TENSION HEADACHE RELIEF- acetaminophen, caffeine tablet
GREENBRIER INTERNATIONAL, INC.

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 44-428

Active ingredients (in each caplet)

Acetaminophen 500 mg
(formulated with 65 mg caffeine)

Purpose

Painreliever

Uses

® temporarily relieves minor aches and pains due to:
® headache
® muscular aches

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
s with other drugs containing acetaminophen
® 3 or more alcoholic drinks every day while using this product

Allergy alert: Acetaminophen may cause severe skinreactions. Symptoms may include:
® blisters
® rash
® skinreddening

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

Caffeine warning: The recommended dose of this product contains about as much caffeine as a cup of
coffee. Limit the use of caffeine-containing medications, foods, or beverages while taking this product
because too much caffeine may cause nervousness, irritability, sleeplessness, and, occasionally, rapid
heartbeat.

Do notuse
® with any other drug containing acetaminophen (prescription or nonprescription). If you are not sure
whether a drug contains acetaminophen, ask a doctor or pharmacist.
® if you are allergic to acetaminophen
Ask a doctor before use if you have

liver disease.

Ask a doctor or pharmacist before use if you are

taking the blood thinning drug warfarin.



Stop use and ask a doctor if

® new symptoms occur

painful area is red or swollen

pain gets worse or lasts for more than 10 days
fever gets worse or lasts for 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
® do notuse more than directed
® adults and children 12 years and over: take 2 caplets every 6 hours. Do not take more than 6 caplets
in 24 hours.
® childrenunder 12 years: ask a doctor

Other information
® store at 25°C (77°F); excursions permitted between 15°-30°C (59°-86°F)
® see end flap for expiration date and lot number

Inactive ingredients

corn starch, crospovidone, D&C red #27 aluminum lake, FD&C blue #2 aluminum lake, FD&C yellow
#6 aluminum lake, magnesium stearate, microcrystalline cellulose, polyethylene glycol, polyvinyl
alcohol, povidone, sodium starch glycolate, stearic acid, talc, titanium dioxide

Questions or comments?
1-800-426-9391

Principal Dis play Panel

Assured™

COMPARE TO AcT1vE INGREDIENTS OF EXCEDRIN® TENSION HEADACHE*
Tension Headache Relief

* Acetaminophen 500 mg
and Caffeine 65 mg
Pain Reliever

Actual Size
50 caplets

TAMPER EVIDENT:DO NOT USE IF IMPRINTED SAFETY SEAL UNDER CAP IS
BROKEN OR MISSING



*This product is not manufactured or distributed by GSK group of companies, owner of the registered

trademark Excedrin® Tension Headache.

50844 REV0417A42815

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

30

and Caffeine 65 mg

Pain Reliever

Tension Headache Relief
" Acetaminophen !

* ‘Jeaqueay pides

‘flleu0isead0 ‘pue ‘ssaussajdaals ‘Aliqeiun

'SSAUSNOAIU 25Ne3 few aujajes yanw

00} asnesaq janposd siy Guriey ajiym safiesanag

10'5pooj ‘suoenpaw Guieuos-auja)es

10 250 3U} i) “831j00 jo dnd B e

AUJAJE YINW S INOGE SUIEIUGD 1Inposd S

J0350p papuawwodz) 3y :Gujuwem autaje

“feae Jybu diey [edpaw

Y235 pue asn dojs ‘SINDo0 UOIE LIS B )]

Buwzppai s M yseIm  SESQm

‘apnjaul few swojdwiAg suooeal urys

alanes asnes few uaydounwe)aoy :paje Abua)y
Jonpoxd sy} Buisn

2l fep Aaang SHULP JOLOIE 2U0W J0 £ W

uaydounueyaoe Buiuieiuod SBnp Jaylo yumm
sinoy

2 W uaydounueyade jo b ppg'y uey) sowm

ayepnofp

a0 few sbewep Jan| 0anag uaydouluejzoe

suigjuo janposd sty Gujwiem jaay

shuey

Actual Size

50caplets

COMPARE T0 ACTIVE NGREDIENTS OF >
EXCEDRIN®TENSION HEADACHE* ASS []&E—l))

SBUIBIENISNWM  SUIEPESYM 0} anp
slited pUe Saye Jouw sanalal Aueodwsym
sas

Headache Relief

(auiagjen B gg Lum pajejnuioy)

Janaljan ugeg e Bl gog ey douueyady
(18/dea yaea ui)

asoding sjualpalfiul anyay

and Caffeine 65 mg

Pain Reliever

ension

wanoosa ool | S19e4 Gnig

JOVNIVA HILNO d33N

. Acetaminophen 500 mg

ASS[JRE@

T

TAMPER EVIDENT: DO MOT USE IF INPRINTED
SAFETY SEAL UNDER CAP [SBROKEN OR MISSING

|

39277741521

no print /no varnish area

OZEEZ YA INV34YSIHD AVMNYYA ON0A 005
“ONI TYNOILYNUILNI HIIHENIIHO A8 0ILNBIYLSIO

OL600Z #N3LI
SHEERVLIFONIY F¥B0S
“ALEESH UDISUR] GULpanKg
yiewapes) pasaisifial ayp jo Jaumo ‘saiuedwod jo dnosb
%69 Aq painguisip 10 painjoejnuews jou s1janposd sy,

1626-92¢-008-1
ZSJUBLILI03 10 SUONSany

SPIXOIP WNIUEY] ‘ojE} ‘piae aueals ‘Aejoa|B
s wnipos ‘suopined ‘oyoae uidod
‘loaf|6 auapfyrakjod ‘ssojnyea aunElsa0IL
‘ajesea)s wnisaubew ‘aye) wnujwn e

9# mojjak 04 “ae] wnulwnfe z# anjg 9704
“aye| wnuiwnge £z pal 98( ‘auopinodsoss
‘s wod sjualpalhuy anaeu|

130UINY JO] PUE 8)ep UoijeJdxa 10) dej) pua aasm

(4,98-65) 0,06~} uaanyag
pajuad suoIsInoxa (4.24) 0,52 I AI0lSH

4

JO}I0p B YSE 151884 7| J5pUN LaipjyIm
"sInoy pz Ui sjejdes g
UL} 20W e} Jou oQ "sinoy g Aiana sjajded
2 98] 1240 pue sieak 7} uaip|iyd pue synpem
pajaal|p UBY} 2101 3sn Jou op |
suoaalg

‘swoyduis Jo subis fue aanou

10U Op NOK J1 UBKE UAIP|IYD 0§ SE Jjam SE SHNpE
104 IR 1 UOHUAYE [Eapaw jdwiosg Aeme
46U (2224-222-008-4) 191U3) |02)u07 UOSI0g €
1eju0 Jo dizy [enpaw a6 ‘asopaano [euapiaoe
|0 353 U] "UAIP||Y Jo y3eal jo o dasy

“a5N a10Jaq |eucissajoid

ueay eyse ‘Guipaa)-|sealq Jo jeubiaid
“UOIPUEI Snouas e jo sulits aq pinod asay|
sfEp ¢ UBLY 0W 10} SiSE] 10 3s10m 5§30 Jans)m
sfEp ) UL} 210W 10§ S8 J0 350M Sjafi uied m
UIoMs Jo pad $1 eale |njuied m

11330 swojduwis maum

11 10j30p & ¥se pue asn dojg

“uueprem Srup Buiuug pooq ay) Gunie; ale
nok J| asn a10)aq JS10EULEYd 10 J0J30p B YSY

“aseasip
Jani| aney nok J| asn aiojag 10J0p € ysy

usydounuesae o) Abiae asenof pm
Jsigeuneyd 10 J0j00p  yse ‘uaydoLiweiaoe
sulejuoa Gnup e sayjaym ains jou
ale no §| “(uonduosaiduou Jo vorduosad)

ﬁ lot no. & exp. date L

uoneunioful 13yi0 uaydounweiaae Guiueos Bnip Jayio %M__w e“__m__.ﬁ M
(panuiuoo) sjae4 binig (panunuoo) sjoeq Binig
B-0316-428-15
REV0417A42815
| J

Assured 44-428

TENSION HEADACHE RELIEF

acetaminophen, caffeine tablet

Product Information




Product Type HUMAN OTC DRUG Item Code (Source) NDC:33992-0428

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name
ACETAMINO PHEN (UNII: 362091TL9 D) (ACETAMINOPHEN - UNII:36 209 TL9 D)
CAFFEINE (UNIL: 3G6 ASW338E) (CAFFEINE - UNIE3G6 ASW338E)

Inactive Ingredients
Ingredient Name
D&C RED NO. 27 (UNIE: 2LRS 185U6K)
TALC (UNIE: 7SEV7J4R1U)
FD&C YELLOW NO. 6 (UNI: H77VEI93A8)
PO VIDONE (UNII: FZ989 GH9 4E)
TITANIUM DIO XIDE (UNIE: 15FIX9 V2JP)
STARCH, CORN (UNIL: 08232NY3SJ)
MAGNESIUM STEARATE (UNIL: 7009 7M6130)
FD&C BLUE NO. 2 (UNIE: L06 K8 R7DQK)
MICRO CRYSTALLINE CELLULOSE (UNII: OP1R32D6 1U)
STEARIC ACID (UNIL: 4ELV7Z65AP)
CROSPO VIDONE (UNIL: 257830E561)
POLYETHYLENE GLYCOL, UNSPECIFIED (UNIE: 3WJQ0SDW1A)
POLYVINYL ALCOHOL, UNSPECIFIED (UNIL: 532B59J990)
SODIUM STARCH GLYCOLATE TYPE A POTATO (UNIE: 5856J3G2A2)

Product Characteristics

Color RED Score

Shape OVAL Size

Flavor Imprint Code

Contains

Packaging

# Item Code Package Description

1 lgIDC:33992-0428- 1in 1 CARTON

1 24 in 1 BOTTLE, PLASTIC; Type 0: Not a Combination
Product

2 NDC:33992-0428- 1in 1 CARTON

5

50 in 1 BOTTLE, PLASTIC; Type 0: Not a Combination
Product

Marketing Information

Basis of Strength  Strength

ACETAMINOPHEN 500 mg
CAFFEINE 65 mg
Strength
no score
17mm
44,428

Marketing Start Marketing End
Date Date

01/17/2007

01/17/2007



Marketing Category

Application Number or Monograph Citation Marketing Start Date Marketing End Date

OTC MONOGRAPHNOT FINAL part343

Labeler - GREENBRIER INTERNATIONAL, INC. (610322518)

Establishment

Name
LNK International, Inc.

Establishment
Name
LNK International, Inc.

Establishment

Name
LNK International, Inc.

Establishment
Name

LNK International, Inc.

Revised: 8/2019

Address

Address

Address

Address

ID/FEI

038154464

ID/FEI

832867894

ID/FEI
967626305

ID/FEI
868734088

01/17/2007

Business Operations
PACK(33992-0428)

Business Operations

MANUFACTURE(33992-0428)

Business Operations
PACK(33992-0428)

Business Operations
PACK(33992-0428)

GREENBRIER INTERNATIONAL, INC.
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