AEROTAB PAIN RELIEVER- pain reliever tablet
Aero Healthcare

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.

AEROTAB Pain Reliever

ACTIVE INGREDIENT

Drug Facts

Active Ingredients (per tablet)
Acetaminophen 500mg

Caffeine 65mg

PURPOSE

Acetaminophen 500mg............. Pain Reliever / Fever Reducer
Caffeine 65mg.......cccevvvvviiinnnnn. Pain Reliever Aid

USES

Temporarily relieves minor aches and pains due to:
e headaches
e muscular aches

WARNINGS

Allergy Alert: Acetaminophen may cause severe skin reactions. Symptoms may
include:

e skin reddening

e Dblisters

e rash

If a skin reaction occurs, stop use and seek medical help right away.

Liver warning: This product contains acetaminophen. Severe liver damage may occur
if you take

e more than 8 caplets in 24 hours, which is the maximum daily amount

e with other drugs containing acetaminophen

e 3 or more alcoholic drinks every day while using this product

Caffeine warning: The recommended dose of this product contains about as much
caffeine as a cup of coffee. Limit the use of caffeine-containing medications, foods, or
beverages while taking this product because too much caffeine may cause



nervousness, irritability, sleeplessness, and occasionaly, rapid heartbeat.

Do not use

e if you are allergic to ascetaminophen

e with any other drug containing acetaminophen (prescription or non-prescription). If
you are not sure wheter a drug contains acetaminophen, ask a doctor or pharmacist.

Ask a doctor before use if you have liver disease.

Ask a doctor or pharmacist before use if you are taking the blood thinning drug
warfarin.

Stop use and ask a doctor if

any new symptoms occur

painful area is red or swollen

pain gets worse or lasts form ore than 10 days
fever gets worse or lasts for more than 3 days.

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. Quick medical attention is critical
for adults as well as for children, even if you do not notice any signs or symptoms.

DIRECTIONS

e do not use more than directed

e adults and children 12 years and over: take 2 caplets every 6 hours; not more
than 8 caplets in 24 hours

e children under 12 years: ask a doctor

Other Information
e Store at 20-25 C (68-77 F)
e do not use of pouch is torn or open

Inactive Ingredients

corn starch, croscarmellose sodium, crospovidone, D&C red #27 aluminum lake, FD&C
red #40 aluminum lake, FD&C yellow #6 aluminum lake, hypromellose, microcrystalline
cellulose, polyethylene glycol, povidone, pregelatinized starch, silicon dioxide, stearic
acid, titanium dioxide.

Questions or comments?
Call 1-845-618-7037
AEROTAB

Pain Reliever



fever reducer
Acetaminophen 500mg
Caffeine 65mg

Extra Strength

Relieves aches and pains
Fever reducer

2 per packet
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Drug Facts

ACTIVE INGREDIENTS (per tablet) PURPOSE
Acetaminophen 500mg Pain Reliever / Fever Reducer
Pain Reliever Aid

USES
Temporarily relieves minor aches and pains due to:
= headaches ® muscular aches

WARNINGS

Allergy alert: i Kin reactions. Symptoms may

include: m skin reddening w blisters m rash. If a skin reaction occurs, stop use and

‘seek medical help right away.

Liver warning: This product contains acetaminophen. Severe liver damage may

occur if you take = more than 8 caplets in 24 hours, which is the maximum daily
or

‘amount m with other 3
every day while using this product.
i ing: The dose of this product as

much caffeine 2s a cup of coffee. Limit the use of cffeine-containing medications,
foods, or beverages while taking this product because too much caffeine may
cause nervousness, iritabilty, leeplessness, and, occasionally,

Do not use = f you are allergic o acetaminophen = with any other drug
containing acetaminophen (prescription or non-prescription). f you are not sure
whether a drug conl ask a doclor or pharmacist.

Ask a doctor before use if you have liver disease.
‘Ask a doctor or pharmacist before use if you are taking the biood thinning
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Extra strength
Relieves aches and pains
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Drug Facts ontinveq)

Stop use and ask a doctor if = any new symptoms.
occur m painful area is red or swollen m pain gets worse
o lasts for more than 10 days  fever gets worse or lasts
for more than 3 days. 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. Quick medical
attention is critical for adults as well as for children, even
i you do not notice any signs or symptoms.

'DIRECTIONS w do not use more than directed = adults
and children 12 years and over: take 2 caplets every 6
hours; not more than 8 caplets in 24 hours m children
under 12 years: ask a doctor.

Other information = store at 20-25°C (68-77° F)
o not use i  pouch s tor or open.

Inactive ingredients com starch, croscarmellose
sodium, crospovidone, DEC red #27 aluminum lake,
FDAC red #40 aluminum lake, FDSC yellow #6 aluminum
lake, hypromellose, microcrystallne cellulose,
polyethylene glycol, povidone pregelatinized starch,
siicon dioxide, stearic acid, titanium dioxide.

drug warfarin
e Questions or comments? Call 1-845-618-7037
2 per packet
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Drug Facts

ACTIVE INGREDIENTS (per tablet)

PAIN RELIEVER

PURPOSE
Pain Reliever / Fever Reducer

Cafeine 6: Pain Reliever Ald

SES

Temporarily elieves mi eadaches = muscular aches

WARNINGS

= bisters = rash.

Liver warning: e lver ifyoutake  more

than 8 caplets in 24 hours, which s the maximum daily amount m with other drugs containing

3

 tis product,

coffee. Linit the use of caffeine-containing medications,foods, or beverages wihil taking this product
iitabity, sleepl , occasionall

rapid heartbeat,
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(prescripton or non-prescription.ff you are not sure whether a drug contains acetaminophen, ask a
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Extra strength
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Drug Facts continuea)

Stop use and ask a doctor f = any new symploms occur
= peinfl area s red or swollen m pan gets viorse or lasts
for more than 10 cays = ever gets worse o asts for more
than 3 days. These could b signs of a serious coniton.
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'DIRECTIONS = 6o not use more tan directed m adults
and children 12 years and over: ke 2 caplts every &

r; not more than 8 caplts in 24 hours w children
under 12 years:ask a doctor.

‘Other information ® storo al 20-25°C (68-77° ) ® 6o not
use if pouch i tom or open.

‘Inactive ingredients com starch croscarmelose sodium.
crospovidone, D& rec #27 aluminum lake, FDSC ed #40
aluminum lake, FOSC yellow #6 aluminum lake,
hypromeliose, microcrystalline celuose, polyethylene
alycol, povidone:pregelatinized starch, siicon dioxide,
stearic acid, ttanium dioxide
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Drug Facts

ACTIVE INGREDIENTS (vor tabll) PURPOSE
Pan Reliover /FeverRecucer fever reducer

Caftino 65mg Pain Reliover d

USES

Temporarily elieves minor aches and pains due to: headachos = muscular aches . !

WARNINGS. iy

= bisters = rash. o use and seek

Liver warning:

than 8 caplets in 24 hours, which s the maximum daily amount m with other drugs containing
3

e lver ifyoutake » more

 tis product,

coffee. Limit the use of caffeine-containing medications, foods, or beverages whil taking tis product
iitabity, sleepl , occasionall
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rapid heartbeat,
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fever reducer

Extra strength

Relieves aches and pains

Fever reduce

50 | 2 per packet
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Stop use and ask a doctor if = any new symploms occur

Drug Facts continuea)

= peinfl area s red or swollen m pan gets viorse or lasts
o more than 10 cays = fever gets worse o asts for more
than 3 days. These could b signs of a seious coniton.

Ifpregant or reast-feeding, sk ahealth professional
before use. Keep out of reach ofchidren. In s of
overdose, got medicalhelp or contacta Poison Contrl
Center (1-800-222-1222)rght anay. Ouick mecicel
atention i riical for s a5 wll 2 forchidre, even
ifyou 6o notnotice any signs or symptoms.
'DIRECTIONS = 6o not use more tan directed m adults
and children 12 years and over: ke 2 caplts every &
Hours; not morethan 8 cplets in 24 hours  chiren
under 12 years:ask adoctor.

‘Other information ® storo al 20-25°C (68-77° ) ® 6o not
use if pouch i fom or open.

‘Inactive ingredients com starch croscarmelose sodum.
crospovidone, D& red #27 aluminum lake, FDSC ed #40
aluminum lake, FOSC yellow #6 aluminu ake,
hypromeliose, microcrystallne celuose, polyethylene
alycol, povidone.pregelatinized starch, siicon dioxide,
steari acid, ttanium dioxide

2 per packet
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Pouch Size: 22

Overall Dimensions: 2”x 2.4”
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PAIN RELIEVER

ACTIVE INGREDIENTS (per tablet) Purpose

... Pain Reliever / Fever Reducer

Acetaminophen 500mg ...
Caffeine 65mg

... Pain Reliever Aid

2 Tablets Per Packet CODE: ATPREO1

Tamper-evident packaging. Do not use if packet is torn or open.

a 2 Call

WARNINGS: Liver Warning: This product contains Acetaminophen.
Severe liver damage may occur if you take: more than 8 tablets in 24
hours which is the daily maximum amourt, with other drugs
containing acetaminophen, 3 or more alcoholic drinks every day
whil using this product. Allergy Alert: Acetaminophen may cause
severs skin reactions. Symptoms may include: skin reddening,
blisters, rash. if skin reaction occurs, stop use and seek medical help
fight away. Caffeine waming: The recommended dose of this
product contains about as much caffeine as a cup of coffee. Limit
the use of caffeine-containing medications, foods, or beverages
while taking this product because too much caffeine may cause
, irritability, and rapid
hearteat. if breast ling as« a health professional
before use. Keep out of reach of children. In case of overdose
get medical help or contact a Poison Control Center right away.
Directions: Adults and children 12 years and over: 2 caplsts
‘every 6 hours; not to exceed 8 caplets in 24 hours. Children under
12 years: ask & doctor. Ses box for complete product information.
Wig. for: ARG Healthcare, Valley Coltage, NY 10989 ATPRO61V4
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AEROTAB PAIN RELIEVER

pain reliever tablet

Product Information




Product Type HUMAN OTC DRUG Item Code (Source) NDC:55305-127

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
ACETAMINOPHEN (UNII: 36209ITL9D) (ACETAMINOPHEN - UNII:36209ITL9D) ACETAMINOPHEN 500 mg
CAFFEINE (UNIl: 3G6A5W338E) (CAFFEINE - UNII: 3G6A5W338E) CAFFEINE 65 mg

Inactive Ingredients

Ingredient Name Strength
CROSPOVIDONE (UNIl: 257830E561)
FD&C RED NO. 40 (UNIl: WZB9127X0A)
HYPROMELLOSE, UNSPECIFIED (UNII: 3NXW29V3WO0)
MICROCRYSTALLINE CELLULOSE (UNIl: OP1R32D61U)
POLYETHYLENE GLYCOL, UNSPECIFIED (UNII: 3\WQOSDWI1A)
POVIDONE (UNII: FZ989GH94E)
STEARIC ACID (UNII: 4ELV7Z65AP)
TITANIUM DIOXIDE (UNII: 15FIX9V2)P)
D&C RED NO. 27 ALUMINUM LAKE (UNIl: ZK64F7XSTX)
FD&C YELLOW NO. 6 (UNIl: H77VEI93A8)
SILICON DIOXIDE (UNII: ETJ7Z6XBU4)
STARCH, CORN (UNII: 08232NY3S))
CROSCARMELLOSE SODIUM (UNIl: M28OL1HH48)

Product Characteristics

Color red Score score with uneven pieces
Shape CAPSULE Size 17mm
Flavor Imprint Code
Contains
Packaging
# Item Code Package Description UERL IR HUELIEEE) (20
Date Date
1 (’;'ZDC:55305'127' 25 in 1 BOX 11/01/2022
1 NDC:55305-127- 2 in 1 PACKET; Type 0: Not a Combination
01 Product
2 B‘EC:55305'127‘ 50 in 1 BOX 11/01/2022
2 NDC:55305-127- 2 in 1 PACKET; Type 0: Not a Combination
01 Product
3 S?C:55305‘127‘ 125 in 1 BOX 11/01/2022
3 NDC:55305-127- 2 in 1 PACKET; Type 0: Not a Combination

01 Product
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QTC monograph not part343

final

Labeler - aero Healthcare (008186174)
Registrant = Aero Healthcare (008186174)
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