LUDENS BERRY ASSORTMENT THROAT DROPS- pectin lozenge
LUDENS WILD CHERRY THROAT DROPS- pectin lozenge

LUDENS STRAWBERRY BANANA THROAT DROPS- pectin lozenge
LUDENS GREEN APPLE THROAT DROPS- pectin lozenge

LUDENS BLUE RASPBERRY THROAT DROPS- pectin lozenge
LUDENS WATERMELON THROAT DROPS- pectin lozenge
Prestige Brands Holdings, Inc.

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.

Ludens Pectin Throat Lozenges

Luden’s Blue Raspberry Throat Drops
Drug Facts

Active ingredient (in each drop)

Pectin 2.8 mg

Purpose

Oral demulcent

Uses

For temporary relief of minor discomfort and protection of irritated areas in
sore mouth and sore throat.

Warnings

Sore throat warning: if sore throat is severe, persists for more than 2 days, is
accompanied or followed by fever, headache, rash, swelling, hausea or vomiting, consult
a doctor promptly. These may be serious.

Stop use and ask a doctor if
= sore mouth does not improve in 7 days
= jrritation, pain or redness persists or worsens.

Keep out of reach of children
Directions

= Adults and children 3 years of age and older: allow one drop to dissolve slowly
in mouth.



= may be repeated as needed or as directed by a doctor.
= children under 3 years of age: ask a doctor

Other information
» store at 202-252C (682-77°F) in a dry place

Questions?
1-866-583-3677 Ludens.com

Inactive ingredients

ascorbic acid, citric acid, corn syrup, FD&C blue no. 1, flavors, malic acid, sodium
acetate, sodium chloride, soybean olil, sucrose, water

Luden’s Blue Raspberry Throat Drops
Drug Facts

Active ingredient (in each drop)
Pectin 1.7 mg

Purpose

Oral demulcent

Uses

For temporary relief of minor discomfort and protection of irritated areas in
sore mouth and sore throat.

Warnings

Sore throat warning: if sore throat is severe, persists for more than 2 days, is
accompanied or followed by fever, headache, rash, swelling, nausea or vomiting, consult
a doctor promptly. These may be serious.

Stop use and ask a doctor if
= sore mouth does not improve in 7 days
= jrritation, pain or redness persists or worsens.

Keep out of reach of children

Directions
= Adults and children 3 years of age and older: allow one drop to dissolve slowly



in mouth.
= may be repeated as needed or as directed by a doctor.
= children under 3 years of age: ask a doctor

Other information
» store at 202-252C (682-77°F) in a dry place

Questions?
1-866-583-3677 Ludens.com

Inactive ingredients

ascorbic acid, citric acid, corn syrup, FD&C blue no. 1, flavors, malic acid, sodium
acetate, sodium chloride, soybean olil, sucrose, water

Luden’s Watermelon Throat Drops

Drug Facts

Active ingredient (in each drop)
Pectin 2.8 mg

Purpose

Oral demulcent

Uses

For temporary relief of minor discomfort and protection of irritated areas in
sore mouth and sore throat.

Warnings

Sore throat warning: if sore throat is severe, persists for more than 2 days, is
accompanied or followed by fever, headache, rash, swelling, nausea or vomiting, consult
a doctor promptly. These may be serious.

Stop use and ask a doctor if
= sore mouth does not improve in 7 days
= jrritation, pain or redness persists or worsens.

Keep out of reach of children

Directions



= Adults and children 3 years of age and older: allow one drop to dissolve slowly
in mouth.

= may be repeated as needed or as directed by a doctor.
= children under 3 years of age: ask a doctor

Other information
» store at 202-252C (682-77°F) in a dry place

Questions?
1-866-583-3677 Ludens.com

Inactive ingredients

ascorbic acid, citric acid, corn syrup, FD&C red no. 40, flavors, malic acid, sodium
acetate, sodium chloride, soybean oil, sucrose, water

Luden’s Watermelon Throat Drops
Drug Facts

Active ingredient (in each drop)

Pectin 1.7 mg

Purpose

Oral demulcent

Uses

For temporary relief of minor discomfort and protection of irritated areas in
sore mouth and sore throat.

Warnings

Sore throat warning: if sore throat is severe, persists for more than 2 days, is
accompanied or followed by fever, headache, rash, swelling, nausea or vomiting, consult
a doctor promptly. These may be serious.

Stop use and ask a doctor if
= sore mouth does not improve in 7 days
= jrritation, pain or redness persists or worsens.

Keep out of reach of children



Directions

= Adults and children 3 years of age and older: allow one drop to dissolve slowly
in mouth.

= may be repeated as needed or as directed by a doctor.
= children under 3 years of age: ask a doctor

Other information
= store at 202-259C (6829-772F) in a dry place

Questions?
1-866-583-3677 Ludens.com

Inactive ingredients

ascorbic acid, citric acid, corn syrup, FD&C red no. 40, flavors, malic acid, sodium
acetate, sodium chloride, soybean oil, sucrose, water

Luden’s Wild Berry Throat Drops
Drug Facts

Active ingredient (in each drop)
Pectin 2.8 mg

Purpose

Oral demulcent

Uses

= for temporary relief of minor discomfort and protection of irritated areas in sore
mouth and sore throat.

Warnings

Sore throat warning: if sore throat is severe, persists for more than 2 days, is
accompanied or followed by fever, headache, rash, swelling, nausea or vomiting, consult
a doctor promptly. These may be serious.

Stop use and ask a doctor if
= sore mouth does not improve in 7 days
= jrritation, pain or redness persists or worsens.

Keep out of reach of children



Directions

= Adults and children 3 years of age and older: allow one drop to dissolve slowly
in mouth.

= may be repeated as needed or as directed by a doctor.
= children under 3 years of age: ask a doctor

Other information
» store at 682-779F (202-252C) in a dry place

Questions?
1-866-583-3677 Ludens.com

Inactive ingredients

ascorbic acid, citric acid, corn syrup, FD&C blue 1, FD&C blue 2, FD&C red 40, flavors,
malic acid, sodium acetate, sodium chloride, soybean oil, and sucrose.

Luden’s Wild Cherry Throat Drops
Drug Facts

Active ingredient (in each drop)
Pectin 1.7 mg

Purpose

Oral demulcent

Uses

= for temporary relief of minor discomfort and protection of irritated areas in sore
mouth and sore throat.

Warnings

Sore throat warning: if sore throat is severe, persists for more than 2 days, is
accompanied or followed by fever, headache, rash, swelling, nausea or vomiting, consult
a doctor promptly. These may be serious.

Stop use and ask a doctor if
= sore mouth does not improve in 7 days
= jrritation, pain or redness persists or worsens

Keep out of reach of children.



Directions
= adults and children 3 years of age and older: allow one drop to dissolve slowly
in mouth.

= may be repeated as needed or as directed by a doctor
= children under 3 years of age: ask a doctor

Other information
» store at 20-252C (682-779F) in a dry place
= do not use if clear outer wrap is opened or missing.

Inactive ingredients

Ascorbic Acid, Citric Acid, Corn Syrup, FD&C Blue No. 2, FD&C Red No. 40, Flavors, Malic
Acid, Sodium Acetate, Sodium Chloride, Soybean Oil used as a processing aid, Sucrose,
W ater

Questions or comments?
call 1-866-583-3677

Luden’s Wild Cherry Throat Drops
Drug Facts

Active ingredient (in each drop)

Pectin 2.8 mg

Purpose

Oral demulcent

Uses
= for temporary relief of minor discomfort and protection of irritated areas in sore
mouth and sore throat

Warnings

Sore throat warning: if sore throat is severe, persists for more than 2 days, is
accompanied or followed by fever, headache, rash, swelling, nausea or vomiting, consult
a doctor promptly. These may be serious.

Stop use and ask a doctor if
= sore mouth does not improve in 7 days
= jrritation, pain or redness persists or worsens



Keep out of reach of children.

Directions

= adults and children 3 years of age and older: allow one drop to dissolve slowly
in mouth.

®» may be repeated as needed or as directed by a doctor.
s children under 3 years of age: ask a doctor

Other information
» store at 20-252C (68-779F) in a dry place

Inactive ingredients

ascorbic acid, citric acid, corn syrup, FD&C blue no. 2, FD&C red no. 40, flavors, malic
acid, sodium acetate, sodium chloride, soybean oil (processing aid), sucrose, water

Questions or comments?
call 1-866-583-3677

Luden's Strawberry Banana Throat Drops
Drug Facts

Active ingredient (in each drop)

Pectin 1.7 mg

Purpose

Oral demulcent

Uses

For temporary relief of minor discomfort and protection of irritated areas in sore mouth
and sore throat.

Warnings

Sore throat warning: if sore throat is severe, persists for more than 2 days, is
accompanied or followed by fever, headache, rash, swelling, nausea or vomiting, consult
a doctor promptly. These may be serious.

Stop use and ask a doctor if

* sore mouth does not improve in 7 days



* irritation, pain or redness persists or worsens

Keep out of reach of children

Directions

 adults and children 3 years of age and older: allow one drop to dissolve slowly in
mouth

* may be repeated as needed or as directed by a doctor

* children under 3 years of age: ask a doctor

Other information
» store at 202-25°C (682-779F) in a dry place

* do not use if clear outer wrap is opened or missing

Inactive ingredients

citric acid, corn syrup, FD&C blue no. 2, FD&C red no. 40, FD&C yellow no. 6, flavors,
malic acid, sodium acetate, sodium chloride, soybean oil, sucrose, water

Questions?

1-866-583-3677 Ludens.com

Luden's Strawberry Banana Throat Drops
Drug Facts

Active ingredient (in each drop)

Pectin 2.8 mg

Purpose

Oral demulcent

Uses

For temporary relief of minor discomfort and protection of irritated areas in sore mouth
and sore throat.

Warnings

Sore throat warning: if sore throat is severe, persists for more than 2 days, is
accompanied or followed by fever, headache, rash, swelling, nausea or vomiting, consult



a doctor promptly. These may be serious.

Stop use and ask a doctor if
* sore mouth does not improve in 7 days

* irritation, pain or redness persists or worsens

Keep out of reach of children

Directions

 adults and children 3 years of age and older: allow one drop to dissolve slowly in
mouth

* may be repeated as needed or as directed by a doctor

* children under 3 years of age: ask a doctor

Other information
*» store at 202-25°C (682-779F) in a dry place

* do not use if clear outer wrap is opened or missing

Inactive ingredients

citric acid, corn syrup, FD&C blue no. 2, FD&C red no. 40, FD&C yellow no. 6, flavors,
malic acid, sodium acetate, sodium chloride, soybean oil, sucrose, water

Questions?

1-866-583-3677 Ludens.com

Luden's Green Apple Throat Drops
Drug Facts

Active ingredient (in each drop)

Pectin 2.8 mg

Purpose

Oral demulcent

Uses

For temporary relief of minor discomfort and protection of irritated areas in sore mouth
and sore throat.



Warnings

Sore throat warning: if sore throat is severe, persists for more than 2 days, is
accompanied or followed by fever, headache, rash, swelling, nausea or vomiting, consult
a doctor promptly. These may be serious.

Stop use and ask a doctor if
* sore mouth does not improve in 7 days

* irritation, pain or redness persists or worsens

Keep out of reach of children

Directions

» adults and children 3 years of age and older: allow one drop to dissolve slowly in
mouth

* may be repeated as needed or as directed by a doctor

* children under 3 years of age: ask a doctor

Other information
* store at 202-25°C (682-779F) in a dry place
e contains FD&C Yellow No. 5 (tartrazine)as a color additive

Inactive ingredients

citric acid, corn syrup, FD&C Blue No. 1, FD&C Yellow No. 5, flavor, malic acid, sodium
acetate, sodium choride, sucrose, water

Questions?
1-866-583-3677 Ludens.com
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Soothes Your Throat
Tastes Great!

25 Throat Drops
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Pectin Lozenge/Oral Demulcent

Blue Raspberry
20 Throat Drops



Soothes Your Throat

Throat Drops

%
3
&
=
g
g
=
E
g
g
A

Lls8s Formmporary relief of minor Sscesfort and
protection o ariabed dnads |n sere misth end o thioat

Warnings

Sarn throat warsdey: [f 5508 thrna? & severs. porsists for
mare than 2 gays, & sccampanied ar folirwed by fever,
headache, rash, yweding, sausad or vemitiag, consulty
doctor promgily These may be seriges.

$iop wee and avk s docior it
mgans mouth dees nat imprave ia 7 days
W iTiaTlOn, pain of nbdnis DRSS oF Warssn

Keep oul od resth of children

Directions

ity and ehildren J pears o g s alder alow ong
feap 1o dssahve slowly @ mouth

mmay ba repaited &2 needed o1 a5 dimcisd by a dactar

mchildran undar 3 years ofage: kg Soctar

Other information
wateenat H0-25°C (EETT°F) ina dry place
w 04 not u5e if cisdr eoter wiep & spened 1 mssing

Inactive ESCONC i, Citric acid, com
gyrup, FOAC bloane. 1, figwars, madc acid, sodium acetas
sofum chioride, Soydaan oil Sacross wirt

Quesiions? +-8546-583-2677 Letess.com

B Hhmwm_.ﬁumm u7 5

Principal Display Panel

Luden’s

Pectin Lozenge/Oral Demulcent

Watermelon

25 Throat Drops




j\.—-’ -

25 Throat Drops

we3TuapNy L19E-E9G-099-1 JSUO[SEN]

JB)EM ‘BR0.INE

10 vERgADS ‘FPUOIE WRIPOS TIEIE WNIPOS ‘iR

W "SIOARY ‘D "OU pau 9% 04 ‘dnuds woa ‘ploe
U “plo ajgicase sjuajpalliu)

(=]
o e gou)d fup e wi (4,/0-.89) 0.52-0Z 1P UIS W
I
—— O Sy
_I"m%J Joj30p e ¥sE ale jo sieak ¢ JpUR URIP| I3 W
mww.md’“:ﬂ'ﬁ _I"ﬂII © AQ pajoeI|p 58 J0 paped upm:ﬁ-
Y S ynoaw uj Apmops as - 0] doJp BUD MOjE
1ES0H AN “umoyhumy ==u J-HIIIILIIMP::{MIII;II“I




suopasiig

UBIPJIY O YRR 0 N0 daay

SUDSI0M 10 51515I3d sS3Upal 40 uped “vopey L) m
SARP 2 U] BADLOWY 10U SBOP LINOW A0S W
I} JUII0P @ HEE PUT 830 d0j§

“§N04185 8
Aew sag) Apdwoaid jojoop & ynsuaa ‘Bupnuos o
gagneu “Duijams ‘yYsel ‘ayIepeoy Jens) Ag pamoy
o Wpogae 51 ‘SARp Z URY} BIDW 30} 515

‘BOSADE 81 1R04Y) BUOS | : Bujuaem jeoay) 105
UO SN 21| JO sfujuiey

“3u] BRINPaLS YIELNER
A prnQIsIO KLODS

1483

WO SUIPA] MMM :3JISGIM N0 JISIA R A R T

HOjOIEP puI 0 jBnes AIRIODILE 10) SESM

Principal Display Panel

Luden’s

Pectin Lozenge/Oral Demulcent
Watermelon

20 Throat Drops



Soothes Your Throat

20

Throat Drops

k- )

-
o
[

o
L]
2
=

=
=
]
L=

-

f—
=
3

-
w
o

-_—
-
[=]
=]

wn

f

Drug Facls
h&isﬁ-&i?ii Purpase

Pactin 17 mg ... ssssennnsns TR EIGCEDE

Usas Farvamporary reliel of =inar dscemton and
prefecties of riabéd anses insoed mouth and soes theaat.

Warnings

Sors Braal warsing: ' 3are (nreat i saver, parsits f
more fRan 2 days, & accompaniad or fallowed by fever,
hadache, rah, Sealing. naLSAN & womiing, Consul a
doctar gromply. Thesa may beserous

Etog use and azk o docter i
S0 maulh doas nol imgrovein T days
m irrikatian, gain or nadness parsists ar warsens

Kaap aut ol rasch of children

Dirgclions

W dulte dad chilgren ] peark of bge and alder aliow one
drep t dssaheslowly i mouth

Ty bl rispidtilad b Pt & 8 Greciag by a Sector

mehiidnan madar 3 years o age: 25k doctar

Other information
maloneat 20°-25°C [BE-TT°F) ina ary placa
o Do mat e O Cigar pster witap B openad or missing

Inactive ingredienls sscerbicacid, ciricacid com
#yre, FORC rod no. 40, tlavars, make acid, so0im scatals,
sadium chigrits, soybaan of, sucrsa, waer

Queslons? +-486-883-3877 Ludens.com

8 _Hhmwm _Hmmh.= 4

Principal Display Panel

Luden’s

Pectin Lozenge/Oral Demulcent

Watermelon

90 Throat Drops



Principal Display Panel

Luden’s

Pectin Lozenge/Oral Demulcent
Wild Berry

30 Drops




4 tear here + resealable bag

&

W l LAI;)';( ltcd[éI E()B RY

GREAT TASTING THROAT DROPS
Soothes Everyday Throat Irritation

Pectin Lozenge/Oral Demulcent
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GREAT TASTING THROAT DROPS
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Pectin Lozenge/Oral Demulcent
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Drug Facls
Active ingredien! is each drop) Purpose

Factin 1.7 mg (Oral dsmudcant

Uses Foriemporary relief of minor dissomion ang
peotection of irritated arsas in sors mouth and sara thioal.
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miore than 2 days, Is sccompanied or followed by fever,
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doctor prompdly. These may ba serious.,

Stop use and ask a docter il
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Directions
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Other information
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sodium acetate, sodium chloride, soybesn od, sucross, water
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Soothes Your Throat, Tastes Great!
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'Soothes Your Throat

Pectin lozenge / Oral Demulicent

Luden’s Strawberry-Banana
20 Throat drops

Principal Display Panel



Principal Display Panel

Luden’s Strawberry-Banana
Pectin lozenge / Oral Demulicent
25 Throat drops

Soothes Your Throat
lastes Great!
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Principal Display Panel

Luden’s Green Apple
Pectin lozenge / Oral Demulcent
25 Throat drops

Soothes Your Throat
Tastes Great!




25 Throat Drops
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LUDENS BERRY ASSORTMENT THROAT DROPS

pectin lozenge

Product Information
Product Type HUMAN OTC DRUG

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name
PECTIN (UNIl: 89NAO2M4RX) (PECTIN - UNII:89NA02M4RX)

Inactive Ingredients
Ingredient Name
ASCORBIC ACID (UNIIl: PQ6CK8PDOR)
CITRIC ACID MONOHYDRATE (UNIl: 2968PHW8QP)
CORN SYRUP (UNII: 9G5L16BK6N)
FD&C BLUE NO. 2 (UNIl: LO6K8R7DQK)
FD&C RED NO. 40 (UNIl: WZB9127X0A)
MALIC ACID (UNII: 817L1N4CKP)
SODIUM ACETATE (UNIl: 4550K0SC9B)
SODIUM CHLORIDE (UNIl: 451WA7IQ8X)
SOYBEAN OIL (UNII: 241ATL177A)
SUCROSE (UNII: C151H8M554)
FD&C BLUE NO. 1 (UNIl: H3R47K3TBD)

Product Characteristics

Color red Score

Shape CAPSULE Size

Item Code (Source) NDC:52183-289

Basis of Strength Strength
PECTIN 2.8 mg

Strength

no score
22mm




Flavor BERRY Imprint Code
Contains

Packaging

Marketing Start

# Item Code Package Description Date

NDC:52183-289- 30 in 1 BAG; Type 0: Not a Combination

1 30 Product

10/29/2009

Marketing Information

Marketing Application Number or Monograph Marketing Start
Category Citation Date

?I’Jacl monograph not 4356 10/29/2009

LUDENS WILD CHERRY THROAT DROPS
pectin lozenge

Product Information
Product Type HUMAN OTC DRUG Item Code (Source)

Route of Administration ORAL

Active Ingredient/Active Moiety

LUDENS

Marketing End
Date

Marketing End
Date

NDC:52183-299

Ingredient Name Basis of Strength Strength

PECTIN (UNIl: 89NA02M4RX) (PECTIN - UNII:89NA02M4RX) PECTIN

Inactive Ingredients

Ingredient Name
ASCORBIC ACID (UNIl: PQ6CK8PDOR)
CITRIC ACID MONOHYDRATE (UNII: 2968PHW8QP)
CORN SYRUP (UNII: 9G5L16BK6N)
FD&C BLUE NO. 2 (UNIl: LO6K8R7DQK)
FD&C RED NO. 40 (UNIl: WZB9127X0A)
MALIC ACID (UNIl: 817L1N4CKP)
SODIUM ACETATE (UNII: 4550K0SC9B)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SOYBEAN OIL (UNIl: 241ATL177A)
SUCROSE (UNIl: C151H8M554)

Product Characteristics
Color red Score
Shape CAPSULE Size

1.7 mg

Strength

Nno score

22mm



Flavor CHERRY Imprint Code LUDENS
Contains
Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
1 NDC:52183-299- 14 in 1 CARTON; Type 0: Not a Combination 10/29/2009
14 Product
NDC:52183-299- 20 in 1 BOX; Type 0: Not a Combination
2 20 Product 10/29/2009
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
oTC monograph not - part3s6 10/29/2009
LUDENS WILD CHERRY THROAT DROPS
pectin lozenge
Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:52183-229
Route of Administration ORAL
Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
PECTIN (UNIl: 89NA02M4RX) (PECTIN - UNII:89NA02M4RX) PECTIN 2.8 mg
Inactive Ingredients
Ingredient Name Strength

ASCORBIC ACID (UNIIl: PQ6CK8PDOR)

CITRIC ACID MONOHYDRATE (UNIl: 2968PHWBQP)
CORN SYRUP (UNIl: 9G5L16BK6N)

FD&C BLUE NO. 2 (UNIl: LO6K8R7DQK)

FD&C RED NO. 40 (UNIl: WZB9127X0A)

MALIC ACID (UNIl: 817L1N4CKP)

SODIUM ACETATE (UNIl: 4550K0SC9B)

SODIUM CHLORIDE (UNII: 451WA7IQ8X)
SOYBEAN OIL (UNII: 241ATL177A)

SUCROSE (UNII: C151H8M554)

Product Characteristics



Color red Score no score

Shape CAPSULE Size 22mm
Flavor CHERRY Imprint Code
Contains
Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
1 NDC:52183-229- 30 in 1 BAG; Type 0: Not a Combination 10/29/2009
30 Product
NDC:52183-229- 90 in 1 BAG; Type 0: Not a Combination
2 90 Product 10/29/2009
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
OTC monograph not . 135¢ 10/29/2009

final

LUDENS STRAWBERRY BANANA THROAT DROPS

pectin lozenge

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:52183-208

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
PECTIN (UNII: 89NA02M4RX) (PECTIN - UNII:89NA02M4RX) PECTIN 1.7 mg

Inactive Ingredients

Ingredient Name Strength
CITRIC ACID MONOHYDRATE (UNII: 2968PHWSQP)
CORN SYRUP (UNIl: 9G5L16BK6N)
FD&C BLUE NO. 2 (UNIl: LO6K8R7DQK)
FD&C RED NO. 40 (UNIl: WZB9127X0A)
FD&C YELLOW NO. 6 (UNII: H77VEI93A8)
MALIC ACID (UNII: 817L1N4CKP)
SODIUM ACETATE (UNII: 4550K0SC9B)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SOYBEAN OIL (UNIl: 241ATL177A)
SUCROSE (UNIl: C151H8M554)
WATER (UNIl: 059QFOKOOR)



Product Characteristics

Color red Score no score
Shape OVAL Size 21mm
Flavor STRAWBERRY (Strawberry Banana) , BANANA (Strawberry Banana) Imprint Code
Contains
Packaging
# Item Code Package Description HEILIEETE) SIS RIS, 20
Date Date
1 NDC:52183-208- 20 in 1 CARTON; Type 0: Not a Combination 07/01/2015 08/31/2021
20 Product

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End

Category Citation Date Date
OTC monograph not . 435¢ 07/01/2015 08/31/2021

final

LUDENS STRAWBERRY BANANA THROAT DROPS

pectin lozenge

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:52183-209

Route of Administration ORAL

Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
PECTIN (UNIl: 89NAO2M4RX) (PECTIN - UNII:89NA02M4RX) PECTIN 2.8 mg

Inactive Ingredients

Ingredient Name Strength
CITRIC ACID MONOHYDRATE (UNII: 2968PHW8QP)
CORN SYRUP (UNII: 9G5L16BK6N)
FD&C BLUE NO. 2 (UNIl: LO6K8R7DQK)
FD&C RED NO. 40 (UNIl: WZB9127X0A)
FD&C YELLOW NO. 6 (UNII: H77VEI93A8)
MALIC ACID (UNII: 817L1N4CKP)
SODIUM ACETATE (UNII: 4550K0SC9B)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SOYBEAN OIL (UNIl: 241ATL177A)
SUCROSE (UNIl: C151H8M554)



WATER (UNIl: 059QFOKOOR)

Product Characteristics

Color red Score no score
Shape OVAL Size 23mm
Flavor STRAWBERRY (Strawberry Banana) , BANANA (Strawberry Banana) Imprint Code
Contains
Packaging
# Item Code Package Description ISR SR TR e
Date Date
NDC:52183-209- 25 in 1 BAG; Type 0: Not a Combination

1 25 Product DA
Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End

Category Citation Date Date
ﬁrTaCl monograph not . 4356 07/01/2015
LUDENS GREEN APPLE THROAT DROPS
pectin lozenge
Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:52183-204
Route of Administration ORAL
Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
PECTIN (UNIl: 89NA02M4RX) (PECTIN - UNII:89NA02M4RX) PECTIN 2.8 mg
Inactive Ingredients
Ingredient Name Strength

CITRIC ACID MONOHYDRATE (UNIl: 2968PHWBQP)
CORN SYRUP (UNIl: 9G5L16BK6N)

FD&C BLUE NO. 1 (UNIl: H3R47K3TBD)

FD&C YELLOW NO. 5 (UNII: I753WB2F1M)

MALIC ACID (UNIl: 817L1N4CKP)

SODIUM ACETATE (UNIl: 4550K0SC9B)

SUCROSE (UNII: C151H8M554)

WATER (UNIl: 059QFOKOOR)



Product Characteristics

Color green Score no score
Shape CAPSULE Size 23mm
Flavor APPLE (Green Apple) Imprint Code
Contains
Packaging
# Item Code Package Description Marketlngistant Marketing End
Date Date
NDC:52183-204- 25 in 1 BAG; Type 0: Not a Combination
1 25 Product 08/01/2015
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ﬁgacl monograph not 4356 08/01/2015
LUDENS BLUE RASPBERRY THROAT DROPS
pectin lozenge
Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:52183-101
Route of Administration ORAL
Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
PECTIN (UNIl: 89NA02M4RX) (PECTIN - UNII:89NA02M4RX) PECTIN 1.7 mg
Inactive Ingredients
Ingredient Name Strength

ASCORBIC ACID (UNIl: PQ6CK8PDOR)

CITRIC ACID MONOHYDRATE (UNIl: 2968PHWBQP)
CORN SYRUP (UNIl: 9G5L16BK6N)

FD&C BLUE NO. 1 (UNIl: H3R47K3TBD)

MALIC ACID (UNIl: 817L1N4CKP)

SODIUM ACETATE (UNIl: 4550K0SC9B)

SODIUM CHLORIDE (UNII: 451W471Q8X)
SOYBEAN OIL (UNIl: 241ATL177A)

SUCROSE (UNII: C151H8M554)

WATER (UNIl: 059QFOKOOR)



Product Characteristics

Color blue Score no score
Shape OVAL Size 21mm
Flavor RASPBERRY (Blue Raspberry) Imprint Code ludens
Contains
Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date

1 BIDC:52183-101- 20 in 1 CARTON; Type 0: Not a Combination 10/29/2009 08/31/2021

1 Product
Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End

Category Citation Date Date
ﬁ;ﬁ monograph not 4356 10/29/2009 08/31/2021
LUDENS BLUE RASPBERRY THROAT DROPS
pectin lozenge
Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:52183-201
Route of Administration ORAL
Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
PECTIN (UNIl: 89NA02M4RX) (PECTIN - UNII:89NA02M4RX) PECTIN 2.8 mg
Inactive Ingredients
Ingredient Name Strength

ASCORBIC ACID (UNIl: PQ6CK8PDOR)

CITRIC ACID MONOHYDRATE (UNIl: 2968PHWBQP)
CORN SYRUP (UNIl: 9G5L16BK6N)

FD&C BLUE NO. 1 (UNIl: H3R47K3TBD)

MALIC ACID (UNII: 817L1N4CKP)

SODIUM ACETATE (UNIl: 4550K0SC9B)

SODIUM CHLORIDE (UNII: 451W471Q8X)
SOYBEAN OIL (UNII: 241ATL177A)

SUCROSE (UNIl: C151H8M554)

WATER (UNIl: 059QFOKOOR)



Product Characteristics

Color blue Score no score
Shape OVAL Size 23mm
Flavor RASPBERRY (Blue Raspberry) Imprint Code ludens
Contains
Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
NDC:52183-201- 25 in 1 BAG; Type 0: Not a Combination

1 01 Product 10/29/2009 08/31/2021
Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End

Category Citation Date Date
ﬁnT; monograph not 4356 10/29/2009 08/31/2021
LUDENS WATERMELON THROAT DROPS
pectin lozenge
Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:52183-102
Route of Administration ORAL
Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
PECTIN (UNIl: 89NA02M4RX) (PECTIN - UNII:89NA02M4RX) PECTIN 1.7 mg
Inactive Ingredients
Ingredient Name Strength

ASCORBIC ACID (UNIl: PQ6CK8PDOR)

CITRIC ACID MONOHYDRATE (UNII: 2968PHWBQP)
CORN SYRUP (UNII: 9G5L16BK6N)

FD&C RED NO. 40 (UNIl: WZB9127X0A)

MALIC ACID (UNII: 817L1N4CKP)

SODIUM ACETATE (UNIl: 4550K0SC9B)

SODIUM CHLORIDE (UNII: 451W471Q8X)
SOYBEAN OIL (UNII: 241ATL177A)

SUCROSE (UNIl: C151H8M554)



WATER (UNIl: 059QF0KOOR)

Product Characteristics

Color red (light red) Score

Shape OVAL Size

Flavor WATERMELON Imprint Code

Contains

Packaging

# Item Code Package Description Marketing/ Start

Date

NDC:52183-102- 20 in 1 CARTON; Type 0: Not a Combination 10/29/2009

1 01 Product

Marketing Information

Marketing Application Number or Monograph Marketing Start
Category Citation Date
]EI’J; monograph not 4356 10/29/2009

LUDENS WATERMELON THROAT DROPS

pectin lozenge

Product Information
Product Type HUMAN OTC DRUG Item Code (Source)

Route of Administration ORAL

Active Ingredient/Active Moiety

no score
21mm

ludens

Marketing End
Date

Marketing End
Date

NDC:52183-202

Ingredient Name Basis of Strength Strength

PECTIN (UNIl: 89NA02M4RX) (PECTIN - UNII:89NA02M4RX) PECTIN

Inactive Ingredients

Ingredient Name
ASCORBIC ACID (UNIl: PQ6CK8PDOR)
CITRIC ACID MONOHYDRATE (UNIl: 2968PHW8QP)
CORN SYRUP (UNII: 9G5L16BK6N)
FD&C RED NO. 40 (UNIl: WZB9127XO0A)
MALIC ACID (UNIl: 817L1N4CKP)
SODIUM ACETATE (UNII: 4550K0SC9B)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SOYBEAN OIL (UNII: 241ATL177A)
SUCROSE (UNII: C151H8M554)

2.8 mg

Strength



WATER (UNIl: 059QFOKOOR)

Product Characteristics

Color red Score no score
Shape OVAL Size 23mm
Flavor WATERMELON Imprint Code ludens
Contains
Packaging
# Item Code Package Description Marketing Start  Marketing End
Date Date
1 NDC:52183-202- 25 in 1 CARTON; Type 0: Not a Combination 10/29/2009
01 Product
2 NDC:52183-202- 90 in 1 BAG; Type 0: Not a Combination 10/29/2009
90 Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
g:acl monograph not . 4356 10/29/2009

Labeler - Prestige Brands Holdings, Inc. (159655021)

Revised: 12/2021 Prestige Brands Holdings, Inc.
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