KLEEN HAND SANITIZER MANGO- alcohol gel
SAIGON COSMETICS CORPORATION

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.

Alcohol 70% v/v purpose: antiseptic
Antiseptic, hand sanitizer

Hand sanitizer to help decrease bacteria that can potentially cause disease. For use when soap and water
are not available.

For external use only. Flammable. Keep away from heat and flame.

Do not use
¢ Inchildren without aldult supervision
¢ Onopenskin wound

When using this product keep out of eyes, ears, and mouth. In case of contact with eyes, rinse eyes
thoroughly with water.
Stop use and ask a doctor if irritation or rash occurs. These may be signs of serious conditions.

Keep out of reach of children. If swallowed, get medical help or contact a poison control center right
away.

Directions:
- place enough product on hands to cover all surfaces. Rub hands together until dry.
- supervise children under 6 years of age when using this product to avoid swallowing.

Other information:
e Store between 15-250C(59-770F)
¢ Avoid freezing and excessive heat above 400C (1040F)

+84-28-3742-1102

.Alpha.-hexylcinnamaldehyde, .Gamma.-undecalactone, 1-(2,3,8,8-Tetramethyl-1,2,3,4,5,6,7,8-
octahydronaphthalen-2-YI)ethanone, 2-(2-(4-Methylcyclohex-3-en-1-YI)propyl)cyclopentan-1-one, 2-
Tert-butylcyclohexyl acetate, 3-Hexenyl salicylate, cis-, 4-(P-hydroxyphenyl)-2-butanone, Bornyl
acetate, (-)-, Carbomer interpolymer type A (allyl sucrose crosslinked), Diethyl malonate, Ethyl
linalool, Ethyl maltol, Hexahydro-4,7-methanoinden-6-yl propionate, Hexyl acetate, Hexyl salicylate,
Polyoxyl 40 hydrogenated castor oil, Propylene glycol, Trolamine, Water



Hand Sanitizer

Alcohol Antiseptic 70%

Drug Facts

Purpose
Antiseptic

Uses: Hand sanitizer to help decrease bacteria that can potentially
cause disease. For use when soap and water are not available.

Warnings:
For external use only. Flammable. Keep away from heat and flame.

Do not use: » in children without adult supervision * on apen skin wound.

When using this product keep out of eyes, ears, and mouth. In case of
contact with eyes, rinse eyes thoroughly with water.

Stop use and ask a doctor if irritation or rash occurs. These might signs
of serious conditians.

Keep out of reach of children. If swallowed, get medical help or contact
a Poison Control Center right away.
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awﬂhwwmumhﬁbmﬂm%mmﬁuwﬂ

mwmmsmda@mmmmmw

Other information:
+ Store between 15-25°C(59-77°F).
+ Avoid freezing and excessive heat above 400C (1049F).

Gamma.-undecalactone, 12,388 Tetramethyl-1,2,34,5,6,7 8-octahydronaph-

Question? +84-28-3742-1102 |NDC Code 79741-003-09
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Manufactured by

SAIGON COSMETICS CORPORATION

930 Nguyen Thi Dinh Street, Cat Lai Industrial Zone (Block Il),
Thanh My Loi Ward, District 2, Ho Chi Minh City 700000, Vietnam.
‘www.saigoncosmetics.com




Drug Facts Drug Facts (Continued)

Other information:

Active Ingredient Purpose = * Store between 15-25°C (59-77°F).
Alcohol 70% v/v Antiseptic ' ;b'z‘:":i;;%e(zi'a%j;‘}d excessive heat
Uses: Hand sanitizer to help decrease Inachvein gred-t' P

bacteria that can potentially cause disease. Alpha. -hexylcmnamaldehyde Gamma.-un-
For use when soap and water are not decalactone, 1-(2, ?;BS-Tetrameth-
available. yl-1,2,3,4,56,7 8- octahydrona shthalen-2- r
; ﬁtharéone, 2ol ) 2-2-( -I\f(leth\ilcyc
. ex-3-en-1-yl)propyl)cyclopentan-1-one
Warnings: 2-Tert- butylcvc}p pY gceta%e, 3-Hexeny!
For external use only. Flammable. Keep Hand Sanitizer salicylate, ms— 4-(P-hydro; phenyl)-z buta—
away from heat and flame. none, Bornyl acetate, xz( Carbomer

|nterpolymertype Alal &‘ | sucrose crosslinked),

Do not use: ¢ in children without adult M AN Go Diethyl malonate, Ethyl linalool, Ethyl maltol,
supervision * on open skin wound. Hexahydro-4,7- methanoinden-6- y1
- - Broplonate, Hexxl acetate, Hexyl salicylate,
When using this product keep out of eyes, olyoxyl drogenated castor  oil,

ears, and mouth. In case of contact with ' Propylene glycol, Trolamine, Water.

eyes, rinse eyes thoroughly with water. Question? +84-28.3742-1102
Stop use and ask a doctor if irritation or
rash occurs. These might be signs of R NDC Code 79741-003-10
serious conditions

Keep out of r.each of children. If /o S C C FDA

swallowed, get medical help or contact a MRt e by RECISTERED
Poison Control Center right away. i i SAIGON COSMETICS CORPORATION
g y Alcohol Antlseptlc 70% 930 Nguyen Thi Dinh Street, Cat Lai Industrial
H : % Zone (Block Il), Thanh My Loi Ward, District 2,
D"-emons o : . I Ho Chi Minh City 700000, Vietnam.
* Place enough product on hands to cover 34floz (1 00 ml) www.saigoncosmetics.com
all surfaces. Rub hands together until dry, . "

* Supervise children under 6 years of age ||| || | || |||| | ||| |I||||||
when using this product to avoid
swallowing. 346621384128

Drug Facts (Continued)

Other information:
 Store between 15-25°C (59-77°F).
* Avoid freezing and excessive heat above 40°C (104°F).

Drug Facts

Active Ingredient Purpose
Alcohol 70% v/v isepti

Inactive ingredients: Apha-hexyii Idehyde, .Gamma.-undeca-
Uses: Hand sanitizer to help decrease bacteria that can potentially Jactone, 12,388 Ta 1 ;xahyizg?sa;n ; ” vlde amma u nceca

cause disease. For use when soap and water are not available. ethanone, 224 Vel

o 2-Tert-butylcyclohexyl ~ acetate, 3-Hexenyl sallcylate, o:, 'HPhydroxy:
Warnings: Han d S anitizer phenyl}-2-butanone, Bornyl acetate, (-}, Carbomer interpolymer type A (allyl

sucmse croslinked), Diethvl malonate, Ethyl linalool, Ethyl maltol,
For external use only. Flammable, Keep away from heat and flame. M A N G o Hexyl acetate, Hexyl salicylate,
Do not use: ¢ in children without adult supervision ¢ on open skin wound. PonoxyI aorwdrogenated castor °'| me'e"e glycol Trolamine, Water.
NDC Code
79741-003-25

When using this product keep out of eyes, ears, and mouth. In case of Question ? +84-28-3742-1102 |
contact with eyes, rinse eyes thoroughly with water.

Stop use and “f'f a doctor if irritation or rash occurs. These might signs S C C F D A

of serious conditions. REGISTERED

Manufactured by :

SAIGON COSMETICS CORPORATION

930 Nguyen Thi Dinh Street, Cat Lai Industrial Zone (Block Il),
Alcohol Antiseptic 70% Thanh My Loi Ward, District 2, Ho Chi Minh City 700000, Vietnam.

www.saigoncosmetics.com

Keep out of reach of children. If swallowed, get medical help or contact
a Poison Control Center right away.

Directions
« Place enough product on hands to cover all surfaces. Rub hands
together until dry.
+ Supervise children under 6 years of age when using this product 8.4l 0z (250 ml)
to avoid swallowing.




Drug Facts (Continued)

Drug Facts
R - Other information:
Active ,"gred’ent Purpose o Store between 15-25°C (59-77°F).
Aloohol 70% vfv Antiseptic * Avoid freezing and excessive heat above 40°C (104°F).

Inactive ingredients: Alpha-hexylcinnamaldehyde, Gamma.-undeca-
Jactone, 12,388 hyl-1,2,3,4,5,6,7,8-octahy 24)
ethanone, 2-(2-{4-Methylcyclohex-3-en-1-yl)propyl)cycloy 1-one,
2-Tert-butylcyclohexyl  acetate, 3-Hexenyl sallcylate cis,  4~(P-hydroxy-
Wam’.ngs' phenyl)-2-butanone, Bornyl acetate, (-}, Carbomer interpolymer type A (allyl

E sucrose  crosslinked), Diethyl malonate, Ethyl linalool, Ethyl maltol,
For external use only. Flammable. Keep away from heat and flame. . Hexahydro-4,7-methanoinden-6-yl propionate, Hexyl acetate, Hexyl salicylate,

Uses: Hand sanitizer to help decrease bacteria that can potentially
cause disease. For use when soap and water are not available.

Do not use: ¢ in children without adult supervision ¢ on open skin wound. Polyaxyl 40 hydrogenated castor of, Propylene gycol, Trolamine, Water.

- NDC Code
When using this product keep out of eyes, ears, and mouth. In case of \ Question? +84-28-3742-1102 | 79741-003-32
contact with eyes, rinse eyes thoroughly with water.

Stop l.lse and afk a doctor if irritation or rash occurs. These might signs . F‘/ S C C F DA

of serious conditions. memcmnS et REGISTERED 466213
Keep out of reach of children. If swallowed, get medical help or contact F Manufactured by :
a Poison Control Center right away. ); - SAIGON COSMETICS CORPORATION
" B 930 Nguyen Thi Dinh Street, Cat Lai Industrial Zone (Block Il),
Directions Alcohol Antiseptic 70% Thanh My Loi Ward, District 2, Ho Chi Minh City 700000, Vietnam.

« Place enough product on hands to cover all surfaces. Rub hands

e www.saigoncosmetics.com
together until dry.

+ Supervise children under 6 years of age when using this product 10.8 fl 0z (320 ml) MFG.
to avoid swallowing. EXP.
Drug Facts Drug Facts (Continued)
Active Ingredient Purpose DO A Other information:
Alcohol 70% v/ Antiseptic <4 A « Store between 15-259C (59-77°F).

« Avoid freezing and excessive heat above 40°C (104F).

Uses: Hand sanitizer to help decrease bacteria that can potentially cause disease. For use

when soap and water are not avalable. Inactive __ingredie Alpha.-hexylc de ) Gamma.
Warnings: Hand Sanitizer ‘ Ha388 Tetamethy-1234567 S ot et e
sorae;:::‘gls use only. Flammable. Keep away from heat and flame. 53,‘13 B (a SM"SZ“&?Y"W”&."VL“ ]b uﬁ.ﬁﬂﬁ B?;.’;ZLZ?E Eﬂ'w)l ﬁ;’gd e'é?n"i.’“?"“;’f‘;{
Do not use: ¢ in children without adult supervision * on open skin wound. \\ Hexahydro-4,7- meiha[\omden-s-yl propionate, Hexyl acetate, Hexyl salicylate, Polyoxyl 40
When using this product keep out of eyes, ears, and mouth. In case of contact with eyes, b hychogensted castor f, Propyene gcol, Tolamine, Weter:
rinse eyes thoroughly with water. ' / Question? +84-28-3742-1102 | NDC Code 79741-003-50
Stop use and ask a doctor if irritation or rash occurs. These maybe signs of serious conditions.
Keep out of reach of children. If swallowed, get medical help or contact a Poison Control Alcohol Antiseptic 70% S C C F D A gff
Center right away. 4 REGISTERED
Directions ’y SaoncosENcs CORPORATION || ”l H H | HHI"H |
«Place enough product on hands to cover all surfaces. Rub hands together until dry. ?ﬁx‘g;v‘f&mg\rzhsgﬁan:‘:aélhr:ms;uac\‘f:;;éggcmmm slgaaea2ls8a288
+ Supervise children under 6 years of age when using this product to avoid swallowing. 16911 0z (500 ml) wiw.saigoncosmetics.com
alcohol gel
Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:79741-003
Route of Administration TOPICAL
Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
ALCOHOL (UNIL: 3K9958V90M) (ALCOHOL - UNIL:3K9958V90M) ALCOHOL 70 mL in 100 mL
Inactive Ingredients
Ingredient Name Strength

DIETHYL MALONATE (UNII: 53A58PA183)

BORNYL ACETATE, (-)- (UNI: 24QAP1VCUX)

HEXYL ACETATE (UNI: 7U7KU3MWTO0)
2-TERT-BUTYLCYCLOHEXYL ACETATE (UNIL: 364FV60913)
ETHYL LINALOOL (UNIL: SF2JS9GF5T)

ETHYL MALTOL (UNI: L6Q8K29L05)



HEXAHYDRO-4,7-METHANO INDEN-6-YL PROPIONATE (UNIL: S3ASM14UAS)

4-(P-HYDRO XYPHENYL)-2-BUTANONE (UNII: 7QY1MHI15BG)

ALPHA.-HEXYL CINNAMALDEHYDE (UNII: 7X60370K2I)
2-(2-(4-METHYLCYCLOHEX-3-EN-1-YL)PROPYL) CYCLOPENTAN-1-ONE (UNII: P1IK3Z8 A8HJ)
PROPYLENE GLYCOL (UNI: 6DC9Q167V3)

CARBOMER INTERPOLYMER TYPE A (ALLYL SUCROSE CROSSLINKED) (UNII: 59TL3WG5CO)
POLYOXYL 40 HYDRO GENATED CASTOR OIL (UNIL: 7YC686 GQ8F)

HEXYL SALICYLATE (UNI: 8F78 EY72YL)

1-(2,3,8,8-TETRAMETHYL-1,2,3,4,5,6,7,8-O CTAHYDRO NAPHTHALEN-2-YL) ETHANO NE (UNII: 1GD70ODM28Y)
TROLAMINE (UNII: 903K93S3TK)

.GAMMA.-UNDECALACTONE (UNIl: QB1TOAG2YL)

WATER (UNIL: 059QF0KOOR)

3-HEXENYL SALICYLATE, CIS- (UNI: C78 Y9 OR6 YH)

Packaging
# Item Code Package Description R S LT Ll
Date Date
1 NDC:79741-003- 90 mL in 1 BOTTLE, PLASTIC; Type 0: Nota Combination 09/15/2020
09 Product
2 NDC:79741-003- 100 mL in 1 BOTTLE, PLASTIC; Type 0: Nota Combination 09/15/2020
10 Product
3 NDC:79741-003- 250 mL in 1 BOTTLE, PUMP; Type 0: Nota Combination 09/15/2020
25 Product
4 NDC:79741-003- 320 mL in 1 BOTTLE, PUMP; Type 0: Nota Combination 09/15/2020
32 Product
5 NDC:79741-003- 500 mL in 1 BOTTLE, PUMP; Type 0: Not a Combination 09/15/2020
50 Product

Marketing Information

Marketing Category  Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part333A 09/15/2020

Labeler - SAIGON COSMETICS CORPORATION (555265180)
Registrant - SAIGON COSMETICS CORPORATION (555265180)

Establishment

Name Address ID/FEI Business Operations
SAIGON COSMETICS CORPORATION 555265180 manufacture(79741-003)

Revised: 8/2020 SAIGON COSMETICS CORPORATION



