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Certificate of Compliance
Application for
Medical Device Directive (MDD) 93/42/EEC, 1
Personal Protec!iv_e quiprr}ent (PPE) 2016/425/EU & X
CONG TY CO PHAN THUONG MAI DICH VU SKY AIR GROUP | Cosmetics Directive 76/768/EEC. : )

This is to certify that the produci(s): . ¢
SKY AIR GROUP SERVICE TRADING JOINT STOCK COMPANY Hand Sanitizer, Face Mask Medical Masks (3-Layer Medical Face Masks, : i

CHUNG NHAN
CERTIFICATE

CHUNG NHAN HE THONG QUAN LY CUA/ THIS IS TO CERTIFY THE MANAGEMENT SYSTEM OF:

‘, ' 4-Layer Medical Face Masks, Surgical Disposable), Medical Gowns (Non-
DJA CHUADDRESS: Surgical Isolation Gowns, Surgical Isolation Gowns), Protective Clothes
: T " Dirc Hod, tinh Long An, Viét Nam/ ! (Protective Coveralls), Medical Gloves (Nitrile Gloves/Non- Powdered Gloves), E 4
Try sil Head office: 80 Ap 3A, xi Hyu b, buyfs o ! N95 Respirator (Respirator, Surgical), Sanitary, i 5
80 Hamiet 3A, Huu Thank Commune, Duc Hoa District, Long An Province, Vietnam Cotton Sanitation, Cotton Swabs & Medical Cotton. 2 8
Xuimg sin xult/ Manufactory: L 5, wimg sb 5, KON Tin Dire, xi Dire Hoa Ha, buyén Z Manufactured by 1 =

Dire Hda, tinh Long An, Vit Nam/ Lot 5, Road 5, Tan Duc Industrial Park, Duc Hoa Ha SKY AIR GROUP SERVICE TRADING JOINT STOCK COMPANY

Commune, Duc Hoa District, Long An Province, Vietnam 80 Hamlet 3A, Hou Thanh Commune, Duc Hoa District, Long An Province, Vietnam ‘ i1
PUGC DANH GIA PHU HOP V0L CAC YEU CAU CUA TIEU CHUAN/ | X Factory 1: Lot 5, Road 5, Tan Duc Industrial Park, 4 =
HAS BEEN ASSESSED AND FOUND TO COMPLY WITH THE REQUIREMENTS OF: Duc Hoa Commune, Duc Hoa District, Long An Province, Vietnam N E

Complies with the requirement of the
! “MDD"
ISO 134
CHO, { A :

O ° ; ' A i 4 has been assessed & found in accordance with the requirements of
D 3 /¥ P MDD 93/42/EEC as amended by 2007/47/EC Class | (Non-Sterile),
e e Personal Protective Equipment (PPE) 2016/425/EU &
i s Cosmetics Directive 76/768/EEC.
X \ % : . 8 QCC is non-notified certification body, issue this
: | ‘compliance certificate’ after audit of manufacturer product(s) & technical file(s).
This certificate applies to the tested sample only not for whole production.
It's manufacturer sole responsibility to meet all the necessary conformity
assessment activities according to MDD 93/42/EEC, PPE 2016/425/EU & 4
CD 76/768/EEC and related standards before placing them on ) ?"

i the market & CE mark on the product(s). . i
Chimg chi s&/ Certification No.:  201678.MMS.CN20
Ngiy cip / Fssued date : 01/09/2020

S Pin 100 f‘ .
%\ CHUNG NHAN /= ), | Centificate No. : CE/018376/0920 —
Uit rr‘]"*”( | B o ¢ /é‘\
S Ry R i Original Certificate Date : 12 - September - 2020 “-‘
“NauyeN = Q‘\‘!'p

- " Issue Date : 12 - September - 2020
Ngity hét han/ Expired date: 31/0872023 GIAM POC/ DIRECTOR B

. Expiry Date : 11 - September - 2021
Chimg chi s& mit higu lyc néu b§ théng quin Iy cia khich hing khing virgt qua cuje dénh gid
mmugﬁmmwmmmuwymcmawmdm
not pass the surveillance of ICB.

To check this certificate status visit:

“http:fiuasl.uk o R 3
! 3 t B

4=

“Authorised Sugna!ure

For Quality Control Certification
UK Office: 1929, Chynoweth House,
Trevissome Park, Truro-TR48UN, Cornwall, UK

CONG TY CO PHAN CHUNG NHAN QUOC TE
INTERNATIONAL CERTIFICATION BODY

uality Control Cortllcation aceredited by UASL, UK
This cartieats doesn t provise the certified y frorm e imgat
This cartifcaty remaing e groperty of GL Centficasan 1o whom i must be Sturned on roGUEsL
e e . o iy
i 7
s
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9/8/2020
FDA | U.S. Food and Drug Administration

a8
Registration Confirmation

Facility: SKY AR GROUP SERVICE TRADING JOINT STOCK COMPANY. Duc Hoa District, Long An, VIET NAM

You have your facility listing Inform ation. You should print a copy of this page for your
records. Listing numbers appear below for the products manufactured, developed, of proces sed at this faciity.
As veloper. of single-use device you pay for
medical device faciity rogistration.
You will nother: U your i 90 days. Until your
umber is assigned, reference your number in any Ceonter for
Devices and Radiological Health.
Your ough Dec 31, 2020, and the Officiat
90 days before y glstor for Fiscal Yoar 2020 with on how and when
to re-register.
your davice y ‘does not, In any way, constitute FDA approval of your facility or
your dovices.
y ragiistEcarh ida o)
The OwneriOporator Number for this Registration fs: 10077644
Facility Information
Initial Importer: N
Facllity Name: SKY AIR GROUP SERVICE TRADING JOINT STOCK
COMPANY
Address: No.80, 3A Hamiet. Huu Thanh Commune
Duc Hoa District, Long An, -, VIET NAM
Foreign Trade Zono: N

w

svam FOA Regiatration for SKY AR GROUP SERVICE TRADING JOINT STOCK COMPANY
Owner/Operator Information
OwneriOperator Number: 10077644
Contact Name: Quach Phuoc Xuan Nhung
Company: SKY AIR GROUP SERVICE TRADING JOINT STOCK
COMPANY
Address: No.80, 3A Hamlot. Huu Thanh Commune
Duc Hoa District, LONG AN, -, VIET NAM
Tatephone: 84.902-417779
Fax: .
Emalt: quachnhung260483@gmail.com
Official Correspondent Information
Contact Name: David Lennarz
Company: Rogistrar Corp
Addross 144 Rosearch Drive
Hampton, VIRGNIA, 23668, UNITED STATES
Talephone: 17572240077
Fax: 1757 -2240179
E-mall: david Jennarziregistrarcorp.com
DDUNS Number: 139242074
United States Agent Information
Contact Name: David Lennarz
Contact Title: "r
Business Name: Registrar Corp
Addross: 144 Research Drive
Hampton, Virginia, 23666, UNITED STATES
Phane: 757 - 2240177
Fax: 757 2240179
DUNS Number: 139242874
E-mail: davidjennarz@registrarcorp.com

 GESFOF1F1-FDAB-0016-65A7.

MSEIEC-0TID-F 27 OB

Device Listings

Number  Submission
Numbar/Typo

D417824  Enforcoment
Discretion

D417825  Enforcement
Discreton

Date of Initial Registration: Wed Sep 09 1629:39 EDT 2020

FDA Reg siation for SKY AIR GROUP SERVICE TRADING JOINT STOCK COMPANY

Product Device Name(s) Activitios Importers
Code(s)
LZA Polymer

Contract

Manufacturer

Remanulacturer

OKR Face mask (@xcept NOS respirator) Manufacturer

for ganeral publicheahcare Contract
personnel per IE guidance Manufacturer
Remanutacturer




