DIPHENHYDRAMINE HCL- diphenhydramine hcl capsule
SDA Laboratories, Inc.

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 capsule)

Diphenhydramine HCL 50 mg

Purpose

Antihistamine

Uses:

Temporarily relieves these symptoms associated with the common cold, hay fever, or
other respiratory allergies

sneezing

nasal congestion

runny nose

itchy, watery eyes

Warnings:

Do not use
e With any other product containing Diphenhydramine HCL, including one applied
topically.

Ask a doctor or pharmacist before use

If you have

e trouble urinating due to enlarged prostate gland

e a breathing problem such as emphysema or chronic bronchitis
e glaucoma

e if you are taking sedatives or tranquilizers

When using this product

avoid alcoholic drinks

marked drowsiness may occur

excitability may occur, especially in children

alcohol, sedatives and tranquilizers may increase drowsiness



e be careful when driving a motor vehicle or operating machinery

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.

Directions:
e Take every 4-6 hours
e Do not take more than 6 doses in 24 hours.

Adults and
children 12 years
& over

Children under 12
years

1
capsule

ask a doctor

**25 mg strength is not available in this package. Do not attempt to break capsules.

Other information:
e Store at room temperature 15-30 degrees C (59-86 degrees F)
e Protect from excessive moisture

Inactive ingredients:

Black Iron Oxide, D & C Red #28, FD & C Blue #1, FD & C Red #40, Gelatin, Lactose
Monohydrate, Magnesium Stearate, Silicon Dioxide, Sodium Lauryl Sulfate

Questions? Adverse drug event call:
1-800-687-0176
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SDA

Laboratories, Inc.

THIS PACKAGE FOR HOUSEHOLDS WITHOUT YOUNG CHILDREN

NDC 66424-021-10

NDC 66424-021-10
*Compare to active ingredient in BENADRYL® Allergy

Diphenhydramine
HCI Capsules, USP
ANTIHISTAMINE
1000 CAPSULES
Not for house holds with young children

*Compare to active ingredient in BENADRYL® ALLERGY

Diphenhydramine

HCI Capsules, USP

50 mg

DO NOT USE IF IMPRINTED SAFETY
SEAL UNDER CAP IS MISSING OR DAMAGED

ANTIHISTAMINE

TAMPER-EVIDENT

1000 CAPSULES

Not for house holds with young children

SDA

Laboratories, Inc.

THIS PACKAGE FOR HOUSEHOLDS WITHOUT YOUNG CHILDREN



€¢/90 nay ]

P p0LL2e0, 2799y, 0
7 ¥Sn NI3avin

“ABJollY o TANAVYNIE YIEWaPEL] U

JO JOUMD By} U)iM PajEIIYE JOU SI DERGD LD ‘UDSIMUDDIS) "ou] 'SalL0JBIOgET YOS,

9210-89-008- - :|Je3 juane brup esianpy ; SuoISAIND

ajgj|ns |Aune wnipog ‘apixoiq uodi|is

‘gjeiea)s wnisaubeyy ‘@jelpAyouc)y asojoeT ‘UNelRD 'OFFPed O ® A4
‘L#enlg D A4 ‘8e#PaY O ¥ A '8pIxXQ uol| Yoe|d i sjuspasbur anjjoeul
2IN]SI0W BAISS80Xs Wol) josloid |

(4098=.65) D.08=-5| 2iniesodwa) Wool je alois |l

:uonewLIojul Jayl0

'sajnsdea yealq o} Jdwaye jou oQ ‘abeyoed siU) Ul ajge]ieAe jou S| buads bu 52,
JOJ30P B ¥SE_| SIESA ¢ | Japun uaipliyD
ansdes | | Janc g sieak 1 Uaipliyo 3 SINpY
SINOY {Z Ul S9S0p g UEL)) 8.0 @)E] jOU Op W
sinoy g-i Alara 9xel ll Suonoallg
REME JUBH JSjUS)) [OJJUoD UOSIod € J0ejuoD |
1o djpy [eaipsw j2b ‘asopiano Jo 8SED U] "UBJP|IY2 jO yoead jo jno deay
"2sn 210jaq |[euo|ssajold Uieay e yse ‘Bulpaaj-isealq Jo ueubaad j|
fisuiyoew Buneiado 10 8[21yaA Jojow e BulALp
uaym |njaied aq B sssuIsmolp aseassul Aew sisziinbuel) g saalepas
‘loyoaje @ ualppuo ul A|jesadsa Unoso Aew Alpge)oxa | inaoo Aew
SSOUISMOIP PayJELL M S}ULP dlloyoole plcae B jonpodd 1yl Buisn uaym
siaz|\nbuel) Jo sannepas Burye) ase nok | B ewoonelt B sHIY2uUoIg 21UCIYD
Jo ewsasAyduwa se yons walqoid Buiyieaiq e W puelb sjejsoud pabiejua o)
anp Buneuln ajgnoJ} B aaey nok jI asn a10jaq jsioeweyd 1o Jojoop B ysy
*A||e21dol paijdde euo Buipnjaul | euiweipAyuaydig
Buuiejuoo 1onpoud Jayio Aue yim m asn jou oq :sBujuIeM

soAa Adajem 'AUO) M 950U AUUNnS @ uonsabuod

Jeseu m Buizasus m sa1Biajje Aojesdsal Jayjo Jo 1aas) Aey ‘plo2

uowiLIod 8y] Yiim pajeinosse swojdwAs asay) sansifas Auelodws) :sas
BW 0S IoH sUNIEIpAYUSUAI]
(ainsdea yoea ui) Juaipaibu) aAljoy

sjoeq4 bnig

SUIWElSIYIUY
asodind

>
m eP S c -
= - o Q
o ns it o
- 38 = =
r FE TIN5 -—
2 € a lzwe 2
°E B N fc|l=d 3 7/}
- o|l= D% o
N o re ] ASh
Q: "G =mm w & = 1
3 = 2¢|l k=0 s I~
I8 Bm HIY T o)
s LS DB HERH 0%
=
°: @ S HEEE o
3 o= CI ol S8 8
e e ™ o
w e & Lo (1+]
g = D : 5
S — | a 2 -l
3 -

=
i}
©c
a
=
=
o
(&)
=
=)
[=]
2
=
=)
[=]
T
=
=
0
=]
=l
o
==
fro}
o
=
[=}
=
==
=}
w
w
[}
=T
a
=
o
o)
T
=

DIPHENHYDRAMINE HCL

diphenhydramine hcl capsule

Product Information

Item Code (Source) NDC:66424-021

HUMAN OTC DRUG

Product Type

ORAL

Route of Administration

Active Ingredient/Active Moiety

Strength

Basis of Strength

DIPHENHYDRAMINE
HYDROCHLORIDE

Ingredient Name
DIPHENHYDRAMINE HYDROCHLORIDE (UNIl: TC2D6JAD40)

(DIPHENHYDRAMINE - UNII:8GTS82S83M)

50 mg

Inactive Ingredients

Strength

Ingredient Name

FERROSOFERRIC OXIDE (UNIl: XMOM87F357)
D&C RED NO. 28 (UNIl: 767IPOY5NH)

FD&C BLUE NO. 1 (UNIl: H3R47K3TBD)
FD&C RED NO. 40 (UNIl: WZB9127X0A)

GELATIN (UNIl: 2G86QN327L)

LACTOSE MONOHYDRATE (UNII: EWQ57Q8I5X)
MAGNESIUM STEARATE (UNII: 70097M6130)

SILICON DIOXIDE (UNII: ETJ7Z6XBU4)

SODIUM LAURYL SULFATE (UNIl: 368GB5141))

Product Characteristics

no score

Score

pink

Color



Shape
Flavor
Contains

Packaging
# Item Code

NDC:66424-
021-01

NDC:66424-
021-10

1

2

CAPSULE Size
Imprint Code

Package Description

100 in 1 BOTTLE, PLASTIC; Type 0: Not a
Combination Product

1000 in 1 BOTTLE, PLASTIC; Type 0: Not a
Combination Product

Marketing Information

Marketing
Category

Application Number or Monograph
Citation

OTC monograph final part341

Labeler - spa Laboratories, Inc. (948067889)

Registrant = Pharbest Pharmaceuticals, Inc. (557054835)

Establishment
Name Address ID/FEI
Pharbest
Pharmaceuticals, Inc. SIS label(66424-021)

Revised: 6/2023

14mm
PHO13

Marketing Start Marketing End

Date
01/27/2010

01/27/2010

Marketing Start
Date

01/27/2010

Date

Marketing End
Date

Business Operations
manufacture(66424-021) , analysis(66424-021) , pack(66424-021) ,

SDA Laboratories, Inc.
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