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INTRODUCTION

AMY Group Joint Stock Company, formerly known as AMG Vietnam
Construction Joint Stock Company, is a multidisciplinary Group operating in the fields
of Construction, Furniture, Trading, and Real Estate.

Following the Group's development orientation, domestic and international needs,
AMY Pharma was born to take on the mission of bringing the best and safest medical
equipment to the world.

AMY has launched products such as: Medical masks, Antibacterial cloth masks,
translation room outfits and more.

All AMY products are managed and manufactured according to ISO9001: 2015
and ISO13485: 2016 standards, Passing the stringent international inspection steps to be
certified with CE, FDA

With the prestige and financial potential of the Group, we ensure and affirm to
bring to our customers safe quality products at reasonable prices.
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Information about the company:

- Fullname : AMY GROUP JOINT STOCK COMPANY

- Office : 256 - 258 Vo Chi Cong str, Tay Ho, Ha Noi, Viet Nam
- Factory : Yen Lich, Dan Tien, Khoai Chau, Hung Yen, Viet Nam
- Phone 1 +8424.22611555 - +8482.535.5555

- Email : info@amygroup.net Website: www.amygroup.net

- Importateur : N&C PARIS - Email: contact.ncparis@gmail.com
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(: ‘) Office: 256 - 258 Vo Chi Cong str, Tay Ho, Ha Noi, Viet Nam
Factory : Yen Lich, Dan Tien, Khoai Chau, Hung Yen, Viet N.
AMXE%OUE il T? 0;:2,261?55’56 [E ]a ;fégamygféup.igt }l a/!} a%,ygrlsup.z’er;
PRODUCT INTRODUCTION

= S -_ - - -
e RS, ~ob” . ( N e B RN PN
> 4
-~ -
e

AMY medical mask N95 BFE >=95%

Factory N95: https://youtu.be/7TuKBnRA6HMc¢
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Aertificate of gRegiaatratinn

This certificate of Registration certifies that:

AMY GROUP JOINT STOCK COMPANY

No. 256 - 258 Vo Chi Cong Street, Xuan La Ward, Tay Ho District,
Hanoi City, 10000, Vietnam

fias registered with the US Tood and Drug Administration pursuant to Title 21 of the United States Code of Tederal
Regulations.

Owner Operator Number: 10073658

Listed Device

QKR D401579 Face Mask (except N95)
OEA D401580 Non-surgical Isolation Gown r

MSH D401978 Respirator, Surgical

US Agent: Willow Glen Consultancy LLC
Willow Glen Number: WG2071183
Expiration Date: December 31, 2020

This certificate affirms that the above-named facility is registered with the US DA pursuant to the
regulations required 6y the ‘US laws. This registration has been verified as effective by Willow Glen
Consultancy as of the date below, unless such regzstmtum fas been :ennma:zd’ after issuance of this
Certificate. Willow Glen Consultancy makes no addi or ies, nor does this
certificate carry any to any person or entity other than the named certi ificate holder, for whose sole benefit it
is issued. Willow Glen Consultancy assumes no liability to any person or entity in connection with the
foregoing, nor does the U.S. 1D recognize a certificate of registration issued by Willow Glen Consultancy.

Willow Glen Consultancy is a private agent not affiliated with the V.S. Food and Drug Administration.

Umarnds O Wfllow%*’ Glen

Amanda Ou, Operation Director WillowGlenFDA.com
Willow Glen Consultancy LLC Info@WillowGlenFDA.com
+1-619-869-0249 3755 Avocado Blvd, Suite 208
Date: May 13, 2020 La Mesa, CA 91941, USA
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CE

Certificate of Compliance

Application for
Medical Device Directive (MDD) 93/42/EEC
This is to Certify that the product Group:
Medical Masks; Antibacterial Nano Cloth Masks;
Protective Clothing.

Defined by the manufacturer as per the MDD
A Product of

AMY GROUP JOINT STOCK COMPANY

No. 256 - 258 Vo Chi Cong Street, Xuan La Ward,
Tay Ho District, Ha Noi City, Vietnam

Complies with the requirement of the
"Test Standard: EN 14683:2019"

The Technical File for these products has been assessed
according to the procedure of conformity assessment
This certificate is issued in pursuant to the assessment done,
under the provision
Medical Device Directive MDD 93/42 EEC as amended by 2007/47/EC

QCC has liabilities limited to the audit for certification of the products and in case of
alteration of the product, not agreed upon by us, this declaration will lose its validity.

Certificate No. : CE/016118/0320 N
Original Certificate Date : 30 - April - 2020 ("‘\‘
Issue Date : 30 - April - 2020 \t"!

Expiry Date 229 - April - 2021

To check this certificate status visit:
uk. htm!”

Authorised Signature

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

Quality Control Certiication accredited by UASL. UK
Aified organi
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ISO certificate
T0 CHUC CHUNG NHAN VA GIAM BINH QuOC TE ISOCERT

“HAI HOA CUNG THINH VUQNG”

GIAY CHUNG NHAN

S6 1869293400963-MED

CHUNG NHAN HE THONG QUAN LY CHAT LUGNG CHO LINH VUC
TRANG THIET Bl Y TE CUA:

CONG TY CO PHAN TAP DOAN AMY
Tru s& chinh: S6 256-258 Puémg V4 Chi Cong, Phuémg Xuan La, Quin Tay H6, Thanh phd Ha Noi, Viét Nam.
Nha xwéng: Thon Yén Lich, Xa Dén Tién, Huyén Khoai Chau, Tinh Hung Yén, Viét Nam.

2016

Pugc dénh gid va xéc nhan phi hgp véi yéu cu cua tiéu chuan:

TIEU CHUAN

150 13485:2016

PHAM VI CHUNG NHAN:
San xu:‘tt, kinh doanh khiu tran y té, khéu
trang vii nano khang khuin, by d6 phong dich.

AN 1S0 13485

~

Ngay chirng nhin :27/04/2020
Ngay phét hanh 1 27/04/2020
Ngay hét han :26/04/2023
Chi tiét tai quyét dinh s  :27042003/QD-ISOCERT

E

Duge phép sir dyng déu chimg nhin

-
A

GIAY CH

MiTr:lanChl: Iso 134852016 T Viin Thao

Tra ciru hi¢u lye chimg chi tai: https://isocert.org.vn
CONG TY CO PHAN CHUNG NHAN VA GIAM BINH QuOC TE ISOCERT
S6.40 diy A, 16 12 KDT méi Dinh Cong, Phuomg Dinh Cong, Quin Hoang Mai, Thanh ph Ha Noi

Hotline: 1900.636.538, VPHN: 02473.036.538, VPHCM: 02873.056.538, Email: a ‘Website:
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ISO certificate

“HARMONIZATION AND PROSPERITY™

CERTIFICATE

No. 1869293400963-MED

THIS IS TO CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM FOR
MEDICAL DEVICES OF:

AMY GROUP JOINT STOCK COMPANY

Headquarter: No. 256-258 Vo Chi Cong Street, Xuan La Ward, Tay Ho District, Hanoi City, Vietnam.
Factory: Yen Lich Village, Dan Tien Commune, Khoai Chau District, Hung Yen Province, Vietnam.

2016

Has been assessed and found to conform with the requirements of the following standard:

150 13485:2016

SCOPE CERTIFIED:
Manufacturing and trading medical masks,
antibacterial nano cloth masks, epidemic prevention suits.

Certification : 27.Apr.2020
Issue date : 27.Apr.2020
Valid date :26.Apr.2023
Details in decision no. : 27042003/QD-ISOCERT

Approved to bear certification mark

CERTIFICATE IS0 13485

1S0 13485:2016 MSe Vo Van Thao

1869293400963

Check the validity of the certificate: https://isocert.org.vn
ISOCERT INTERNATIONAL CERTIFICATION AND INSPECTION JOINT STOCK COMPANY
No.40 A Row, Block 12, Dinh Cong New Urban Area, Dinh Cong Ward, Hoang Mai District, Hanoi City
Hotline: 1900.636.538, Hanoi office: 02473.036.538, HCM office: 02873.056.538, Email: rg.vn, Website: hitps: gvn
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ISO certificate

CONG TY CO PHAN CHUNG NHAN QUOC GIA GOOD VIET NAM
GOOD VIET NAM NATIONAL CERTIFICATION JOINT STOCK COMPANY

GIAY CHUNG NHAN
CERTIFICATE

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

CONG TY CO PHAN TAP POAN AMY
AMY GROUP JOINT STOCK COMPANY

e
<y AMY
<V> GROUP

Reform to survive

DIA CHI/ ADDRESS:

’l‘rxw:hlnhl Head office: 6256 - 258 Duomg Vd Chi Cong, Phudng Xudn La, Quin Tiy Hd, Thanh
pho Ha Ni, Vi¢t Nam/ No. 256 - 258, Vo Chi Cong Street, Xuan La Ward, Tay Ho District, Hanoi City,
Vietnam.

Nha méy/ Factory: Thon Yén Lich, xii DAn Tién, Huyén Khodi Chéu, Tinh Hung Yén, Vigt Nam/
Yen Lich Hamlet, Dan Tien Commune, Khoai Chau District, Hung Yen Province, Vietnam.

PUQC DANH GIA PHU HQP VO1 CAC YEU CAU CUA TIRU CHUAN:
HAS BEEN ASSESSED AND FOUND TO COMPLY WITH THE REQUIREMENTS OF:

icnoannt-2nic

ey e e G e o e G e

CHO PHAM VI/ FOR SCOPE:

Sén xudt, kinh doanh khiu trang y té, khiu trang vii nano khang khufin, by ad
phong dich./.

Manufacturing and trading of medical masks, antibacterial nano cloth masks;
protective clothing./.

S8 chimg chi/ Certification No.:  GOODVN 19820.QMS

Ngay cAp/ Issued date:
Giti trj aéw/ Expired date: 03/5/2023
DAU CHUNG NHAN
CERTIFICATION MARK QR CODE

= @ OFenTD)
. GoO! 0900 LT -
\ s

S| @

GOODVN 19820.QM:

NGUYEN b0 SON

Chiimg ehi s mit higu Iye néu h théng quiin 1§ eia khich hng khong virgt qua cuge dénh gid gidm sét hing ndm ciia GOODVN
This certifieate will be invalid i ' docs not pass GOODVN.
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Classification table

CONG TY TNHH DICH VU CONG HOA XA HQI CHU NGHIA VIET NAM

I Y TE HALL Pic 1ap - Ty do — Hanh phiic
| S5: 801/2020/180000028/ e
PCBPL-BYT

Ha Noi, ngay 11 thing 06 nam 2020

BAN KET QUA PHAN LOAI TRANG THIET BI Y TE ‘

Cain cik Nghi dinh s6 36/2016/ND-CP ngay 15/05/2016 ciia Chinh phii vé quan
Iy trang thiét bi yié;
I Can cie Nghi dinh $6169/2018/ND-CP ngay 31/12/2018 ciia Chinh phii sira
i b sung mot 56 dicu ciia Nghi dinh s6 36/2016/ND-CP ngay 15 thing 5 nim
2016 ciia Chinh phii vé quan Iy trang thiét bi y té:

Cdn cir Phiéu tiép nhén hé so cong bé @i diéu kién phan loai sé:
180000028/PCBPL-BYT do Bj Y té cdp ngay 11 thang 10 nim 2018;

Can cir gidy chitng chi hanh nghé phan logi ciia ngudi thyc hién phan
logi s6: 19000514/BYT-CCHNPL ngay cdp 13 thang 08 nam 2019;

Theo yéu ciu cia CONG TY CO PHAN TAP DOAN AMY, c6 dja chi tai
| $6 256 - 258 Puong Vo Chi Cong, Phuong Xuan La, Quin Tay Ho, Thanh phd |
| Ha Noi, chiing t5i phén loai trang thiét bj y té nhu sau: Kér qud phén loai ¢ trang sau.

Ngudi thye hién phéan loai Ngudi dai dién hgp phip

; Pham Vin Linh Pham Vin Linh
| Trang thiét bj y té khong la trang thiét bi y té chin dodn in vitro.

- Boyté
~ S&'Y té cic tinh, thanh phé; |
— Hai quan céc cira khiu;
= Lwu VT,

|
|
|| Noinhin:
|
|
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2[  "KET QUA PHAN LOAI TRANG THIET BI Y TE
pick p’;"E’qifzﬁzou80000028/PCBPL.13YT, ngay 11/06/2020

NG
Qi i Mike dg rii

| o dvy 'éChl'mglogi/Mﬁ Hiing, nuée Hing,nuéc  Myc dich sir dung theo chi dinh| Cin cir dé phan iR
n trang ﬂn& m.v,t
BEEIYEL i phim «dn xuft chil s& hiru cita chii sir hiu logimire dgriiro|

Dung dé bit ving mit, hd tro
(Cong Ty C4 Phén Tap|Cong Ty C4 Phin Tp| ngin ngira byi bén, vi khuén va
Poin Amy /Viét Nam|Doan Amy /Viét Nam | phong chéng dich bénh lay qua
dwong hd hip

Quy tic 4 Phn II,
phu Iy I Thong tir A
39/2016/TT-BYT

Khéu trang y t€ AMY N9S
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Test report EN 14683:2019

BOYTE
VIEN KlE’Vl NGHIEM AN TOAN VE SINH THU'C PHAM QU()C GIA
TIONAL INSTITUTE FOR FOOD CONTROL (NIFC)
Hla chi: S6 65 Pham Than Dugt - Mai Djch - Cdu Gla\ Ha Ngi - Viét Nam
Dign thogi: 84 - 2432262215 / 84 - 2432262216 * Fax: 84- 2439335738 * Website: www.nifc.gov.vn

No: 9477/PKN-VKNQG TEST REPO RT

1. Name of sample: AMY MEDICAL MASKS - N95

2. Sample code : 05202859/DV.1

3. Sample description: Sample is put in a plastic bag, 50 pieces/bag - Quantity: 1

MFG - EXP: No information; No storage sample

4. Number of sample: 01 sample

5. Sample storage time: No storage

6. Sample received date:  13/05/2020

7. Testing time: 13/05/2020 - 23/05/2020

8. Customer: AMY GROUP JOINT STOCK COMPANY

Address: No. 256 — 258 Vo Chi Cong Road, Xuan La Ward,
Tay Ho District, Ha Noi City, Viet Nam

9. Test result(s): Microbiological tests
No. P Unit Test meth Result
9.1" | Microbial cleanliness CFU/g BS EN 14683:2019 21.66
9.2 (B;:S"a' fiiation efficiency | /iece | BS EN 14683:20190 99.95 %
Note: () Bacterial filtration Z: (B)is as the
B= (D = E) 100
=(5)=

In which: - D is the bacterial concentration before going through the face mask
- Eis the bacterial concentration after going through the face mask
- Bis the ige of the antil ial p jon effect of the face mask
Hanoi, May 23, 2020
/,0» half of Director General
Head of ‘Quality Assurance Laboratory
VENKE VoMM

1. Cde két qui thit nghi¢m ghi trong phiéu nay chi co gid tri doi voi mu thi nghiém
2. Khong dugc trich ddn mgt phan phiéu két qua thii nghiém néu khong c6 sw dong y bing van ban ciia Vign Kiém nghi¢m ATVSTPQG

3. Théng tin vé mdu v khach hing dicgc ghi theo yéu cdu ciia noi giti mau

4. Chi tiéu danh déu * la chi tiéu duge cong nhin VILAS Page 1/1
5. Khong nhan khiéu nai trong irwong hop khong 6 mdu lueu hode hét thoi han leu theo mdu quy dinh
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Test results of AMY medical masks

BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM
VIEN TRANG THIET BY Poc lip - Ty do - Hanh phic
| VA CONG TRINH Y TE R R R I o p e
|
| ‘?xwm 'lr/,’
@ * GIAY CHUNG NHAN
a A THU NGHIEM
TS $6: 099429 /VTTB-DGCL

Co quan y&u cAu: Cong ty C5 phan Tap doan AMY
Dia chi: S6 256 - 258 Pudng V6 Chi Cong, Phuong Xuén La, Quﬁn Tay HS, |
Thanh phé Ha N¢i

Tén san phim: Khiu trang y té AMY
Model: N95 |
Pon vi sin xuit: Cong ty C ph?m Téap doan AMY

Xut xif: Viét Nam

Ngudi thir nghi¢m: Trin Pic Anh

Tiéu chuén thir nghi¢m: Theo tiéu chuin TCVN 8389-1:2010
Phuong phap thir nghiém: Theo TCVN 8389-1:2010

Két lugn: Khau trang dat tiéu chudn TCVN 8389-1:2010 - Khéu trang y té
thong thuong.

Ha Ngi, ngay 04 than 6 nam 2020

TS. Lé Thanh Hai

Dia chi: 40 Phuong Mai - Déng Da- HANGi  *  Dicn thoai: (024) 38523065
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KET QUA THU NGHIEM
(Can ct theo tiéu chudn TCVN 8389-1:2010)

Théng sb ky thudt
' Nji dung Yéu ciu Pat |K.Dat
Vii khong dét, dang phang, c6
TR T O nép gap; co 16p vi loc, thanh
1 [Ket cau va vt ligu nep mii va diy deo; khong c6 X
16i ngoai quan
2 Hiéu sudt loc déi voi suong diu|Hiéu suét loc khong nhé hon)| X
(%) mirc 90%
o Tros lyc ho hdp (DP) khong 16n
3 |Trd lwe hd hap (mmH>0) e X
2 o GiGi han truomg nhin khong 16n
0,
4 |Gidi han trudng nhin (%) Hom ite 6% X
5 [Khdi uong (g) Khéi lugng khong In hon 10 g| X
6 |Gidi han cho phép ctia kim loai ning
6.1 [Ham lugng Asen (As) 0,17 mg/kg X
6.2 [Ham lugng Chi (Pb) 1,00 mg/kg X
6.3 [Ham lugng Thiy Ngén (Hg)  {0,12 mg/kg X
6.4 [Ham lugng Antimon (Sb) 0,10 mg/kg X
6.5 [Ham lugng Cadimi (Cd) 0,10 mgrkg X

* Két qua thir nghiém nay chi ¢6 gid tri déi véi cdc méu theo Céng ty C6 phan

 Tdp doan AMY cung cdp cho Vién Trang thiét bj va Céng trinh Y té ngay

04/5/2020.
by o Ha Noi, ngay 04 thang 6 nam 2020
SOAT XET NGUOI THU NGHIEM
/
Nguyén Viin Hiung Trin Pirc Anh

Dia chi: 40 Phwong Mai - Déng Pa- HANgi  *  Dign thogi: (024) 38523065
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