ASSURED HEADACHE PM (ASPIRIN FREE)- acetaminophen and
diphenhydramine citrate tablet, coated
Spirit Pharmaceutical LLC

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.

Assured™ Headache PM (Aspirin Free)

Drug Facts

Active ingredients (in each Purpose
caplet)

Acetaminophen 500 mg Pain reliever

Diphenhydramine citrate 38 mg Nighttime sleep-aid

Uses

for the 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 2 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

Allergy alert

Acetaminophen may cause severe skin reactions. Symptoms may include:
e skin reddening

e blisters

e rash

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

Do not use

e if you are allergic to acetaminophen

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

¢ in children under 12 years of age



Ask a doctor before use if you have

liver disease

glaucoma

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

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 avoid alcoholic drinks

e drowsiness may occur

e be careful when driving a motor vehicle or operating machinery

Stop use and ask a doctor if

e any new symptoms occur

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

e pain gets worse or lasts more than 10 days

e painful area is red or swollen

e fever gets worse or lasts more than 3 days

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.
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 do not use in children under 12 years of age

e adults and children 12 years of age and over: take 2 caplets at bedtime, if needed, or
as directed by a doctor

Other information
e store at controlled room temperature 20°-25°C (68°-77°F)
e read all product information before using. Keep this box for important information.

Inactive ingredients

colloidal silicon dioxide, FD&C Blue # 1, FD&C blue #2, hypromellose, magnesium
stearate, microcrystalline cellulose, polyethylene glycol, povidone, pregelatinized corn
starch, stearic acid, titanium dioxide



Questions or comments?
1-888-333-9792

DISTRIBUTED BY
GREENBRIER INTERNATIONAL, INC.
500 VOLVO PARKWAY, CHESAPEAKE, VA 23320

PRINCIPAL DISPLAY PANEL - 20 Caplet Bottle Carton
ASSURED™

COMPARE TO ACTIVE INGREDIENTS OF
EXCEDRIN ® PM*

ASPIRIN FREE

Headache PM

e Acetaminophen 500 mg
Pain Reliever

e Diphenhydramine Citrate 38 mg
Nighttime Sleep-Aid

Actual Size
NON HABIT FORMING

20 caplets



60S9V

"WRAP]Iq4 Jo qaBal jo yno daay
"85 &10J8
[Runissyold yyesy vy uipea Fiseai Jo weubad )|

sfiep ¢ ueyatow sse| 10 8som siebi 1ana) m
U3J[0ms 10 palsIesle [NUEd m
sfiep ) uewy alow sjse|Jo aslom sjab ued m
"ssau) papaw Buikpapun
snowas Jo wojdwifs e aq Aew ewosy| "syaam 7
Uy} auow Joj fjsnonuuod sjsy ssaussydags m
Inooo suoydwis wau fue m
Jl loj0p B §SE pue asn dojg

faunyoew
funesado Jo 8y Jojo e Buiup uaym njares ag m
1920 AW SSaLISMOIp B
SYUUP J)oyofe pioAe @
Janpoid iy Buisn usyp

siazyinbuely Jo ssaiepas Gunye; m
uwrepres Bnap Guuunyy poojq ay) Gunye) m
ale noA Ji 83N ai0jaq Js1euueyd Jo J0j20p B XY

pueyf ayeysoud pefieua ue oj anp Euneuun ajgnosy m
Sijountq Auoip

10 ewasfydwa se pns wagod Guiyeaiq e m

ewoane)f m

3SE3SIp 1A B

aney nok ji 8sn al0jeq 1020 B Yy

afie Jo sreafl 2| Japun ualpjyo U m
UIYS U0 pasn A0 Liana
‘aunuesplyuaydip Bunureuos yonpoad Jago fue s m

(panunuog) sjae4 Gnig

‘sizeuLeyd 1o Jojaop

B ySe ‘sl doulwelage suiejuon Brupe aysym

ains jouae nof J (wogduasaiduou o vogduasaid)
uaydouneyaze Bunieuco Bnap Jago fue mm
Uaydounueyase of o) e aie nod jim
8sn jou o

“feme i djgy [eoipaty yaas
pUe &0 dojs 'snaa0 uonaeal yfia)e eraus o uys e )|
yselm  siegsig @ Buiusppal upysm
:gpnjoun few swopdwdg ‘suonoeal
IS a1anas asneo Aew uaydounuezoy pee ABsyy
Janpoud s
Guisn apym fep Ana syuup Sijoyoafe alow Jo gm
vaydounweizoe fueuos snip syw ymm
Junoue fjrep
WINLLIKELL BY 151 Y2IUM SIN0Y $7 W S18|des 2 uey) sJ0 m
aye nof j1anaoo few efiewrep Jany alaneg
‘U douiwE)age sureyuod an poid siy) Bunems sear
shujusem

'35ausss|dae|s Bufuedwodse yymsuied pue sayse Joumw
PUE S8UJepeaY [BU0ISeI0 |0 j3yal Aresodway ay) 1o}

sas

pre-dagys awmybiy B g5 aeo aneipfyusydig
lahalpl Emn_mE (108 E_._ﬁ_n_c_E._mEuM

(18/tea yaes uj

asoding sjuaipadiuf aajjay

sjae4 bnig

NOILYIN HOANI (NY SININ Y M
3137402 HO4 NOLHYD 433X ONY av3d

COMPARE TO0 ACTIVE INGREDIENTS OF

EXCEDRIN® PM*

Aotual Size
NON HABIT FORMING

o
M E 2
= -
- G
® 5
= § 5g
m & o &%
- S| £e58
i g - ..MM..S..
5 Waos=2
- | pEs
e G.....m.m.m
) T <Lag=



ollipaokg Yewaped] palaisibal
alj} Jo Jaumo “au| ‘Y)eay Jawnsuo’) sueAop Ag
paIN qUISIP J0 PaINIEJNLEL Jou stjanpoud sig]

%
L
-

o
]
S
S
N

TL6-CEE-908-1 £ SJUALILLIOI JO SUDJSanY

APIXDIP WRIUEI 'PIIE DLR3S YOI

usoa peauephiaid 'suopinod ‘e susjfyadod
‘as0jn|pa auneslo 0o 'sjeieals wnisaufiew
‘asojjawordfy #anq 094} # Bnjg 080
“apioip uoays epioliod jua)pasbur aAr el

"R O TR dui 1o ) xoq
SI} dagy “Buisn 910420 uoRLLOU Lanpwd B peal m
(4o 11-,89)
Mo 57,07 AINEIadiuia) Wo ol pejjoupue T8 ai0)s M
Uojjewiouy i3y

Injoop &g pepaip se o ‘pepaal J ‘Bwnpa] I sy den
7 ayE] Jano pue abie jo siead 7} uaIpyD pue syNpEm
afie jo sseafl 7| Japun uaJp|IYa 1 3sN J0U 0P
pajaslip UEN) a0 asn jouopm
stiofjaalig

swiydwis 1o sufis fue sonou ju op nok g

USA3 UBJP|ILD J0j SE |PMSE SYNPE 10} [EI1710 S1 UOIUBLE
[e3ipaw yain) feme Jybu Jajuag (o107 uosing

® 19803 40 djay [eapaw 186 ‘asopanc o asea u|
:Bumzem asopiang

(panunuoa) syae4 bug




3\

9
AL34WS 031NI4d 41 350 LON 00 -LNIQIAI H3dWY 1

-dX
10

ORIG 'I!.l’ﬁ/

.»1‘.»‘_262

DISTRIBUTED BY
GREENBRIER INTERNATIONAL, INC.
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ASSURED HEADACHE PM (ASPIRIN FREE)

acetaminophen and diphenhydramine citrate tablet, coated

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:68210-0020
Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
ACETAMINOPHEN (UNII: 36209ITL9D) (ACETAMINOPHEN - UNII:36209ITL9D) ACETAMINOPHEN 500 mg

DIPHENHYDRAMINE CITRATE (UNII: 40D433S209) (DIPHENHYDRAMINE - DIPHENHYDRAMINE

UNII:8GTS82583M) CITRATE 38 mg

Inactive Ingredients



Ingredient Name Strength
SILICON DIOXIDE (UNII: ETJ7Z6XBU4)
FD&C BLUE NO. 1 (UNIl: H3R47K3TBD)
FD&C BLUE NO. 2 (UNIl: LO6K8R7DQK)
HYPROMELLOSES (UNII: 3NXW29V3W0)
MAGNESIUM STEARATE (UNIIl: 70097M6130)
CELLULOSE, MICROCRYSTALLINE (UNIl: OP1R32D61U)
POLYETHYLENE GLYCOL, UNSPECIFIED (UNIl: 3WQOSDWI1A)
POVIDONE K30 (UNIl: U725QWY32X)
STARCH, CORN (UNII: 08232NY3S))
STEARIC ACID (UNII: 4ELV7Z65AP)
TITANIUM DIOXIDE (UNII: 15FIX9V2JP)

Product Characteristics

Color blue Score no score
Shape OVAL Size 18mm
Flavor Imprint Code S26
Contains
Packaging
# Item Code Package Description UG R Marketing End
Date Date
NDC:68210- ]
1 0020-3 1in 1 CARTON 08/12/2016 01/12/2022
1 20 in 1 BOTTLE; Type 0: Not a Combination
Product

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End

Category Citation Date Date
ﬁ;ﬁ monograph not 14343 08/12/2016
Labeler - spirit Pharmaceutical LLC (179621011)
Establishment

Name Address ID/FEI Business Operations

Elysium Pharmaceutical Ltd 915664486 manufacture(68210-0020)

Revised: 1/2022 Spirit Pharmaceutical LLC
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