FORMULA EM- dextrose (glucose), levulose (fructose), phosphoric acid solution
Major Pharmaceuticals

Disclaimer: This drug has not been found by FDA to be safe and effective, and this labeling has not been
approved by FDA. For further information about unapproved drugs, click here.

Major Pharmaceuticals Formula EM Drug Facts

Active ingredients (per 5 mL)
Dextrose (glucose) 1.87g
Levulose (fructose) 1.87g
Phosphoric acid 21.5mg

Purpose

Upset stomach reliever

Uses

for relief of upset stomach associated with nausea

Warnings

this product contains fructose and should not be taken by persons with hereditary fructose
intolerance (HFI)

Do notuse

if you have

allergic reactions to any of the ingredients in this product

Ask a doctor before use if you have

* diabetes

Stop use and ask a doctor if

symptoms persist, return or get worse

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 (1-800-222-1222).

Directions



* for maximum effectiveness, never dilute or drink fluids of any kind immediately before or after
taking this product

repeat dose every 15 minutes or until distress subsides

* do not take more than 5 doses in 1 hour without consulting a doctor

* measure only with dosing cup provided. Dosing cup to be used with this product only. Do not use
with other products.

*  mL = milliliters

age dose
adults and children 12 years of age and over 15 mL or 30 mL
children 2 to under 12 years of age 5mL or 10 mL

Other information

*  store at 20-25°C (68-77°F) away from heat and direct light; keep from freezing.
* do notuse if printed neckband is broken or missing

Inactive ingredients

FD&C red no. 40 aluminum lake, flavor, glycerin, methylparaben, purified water

Questions or comments?
1-800-616-2471

Package/Label Principal Dis play Panel

Formula EM

Anti-Nausea Liquid

For children and adults

Relief for nausea due to upset stomach

Cherry Flavor

No Antihistamines, Aspirin, Alcohol, Caffeine
COMPARE TO the active ingredients of EMETROL®
4 FL. OZ. (118 mL)



NDC 0004-0049-20

MAJOR

Formula
EM sz =

For children
and adults

Relief for nausea
due to upsef stomach

Cherry Flavor

No Antihistamines,
Aspirin, Alcohol, Caffeine

COMPARETO
the active ingredients of
EMETROL®

4 FL. OZ. (118 mL)

YD 19SIN of AP DASTIAY A0 J B 3y

= WA
P[NULIO

AJOIVW

Drug Facts
Active ingredients (per 5 mL) Puipose
Dextross (glucose) 1.87g

Lewuloss {fructces) 1 .Hi’g} ......... Mpest stomach reliever
Phicez phooric: acid 21.5myg

Uses  wfor ralisf of upsat stomach associated
with naussa

Warnings
W this preduct containg fructess and should not
be taken by persons with hereditary fructose
intolerance (HF1)
Do mat use ifyou have
W allergic reactions to ary of the ingradients in
this product
Ask a doctor before use if you have W dabetes
Stop use and ask a doctor if
B symploms persist, reburn or get worss
If pregnamt or breast-feeding, 22k a health
professional before uss.
Keep out of reach of children. In case of overdoss, get
medical halp or contact a Poison Cortrol Centar right
away (1-800-222-1222),

Directions

W for maximum effectivensss, newver diluta ar
drink fluida of ary kind immediatsly before
or after faking this product

W repeat doss avery 15 minutas or untl
distress subsides

W do not take mors than 5 deses in 1 hour
without consulting a dochar

W measure only with dosing cup provided.
Dosing cup to be used with this product only.
D mot iz with othier products,

B mL = mililiters

aga duaa
adutt= and childran

12 years of age and over 15 mLor 30wl
hildran 2 to under

12 yaara of age Sml or 10 mL
Other information

W store at 20-257C (88-T7°F) away from
heat and direct light; kesp from freezing.
W do not use if printed neckband is broken or mizsing

Inactive ingredients FO&C red no. 40 aluminum
laka, Flarvor, ghycarin, methyparaben, purified water

Questions or comments? 1-800-616-2471

HDC 0004-0040-20

MAJOR

Formula
EM e ==

For children
and adults

Relief for nausea
due to upsef stomach

Cherry Flavor

No Aaa!a&s!amws
Aspirin, Aleohol, Caffeine

COMPARE TO
the active ingredients of
EMETROL®

4 FL. OZ. (118 mL)

NOC 0004-0048-20

MAJOR

Formula
EM 5

For c'hr!dmn
and adults

Relief for nausea
dire fo upsef stomach

Cherry Flavor

S

No Anfihistamines,
Aspirin, Alcohol, Caffeine

COMPARE TO
the active ingredients of
EMETROL®

4 FL. OZ. (118 mL)

*This product is notmanufactursd or distributed byWelS pring
Pharmareutical Corparation, distributer of Emetrol®,

Distributed by: MAJOR® PHARMACEUTICALS
AT177 N Laursl Park Drive, Suite 233
Livonia, MI 48152
M-05 REV. 08M1& Re-Order Mo. 700796
(Glulon Fres

I“I 9

29126 5C C8

FORMULA EM

dextrose (glucose), levulose (fructose), phosphoric acid solution

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:0904-0049

Route of Administration ORAL

Active Ingredient/Active Moiety



Ingredient Name
DEXTRO SE (UNII: IY9 XDZ35W2) (DEXTROSE - UNILIY9 XDZ35W2)
FRUCTOSE (UNIL: 6 YSS42VSEV) (FRUCTOSE - UNIL:6 YSS42VSEV)

PHO SPHO RIC ACID (UNII: E4GA8884NN) (PHOSPHORIC ACID - UNILE4GA8884NN)

Inactive Ingredients

Ingredient Name

FD&C RED NO. 40 (UNI: WZB9127X0A)
GLYCERIN (UNII: PDC6A3C00X)
METHYLPARABEN (UNII: A2I8C7HIST)
WATER (UNIL: 059QF0KOOR)

Product Characteristics

Color RED (clear) Score

Shape Size

Flavor CHERRY Imprint Code
Contains

Packaging

# Item Code Package Description

1 NDC:0904-0049-20 1in 1 CARTON

1 118 mL in 1 BOTTLE; Type 0: Nota Combination Product

Marketing Information

Marketing Category  Application Number or Monograph Citation

Unapproved drug other

Labeler - Major Pharmaceuticals (191427277)

Revised: 5/2019

Basis of Strength Strength
DEXTROSE 1.87 g in 5 mL
FRUCTOSE 1.87 g in 5mL
PHOSPHORIC ACID 21.5 mg in 5 mL

Strength

Marketing Start Date Marketing End Date
04/15/1994

Marketing Start Date Marketing End Date
04/15/1994

Major Pharmaceuticals
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