DR SIMI ALL DAY PAIN RELIEF- naproxen sodium tablet, film coated
Farmacias De Similares TX LLC

All day Pain Relief NAPROXEN

Drug Facts

Active ingredient (in each caplet)
e Naproxen sodium 220 mg (naproxen 200 mg) (NSAID)*

*Nonsteroidal anti-inflammatory drug

Purpose
e Pain reliever/fever reducer

Uses

Temporarily relieves minor aches and pains due to:
Minor pain of arthritis.

Backache.

Headache.

Muscular aches.

Menstrual cramps.

Toothache.

The common cold.

Temporarily reduces fever.

Warnings

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

e Hives

Facial swelling

Asthma (wheezing)

Shock

Skin reddening

Rash

Blisters

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

Stomach bleeding warning: This product contains an NSAID, which may cause
severe stomach bleeding. The chance is 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].
e Have 3 or more alcoholic drinks every day while using this product.
e Take more or for a longer time than directed.

Do not use
e |f you have ever had an allergic reaction to any other pain reliever/fever reducer.
e Right before or after heart surgery.

Ask a doctor before use if

The 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, or kidney disease.
You are taking a diuretic

You have problems or serious side effects from taking pain relievers or fever
reducers.

e You have asthma.

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 Take with food or milk if stomach upset occurs.

e The risk of heart attack or stroke may increase if you use more than directed or for
longer than directed.

Stop use and ask doctor if

e 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

W eakness in one side of the body

Slurred speech

Leg swelling

Pain gets worse or lasts more than 10 days.
Fever gets worse or lasts more than 3 days.

You have difficulty swallowing.

It feels like the pill is stuck in your throat.
Redness or swelling is present in the painful area.
Any new symptoms appear.

If pregnant or breast-feeding

ask a health professional before use. It is especially important not to use Naproxen
sodium during the last 3 months of 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

Keep out of reach of children

In case of overdose, get medical help or contact a Poison Control Center immediately.

Directions

e Do not take more than directed.

¢ The smallest effective dose should be used
e Drink a full glass of water with each dose.

e Take 1 caplet every 8 to 12 hours while symptoms
last.

e For the first dose you may take 2 caplets within the
first hour.

e Do not exceed 2 caplets in any 8-12 hour period.

e Do not exceed 3 caplets in a 24-hour period.

Adults and children 12 years
and over:

Children under 12 years: Ask a doctor.

Other information

e Each tablet contains: sodium 20 mg.

e Store at room temperature 15-30°C (59-86°F).
e Read all product information before use.

Inactive ingredients

Colloidal silicon dioxide, croscarmellose sodium, FD&C Blue No. 2 Lake, hypromellose,
magnesium stearate, mirocrystalline cellulose, polyethylene glycol, povidone, titanium
dioxide.

Questions or comments?
(855)-280-1079

Distributed by: FARMACIAS DE SIMILARES TX LLC
800 Brazos St Ste 260, Austin, TX, 78701, USA.
customerservice@drsimi.com

www.drsimi.com

LOT #

EXP:

PEEL BACK for more DRUG FACTS
DR SIMI



NDC 85786-104-24

Strength to Last 12 hours

Naproxen Sodium 220 mg

Pain Rel

/Fever Reducer (NSAID)

ever,

24 Caplets
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NDC 85786-104-24
Strength to Last 12 hours
Naproxen Sodium 220 mg
Pain Reliever / Fever Reducer (NSAID)

4 *sfep ¢ ueL) 810w S1Se] 10 9310M $190 Jone m
*skep (1 Ueyy alow S}sej 1o asiom s186 ued m
‘Bujliams Ham *yoaads palnigm
*Ap0q Ay} JO 9pIS U U| SSBUYea\\ |
‘Buiyreaiq sjgnosL m ured 18y m
1840118 J0 swajqosd peay Jo swoydwAs saey NOAN
* 101190 196 10U 580D 18] Uled UJRLIO)S SABH W
"DO0JC] HLLIOA M "S|003S %0B(] 10 ApoCiq) aeH m JUfe [0 m
‘Buipaa)y ysewois Jo subls Buimono; aug Jo Aue aausladye noA M
J1 10}20p e Yse pue asn dojs
"pe1aauIp UeL Jabuoy Joj 10 pa)IalID UBY] 2I0LW 88N
noX J1 8sea.oUl ABW 8X0.AS 0 YOB]IR LBay Jo ¥Sl 8y m
*$1N220 1a5dn YJBLIOS J1 YW IO OO} LM e M
1onpoad sjy} fuisn uaym
*Bnip Jayjo Aue Bupe| m
“UONIPUCD SNOLIas AU J0J 818D $,J0J90D B JBpUN M
ale noA J1 asn alojaq Jsioeunieyd Jo 10ja0p B HSy
"BLULSE SARY NOAM
*$130NPa1 I9A3) J0 SIanael ured
Bunfer woJy s198)J8 8PIS SNOLIAS J0 SWa|goId sABY NOAM
aaInip e Bupye) ke nosm
*8seas|p fauppy 10 ‘sIsouL
- JONI| '55e8sID Ueay ‘aunssald poojd UBIY sAeY NOAM
wingueay
SE 1ans ‘swajqo.d yoewoss Jo Aijs|y € aney NoAM
‘nof 0} saydde Buiusem Buipas|q YIBWOIS 84 M
J1 @sn aJojaq Jojaop e ysy
*fuabins Leay Jaye Jo a1ojaq O m
*130Npal Janal/1analal ured Jayo Aue 0} uopoeal
9ifia)[e Ue pey Jara aAey nof Jj m asn jou og
"Pa13RIIP UL Ll JaBuo| B Joj 10 210w 9Ye) m
“Jonpaud siy
Buisn ajum fep AisAs SYULIP J1j0Y0I[E 8J0W JO € 8ABH
*(sJU0 10 ‘uaxosdeu
‘uajoudnagr ‘uLidse) sqpysN uonduosasduou Jo
uonduosaud Buiureyuod sbnip Jaylo axel m
*finip piosa)s Jo (uenBeoanue) Buiuuiy poojq & a¥e| m
"sue|goid Buipaajq 10 8189IN YIRWOIS PRy SARH M
18p|0 Jo 09 abe ey m
nof 41 1ayBiy 1 oueyd ay|
*BUIPas|q YOBLLO)S 21aA3S 9SNBa ABW YIIYM ‘QIYSN
Ue Sueju0a 1anpoud siy) :Bunuem Buipaajq yaewoyg

(panunuod) spae4 bnig

Reseal Area



6/01-082-(58)
£SIUaWIW0Y 10 suonsany

*5pIXOIP WnjuEYy ‘Buopiaod

‘|02A|6 ausyinedjod ‘asonijea sulEISAIa0II
‘alesea)s wWnisaufiew ‘esojawoudAy ‘aye z “oN anig
%04 ‘WNIPOS SS0[|3LLLIBIS0ID “BpIXOIp OIS [BPI0I00)
sjuaipaibiur aayoeu|

*88N 210Jq UONRULOJUI 19npoid |e peay B
'H98-65) D-0€-G | dinjesadwa) Wood Je alolS m
‘B Oz wnipos :surejuod }ajqe} yoea m

uoinewojul 18410
. sieak g|
0P Eey Japun uaJpjy)
"povad noy- &
Ul $1a|teD £ paadxs 10U o W
"pouad Jnoy Z | -8
fiue ur s18)de0 7 pasoxa Jou ogm | :1ano pue sieak z|
“In0y 15114 8L UILIM S18|de9 7 L2IPIY2 pue synpy

el few nof asop 151 &y Jo4m
18] SwodwiAs gjym
sInoy g1 01 g Auana 19ideo | axeL m

*350p 919 LM JaJem Jo sseyB jinj e yuug m

*pasn ag pnoys asop AAIIaLA }Saj[ews aU] B
"pajoalip UBY) 3I0L 2YE} 10U 0] m
suonaalg

fjareipaLuLyl

18]ua? [013U0D UOSIO B J0.ju0d Jo djay [eaipaw jeb
‘8500I8A0 JO BSED U] *USAP|1IY2 JO Yyoeas jo Jno dasy
*fianyap Buunp suoned)dwod Jo piyo

tioqun sy} ur swaygoud asned Kew ) 8snesaq Jojoop
® fig 0s op 0} petaauip fayuep ssejun foueufiaid jo
syjuow ¢ 1se) auy Buinp wnipos usxoidep asn o} Jou
Juepodw Ajjeioadsa 1y “asn alojaq [guoissajo.ld
Uyeay e yse ‘Buipaaj-jsealq Jo jueubiaid j|
*Jeadde swoldwiAs mau Auym

"Bl [njured auj Uy Juasaid s Buliems Jo sseupaym
"JROILR N0k Ul sforis st (id eu) 8 sjeey m
“Buimoyems Aynoiip aney noA m

(panunuod) syae4 bnig

DR SIMI ALL DAY PAIN RELIEF

naproxen sodium tablet, film coated

Product Information

Item Code (Source) NDC:85786-104

HUMAN OTC DRUG

Product Type

ORAL

Route of Administration

Active Ingredient/Active Moiety

Basis of Strength Strength

NAPROXEN SODIUM

Ingredient Name
NAPROXEN SODIUM (UNII: 9TN87S3A3C) (NAPROXEN - UNII:57Y76R9ATQ)

220 mg

Inactive Ingredients

Strength

Ingredient Name

HYPROMELLOSE, UNSPECIFIED (UNIl: 3NXW29V3WO)

TITANIUM DIOXIDE (UNII: 15FIX9V2)P)

SILICON DIOXIDE (UNII: ETJ7Z6XBU4)

MAGNESIUM STEARATE (UNII: 70097M6130)
POVIDONE K30 (UNIl: U725QWY32X)

CROSCARMELLOSE SODIUM (UNIIl: M280OL1HH48)

MICROCRYSTALLINE CELLULOSE (UNIl: OP1R32D61U)

FD&C BLUE NO. 2 ALUMINUM LAKE (UNIl: 4AQJ3LG584)

POLYETHYLENE GLYCOL, UNSPECIFIED (UNIl: 3WQOSDW1A)

Product Characteristics

no score

Score

blue ((Light Blue))

Color

12mm

220

Size

OVAL ((Capsule-Shaped))

Shape

Imprint Code

Flavor

Contains



Packaging

# Item Code Package Description farketingistar Marketing End
Date Date

NDC:85786-104- 24 in 1 BOTTLE; Type 0: Not a Combination 08/18/2025

1 24 Product

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANDA ANDA091353 08/17/2025

Labeler - Farmacias De Similares TX LLC (119489934)

Establishment

Name Address ID/FEI Business Operations
Granules India 918609236 analysis(85786-104) , label(85786-104) , manufacture(85786-104) ,
Limited pack(85786-104)

Revised: 8/2025 Farmacias De Similares TX LLC
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