FIRST AID ANTISEPTIC- isopropyl alcohol liquid
REALCHEM MANUFACTURING

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.

70% IPA Antis eptic

This is a first aid antiseptic manufactured according to FDA Guidance.

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

Purpose

Antiseptic, Hand Sanitizer

Use

Antiseptic to decrease germs in minor cuts and scrapes and for preparation of skin prior to an injection;
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
® 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
¢ (Cleanthe affected area; apply small amount of product on the area 1 to 3 times daily.
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 USP

Package Label - Principal Dis play Panel
473 ml NDC: 79363-710-16

Drug Facts

Active Ingredient(s] Purpose
Isopropyl Alcohol 70% V/v ................... First Aid Antiseptic

Use[s]
First aid to help prevent the risk of infection in minor
cuts, scrapes, and burns.

Topical antiseptic

and sanitizer Warnings
For external use only

uWill produce serious gastric disturbances if taken

* To decrease germs internally.
. . Flammable, keep away from heat, flame, spark, or
in minor cuts and electrical.

mUse only in a well-ventilated area; fumes may be

scrapes o

Ask a doctor before use if you have deep or
* For preparation punctured wounds, animal bites, or serious bumns.
of skin prior to

an injection

When using this productmkeep out of eyes, ears, and
mouthmDo not apply over large areas of the bodymDo
not use longer than one week unless directed by a
doctor.

Stop use and ask a doctor if conditon persists or
gets worse.

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

Isopronyl
Alcohol

Keep away from heat, spark,
electrical, fire, or flame.
USE ONLYIN A
WELL-VENTILATED AREA ;
FUMES MAY BE HARMFUL

Directions

uClean the affected areamApply small amount of
product on the area 1 to 3 times dailymMay be covered
with a sterile bandagemlIf bandadaged, let it dry first.

Other information

mDoes not contain, nor is intended as a substitute for
grain or ethyl alcohol.

uStore at room temperature, out of direct sunlight.

Inactive Ingredients purified water.

407 South 17th st., Clear Lake, 1A 50428 .

NDC: 79363-710-16 Drug Facts

Active Ingredient]:
Isopropyl Alcohol 70% v

Purpose|
. First Aid Antiseptic

Use[s]

« TOPICAL ANTISEPTIC
AND SANITIZER First aid to help prevent the risk of infection in minor
cuts, scrapes, and burns.

«+ TO DECREASE GERMS " Warrings

For external use only
IN MINOR CUTS AND =Will produce serious gastric disturbances if taken
internally.
SCRAPES | Flammable, keep away from heat, flame, spark, or
1 electrical.
aUse only in a well-ventilated area; fumes may be
* FOR PREPARATION \ toxic.
\ ‘Ask a doctor before use if you have deep or
OF SKIN PRIOR TO punctured wounds, animal bites, or serious burns.
AN | NJ ECTION When using this productakeep out of eyes, ears, and

mouthmDo not apply over large areas of the bodysDo
not use longer than one week unless directed by a

doctor.
: Stop use and ask a doctor if conditon persists or
ISOPROPYL gets worse.
L Keep out of reach of children. If swallowed, get
RUBBING ALCOHOL. medical help or contact a Poison Control Center right
% away.
Directions

Clean the affected areamApply small amount of
product on the area 1 to 3 times dailymMay be covered

KEEP AWAY FROM HEAT SPARK Q with a sterile bandagenlf bandadaged, let it dry first.
ELECTRICAL, FIRE, OR FLAME. A Other information ]
. mDoes not contain, nor is intended as a substitute for
-%:?;i—r;oa’ter::rgr:uat:?n?%ature out of direct sunlight
NLY IN A N - -
WEL LL,J \S/EE NO T LIAT ED AREFA: i N Inactive Ingredients purified water.
FUMES MAY BE HARMFUL Questions? 1-800424-9300

PROUDLY MADE

16 FL OZ (473 ML) N —



NDC: 79363-710-16

. Topical antiseptic
and sanitizer

. To decrease germs
in minor cuts and
scrapes

Keep away from heat, spark,
electrical, fire or flame.

USE ONLY IN A

WELL VENTILATED AREA;
FUMES MAY BE HARMFUL

RC

SAFEPRO

ISOPROPYL
ALCOHOL

70% SOLUTION
Antiseptic Disinfectant

16 FLOZ (473 mL)

Drug Facts

|Active Ingredient(s] Purpose
Jisopropyl Alcohol 70% VAV ... ....... First Aid Antiseptic
Use[s]

[First aid to help prevent the risk of infection in minor
fcuts, scrapes, and bums.

Warnings

For external use only

=Will produce serious gastric disturbances if taken
internally.

Flammable, keep away from heat, flame, spark, or

electrical.

mUse only in a welk-ventilated area; fumes may be
toxic.

Ask a doctor before use if you have deep or
punctured wounds, animal bites, or serious bums.

When using this productmkeep out of eyes, ears, and
mouthwDo not apply over large areas of the bodymDo
not use longer than one week unless directed by a
doctor.

Stop use and ask a doctor if conditon persists or
gets worse.

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

Directions

aClean the affecied areamApply small amount of
product on the area 1 to 3 times dailysMay be covered
with a sterile bandagenlf bandadaged, let it dry first.

Other information

=Does not contain, nor s intended as a substitute for
grain or ethyl alcohol.

mStore at room temperature, out of direct sunlight.

Inactive Ingredients puritied water.

Questions ? 1-800-424-9300



Drug Facts

Active Ingredient[s] Purpose
NDC: 79363-710-16 Isopropyl Alcahol 70% viv .............. First Aid Antiseplic
Use[s]

First aid 1o help prevent the risk of infection in minor
cuts, scrapes, and burns.

+  Topical antiseptic Warnings
e For external use only
a nd san |t|Zer =Will produce serious gastric disturbances if taken
internally.
+  Todecrease germs Flammable, keep away rom heat, flame, spark, or
electrical.
in minor cuts an d mUse only in a well-ventilated area; fumes may be
toxic.
SCra p es o Ask a doctor before use if you have deep or
o punctured wounds, animal bites, or serious bums.
. FO r p re pa rat | on When using this productskeep out of eyes, ears, and
. . mouthmDo not apply over large areas of the bodysDo
Of S k N p rior to not use longer than one week unless directed by a
doctor.

an injection s O p ro py Stop use and ask a doctor if conditon persisis or
gets worse.

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

away.
‘ O o Directions
mClean the affected areamApply small amount of

product on the area 1 fo 3 times dailymMay be covered
with a sterile bandagem|f bandadaged, let it dry first.

Keep away from heat, spark, First Aid Antiseptic Other information

mDoes not contain, nor is intended as a substitute for

electrical, fire, or flame. grain or eliyl alcohol.

mStore at room temperature, out of direct sunlight.

Inactive Ingredients puriied water.

USE ONLY IN A
WELL-VENTILATED AREA ;

FUMES MAY BE HARMFUL Proudly made pEE—— “‘ N H ‘
B SIHIZ

Questions ? 1-800-424-9300

in America
RC Distributed by Eclipse MFG

16 FL OZ (473ml) @

23 85200

946 ml NDC: 79363-710-32

PratectR

H A TY P ICTS Active Ingredient[s] Purpose|
9 TR AR S OIS Isopropyl Alcohol 70% VA ................. First Aid Antiseptic
* Topical antiseptic Usef[s]

First aid to help prevent the risk of infection in minor

and sanitizer cuts, scrapes, and burns.

* To decrease germs
in minor cuts and
scrapes

Wil produce serious gastric disturbances if taken
internally.

Flammable, keep away from heat, flame, spark, or

electrical.

aUse only in a well-ventilated area; fumes may be
toxic.

* For preparation
of skin prior to
an injection

Ask a doctor before use if you have deep or
punctured wounds, animal bites, or serious burns.

When using this productakeep out of eyes, ears, and
mouthwDo not apply over large areas of the bodyaDo
not use longer than one week unless directed by a
doctor.

Stop use and ask a doctor if conditon persists or
gets worse.

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

Keep away from heat, spark, away.

electrical, fire, or flame.

Directions
Clean the affected areamApply small amount of
USE ONLY IN A product on the area 1 to 3 times dailymMay be covered
with a sterile bandagenlf bandadaged, let it dry fist.
WELL-VENTILATED AREA ;
FUMES MAY BE HARMFUL c 0 0 Other information )
‘=Does not contain, nor is intended as a substiute for

grain or ethyl alcohol
Store at room temperature, out of direct sunlight

Inactive Ingredients purified water.




NDC: 79363-710-32

+ Topical antiseptic
and sanitizer

+ To decrease germs
in minor cuts and
scrapes

Keep away from heat, spark,
electrical, fire, or flame.

USE ONLY IN A
WELL-VENTILATED AREA ;
FUMES MAY BE HARMFUL

NDC: 79363-710-32

* TOPICAL ANTISEPTIC
AND SANITIZER

* TO DECREASE GERMS
INMINOR CUTS
AND SCRAPES

* FOR PREPARATION
OF SKIN PRIOR TO
AN INJECTION

KEEP AWAY FROM HEAT, SPARK,
ELECTRICAL, FIRE, OR FLAME

USE ONLY IN A
WELL-VENTILATED AREA:
FUMES MAY BE HARMFUL

SAFEPRO

-

SOPROPYL
ALCOHOL

70% SOLUTION
Antiseptic Disinfectant

32FLOZ (946 mL)

70%

ISOPROPYL
ALCOHOL

RUBBING ALCOHOL

32 FL OZ (946 ML)

Drug Facts

Active Ingredient[s] Purpose
Isopropyl Alcohol 70% viv First Aid Antiseptic
Use[s]

First aid to help prevent the risk of infection in minor
cuts, scrapes, and burns.

Warnings

For external use only

mWill produce serious gastric disturbances if taken
internally.

Flammable, keep away from heat, flame, spark, or

electrical.

mUse only in a well-ventilated area; fumes may be
toxic.

Ask a doctor before use if you have deep or
punctured wounds, animal bites, or serious burns.

When using this productmkeep out of eyes, ears, and
mouthmDo not apply over large areas of the bodymDo
not use longer than one week unless directed by a
doctor.

Stop use and ask a doctor if conditon persists or
gets worse.

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

Directions

uClean the affected areamApply small amount of
product on the area 1 to 3 times dailymMay be covered
with a sterile bandagemlf bandadaged, let it dry first.

Other information

mDoes not contain, nor is intended as a substitute for
grain or ethyl alcohol.

wStore at room temperature, out of direct sunlight.

Inactive Ingredients purified water.

Questions? 1-800-424-9300

Drug Facts

Active Ingredient(s] Purpose
Isopropy! Alcohol 70% VA ....... First Aid Antiseptic
Use[s]

First aid to help prevent the risk of infection in minor
cuts, scrapes, and burns,

Warnings

For external use only

=Will produce serious gastric disturbances if taken
internally.

Flammable, keep away from heat, flame, spark, or

electrical.

mUse only in a well-ventilated area; fumes may be
toxic.

Ask a doctor before use if you have deep or
punctured wounds, animal bites, or serious burns

When using this productskeep out of eyes, ears, and
mouthmDo not apply over large areas of the bodymDo
not use longer than one week unless directed by a
doctor.

Stop use and ask a doctor if conditon persists or
gets worse.

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

Directions

uClean the affected areamApply small amount of
product on the area 1 to 3 times dailyaMay be covered
with a sterile bandagemlf bandadaged, let it dry first.

Other information

mDoes not contain, nor is intended as a substitute for
grain or ethyl alcohol.

wStore at room temperature, out of direct sunlight

Inactive Ingredients purified water.

Questions? 1-800-424-9300

PROUDLY MADE il

IN AMERICA




NDC: 79363-710-32

Drug Facts
. . . Active Ingredient(s] ) Purpos_e
' TOplcal antlseptlc Alcohol 70% viv First Aid Antisep
and sanitizer Use[s]

First aid to help prevent the risk of infection in minor
cuts, scrapes, and bums.

* To decrease germs Warnings
. . For external use onl;
INn MINOr C Uts an d IOWiJI pmdu?:e serigusygaﬁvic disturbances if taken
internally.
SCra peS Flammahy|e, keep away from heat, flame, spark, or
electrical.
. o mUse only in a well-ventilated area; fumes may be
» For preparation 0 toxic
X . Ask a doctor before use if you have deep or
Of Sk| n p rior tO punctured wounds, animal bites, or serious burns.

s . When using this productskeep out of eyes, ears, and
an injection Isopro I o S
not use longer than one week unless directed by a

doctor.

Stop use and ask a doctor if conditon persists or
‘ o o gets worse.

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

First Aid Antiseptic —

Directions
uClean the affected areamApply small amount of
Kee p away frO m heat' S pa rk' produ; on the area 1 lo\:i lir:ws d‘;\Iy-"l:/Iay be ccl)‘vered
el ectrlca I, fl re’ or fla me. with a sterile bandagem|f bandadaged, let it dry first
Other information
mDoes not contain, nor is intended as a substitute for
USE ON LY |N A grain or ethyl alcohol.
Store at room temperature, out of direct sunlight.
WELL-VENTILATED AREA ; -
! Inactive Ingredients purified water.
FUMES MAY BE HARMFUL =
Questions? 1-800-424-9300
Distributed by Eclipse MFG
Proudly made E— “M"“H w
@ 32 FL OZ (946 ml) in America /— 8l 56675 1 00700 1o

237ml NDC: 79363-710-08

NDC 793

Drug Facts

Active Ingredient{s] Purpose|
Isopropyl Alcohol 70% viv ....... First Aid Antiseptic

Use[s]
First aid to help prevent the risk of infection in minor

s . . cuts, scrapes, and burns.
* Topical antiseptic =

Warnings

For external use only

mWill produce serious gastric disturbances i taken
internally.

Flammable, keep away from heat, flame, spark, or

electrical.

mUse only in a well-ventilated area; fumes may be

toxic.

and sanitizer

* To decrease germs
in minor cuts and
scrapes

Ask a doctor before use if you have deep or

* For preparation punctured wounds, animal bites, or serious burns.

of skin prior to
an injection

When using this productmkeep out of eyes, ears, and
mouthmDo not apply over large areas of the bodymDo
not use longer than one week unless directed by a
doctor.

Stop use and ask a doctor if conditon persists or
gels worse.

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

Isopronyl

Keep away from heat, spark,

Directions

mClean the affected areamApply small amount of
product on the area 1 to 3 times dailymMay be covered
with a sterile bandagemif bandadaged, let it dry first.

electrical, fire, or flame.

USE ONLY IN A
WELL-VENTILATED AREA ;

I Alcohol

Other information

mDoes not contain, nor is intended as a substitute for
grain or ethyl alcohol.
wStore at room temperature, out of direct sunlight.

FUMES MAY BE HARMFUL

Inactive Ingredients purtied water.

3785ml NDC: 79363-710-28




PraotectRy

HEALTH AND SAFETY PRODUCTS

- Topicalantiseptic P [ oo e ko icion b e
and sanitizer

* To decrease germs
in minor cuts and
scrapes

+ For preparation
of skin prior to
an injection

&

Keep away from hst, spark, m[]/ Isopropyl
electrical, fire, or flame.
| Alcohol

USE ONLY INA
WELL-VENTILATED AREA ;
FUMES MAY BE HARMFUL

Nefirrier

NDC: 79363-710-28 + Topical antiseptic
and sanitizer

Proudly made [ill—

in America ——=

Drug Facts
(Active Ingredient[s] Purpose|
70% v

+ To decrease germs
in minor cuts and

scrapes

+ For preparation 70%

of skin prior to
oxe

an injection I
S o p | O py (Ask a doctor before use if you have deep or
punctured wounds, anma bies, o seous burms

(When using this productakosp o1l of oy0s, oars.
mouthaDo not apply over large areas of
ot use longer than one week unless
gocor
Stop use and ask a doctor f condian porsists o
gots worse.
Koop out of reach of '

“chidren. 1 swalowsd, oo
Keep away from heat, spark, First Aid Antiseptic odca hop o caiac a Pason Conol Gier rght
electrical, fire, or flame. Z

Usefs]
Fist ad 10 help prevent the risk of Infecton in minor
ouss, nd burs

olectrical.
Uso only

USE ONLY IN A @ oS e
WELL-VENTILATED AREA ; L Other InTorma o]
FUMES MAY BE HARMFUL 00 rtain, noris inerdod as a substiuto for
@ 1 Gallon (3.8 liters) ::.:Z::fﬂm::mm II"MMIHH
FIRST AID ANTISEPTIC
isopropyl alcohol liquid
Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:79363-710
Route of Administration TOPICAL
Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
ISOPROPYL ALCOHOL (UNI: ND2M416302) (ISOPROPYL ALCOHOL - ISOPROPYL 70 mL
UNI:ND2M416 302) ALCOHOL in 100 mL
Inactive Ingredients
Ingredient Name Strength

WATER (UNIL 059QF0KOOR)

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:79363-710-16 473 mL in 1 BOTTLE; Type 0: Not a Combination Product 08/17/2020

2 NDC:79363-710-32 946 mL in 1 BOTTLE; Type 0: Nota Combination Product 08/17/2020

3 NDC:79363-710-08 237 mL in 1 BOTTLE; Type 0: Not a Combination Product 08/17/2020

4 NDC:79363-710-28 3785 mL in 1 BOTTLE; Type 0: Not a Combination Product 08/17/2020




Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part333A 08/17/2020

Labeler - REALCHEM MANUFACT URING (120491681)

Establishment

Name Address ID/FEI Business Operations
REALCHEM MANUFACTURING 117584702 manufacture(79363-710) , pack(79363-710) , repack(79363-710)
Establishment

Name Address ID/FEI Business Operations

RealChem Manufacturing Inc 117742005 manufacture(79363-710) , pack(79363-710) , repack(79363-710)
Establishment

Name Address ID/FEI Business Operations
REALCHEM MANUFACTURING 117828480 manufacture(79363-710), pack(79363-710) , repack(79363-710)
Establishment

Name Address ID/FEI Business Operations
REALCHEM MANUFACTURING 120491681 manufacture(79363-710), pack(79363-710) , repack(79363-710)

Revised: 2/2021 REALCHEM MANUFACTURING
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