NAPROXEN SODIUM (NSAID) FEVER REDUCER/PAIN RELIEVER- naproxen
sodium tablet
Amneal Pharmaceuticals of New York LL.C

Naproxen Sodium Tablets, USP
Pain Reliever/ Fever Reducer (NSAID)
220 mg

Compared to the active ingredient of Aleve® T
Drug Facts

ACTIVE INGREDIENT
(in each tablet)

Naproxen sodium USP, 220 mg
(naproxen 200 mg) (NSAID)*

*nonsteroidal anti-inflammatory drug

PURPOSE

Painreliever/fever reducer

INDICATION AND USAGE

Uses

temporarily relieves minor aches and pains due to:
backache

muscular aches

minor pain of arthritis

menstrual cramps

headache

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:

e are age 60 or older

e 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 take more or for a longer time than directed

Heart attack and stroke warning: NSAID, 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
¢ if you have ever had an allergic reaction to any other painreliever/fever reducer
e right before or after heart surgery

ASK DOCTOR/PHARMACIST

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, kidney disease, asthma, or had a stroke
you are taking a diuretic

you have problems or serious side effects from taking painrelievers or fever reducers

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

WHEN USING

When using this product
¢ take with food or milk if stomach upset occurs

STOP USE

Stop use and ask a doctor if
¢ you experience any of the following signs of stomach bleeding:
feel faint
vomit blood
have bloody or black stools
have stomach pain that does not get better

you have symptoms of heart problems or stroke:
chest pain

trouble breathing

weakness in one part or side of 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

PREGNANCY OR BREAST FEEDING

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 right away.

Directions
e do not take more than directed
¢ the smallest effective dose should be used
e drinka full glass of water with each dose

Adults and children 12 years and older

take 1 tablet every 8 to 12 hours while symptoms last

for the first dose you may take 2 tablets within the first hour
do not exceed 2 tablets in any 8- to 12-hour period

do not exceed 3 tablets in a 24-hour period

Children under 12 years
e askadoctor

Other information
¢ each tablet contains: sodium 20 mg
e store at 20 to 25°C (68 to 77°F). Avoid high humidity and excessive heat above 40°C (104°F).

INACTIVE INGREDIENT

croscarmellose sodium, FD&C Blue #2, macrogol, magnesium stearate, polyvinyl alcohol, povidone,
pregelatinized starch, talc and titanium dioxide

Questions or Comments?
Call 1-877-835-5472
Monday through Friday 9 AM -5 PM EST.

Distributed by:

Amneal Pharmaceuticals L1.C



Bridgewater, NJ 08807

TThis product is not manufactured or distributed by Bayer Healthcare, LLC., distributor of Aleve®

Rev. 11-2017-01
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(1 NOT USE F
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| READ VIAL BLISTER CARD FOR COMPLETE PRODUCT INFORMATION.|

Active ingredient (in each tablef) Purposes
Keaproncen sodium LISP, 220 mg iﬂ:apfm:en 200 magj (NSAIDY.... 5 o s A A b s i b e T DERENEEFTENEF TECLICEY
‘nonsteroidal anti-inflammatory drug

Uses: m temporarily relieves minor aches and pains due to: ™ backache ™ muscular aches ™ minor pain of arthriti @ menstreal
cramps W headache M toothache W the common cold M femporanty reduces fever Warmings: Stomach bleeding waming: Thiz
product contzins an MSAID, which may cause severe stomach bleeding. The chance is higher if you: @ are age 60 or clder B have had
stomach ulcers or bleading problems = take a blood thinning (anticoaguiant) or steroid drug ™ take ofher drugs contzining prescription
or nonprescripion N5AIDs (aspirin, ibuprofen, naproxen, or others) ® have 3 or mare alcoholic drinks every day while using this product
W take more or for a kenger time than direcied Heart attack and stroke warning: NSAID, except aspirin, increass the nsk of heart
attack, heart failure, and stroke. These can be fatal. The risk is higher if you uss mare than directed or for lon than directed. :
Directions ® do not take more than directed = the smallest effective dose should be used ®m drink 2 of water with
each dose @ Adults and children 12 years and older: m izke { Iableteuﬁr_rEliuﬂl'stnhllesmmtmhst l the first dose you
may take 2 tablets within the first hour @ do not excead 2 fablets in any 8- fo 12-hour ® do not exceed 3 tablets i a 24-hour
penod @ Children under 12 years: ® ask a doctor Other information ®m each tablet contains: sodium 20 mg ® store at 207 to 25°C
(68" to 77F). Awoid high hemidity and excessive heat above 40°C (104°F).

Questions or Commenls? Call 1-877-835-5472 Monday through Friday OAM - 5PM EST.

Distributed by: Amneal Pharmaceuticals LLC - Bridgewater, NJ 0BBOT Rew. 11-2017-01
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R AR L) PAIN RELIEVER/FEVER REDUCER  *Capsule-shaped Tablets

L READ VIAL BLISTER CARD FOR COMPLETE PRODUCT INFORMATION.|

Keonen st 159 220 {mmm‘emﬂ 200 myg) (NSAIDJ* Pain reliever/fewer rec
men sodium m G iy agani N FEAENBEAENES, PPOICE
'Th:l%sb&l‘ﬂidﬂ.l anti-inflammafory drug

Uses: W temporarily relieves minor aches and pains due to: @ backache W muscular ches @ minor pain of arthritis ® menstrual
cramps M headache M toothache W the common coid M temporarily reduces fever Warmings: Stomach bleeding warning: This
product contzins an NSAID, which may cause severs stomach bleeding. The chance is highar if you: ® are age 60 or ckder ™ have had
stomach ulcers or bleeding problems M tzke a blood thinning {anticoagulant) or steroid drug M take other drugs containing prescripéion
or nonprescription NSAIDs (aspirin, ibuprofen, naproxen, or Ehm] W have 3 or more alcoholic drinks every day while using this product
W take more or for a longer ime than directed Heart attack and stroke waming: NSAID, except aspirin, increase the risk of heart
aitack, heart fasiure, and stroke. These can be fatal. The risk is higher if vou use more than directed or for longer than directed. )
Directions W do not take more than directed m the smallest effective dose should be used = a full glass of water with
each dose @ Adults and children 12 years and older: W iake 1 caplet every B to 12 hours while symptoms st ® for the first dose you
miy take 2 caplets within the first hour ™ do not exce=d 2 caplets in any 8- to 12-hour period = do not exceed 3 caplets in a 24-hour
penod @ Ghi under 12 years: W ask a docior Other information ™ each caplet contains: sodum 20 mog @ store at 207 to 25°C
(68 to T7F). Avoid high humidity and excessive heat above 40°C (104F).

Questions ar Commenis? Call 1-8/7-835-5472 Monday through Friday S4M - 5PM EST.

Distributed by: Amneal Pharmaceuticals LLC - Bridgewater, NJ 08207 Rev. 11-2017-

J
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Drug Facts

Active ingredisnt (in each tablat) Purposss
Naproken sodium USP, 220 mg
{naprmen 200 ITI]-:I (Al *nonstemidal anti-inflammatory drug

Usss

W iemporarily relieves minos aches and pains dues to: ® backache ® muscular aches W minor pain of arthritis
B menstrual cramps W headache W focthache M the common cold @ temporanly reduces fever

Warnings

Alergy alert: Naprowen =odium may csuse a severe allergc reaction, especially in people allengic to aspinin.
Symptoms may include: Whives Wfacial swelling Masthma (wheezing) Wshock Mskin reddening Wrash Wbiisters
if an allergc reachion occurs, stop use and seek medical help nght away. Stomach bleeding waming: This product
containg an NSAID, which may cause severe stomach bleeding. The chance is higher if you: ® are sge 60 or older

® have had stormach ulcers or bleeding problems  m take a blood thinning (anticosgutant] or steroid drug m take other
dnsgs containing prescrption or nonprescription NSAIDS (aspinn, buprofen, naproxen, or others) ® have 3 or more
alcohalic drinks every day while using this product ® take more or for & longer ime than directed

Heart attack and stroke warning: I"nlSJllJI:I' except aspinn, increase the nsk of heart attack, heart fzdure, and stroke.
These can be fatal. The nsk i hegher o you use more than directed or for longer than directed.

Do not use W if you have ever had an alegic reaciion i any offer pain relievenever reducer M right Defone o 2fer heart surgery

Ask a doctor before wse if m the stomach bleeding waming applies to you ® you have a history of stomach
problems, such as heartburn ™ you have high blood pressure, heart dizease, lver cirhosis, kidney disease,
asthma, or had a siroke @ you are taking a dwuretic ® you have problems or serous side effects from taking pain
relievers or fever reducers

Ask a doctor or phammacist before use if you are
W under a doctor's care for any serious condifion M Eaking any other drug

When using this product ® faks with food or milk if stomach upset occurs
Stop use and ask a doctor if ™ you experience any of the foliowing signs of stomach Dleeding: m feel faint W vomit

blood W have bioody or black stooks W have stomach pam that does not get better m you have symptoms of heart
problems or siroke: ® chest pan @ frouble breathing ® weakness in one part or side of body ™ slurred spesch

® |eg swelling W pain gets worse of lasts more than 10.days M fever gets worse or lasts more than 3 days B you
have difficufty swallowing ™ it feels like the pill is stuck in your throat - ™ redness or swelling is present in the painful
area M any new sympioms appear

If pregnant or breast-feeding, ask a health professional before use. |t is especially important not 1o use
naproven sodium during the kast 3 months of pregnancy unless definitely directed to do so by a docior because it may
calse problems in He unbom child or compications during defivery. Keep out of reach of children. In cass of
mverdose, get medical help or contact a Poison Condrol Cander right away

Dirsctions

B do not take more than directed ® the smallest effective dose should be used

| drink a full glass of water with each doss ® Aduits and children 12 years and older: m take 1 tablet every 8
to 12 hours while symptoms kst ® for the first dose you may take 2 tablets within the first hour ™ do not
exceed 2 tablets in any 8- o 12-hour perind W do not excesd 3 tablets in a 24-hour period W Children under
12 years: W ask a docior

Other information w each tablet contains: sodium 20mg ™ iore at 20° to 25°C (B8° o 77°F).
Awoid high humidity and excessive heat above 40°C (104,

Inactive ingredients
croscarmediose sodium, FD&C Blue #2, macrogol, magnesium stearate, polyvinyl alcohol, povidone,
preqelatinized siarch, taic and titanium diovide

Questions or Comments? Call 1-877-835-5472 Monday through Friday 9AM - 5PM EST.

*“This product is not mamufactured or dsiributad by tha Bayer Corparation, Conswmes Care Division, dsiribwior of ALEVE® Tablats
YMLEVE® &= 2 registered frademark of Bayer-Focha LLC.
Bridgewater, N.J 08807 Aev. 11-2H 71
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Drug Facts

Active ingradisnt (in each caplet) Purposes
Maproxen sodium USP, 220ma Pain relisverfever raducer
{neproeen 200 mg) (NSAD) “nonsternidal anti-inflammatory drug

Usss
m temporarily relieves minor aches and pains due to; ™ backache ® muscular aches ™ minor pain of arthntis
B mensirual cramps M headache B toothache M the common cold ® temporanly reduces fever

Warnings

Allergy alert: Naprowen zodium may cawse a severs allengic reaction, especially in people allergic to aspirn.

S\_.rrrnpmigms may in:l.:iude: mhivas lfa-a:lllal swelling masthma ['.lg.ﬂ.'geﬂzing] Ism mzkin reddening Mrash lb?gters

if an allergic reaction occurs, stop use and seek medical help nght away. Stomach bleeding warming: This product

cortains an NSAID, which may cause severe stormach bleeding. The chance is higher if you: m are sge 60 or older

® have had stomach ulcers or bleeding problemsz ® take a blood thnning fanticosgulant) or steroid drug m take other
drugs containing prescrption or nonprescripfion MSAIDS (zspinn, buprofen, naproxen, or others) @ have 3 or more

alcoholic drinks every day while using this product ® take mare or for 2 longer tme than direct

Heart attack and stroke waming: NSAID, excest aspinn, increase the nsk of heart attack, heart fadure, and stroke.

These can be fatal. The nisk is higher if you use more than directed or for longer than directed. .

Do not use W if you have ever had an alegic reacion o any oiher pein relieverfever reducer W rght Defore or &fer heart sumery
Ask a doctor before use if m the stomach bleeding waming 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 stroks ® you are taking a diuretic ® you have problems or serious side effects from taking pain
relievers or fever reducers

Ask a doctor or phammacist before usa if you are
W under a doctor's care for any serious condition M taking any other drug

When using this product ® iake with food or milk if stomach upset occurs
Stop use and ask a doctor if ™ you experience any of te foliowing signs of stomach Diesdng: m feel faint ™ vomit

biood W have bloody or black stools ™ have siomach [EjﬂmmdDESﬂngTbEﬂEf:JﬁuhaﬁS‘ﬁnpthsui heart
E

problems or stroke: ® chest pain ® trouble bresthing ® weakness in one part or sde of body ® slurmed spesch
m |eg swelling W pain gets worse or Bsts more than 10 days ™ fever gels worse or [asts more than 3 days ™ you
have difficulty swallowing ™ if f2als like the pillis shuck in your throat @ redness or swelling is present in the painful
area M any new symploms appear

If pregnant or breast-feeding, ask a health professional before use. 1 is especilly imporiant not to use
naproxen sodium dering the iast 3 months of pregnancy unless definitely directed to do 50 by a docior because it may
Cause problems in the enbom child or compications during delivery. Keep out of reach of children. In cass of
mverdose, get medical help or contact & Poison Condrol Canter right away

Dirsctions
B do not take more than directed ® the smallest effective dose should be used

B drink a full glass of water with sach dose ® Aduits and children 12 years and older: ® faks 1 caplet every 8
t 12 hours while symptoms kst ® for the first dose you may take 2 caplets within the first hour @ do not
exceed 2 caplets in any 8- fo 12-hour period W do nof excesd 3 caplets in a 24-hour penod W Children undsr
12 years: W ask a docior

Other information w each caplet contains: sodium 20 mg W store at 20° to 25°C (68° to 77°F).
Hoyoid high humidity and excessive heat above 40°C (1047,

Inactive ingredients
croscarmedinse sodium, FO&C Blue #2, macrogol, magnesium stearate, polyvinyl alcohol, povidone,
pregelatinized starch, tak and fitanism dioxide

Questions or Comments? Cal 1-877-835-5472 Monday through Friday SAM - 5PM EST.
*This product is not manufactured or disributad by tha Bayer Corporation, Consumer Cane Division, distribrtor of AL EVE® Tabiats.
T EVE® i 3 ropistered frademark of Bayer-Aochs LLC.
Dsfributed byx  Amneal Pharmaceuticals LLC
Bridgewater, NJ 08807 Aev. 11-204 71

NAPROXEN SODIUM (NSAID) FEVER REDUCER/ PAIN RELIEVER

naproxen sodium tablet

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:53746-191




Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name
NAPRO XEN SODIUM (UNI: 9TN87S3A3C) (NAPROXEN - UNIL:57Y76 ROATQ)

Inactive Ingredients
Ingredient Name
FD&C BLUE NO. 2 (UNI: LO6K8 R7DQK)
CROSCARMELLOSE SODIUM (UNI: M28 OL1HH48)
POLYETHYLENE GLYCOL, UNSPECIFIED (UNI: 3WJQ0SDW1A)
MAGNESIUM STEARATE (UNIL: 7009 7M6130)
POLYVINYL ALCOHOL, UNSPECIFIED (UNIL: 532B59J990)
PO VIDONE (UNI: FZ989 GHI4E)
STARCH, CORN (UNIE: 08232NY3SJ)
TALC (UNIE: 7SEV7J4R1U)
TITANIUM DIO XIDE (UNIE: 15FIX9 V2JP)

Product Characteristics

Basis of Strength  Strength
NAPROXEN SODIUM 220 mg

Color BLUE Score

Shape ROUND (Biconvex) Size

Flavor Imprint Code

Contains

Packaging

# Item Code Package Description Marketing Start Date

1 NDC:53746-191-05 500 in 1 BOTTLE; Type 0: Not a Combination Product
2 NDC:53746-191-08 8 in 1 VIAL; Type 0: Nota Combination Product
3 NDC:53746-191-24 24 in 1 BOTTLE; Type 0: Nota Combination Product

Marketing Information

Marketing Category Application Number or Monograph Citation
ANDA ANDA079096

11/25/2009
11/25/2009
11/25/2009

Marketing Start Date
11/25/2009

Strength

no score
10mm

I3

Marketing End Date

Marketing End Date

NAPROXEN SODIUM (NSAID) FEVER REDUCER/ PAIN RELIEVER

naproxen sodium tablet

Product Information

Product Type HUMAN OTC DRUG Item Code (Source)

Route of Administration ORAL

NDC:53746-192



Active Ingredient/Active Moiety

Ingredient Name Basis of Strength  Strength
NAPRO XEN SO DIUM (UNIE: 9TN87S3A3C) (NAPROXEN - UNIL57Y76 R9ATQ) NAPROXEN SODIUM 220 mg
Inactive Ingredients
Ingredient Name Strength

FD&C BLUE NO. 2 (UNIl: L06 KBR7DQK)

CROSCARMELLOSE SODIUM (UNII: M28 OL1HH48)
POLYETHYLENE GLYCOL, UNSPECIFIED (UNIL: 3WJQO0SDW1A)
MAGNESIUM STEARATE (UNIL: 70097M6130)

POLYVINYL ALCOHOL, UNSPECIFIED (UNII: 532B59J990)

PO VIDONE (UNII: FZ989 GH94E)

STARCH, CORN (UNII: 08232NY3SJ)

TALC (UNI: 7SEV7J4R1U)

TITANIUM DIO XIDE (UNIIL: 15FIX9V2JP)

Product Characteristics

Color BLUE Score no score

Shape OVAL (Biconvex) Size 12mm

Flavor Imprint Code 17

Contains

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:53746-192-05 500 in 1 BOTTLE; Type 0: Nota Combination Product  11/25/2009

2 NDC:53746-192-08 8 in 1 VIAL; Type 0: Not a Combination Product 11/25/2009

3 NDC:53746-192-24 24 in 1 BOTTLE; Type 0: Not a Combination Product 11/25/2009

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date  Marketing End Date
ANDA ANDA079096 11/25/2009

Labeler - Amneal Pharmaceuticals of New York LLC (123797875)

Revised: 5/2019 Amneal Pharmaceuticals of New York LLC
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