HARRIS TEETER IBUPROFEN PM- diphenhydramine citrate, ibuprofen tablet, film coated
Harris Teeter, LL.C

Harris Teeter, LLC Ibuprofen PM Drug Facts

Active ingredients (in each caplet)

Diphenhydramine citrate 38 mg
Ibuprofen 200 mg (NSAID)*

*nonsteroidal anti-inflammatory drug

Purposes

Nighttime sleep-aid

Painreliever

Uses

for relief of occasional sleeplessness when associated with minor aches and pains
helps you fall asleep and stay asleep

Warnings

Allergy alert: Ibuprofen may cause a severe allergic reaction, especially in people allergic to aspirin.
Symptoms may include:

hives

facial swelling
asthma (wheezing)
shock

skin reddening
rash

blisters

If an allergic reaction occurs, stop use and seek medical help right away.

Stomach bleeding warning: This product contains an NSAID, which may cause severe stomach
bleeding. The chance is higher if you

are age 60 or older
have had stomach ulcers or bleeding problems
take a blood thinning (anticoagulant) or steroid drug

take other drugs containing prescription or nonprescription NSAIDs [aspirin, ibuprofen, naproxen,
or others]

have 3 or more alcoholic drinks every day while using this product
take more or for a longer time than directed

Heart attack and stroke warning: NSAIDs, except aspirin, increase the risk of heart attack, heart failure,



and stroke. These can be fatal. The riskis higher if you use more than directed or for longer than
directed.

Do notuse

* if you have ever had an allergic reaction to any other painreliever/fever reducer
* unless you have time for a full night’s sleep

in children under 12 years of age

right before or after heart surgery

* with any other product containing diphenhydramine, even one used on skin

if you have sleeplessness without pain

Ask a doctor before use if

* stomach bleeding warning applies to you
* you have problems or serious side effects from taking painrelievers or fever reducers
* you have a history of stomach problems, such as heartburn

* you have high blood pressure, heart disease, liver cirrhosis, kidney disease, asthma, or had a
stroke

* you are taking a diuretic

* you have a breathing problem such as emphysema or chronic bronchitis
you have glaucoma

you have trouble urinating due to an enlarged prostate gland

Ask a doctor or pharmacist before use if you are

taking sedatives or tranquilizers, or any other sleep-aid

* under a doctor’s care for any continuing medical illness

* taking any other antihistamines

* taking aspirin for heart attack or stroke, because ibuprofen may decrease this benefit of aspirin
* taking any other drug

When using this product

drowsiness will occur

* avoid alcoholic drinks

do not drive a motor vehicle or operate machinery
* take with food or milk if stomach upset occurs

Stop use and ask a doctor if

* you experience any of the following signs of stomach bleeding:
* feel faint

* vomit blood

* have bloody or black stools

* have stomach pain that does not get better

you have symptoms of heart problems or stroke:

* chest pain

* trouble breathing



weakness in one part or side of body
slurred speech

leg swelling

pain gets worse or lasts more than 10 days

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

redness or swelling is present in the painful area
any new symptoms appear

If pregnant or breast-feeding,

ask a health professional before use. It is especially important not to use ibuprofen during the last 3
months of pregnancy unless definitely directed to do so by a doctor because it may cause problems in
the unborn child or complications during delivery.

Keep out of reach of children.
In case of overdose, get medical help or contact a Poison Control Center right away. (1-800-222-1222)

Directions

do not take more than directed
adults and children 12 years and over: take 2 caplets at bedtime
do not take more than 2 caplets in 24 hours

Other information

read all warnings and directions before use. Keep carton.
* store at 20-25°C (68-77°F)
* avoid excessive heat above 40°C (104°F)

Inactive ingredients

colloidal silicon dioxide, croscarmellose sodium, FD&C blue no. 2 aluminum lake, glyceryl behenate,
hydroxypropyl cellulose, iron oxide black, lactose monohydrate, magnesium stearate, microcrystalline
cellulose, polyethylene glycol, polyvinyl alcohol, pregelatinized starch, talc, titanium dioxide

Questions or comments?
1-800-719-9260

Principal Dis play Panel

Ibuprofen PM

Compare to the active ingredients in Advil® PM

Ibuprofen and Diphenhydramine Citrate Tablets, 200 mg/38 mg
PAIN RELIEVER (NSAID)/NIGHTTIME SLEEP-AID

See New Warnings

80 COATED CAPLETS**



**Capsule-Shaped Tablets
Actual Size

active ingredi
in Advite PMT

Ibuprofen and Diphenhydramine Citrate
Tablets, 200 mg/38 mg

PAIN RELIEVER (NSAID)/NIGHTTIME SLEEP-AID

e
T —
. .
- —— -

80 COATED CAPLETS™

“Capaule-Shaped Tabletz =

%alﬁe

22 1H L2050 W

| i‘i‘ iﬂ zi‘

READ AND KEEP CARTON FOR COMPLETE

WARN INGS AND INFORMATION
Drug Facts
Active ingredients Purposes
(I each caplei) o
Dipherhydramine cirate 38 mg.. . Mohttime slesp-aid

Ibuiprofien 200 g (NSADIY....
*ronstem idal anti-| nﬂa‘nrndu'ydig

.. Pain rligver

Uses mifor relief of ocoasional desplessness when
associgted with minorachesand pans  Whelps you
falladeepand stay aslesp

Wamings

Allergy alert: buprofen may cause a severe allengic
reaction, especiallyin peaple allergic o aspinin.
Symploms mayindude: W hives W iacial swelling
W asthma fwheezing) Mshock Wskin reddening
Hrash W blisers fan alergic reacion occurs skp
use and sesk medical help ightaway.

Stomach blesding warning: This product contains
an NSA D, which may cauess severe sbmach bleedng .
Thechencaishigher if you B are age B0 oroder
W have e stomnach uloers or Besding pmoblems
Wtake ablood thinning (anticoagulant) or stercid dg
Wtake othverdn gs containing prescription or
nenprescripon NS0 [aspirin, ibuprofen, napraen,
corcthers] Whawe 3 ormore alcoholic d inks every
daaywhile using thisproduct  Wtake more or fora
longer time than directed

Heart attack and stroke warning: NSADs, ecept
aepiin, increase the riekof heart attack, heart failure,
and stroke, Thess can be fatdl. The risk s higher ifyau
use mare than drected or for longer than directed,

>

Drug Facts (continued)

Do notuse W you have ever had an allergic reaction
oanyober pain mliewer/ver educsr Wunkss you
have time fora full night'sslesp W in chilkdren under
12years of age  Mright before orafter heart sungery
W with anyother produet contaning diptenbydramine,
mme&aﬁdmm lrfwurrgfapr;ﬂ
witha urt pain

Msk adoctor before wseif  Wstomach Heeding
warmirg applies to W you hais problems o
sario.l;qsi aibd:srg-la'n Hn:‘:-lg pdnrgio:fasorw
reducers  Myou have a history of siomach prblems,
such as heatburn ou have high blood pressure,
heart disease liver cirhosis, kidney dissass, ashma, o
had astoke W youars Ekingadivrstic Wy have
4 breathing problem such as emphysema orehronic
bronchitis M you hawe gaucoma I you have trou ble
urinating due 1o an enlanged prosta gland
Ask adoctor or pharmacist before wse ify ou are
Waking sedatives or franquilizers, orany oter
slgg)ad Wunder a docior's care forany continuing
cal ilness  Wtaking any oher anfhistmines
W taking aspirin for heart attack arsinoke, b ecause
ibupmifen may decrease thisbensfi of aspirin
W teking any coher dug
‘When using this product B drowsiness will occur
Wavoid alccholic drinks  Wdonokdrive a mokor
wehicle oroperae machinery  Miake with food ormilk
ifatormach upsst oocurs

Stopuse and ask a doctor if - Wyou esperenceanyof the
fulhwng signs of stomach bleeding: M fedl faimt  Wvomit
W have bioodyor black stools W have stomac
pﬂnhatduasmtgat W you havesymplomsof
heart poblems orstroke:  Wchestpain W trouble
breathing Wweaknessin one part or side of body »

Divug Facts (continued)

W durred spessh W leg sweling  Wpain ge waorss or
lasts morethan 1 Odays  Mslesplessness persists
continucu sk formore than 2we eks. Insomni may be a
sympiom of a serious underlying miedical il ess.

W redese or swelling is presentin the pain il area
Iy W sympkoms ap pear

If pregnantor breast-feeding, ask a hedh
professional before use. ltis especialy impotant ot
tovuse buprofen during the kst Smonths of pregnancy
uniless definitely directed o do 2o byadoclor bacause
ity cause problems in hiewbom child or
complicatiors during delivery.

Keepout of reach of children. In case of ovend cge,
getmedical help or contact a Pokson Control Center
Tiight amay, (1-900-222-1 222)

DNrections mdonot ke more han direcied
W aduke and children 12years and o take 2 eaplets
at bedtime W do not take mare than 2 caplets in

24 haurs

Other information  mead all warnings and
directiona before use. Keap carton.  Wstore at
20-25°C (8-TT°F) W awioid eaessive heat abiove
4PC104°R)

Inactive ingredients colloidal sticondioxi e,
croscarmellcss sodum, FIEC blue no. 2alminum
Iade, glyceryl behenate, hydmoypropy celluloss, iron
e black, lactose monchydrate, ma gnesium stearate,
micnarystlling celubss, palyet hylens g koal, polyvinyl
dohol, pregelainized starch, tal o, tisnum disdds

(uestions or comments? 1-800-11 3-2260

@ __r

=
F o
IE = - =
E ] g =
g 26352 38 S
geg E2isg H5 2R
mE 2 =% =
=L A = @A 23
feo 22za & J3 R3
Br3 ffitod EE 5
=58 §zi;c 25 28
Bpd -zo: B =2 ge
EED SERE Fad =2
g 322 £ §% 5%
1523 @ 2§ 2
A LR B

e 1




HARRIS TEETER IBUPROFEN PM
diphenhydramine citrate, ibuprofen tablet, film coated

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:69256-050

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
DIPHENHYDRAMINE CITRATE (UNII: 40D433S5209) (DIPHENHYDRAMINE - DIPHENHYDRAMINE 38 mg
UNIL:8 GTS82S83M) CITRATE
IBUPRO FEN (UNII: WK2XYI10 QM) (IBUPROFEN - UNIEWK2XYI10 QM) IBUPROFEN 200 mg
Inactive Ingredients
Ingredient Name Strength

SILICON DIO XIDE (UNII: ETJ7Z6 XBU4)
CROSCARMELLOSE SODIUM (UNI: M28 OL1HH48)
FD&C BLUE NO. 2 (UNI: LO6K8R7DQK)

GLYCERYL DIBEHENATE (UNI: RERWTH25YS2)

HYDRO XYPROPYL CELLULOSE (1600000 WAMW) (UNII: RFW2ET6 71P)
FERRO SOFERRIC O XIDE (UNII: XMOM8 7F357)
LACTOSE MONOHYDRATE (UNI: EWQ57Q8I5X)
MAGNESIUM STEARATE (UNIL: 70097M6130)

MICRO CRYSTALLINE CELLULOSE (UNI: OP1R32D6 1U)
POLYETHYLENE GLYCOL (UNI: 3WJQO0SDW1A)
POLYVINYL ALCOHOL (UNIL: 532B59J990)

TALC (UNIL: 7SEV7J4R1U)

TITANIUM DIO XIDE (UNIIL: 15FIX9 V2JP)

Product Characteristics

Color BLUE Score no score

Shape OVAL Size 15mm

Flavor Imprint Code LO050

Contains

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:69256-050-27 1in 1 CARTON 11/21/2015

1 80 in 1 BOTTLE; Type 0: Nota Combination Product

2 NDC:69256-050-58 1in 1 CARTON 11/21/2015

2 40 in 1 BOTTLE; Type 0: Not a Combination Product

3 NDC:69256-050-60 1in1CARTON 11/05/2015



3 20 in 1 BOTTLE; Type 0: Nota Combination Product

Marketing Information

Marketing Category  Application Number or Monograph Citation
ANDA ANDA079113

Labeler - Harris Teeter, LLC (048463103)

Revised: 12/2019

Marketing Start Date
11/05/2015

Marketing End Date

Harris Teeter, LLC
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