INFANTS GAS RELIEF DYE FREE- simethicone antigas emulsion
THE KROGER CO.

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.

Kroger INFANTSs GAS RELIEF Dye free DROPS

Active ingredient (in each 0.3 mL)

Simethicone 20 mg

Purpose

Antigas

Uses

Relieves the discomfort of infant gas frequently caused by air swallowing or certain
formulas or foods

Warnings

Keep out of reach of children.

Overdose warning: In case of overdose, get medical help or contact a Poison
Control Center right away at 1-800-222-1222. Quick medical attention is
critical even if you do not notice any signs or symptoms.

Directions

 shake well before using

» find right dose on chart below. If possible, use weight to dose; otherwise, use age.

* alldosages may be repeated as needed, after meals and at bedtime or as directed
by a physician.

* do not exceed 12 doses per day.

* Fillenclosed dropper or syringe to recommended dosage level and dispense liquid
slowly into baby’s mouth, toward the inner cheek. Do not use other syringe,
dropper, spoon or dosing device when giving this medicine to your child.

* dosage can also be mixed with 1 0z. cool water, infant formula or other suitable
liquids

* clean dropper well after each use-recap bottle with original cap

* mL = milliliter

Age (yr) Weight (Ib) Dose (mL)
infants under 2 under 24 0.3



children over 2 over 24 0.6

Other information

tamper evident: do not use if printed seal under cap is broken or missing
store at room temperature

do not freeze

see bottom panel for lot number and expiration date

Inactive ingredients

carboxymethylcellulose sodium, citric acid, microcrystalline cellulose, natural flavors,
polysorbate 60, potassium sorbate, purified water, sodium benzoate, sorbitan
monostearate, sorbitol, xanthan gum

Comments or Questions?

855-200-BABY

www.ComfortsForBaby.com

Principal Display Panel

NDC# 30142-171-01

Dye Free Drops

INFANTS’ GAS RELIEF

*compare to the active ingredient of INFANTS’ MYLICON® DROPS
*see the side panel

Dye Free Drops

INFANTS’ GAS RELIEF

SIMETHICONE-ANTIGAS

* Non-Staining formula

» Gently Breaks Down Baby’s Gas Bubbles
* No alcohol

* No Artificial Colors or Flavor

1 Fl. OZ (30ml)
100 DOSES

IMPORTANT: Keep this carton for future reference on full labeling

DISTRIBUTED BY THE KROGER CO.
CINCINNATI, OHIO 45202



*THIS PRODUCT IS NOT MANUFACTURED OR DISTRIBUTED BY INFIRST HEALTHCARE
INC., THE DISTRIBUTOR OF INFANTS’ MYLICON® DROPS. INFIRST HEALTHCARE INC. IS
NOT AFFILIATED WITH THE KROGER CO. OR THIS PRODUCT.

* Dye Free Drops 5
INFANTS’ P \
- e o W SN 6 NN N SN W S S SN S SN S S S S - s o 5 S
= - compare to the active ingredient of
1 | Drug Facts (continued) INFANTS' MYLICON® DROPS
! * I Inactive it H " o "see side panel
i | ive norodont incach 63m— Purpose |1 | cpmmetns sum are. ] o= %%+ - PR
» | Simethioon 20 mY..........ooo i e e AIGES i acid, microcrystalline cellulose, natural 1 5| ,° * " .
flavors, polysorbate 50, potassi N s }
! U'ses Relleves the discomtort of infant gas frequently caused by air| = m&ﬁmwmﬁmhmm S
1 swallowing or certain formulas or foods B benzoaks, sortitin monosisarels,
. S i sorbitol, xanthan gum
1 | Keep out'st reach ot chiren, H
1 | overdose warning: In case of overdose, get medical help or contact || | DISTRIBUTED BY
! a Polson Control Canter right away at 1-800-2221222. Oulck medical || @ THE KROGER CO.
| ttention i srtcal sven f you do notnatioe any sign or symptoms. | CINCINNATI, OHIO R
H e . 45202 y
osmmime v ][ RS INEANTS
ong 3 use 11 = al
l umuﬂ:;ul wsa e, - . www.ComfortsForBaby.com G A s R E LI E F
i "mw'ﬁmﬁm”mmm'w | e B
(]) bctirne or a5 ¥ @ physician, H Ceep this carton for future L
i o not e 12 doses per day, 1 r._‘.lt\sl;el.l.l|:Ll.; 1|-‘|I. {;rl nL!.lI.IL SIMETHICONE - ANTIGAS
3 1 | mtin enchosed dropper or syringeto recommended dosage level and || = - - -
— dispanze liquid slowly into baby's mouth, towsard f1e inner cheek, || I * Non-Staining Formula
Do nol use other syringe, dropper, speon or dosing device when J| * .
(D 1 | v tis metcinet your i 1 | THS PRODUCT 5 NOT MANURACTURED OR Ga:gj::a"’ Hown Bety.s
= % | mdosage can also be mixed with 1 0z cool water, infantformuta || * | DISTRIBUTED BY INFIRST HEALTHCARE BC, s
1 | oromer sutatle liquids o I (' THE DISTRIBUTOR OF INFANTS' WYLICON' * No Alcohol
& | W clean dropper wall after sach usa - recap bottia with original cap I DROPS. INFIRST HEALTHCARE INC. IS NOT + No Avrtificial Colors
| | ®mL =milliter o | AFATEDWITH THEKROGERCO. | or Flavors
i Age (yr) Welght (Ib)  Dose [mL) 1 ORTHIS PRODUCT.
infantsunder? | undar2d | 03 | ||« - i
FY I v e e [ EEHICTIER SHash S (e
-
i Stheri = i
- lmlsu:mmlunlmllulu seal under cap Is broken i i -
oF reiw'ny Actual Size
L] [rt-naw—" : ‘1 1TFLOZ (30 mL) .
1 | o oot feeze I 1
« | M see bottom panel for ot number and expiration date M - 0 4126035596 713 100 DOSES =
Mgt gle e 2
70801-5-COMFC
" .r Lot
no coatin |
I EXP.
area '
Ll -

—
-
—

INFANTS GAS RELIEF DYE FREE

simethicone antigas emulsion

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:30142-171
Route of Administration ORAL




Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength

DIMETHICONE (UNII: 92RU3N3Y10) (DIMETHICONE - UNII:92RU3N3Y10) DIMETHICONE

Inactive Ingredients

Ingredient Name
CARBOXYMETHYLCELLULOSE SODIUM, UNSPECIFIED (UNIl: K6790BS311)
ANHYDROUS CITRIC ACID (UNII: XF417D3PSL)
MICROCRYSTALLINE CELLULOSE (UNIl: OP1R32D61U)
POLYSORBATE 60 (UNIl: CAL22UVI4M)
POTASSIUM SORBATE (UNII: 1VPU26JZZ4)
WATER (UNIl: 059QFOKOOR)
SODIUM BENZOATE (UNII: OJ245FE5EU)
SORBITAN MONOSTEARATE (UNII: NVZ 4I0H58X)
SORBITOL (UNIl: 506T60A25R)
XANTHAN GUM (UNII: TTV12P4NEE)

Product Characteristics

Color WHITE Score
Shape Size
Flavor Imprint Code
Contains
Packaging
# Item Code Package Description Marketing Start
Date
NDC:30142- .
1 171-01 1in 1 CARTON 07/16/2019
1 30 mL in 1 BOTTLE, DROPPER; Type 0: Not a
Combination Product
Marketing Information
Marketing Application Number or Monograph Marketing Start
Category Citation Date
OTC monograph final part332 07/16/2019

Labeler - THE KROGER CO. (006999528)

Revised: 8/2023

20 mg in 0.3 mL

Strength

Marketing End
Date

Marketing End
Date

THE KROGER CO.
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