BENADRYL- diphenhydramine hydrochloride tablet, film coated
Kenvue Brands LLC

Benadryl ®

Drug Facts

Active ingredient (in each tablet)

Diphenhydramine HCI 25 mg

Purpose

Antihistamine

Uses
= temporarily relieves these symptoms due to hay fever or other upper respiratory
allergies:
= runny nose
= sneezing
= jtchy, watery eyes
= jtching of the nose or throat
= temporarily relieves these symptoms due to the common cold:
= runny nose
= sneezing

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 emphysema or chronic bronchitis
= glaucoma

= trouble urinating due to an 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 tranquilizers 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 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 every 4 to 6 hours, or as directed by a doctor
= do not take more than 6 times in 24 hours

adults and children 12 years and 1 to 2 tablets

over
children 6 to under 12 years 1 tablet
children under 6 years do not use

Other information

= each tablet contains: calcium 15 mg

s store between 20-25°C (68-77°F). Protect from light.
= do not use if blister unit is torn or broken

Inactive ingredients

carnauba wax, croscarmellose sodium, D&C red no. 27 aluminum lake, dibasic calcium
phosphate, hypromellose, magnesium stearate, microcrystalline cellulose, polyethylene
glycol, polysorbate 80, titanium dioxide

Questions or comments?
call 1-877-717-2824 (toll-free) or 215-273-8755 (collect)

PRINCIPAL DISPLAY PANEL

NDC 50580-226-12

Benadryl ®

ALLERGY

Diphenhydramine HCI 25mg | Antihistamine

v Sneezing
v Runny Nose
v ltchy, Watery Eyes

v Itchy Throat



ULTRATABS ®*

*small tablet size

actual size

12 TABLETS

0%9.500¢

/I’”lll

ADYITTV.

(131109) §SL8-ELT-61T 0 (331)-]0)) vTBT-L1L-LIS-L IBD  /SJUSWILIOI 4O SUOHSANY

apixoip wniuey) ‘08 alequoskiod 0346 auajiyjaRjod ‘asoinjad sulelskoniw ‘ajeseals wnisaubew ‘asojjpuioidAy ‘ajeydsoyd
WNI|ed AISEqIP ‘SYe| WNUIWN[E LT "OU pal R ‘WNIPOS 8SO[[BLIBISOI ‘KEM BANBUIED Mu.r.m._.cm&.o.c.,— m\_.ﬂum:_.

8010 JO UI0} I JIUN J3)SI|q 1 85N j0U 0p W
"WBI w0y 193101d “(4,£4-89) ,52-02 USBMA0 OIS M B §1 WNId[eD ISUIRIL0D 13|qe) Yoea m
uopeuLIoul ;Y0

9SN jou op sieak 9 Japun uip|yd
w®ige L sIeaA 71 18pun 0} 9 UBIP|IYD
SIBGELZ OF L JaA0 pue s1eak 71 UaIpjiyd pue sjnpe
SINOY 7 Ul SO 9 UBY) 310 ] JoU Op M J0j30p & A pajoaup se 0 'S0y 9 0y Kiare ¥el M SWONOBIIG

(zez1-722-008-1)

Keme JBu sejus?) [0UGY) UOSIO B [9EIUGD JO dj8y [BOIPAL 186 '9S0pIaA0 JO SSED U] *uBIPIYd J0 yIeal jo no daay
“95N 2J0j3q [BUOISS3J0Id LYeaY e yse ‘Buipaa)-jseauq Jo Jueubiaid |

uaip|iyo Ul Aleroadsa noo Aew AJjiGeNoxa m Kisuiyoew Gunesado o apiyan Jojow e GuIALp usum |njases aq m
ssausmoUp asea.0ul Rew ssazynbues) pue ‘Sanepas ‘oyode m

SHULP J10YOO[E PioAE @ 300 Aew Ssauismoup payiew M janpoxd siy} Buisn uaym

Jo sanepas Bupiel ase nod 1 asn alojaq s 10 10j30p B }SY

puelB ajejseud pabiejua ue o} anp Bueuun ajgnon m ewoonelf m

SIYIU0IQ IUoYD Jo Bwashydwa se yans wajqosd Guiyjeaige m aney nof j1 asn a10jaq 10}90P & HSY

RS UO Pasn 3uo uaka ‘suiwespAyuaydip Buiieyuos pnpoud Jauio Aue ymm  Adaais pjyo e ayew oy m asn jou og
sBuiuiem

buizesus m 880U Auunsm :PI0D UOWWOD B 0} anp SWwoldwAs ssau) SsarsiRs Auelodwsa) m
180JY} JO 350U AU} Jo Buioy m safa fajem “Ayon m Buizasus m Auun) m

:saibuaje Aiojendsa seddn sayjo 1o seasy Aey o) anp swojdwis ssay) sensies Ajueiodwa) m

$osn

6w &7 |9H suwelpiyuaydiq
(331983 yoes uy) yuaipaibuil anijoy

sjoe4 bnig

i) th i
asoding

“uojjewoju; Juepodwy Joj xog siyj dasy *Buisn ai0jaq uolewiojul Janpoid ||& peay :juepodw)

B i

Benadryl) ALLERGY

EFFECTIVE ALLERGY RELIEF WHEN YOU NEED IT!®
NDC 50580-226-12

Benadryl)
ALLERGY

Diphenhydramine HCI 25mg | Antihistamine

U Runny Nose
& ltchy Throat

U Sneezing
& ltchy, Watery Eyes

S 12 1aBLETS
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(Benadryl)
ALLERGY

CHILD-RESISTANT
L

Active ingredient made in Japan

Dist. by:
© Kenvue Brands LLC 2025

Kenvue Brands LLC
Summit,NJ 07901
Pat. www.kenvuepats.com
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BENADRYL

diphenhydramine hydrochloride tablet, film coated

Product Information

Item Code (Source) NDC:50580-226

HUMAN OTC DRUG

Product Type

ORAL

Route of Administration

iety

Mo

Ingredient Name
DIPHENHYDRAMINE HYDROCHLORIDE (UNIl: TC2D6JAD40)

ive
(DIPHENHYDRAMINE - UNII:8GTS82S83M)

t/Act

ien

Active Ingred

Strength

Basis of Strength

DIPHENHYDRAMINE
HYDROCHLORIDE

25 mg

Inactive Ingredients

Strength

Ingredient Name

CARNAUBA WAX (UNIl: R12CBMOEIZ)

CROSCARMELLOSE SODIUM (UNIIl: M280OL1HH48)




D&C RED NO. 27 ALUMINUM LAKE (UNIl: ZK64F7XSTX)

DIBASIC CALCIUM PHOSPHATE DIHYDRATE (UNIl: O7TSZ97GEP)
HYPROMELLOSE, UNSPECIFIED (UNIl: 3NXW29V3WO)
MAGNESIUM STEARATE (UNII: 70097M6130)

MICROCRYSTALLINE CELLULOSE (UNIl: OP1R32D61U)
POLYETHYLENE GLYCOL, UNSPECIFIED (UNIl: 3WQOSDW1A)
POLYSORBATE 80 (UNIl: 60ZP39ZG8H)

TITANIUM DIOXIDE (UNII: 15FIX9V2)P)

Product Characteristics

Color pink Score
Shape OVAL Size
Flavor Imprint Code
Contains
Packaging
# Item Code Package Description
NDC:50580- :
1 226-50 1in 1 CARTON
1 100 in 1 BOTTLE; Type 0: Not a Combination
Product
NDC:50580- :
2 226.51 2 in 1 CARTON
2 12 in 1 BLISTER PACK; Type 0: Not a Combination
Product
3 2|2D6C_:55??580' 2 in 1 POUCH; Type 0: Not a Combination Product
NDC:50580- ;
4 226.54 60 in 1 CARTON
4 2 in 1 POUCH; Type 0: Not a Combination Product
NDC:50580- :
5 226.62 4 in 1 CARTON
5 2 in 1 POUCH; Type 0: Not a Combination Product
NDC:50580- :
6 226.52 4 in 1 CARTON
6 12 in 1 BLISTER PACK; Type 0: Not a Combination
Product
NDC:50580- :
7 22656 3in 1 PACKAGE
7 4 in 1 CARTON
7 12 in 1 BLISTER PACK; Type 0: Not a Combination
Product
NDC:50580- :
8 226.20 2 in 1 CARTON
8 1in 1 CARTON
8 100 in 1 BOTTLE; Type 0: Not a Combination
Product
NDC:50580- :
9 260 1in 1 CARTON
9 48 in 1 BOTTLE; Type 0: Not a Combination

Product

Marketing Start
Date

06/04/2012

06/04/2012

06/04/2012

07/27/2015

01/02/2017

06/04/2012

02/01/2013

01/15/2024

06/02/2025

no score
11mm
B;WL;25

Marketing End
Date



10 D22202°Y 1in 1 CARTON 06/11/2025

12 in 1 BLISTER PACK; Type 0: Not a Combination
10
Product

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
OTC Monograph Drug MO012 09/01/2008

Labeler - kenwue Brands LLC (118772437)

Revised: 4/2025 Kenvue Brands LLC
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