ACETAMINOPHEN AND DIPHENHYDRAMINE HYDROCHLORIDE - acetaminophen
and diphenhydramine hydrochloride tablet
KROGER COMPANY

Drug Facts

Active ingredients (in each gelcap)

Acetaminophen USP 500 mg
Diphenhydramine hydrochloride USP 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 with other drugs containing acetaminophen

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

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 product containing diphenhydramine, even one used on skin

e if you are allergic to acetaminophen or any of the inactive ingredients in this product

¢ in children under 12 years of age



Ask a doctor before use if you have

e liver disease

¢ a breathing problem such as emphysema or chronic bronchitis
e difficulty in urination due to enlargement of the 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 beverages

e do not drive a motor vehicle or operate machinery

Stop use and ask a doctor if

e pain gets worse or lasts more than 10 days

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

e new symptoms occur

e redness or swelling is present

e fever gets worse or lasts 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 accidental overdose, get medical help or contact a Poison Control Center (1-
800-222-1222) 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
e do not take more than directed
e adults and children 12 years and over
e take 2 gelcaps at bedtime
e do not take more than 2 gelcaps of this product in 24 hours.
e children under 12 years: do not use

Other information
e avoid high humidity



e store at 202 to 25°C (682 to 77°F)
e use by expiration date on package

Inactive ingredients

ammonium hydroxide, black iron oxide, colloidal silicon dioxide, croscarmellose sodium,
FD&C blue #1, FD&C red #3, gelatin, hydroxypropyl cellulose, magnesium stearate,
microcrystalline cellulose, polyethylene glycol, povidone, pregelatinized starch (maize),
propylene glycol, shellac glaze, talc, and titanium dioxide.

Questions or comments?
Call 1-800-632-6900

DISTRIBUTED BY THE KROGER CO.
CINCINNATI, OHIO 45202
MADE IN INDIA

Code: TS/DRUGS/16/2014

PACKAGE LABEL-PRINCIPAL DISPLAY PANEL 500 mg / 25 mg (50 Caplets
Bottle)

NDC 30142-193-14
Krogere
health

NON-HABIT
FORMING

EXTRA STRENGTH

Acetaminophen
PM
Acetaminophen USP, 500 mg

Diphenhydramine
Hydrochloride USP, 25 mg

PAIN RELIEVER,
NIGHTTIME SLEEP-AID
RAPID RELEASE

50
GELCAPS



: W03 R g =
H:; heaitn %é E%EE E_u § % sk E
2| |[EzF =zf = Bt RaslsE
NON-HABI e 5% g8k f 2afxsfac:
FORMING J" i=p a3 ¥ IoSCEBEES
EXTRA STRENGTH o2 15 Bifgigapieiiiik
. Acetaminophen  &s ;EE % ;xgé*g. g
& o= i : EEEsESE -
PM ¢ ag|  [F 22 £ HOHT
' B=| = |s250F =% EzEmas o}
Acetaminophen USP, 500mg  g5] & (5547 5: HIH
Diphenhydramine HEJHiagh saii S
Hydrochloride USP, 25mg sz g_g:_;g £3 EE-EEEEE'E
PAIN RELIEVER, gl R THIHIH
NGHTTIME SLEEP-D DO IS ggggzgﬁg_ -EEEE'§§E§§
RAPID RELEASE GELCAPS J=F=] bt i =k =Sziicmas

| g amey.

RS 35 wall a5 far childean avan if

[resaml W fever (el mrse O

=is more than 3 days. These could be siges of 2 serious condifion

it of beagst-foading, st &
EII:;?H“I al raach of Iill'ﬁ Ine

medical ilaess. W new

il aridental irvesdoge, gel madical

edg ar cortact 3 Poison Gonirnal Ganter |1-300- 2221225

vempt medical eastion & crical fo

e profeseiang batare wse.

Meges W do Bk o
'f:lllﬂltll u

W [j3LComa. Ask @ decler oF pharmacisl beloea use i you are m fzking
Fipl

e ioed thigning deeg warkarin W taking Sedatfess 0 N gu I?é'i_

Whin wing this padurl @ drowsiness wil gor .

LEvE
and

pregelalindad stncy |Maire), propylene

e Reshim searate, micracrystaling celuloee,
and iamum e,

e

'r|~;:|l saelac g, hak;
Dosstisrs or comments? (3] 1-B00-632-6300

DISTRIBUTED BY THE KROGER CO., CINCIMMATI, OHI0 45202
MADEININDIA . 0 24012 | m-5840 WKl

x_

gz

Esis

gis
cH
com=
iSla
EEES
EEEH
sfi=
FE#iz
Sgat
£3:z
=i

¥se (Wb infarmatiar @ 3w high humicity m st
377

.

Unvarnished Zone

(dotted lina not Tor

printing)

24 x 12 mm

PACKAGE LABEL-PRINCIPAL DISPLAY PANEL 500 mg / 25 mg (50 Caplets

Bottle Carton)
NDC 30142-193-14

Krogere
health

COMPARE TO THE ACTIVE INGREDIENTS
OF EXTRA STRENGTH TYLENOL® PM*

NON-HABIT
FORMING

EXTRA STRENGTH

Acetaminophen PM
Acetaminophen USP, 500 mg
Diphenhydramine Hydrochloride USP, 25 mg

DO NOT USE WITH OTHER
MEDICINES CONTAINING
ACETAMINOPHEN

PAIN RELIEVER,
NIGHTTIME SLEEP-AID
RAPID RELEASE

50 GELCAPS ACTUAL SIZE




=
c E '
m = |
£ = {
2 =2 ' . :
-E g;-‘_‘: = II | \
£ =g ]
€= £
1 0.,8¢ ]
b e £ ke
£ -
5] E O==5 =
3 =
G Ao s sEEE

Drug Facts (continued)
w 0 children under 17 years of age
Dr_ug_ Facf's Ask 2 doctor befare use i you have
j_ﬂm ingredients m livér chsnass
in “ﬂwfﬂdv brwathing problem such as emphysema or
inophen LISP 500 mg . i el anchitis
Dlnl'er'odrmme hydrccHuﬂlIe LES 2 I ) uringtion due o enlangament of the

Drug Facts (continued)

Directions

m do mot take more Ehan directed
adults and chiligren 12 years and aver

NDC 30142-193-14

taie more than 2 gelcags of this
roduct in 24 hl:_'s

QOFEXTRA STRENGTH TYLENOL® Pht*

Uses
temporary raliel of oecasional headaches and mince Ak docter ot ghammacist befere use I you are
achveg and paing with accomparying sieeplassness w taking the biood thinning drug wartarin
m taking sedatives or tranquiizars
When uzing this ﬁ"“m
- e m drowsiness will acour
e Wor darmage may ocour if you take: m avaid alcaholic bevarages
m with cther g"tu'gg Cl‘ﬂlﬂfl":;"el‘i acetam -WI!_"»G;;‘ w o ot drive a mator vehicls or oparate machingry
m mare than 4,000 ma of acetamincghen in 24 hours
. 3h|0r rioes aiboholic drinks every o2y whil using Ehrfm:';ﬂlﬂ;ﬁelu“l‘:;; Inl':lr’ ihan 10 days
5 product o
Mgy alert Acsamnophenay cass sere i[RI = 55516t ontunly fr mors
reactions. Symptoms. may inchade: underfying medical illness.
W shin redidening m blisters m rash W e SyMROMS ooor
cfion accurs, sbap use and seek medical m r2ciness o sweling is present
way. W fever pais worse o lasts mors than 2 days
These could bs signs of a senious condition,

w with any other drug containing acstaminophen It pregant or breast-leeding, ask a haalth
mescription or nongrescrigtion]. If you ane not professional befre usa,

sure whether a drug contains aceiaminophen, Keep oul ol reach of hildres. In case of accidental
a5k & dochor ar pharmar overdose, get medical help or contact a Poison

m with any othar product containing diphenhydraming, Controd G 800-222-1222) right away. Prompt
Buen o2 used on skin medical athention is critical for adults as wel as for

m if you are allergic fo acstaminaphen or ary of the children even if you o not notics any signs or
inactve ingradients in this procuct » Symptoms.

COMPARE T0 THE ACTIVEINGREDIENTS

Other information

m &void high humidi

m shom al 20 o 2 0 TTF)
m usa by expirafion dale on Fﬂ[ki.g!

Inactive ingredients

ammaniem hydrooide, bleck iron o, coloid
shican dioxide, ur:s:srn!luqesm'n FO4G blue
#1, FOAC red £, Ry

50 GELCAPS

¥
potyethylene ghyeal, povidone, pregelatinized starch
[maize], progyiens giyeol, shellac qlaze, talc, and
fitankm diide

“Tylenal* is 2 registered trademark of Kenvue Inc.
DISTRIBUTED BY THE KROGER CO.
CINCINNATI, OHIO 45202
MADE IN INDIA
*OUR PHARMACIST RECOMMENDED

Our Brands, Dur Guaraniss,

Love |t or Your Money Eack,

www.kroger.com

S

. [ olatee
II P1056632 LM-583% [ | |

MIBHTTIME SLEEF-AID

EXTRA STRENGTH
RAPID RELEASE

Acetaminophen PM

Acetaminophen USP, 500 mg

PAIN RELIEVER,

Diphenhydramine Hydrochloride USP, 25 mg

pury
Pl

: .rrnrp1n||n~- i
Tt Lot 000000
| Exp. YYYY-MMM
! Prefix, Variables of Lot, Exp and
Neutral code shal be
printed online during packing.

ACETAMINOPHEN AND DIPHENHYDRAMINE HYDROCHLORIDE

acetaminophen and diphenhydramine hydrochloride tablet

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:30142-193

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 (UNII: TC2D6JAD40)
(DIPHENHYDRAMINE - UNII:8GTS82S83M)

Inactive Ingredients

Ingredient Name
AMMONIA (UNII: 5138Q19F1X)
FERROSOFERRIC OXIDE (UNIl: XMOM87F357)
SILICON DIOXIDE (UNII: ETJ7Z6XBU4)
CROSCARMELLOSE SODIUM (UNIl: M28OL1HH48)
FD&C BLUE NO. 1 (UNIl: H3R47K3TBD)
FD&C RED NO. 3 (UNIl: PN2ZH5LOQY)
GELATIN, UNSPECIFIED (UNIl: 2G86QN327L)

DIPHENHYDRAMINE

HYDROXYPROPYL CELLULOSE (110000 WAMW) (UNIl: 5Y0974F5PW)

MAGNESIUM STEARATE (UNII: 70097M6130)
MICROCRYSTALLINE CELLULOSE 101 (UNIl: 7T9FYH5QMK)
MICROCRYSTALLINE CELLULOSE 102 (UNII: PNROYF693Y)
POLYETHYLENE GLYCOL 4000 (UNIl: 4R4HFI6D95)
POVIDONE K90 (UNIl: RDH86H)V5Z)

STARCH, CORN (UNIIl: 08232NY3S))

PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)

SHELLAC (UNIl: 46N107B710)

TALC (UNIl: 7SEV7J4R1U)

TITANIUM DIOXIDE (UNII: 15FIX9V2])P)

Product Characteristics

Color BLUE (Dark blue and Light blue with white band)
Shape CAPSULE (Biconvex)

Flavor

Contains

Packaging

# [Item Code Package Description

1 NDC:30142-193- 4 4 1 carTON

1 50 in 1 BOTTLE; Type 0: Not a Combination

Product

Marketing Information

Marketing Application Number or Monograph

Category Citation
OTC Monograph Drug MO013

Labeler - KROGER COMPANY (006999528)

HYDROCHLORIDE 25 mg
Strength
Score no score
Size 20mm
Imprint Code T;6

Marketing Start Marketing End
Date Date

03/06/2021

Marketing Start Marketing End
Date Date
03/06/2021



Registrant - aurohealth LLC (078728447)

Establishment
Name Address ID/FEI Business Operations
APL HEALTHCARE LIMITED 650844777 ANALYSIS(30142-193) , MANUFACTURE(30142-193)

Revised: 9/2024 KROGER COMPANY
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