HAND SANITIZER- alcohol gel
Jorge Martin Gomez Sanchez

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.

HAND SANITIZER

This is a hand sanitizer manufactured according to the Temporary Policy for Preparation of Certain
Alcohol-Based Hand Sanitizer Products During the Public Health Emergency (CoViD-19); Guidance
for Industry.

The hand sanitizer is manufactured using only the following United States Pharmacopoeia (USP) grade
ingredients in the preparation of the product (percentage in final product formulation) consistent with
World Health Organization (WHO) recommendations:

a. Alcohol (ethanol) (USP or Food Chemical Codex (FCC) grade) (70%, volume/volume (v/v)) in an
aqueous solution denatured according to Alcohol and Tobacco Tax and Trade Bureau regulations in
27 CFR part 20.

Sterile distilled water or boiled cold water.
Isopropyl alcohol

Carbomer 940

Glycerin

Triethanolamine

Aloe vera extract
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The firm does not add other active or inactive ingredients. Different or additional ingredients may
impact the quality and potency of the product.

Active Ingredient(s)
Alcohol 70% v/v. Purpose: Antiseptic

Purpose

Antiseptic, Hand Sanitizer

Use

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

Warnings

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

Do notuse
¢ inchildrenless than 2 months of age
e onopenskin wounds

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 a serious condition.



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

Stop use and ask a doctor if irritation or rash occurs. These may be signs of a serious condition.

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.
e Supervise children under 6 years of age when using this product to avoid swallowing.

Other information
e Store between 15-30C (59-86F)
¢ Avoid freezing and excessive heat above 40C (104F)

Inactive ingredients

Purified water, isopropyl alcohol, carbomer 940, glycerin, triethanolamine, aloe vera extract

Package Label - Principal Dis play Panel
250 mL NDC: 78471-004-01
7 ™

HAND SANITIZER sz~ g

[0
E To beblp decraiin bacherks on fhe skin
G L Rucosirmiantdid for mpasied usa.
Wamings:

[For exiemal use only.
Flammable. Kesp sway from fire or Name.
Koy sl WL b caso of eve contact, flush i
thorughly with water, soek medical stiention
i ik
Avald eomiael with brokes skin.
oy woe ool sk 0 doeter If redsai oe Eritation
devedops and porsists foe more than 72 his.
Kasap swwy from obilldrea. # swalowod  seck medical
attunition lemedistely. Chlldren susd esly use ithls
product undst odult supervision,
Direction:
Plii small ameunt of sanitiser in your palm,
Theaoughly sprand o both hasd and Fub Sogsther
wnill dry.

KILLS Other

v
Sdorn below 106 °F

L]
O T T T T —
Q9% steriing e
Sa0,ghpcarin, triethasolamiss, aloe ewtraat.
of mast carnman =
garms that may

L ManUTBEITe by:
- ACITIC gy
cause iliness A, Santa Crocce #115 C. Ledm, Gin C.R 37439, Mxico
info@iranchelab oom mo

HA0X00NOCK F0aON

Disstribushed by:
mmwmninma“m
Corona, GA S287TS PH (951) B08-0600 Exl. 223

! !§:e ALCOHOL P

— 4 B

ALCOHOL ANTISEPTIC 70 A) WITH ALOE VERA g5
0732535 913004

Net. Content: 8.4 fl 0z (250 ml)

500 mL NDC: 78471-004-02



HAND SANITIZER

GEL

KILLS

99%

of mast carmman
garms that may
cause illness

L

ALCOHOL ANTISEPTIC

sterling
pocmc

ALCOHOL

70%

Fof mtmmal use onl.

Flammabie. Kesp sy fom Ane of Name.
e sl WL b oo of eye contact, flush &
thomughly with wator, sesk madical sttention
e sty
Aveld eontaet with brokes skin.
Py e ol w0 doeder I edeans o britstion
dewedops and persists b mors than T2 hrs
Wsp ey Teom oldldren. ¥ s abowe  sesk madical
wttuntion smadistely. Childoan siust osly use this
product under_adult supsnvision,
Darection:
Plach amall ameunt of sanitice in your gaim.

Theeoughly sprend oa both hand  and rub fogether
unill dry_

{ither information.
Shors below 105 °F

Imactive ingredinnts: Wayter isopropyl aicshol, carbomer

a0, ghecarin, triethasolamiss, alee ween sxtraat.

Manutechure by:
Jorge Martin Gomez Sanchez
#v, Banta Groocn #115 €. Ledm, Gio R 37439, Mixco
Infp@rfranchelab nom o

Disstributed by:
Praductisn Pariners Chemical Co. Ine. 1223 Shesbom 5L Bldg. 101
Coromea, CASCETS PH (951) B08-0600 ExL. 223

732535 " 913004

~~

WITH ALOE VERA

0

OO 0000C DON

Expiminn:

Net. Content: 16.9 fl oz (500 ml)

1000 mL NDC: 78471-004-03

s

HAND SANITIZER

GEL

KILLS

99%

of most cormman
garms that may
causa illness

L8

ALCOHOL ANTISEPTIC

sterling
oacific

ALCOHOL

70%

For extomal use only.

Flammabls. Kisp sway fom e of Name.

Ko st WL im cme of eye contact, flush i
thomughly with weter, seel medicsl stiention
ismmudlatuty.

Aveld eontact with brokis shin.

Py v ol ok wdovter I rudensa o keritation

dEwelops and parsists Sor mors than T2 his.
Fsap wwmy Tromn oblldren. # swolowed | seak madical
attantion immedistely. Children must caly use this

produst under_sdult supendsian,
Direction,

Plasti small ameant of saniticer in your galm,
Theeoughly sprend om both haed  and rub fogether
bl

ther information,
Fiorw below 105 °F

| My discolos some fabriss

Inactive ingr fay eyl aleshal,
B480,ghecarin, triethasolamises, alse sern swtract

Manulachure by:
Jorgs Martin Gimez Sanchar
Ay, Banta Groces #115 C. Ledn, fito G.F. 37435, Méxdco
infip@franchelab som i

Distributed by:
Production Pariners Chemical Colnc. 1223 Sherbom St Bidg. 101
\Coroma, T S2ETY PH [951) B08-0600 Exl. 223

732535 " 913004

e

WITH ALOE VERA

0000 AN

Expirzﬂnn:

Net. Content: 33.8 fl oz (1000 ml)

3800 mL NDC: 78471-004-04




HAND SANITIZER

GEL

KILLS

99%  sterling

of mast carnman

e pacific

Flammabls. Kby away om in or Name.
Ky st WP in cme of eyn contact, flush
thoroughly with water, ssel medical attention
e lstuty.

Avald eoniact wiih brokes shkin.

Py v ool wok oot f cusonss o ievitation

develops and porsists for more than 72 s

Faop swmy from ohildren. ¥ swalowed . seok medical

attantion smediatily. Childran must esly i this

product under_adult supesvision,

Dénection,
Piscu amall nmount of saniticer in your paim.
Theeoughly sprend ¢a both haad  and rub fogeiher
wnill dry.

(Other information.

Shors below 106 °F

| Mg discolossomifabres |
Inacti i di ray alcshol,

40, ghpcaring tricthasolamine, sl wern ewtraat

Manutschure by:
Jorge Martin Gimaz Sanchaz
Ay, Banta Groces #1145 C. Ledn, Gto P 37438, México
imfo@rranchelab com m

Disstributed by:
Pralictisn Partnens Cletmicl CoInc. 1223 Sherbom St Bidg. 101
Corona, CA 52879 PH m:m—mlmm

000NN 2DION

% ALCOHOL &
70% == [l “
ALCOHOL ANTISEPTIC WITH ALOE VERA g5
0"732535" 913004
Net. Content: 1 gal (3.8 Its)
19000 mL NDC: 78471-004-05
&
Drug Facis
HAND SANITIZER - V———
GEL e

KILLS

99% sterling

of most comman
S pacific
% ALCOHOL
/0% | =

ALCOHOL ANTISEPTIC WITH ALOE VERA

FOF SEIBITIA] B DY,

Flammable. Keep away from fine or Name.

Eap W WL be caeo of eye contact, flush

thormughly with water, sesk medical stiantion

imemudlstuly.

Awsld eonlael with biokes skin.

Doy v ol sk 0 b I cesdaais o kritstion

dewelops and porsists Sor mans than T2 his.

Faap wwmy from ohildren. ¥ swalowod . seak madical

attantion lsmadistely. Childnan must saly Usa this
produst undsr sdult supendsion,

Direction,

P amall ameunt of sanitioer In your palm,
Thoroughly sprend oa both hamd  and rub fogether
wnbll dry.

{ither information:
Siorm below 105 °F

| Mgy disolos somi fabrkes

Inactive | i ayt aleshal,

S480 ghrarin, triethasalnmise, akie vern swiraat.

Manulachure by:
Jorga Martin Gimez Sanchaz
Ay, Banta Grocee #115 €. Ledm, Gio £.2 37439, México
infoSrfranchelab oo mx
Distributed by:

Praductien Pariners Chemical Co. Inc. 1223 Shesbom 5L Biag. 101
Cerona, CA 52679 mm; B06-0600 Ext. 223

732535 913004 H

0

HAN0OOCAAAAK -IAON

Expiraﬂml:

Net. Content: 5 gal (19 Its)

1000000 mL. NDC: 78471-004-06




Drug Facts

ACTIVE INGREIMENTES!

HAND SANITIZER i o 0%

GEL e

Far axlimal use only.

Flammaide. Kotp away from fre or Name.

g ot WL b cano of oyo sontat, fush it
thomughly with wator, seel medical atinntion

e intuty

Aveid comiact with brokes shin.

By oo el msk ndmter I reseas o ritation
dewelops Bnd porsists for more than 72 his.

Faop swmy from ohlldren. ¥ swallownd . seok medical
aftantion bsmedistely. Childrn sust esly usa this

Hum Bﬂl&ﬂm.
Dirsction.
Piszi amall ameunt of winltieer in your palm,

WA0OOCAAANK 2 IAN

Thesoughly sprend o both hand and Fub Sopether
il dry

KILLS Tther intarmatian,

Saprs beiow 106 *F

99% sterling B

af mast comman
Manutachure by:

germs that may Q C | f | C Jorgs Martin Gémaz Sénchaz
cause illness p . Santn Grocem 115 C: Lnim, 610 G, 3743, Mixico
imeSriranchelab. com rix

Distributed by:
Productien Pariners Chemical Co. nc. 1223 Sherhom 5L Bldg. 101
Coron, CA 52679 PH (951) B06-0600 Exi. 223

L'éA ALCOHOL i
=
=

ot 70% —~— “l “\ ‘ B

ALCOHOL ANTISEPTIC WITH ALOE VERA 8 =
0" 7325357 913004
Net. Content: 264.1 gal (1000 Its)

HAND SANITIZER
alcohol gel

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:78471-004
Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
ALCOHOL (UNII: 3K9958V90M) (ALCOHOL - UNII:3K9958 V90 M) ALCOHOL 70 mL in 100 mL
Inactive Ingredients
Ingredient Name Strength

ALOE VERA LEAF (UNI: ZY81Z83H0X)

CARBOMER 940 (UNIL: 4Q93RCW27E)

GLYCERIN (UNII: PDC6A3C00X)

ISOPROPYL ALCOHOL (UNII: ND2M416302)

WATER (UNI: 059QFOKOOR)

TRIETHANO LAMINE TRIS(DIHYDRO GEN PHO SPHATE) (UNIL: 36 YHT392ID)
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Package Description

250 mL in 1 BOTTLE, PLASTIC; Type 0: Nota Combination
Product

500 mL in 1 BOTTLE, PLASTIC; Type 0: Nota Combination
Product

1000 mL in 1 BOTTLE, PLASTIC; Type 0: Not a Combination
Product

3800 mL in 1 BOTTLE, PLASTIC; Type 0: Not a Combination
Product

19000 mL in 1 PAIL; Type 0: Nota Combination Product

1000000 mL in 1 DRUM; Type 0: Nota Combination Product

Marketing Information

Marketing Category Application Number or Monograph Citation

Marketing Start Marketing End
Date Date

03/30/2020

03/30/2020

03/30/2020

03/30/2020

03/30/2020

03/30/2020

OTC monograph not final part333A 03/30/2020

Labeler - jorge Martin Gomez Sanchez (951577703)

Establishment
Name Address ID/FEI
Jorge Martin Gomez Sanchez 951577703
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