SIGNATURE CARE NAPROXEN SODIUM PM- diphenhydramine hydrochloride,
naproxen sodium tablet, film coated
Safeway

Better Living Brands LLC Naproxen Sodium PM Drug Facts

Active ingredients (in each caplet)
Diphenhydramine hydrochloride 25 mg
Naproxen sodium 220 mg (naproxen 200 mg) (NSAID)*

*nonsteroidal anti-inflammatory drug

Purposes
Nighttime sleep-aid

Pain reliever

Uses

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

Warnings

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

* hives

» facial swelling

* asthma (wheezing)
 shock

» skin reddening

* rash

e Dblisters

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:

e areage 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 risk is higher if you use more
than directed or for longer than directed.

Do not use

if you have ever had an allergic reaction to any other pain reliever/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 pain relievers 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 serious condition

» taking aspirin for heart attack or stroke, because naproxen may decrease this
benefit of aspirin

» taking any other antihistamines

» 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:
» feelfaint

e 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

you have difficulty swallowing

it feels like the pill is stuck in your throat

If pregnant or breast-feeding,

ask a health professional before use. It is especially important not to use naproxen
sodium 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

» drink a full glass of water with each dose

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

« if taken with food, this product may take longer to work

Other information

read all warnings and directions before use. Keep outer carton.
each caplet contains: sodium 21 mg

store at 20-25°C (68-77°F)

avoid high humidity and excessive heat above 40°C (104°F)

Inactive ingredients

croscarmellose sodium, FD&C blue #1 aluminum lake, FD&C blue #2 aluminum lake,
magnesium stearate, microcrystalline cellulose, polyethylene glycol, polyvinyl alcohol,
povidone, silicon dioxide, talc, titanium dioxide

Questions or comments?



1-800-719-9260
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Naproxen Sodium PM

Naproxen Sodium and Diphenhydramine Hydrochloride Tablets, 220 mg/25 mg
Pain Reliever (NSAID) Nighttime Sleep-aid
Sleep Aid Plus 12-Hour Pain Reliever
Actual Size

50 CAPLETS**

**Capsule-Shaped Tablets



FIM KPS

i 2

Ly Fw g |
B.aou g sy uEg

DO NOT USE IF CARTON IS OPENED OR PRINTED
FOIL SEAL UNDER CAP IS BROKEN O MISSING
CISTRBUTED BY: BETTEH LIWNG BRANDS LLG
PO BOX B9, PLEASANTON, CA B4586-0003
1-588-T23 - 352 ararw. betterivin gorands LLC..com
OUR PROMISE QUALITY & SATISFACTION
1008 GUARANTEED OR YOUR MONEY BACK.
FThis product is not manufactured or dstrbuted by
Bayer HualthCara LLG, distributor of Alews® pm.
HActual Size

NOCR-a0eT

Compare to Aleve® pm
active ingredientst
NDE 2N130-808-71

Drug Facts
Aciive ingrecients {in each caplef) Puposes
Eiphsn rAmine
e nnjn25 ...\t mes e -aid
wien sodium
(npreecen 200 mig) T — T

*manstercidal ani- nfemmalory dug

Quality Guaranteed

Naproxen
Sodium PM

roxen Sodium and
Dlphenhydramme Hydrochloride
Tablets, 220 mg/25 mg

Pain Reliever (NSAID)

Uses mforrelist of cocasional leaplessness whan
mmmjmrmmntraﬁmmﬂms w halps you

mwpmnmm W

Hlargyy alart: Napeoxan sodium may causs a svee
alergl:rmmnu wilyn dkrgicto
Sympiom ?uia lhﬂxlfaﬁdsu\dng
laﬁma[ﬂmn mehick  mskinreddening
mrsh mbkts mdhrﬂ::nmmumlrs Hp
use and seak medical hilp ri
Slnmlch blundng"nlng Ths peduct confaingan
[, which *ﬂcﬂmsmmmmhhhmm
Thudramlshg riyow  mam age &0 o oler
m beave had someach ulcarser blaeding problams
mikea bhod thinning {anticcaulan) or sterid dng
ke e o smﬂlmmﬁtmnr
nonpresciption aspirin, buprten, naprowan, of
othars) mhave 3 o more dleahalc drinksevary day
MIIEUNI'ﬁﬁISFEEdM mbakamone orfor alenger
fi
Heartatiack and strakewarning: NSAIDs,

Drug Facts (continued)

HAska doctor before use if - mstomach eeding warning apples ta
you o fave problems orserious side effacts from kaking pain
rulieers orievar rducars  myou hews a history of stomeach probilems,
such as bearttum  myou have high blood pressure, heart dissase, liver
timhisis, kidmydses, asthma, crhad asmbs  myou aetaking a
diuretic - myou hawe a breathing problem such as emphysama or
chranic bronchits - myou hewa glavcoma myou have irouble
urnating dus o &n enlaned proetate gland

HAska doctor or pharmacist befora use if youare - mitaking sdtives
oriranquilzes, oranyother skep-ad - munder adoctor's care for any
safiows condiion - misking aspirin for haart attack or stroke, bacause
napnen maydecreasedhis bonefit of aspinin - mtaking any ther
antihisiamines  wigking any ather dnig

\When uzing this product - m drowsingss wil accwr - mavoid akeoholic
ks mdo nok drive a matorvehick o operaie machinery

miske with foad ar milk f stomach ups et oczurs

Stop usa and ask a dactor it leaq:um ofthe fakowing
sgdnfsmrrrammnnu mielfint mwmithod mhae

yor black ' beava siomach pain that dess nat et bettar
myol kv symptoms of hisart preblems or stroke: w8 chast pain
wirubla bragthing lweahmsmumpmu'aderfh:dy
lsljrredspsmh lhns\uelirg W [ etswense or sts mar
than 10 days  mshepkssnass porsits comtinucushy far mon
Emmlrsunmamayteawmmmnfasemmurdummummml
fiess  mredness or swelling is prasark inthe painful aea.
lagumws WTIptame sppEr Wy have dificuky swalliwing

s ke the pill s stuck in your throat

PRINTED FOLL SE AL URDER CAP
EBROMN (R MESHG

f . A s irin, i the sk of heart hert faikira, If pragnant or braast-feeding, aﬂtahMpms&mmmmmmalﬁ

NaPFQfEH Sodium PM nghttlme Sleep-ald ﬂ%ﬂ?&ﬁmmmﬁgm“& mm:gﬂklnwmnmtmumnammnmjun during the st 3 morithe
il A Lo Sleew Aic Phts 12-Hour Pain Rl use o thandreced orflonger i it opgnr s e cctod o s by achco s £
A . ] us 12-Hour Pain Reliever i il problems i the untim child cr complications during da fvary.
Pain Reliever (NSAID] Donatuss mifjou e everal an i eacion Kaep out of raach of children. n casacf wverdose, gat medical halp or

) WOIT LESE FCARTON 5 OPEREDOR

Nighttime 5leep-aid toany othar pain reliever/fevar redicar  m nless you
ti- P 2 o i arar - Actusl hamnnnl'maﬁjlnthsslmp winchidren
50 CAPLETS™ Twum Stz 12yaarsof g mnght befare or after hestt surgery

cankact a Poisan Contral Cantar right away (1 200-222-1222),
Direetions  wda not take mare than direstad - mrink a ful glass

mith any other productcontiining dighentydraming, of water withsach doss - maduttsand chikiren 12 yearsand over fake
sienona isadonskn - m¥ youhie seapksness 2 caplets o hedtima  m do nok take move than 2 caplets in 24hours
50 CAPLE"S" without pain i {aken with food this produst may teke lnger owirk v

**Capsulz-Shapzd Tablets

| (01008
ISJURUIICY D S0

0| punuE 19 Bppoipumys buopwd

'pummﬁmllau:d #ﬂﬂguqlﬁﬂfasgmﬂmiaﬂgnm
'EpESE UNEAUEW 85 Wi NeZEany J 5] 83 g wuwng
1§ §11q7504 wnp nsaso|aumsu:3 S uypau iy o y 2oy

$:0H Jo0p SO JER AR 28

PUEk Jpwny yEy pohem [ﬂn EH LT E a0 W B g
U} a5 SR U Jajdeyaeem  uauEanodasy En aopq
SUDQIGAPPUE SEujl I ([EpEeIm LD J R 0 JaTl)

{ pen U cch s34 Gnigy

SIGNATURE CARE NAPROXEN SODIUM PM

diphenhydramine hydrochloride, naproxen sodium tablet, film coated

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:21130-808

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name

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

NAPROXEN SODIUM (UNIIl: 9TN87S3A3C) (NAPROXEN - UNII:57Y76R9ATQ)

Basis of Strength

DIPHENHYDRAMINE
HYDROCHLORIDE

NAPROXEN SODIUM

Strength
25 mg

220 mg



Inactive Ingredients

Ingredient Name Strength
CROSCARMELLOSE SODIUM (UNII: M280L1HH48)
FD&C BLUE NO. 1 (UNII: H3R47K3TBD)
FD&C BLUE NO. 2 (UNIl: LO6K8R7DQK)
MAGNESIUM STEARATE (UNII: 70097M6130)
MICROCRYSTALLINE CELLULOSE (UNIl: OP1R32D61U)
POLYETHYLENE GLYCOL, UNSPECIFIED (UNIl: 3WQOSDW1A)
POLYVINYL ALCOHOL, UNSPECIFIED (UNII: 532B59J990)
POVIDONE, UNSPECIFIED (UNII: FZ989GH94E)
SILICON DIOXIDE (UNII: ETJ7Z6XBU4)
TALC (UNIl: 7SEV7)4R1U)
TITANIUM DIOXIDE (UNII: 15FIX9V2JP)

Product Characteristics

Color BLUE Score no score
Shape OVAL Size 15mm
Flavor Imprint Code L264
Contains
Packaging
# [Item Code Package Description Marketing Start Marketing End
Date Date
1 NDC21130-808- 4 4 1 caRTON 06/20/2019
1 40 in 1 BOTTLE; Type 0: Not a Combination
Product
2 N\DC:21130-808- 4 4y 1 carTON 06/13/2022
2 50 in 1 BOTTLE; Type 0: Not a Combination
Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANDA ANDA208499 06/20/2019

Labeler - safeway (009137209)

Revised: 6/2022 Safeway
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