MOTION SICKNESS- dimenhydrinate tablet
Freds 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)
Dimenhydrinate 50 mg

Purpose

Antiemetic

Uses

for the prevention and treatment of nausea, vomiting, or dizziness associated with motion sickness.

Warnings

Do notuse
for children under 2 years of age unless directed by a doctor.
Ask a doctor before use if you have
® a breathing problem such as emphysema or chronic bronchitis
e glaucoma
e difficulty inurination due to an enlargement of the 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
® use caution when driving a motor vehicle or operating machinery
If pregnant or breast-feeding,

ask a health care 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 to prevent motion sickness, the first dose should be taken %: to 1 hour before starting activity

a dults and children 12 1 to 2 tablets every 4-6 hours; not to exceed 8 tablets in 24 hours, or as



years and over directed by a doctor
children 6 to under 12 1/2 to 1 tablet every 6-8 hours; not to exceed 3 tablets in 24 hours, or as
years directed by a doctor
1/4 to 1/2 tablet every 6-8 hours; not to exceed 1-1/2 tablets in 24 hours,

children 2 to under 6 years or as directed by a doctor

Other information
® each tablet contains: calcium 30 mg
® store at room temperature 20°-25°C (68°-77°F)

Inactive ingredients

croscarmellose sodium, dicalcium phosphate, magnesium stearate, microcrystalline cellulose

Questions or comments ?
Call 1-877-753-3935 Monday-Friday 9AM-5PM EST

PRINCIPAL DISPLAY PANEL

Motion Sickness

Dimenhydrinate 50 mg/Antiemetic

Fast Acting Motion Sickness Relief

For Children and Adults

Tablets 50 mg Each

Compare to the active ingredient in Dramamine ®*

*This product is not manufactured or distributed by Prestige Brands, Inc., owner of the registered
trademark Dramamine® Original Formula.

TAMPER EVIDENT:DO NOT USE IF CARTON IS OPENED OR IF BLISTER UNIT IS
TORN, BROKEN OR SHOWS ANY SIGNS OF TAMPERING

KEEP OUTER CARTON FOR COMPLETE WARNINGS AND PRODUCT INFORMATION

Product Label



Motion Sickness
Dimenhydrinate 50 mg/Antiemetic

NDC 55315-630-12

Actual Size

Motion Sickness

Dimenhydrinate 50 mg/Antiemetic
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KEEP OUTER CARTOM FOR COMPLETE
WARNINES AND PRODUCT INFORMATION.

Compare to the active
ingredient in

12 Tablets 50 mg Each (__Dramamine®s |

“This product is pal manufactured or destributed by Prestige Brands, Inc., awner of the registersd trademark Drarnaming® Original Farmula,
DISTRIBUTED BY: fred', Inc.

UNIT IS TORN, BROKEN DR SHOWS ANY SIGNS OF TAMPERING.

| TAMPER EVIDENT: DO NOT USE IF CARTON IS OPENED OR IF BLISTER ‘

4300 NEW GETWELL RD, MEMPHIS, TN 38118
www.fredsinc.com
freds promise
PLO-D Mot Happy With This Product?
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I 153 WS- W5 Aeplad-Repuoy S6E-ESL-LI-L IBD JSTUBLULIOS JO SUDISAND I

#50[0J89 auisAo0alu 'apereays WnesauBew ‘eieydsoyd NP ‘WNIRos asoljeuseasos) Sjuaipa.iuy antjaeuy
dal£-:89) 9:52-07 Unjesadie WoO! I 240iS M B 0 WNID(Ld SUIECI G(ELY2Ra W LIOIJBLLLIOJLY JAYI0
s0y0p &

fig penganp S8 10 “SINDY g Ul SIBGEL 2/)- | DBGIHE 03 10U 'Sunoy §- Luans 1210 2/) 01 ) | S1eaf g Jpun o) Z uaigyo
10320p B A PRIGUIP S J0 "SINDY FZ 1A SIH0E) £ PR O] 10U SN0y 9-9 AJana 131081 L 1 201 | SIEaK Z] Japun o) § uaipiya
13A0 pUE
0430 B A Paj2Ip 5B 10 “SIN0Y 7 Ul 1308} § paadd o) jou 'Sinoy G- Aisna S1302) 2 0 | | S02ak 21 uRipjis) pue synpe
Fyny3oe BUJES @0jaq JN0Y | 0] 2/) URNE) 30 PINCYS 8500 1524 AU} 'SSALNS LORoW Juanad 01 @ SUOYIII[

“fme 06 2pUE QU0 UDS|0L B JEIU03 10 Gy (Epaw 130 'SS0MAnD J0 3523 U] "URIP|Ya J0 e jo o daay
35N U030 [BU0ISSa,00d sy & ySE ‘Bulpas)-jseag Jo Jueubad

Fuguiyrew Buneiado 1o 9)2waA JOJDWL B BUIALID UaYM LUDGNED 65N M

SERUISMOUP aSEAJOU) ABW Skz)nbuRl PUB "SanjERes ‘yoIEm

SHULIP 200YONE PIOAE M J0 ABL SSSUISMOLD DEIEL B

Janpoud /i) Bujsn uaypm

“sham|Inbuzi 10 san|Epas Gupye) aue nok j) asn alojaq j5/9euuEyd Jo J0jI0p B NSy
puz) avepsoud ay) 0 wealuabie|a Uz 0] anp LOgEULN 18 NP m

pwopelm  SHYIU0IG NuoIyD 20 Bwasiydws s2 yans wagod uyeug em
aNBY NOA J) 850 24030 J0JI0D B 45y

*J03200 € &g panaalp ssapun abe jo siead Z JOpuUn BaIp|ILD J0) BSN J0U 0g
shunuwey

"SSAU00IS LDGOLY LW PRIBID0SSE SSEUIEZIP 0 “Uniwon ‘BaSNEY J0 JuaLE) puB Uojjuaald au 10} 838

R B g aeuuphyuawg

asodind (18198} yaea uj) juajpa.bu) anjpy
& = sjae4 binig
Y A

Fred's Motion Sickness Tablets

MOTION SICKNESS



dimenhydrinate tablet

Product Information

Product Type HUMAN OTC DRUG LABEL

Route of Administration ORAL

Active Ingredient/Active Moiety
Ingredient Name
DIMENHYDRINATE (DIPHENHYDRAMINE)

Inactive Ingredients

Ingredient Name
CROSCARMELLOSE SODIUM
CALCIUM PHO SPHATE, DIBASIC, ANHYDRO US
MAGNESIUM STEARATE
CELLULOSE, MICRO CRYSTALLINE

Product Characteristics

Color WHITE Score

Shape ROUND Size

Flavor Imprint Code
Contains

Packaging

# Item Code Package Description

1 NDC:55315-630-12 1in 1 CARTON

1 12 in 1 BLISTER PACK

Marketing Information

Marketing Category Application Number or Monograph Citation

OTC MONOGRAPHFINAL part336

Labeler - Freds Inc (005866116)

Item Code (Source)

DEA Schedule

Basis of Strength
DIMENHYDRINATE

NDC:55315-630

Strength
50 mg

Strength

2 pieces

9mm

1006;1006

Marketing Start Date

07/08/2010

Registrant - P and L Development of New York Corporation (800014821)

Revised: 4/2014

Marketing End Date

Marketing Start Date Marketing End Date

Freds Inc
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