NIGHTTIME SLEEP-AID- diphenhydramine hcl capsule, liquid filled
BIONPHARMA INC.

Diphenhydramine HCI 50mg, A+ Health, Made in India

Active ingredient (in each capsule)

Diphenhydramine HCI 50 mg

Purpose

Nighttime sleep-aid

Uses
e For relief of occasional sleeplessness
e reduces time to fall asleep if you have difficulty falling asleep

Warnings

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

Ask a doctor before use if you have

e glaucoma

e a breathing problem such as emphysema or chronic bronchitis
e difficulty in urination due to enlargement of the prostate gland

Ask a doctor or pharmacist before use

if you are taking sedatives or tranquilizers.

When using this product
e avoid alcoholic beverages
e be careful when driving a motor vehicle or operating machinery

Stop use and ask a doctor if
sleeplessness persists continuosly for more than 2 weeks, consult your doctor.

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 Centre right away.

Directions

e Adults and children 12 years of age and over:One softgel (50 mg) at bedtime if
needed, or as directed by a doctor.

e swallow whole; do not crush, chew, or dissolve

Other information

e store at 20 °C to 25 °C (68 °F to 77 °F)

e avoid high humidity and excessive heat above 40 °C (104 °F).
e protect from light

Inactive ingredients

FD&C blue #1, gelatin, glycerin, polyethylene glycol 400, polyethylene glycol 600,
propylene glycol, purified water, sorbitol sorbitan solution

Questions or comments?
1-888-235-2466(Mon-Fri 9AM-5PM EST)

DO NOT USE IF TAMPER-EVIDENT SEAL UNDER BOTTLE CAP IMPRINTED WITH
“SEALED for YOUR PROTECTION” IS BROKEN OR MISSING.

This product is not manufactured or distributed by the owners of Unisom ®SleepGels ®.
Manufactured for:
Bionpharma Inc.
Princeton, NJ 08540
Made in India

L0001147

R0925

Mfg. Lic. No.: TNO0002123
29006970

Lot No.:

Exp. Date:

160's count
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Compare tothe active ingredient in Unisom ®SleepGels ®

NDC 69452-427-79

a+ health
diphenhydramine HCI capsules USP, 50 mg

nighttime

sleep-ai

fall asleep fast

sleep soundly

safe, non-habit
forming

one softgel per dose
160 softgels**
*tliquid-filled capsules

w8 g
2 T
1 p
T THI
S35 2 88 f%
9 CAZEER2S 769 &
T —
5 ]

A “ssau||l [e1paw Buifjsapun
SNOUAS J0 WoydwAs B 80 AW BULIOSL) *10130p IN0A YNSLOD ‘Syaam g Liey

310w Jo} fjsnanuguod sjsisiad ssaussa|das]s J1 10ja0p @ yse pue asn dojg
fiauyoew Bunesado o a)o1yan J0jou & BUIALP UBYM |njaIed aq
sabieianag JOUDI[E ploAe

Janpoud sy} Guisn uaym

“siazjinbues)

10 sangepas Bupje) ale nok I asn alojaq jsiaeweyd 1o 10j20p € §sy

puelfi sjeisoud ayy 4o Juswabiequs 0] anp UDKBULN Ul nawp
S1HYaU0IG 9IUOIYD 10 BwesAydwa se yons wejqold Buyealq e
ewoanelh

aney noA §1 asn a40}ay J0JI0P € XSy

*UPYS U0 PASN BUO Uana ‘auilielpfyuaydip Buiureiuod janposd Jayo AUe
8l Jo sueaf 2| Jopun ualpjiyd Joj

daajse Buigfey Agnayyp aney nof J dasse |[e) 0} B Saanpal
553US5a|d34[S [EUOISEIIO J0 Jaljal Jo}
sasf)

u_m.%m_ge_ﬁa_zae_um.n__.__%m:_ee_é_czna
asodingd (ainsdes yaea __..% Juaipailiuy aAnay

Syae4 brug

"ONISSIN Y0 NINOYE ST.NO/LJ3L08d HNOA 10} GIT¥3S,, HLIM
(3LNINAII Y T1LLOS HIANA TY3S LNIAIAI-HIJWYL 41 3SN LON 00

n
&

diphenhydramine HCl capsules USP, 50 mg
« fall asleep fast

» sleep soundly
= one softgel
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NIGHTTIME SLEEP-AID
diphenhydramine hcl capsule, liquid filled

Product Information

*,S[300393 LL0sIN

J0 S18UMD U} AQ PaINGUISID J0 PAINIIINUEL J0U S1jaNposd ST,

£SIUBLILLIO3 JO SUONSANY

=]
=
=
=
=
o
=
da
e
e
]
ok
=
=]
L

=
=
=

'
-
o
=
=
'

wn
-
=
m
wl
=

suonaalg

~feme 4Bl Jalua) [04U07) U0SIOd B JaEIU0D 1 djay

eaipall 186 ‘850pI@A0 10 35D U] *UBIP]IYA J0 Y3eal jo no daay

uginjos UejGIos
'35 a10Jaq euoissajold uijeay e yse ‘Buipaaj-jseaiq Jo jueubiaid j)

Jouguos ‘1ajem payund ‘oafd auapfdoud 'pog ookl suafpadod
I wouy 1o8i0.d m

*(4,F0L) 0.0t 8n0qE 129y anissadxa pue Aupiwny ybiy plose M
uojjeiiojul 1ayin

ANJOSSIP 10 “Mayd YSnIo 10U Op ‘B[OUM MOJ[EMS I
*10J00p B Ag pajaslip Se 1o ‘papaau i awnpaq 1e (B og)

sjuaipaibus annaeu
186108 2 :4ano pue abie jo sieak Z§ uaip]iya pue sinpy M

(panunuoo) spe4 bnig

(a1 01 4:89) 752 01 0,02 1 81005

‘00 10afI6 sug)faljod ‘uuaad]s ‘unefsb ‘|"ou anjg 9804

Product Type HUMAN OTC DRUG Item Code (Source) NDC:69452-427

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name

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

Inactive Ingredients

Ingredient Name
POLYETHYLENE GLYCOL 600 (UNII: NL4J9F21N9)
SORBITAN (UNII: 6092ICVIRU)
FD&C BLUE NO. 1 (UNIl: H3R47K3TBD)
GELATIN (UNIl: 2G86QN327L)
POLYETHYLENE GLYCOL 400 (UNIl: B6978945GQ)
WATER (UNIl: 059QFOKOOR)
GLYCERIN (UNII: PDC6A3C00OX)
PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)
SORBITOL (UNII: 506T60A25R)

Product Characteristics

Color blue Score
Shape OVAL Size
Flavor Imprint Code

Contains

Basis of Strength Strength
DIPHENHYDRAMINE

HYDROCHLORIDE =100 i
Strength
Nno score
13mm
B50



Packaging
Marketing Start Marketing End

# Item Code Package Description Date Date
1 NDC:69452-427- 160 in 1 BOTTLE; Type 0: Not a Combination 03/21/2024
79 Product
2 NDC:69452-427- 60 in 1 BOTTLE; Type 0: Not a Combination 03/21/2024
17 Product
3 NDC:69452-427- 32 in 1 BOTTLE; Type 0: Not a Combination 03/21/2024
10 Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
OTC Monograph Drug MO010 03/21/2024
Labeler - BiONPHARMA INC. (079637826)
Registrant - Bionpharma Inc. (079637826)
Establishment
Name Address ID/FEI Business Operations
SOFTGEL HEALTHCARE PRIVATE LIMITED 676666501 manufacture(69452-427)

Revised: 12/2025 BIONPHARMA INC.
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