IBUPROFEN PM- ibuprofen and diphenhydramine hcl capsule, liquid filled
Valu Merchandisers Company (Best Choice)

Ibuprofen and Diphenhydramine HCI Softgels

Active Ingredients (in each capsule)
Diphenhydramine hydrochloride 25 mg

Solubilized ibuprofen equal to 200 mg ibuprofen (NSAID)*
(present as the free acid and potassium salt)
*non-steroidal anti-inflammatory drug

Purpose
Nighttime sleep-aid

Pain Reliever

Uses
e forrelief 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 anallergic 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:

¢ have had stomach ulcers or bleeding problems

¢ take a blood thinning (anticoagulant) or steroid drug

e are age 60 or older

e take other drugs containing prescription or nonprescription NSAIDS [aspirin, ibuprofen, naproxin,

or others]
e take more or for a longer time than directed.
¢ have 3 or more alcoholic drinks every day while using this product

Do notuse

in children under 12 years of age

if you have ever had an allergic reaction to any other painreliever/fever reducer
right before or after heart surgery

unless you have time for a full night’s sleep



e with any other product containing diphenhydramine , even one used on skin
e if you have sleeplessness without pain

Ask a doctor before use if

the stomach bleeding warning applies to you

you have a history of stomach problems, such as heartburn

you have glaucoma

you have high blood pressure, heart disease, liver cirrhosis, kidney disease, or asthma
you are taking a diuretic

you have problems or serious side effects from taking painrelievers or fever reducers.
you have a breathing problem such as emphysema or chronic bronchitis

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

taking any other drug

taking any other antihistamines

taking aspirin for heart attack or stroke, because ibuprofen may decease this benefit of aspirin
under a doctor's care for any continuing medical illness

When using this product
e drowsiness will occur
avoid alcoholic drinks
do not drive a motor vehicle or operate machinery
take with food or milk if stomach upset occurs

the risk of heart attack or stroke may increase if you use more than directed or for longer than
directed.

Stop use and ask a doctor if
e you experience any of the following signs of stomach bleeding:
feel faint
have bloody or black stools
vomit blood
have stomach pain that does not get better
pain gets worse or last more than 10 days
sleepnessness persists continuously for more than 2 weeks. Insomnia may be a symptom of a
serious underlying medical illness
o redness or swelling is present in the painful area
© any new Symptoms appear.

O 0O O O O o

If pregnant of 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



Directions
¢ do not take more than directed
¢ adults and children 12 years and over:
o take 2 capsules at bedtime
o do not take more than 2 capsules in 24 hours

Other information
¢ each capsule contains: potassium 20 mg
read all warnings and directions before use. Keep carton.
store at 20°-25°C (68°-77° F)
avoid high humidity and excessively heat above 40° C (104° F)
protect fromlight.

Inactive Ingredients

FD&C Blue #1, FD&C Red #40, gelatin, pharmaceutical ink, polyethylene glycol, potassium hydroxide,
purified water, sorbitan,sorbitol

Questions or comments?
call 1-877-753-3935 Monday- Friday 9AM-5PM EST

Principal Dis play Panel

TCompare to the active ingredients in Advil® PM LIQUI-GELS®
IBUPROFEN PM SOFTGELS

Solubilized Ibuprofen, 200 mg

Diphenhydramine HCI, 25 mg

PAIN RELIEVER (NSAID) NIGHTTIME SLEEP-AID

TThis product is not manufactured or distributed by Pfizer Consumer Healthcare, owner of the
registered trademark Advil® PM LIQUI-GELS®

KEEP OUTER CARTON FOR COMPLETE WARNINGS AND PRODUCT INFORMATION.

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

Product Label



.

L2 620
— (-
{ e t'x

L53 Wl 04 WG ARput Aoy GERE-ESL-LIR- | 1ED ZSIUSLULIO JO SUOGSEND
TS R0 =
i aAfjaed]

‘saye peyund ‘aprmm iy wressmod i sumfaiod s eapoReseed UNERD Dn pw R0 'L# R D004

mm!miﬂu HJMTMHWIHJWWMWMHWMI
LD (Y B AN SR T |

UGQELLLIGY JAgN)

H0Y BT NSNS0 7 R SU0U MR} 100 (0 W
e 1 sapaden ; anm

U3 PR IR | PR PUR S| NpE

DECa3a1p LA 2L 381 U 0 B

SUnalT

2 o 50100 (LD DS OB 13 05, 2L A DEDRL0N 1 BEED L LEUPIAR 8 R J3 100 B

DmnmmmmumwnquMMummwmmmmwhm

Mlhﬂﬂﬂdwwcwummmamlm&mummmnwWWIW taypary-senug 1o etz

I NEW  FRE A S 10 S53UMEI M S530)) ERpELL Daiigrequn SO €0 2 ) LU ERALLIOSY|

mzmw-mmmmwml SR ()1, U] 0 51521 10 S0 5100 B 60130 a8 00 5200 IR LRES RLNHS ARSI
pooy] Jmchm SO0 w0 pocy ey m Ju Byl s s 1 Sufke Buagey Ay o fie ouseda nalm ) apep 8 e

petan e salheny ) X0 DEEID R 2000 6 056 S50 MELL GL0ES U0 F TR JIES 10 WL R S000 13500 RIS § ey

50 UOCG TN TE W ASAATELL SYEIBD J0 A0 UM B BAIDIU ORI YLD 290 WYEN T30 R SSUSELO W Bayen gy

L e ]

U ) 50 45231581 AP eI FSTEN) ‘BRI A0 R B9, 10y 2 DUDE  SEUNLRSLLIE 10 Al Cumy

Brup Jago fie g m u?daasmmns.nm serlEpas Guom W e ol een o) immeweyd 1o AR0p B Ry

u petimue e oy 2np [T

AR 57 BB G T Y18 LB LR B 0L WMWMUNWMMMWWMIDMNMMI

i e ey 2w roim -mm'mmmmail'amumammmman euconsl sy nalm

ungyre sE N ‘smeynud yzewys jo sy ey sok W nof o saice faem ipeay yremos sy m ) 950 wayq R0 BYRY

U oy ANl Em  UFEL0

TR 00 “TES O A2 VDN S AR B SO I U2 0 9B T S50 KA e LR s

3000 Sy nrage Lred s e o) vopnes) oyfueye e pey e aey mlp m  abe josialz) Epun B U W S6A g

{panurpica) spaey g e

(422 10 501 952 1 02 i ks m

HSINYVA ON
NI ON

5
=
s O
3z
ﬁa’\
=

Fnptud 5 EUSN 2pim 20 33 SIS NRUNE RS 10 § B

DA e AR b0 10y 10 0w age W S0 00 wieaues Uageing 'widse] Qs voed.ssaxduns 1o wad saed ueucs
SHD BT a2 Cq e R W B s AT (e enTILE) Ao peng T B s Buiosey) 12 Sl YT R ey |
muMQmm'mmmmmmwumwmmmMMMm

w130 chel] RpeLL s pure e d2gE 00 g MR L2

e e fespearse puse (memlmyse  UpsEERE  SaE
mmmmgumwmlmu|mmmmmvmuwm|mm

O30S s U s 12| N0/ SIPU I SUIBd AR SRR 0L (18 PRBSNESSE LD SSEUrssanckons FELOSRIR0 |0 00 02 W

'E T —
Z £
= g W
= = wd P I
§25EnC il F===C
“23i0= IBUPROFEN PM L =
15 IFA0 B |25|(gs2
;57733 SOFTGELS
gz iOm _ 1 |3g||a28
g S 3 p Z Solubilized lbuprofen, 200 mg i |B3||e22
=R 7Y - Diphenhydramine HCI, 25 mg s N IES
3= 20 , o il 2% 95|52
Erad =2 PAIN RELIEVER (NSAID)/ FERl |
=l = NIGHTTIME SLEEP-AID =3 =
= at g E oo
> . EE HEr
[=] = 2 S T = @
32 SOFTGELS™** "(**L1guiD FILLED CAPSULES) ° .5% i)

woa spuelqiee wam
UFALNYHYD 001

BOLED 8 AL SWENW
02 "SHASIONVHILEN A
AR CALNATHLEIN AMaN0Hd




Ibuprofen i’M softgels

IBUPROFEN PM
ibuprofen and diphenhydramine hcl capsule, liquid filled

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:63941-166

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
IBUPROFEN (UNI: WK2XYI10 QM) (IBUPROFEN - UNIEWK2XYI10 QM) IBUPROFEN 200 mg
DIPHENHYDRAMINE HYDRO CHL O RIDE (UNI: TC2D6JAD40) (DIPHENHYDRAMINE - DIPHENHYDRAMINE 25 mg
UNI:8 GTS82S83M) HYDROCHLORIDE
Inactive Ingredients
Ingredient Name Strength

FD&C BLUE NO. 1 (UNI: H3R47K3TBD)

FD&C RED NO. 40 (UNI: WZB9127X0A)

GELATIN (UNI: 2G86QN327L)

POLYETHYLENE GLYCOLS (UNI: 3WJQOSDWI1A)
PO TASSIUM HYDRO XIDE (UNIE: WZH3C48 M4T)
WATER (UNIE: 059 QFOKOOR)

SORBITAN (UNIL: 6092ICV9RU)

SORBITOL (UNI: 506 T60 A25R)

Product Characteristics

Color BLUE (BLUE) Score no score

Shape CAPSULE Size 19mm

Flavor Imprint Code IBUPM

Contains

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:63941-166-32 4in 1 CARTON

1 8 in 1 BLISTER PACK

2 NDC:63941-166-16 2in 1 CARTON

2 8 in 1 BLISTER PACK

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date  Marketing End Date
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