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Ministry of Food and Drug Safety
Seoul Regional Office of Food and Drug Safetyr:,

Mokdongjungang-ro, Yangcheon-gu, Seoul, Korea,Tel: 82-2-2640-1307, Fax; 82-2-2640-1360
Certificate of Free Sales

— No. of Certificate : 2020—B1-0488
I Exporting (certifying) country : Republic of Korea
L Importing (requesting) country : United States of America

The Ministry of Food and Drug Safety, certifies that the following firm is
authorized to manufacture quasi drug under The Pharmaceutical Affairs Act, and
the following product(s) is(are) permitted to be freely sold in domestic and

overseas markets.

o Applicant (=Product—license holder)
(This certificate shall not be issued to others than the product—license holder)

— Name : Handa Healthcare Co., Ltd.

— Address : 51—-72 Samsung-ro 129beon—gil, Yangju—si, Gyeonggi—do,
Republic of Korea Ga—dong & Na—dong 1th floor

— Registered No : 367

No. and date of

Name of product Ingredient(s) product—license,
comments
Large—white & Small—white G Outer
material(Nonwoven fabric), Middle

material(Nonwoven fabric), Filter (Nonwoven
fabric), Inner material(Nonwoven fabric),

Goodmanner  Yellow|nose—bridge (Polypropylene—coated wire),

Dust Mask(KF94) (|Ear—band(Nylon/Spandex strap2)

Large—white, No.2, 2020—01-03
Small—white,  Large—black : Outer material(Nonwoven

Large—black) polypropylene fabric (black)), Middle

material(Nonwoven fabric), Filter (Nonwoven
fabric), Inner material(Nonwoven fabric),
Nose—bridge(Polypropylene—coated wire),
Ear—band(Nylon/Spandex strap2 (black))

¥ Attached, if necessary : approved product information ( O )

Issued date :JUL. 01, 2020 (Certificate N0.2020—B1—0488)

Y

You can verify the Certificate through VERIFICATION NO. on the webpage(https://nedrug.mfds.go.kr/pbp/CCBSCO03/certificate)
or by checking the barcode with the mobile scanner App (MaSmartDetector).
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Certified by Ok Gi—suk

7/’)41

Director

General Services Division

Seoul Regional Food & Drug Administration

Y

You can verify the Certificate through VERIFICATION NO. on the webpage(https://nedrug.mfds.go.kr/pbp/CCBSCO03/certificate)
or by checking the barcode with the mobile scanner App (MaSmartDetector).

o




Manufacturing Process

Ho

Process Materials, reagents, solvents,
Process name Note
number etc.
<Manufacturers of Materials>
— QOuter material: Toray
Advanced Materials Korea Inc.
(300, 3gongdan 2-ro,
Gumi—si, Gyeongsangbuk—do)
' — Inner material: Toray
Outer material: Nonwoven Advanced Materials Korea Inc.
fabric, nonwoven (300, 3gongdan 2—ro,
polypropylene fabric (black) |Gumi—si, Gyeongsangbuk—do)
Middle material: Nonwoven — Middle material:
fabric DUPONT/DuPont de Nemours
Weighing of |Filter: Nonwoven fabric (Luxembourg) Sarl, Rue
1 . o General Patton, L—2984
materials Inner material: Nonwoven
v Luxembourg
4 — Filter: E&H Co., Lid,
e (299—66, Jihyeon—ri,
Polypropylene —coated wire Hwahyeon—myeon
Ear—band: Nylon/Spandex|Pocheon—si, Gyeonggi—do)
strap2, Nylon/Spandex strap2| Nose—bridge: Hitex.ONE
(black)
(96, Jugyeopsan—ro,
Soheul—eup, Pocheon—si,
Gyeonggi—do)
— Ear—band: Hitex.ONE (96,
Jugyeopsan—ro, Soheul—eup,
Pocheon—si, Gyeonggi—do)
Outer material/middle
Placement of . .
2 ; material/filter/inner
materials
material/nose—bridge/ear—band
Outer material/middle
5 Adhesion of |material/nose—bridge(automati
fabric parts |cally cut/inserted)/filter/inner
material
Standardized cutting of
Standardized o
4 . semi—finished product from
cutting
Process 3
5 Joining of |Joining of ear—bands to

-3 -
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You can verify the Certificate through VERIFICATION NO. on the webpage(https://nedrug.mfds.go.kr/pbp/CCBSCO03/certificate

or by checking the barcode with the mobile scanner App (MaSmartDetector).
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o semi—finished product from
fixing straps
Process 4

Product
completion and|Automated transfer of finished

6 transfer to |product from Process 5 to

packaging |packaging equipment

equipment
Automated packaging of % Material of containers
. finished products from that come in direct contact
7 Packaging ] ) )
Process 6 with packaging with the products: PET and
machines LLDPE
- 4 -
Ty

BT

You can verify the Certificate through VERIFICATION NO. on the webpage(https://nedrug.mfds.go.kr/pbp/CCBSCO03/certificate)
or by checking the barcode with the mobile scanner App (MaSmartDetector).
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Shape Note

(Front)

A horizontal tri—fold
mask. The center piece
is made up of four plies
(outer material, middle
material, filter, inner

material)
Width: 207.8 £ 10 mm
Height: 80 £ 8 mm
ear—bands: 150 = 15 mm

Large (Back)

size

The top and bottom
pieces, which touch the
nose and chin, are made
up of three plies (outer
material, filter, inner

material)

Yy

You can verify the Certificate through VERIFICATION NO. on the webpage(https://nedrug.mfds.go.kr/pbp/CCBSCO03/certificate)
or by checking the barcode with the mobile scanner App (MaSmartDetector).
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Shape Note

(Front)

A horizontal tri—fold
mask. The center
piece 1s made up of
four plies (outer
material, middle
material, filter, inner
material)

Width: 183 £ 10 mm
Height: 70 £ 7 mm
ear—bands: 120 £ 12mm

(Back)
Small

size

The top and bottom
pieces, which touch
the nose and chin, are
made up of three plies
(outer material, filter,

inner material)

Y

You can verify the Certificate through VERIFICATION NO. on the webpage(https://nedrug.mfds.go.kr/pbp/CCBSCO03/certificate)
or by checking the barcode with the mobile scanner App (MaSmartDetector).
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