DIPHENHYDRAMINE HYDROCHLORIDE- diphenhydramine hydrochloride tablet,
film coated
Contract Pharmacal Corp.

4658- Export
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Uses /Usages ® relieves occasional sleeplessness ®hslps to reducedifficutty cellulose !

falling asleep /8 saulagementde 'nsormnie occasionnelle #side Aréduire la celulose
difficultd & s'endormir rricrocrystalline,
rrineral oil / huile

Warnings / Mises i o rminérale, siica !
Do not use = if you are dderly, as this dug may cause excitation rather then silios seare asl
sed=tion # with any other product containing diphenhydramine, even one used on :

skin @ in children under 12 years of cge / Ne pas uliliser @ siwus 3les 206, carce ?;gﬂ;fa{éﬁm

médicament peut causer de l'excitation plutdtqu'une sedation  avec tout autre
produit contenant de ladiphénhydramine, méme un produit pour usage cutané
#cher les enfants de moins de 12 ans

MNighttime sleep aid

Sormnifére (insormnie nocturne) W

Purpose / Ui

dioxide / dioxide
de fitane, triaceting
triacétine

Ask adoctor or pharmacist before use if you shave = abreathing problemsuch =
as emphysema or chronic bronchitis = glaucoma =difficulty unnating «take Questions?
sedaives or tranquilizers e are pregnant or breastfesding ! Consultez un médecin 18004434508

‘ b e o b £ C ; REGULAR STRENGTH
ou un pharmacien avant I'utilisation si vous ®&tes en présence = d'un probléme

respirstoire tel que 'emphyséme ou la bronchite chronigque =deglaucome =d'une ne—
difficult & uriner esi wous prenez des sédaifs ou des ranquilisants e si vous &es

enceinte ou allater el g
When using this product avoid drinking aloahol ca p e s

Lorsque vous utilisez ce produit &viter de prendre des boissons slooolisées
Stop use and ask a doctor if sleeplessness continues for more than 2 weeks

Sleeplessness may be a symptomn of aserious underlying medicd iiness. Cessez . 1_'____.---ﬂ"’ . Achudl Size
d’utiliser ce produit st consultez un médecin si linsormnie dure plusde deux e Taille Réelle

sermaines. L'insamnie pourrait ére un symptdme d'une maladie sous-jacente grave
Keep out of reach of children. Incase of overdose, call apoison contol centre or

et rredical help right away Garder hors de portée des enfants. Er cas de Diphenhydmmine Hyd[ochloﬂde T bIeI'S 25 mg

surdose, appeler un centre antinoison ou abtenir une sssistance médicde immédige

Directions / Mode d’emploi  Adults and children 12 vears and over: etake 1 j R E G U LI E R
or 2 tablets at bedtime I needed, or asdirected by adoctor e if you fesl drowsyin

- r . - 4
the maming, reducedose o 1 tablet #do not take morethan directed  Adultes et Chl h D D he E c 25
enfantsde 12 ans efplus ;e prendre 10r 2 cormprimeés au coucher, au besoin, ou ; Or mTe e Ip n mmlne n Ompnmes mg
selon les directives du méadecin - # si vous ressentez de |a sormnolence le matin,
réduire ladose a1 cormprimé  ®#ne pas dépasser ladose recommandée

= == sleep well tonight... feel alert tomorrow
ther information tre renseignements e Store at 20° to 25°C} : i i 5
« Conseryer 3 une termpéreture emego?el 55 o0 ore ° dormez bien cette nuit...sovez en pleine forme demain

I e

ingredi / Ingréd inactifs croscarmellose sodium ¢

croscarmeliose de sodiumn, dibasic calcium phosphate dinydrate f phosphate

dicacique dinydraté, hypromellose ! hyprameliose, lectose monchydrate f lactose e

monohnydraté, magnesium stearate / stearate de magnesium, microcrystline ) i DIN 02229960
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Drug Facts / Info-médicament
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SECURITY FEATURE: ety
sealed In individual pouches

Do not use if pouch is not safel
sedled:

Impaortant: Keep carton for future
reference.

DIPHENHYDRAMINE HYDROCHLORIDE
diphenhydramine hydrochloride tablet, film coated

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:10267-4658
Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength

DIPHENHYDRAMINE HYDROCHLORIDE (UNII: TC2D6JAD40) DIPHENHYDRAMINE

(DIPHENHYDRAMINE - UNII:8GTS82S83M) HYDROCHLORIDE 25 mg




Inactive Ingredients

Ingredient Name Strength
DIBASIC CALCIUM PHOSPHATE DIHYDRATE (UNIl: O7TSZ97GEP)
HYPROMELLOSES (UNII: 3NXW29V3WO0)
LACTOSE MONOHYDRATE (UNIl: EWQ57Q8I5X)
MAGNESIUM STEARATE (UNII: 70097M6I30)
SILICON DIOXIDE (UNII: ETJ7Z6XBU4)
STEARIC ACID (UNII: 4ELV7Z65AP)
TALC (UNII: 7SEV7J4R1U)
TITANIUM DIOXIDE (UNII: 15FIX9V2JP)
TRIACETIN (UNIl: XHX3C3X673)
CROSCARMELLOSE SODIUM (UNII: M280L1HH48)
LIGHT MINERAL OIL (UNIl: N6K5787QVP)
MICROCRYSTALLINE CELLULOSE (UNIl: OP1R32D61U)

Product Characteristics

Color white Score no score
Shape OVAL Size 15mm
Flavor Imprint Code Sz
Contains
Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
NDC:10267- 3
1 4658-6 2 in 1 CARTON 09/18/2014
1 10 in 1 BLISTER PACK; Type 0: Not a Combination
Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
Export only 09/18/2014

Labeler - contract Pharmacal Corp. (057795122)
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