BELMORA FLANAX- naproxen sodium tablet
Belmora LLC

Belmora Flanax

Drug Facts

Active ingredient
Naproxen Sodium USP 220 mg
(naproxen 200 mg) (NSAID)*

* nonsteroidal anti-inflammatory drug

Purpose

Pain reliever/fever reducer

Uses

Temporarily relieves minor aches and pains due to:
W backache

B muscular aches

B minor pain of arthritis

B menstrual cramps

B headache

B toothache

W 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:
W hives

W facial swelling

W asthma (wheezing)
W shock



M skin reddening

W rash

MW 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:

W are age 60 or older
W have had stomach ulcers or bleeding problems
W take a blood thinner (anticoagulant) or steroid drug

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

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

W if you ever have had an allergic reaction to any other pain reliever/fever reducer
M right before or after heart surgery

Ask a doctor before use if

W the stomach bleeding warning applies to you

B you have a history of stomach problems such as heartburn

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

M you are taking a diuretic

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

Ask a doctor or pharmacist before use if you are
W under a doctor’s care for any serious condition

W taking any other drug

When using this product

M take with food or milk if stomach upset occurs

Stop use and ask a doctor if

B you experience any of the following signs of stomach bleeding:



W feel faint @ vomit blood W have bloody or black stools W have stomach pain that does
not get better

W you have symptoms of heart problems or stroke:

B chest pain W trouble breathing B weakness in one part or side of body W slurred
speech W leg swelling

W pain gets worse or lasts for more than 10 days
W fever gets worse or lasts for more than 3 days
B you have difficulty swallowing

M it feels like the pill is stuck in your throat

W redness or swelling is present in the painful area
Bl 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. In case of accidental overdose, get medical help or
contact a Poison Control Center right away.

Directions

B do not take more than directed

B the smallest effective dose should be used
W drink a full glass of water with each dose

Adults and children:
(12 years and older)

W take 1 tablet every 8 to 12 hours while symptoms last

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

W do not exceed 3 tablets in a 24-hour period

Children under 12 years:

Bl ask a doctor

Other information

H each tablet contains: sodium 20 mg

W store at 68-772F (20-25°C)

W avoid high humidity and excessive heat above 104°F (402C)

W tamper evident sealed packets



W do not use any open or torn packets

Inactive ingredients

colloidal silican dioxide, croscarmellose sodium, FD&C blue #2, macrogol, magnesium
stearate, polyvinyl alcohol, povidone, pregelatinized starch, talc, titanium dioxide

Questions or comments?
1-888-779-2877 M_F 9AM-5PM EST



Drug Facts

Astive igredient (i cach tablef)
Naprasgn sadum 220 mg

FPurgose
Pain eelieverf

(maprosen 200 mai (NEAID)"....-feve- redacar
*rorstrical art-ndammatory drug

Drug Fecis iconlinued )
higher if you vee more than directed or for longer thaa
dirested.

Dono' use  mifycu 1ave ever had ar aJI:'jgiG
reaciion 1o any other pain rebeverfever reducer

Uses  mhomparacly mhaves nivor aches ard
sansdeeto  Whsadache  Wmoscik aihes
Wiocthacie  mthe common ol
mhackiche  Wmershul sramps
Wminn pin of arff ritis

W eripararly ouos feve

moigh: before o after heart sergery

Askca doctor before use il

mihe storrach bleeding warning 2aplies 0 wou

W yu e & fisiory of slomesh proaks, sush as
heaithdry  myos arefadng a divselic

W you have high Bood presswe, leat Jiseese, lver
cithasis, lodney cisease, astrma, or had 2 sinke

WHMJ.IT?S

Allergy alerl; Maprerer sodum may sauss @

seve'e alleryic reaction, especally in peaple

allernic o aspirin, Svmpioms may s

mehoct miaca swellirg  mashna {wheezing)

Whives Wskn ecdenig Wolisles Mo

If an allergie raaction oeckrs, stop use anc ssex

meddca bely right sway.

Stamach bleeding waring: This product centaing

it M3AIC, whoh mray @use severe slomash

bleading. The chance s higher if you

m ave el slearach abess ur Jkesing prebens

mzke & bood thinviag (antizcagulant] or sterod
dig e ege €0 orolde

W ake otker drugs contzining prescription o
npressapicn NEAKDs [aspirm, ibumwen,
1aproxEn, or cihers)

W ake mare o far g omger e then diected

mase 3 ormors deoholiz crinks every day whila
500 1his g7 odust

Hear attack ant sroke waming: hSAl0s, except

asoiin, irciease e sk O feerl 2lack, hearl

[ailuse, and shroka, “hest can hefazl Therike  w

Drug Facs (continued}

Inactive ingredients colloidzl siicon
dinxide, croscarmaliosa scdium, FD & G Blue#2
Lake, hypromel ose, magnesium stearate,
microcrystalline cellulosa, polyethylens ghycol.
povidans, titanium diceid

Questions or comments?
Gall 1-888-779-2877 M-F 9AM-5PM EBT

W you have problems o serious side ellesds o
{aking oein rebevers or fever rechicess

Aska doctor or pharmacief bafure uga if you are
mLngr 2 40sices care for any setious condltor
Wiaking ary other drug

When using thiz produet

mizkew i fcod or mik i siomach Lpset ocowrs

Siop use and aska doster 1
myou experience any of the Tollowing gigns ol slomazh
bkeding  Wfeelfainl  Wvomit ol
mhave Hosdy or black stodls
W [1aVe SIOmEcT palr that daes nat gat hettsr
myou have sy pioms of heart preblems or sroce
mley swallng W Cest pan
mslired soeecn  m touble breadving
W WRAKN2SS In 004 par or Side of hody
W pain gets worse or kst morethar 10 days
Tewer (15 worss or l3sis more that 3 days
myou have difficulty swallowing
Wit feals Ik tha Cillis STuce in Your troat
Wradress orsweling & preserd in the pantulara
2T M8 SYmOToms apoear

¥

Orug Faels |cortinad)

Brug Facts (continued;

H pregnant or breast-deeding, ask a Fealty

prodess anal belere ose, bis especially i portard rat
foruse raorszn soc ar duirg the bt E mordhs of
arzanarcy unlz:s definitdy dircczd thdosa by a
dezmor bacal e It e 2 50 problms inche Lbom
chile ar coriplicatione Justng delivers,

Keep owl of reach of children, |1 case of ovzcass, gat
mzdical helo o contact 3 Faisor Cantwal Canter dght

o Bake THaklet every & 10 12 Wous whle
MR last

W0 12 st cose vau may lake 2 lablet
w i the T o

W ool exoeed 2 faalels ir anw 8- 00
12-howr p:iod

o o ot enendd 3 alets i 3 24-Fanr peiod

W children uncer 12 pears: 234 a doclal

vy,

Other information
Directions  mda no take more than direeted ::["u“rg gbg‘gt_:gﬂéﬂil gf r{d'"rl:g.;wh%g-'
u the smalled eflective dose shauld be uzed ity =1 s Mgt w400 (14T
Wit 1k [l glz=2 ol wale- il 1 nach das: w o ord ap e exsatan dte and ot nurakar

Warlulls ard ol lien 17 vears anc alusr

L3




o a—
o B b o o il i T

i el st - E e el
[T

et ANALGESICO/ ALIVIA LA FEBRE
L ) PAIN RELIEVER /FEVER REDLICER

By e (pcorny
T Py 2 12 s W
-ﬂr;;-tzu-
lmﬂllﬂhlﬂ'li

i ot ] el o b il
T i) T | E O A

S

A B oo

Foesii]
mpdlin e H mord sl
Bkl by 117, 9501 g M g, WA S o B B b e Bl

0 ity 81319Y1/SYLTNaY1 -bz
o £ B § E e % . .,
SES {arvsu} ' 7S T
o e e \ | &
15 Tsneeme | ) AT
vl 1 gy /oo e Djeny
& Bm pzg ‘wess|qo) sapoy owmxeidepy e . W
] XVYNV1d @ NN
o .
=
5 g
s 2 jeijes uind jo SUNOH Z1
= HO[CP [P OlAND op smucy T| DuSBH|
£ s
8 =@ WD HIAS WLAIMTYE NIvd
RERN ] FER W1 VATV OOISTOTVINY
[~ =
= 13
Lai] = B
= £s
[
5 | | EE
faul || bl ez
< [z a| mk
2 i 6 = jolpsy uing
ki 2 z 5 Fupisey s6Buoq |
e 2| 112 oJepeanp '
g 2l b3 - spwodspleur 3 (R | -
o E = A (1]
C‘f}; o 8| =& $IONAT #3A31/¥IAINT Nivd
2 2 | &8 THE3H Y1 VIATNY /O0ISISTYNY|
2 g gl Blgge
=3 o = m o ai
P = Lo
Dk 2 03
M= % [ g
I R 382
o
= o=
55 E; XVNY14
PRl TS E'EU o ﬁ
ki g 2 & e s LD 00K S AR TP e W IPOsene 04 B 4
I
il R RN
':“., ot
o g ol )
= w--hm-hm
b
S
&




Belmora LLC Flanax®
Pain Reliever/Fever Reducer

Longer Lasting Pain Relief
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For Temporary Relief of Minor Aches & Pains

Headache
Backache
Arthritis
Fever

Menstrual Cramps

Toothache
Common Cold

20 Dual Packets

1 Tablet Per Packet/ 40 Tablets

220 mg Tablets Naproxen Sodium USP (NSAID)
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BELMORA FLANAX

naproxen sodium tablet

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:27854-555

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
NAPROXEN SODIUM (UNII: 9TN87S3A3C) (NAPROXEN - UNII:57Y76RIATQ) NAPROXEN SODIUM 220 mg
Inactive Ingredients
Ingredient Name Strength

HYPROMELLOSE, UNSPECIFIED (UNIl: 3NXW29V3WO)
MAGNESIUM STEARATE (UNII: 70097M6130)

POLYETHYLENE GLYCOL, UNSPECIFIED (UNII: 3WQOSDW1A)
POVIDONE, UNSPECIFIED (UNIl: FZ989GH94E)




MICROCRYSTALLINE CELLULOSE (UNII: OP1R32D61U)
FD&C BLUE NO. 2 (UNIl: LO6K8R7DQK)

TITANIUM DIOXIDE (UNII: 15FIX9V2])P)

SILICON DIOXIDE (UNII: ETJ7Z6XBU4)
CROSCARMELLOSE SODIUM (UNII: M280OL1HH48)

Product Characteristics

Color blue Score
Shape ROUND Size
Flavor Imprint Code
Contains
Packaging
# Item Code Package Description HEILIEEIE) DS
Date
1 8'2DC127854'555' 40 in 1 BOX 07/20/2020
1 1 in 1 PACKET; Type 0: Not a Combination
Product
2 g'lDC:27854'555' 1in 1 CARTON 09/14/2020
2 24 in 1 BOTTLE; Type 0: Not a Combination

Product

no score
10mm
141

Marketing End
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ANDA ANDA090545 07/20/2020
Labeler - Beimora LLC (112753244)
Registrant - Beimora LLC (112753244)
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