PAIN RELIEVER PM- acetaminophen, diphenhydramine hcl tablet, coated
CVS PHARMACY, INC

Drug Facts

Active ingredients (in each caplet)
Acetaminophen 500 mg
Diphenhydramine HCI 25 mg

Purpose
Pain reliever

Nighttime 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:

e more than 4,000 mg of acetaminophen in 24 hours

e with other drugs containing acetaminophen

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

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

e skin reddening

e blisters

e rash

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

Do not use

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

e with any other products containing diphenhydramine, even one used on skin

¢ in children under 12 years of age

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

Ask a doctor before use if you have
e liver disease



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

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

When using this product

e drowsiness will occur

e avoid alcoholic drinks

e do not drive a motor vehicle or operate machinery

Stop use and ask a doctor if

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

pain gets worse or last 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 (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 take more than directed (see overdose warning)

e adults and children 12 years of age and over: take 2 caplets at bedtime. Do not take
more than 2 caplets of this product in 24 hours.
e children under 12 years: do not use

Other information
e store between 20-25°C (68-77°F)
e avoid high humidity and excessive heat

Inactive ingredients

croscarmellose sodium, FD&C blue #1 aluminum lake, FD&C blue #2 aluminum lake,
hypromellose, magnesium stearate, microcrystalline cellulose, polyethylene glycol,
polyvinyl alcohol, povidone K30, pregelatanized starch, purified water, silicon dioxide,



CVS Pharmacy, Inc.

*This product is not manufactured or distributed by Kenvue Brands LLC., distributor of

Tylenol® PM Extra Strength.
TAMPER EVIDENT: DO NOT USE IF PRINTED SAFETY SEAL UNDER CAP IS
BROKEN OR MISSING

Compare to Tylenol® PM Extra Strength active ingredients*
Distributed by

Call 1-877-753-3935 Monday-Friday 9AM-5PM EST

sodium starch glycolate, talc, titanium dioxide
Questions or comments?

Pain Reliever, Nighttime Sleep-Aid

For ages 12 years and over

One CVS Drive, Woonsocket, Rl 02895

Diphenhydramine HCI 25 mg
CAPLETS

Principal Display Panel
Extra Strength
ACETAMINOPHEN PM
Acetaminophen, 500 mg
Package Label

g g “oN o] 5101081
8965404
g82%0c 0

__ __ : S.EG;)

oug ABUoL %004 C

20791-A SAO JOHS-008-1

geveLLd “ybuang enx3 Wd ¢0U3|AL Jo JoINGLISIP
9771 SpueJg anauay Ag painguIs|p 10 PaINIBNUEBW 10U S| 1onposd SiY L,

$WW02'SAD AdBuLByd/SAD 6202 &
153 G-I Kepuis-RepUOW SEBE-6S2-LL8-1L 18D SPIALLILLIOD JO SUONSAN])

mgmo_m..}oﬂcsg.?tnmsn:o
“au) 'Aoewwieyd SAD HAq paingiasia
SpL0ID WNWE ‘9 ‘3Yej03h5 LS wnipos ‘apio uoaus sejem payand ‘yasels paziunerabaxd
‘0 suopiod 'jouoaje Jiuiadjod ‘ool auaiAujaiod ‘9sojnyi20 aujEISASDINY ‘2jeles)s LnisauBEL ‘SasojLIRy
O] WNUILN{e ¢ 3NjQ 90 ‘Sel WNULLN L aniq D54 Wnipos asojauease) spuBIpalliLy aAnIeu|

183U ONSSIXD PUE RPNy UBHY PIORE M (3//-89) 052-07 Leanyaq 0l W  LIORBLLIOL) JAIRD

38130 0p a0 jo SIeak 2| Japun LaPLO M
SIN0Y 7 U) 1onpoud siLg 0 Sjajded g el U0l Se} JoU 0g "augpaq Je siajded 7 8xe) Jano pue s jo
sseah 2| Uaipyiyd pue syinpe M (Buwem as0pIan( §0s) pajoal|p Uew) alow e} Jou 0 SHORIAN(

“Swndwis

J0/suBts AUB 30U 10U Op NOK ) UBAB RIS Joj SE (|6 SE S)nDe Joj (312 81 LoJuaIJe [EAIpaLl yinp) fewe

U (222 1-222-008-1) J81U2() [04L0) LOSIN B 10BJU02 Jo djy [e2ipaLL 196 'as0pIanD J0 8E3 U :Gujusem 8s0pIaAY
“URIP{IY 10 y2eal jo Jno dady

980 10}8] eunissaj0ud yeay B e ‘Bupas) ufiaud )|

UOQIPU02 SNOLS  J0 SUGIS 8 pjnod asay)

11220 swojdifs meu M Juasasd s1 Gunjams 1o sssupas @ SAEp £ UBK) B10L SISE) JO BSI0M

Sjafi Jona) @ sep O Uy} S10W S)S2) J0 asom S1ab uied @ “ssauy) eaipaw Buiiuapun snouas  Jo woidwAs

2 9 ABIU BAULLIOSU] ‘SYaaM 7 UL a)0w Joj Aisnonuiuoo sjsissad ssaussajdaais @ 11 Jojoop & yse pue asn dojg
Ruaunpoeuw apeiedo

10 303N JOY0LL B BAID 10U P W SULD 0YOI[E DIOAE W U900 [ SSaLISMOp @ Jonpoad siu) Bursn ua
S182Jnbuey} 10 SanEDes

Gugym  ueyem Brup Buuuig poojg sy Bupym  ase nak y asn ai0jaq jsioeuwieyd 1o J0ja0p B Y5y
ewoonebm  puesh eyesosd pabiejua ue o) enp Gueuun signan W SIRJILOKY

04 10 BwasAYdLa SB yons wWwaqn/d GURAB2)Q B 9SEASKD JaN| M BABY nok J 35N 210Jaq JOJI0D B XSy
sjuaipaiBu) s jo fu Jo janpaid siyj o} vofaeal

aifisaye ue pey sone aney nok ym  abe jo siaf 2| Japun UAIDILD U  UDYS O PasN 8u0 LaAd ‘aulwespRyusydip
Buureod janposd Jago Eﬁ; [ ] ._m_"_s:a_a 10 Joj0p B 4s€ ‘uaydouweiase suiejued frup e Jeuaum

s Jou a2 nok J| uopdy 10 s Jayo fueymm  3sn jou og
“fiese 6 diay _E_EE %885 PUB 88N Bﬁ n:uue_a_ﬂ.&_ US| SeIm siasyqm  Buuappal uysm

SSv9L

reqvcie.inh

Uaydouwzyee Buejuod sBrup Jagio Ly I8 SInoy y U] Usydoujueiae jo B Q' LBl elowm
“aHE) N0 J 1930 AeLw 32LIE JaN)| ALaaG UadOLIUZ}a08 SUEIUOD 1npasd SIY) BUNLEM J3AT]

shupuey
“ssaussaieays Buiueduwioooe uym sured pu S3u28 JOUIL PUB SaUDEPE3Y [BUOISE00 J0 joIi Rieioduis) Sasy)

i Bl 67 DH aulLe:pAyLaydi
NI UE ‘Bus 005 ueydouLIEEY
sasoding (181dea yaea uy) spugipalbu) aagoy

sjog4 nig

_.uz_mm_s_ HO N2N0HA S| dVD HIANN T¥3S AL3VS 03 LNIHd 41 35N LON 00 :LNJQIAZ H3dINVL 7

w
%]

Qpllg
L J
=
1z

B

For Ages 12 Years
& Qver

actual size

Extra Strength

YCVs.

o
E
=
()
E=
[
o
L
E
8
[
[*]
<

-
m._.\.
(=8
56
~N 2
|
QO o
IE
5
2=
ED
£§%
= 0
=
c.2
]
M e
s
=
o

500 CcAPLETS

=
a
4
[
=
a
(o]
<
=
d
3]
<




CVS Extra Strength Acetaminophen PM

PAIN RELIEVER PM

acetaminophen, diphenhydramine hcl tablet, coated

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:51316-863

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 m
(DIPHENHYDRAMINE - UNII:8GTS82S83M) HYDROCHLORIDE 9

Inactive Ingredients

Ingredient Name Strength
CROSCARMELLOSE SODIUM (UNIl: M28OL1HH48)
FD&C BLUE NO. 1 (UNIl: H3R47K3TBD)
FD&C BLUE NO. 2 (UNIl: LO6K8R7DQK)
HYPROMELLOSES (UNII: 3NXW29V3W0)
MAGNESIUM STEARATE (UNII: 70097M6I30)
CELLULOSE, MICROCRYSTALLINE (UNIl: OP1R32D61U)
POLYETHYLENE GLYCOL, UNSPECIFIED (UNII: 3WQOSDWI1A)
POLYVINYL ALCOHOL, UNSPECIFIED (UNIl: 532B59)990)
POVIDONE K30 (UNIl: U725QWY32X)
STARCH, CORN (UNII: 08232NY3S))
WATER (UNIl: 059QFOKOOR)
SILICON DIOXIDE (UNII: ETJ7Z6XBU4)
SODIUM STARCH GLYCOLATE TYPE A CORN (UNIl: AG9B65PV6B)
TALC (UNII: 7SEV7J4R1U)
TITANIUM DIOXIDE (UNII: 15FIX9V2JP)

Product Characteristics

Color blue Score no score

Shape CAPSULE Size 18mm

Flavor Imprint Code P525

Contains

Packaging

# Item Code Package Description Marketing Start Marketing End

Date Date
. NDC:51316- 500 in 1 BOTTLE, PLASTIC; Type 0: Not a ACITE YA A



&

863-50 Combination Product

Marketing Information

Marketing Application Number or Monograph
Category Citation

OTC Monograph Drug MO012

Labeler - cvs PHARMACY, INC (062312574)

Revised: 2/2025

[V /RSy PAVIATY

Marketing Start
Date

09/15/2024

Marketing End
Date

CVS PHARMACY, INC
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