 2 areas
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Measuring the
correct amount using
the dosing card

For each upper body area

(a hand, a wrist, or an elbow):
Squeeze gel from the tube
equal to the length shown on
the upper body section of the
dosing card (2.25 inches).

For each lower body area

(a foot, an ankle, or a knee):
Squeeze gel from the tube
equal to the length shown on
the lower body section of the
dosing card (4.5 inches).
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This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda
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