ALLERGY RELIEF- diphenhydramine hcl tablet
TOP CARE (Topco Associates LLC)

Disclaimer: Most OTC drugs are not reviewed and approved by FDA, however they may
be marketed if they comply with applicable regulations and policies. FDA has not
evaluated whether this product complies.

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

e sneezing

e jtchy, watery eyes

e jtching of the nose or throat

temporarily relieves these symptoms of the common cold:
® runny nose
e sneezing

Warnings

Do not use
e to make a child sleepy
e 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
e marked drowsiness may occur



avoid alcoholic drinks

alcohol, sedatives, and tranquilizers may increase drowsiness
be careful when operating machinery or driving a motor vehicle
excitability may occur, especially in children

If pregnant of 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
e take every 4 to 6 hours, or as directed by a doctor
e do not take more than 6 doses in 24 hours

adults and children 12 years and take 1 to 2 tablets

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

Other information

¢ each tablet contains: calcium 25mg
e store between 20-25°C (68-77°F)

e protect from light and moisture

Inactive ingredients

carnauba wax, colloidal silicon dioxide, croscarmellose sodium, D&C Red #27 Aluminum
Lake, dibasic calcium phosphate dihydrate, hypromellose, lecithin*, magnesium stearate,
microcrystalline cellulose, polyethylene glycol, polysorbate, polyvinyl alcohol*, *purified
water, *talc, and titanium dioxide

* Contains one or more of these ingredients

Questions or comments?
Call toll free 1-888-423-0139

Principal Display Panel



COMPARE TO BENADRYL® ALLERGY ACTIVE INGREDIENT**
Allergy Relief
DIPHENHYDRAMINE HCI 25 mg - ANTIHISTAMINE

RELIEF OF:

e Sneezing

e Runny Nose

e ltchy, Watery Eyes

e ltchy Nose or Throat

TABLETS

*This product is not manufactured or distributed by McNeil Consumer Healthcare,
distributor of Benadryl® Allergy.

TAMPER EVIDENT: DO NOT USE IF PRINTED SAFETY SEAL UNDER CAP IS
BROKEN OR MISSING.

KEEP OUTER CARTON FOR COMPLETE WARNINGS AND PRODUCT
INFORMATION

DISTRIBUTED BY TOPCO ASSOCIATED LLC
ELK GROVE VILLAGE, IL 60007

©TOPCO PLVA0218

topcare@topco.com

www.topcarebrand.com

Product Label



®:
4 ausyfpafiod ‘asoyie auneishinom ‘ajem 4 SYUUP HOYOIE PIOAE W =
'NOLLVINHO3NI 100008 ONY SININHYA ___a_msasmm“__:"__s_ La_ﬂ__wﬁag .mﬁa,_ﬂw 1m0 KW SS3USMOIP PayRU I m 5
A1314W0D HO04 NOLEYD HILN0 43N aleldsoyd Wwije)d ISeqI ‘aYe] LINIWNE /24 pal 1anpoud s Eﬂ._ UBUM m _m:lh
"ONISSIN B N2XDHA S1 v H3ANN TV3S ALZIVS 30 "WNIPOS 8508W/EIS043 3PXOIP LOIS [BPI0J0D “siaz|inbuex Jo sangepas Bupfel i
G2LNAKd 41 350 JON 00 “LABOIAS B3IV “em eqnewed Spudipasbiur aaraeu) aue nok 1 8sn alojaq JsioeuLieyd 10 10j90p & sy Hm
pue
N L I :
: plwoone| m N
Bl g2 wnia(ea :suieuod Jajqe) yoea m SIIUAUOIY MUQIYD ] f = |”
uogeuLioju) 1810 10 ewashydwa se yans wajgoid Buieaiq e m = o .m
ssnjoucp | siead g Japun uaIpYY BABI| Rof 0 8lojaq 10120 © Y6y e =
STk UIyS Lo D_“_um_ auo E__mlu.n_____a__u.ﬂ_ﬁi_ﬂ B — L 5
e Jonposd Jauo AUE M m [ ——
i o T JBI0E] | ¥} | 2 Japun o g Uaipjyd iRt = 20
woaoadoymaseado] Jano pue sieak asn Jou 0 e m M 8
6€10-C2b-288-1 £SNOILSIND | e
el20vA1d. 004018 S|s|QE) Z O} | 8E} | g UaJp|iud pue synpe hmEEm_.s T M__ m_
£0009 11 '3OYTTIA IN0HO ¥13 $IN0L 2 UI $350  UBL} &I0LU 8XE) 10U 0p m ! = E£2
OT1 $31YI00SSY 09401 AE 0ALNAIYLSI 101309 © Aq PAIIAL SE 10 'SIn0y § 0] 4 1ara e} W Guzaeusm  asou fuunim = 28
SUoRIAQ PI09 U0 _ =
oU) ) anp suoidwifs asay) sanayal fzes0dua) m N y =3
Az ifioeus (2221-gee-008-1) “Reme Jbu Je0iyl o 830U 8L jo Buway m m = Ly
; I¥ ol HpErod JU) 05407 UOSIOg B EIU03 10 tiay ealpau 106 safa fuanem ‘gz m i . “
10 JOINQUISIP SIESUAESH JSLINSU) BN “5S00JAND J0 859 U] "USIPIIY JO 4IEJ JO Jn0 daay fuzseus @  asou fuunim o ! 9 0
fig painguasip 10 painyaeynueL Jou s) 1anposd SiL,, el + e e
210}aq [eu0ISsaj0ld saifisaje Alojeuidsal Jaddn Jouto o Jana | w w
op | = p— -
; SJUBLLULLIOI JO Suonsanp Uiy ul Aeroadsa 11220 few Ryjigeyoxe m sasf) = e <
& ! L _o o o ;o P
lauewbugeiado  § | [ b m—— O C=
SyuapaIBul 35U 0 2J0W Jo 3UD SUEUOY, 30 3pIy3N Jojow & Bupnup Uaym 2 3 W SUBISIRLY 52 [9H auwe.piuadg = — 1 N s 0
apIXOIP WN(UEIR ', IfE) " JEIEM SSBUISMOIP (181qe1 yoes u) + = u g2
paund ', Jouoofe |Kuindjod ‘ajequosfiod 0ok 09eaIou) Al SIaZ)INbUBK PUE 'SOAENAS '10U00E M asoding Juaipaibur aAnay A =Xt O
(panunu0) spoey Bnig (panunuog) spoeq binsg sjoe4 bug A
k 1-06£-0089€ DA}

TOPCARE HEALTH Allergy Relief



ALLERGY RELIEF
diphenhydramine hcl tablet

Product Information

Product Type HUMAN OTC DRUG Item Code (Source)

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name

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

Inactive Ingredients

Ingredient Name
CARNAUBA WAX (UNIl: RL2CBMOEIZ)
SILICON DIOXIDE (UNII: ETJ7Z6XBU4)
CROSCARMELLOSE SODIUM (UNIl: M28OL1HH48)
D&C RED NO. 27 (UNII: 2LRS185U6K)
CALCIUM PHOSPHATE, DIBASIC, DIHYDRATE (UNIl: O7TSZ97GEP)
HYPROMELLOSES (UNII: 3NXW29V3WO0)
EGG PHOSPHOLIPIDS (UNII: 1Z74184RGV)
MAGNESIUM STEARATE (UNII: 70097M6I30)
CELLULOSE, MICROCRYSTALLINE (UNIl: OP1R32D61U)
POLYETHYLENE GLYCOL, UNSPECIFIED (UNII: 3\WQOSDWI1A)
POLYSORBATE 80 (UNIl: 60ZP39ZG8H)
POLYVINYL ALCOHOL, UNSPECIFIED (UNIl: 532B59)990)
WATER (UNIl: 059QFOKOOR)
TALC (UNII: 7SEV7J4R1U)
TITANIUM DIOXIDE (UNII: 15FIX9V2)P)

Product Characteristics

Color pink Score
Shape CAPSULE Size
Flavor Imprint Code
Contains
Packaging
# Item Code Package Description
1 NDC:36800-790- 1in 1 BOX
10
1 100 in 1 BOTTLE; Type 0: Not a Combination

Product

NDC:36800-790

Basis of Strength Strength

DIPHENHYDRAMINE
HYDROCHLORIDE

no score
1lmm
T;061,V;25

Marketing Start
Date

02/28/2018

25 mg

Strength

;'S4

Marketing End
Date



NDC:36800-790- 400 in 1 BOTTLE; Type 0: Not a Combination

2 40 Product

Marketing Information

Marketing Application Number or Monograph
Category Citation

OTC monograph final part341

Labeler - top cARE (Topco Associates LLC) (006935977)

Revised: 12/2022

02/28/2018

Marketing Start Marketing End
Date Date

02/28/2018

TOP CARE (Topco Associates LLC)
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