DIPHENHYDRAMINE HYDROCHLORIDE- diphenhydramine
hydrochloride capsule, liquid filled
Gobrands, Inc

NIGHTTIME
Sleep Aid

Diphenhydramine HCI

Active Ingredient (in each softgel)

Diphenhydramine HCI 25 mg

Purpose

Nighttime sleep-aid

Uses

@ for the relief of occasional sleeplessness @ reduces time to fall asleep if you have
difficulty falling asleep

Do not use @ for children under 12 years of age @ with any other product containing
diphenhydramine, even one used on skin

Ask a doctor before use if you have @ a breathing problem such as asthma,
emphysema, or chronic bronchitis @ glaucoma @ difficulty in urination due to
enlargement of the prostate gland

Ask a doctor or pharmacist before use ifyou are taking sedatives, tranquilizers or
any other sleep aid

Stop use and ask a doctor if sleeplessness persists continuously for more than 2
weeks. Insomnia may be a symptom of serious underlying medical illness.

If pregnant or breast-feeding, ask a health professional before use.

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

take only one dose per day (24 hours)

One dose = TWO 25 mg softgels (50 mg) at
bed time if needed or as directed by a doctor

children under 12 years do not use

adults & children 12 years & over



Other information

@ store at 20-25° C (68-77° F) @ avoid excessive heat above 40° C (104° F) and high
humidity
@ Protect from light

Inactive ingredients

FD&C Blue No. 1, FD&C Red No. 40, gelatin, glycerin, polyethylene glycol 400, propylene
glycol, purified water, sorbitol sorbitan, titanium dioxide.

Questions or comments?
1-888-333-9792
PRINCIPAL DISPLAY PANEL



NOLIVW HD AN LIN0 0Hd ONY SOMINEYM 35 TdN 0D 30 d ND VD BIN04dB8 N

THHIJAVL 30 S0 5 ANY S MDHS HO HINHE WHOL
SN EELISTE 4 H0 EN340 5 3NNV 41350 10N 00 1ME0 18 HI4NY L

- mzrﬁ% 1021 lnauﬁmmmw,m n

BED4 B 05 0 Cp) EpEw H smpenosEou)
USIPIYD J0 Yol o 1no deay
EEET
|ucEmpd ey ey Bupeeg-isead o ueubaud gy
=aly| gy Bufepn o e p woduis
CE T TR 1 VAT SLETINAY §: B T
fEEE B AERE j) J0400p B YSE pUE 88N
sl B Py mERIMEs  ganpoad s Bussn wEyy
- UWIWe Jo sua eEgEEY AR DsEzpihE g sEms Gy
o M- EL e J=1 ng “m‘ﬂ-: o I e FH“.:‘I
nuipmu q0EjD] Qs ‘EEM pel ji
s Tyl i galpd ol wred y oy | P =P U neap wele e
P :B]:I LONEE D304 SlupaBur 2ty 1 7ums Ajdue tuy EE prewggudioEagee
oy pend e BAEY MOA J| 88N BJ0jE 040D B HEY
fupsuny Wrypiel 0L ) 0, 0F W ) EY MES 36 (0. LIE 1D (1 60
H d'_l'ﬂ'i L | AL T up;gm’l_up J;m BA R mlunp[qmlﬂipl&uunlm 1T I:|II.|.I:I B3 e
2 5 jom el g IQUnEIQIDIGe _SSN K0U 0g
smhz| sﬁmmnﬂ
R Sty = P ey i GoE |G o sUREORas
10p@E ) EoapsEI0EE Ay Eg| Jmop sEiz) EEBUEE E B [EINE B0 0 IE AY.0e
18| g sphp sEw g7 QM) = EQ E) |EpY 0 HIPE =20

Fﬂ'ﬂlhﬂ l[q] Bl B LD ﬁlll:l BE] e pa_m ﬂl“mlﬁl 'EI.IJEEHH BULED ﬁllﬁlﬂlﬂ
suop3au1 | 2zodmng (1263405 yoea up) wswpabur angay

(panupuoa) s12e4 Bnig sjoe4 Bnig

DIPHENHYDRAMINE HYDROCHLORIDE
diphenhydramine hydrochloride capsule, liquid filled



Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:82501-1578

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
DIPHENHYDRAMINE HYDROCHLORIDE (UNII: TC2D6JAD40) DIPHENHYDRAMINE 95
(DIPHENHYDRAMINE - UNII:8GTS82S83M) HYDROCHLORIDE 9

Inactive Ingredients
Ingredient Name Strength
FD&C BLUE NO. 1 (UNIl: H3R47K3TBD)
FD&C RED NO. 40 (UNIl: WZB9127X0A)
GELATIN (UNIl: 2G86QN327L)
GLYCERIN (UNII: PDC6A3C00X)
POLYETHYLENE GLYCOL 400 (UNIl: B697894SGQ)
PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)
SORBITOL (UNIl: 506T60A25R)
TITANIUM DIOXIDE (UNII: 15FIX9V2JP)

Product Characteristics

Color purple Score no score
Shape OVAL Size 15mm
Flavor Imprint Code 602
Contains
Packaging
# Item Code Package Description el aEllie) S sl e
Date Date
NDC:82501- 3
1 1578-2 1in 1 CARTON 05/16/2022
1 24 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
OTC Monograph Drug MO010 05/16/2022

Labeler - Gobrands, Inc (057499049)

Registrant = Prodose, Inc (119371190)
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