CHILDRENS ALLERGY - diphenhydramine hydrochloride tablet
Capricorn Pharma 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 tablet)
Diphenhydramine HCI 12.5mg

Purpose
Antihistamine

Uses For the temporary relief of runny nose, sneezing, itching of the nose or throat, and itchy, watery
eyes due to hay fever or other upper respiratory allergies or allergic rhinitis.

Warnings

Do notuse
e with any other product containing Diphenhydramine, even one used on skin
¢ to make a child sleepy

Ask a doctor before use if you have
® abreathing problem such as emphysema or chronic bronchitis
e glaucoma
e difficulty in urination due to an enlargement of prostate gland

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

When using this product
e Avoid alcoholic beverages
Marked drowsiness may occur
Alcohol, sedatives and tranquilizers may increase the drowsiness effect
Excitability may occur, especially in children
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 Center right away (1-800-222-1222).

Directions



e Take every 4 to 6 hours
e Do not take more than 6 times in 24 hours

Adults and Children 12 years of age and over 2 to 4 tablets
Children 6 to under 12 years of age 1 to 2 tablets
Children under 6 years of age Consult a doctor
Children under 4 years of age Do not use

Other Information

¢ Do notuse if cartonis opened or blister unit is broken
e Store between 20-25°C (68-77°F). Avoid high humidity. Protect fromlight.
e See end panel for lot number and expiration date.

Inactive ingredients

aqueous ethyl cellulose dispersion, citric acid, crospovidone, D and C Red # 7 calcium lake, dibasic
calcium phosphate, flavor, magnesium stearate, maltodextrin, mannitol, methacrylic acid copolymer,
microcrystalline cellulose, modified food starch, silicon dioxide, sodium lauryl sulfate, sodium starch
glycolate, sucralose, talc, triacetin

Principal Dis play Panel

Capricorn Pharma

ORIGINAL DEVELOPERS AND MANUFACTURERS
NDC 66007-212-02

COMPARE TO THE ACTIVE INGREDIENT IN CHILDREN'S BENADRYL ALLERGY
FASTMELT

Children's Allergy
Diphenhydramine HCI 12.5mg
ANTIHISTAMINE

Temporarily Relieves:
Sneezing

Itchy, Watery Eyes
Runny Nose

Itchy Throat

Cherry Flavor

RAPIDMELT
18 Fast Dissolving Tablets



sauiys fisae o saubiege Lojendsas sddn sau)o 10 saaay fey o) anp
safn Aapem gy pue Jeosy) 20 esou syl jo Du ‘Duizesus “ssou Auuns jo jages Aeiodwa) oy 104 S88)]

T e e
asoding (181e1 yaea uy) jualpasliuy annay
sjaeq Gmig
% Capricorn Pharma Y —
COMPARE TO THE ACTIVE INGREDIENT IN NDC 66007-212-02 E _8
CHILDREN'S BENADRYL® ALLERY FASTMELT® * ;§ =0
gz . / =3
K g2 —/—o
s 101 Child =
§¥ § igd larens =5 s
S22 7 ‘°_§.'%'.' ;E C
2% Enzf ; . -
g3 a3d3 Diphenhydramine HCl 12.5 mg Ea
- §“§§ ANTIHISTAMINE Ch §§
>3 erry &
= Temporarily Relieves: g8
z siiiassitoy Flavor ) H
« Itchy, Watery Eyes - =
' RAPIDMELT g 5

HUPRURG WTWIRRs) pAsS0Al B 10 N0 U] Do BRI G PRAGUISIP 52 PRINIERLT 10U S 1np0ad suy),

ujaseL] ey ‘FEOMRIING Ilmnﬁm Y2uEIS WNPOS ‘eleyns

1Ang) WRIPOS ‘IPIX0IP LGS ‘PIIE AN ‘YUES Mﬁ'nw ‘@S0{M[33 Bu) pioe
‘sapieak|buy useyd wnipaw ‘|oRUUELL *JONE(}
HSGIP "BWEY WAIIED £ # Py ) F O "Buopodsosd pmqma ‘BPXOIPAY WAINOWALE s;uafpmﬂm UMJ':’MJ

(panunuos) sjae4 g

A “#1Ep BoNRIdE PUE Jaquiny 10 J0) jaued pua 6a5 B
WD L2y Rpnwny WO plosy “(4,12-80) D,G2-0Z UsaMIEq 24015 M
WER0H S1 JUN JBISH JO PaLado S1UOLIED JI 950 10U 00 I

uoyeurioju) 1ay10
250 Jou 0g afie jo Siead p 1apun UAIDIYY
J0J0P B YNSUCY a0 j0 siead g Japun uaIpIY]
SQEI Z 01 | abe jo sieaf Z| Japun 0} 9 LAIpNYD
SIH0E 01 2 Jan0 pue afie jo sieak 2| LaIp)E) pUE SYnpY

SIN0Y $Z Ul SHUG G UBY I0W SEJICUOD @ IN0Y 9 0Y + haana ELE

SUojaNa

12221-222-008-1) Az wyu s29ua) 1041907 LOSIOG © 1924000 10 dy (ENPRL 130 "SSOMEAD J0 3589 U) “BaIPIY2 |0 43834 J0 100 daay
@50 a40jaq [eLorssajoud yyeay B ¥se ‘Bujpas)-yseaq o ueubaud )

Uy aew Buyessdn 1o S20gan J0p0w B GujAup usym |njaies aq |

WP up Aeiaedss o0 Aew ApgeRGE W

1023 SSAUISMOUD Bu) S5EAIU) AEw SIsnpNbURI) PUB SBMIEPES 'JOY0JE B

10300 AW SSAUSMONP Payew M S0E1aA0Q J(0YO2E Plone |
janpaid si_Bujsn vaum

S102)) NBUEA] 10 SAMIED9S BUJYE] 24€ NOA || 9N 3020 101300 € §5y
puerl alesoud o jaLubueisa ue O) aND LONELUN Ul AIRJYKD B
ewoanel @ SHyIU0IG Uiy 10 ewsslydws se yons wagod Buyeng e @

aney nok ji a0 21090 J0I20P € NS
AdaaS PlIyd B @EW O) M UIYS U PASN U UAAS ‘suswRIpAYLaYdip Buiuieluos nposd Jamo Aue yis m

asn jou og
shuwsem
(panunuog) sjae4 Gnig

CHILDRENS ALLERGY



diphenhydramine hydrochloride tablet

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:66007-212

Route of Administration ORAL

Active Ingredient/Active Moiety
Ingredient Name Basis of Strength

DIPHENHYDRAMINE HYDRO CHL O RIDE (UNII: TC2D6JAD40) (DIPHENHYDRAMINE - DIPHENHYDRAMINE
UNIL:8 GTS82S83M) HYDROCHLORIDE

Inactive Ingredients
Ingredient Name
ETHYLCELLULOSE (UNIL: 7Z8S9 VYZ4B)
ANHYDROUS CITRIC ACID (UNIE: XF417D3PSL)
CRO SPO VIDONE (UNIL: 6840196 0MK)
DIBASIC CALCIUM PHO SPHATE DIHYDRATE (UNI: O7TSZ97GEP)
MAGNESIUM STEARATE (UNIL: 70097M6130)
MALTODEXTRIN (UNI: 7CVR7L4A2D)
MANNITOL (UNI: 30WL53L36 A)
METHACRYLIC ACID - ETHYL ACRYLATE COPOLYMER (1:1) TYPE A (UNI: NX76LV5T8J)
CELLULOSE, MICRO CRYSTALLINE (UNI: OP1R32D6 1U)
MO DIFIED CORN STARCH (1-O CTENYL SUCCINIC ANHYDRIDE) (UNIL: 46 1PSCIN6T)
SILICON DIO XIDE (UNIL: ETJ7Z6 XBU4)
SODIUM LAURYL SULFATE (UNIL: 368 GB5141J)
SODIUM STARCH GLYCOLATE TYPE A POTATO (UNIL: 5856 J3G2A2)
SUCRALOSE (UNIL: 96K6UQ3ZD4)
TALC (UNI: 7SEV7J4R1U)
TRIACETIN (UNIL: XHX3C3X673)
AMMONIA (UNI: 5138 Q19F1X)
CAPRYLIC/CAPRIC MONO/DIGLYCERIDES (UNI: U72Q218C85)
OLEIC ACID (UNI: 2UMI9 U37CP)

Product Characteristics

Color pink Score no score
Shape ROUND Size 12mm
Flavor CHERRY Imprint Code None

Contains

Packaging

Strength

12.5 mg

Strength

# Item Code Package Description Marketing Start Date Marketing End Date

1 NDC:66007-212-02 3in 1 CARTON
1 NDC:66007-212-01 6 in 1 BLISTER PACK



OTC monograph final part341 09/29/2010

Capricorn Pharma Inc. 041704524 manufacture

Revised: 10/2010 Capricorn Pharma Inc.
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