ALLERGY AND HEADACHE- acetaminophen, diphenhydramine hcl tablet, film
coated
CVS WOONSOCKET PRESCRIPTION CENTER, INCORPORATED

CVS 44-516

Active ingredients (in each caplet)

Acetaminophen 325 mg
Diphenhydramine HCI 25 mg

Purpose

Pain reliever
Antihistamine

Uses

= temporarily relieves these symptoms of hay fever or other upper respiratory allergies
= runny nose

sneezing

itchy, watery eyes

minor aches and pains

headache

itching of the nose or throat

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

= blisters

= 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



Ask a doctor before use if you have

= liver disease

» glaucoma

= 3 breathing problem such as emphysema or chronic bronchitis
= difficulty in urination due to enlargement of the prostate gland

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

When using this product

= excitability may occur, especially in children

marked drowsiness may occur

alcohol, sedatives, and tranquilizers may increase drowsiness
avoid alcoholic beverages

use caution when driving a motor vehicle or operating machinery

Stop use and ask a doctor if

pain gets worse or lasts more than 10 days
fever gets worse or lasts more than 3 days
redness or swelling is present

any new symptoms appear

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 right away.
Prompt 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
» adults and children 12 years and over
= take 2 caplets every 4 hours
= do not take more than 10 caplets in 24 hours
= children under 12 years: ask a doctor

Other information

= TAMPER EVIDENT: DO NOT USE IF OUTER PACKAGE IS OPENED OR BLISTER
IS TORN OR BROKEN

= see end flap for expiration date and lot number

m store at 25°C (77°F); excursions permitted between 15°-30°C (59°-86°F)



Inactive ingredients

corn starch, croscarmellose sodium, crospovidone, FD&C blue #1 aluminum lake,
hypromellose, magnesium stearate, microcrystalline cellulose, polydextrose,
polyethylene glycol,

povidone K30, pregelatinized starch, silicon dioxide, stearic acid, titanium dioxide,
triacetin

Questions or comments?
1-800-426-9391

Principal display panel
YCVS

NDC 51316-561-09
actual size

Maximum Strengtht
ALLERGY &
HEADACHE

Acetaminophen, Pain Reliever
Diphenhydramine HCI, Antihistamine

20
CAPLETS

Relief of:
Headache, Sneezing, Runny nose,
ltchy throat & Itchy, watery eyes

TUnder OTC monograph.

TAMPER EVIDENT: DO NOT USE IF PACKAGE IS
OPENED OR IF BLISTER UNIT IS TORN, BROKEN OR
SHOWS ANY SIGNS OF TAMPERING

50844 ORG072551609

Distributed by:

CVS Pharmacy, Inc.
One CVS Drive
Woonsocket, RI 02895

© 2025 CVS/pharmacy
CVS.com®

1-800-SHOP CVS V-18615

100% money back
guaranteed.
CVS.com/returnpolicy



s
| a0 P04 PU0pANIS00 “WRIPOS BEIJAULITIS0N YIRS WD

®

‘ool vgs e e ‘Dsopeuniily ‘B WnULnR
spuaipaibur anjaey

16E6-925-008-) JSJUBLILLIDG JO SUOHSANY

URIRLA “EPUOP WNIUER)
‘e aue s apee wnst e ‘wrps pazger Bard gy suopnod
‘ool avayfuyaliod ‘os0 grapliod ‘asom Eo auiRE DLW

(panunuos) sped b

sennbuey osanepes fung) |
u e Grup Gunuy) poorg ay) Busky m
asenok jasn avojagsioeuwegd 00300 Bysy

Aq peangqusig

paapesEnl

g A0 O SO0
SAD SOHS-008-1
Kovawmydigan STOT O

SLa8l-A

Kogodumpayeso say

{4.98-85)
DelEn 5 1 Ve aq paj s SUOBRE d4, 1] 0,52 1005 W
B 0] pue aiep uoneade o deg pussss |

NIX0H3 HO N¥OL S1H3LSITE H0 0IN340
SIATVHING HILND A0ISMLON OO -INIMAI H3dAYL B

UojeuLgjul 30

pue i syesand aug o pawsbepes ojanp vewn u fipayp B
SANIG JU0N 30 measlipls seapns wagud Cupag el
BoNeb W HESp LI E
amy nnl! 50 mpqmm EYEy
Y5 U pasn
200 w23 ‘s plyaydp Guwegus pnpexd By fue w e
ey 0 a0)0p eyse Yaydu weze

wpop e e seak 7] N LS 8
SIN0Y 7 1 SiEyden ()| URig 200w 2] P 0

suejuon Brupe sapaymans puar nok | uondussduow
30 uoyd 5] us ydou wegede Buue|ues Bhp By e g e

79815082r0S0 #3dN
%08 0dd
€8BEG.LH#

snoy phas spdes Jmam bl sack' i1}
sanpuesealz) uappp pue synpem “fewp T
PRSI R 0w e LU op B SUQNASIT Ty d ) [eomaw s pUR w0 G0 SN0 LRI NS E el
IT ] Guusppauu 3

“suwadufs 3 subis fue oo jou op ok g i mw:mq nmﬁ'f:;

LN LA 304 2 [N 2 SIMPRI0) [RIRIE 5 LA | PIp A
g Reawe s 310%) U100 UOSDGR 1R 20 djy
[eapa [0 EE0p R 0 #5EI U] EPIIY 0 YaRa jojno day

#
#0)9q FUSS30 YifRay 8 e Bupaoj-iseaq sojueutiad

wadde sumdwls meu ke m

Yo s Gugjans 1 ssaupa m

shepy uey) 20w spR) 0 ssa0m 5106 Bes) m
Shep 0] uel 200w e a5 siab ued m
J1e430p = yse pue asn dojg

Lupew
fugesdo)oapyan o ¢ umup uayw wogner En e
sbenng Moy poe n
SEISND P 25T AW ST DURI) U SRR (IR B
Iro KU 55 B SM0.p PALE B
uap g fpeoadss oo few A meyse §
ponpaad iy Busnuayy

(panuiuoa) spaeq bnig

Maximum Strength'

ALLERGY & HEADACHE
20 CAPLETS

YCVs

feiuinl s

Maximum Strength’

ALLERGY &
HEADA

S0 3EH0 WS s asne Kew usydouweiay -page KBs s
1anposd s Bugnapym fep L0 syuup ApysoE 2000 0 £l
wdouweae uumuoo dup sago yuwm

oy 7 u weydowueioe jo b o'y ey awm

e ok ji a0 fewsbewsp

g vayd oupwey e seuon janpad sy <Gumsem s
shujusep

Jecuyoasouay) o uysy m

apeym  wedpesape uum b Uaeeie
fuzsusm  osoufuwum  sadigelioesdsn

sddn sy o s Gey o swopduls asag sanna fueodus) m

sa5)

no print / no varnish area
lot no. & exp

NOLLYINEO0SM] LIN00Yd 1 T14R00
i 9% X0 d HILN0 433X

50844 OREOT2S51E00

ORGOT2551600

B-0231-516-08-J

NDC 51316-361-09

CH

.
BT

OO




/
N

Diphenhydramine HCi, Antihistamine

2 O Relief of:

Headache, Sneezing, Runny nose,
CAPLETS Itchy throat & Itchy, watery eyes
fUnder OTC monograph.

CVS 44-516

ALLERGY AND HEADACHE

acetaminophen, diphenhydramine hcl tablet, film coated

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:51316-561

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
ACETAMINOPHEN (UNII: 36209ITL9D) (ACETAMINOPHEN - UNII:36209ITL9D) ACETAMINOPHEN 325 mg
DIPHENHYDRAMINE HYDROCHLORIDE (UNIl: TC2D6JAD40) DIPHENHYDRAMINE 25 m
(DIPHENHYDRAMINE - UNII:8GTS82583M) HYDROCHLORIDE 9

Inactive Ingredients

Ingredient Name Strength
STARCH, CORN (UNII: 08232NY3S))
CROSCARMELLOSE SODIUM (UNIl: M28OL1HH48)
CROSPOVIDONE, UNSPECIFIED (UNII: 257830E561)
FD&C BLUE NO. 1 ALUMINUM LAKE (UNII: J9EQA3S2)M)
HYPROMELLOSE, UNSPECIFIED (UNII: 3NXW29V3WO0)
MAGNESIUM STEARATE (UNII: 70097M6I30)
MICROCRYSTALLINE CELLULOSE (UNIl: OP1R32D61U)
POLYDEXTROSE (UNII: VH2XOU12IE)
POLYETHYLENE GLYCOL, UNSPECIFIED (UNII: 3WQOSDWILA)
POVIDONE K30 (UNIl: U725QWY32X)
SILICON DIOXIDE (UNII: ETJ7Z6XBU4)
STEARIC ACID (UNII: 4ELV7Z65AP)
TITANIUM DIOXIDE (UNII: 15FIX9V2JP)
TRIACETIN (UNIl: XHX3C3X673)

Product Characteristics
Color blue Score no score
Shape OVAL Size 16mm




Flavor Imprint Code 44,516

Contains
Packaging
# Item Code Package Description el aEllie) S sl e
Date Date
NDC:51316- :
1 561-09 2 in 1 CARTON 12/09/2025
1 10 in 1 BLISTER PACK; Type 0: Not a Combination
Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
OTC Monograph Drug MO012 12/09/2025

Labeler - cvs WoONSOCKET PRESCRIPTION CENTER, INCORPORATED (062312574)

Establishment
Name Address ID/FEI Business Operations

LNK International, Inc. 832867837 manufacture(51316-561) , pack(51316-561)
Establishment

Name Address ID/FEI Business Operations
LNK International, Inc. 832867894 manufacture(51316-561)
Establishment

Name Address ID/FEI Business Operations
LNK International, Inc. 117025878 manufacture(51316-561)

Revised: 11/2025 CVS WOONSOCKET PRESCRIPTION CENTER, INCORPORATED
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