COLD-EEZE- zinc gluconate lozenge
ProPhase Labs, Inc.

Disclaimer: This homeopathic product has not been evaluated by the Food and Drug Administration for
safety or efficacy. FDA is not aware of scientific evidence to support homeopathy as effective.

Cold-EEZE®
Zinc Gluconate Glycine
COLD REMEDY

Drug Facts

Active ingredient (per lozenge)

Zincum Gluconicum 2x (13.3mg)

Purpose
Cold Remedy

Uses
¢ to reduce the duration of the common cold
¢ reduces the severity of cold symptoms: cough, sore throat, stuffy nose, sneezing, post nasal drip
and/or hoarseness

Warnings

Ask a doctor before use if you
¢ are taking minocycline, doxycycline, tetracycline or are on coumadin therapy,
zinc treatment may inhibit the absorption of these medicines

Stop use and ask your healthcare practitioner if symptoms persist beyond 7 days.

COLD-EEZE® Lozenges are formulated to reduce the duration of common cold symptoms and may be
insufficient treatment for Influenza or Allergies.

Diabetic Warning: sugar replacements may affect blood sugar levels.

If pregnant or breast-feeding, ask a health professional before use.

Keep out of reach of children.

Directions

adults and children 12 years and over

for best results, begin treatment at start of symptoms (within 24-48 hours of onset)
repeat every 2 - 4 hours as needed until all symptoms subside

completely dissolve a COLD-EEZE® lozenge in mouth (do not chew)
recommended daily dosage is 6 lozenges for adults and 4 lozenges for ages 12-17
children under 12 years of age should consult a health professional prior to use

Other information
e avoid minor stomach upset - Do not dissolve COLD-EEZE® lozenges on an empty stomach



® avoid citrus fruits or juices and products containing citric acid 1/2 hour before or after taking
COLD-EEZE® lozenges as they may diminish product effectiveness, otherwise, drink plenty of
fluids

e store ina cool dry place after opening

e gluten-free

e product may produce a laxative effect

Inactive ingredients

Acesulfame-K, glycine, Isomalt, natural flavors. No artificial colors or preservatives.

Questions or Comments:

Call 1-800-505-COLD
(9AM-5PM EST)
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Homeopathic with other natural flavors
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COLD REMEDY
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Cc}ld Remedy
#1 Pharmacisl Recommended
Start Taking Cold-EEZE
Wﬂm’ﬂgs al the Fiist Sign of a Cold and

Ask a doctor before use if you
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Drug Facts d
Active ingredient (per ozenge Pup ‘ E Z[

Uses
* i reduge fhe duration of e commen cold

nn tha saem\l of cald sympioms: cough, sore theoat, shuffy nose, sneszing,
ior hoarseness

Clinical Studies have shown: The Cold-EEZE=®
proprietary formula reduces the duration and
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Diabefic Waming: sugar replacements may affect biood sugar levels.

IF pregnant or brezst-feeding, ask a healh professional before s,

Keep out of reach of children,

Directions

+ adults and children 12 years and over

o besst resubs, begin treafment &t start of symptoms (wihin 24-43 hours of onsst)
* repeat every 2 -4 hours as needed unil a8 symploms subside

* completely dizschve a COLD-EEZE® lzenge in mouth (do not chew)

Other information

+ avoid citnas fruits or juices and products contaning cilric acd 112 hour before or
wmﬂ.&gﬁﬁwxmmﬂmmm Quuestions or Comments:
slenes: Call 1-800-505-COLD

£ inacool afer openi

o (9AM-5PM EST)

Inactive ingredients
Acesufiame-K, ghycine, lsomalt natural flavors. Mo arifical colors or peesenvafives.

" FecOrmenEt daly v B Mweries v LAt 4 Kperges W e £2:1/ Dc-,h Mot Cause Light H-:adedne
ey 1k £y g s ar g o o Does Not Affect Blood Pressure

+ aveie i somach Upset - Do ol cisolve COLD-EEZE® oeenges an zn emply FOR MO RE IN FORMATION
slomach v Colcd EEZE .com
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Shortens your cold, works fast
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Drug Facts
Active ingredient |ped|:|‘mgnj

Zincum Gluconicum 2x (13 3mg)__




Uses

* i reduee fhe duration of the: common cold

* reduces the sevesity of cold symptoms: cough, sore throat, stuffy nose, aneezing,
post nasal drip andor hoarsensss

Warnings
Ask a doctor before use if you

* & teking minocycine, daycycing, tefracycing or are on coumsadin heragy,
Zine ireatment may inhib the absorplion of these medicnes

“Sinp use and ask your heaRhcare practbones 1T sympioms p Tdas

COLD-EEZE® Lozenges are formulsied to reducs Se durstion of common cold
sympiomes and may be insuficent freafment fior Influenza or Allengies.

Diabetic Warning: sugar replacements may afiact blood suger levelz.

I pregnant or breasi-feeding, ssk a health professional before use.
Keepout of reach of children,

Directions

* auts and chibdren 12 years and over

* for best results, begin freaiment at start of symploms fwithin 24-38 hours of onse)
* epeal every 2 - 4 hours as needad uniil & symploms subside

* compledely dissolve s COLD-EEZER lozenge inmouth (da nof chew)

* recommended deily desage is 6 lozenges for adulls and 4 lzenges for ages 12417
+ chiidren under 12 years of age should consul a heath professional prce o e

Other information

* ghvoid minor siomiach upset - Do nat dissohve COLD-EEZES lazenges on an emply
stomach

» grvoid cius fuils or juices and products containing cinc acid 172 hour before ar
afier faking COLD-EEZE® lorenges &5 they may dminish product effectivensss,
afheraizz, drink plenty of fluids

* slore in 3 cool dry place after opening

* gluten-ree

* peodiuck may produce & laxative efiect

Cold Remedy
o | F’h'nmam tF‘euommpndecl

S|gn of a Cold and
Get Well Soonetr!

Does N 5
Does Not Cause Ighi Heade:
Does Mot Affect Blood Pressur

FOR MORE INFORMATIOM
www ColddEEZE com
Questions or Comments:
Gall 1-800-505-COLD
{9AM-2PM EST)
istributed by:

Inactive ingredients
Aoesufame ¥, giycing, lsomalt, nafural flavors. Ko arificial colors o presenvaiives.

wn, PA 18901
Il

0 expiration date
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Homeopathic

Drug Facts

Active ingredient

Zincum Gioconicum 2 (13 3mg|

Uses

* i reduce the duration of te camman cold

» reduces the severity of cold sympiams: cough, sore thrat, shiffy nose, sneszing,
post nasal drip andior hoamsaness

Warnings

Ask a doctor before use if you

= are talting mnocycine, dowycycine, tefracycing or are an coumadin therapy,
znc freatment iy inhibit e ebecmpbion of thes: medicnes

Stop use and ask your healthcare pracitioner § symploms persist beyond 7 days.

COLD-EEZER | omenges are formulated fo reduce The duration of common coid
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Cold Remedy
#1 Pharmacist Recommended
Start Taking Cold-EEZE
at the Firsl Sign of a Cold and
Getl Well Soconer!

Clinical Studies have shown: The Cold-EEZE®
ooriota 2 radurec the duration o




sympioms and may be insuffcient treatment for Infuenza or Allergies.
Diabetic Waming: sugar replacements may afict bivod sugar levels.

* adults and chidren 12 years snd over

= for hest results, bagin reatment &t start of sympboms {wihin 2445 hours of onsst)
* repeat every 2 -4 hours as needed unl 8 symploms subside

* completely dizsohve a COLD-BETE® lozenge in mouth {do nod chew)

= recommended daly dosage is € lozenges for aduliz and 4 lozenges for ages 12417
= children under 12 years of 2ge shoukd cansult 3 health professional priar o use

Other information

= avoid ciinus fruis or juices and producis containing citric acid 12 hour befors or

R, o gty f e - | Call 1-800-505-COLD
ik (9AM-5PM EST)

Inactive ingredients
Acesufame-K, gfycine, lzomatl natural favore. Moarificial colors or peeservaives.

IF pregriant or breast feeding, ach a heah professicnal before Use. A gg

out of reach of children, : 3
Ke?p - nd Clinic and Dartmouth
Directions ed in peer reviewed journals.

» aveid i somach upset - D ot dsscive COLD-EEZE® lozenges on an emply FOR MORE INFORMATION
shomach ww Cold EEZE com

after taking COLD-EE7F@ lazenges as they may diminish productefleciveness, IOV iTol il o] M@0 44y [Sl1 |8

w This product has no expiration date
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Drug Facts
Active ingredient o
Zincum Gluconicum 2x | ey mmm@&m
t;s:u - Colcl Remedy
ace: fhe: duration common el 5= Anclae
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Ciimcal Studies hawe sho '.m The C'\Id EEZE®
COLD-EEZES Lovenges are fomulated o reduce e duration of comemen cold a ;|




ymiptome and may be i 3 for Influenza or Allergies.
Diabefic Warning: 2uar replacaments may afist hood sugar levels.

If pregnant ar breasd-feeding, ask a health professional before 1se.
Keep out of reach of children.

Directions

* auts and chidren 12 years and over -
» fo st resits, begin eiment ot strt o symptoms fitin 24-48 baurs of onset) RIS 0=
*repeat every 2- 4 hours 25 needed unkl al symploms subside me

* compledzly dissalve & COLD-EEZER lozenge in mouth (do not chew)
* recommendzd daify dosage is 6 lozenges for adults and 4 lozenges forages 12-17

Other information
» gwoid citrus fnuils or juices and products contizsining cinic scid 172 hour befors o

S ATy H (9AM-5PM EST)

Inactive ingredients
Acesufame ¥, giveing, lsomalt, nafurel fiavors. No arfificial colors or presenvaives.

10429-040-04

» childrens under 12 years of age should consult a heath professional prioe o 1=e 0 ffect Blood Pressure

hlicime RPN OR [IORE INFORMATION
siomach www ColdEEZE com

after taking COLD-EEZE® lorenges a2 they may dninizh product effectvenees, Questions or Comments:
alherwise, diink penty of ks call 1-800-505-COLD

faciured an!d Distributed by:
nc.
oylestown, PA 18901

\ =™ This product has no expiration date
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Lozenges
) 9 Pomegranate Flavor
Homeopathic with other natural flavors
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Zinc Gluconata Glyeina
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Drug Facts
Active ingredient gpemmge.l E Zt
Zincum Gluconicum 2x{ 13.3mg| i e SN

Use)s N B Cold Remedy
* o reduce durafion COmmon ¢ .""
s ety o i s oy s, iR F’h"nnﬂcjst Recommencled
et et Start Taking Cold-EEZE




VYAITIIgS
Ask a doctor before use if you

* are taking minocycine, doxyoycling, tefracyoling or are on countadin iherapy,
2 freatment mey inhib#t e sbegeplion of these medicnes
Stop use and sk your healfcare pracioner § Sympioms perssl beyond 7 gays.

COLD-EEZEE Lozenges are formulated fo reduce ihe durstion of common cold
sympioms and may be insuffcient treatment for Influenza or Allerges.

Diiabefic Waming: sugar replacements may afiect biood suger levels.

IF pregnant or brezst-feeding, ask a healh professional before use.
Keep out of reach of children,

Directions
* adults and chidren 12 years and over

+ far beest resutis, begin Feafment af start of symphoms {(within 2445 hours of onsat)
* repeat every 2 -4 hours as needed undl all symploms subside *

* completely dissotve 3 COLD-EEZE@ lazenge in moulh (do rof chera) Does Mot Caus
* regommended daly dosage is £ lorenges for aduls and 4 Ineenges for ages 12-17 Does Not Cs

* chikdren under 12 years of age should consuft 8 heafth professional prior o use Does Not Aff

Other information

+ avoid citnas fults or juices and producss condaining ciinic acd 12 hour befors or

Inactive ingredients
Acesutiame-K, givcing, Isomal ratural fiavors. No anificial colors or presenaives.

10414-010-05
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iR e X A COD EEZERN RS ol FOR MORE INFORMATION
il vy Colcd EEZE .com

after iaking COLD-EEZER lorenges as they may diminish product effeciveness, Questions or Comments:

i ok ey oA Call 1-800-505-COLD

+sioee in & cool dry place afier opaning z il

e (9AM-5PM EST)

* prochct sy produce & elive efiect : Manufactured and Distributed by
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Drug Facts
Active ingredient (perio E
Zincum Gluconicun 2 (13.3mg)... zam: a
%s:ﬂs e duration of the ol COM Bl o
LICE common fl
s e sty of i sympns: cough s,y s, #1 Pharmacist Recommencded

post nasel dp ndr hoarsencss Start Tiaking Cold-EEZE

Warnings = i
T i at the First Sign of a Cold anc
» g2 tking minocycine, doxyeyding, teiracycing or are on coumadin ferapy, a1 V]| e IRTETE
zine freaiment may inhix the absorplion of these medicnes G{‘l \'J{‘” SUU”LI c

WS and aak your =3 SRS T gy

S i —.—————— . Cinical Studies have shown: The Cold-EEZE®
COLD-EE7E8 Lozenges are fomulated ioredues e dursiion of comon cold proprietary formula reduces the duration and
Rl L SN e ity of colds by nearly half, 3 to 4 days.

The independent double blind placebo
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Keep out of reach of children.

Directions

» aidultz and children 12 years and over

+fuor beat results, beain restment & stert of symploms faithin 24-48 hours of onsef)
* repeat svery 2 - 4 hours as needed undl all symplonts subsids

» compiciely dissalve & COLD-EEZES lozenge in mouth (do not chew)

* recommended daily dosage is 6 lozenges for aduils and 4 lozenges for ages 1217
* children under 12 years of age shouid consult a heath professional pror fo ise

Other information

» gvoid minor slomach upset - Do nof dissoive COLD-EEZES lozenges on an emply
siomach

» gvoid citrus fruils o juices and products containing ciric scid 177 hour befors or
afier faking COLD-EEZER ozenges as they may diminish product effectivensss,
aiherwise, drink plenty of fluids

*giore ina coal dry place after opening

* gluter-free

* prodiuct may produce & laxative eSact

Inactive ingredients
Acasufame¥, giycing, Isomalt, natural favors. No arfificial colors or presanalives.

10430-040-04

Does Not Cause Drows
Does Not Cause Light He ness
Does Not Affect Blood Pressure

FOR MORE INFORMATIOMN

www.ColdEEZE. com

Questions or Comments:
Call 1-800-505-COLD
(9AM-5PM EST)

* This product has no expiration date

COLD-EEZE

zinc gluconate lozenge

Product Information
Product Type HUMAN OTC DRUG

Route of Administration ORAL

Active Ingredient/Active Moiety
Ingredient Name
Zinc Gluconate (UNI: U6WSN5SQ1Z) (Zinc - UNI:J41CSQ7QDS)

Inactive Ingredients
Ingredient Name
Acesulfame Potassium (UNIL: 230V73Q5G9)
Glycine (UNI: TE7660X01C)
Isomalt (UNI: S8 70P5502W)

Product Characteristics

Color WHITE (Semi-Translucent)
Shape OVAL

Flavor CHERRY (Sugar Free Wild Cherry)
Contains

Packaging

# Item Code Package Description

Item Code (Source)

Basis of Strength

Zinc Gluconate

Score
Size
Imprint Code

Marketing Start Date

NDC:61941-0081

2 [hp_X]

Strength

no score
23mm

P

Marketing End Date

Strength



NDC:61941-0081-1
NDC:61941-0081-8
NDC:61941-0081-2
NDC:61941-0081-8
NDC:61941-0081-3
NDC:61941-0081-8

24 in 1 CASE

18 in 1 PACKAGE
48 in 1 CASE

18 in 1 PACKAGE
144 in 1 CASE

18 in 1 PACKAGE

W W N N = =

Marketing Information

Marketing Category
UNAPPROVED HOMEO PATHIC

COLD-EEZE

zinc gluconate lozenge

Product Information

Product Type HUMAN OTC DRUG

Route of Administration ORAL

Active Ingredient/Active Moiety
Ingredient Name
Zinc Gluconate (UNI: U6 WSN5SQ1Z) (Zinc - UNI:J41CSQ7QDS)

Inactive Ingredients
Ingredient Name
Acesulfame Potassium (UNIL: 230V73Q5G9)
Glycine (UNI: TE7660X01C)
Isomalt (UNI: S8 70 P5502W)

Product Characteristics

Color WHITE (Semi-Translucent)

Shape OVAL

Flavor CHERRY (Sugar Free Wild Cherry)
Contains

Packaging

# Item Code Package Description

1 NDC:61941-0082-4 24 in 1 PACKAGE

Marketing Information

Application Number or Monograph Citation Marketing Start Date Marketing End Date

02/01/2005

Item Code (Source) NDC:61941-0082

Basis of Strength Strength
Zinc Gluconate 2 [hp_X]
Strength
Score no score
Size 23mm
Imprint Code P

Marketing Start Date Marketing End Date



Marketing Category
UNAPPRO VED HOMEOPATHIC

COLD-EEZE

zinc gluconate lozenge

Product Information

Product Type HUMAN OTC DRUG

Route of Administration ORAL

Active Ingredient/Active Moiety
Ingredient Name
Zinc Gluconate (UNI: U6WSN5SQ1Z) (Zinc - UNI:J41CSQ7QDS)

Inactive Ingredients
Ingredient Name
Acesulfame Potassium (UNIL: 230V73Q5G9)
Glycine (UNI: TE7660X01C)
Isomalt (UNI: S8 70P5502W)

Product Characteristics

Color WHITE (Semi-Translucent)

Shape OVAL

Flavor HONEY (Sugar Free Honey Lemon)
Contains

Packaging

# Item Code Package Description
1 NDC:61941-0091-1 24 in 1 CASE

1 NDC:61941-0091-8 18 in 1 PACKAGE

2 NDC:61941-0091-2 48 in 1 CASE

2 NDC:61941-0091-8 18 in 1 PACKAGE

3 NDC:61941-0091-3 144 in 1 CASE

3 NDC:61941-0091-8 18 in 1 PACKAGE

Marketing Information

Marketing Category
UNAPPRO VED HOMEOPATHIC

Marketing Start Date

Application Number or Monograph Citation Marketing Start Date Marketing End Date

02/01/2005

Item Code (Source) NDC:61941-0091

Basis of Strength Strength
Zinc Gluconate 2 [hp_X]
Strength
Score no score
Size 23mm
Imprint Code p

Marketing End Date

Application Number or Monograph Citation Marketing Start Date Marketing End Date

02/01/2005



COLD-EEZE

zinc gluconate lozenge

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:61941-0092

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
Zinc Gluconate (UNI: U6WSN5SQ1Z) (Zinc - UNIL:J41CSQ7QDS) Zinc Gluconate 2 [hp_X]
Inactive Ingredients
Ingredient Name Strength

Acesulfame Potassium (UNIL: 230V73Q5G9)
Glycine (UNI: TE7660X01C)
Isomalt (UNI: S8 70P5502W)

Product Characteristics

Color WHITE (Semi-Translucent) Score no score
Shape OVAL Size 23mm
Flavor HONEY (Sugar Free Honey Lemon) Imprint Code P

Contains

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:61941-0092-4 24 in 1 PACKAGE

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
UNAPPRO VED HOMEOPATHIC 02/01/2005
COLD-EEZE

zinc gluconate lozenge

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:61941-0101

Route of Administration ORAL



Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
Zinc Gluconate (UNI: U6WSN5SQ1Z) (Zinc - UNI:J41CSQ7QDS) Zinc Gluconate 2 [hp_X]
Inactive Ingredients
Ingredient Name Strength

Acesulfame Potassium (UNI: 230V73Q5G9)
Glycine (UNI: TE7660X01C)
Isomalt (UNIL: S870P5502W)

Product Characteristics

Color WHITE (Semi-Translucent) Score no score
Shape OVAL Size 23mm
Flavor POMEGRANATE (Sugar Free Pomegranate) Imprint Code P
Contains

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:61941-0101-1 24 in 1 CASE

1 NDC:61941-0101-8 18 in 1 PACKAGE

2 NDC:61941-0101-2 48 in 1 CASE

2 NDC:61941-0101-8 18 in 1 PACKAGE

3 NDC:61941-0101-3 144 in 1 CASE

3 NDC:61941-0101-8 18 in 1 PACKAGE

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
UNAPPROVED HOMEO PATHIC 02/01/2005
COLD-EEZE

zinc gluconate lozenge

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:61941-0102

Route of Administration ORAL

Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
Zinc Gluconate (UNI: U6WSN5SQ1Z) (Zinc - UNIL:J41CSQ7QDS) Zinc Gluconate 2 [hp_X]



Inactive Ingredients
Ingredient Name Strength
Acesulfame Potassium (UNIL: 230V73Q5G9)
Glycine (UNI: TE7660X0O1C)
Isomalt (UNI: S8 70P5502W)

Product Characteristics

Color WHITE (Semi-Translucent) Score no score
Shape OVAL Size 23mm
Flavor POMEGRANATE (Sugar Free Pomegranate) Imprint Code P
Contains

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:61941-0102-4 24 in 1 PACKAGE

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
UNAPPRO VED HOMEOPATHIC 02/01/2005

Labeler - prophase Labs, Inc. (620557298)

Establishment

Name Address ID/FEI Business Operations
ProPhase Labs, Inc. 620557298 LABEL, ANALYSIS
Establishment

Name Address ID/FEI Business Operations
Pharmaloz Manufacturing, Inc. 067101998 MANUFACTURE, ANALYSIS, PACK, REPACK

Revised: 3/2011 ProPhase Labs, Inc.
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	Keep out of reach of children.

	Directions
	Other information
	Inactive ingredients
	Questions or Comments:
	PRINCIPAL DISPLAY PANEL - 18 Lozenge Wild Cherry Carton
	PRINCIPAL DISPLAY PANEL - 24 Lozenge Wild Cherry Carton
	PRINCIPAL DISPLAY PANEL - 18 Lozenge Honey Lemon Carton
	PRINCIPAL DISPLAY PANEL - 24 Lozenge Honey Lemon Carton
	PRINCIPAL DISPLAY PANEL - 18 Lozenge Pomegranate Carton
	PRINCIPAL DISPLAY PANEL - 24 Lozenge Pomegranate Carton

