NAPROXEN SODIUM- naproxen sodium tablet
NAPROXEN SODIUM- naproxen sodium tablet, film coated
Granules India Ltd

Naproxen Sodium Tablets, USP 220 mg

ACTIVE INGREDIENT(S)
(in each tablet/caplet)

Naproxen sodium 220 mg (Naproxen 200 mg) (NSAID)*

*nonsteroidal anti-inflammatory drug

PURPOSE

Pain reliever/fever reducer

USE(S)

» temporarily relieves minor aches and pains due to:
* minor pain of arthritis

* muscular aches

* backache

* 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:

* hives

» facial swelling

e 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

* 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

» take more or for a longer time 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

* if you have ever had an allergic reaction to any other pain reliever/fever reducer
* 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 had 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 pain relievers or fever reducers

ASK A DOCTOR OR PHARMACIST BEFORE USE IF

* under a doctor's care for any serious condition
* taking any other drug

WHEN USING THIS PRODUCT

* take with food or milk if stomach upset occurs

STOP USE AND ASK 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
eslurred 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/BREASTFEEDING

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

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

DIRECTIONS
¢ do not take more than directed

¢ the smallest effective dose should be used

* drink a full glass of water with each dose

Adults and children 12 years and older e take 1 tablet every 8 to 12 hours while symptoms
last
e for the first dose you may take 2 tablets within the
first hour
e do not exceed 2 tablets in any 8- to 12-hour period
e do not exceed 3 tablets in a 24-hour period

Children under 12 years e ask a doctor

OTHER INFORMATION

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

INACTIVE INGREDIENT



microcrystalline cellulose, polyethylene glycol, povidone k-30, sodium starch glycolate,

Inactive Ingredients FD&C blue#2 aluminum lake, hypromellose 2910, maize starch,
stearic acid, titanium dioxide

Do not use if carton is open or of foil seal on bottle opening is missing or broken.

1-877-770-3183 Mon - Fri 9:00 AM to 4:30 PM EST

Questions or Comments?
Granules India Limited
Hyderabad -500 081, India
PRINCIPAL DISPLAY PANEL

MADE IN INDIA
M.L. 37/RR/AP/2003/F/R

Manufactured By:
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Drug Facts (continued)

‘When using tis product ® take with kood o milk 1! Somach upset oocurs

Stop use and ask a doctor if
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[Keep out of reach of chilkdren. In of owerchsa, help or corfiact a
[Poigon Coniml Center right away.

Directions
u donat directed n eflective be used
W chinkx & full gless of wetar with each dose

® izke 1 caplef every 8 4012 hours while symphoms last
thuﬁmh‘bﬂs ™ fior the firs! dose you may kake 2 caplets within the firs!

bowr
u do ol exceed 2 caplets in any 8 i2-hour peried
u o ot exceed 3 caplets in & 24-howr period

Children under 12 years|m ask a dochor

Other Information

® gach capiel containg: sodum 20 mg

B siom ot 20 - 25°C (63 - TT°F). Avoid high humidy and excessive haat dbove 40°C
{104°F)

Inactive D&C bluek2 dluminum ke, by 10, maize starch,

micoaysidine celluinge, p ayatylens ghyodl, povidana k-30, sodum samch gheolae,
hesaricacid, Btanium dowida

Questions or Comimants? 1-877-T70-3 183 Mor — Fri900 AM w400 PM EST
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Drug Facts (continued)

‘When using this product ® take with food or milk If stomach upsel ocours

Stop use and ask a doctor i
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Diractions
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Wmﬂﬂmﬂm‘f__ﬂﬂ  fior the first dose you may taka 2 caphas wibin e first
haw
® o ot aceceed 2 caplets inany & w12 -howr period
o ot enecend 3 caplets ina 24-how period
[ hildren undar 12 yeers |m ask a dactor
Other information
 each caplet contains: sodum 20 mg
m siore al ) - 25°C (58 - 77°F). Avoid high humidity and axcessive heat above 40°C
(104°F).
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Questions or Commenis? 1-877-7 705183 Mo - Fi 200 AM to 400 PM EST
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product m fge more o for a longer time
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Heart attack and stroke waming: NSAIDs,
axoai aspinin, increase the risk of haar
dfack, heartfailus, and stoke. These can
be fatal. The risk is higher if you use mare
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Ask a doctor before use if
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Drug Facts (continued)
When using this product @ takewih kood or milk If stomach upsat ocours.
Sii-ll-nx!-

f tioadng » fe faint
= oni od e bood yer blark 1408  have smach pan et dom ol gat
DN W 0 N2 YPTIDOME of P Ui OF Y ORE W hest pan
w outie brasthing » wesnas in o pat o sl of body m sluTed peach
= ) swading W (i 6l worss o (& Mmore Tn 100ays W lner QBts wWorse of [ass
mom tan Sdays @ youhave dfiouty swalowing m §leels ke the pil Is 5%k in your

heoat  peckhed 4 o Svealling 3 pres et in the pairhdl 2y
W 3y P Sy PO e
a m . Uis smpecdy mpatant
Guing he b  month drced b
@ w0 b a docdie e R may cavst bom chidoe camp
cunng selvesy

Keap out o reach of children. incas o ovardoss, got madieal helpor contact a

| I nn‘! Cenr tchtaway.

-SI‘IF used.
-i-z_nrlnxl_ﬂt_ln_anl

kit andchich s 1 o e .6 48 s whchs o last

2 yeam andadee ' r 1he fred o e you My ke 2eaples W ihinars!
Four

® do ot coad 2 caplets in any & ol 2-howr pariod

» o et soceed S caplets ina 24-hour perod

JCrilchan under 12 peavs|w asca coosr
Cther information

e ch capletoantains: sodum 20 mg
lﬁ-_ﬁ.»mdnm.ﬁi.!m:urr iy and e hoat above 40°C
&

Inactive IngrecientsFOAC blusk2 duminum ke, fypromalloss 2010, malze starch,
micracystaling caluioss, polyetians gycd povidans k-30, sodum starch glyeolats,
St wcid Sianium doide

Questions or Comments? 1877-T TO-3 188 Maon = Fri 900 AM bo 4 00 FM EST
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Drug Facts (oontnued)

When using Ihie product B [ake with iond o mit il slomach Lpsel s
Stopuse andaska dector T

o Experkncz any o] the liowng signs of omech bie2 dng: m el fant

w womit boad m hee §hody or bleck stools mbae Srech pan hal des nof pet
beber m you e yTpLeE0! hearl pkmECs sinke W cheg pin

8 inable beathing @ weniness none par or Sck of body @ shredspeech

wig ] 10 oy m ener gels worse of s
ngwﬁ.-o -,o._zs il by b il s B e gl ok m your
theoal W Ednessar aeding & present in lhe palil aes

W anynes SyTpims agpear

W regrant or T espaiaty |nponEnt
B,Biigaegtlulgrkissiiv
chanby & docke becasn | n iy csump

durng deiery.

Keep out of reach of ehildren. Incase of ceroose, 0t mecal hely or colect

Paison Control Center ngh! awsy
15

® donet lake more han divected W Ihe smallest off eclive dose should be wsed
® rink & full giess of weterwth esch dee

den W EE 112bE! Pery 8 0 12 hous whie sympiors st

uﬂﬂuﬁﬁq o1 e frst dose you ey fake 2 lable s wiin e frsi
hout

0 ol erteed 2 tablels i ang -1 12-hout perod

'm0 mod excee d 3 fablets i 2 24-hour perod

Childien snder 12 yoars|w ask a chcior

Other information

m gach lablet conbains: sadum 20wy

msioreal 20- 26°C (83 - T7'F). Awoid high humidity and excossies heaf sbove40°C
[104°F).

ingctive ngredients FDAC bluakZ slumnun late, hypromelose 291 (, mare stach,

mcrocrystaline celluiss, polyemnytans ol povdone k<30 sodum stach gycolale,
shean zcid, tanum doode

Questions or Comment$?1-877-770-183 \or - Fri 300 AM 1o 4 00 PM EST

| M30LE HO DMISSIA SI DNINID T11108 NO TY3S TI0 4 31 33N LON 00

)

Compere to lhe Acive
Ingredient of Aleves Tables”

NDC 62207-761-49
Pain refiever/fever reducer

220 mg LSV

Contains no ingredient made from a
gluten-containing grain (wheat, barley, or rye)
STRENGTH TO LAST 12ZHOURS

Naproxen Sodium Tablets USP

1000 Tablets
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Ingredient of Aleve* Caplets'

Naproxen Sodium Tablets USP

NDC 62207.720.49
Comgpare o the Adive

B oo

Pain relieverfever reducer
BACK & MUSCLE PAIN

Contains no ingredient made from 2
gluten-containing grain (wheat, barley, or rye)

STRENGTH TO LAST 12 HOURS

N

1000 Caplets’
(ICapsule-Shaped Tablets)

Drug Facts (continued)

When this product ® take with keed or milk # stomach T

Stop use and ask adoctor if

Yoy @penance ay of e lolowng sgrs of sumach beadng w el tam

w ot bioad w e bioddy o DEic 51005 1 hawe smach pan Mia doss ot ga
Befier 8 you hive gyiplorns of haad probiend of stk w chist pain

= O/ DRI » WEHlaNES 1 018 P 0 08 0l 0dy w SLITed PN

10cys mloverQas wose or lasts
H.ls!nr.;.__q.iigiu.‘!-s-il!ﬂsg

et askab P Rl aspecisly mporant

ey

b 80 by & clocicr beoaume i miy

drigdebery.

Kaep out of reach of children, b case of averdose, gel madical help or cortst &
Paisen Contol Cener rghtaway.

Directions
W 45 0ot ek more than i redted &
= drmk atul gass o water wih each (0se

W e 1 caphét o vary 8w 12houss while symptoms last
e waocys | o thefistdose you may e caes whi e bt
hoar
w o ! @xceed 2 capiats n any 8- 1ol 280w pariod
® do ot excesd 3 cagiels ina 2-hour pariod

[Gnikdven inder 12 yews |m aska docor
Other i formation

¥ each caplel contaimg: sacum 20 mg
-rﬁ:s.ﬁa 58 - 77°F). Avoid high harmidityand ancessive haa! ibove &7°C
(106).

Inactive ngredients FOAC bius &2 suminum s, iypromeloss 2510, maize stach |
microonystaing ogllee . colyemtane gyod. povidong k-30. sasium starch ghvo date,
shonic aid. llmnium odde

Questions or Comments? +-6T7-T-3188 Mon- Fi 800 A o 400 PM EST
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Drug Facts (continued)

‘When using tis ' take wih food or milk | stomach upset occurs
Stop vt and aek 3 coctor i

B you aperiondn anyof ha fllowing tigre of gomach Headng m healaint

® vormi biood m have bibady or biak 51008 @ have 8iomach pain et doesnct gat
bener ® youhave symptoms of heart problems o sYoke. @ Chest pain

& ol brasing @ wesknas in o pat oraids of body @ shmed spich

o I swaling m piain et worss o |2 mare fuan 10 da)s w fwer gots woma o7 Bels
mom $ian 3dag @ pou heve dSiodty swalowing @ 1 Ra ke fha il is shuck o
et m mednes s or swalling s present in e paindel ama

W N SYTERONTS p0aar

M pgrant o branst ledng .‘...I!__a...qiu._.}i. .;.ati 1_..:1
ot by s ragr ocen sadium during e et
00 00 By D0 baciias [ may
Guring delery

Keap oui of reach of children. incase of ovardoss, et madical help or contact 2
Paison Gontal G enier dgh! away.

Nrection s
® do not take more than directed » Tie smalles t eflectve dose should be used
o deirk &bl glass of walerwith sach dose

® ik 11ablet overy Blo 12 hours whie sympioms las!

Abiamd G | o st dhsayou ey bk 2 taies witin 1o st

12 yoars and dlder B

® do ot excead 2 iablets inamy & o12-how pedod
3 ot 0 3UADioAs in A 24-hour period
[Childhenunder 12 yaars| 2sk & dockyr

Otiher Information
m 8 ch lablet contains: sodum 20 mg

= ﬁ-_a -25°C @8- TTF). Awold high umidity and e xsaive hoat above 40°C
(10

Inac tive IngredientsDSC blusk2 duminum e, ypromeloss 2910, maizs sterch)
miceoiryataling calulos, poivetylens gycal povidons k-30, sodum slarch iedlats,
llnﬁn.-l.#:_nﬂnr

ni.r-ﬂn._.nﬂ!iaﬁ:q.z_i_ﬂzn_. Fri 900 AM b0 400 PM EST

_ NANOLE HO DNISSIN S1 ONINEL0 TLLOENO TWIS 1104 41 39N LON 00 _

NDC 62207-728-49
Compare to the Acfive
Ingredient of Aleve® Tablats*
Pain relieverfever reducer
BACK & MUSCLE PAIN
-
-’

Contains no ingredieni made from a

gluten-containing grain (wheat, barley, or rye)

(NSAID)*

STRENGTH TO LAST 12 HOURS

Naproxen Sodium Tablets USP

1000 Tablets

NAPROXEN SODIUM

naproxen sodium tablet

Product Information

Item Code (Source) NDC:62207-328

HUMAN OTC DRUG

Product Type

ORAL

Route of Administration

Active Ingredient/Active Moiety

Basis of Strength Strength

NAPROXEN SODIUM

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

220 mg

Inactive Ingredients

Strength

Ingredient Name

FD&C BLUE NO. 2 (UNIl: LO6K8R7DQK)

HYPROMELLOSES (UNII: 3NXW29V3WO)
STARCH, CORN (UNII: 08232NY3S))

CELLULOSE, MICROCRYSTALLINE (UNIl: OP1R32D61U)

POLYETHYLENE GLYCOL 400 (UNIl: B697894SGQ)

POVIDONE K30 (UNIl: U725QWY32X)

SODIUM STARCH GLYCOLATE TYPE A POTATO (UNII: 5856)3G2A2)

STEARIC ACID (UNIl: 4ELV7Z 65AP)

TITANIUM DIOXIDE (UNII: 15FIX9V2)P)




Product Characteristics

Color blue (Light Blue) Score
Shape ROUND Size
Flavor Imprint Code
Contains
Packaging
# Item Code Package Description Marketing Start
Date
1 NDC:62207-328- 24 in 1 BOTTLE; Type 0: Not a Combination 07/16/2021
41 Product
2 NDC:62207-328- 50 in 1 BOTTLE; Type 0: Not a Combination 07/16/2021
42 Product
3 NDC:62207-328- 100 in 1 BOTTLE; Type 0: Not a Combination 07/16/2021
43 Product
4 NDC:62207-328- 500 in 1 BOTTLE; Type 0: Not a Combination 07/16/2021
47 Product
5 NDC:62207-328- 1000 in 1 BOTTLE; Type 0: Not a Combination 07/16/2021

49 Product

Marketing Information

Marketing Application Number or Monograph Marketing Start
Category Citation Date
ANDA ANDAQ91353 07/16/2021

NAPROXEN SODIUM

naproxen sodium tablet

Product Information
Product Type HUMAN OTC DRUG Item Code (Source)

Route of Administration ORAL

Active Ingredient/Active Moiety

no score
10mm
220

Marketing End
Date

Marketing End
Date

NDC:62207-327

Ingredient Name Basis of Strength Strength
NAPROXEN SODIUM (UNII: 9TN87S3A3C) (NAPROXEN - UNII:57Y76R9ATQ) NAPROXEN SODIUM 220 mg

Inactive Ingredients

Ingredient Name
FD&C BLUE NO. 2 (UNII: LO6K8R7DQK)
HYPROMELLOSES (UNIl: 3NXW29V3WO0)
STARCH, CORN (UNIl: 08232NY3S))
CELLULOSE, MICROCRYSTALLINE (UNIl: OP1R32D61U)
POLYETHYLENE GLYCOL 400 (UNIl: B6978945GQ)
POVIDONE K30 (UNII: U725QWY32X)
SODIUM STARCH GLYCOLATE TYPE A POTATO (UNIi: 5856)3G2A2)
STEARIC ACID (UNII: 4ELV7Z 65AP)
TITANIUM DIOXIDE (UNII: 15FIX9V2JP)

Product Characteristics
Color blue (Light Blue) Score

Strength

no score



Shape OVAL (Caplet -Shaped) Size

Flavor Imprint Code
Contains

Packaging

# Item Code Package Description

Marketing Start

12mm
220

Marketing End

Date Date

1 NDC:62207-327- 24 in 1 BOTTLE; Type 0: Not a Combination 07/16/2021
41 Product

2 NDC:62207-327- 50 in 1 BOTTLE; Type 0: Not a Combination 07/16/2021
42 Product

3 NDC:62207-327- 100 in 1 BOTTLE; Type 0: Not a Combination 07/16/2021
43 Product

a NDC:62207-327- 500 in 1 BOTTLE; Type 0: Not a Combination 07/16/2021
47 Product

5 NDC:62207-327- 1000 in 1 BOTTLE; Type 0: Not a Combination 07/16/2021
49 Product

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANDA ANDA091353 07/16/2021

NAPROXEN SODIUM

naproxen sodium tablet, film coated

Product Information

Product Type HUMAN OTC DRUG

Route of Administration ORAL

Active Ingredient/Active Moiety

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

Inactive Ingredients

Ingredient Name
FD&C BLUE NO. 2 (UNII: LO6K8R7DQK)
HYPROMELLOSES (UNIl: 3NXW29V3WO0)
STARCH, CORN (UNIl: 08232NY3S))
CELLULOSE, MICROCRYSTALLINE (UNIl: OP1R32D61U)
POLYETHYLENE GLYCOL 400 (UNIl: B6978945GQ)
POVIDONE K30 (UNII: U725QWY32X)
SODIUM STARCH GLYCOLATE TYPE A POTATO (UNII: 5856)3G2A2)
STEARIC ACID (UNIl: 4ELV7Z65AP)
TITANIUM DIOXIDE (UNII: 15FIX9V2JP)

Product Characteristics

Color blue (Light Blue) Score
Shape ROUND Size
Flavor Imprint Code

Contains

Item Code (Source)

NDC:62207-761

Basis of Strength Strength
NAPROXEN SODIUM 220 mg

Strength

no score
9Imm
220



Packaging
Marketing Start

# Item Code Package Description Date
1 NDC:62207-761- 50 in 1 BOTTLE; Type 0: Not a Combination 09/30/2011
42 Product

NDC:62207-761- 100 in 1 BOTTLE; Type 0: Not a Combination 09/30/2011
43 Product

NDC:62207-761- 500 in 1 BOTTLE; Type 0: Not a Combination 09/30/2011
47 Product

NDC:62207-761- 1000 in 1 BOTTLE; Type 0: Not a Combination 09/30/2011
49 Product

Marketing Information

Marketing Application Number or Monograph Marketing Start
Category Citation Date
ANDA ANDAQ91353 09/30/2011

NAPROXEN SODIUM

naproxen sodium tablet, film coated

Product Information
Product Type HUMAN OTC DRUG Item Code (Source)

Route of Administration ORAL

Active Ingredient/Active Moiety

Marketing End
Date

Marketing End
Date

NDC:62207-762

Ingredient Name Basis of Strength Strength
NAPROXEN SODIUM (UNII: 9TN87S3A3C) (NAPROXEN - UNII:57Y76R9ATQ) NAPROXEN SODIUM 220 mg

Inactive Ingredients

Ingredient Name
FD&C BLUE NO. 2 (UNII: LO6K8R7DQK)
HYPROMELLOSES (UNIl: 3NXW29V3WO0)
STARCH, CORN (UNIl: 08232NY3S))
CELLULOSE, MICROCRYSTALLINE (UNIl: OP1R32D61U)
POLYETHYLENE GLYCOL 400 (UNIl: B6978945GQ)
POVIDONE K30 (UNII: U725QWY32X)
SODIUM STARCH GLYCOLATE TYPE A POTATO (UNII: 5856)3G2A2)
STEARIC ACID (UNII: 4ELV7Z 65AP)
TITANIUM DIOXIDE (UNII: 15FIX9V2JP)

Product Characteristics

Color blue (Light Blue) Score

Shape OVAL (Caplet -Shaped) Size

Flavor Imprint Code

Contains

Packaging

# Item Code Package Description Marketing Start
Date

1 NDC:62207-762- 50 in 1 BOTTLE; Type 0: Not a Combination 09/30/2011

42 Product

Strength

no score
12mm
220

Marketing End
Date



2 NDLI0ZZU/-/04- 1UU I 1L DUIILE; 1ypPE Ul NOL a Lormwoinatori 09/30/2011

43 Product

3 NDC:62207-762- 500 in 1 BOTTLE; Type 0: Not a Combination 09/30/2011
47 Product

a4 NDC:62207-762- 1000 in 1 BOTTLE; Type 0: Not a Combination 09/30/2011
49 Product

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANDA ANDAQ091353 09/30/2011

NAPROXEN SODIUM

naproxen sodium tablet

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:62207-728

Route of Administration ORAL

Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
NAPROXEN SODIUM (UNII: 9TN87S3A3C) (NAPROXEN - UNII:57Y76R9ATQ) NAPROXEN SODIUM 220 mg

Inactive Ingredients
Ingredient Name Strength
FD&C BLUE NO. 2 (UNIl: LO6K8R7DQK)
HYPROMELLOSES (UNII: 3NXW29V3WO)
STARCH, CORN (UNII: 08232NY3S))
CELLULOSE, MICROCRYSTALLINE (UNIl: OP1R32D61U)
POLYETHYLENE GLYCOL 400 (UNIl: B697894SGQ)
POVIDONE K30 (UNII: U725QWY32X)
SODIUM STARCH GLYCOLATE TYPE A POTATO (UNIl: 5856/3G2A2)
STEARIC ACID (UNIl: 4ELV7Z65AP)
TITANIUM DIOXIDE (UNII: 15FIX9V2JP)

Product Characteristics

Color blue (Light Blue) Score no score
Shape ROUND Size 10mm
Flavor Imprint Code 220
Contains
Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date

1 NDC:62207-728- 24 in 1 BOTTLE; Type 0: Not a Combination 06/08/2018

24 Product
2 NDC:62207-728- 50 in 1 BOTTLE; Type 0: Not a Combination 06/08/2018

42 Product
3 NDC:62207-728- 100 in 1 BOTTLE; Type 0: Not a Combination 06/08/2018

43 Product
a NDC:62207-728- 500 in 1 BOTTLE; Type 0: Not a Combination 06/08/2018

47 Product

NDC:62207-728- 1000 in 1 BOTTLE; Type 0: Not a Combination 06/08/2018
49 Product



Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANDA ANDA091353 06/08/2018

NAPROXEN SODIUM

naproxen sodium tablet

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:62207-729

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
NAPROXEN SODIUM (UNII: 9TN87S3A3C) (NAPROXEN - UNII:57Y76R9ATQ) NAPROXEN SODIUM 220 mg

Inactive Ingredients
Ingredient Name Strength
FD&C BLUE NO. 2 (UNII: LO6K8R7DQK)
HYPROMELLOSES (UNII: 3NXW29V3WO0)
STARCH, CORN (UNIl: 08232NY3S))
CELLULOSE, MICROCRYSTALLINE (UNII: OP1R32D61U)
POLYETHYLENE GLYCOL 400 (UNII: B697894SGQ)
POVIDONE K30 (UNII: U725QWY32X)
SODIUM STARCH GLYCOLATE TYPE A POTATO (UNIIl: 5856J3G2A2)
STEARIC ACID (UNIl: 4ELV7Z65AP)
TITANIUM DIOXIDE (UNII: 15FIX9V2)P)

Product Characteristics

Color blue (Light Blue) Score no score
Shape OVAL (Caplet -Shaped) Size 12Zmm
Flavor Imprint Code 220
Contains
Packaging
# Item Code Package Description Marketingistart Marketing End
Date Date

1 NDC:62207-729- 24 in 1 BOTTLE; Type 0: Not a Combination 06/08/2018

24 Product
2 NDC:62207-729- 50 in 1 BOTTLE; Type 0: Not a Combination 06/08/2018

42 Product
3 NDC:62207-729- 100 in 1 BOTTLE; Type 0: Not a Combination 06/08/2018

43 Product
4 NDC:62207-729- 500 in 1 BOTTLE; Type 0: Not a Combination 06/08/2018

47 Product
5 NDC:62207-729- 1000 in 1 BOTTLE; Type 0: Not a Combination 06/08/2018

49 Product

Marketing Information



Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANDA ANDAQ91353 06/08/2018

Labeler - Granules India Ltd (915000087)

Establishment

Name Address ID/FEI Business Operations
Granules India manufacture(62207-728, 62207-729, 62207-761, 62207-762, 62207-327,
Ltd SRl 62207-328)

Revised: 2/2023 Granules India Ltd
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