PERCOGESIC- magnesium salicylate tablet, coated
Medtech Products Inc.

Percogesic 63029-051-48

PERCOGESIC- magnesium salicylate tablet, coated Medtech Products Inc.

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.

Percogesic Maximum Strength Backache Relief

Drug Facts

Active ingredient (in each tablet)
Magnesium salicylate tetrahydrate 580 mg (NSAID)*

*nonsteroidal anti-inflammatory drug (equivalent to 467 mg of magnesium
salicylate anhydrous)

Purpose

Pain reliever

Uses

Temporarily relieves minor aches and pains associated with
¢ backache
e muscular aches

Warnings

Reye’s syndrome: Children and teenagers who have or are recovering from chicken
pox or flu-like symptoms should not use this product. When using this product, if
changes in behavior with nausea and vomiting occur,

consult a doctor because these symptoms could be an early sign

of Reye’s syndrome, a rare but serious illness.

Allergy alert: Magnesium salicylate may cause a severe allergic reaction
which may include hives, facial swelling, asthma (wheezing), shock.

Stomach bleeding warning: This product contains a nonsteroidal anti-inflammatory
drug (NSAID), which may cause severe stomach bleeding. The chance is higher if you
W are age 60 or older @ have had stomach ulcers or bleeding problems W take a blood
thinning (anticoagulant) or steroid drug W take other drugs containing prescription or
nonprescription NSAIDs (aspirin, ibuprofen, naproxen, or others) Wl have 3 or

more alcoholic drinks every day while using this product

W take more or for a longer time than directed.

Do not use
¢ if you are allergic to salicylates (including aspirin) or any other pain reliever/fever reducer
¢ right before or after heart surgery

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



you have a history of stomach problems, such as heartburn, upset stomach or stomach pain
you have high blood pressure, heart disease, liver cirrhosis, or kidney disease

you have asthma

you are taking a diuretic

you are on a magnesium-restricted diet

Ask a doctor or pharmacist before use if you are

taking a prescription drug for

e gout

e diabetes

e arthritis

e anticoagulation (thinning the blood)

Stop use and ask a doctor if

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

an allergic reaction occurs. Seek medical help right away.
new symptoms occur

ringing in the ears or loss of hearing occurs

pain gets worse or lasts more than 10 days

fever gets worse or lasts more than 3 days

redness or swelling is present. These could be signs of a serious condition.

If pregnant or breast-feeding

ask a health professional before use.

Keep out of reach of children.

In case of overdose, get medical help or contact a Poison Control Center (1-800-222-
1222) right away.

Directions
do not take more than 4 doses in 24 hours. Drink a full glass of water with each dose.
Adults and children 12 years of age and older: take 2 tablets every 6 hours while symptoms persist.

Children under 12 years of age: ask a doctor

Other information

e store at room temperature

e protect from moisture

e Magnesium content: 40 mg per tablet

Inactive ingredients

croscarmellose sodium, hypromellose, magnesium stearate, microcrystalline cellulose, silica, stearic
acid, talc, titanium dioxide

Questions?
1-800-443-4908



PRINCIPAL DISPLAY PANEL
PERCOGIS MAXIMUM STRENGTH BACKACHE RELIEF 48 COATED CAPLETS

IP|zll‘]li | l‘ Sl

e

G

Pe

Pain Erlirver
Megpian Lairua® [ oy

Drug Facts |costinead]

Mnnu&r-&hwmu-:
u-u‘wlua L

HIICY ORI 1457 38 e spaat dorach
#lﬂ‘llﬂilrh vt bgh Blod pele e

btors win ¥ pom aw
8 P ) VR
B rorisBirkicigdeion Treg il

i T oyt
g of wovac b il -Hl'nd
o= 1 Hach i m

TN e P N 0t et Ilnrll'l'w
A nc-n Sort wobdl belp g B moee
A S

nm“nn-nnpu 0t o
11 dwm e . weeie i I roe e T
v o vl i et Thaia S0l b i
o —
I-ﬂthﬂnﬁu'ﬂ\
nml“d'mhuu o et

ll balle o et 4 Prsmor: Comarell Cowine

T gty

]
s wage w8 s

Kreg cann far compine rimnse.

48

Lol o oL
o — =

Drug Facts icantinued

Other information® v wcicer
wrpere,rel probeit rew roatery
B Vagran i coerl B my por imnle

MMMM
Iwmhl:llmmmmvt

Ouedtioas | i

Sot7 Bt b Mo Pt .
1 e s ooy
P R

Drug Facts

dctive ingrediest i st weet _ Pumoss
Wagrasne vabobita
SR S0 ey MR Fein Rl
“roruternadal wis rfies rasy oo 5ot 0
T ol e sl il
Tergaark vl asmen sinas od pers

u Wi bie nches

Mmmhmmm mﬂrﬂr )
chargia ¥ by salf s dnd vomdrg Soia,

e s e T L
ey g o Maven wedraes, o i st vt e,
alery b Vageina wilodi v cana b
-—-h:—‘::-ummn:'nhm.

'!llclmnwml o ol m!
prozira wises o deed Rrnng
M.mm o W 178 BT P
Corisrig pesTEor or rangreicrgtion .
v, ipeien, prmy, i oieirs) @b 1o
=3u skwel dra m-rm-ﬁ.-q-n
¥ kv trae  crecma,

Do et i i s e wadclen mdideg
mpral o s ol Hwins gsrs
&SP e o s e warjen }

PERCOGESIC

magnesium salicylate tablet, coated

Product Information
Product Type

Route of Administration

HUMAN OTC DRUG
ORAL

Active Ingredient/Active Moiety

Ingredient Name
MAGNESIUM SALICYLATE (UNIl: 41728CY7UX) (SALICYLIC ACID -

UNII:0414PZ4LPZ)

Inactive Ingredients

Item Code (Source)

Ingredient Name
CROSCARMELLOSE SODIUM (UNII: M280L1HH48)
HYPROMELLOSE, UNSPECIFIED (UNII: 3NXW29V3WO)

NDC:63029-051

Basis of Strength Strength

MAGNESIUM

SALICYLATE G T

Strength




MAGNESIUM STEARATE (UNII: 70097M6130)
MICROCRYSTALLINE CELLULOSE (UNIl: OP1R32D61U)
SILICON DIOXIDE (UNII: ETJ7Z6XBU4)

STEARIC ACID (UNIIl: 4ELV7Z 65AP)

TALC (UNIl: 7SEV7)4R1U)

TITANIUM DIOXIDE (UNII: 15FIX9V2)P)

Product Characteristics

Color white Score
Shape OVAL Size

Flavor Imprint Code
Contains

Packaging

# Item Code Package Description

1 NPC:03029-051- 4 4 1 carTON

Product

Marketing Information

Marketing Application Number or Monograph

Category Citation
OTC Monograph Drug MO013

Labeler - medtech Products Inc. (122715688)

Revised: 12/2024

Marketing Start

48 in 1 BOTTLE; Type 0: Not a Combination

Marketing Start

no score
16mm
BR

Marketing End
Date

Marketing End
Date

Medtech Products Inc.
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