PAIN RELIEF PM- acetaminophen and diphenhydramine hydrochloride tablet,
coated
AMERIFOODS TRADING COMPANY

1095-FIR-2023-1102
Drug Facts

Active ingredients

(in each caplet) Purpose
Acetaminophen 500 mg Pain reliever

: : Nighttime
Diphenhydramine HCI 25 mg sleep aid

Uses

temporary relief of occasional headaches and minor aches and pains with accompanying
Sleeplessness

Warnings

Liver warning

This product contains acetaminophen. Severe liver damage may occur if you take
= more than 4,000 mg of acetaminophen in 24 hours

= with other drugs containing acetaminophen

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

Allergy alert

acetaminophen may cause severe skin reactions. Symptoms may include:
= skin reddening

= Dlisters

= rash

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

Do not use

» with any other drug containing acetaminophen (prescription or nonprescription). If
you are not sure whether a drug contains acetaminophen, ask a doctor or
pharmacist.

= with any other product containing diphenhydramine, even one used on skin

= in children under 12 years of age

= if you have ever had an allergic reaction to this product or any of its ingredients

Ask a doctor before use if you have
= liver disease



= a breathing problem such as emphysema or chronic bronchitis
= trouble urinating due to an enlarged prostate gland
= glaucoma

Ask a doctor or pharmacist before use if you are
= taking the blood thinning drug warfarin
» taking sedatives or tranquilizers

When using this product

= drowsiness will occur

= avoid alcoholic drinks

= do not drive a motor vehicle or operate machinery

Stop use and ask a doctor if

» sleeplessness persists continuously for more than 2 weeks. Insomnia may be a
symptom of serious underlying medical illness.

pain gets worse or lasts more than 10 days

fever gets worse or lasts more than 3 days

redness or swelling is present

new symptoms occur

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.

Overdose warning

In case of overdose, get medical help or contact a Poison Control Center right away (1-
800-222-1222). Quick medical attention is critical for adults as well as for children even if
you do not notice any signs or symptoms.

Directions
= do not take more than directed (see overdose warning)

= take 2 caplets at bedtime

adults and .
children 12 years " do not take more than 2 caplets of this
and over product in 24 hours

children under 12 s do not use
years

Other information
= store between 20-25°C (68-77°F) in a dry place
= retain carton for complete product information

Inactive ingredients



colloidal silicon dioxide, copovidone, croscarmellose sodium, FD&C blue #1,
hypromellose, lactose, magnesium stearate, microcrystalline cellulose, polyethylene
glycol, povidone, pregelatinized starch, sodium starch glycolate, stearic acid, titanium
dioxide

Questions or comments?
1-844-705-4384

PRINCIPAL DISPLAY PANEL

First Street®

NDC 61504-095-03

TCOMPARE TO THE ACTIVE INGREDIENTS IN TYLENOL® PM EXTRA STRENGTH TABLETS
EXTRA STRENGTH

Pain Relief PM

Acetaminophen, Diphenhydramine HCI
Pain Reliever/Nighttime Sleep Aid

FOR ADULTS

100 CAPLETS

ACTUAL SIZE



[ INK AND COATING FREE | ' | :
; FOR LOT AND | i | I H |
4 | EXPIRATION STAMPING i )

T ] ' | v

[ eIk LE L 1| [ a

' Voo

|[ [ ]I | v ] [ Il |
| | | | | [ ON |
Il I 0254 O HE0560L | || 1 | II I
o L " : a

| ) | | e 5 | | ) e |

|
‘ | [ ) Gl e UL RS e |
SS00) DR G PRI 0 PR 00 5| DR Ss

Drug Facts
Active ingredients (in each caplet)
Diphentydeaming HE1 25 mg..

Uses  temporasy refiel of oocasinal headaches and
minor aches and pains with actompanying seeplessness

Drug Facts (continued)

Shop use and ask a dochor if

W SppIREENESS DElszsts Continuously for more than 2 wikks.
Insomnia may be 2 symplom of serious undariying

enidical iless.
W ain gets worse of asts more than 10 days:
m fever gets worse or lasts more than 3 days

Warnings

Liver waming: This peoduct containg acetamingphen,
Sevire lver damage may occur il you take

m more than 4,000 mg of acetaminophen in 24 hours
= with other drugs coNtaning acEtaminophen

orsweling Spresent  m new SyTROMS OCCUr
These cowld be sigres of 3 Senous Condibon.

f pregnant of Breast-Teeding, 5% a heallh prottesanal
before use.

Kibp cut of reach of children.

Overdose waming: In case of overdoss, get medical heip or

04-0r95-03

*COMPARE TO THE ACTIVE
. INGREDIENTS IN TYLENOL® PM

Elilip. EXTRA STREMGTH CAPLETS
/Fl RST\
“STREET”

EXTRA STRENGTH

100 CAPLETS

m 3o more aicoholic drinks every day while using this peoduct

Rlrgy siert: Acetam il b contart a Poison Control enter right away {1-800- 222:1222).

Ouicke medical atention i critical for adults a5 wed a5 for
reCtons. Symplors iy inchaké: L s
i B g, children even if you d not nobios ay s of symploms.
2.4 ceaction oocuss, siop Use and seek medical e ight away. Directions
Do notuse y ] i o not take more than directed (see overdose waming)
w with any ather drug contining acetaminophen (prestription o ke 2 capleds 2t bedtime
o nonpresciipton). i you are nat sure whether a dug 80 not Lake mare than 2 caplets of this
cantains acetaminophen, ask a doctor or pharmacist product in 24 hours
o with any other product containing diphenitrydeamine, even
one used on skin Ll L
i children under 12 years of age
m il you have ever had an allergic reaction b this product or
anyy of its ingredients
Ask a doclor before useif you have  m ver gissase
3 breathing prodlean such 25 emplysema o (heodi beonchits
' ol urinating due 10 an enlarged prostate gland
» glaucoma
Ask a doctor or pharmatist befare use if you ane
w taking the biood thinting dnpg wartarin

Pain
Relief PM

Acetaminophen,
Diphenhydramine HCI
Pain Reliever/Nighttime Sleep Aid

12 years

Other information
 shore between 20-25°C (68-77°F) in a dry place
w retin carion tor complete produdt infrmation

Inactive ingredients  colodal shom dodde,
copovidone, croscanmeiliose sodium, FOAC bive 81,
Iypromeliess, lacise, mapnesium stearate, microcrystaline
celuiase, podvetinfene glycol, povidone, pregeatinized
stavch, sodesn Stath glycotate, stearic acid, tanum g

FOR ADULTS
100 CAPLETS Az

Pain Relief PM

Acetaminophen,
Diphenhydramine HCI

EXTRA STRENGTH
Pain Refiever/Nighitime Sleep Aid

FOR ADULTS

Questions or comments? 1-844-705-4384

¥)W8 AINOM 4NO0A 40
(QIIINVEVND NOLLYVASILYS %001

‘uaydouiwpyady

Wd 39119y uled

HIONIFYLS VHLIX3

PAIN RELIEF PM

acetaminophen and diphenhydramine hydrochloride tablet, coated

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:61504-095

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
ACETAMINOPHEN (UNII: 36209ITL9D) (ACETAMINOPHEN - UNII:36209ITL9D) ACETAMINOPHEN 500 mg
DIPHENHYDRAMINE HYDROCHLORIDE (UNIl: TC2D6JAD40) DIPHENHYDRAMINE 25 mg

(DIPHENHYDRAMINE - UNII:8GTS82S83M) HYDROCHLORIDE



Inactive Ingredients

Ingredient Name
SILICON DIOXIDE (UNII: ETJ7Z6XBU4)
COPOVIDONE K25-31 (UNIl: D9C330MD8B)
CROSCARMELLOSE SODIUM (UNIl: M28OL1HH48)
FD&C BLUE NO. 1 (UNIl: H3R47K3TBD)
HYPROMELLOSES (UNII: 3NXW29V3WO0)
LACTOSE (UNII: ]2B2A4N98G)
MAGNESIUM STEARATE (UNIIl: 70097M6130)
CELLULOSE, MICROCRYSTALLINE (UNIl: OP1R32D61U)
POLYETHYLENE GLYCOL, UNSPECIFIED (UNIl: 3WQOSDWI1A)
POVIDONE (UNII: FZ989GH94E)
STARCH, PREGELATINIZED CORN (UNII: 08232NY3S))
SODIUM STARCH GLYCOLATE TYPE A CORN (UNIl: AG9B65PV6B)
STEARIC ACID (UNII: 4ELV7Z65AP)
TITANIUM DIOXIDE (UNII: 15FIX9V2JP)

Product Characteristics

Color blue Score

Shape OVAL Size

Flavor Imprint Code

Contains

Packaging

# Item Code Package Description
NDC:61504- :

1 095-03 1in 1 CARTON

1 100 in 1 BOTTLE, PLASTIC; Type 0: Not a

Combination Product

Marketing Information

Marketing Application Number or Monograph
Category Citation

OTC Monograph Drug MO013

Labeler - AMERIFOODS TRADING COMPANY (626388680)

Revised: 11/2023

Strength

no score
17mm
AAA;1031

Marketing Start Marketing End
Date Date

10/30/2023

Marketing Start Marketing End
Date Date

10/30/2023

AMERIFOODS TRADING COMPANY
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