DICLOFENAC SODIUM- diclofenac sodium topical gel, 1% gel
Encube Ethicals, Inc.

Diclofenac Sodium Topical Gel, 1%

(NSAID) - arthritis pain reliever

Active ingredient
Diclofenac sodium (NSAID*) 1% (equivalent to 0.93% diclofenac)

*nonsteroidal anti-inflammatory drug

Purpose

Arthritis pain reliever

Uses

e for the temporary relief of arthritis pain ONLY in the following areas:
o hand, wrist, elbow (upper body areas)
o foot, ankle, knee (lower body areas)

e 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

Warnings
For external use only

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

Symptoms may include:

* hives ¢ asthma (wheezing) < skin reddening e« blisters e facial sweling ¢ 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
e more or for a longer time than directed
e when using other drugs containing diclofenac

Stomach bleeding warning: This product contains an NSAID, which may cause
severe stomach bleeding. The chance is small but higher if you

e are age 60 or older

e have had stomach ulcers or bleeding problems



e take a blood thinning (anticoagulant) or steroid drug

e take other drugs containing prescription or non-prescription NSAIDs (aspirin,
ilbuprofen, naproxen, or others)

e 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.

Do not use

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

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

e right before or after heart surgery

e on more than 2 body areas at the same time

¢ in the eyes, nose or mouth

Ask a doctor before use if

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

e stomach bleeding warning applies to you you have a history of stomach problems,
such as heartburn

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

e you are taking a diuretic

e 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
e under a doctor’s care for any serious condition
e taking any other drug

When using this product
e 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

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.
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

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

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 ENCLOSED DOSING CARD to measure a
e Use 4 times per day every day dose
e Do not use on more than 2 body e For each upper body area (hand, wrist, or
areas at the same time elbow) - Squeeze out 2.25 inches (2 grams)
e For each lower body area (foot, ankle or knee)
-Squeeze out 4.5 inches (4 grams)

Read the enclosed User Guide for complete instructions:

e use only as directed

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

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

e do not apply in same area as any other product

e do not apply with external heat such as heating pad

e do not apply a bandage over the treated area




store ENCLOSED DOSING CARD with your Diclofenac Sodium Topical Gel, 1% Arthritis
Pain. The dosing card is re-usable.

Other information

e Store at 20-25 °C (68°F - 77°F). Keep from freezing.

e read all product information before using. Keep the dossing card, the carton and
accompanying User guide for important information.

Inactive ingredients

carbomer homopolymer type C, cocoyl caprylocaprate, ispropyl alcohol, mineral oll,
polyoxyl 20 cetostearyl ether, propylene glycol, purified water, strong ammonia solution.

Question and comments 1-833-285-4151

Diclofenac Sodium Topical Gel, 1% -20 gm

Carton Label - 20 g

NDC 21922-044-25

ORIGINAL PRESCRIPTION STRENGTH

Diclofenac Sodium Topical Gel, 1%

(NSAID)- Arthritis pain reliever

For daily Treatment of Arthritis Pain Anti-Inflammatory
Compare to the active ingredient in Voltaren Arthritis Pain Gel**
For external use only

Net Wt 0.7 oz (209)
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Use Enclosed Dosing Card to Measure a Dose How to Use
For arthritis pain only
Use 4 times a day

¥  Diclofenac Sodium Topical Gel, 1% Dosing Card (NOT ACTUAL SIZE)
\ (NSAID)- arthritis pain reliever Read product User Guide before use
Not for immediate pain relief

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

For use on no more than 2
body areas

@ : (Uﬂner body dose 2.25 inches long (2 grams) |

00vE300

¢ (Lawer body dose 4.5 inches long (4 grams) )

HE B HAEA

Use up to 21 days unless
directed by your doctor

et it € Encube
Diclofenac Sodium Topical (),

(NSAID) - arthritis pain reliever

For Daily Treatment of Arthritis Pain Compare to the active ingredient in
Anti-Inflammatory Voltaren Arthritis Pain Gel**

NET WT 0.7 oz (20 g) For external use only

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

TREATMENT AREAS
Medicated Gel 1
Clinically Proven to
Relieve Arthritis y
Pain Hand Wrist Elbow Foot Ankle Knee
Not for use on any other body area (such as back, hip, or shoulder)
Manufactured by : Encube Ethicals Pvt, Ltd, g, Lic, Now: 361 ~This product is not manufactured or distributed
Plot No. C-1, Madkaim Industrial Estate, Madkaim, Distributed by : Encube Ethicals, Inc. by GlaxoSmithline Consumer Heallhcare, PLC,
Post: Mardol, Ponda, Goa - 403 404, India. 200 Meredith Avenue, Suite 101A Durham, NC 27713 USA distributor of Voltaren Arthitis Pain Gel.
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Container Label- 20 g

NDC 21922-044-25

Diclofenac Sodium Topical Gel, 1%
(NSAID)- Arthritis pain reliever
For external use only

Net Wt 0.7 oz (20g)



NDC 21922-044-25

NET WT 0.7 oz (20 g)

Diclofenac Sodium Topical (€3),

(NSAID) - arthritis pain reliever

To open tube: Ungcrew cap and remove foil seal that covers the tube nozzie.

This tube does not contain full product information.
Refain owter carion. doging card and User Guide For full product uzes, directione and warmings.

Tamper eviden slatement; Do nob use i salety seal om le aozzie is beoken or missing,
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Diclofenac Sodium Topical Gel, 1% -50 gm

Carton Label - 50 g
NDC 21922-044-14

ORIGINAL PRESCRIPTION STRENGTH
Diclofenac Sodium Topical Gel, 1%
(NSAID)- Arthritis pain reliever

For daily Treatment of Arthritis Pain Anti-Inflammatory

Compare to the active ingredient in Voltaren Arthritis Pain GeP**

For external use only

Net Wt 1.76 oz (509)




— —_— ————
A y2aads paLInis m Apag Jo apis 1o 12d 3UO U SS3UNEAM m *sieak g} abe iapun

4
Buigams bo) m Bupyieaiq ajgno m ured 158yo m UUP|IY9 Ul 3Jes S1 10 SHI0M Brup SIYl I umouy Jou S| 1] “sieak g afie Japun a1e nok m
pjoi1s 10 swialqosd Lpay Jo swojdwAs aney nok m oneinip & Bupfe} e nok m
J8naq 180 Jou $80p 1oy} ured yIBWOLS Bney m poojq ywoA m W a4oxs B pey Jo ‘Buiyjse ‘aseas|p Aaupiy ‘sisouL Jen| ‘aseasip ueay ‘ainssaid poojg ybiy aney nok m
510018 %94 10 APO0|Q BARY m ey jae) m wINgueay Se Yans 'swajqo.d yoewols o Aiojsiy € aaey nod m
fiupaalq yorwoys o subis Guimoljo) ay) jo Auz souauadxa nok m noK o} sajjdde Buuiem Buipas|q YorLLIo]:

“UOIIPUGI SNOUSS e Jo Subis aq ppnod asay | “readde swojdwiAs mau Aue m $J20NpaJ Janaj 10 sianaias uied Bupje) Woyj S30349 2pIS SNOLRS 1o sWwajgosd aaey nok m
411200 UOLELL U 11900 422} m J1 85N 210}3(] 10}30 B ySY
BOIE |njuiRd oY) UL 1UBSAId 51 BUaMS 10 SS3UP31 M SAED |7 URY] GJOLU SISE| 10 SI0M S196 UEC I 105500 sl e O R P T SR Aped 2 SeTSu

11 40j30p € s pue asn dojg fuaBins peay saye 10 350jaq JyBU m
Jaiea yum Aybnosoy) asul 'sIng90 108IL00 k3 Ji M YINoW 40 ‘asou ‘safa yym JIE0D pIoAE m saunful jo sadfy asay)

1anpead siy) Buisn uaym fl (o) y:0m o) umoys usaq jou sey ynpoid Siy) “saunlu Spods 10 $asiNg ‘sureids ‘SUlRls Jof

Brup Jayio Aue Bupie; m  uonipuod snouas AU J0j 2180 §,J0L00p € Japun m 180npal Janal e 0110 sanaljel ured Jayo fue o) uoioeal 9ifus||e Ue PRY 133 BARY NOA J) M
348 0A Ji 35N alojay i 10 40120 € ¥SY asnjou og
(panunuoo) spoe4 Gmig (panunuos) spae4 fnig

4 SONINHVM ¥ SNOLLOIHIA LNV.LHOJW HO4 dvd L4 4

A 4 *feme uby djay [eoipaw jeas pue asn dojs *s1nooo uenoral ajfs|e Ue ||
“p109.1p vey JaBuo 10} 4o patoanp veul ll yseim yaoys m Bulloms ez, m saisiqm Gujusppal Ups m (DUZoays) BLLSE W S9Ny m
210w 25N N0A 41 4261 51 ASlA 2L TEIE} 9q UED 359U L "NOAIS PUE ‘2AN|IE) Uy apnjout few SwojdwAg
“§2e3e JiEaY Jo ¥si 8y asealoul ‘upidse jdaoxs 'sOpySN :Bulusem ayous pue yaepe Leay “uudse o} a10Jalpe 2pdoad Ul Agzoedsa ‘uoaeal MfIaRE alanas & asned Aew Jeuao|al] suage Abiagy
payaip uey} saBuoj 1o} 10 slow Apdde m Ajuo asn [eusapa 104
1anpold Siy} BUISN a|Iym Azp A19A3 SYULIP SI[OYOD[2 BIOL 10 £ BABY m shuinem
(s1ay30 1o ‘vaxoideu ‘usjoidngy - - e
‘updse) SOIYSN Uonduasalduou 1o uonduosaid Bujuelued SBNIp 1aU10 e} m asn dois 'skep , ul Jaijas ured ou j|

Bru1p piosais 10 (1ue|BeaanuE) BULIY} PODKq & e m *jaija. ajeIpawLLl 10} jou s1 }1 ‘ured sUyLe Joj mnm(a; SKE‘p( Joydn a)}m Aew janposd siy) m
. ! (seaie £poq Jamo]) Gau| ‘GPjue ‘J0o) m
swiajgoad Buipaang 1o manlu‘galaumAn;s pt;ubsi:g = (seate Apag saddn) mogys ‘sum puey
. auip'lﬁmpe?a?q e :seate BuImOlfo) ay) TTATRO Uled SHUULIE j0 Jalfa Aleodwa) ay) 10} m

sasn
a1anas asne3 few YoM ‘qIYSN Ue suiejued 19npoid $1y] :Buiutem Buipasly yewols

2eugjo|aip BuluIEIu03 SBrup Jayjo Buisn usym m Bii1p AIOJRWIE[UI=IUE [EpIosajsuol ,
pajaaip uey) awiy 186UO] e 10} 10 210U m [ 18ABII3) Wied SILULY == (JeUBJOJIP %E670 0 Jua[eAInba) % (. QIYSN) WNIPos Jeusjoiq
Ajdde noA j1 11390 ABW aBEWED 1A *RUSOIP SUIRIUOA Jonpold siy| Bujwiem san f| asodng Juaipaibur aayay
(panunuoo) sjoe4 Bug sjaeq Gnig
Use Enclosed Dosing Card to Measure a Dose How to Use
¢  Diclofenac Sodium Topical Gel, 1% Dosing Card (NOT ACTUAL SIZE) & For arthritis pain only
. (NSAID)- arthritis pain reliever Read product User Guide before use B Use 4 times a day
=] L Not for i iate pain relief ¥ M K 7 days t
o 4 U body d 2,25 inche 0 lay take up to ays to
g ( P done nchés long & grams)| work for your arthritis pain
8 & For use on no more than 2
r (Lawer body dose 4.5 inches long (4 grams}) ) body areas

M Use up to 21 days unless
directed by your doctor

R € Encube
Diclofenac Sodium Topical (),

(NSAID) - arthritis pain reliever

For Daily Treatment of Arthritis Pain ~ Compare to the active ingredient in
AntiInflammatory Voltaren Arthritis Pain Gel**

NET WT 1.76 oz (50 g)

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

For external use only

TREATMENT AREAS
Medicated Gel 1
Clinically Proven to
Relieve Arthritis ;
Pain Hand Wrist Elbow Foot Ankle Knee
Not for use on any other body area (such as back, hip, or shoulder)
Manufactured by : Encube Ethicals Pvt, Ltd. Mfg. Lic. Ne.: 361 **This product is not manufactured or distributed
Plot No. C-1, Madkaim Industrial Estate, Madkaim, Distributed by : Encube Ethicals, Inc. by GlaxoSmithKline Consumer Healihcare, PLC,
Post: Mardol, Ponda, Goa - 403 404, India. 200 Mereditn Avenue, Suite 101A Durham, NC 27713 USA distributor of Voltaren Arthritis Pain Gel.
LG 11-G82-EE8-1 ¢S 40 SUo) < (SWEIB 7) SaUsUl ¢ 110 8z3anbg
'U“m - (aunt 10 apju 100 B2de Apng Jamo| Yaea 1o} m | Bu) BLIES BUI 18 SB2IR pog
Buons pue ‘Jeyerm payund ‘Joad|d susjAdosd ‘eye Aiealsolzo 07 1ixefjed o [Rieuiw ‘joyosje _(sweibg) SWQKW 623 0 azaanbg P ZA:AEMI zmu uo asnjouog m ——
Jfdo1dos) ‘ayeidesopide 0303 ') adk] Jawijodoluoy Jalioqe) SUA[PAIBUN AANIEU] — (MOgy 40 "JsUM 'puBy) B3IE APOq Jadon yoea 104 W | Aep A1eaa fep 1ad saw p asn W ——
i . 950p © ainseaw o} 0HY3 INISOQ 0ISOTINT Bsn ued spuyue ok Jog _—‘_
“uonEWLopUI Juepodwi oy aping Jasn Dulfuedwoase aso( lagd Aleg ———
pue UOLIED I 'piea Buiso au) dasy "DuIsh ainjaq Uolj2uLiojul Janposd flz peal m - e
*Buizaal) woly daay *(4,2/-89) .52-02 12 alojg m saLInju |0 Sacif asay 10 —

HI0M. 01 UMOYS Uaag jou sey janpoid sy *sauniul suods Ja sasinig ‘suieids 'suiens Joj JoN
UoieLwIoju 15410 *i0}o0p Aok Aq pajoaiip ssajun skep |z o) dn asp

=

“jqesi-al §i p12a BuISop ayL "% ‘o9 [eaidoL wnipag eusjojiq Aok Y QHYD INISOT 0330 19N B101S | SU0ia3410
BRJE pajeal au) Jano abepueg e Aidde jouop m

ped Buieay se 4ons jeay [ewaxa yum Adde jou op m “Reme Wb Jajuag

19npoid Jay1o Aue se eale awes ut Adde 1ou op m 61107 UOSI04 & 19E1I09 10 U8l [29IpaLu 18D ‘pamol[zmis J] "UBIPJIA JO yaLas J0 10 dasy

$alse1 10 SUORI3}UI 'spunom uado 'snd Aue aaey J0u s3op ey} uiys Aip ‘ueaja of fjuo dde m B +fianjap Guuinp suonealjduwes 1o pRY3 LIOGUN BU} Ul SWalqoad BSNeD ABL ) 3sN123ag 10ja0p B
Pajoaulp Uy 19BU0] Joj 10 P}231[p UBY) Biou SI 10U 0p M Aq o5 op 0] pajalp Ajaulap ssajun Aaueudiaid uj Iaje] 1o Sk Z 18 92UBJOaIP ash 0] Jou

paloalp se Aluo asn m P ealy 2 yse ' -1
T TSI} posojaus o pesy Juepodwi Alenadsa s3] "asn alojaq [euoissajoid (eay e yse ‘bujpasj-jseaiq 1o jueubaid )|

(panunuo) sjoe4 Griq (panupuo) spae4 Gnig =M

Container Label- 50 g

NDC 21922-044-14

Diclofenac Sodium Topical Gel, 1%
(NSAID)- Arthritis pain reliever
For external use only

Net Wt 1.76 oz (509)



3 i BG Area can be extend but after formation of the tube will come on back panel
NDC 21922-044-14 Encube

Diclofenac Sodium Topical (€7),

(MSAID) - arthritis pain reliever

NET WT 1.76 oz (50 g)

To npn feha: nscraw cap and remasa Toll seal Mal covars @a luba nozk.
This fubst dests nil enngain full product mlarmation,
Aatain putar carion . dasing cand and Usar Guide for fl groduc] imes, dirgciions and wamings
Tampar evidend stzlement: Do mat use il salety seal an lude nazle is broken or mising.
Far lot number and =spirdion date, see oimp of fube or cartan. siMz1szzllpes bl [—.:}
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Diclofenac Sodium Topical Gel, 1% -100 gm

Carton Label - 100 g

NDC 21922-044-09

ORIGINAL PRESCRIPTION STRENGTH

Diclofenac Sodium Topical Gel, 1%

(NSAID)- Arthritis pain reliever

For daily Treatment of Arthritis Pain Anti-Inflammatory
Compare to the active ingredient in Voltaren Arthritis Pain GeP**
For external use only

Net Wt 3.53 oz (1009)



Drug Facts (continued) Drug Facts (continued)
1 pregnant or braast-feeding, ask 2 hezlih professional beiore use, It i especially imacriant “_‘;s‘!':r‘w‘::'“;‘;fw""”"'*“ Imtrmctions:
ot i usa dicofenac at 20 wesks or ater in pregnancy unless defintelydirected to do saby [ g% BN o Girectad ar for fongar than dirscted
 dostar hecause & may causs prablams in the unbom chid or comalications during defivery. | m ok cndy to clean, iy siin thaf dogs nat have 2ny cuts, apen wounds, nfections of rashes
Keep out of reach of children. It swallowed, got mecical help or contact a Poisan Contral mdo ot appl,. in sama area s any other product
Center right away (1-800-222-1222). mdo ot ipn'[ wilh extornall heal such as heating pad
e 'mdorat apoly 2 bandage ver t tratad aa
Direclions NCLOSED DOSING CARD with your Dickteras Soium Topical Gel The dosmg card s ecusacke }f.
se up to 21 days unlkss divected by your docor,
Mol for strains, sprains, bruises or sparts injuries. This product bas nat been shown to work Dme”"m"'m’"“
for these types of njurles, mstore 3t 20-25°C (68-77°F). Keep from freezing.
a\l product information befors using. Keep the Gsing card, this carton and
Daily Per Dase apcompanying User Guide for imperfan information,
For your arthritis pain: Uss ENCLDSED DOSING CARD 1o measurs a dose =
' Usa 4 bimes per day avery day | m Far each ugper body 2rea {hent, wrist. ar eloom) = ;’"’“&'W "'!ffﬁﬂ;ﬂfilcmwlg ‘L’?ﬁ'“;"“”'ﬁ ;;iwc ifg;lﬂ by
m Dot ke o mors thas 2 Squeezs oud 2,25 inches (2 gm,] ool mineral o, polyos steand ether, propylene ghycal, purified wat
budy areas at the same time | W Far pach Ewer Bucy 2 ankle o1 inzg) = ammonia sobitor e
S it 5 s (4 » | Questions or comments? 1-833-285-4151
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Drug Facts Drug Facts (continued)
Active ingredient Purpose || Liver warning: This product cartains diclofonas, Live: damage may 1 yau apply
Dicksfenac sacium (NSAID*) 1% (equivallent to 0.98% dickienac) ——.... Arthritis pain rebiever [ mmore os fora bonger ime than drected
*nansteroidl anti=nflammatary drug hen wsing atner drugs contzining dickfenac

Stomach blseding warming: This procuct contains an NSAID, which may cause severe
stomach bleeding. The chance is small but higher it you

5
m for the temporary relief of arthritis paim ONLY in the following arsss: m are ags B0 ar oldes

m rand, i, fbow upper tody areas)

mot, anide, knea (lawer Dody 2reas ave had stomach ule nh!d\rﬁ Jlbhkﬂ!s .
‘m this praduct may Q(iLn'E?glysm)vmrk for arthritis pain; it is not for immediate relief, ake 2 blaod thinring anticoagulant) or sterud drig M.
o pain reef in 7 days, stop use, m fake other drugs contzining ription or noaprescription NSAIDS (aspirin
Sugrafen, nagroxen, o others!
Warnings ' N 3 o oo scoholi drnks evary day whils Using this praduct
For external use only m agphy more or for longer than drected
ABergy dert: Dickiznac Miy'naJses severe allengic rzaction, especially In people allergic to aspirn, Heart attack and stroks warning: NSAIDs, except 2spirin, increase tha risk of heart attack.

e
heart failure, and stroks. Those can be fatal The risk is higher if you use more
whaering) msiin reddening m swelling m shack m '“: than direeted or for langer than directed.

o
¥ am allgic rclion ccar. siop use and seeh medical elp right swar.

¥ LIFT FLAP FOR IMPORTANT DIRECTIONS & WARNINGS

Container Label- 100 g

NDC 21922-044-09

Diclofenac Sodium Topical Gel, 1%
(NSAID)- Arthritis pain reliever
For external use only

Net Wt 3.53 oz (1009)
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2 2 mm BG Area can be extend but after formation of the tube will come on back panel

NDC 21922-044-09

ORIGINAL PRESCRIPTION STRENGTH

Diclofenac Sodium Topical Gel, 1%

(NSAID) - Arthritis pain reliever
For Daily Treatment of [.Xg{ {{{{FYE10] Anti-Inflammatory

]
Compare to the active ingredient in Voltaren™Arthritis Pain Gel** For external use only

NET WT 3.53 oz (100 g)

To open tube: Unscrew cap and remove foil seal that covers the tube nozzle.

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.

123.2 mm
112 mm

For lot number and expiration date, sea erimp of tube or carton 3lllz1e22lnasne
3 |
|
—
|
¥ Warnings higher if you It pregnant or breast-feeding, ask a health IS
For external use only = are age 60 or older professional before use. It is especially

Allergy alert: Diclofenac may cause a severe « have had stomach ulcers or bleeding problems | important not to use diclofenac at 20 weeks
i alle{qlc reaction, especially in people allergic 10 | « take 2 blood thinning (anticozgulant) or steroid | or later in pregnancy unless definitely directed
% aspirin, drug to do so by a doctor because it may cause

Symp!oms may include: : : | »take other drugs containing prescription or probiems in the unborn child or complications
. EF"ETS . ‘35”“;”5 ["\l‘[hee””ﬂJ . 5::'” ‘:ddan'“ﬁ nonprescription NSAIDs (aspinn, ibuprofen, during delivery.
*Dlisters =71acial sweling #shoc * ras naproxen, or others

—- It an allergic reaction ecurs, stop use and seek ' ) Keep out of reach of children.

medical help right away. + have 3 or more alcoholic drinks every day while store al 20-25°C (68-77°F). Keep from freezing.

Liver warning: This product contains diclofenac, | USing this product Questions or comments? 1-833-285-4151

: ” ly mare or for longer than directed
Liver dzmage may oceur if you apply *app! f | code: GomRUGS A6
«maore or for a longer time than directed Heart attack and stroke warning: NSA|Ds, except ¥

aspirin, increase the risk of heart attack, heart Distributed by :

= when usirg other drugs containing diclofenac x =%4]
Stomach Elgsﬂing wariinu: This D?oduc’r failure, and stroke. These can be fatal, The risk is | Encube Ethicals, Inc. - g % L,
contains an NSAID, which may cause severe higher it you use mare than directed or far longer 200 Meredith _Ilfrve. Suite 202, g 2

¥ stomach bleeding. The chance is small but  » | than dirscted. p- | Durham, NG 27713 USA a8

|t
il

Diclofenac Sodium Topical Gel, 1% - 150 gm

Carton Label - 150 g

NDC 21922-044-26

ORIGINAL PRESCRIPTION STRENGTH

Diclofenac Sodium Topical Gel, 1%

(NSAID)- Arthritis pain reliever

For daily Treatment of Arthritis Pain Anti-Inflammatory
Compare to the active ingredient in Voltaren Arthritis Pain Gel**
For external use only

Net Wt 5.29 oz (1509)
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Use Enclosed Dosing Card to Measure a Dose How to Use
T " N - For arthritis pain only
¥  Diclofenac Sodium Topical Gel, 1% Dosing Card (NOT ACTUAL SIZE)
\  (NSAID)- arthritis pain reliever Read product User Guide before use Use 4 times a day
Y Not for i diate pain relief
d (Llpper body dose 2,25 inches long (2 grams) | S D ariate pEn [oe May take up to 7 days to
work for your arthritis p:
(anel body dose 4.5 inches long (4 grams) J B For use on no more than
o 2 body areas
| Tamper evident statement: Do not use if safety seal on tube nozzle is broken or missing ﬁ:ﬁj:;zﬂ:a’;:;":rﬁ
. . . )
Diclofenac Sodium Topical (f3),

g8

a8

00/a£300

[

NDC 21922-044-26 ORIGINAL PRESCRIPTION STRENGTH & Encube
(NSAID) - arthritis pain reliever

For Daily Treatment of Arthritis Pain Compare to the active ingredient in
Antidnflammatory Voltaren Arthritis Pain Gel**

NET WT 5.29 oz (150 g) For external use only

TREATMENT AREAS

Medicated Gel 1
Clinically Proven to
Relieve Arthritis

Pain Hand Wrist Elbow Foot Ankle Knee
Not for use on any other body area (such as back, hip, or shoulder)
Manufactured by : Encube Ethicals Pvt. Ltd. Mig. Lic. No.: 361 **This preduct is not manufactured or distributed
Plot No, C-1, Madkaim Industrial Estate, Madkaim, Distributed by : Encube Ethicals, Inc. by GlaxoSmithKline Consumer Healthcare, PLC,

Post: Mardol, Ponda, Goa - 403 404, India. 200 Meredith Avenue, Suite 101A Durham, NC 27713 USA distributor of Voltaren Arthritis Pain Gel.
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Container Label- 150 g

NDC 21922-044-26

Diclofenac Sodium Topical Gel, 1%
(NSAID)- Arthritis pain reliever
For external use only

Net Wt 5.29 oz (1509)
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NDC 21922-044-26

Diclofenac Sodium Topical (€3),

INSAID) - arthritis pain reliever

Encube

NET WT 5.29 oz (150 g)

To npen tube: Urscrew cap and remdwe foll geal that covers the ube nozzie
Thiz tube does not contaln full product Information.
Refain oufer carom, dosing card and User Guide for full producd uses, direciions and warnings.
Tamper evident stztement: Do nof us= | safety seal on tube nozzle Iz boken or missing. M .2 n z_ a9
Forlat number and expiration date, s8¢ camp od tube o rartan.

Warmings Etomach hieeding waming: This penrues coatains an It pregeam ar kreast-ieeding, ask o =rath prmsss ona hefrs

Far exterral ese anky MSAL, whith may Guse smeee stamarh hiseding. Tae 1GE IF 5 nsprriaily i=pnrtel not | ese dinimnan o 2 weecks
Allergy gleel: Diclofaras iy saue 3 sevas chance is small kit higher i you w [ierin pregmancy wesless dednizly coecied tncnsn by a
aleme ractan, papecialy in paple Al W =are age hill ar alder o Bacanse i may mese pesskms inthe nchom chid o
agpinin » terert harl stamach nicers o hieeding pmsiems iz iz during defary

Sempdrms may ire s *13kn a hinnd thiming qartcmmilant) or steroid dng Keep nat of reach m ehildmn,

= fakn néer trugs CoMning prescriphion of annprsTiEAnn
MAAI0s [asprm. Buproitn, mpEneen, o imrs)
ot 4 nr mer: alrnhnlic dinks coery day whic using this | eestions or comevenfs? 1-833-265- 4151

+hmzs  epsthma (wheenng) @ skin eedomning
= bisteng =facial sweling =ahgck = pazh
H an alergie rzacinn nenms, S uss and sock

Srom gt W0-E G 1R R Knop from dmesing 1

medil he P rr Ty pradud wanatactiera iy Encube Ethicals P, Lid. o
= appky man: ar ior lbager than dicccied Mol He. C-1, Madsaim Isfustiy Eelaz, Madzaim, =

Liver weariing: Thiz coocust tantaiis st | ypon Sank and stroke wamimn: KEATIE mrrpt aspinn Pl Mmrdad, Posda. Goa - 405 4, Inda =
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Dosing Card -Diclofenac Sodium Topical Gel, 1% (NSAID)- Arthritis pain
reliever

Diclofenac Sodium Topical Gel, 1%

(NSAID)- Arthritis pain reliever

Upper body dose 2.25 inches long (2 grams)

Lower body dose 4.5 inches long (4 grams)

Dosing Card

Read product User Guide before use Not for immediate pain relief
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DICLOFENAC SODIUM

diclofenac sodium topical gel, 1% gel



Product Information

Product Type HUMAN OTC DRUG Item Code (Source)

Route of Administration TOPICAL

Active Ingredient/Active Moiety
Ingredient Name

DICLOFENAC SODIUM (UNIl: QTG126297Q) (DICLOFENAC - UNII:14408QLOL1)

Inactive Ingredients

Ingredient Name
CARBOMER HOMOPOLYMER TYPE C (UNIIl: 4Q93RCW27E)
COCO-CAPRYLATE/CAPRATE (UNIl: 8D9H4QU99H)
ISOPROPYL ALCOHOL (UNIl: ND2M416302)
MINERAL OIL (UNII: T5L8T28FGP)
POLYOXYL 20 CETOSTEARYL ETHER (UNII: YRC528SWUY)
PROPYLENE GLYCOL (UNIIl: 6DC9Q167V3)
WATER (UNIl: 059QFOKOOR)
AMMONIA (UNIl: 5138Q19F1X)

Packaging

# Item Code Package Description

1 [DC:21922:044- 4 i 1 carTON

1 20 g in 1 TUBE; Type 0: Not a Combination
Product

2 \DC:21922:084- 4 in 1 caRTON

2 50 g in 1 TUBE; Type 0: Not a Combination
Product

3 0219227044 1in 1 carTON

3 100 g in 1 TUBE; Type 0: Not a Combination
Product

g [PC:21922:084 4 in 1 caRTON

a 150 g in 1 TUBE; Type 0: Not a Combination

Product

Marketing Information

Marketing Application Number or Monograph
Category Citation

ANDA ANDA210986

NDC:21922-044

Basis of Strength Strength

Marketing Start
Date

02/01/2021

02/01/2021

08/11/2020

02/01/2021

Marketing Start
Date

08/11/2020

DICLOFENAC SODIUM 10mg inlg

Strength

Marketing End
Date

Marketing End
Date



Labeler - eEncube Ethicals, Inc. (116982244)

Establishment

Name Address ID/FEI Business Operations
Encube Ethicals Private 725076298 manufacture(21922-044) , analysis(21922-044) , pack(21922-044) ,
Limited label(21922-044)

Revised: 10/2025 Encube Ethicals, Inc.



	Diclofenac Sodium Topical Gel, 1%     (NSAID) - arthritis pain reliever
	Active ingredient
	Purpose
	Uses
	Warnings
	Do not use
	Ask a doctor before use if
	Ask a doctor or pharmacist before use if you are
	When using this product
	Stop use and ask a doctor if
	If pregnant or breast-feeding
	Keep out of reach of children
	Directions
	Other information
	Inactive ingredients

	Diclofenac Sodium Topical Gel, 1% -20 gm
	Diclofenac Sodium Topical Gel, 1% -50 gm
	Diclofenac Sodium Topical Gel, 1% -100 gm
	Diclofenac Sodium Topical Gel, 1% - 150 gm
	Dosing Card -Diclofenac Sodium Topical Gel, 1% (NSAID)- Arthritis pain reliever

