PROPRINAL - ibuprofen tablet, sugar coated
NorMed

Disclaimer: Most OTC drugs are not reviewed and approved by FDA, however they may be marketed if they
comply with applicable regulations and policies. FDA has not evaluated whether this product complies.

Proprinal
Active Ingredient (in each tablet)
Ibuprofen (NSAID)* 200mg (*nonsteroidal anti-inflammatory drug)...Pain Reliever/Fever Reducer

Temporarily relieves minor aches and pains due to:
headache

muscular aches

backache

minor arthritis pain

the common cold

toothache

menstrual cramps

Temporarily reduces fever

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

hives

rash

shock

facial swelling

asthma (wheezing)

skin reddening

blisters

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 more or for a longer time than directed
take a blood thinning (anticoagulant) or steroid drug
have 3 or more alcohol drinks every day while using this product
take other drugs containing prescription or non-prescription NSAIDs (aspirin, ibuprofen, naproxen,
or others)

Do not use
e if you have ever had an allergic reaction to any other painreliever/fever reducer
e right before or after heart surgery

Ask a doctor before use if
¢ stomach bleeding warning applies to you



e you have a history of stomach problems, such as heartburn
e you are taking a diuretic
¢ you have high blood pressure, heart disease, liver cirrhosis, or kidney disease

Ask a doctor or pharmacist if you are

unders a doctor's care for any serious condition

taking any other drug containing an NSAID

taking a blood thinning (anticoagulant) or steroid drug

taking aspirin for heart attack or stroke (ibuprofen may decrease the benefit of aspirin)

When using this product
e take with food or milk if stomach upset occurs
¢ long term continuous use may increase the risk of heart attack or stroke

Stop use and ask a doctor if

e anallergic reaction occurs, seek medical help right away

fever gets worse or lasts more than 3 days

pain gets worse or lasts more than 10 days

redness or swelling is present in the painful area.

new symptoms occur

you have any of the following signs of stomach bleeding: feel faint, vomit blood, have bloody or
black stools, or stomach pain that does not get better

If pregnant or breast-feeding, ask a health professional before use. It is especially important not to use
ibuprofen 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. 1-800-222-1222

Directions: do not take more than directed; the smallest effective dose should be used. Adults and
children 12 years of age and over:

¢ take 1 tablet every 4 to 6 hours while symptoms persist

e if painor fever does notrespond to 1 tablet, 2 tablets may be used

¢ do not take more than 6 tablets in 24 hours unless directed by a doctor

children under 12 years of age: ask a doctor

Ibuprofen...to reduce pain and fever
Inactive ingredients:

Carnauba Wax, Croscarmellose Sodium, Hydroxypropyl Methylcellulose, Microcrystalline Cellulose,
Polyethylene Glycol, Polysorbate 80, Povidone, Pregelatinized Starch, Silicon Dioxide, Sodium Starch
Clycolate, Stearic Acid, Titanium Dioxide



353mm

= . 75mm

.ﬁ-
o |

y=ee seiqe ¢ jo maaed 0
PEIEDD POOWS
sy pue uped sonpas o1~ (QIVSN) Uagasdng)

HIAIITIY NIVd

JVNIddOdd

NDC 50332-0106-4

PROPRINAL

Tarton (NEAID e ssses ke snd v
HEipach of 3 iublete sash -

LD DEL DOLCR
arenn_aes of il e o ater
D i s i e om0

'ﬁmrnnm.

Cutlines

PMS #484 CVC

PROPRINAL

PAIN RELIEVER
Tbupraten (NSAID)"..to rreiuce pain sne fever
Smooth costed
50 paciets of 2 tablets asch

'ﬁHAITHuhh
“NEAID - Nonstersidal ant-nilemmatory drg

S L

‘ sastih 7

| TN

NDC 50332-0109-4

PROPRINAL

Moupeten (NEAIDP i e putn and s
0 passte s s anat 106 v s

ALAYD DEL DOLCR

HBUPFIHR s e e e s
2 e cor 3 taitan i e Teini e Y s

Fsarder 631

[

HART Health
e T b

PROPRINAL

ibuprofen tablet, sugar coated

Product Information

Product Type HUMAN OTC DRUG

Route of Administration ORAL

Active Ingredient/Active Moiety
Ingredient Name
ibuprofen (UNI: WK2XYI10 QM) (IBUPROFEN - UNIEWK2XYI10 QM)

Inactive Ingredients

Ingredient Name
CROSCARMELLOSE SODIUM (UNIE: M28 OL1HH48)
CELLULOSE, MICRO CRYSTALLINE (UNIl: OP1R32D6 1U)
POLYETHYLENE GLYCOLS (UNI: 3WJQ0SDW1A)
POLYSORBATE 80 (UNI: 60ZP39ZG8H)
PO VIDO NE (UNI: FZ989 GH94E)
SILICON DIO XIDE (UNIL: ETJ7Z6 XBU4)
STEARIC ACID (UNI: 4ELV7Z65AP)
TITANIUM DIO XIDE (UNIE: 15FIX9 V2JP)

Item Code (Source)

Basis of Strength

ibuprofen

NDC:50332-0109

Strength
200 mg

Strength




Product Characteristics

Color
Shape
Flavor

Contains

Packaging

# Item Code
1 NDC:50332-0109-4
2 NDC:50332-0109-7

white Score
ROUND Size
Imprint Code
Package Description Marketing Start Date

100 in 1 BOX, UNIT-DOSE
250 in 1 BOX, UNIT-DOSE

Marketing Information

Marketing Category
OTC monograph not final

Application Number or Monograph Citation

Labeler - NorMed (069560969)

Revised: 6/2012

no score
11lmm

P

Marketing End Date

Marketing Start Date Marketing End Date
part343 06/01/1990
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