HAND SANITIZER- alcohol gel
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.

This is a hand sanitizer unscented gel manufactured according to FDA Guidance.

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)
e Avoid freezing and excessive heat above 40C (104F)

Inactive ingredients

glycerin, RapidGel EZ1, purified water USP



Package Label - Principal Dis play Panel
118 ml NDC: 79363-701-04

B
NDGC 79363-701-04

Drug Facts
Active Ingre dienif] Pumpcse
Ethyl Alconol T0% W ... ANTeptic

HAND SANITIZER
GEL

ALCOHOL ANTISEPTIC

Uy
Hard Sanitzer 1o hedp reduce bacteria that can

potentially cause disease. For use when scap and water
arenot avaiabo.

Wamings
B For external use only
BFiammable keep away from heat or flame

NON-STERILE TOPICAL SOLUTION
PREVENTS THE SPREAD OF BACTERIA

When using this product Bl Do not use on children
leas than 2 months of age MDo not use on open skin
woundla B When using this product keep ot of eves
ars, and mouth.

incase of contact with eyes, rnae eyes thoroughly with
waler.

SCEy
g7

Stop use and ask a doctor f Frition o rash ocouss.
These may be signs of 2 sericus condibon.

Keep out of reachof children.
H swallowed: Immediately call a Poison Control Center
or 2 doctor/physician. Rinse mouh.

Directions
B Piace enough product on hands to cover all surfaces.
W Fub hands together until dry. MSupervise chikien
under & years of age when usng this product o avoid
swallowng

Other informmation
W Store hetween 15° 1o 30° C (587 1o 85°F) MAvoidng
freczing and excesaive heat above 40° C (104°F).

“COMPLETE HEALTH DISTRIBUTION

ﬂ‘""“"m-.._______________.«

Inactive In, yeerol, Water | EGEA

AMP-AcryiatesVinyl isodecanoate Orosspol

KILLS 99.99% OF GERMS 4.0z (118 m)

847-849-0163 - com pleteheaithdistribution@gmail.con}-"' i
Registered trademarks to Complete Health Distrihdtion, L|

® Copyright September 2020. All rights reserved.

237 ml NDC: 79363-701-08



79363-701-08
By fNFPL
70% Alcohol Topical Antiseptic

Gel
Drug Facts

|Active Ingredient]s]

EthyIAlcohal 70%VAV.... Antiseptic
Use[s]

Hand Sanitizer to help reduce bacteria that
can potentially cause disease. For use when

soap and waler are not available.

S

Warnings
mFor external use onl
mFlammable keep away from heat or

flame

When using this product mDo not use on
children less than 2 months of age mDo not
use on open skin woundsm When using this
product keep out of eyes, ears, and mouth.
In case of contact with eyes, rinse eyes

Unscented

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: Immediately call a Poison
Control Center or a doctor/physician. Rinse
mouth.

Directions

B Place enough product on hands to cover
all surfages,

B Rub hands together uniil dry.

Other information

W Store between 15°-30° G

(59°-86°F) mAvoiding freezing and excessive

heat above 40°C (104°F)

Inactive Ingredients: Glycerol, Water
(Aqua), PEG 6 (and) AMP-Actylates/Vinyl
Isodecanoate Crosspolymer

Non-Sterile Solution

8fl oz - (237 mL)

Distributed by

Forward Path Logistics, L.L.C.
La Crosse, W|
forwardpathlogistics.com

RCH##H#H#

NDC # 79363-701-08

WARRANTY DISCLAIMER
Becouse of conditions of use which may be beyond our conérol, NexxChem, LLC shoil not be held
responsibie in any mamner for ny personal injury or property loss resuleing ( the buyer or oy
other person from faneling, storege, or use of titis meterioh ot in eccorionce with irections.
The buyer andforuser assumes oil sk and fiobifty resulting from improper handling or usge
There fs nowarranty expressed or impfied of amy Kindd except us suppiied in writing.

WARNINGS
KEEP OUT OF REACH OF CHILDREN

FLAMMABLE

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

Do not use on children less than 2 months of age.
Do not use on open skin 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.

IF SWALLOWED: Immediately call a
POISON CONTROL CENTER or a
doctor/physician. Rinse mouth.

See Safety Data Sheet for further details regarding
safe use of this product. NexxChem LLC, 407 South
17th 5t., Clear Lake 1A 50428, 641-357-1455.

WARRANTY

For a copy of the NexxChem Product Warranty, contact your local
NexxChem distributor or NexxChem’s Technical Department at
info@nexxchem.com or call 614-357-1455.

407 South 17th St.,
Clear Lake, |A 50428
www.nexxcherr.com

Neiircrm

Drug Facts

Active Ingredient{s] Purpose
Ethyl AlcOnOl 70% VAV e Antiseptic
Use[s]

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

Warnings
H For external use only
B Flammable keep away from heat or flame

When using this product® Do not use on children
lessthan 2 menths of age ® Do net use on open skin
wounds mWhen using this product keep out of eyes,
ears, and mouth.

In case of contact with eyes, rinse eyes thorcughly with
water.

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

Keep out of reach of children.
If swallowed: Immediately call a Poison Control Center
or a doctor/physician. Rinse mouth.

Directions
M Place enough product on hands to cover all surfaces.
B Rub hands together until dry.

Other information
H Store between 15°-30° C {59°-86°F) B Avoiding
freezing and excessive heat above 40° C (104°F)

Inactive Ingredients. Glycerol, Water (Aqua), PEG 6 &
AMP-Acrylates/Vinyl Isodecanoate Crosspolymer,

PACKAGING
ProtectRxx Hand Sanitizer - Non Sterile Solution is
available in these sizes:

16 oz bottle w/ flip top (473 ml)
32 oz bottle w/flip top (946 ml)
128 oz (gallon) bottle (3785 ml)
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NDC: 79363-701-08

LIFESGUARD HAND SANITIZER - NON-STERILE
SOLUTION

15 AN FDA ACCEPTED FORMULA OF HAND SANITIZER THAT

IDrug Facts

Active Ingredient[s] Purpose
E[hy| Alcohol FOOL vy esssvesssssvsnnsenvrssvorn Anliseplic

DISEASE FOR USE WHEN SOAP AND WATER ARE NOT USe[S]
AWAILABLE Hand Sanitizer to help reduce bacteria that can potentially

cause disease. For use when soap and water are not
available.

PACKAGING -
Warnings

LIFESGUARD HaND SaNmizer - NoON STERILE wForexternal use only

mFlammable keep away from heat, or flame:
SOLUTION When using this productmDao not use on children less than 2
¢ months of agemDo not use on open skin woundseWhen
IS AVAILABLE IN THESE SIZES using this product keep out of eyes, ears, and mouth.
. . Al

8 Oz BOTILE W/ FLIP TOP (237 rmL) In claseofcontactwilheyes,rinseeyesthoroughlywilh
water.

HELPS REDUCE BACTERIA THAT POTENTIALLY CAN CAUSE

16 0z BOTTLE W/ FLUP TOP (473 ML)

Stop use and ask a doctor if irritation or rash occurs. These
32 Oz BOTTLE W/FLIP TOP (946 ML) E R may be signs of a serious condition.
- Ke t of reach of children.
128 oz (GALLON) BOTILE (3785 my) al | I Z_ ; SER oL e e e

If swallowed: Immediately call a Poison Control Genter or a
doctor/physidan. Rinse mouth.

SEE SAFETY DATA SHEET FOR NON'STER"-E SOLUTION IDirectionS

FURTHER DETAILS REGARDING

SAFE USE OF THIS PRODUCT. U NSCE NTE D
fother information

GUARDIAN SALES & SUPPLY INC m Store between 15°-30° C (59°-86°F)
401 WiasHINGTON BLvD. UNIT 2, m m Avoiding freezing and excessive heat above 40° C (104°F)
MunpeLan | L, 60060
347-306-0922 ANTISERTIC Inactive Ingredients: Glycerol, Water (Aqual, PEG 6;

AMP-Acrylates/Vinyl, Denatonium Benzoate
LIFESGUARD
DISTRUIBUTED BY

Guardian NET CONTENTS ”‘l”“ |“

mPlace enough product on hands to cover all surfaces.
mRub hands together until dry.

Sales & Supply, Inc.
8 OZ (z37mp

473 ml NDC: 79363-701-16



NDC: 79363-701-16

LIFESGUARD HAND SANITIZER - NON-STERILE

SOLUTION

15 AN FDA ACCEPTED FORMULA OF HAND SANITIZER THAT HELPS IDrug Facts

REDUCE BACTERIA THAT POTENTIALLY CAN CAUSE DISEASE. FOR USE IActi\/e Ingredient[s] Purpose
WHEN SOAP AND WATER ARE NOT AVAILABLE Ethyl AlcOhol 7006 v/y ssssssessssssessssssessses Antiseptic

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

PACKAGING

LIFESGUARD HaND SANITIZER = NON STERILE SOLUTION LIF EseeARD

IS AVAILABLE IN THESE SIZES:

Warnings
8 0z BOTTLE W/ FLIP TOP (237 ML) wFor external use only
mFlammable keep away from heat, or flame
16 0z BOTTLE W/ FLIP TOP (473 m1) When using this productmDo not use on children less than 2
32 07 BOTTLE W/ELIP TOP (946 ML) anths QfagelDo not use on open skin woundsmWhen
using this productkeep out of eyes, ears, and mouth.
128 07 (GALLON) BOTTLE (3785 mL) JIn case of contact with eyes, rinse eyes thoroughly with

water,

SEE SAFETY DATA SHEET FOR. Stop use and ask a doctor if irritation or rash occurs, These
FURTHER DETAILS REGARDING ANI I I z E may be signs of a serious condition.
: N ] [ Keep out of reach of children.
SR 158 F TS PROBMET If swallowed: Immediately call a Poison Control Center or a

doctor/physician. Rinse mouth.
CGUARDIAN SALES & SUPPLY INC NON-STERILE SOLUTION

IDirections
401 WasHINGTON Bive Unim 2, U N S C E N —|_ E D mPlace enough product on hands to cover all surfaces.
MUNDELEIN |L 60060 mRub hands together until dry.
Other information
ALCOHOL mStore between 15°-30° C (59°-86°F)
mm mAvoiding freezing and excessive heat above 40° C (104°F)
LI F EsevARD Inactive Ingredients: Glycerol, Water (Aqua), PEG 5;

AMP-Acrylates/Vinyl, Denatonium Benzoate
DISTRUIBUTED BY ——

Guardian

Sales & Supply, Inc.

§47-306-9922

RC [Pre sy M adelinfamerica) 16 OZ 473 ML

946 ml NDC:79363-701-32



NDC 79363-701-32
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Drug Facts

Active Ingredient(s]
Ethyl Alcohol 70% V/v ......

Purpose
... Antiseptic

Usef[s]

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

Warnings
m For external use only
H Flammable keep away from heat or flame

‘When using this product mDo not use on children
less than 2 months of agem Do not use on open skin
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 ff irritation or rash occurs.
These may be signs of a serious condition.

Keep out of reach of children.
If swallowed: Immediately call a Poison Control Center
or a doctor/physician. Rinse mouth.

Directions
B Place enough product on hands to cover all surfaces.
B Rub hands together until dry.

Other information
B Store between 15°-30° C (59°-86°F) ® Avoiding
freezing and excessive heat above 40° C (104°F)

Inactive Ingredients: Glycerol, Water (Aqua), PEG 6 &
AMP-Acrylates/Vinyl Isodecanoate Crosspolymer,

Driftlensof

TFPL

70% Alcohol Topical Antiseptic
Gel

HAND
SANITIZER

Non-Sterile Solution

Unscented

5

32floz-(946 mL)

Distributed by

Forward Path Logistics, L.L.C.
La Crosse, Wi
forwardpathlogistics.com

RCH#HH##

NDC: 79363-701-32

LIFESGUARD HAND SANITIZER - NON-STERILE SOLUTION
1S AN FDA ACCEPTED FORMULA OF HAND SANITIZER THAT HELPS
REDUCE BACTERIA THAT POTENTIALLY CAN CAUSE DISEASE. FOR USE
WHEN SOAP AND WATER ARE NOT AVAILABLE

PACKAGING
LIFESGUARD HanD SanTizEr = NON STERILE SOLUTION
IS AVAILABLE IN THESE SIZES
8 0z BOTTLE W/ FLIP TOP (237 mu)
16 0z BOTTLE W/ FLIP TOP (473 mu)
32 0z BOTTLE W/FLIP TOP (946 M)
128 0z (GALLON) BOTTLE (3785 mu)

SEE SAFETY DATA SHEET FOR FURTHER DETAILS
REGARDING SAFE USE OF THIS PRODUCT

GUARDIAN SALEs & Supply INC
401 WASHINGTON Bivp, UNIT 2,
MunDBELEIN L, 60060
847-306-9922

LIFESGUARD

DISTRUIBUTED BY
Guardian

RC Sales & Supply, Inc.

LIFESCVARD

GEL HAND
SANITIZER

NON-STERILE SOLUTION
UNSCENTED

7 0 % ALCOHOL

ANTISEPTIC
=

NET CONTENTS

32 OZ (946 ML)

Premdly e o Amerlie

IDrug Facts

Active Ingredient[s] Purpose
Ethyl Alcohol 70% v/v sssssessessessassvssssssss Antiseptic

Use[s]

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

Warnings

mFor external use only

mFlammable keep away from heat, or flame

When using this productmDo not use on children less than 2
imonths of agemDo not use on open skin woundsmWhen
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: Immediately call a Poison Control Center or a
doctor/physician. Rinse mouth.

IDirections
mPlace enough product on hands to cover all surfaces.
mRub hands together until dry.

Other information
mStore between 15°-30° C (59°-86°F)
wAvoiding freezing and excessive heat above 40° C (104°F)

Inactive Ingredients: Glycerol, Water (Aqua), PEG 6;
AMP-Acrylates/Vinyl, Denatonium Benzoate
) mmm“ ”m “

20182 M4

3785 mL NDC: 79363-701-28




NDC 79363-701-28

[rug Facts
Active Ingredientfs] Purpose|
Ethyl Alcohol 70% v/v Antiseptic

Usels]
Hand Sanitizer to help reduce bacteria that can
potentially cause disease. For use when soap and water

u Flammable keep away from heat o flame

When using this product Do not use on children
less than 2 months of age m Do not use o open skin
wounds®When using this product keep out of eyes,
ears, and mouth

I case of contact with eyes,rinse eyes thoroughly with
water.

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

Keep out of reach of children.

If swallowed: Immediately call a Poison Control Center
or Rinse mouth

Directions
Place enough product on hands to cover allsurfaces
ub hands together until

Other information

mStore between 15°-30° C (59°-86°F) m Avoiding

freezing and excessive heat above 40° C (104°F)
Inactive Ingredients: Giycerol,Water (Aqua). PEG 6 (and)
AMP-Acrylates/Vinyl Isodecanoate Crosspolymer,

##### Y

Unscented

5

1 Gallon - 128fl 0z - (3.79 L)

Daiftless Lufe
By FPL
70% Alcohol Topical Antiseptic Gel

HAND
SANITIZER

Non-Sterile Solution

Distributed by
Forward Path Logistics, L.L.C.
La Crosse, WI
forwardpathlogistics.com

NDC: 79363-701-28

LIFESGUARD HAND SANITIZER - NON-STERILE SOLUTION
s AN FDA ACCEPTED FORMULA OF HAND SANITIZER THAT HELPS
REDUCE BACTERIA THAT POTENTIALLY CAN CAUS| For us
WHEN SOAP AND WATER ARE NOT AVAILABL

DISEASE

PACKAGING
LIFESGUARD Hanp SaniTizer = NON STERILE SOLUTION
1S AVAILABLE IN' THESE SIZES
8 07 BOTTLE W/ FLIP TOP

16 0z BOTTLE W/ FLIP TOP  (

32 oz BOTTLE W/FLIP TOP (946 ML)
128 07 (GALLON) BOTTLE (3785 mL)

SEE SAFETY DATA SHEET FOR FURTHER DETAILS
REGARDING SAFE USE OF THIS PRODUCT.

LIFESGOARD

GEL HAND
SANITIZER

NON-STERILE SOLUTION

GUARDIAN SALES & SUPPLY INC
01 WasHinGTON BLvo, UniT 2
MunpeLein 1L, 60060

847-306-9922

LIFESCOARD

UNSCENTED
70 %[

IDrug Facts

Active Ingredient
thyl Alcohol 70% v/

Purpose
Aniseptic

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

mFlammable keep away from heat, or flame

[When using this producteDo not use on children Tess than 2
months of agemDo not use on open skin woundsmWhen
using this product keep out of eyes, ears, and mouth.

in case of contact with eyes, rinse eyes thoroughly with
ater.

Stop use and ask a doctor f rtation or ash occurs. These
may be signs of a serious condition.

Keep out of reach of children.

If swallowed: Immediately call a Poison Control Center or a
doctor/physician. Rinse mout

Directions

Place enough product on hands to cover al surfaces.
Rub hands together until dry.

[Other information

store between 15°-30° € (59"86°F)

[ Avoiding freezing and excessive heat above 40° C (104°F)

DISTRUI BUTE D BY = Inactive Ingredients: Giycerol, Water (Aqual, PEG 6;
Gu ardl an NET CONTENTS AMP-Acrylates Vinyl, Denatonium Benzoate
RC Sales & Supply, Inc. Gl Moo o Al 1 GAL (3785 ML) S
NDC# 79363701 -28

WARRANTY DISCLAIMER Drug Facts N neaurion s

Ne C 2 Active Ingredient(s] Purpose. em

S ot Ethyl Alcohol 70% v/v Antiseptic)
0 warronty expressed or mpled of any ki, except s suppled n wrieg. Usels]

'WARNINGS
KEEP OUT OF REACH OF
CHILDREN

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

IF SWALLOWED: Immediately call a
POISON CONTROL CENTER or a doctor/
physician. Rinse mouth.

See Safety Data Sheet for further details
regarding safe use of this product. Nexx-
Chem LLC, 407 South 17th St,, Clear Lake IA
50428, 641-357-1455.

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

Do not use on children less than 2
months of age. Do not use on open skin

wounds. WARRANTY

For a copy of the NexxChem Product
Warranty, contact your local NexxChem
distributor or NexxChem's Technical
Department at info@nexxchem.com or call
614-357-1455.

When using this product keep out

of eyes, ears, and mouth. In case of
contact with eyes, rinse eyes thoroughly
with water.

407 South 17th St Clear Lake, 1A 50428
W exxchem.com

RC###4#

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

Warnings

= For external use onl

= Flammable keep away from heat o flame.

When using this product @ Do not use on children

less than 2 months of age m Do not use on open skin
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: Immediately call a Poison Control Center
or a doctor/physician. Rinse mouth

Directions

= Place enough product on hands to cover all surfaces.
=Rub hands together until dry.

‘Other information

mStore between 15°-30° C (59°-86°F) m Avoiding

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

Inactive Ingredients: Glycerol, Water (Aqua), PEG 6 &

AMP-Acrylates/Vinyl Isodecanoate Crosspolymer,

Non
m.w, e

3202 botte wilp 0p

i T . wam

28 0 galon bt (5

sooiz | 2912

HAND SANITIZER
alcohol gel

Product Information

Product Type HUMAN OTC DRUG

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name
ALCOHOL (UNIE: 3K9958V90M) (ALCOHOL - UNIL:3K9958 V90 M)

Inactive Ingredients

Item Code (Source)

Basis of Strength

ALCOHOL

NDC:79363-701

Strength

70 mL in 100 mL




Ingredient Name

GLYCERIN (UNII: PDC6A3C00X)

RAPIDGEL EZ1 (UNIL: 33JH4A7R2K)

WATER (UNIE: 059 QFOKOOR)

Packaging
Item Code

Strength
0.5 mL in 100 mL
1mL in 100 mL

Package Description Marketing Start Date Marketing End Date

NDC:79363-701-28 3785 mL in 1 BOTTLE; Type 0: Nota Combination Product 06/01/2020

NDC:79363-701-16 473 mL in 1 BOTTLE; Type 0: Not a Combination Product 06/01/2020
NDC:79363-701-32 946 mL in 1 BOTTLE; Type 0: Not a Combination Product 06/01/2020
NDC:79363-701-04 118 mL in 1 BOTTLE; Type 0: Not a Combination Product 11/30/2020

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date

OTC monograph not final part333A

#
1
2 NDC:79363-701-08 237 mL in 1 BOTTLE; Type 0: Not a Combination Product 06/01/2020
3
4
5

06/01/2020

Labeler - REALCHEM MANUFACT URING (120491681)

Establishment

Name
REALCHEM MANUFACTURING

Establishment

Name
REALCHEM MANUFACTURING

Establishment

Name
REALCHEM MANUFACTURING

Establishment

Name
REALCHEM MANUFACTURING

Revised: 1/2021

Address

Address

Address

Address

ID/FEI
117584702

ID/FEI
117742005

ID/FEI
117828480

ID/FEI
120491681

Business Operations
manufacture(79363-701) , pack(79363-701) , repack(79363-701)

Business Operations
manufacture(79363-701) , pack(79363-701) , repack(79363-701)

Business Operations
manufacture(79363-701) , pack(79363-701) , repack(79363-701)

Business Operations
manufacture(79363-701) , pack(79363-701) , repack(79363-701)

REALCHEM MANUFACTURING
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