CARMEX DAILY CARE MOISTURIZING LIP BALM SWEETS SPF 15- octinoxate,
oxybenzone
Carma Laboratories, Inc.

Carmex Daily Care Moisturizing Lip Balm Sweets SPF 15, 1 Fresh Cherry - 1
Strawberry - 1 Cupacake batter

Drug Facts

Active Ingredients
Octinoxate 7.50%
Oxybenzone 4.00%

Purpose

Sunscreen

Uses
e helps protect against sunburn
e higher SPF gives more sunburn protection

Warnings

Spending time in the sun increases your risk of skin cancer and early skin aging. This
product has been shown only to help prevent sunburn, not skin cancer or early skin
aging. Skin Cancer/Skin Aging Alert:

For external use only

Do not use

on damaged or broken skin

When using this product:

keep out of eyes. Rinse with water to remove.

Stop use and ask a doctor if:

rash occurs

Keep out of reach of children.

If swallowed, get medical help or contact a Poison Control Center right away.

Directions



e apply liberally 15 minutes before sun exposure
e reapply: ¢ at least every 2 hours
e children under 2 years: Ask a doctor

Other Information

e this is a personal care item, and should be used by one individual only
e protect this product from excessive heat and direct sun

e do not use if safety seal is broken prior to purchase

Inactive Ingredients

petrolatum, lanolin, euphorbia cerifera wax, isopropyl palmitate, ozokerite, flavor,
beeswax, cetyl esters, paraffin, theobroma cacao seed butter, limnanthes alba seed oil,
stevia rebaudiana extract
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e helps protect against sunburn
e higher SPF gives more sunburn protection

Warnings

Spending time in the sun increases your risk of skin cancer and early skin aging. This
product has been shown only to help prevent sunburn, not skin cancer or early skin
aging. Skin Cancer/Skin Aging Alert:

For external use only

Do not use

on damaged or broken skin

When using this product:

keep out of eyes. Rinse with water to remove.

Stop use and ask a doctor if:



rash occurs

Keep out of reach of children.

If swallowed, get medical help or contact a Poison Control Center right away.

Directions

e apply liberally 15 minutes before sun exposure
e reapply: ¢ at least every 2 hours

e children under 2 years: Ask a doctor

Other Information

e this is a personal care item, and should be used by one individual only
e protect this product from excessive heat and direct sun

e do not use if safety seal is broken prior to purchase

Inactive Ingredients

petrolatum, lanolin, euphorbia cerifera wax, isopropyl palmitate, ozokerite, beeswax,
cetyl esters, paraffin, theobroma cacao seed butter, limnanthes alba seed oil, stevia
rebaudiana extract

Package Labeling: Kit



'”""'_'_'_'_g,]?ﬁg\\ : {1 saesaans o
' | I
e en) ! i (arma Laboratories, Inc.
Water Resistant, | | . Franklin, Wi 53132 \
(80 Minutes) | | i | myrmex.com .
1 \
'
i [ SR | | I i Fresh Cherry, Strawberry, |
i i Moisturizing Lip Balm o 1 Lupcake Batter :
|| Ll I Drug Facts i
E | 1 Active Ingredients Purpose l
Octi 7.50% Sunscreen -
FRESH CHERRY STRAWBERRY CUPCAKE BATTER I 0 4.00% Sunscreen 1
| Uses |
| * helps protect against sunburn N
- — * higher SPF gives more sunburn protection 1
Sl 1 e H
N e \ Warnings I
., ﬁ I Skin Gancer/Skin Aging Alert: Spending time in the sun increases your risk of 1
N \~ ¢ | skin cancer and early skin aging. This product has been shown only to help .
~\ ' prevent sunburn, not skin cancer or early skin aging. 1
N 1 ] For external use only |
N \i - 1 Do not use on damaged or broken skin -
i \‘ i When using this product: keep out of eyes. Rinse with water to remove. !
AN . Stop use and ask a doctor if: rash occurs |
_! Keep out of reach of children. If swallowed, get medical help or contact a Poison i
1 Control Center right away. I
1 Directions g
= apply liberally 15 minutes before sun exposure |
| « reapply: = after 80 minutes of swimming or sweating * immediately after 1
i towel drying e at least every 2 hours 5
 children under 2 years of age: ask a doctor ]
! Other Information 1
1 « this is a personal care item, and should be used by one individual only =
« protect this product from excessive heat and direct sun l
I « do not use if safety seal is broken prior to purchase 1
| Fresh Cherry, Strawberry Cupcake Batter |
1 Inactive Ingredients Inactive Ingredients I
i petrolatum, lanolin, euphorbia pefrolatum, lanolin, euphorbia s
cerifera wax, isopropyl palmitate, cerifera wax, isopropyl palmitate, 1
1 ozokerite, flavor, beeswax, cetyl ozokerite, beeswax, cetyl esters, &
esters, paraffin, theobroma cacao paraffin, theobroma cacao seed l
| seed butter, limnanthes alba seed oil, |§ butter, flavor, limnanthes alba seed 1
1 stevia rebaudiana extract oil, stevia rebaudiana extract i
I ' H
1031702 A0320 ' ]
| ] L] .
| | ©2020Carma Laboratories, Inc. ||| FPO UPC ! i
1] [ I
\ oW oo oo !

Package Labeling: 10210-0028-1

~

_/




/‘ —\' ¥ Peel here for drug facts.

" o | Daily
W | Daily : @ SPF15
CarmexE/ARE )

Ca re" Sunscreen / ‘
FRESH CHERRY ‘

FRESH CHERRY e & A" Moisturizing Lip Balm
Moisturizing Lip Balm

Dail
are" Sunscreen -

FRESH CHERRY W e 0
Water Resistant (80 Minutes)

Water Resistant (80 Minutes)

NET WT 015 0Z (4.25)
CARMA LABORATORIES, INC. ® FRANKLIN, W1 53132 ® mycomes.com
Active Ingredients

Octinoxate 7.50%

83078700988
Deyserome 100K .

£180V 0911502

5

Drug Facts

=¥ [Daily
Cormex| RAIMSE. SN0

FRESH CHERRY

Moisturizing Lip Balm
— NETWT 0.5 0Z. (4.250)

Uses
® helps profect against sunburn
‘\IOS-I 159 A0117 - © higher SPF gives more sunhurn protection

Warni
Skin Cancer/Skin Aging Alert: Spending fime in the sun increases your
risk of skin mnurmumly sk'mp:l 'n';!.Thii product has been shnm
only to help prevent sunburn, ot skin cancer or early skin aging.

For external use only

Do net wse on domaged or broken skin

When sing this product: keep out of eyes. Rinse with water fo remove.
Stop use and ask a docter if: rosh occurs

out of reach of chikdren. If swollowed, get medical help or contoct a
mmwmmw

|2D1JXa DUDIPADGRL DIARJS ‘io paas

D0 SayjuUDULI| ‘lalnq Paas oI D0IGoay ‘ulynind
‘s10isa JAj) ‘Xnmseaq J0AD|} ‘ajlia0z0 ’smutupd
[Adoados! ‘xnm niajuie niqioydna ‘uijoun] ‘wnypjoused
syuaipaibu] aaidDU)

asnyind o soud uanjoaq st joas Ajayos J1 35 jou op e
uns paxip pup juay anissaixa wiox pnpoid sy pajord o
@ fonpuiput auo Aq pasn aq pinoys pun ‘wayt a1y [ouosiad b 5 Sl e

uoypuriojuj 13yi0

10120p D sy $109A  Japun uaIpjp @

sinoy Z Asana 1s09] 10 @ :A|ddoal e
aInsodxa uns a10jaq sajnuiw ¢ | Afpieq Addo e
suoipraaq

(penuyuod) spng bnig

Package Labeling: 10210-0031-1



Drug Facts (continved) ¥ Peel here for drug facts.

@ Dally  gpgys

Care- Sunscreen g it
STRAWBERRY E

Moisturizing Lip Balm
Other Information Water Resistant (80 Minutes)

 this s o personal care item, and should be used by one individual only NET WT 0.5 0Z. (4.250)
* piatect this product from excessive heat and direct sun CARMA LABORATORIES, INC. @ FRANKLIN, W1 53132 © mycomex.com

® do notuse if SGFE’? sealis broken aull PUf{h”“’ II| ‘ ‘I ‘ ‘ I I ‘

fnm'lﬂve .'Ingrlediengsh . I
pefrolatum, lanolin, euphorbia cerifera wax, isopropy
palmitate, ozokerite, flavor, beeswax, cetyl esters, 83078701012
paraffin, theobroma cacao seed hulter( limnanthes alba
seed oil, stevio rebaudiana extract Dr ug Facts

Active Ingredients

Octinoxate 7.50%
Dxybenzone 4.00%

Directions

» opply liberally 15 minutes hefore sun exposure
o reapply: ® ot least every 2 hours

® children under 2 years: Ask o doctor

LLLOV 12117502

Uses
© helps prolect against sunburn
© higher SPF gives more sunburn profection

Warnings
Skin Cancer Alert: Spending fime in the sun increases your
risk of skin mﬁfm skin ntng. This product has been slu?u;

only 1o help prevent sunburn, not
For external use only

Do not use on damaged or broken skin

When using this product: keep out of eyes. Rinse with water o remove.
Stop use and ask a doctor if: rash occurs

Keep out of reach of children, I swollowed, get medical el or conoct o
Poison onfrol Center right

skin concer or early skin oging.

Package Labeling:10210-0030-1

Al13dVS

1v3s



Drug Facts (continved) ¥ Peel here for drug facts.
Daily - gppis ..

Directions @ h X
© apply liberally 15 minutes before sun exposure Care Sunscreen B .=

* reapply: ® ot least every 2 hours —
® children under 2 years: Ask a doctor Moisturizing Lip Balm
Water Resistant (80 Minutes)

NET WT 0.15 0Z. (4.250)
CARMA LABORATORIES, INC. ® FRARKLIN, W1 53132  mycarmex.com

83078%01026

Other Information

® this is o personal care item, und should be used by one individual only
® protect this product from excessive heat and direct sun

® do not use if safety seadis broken prior to purchase

Inactive Ingredients
petrolatum, lanolin, euphorbia cerifera wax, isopropyl 0
palmitate, ozokerite, beeswax, cetyl esters, paraffin,
theobroma cacao seed butter, flavor, limnanthes alba seed
oil, stevio rebaudiana extract

L180V ¥9LL-S0Z

3

Drug Facts

Active Ingredients
DOMONE 7 S0, iviocisoiemtimiisimmsmsierites

Uses

© helps protect against sunbum

© higher SPF gives more sunburn protection

/Skin Aging Allrt: Spend he H:E
{ in Agi : Spending time in the sun increnses your >

risk of skin mnter‘:muﬂ? skin u{ng. This product has been shown "5

only to help prevent sunburn, mot skin cancer or early skin aging.

For external use only

Do not use on damaged or broken skin

When using this product: keep out of eyes. Rinse with water fo remove.

Stop use and ask a doctor if: rash occurs

Keep out of reach of chidren. If swallowed, get medical help or confoct o
CARMEX DAILY CARE MOISTURIZING LIP BALM SWEETS SPF 15
octinoxate, oxybenzone kit
Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:10210-0046
Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:10210-0046-1 1in 1 KIT 01/31/2019

Quantity of Parts



Part # Package Quantity Total Product Quantity

Partl 1 CYLINDER 4.25 g
Part 2 1 CYLINDER 4.25¢
Part 3 1 CYLINDER 4.25 ¢
Part 1 of 3

CARMEX DAILY CARE MOISTURIZING LIP BALM FRESH CHERRY SPF
15

octinoxate, oxybenzone salve

Product Information
Item Code (Source) NDC:10210-0028
Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
OCTINOXATE (UNII: 4Y5P7MUD51) (OCTINOXATE - UNII:4Y5P7MUD51) OCTINOXATE 75mg inlg
OXYBENZONE (UNIl: 9500S7VEQY) (OXYBENZ ONE - UNII:9500S 7VEQY) OXYBENZ ONE 40mg inlg

Inactive Ingredients
Ingredient Name Strength
PETROLATUM (UNII: 4T6H12BN9U)
LANOLIN (UNII: 7EV65EAWEH)
ISOPROPYL PALMITATE (UNIl: 8CRQ2TH63M)
CERESIN (UNIl: Q1LS2UJO3A)
YELLOW WAX (UNIl: 2Z A36H0S2V)
CETYL ESTERS WAX (UNIIl: DO72FFP9GU)
PARAFFIN (UNIl: I900E3H2ZE)
MEADOWFOAM SEED OIL (UNIl: 412ZHA4T4Y)

Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
1 NDC:10210- 4.25 g in 1 CYLINDER; Type 0: Not a Combination
0028-1 Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date

OTC Monograph Drug MO020 05/30/2019



Part 2 of 3

CARMEX DAILY CARE MOISTURIZING LIP BALM STRAWBERRY SPF

15

octinoxate, oxybenzone salve

Product Information
Item Code (Source) NDC:10210-0031
Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
OCTINOXATE (UNIl: 4Y5P7MUD51) (OCTINOXATE - UNII:4Y5P7MUD51) OCTINOXATE 75mg inlg
OXYBENZONE (UNIl: 9500S7VEQY) (OXYBENZ ONE - UNII:9500S 7VEQY) OXYBENZONE 40mg inlg

Inactive Ingredients
Ingredient Name
PETROLATUM (UNII: 4T6H12BN9U)
LANOLIN (UNIl: 7EV65EAW6H)
ISOPROPYL PALMITATE (UNIl: 8CRQ2TH63M)
CERESIN (UNIl: Q1LS2UJO3A)
YELLOW WAX (UNII: 2ZA36H0S2V)
CETYL ESTERS WAX (UNII: DO72FFP9GU)
PARAFFIN (UNIl: [900E3H2ZE)
MEADOWFOAM SEED OIL (UNII: 412ZHA4T4Y)

Packaging
# Item Code Package Description Marketing Start
Date
1 NDC:10210- 4.25 g in 1 CYLINDER; Type 0: Not a Combination
0031-1 Product
Marketing Information
Marketing Application Number or Monograph Marketing Start
Category Citation Date
OTC Monograph Drug MO020 06/20/2018

Part 3 of 3

Strength

Marketing End
Date

Marketing End
Date



CARMEX DAILY CARE MOISTURIZING LIP BALM CUPCAKE BATTER

SPF 15

octinoxate, oxybenzone salve

Product Information
Item Code (Source) NDC:10210-0030

Route of Administration TOPICAL

Active Ingredient/Active Moiety
Ingredient Name

OCTINOXATE (UNII: 4Y5P7MUD51) (OCTINOXATE - UNII:4Y5P7MUD51)
OXYBENZONE (UNII: 9500S7VEQY) (OXYBENZONE - UNII:9500S7VEOQY)

Inactive Ingredients

Ingredient Name
PETROLATUM (UNII: 4T6H12BN9U)
LANOLIN (UNII: 7EV65EAWGH)
ISOPROPYL PALMITATE (UNIl: 8CRQ2TH63M)
CERESIN (UNII: Q1LS2UJO3A)
YELLOW WAX (UNIl: 2Z A36H0S2V)
CETYL ESTERS WAX (UNIIl: DO72FFP9GU)
PARAFFIN (UNII: I9O0E3H2ZE)
MEADOWFOAM SEED OIL (UNIl: 412Z HA4T4Y)

Packaging

# Item Code Package Description

1 NDC:10210- 4.25 g in 1 CYLINDER; Type 0: Not a Combination
0030-1 Product

Marketing Information

Marketing Application Number or Monograph
Category Citation

OTC Monograph Drug MO020

Marketing Information

Marketing Application Number or Monograph
Category Citation

OTC Monograph Drug MO020

Basis of Strength Strength

OCTINOXATE
OXYBENZONE

Marketing Start
Date

Marketing Start
Date

06/20/2018

Marketing Start
Date

01/31/2019

75mg inlg
40mg inlg

Strength

Marketing End
Date

Marketing End
Date

Marketing End
Date
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