SUNMARK FIBER SMOOTH TEXTURE - psyllium husk powder, for suspension
McKesson

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.

Sunmark Fiber Smooth texture Sugar free Orange flavor

Active ingredient (per each rounded teaspoon=5.8 g)

psylliumhusk 3.4 g

Purpose

Bulk-forming laxative

Uses
e effective intreating occasional constipation and restoring regularity

Warnings

Allergy alert: May cause allergic reaction in people sensitive to ingested or inhaled psyllium

Choking: Taking this product without adequate fluid may cause it to swell and block your throat or
esophagus and may cause choking. Do not take this product if you have difficulty in swallowing. If you
experience chest pain, vomiting, or difficulty in swallowing or breathing after taking this product, seek
immediate medical attention.

Ask a doctor before use if you have
¢ abdominal pain, nausea or vomiting
¢ asudden change in bowel habits persisting for 2 weeks

Ask a doctor or pharmacist before use if you are
taking any other drug. Laxatives may affect how other drugs work.
When using this product
¢ do not exceed the maximum recommended daily dosage in a 24-hour period

¢ you may experience changes in bowel habits or minor bloating as your body adjusts to increased
fiber intake

Stop use and ask a doctor if
e constipation lasts more than 7 days
e rectal bleeding occurs

These could be signs of a serious condition.

Keep out of reach of children. In case of overdose, get medical help or contact a Poison Control
Center right away.



Directions

take at the first sign of irregularity up to 3 times a day

put one dose into an empty glass

fill glass with 8oz of water or favorite beverage

stir briskly and drink promptly

if mixture thickens add more water and stir

take this product (child or adult dose) with at least 8 ounces (a full glass) of water or other fluid.

Taking this product without enough liquid may cause choking. See choking warning.

e if you are taking a prescription medicine by mouth, take this product at least 2 hours before or 2
hours after the prescribed medicine.

New Users: Start with 1 dose per day; gradually increase to 3 doses per day as necessary

adults and children 12 years |1 rounded
and over teaspoon

6 to under 12 years 1/2 teaspoon
under 6 years ask a doctor

Other information
e each teaspoon contains: potassium 30 mg and sodium 5 mg
¢ Phenylketonurics: contains phenylalanine 25 mg per teaspoon
e store at (20°-25°C) 68°-77°F

Inactive ingredients

aspartame, citric acid, FD and C yellow 6, maltodextrin, natural and artificial orange flavor, silicon
dioxide.

DO NOT USE IF PRINTED SEAL UNDER CAP IS BROKEN OR MISSING

Fiber Supplement Information

Uses Diets low in saturated fat and cholesterol that include 7 grams of soluble fiber per day from
psyllium seed husk, may reduce the risk of heart disease by lowering cholesterol levels. One ADULT
serving provides 2.4 grams of soluble fiber. Consult a doctor if you are considering use of the
products as part of a cholesterol-lowering program.

Warnings Read entire label, including warnings in Drug Facts
Directions Adults 12 years and older: 1 rounded TEASPOON (tsp) in 8 oz of liquid 3 times daily.

Children under 12 years: Consult a doctor.

NOTICE: Mix this product with at least 8 ounces (a full glass) of liquid. Taking this product without
enough liquid may cause choking. Do not take if you havbe difficulty swallowing. See choking
warning.

PDP
Sunmark
Compare to the active ingredient in Metamucil®

fiber Smooth Texture Sugar Free



Bulk-forming laxative and Dietary fiber supplement
100% Natural Psyllium Seed Husk Fiber

Orange Flavor

Naturally and Artificially Flavored

net wt 10 0z (283 g)

48 teaspoon doses

EN ENTIRE LAREL MZLI EING WAAM S I8 LG FACTS.

DIETARY FIBER SUPPLEMENT

COMPARE TO THE
ACTIVE INGREDIENT 4 NOTE SEPARATE USES »

SmoothTexture!

Drug Facts

Active ingredient
(per gach rounded

feaspoon = 5.8 g)
Peyllum busk 180........ Bolt-ivming ke

Purpose

Uses
melleclive ie (reating eceasional constipation
ind restoring repalariy

Warnings

ARergy alert May causs jllngic reacoon in
peopie sansiive 1o npasted o mtaled pryliom
Chaking: Taking this product withoot adaguale
Tuid mey cavse @ Io swell and bosk your theost o
=nophagis and may cause choking. Do an! ke
tiis prodact H you kave difficety in sealoving,

¥ you experience chest paia, vomifing, or ditficuly

Drug Facts {continued)

Dirsctions

W 1ska a1 28 firs? 5ign of ereguizrly up o
Iimes a day

W pul s duse imo an emply glass

0 il gliss with Box of watr or favseie Bevarage

o elif Wviskly end drink prompdly

Wil mictwe thickens add sare waar end sl

Fiber Supplement lnformation

LISes Diets towin satussted bt and cholestenct
That inchute 7 prams of s kb fiber per iy om
payNiom saed husk, sy redure the risk of Berd
dizeas tiy omaring :ML“II‘I’}”IH‘JE_ {Ine ADLILT
sening provides 2.4 grams of this solubly 1bar,

Conzult & decior # you are cancaaning use of the
Product 5 part o & chekesiemHowerng piogram,

o eke this product (chid or edell ge) with
Teis! 8 ounca {1 full gl ) of vader o cther
fluid. Tekdng Ihis: pooduct withost enough fiquid
MLy Euise choking. See choking maming.

Warnings Raad ensie ke mciuding wamings
n Dvop Frels.

¥ you et taking 3 presscrishion medicine by
medrd, fake Ihis poduct o l2as! @ hous before
of 3 houes Her the prescribed medicna,
o ew Rhsersc Staf wilh 1 dosa per day, grasisly
inerease 1o 3 doses per day 15 nestssary

adulls md chiden | 1 rousder teaspocn
12 e dmd omar

Directions it 12 yoars & ciges:

| reumdd TEASPOON [bep in Bior ! Buid $times cally
Childenn under 1 years: Lontill 2 doc,

NOTICE: Mix this produs| ik al ket B ounces
(2 Tull glaza il lajuid. Taking thie produc! wisout
enough iouid may casse ¢haking, Do rot take  you

2 wasiz

how glhar drags work.

When using thiz product

ncreised fiber miske

mraclal hieading oseis

In swalinwing or hresthing aller Gaking this Yarva dificulty swalowing. Se choking warting,
product, ssak immadiahe madical ettenlian Blounger 12 years | 1/2 tessooan
Ask 3 declor bedare use if yau have under & yaars sk & dostnd
W abdomingl gain, nausea o vamiing Z - SSﬂuppléemltant FBG‘.S i}
B3 sutdea chenge n bowel habis persistng or | Oither information i bR Aot
[ ] u.;mﬂa_::pmn containg: patasam 30 my IR DOt PR ek A
A5k 2 dostor or pharmasist bafors use i you ind sodium 5 mg - Amaun Fer Birva v OV
= o it 3 m Phanyikelanerics: contains phemyialni
ars 12king iy céver drug, Lacatives ey affect py =,E it i Phemislinine Calories 20 N
— | Wk e (0°-25%) AR T Tolad Carb, 59 2%
o rat miceed (e maxkmum recommended Inactive ingrediants esparame, ciic Dhetary Fibar 3 g 124
daily dosage in a #-hour perid B, PG yellow #6, mallodextrin, natura Soluble Fibar 2 g 1
WU ey experience changes in bowel hahity and artficial orange fwor, silicon digwide .
o7 minns bigeing as your oy adhiss b Sugars 09 1
00 WOT USE ;sml'ﬁg inﬂél UNDER CAP I3 Iran 1 mg 4%
Gt use wed ask a dector if KE} Sodium 5 mg <1%
meznslipafion lasts mose than 7 days *This product & ret of disiris ‘Ipr Potssium 3 m <1%
Thasa e be signs of 2 serles sendilion Procter & Garsbly, e dewibnice ol WETAMUCLS. *Prces Didy Yol [V} ave bsecion 3 100
Weep aul of reac af children. I case ol SacoechL I
oveitoss, gsl madical help o eonlars 2 Peisan MEKESSON ke ot it

Comtml Cangar right swiy

i

Anotier Quakty Progust

[Mistrikuted By McKesson

(ine Post Sbraet, Saa Franciszo, A 94104
Maoney Back Guaraniee

Plaase vizit us al www.sunmarktrand. com

LoT:

EXP-

lagredient: Prlum Hast, Mabederin, Cinic
Reid, Metard and hefificial Oranga Flawar, Aspurtame.
FORE Yedow 3, Eificon Diaede.
PEENYLEETOHURICS: CONTAING PHENTLALINIE

psyllium husk powder, for suspension

Product Information
Product Type

Route of Administration

Active Ingredient/Active Moiety

HUMAN OTC DRUG

ORAL

SUNMARK FIBER SMOOTH TEXTURE

Ingredient Name
PSYLLIUM HUSK (UNI: 0SHO53407G) (PSYLLIUM HUSK - UNIL0 SHO53407G)

Item Code (Source)

Basis of Strength
PSYLLIUM HUSK

NDC:49348-090

Strength
34g in58g




Inactive Ingredients
Ingredient Name Strength
ASPARTAME (UNI: Z0H242BBR1)
ANHYDRO US CITRIC ACID (UNII: XF417D3PSL)
FD&C YELLOW NO. 6 (UNI: H77VEI93A8)
MALTODEXTRIN (UNI: 7CVR7L4A2D)
SILICON DIO XIDE (UNIL: ETJ7Z6XBU4)

Product Characteristics

Color brown Score

Shape Size

Flavor ORANGE Imprint Code

Contains

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:49348-090-92 283 g in 1 CANISTER

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part334 12/27/2006

Labeler - mcKesson (177667227)

Revised: 9/2012 McKesson
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