DIPHENHYDRAMINE HCL ORAL SOLUTION- diphenhydramine hcl oral solution
Rising Pharma Holdings, Inc.

Diphenhydramine HCI Oral Solution 25 mg/10 mL
Drug Facts

Active ingredient per 10 mL (1 Unit Dose)
Diphenhydramine HCI 25 mg

Purpose

Antihistamine

Uses
» Temporarily relieves these symptoms due to hay fever or other respiratory allergies:

* runny nose ¢ sneezing ¢ itchy, watery eyes e« itching of the nose or throat

Warnings

Do not use

* to make a child sleepy

» with any other product containing diphenhydramine, even one used on skin
Ask a doctor before use if you have

» a breathing problem such as chronic bronchitis
* glaucoma
* trouble urinating due to enlarged prostate gland

Ask a doctor or pharmacist before use if you are taking sedatives or tranquilizers

When using this product

* marked drowsiness may occur

* avoid alcoholic drinks

» alcohol, sedatives, and traquilizers may increase drowsiness

* be careful when driving a motor vehicle or operating machinery
» excitability may occur, especially in children

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

Keep out of reach of children. In case of accidental overdose, get medical help or
contact a Poison Control Center right away (1-800-222-1222)



Directions

 take every 4 to 6 hours, or as directed by a physician
* do not take more than 6 doses in 24 hours

age dose
Adults and children 10 mL (25 mg) to 20
over 12 years of age mL (50 mg)

Children 6 to under
12 years of age 10 mL (25 mg)

Children under 6

Do not use
years of age

Other information

* each 10 mL contains sodium: 6 mg
 store at 20° to 25°C (68° to 77°F). [See USP Controlled Room Temperature]
* do not use if lid is torn or broken

Inactive ingredients: citric acid, flavor, FD&C red#40, methylparaben, propylene
glycol, propylparaben, purified water, sodium citrate, and sucralose

Questions or comments? Call 1-844-474-7464

Distributed by:
Rising Pharma Holdings, Inc.
East Brunswick, NJ 08816

FG-36/1ss.:10/2023

NDC Information -
25 mg/10 mL

Each 10 mL of Diphenhydramine HCI Oral Solution contains Diphenhydramine
HCI 25 mg and is supplied in the following oral dosage forms:

NDC 57237-318-01: 10 mL unit dose cup
NDC 57237-318-11: 100 x 10 mL Unit-Dose Cups

PRINCIPAL DISPLAY PANEL
25 mg/10 mL
Case Label NDC 57237-318-11



::Em LECLS

91880 N Hamsunig jse3

“ou) ‘sbupioH Buweyd Busiy
:Aq painguIsiq

FavL-tlv-vhE-L IBD LSUalloD Jo suopsanD

SE0[RINNS PUE 'SJRIED WNIPOS "ISEm
peyund 'ueqesediidosd ook suspidad 'ueqriediylew 'Dl#pes DF0L JOAEY 'DIDB DUED SIUSIPISU] SANDEU]

US040 JO LI 5 DN JI 85N 10U OP »

[einjesedwa) WooY PaI0NUCD dSN 835] (de/4 01 .89) .53 01 07 JE &U0)S »
B g 1WNIpoS SUEIUOD W 0| Yoea «

uopie WOl 18410
asn jou o efie jo sieak 9 IBpUN LBIPILD)
(Bw 52) Jw oL abe jo sieak g | 18pun o] g UBIPILD
(B o) w0z o) (B 52) w01 abie J0 51854 2| 190 USIPIYD PUE SYNPY
asop abe

SINOY $Z Ul S280D § UBY} SI0L SYE] JOU 0P «
uepisiyd e Ag pejoalip se 10 'sinoy g o) f Auane axe) .

sU0NRIIT

(2221 -222-008- 1) Keme Wby
Jejuen) |00 UOSIO B joejucd 1o digy [eoipew 186 'esopiea0 [B)USPIIOE J0 @SED U| "USIP(IYD JO yoeas jono deay

26N 2020 [BUNSSA0UT SUBIUNESY B YSE ‘BuIpSaj1seaiq 10 weubaud j)

uapys u Aesedss nooo Lfew Apgejos -

Afreuyoew Bugeledo 10 epiyan 100w B BulALp uew [NeIED 8q «
SESUISMOIP BSERI0U) ABW SI2Z)INDEY) pUE 'SaAjEpas '|OYoE -
SHUMR DY OUODE HOAE »

IN200 ABW SSBUSMOIP POYIEW -

Jonpoud S|y Buisn usy p

sizznbue.) Jo sanepss Gupie) aue nok )| @sn ai0jeq 1sioewleyd 10 J0190p B ¥SY

pug b apeod pabigus oy enp Bugeuun ggnag -
ewoones «

shiyoucIq qucLYD sB yons wagoud Buiyesig e .
aney NoA § asn aiojeq 10J00p B YSY

UpYS U0 pasn auo uans ‘esunuelpAyusydip Buwguos pnpoud sewo Aug yum «
fdess piyo e exyew o}«
asn jou 0g

sBujuiem
QUL IO BS0U 8U) J0 DUIYDJL+  Sohe AJBIEM ALD) - Z88US .  ©S0U AULM -
:saifeye Aojeddsal sewyo Jo sena) Ay o) anp swoydwis esay) senaga Aueiodwsa) -
s8]
UL T T — - BUI GZ 104 SUMBIPALUSUAG
esoding «mwcﬁ wun t Jw g} 4od usjpeibuy enjoy

sjoe4 bniqg

AT e w
[==] m ® w
™ o $e =
T s 2 2
5 £96 ERE W 2
5 E 5 £ So O
g am o ] < S = >
=] -] 2 o 2 Z
= S 0 £ ® o 3 (= __mo
. = — o 89
a8 c S S Lk IS 2
o c B <3 2
-m £ Oga [P c
= L= S 28 > O
(=) < O L
— * & @

100 x 10 mL Unit-Dose Cups

L]

-

1S1ng

.

Diphenhydramine HCI

NDC 57237-318-11

R

Unvarnished Area

LOT#
Exp. Date:

Oral Solution
25 mg/10 mL
100 x 10 mL Unit-Dose Cups

““ 9

Lid Label NDC 57237-318-01

57237 " 31811

3




Delivers 10 mL
Diphenhydramine HCI

Oral Solution
25 mg/10 mL

FORINSTITUTIONAL USE ONLY
Exp: YYYY/MM Lot#: XXXXXX

Dist. By: Rising Pharma Holdings, Inc.
East Brunswick, NJ 08816
Iss. 12/2023 FG-36 SEE LABEL

9723731801
FRisIng

DIPHENHYDRAMINE HCL ORAL SOLUTION

diphenhydramine hcl oral solution

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:57237-318
Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
DIPHENHYDRAMINE HYDROCHLORIDE (UNII: TC2D6JAD40) DIPHENHYDRAMINE 25 mg
(DIPHENHYDRAMINE - UNII:8GTS82S83M) HYDROCHLORIDE in 10 mL

Inactive Ingredients

Ingredient Name Strength
CITRIC ACID MONOHYDRATE (UNII: 2968PHWSQP)

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



METHYLPARABEN (UNII: A2I8C7HIOT)
PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)
PROPYLPARABEN (UNII: Z8IX2SC10H)
SODIUM CITRATE (UNIIl: 1Q73Q2JULR)
SUCRALOSE (UNIl: 96K6UQ3Z D4)
WATER (UNIl: 059QF0KOOR)

Product Characteristics

Color
Shape
Flavor
Contains

Packaging
# Item Code

NDC:57237-
318-11

NDC:57237-
318-01

1

1

red Score
Size
CHERRY

Package Description

100 in 1 BOX, UNIT-DOSE

10 mL in 1 CUP, UNIT-DOSE; Type 0: Not a
Combination Product

Marketing Information

Marketing
Category

Application Number or Monograph
Citation

OTC Monograph Drug MO009.50

Labeler - Rising Pharma Holdings, Inc. (116880195)

Revised: 7/2025

Imprint Code

Marketing Start
Date

12/15/2023

Marketing Start
Date

12/15/2023

Marketing End

Date

Marketing End

Date

Rising Pharma Holdings, Inc.
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