GERI-TUSSIN EXPECTORANT- guaifenesin liquid
Atlantic Biologicals Corps

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.

Active ingredient (per teaspoonful = 5mL)
Guaifenesin, USP 100 mg

Purpose

Expectorant

Uses

helps loosen phlegm (mucus) and thin bronchial secretions to make coughs more productive

Warnings
Do notuse if you are hypersensitive to any of the ingredients

Ask a doctor before use if you have
e cough that occurs with too much phlegm (mucus)
e cough that lasts or is chronic such as occurs with smoking, asthma, chronic bronchitis, or
emphysema

Stop use and ask a doctor ifcough lasts more than 7 days, comes back, or is accompanied by fever,
rash, or persistent headache. These could be signs of a serious condition.
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.

Directions
¢ do not take more than 6 doses in any 24-hour period
e do notexceed recommended dose

adults and children 12 years and [2-4 teaspoonfuls every 4
over hours

children under 12 years ask a doctor

Other information

* store at room temperature 15° - 30°C (59° - 86°F)
* protect from freezing

* protect from light

« TAMPER EVIDENT: DO NOT USE THIS PRODUCT IF BREAKAWAY BAND ON CAP IS
BROKEN OR MISSING



Inactive ingredients

citric acid, caramel, FD and C Red 40, flavor, glycerin, menthol, sodium saccharin, sodium benzoate,
sorbitol, water

HOW SUPPLIED

Product: 17856-0793

NDC: 17856-0793-1 15 mL ina CUP, UNIT-DOSE
NDC: 17856-0793-2 10 mL ina CUP, UNIT-DOSE
NDC: 17856-0793-3 5 mL ina CUP, UNIT-DOSE

GERI-TUSSIN EXPECTORANT (GUAIFENESIN) LIQUID
NDC 17856-0793-1



NDC 17856-0793-01
GERI-TUSSIN

(Guaifenesin Syrup)

EXPECTORANT
SUGAR FREE/ ALCOHOL FREE

300mg /J15mL
UNIT DOSE 15 mL Cup
*Compara to the active ngredient of Robltussing
PACKAGING INFORMATION:
Dosage par Cup: 15 mL
Cup(s) per Case: 50

See package insert for Drug Facts

Other information:
Store at rcom temperature 15°- 30°C {59° to B6°F).
Protect from freezing. Protect from light,
KEEP GERI-TUSSIN AND ALL MEDICINES OUT OF
THE REACH OF CHILDREMN

Repackaged by: Unit Dose Solutions, Inc., Morrisville, NC 27560

Distributed by; Atlantic Biologicals Corp.
20101 M.E. 16th Place
Miamil, FL 33179

*Retain box label and package insert for drug information.

Questions or Comments:
Call 1-800-509-7592

LOT NO:
MFG Lot Mo:
Exp. Date:

17856079301

NDC 17856-0793-2



NDC 17856-0793-02

GERI-TUSSIN
[Gualfenesin Syrup)
EXPECTORANT
SUGAR PREE! ALODHOL FREE
200mg f10mL
UNET DOSE 10 =L Eup
e Cgarguere o the el o ek of Bidylrdan &
PACKAGIMG TNFORMATION:

Duridses @i Cupe 10 =L
Cumin] per Cases 73

Tap pachsge ineert for Drisg Facts
DEhar inforsiatioe:
SEeaw at reom bempErabore 15" 30°C (§8° 1o B2TF)
Pretect fram freezing. Pridect fram lghts
KEEP GERE-TUSSTH &R0 &1L MEDICINES. GUT GF
THE BEACH OF CHILOAEN
Digtritated By GFRT-CARE Phasmaneiticals Com.
850 &3rd Stret
Brookiyn, KY 11304
Uit Dows S0iuang, Inc., Morryiie, B 275D
Atartic Rislngicals Torg.
20100 WE, 16N Fleon
Mimmi, FL 33179

Fmpac bl e
Contrliuted by

.ll.-u.- .ln bl grd pankage ibs for deeg inbaralias.

Guastions or Commanis:
Call 1-B00-5040-7592

l LOT NG XX

PAFS Lot Mo KON
Exp. Dates KX/ RN R

TN

17856079303

NDC 17856-0793-03

NDC 17856-0793-03

GERI-TUSSIN
[Guaifenesin Syrup]
EXPECTORANT
SUEAR FRED) ALCOHDL FAEE
100mg fSmL
UHIT DOSE § mL Cup
"Cormpann ko e acivi gradael of ooisaed
FACKAGING TNFORMATION:
Dosage par Cug: 5 mil
Copis) par Caen: 73

Sew package irseet far Brag Facta
Orthir indzrrabian:
aid S Fiain IEEparature 157- 10°C [59° ta DEOF].
Profect fram freesng, Prife Trem Bght,
HOIP GERL-TUSSDH AR GLL MERITIMES DT OF
THE BIACH OF CHILDREN
Diwitriguted by: GERI-CASE Pharmacesticals Corp.

AR GRrd Strest
Braabklan, MY 51304

Arpackager brp:  Urst Dose Scforri, Ing

Dintrituted b Atlanty Blosoghtaly Coep.
3016 ME. 16Eh Fisoe

Biami, FL 1217%

Famigede, HC 37560

MMrlain hew Galed bed pRchE g Frise o drag SVRRIPIEIRIY.

Questions or Comments;
Call 1-B00-50%-F393
LIOT WO N

HFG Lot hor ¥xNEisy
Exp. Dabe: NG00

LW A0

1785&075303

GERI-TUSSIN EXPECTORANT

guaifenesin liquid

Product Information




Product Type HUMAN OTC DRUG Item Code (Source)

Route of Administration ORAL

Active Ingredient/Active Moiety
Ingredient Name
GUAIFENESIN (UNI: 495W7451VQ) (GUAIFENESIN - UNIL:495W7451VQ)

Inactive Ingredients

Ingredient Name
ANHYDRO US CITRIC ACID (UNI: XF417D3PSL)
CARAMEL (UNI: T9D99G2B1R)
FD&C RED NO. 40 (UNI: WZB9127XOA)
GLYCERIN (UNIE: PDC6A3C00X)
MENTHO L, UNSPECIFIED FORM (UNI: L7T10 EIP3A)
SODIUM BENZOATE (UNII: 0J245FE5EU)
SACCHARIN SO DIUM (UNI: SB8ZUX40TY)
SORBITOL (UNIE: 506 T60 A25R)
WATER (UNIE: 059 QFOKOOR)

Product Characteristics

NDC:17856-0793(NDC:57896-793)

Basis of Strength Strength

GUAIFENESIN

Color red Score
Shape Size
Flavor CHERRY Imprint Code
Contains
Packaging
# Item Code Package Description Marketing Start
Date
1 NDC:17856-0793- 15 mL in 1 CUP, UNIT-DOSE; Type 0: Nota Combination 05/02/2018
1 Product
2 NDC:17856-0793- 10 mL in 1 CUP, UNIT-DOSE; Type 0: Nota Combination 05/02/2018
2 Product
3 I;IDC:17856-0793- ;r[;lguicril CUP, UNIT-DOSE; Type 0: Nota Combination 05/02/2018

Marketing Information

Marketing Category Application Number or Monograph Citation

OTC monograph final part341

Labeler - Atlantic Biologicals Corps (047437707)

Establishment

Marketing Start Date
01/01/2000

100 mg in 5 mL

Strength

Marketing End
Date

Marketing End Date



Name Address ID/FEI Business Operations
Atlantic Biologicals Corps 047437707 RELABEL(17856-0793) , REPACK(17856-0793)

Revised: 6/2018 Atlantic Biologicals Corps



	Active ingredient (per teaspoonful = 5mL)
	Purpose
	Uses
	Warnings
	Directions
	Other information
	Inactive ingredients
	HOW SUPPLIED
	GERI-TUSSIN EXPECTORANT (GUAIFENESIN) LIQUID

