MOTION SICKNESS RELIEF- dimenhydrinate tablet
Topco Associates, LL.C

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.

TopCare 44-198

Active ingredient (in each tablet)
Dimenhydrinate 50 mg

Purpose

Antiemetic

Uses

for the prevention and treatment of these symptoms associated with motion sickness:
® pausea
® vomiting
® dizziness

Warnings

Do notuse
for children under 2 years of age unless directed by a doctor.
Ask a doctor before use if you have
® 3 breathing problem such as emphysema or chronic bronchitis
® glaucoma
s difficulty in urination due to 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
® alcohol, sedatives, and tranquilizers may increase drowsiness
® use caution when driving a motor vehicle or operating machinery
® avoid alcoholic beverages
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 (1-800-222-1222) right away.

Directions



® to prevent motion sickness, the first dose should be taken one-half to one hour before starting
activity

iillllléi;?(iz 1to 2 tablets every 4.-6 hours; do

years and not exceed 8 tablets in 24 hours,
or as directed by a doctor

over

children6 to % to 1 tablet every 6-8 hours; do

under 12 not exceed 3 tablets in 24 hours,

years or as directed by a doctor

5 tablet every 6-8 hours; do not
exceed 1% tablets in 24 hours, or
as directed by a doctor

children 2 to
under 6 years

Other information
= each tablet contains: calcium 35 mg
= TAMPER EVIDENT:DO NOT USE IF OUTER PACKAGE IS OPENED OR BLISTER IS
TORN OR BROKEN
® store at 25°C (77°F); excursions permitted between 15°-30°C (59°-86°F)
® protect from moisture
® see end flap for expiration date and lot number

Inactive ingredients

croscarmellose sodium, dibasic calcium phosphate dihydrate, magnesium stearate, microcrystalline
cellulose, silicon dioxide, stearic acid

Questions or comments?
1-888-423-0139

Principal display panel

TopCarep
health

NDC 36800-930-12

COMPARE TO DRAMAMINE® ORIGINAL
FORMULA ACTIVE INGREDIENT*

ORIGINAL FORMULA

Motion Sickness Relief
DIMENHYDRINATE, 50 mg - ANTIEMETIC
Prevents Nausea, Dizziness & Vomiting

12 TABLETS

For Children & Adults

actual size



*This product is not manufactured or distributed by Medtech
Product Inc., owner of the registered trademark Dramamine®
Original Formula. 50844 REV0518A19802

DISTRIBUTED BY TOPCO ASSOCIATES LLC,
ELK GROVE VILLAGE, IL 60007

©TOPCO LNKA1018 QUESTIONS? 1-888-423-0139
topcare@topco.com www.topcarebrand.com

This TopCare® product is laboratory
tested to guarantee its highest quality.
Your total satisfactionis guaranteed

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

Prevents Nausea, Dizziness & Vomiting

i +T°p925$.f' Motion Sickness

. Relief

& 12 TABLETS DIMENHYDRIMATE, 50 mg - ANTIEMETIC

Motion Sickness Relief

DIMENHYDRINATE, 50 mg - ANTIEMETIC

Prevents Nausea, Dizziness & Vomiting

12 TABLETS @ ForChlldrer;zt:;d:I:;

'Pmuudslm.mnemrtmregislmdtmmmmrammlne‘ I o
Original Formula. 50844 REVO513419302 o) lhﬁ;'::cxe'b?ptm;{lﬁﬁxtf;
& o | teshed 1o guarantee its bighest quality.
ETEA%%EE&E%PC&E%OCIMES LLC, S/ Nourlotal satistaction rs;u:.'é.":ecﬂl (=]}
| N 7

@TOPCO LNKA1018 QUESTIONS? 1-888-423-0139 Scan here for |
{opeare@topeo.com_www.lopearebrand.com _more information

i
Bl ™ feme
= BENO-EZB2E-1 W03 J0 SUOT5a

EE| EAL COORK S CSUMaNINLO2 10 SUDHSIND X ‘v zzzi-2zz-00m 1) e wauoguosog e pewna 0y

g =T : EIJ!-IIBISB‘:EJN!D oy ‘asainge0 s EsAaooiony || EOIRa 140 @S0pIaN0 Jo 520 1 "URIRIING 9 §IaL 10 Jno d.g
= T, :

E 22| Ef..L.uquaim,. .f:lﬂ.lfp ﬂﬂ?ﬂ?ﬁﬂnﬁ:ﬂg 20010 1eunssand unesw e yse ‘Buinast1seara so eeubaid i

: B = T T T T T T T T ‘nbC3E5s00-930-1@ :

........ | +T°Pcare COMPARE TO DRAMAMINE® ORIGINAL!

| health. FORMULA ACTIVE INGREDIENT*
|
|
|
|
|

..................

B 910-19802

REVDS1 BA19802




s SR LS IEIRU] SR jYEL]

E:o| . e . - ; |'F|
Ym sabesanaq woyoe posem  Axuoew .
= & E' : BQWNU 0] pue ep uogeadys sof dey pus a5 Bugesdo Jo I s0jow & Gumup mym uanEX s | ) r-
am=| ainjsowwoy acidm § soayanip aseasul few azpnbuel) pee 'saniepss Jojoe | ——rU
Bo=| 1.88-,65) 2u08-.51 1030 fEWSSAUBMAIp pRYIEL B i —
I Law2q pauuad SuosIngKs 1J.17) 0,52 SN janpoud siy) usn vaygy | —r
a=s| NIN0HE HO NJOL $1HIL5078 B0 0IN340 - | —
L B SI397X3¥d 3100 31 350 LK 00:LKI0IA3 Y3 WL @ b o sapps | —
=2 r;“ i G LIRKED SUIRIE0I |3| (%) JIeam Bunge ase nok ) asn 210jaq 19 3eumeyd 10 Joj30P & §5Y —L0
==, uoyewioju Jayip pugd , .l
g;ﬂ 21 ajeys0.d aup jo pewsabiequa o) snp vogewmn ulAgnagpp W ,  —T
E =2 a0 e Ag paganp 58 ewooneim  sgmpLLg 1
=M B0 °SIN0Y 7 U1 S1QR) ) oo sxal g Japun AU 10 Bwaskydua se yans wagoud buneagen 1 ]
=] I 10U O "SIm0l g0 A1aA3 131G8) ¥ 0 7 URpg aney nok §) 950 20]90 Joja0p & Sy '
—_— l_ MI0PE A pAlIAID SE O “JO0p B F——
T "SINOY b7 U1 G4)08 ¢ paaia jou | seak 2| Japun fiq pappanp ssaun abe jo s eaf 2 Japun usIppya Joy 35N jou og =
0p 1ol -9 £ka 138 | 013 i} 9 Uapip shuuey
J0790p® A palaaipse o Jar0 pUR SSUIZDE GUDWOAE PSRN
'SIN0Y B U1 IR)0E) ¢ Paai@ Jou | suesi Z) uaupp ':ss!:u:p_:s uaﬁuu Ly pajenosse
op:sanoy g- Ao sim 2 ol | PUERRpE swopdusis gsau) jo Wewjean) pue uonuaraid 10 S8
Kyganae Buyeys w0jaq Jnoy 200 o JEgau0
Lz 30 PIROYS SS0P 1815 2y} SSaus ORoW U d oy | RRRuY e B g sjeuuplyuawag
suonaadQ asudmd ﬁa;qe.i jjaea mj Juaipasliur annay
(panunuos) spoe4 binig sjae4 g
L — — — — — — — — __ NoL¥WHO4ML1NQ0Md 2037400 HO4 39V HDYC H3LN0 433N,

9 O

@

Topcare 44-198

MOTION SICKNESS RELIEF
dimenhydrinate tablet

Product Information

Product Type HUMAN OTC DRUG

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name

DIMENHYDRINATE (UNIL: JB937PER5C) (DIPHENHYDRAMINE - UNII:8 GTS82S83M,

CHLORTHEOPHYLLINE - UNIE:GE2UA340 FM)

Inactive Ingredients
Ingredient Name
MAGNESIUM STEARATE (UNIL: 70097M6130)
CROSCARMELLOSE SODIUM (UNI: M28 OL1HH48)
MICRO CRYSTALLINE CELLULOSE (UNIl: OP1R32D6 1U)
SILICON DIO XIDE (UNI: ETJ7Z6 XBU4)
STEARIC ACID (UNIL: 4ELV7Z65AP)
DIBASIC CALCIUM PHO SPHATE DIHYDRATE (UNI: O7TSZ97GEP)

Product Characteristics
WHITE
ROUND Size

Color Score

Shape

Item Code (Source)

NDC:36800-930

Basis of

Strength Strength

DIMENHYDRINATE 50 mg

Strength

2 pieces

9mm



Flavor

Contains

Packaging
# Item Code
1 NDC:36800-930-12 2 in 1 CARTON

1 6 in 1 BLISTER PACK; Type 0: Nota Combination Product

Marketing Information

Marketing Category Application Number or Monograph Citation

OTC MONOGRAPHFINAL part336

Labeler - Topco Associates, LLC (006935977)

Establishment
Name
LNK International, Inc.

Establishment

Name
LNK International, Inc.

Establishment

Name

LNK International, Inc.

Establishment

Name
LNK International, Inc.

Establishment

Name

LNK International, Inc.

Revised: 1/2020

Address

Address

Address

Address

Address

Imprint Code

Package Description

ID/FEI

832867894

ID/FEI
868734088

ID/FEI
038154464

ID/FEI
832867837

ID/FEI
967626305

44;198

Marketing Start Date Marketing End Date
12/01/1992

Marketing Start Date Marketing End Date
12/01/1992

Business Operations

MANUFACTURE(36800-930)

Business Operations
PACK(36800-930)

Business Operations
PACK(36800-930)

Business Operations
PACK(36800-930)

Business Operations
PACK(36800-930)

Topco Associates, LLC
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