CALAMINE- calamine 8% and zinc oxide 8% lotion
Pharma Nobis, LLC

Private Label Calamine Lotion

Drug Facts

Active Ingredients
Calamine 8% and Zinc Oxide 8%

Purpose

Skin protectant

Uses

dries the oozing and weeping o poison ivy, poison oak, and poison sumac.

Warnings
For external use only. Use only as directed.
Avoid contact with eyes and mucous membranes.

Ask a doctor before using on chilren 6 months of age.

When using this product

Discontinue use if condition worsens or does not improve within 7 days and consult a
doctor.

Keep out of reach of children

In case of accidental ingestion, seek professional assistance or contact a Poison Control
center immediately.

Directions

Adults and chidren 2 years of age and older: shake well before using. Cleanse the skin
with soap and water and let it dry befroe each use. Apply lotion to the affected area
using a cotton or soft cloth, as often as needed for comfort.

Children under 2 years of age: Consult a doctor before use



Other information
Store at room temperature 13-30C (50-86F)

Inactive ingredients
Bentonite magma, calcium hydroxide, glycerin, purified water.
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Health Care Label

Uses Dries the oozing and weeping of poison
ivy, poison oak, and poison sumac

Warnings

B For External use only. Use only as directed.
B Avoid contact with eyes and mucous
membranes.

M Ask a doctor before using on children under
6 months of age.

When using this product Discontinue use if
condition worsens, does not improve or if
symptoms persist for more than 7 days, or clear
up and occur again within a few days, and
consult a doctor.

Keep out of reach of children. In case of
accidental ingestion, seek professional
assistance or contact a Poison Control Center

immediately. Continued »
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Drug Facts Drug Facts (CONTINUED)
Active ingredients Purpose Directions ]
Calamine 8% M Adults and children 2 years of age and
Zine Osid 8"} Skin protectant older: Shake well before using. Cleanse
Inc uice O%.................KIn protectan the skin with soap and water and let dry

before each use. Apply lotion to the
affected area using cotton or soft cloth, as
often as needed for comfort.

M Children under 6 months age: Consult a
doctor before use.

Other information
Store at room temperature 15-30°C
(50-86°F)

Inactive ingredients
Avicel, Bentonite Magma, Calcium

AIMET,

Hydroxide, Carrageenan, Glycerin,

Skin Protectant

6 FL.OZ. (177 mL)

Purified Water, and Xanthan Gum.

Distributed by:

Great Lakes Wholesale & Marketing L.L.C.
3729 Patterson , Grand Rapids, M1 49512

www.glwholesale.com
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Calamine
Lotion

(Calamine Topical Suspension USP)

Skin Protectant

Dri_es Poison lvy, Poison Oak
Pq:son Sumac & Other
Minor Skin Irritations

Select Brand Label

Drug Facts

Active ingredients Purpose
Calamm 8%,

Uses Dries the cozing and weeping of poisan
ivy, poison oak, and poison sumac.

Warnings
W For External use only. Use only as directed.
B Avoid confact with eyes and mucous
membranes.

W Ask a doctor before using on children under
6 months of age.

When using this product Discontinue use if
condiion worsens, does nol improve or if
symptoms persist for more than 7 days, or clear
up and occur again within a few days, and
consult a doctor.

Keep out of reach of children. In case of
accidental ingestion, seek professional
assistance or conlact a Poison Control Cenler
immediately.
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Drug Facts (CONTINUED) P
Directions | — :
W Adults and children 2 years of age and | | ——_'_
older: Shake well before using, C?eanse | =-—Q :
lhe skin with soap and water and let diy | | O
before each use. Apply lotion to the | | Em==mC !
affected area using cotton or soft cloth, as | | =5~ !
often as needed for comfort. | =N |
B Children under 6 months age: Consulta | | =—=r" |
doctor before use. | —r |
5 : —
Other information =
Store al room temperature 15:30°C| I_ _ o,

(50-86°F)

Inactive ingredients

Avicel, Bentonite Magma, Calcium
Hydroxide, Carrageenan, Glycerin,
Purified Waler, and Xanthan Gum.

RO050315RLG

Distributed By:
select brands /distributors
Pine Bluff, AR 71603 USA
AC 870-535-3635
MADE IN USA
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Drug Facts

Active ingredients Purpose
Calamine 8%,

Zinc Oide 8%..............ccooecreeeeeeoSkin protectant

Uses Dries the oozing and weeping of poison
vy, poison oak, and paison sumac

Warnings

B For External use only. Use only as directed.
M Avoid contact with eyes and mucous
membranes.

M Ask a doctor before using on children under
6 months of age.

When using this product Discontinue use if
condition worsens, does not improve or if
symploms persist for more than 7 days, or clear
up and occur again within a few days, and

consult a doctor.
Keep out of reach of children. In case of
accidenlal ingestion, seek professional

assistance or contact a Poison Control Center

mtedinl Continued »

MADE IN USA

DDM Label

Drug Facts

Active ingredients Purpose
Calamine 8%,

Zinc Oxide 8%.....ccvooccrrcrreres Skin protectant

Uses Dries the oozing and weeping of poison
ivy, poison oak, and poison sumac

Warnings
B For External use only. Use only as directed.
W Avoid contact with eyes and mucous
membranes.

W Ask a doctor before using on children under
6 months of age.

When using this product Discontinue use if
condiion worsens, does not improve or if
symptoms persist for more than 7 days, or clear
up and occur again within a few days, and
consult a doctor.

Keep out of reach of children. In case of
accidental ingestion, seek professional
assistance or contact a Poison Control Center
immediately.

Continued »
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Satisfaction guaranteed - if dissatisfied, return
unused portion and packaged to store where
urchased. If unable to return to store, send reason
or dissatisfaction, name and address and empty
package to: discount drug mart, 211 commerce
drive, medina ohio 44256

Drug Facts (CONTINVED)

Directions

W Adulls and children 2 years of a(];e and
older. Shake well before using. Cleanse
the skin with soap and water and let dry
before each use. Apply lotion to the
affected area using cotton or soft cloth, as
often as needed for comfort.

M Children under 6 months age: Consulla
doctor before use.

Other information
Store at room temperature 15-30°C
(50-86°F)

Inactive Ingredients

Avicel, Bentonite Magma, Calcium
Hydroxide, Carrageenan, Glycerin,
Purified Waler, and Xanthan Gum.

RO71916DL
DISTRIBUTED BY: fred's, Inc,

2
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4300 NEW GETWELL RD, MEMPHIS, TN 38118

www.fredsinc.com

100% R

Questions or comments: 1-855-331-FRED (3733)

Drug Facts (CONTINUED)
Directions

W Adults and children 2 years of age and | m————
older: Shake well before using. Cleanse | n— ————————C
the skin with soap and water and let dry =ﬂ

(50-86°F)

Inactive ingredients

Avicel, Bentonite Magma, Calcium
Hydroxide, Carrageenan, Glycerin,
Purified Water, and Xanthan Gum.

RO50315RLG

DISTRIBUTED BY:

DRUG MART-FOOD FAIR

211 Commerce Dr.

MEDINA, OHIO Zip 44256

Questions or Comments? 1-800-833-6278
www.DISCOUNT-DRUGMART.COM

MADE IN USA

before each use. Apply lotion to the | =—]0—=
affected area using cotton or soft cloth, as | =VFc0F—F—
often as needed for comfort. _—
M Children under 6 months age: Consulta | E———— N
doctor before use. e — g
Other information

Store at room temperature 15-30°C o



il

Drug Facts

Uses Ddes the mozing and weeping of pokn
WY, podscn 0BR, a4 poison sumac.

IFn*r.EﬂHMImunh: L= only a2 dinacled
[ ] cenlact wilh ayes s
manbranes. i i
B Az a dochyr biedore using on chidren under
2 yiar o e
Whan using tis product Deconfrue wEe |
condition wargens, doas not Impaava, i
Wﬂg{:ﬂsm mora fan T oays, of dear
am,m“ wish 8 few das, and
—_._—,m'
Heep oul of reach of children. |n case of
o & Poisow Control Centar

Continpad »
SATISFACTION GURARANTEE:

IF you're neot sakih
rafund yol

Active ingredients Purpose | -
Calamine B%,
Tinc Codd d.................. 5kin poaectant

b &
e

i CALAMINE
LOTION use

CALAMINE TOPICAL
SUSPENSION USP

5KIN PROTECTANT
dries the oozing & weeping -+ -

of poison ivy, poisonoak - - -
& poison sumac o

BELOZ (177 ml)

Harris Teeter Label

Drug Facts

Active Ingredients Purpose
Calamine 6%,

Zinc O0ide B%.....occvrrovennnnneer SKIN ProfeCiant

Uses Dries the oozing and weeping of paison
ivy, poison oak, and poison sunac

Warnings

W For External use only. Use only as direcled.

W Avoid confact wih eyes and mucous

membranes.

W Ask a doclor before using on children under

6 months of age.

When using this product Discontinue use if

S, M o s
more (han 7 days, of clear

$andon;:nwagainmhinafewdaw.m

consull a doctor.

Keep out of reach of children. in case of
accidental ingestion, seek prolessional
assistance or conlact a Poison Control Center

immediately. Continued »
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Calamine
Lotion

(Calamine Topical Suspension USP)
Skin Protectant « Drying Agent

Topical relief of minor irritations due to:
Poison vy, Poison Oak and Poison

Sumac.

Health Mart Label

6 FLOZ (177 mL)

Drug Facts fponimed)

Directions

W Adulls znd chidren 2 years of age and
older: Shake well befe usisg, Claanse
Iher skin wity soap and water and Jet dry
mhemmeam e, Iﬂ::plr hﬂl Io the

Eona using collon of soft cio
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W Chikdren wnder 7 yesrs age: Coceell 3
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Otther infarmation
Slore & oo lemperalure 15-30°%C
(55-85°F)

Inactive ingredients

Hydroside, Carageesan, Giycerin,

- - | Purified Waler, and Xanthan Gum.

ROTOT2018
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Drug Facts (CONTINUED) n
Directions —_—
W Aduls and children 2 years of age and | ——M
oidar: Shake well before using. Cleanse | ———= M
the skin with soap and waier and let dry ———-—""'_(‘.5
before each use. Apply lotion to the | ——q,
aflecled area using cotton or soft cloth, &5 | e
ofien as needed for comfor. —_——-
B Children under 6 months age: Consulla | v
doctor before use. ——
Other information =
Store_al room temperature 15-30°C
(50-86°F) °
Inactive ingredients
Avicel, Bentoniie Magma, Calcium
Hydroxide, Carrageenan, Glycerin,
Purified Water, and Xanthan Gum.
ROS0315DL
PROUDLY DISTRIBUTED BY:
HARRIS TEETER, LLC
MATTHEWS, NC 28105
yourplusguarantee.
1-800-432-6111 of harmisteeter com
MADE IN USA
e —————RR



Drug Facts

Active ingredients Purpase
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Drying agent + Skin protectant

it

(

NDC 45521-041-86

G ¥ N4 355

{Calamine Topical Suspension USP)

Drug Facts
Aclive ingradianis Purpose
Calamine 8%, ZInG OXIde 8%.....ccocecvvenmniriisronnn. .Skin protectant

Uses

CA LA M I N E Dries the oozing and weeping of poison ivy, poison oalk, poison sumac.
LOT I o N Il For External use only. Use only as directed.

Warnings

When using this product M Do not get in eyes.

Stop use and ask a doctor if
M condition worsens I symptoms last for more than 7 days, or clear
up and occur again within a faw days.

Keep out of reach of chlldren. In case of accidental ingestion, seek
professional assistance or contact a Poison Control Center

SKIN PROTECTANT immediately.

1

Directions

W Adutts and children 2 years of age and older; Shake well before
using. Cleanse the skin with soap and water and let dry before each
use. Apply lotion to the affected area using colton or soft cloth, as
often as needed for comfort.

M Children under 6 months age: Consult a doctor before use.

Other information W Store at room temperature 15-30°C

Inactive ingredients Avicel, Bentonite Magma, Calcium
W Hydroxide, Carragesnan, Glycerin, Purified Water, and Xanthan Gum.

R0O30717DL

CONTENTSGFLOZ(ITmL) ~  “essopiimmimrsromigsdgs cam
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Drug Facts (continued)

equate- o T

a&."‘lf,.;” before using. Cleanse the skin with scap and water and lt

- dry before each use. Apply lotion to the affected area using
\_J/-’ cotton or soft cloth, no more than 3 to 4 times daily.
Calamlne W Children under 2 years of age: Consult a doctor before use.
Wamings
When using this product B do not get LOTION

into eyes (Calamine topical
suspension, USP)

more than 7 days or clear up and occur again
within a few days

Keep out of reach of children. In case of
accidental -

assistance or contact a Poison Control « Skin protectant
o W + Poison Ivy, Oak and

Sumac drying lotion

6 FL OZ (177mL)

Drug Facts (continued)
Directions

W Adults and children 2 years of age and older: Shake well
before using. Cleanse the skin with soap and water and let -
dry before each use. Apply lotian to the affacted area using f§
coton or soft cloth, as often as needed for comfort. Bl

M Children under 2 years of age: Consult a doctor before use.

Other information f
Store at room temperature 15°-30°C (59°-86°F) |

Inactive ingrediants f
Avicel, Bentonite Magma, Calcium Hydroxide, .
Carrageenan, Glycerin, Purified Water, and Xanthan Gum. :

equate-
b= Calamine

- l| W For external use only. Use only as directed.
lmb:rgmmmmmm LOT'ON
N Mem " 3 .
I Ask a daclor before using on children (Calamine topical
| under 2 years of age. suspension, USP)
When using this product Discontinue use
J if condition worsens, does not improve or if
persist for more than 7 days, or s v T T
q up and occur again within a few days, 1S SEE Aoy
[ and consutt a doctor . * Skin Protectant
| iAot G- Ll | - Poison Ivy, Oakand
assistance or contact a Poison Control _..Sumac drying lotion
1 ] Center immediately. Sl : 5

99 Cent Label



LOTION

(Calamine Topical Suspension USP)
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Top Care Label

Drug Facts
Active ingredients
Calamine 8%,

Zinc Oxide 8%........
Uses Dries the oozing and weeping of poison
ivy, poison oak, and poison sumac.

Warnings

B For External use only. Use only as directed
B Avoid contact with eyes and mucous
membranes

M Ask a doctor before using on children under
2 years of age

Stop use and ask a doctor if condition worsens,
does not improve or if symptoms persist for more
than 7 days, or clear up and occur again within
few days.

Keep out of reach of children. If swallowed
get medical help or contact a Poisan Control
Center 1-800-222-1222 immediately.

Continued »

NDC 36800-702-96
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health

Calamine
Lotion use

CALAMINE
TOPICAL SUSPENSION USP

Drying Lotion for:
Poison lvy,
Oak & Sumac

BFLOZ(177mL)

Drug Facts (continued)

Direct

B Adults and children 2 years of ﬁe and
older: Shake well before using.

the skin with soap and water and let dry
before each use. Apply lotion to the
affected area using cotton or soft cloth, as
often as needed for comfort

W Children under 2 years age: Consult
dactor before use

Other information
Store at room temperature 15-30°C
(59-86°F).

Inactive ingredients

Avicel, Bentonite Magma, Calcium
Hydroxide, Carageenan, Glycerin,
Purified Water, and Xanthan Gum

R081921

LML

36800"384

DISTRIBUTED BY TOPCO ASSOCUTES LLC

ELK GROVEVILLAGE, LL 60007@ TOPCO HHGADS21
CQUESTIONS? 1-886-423-013¢

topcare@topco.com wwwinpearebrand.com

Scan here for
more information
or call
1-888-423-0139



6 FLOZ {177 mL)

Assured Label
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CALAMINE

calamine 8% and zinc oxide 8% lotion

Product Information

Product Type HUMAN OTC DRUG

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name
ZINC OXIDE (UNIl: SOI2LOH54Z) (ZINC CATION - UNI:13S1S8SF37)

Item Code (Source)

Basis of Strength
ZINC CATION

NDC:82645-900

Strength
160 mg in1 mL




Inactive Ingredients

Ingredient Name
CARRAGEENAN (UNIl: 5C69YCD2Y])
XANTHAN GUM (UNII: TTV12P4NEE)
CALCIUM HYDROXIDE (UNII: PF5DZ W74VN)
GLYCERIN (UNII: PDC6A3C0OOX)
WATER (UNIIl: 059QF0KOOR)
MICROCRYSTALLINE CELLULOSE (UNIl: OP1R32D61U)
BENTONITE (UNIl: ASN5ZCN45C)

Packaging
# Item Code Package Description

NDC:82645- 177 mLin 1 BOTTLE, PLASTIC; Type 0: Not a

5 900-96 Combination Product

Marketing Information

Marketing Start
Date

11/13/2017

Strength

Marketing End
Date

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date

OTC Monograph Drug MO016 03/25/1998

Labeler - pharma Nobis, LLC (118564114)

Registrant - rharma Nobis, LLC (118564114)

Establishment
Name Address ID/FEI Business Operations

Pharma Nobis, label(82645-900) , manufacture(82645-900) , analysis(82645-900) ,

LLC RIS pack(82645-900)

Revised: 12/2023

Pharma Nobis, LLC
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