ALLERGY RELIEF- diphenhydramine hydrochloride tablet, coated
TopCo Associates LLC

TCR - 1090 - 2019-1016
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

= glaucoma

= a breathing problem such as emphysema or chronic bronchitis
= 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 45 mg

= store between 20-25°C (68-77°F)

» retain carton for complete product information

Inactive ingredients

colloidal silicon dioxide, croscarmellose sodium, D&C red #27 aluminum lake, dibasic
calcium phosphate, FD&C yellow #6 aluminum lake, hypromellose, magnesium stearate,
microcrystalline cellulose, polyethylene glycol, titanium dioxide

PRINCIPAL DISPLAY PANEL
NDC 36800-909-01

TopCare® Health™

Compare to Benadryl® Allergy Tablets Active Ingredient*
Allergy Relief

Diphenhydramine HCI 25 mg
Antihistamine

Relief of:

Snheezing

ltchy, watery eyes

Runny Nose

ltchy Throat

Pharmacists Recommend

24 Tablets



|

“sjajqeL Abua|y aifipeusg

10 10)NQUYSIP ‘BsEOY) A Jawnsuo) |[BNIR Ag
PANGLISIP JO PANIBINUBLY J0U 5] Jonposd SILLL .

| a3ainvavne auvno Al

GELO-EZP-BEE-L lIE>
10 uojjeLLIDU)
240U 10} 213y URIS

woyordoygaresdo)

W puesgaseadaoy M
6E10-E2F-888-1 LSNDILSIND

<TopCare.

0N Allergy Relief

24 DIPHENHYDRAMINE HCI 25 mg - ANTIHISTAMINE
TABLETS

L250vdYY 00401 @

|
[ =] 1
S I apnolp wniuey ‘0aki6 auajfipaliod
::: § ’ ‘aso|n)jaa auyeisfioosaiy ‘alesea)s wnisaufiew ‘asojjawoidAy ‘aye| wnuiwne 94 mojak 3R04 ‘9eydsoyd wnioea
dc | 91SBQIP ‘9¥] WNUIWNIE /Z# PJ D'RQ ‘WNIPOS BSO[BLIBIS0I0 ‘BPIXOIP UOINIS [BRIOIOY  STUBIPaJBLI anijoeu|
E E i uonEwIojul jonpoid a1ajdwod 10} UORED UE}A) m
£ 2| . (do££-89) 0:62-0Z usamiaq axojs m Bl Gy wiofed :Sulelu0 Ja1qel Yea w  LIOMELLIOJLUI J3L10
m
§ g } s jou op sieak g Japun ugIpjiyd
25| | 19198} | sieak Z| Japun o} 9 UaIPJIYD
- SlalaeLz o) L Jah0 pUE sieaf Z| UaIp|IuD pue synpe
| SINOY pZ U| SBLI} § UBL} AI0W aXE}JoU 0D W J0J20P B AQ PaJIaUp SB 0 ‘SIn0y 9 0} p Miaka avey m  SLIONIUIT
| '(2221-222-008-1)
[ feme 1y6u Jajuay) j0qu0;) UOSIOY © JI.jU0d Jo djay [eapaw 186 ‘a50pIans J0 ased U] uaip|iyd o yaeas jo no daay
Eg% | “asn a.0jaq [euoissajoud uyeay e dse ‘Bujpasj-jseaiq o yueubaud y)
%og : fuauiyoew Guneiado Jo ajo1yaA Jojow B Buiaup uaym JnjaIed 3q m
EE: ] uasp)ya up freinadse 'nooo Aew RINGROKS @ SSAUISMOIP 8SEaUIUl ABW SI8Z)INbUBL) PUB 'SaAIEDAS ‘|OUod(E m
= §§ i SHULP JOYOTJE PIOAE m  IN320 KB SSBUISMOIP paew m  Janpoid sy Busn usyp
c;j E s1az)|jnbuey) 10 sannepas Guye) ase nok y asn alojaq Jsioewneyd J0 10J20p B ¥SY
E‘E’ | SMIYIW0IG Juoiyd 1o ewasiydwa se yans wajgoid Buyieaige m
e ! pueb ayeisoad pabiejua ue o anp Bujeuun ajqnosy m  BWOINE(D m ahey nok J| asn alojaq 10J20p e Yy
S ] UrYS U0 pasn auo uana ‘aulwelpfyuaydip Guiuieiuoa yonposd Jawjo Aue yum e Adas|S Yo B SYEW O} @ @SN jou og
I shuney
! Buizosusm  @sou fuunsm  :pj0D UDWLWOD Bl 0} anp swoldwhs asayy sanalel fueloduws) m
E | 120y} Jo asou au} Jo Buyay m safa Muagem ‘fyoy m  Guizsausm  8soU fuun m
- J ‘saifiaje Aojeidsal Jaddn saujo 1o Jans) fey o anp swoydwfs asay) sanaljal flueiodwal m  §38)]
E' ¥ au‘lwm!u!wlrwlr-ﬂlrﬂl|r‘wr-w|'-wlrw||rﬂw|-Ilr-w|'-wlrw|r--|r--lr-w|'w‘l--ﬂr-ﬂ|rrllr-wl'w‘l--|rrﬂr w4 ﬁw gz IgH au“umpﬁuuaudtu
| asodind (Jame; I,‘:JBE ul) Juaipaiiur aanay
] sjoe4 bnig
|

-0

NDC 36800-909

Il

80073324

F109001TCR_R2

0

#TopCare.

=N Allergy Relief

DIPHENHYDRAMINE HCI 25 mg - ANTIHISTAMINE
24 TABLETS

<+TopCare.

COMPARE TO BENADRYL® ALLERGY
TABLETS ACTIVE INGREDIENT*

health

Allergy Relief

DIPHENHYDRAMINE HCI 25 mg - ANTIHISTAMINE

RELIEF OF:
* Sneezing

Itchy, Watery Eyes
Runny Nose
Itchvy Throat




actual size

ALLERGY RELIEF
diphenhydramine hydrochloride tablet, coated

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:36800-909

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
DIPHENHYDRAMINE HYDROCHLORIDE (UNII: TC2D6JAD40) DIPHENHYDRAMINE 25 m
(DIPHENHYDRAMINE - UNII:8GTS82S83M) HYDROCHLORIDE 9

Inactive Ingredients

Ingredient Name Strength
SILICON DIOXIDE (UNII: ETJ7Z6XBU4)
CROSCARMELLOSE SODIUM (UNIl: M280OL1HH48)
D&C RED NO. 27 (UNII: 2LRS185U6K)
CALCIUM PHOSPHATE, DIBASIC, ANHYDROUS (UNII: L11K75P92))
FD&C YELLOW NO. 6 (UNIl: H77VEI93A8)
HYPROMELLOSE, UNSPECIFIED (UNII: 3NXW29V3WO0)
MAGNESIUM STEARATE (UNII: 70097M6I30)
CELLULOSE, MICROCRYSTALLINE (UNIl: OP1R32D61U)
POLYETHYLENE GLYCOL, UNSPECIFIED (UNII: 3WQOSDWI1A)
TITANIUM DIOXIDE (UNII: 15FIX9V2JP)
ALUMINUM OXIDE (UNII: LMI2606933)

Product Characteristics

Color pink Score no score
Shape OVAL Size 11lmm
Flavor Imprint Code 25,052
Contains

Packaging




Marketing Start Marketing End

# Item Code Package Description Date Date
NDC:36800- .
1 909-01 2 in 1 CARTON 08/30/2011
1 12 in 1 BLISTER PACK; Type 0: Not a Combination
Product
NDC:36800- .
2 909-02 4 in 1 CARTON 08/30/2011
2 12 in 1 BLISTER PACK; Type 0: Not a Combination
Product
3 NDC:36800- 4 4, 1 carTON 08/30/2011 04/30/2024
909-03
3 100 in 1 BOTTLE, PLASTIC; Type 0: Not a
Combination Product
NDC:36800- 400 in 1 BOTTLE, PLASTIC; Type 0: Not a
4 909-05 Combination Product 08/30/2011 07/31/2022
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
OTC Monograph Drug MO012 08/30/2011

Labeler - topco Associates LLC (006935977)
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