GOLDEF ANTISEPTIC HAND SANITIZER- alcohol liquid
MEDIPROMTECH, LLC

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.

GOLDEF ANTISEPTIC HAND SANITIZER
Drug Facts

UActive ingredient
Alcohol 80% v/v

Purpose

Antiseptic

Uses
¢ hand sanitizer to decrease bacteria on the skin * recommended for repeated use * for use when soap
and water are not available

Warnings
Flammable, keep away from fire/flame
For external use only
Do notuse * [lin children less than 2 months of age * on open skin wounds
(When using this product ¢ ldo not get into eyes. In case of contact, rinse eyes thoroughly with water
[Stop use and ask a doctor if
® irritation and redness develop
e condition persists for more than 72 hours

Keep out of reach of children.

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

Directions

» wet hands thoroughly with product and allow to dry without wiping * supervise children under 6 years
of age when using this product to avoid swallowing

[Other information
* store between 15-30°C (59-86°F) * avoid freezing and excessive heat above 40°C (104°F)

Inactive ingredients

water, hydrogen peroxide, glycerin



IQuestions?

0+1-404-795-4774

IYou may also report serious effectsto this phone number.
IMon-Fri 9:00AM - 5:00 PM

Alcohol Antiseptic 80%

Topical solution Non-Sterile Solution
[IMois turising

Manufactured by: MEDIPROMTECH LLC
Stelmaha 9, Irpin city, Ukraine 08205
JICOUNTRY OF ORIGIN: UKRAINE
info@goldef.ua

www.goldef.ua
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Drug Facts (continued)

Other information m store between 15-30°C v G D I_ D E F ’

59-86°F) m avoid freezing and excessive heat
above 40°C (104°F)
Inactive ingredients water, hydrogen A N T I S E PTI c
HAND
SANITIZER

Manufactured by: MEDIPROMTECH LLC @
Stelmaha 9, Irpin city, Ukraine 08205

COUNTRY OF ORIGIN: UKRAINE
info@goldef.ua  www,goldef.ua

4082022807501 14

peroxide, glycerin

uestions? +1-404-795-4774
'ou may also report serious side effects to this

phone number. Mon-Fri 9:00 AM - 5:00 PM

Alcohol Antiseptic 80% ':5
Topical Solution Non-sterile Solution

Moisturising i )///

2.7 fl 0z (80 mL)

. LotNo Expiry

Drug Facts
Active ingredient Purpose
Alcohol 80% V/v...........cooovveeriivcccennnnn.... Aniseptic

Uses m hand sanitizer to decrease bacteria on the
skin m recommended for repeated use m for use
when soap and water are not available

Warnings

Flammable, keep away from fire/flame

For external use only

Do not use m in children less than 2 months of age
m on open skin wounds

When using this product B do not getinto eyes.
In case of contact, rinse eyes thoroughly with water
Stop use and ask a doctor if

m iritation and redness develop

m condition persists for more than 72 hours

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

Directions m wet hands thoroughly with product
and allow to dry without wipinﬁ W supervise
children under 6 years of age when using this
product to avoid swallowing [




’ Drug Facts

Drug Facts (continued)

Other information wm store between 15-30°C v G D I_ D E F Active ingredient Purpose

59-86°F) m avoid freezing and excessive heat Alcohol 0% V/...........ccccoocccnvcee....Antiseptic

above 40°C(104°F)

Uses m hand sanitizer to decrease bacteria on the
Inactive ingredients water, hydrogen IS PTIC skin m recommended for repeated use m for use
peroxide, gl cgrin . A N T E when soap and water are nopt available

uestions? +1-404-795-4774 Warnings
'ou may also report serious side effects to this H A N D Flammable, keep away from fire/flame

phone number. Mon-Fri 9:00 AM - 5:00 PM For external use only
SA N ITI z E R Do not use m in children less than 2 months of age

Manufactured by: MEDIPROMTECH LLC & m on open skin wounds

Stelmaha 9, Irpin city, Ukraine 08205 When using this product W do not get info eyes
COUNTRY OF ORIGIN: UKRAINE .:5 In case of contact, rinse eyes thoroughly with water

Alcohol Antiseptic 80% -
info@goldef.ua  www.goldef.ua : . : : Stop use and ask a doctor if
Topical Solution Non-sterile Solution m initation and redness develop

m condition persists for more than 72 hours

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

Directions m wet hands thoroughly with product
tNg20228ll750114 3.38fl 0z (1 00 mL) and allow to dry withoutwipin% | supervise

children under 6 years of age when using this
product to avoid swallowing [>

, LotNo Expiry
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SANITIZER
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Alcohol Antiseptic 80% T
Topical Solution Non-sterile Solution

Moisturising

8,45 fl 0z (250 mL)



Drug Facts

Active ingredient Purpose
Aleohol BOVAL. s s Antiseptic

Uses m hand sanitizer to decrease bacteria on the skin m recommended
for repeated use m for use when soap and water are not available

Flammable, keep away from fire/flame. For external use only

Do not use m in children less than 2 months of age m on open skin wounds
When using this product m do not get into eyes.

In case of contact, rinse eyes thoroughly with water

Stop use and ask a doctor if
m irritation and redness develop
m condition persists for more than 72 hours

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

Directions m wet hands thoroughly with product and allow to dry without wiping
m supervise children under 6 years of age when using this product to avoid swallowing

Other information wm store between 15-30°C 59-86°F) m avoid freezing and
excessive heat above 40°C(104°F)

Inactive ingredients water, hydrogenperoxide, glycerin

estions? +1-404-795-4774
ou may also report serious side effects to this phone number.

Mon-=Fri 9:00 AM = 5:00 PM

Manufactured by:
MEDIPROMTECH LLG
Stelmaha 9, Irpin city, Ukraine 08205

COUNTRY OF ORIGIN:
UKRAINE

info@goldef.ua www.goldef.ua

418202281750114
Lot.No Expiry

& GOLDEF
ANTISEPTIC




HAND
SANITIZER
A\

Alcohol Antiseptic 80% T
Topical Solution Non-sterile Solution

Moisturising

16,9 fl 0z (500 mL)

Drug Facts
Active ingredient Purpose
Mcohol 809 Y. - cnnnneimnmnnnmsmanasaAntiseptic

Uses m hand sanitizer to decrease bacteria on the skin m recommended
for repeated use m for use when soap and water are not available

ummgs

Flammable, keep away from fire/flame. For external use only

Do not use m in children less than 2 months of age m on open skin wounds
When using this product m do not i]et into eyes.

In case of contact, rinse eyes thoroughly with water

Stop use and ask a doctor if

m irritation and redness develop
m condition persists for more than 72 hours

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

Directions m wet hands thoroughly with product and allow to dry without wiping
m supervise children under 6 years of age when using this product to avoid swallowing

Other information wm store between 15-30°C 59-86"F) m avoid freezing and
excessive heat above 40°C(104°F)

Inactive ingredients water, hydrogenperoxide, glycerin

Questions? +1-404-795-4774 .
You may also report serious side effects to this phone number.

Mon-Fri 9:00 AM - 5:00 PM

AT TTN Yanszetree..,




COUNTRY OF ORIGIN:
UKRAINE

info@goldef.ua www.goldef.ua

1

418202281750

Lot.No

IVIELFIE MU 1 Ewi L
‘l Stelmaha 9, Irpin city, Ukraine 08205
4

Expiry
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ANTISEPTIC
HAND
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Alcohol Antiseptic 80% a
Topical Solution Non-sterile Solution

Moisturising

33,8 fl oz (1000 mL)

Drug Facts
Active ingredient Purpose
Aol B0 WV..ocnnsnnnnTssReEEEEnsEsasAnisepc

Uses m hand sanitizer to decrease bacteria on the skin m recommended
for repeated use m for use when soap and water are not available

arnings
Flammable, keep away from fire/flame. For external use only

Do not use m in children less than 2 months of age m on open skin wounds
Whan ucinn thic nendurt m dn nnt net intn eveg




In case of contact, rinse eyes thoroughly with water

Stop use and ask a doctor if

m irritation and redness develop

m condition persists for more than 72 hours

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

Directions m wet hands thoroughly with product and allow to dry without wiping
m supervise children under 6 years of age when using this product to avoid swallowing
Other information w store between 15-30°C 59-86'F) m avoid freezing and
excessive heat above 40°C (104°F)

Inactive ingredients water, hydrogen peroxide, glycerin

uestions? +1-404-795-4774
ou may also report serious side effects to this phone number.

Mon-=Fri 9:00 AM = 5:00 PM

Manufactured by:
MEDIPROMTECH LLC
Stelmaha 9, Irpin city, Ukraine 08205

COUNTRY OF ORIGIN:
UKRAINE

info@goldef.ua www.goldef.ua

418202281750114
Lot.No Expiry

% GOLDEF

ANTISEPTIC
HAND
SANITIZER

A\

Alcohol Antiseptic 80% ﬁ
Topical Solution Non-sterile Solution

AAaladiaialin~ - #\
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169 fl 0z (5000 mL)

Drug Facts
Active ingredient Purpose
AICOROL B0 V/V..........coooersrenrsiinssinnerisenisssnssssssssssessssessssssssssssssensesees ANTISEPTIC

Uses m hand sanitizer to decrease bacteria on the skin m recommended
for repeated use m for use when soap and water are not available

Flammable, keep away from fire/flame. For external use only

Do not use m in children less than 2 months of age m on open skin wounds
When using this product m do not get into eyes.

In case of contact, rinse eyes thoroughly with water

Stop use and ask a doctor if

m irritation and redness develop

m condition persists for more than 72 hours

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

Directions m wet hands thoroughly with product and allow to dry without wiping
m supervise children under 6 years of age when using this product to avoid swallowing

Other information w store between 15-30°C 59-86°F) m avoid freezing and
excessive heat above 40°C (104°F)

Inactive ingredients water, hydrogenperoxide, glycerin

uestions? +1-404-795-4774 _
ou may also report serious side effects to this phone number.

Mon-=Fri 9:00 AM = 5:00 PM

Manufactured by:
MEDIPROMTECH LLC

Stelmaha 9, Irpin city, Ukraine 08205
COUNTRY OF ORIGIN:

UKRAINE
418202281750114

info@goldef.ua www.goldef.ua
Lot.No Expiry

GOLDEF ANTISEPTIC HAND SANITIZER
alcohol liquid

Product Information



Product Type

Route of Administration

HUMAN OTC DRUG

TOPICAL

Active Ingredient/Active Moiety

Ingredient Name

ALCOHOL (UNII: 3K9958V90M) (ALCOHOL - UNII:3K9958 VOO M)

Inactive Ingredients

Ingredient Name

WATER (UNIL: 059QF0KOOR)
HYDRO GEN PERO XIDE (UNIl: BBX060AN9V)
GLYCERIN (UNII: PDC6A3C00X)

Packaging

#

Item Code

NDC:79553-101-
20

NDC:79553-101-
30

NDC:79553-10 1-
40

NDC:79553-101-
50

NDC:79553-101-
60

NDC:79553-101-
70

Package Description

80 mL in 1 BOTTLE, SPRAY; Type 0: Nota Combination
Product

100 mL in 1 BOTTLE, SPRAY; Type 0: Nota Combination
Product

250 mL in 1 BOTTLE, SPRAY; Type 0: Not a Combination
Product

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

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

5000 mL in 1 CANISTER; Type 0: Not a Combination Product

Marketing Information

OTC monograph not final

Marketing Category

Application Number or Monograph Citation
part333A

Labeler - MEDIPROMTECH, LLC (520862497)

Establishment
Name Address ID/FEI
MEDIPROMTECH, LL.C 520862497

Revised: 7/2020

Item Code (Source)

Basis of Strength

ALCOHOL

Marketing Start
Date

07/01/2020

07/01/2020

07/01/2020

07/01/2020

07/01/2020

07/01/2020

Marketing Start Date

07/01/2020

NDC:79553-101

Strength
80 mL in 100 mL

Strength

Marketing End
Date

Marketing End Date

Business Operations

manufacture(79553-101)

MEDIPROMTECH, LLC
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